MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

15 ciuns 2024 poky Ne 76

IIpo Jgep)kaBHY peecTpalliio (mepepeecTpaiiiio) JiKapCbKHX 3aco0iB (MegMUHUX
iMmyHO0Oio/T0TiYHMX MpenapaTiB) Ta BHeCeHHs 3MiH /10 peecTpaljiiHUX MaTepiajiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 9, 10 Tlopsigky [nep)kaBHOI peecTpalii (mepepeecTpallii) mikapcbkux 3acobiB,
3aTBep/pKeHoro moctaHoBoro Kabinety MiuicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaAsaTh CbOMOTO IMANMYHKTY 12 myHKTy 4 Ilosio)KeHHsSI TIpO
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHu, 3aTBep/pKeHoro rnocraHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepe3nst 2015 poky Ne 267 (B pejakiiii 1oCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeeCcTpalliiHMX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMmyHOoOio/loTiuHMX ~ TIperapariB), 110 TIOfaHi Ha [lep)KaBHY  peeCcTpariito
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peecTpalliiHUX MaTepiasiB, TPOBeAeHUX
Jlep>KaBHUM  TiINPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOpPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB II[0/0 edheKTHBHOCTi, 0Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKM CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYEThCS [0 Jep>KaBHOI peectpaljii (mepepeecTtpaiiii), 111040
BHECEeHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Horo /10 Jiep>kKaBHOI
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHUX MaTepiasiB,

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DPeeCTPy JiKapChbKuX 3acobiB
YKpaiHM mikapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TipermapaTH) 3rigHO 3
Jogatkom 1.

2. TlepepeecTpyBaTy Ta BHeCTU [0 [lep>kaBHOTO PeECTPY JIiKapchbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
JloJjaTKoM 2.



2

3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTy) 3riJJHO 3 JOAATKOM 3.

4. BigMOBUTH Yy Jiep’KaBHiM peecTpallii/riepepeecTpallii Ta BHECeHHi 3MiH [0
peecTpaljiiHiX MaTepiamiB Ta [lep)kKaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
JiKapcbKuX 3aco6iB (MeJUUHUX iMyHOOiI0OTiYHKX MpernapariB) 3riZjHO 3 J0JaTKOM 4.

5. dapmarieBTiuHoMy ympaeaiHHIO (Tapacy JISCKOBCbKOMY) 3abe3reunTH
OTIPU/TFOJJHEHHSI 1[bOTO Haka3dy Ha odiliiiHoMy BeOcaiiTi MiHicTepcTBa 0XOpOHU

310pOB’d YKpaiHu.

6. KoHTpoJ/1b 32 BUKOHAHHSM 1[bOT0 HaKa3y MOK/IaCTH Ha MepILIOoro 3acTyHUKA
Minictpa Cepris [Jdy6posa.

MiHuicTp BikTop JISAIIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEAVNYHUNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

Hoparox 1

/0 Haka3zy MiHicTepcTBa 0X0poHH

3p0poB’st Ykpainu «IIpo gepxaBHy
peecTpaniio (mepepeecrpariito) JiKapcbKUX
3aco0iB (MeAHMYHHUX IMyHO00i0/IOTiYHHX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniiHuX MaTepiatiB»
Big 15 ciuns 2024 poky Ne 76

BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKUMX 3ACOEBIB YKPAIHU

y 6nictepi; no 1 abo
4 6nictepu y

nikapcbkoro
3acoby, BMMycK

3aTBEPAKEHOro Haka3oM MiHICTepCTBa OXOPOHM
340p0B’sA YKpainu Big 27 rpyaHs 2006 poky Ne

Ne Hassa Popma sBuUnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
1. AKBANIBPA TabneTkun, BKpUTI MEAILUE HimeuunHa MEAILUE HimeuunHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/20306/01/01
NNiBKOBOIO ApuHaimiTT ApuHaiimiTTens MepioAnyHICTb NOAAHHSA PErynspHO peyenma
060/10HKOH0 1Mo 20 enb MoTTep MoTTep MM6X & OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
TabneTok, BKpUTUX M6X & Ko. Ko. KI Mopsaky 3aiicHeHHs dhapmMakoHarnsay,
NiBKOBOO Kr 3aTBEPAXEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
060/10HKOI0, B 304,0p0B’sA YKpainu Big 27 rpyaHs 2006 poky Ne
6nicTepi, no 3 abo 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
no 6 6nicTtepis B Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
KapTOHHIA Kopoo6Li pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMn Yy
nepioguYHOCTI NOAAHHS pPerynsipHUX 3BiTiB 3
6esneku.
2. ANbMIHOA TabneTku, BKPUTI ACTPA3EH Lseuis BMPOGHMLITBO Lseuis PeecTtpauis Ha 5 pokis 3a He UA/20307/01/01
NNiBKOBOIO EKA Ab TabneTok, MepioAnYHICTb NOAAHHS PeErynspHO peyenmom nionsieae
060/10HKOH0, Mo 60 BMNPOGYBaHHS, OHOBJIHOBAHOrO 3BiTY 3 6€3Meku, BigNOBiAHO A0
mr, no 14 TabneTtok nakyBaHHs Mopaaky 3AiiCHeHHA hapMakoHarnagy,
y 6nicTepi; no 4 niKapcbkoro 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
6nictepn y 3acoby, BuUMycK 34,0p0B’sA YKpaiHu Big 27 rpygHsa 2006 poky Ne
KapTOHHIA KOopooLi cepi: 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTULji
AcTpa3eHeka Ab, YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
LLiBeuis pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riHO 3i CTPOKaMu, 3a3Ha4YEHUMU Y
NnepiogNYHOCTI NOAAHHS PErysIipHUX 3BITIB 3
6e3neku.
3. ANbMIHOA TabneTkun, BKPUTI ACTPA3EH LWsewis BMPOGHMLITBO Lsewis PeecTpauis Ha 5 pokis 3a He UA/20307/01/02
NAiBKOBOO EKA Ab TabneTok, MepioAnyHICTb MOAAaHHS perynsipHo peyenmom nionsizae
060/10HKoH0, Mo 90 BMNPO6GYBaHHS, OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
mr, no 14 Tabnetok nakyBaHHs Mopsaaky 34iicHeHHA hapMakoHarnaay,




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KapTOHHI KOopoo6Li cepii: 898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuLji
AcTtpa3eHeka Ab, Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
Lsewis pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMn y
nepioguMyHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
4, ANPENITAHT | kancynu TBepAi no MicTtpan AHrniA POHTIC XEJ/INNAC Ipeuis peecTpauis Ha 5 pokis 3a He UA/20308/01/01
-BICTA 80 wmr, no 2 kancynun Kenitan MELIKAN EHA MepioAnYHICTb NOAAHHST PErYISAPHO peyenmom nionsieae
B Gnictepi; no 1 MeHemKmeH OAPMACBIOTIKA OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
6nictepy B T NimiTeq, NIC NPOOAKTC Mopsaky 3aiicHeHHsT hapMakoHarasay,
KapTOHHI kopo6Lyj; C.A. 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
no 1 kancyni B 340pOoB’A YkpaiHu Big 27 rpyaHs 2006 poky Ne
6nicTepi; no 6 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
6nictepis B Ykpainu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
KapTOHHIA KOpoo6Li pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKamMu, 3a3Ha4YeHUMUN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
5. AMNPENITAHT | kancynu TBepai no Mictpan AHrnis POHTIC XENNAC Ipevis peecTpauis Ha 5 pokis 3a He UA/20308/01/02
-BICTA 125 wmr, no 1 kancyni Kenitan MEAIKAN EHA MepioAnyHICTb NOAAHHSA PErynspHO peyenmom niossieae
B 6nictepi; no 5 MeHepxmeH PAPMACBIOTIKA OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
6nicTtepis B T Nlimiteq, NC NPOOAKTC Mopsaky 3aiicHeHHs dhapmMakoHarnisay,
KapTOHHI kopobuyj; C.A. 3aTBepKeHOro Haka3om MiHicTepcTBa OXOPOHU
no 1 kancyni B 304,0p0B’sA YKpainu Big 27 rpyaHs 2006 poky Ne
6nictepi; no 6 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
6nicTepis B Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
KapTOHHIA Kopoo6Li pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMn Yy
nepioguYHOCTI NOAAHHS pPerynsipHUX 3BiTiB 3
6e3neku.
6. AMNPENITAHT | kancynu TBepAi no MicTtpan AHrnisA POHTIC XE/INNAC peuis peecTpauis Ha 5 pokis 3a He UA/20309/01/01
-BICTA 125 mr + kancynu Kenitan MELIKAN EHA MepioAnYHICTb NOAAHHS PerynspHO peyenmom nionsieae
TBEpAi no 80 wr, MeHemKmeH SAPMACBHIOTIKA OHOBJIHOBAHOrO 3BiTY 3 6€3Meku, BigNOBiAHO A0
KOMbGi-ynakoBka no 3 T NimiTeq, NC NPOOAKTC Mopsaky 3aiicHeHHs hapMakoHarisay,
Kancynu; no 1 C.A. 3aTBEPKEHOro Haka3oMm MiHICTepcTBa OXOPOHM
Kancyni no 125 mry 34,0p0B’sA YKpaiHu Big 27 rpygHsa 2006 poky Ne
6nictepi + 2 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULji
Kancynu no 80 mry YkpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
6nicTepi; no 2 pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
6nictepu B YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
KapTOHHiiA KOpo6Li CTaHOBUTB: 3riHO 3i CTPOKaMu, 3a3Ha4YEHUMU Y
NnepiogNYHOCTI NOAAHHST PErysIipHUX 3BITIB 3
6e3neku.
7. BANMbAOCWUN | kancynu no 4 mr, no leTepo IHAiA [eTepo /1a63 IHAis PeecTpauis Ha 5 pokis 3a He UA/20100/01/01
30 kancyn y J1a63 Jliviteg [MepioAnYHICTb NOAAHHST PETYIAPHO peuyenmom nidnsieae




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KOHTeliHepi, no 1 NimiTen OHOB/IKOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
KOHTelHepy B Mopsaaky 3AiicCHeHHA hapMakoHarnagy,
KapTOHHiiA Kopo6Li 3aTBEPLKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
300pOoB’A YkpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOPOHM 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKamu, 3a3Ha4eHUMU Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
8. BIACINTUH Tabnetkn, no 50 wmr, Mera ABcTpanis CAr Icnanis peecTpavuis Ha 5 pokis 3a He UA/20310/01/01
no 10 TabneTok y NaidpcaiieH MAHY®AKTYPIHI MepioAnYHICTL MOAAaHHS perynsipHo peyenmom nionsizae
6nictepi, no 3 ci3 , C.JLY. OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
6nictepu y (ABcTpanis) Mopsaky 34iicHeHHs dhapmMakoHarnsay,
KapTOHHIA KOpoo6Li MTi g, 3aTBEpPXEHOro HakazoM MiHiCTepcTBa OXOPOHM
37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.
9. BOHCMPI PO34UH ANS iH'EKLN, Hosapric LLiBefiuapis Brpo6HMUTBO, LLiBeiiuapis PeecTtpauis Ha 5 pokis 3a He UA/20311/01/01
20 mr/0,4 mr; no 0,4 OBepci3 nepBuHHE MepioAnYHICTb NOAAHHS PErynsapHO peuenmom nionsieae
MJ1 PO3YUHY Y IHBECTMEHTC nakyBaHHs, OHOB/IHOBAHOrO 3BiTYy 3 6e3nekw, BiA4NOBIAHO A0
nonepeaHLo Al 4acTKoBWit Mopsaaky 3AiCHeHHA hapMakoHarnagy,
HanoBHEHOMY KOHTPO/b SIKOCTI, 3aTBEPAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
wnpuui; no 1 BTOPUHHE 300pOoB’A YKpaiHuu Big, 27 rpyaHa 2006 poky Ne
nonepegHb0 nakyBaHHs, BUMYCK 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTuUL;ji
HanoBHEHOMY cepi: Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
LInpuLi y NoTKy- HoBapTic ®apma pegfakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
6nictepi; no 1 LLTeliH AT, YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
NoTKy-6nicTepy B LLiBeiiuapis CTaHOBMWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHMn Y
KapTOHHI Kopoo6Li YacTkoBuii nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
KOHTPO/b SIKOCTI: 6e3neku.
HosaprTic ®apma
Ar, LLiBeliuapis
10. BI3OnN TabneTku, BKPUTI Akkopg, IcnaHis BMPOGHMLITBO IHais/ PeecTtpauis Ha 5 pokis 3a He UA/20312/01/01
NNiBKOBOIO Xernckea niKapcbkoro Benuka MepioAnYHICTb NOAAHHS PerynsapHO peyenmom nionsieae
060/10HKOH0, Mo 200 C.JLY. 3acoby, NepBuHHE BpuTaHis/ OHOBJIHOBAHOrO 3BiTY 3 6€3Meku, BigNoBigAHO A0
mr, no 14 TabneTtok Ta BTOPMHHE ManbTa/ Mopaaky 3AiiCHeHHA hapMakoHarnagy,
y 6nicTepi, no 1 nakyBaHHs, ITanisa 3aTBEPKEHOro Haka3oMm MiHICTepcTBa OXOPOHM
6nictepy y nauui KOHTPO/b SKOCTI 34,0p0B’sA YKpaiHu Big 27 rpygHsa 2006 poky Ne
cepi: 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTULji
IHTAC YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y

PAPMACBLIOTIKA

pegakuii Hakaly MiHicTepcTBa OXOPOHM 340pPOB'st




Ne Hasga

n/n
3acoby

JliKapcbKo20

ynakoska)

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o

11. rninBINO®

TabneTkn, BKPUTI

KPKA, a.4.,

CnoBeHisa

NIC NIMITER, IHgia
AinbHUUA 3
KOHTPOJIO AIKOCTI:
ACTPOH
PECbOPY
NIMITEA, Benvka
BputaHis
AinbHUUA 3
KOHTPO/IO AKOCTI:
SAPMALOKC
XENCKEA NTA4.,
MasibTa
popatkosa
AinbHUUA 3
NepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHS:
AKKOP[,
XEJ/ICKEA
NIMITEL, Benuka
BputaHis
popatkosa
AinbHUUA 3
BTOPVHHOIO
nakyBaHHS:
AKKOP[-FOKEW
NIMITEA, Benvka
BputaHis
popatkosa
AinbHUUA 3
BTOPVHHOIO
nakyBaHHS:
O4N CAMNJII YENH
(Itanis) CMA,
ITanisa
BiANOBIfaNbHWIA 32
BWMNYCK Cepil:
AKKOP[,
XE/ICKEA
NIMITEL, Benvka
BpuTaHis

Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN y
nepiognMyYHOCTI NoAaHHsA perynsipHux 3siTiB 3
6e3neku.

nocsBi0OYeHHs

MET

NNiBKOBOIO
060/10HKO10, Nno 50
mr/850 wmr, no 10
Tabnetok y 6nictepi,
no 3 a6ono 6

6nictepis y

HoBo mecTto

BMPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPWHHE
nakyBaHHS,
KOHTPO/Ib Ta
BUNYCK cepil:

CnoseHis/
HimeuunHa

KPKA, a.4., Hoso

PeecTtpauis Ha 5 pokis
MepiognyHICTb NOAaHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 3aiicHeHHs dapmMakoHarisay,
3aTBEPAXEHOro Haka3oM MiHICTepCcTBa OXOPOHM
37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne

898, 3apeecTpoBaHoro B MiHicTepcTBi locTuji

3a
peyerimom

He
niosnsieae

UA/20313/01/01




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

KapTOHHI KOopoo6Li

mecTo, CroBeHis
BTOPWHHE
nakyBaHHS Ta
BWMNYCK Cepil:
TAL ®apma M'M6X,
Himeuunna
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
meToam
KOHTPO/H0):
HN30X
(HauioHanbHi
naboparopis 3a
34paB'e, OKONE iH
xpaHo), CrnioBeHis
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
meToam
KOHTPO/IO:
Kewmilicbki
iHCTUTYT, LleHTp
3a Banigauincke
TeXHO/Ori€ iH
aHaniTiko (LIBTA),
CnoseHis
KOHTpONb cepil
(Tinbkn hi3nuHi Ta
XiMiuHi MmeToaN
KOHTPO/0):
NabeHa p.0.0.,
CnoseHis
KOHTpONb cepil
(hi3nyHi Ta XimiyHi
meToam
KOHTPO/0):
Kemina6 g.0.0.,
CnoseHis
KOHTpONb cepil
(hi3nyHi Ta XimiyHi
meToan
KOHTPO/0):
TAL ®apma M'M6X,
HimevunHa
KOHTpONb cepil
(mikpobionoriyHi
meToan
KOHTPO/0):
JNlabop IC CE &

Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHW 34,0pPOB's
Ykpainu Bif 26 BepecHsn 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3HavyeHMn Yy
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Ko. KI, HimevunHa
12. rninBINO® TabneTku, BKPUTI KPKA, a.4., CnoseHisa BUPOGHMLTBO "in CnoseHis/ PeecTtpaujsa Ha 5 pokis 3a He UA/20313/01/02
MET NNiBKOBOIO HoBso mecTo bulk", nepsnHHe HimeuyunHa MepioAnYHICTb NOAAHHST PErYISAPHO peyenmom nionsieae

060/10HKO10, Mo 50
mMr/1000 wmr, no 10

TabneTtok y 6nictepi,

no 3 abo no 6
6nictepiB y
KapTOHHI KOopoo6Li

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BWMNYCK Cepil:
KPKA, a.4., Hoso
mecTto, CrioBeHis
BTOPVHHE
nakyBaHHs Ta
BWMNYCK cepil:
TAL dapma M'M6X,
Himeuunna
KOHTpOb cepii
(hi3nyHi Ta XimiyHi
meToam
KOHTPO/0):
HN30X
(HauioHanbHi
nab6opartopis 3a
34paB'e, OKOJIE iH
XpaHo), CnoseHis
KOHTpOb cepii
(pi3nyHi Ta XimiyHi
meToam
KOHTPO/IO:
Kewmiiicbki
iHCTUTYT, LleHTp
3a Bavstigauiicke
TexHonorie iH
aHanitiko (LIBTA),
CnoseHis
KOHTpOsb cepii
(TinbKkM pi3nyHi Ta
XiMiYHi MmeToaN
KOHTPO/I0):
NabeHa p.0.0.,
CnoseHis
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
meToam
KOHTPO/I0):
Kemina6 g.0.0.,
CnoBeHis
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
meToam

OHOBJ/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 34iicHeHHA hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YKpaiHu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMUN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KOHTPO/I0):
TAL ®apma M'M6X,
Himeuunna
KOHTpOsb cepii
(mikpobionoriyHi
mMeToan
KOHTPO/H0):
Na6op NIC CE &
Ko. KI', HimeyunHa
13. AAPCTIH rens, 10 mr/r, no 80 CENg C.A. IcnaHis BMPOGHMLTBO Icnanis PeecTpauis Ha 5 pokis 3a He UA/20314/01/01
rreno B Hepo3ghacoBaHOro MepioAnYHICTb NOAAHHSA PerynsipHO peuyenmom niosnsieae
antoMiHiesili Ty6i 3 npenapary, OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
BHYTPILLHIM N1aKOBUM nepBrHHE Ta Mopsaky 34iicHeHHs hapMakoHarisay,
NOKPUTTAM, 3aKpUTil BTOPWHHE 3aTBEPAXEHOr0 Haka3oM MiHICTepCTBa OXOPOHM
nonieTMNeHoBNM nakyBaHHs, 300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
KOBMaykom, no 1 KOHTPO/b AKOCTI, 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
Ty6i y KOMNAEKTi 3 BUNYCK cepil: YKkpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
[03yo4nM CEN[ C.A. pepakuii Hakasy MiHicTepcTBa OXOPOHM 340POB'SA
wnarenem y Ykpainu Big 26 BepecHs 2016 poky Ne 996),
KapTOHHIA Kopoo6Li CTaHOBMUTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHVMU Y
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
14. BEWNCI-20 Tabnetkn, 0,150 MaiinaH IHais MaiinaH IHais PeecTtpauis Ha 5 pokis 3a He UA/20315/01/01
mr/0,020 wr, no 21 Nab6opaTtopi3 NabopaTtopi3 MepioAnYHICTb NOAAHHST PErYIAPHO peuyenmom nidnsieae
Tabnetui y 6nictepi; Nimiteq Nimitepq, OHOBJ/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
no 1 6nictepy y Mopsaky 34iicHEHHsT hapMakoHarasay,
namiHoBaHoMy 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
nakerti; no 1,3 a6o 6 3[,0p0B’A YKpainu Bif 27 rpyaHsa 2006 poky Ne
NamiHOBaHMNxX 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
nakeTiB y nauui 3 YKpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
KapTOHY pegfakuii Hakaly MiHicTepcTBa OXOPOHW 34,0pPOB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu, 3a3Ha4eHUMN y
nepiogNYHOCTI NOAAHHSA PerynsapHUX 3BITiB 3
6e3nekn
15. 3EPKA/IIH® renb 10 mr/r + 50 AapaH- Xopsaris AapaH- Xopsaris peecTpauis Ha 5 pokis 6e3 nionseae UA/20316/01/01
IHTEHC/B mr/r no 25 r abo no [aneHcbkuit [aneHcbkuit MepioAnYHICTb NOAAHHSA PErynsapHO peyenma
30r,a6ono50r, Na6opatopi Na6opaTopiit 4.4, OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
abono 60rrensay nna.a. Mopsiaky 34iicHeHHs1 hapmakoHaraagy,

Ty6i; no 1 Ty6i y
KapTOHHiiA KOpo6Li

3aTBEPAXEHOr0 Haka3oM MiHICTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTumLji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
YkpaiHu Big 26 BepecHsl 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepiognMyHOCTi NoAaHHsA perynsipHux 3siTiB 3
6e3neku.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
16. IHCIM - 100 NOPOLLIOK ANsi CeHc IHAis CeHc Jlabopatopic IHAjs PeecTpauis Ha 5 pokis 3a He UA/20317/01/01
opasibHOI cycneHsii Na6opatopi MeT. N14. MepioAnYHICTb NOAAHHS pPerynsapHO peuyenmom niossieae
100 mr/5 mn; 1 c MeT. NTa,. OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiA4NOBIAHO A0
h/1aKOH 3 MOPOLLKOM Mopsaky 3aiicHeHHs hapMakoHarisay,
AN NpUroTyBaHHSA 3aTBEPAXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
100 mn cycneHsii, no 34,0p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
1 donakoHy 3 MipHUM 898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuLji
CTakaH4MKoOM Yy Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
KapTOHHIiA ynakoBLi pepakuii Hakasy MiHicTepcTBa OXOPOHW 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiognyHOCTI NoAaHHsA perynsipHux 3BiTiB 3
6e3neku.
17. KACMO®YHr | nopolok ans MicTtpan AHrnisA BUPOBHULTBO, TypeyuunHa/ PeecTtpauis Ha 5 pokis 3a He UA/20318/01/01
H-BICTA KOHLEeHTpaty ans Kenitan nepBuHHa Ta Ipeuis MepioAnYHICTb NOAAHHST PErYIAPHO peyenmom nionsieae
PO34nHy AnA MeHrempxmeH BTOPVHHA OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO [0
iHcpysiii no 50 mr y T NimiTeq, yrnakoBka, Mopsaky 3aiicHeHHsT hapMakoHarasay,
dhnakoHi; no 1 KOHTPO/b cepii: 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
chnakoHy B ME®AP I1AY 340pOoB’A Ykpaiu Big 27 rpyaHs 2006 poky Ne
KapTOHHIA Kopoo6Li CAHATA.C,, 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
TypeuunHa Ykpainu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
BMPOGHMLTBO, pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB'SA
nepBuHHa Ta YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
BTOPUHHA CTaHOBUTB: 3riAHO 3i CTPOKamu, 3a3Ha4eHUMMN Y
ynakoBka, nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
KOHTPO/b Ccepil, 6e3neku.
BWMNYCK cepil:
ENNEH
®APMACBIOTIKA
1 KO. IHK, peuis
BTOPVHHA
ynakoBka,
KOHTPO/b Cepil,
BWMNYCK Cepil:
®APMATEH CA,
peuis
18. KACMO®YHI | nopowok ans MicTtpan AHINIA BMPOGHMLTBO, TypeyunHa/ PeecTtpauis Ha 5 pokis 3a He UA/20318/01/02
H-BICTA KOHUEeHTpaTy Ans Kenitan nepBuHHa Ta Ipeuis MepioAnYHICTb NOAAHHS PerynsapHO peuenmom nionsieae
PO3UmnHYy Ana MeHepxmeH BTOPUHHA OHOBJIHOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0
iHcpysiin, no 70 Mry T NimiTeq, ynakoBka, Mopsaky 3aiicHeHHs hapMakoHarasay,
dnakoHi; no 1 KOHTPO/b Ccepil: 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
hnakoHy B ME®AP I1AY 340pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
KapTOHHI Kopoo6Li CAHATA.C,, 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTuL;ji
TypeyunHa Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
BMPOGHMLITBO, pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
nepBuHHa Ta YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
BTOPVHHA CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHUMN Yy
yrnakoBKa, nepiognyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KOHTpPO/b cepii, 6e3neku.
BUNYCK cepil:
ENNEH
®APMACBIOTIKA
N1 KO. IHK, Ipeuis
BTOPUHHA
yrnakoBka,
KOHTPO/b Ccepil,
BUMNYCK cepil:
®APMATEH CA,
peuis
19. KOHTPALWA | nopoLuok Ans MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa PeecTpauis Ha 5 pokis 3a He UA/20319/01/01
PO34unHY A5 iH'EKUA | aKuioHepHe akujioHepHe MepioAnYHICTL MOAAaHHS perynsipHo peyenmom nionsizae
no 40 mMr y dpnakoHi; TOBapuUCTBO TOBapuCTBO OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
1 a6o 5, a6o 10 "Nlekxim- "Jlekxim-Xapkis", Mopsaky 34iicHeHHs dhapmMakoHarnsay,
h1akoHIB y mavi Xapkis" YkpaiHa 3aTBEpPXEHOro HakazoM MiHiCTepcTBa OXOPOHM
(BUPOBHMLTBO 3 37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
npoaykuii in bulk 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
hipMu-BMpOGHMKA Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
PetoHr pefakuii Hakaly MiHicTepcTBa OXOPOHU 30POB's
PapmacboTukan Ykpainu Big 26 BepecHs 2016 poky Ne 996),
Ko, N14., CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HavYeHMn y
Kutaiicbka nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
HapogHa 6e3neku.
Pecny6nika)
20. NINOTIOH TabneTku, BKPUTI TOB YkpaiHa YOPNA TypeuunHa PeecTpauis Ha 5 pokis 3a He UA/20320/01/01
NNiBKOBOK «YOPN[ MEOVLUNH INAY MepioAnyHICTb NOAAHHSA PErynsapHO peyenmom niossieae
060/10HKOH0, N0 600 MEAMLH>» CAH. BE TIOX. OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BifNOBIAHO A0
Mmr no 10 TabneTok y A.LL. Mopsiaky 34iicHeHHs hapmakoHaraagy,
6nicTepi; no 3, 6 abo 3aTBepKeHOro Haka3omMm MiHicTepcTBa OXOPOHU
10 6nicTepiB y 304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
KapTOHHI KOPOOLi 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTumLji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 34,0pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepioguYHOCTI NOAAHHS perynsipHUX 3BiTiB 3
6e3neku.
21. MENOKCUKA | nopoLuok MpAT Ykpaina Caarti CneHTo3 IHais PeecTtpauis Ha 5 pokis - He UA/20321/01/01
M (cybeTaHuin) y "®apmavueBT MeT. N14. nionsieae
NoABINHMX nyHa chipma
nosieTuneHoBmX "fapHuua”
naketax gns
thapmaLeBTUYHOIo
3aCTOCyBaHHSA
22. MIAPVH TabneTkun, BKPUTI TOB YkpaiHa Apawveg ®apmva MonbLa PeecTpauis Ha 5 pokis 3a He UA/20322/01/01
060/10HKOH0, Mo 10 "340PABQO" C.A. [MepioAnYHICTb NOAAHHST PETYIAPHO peuyenmom nidnsieae




12

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
mr, no 30 TabneTok OHOB/IKOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
y 6nictepi, no 1 Mopsaky 3A4iicHeHHsT hapMakoHarisay,
6nictepy y 3aTBEPLKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
KapTOHHIM nayui 300pOoB’A YkpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOPOHM 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKamu, 3a3Ha4eHUMU Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
23. MIAPVH TabneTkn, BKPUTI TOB YkpaiHa Apawveg dapmva MonbLa PeecTpauis Ha 5 pokis 3a He UA/20322/01/02
o6oroHkoto, no 30 "30PABO" C.A. MepioAnYHICTL MOAAaHHS perynsipHo peyenmom nionsizae
mr, no 10 TabneTok OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
y 6nicTepi, no 3 Mopsaky 34iicHeHHs dhapmMakoHarnsay,
6nictepu y 3aTBEpPXEHOro HakazoM MiHiCTepcTBa OXOPOHM
KapTOHHII nayui 37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.
24. MOKCAUWH OYHi Kpanni, po3ynH AopaH- Xopsaris Anpan- Xopsaris PeecTtpauis Ha 5 pokis 3a He UA/20323/01/01
5 mr/mn, no 5 mn [aneHcbKuit [aneHcbkuit MepioAnYHICTb NOAAHHS PErynsapHO peuenmom nionsieae
PO34UMHY Y h/1aKoHi- JNabopatopi NabopaTopili 4.4, OHOBJIHOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0
KpanenbHuyj; no 1 .o Mopsaaky 3AiCHeHHA hapMakoHarnagy,
chnakoHy- 3aTBEPAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
KpanesibHuLj y 34,0p0B’sA YKpaiHu Big 27 rpygHsa 2006 poky Ne
KapTOHHI Kopoo6Li 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTuUL;ji
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHUMN Yy
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
25. MOHOcCOoNT Kpanni O4Hi, PO34nH, Mikpo Jlabc IHAiA Mikpo labc IHAis peecTpaujis Ha 5 pokis 3a He UA/20324/01/01
2%no5mMny NimiTen Niviteq MepioAnYHICTb NOAAHHST PETY/IAPHO peuyenmom nidnsieae

dhnakoHi-
KpanenbHuyj; no 1
dnakoHy-
KpanesibHULi B
KapTOHHiiA KOpo6Li

OHOBJ/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3aiicHeHHa hapMakoHarnagy,
3aTBEPKEHOro Haka3oM MiHICTepCcTBa OXOPOHM
37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi loCTULi
YKkpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHW 30POB's
Ykpainu Bif 26 BepecHsn 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu, 3a3Ha4yeHMn y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6es3nekn
26. HIKAPAUMIH PO3YUNH NS iH'EKLN, Na6opaTopi ®paHuis Na6opartopis PpaHuin PeecTpauis Ha 5 pokis 3a He UA/20325/01/01
10 Mr/10 MA, | 10 mr/10 mn, no 10 s AreTaH AreTaH MepioAnyHICTL MOAAHHS perynsipHo peyenmom nionsizae
PO34/H M1y CKNSHIN CAC OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
ansa amnyni, no 10 Mopsiaky 34iicHeHHs hapmakoHarasgy,
IH'EKLYA amny/s B KapTOHHIiA 3aTBEpPXEHOro Haka3oM MiHiCTepcTBa OXOPOHM
Kopoobui 37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAAHHSA pPerynsipHUX 3BiTiB 3
6e3neku.
27. HIMECYHNIA rpaHynun ans CIA Narsilickka | ®ANH ®YAC EHJ ITanis peecTpauis Ha 5 pokis 3a He UA/20326/01/01
NpUroTyBaHHs «IHPAPMA Pecny6nika OPAPMACEYTIKA MepioAnYHICTb NOAAHHS PeErynsapHO peyenmom nionsi2ae
opasibHOT CycneHsil, TpengiHr» NCH.T.M. C.N.A. OHOB/IHOBAHOrO 3BiTY 3 6e3nekw, Bi4NOBIAHO A0
100 mr no 30 cawe B Mopsaky 3a4iicHeHHs hapMakoHarasay,
KapTOHHII nayui 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTUL;ji
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHUMN Yy
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
28. HOBOKAIH PO3UMH ANA iH EKL, TOB YkpaiHa TOB YkpaiHa PeecTpadujis Ha 5 pokis 3a He UA/20327/01/01
5 wmr/mn, no 5 mn B "®APMACE "®APMACEN" MepioAnYHICTb NOAAHHST PETY/IAPHO peuyenmom nidnsieae
amnyni n" OHOBJ/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
nonieTUNeHoBIi; No Mopsaaky 3aiicHeHHa hapMakoHarnagy,
10 amnyn y nauui 3 3aTBEPKEHOro Haka3oM MiHICTepCcTBa OXOPOHM
KapTOHY 37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi loCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHW 30POB's
Ykpainu Bif 26 BepecHsn 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.
29. OKCANINNAT | KoHUeHTpaT Ans AAP O6'egHaHi BeHnyc Pemegic IHgis peecTpauist Ha 5 pokis - He UA/20328/01/01
NH-AAP pO34nHY oNs PAPMA ®3- Apabebki Nimitep MepioAnYHICTb NOAAHHS PerynspHO niossieae
iHcpysii, 5 mr/mn, in nnc Emipatu OHOB/IOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0

bulk: no 10 mn (50
Mr) a6o no 20 mn
(100 mr) y conakoHi,
no 50 chniakoHiB y

Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTumuji
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KapTOHHI KOopoo6Li Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHW 34,0pPOB's
Ykpainu Bif 26 BepecHsn 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.
30. OKCANINNAT | KoHUeHTpaT Ans AAP dapma O6'egHaHi BeHyc Pemegic IHAjs peecTpauis Ha 5 pokis 3a He UA/20329/01/01
NH-AAP pPO34nHYy AN $3-111C Apabebki Nimitep MepioAnYHICTb NOAAHHS PerynspHO peuyenmom niossieae
iHdysilA, 5 mr/mn no Emipatu OHOBJIIOBAHOrO 3BiTY 3 6€3neku, Bi4NOBiAHO A0
10 mn (50 mr) abo Mopsaky 34iicHeHHs hapMakoHarisay,
no 20 mn (100 mr) y 3aTBEpKEHOro Haka3oM MiHicTepcTBa OXOPOHU
dnakoHi, no 1 abo 34,0p0B’sA YKpaiHu Big 27 rpygHs 2006 poky Ne
10 dpnakoHiB y 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
KapTOHHIA Kopoo6Li YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN y
nepioguyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
31. OHAABEN PO3UMH ANA iH'EKLl, TOB "02 Ykpaina MT. Hosenn IHAOHESIA Peectpauis Ha 5 pokis 3a He UA/20330/01/01
2 mr/mn no 2 mn abo PAPMA" dapmacbtoTikan MepioAnYHICTb NOAAHHST PErYIAPHO peyenmom nidnsieae
no 4 mn B amny’ii; Na6opatopis OHOBJ/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
no 5 amnyn B Mopsaaky 3aiicHeHHa hapMakoHarnagy,
KapTOHHI KOopoo6Li 3aTBEPKEHOr0 Haka3oM MiHICTepcTBa OXOPOHM
3[,0p0B’A YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHW 3[4,0pPOB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMN y
nepiognYHOCTI NOAAHHSA PerynsapHUX 3BITiB 3
6esneku.
32. NMAKCOBAP KOHUEHTpaT gns TOB «BYCT Ykpaina dapmaxewmi b.B. Higepnanan PeecTtpauist Ha 5 pokis 3a He UA/20331/01/01
pPO34nHYy N PAPMA» MepioAnYHICTb NOAAHHSA PErynsapHO peyenmom nionsi2ae
iHcpysii, 6 mr/mn, no OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
5 mn (30 mr), abo no Mopsiaky 34iicHeHHs1 hapmakoHaraagy,
16,7 mn (100 wmr), 3aTBepKeHOro Haka3oM MiHicTepcTBa OXOPOHU
ab6o no 25 mn (150 304,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
Mmr), a6o no 50 mn 898, 3apeecTpoBaHOro B MiHicTepcTBi loCcTumLji
(300 mr) y conakoHi, Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
no 1 donakoHy B pepakuii Haka3y MiHicTepcTBa OXOPOHY 340pPOB'A
nauuj YkpaiHu Big 26 BepecHs1 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepiognMyHOCTI NoAaHHsA perynsipHux 3siTiB 3
6e3neku.
33. MAHTOMPA3 | nopowok ans MpuBaTHe Ykpaina PetoHr KuTalicbka PeecTtpauis Ha 5 pokis - He UA/20332/01/01
on PO3UMHY ON5 iH'eKUili | aKuioHepHe PapmacbloTukan HapogHa MepioAnYHICTb NOAaHHSA perynsipHo nions2ae
no 40 Mr NOPOLLKY Y TOBapUCTBO Ko., ITa. Pecny6nika OHOBJIHOBAHOrO 3BiTY 3 6€3Meku, BiANOBIAHO A0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
dhnakoHi; in bulk: no “NekxiMm — Mopsaky 3aiicHeHHs hapMakoHarisay,
50 chnakoHiB y Xapkis” 3aTBEpKeHOro Haka3oM MiHicTepcTBa OXOPOHU
Kopoo6ui 300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiognMyYHOCTI NoAaHHsA perynsipHux 3BiTiB 3
6e3neku.
34. MAPALUTPO | nopolok ans AT Ykpaina AT "dapmak” Ykpaina PeecTtpauis Ha 5 pokis 6e3 nionsieae UA/20333/01/01
H Opa/IbHOro PO3UnNHY "®Papmak” MepioAnyYHICTb NOAaHHSA perynsipHo peyenma
no 13,60 r B cawe, OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
no 10 cawe B nayui Mopsaaky 3aiicHeHHA hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
Ykpainu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKamMu, 3a3Ha4YeHUMMN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
35. NEPUHAONP | Tabnetku, 10 mr/2,5 KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis PeecTpauis Ha 5 pokis 3a He UA/20334/01/02
mniol/ Mr, no 10 TabneTok HoBo mecTo MecTo MepioAnyHICTb NOAAHHSA PErynsapHO peyenmom niossieae
IHAANAMIA y 6nicTepi, no 3 abo OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
2,5 KPKA 9 6nicTepiB y Mopsaky 3aiicHeHHs dhapMakoHarisay,
KapTOHHIA Kopoo6Li 3aTBepKeHOro Haka3omMm MiHicTepcTBa OXOPOHU
304,0p0B’sA YKpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepioguYHOCTI NOAAHHS perynsipHUX 3BiTiB 3
6e3neku.
36. MNEPUHAOMNP | Tabnetku, 5 mr/1,25 KPKA, a.4., CnoseHisa KPKA, a.4., Hoso CnoseHisa PeecTtpauis Ha 5 pokis 3a He UA/20334/01/01
mnsi mr, no 10 TabneTok HoBso mecTo MecTo MepioAnYHICTb NOAAHHS PerynsapHO peyenmom nionsieae
IHOAMAMIA y 6nicTepi, no 3 abo OHOBJIHOBAHOrO 3BiTYy 3 6€3Meku, BigNoBigHO A0
1,25 KPKA 9 6nicTepiB y Mopsaky 3aiiicHeHHs hapMakoHarisay,

KapTOHHiiA KOpo6Li

3aTBEPKEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
34,0p0B’sA YKpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Y
nepiogNYHOCTI NOAAHHS PEryIsipHUX 3BITiB 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
6e3neku.
37. nonAnPun Kancynu Teepai, no dapmaLesT Monbwa dapmaleBTUYHNIA Monbwa PeecTtpauis Ha 5 pokis 3a He UA/20335/01/01
A 5 mr/5 mr, no 10 abo | nyHWi1 3aBOA 3aBof MepioAnYHICTb NOAAHHST PErYISAPHO peyenmom nionsieae
6 kancyn y 6nictepi, «MNOJNIb®AP «MNOJNIbOAPMA> OHOBJ/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
no 3 abo 5 6nictepis MA» C.A. C.A. Mopsaaky 34iicHeHHA hapMakoHarnagy,
B KQPTOHHI kKopooL 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YKpaiHu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMUN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
38. nonAnPun Kancynu Teepgi, no dapmaueBT MonbLa dapmaueBTUYHMi MonbLa PeecTpauis Ha 5 pokis 3a He UA/20335/01/02
A 10 mr/5 wr, no 10 WYHWIA 3aBO[, 3aB0[, MepioAnyHICTb NOAAHHSA PErynsapHO peyenmom niossieae
abo 6 kancyny «[MOJIb®AP «MOJIb®APMA> OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
6nictepi, no 3 a6o 5 MA» C.A. C.A. Mopsiaky 34iicHeHHs hapmakoHaraagy,
6nictepis B 3aTBepKeHOro Haka3omMm MiHicTepcTBa OXOPOHU
KapTOHHIA Kopoo6Li 304,0p0B’sA YKpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepioguYHOCTI NOAAHHS perynsipHUX 3BiTiB 3
6e3neku.
39. nonAnPun Kancynu Teepai, no dapmanesT Monbwa dapmaLeBTUYHNIA Monbwa PeecTtpauis Ha 5 pokis 3a He UA/20335/01/03
A 10 mr/10 wr, no 10 WNYHWIA 3aBOf, 3aBo/, MepioAnYHICTb NOAAHHS PerynsapHO peyenmom nionsieae
abo 6 kancyny «MOJIb®AP «MOJIbGAPMA>» OHOBJIHOBAHOrO 3BiTY 3 6€3neku, BigNoBigHO A0
6nictepi, no 3 abo 5 MA» C.A. C.A. Mopaaky 3AiiCHeHHA hapMakoHarnagy,
6nicTepis B 3aTBEPKEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
KapTOHHI KOpOOL; 34,0p0B’sA YKpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTULji
Ykpaiuu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKaMu, 3a3Ha4YEHUMUN Y
NnepiogNYHOCTI NOAAHHST PErysIipHUX 3BITIB 3
6e3neku.
40. PUHOBAKT® | cnpeli HazanbHWiA, BocHanek BocHis i BocHanek a.4. BocHis i peecTpavuis Ha 5 pokis 6e3 nionsieae UA/20336/01/01
po3ymH no 10 mny a.a. lepuerosuH lepuerosuH MepiognyHICTb NOAAHHA PerynsipHo peyenma
hNakoHi i3 TeMHOro a a OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0

cKna 3 Hacocom
po3nunoBayem,
annikatopom Ta
3aXVUCHUM

KoBnaykom, no 1

Mopsaaky 34iicHeHHA hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHICTepCTBa OXOPOHM
37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YKpainu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
chnakoHy y pepakuii Haka3y MiHicTepcTBa OXOPOHM 340POB'SA
KapTOHHIA Kopoo6Li YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMU Yy
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
41. CEPTPA/IH- TabneTkn, BKPUTI MpAT YkpaiHa dapmekc Icnanis peecTpauis Ha 5 pokis 3a He UA/20337/01/01
AAPHUUSA NNiBKOBOIO "®apmaveBT AnBaHceT MepioAnyHICTL MOAAHHS perynsipHo peyenmom niosnsieae
060/10HKO10, 1Mo 50 nyHa hipma Na6opatopiz C.J1. OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
mr, no 15 Tabnetok "AapHnus" Mopsaky 34iicHeHHs dhapmMakoHarisay,
y 6nicTepi; no 2 3aTBEpPXEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
6nictepn B navuj 37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHW 3,0pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.
42, TUrANAHT TabneTku, BKPUTI KPKA, a.4., CnoseHisa BMPOGHMLTBO "in CnoseHisa peecTpauis Ha 5 pokis 3a He UA/20338/01/01
NNiBKOBOIO HoBo mecTo bulk", nepsnHHe MepioAnYHICTb NOAAHHS PerynsapHO peuenmom nionsieae

060/10HKO0, M0 90
Mr; no 14 Tabnetok
y 6nicTepi, no 4
6nictepu B
KapTOHHI Kopoo6Li

Ta BTOPUHHE
nakyBaHHs,
KOHTPOb cepii Ta
BWMNYCK cepil:
KPKA, a.4a., Hoso
mecTo, CrnoseHis
KOHTpOnb cepii
(thi3nyHi Ta XimiyHi
meToam
KOHTPO/0):
HN30X
(HauioHanbHi
nab6opartopis 3a
34paB'e, OKONE iH
XpaHo), CnoseHis
KOHTpOnb cepii
(thi3nyHi Ta XimiyHi
meToam
KOHTPO/O:
Kewmiiicbki
iHCTUTYT, LleHTp
3a Bavstigauiicke
TEXHOOXIE IH
aHanituko (UBTA),
CnoBeHis
KOHTpONb cepii
(thiznyHi Ta XimiyHi
mMeToam

OHOB/IHOBAHOrO 3BiTYy 3 6e3nekw, BiA4NOBIAHO A0
Mopsaaky 3AiCHeHHA hapMakoHarnagy,
3aTBEPPKEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
340pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTuL;ji
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3riHO 3i CTPOKaMW, 3a3HAYEHUMUN Y
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KOHTPO/I0):
Na6eHa p.0.0.,
CnoBeHis
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
mMeToan
KOHTPO/10):
Kemina6 g.0.0.,
CnoBeHis
43. TUHOBIA M® | TabneTtku, BKpUTI AT YkpaiHa AT "KMIBCbKIM YkpaiHa PeecTpauis Ha 5 pokis 3a He UA/20339/01/02
NNiBKOBOIO "KUIBCbKW BITAMIHHUIA MepioAnYHICTb NOAAHHSA PerynsipHO peuyenmom niosnsieae
o60noHkKoto, no 50 " 3ABO/" OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
mr/1000 mr, no 10 BITAMIHHA Mopsaky 34iicHeHHs hapMakoHarisay,
Tabnetok y 6nictepi, 1 3ABOA" 3aTBEpKEHOro Haka3oM MiHicTepcTBa OXOPOHU
no 6 6nictepis y 300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
nauu,i 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YKkpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHM 340POB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
44, TUHOBIA M® | TabneTtku, BKpUTI AT Ykpaina AT "KUIBCbKUN Ykpaina PeecTtpauis Ha 5 pokis 3a He UA/20339/01/01
NNiBKOBOIO "KUIBCbKW BITAMIHHUIA MepioAnYHICTb NOAAHHST PErYIAPHO peyenmom nidnsieae
060/10HKO10, Mo 50 n 3ABO/L" OHOBJ/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mmr/500 mr, no 10 BITAMIHHW Mopsaky 34iicHEHHsT hapMakoHarasay,
Tabnetok y 6nictepi, " 3ABOA" 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
no 6 GnictepiB y 3[,0p0B’A YKpainu Bif 27 rpyaHsa 2006 poky Ne
nauui 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHW 34,0pPOB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu, 3a3Ha4eHUMN y
nepiogNYHOCTI NOAAHHSA PerynsapHUX 3BITiB 3
6esneku.
45, YNbTPEKC cynosuTopii 3AT JInToBCbKa CninbHe Ykpaina peecTpauis Ha 5 pokis 3a He UA/20340/01/01
D BariHasibHi no 100 «Papmira» Pecny6nika YKpaiHCbKO- MepioAnYHICTb NOAAHHSA PErynsapHO peyenmom nionsi2ae
Mr, o 3 cynosuTopii icnaHcbke OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0

y cTpuni; no 1
cTpuny y nauui 3
KapToHYy

nignpueEMCTBO y
hopMi ToBapucTBa
3 06MEXEHOt0
Bi4NOBIAA/IbHICTIO
«Cnepko
YkpaiHa», YkpaiHa
(MoBHWIA LUK
BMPOGHMLITBA,
BUMNYCK cepil:
KOHTPO/b SKOCTI)

Mopsiaky 34iicHeHHs1 hapmakoHaraagy,
3aTBEPAXEHOr0 Haka3oM MiHICTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTumLji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
YkpaiHu Big 26 BepecHsl 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepiognMyHOCTi NoAaHHsA perynsipHux 3siTiB 3
6esneku.
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HauvanbHuK
dapmareBTUYHOr0 YNpaB/IiHHSA Tapac JISICKOBCHKUN



IIEPEJIIK

JopaTok 2

/0 Haka3zy MiHicTepcTBa 0X0poHH

3p0poB’st Ykpainu «IIpo gepxaBHy
peecTpaniio (mepepeecrpariito) JiKapcbKUX
3aco0iB (MeAHMYHHUX IMyHO00i0/IOTiYHHX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniiHuX MaTepiatiB»
Big 15 ciuns 2024 poky Ne 76

ITEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEINYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IKI
BHOCSATBHCS 10 AEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOBIB YKPAIHU

Ne Hassa ®dopma BuUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo20
3acoby yrnakoska) nocsioYyeHHs
1. ANNEPrO®PI | Tabnetkn no 5 wr; Cimnekc IHgjis Cimnekc ®apma IHAjs MepepeecTpauis Ha HEOOMEXEHWIA TEPMIH 6e3 UA/16628/01/01
no 10 tabnetok y dapma MeT. N14,. OHOB/IEHO iHGhopMaLLito B IHCTPYKLIT 415 MEAUYHOTO peyenma niosnsieae
6nictepi, no 1 Met. NTA,. 3aCTOCyBaHHS NiKapcbKoro 3acoby y po3ginax
6nictepy B "MpoTunnokasaHHs", "B3aeMogis 3 iHLLIMMK
KapTOHHI ynakoBLi nikapcbk1MK 3acobamMu Ta iHLWi BUAM B3aeMoSiid",
"Oco6nMBOCTI 3acTOCyBaHHA", "3acToCcyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHsA rpygar”,
"3[aTHICTb BNIMBATU Ha LUBMAKICTbL peakLii npu
KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWMK
MexaHismamu', "Cnocib 3acTocyBaHHs Ta fo3un”,
"Mo6iyHI peakuii” Bi4NOBIAHO A0 iHhopmaLii
pedhepeHTHOro nikapcbkoro 3acoby (Xyzal 5 mg film-
coated tablet), a Takox B po3gini "Mo6iyHi peakwyii”
LLIOA0 3BITYBaHHSA NPO NOBIYHI peakLii.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOTO
3BiTy 3 6e3neku, BignoBigHO A0 MopsaKy 34iicHEHHSA
thapmakoHarnagy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 340pO0B's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHM y NepiognyHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3MneKu.
2. BIBAHAT PO34nH A8 iH ek, EnEnCi Mpysis K.T. POM®APM PymyHis MepepeecTpauis Ha HEOBMEXEHNA TEPMIH 3a He UA/17489/01/01
POM®PAPM 3mr/3mn; no3mny | Pomdapm KOMMNAHI C.P.J1., OHOB/IEHO iHGhopMaLito B IHCTPYKLIT 415 MeAUYHOTO peyenmom | niosnsizae
nonepegHL0 Komnawi PymyHis 3acTOCyBaHHS MikapcbKoro 3acoby y posginax:
HanoBHEHOMY xopoxns (KoHTponb AKoCTi "®apmakonoriuni BnactnsocTi”, "MobivHi peaxuii”
wnpuui; no 1 a6o 4 BUXiAHUX Ta BiAMNOBIAHO A0 iHGopMaLT WoA0 MeguyHOro
nonepeaHLo nakyBasIbHUX 3acTocyBaHHA pethepeHTHOro NikapCcbkoro 3acoby
HarnoBHEHMX marepianis, (BoHBIBa, po34MH ANs iH'EKLiN) a TakoX y po3aini
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

wnpuum y énictepi,
pasom 3 1 abo 4
rofIkaMu y KapTOHHIl
Kopoo6Li

NPOMDKHUX Ta
Hepo3dacoBaHNX
NpoAykKTiB, FOTOBOrO
nikapcbKoro 3acoby,
BTOPUHHE
nakyBaHHs
nikapcbKoro 3acoby,
cepTugikauis Ta
BUMYCK Cepii;
Brpo6HMUTBO Ta
nepBuHHe
nakyBaHHs
nikapcbKoro 3acoby)

"Mo6iyHI peakwyji" W00 BaXNMBOCTI 3BITYBaHHS Npo
noGiyHi peakuii.

MepiognyHiCTb NOAAHHA PerysspHO OHOB/IIOBAHOIO
3BITy 3 6e3neku, BignoBigHO o Mopsaaky 34iiCHeHHA
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa 0XOpPOHY 340POB’S YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifAHO 3i CTpOKamu,
3a3HavYeHMU Y NepiofMYHOCTI NOAaHHSA PerynsipHux
3BITIB 3 6e3neku.

FTEMOTPAH®

PO3YUH NS iH'EKLN,
100 mr/mn, no 5 mn
ab6o 10 mn B amnyi;
noSamnyny
6nictepi; no 1 a6o 2
6nictepu B nauuj 3
KapToHYy

AT
"Papmak”

YkpaiHa

AT "dapmak”

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH
OHOBJIEHO iHGhopMaLito B IHCTPYKLUIT 415 MEAUYHOTO
3acTOCyBaHHS NikapCbKoro 3acoby y po3ginax:
"MpoTunokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbkMK 3acobamMu Ta iHLWi BUAM B3aeMoSiid",
"Oco6nmBocTi 3acTocyBaHHA", "LiTn" (YTOYHEHHS
iHdhopmawii) BignosigHo Ao iHdopmauii Wwoao
MeAMYHOro 3acToCyBaHHS pethepeHTHOro
nikapcbkoro 3acoby (Cyklokapron, solution for
injection/infusion) a Takox y po3gaini "Mo6iyHi
peakuii” W00 BaX/IMBOCTI 3BiTyBaHHSA NPO NO6iYHi
peakuii.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku, BignoBigHO A0 Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340PO0B's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITIiB 3 6e3neku.

3a
peyenmom

He
nionsiecae

UA/13975/01/02

FTEMOTPAH®

PO34UH NS iH'EKLN,
50 mr/mn, no 5 mn
ab6o 10 mn B amnyi;
noSamnyny
6nictepi; no 1 a6o 2
6nictepu B nauuj 3
KapToHYy

AT
"Papmak”

YkpaiHa

AT "dapmak”

YkpaiHa

MepepeecTpalist Ha HeOBMEXEHW TePMIH
OHOB/IEHO iHGhopMaLito B IHCTPYKLIT ANs MEAUYHOTO
3acToCyBaHHSA NikapcbKoro 3acoby y posginax:
"MpoTunokasaHHA", "B3aemogis 3 iHWMu
nikapcbknMK 3acobamu Ta iHWi BUAW B3aeMoSiid",

"Oco6nmBocTi 3acTocyBaHHs", "LiTn" (YTOUYHEHHS
iHbopMmawii) BignosigHo Ao iHdopMaLii Woao
MeAMYHOro 3acToCyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (Cyklokapron, solution for

3a
peyenmom

He
nionsieae

UA/13975/01/01
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Kancyn y énictepi,
no 3 6nictepu B
KopooLi

"®apmakonoriyHi BnactusocTi", "lMpoTunokasaHHa",
"B3aemogis 3 iHWVMK fikapcbkuMu 3acobamu Ta
iHWIi BMAM B3aemogiii”, "OcobnBoCTi
3acTocyBaHHSA", "3acTOCyBaHHS y nepiog BarirTHOCTI
abo rogyBaHHs rpyaato”, "3aartHicTb BIMBATUA HA
LUBMAKICTb peakLii Npu kepyBaHHi aBTOTPaHCMOPTOM
a60 iHWKMK MexaHiamamn”, "Cnocié 3acTocyBaHHSA
Ta gosun", "Aitn" (pegarysaxHs), "Mo6iyvHi peakwii”

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
injection/infusion) a Takox y po3gaini "Mo6iuHi
peakuii” LWoA0 BaXIMBOCTI 3BiTyBaHHSA NPO NOGIYHi
peakLii.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOTO
3BiTy 3 6€3neky, BignoBiaHO A0 Mopsaky 34iCHeHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3neKku.
5. FEHTAKCAH NMOPOLLIOK ANsi TOB YkpaiHa BVPOGHMLTBO YkpaiHa MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH 6e3 nionsizae UA/17134/01/01
® HaLlKipHOro "®bapmaue [030BaHol hopmu, OHOB/IEHO iHGhopMaLito B IHCTPYKUIT A8 MeguyHoro peyenma
3acTocyBaHHs, no 2 BTUYHA nepBuHHE Ta 3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ainax
r,5rtTa8ry KOMnaHis BTOpWHHE "B3aemogis 3 iHWKMK NikapcbkMu 3acobamu Ta
doNakoHi- "®apKoC" nakyBaHHs: iHWi BMAW B3aemogiin”, "OcobnmBocTi
KpanesnbHuui, no 1 MpAT 3actocyBaHHs", "MNepeno3ysaHHsA" Ta "MNo6iyHi
dhnakoHy- "®apmaveBTUYHa peakuii" BiANOBIiAHO A0 6e3Mekn 3acToCyBaHHs
KpanesibHULi B nayui thipma "®apKoC", NiKapcbKoro 3acoby, a TakoX BHECEHO YTOUHEHHS Y
3 KapToHY YkpaiHa po3gin «®apmakoTepanesTuyHa rpyna. Kog ATX»
NOBHWIA LMK 6e3 3MiHn kogy ATX.
BUpo6HUUTBA J13,
nepBuHHE Ta MepioanyHICTL NOAAHHSA PEryasipHO OHOB/IIOBAHOTO
BTOPWHHE 3BITy 3 6e3neku, BignoBigHO o MopsakKy 34iicCHeHHA
nakyBaHHs, dhapmakoHarnsgy, 3aTBepieHoro Hakasom
KOHTPO/b AKOCTI, MiHicTepcTBa 0XOpPOHM 340POB’S YKpaiHu Big 27
BUWMYCK Cepii: rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
TOB MiHicTepcTsi tocTuuii Ykpainm 29 ciuHsa 2007 poky 3a
"®apmaueBTnyHa Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
KomnaHis "®apKoC", OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
YkpaiHa poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HavYeHVMU y NepiogMYHOCTI NOAaHHSA PerynsipHmx
3BITiB 3 6e3neKu.
6. AENYNOKCA | kancynu leTepo IHais leTepo /1ab3 IHais MepepeecTpaLisi Ha HEOBMEXEHMNIA TEPMIH 3a He UA/17001/01/02
racTpope3nCTEHTHI Na63 Nimiteq OHOB/IEHO iHGhopMaLito B iHCTPYKLUIT 4151 MEAUYHOTO peyernmom nidnsieae
no 60 mr; no 10 Nimitep 3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ainax




23

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAHO A0 iHopMaL,ii pechepeHTHOro
nikapcbkoro 3acoby (CYMBALTA® 30 mg, 60 mg
gastro-resistant capsules).

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOTO
3BiTy 3 6€3neky, BignoBiaHO A0 Mopsaky 34iCHeHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3neKku.

AENYNOKCA

Kancynm
racTpopesnCTeHTHi
no 30 wmr;no7
Kancyn y énictepi,
no 4 6nictepu B
Kopoo6Li

letepo
Na63
Nimiten

IHais

[eTepo /1a63
NimiTen

IHgis

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH
OHOBJIEHO iHGhopMaLito B IHCTPYKLUIT 415 MEAUYHOTO
3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ainax
"®apmakonorivHi BractmsocTi", "lMpoTunokasaHHs",
"B3aemogis 3 iHWMMKM NikapcbKuMn 3acobamm Ta
iHWi BMAW B3aemogiin", "OcobmnsocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiof BariTHOCTI
ab6o rogysBaHHA rpyaat”, "3aaTHiCTb BNAMBATU Ha
LIBWAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOpPTOM
abo iHWrMKU mexaHiamamu”, "Cnocib 3acTocyBaHHs
Ta gosun", "Oitn" (peparysaHHs), "MobiuHi peakwii”
BiANOBIAHO A0 iHopMaLii pechepeHTHOro
nikapcbkoro 3acoby (CYMBALTA® 30 mg, 60 mg
gastro-resistant capsules).

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOTO
3BiTy 3 6e3neku, BignoBigHO A0 Mopsaky 34iicHEHHSA
thapmakoHarnagy, 3aTBepyKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340pOB’s YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 340pOB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HaYeHM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3MneKu.

3a
peyenmom

He
nionsiecae

UA/17001/01/01

DIALED 1T

NOPOLLIOK ANs
PO34nHY AnA
iH'ekuyji1, no 1000 wmr,
no 1 dnakoHy y
KapTOHHI ynakoBLi

CeHc
Na6opato
pic MBT.
nra.

IHais

CeHc JlabopaTopic
Mner. 14,

IHgis

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH
BHeceHO OHOB/EHyY iHpopMaLLilo B IHCTPYKLitO 4715
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao

po3ginis "OcobmBOCTi 3acTocyBaHHs", "MOGIYHI
peaxuii” BignoBigHO 40 OHOBEHOT iHhopmaLi
pedrepeHTHOro ikapcbkoro 3acoby Rocephin 1g, 2
g Powder for solution for injection or infusion

3a
peyerimom

He
nionsieae

UA/17129/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOTO
3BiTy 3 6€3neky, BignoBiaHO A0 Mopsaky 34iCHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HaYeHMMK y NepiogNYHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3nekn

OIALE® 2T

MOPOLLIOK A/1A
pO34nHy Ans
iH'ekuiin, no 2000 wmr,
no 1 donakoHy y
KapTOHHI ynakoBLi

CeHc
NabopaTto
pic NsT.
nra.

IHais

CeHc JlabopaTtopic
M. /114.

IHgis

MepepeecTpauis Ha HEOOMEXEHWIA TEPMIH
BHeceHO oHOBEHyY iHhopMaLLilo B IHCTPYKLitO A1
MeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby o

po3giniB "OcobnmBocTi 3acTocyBaHHs", "M0oGIYHI
peaxuii” BignoBigHO A0 OHOBMEHOT iHhopmaLi
pedepeHTHOro flikapcbkoro 3acoby Rocephin 1g, 2
g Powder for solution for injection or infusion

MepiognyHiCTb NOAAHHA PErysIspHO OHOB/IIOBAHOIO
3BITy 3 6e3neku, BignoBigHoO o MopsakKy 34iicHeHHS
dhapmakoHarnsgy, 3aTBepieHoro Hakasom
MiHicTepcTBa 0OXOpPOHW 340POB’S YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHU 340pPOB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HavYeHVMU y NepiogMYHOCTI NOAaHHSA PerynsipHux
3BITIB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/17129/01/02

10.

IHCTIPA

TabneTkn, BKPUTI
NAiBKOBOO
060/10HKOI0 No 50
mr, no 30, 90 a6o
180 TabneTok y
naacTKoBOMy
KOHTeliHepi; no 30,
90 a6o 180
Tabnetok y
naacTKoBOMy
KOHTeliHepi; no 1
naacTUKoBOMy
KOHTEliHepy y
KapTOHHI ynakosLi

Emkyp
dapmacb
toTikasnc
nTa

IHais

Emkyp
dapmacbloTikasc
nTg,

IHais

MepepeecTpaLisi Ha HEOBMEXEHMNIA TEPMIH
OHOB/EHO iHGhOpMaLito B IHCTPYKUIT 418 MeanYHOro
3acToCyBaHHS Nikapcbkoro 3acoby y posginax:
"MpoTunokasaHHa", "B3aemogis 3 iHWMun
nikapcbkrMun 3acobamu Ta iHLWi B1uan B3aeMogiii',
"Oco6NMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHsA Ta go3un”, "MobivHi peaxuii”
BiAMNOBIAHO A0 iHGopMaLT WoA0 MeguyHOro
3aCTOCYBaHHsA pethepeHTHOro /iKapcbKoro 3acoby
(TIBIKEW, Ta6neTku, BKpUTi N/1iBKOBOK 060/10HKOK))
a TakoxX y posgaini "Mo6iyHi peakuyii” woao
Ba&XX/IMBOCTI 3BiTyBaHHA Npo No6iYHi peakuii

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOTO
3BiTy 3 6e3neku, BignoBigHoO Ao Mopsaky 34iicHeHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom

3a
peyenmom

He
nionsieae

UA/16990/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
MiHicTepcTBa 0XOpOHW 340POB’S YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340p0B'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HayYeHM y NepiognYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neku
11. IHPOPC TabneTkn, BKPUTI KcaHTic Kinp CaHeka CnoBaubka MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH 3a He UA/16335/01/01
NAiBKOBOO dapma dapmacbioTikan3s AT | Pecnybnika | OHOBMeHO iHhopMaLiito B IHCTPYKLii A1 MeAUYHOro peyenmom | niossi2ae
060/10HKO10, 1Mo 50 Nimiteq 3acTOCYyBaHHS NikapcbKoro 3acoby y posginax:
Mmr; no 4 a6o no 10 "®apMakonoriyHi BnactusocTi", "lMpoTunokasaHHsa",
TabneTtok y 6nictepi; "B3aemogis 3 iHWKMK NikapcbknMu 3acobamu Ta
no 1 6nictepy B iHWi BMAW B3aemogiin”, "OcobnmBocTi
KapTOHHI nayui; no 3acTocyBaHHs", "34aTHICTb BNAMBaTY Ha LWBUAKICTb
4 a6o no 10 peakLjii Mpy KepyBaHHi aBTOTpaHcnopToM abo
Tabnetok y 6nictepi; iHLWMMK MexaHismamu”, "Mo6iyvHi peakwii" BignosigHO
no 2 6nictepu B [0 iHdhopmaLii Woa0 MeauyHOro 3acTocyBaHHS
KapTOHHI navi; no pedhepeHTHOro sikapcbkoro 3acoby (BIAIMPA,
4 TabneTkn y TabneTku, BKPUTI NNIBKOBOK 060/I0HKOIO).
6nicTepi; no 3
6nictepu B MepiognyHicTb NOAAHHSA PEryIAPHO OHOBJIOBAHOIO
KapTOHHIA navi; no 3BiTy 3 6e3neku, BignoBigHO A0 Mopsaky 34iicHEHHSA
1 tabnetyiy hapmakoHarnsay, 3aTBepAXeHoro Hakasom
6nictepi; no 1 MiHicTepcTBa 0XOpOHM 340pOB’s YKpaiHu Big 27
6nictepy B rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHI nayui; no MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
4 Tabnetkn y Ne 73/13340 (y pepakuii Hakaly MiHicTepcTBa
6nictepi, no 5 OXOPOHY 30pOB'A YKpaiHu Bif 26 BepecHs 2016
6nictepis B poky Ne 996), cTaHOBUTb: 3riJHO 3i CTpOKamu,
KapTOHHIM navui 3a3Ha4YeHVMU y NepiogMYHOCTI MOAaHHSA PerynspHuX
3BITiB 3 6e3MneKu.
12. IHPOPC TabneTkn, BKPUTI KcaHTic Kinp CaHeka CnoBaubka MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH 3a He UA/16335/01/02
NNiBKOBOIO Papma dapmacbioTikans AT | Pecnybnika OHOB/IEHO iHGhopMaLito B IHCTPYKLIT 415 MeAUYHOTO peyenmom | niosnsizae
060/10HKO0, N0 100 Nimiteq 3acTOCyBaHHS MikapcbKoro 3acoby y posginax:

Mr no 4 a6o no 10
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHI nayui; no
4 abo no 10
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIA navi; no
4 TabneTkn y
6nicTepi; no 3

"®apMakonoriyHi BnactusocTi”, "lMpoTmunokasaHHsa",
"B3aemogis 3 iHWKMK NikapcbkMu 3acobamu Ta
iHWi BMAW B3aemogiin", "OcobnmsocTi
3acTocyBaHHA", "34aTHICTb BN/IMBATU Ha WBWAKICTb
peakuii Npn kepyBaHHi aBTOTPaHCMOpPTOM abo
iHLWMMK MexaHismamu”, "Mo6iuHi peakuii" BignosigHO
00 iHdhopmauii WwoA0 MeguyHoro 3acTocyBaHHs
pedhepeHTHOro sikapcbkoro 3acoby (BIAMPA,
TabneTku, BKPUTI NNIBKOBOK 060/TI0HKOI0).

6nictepu B MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOTO
KapTOHHI navyi; no 3BiTy 3 6e3neku, BignoBigHoO Ao Mopsaky 34iicHeHHS
1 Tabnetyiy dpapMakoHarnsay, 3aTBepKeHOro Hakasom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
6nictepi; no 1 MiHicTepcTBa 0XOpOHW 340POB’S YKpaiHu Big 27
6nictepy B rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHIl nayui; no MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
4 Tabnetkn y Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
6nictepi, no 5 OXOPOHW 340p0B'A YKpaiHu Bif 26 BepecHs 2016
6nictepis B poky Ne 996), cTaHOBUTbL: 3riHO 3i CTpOKamu,
KapTOHHIM nayui 3a3HavYeHVMU Y NepiogMYHOCTI MOAAHHS PerynspHuX
3BITiB 3 6e3MeKu.
13. KANbLUEOC TabneTku xyBasbHi, Na6opato ®paHuis IHHOTepa LLy3i ®paHuisa MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH 6e3 nionsiea UA/13337/01/01
no 15 tabnetok y pist OHOB/EHO iHGhOpMaLit0 B IHCTPYKUIT 418 MeANYHOro peyenma €
noninponineHoBii IHHOTEeK 3acTOCyBaHHSA NikapcbKoro 3acoby B po3gisiax
Ty6i 3 IHTepHach "34aTHICTb BNAMBATY Ha LWBWAKICTb peakLii npu
nonieTuIEeHOBO noHasnb KepyBaHHi aBTOTpaHCMoOpToM abo iHWMMHK
npo6koto; Mo 2 Ty6m MexaHisMamun" (pefaryBaHHs TEKCTY Ta YTOUYHEHHS
B KQpPTOHHIM iHchbopmawii), "MoGiyHi peakuii” BiANOBIAHO A0
marepianiB peecTpauiiHoro AOCbE.
MepiognyHiCTb NOAAHHA PErysIspHO OHOB/IIOBAHOIO
3BITy 3 6e3neku, BignoBigHO o MopsakKy 34iicHeHHS
dhapmakoHarnsgy, 3aTBepieHoro Hakasom
MiHicTepcTBa 0XOpPOHW 340POB’S YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HavYeHVMU y NepiogMYHOCTI NOAaHHSA PErynsipHmX
3BITiB 3 6e3neKu.
14. KONMIrA3- TabneTkn, BKPUTI Tosapuct YkpaiHa ToBapucTBO 3 YkpaiHa MepepeecTpaLisi Ha HEOBMEXEHMNIA TEPMIH 6e3 nionsieae UA/17462/01/01
340POB'A o060n0HKoto, No 125 BO 3 obmexeHo OHOB/EHO iHhopMaL,ito B IHCTpYKLii 4158 MeguyuHoro peyenma
Mr; Mo 7 TabneTok y obmMexeHo BiNOBIAaIbHICTIO 3acTocyBaHHS Nikapcbkoro 3acoby y posginax
6nictepi; no 1 a6o 2 10 "®apmaueBTUYHaA "B3aemogis 3 iHWMMK Nikapcbkumn 3acobamm Ta
6nictepu y kopobui 3 | Bignosiga KomnaHis "3gopos'a” iHWi BMAW B3aemogiin", "MobiuHi peaxuii" BignosigHO
KapToHy NBHICTIO [0 iHhopma,ii 3 6e3mnekn 3acTocyBaHHS JlikapCbKoro
"®bapmaue 3acoby.
BTUYHA MepioAgnyHICTb NOAAHHS PEryasipHO OHOB/IIOBAHOTO
KOMNaHis 3BITy 3 6e3neku, BignoBigHo Ao Mopsaky 34iicCHeHHA
"3popos'a” hapmakoHarnsgy, 3aTtBepXeHoro Hakasom
MiHicTepcTBa 0XOpPOHY 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHY 340pO0B'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HavYeHVMU Y NepiogMYHOCTI MOAaHHSA PerynsipHux
3BITIB 3 6e3neku
15. MYKOTEK® cupon; no 100 mn “FOHiK IHAis FOHiK IHAis MepepeecTpallist Ha HEOBMEXEHWI TEPMIH 3a He UA/11169/01/01
abo no 200 mny dapmacb dapmacboTuKasl QOHOB/1EHO iHhopMaLlito 3 6e3NeKkn 3acTOCyBaHHs peyenmom | nionsizae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
dhnakoHi; no 1 IoTUKan Na6opaTopi3 NiKapcbKoro 3acoby B iHCTPYKUIT 4518 MeANYHOrO
dhnakoHy pasom 3 Na6opato (BigAineHHs dipmu 3acToCyBaHHSA y po3ginax "Bsaemogis 3 iHwvMmn
MipHUM pi3” k. B. Kemikan3s eHg, NikapcbKMK 3aco6amu Ta iHLWi BUAW B3aemogiii",
CTakaH4nMKoMm y (BioaineHH PapmacboThKan3 "Ocob6nmBoCTI 3acTocyBaHHs", "lMepeao3yBaHHs" Ta
KopobLi 3 KapTOHY A thipmun nro) "Mo6iuHi peakuii”.
“OX. B.
Kemikana MepiognyHICTL NOAAHHS PerynsipHO OHOB/THOBAHOTO
eHg, 3BiTy 3 6e3neku, BignoBigHo Ao Mopsaky 34iicHeHHA
dapmach thapmakoHarnagy, 3aTBepykeHOro Hakasom
IoTMKan3 MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big 27
nra.”) rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHY 340pO0B'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HaYeHMY y NepiognYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3MeKu.
16. HYBIK / MOPOLLIOK Ta OkTachap AscTpist BUPOGHUK, LWseuis/ MepepeecTpauis Ha HEOBMEXEHNIA TEPMIH 3a He UA/17140/01/01
NUWIQ® PO3YUHHKIK ANS ma BiAnoBiganbHMI 3a HimeuunHa | OHoBReHo iHchopmauito y po3ginax "®apmakonorivHi peyenmom | niossi2ae
pO34nHy ANns iH'ekuiin | ®apmaues BMPOBHMUTBO in BnactusocTi", "Mo6iuHI peakuii” iIHCTpYKUIT Ana
no 250 MO, 1 TMKa bulk, nepsuHHe MeAUYHOro 3aCToCyBaHHA NiKapCbKoro 3acoby
chnakoH 3 MpopaykTio nakyBaHHs, BiANOBIAHO [0 MaTepiasiB peecTpaviliHoro focke, a
nopoLuKom, 1 Hecrec Bi3yaslbHy TaKoX BHECEHO KOPEKTOPCbKa npaska TeKCTy
nonepegHsL0 M.6.X. iHCneku;jto, po3giny "3acTocyBaHHs y nepiog BariTHOCTi abo
3anoBHEHWIA LLNPULL BUMPOOYBaHHA Ha roAyBaHHs rpyagr".
3 PO3YMHHMKOM MO LinicHICTb, MepiognyHICTb NOAAHHA perynsipHO OHOB/IOBAHOIO
2,5 mn (Boga ans BMNPOOYBaHHSA 3BITY 3 6e3neku, BignoBigHO Ao Mopsaaky 34iiCHeHHA

iH'eKUili) pasom 3
KOMMNIeKTOM NSt
PO3UMHEHHS |
BHYTPILLHLOBEHHOTO
BBeAeHHs (1
apanTep gns
BIAKPWTTA chakoHa,
1 ronka-meTenuk, 2
NpPOCOYEHi CNMPTOM
TamnoHu) B
KapTOHHIA Kopoo6Li

SKOCTI, BUNYCK cepil
KIHLLeBOro NpoayKTy
(nopowka gns
pO34nHy Ans
iH eKuUili Ta
PO3UYNHHVKA):
OxTadapma Ab,
LLseuis
BUPOBHUK,
BiANOBiAa/IbHWIA 32
Bi3yasibHy IHCNEKLjo
Ta BUNPObyBaHHSA Ha
yinicHicTb ansa
nopoLuka ans
pO34unHy Ans
iH ek,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHS
KiHLLeBOro npogykTa
(nopowka ans

dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMK y NepiognYHOCTI NOAAHHS PerynsipHuX
3BITIB 3 6e3neku.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

pO34nHy Ans
iH eKuUili Ta
PO3UYMHHVUKA):
OxTtachapma [eccay
mM6X, HimeuunHa
Bi3yasibHa iHCneKLis,
BMNPOOYBaHHSA
AKOCTi, MapKyBaHHSA
Ta BTOPUHHE
nakyBaHHS
PO3YMHHYIKA:
BeTTep ®apma-
®eptiryHr F'm6X Ta
Ko. KI', HimewunHa
Bi3yasibHa iHCneKLis,
BMNPOOYBaHHSA
cTabinbHOCTI
PO3YMHHYIKA:
Bettep ®apma-
®epTiryHr FM6X Ta
Ko. KI', HimeuunHa
BMPOGHMLTBO,
BMNPOOYBaHHSA
SIKOCTI, BisyasibHa
iHCnekujs
PO3YMHHYIKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta
Ko. KI', HimeuunHa
BUNPOBYBaHHSA
AKOCTI, Bidya/ibHa
iHCnekuis
PO3YMHHYIKA:
BetTtep-®apma
®epTiryHr FM6X Ta
Ko. KI', HimeuunHa

17.

HYBIK |
NUWIQ®

MOPOLLIOK Ta
PO3YUHHIKK AN1SA
PO34UMHY NS iH ekl
no 500 MO, 1
dhnakoH 3
nopoLukom, 1
nonepegHL0
3aMoBHEHWIA LINpUL,
3 PO3YMHHUKOM MO
2,5 mn (Boga ans
iH'exuili) pasom 3
KOMMNIEKTOM AN1s1

OkTachap
ma
dPapmaves
TMKa
MpopaykTio
Hecrec
M.6.X.

ABcTpist

BMPOGHUK,
BiAnoBiganbHMii 3a
BMPOGHULITBO in
bulk, nepsuHHe
nakyBaHHs,
BisyaslbHy
iHCnekujto,
BUMPOOYBaHHA Ha
LiNiCHICTb,
BMNPOOYBaHHSA
SAKOCTI, BUNYCK cepil
KiHLEBOro NpoAyKTy

LLBeuisi/
HimeyunHa

MepepeecTpauis Ha HEOOMEXEHWIA TEPMIH
OHOBNEHO iHhopmaLito y po3ainax "®apmakonoriyHi
BnacTmsocTi”, "Mo6ivHi peakuii" iHCTPYKLiT Ans
MeANYHOro 3aCTOCYBaHHS NikapCbKOro 3acoby
BiANOBIAHO 0 MaTepianiB peecTpaviliHoro focke, a
TaKOX BHECEHO KOPEKTOPCbKa npaBka TEKCTY
po3giny "3acTtocyBaHHs y nepiog, BariTHOCTi abo
rogysaHHs rpygao”.

MepiognyHiCTb NOAAHHA PErysIspHO OHOB/IIOBAHOIO
3BITy 3 6e3neku, BignoBigHO o MopsakKy 34iicCHeHHA
dhapmakoHarnsgy, 3aTBepieHoro Hakasom
MiHicTepcTBa 0XOpPOHM 340pOB’s YKpaiHu Big 27

3a
peyenmom

He
nionsiecae

UA/17140/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
PO3YMHEHHS i (nopowka ans rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B

BHYTPILLHLOBEHHOTO
BBEefeHHs (1
aganTep gns
BiAKPUTTA chnakoHa,
1 ronka-meTenuk, 2
MPOCOYEHi CIMPTOM
TamnoHu) B
KapTOHHiiA Kopo6Lli

po34nHy Ans
iH ek Ta
PO3UYUHHVKA):
Oxtathapma AB,
Lsewis
BMPOGHUK,
BiAnoBiganbHMi 3a
Bi3yaslbHy iHCMEeKL;jt0
Ta BUNPOOYBaHHSA Ha
LinicHicTb ansa
nopoLuka ans
pO34nHy Ans
iH eKUil,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs
KiHLLeBOro npoaykra
(nopowka ans
po34nHy Ans
iH ek Ta
PO3UYUHHIKA):
OkTathapma [leccay
'm6X, HimeuunHa
Bi3yasibHa iHCcnekuis,
BMNPOOYBaHHSA
AKOCTI, MapKyBaHHS
Ta BTOPWHHE
nakyBaHHs
PO3YMHHYIKA:
BeTttep ®apma-
®epTiryHr FM6X Ta
Ko. KI', HimeuyunHa
Bi3yasibHa iHCcnekuis,
BMNPOOYBaHHSA
cTabifIbHOCTI
PO3YMHHYIKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta
Ko. KI', HimeyunHa
BMPOBHULTBO,
BUNPOBYBaHHSA
AKOCTI, Bidya/ibHa
iHCnekuis
PO3YMHHYIKA:
Bettep ®apma-
®epTiryHr FM6X Ta
Ko. KI', HimeuyunHa

MiHicTepcTsi tocTuuii Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHU 340pPOB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifAHO 3i CTpOKamu,
3a3HavYeHVMU Y NepiofMYHOCTI NOAaHHSA PerynsipHux
3BITIB 3 6e3neku.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
BMNPOOYBaHHSA
AKOCTI, BisyasibHa
iHCnekwyjs
PO3YMHHYIKA:
BeTtTep-®apma
®epTiryHr F'm6X Ta
Ko. KI', HimeyunHa
18. HYBIK / MOPOLLIOK Ta Okrachap ABCTpist BUPOGHUK, Lseuis/ MepepeecTpalist Ha He0BMEXEeHW TePMIH 3a He UA/17140/01/03
NUWIQ® PO3YMHHWK ANs mMa BiANOBIAa/IbHMI 3a HimeyunHa OHOBNEHO iHhopmaLito y po3ginax "®apmakonoriyHi peyenmom | nidssizae

pO3uunHy A8 iH'ekuin | ®apmaues BMPOGHULITBO in BnacTmBocTi", "Mo6ivHi peakuii" iHCTPYKLiT Ans
no 1000 MO, 1 TMKa bulk, nepsuHHe Me[UYHOro 3acToCyBaHHA NiKapcbKoro 3acoby
dnakoH 3 MpopaykTio nakyBaHHs, BIANOBIAHO 4O MaTepiasiiB peecTpauiiHoro focke, a
nopoLuKom, 1 Hecrec Bi3yaslbHy TaKoX BHECEHO KOPEKTOPCbKa npaBska TeKCTy
nonepegHL0 M.6.X. iHcneku;to, po3ziny "3acTtocyBaHHs y nepio BariTHOCTi abo
3anoBHEHWIA LLNPWL, BUNPOOYBaHHS Ha roAyBaHHs rpyanr”.
3 PO34YMHHMKOM MO LinicHIiCTb, MepiognyHicTb NOAAHHSA PEryNIAPHO OHOBJIOBAHOIO
2,5 mn (Boga ans BUNPOBYBaHHSA 3BiTy 3 6e3neku, BignoBigHO A0 Mopsaky 34iicHEHHSA

iH'eKuili) pasom 3
KOMMNIEKTOM N5t
PO3UMHEHHSA |
BHYTPILLIHbOBEHHOIO
BBeAeHHS (1
apanTep gns
BIAKPWTTA hakoHa,
1 rofika-meTesnuk, 2
NPOCOYEHi CIMPTOM
TamnoHu) B
KapTOHHIA KopooLi

AKOCTI, BUNYCK cepil
KIHLLeBOro NpoayKTy
(nopowwika ansa
pO34unHy Ans
iH ekyin Ta
PO3UMHHKKA):
OkTadapma Ab,
LLiBeuis
BUPOBHUK,
BiAnoBiganbHWI 3a
Bi3yasibHy iHCMEeKL;jit0
Ta BUNPO6YBaHHSA Ha
LinicHicTb Ans
nopoLuka ans
po34nHy Ans
iH EKUil,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHs
KIHLLeBOro npogykra
(nopowwika ansa
pO34unHy Ans
iH ekyin Ta
PO3UMHHKKA):
OkTadhapma [leccay
mM6X, HimeuunHa
Bi3yasibHa iHCneKLuis,
BMNPOBYBaHHSA
AKOCTi, MapKyBaHHS
Ta BTOPUHHE
nakyBaHHs1

thapmakoHarnsgy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 30pOB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHMM y NepiognyHOCTI NOAAHHS PerynsipHnX
3BITIB 3 6e3neku.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

PO3YMHHYIKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta
Ko. KI', Himeuunna
Bi3yasibHa iHCneKLuis,
BUNPOBYBaHHSA
cTabinbHOCTI
PO3YMHHYIKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta
Ko. KI', HimeuunHa
BMPOGHMLTBO,
BMNPOOYBaHHSA
AKOCTI, BisyasibHa
iHCnekwyjs
PO3YMHHYIKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta
Ko. KI', Himeyunna
BMNPOOYBaHHSA
SIKOCTI, BisyasibHa
iHCnekujs
PO3YMHHYIKA:
BeTTep-®apma
®epTiryHr F'm6X Ta
Ko. KI', HimeyunHa

19.

HYBIK /
NUWIQ®

MOPOLLOK Ta
PO3YMHHVIK A5
PO34UHY ONs1 iH'eKLi
no 2000 MO, 1
chnakoH 3
nopoLukom, 1
nonepeaHbLo
3anoBHEHWIA LLNPULL
3 PO3YMHHUKOM NO
2,5 mn (Boga ans
iH'eKUili) pasom 3
KOMMNIeKTOM NSt
PO3UMHEHHS |
BHYTPILLHLOBEHHOTO
BBeAeHHs (1
apanTep gns
BIAKPWTTA chakoHa,
1 ronka-meTenuk, 2
NPOCOYEHi CNNPTOM
TamnoHu) B
KapTOHHIA Kopoo6Li

OxkTadhap
ma
dapmaues
TMKa
MpopaykTio
Hecrec
M.6.X.

AscTpist

BUPOBHUK,
BiANOBiAa/IbHWIA 32
BMPOBHMUTBO in
bulk, nepsunHHe
nakyBaHHs,
Bi3yasibHy
iHCneku;jto,
BUMPOOYBaHHA Ha
LinicHICTb,
BMNPOBYBaHHSA
SKOCTI, BUNYCK cepil
KIHLLeBOro NpoayKTy
(nopowka gns
pO34nHy Ans
iH eKuUili Ta
PO3UYNHHVIKA):
OxTadapma Ab,
LLseuis
BUPOBHUK,
BiANOBiAa/IbHWIA 32
Bi3yasibHy IHCNEKLjo
Ta BUNpobyBaHHs Ha

Lseuis/
HimeyuunHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH
OHoBreHo iHdhopMaLito y po3ginax "dapMakonoriyHi
BnactmsocTi", "Mo6iuHI peakuii” iIHCTpYKUIT Ana
MeAUYHOro 3aCToCyBaHHA NiKapCbKoro 3acoby
BiANOBIAHO [0 MaTepiasiB peecTpaviiiHoro focke, a
TaKoX BHECEHO KOPEKTOPCbKa npaska TeKCTy
po3giny "3acTocyBaHHs y nepiog BariTHOCTi abo
rogysaHHA rpyaato”.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku, BignosigHO A0 Mopsaaky 34iicCHeHHA
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITIB 3 6e3neku.

3a
peyerimom

He
niossieae

UA/17140/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

yinicHicTb ansa
nopoLuka ans
pO34mnHy Ans
iH ek,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHS
KiHLLeBOro npogykTa
(nopowka gns
pO34nHy Ans
iH eKuUili Ta
PO3UYMHHVUKA):
OkTtacapma [eccay
mM6X, HimeuunHa
Bi3yasibHa iHCneKLis,
BMNPOOYBaHHSA
AKOCTi, MapKyBaHHSA
Ta BTOPUHHE
nakyBaHHS
PO3YMHHYIKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta
Ko. KI', Himewunna
Bi3yasibHa iHCneKLis,
BMNPOOYBaHHSA
cTabinbHOCTI
PO3UMHHYIKA:
Bettep ®apma-
®epTiryHr FM6X Ta
Ko. KI', HimeuunHa
BMPOGHMLTBO,
BMNPOOYBaHHSA
SIKOCTI, BisyasibHa
iHCnekujs
PO3YMHHYIKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta
Ko. KI', HimeuunHa
BUNPOBYBaHHSA
AKOCTI, Bidya/ibHa
iHCnekuis
PO3YMHHYIKA:
BetTtep-®apma
®epTiryHr FM6X Ta
Ko. KI', HimeuyunHa

20.

OMHOMNOH
HEO

PO34UH ANS iH ek,
no 1 mn B amnyni,
no 5 amnyny

Tosapuct
BO 3
0bMexeHo

YkpaiHa

ToBapucTso 3
obMmexeHo
BiANOBIAA/ILHICTIO

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHWIA TEPMIH
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT A8 MeguyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby y posginax

3a
peyenmom

He
nionsiecae

UA/17471/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

6nicTepi; no 1, 2 abo
20 6nicTepiB y
KOpo6Li 3 KapTOHY

10
Bignosiga
NbHICTIO
«Papmaue
BTUYHA
KOMnaHis
«3[0poB’A
»

"XapkiBcbke
hapmaueBTUyHE
nignpueMcTBo
"3[0poB'a Hapoay"

"B3aemogis 3 iHWVMK fikapcbkMu 3acobamu Ta
iHWi BMAW B3aemogijin", "OcobnusocTi
3acTocyBaHHs", "Cnoci6b 3acTocyBaHHS Ta 403un"
(yTouHeHHs iHdpopmauii), "MobiuHi peakwyii
BiANOBIAHO 0 OHOBMEHOT iHGhOpMaLlii 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby.
MepiognyHICTL NOAAHHS PerynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3neku, BignoBigHo Ao Mopsaky 34iicHeHHA
thapmakoHarnagy, 3aTBepykeHOro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHY 340pO0B'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HaYeHMY y NepiognYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3MeKu.

21.

OHTASEH -
1000

MOPOLLIOK A/1A
PO34YUHY A5 iH'EKLLA
no 1000 mr; 1
h/1aKOH 3 MOPOLLKOM
Y KapTOHHIi
ynakoBLi

CeHc
Na6opato
pic MBT.
nra.

IHais

CeHc NNabopatopic
Mer. 14,

IHgis

MepepeecTpauis Ha HEOOMEXEHWU TEPMIH.
OHOB/eHO iHGhopMaL,ito B IHCTpyKLii A1 MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y posainax
"Ocob6nmBocCTi 3acTocyBaHHS", "MobiuHI peakwi"
BiANOBIAHO A0 iHopMaL,ii pechepeHTHOro
nikapcbkoro 3acoby Rocephin, nopoLuok ans
PO3UMHY 415 IHEKLiA.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/HOBAHOTO
3BiTy 3 6e3neku BignoBiaHO A0 MopsaaKy 34iCHEHHSA
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMK y NepiognYHOCTI NOAAHHS PerynsipHuX
3BITIiB 3 6e3neku.

3a
peyerimom

He
niossieae

UA/17128/01/01

22,

CEPTO®EH

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, M0 25
Mr; no 10 TabneTok
y 6nicTepi; no 1 abo
2 6nictepu B
KapTOHHI Kopoo6Li

TOB
«YOPNA
MEANLIN
H»

YkpaiHa

YOP A, MEANLH
INIAY CAH. BE
TIDK. AL,

TypeuunHa

MepepeecTpalist Ha HeOBMEXEeHW TePMIH
OHoBeHO iHhopmaLio y po3ainax "B3aemogis 3
HLIMMKW NikapcbKMKU 3acob6amu Ta iHLWi BUAm
B3aemogiin”, "OcobamMBOCTi 3acTocyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo rofyBaHHs
rPYAAH0" IHCTPYKLIT 418 MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby BifANoBiAHO 0 OHOB/IEHOT
iHbopmawii woao 6e3nekn 3acTocyBaHHA AitoUoil
peyoBuHM, Ta 'y po3gini "MobiuHi peaxuii" woano
3BiTYyBaHHS NPOo MOGIYHI peakw;i.

MepiognyHiCTb NOAAHHA PeryssipHO OHOBJ/1IOBAHOIO

3a
peyenmom

He
nionsieae

UA/17608/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
3BITy 3 6e3neku, BignoBigHoO Ao Mopsaky 34iiCHeHHS
dhapmakoHarnsgy, 3aTBepiXeHoro Hakasom
MiHicTepcTBa 0OXOpPOHW 340POB’S YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHU 340pPOB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifAHO 3i CTpOKamu,
3a3HavYeHMU y NepiofMYHOCTI NOAaHHSA PerynsipHux
3BITiB 3 6e3neKu.
23. CO®rEH TabneTku, BKPUTI leTepo IHais leTepo /1a63 IHais MepepeecTpaLisi Ha HEOBMEXEHWIA TEPMIH. 3a He UA/17059/01/01
NNiBKOBOIO Na63 Nimiteq OHOB/IEHO iHGhopMaLito B IHCTPYKLIT 4151 MEANYHOTO peyernmom nionsieae
o60s0HkKoto, no 400 Niviten 3aCTOCYBaHHS NiKapCcbKoro 3acoby B po3dinax
Mr o 28 TabneTok y "apmakonoriyHi BnactusocTi”, "lMokasaHHs"
KOHTeliHepi; no 1 (peparyBaHHs), "MpoTunokasaHHs", "Bsaemogis 3
KOHTeliHepy B HLWIMMKW NikapcbKMKU 3aco6amu Ta iHLWi BUam
KapTOHHIA KOopooLi B3aemogii", "OcobmBocCTi 3acTocyBaHHs", "Croci6
3acTocyBaHHSA Ta go3un", "MobivHi peakuii”
BiANOBIAHO A0 iHopMaL,ii pechepeHTHOro
nikapcbkoro 3acoby (Sovaldi 400 mg TabneTtku,
BKPWTi MNiBKOBOK 060/TOHKOI0).
MepiognyHICTb NOAAHHS PerynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku, BignoBigHO Ao Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPO0B's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riHO 3i CTpOKamu,
3a3HayYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITIiB 3 6e3neku.
24. PTOPYPALUWN | koHueHTpaT Ans Tosapuct YkpaiHa TOB "®APMEKC YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWIA TEPMIH 3a He UA/13709/01/01
N-d»APMEKC pPO34nHYy N BO 3 reyn" OHOB/IEHO iHGhopMaLLito B IHCTPYKLIT ANs MEAUYHOTO peuyenmom | nidssizae
iHdpysiiA, 50 mr/mn; 06MEeXeHo 3acTOCyBaHHS MiKapCbKOro 3acoby B po3gisiax
no 5 mn a6o no 10 10 "apmakonoriyHi BnactusocTi”, "lMokasaHHSA"
M1y hnakoHi; no 5 Bignosiga (yTouHeHHs), "TpoTnnokasaHHs", "OcobnmnBocCTi
hnakoHiB y NBHICTIO 3acTocyBaHHA", "Cnocib 3acTocyBaHHS Ta 403u",
KOHTYPHIl "®bapmaue "Mo6iuHi peakwji”, "HecymicHicTb" BignoBigHO 40
YapyHKOBIli BTMYHA iHhopMaLii pedhepeHTHOro nikapcbkoro 3acoby (5-
ynakoBLi; no 2 KOMNaHis dTopypaunn «EBEBE», KOHUEHTpaT ANsA po3ynHy
KOHTYPHI YapyHKOBI "3p0poB'a” ans iHdysiii, 50 mr/mn)

ynakoBkn B
KapTOHHIM nayui

MepiognyHiCTb NOAAHHA PeryspHO OHOB/IOBAHOIO
3BITy 3 6e3neku, BignoBigHo Ao Mopsaky 34iicCHeHHA
thapmakoHarnsay, 3aTBepXeHOro Hakazom
MiHicTepcTBa 0XOpOHY 340pOB’s YKpaiHu Big 27
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHU 340pPOB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifAHO 3i CTpOKamu,
3a3HavYeHVMU Y NepiofMYHOCTI NOAaHHSA PerynsipHux
3BITIB 3 6e3neku

25.

LENYNAP

PO34UH ONS iH ek,
no 2 M1 B amnyni;
no5Samnyny
6nictepi; no 1
6nictepy B nauui

MpuBatHe
aKLioHepH
e
TOBapuUCTB
0 “Jlekxim
— Xapkis”

YKpaiHa

MpuBatHe
akujioHepHe
TOBapUCTBO “JIeKXiM
— Xapkis”

YkpaiHa

MepepeecTpaLisi Ha HEOBMEXEHMNIA TEPMIH
OHoBEHO iHGhopmauito y po3ginax "lMokasaHHs",
"B3aemogis 3 iHWKMK NikapcbkMu 3acobamu Ta

iHWi BMAW B3aemogiin", "OcobnmBocTi
3acTocyBaHHS", "3acTOCyBaHHS Y Nepiog BaritTHOCTI
abo rogyBaHHsA rpyaaro”, "Cnocib 3actocyBaHHA Ta
no3un", "Mo6ivHI peakui’™, "HecyMiCcHICTb" IHCTPYKLT
0151 MeQMYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby

BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i Woao
pechepeHTHOro fnikapcbkoro 3acoba Minbrama, a
TakoX OHOB/EHO iHhopMmaLito y po3gini "MobiuHi
peakuii" IHCTPyKLU|ii A1 MEAMYHOrO 3aCTOCYBaHHS
NiKapcbkoro 3acoby LWoA0 3BiTyBaHHSA NPO MOGIYHi

peakuii.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku, BignoBigHO Ao Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPO0B's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riHO 3i CTpOKamu,
3a3HayYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITIiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/17259/01/01

26.

LE®OTAKCHU
M

MOPOLLIOK A/1A
PO3YUHY ON1s1 iH'EKLLNA
1,0r,no1a6ob5,
a6o 50 dhrakoHiB 3
MOPOLLKOM Y nauLi;
no 1 a6o 5 dnakoHis
3 NOPOLLKOM Y
6nictepi; no 1
6nictepy y nauui

MpuBartHe
akuioHepH
e
TOBapuCTB
0 “Jlekxim
— Xapkis”

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO "“J1eKxim
— XapkiB", YkpaiHa
(BMPOGHMLTBO 3
nakyBaHHs in bulk
hipMun-BUPOGHIMKa
PetoHr
PapmacbioTUKa
Ko., NT1A., Kutaiicbka
HapopgHa
Pecny6nika)
TOB "Nlekxim-
O6yxiB", YkpaiHa
(BMPOGHMLUTBO 3

YkpaiHa

MepepeecTpalist Ha HeOBMEXEeHW TePMIH
OHOB/IEHO iHGhopMaLLito B IHCTPYKLIT ANs MEAUYHOTO
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3aini
"Mo6iyHI peakwyji" 040 BaXNMBOCTI 3BITYBaHHS Npo
no6iuHi peakuji.

MepiognyHIiCTL NOAAHHA PEryIAPHO OHOB/IOBAHOIO
3BiTy 3 6e3neku, BignoBigHO A0 Mopsaky 34iicHeHHS
thapmakoHarnsgy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3ly MiHicTepcTBa
OXOPOHY 34,0pO0B's YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), CTaHOBMWTb: 3riAHO 3i CTpOKamu,

3a
peyenmom

He
nionsieae

UA/17286/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoska) nocsioyeHHs1
nakyBaHHs in bulk 3a3HavYeHVMU Y NepiogMYHOCTI MOAaHHS PErynspHUX
hipMun-BrpobHUKa 3BITiB 3 6e3neKn
PetoHr
PapmacboTuKaUl
Ko., NiTa., Kutaiicbka
HapopgHa
Pecny6nika)
27. LE®OTAKCWU | nopoluok gns MpusatHe YkpaiHa PetoHr Kutaricbka MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH - He UA/17217/01/01
M PO34nHy AnA aKLjioHepH dapmMacbloTuKas HapogHa MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOTO nionszae
iHekuii 1,0 r; in e Ko., N4, Pecny6nika | 3BiTy 3 6e3neku, BiANOBIAHO A0 MopsAAKy 3L4iACHEHHS
bulk: no 50 TOBapucTe thapmakoHarnagy, 3aTBep)KeHOro Hakasom
h1aKkoHIB y KOpo6Li 0 “Jlekxim MiHicTepcTBa 0XOpOHM 340POB’S YKpaiHu Big 27
3 KapTOHY — Xapkis” rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 340pO0B'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3neku
28. LE®TPUAKC | nopoLuok Ans MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa MepepeecTpauis Ha HEOBMEXEHNA TEPMIH 3a He UA/17237/01/01
OH PO34YMHY NS iH'EKUIA | akuioHepH akuioHepHe OHOB/IEHO iHGhopMaLito B IHCTPYKUIT 415 MeAUYHOTO peyenmom | niosnsizae
nolr;1a6o5, abo e TOBapucTBo 3aCTOCYBaHHSA Nikapcbkoro 3acoby y posainax
50 chnakoHiB 3 TOBapuCTB "Jlekxim-Xapki", "®apmakonoriyHi BnactneocTi”, "MokasaHHs",
NOPOLLUKOM Y naui; 0 "Jlekxim- Ykpaina "Oco6MBOCTI 3acTocyBaHHS", "34aTHICTb BNMBATU
abono 1 a6o 5 Xapkis" (BMPOGHMLTBO 3 Ha LIBUAKICTb peakLii npy kepyBaHHi
h1aKkoHiIB 3 nakyBaHHs in bulk aBTOTPaHCNOPTOM abo iHLWMMK MexaHismamu'",
NOPOLLKOM B hipMun-BUPOGHIMKa "Cnoci6 3acTocyBaHHA Ta fo3mn”, "[No6ivHi peakuii”,
6nictepi, no 1 Reyoung "HecymicHicTb" BignoBigHoO A0 iHhopmaui
6nictepy y nauui Pharmaceutical Co., pedrepeHTHOro slikapcbkoro 3acoby (Rocephin 1g
Ltd., Kutaiicbka Powder for Solution for Injection or Infusion).
HapopgHa
Pecny6nika) MepioAnyHICTb NOAAHHS PEryasipHO OHOB/IIOBAHOTO
TOB "Nekxim- 3BITy 3 6e3neku, BignoBigHo Ao Mopsaky 34iicCHeHHA
O6yxiB", YkpaiHa thapmakoHarnsgy, 3aTtBepXeHoro Hakasom
(BMPOGHMLTBO 3 MiHicTepcTBa 0XOpPOHY 340POB’ YKpaiHu Big 27
nakysaHHs in bulk rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
ipMun-BrpobHUKa MiHicTepcTsi tocTuuii Ykpainu 29 ciuHsa 2007 poky 3a
Reyoung Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
Pharmaceutical Co., OXOPOHY 340pO0B'A YKpaiHu Bif, 26 BepecHs 2016
Ltd., Kutalicbka poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
HapogHa 3a3HavYeHVMU Y NepiogMYHOCTI MOAaHHSA PerynsipHux
Pecny6nika) 3BITiB 3 6e3nekn
29. UNTPAMOH Tabnetkn, no 10 MpAT YkpaiHa MpAT YKkpaina MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH 6e3 nidnsieae UA/17370/01/01
MAKCI® Tabnetok y "®bapmaue "®apmMaueBTNYHa OHOB/EHO iHhopmaLito y po3ainax "®apmakonoriyHi peyenma
KOHTYpHIli BTUYHA tipma "AapHuua” BnactusocTi", "MpoTunokasaHHs", "B3aemogis 3
YapyHKOBIl dipma iHLUMMK NiKapCbKMK 3acobamu Ta iHLWi BUAW
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

ynakoBuj; no 1, no 2
a60 No 5 KOHTYPHUX
YapyHKOBUX
YNakoBOK Yy mavlj

"fapHuua"

B3aemogiin”, "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaao” (BHECEHHN 00AaTKOBMX 3aCTEPEXEHb),
"Cnoci6 3acTocyBaHHS Ta go3un", "Aitn" (pefakuinHa
npaska TekcTy po3ainy), "MNepenosyBaHHs", "Mo6iyHi
peakuii" IHCTPYKUii 415 MeAMYHOT0 3aCTOCYBaHHS
nikapcbkoro 3acoby BigNOBIAHO 0 OHOB/IEHOT
iHhopmaLii 3 6e3nekn 3acTocyBaHHA Ail0UnNX
PEYOBUH NiKApCbKOro 3acoby.
MepiognyHICTL NOAAHHS PerynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3neku, BignoBigHoO Ao Mopsaky 34iicHeHHSA
thapmakoHarnagy, 3aTBepykeHOro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’S YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 30p0B'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HaYeHMY y NepiognYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3MeKu.

HauanbHukK

dapMaLieBTUYHOI'0 yNpaB/liHHA

Tapac JIICKOBCHKUN




IIEPEJIIK

Joparok 3

/0 Haka3zy MiHicTepcTBa 0X0poHH

30poB’st Ykpainu «IIpo gepxaBHY
peecTpariio (mepepeecTpariiio) JTiKapcbKHX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniiiHuX MaTepiatiB»
Big 15 ciuns 2024 poky Ne 76

JIIKAPCBKUX 3ACOBIB (MEJJUUYHUX IMYHOBIOJIOI'TYHUX ITPEIIAPATIB), IIIO/10 AKX BYJI1 BHECEHI
3MIHU /IO PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCSATBHCS 10 TEPJKABHOI' O PEECTPY JIIKAPCHBKHNX
3ACOBIB YKPATHA

Ne Hassa Popma sBuUnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSA* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
1. ABABIP PO34uH OpasibHUIA leTepo IHAiA [eTepo /1a63 IHAisA BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a - UA/14957/02/01
20 mr/mn no 240 mn Na63 Nimiteq Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
y thnakoHi; no 1 Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu fo
h1akoHy pasom i3 y3araslbHeHnX AaHnx npo cuctemy thapmakoHarnsgy
wnpuyom (10 mn) i (BBELEHHSA y3araslbHEHNX AaHUX NPO cUCTeEMy
afanTepom y dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT 0coby,
KapTOHHI KOPOOLi BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnfgy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTemu chapmakoHarnagy) 3miHa KOHTaKTHUX JaHux
YMOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMoBIga/IbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asaBHMKa,
BiANOBigasIbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pegpakuis: Hypies Enganisz Animosuy. lNMponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6Y 3asiBHMKA,
Bif4noBigaNbHOI 3a thapmakoHarnsag B YkpaiHi
2. ABANAM TabneTku, BKPUTI leTepo IHAis [eTepo /1a63 IHAiA BHECEHHS 3MiH [0 peecTpavyiiiHnux maTtepianis: 3MiHu | 3a - UA/15750/01/01
NNiBKOBOIO Na63 Nimiteq MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO0, No 600 Nimitepn thapmakoHarnsgy. BeegeHHs abo 3miHu a0
mr/300 mr no 30 y3araslbHeHuX filaHnx nNpo cuctemy hapmakoHarnsgy
TabneTtok y (BBEAEHHSA y3araslbHEHVX AaHUX NPo cuctemy
KOHTelHepi, no 1 dhapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT 0cobw,
KOHTeliHepy pa3om 3 BiNOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsay;
«MonepefxyBasibHO KOHTaKTHOI 0c0obM 3 thapmakoHarnagy 3asBHuKa 415
10 KapTOo» B 3[iicHeHHA hapMakoHarnagy B YkpaiHi, SKLL0 BoHa
KapTOHHI KOpoo6Li BigMiHHa Bifg, yNOBHOBaXEHOT 0CO6MU, BigNOBiganLHOI 3a
3[iiCHEHHS (papMakoHarnsay (BKIK4Yakoum KOHTaKTHI
naHi) Ta/abo 3miHM Y po3MilleHHI MacTep-dhaiina
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
cucteMun dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMNOBIga/IbHOI 3a
hapMakoHarnag. 3mMiHa KOHTaKTHOT 0CO6M 3asBHMKa,
BiANOBIAasIbHOI 3a hapMakoHarnag B YkpaiHi. [itoua
pegpakuis: Hypies EngaHisz Animosudy. lNMponoHoBaHa
pepakuis: Tonokesuy Bonogumup KOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aBHNKa,
Bi4NoBiAa/IbHOT 32 hapmakoHarnsa B YkpaiHi
3. ABU®DJIOKC® | Tabnetkun, BKpUTI Abpun IHAiA Aypob6iHgo ®apma IHAaiA BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu | 3a - UA/14416/01/01
NAiBKOBOO dopmyneii Nimite - FOHIT VII Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKOH0, M0 250 LwH3 MNB.T. thapmakoHarnagy. BHeceHHss abo 3miHa(1) fo
mr, no 10 TabneTok nTa. 3060B'13aHb Ta YMOB BMAaYi peecTpayiinHoro
y 6nicTepi, no 1 nocBigYeHHs, BKoYatoun MaaH ynpasniHHSA py3nkamm
6nictepy B (3acTocyBaHHA TEKCTY, AKWIA NOrOMKEHN 3
KapTOHHI ynakosLi KOMMNETEHTHVM opraHoM). OHOB/EHO MNnaH ynpas/iHHA
pv3ukamm, Bepcis 2.0 Ha nikapcbkuii 3aci6 Abucnoke®,
TabneTku, BKpUTI NNIBKOBOK 060/10HKO0, No 250 Mr a6o
no 500 mr no 10 TabneTok y 6nicTepi, no 1 6nictepy B
KapTOHHI ynakoBL,i 3MiH1 BHECEHO A0 YacTuHu V
“3axoau 3 MiHimisauii pusukis”, VI “Pestome nnany
ynpaB/liHHA pu3nkammn”, a Takox JogaTkis 4o niaHy
ynpaeiHHA pU3nKamu y 3B'A3Ky 3 BHECEHHAM
iHcbopMmaLii Woao0 AoAAaTKOBUX 3aX04iB 3 MiHiMi3awi
pv3vKiB, @ came: INCTIB 3BEPHEHHA [0 MeANYHNX
npauisHukiB(DHPC).
4, ABU®DIOKC® | TabneTku, BKPUTI Abpun IHais AypobiHgo dPapma IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a - UA/14416/01/02
NNiBKOBOIO dopmynei Nimiteg - FOHIT VII MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom
060s10HKot0, No 500 WwH3 MNB.T. thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) Lo
mr, no 10 TabneTok nra. 3060B'A13aHb Ta YMOB Buaui peecTpauiiiHoro
y 6nicTepi, no 1 noceigyeHHs, BKNoYarouy MaaH ynpasniHHA pu3nkamm
6nictepy B (3acTocyBaHHA TEKCTY, AKWIA NOrOMKEHW 3
KapTOHHI ynakoBLi KOMNETEHTHUM opraHom). OHoBeHO MnaH ynpaBniHHA
pv3nkamm, Bepcisa 2.0 Ha nikapcbkuii 3aci6 A6nnoke®,
TabneTkun, BKpUTI M/1iBKOBOK 060/10HKOW, No 250 Mr abo
no 500 mr no 10 TabneTok y 6nicTepi, no 1 6nictepy B
KapTOHHI ynakosL,i 3MiHN BHECEHO A0 YacTuHu V
“3axoau 3 MiHimi3auii pusukis”, VI “Pe3tome nnany
ynpaB/iiHHA py3nkamMun”, a Takox JoaaTkis 4o nnaHy
yNpaBiHHA pU3nKamn y 3B'A3Ky 3 BHECEHHAM
iH(bopMmauii WwoA0 A0AAaTKOBUX 3aX04iB 3 MiHiMi3awji
pW3KKiB, @ CaMe: SINCTIB 3BEPHEHHS [0 MEANYHNX
npauisHukiB(DHPC).
5. ABIPATEPOH | Tabnetku no 250 mr, Mictpan AHrniA BMPOGHMLTBO, IcnaHis/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a He UA/18043/01/01
-BICTA no 120 tabneTtok y Kenitan nepBuHHe, Yecbka YTOUHEHHSI HanucaHHs 3asiBHuKa B Hakasi MO3 Ykpainu peyenmom nionsizae
naacTMKOBOMY MeHemxm BTOPVIHHE Pecny6nika | Ne 2022 Big 28.11.2023 B npoLeci BHECEHHS 3MiH (3MiHK
KOHTeliHepi no 1 eHT nakyBaHHs, | TNy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
nnacTMKoBOMY Nimiteq KOHTPO/b AKOCTI, dhapmakoHarnsgy. 3MiHN y KOpOTKili xapakTepucTui
KOHTeliHepy B BMNYCK cepil: NiKapcbKOro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLUIT
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KapTOHHI KOopoo6Li CiHTOH XicnaHis, ON151 MeANYHOro 3aCTOCyBaHHS
C. N1, IcnaHis reHepuUHMX/ribpuaHNX/6ionoAibHMX NikapcbkMx 3aco6iB
KOHTPO/b AKOCTI nicns BHeCEHHs Tiel caMoi 3MiHW Ha pedhepeHTHWIA
(hizmKO-XiMiYHWIA): npenapar (3MiHa He NOTpebye HafaHHS XOAHMX HOBUX
KBiHTa-AHaniTika [04aTKOBUX flaHnX) 3MiHW BHECEHO [0 iHCTPYKUiT ANns
c.p.o., Yecbka MeZMYHOro 3aCTOCyBaHHA MikapcbKoro 3acoby y po3ginu
Pecny6nika "MokasaHHs", "OcobnmBoCTi 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta go3un", "MobiyHi peakuii 3rigHo 3
iHchopmavieto LWoA0 MeaNYHOro 3acToCyBaHHSA
pedhepeHTHOro fikapcbkoro 3acoby (3utura®, Tabnetkm
no 250 mr). BBefeHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBepMxeHHs). Pefakuisa B Hakasi - TOB
"®apmaueBTMYHa komnaHia Bicta", YkpaiHa. BipHa
pegakuis - Mictpan Kenitan MeHemkmeHT JlimiTes,
AHris.
6. ABIPTPOH TabneTku, BKPUTI MicTpan AHrnis Pewmegika /174, Kinp BHECEHHS 3MiH 40 peecTpavliiiHux MaTepiasis: 3MiHu | 3a He UA/19467/01/02
NNiBKOBOIO Kenitan TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom | nidssieae
060/10HKO0, Mo 500 MeHexm CT1abifbHICTb. 3MiHa Yy TepMiHax npuaaTHocTi abo
Mr, no 10 TabneTok eHT ymMoBax 36epiraHHs roTOBOrO /liKapCbKOro 3acoby
y 6nictepi no 6 Nimiteq (36iN1bLLEHHS TEPMIHY NPUAATHOCTI FOTOBOTO J1iKAPCLKOrO
6nictepis B 3acoby) - 4ns Toprosoi ynakosku (MigTBEPAXKYETbCA
KapTOHHIA KOpooLi [aHVIMU peanibHOro vacy) - 36inbLeHHs TepMiHy
NpUAATHOCTI TOTOBOIO /iKapPCLKOro 3acoby 3 2 pokis A0 3
POKiB. 3MiHN BHECEHI B iHCTPYKL,iIO A48 MeANYHOro
3acTocyBaHHS NiKapcbKoro 3acoby y po3gin "TepmiH
npuaatHocTi". BBeeHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepAKeHHs
7. ABIPTPOH TabneTku, BKPUTI Mictpan AHrniA Pemepgika NTa,. Kinp BHECEHHS 3MiH 40 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a He UA/19467/01/01
NNiBKOBOIO Kenitan TMNy - 3MiHK 3 IKOCTI. FOTOBWIA Nikapcbkuii 3aci6. peuyenmom | nidssieae
060/10HKOH0, Mo 250 MeHexm CT1abinbHICTb. 3MiHa y TepMiHax NpuaaTHocTi abo
Mr no 10 Tabnetok y eHT ymMoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby
6nictepi no 12 Nimiteq (36iNbLLEHHS TEPMIHY NPUAATHOCTI FOTOBOTO J1iKAPCLKOr0
6nicTtepis B 3acoby) - 4ns ToproBoi ynakoBku (MigTBEPAXKYETbCA
KapTOHHI Kopoo6Li [aHVIMU peanbHOro vacy) - 36inbLIeHHs TepMiHy
NpUAATHOCTI TOTOBOrO /iKapPCLKOro 3acoby 3 2 pokis A0 3
POKiB. 3MiHM BHECEHI B iHCTPYKLiIO A5 MeAnYHOro
3acTocyBaHHS NiKapcbKoro 3acoby y po3ain "TepmiH
npuaatHocTi". BBeeHHA 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepAXeHHs
8. ABIPTPOH TabneTku, BKPUTI Mictpan AHrniA Pemepika NTa,. Kinp BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 3a - UA/19467/01/01
NNiBKOBOIO Kenitan TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKOH0, Mo 250 MeHemxm KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby. 3miHa y
mr, no 10 TabneTok eHT MeToAax BUNPo6yBaHHSA roTOBOrO MiKapcbKoro 3acoby
y 6nicTepi, no 12 Nimiten (He3HayHa 3MmiHa y 3aTBEPAXEHUX MeTofax
6nictepis B BMNPOOGYBaHHS) 3MiHa rpagieHTy y MeTogi
KapTOHHIA Kopoo6Li BMNpobyBaHHA BEPX 3a nokasHukom "CynpoBiaHi
OOMiLLKN"
ABIPTPOH TabneTkn, BKpUTI MicTtpan AHrnis Pemegika /ITa. Kinp BHECEHHS 3MiH A0 peecTpauiiHux martepianis: 3MiHu | 3a - UA/19467/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
NIiBKOBOO Kenitan TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peyenmom
060/10HKOH0, Mo 500 MeHexm KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
mr, no 10 TabneTok eHT MeToAax BUNPobyBaHHA rOTOBOrO /iKapCbKoro 3acoby
y 6nicTtepi no 6 Nimiten (He3HauHa 3miHa y 3aTBEpMAKEHUX MeTofax
6nictepis B BUNPOGYBaHHSA) 3MiHa rpafieHTy y MeToai
KapTOHHiiA Kopo6Li BunpobyeaHHA BEPX 3a nokasHukom "CynpoBiaHi
LOMiLKN"
10. ABEUWVH-H PO34uH NS iHQy3ilA, TOB YkpaiHa HeposdacoBaHuii Ipeuis/ BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a He UA/20053/01/01
400 mr/250 mn, no "®APMAC NPOAYKT, Ykpaina TUMy - 3MiHM 3 AKOCTI. [OTOBWI NikapcbKuii 3aci6. 3MiHN peyenmom | nionsi2ae
250 mn 'y chnakoHi; EN" nepBUHHA y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYTbCS
no 1 cdonakoHy B ynakoBka, BUMYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOTrO NiKapCbKOro
nauui 3 kKapToHy abo BTOPVHHA 3acoby (3amiHa abo goAaBaHHs BUPOOHMKa, L0
no 10 chnakoHiB y yrakoBKa, BiANOBiAAaE 3a BBE3EHHA Ta/abo BMMNYCK cepil) -
Kopoobui KOHTPO/b: Bk/itovaroum KOHTposb/BUNPOByBaHHA cepii - 3amiHa
BIOCEP C.A. BMPO6HUYOI AinbHKLi TOB "®APMACEN",
MAPEHTEPAN BiANOBIAA/IbHOI 3@ KOHTPOSb, BUMYCK cepii. 3MiHM
COMOWHC BHECEHO B IHCTPYKLiIO /11 MeMYHOro 3aCTOCYBaHHS
IHOACTPI, Mpeuis nikapcbkoro 3acoby y po3gin "Micue3HaxomkeHHs
KoHTposb, BUMYyCK BMPOOHVKa Ta afpeca MicLis NPOBaKEeHHA 1ioro
cepi: LiSNbHOCTI" 3 BigNOBIAHYMMN 3MiHAMMW B TEKCTI
TOB MapKyBaHHS ynakoBoK. BBeeHHS 3MiH NpOTArom 6-1n
"®APMACEN", MicsAUiB MicnsA 3aTBepAKeHHs; 3MiHu | TUny - 3MiHM Woao
YkpaiHa 6e3nekn/edekTBHOCTI Ta thapMakoHarniagy (iHLWi 3MiHn)
- 3MiHM BHECEHO B TEKCT MapKyBaHHs NepBUHHOT Ta
BTOPUHHOT yNakoBOK Nikapcbkoro 3acoby, a came y n. 17
"IHWE" goaaHo iHghopMaLiio LWoA0 HaHeCeHHs norotTuny
3aABHUKa/BupobHuka. BBeAeHHS 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS
11. AUNAP® PO34UH ANs iH ek, AT YkpaiHa BiokoH IHais/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | 3a - UA/15749/01/01
100 oguHULb/MA; NO "papmak” Baionogxukc Ykpaina TUny - 3MiHK 3 skocTi. A®Il. BupobHuuTBO. 3MiHN B peyenmom
3 My KapTpuaxi; NimiTeq, 1HAiN; npoteci BUpo6HuuTBa Ad®| (He3HayHa 3MiHa y NpoLeci
no 5 kaptpuaxis y AT "dapmak”, BUpo6HMLUTBa ADI)
6nictepi, no 1 YkpaiHa BHeceHHs 3MiH Ao po3giny 3.2.S.2.2.0n1c BUpo6HMYoro

6nicTepy B nauui; no
10 mn y dhnakoHi; no
1 donakoHy B navui

npoLecy Ta oro KOHTPO/0, MOB’A3aHi 3 ONTUMI3auieto
npouecy, a came 3MiHEHO NepioaUYHICTL NepeBipKM
3ab6pyAHEHHS NpY NiAroTOBL 1a60opaTOPHOro MNOCIBHOIO
mMaTtepiany, 3MiHEHO 3Ha4YeHHs napameTpy DO2 nig vac
dhepMeHTaLii, BpaxoByUun yMOBU POOGOTU HOBOTO
dhepmeHTepa, 36iNbLIEHHS Yacy BUPOGHMLTBA Y
thepmeHTepi 3 198-288 log ours o 216-264 log ours;
Triton-X 100 BUy4YeHO 3 NpoLLeCy, OCKiIbKM BiH HE
3HaUUTLCA Y hapmakonel i3 3aMiHoK Ha Tpuc —6ydiep,
BCTaHOB/IEHO XOPCTKiLLi 3HaYeHHs pH ans
cynepHaTtaHTy 3 2,5 no 2,45, TepmiHonoris 3paskis
nepernsHyta. 3MiHu | Tuny - 3miHu 3 sKocTi. AdDI.
KoHTponb A®I. 3miHa y napameTpax crneumdikawii
Ta/abo fonyCTUMUX MEX, BU3HAUYEHUX y cneundikaLlisx
Ha A®|, abo BMXigHWA/NPOMDKHMIA NpoAYKT/peareHT, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BUNPO6YBaHHS) OHOBJIEHHA MeToAY BUNPO6yBaHHA AD|

BVKOPVICTOBYIOTBCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHK) 3MiHK B cneumdikauii A®| 3a NOKa3HUKOM
«3aINLLKOBI PO3YMHHUKM» Yy BUPOGHUMKa /13, a came
[10jaHO KOHTPO/b eTUnaueTarty 3 HOPMYBaHHAM «He
6inbwe 5000 ppms, BigNOBIAHO 1O OHOB/IEHOTO
n.3.2.S.4.1.Cneuuddikauisi(-) Big BupobHuka APl Biocon
Biologics Limited. 3miHn | Tuny - 3miHu 3 sKocTi. AL,
KoHTposnb A®I. 3miHa y napameTpax crneumdikavii
Ta/abo foMyCTUMUX MeX, BUSHAYEHNX Y crieLmdikaLlisx
Ha A®l, abo BMXigHWIA/NPOMDKHWIA NpoAYyKT/peareHT, LWo
BVKOPWCTOBYIOTLCSA Y npoveci BupobHuuTea A®| (iHwwi
3MiHM) BHeceHHs 3MiH B cneumdikayiio APl 3a
nokasHukom «MikpobiosioriyHa YncToTa», BUMOTu
cneuunagikauii npusegeHo go Ph.Eur.5.1.4. 3miHu | Tuny -
3MiHM 3 siKocTi. APl KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BuxigHoro
mMarepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLLeCi BUPOGHMLTBA AD|
(He3HauHi 3MiHM y 3aTBEPMKEHUX MeTogax
BMNPO6YyBaHHS) MeToamka BUNpobyBaHHA AdI 3a
nokasHukom «lgeHtudikauis. MenTugHe kapTyBaHHA»
BMpOG6HUKa /13 npuBeAeHa y BiANOBIAHICTE METOAMKM
BMpo6HUMKa A®I Biocon Biologics Limited. B oHOBNeHil
MeToAuMLji 3MiHeHa Npo6oniAroToskKa NpurotyBaHHA 1M
Tpuc rigpoxnopuay 6ycepHoro posumnHy, npoteasw,
[o4aHo Yac xpomaTorpadyBaHHs, 3MiHEHO
KOHL,EHTpaL,ito BUNPO60BYBAHOr0 PO34MHY Ta PO3UMHY
NOPIBHSAHHSA, YTOYHEHI KpUTEpIii NPUAHATHOCTI
XpomatorpadiyHoi cuctemn. 3miHu | Tuny - 3MiHu 3
AKocTi. A®l. KoHTposnb AdI. 3miHa y meTogax
BMNpobyBaHHA APl abo BuxigHoro
Marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLLeci BUPO6HMLTBA AD|
(He3HauHi 3MiHM y 3aTBEPMKEHUX MeTogax

«Binkn BucokomonekynsapHi» BupobHuka Biocon
Biologics Limited, a came meToauKy NpvBeAeHO [0
BMMOr MoHorpadii Ph.Eur. «Insulin Glargine». 3miHu |
Tuny - 3MiHu 3 akocTi. A®l. KoHTponb A®L. 3miHa y
MeTodax BunpobysaHHA A®l abo BuxigHOro
Marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y npovieci BupobHuutea AP (iHwwi
3MiHM Yy MeTogax BUNpo6yBaHHS (BKOUaOUM 3aMiHy
a60 fonoBHeHHs) APl abo BUXiZHOro/MPOMIDKHOIO
npoaykTy) OHOBMIEHHA MeToAy BUNpobyBaHHA Ad| 3a
NOKa3HUKOM «LIMHK», a came B MeTOAMKY AOAaHO
npuaaTHicTb cuctemn (koediuieHT perpecii). 3MiHu |

Tnny - 3MiHu 3 akocTi. A®Il. KoHTponb A®L. 3miHa y
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MeTodax BunpobysaHHA A®l abo BuxigHOro
Mmarepiany/npoMiKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLieci BupobHuutea AP (iHwwi
3MiHM Yy MeToax BUNpo6yBaHHS (BK/OUaUM 3aMiHy
a60 fonoBHeHHs) APl abo BUXiZHOro/MPOMIDKHOTO
npoaykTy) OHOBNEHHA MeToAy BUNPobyBaHHA AdI
«OHONaHLIoroBuiAi NonepeaHnK» BUpo6Huka Biocon
Biologics Limited, a came B MeToauky BBe€HO
[04aTKOBUIA KpUTEpIili NpuaaTHOCTI XpomaTorpacivHoi
cmucTemMu, 40 po3paxyHKy AOA4AHO KoedilieHT
nepepaxyHky, BHeCEHO (hOopMysTy po3paxyHKy MeTOA0M
Hopmanisavji naow,. 3miHu | Tuny - 3MiHK 3 sKocTi. AdI.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHa Ad|
abo BMXigHOro martepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMUTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPOOYBaHHS
(BKntOYarOUM 3aMiHy abo [0oNoBHEHHS) APl abo
BWXiHOro/MPOMiXHOro NpoAykTy) 3miHa B MeTogi
KOHTpO/0 AD| 38 NOKa3HUKOM «3asTLLKOBI
PO3YMHHKKMY», @ came A0AAHO MPUroTYBaHHS
KOHTPONLHOrO PO34KMHy, yTOYHEHa Npo6boniaroToBka
BUMNPOOOBYBAHOIO Ta PO34MHIB MOPIBHAHHA, [04AHO Yac
XpomarorpadyyBaHHs, BHECEHO [0AaTKOBUIA KpUTepiii
npugaTHOCTi XxpomatorpadiyHoi cuctemu, AofaHo
NPUMITKY NP0 HEBPaxyBaHHS NikiB KOHTPOJ/ILHOrO
PO34MHY, AoAaHO iHGhOpPMAaLL0 NPO KOHLEHTpaL,ito
PO3YMHHVIKIB Y PO3UMHI MOPIBHAHHA. 3MiHU | TUNY - 3MiHK
3 AkocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHsA APl abo BUXigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BupobHuutea AP (iHwwi
3MiHM Y MeToZax BUNPOGYBaHHS (BK/OUaKOUM 3aMiHy
abo gonosHeHHs) APl abo BUXIAHOro/NPOMIKHOTO
npoaykTy) 3MiHa B MeToji KOHTposto AD| 3a NOKa3HNKOM
«CynpoBigHi fOMILLKM», @ caMe BUNPaB/IeHO LOBXUHY
KO/TOHKM 3 125 MM Ha 250 MM, Lo 6yna NoMUIKOBO
3a3HayeHa, J0faHo Yyac yTprMyBaHHS iHCY/iHY, A0AaHO
PO34MHU, WO XpomaTorpadyoTbes, oAaHo iHhopMaL,iio
CTOCOBHO TOrO, L0 HE BPaxOBYTbCA NiKU KOHTPOSILHOrO
po3unHy. 3miHu | TMny - 3miHu 3 AkocTi. A®l. KoHTponb
A®I. 3miHa y meTogax BunpobysaHHA APl abo
BMXiAHOro Marepiasy/npomMiKHOro NPOAYKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y npoueci BupobHuutea A®| (iHwwi
3MiHM Y MeToZax BUNPOGYBaHHS (BK/OUaKUM 3aMiHy
abo gonosHeHHs) APl abo BUXIAHOrO/NPOMIKHOTO
npoaykTy) BHeceHHs1 3MiH B METOAMKY BUNPOOYBaHHSA
AD| «AHK kniTUH rocnogapsi», npoueaypy OHOBMEHO,
06 3a6e3neumnTy GifbLLy YNCTOTY 3paska Ta peareHTiB.
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3MmiHu | TMRY - 3MiHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa
y MeTogax sunpobysaHHs APl abo BMXiAHOrO
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BupobHuutea AP (iHwwi
3MiHM Y MeToZax BUNPO6YBaHHS (BK/OUaOUM 3aMiHy
abo gonosHeHHs) A®| abo BUXIAHOro/NPOMIKHOTO
npoaykTy) BHeceHHs1 3mMiH B METOAMKY BUNPOOYBaHHSA
A®| «BMmicT gumeTundgopmamifgy», a came BK/IOUEHO
napameTp xpomaTorpadysaHHs «4ac
xpomatorpadysaHHs 20,5 XBUNMH» A5 BUKOHAHHS
XpomarorpadiyHnx ymoB. 3MiHu | Tvny - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®Il. 3miHa y meTogax BUNpobyBaHHS
A®| abo BMXigHOrO MaTepiany/npPoMiXXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPO6HMLTBA AP (iHLWI 3MiHK Y MeToAax BUNPOOYBaHHS
(BKtoHarOUM 3aMiHy abo [onoBHeEHHS) Ad| abo
BMXiZHOrO/NPOMIXHOro NPOAYKTY) 3MiHN B MeTOj
KOHTpoto AP| 32 NOKa3HNKOM «Bisiku KNiTUH
rocrnofaps», a came BW/Iy4yeHo AeTasi WoAo BUXIGHNX
KOHLIeHTpaLiil peareHTiB. PO60u4i KOHLIEHTPaLii KOXXHOro
KPUTUYHOTO peareHTy 3amLatoTbes 6e3 3MiH. 3MiHu |
Tuny - 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
MeToAax BunpobysaHHA A®| abo BUxigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoveci BupobHuutea AP (iHwwi
3MiHM Y MeToZax BUNPOGYBaHHS (BK/OUaKOUM 3aMiHy
abo gonosHeHHs) APl abo BUXIAHOro/NPOMIKHOTO
npoaykTy) BHeceHHs 3mMiH B MeTog KOHTposiio Ad|
«KifibkicHe BU3HaYeHHs», a came JofaHo pekoMeHaaLii
CTOCOBHO NPOBEAEHHS aHanizy Ta NpUroTyBaHHA
PO34UHIB; KPUTEPIV NPUAHATHOCTI «MPaBWU/IbHICTb
3aMiHeHa Ha «hakTop noAibHOCTI». 3MiHK | TUNY - 3MiHK
3 AKocTi. A®I. CrucTema KoHTeliHep/3aKynopoBasbHUIA
3aci6 (iHwi 3miHKM) OHOBNEHHSs po3giny 3.2.S.6.Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6 Big BUpobHUka Ad|
Biocon Biologics Limited, a came 36inbLueHo
MaKCMMasibHa EMHICTb KOHTENHEpPY AN NePBUHHOT
ynakoBku Big 1000 mn go 2500 mn. JaHa 3miHa
3[jiicHeHa BUPOBHNKOM 3 METOH MiHiMi3au,ii KinbKoCTi
NAALWOK, & TaKOX BBEAEHHS A0AaTKOBOT iHchopmauit
CTOCOBHO BTOPUHHOI YNakoBKW. 3MiHW | TUny - 3MiHK 3
akocTi. A®l. Cuctema KoHTeliHep/3akynoptoBasibHUi
3aci6. 3miHM NnapameTpiB cneyndikauii Ta/abo
O0oNyCTUMUX MeX, 3a3HavyeHux y cneundikadisx, ons
6e3nocepeHbOi ynakoskn A®| (iHLwi 3mMiHM) OHOBEHHSA
po3giny 3.2.S.6.Cuctema KoHTeliHep/3aKkynopoBabHuWii
3acib, a came npuBeeHHs cneuudikalii Ha NepBUHHY
yNakoBKy Y BiANOBIAHICTb A0 MoHorpadii USP <660>.
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peecmpayiliHo2o

nocsBi0OYeHHs

3Mminu |l Tuny - 3MiHn 3 akocTi. AL, (iHWi 3MiHW)
OHoB/eHHA po3ainy 3.2.S.2.3.KoHTponb MaTepianis Bif
3aTBepmxeHoro supobHuka A®I Biocon Biologics
Limited, IHgia Ha A®I IHcyniH rnaprid (AHK-
peKkoMO6iHaHTHWI1), a came: - 3MiHeHa nporpaMa
TeCTyBaHHs CTabifIbHOCTi FO/IOBHOTO GaHKy KNiTWH,
BignosigHo ICH Q5D Ta USP <1044>; - BK/THOYEHHS
BTOPVHHOro 6aHKy KnitnH (SMCB) 40 cucTeMu KNITUHHUX
6aHKiB; - 3MiHa B cneyudikauii aueToHITpuay — fogaHa
MOX/IMBICTb BUKOPUCTAHHS BiJHOBNEHOTO aLeTOoHITpuay

12.

AKBAJLETPU
M® BITAMIH
D3

PO34MH BOAHWI Ansi
nepopasibHOro
3aCTOCyBaHHA,
15000 MO/mn; no 10
M1 abo no 15 mny
dhnakoHi 3
KpanenbHUM
[03aropom; no 1
chnakoHy B
KapTOHHII nayui

dapmaues
TUYHWIA
3aB0/,

"MONTb®A

PMA" C.A.

MonbLua

dapmaLeBTUYHNIA
3aBof
"MONIb®APMA"
C.A. Bigain
MegaHa B Cepaggsi

MonbLa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 aKkocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BigNoBigHOCTI EBpoNeNChKii
hapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikarta BifgnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoMneiichkiin hapmakonei:
onsa A®l; ansa suxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBuHM (cepTudhikaTt BiANOBIAHOCTI EBPONECHKIlt
hapmakonei) - OHoBreHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignosigHOCTI EBponeiickkili hapmakonei
R1-CEP 2007-292-Rev 03 Big BXe 3aTBEpPAKEHOr0
BMpo6bHuka FERMENTA BIOTECH LIMITED gitouoi
PeyoBMHM XonekanbLudepon B 3B'A3Ky 3 AoAaBaHHAM
BMPOGHMKa iHTepMmegiaTiB (3aTBepaxeHo: R1-CEP 2007-
292-Rev 02 FERMENTA BIOTECH LIMITED A-1501,
Thane One, DIL Complex, Ghodbunder Road, Majiwada
India-400 610 Thane (W); Product of Cholecalciferol:
FERMENTA BIOTECH LIMITED Village: Takoli District:
Mandi India-175 121 Nagwai, Himachal Pradesh;
3anponoHosaHo: R1-CEP 2007-292-Rev 03 FERMENTA
BIOTECH LIMITED A-1501, Thane One, DIL Complex,
Ghodbunder Road, Majiwada India-400 610 Thane (W);
Product of intermediates: FERMENTA BIOTECH
LIMITED Z-109, B&C, SEZ Il TalukaVagara, District
Bharuch India-392 130 Dahej, Gujarat; Product of
Cholecalciferol: FERMENTA BIOTECH LIMITED Village:
Takoli District: Mandi India-175 121 Nagwai, Himachal
Pradesh)

3a
peyenmom

UA/9205/01/01

13.

ANMATENb®
M

Tabnetkun gns
CMOKTaHHS 3i
CMaKOM BWLLIHI, No 6
TabneTtok y 6nictepi;
no 4 aéo no 8
6nicTepiB y KopobLi

TOB
«TeBa
YkpaiHa»

YkpaiHa

MNIBA XpBartcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. AP KoHTposnib A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVXiAHWI/NPOMIKXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(8onoBHeHHSA cneymdikaLlii HOBUM NOKa3HUKOM SIKOCTi Ta

6e3
peyenma

UA/3993/01/01
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BiANOBIAHUM METOA0M BUNPOGYBaHHS) AOMOBHEHHS
cneumnaikauii A®l gogaTkoBummn BUMoramu Ans
nokasHuka «MikpobionoriyHa unctota», BifnoBiAHO 4O
gitounx sumor Ph.Eur. 2.6.12, Ph.Eur. 2.6.13. [ditoua
pefakuis:
Total Aerobic Microbial Count, cfu/g - NMT 1000
Staphylococcus Aureus - Absent Escherichia coli -
Absent Pseudomonas Aeruginosa - Absent.
MponoHoBaHa pepakuisn: Total Aerobic Microbial Count,
cfu/g - NMT 1000 Total Fungi and Yeast count, cfu/g -
NMT 100
Staphylococcus Aureus - Absent Escherichia coli -
Absent Pseudomonas Aeruginosa - Absent. 3miHu | Tvny
- 3MiHM 3 AkocTi. APl KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWI/NPOMIKXHWIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(BMNyYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHuMka)) - BUy4YeHHs
napametpa «KapboHatu» i3 cneundikauii Ad|
BMpo6HMKa A®I Ta 13, 3miHu | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3MiHa y napameTpax cneuudikauiii
Ta/abo foMyCTUMUX MeX, BUSHAYEHNX Y creLmdikaLlisx
Ha A®l, abo BMXigHWIA/NPOMDKHWIA NpoAYyKT/peareHT, LWo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUNYyYEHHA HE3HAYHOrO NOKasHWKa SIKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro NoKasHuKa)) BUTy4YeHHS
nokasHuka «Acid consuming capacity» i3 cneumdikadii
A®| BpobHrKa A®P| Ta M13. 3MiHK | TURY - 3MiHK 3
akocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneyudikauisix Ha A®l, abo BUXigHWIA/NPOMIXKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHLCSA Y NPoLECi
BUPOGHMLTBA AD| (LONOBHEHHA cneuudikauii HoBUM
NOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPoOYyBaHHSA) AONOBHEHHA creumdikayii Abl HoBUM
NokasHUKOM «K1CNoToHelTpanisytoya 3aaTHiCTb» (Acid
neutralizing capacity), metog USP <301> 3
HopMyBaHHAM «NLT 25 mEqg/g». 3miHu | Tuny - 3miHuW 3
AKocTi. A®l. KoHTposnb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo LONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BYXigHWIA/NPOMIKHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMPO6HULTBA AP (3BYXXEHHS JOMYCTUMUX MEX,
BM3HAYEHNX Y cneuudikauii) 3By)XeHHS Mex
cneumadikauii 4na napameTpa cneuudikauii «3annwok
nicns npocitoBaHHA (4epes cuto 40 MKM)» 3 «He bifblue
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25%» [0 «He Ginblue 25,0%>» B cneyudikauii BUpo6bHMKa
['N13, 3 MeTo0 NpVBEAEHHS Y BIAMNOBIAHICTL 4O BUMOT
cneuudikauii BUpobHvka A®I. 3minu | Tvny - 3MiHK 3

akocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHsA APl abo BUXigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HauHi 3MiHW Y 3aTBEpPXEeHNX MeTofax
BMNPOOYBaHHA) BHECEHHA HE3HAYHMX 3MiH [0 METOLMUKN
BMNpo6yBaHHA A®I «Xnopuan Ta cynbgatm» y
BUpo6HUKa 13. 3MiHun | TUNYy - 3MiHK 3 AKoCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLliii
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y crieLudikauisx
Ha A®I, abo BMXigHW/NPOMIKXHWIA NpoAYyKT/peareHT, LWo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(BMNyHEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpukiag,
BW/IYYEHHS 3aCTapifioro NokasHMka)) BUNyYeHHs i3
cneundikauii A®l napameTtpa «Baxki metanm» 3i
cneundikauii A®I BupobHrka APl ta N3

14.

ANNbBYBEH

PO34uH ANs iHgysil
20 % no 50 mn, 100
My donakoHi; no 1
dhnakoHy y nauui 3
KapToHY

TOB
"BIO®AP
MA
MNA3SMA"

YKpaiHa

BUPOGHMLTBO,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
BUnNyck cepiii: TOB
"BIO®PAPMA
MNA3MA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHu 3 akocTi. A®Il. BupobHuuTBO. 3MiHN B
npoueci BupobHuutea A®I (iHwi 3miHM) BnpoBagkeHHs
aNbTePHATUBHOIO BUPOBHNYOro NpoLecy OTPUMaHHS
po3unHy anbbyminy 10%, 20% in bulk 3 komepuiiH1X
ocagiB ®pakuii V. 3miHu | Trny - 3miHu 3 skocTi. API.
KoHTponb A®I. 3miHa y napameTpax crneumdikavii
Ta/abo [oMyCTUMUX MeX, BUSHAYEHNX Y crieLmdikaLisx
Ha A®l, abo BMXigHWIA/NPOMDKHWIA NpoAyKT/peareHT, LWo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(3BY)KEHHS [OMYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauii) 3By)XEHHS KpUTepito NPUAHATHOCTI
nokasHuka «bakrepiasibHi eHA0TOKCMHM» 3 1.5 MO/r
ocagy Ha 7.0 MO/r 6inka y cneupudikauii ocagy ®pakujii
V (anbbymiH), 6€3 3MiHUM MeToAy BUMPOOYBaHHS.
YTOYHEHHSI HOPMYBaHHS 3@ NOKa3HUKOM «Onuc», a came
3a3HayeHHs isMyHoro ctaH ocagy ®pakuii V
(anbbyMmiH) - «3aMOpPOXeHWIt», L0 BiANoBigae
chakTUYHOMY CTaHy NPOAYKTY, L0 Migsarae KOHTPOIo.
PepakuiiHi 3MiHM y nocunaHHi Ha €Bponencbky
dapmakoneto 3 Eur. Ph. Ha Ph. Eur. 3miHun | Tuny - 3miHn
3 AkocTi. APl KoHTponb A®l. 3miHa y meTofax
BMNpobyBaHHA APl abo BuxigHOro
marepiany/npomMiKHOro NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTBa ADI
(He3HauHi 3MiHM y 3aTBEPMXEHUX MeTogax
BMMNPO6YyBaHHA) 3MiHM A0 METOAMKN BUNPODOYBaHHS
ocagy ®pakuii V (anbbymiH) Ta Anb6ymiH ntoguHu (drug
substance) 3a nokasHukoM «Po3nogin monekyn 3a

3a
peyenmom

UA/15875/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

PO3MipOM>» 3 METOIO NPUBEAEHHS METOAVKN Y
BiANOBIAHICTb A0 BUMOr MoHorpadii 04/2022:0557
«Human albumin solution» €Bponeiicbkoi Papmakonei
(11-Te BMAaHHSA) Ta 3MiHN 4,0 METOAVKV BUNPOBYBaHHS
ocagy ®pakuii V (anbbymiH) Ta AnbbymiH ntoguHm (drug
substance) 3a nokasHUKoM «3arasibHuiA GiNokK» 3 METOH
npuBeeHHs y BiANOBIAHICTb A0 BuMor AdY/Ph. Eur. p.
2.5.33, meTog 5. be3 3MiH 0 KpUTEpIiiB NPUAHSATHOCTI.
PepakuiiiHi 3MiHW y nocnunaHHi Ha E€Bponencbky
dapmakoneto 3 Eur. Ph. Ha Ph. Eur. CynyTHs 3MiHa -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y MmeTogax
BMNPO6YBaHHSA roOTOBOrO /iKapCbKOro 3acoby (He3HauyHa
3MiHa y 3aTBEpKEHVX METOAaX BUNPOGYBaHHS) 3MiHU
[0 METOAMKN BUNPOBYBaHHSA rOTOBOTO NiKapCbLKOro
3aco0y 3a nokasHWKoM «Po3nodin monekyn 3a
PO3MipOM>» 3 METOI NPUBEAEHHS METOAVKN Y
BIANOBIAHICTb A0 BUMOT MOHorpadii 04/2022:0557
«Human albumin solution» €Bponeiicbkoi Papmakonei
(11-Te BMOAHHS) Ta 3MiHW [0 METOAMKN BUNPOOYBaHHS
roTOBOrO MiKapCbKOro 3acoby 3a NokasHMKOM
«3arasibHuiA 6ifok» 3 METOH NPUBEAEHHS Y
BignoBigHiCTb Ao Bumor AdY/Ph. Eur. p. 2.5.33, meToq
5. Bbe3 3MiH [0 KpUTEpIiB NPUAHATHOCTI. PeaakuiiHi
3MiHM y mocunaHHi Ha €Bponelicbky ®apmakoneto 3 Eur.
Ph. Ha Ph. Eur. 3miHu | TYny - 3MiHun 3 akocTi. AdI.
CrabinbHicTb. 3MiHa nepiofy NOBTOPHUX
BMNpoGyBaHb/nepiody 36epiraHHs abo yMoB 36epiraHHs
A®| (3a BiACYTHOCTI Y 3aTBEPKEHOMY [1OCLE
cepTudpikaTa BignoBigHOCTI EBponelickbkili hapmakoner,
LLIO BK/THOHAE Nepiog, NOBTOPHOrO BUNpobyBaHHS) (nepiog,
NOBTOPHOrO BUNPOo6YBaHHA/Nepios 36epiraHHs) -
36inblUeHHA abo BBeAEHHS nepiogy NOBTOPHOMO
BMNpoGyBaHHsA/nepiody 36epiraHHsA Ha OCHOBI
pesynbTaTiB AOCNiKEeHb Y peaslbHOMY Yaci.
36inbLIeHHs TepMiHY npuAaTHOCTI ocagy Ppakuii V
(Anbb6ymiH) 3 1 poky A0 2 pokiB. 3miHu Il Tuny - 3miHK 3
AKocTi. A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BMXiHOro/MPOMiXHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYHOTbCS Y BUPOGHUYOMY npoueci Adl, abo
3MiHa BUPOGHYMKa (BKNtOYatouu, ae HeobxigHo, micue
npoBefeHHs KOHTPOI0 AKocTi) AdI (3a BiACYTHOCTI
cepTudpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEepAXeHOMy Aocbe)(3MiHa B A®I 6iosoriyHoro
NOXOLPKEHHA abo BUXiAHOMY
marepiani/peareHTi/MPOMiXXHOMY MPOAYKTI, LLIO
BMKOPVCTOBYIOTbCS 4719 BUPOBGHMLTBA
6i0n10riYHOro/iMyHO/10rYHOTO NiKapCchbKOro 3acoby )
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KapToHy

KOHTPO/b SKOCTI,
Bunyck cepii: TOB
"BIO®PAPMA
MNAA3MA"

po3uunHy anbbymiHy 10%, 20% in bulk 3 KomMepLiiH1X
ocagis ®paxkuii V. 3miHu | Trny - 3miHun 3 akocTi. API.
KoHTponb A®I. 3miHa y napameTpax crneumdikawii
Ta/abo fonyCTUMUX MEX, BUSHAYEHUX y cneumdikaLlisx
Ha Adl, abo BMXigHWI/NPOMDKHWIA NpOAYKT/peareHT, LWo
BMKOPWCTOBYIOTbCS Y Mpoueci BupobHuutea AdI
(3BYXXEHHS [OMYCTUMUX MEX, BU3HAYEHUX Y
cneundikauii) 3By)XEHHS KpUTepito NPUAHATHOCTI
nokasHuka «bakTepianbHi eHA0TOKCMHM» 3 1.5 MO/r
ocagy Ha 7.0 MO/r 6inka y cneumdikauii ocagy Ppakuii
V (anbbymiH), 6€3 3MiHM MeToAy BUMPOOYBaHHS.
YTOYHEHHSI HOPMYBaHHSA 3@ NOKa3HUKOM «Onuc», a came
3a3HauveHHs hisnyHoro ctaH ocagy Ppakuii V
(anbbymiH) - «3aMOpPOXEHW», LLO BiANOBIgaE
hakTUUHOMY CTaHy NPOAYKTY, WO Migsarae KOHTPOSIO.
PepakuiiiHi 3MiHM y nocunaHHi Ha €Bponeicbky
dapmakoneto 3 Eur. Ph. Ha Ph. Eur. 3miHun | Tuny - 3miHn
3 AkocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETbLCA Y NpoLLeci BUpo6HMLUTBa AD|
(He3HauHi 3MiHKN y 3aTBEpPKEHNX MeTofax
BMNPO6YBaHHA) 3MiHM 4O METOAMKM BUNPOOYBaHHSA
ocagy ®pakuji V (anbbymiH) Ta AnbbymiH nroguHu (drug
substance) 3a nokasHukoM «Po3nogin monekyn 3a
PO3MipOM>» 3 METOI NPUBEAEHHS METOAVKN Y
BiANOBIAHICTb A0 BMMOr MOHorpadii 04/2022:0557
«Human albumin solution» €Bponeiicbkoi Papmakonei
(11-Te BMAaHHA) Ta 3MiHN 4,0 METOAVKV BUNPOBYBaHHS
ocagy ®pakuji V (anbbymiH) Ta AnbbymiH nroguHu (drug
substance) 3a NnokasHUKOM «3arasibHuiA Ginok» 3 METOH
npusBeaeHHs y BiANOBIAHICTb A0 BuMor AdY/Ph. Eur. p.
2.5.33, meTog 5. be3 3MiH [0 KpUTepiiB NPUAHATHOCTI.
PepakuiiiHi 3MiHM y nocunaHHi Ha €Bponeiicbky
dapmakoneto 3 Eur. Ph. Ha Ph. Eur. CynyTHsa 3MmiHa -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbKoro 3acoby. 3miHa y meTofax

BMNPOGYBaHHS TOTOBOTO JIiKAPCHLKOro 3acoby (He3HavyHa

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BkntoyeHHs [0 npouecy BUPO6HMLTBA AbOYMiHy
noanHn 10%, 20% (drug substance) NpomiKHOro
npoaykty Ocag ®pakuii V, oTpMaHoro 3 nnasmm
NOAVHV AnS hpakuioHyBaHHs, BUpobHuuTea Prothya
Biosolutions Belgium BV, de Tyraslaan 109, Brussel,
1120, Belgium
15. ANbBYBEH pO34uH NS iHdysil TOB YkpaiHa BVMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a - UA/15875/01/01
10 %; no 50 mn, 100 "BIO®AP nepBuHHE Ta TMny - 3MiHK 3 AkocTi. ADl. BUpobHMLTBO. 3MiHV B peyenmom
My dhnakoHi; no 1 MA BTOPVHHE npoueci BupobHnLTea A®I (iHwi 3miHWM) BnpoBagkeHHs
dhnakoHy y nauui 3 MNA3MA" naxkyBaHHs, anbTepHaTMBHOIO BUPOGHMYOro NPoLEeCy OTPUMAaHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3MiHa y 3aTBepKEeHVX MeToAax BUNPOGyBaHHS) 3MiHU
[0 METoANKV BUNPOOYBaHHSA rOTOBOTO NiKapCbKOro
3acoby 3a nokasHWkoMm «Po3nogin monekyn 3a
PO3MipOM>» 3 METOIO NPUBEAEHHS METOAVKN Y
BiANOBIAHICTb A0 BUMOr MoHorpadii 04/2022:0557
«Human albumin solution» €Bponeiicbkoi Papmakonei
(11-Te BMAaHHSA) Ta 3MiHN 4,0 METOAVKV BUNPOBYBaHHS
roTOBOrO /liKapCbKOro 3acoby 3a NoKasHNKOM
«3aranbHuii 6iN10K» 3 METOI NPUBEAEHHS Y
BignosigHicTb go Bumor AdY/Ph. Eur. p. 2.5.33, meTog,
5. Bes 3MiH 4o KpuTepiiB NPUIHATHOCTI. PefakuiiiHi
3MiHU Y MocunaHHi Ha EBponelicbky ®apmakoneto 3 Eur.
Ph. Ha Ph. Eur. 3miHu | Tvny - 3miHu 3 skocTi. AdI.
CTabinbHicTb. 3MiHa nepiogy NOBTOPHMX
BMNPOGYBaHb/nepiogy 36epiraHHs abo yMOB 36epiraHHs
A®| (3a BigCYTHOCTi Y 3aTBEPAKEHOMY AOCHE
cepTudpikaTa BifnoBiAHOCTI EBponeiichbkiin hapmakoneri,
LLIO BK/THOHAE Nepiog, NOBTOPHOIO BUNPOOYBaHHS) (Nepiog,
NMOBTOPHOrO BMNpobyBaHHsA/Nepios 36epiraHHs) -
36inblueHHA abo BBeAEHHA nepiody NOBTOPHOIO
BMNpo6yBaHHA/Nepiofy 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOCNIIKEHb Y peaslbHOMY Yaci.
36ibLUeHHA TepMiHY NpuaaTHOCTI ocagy ®pakuii V
(AnbbymiH) 3 1 poky A0 2 pokiB. 3miHu Il Tuny - 3miHn 3
akocTi. A®l. Bupo6HMLTBO. 3MiHa BUPO6HMKaA
BMXiIZAHOro/NPOMIXHOr0o NPOAYKTYy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOGHUYOMY npoueci AdDl, abo
3MiHa BUpPO6HUKa (BK/TKOYatoum, fe HeobxigHo, micue
npoBefieHHA KOHTPOSIt0 AKOCTi) AP (3a BigCyTHOCTI
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiii hapmakonei y
3aTBEpMKEHOMY Aocke)(3MiHa B A®I 6ionoriyHoro
NOXOMKEHHS abo BUXIAHOMY
marepiani/peareHTi/NPOMiXXHOMY NPOAYKTI, LLIO
BMKOPVCTOBYIOTbCS A4/ BUPOBHMLTBA
6ionoriyHoro/iMyHoON0rYHOro NikapcbKoro 3acoby )
BkntoyeHHs [0 npouecy BUPO6HMLTBa AbOYMiHY
noanHn 10%, 20% (drug substance) NpomiXHOro
npopaykty Ocag ®pakuii V, oTpuMaHoro 3 naasmm
NOANHN ANA hpakLioHyBaHHS, BUpobHuuTea Prothya
Biosolutions Belgium BV, de Tyraslaan 109, Brussel,
1120, Belgium

16.

ANbBYBEH

pO3unH ANs iHdysin
20 % no 50 mn, 100
M1y ¢pnakoHi; no 1
hnakoHy y nauui 3
KapToHYy

TOB
"BIO®AP
MA
MJA3MA"

YkpaiHa

TOB "BIO®APMA
MNA3SMA",
YKpaiHa
(BUpOGHMLTBO,
nepBrHHe Ta
BTOPUHHE
nakyBaHHs,

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo 4ONYCTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro 3acoby
(8onoBHeHHs cneumdikayii HOBUM NOKA3HUKOM 3
BiANOBIAHUM MeTOA40M BMNpPobyBaHHSA) [logaBaHHs

3a
peyermom

UA/15875/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KOHTPO/1b SKOCTI, nokasHuka «ApceH» i3 KpuTepieM NPURHATHOCTI «He
BUNYCK Cepii) 6inbLwe 0,00001 %. 3miHu Il TUNY - 3MiHKX 3 AKOCTI.
[FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibHWii 3aci6. 3MiHa Yy NepBUHHIl
yNaKoBLji FOTOBOro NikapcbKoro 3acoby (Tvn KoHTelHepa
abo fofaBaHHSA HOBOTO KOHTelHepa) - CTepusbHi
nikapcbki 3aco6u Ta slikapcbki 3aco6m
6i0N0riYHOro/iMyHONMONYHOrO NOXOMKEHHSA. [logaBaHHS
CcKNsaHWX chnakoHis Il Tuny o6’emom 50 mn Ta 100 mn
BMPOGHMLTBa Bormioli Pharma S.p.A., ITanis Ta npo6ok
3 6pombyTUy | TUNY BUpo6bHULITBa Bormioli Pharma
S.p.A., ITania y SKOCTi a/lbTepHaTUBHUX MaTepiasis
NepBMHHOTO NakyBaHHA. PefakuiiiHi npasku Woa0
nocunaHHsA Ha €sponelicbky ®apmakoneto 3 «Eur. Ph.»
Ha «Ph. Eur.»
17. ANbBYBEH pO34uH ANs iHdysil TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a - UA/15875/01/01
10 %; no 50 mn, 100 "BIO®AP MNA3MA", TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
My dhnakoHi; no 1 MA YkpaiHa Cuctema KoHTelHep/3aKynoptoBasibHUI 3aci6. 3miHa
dhnakoHy y nauui 3 MNAA3MA" (BUpOGHMLTBO, napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX
KapToHy nepBuHHe Ta NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKoro 3acoby
BTOPVHHE (monoBHeHHsA cnevmdikavii HOBUM NOKa3HUKOM 3
nakyBaHHs1, BiANOBIAHUM MeTOA0M BMNpobyBaHHSA) JoaaBaHHA
KOHTPO/b SKOCTI, NoKa3HMKa «ApCeH» i3 KpUTEepIeEM NPUIAHATHOCTI «He
BUNYCK CePii) 6inbLe 0,00001 %. 3miHu Il TMNY - 3MiHW 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
yNakoBLji FOTOBOrO NikapCbKoro 3acoby (TWn KoHTelHepa
abo gofaBaHHS HOBOTO KOHTeliHepa) - CTepusbHI
nikapcbki 3ac06M Ta nikapcbki 3acobm
6i0/10riYHOro/iMyHOOrYHOrO MOXOAKEHHS. [logaBaHHs
cKNsiHWX cpnakoHis |l Tuny o6’emom 50 ma Ta 100 mn
BMpo6HMLUTBa Bormioli Pharma S.p.A., ITania tTa npo6ok
3 6pombyTUAy | TUNY BMPOGHULTBA Bormioli Pharma
S.p.A., ITanil y SKOCTi a/ibTEpHATVBHMX MaTepiasiiB
NepBUHHOTO NakyBaHHs. PefakuiliHi npasku Wofo
nocunaHHsa Ha €sponelicbky ®apmakoneto 3 «Eur. Ph.»
Ha «Ph. Eur.»
18. ANbBYHOPM | po3uunH ans iHdys3il, OxkTadchap ABCTpist BUPOBHUK, ABcTpisi/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | 3a - UA/17703/01/01
20% 200 r/n; no 50 mn mMa BiANOBIgaIbHUI 3a Lsewis/ TUny - 3MiHu 3 skocTi. A®Il. BupobHuuTBO. 3MiHU B peyenmom
a6o 100 mn po3unHy | ®apmaues BMPOBHULITBO in- PpaHuisn/ npoteci BUpo6HuuTBa Ad®| (He3HayHa 3MiHa y NpoLeci
y thnakoHi, no 1 TMKa bulk, nepBuHHy HimeuyunHa BUpo6HMLUTBa ADI) BNpoBaKeHHS a/ibTePHATUBHOIO
hnakoHy B MpogykTio yrnaKoBKy, nonepegHboro ginbtpa < 0,6 Mkv (PLGF2-96TT-PNT,
KapTOHHI Kopoo6Li Hcrec. KOHTPO/1b SKOCTI, Parker) Ha fopaTok 40 BXe BCTaHOB/IEHOTO
M.6.X. BTOPVIHHY nonepegHLoro inbTpa < 0,5 MkM (Matepias 060x
yrnaKoBKy, inbTpiB ogHakoBuiA) Ans dinbTpauii Albumin Bulk
Bizyas/ibHa nicna nactepusadii. 3miHu | Trny - 3MiHK 3 AKocTi. AdI.
iHCnekuis, Bupo6bHMLTBO. 3MiHM B npoLeci BUpo6HuLTBa Ad|
MapKyBaHHs, (He3HayHa 3MiHa y npoueci BUpobHuuTBa AdI)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BWMYCK Cepil:
OkTadhapma
PapmaLeBThka
MpopykTioHcrec.
M.6.X., ABCTpisi;
BUPOBHMK,
BiANOBiAa/IbHWIA 32
BMPOBHULITBO in-
bulk, nepBuHHY
yNakoBky,
KOHTPO/b SKOCTI,
BUMNYCK cepil:
OkTadhapma AB,
Lseuis;
BUPOBHUK,
BiANOBiAa/IbHWIA 32
BMPOBHULITBO in-
bulk, nepBuHHY
yNakoBky,
KOHTPO/b SKOCTI,
BUMNYCK cepil:
OxkTtacapma,
dpaHuis;
BUPOBHMK,
BiANOBiAa/IbHWIA 32
BMPOBHULITBO in-
bulk, nepBuHHY
yNakoBky,
KOHTPO/b SKOCTI,
BUMNYCK cepil:
OkTadapma
MpopaykTioHcrecen
wadT foliunang,
M6X, HimeuunHa;
BMPOGHMUK,
BiiNOBIgaNbHWIA 3a
Bi3yasibHUiA
KOHTPONb,
MapKyBaHHS Ta
BTOPUHHY
yNakoBKy:
OxkTadhapma
[Jeccay 'mb6X,
HimeyunHa

BnpoBagkeHHs anbTepHaTUBHOTO PO3UNHY AN
36epiraHHs KaceT Sartorius UDF (20% eTaHon).
PepakuiiiHi 3mMiHK :BuganeHHs 3aliBoi iHdhopmaldii woo
36epiraHHsa 6ychepHOro posuvHy

19.

ANbBYHOPM
25%

PO3unH aNs iHdysil,
250 r/n; no 50 mn
a60 100 M po3UnHy
y donakoHi, no 1

OxkTadhap
ma
dapmaues
TMKa

AscTpist

BUPOGHMK,
BiANoBiAa/IbHWIA 3a
BMPOBGHULTBO in-
bulk, nepBnHHY

AscTpis/

LLBeuisi/

PpaHuisn/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHK 3 skocTi. A®Il. BupobHuuTBO. 3MiHU B
npoueci BupobHuuTBa APl (He3HayHa 3miHa y npoueci
BMPO6HMLUTBA ADI) BipoBa/kKeHHs anbTepHaTUBHOIO

3a
peyermom

UA/17703/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
chnakoHy B MpopaykTio yMakKoBKy, nonepegHboro ginbTpa < 0,6 Mkm (PLGF2-96TT-PNT,
KapTOHHIA Kopoo6Li Hcrec. KOHTPO/b SIKOCTI, Parker) Ha foaaTok 40 BXe BCTAHOB/IEHOrO
M.6.X. BTOPUHHY nonepegHboro inbTpa < 0,5 MkM (MaTepian 060x
yMakKoBKy, hinbTpiB ogHakoBuiA) Ans dinbTpauii Albumin Bulk
BizyasibHa nicnsa nactepusadii. 3miHn | Trny - 3MiHK 3 AKocTi. AdI.
iHCnekuis, Brpo6HMLTBO. 3MiHM B NpoLeci BupobHuuTea API
MapKyBaHHs1, (He3HayHa 3miHa y npoueci BUpo6HMLTBa AdI)
BUMYCK cepii: BnpoBagXeHHs anbTepHaTMBHOTO PO3UnHY ANsi
OkTadhapma 36epiraHHs kaceT Sartorius UDF (20% eTaHon).
dapmaueBTrKa PepakuiiiHi 3miHM :BuganeHHs 3aiiBoi iHdhopmadii woao
MpogaykTioHcrec. 36epiraHHa 6ychepHOro po3ynHy
M.6.X., ABCTpis;
BMPOGHMUK,

BiANOBIga/IbHUIA 32
BMPOBHULITBO in-
bulk, nepBuHHY
ynakoBky,
KOHTPO/Ib SIKOCTI,
BWMYCK Cepil:
OkTtadhapma AB,
LWewjs;
BMPOGHMUK,
BiANOBIgaIbHUIA 32
BMPOBHULITBO in-
bulk, nepBuHHY
ynakoBky,
KOHTPO/Ib SIKOCTI,
BWMYCK Cepil:
OkTathapma,
PpaHLis;
BMPOGHMUK,
BiANOBIgaIbHUIA 32
BMPOBHULITBO in-
bulk, nepBuHHY
ynakoBky,
KOHTPO/Ib SIKOCTI,
BWMYCK Cepil:
OkTadhapma
MpogykTioHcrecen
wadt JoiiunaHg,
M6X, HiMmeuuunHa;
BUPOBHUK,
BiANOBiAa/IbHWIA 32
BizyasibHUiA
KOHTPOSb,
MapKyBaHHA Ta
BTOPUHHY
YNaKoBKY:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
OkTadapma
[Heccay 'm6X,
HimeyunHa
20. ANbBYHOPM | po3uuH ans iHdysii, OkTachap ABcTpist BMPOGHMUK, AscTpist/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 3a - UA/17703/01/03
5% 50 r/n; no 100 mn, Ma BiANOBigabHUIA 3a LiBeuisi/ TMny - 3MiHK 3 AkocTi. ADl. BUpobHMLTBO. 3MiHV B peyenmom
250 mn a6o 500 mn dapmaves BMPOBHULITBO in- ®paHuia/ npoueci BupobHuuTea APl (He3HayHa 3MiHa y npoueci
PO34uHy y hNaKoHi, TMKa bulk, nepBuHHy HimeuyunHa BMPOGHMLTBA ADI) BipoBakeHHs anbTepHaTUBHOIO
no 1 cpnakoHy B MpopaykTio ynaKoBKY, nonepenHbLoro inbTpa < 0,6 MkM (PLGF2-96TT-PNT,
KapTOHHI KOopoo6Li Hcrec. KOHTPO/b AKOCTI, Parker) Ha [oAaToOK [0 BXXe BCTAHOB/IEHOIO
M.6.X. BTOPUHHY nonepegHboro ¢inbTpa < 0,5 Mkm (MaTepian 060x
ynaKoBKY, inbTpiB ogHakoBMiA) ans dinbTpauii Alboumin Bulk
BisyasibHa nicna nactepusadii. 3miHu | TMRY - 3MiHK 3 SKocTi. API.
iHCnekuis, Brpo6HMLTBO. 3MiHM B NpoLeci BupobHuutea AdI
MapKyBaHHS, (He3HayHa 3MiHa y npoveci BUpobHuuTBa Adl)
BWMYCK Cepil: BnpoBag)KeHHs aNlbTepHaTUBHOIO PO3UNHY A1
OkTadapma 36epiraHHs kaceT Sartorius UDF (20% eTaHorn).
dapmaLeBTUka PepakuiiiHi 3mMiHM :BuaneHHs 3aliBoi iHdhopmaldii woao
MpoaykTioHcrec. 36epiraHHsa 6ydhepHOro po3unHy
M.6.X., ABCTpis;
BUPOGHUK,

BiANOBIgaIbHUI 3a
BMPOBHULITBO in-
bulk, nepBuHHy
ynakoBky,
KOHTPO/b IKOCTI,
BUNYyCK cepil:
OkTachapma AB,
LLiBeuist;
BUPOGHUK,
BiANOBIgaIbHUI 3a
BMPOBHULITBO in-
bulk, nepBuHHy
yNakoBky,
KOHTPO/b IKOCTI,
BUNYyCK cepil:
OkTachapma,
®paHuis;
BUPOGHUK,
BiANOBIgaIbHNI 3a
BMPOBHULITBO in-
bulk, nepBuHHy
yNakoBky,
KOHTPO/b IKOCTI,
BUNYCK cepil:
OkTadhapma
MpopaykTioHcrecen
wadt JoiiunaHg,
M6X, HimeyuuHa;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BMPOGHMUK,
BiANOBIgaIbHUIA 32
Bi3yasibHUIA
KOHTPO/b,
MapKyBaHHSA Ta
BTOPUHHY
yNaKoBKy:
Oktadhapma
[Leccay M'm6X,
HimeyunHa
21. ANbAYPA3U KOHUeHTpaT ans CaHodi HigepnaH KiHueBe HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/8093/01/01
M® pO34nHYy AN B.B. on HanoBHEHHA Ipnangis TUny - 3miHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom | nionsi2ae
iHcpysii, 100 O4/mn; chnakoHiB thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO 0
Nel:no5mny (nepBuHHe IHCTPYKLi A8 MeAUYHOro 3aCTOoCyBaHHA NiKapcbKoro
dhnakoHi; no 1 nakyBaHHs), 3acoby [0 po3ginis «MobiuHi peakuii», «Oco6AnBOCTI
chrakoHy y npoBefieHHA TecTy 3acTocyBaHHs», «Cnocib 3acTocyBaHHsA Ta [03U»,
KapTOHHIA KOopooLi Ha CTEPU/ILHICTb: «[epefo3yBaHHA» BiANOBIAHO 4O OHOBJIEHOI iHGhopMaLLT
BetTtep ®apma- 3 6e3nekun 3acTocyBaHHSA Nikapcbkoro 3acoby. BeeaeHHs
®epTiryHr Mm6X 3MiH NPOTAroM 6-TW MiCALB Nicns 3aTBEpKEHHS
eHp Ko.KT,
HimeuunHa,;
MapkyBaHHs Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
N3 (3a
BUIK/THOYEHHAM
TecTy Ha
CTEepPW/IbHICTb),
BWMYCK Cepil:
[xeH3aim lpnaHg
NimiTepn, lpnaHgis
22. ANbTAHOBA | ma3sb no 25ry Ty6i, My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 6e3 - UA/2636/02/01
MA3b no 1 Ty6i y nauyi akuioHepH akuioHepHe Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
e TOBapucTBo hapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS TEKCTY
TOBapucTB "HaykoBo- MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKM
o] BMPOGHUUNIA nikapcbKoro 3acoby, a came BUIy4eHHs iHchopmalii,
"HaykoBo- LeHTp 3a3HaYeHoi POoCiiCbKOK MOBOH, Ta HE3HAUHI pefaKLiliHi
BMPOGHUY "BopLuariscbkuii npaskn. 3MiHa Y 3B'A3KY YTOUYHEHHS BUKNALEHHS pO3ainy
WA LEeHTP XiMiKO- "fopaTkosa iHdpopmauis. Al-1. Ynakoska" MKA. ditova
"BopLuaris hapmaueBTUYHNIA pegakuis: MKA JOOATKOBA IHOOPMAUIA (4l) Al-1.
CbKuit 3asof” YnakoBka Mo 25 ry Ty6u antoMiHieBi 3 OyLLOHaMM 3
XiMiKo- BHYTPILLHIM NOKPUTTAM /1akOM, [03BOJSIEHUM [0
chapmaves 3aCTOCyBaHHS Y BCTAHOB/IEHOMY MOpPSAKY. KoxHy Ty6y
TUYHWIA pasoMm 3 iHCTPYKUIE 4151 MEANYHOIO 3aCTOCYBaHHS
3asog” MOMILLAI0Tb Y NauKy 3 KApTOHY 3 MapKyBaHHAM

YKPaiHCBKOI Ta POCICbKOI0 MOBaMM Ta MapKyBaHHAM
WwpndpTom Bpaiins ykpaiHCbKol MoBO. ponoHoBaHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
pepakuif: MKA JOOATKOBA IHPOPMALLIA (A1) Al-1.
YnakoBka Mo 25 r y Ty6u antomiHiei 3 6yLuoHamu 3
BHYTPILLHIM MOKPUTTAM /1aKOM, 4,03BONIEHNM 10
3aCTOCyBaHHS Y BCTAHOB/IEHOMY MOPSAKY. KOXHy Ty6y
pasom 3 iHCTPYKLE0 418 MEeANYHOIO 3aCTOCYBaHHS
NOMILLAaI0Tb Y Mayky
23. AMBIT® TabneTku, BKPUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a He UA/19563/01/01
NNiBKOBOIO "papmak” TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
o60onoHkoto, no 10 thapmakoHarnsgy. 3MiHa y KOpoTKiii XxapakTepucTumui
Mr no 10 TabneTok y nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
6nictepi; no 1 a6o 0151 MeMUYHOro 3acToCyBaHHA Ha nigcTasi perynsipHo
10 6nicTepis y nauui OHOB/IIOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
3aco6y B nic/isipeecTpaviiiHmii nepiod, abo sik pesynbTaT
OL|iHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHUX BiANOBIAHO A0
nnaHy negiatpuyHmx gocnigpxes (PIP) (3MiHy
Y3rO[XEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHU BHECEHI A0 IHCTPYKLUIT 418 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Oco61BOCTI 3acTOCyBaHHA" LWOA0 6e3neku
3aCTOCyBaHHA Ail040i peyoBrHU. BBeAeHHS 3MiH
NpOTSArom 6-Ty MicsILiB Micnsi 3aTBEPAKEHHS
24. AMI3OH® kancynu no 0,5 r, no AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu | 6e3 - UA/12415/01/01
MAKC 10 kancyny "Papmak” MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenma
6nictepi; no 1 abo 2 thapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHSA TEKCTY
6nicTepu B nauuj 3 MapKyBaHHS YNakoBKYW JlikapCbKOro 3acoby, 3okpema
KapToHYy BU/TYYEHHS TEKCTY MapKyBaHHs1, BUK1aAeHoro
POCIiCbKOI MOBOIO, Ta YTOYUHEHHS iHhopMaUil LLoao
norotuny 3asiBHUKa. TepMiH BBEAEHHS 3MiH NPOTSArom 6
MiCALIB MiC/s 3aTBEPKEHHS
25. AMI3OHYUK cuporn, 10 mr/mn; no AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 6e3 He UA/11862/01/01
® 100 mn y chnakoHi; "papmak” TUny - AAMiHICTpaTUBHI 3MiHW. 3MiHa Kogy ATX - 3MiHK peyenma nionsizae

no 1 chrnakoHy Ta 1
[03yBasTbHIl NOXLUI
B nauui

BHECEHO [0 iHCTPYKLi 415 MeAUYHOro 3acToCyBaHHS
nikapcbKoro 3acoby Ao po3ainy "®apmakoTepaneBTuyHa
rpyna. Kog ATX ." BiANOBIAHO A0 MbXKHAPOAHOrO
knacugikatopa BOO3
(http://www.whocc.no/atc_ddd_index/): 3aTBepxeHo -
MpoTuBIpyCHI 3ac06U 151 CUCTEMHOIO 3aCTOCYBaHHS.
Kog ATX JO5A X., 3anponoHoBaHo - MNpoTUBIpyCHi
3ac06u A1 CUCTEMHOrO 3acToCyBaHHS. MNpoTUBIpyCHi
3aco6u npamoi aii. Kog ATX JOSAX17. BBeieHHS 3MiH
NPOTSrom 6-TW MiCALIB NiC/1A 3aTBEPAKEHHS. 3MiHN |
Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta
chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTu
NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUT
ANs1 MeMYHOro 3acTOCyBaHHS Ha MiAcTaBi perynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3Mnekn 3acToCyBaHHS NiKapCbKoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

3acoby B mic/isipeecTpaviiiHvii nepiod, abo sk pesynbTar
OLiHKM 3BITY 3 AOCNiMKEeHb, NpOBeAEHUX BIANOBIAHO A0
nnaHy negiatpuyHmx gocnigkeHs (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM OpPraHoM)
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3acToCyBaHHSA NikapcbKoro 3acoby Ao po3gainy
"Oco6nMBOCTI 3aCTOCYBaHHS" BigMOBIAHO 4,0 OHOBEHOT
iHchopmaLii LWoao 6e3nekn AONOMDKHUX PEYOBYH.
BBefeHHs 3MiH NpoTArom 6-Tn McsLiB nicns
3aTBEPMAKEHHSA. 3MiHK | Tuny - 3MiHW Woa0
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHun)
3MiHN BHECEHO [10 TEKCTY MapKyBaHHS yMNakoBKM
nikapcbKoro 3acoby (BTopvHHa n.17, nepBuHHa Nn. 2. Ta
n.6, a came iHWa TexHi4YHa iHhopmauis, norotun).
BBefieHHs1 3MiH NpoTArom 6-Tv MicALUiB nicns
3aTBEPMAKEHHSA. 3MiHN | TUny - 3MiHW Woa0
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHun)
3MiHN BHECEHO [0 TEKCTY MapKyBaHHS yMNakoBKM
NikapcbKoro 3acoby, a came BUNyYEHHS TEKCTY
POCiiiCbKO0 MOBOIO. BBEIEHHS 3MiH MPOTAroM 6-TK
MicsauiB nicnsa 3aTBepayKeHHs. 3MiHu |l Tuny - 3MiHK
woao 6e3nekn/ehekTBHOCTI Ta chapmakoHarnagy.
3MiHN Y KOPOTKili XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MegnyHoro
3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
LOKMIHIYHUMW, KNIHIYHUMW AaHUMU Ta AaHUMK 3
thapmakoHarnagy - 3mMiHM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHA /likapCbKoro 3acoby Ao
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyAAr0" BignoBiAHO [0 pesynbTartis fOKNIHIYHMX
JOCnigpKeHb BNMBY eHicamiymy iogauay Ha
hepTUNbHICTbL Ta opraHoreHes. BBeeHHs 3MiH
NpoTArom 6-T1 MicALIB NicA 3aTBEPMKEHHS. 3MiHu |
Tuny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta iIHCTPYKLT
AN MeANYHOro 3acTOCyBaHHS y 3B’A3KY i3 HOBUMM
OaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMU faHUMU Ta
AaHvMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO 0
IHCTPYKLUIT 4719 MEANYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby a0 posginis "MpoTunokasaHHs", "Baaemogis 3
HLUIMMKW NikapcbKMKU 3acobamu Ta iHLWi BUAK
B3aemogiin”, "OcobamMBOCTi 3acTOCyBaHHS",
"MepeposyBaHHsa", "M06GIYHI peakuii" pesynbTatn
KAIHIYHUX JocnifkeHb. BBeAeHHSA 3MiH NpOTArom 6-Tu
MicsAUiB nicnsA 3aTBepaKeHHs. 3MiHu |l Tuny - 3MiHN
oo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsay.
3MiHW y KOpPOTKili XapakTepucTuLi nikapcbkoro 3acoby,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeauyHoro
3aCTOCYBaHHS y 3B's13KY i3 HOBUMU AaHUMU 3 SKOCTI,

OOKNIHIYHUMM, KNIHIYHAMW JaHUMW Ta AaHuMu 3
thapmakoHarnsgy - 3MiHM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOoCyBaHHA ikapCbKoro 3acoby Ao
po3sgainy "®apmakonoriyHi BnactmsocTi" (Nigpo3aimn
"MexaHi3m gii" Ta "®apmakoguHamika") pesynbtatu
OOKNiHIYHUX gocnimkeHb 2008-2020. BBegeHHS 3MiH
NpoTArom 6-T1 MicALIB NicA 3aTBEPMKEHHSA. 3MiHu ||
Tuny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnagy. BHeceHHss abo 3miHa(u) fo
3060B's13aHb Ta YMOB BUauvi peecTpauiiHoro
nocBigYeHHs, BKIoYaoun MnaH ynpaeiHHA pyU3mkamm
(3acTocyBaHHs 3MiH(M), SiKi(a) BUMaratoTb(€)
noAasIbLIOro 06rpYHTYBaHHA HOBUMMW AO4ATKOBUM
JaHnMK, Lo MaloTb HaJaBaTUCA KOMNETEHTHUM
opraHoMm, OCKifIbk BUMaraeTbCs CyTTeBA OLjiHKa
KOMMNETEHTHUM OpraHoMm) 3asiBHUKOM HajaHo
OHOBJ/IEHWIA MnaH ynpasniHHA pu3nkamm Bepcis RMP-
PV-000227/2. BHeceHi 3MiHW B yacTuHy Il po3ginun C1,
CIV, CV, CVII, CVIII, yactuuu I, V,VI flogaTok 2,
[Jlopatok 3y 3B’A3KYy 3 OHOB/IEHHAM AaHux 3 6e3neku
Ait04O0T peYOBUHY 3rigHO AaHuX KNiHIYHUX JdocnigxeHb /13
Ami3oH Makc kancynn. 3MiH1 B NUTaHHAX 6e3neku.
Baxnuewuit BUSBAeHUA pyu3nk: JloaaHo BaxIMBuiA
iLeHTUchikoBaHUIA py3nK «liNOTUPEO3, BUKIMKAHWI
noanpomy». BaxxnuBuii ineHTUIKOBaHWIA pru3mnk
«linepuyTAMBICTb» BUTyYEHWIA, TaK 5K BiH € fo6pe
KepoBaHVUM pu3nkom. MonepeaHin Baxxnmeuii
ieHTMhiKoBaHWI pr3nK "PU3NKK, NOB'A3aHI 3 HASIBHICTIO
oy y Aitodili pe4yoBuHi» 6yB 06'eQHaHNIA 3 PUSNKOM
«linoTMpPeOns,BUKNVKaHUIA HOANAOM», TaK K Mae
3arasibHi haKkTopu pU3nKy i MEXaHI3MU PO3BUTKY.
BaxnuBi NOTEHLHI pU3NKN «3acTOCyBaHHSA NPY THKKNX
NopyLUEeHHAX QPYHKUIT NeYiHkn» Ta «3acTocyBaHHS npu
TSOKKMX NOPYLUEHHAX (DYHKLT HAPOK» BUAATEHI Ha
nigcrasi pe3ynbTaTiB AOC/iMHKEHb Baxxnvea BiaCyTHA
iHbopMmaList «3acTocyBaHHSA y nepiog BariTHOCTI Ta
nakTauii» 6yna BuganeHa Ha nigcrasi pesynbTaris,
OTPUMaHVX Yy AocnimpKeHHAX" Pe3stome MNnany
ynpas/iHHA pu3nkamun Bepcia RMP-PV-000227/2
[0Aa€ETbCA.
TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tu MicsLB He

BiApasy nicnsa 3aTBepmkeHHs. 3MiHu Il Tuny - 3miHn
woao 6e3nekn/ehekTBHOCTI Ta chapmakoHarnagy.
3MiHN Y KOPOTKili XapakTepucTuLi Nnikapcbkoro 3acoby,

pekoMeHA0BaHO Ockinibku MYP Mae 6yTv BNpoBamXeHuii

TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MegUyYHOro
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n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakoska)

3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMU AaHUMK 3 SKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMW JaHUMU Ta AaHUMK 3

thapmakoHarnagy - 3mMiHM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHA /likapCbKoro 3acoby A0

po3ainy "®apmakonoriyHi BnactusocTi” (nigposainu

"MexaHi3m gii" Ta "®apmakoguHamika") pesynbtatu
OOKNIHIYHUX gocnigpkeHsb in vitro 2020 cTOCOBHO

NpoTUBIpYCHOI Aii eHicamiymy ioanay npn SARS-CoV-2.
BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS

6e3

UA/11862/01/01

26.

AMI3BOHYUMK
®

cuporn, 10 mr/mn; no
100 My dhnakoHi;
no 1 donakoHy Ta 1
[03yBasIbHIl NOXLUI
B nauu,i

AT
"papmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknit 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHWI 3aci6. 3miHa y
NepBUHHIA yNakoBLji rOTOBOTO JlikapCbKoro 3acoby
(aKicHWIA Ta KinbKiCHWI cknag) - M'aki Ta HeCTepubHi
pigki nikapcbki hopmu - BHeceHHs 3miH go p. 3.2.P.7.
CurcTeMa KoHTelHep/ 3aKynoptoBasibHUIA 3aci6, a came
3MiHa 6apBHVKa y cknagi marepiany KpuLLKA
3aKynoprBasIbHO-HArBiHYYBaHOI 3 KOHTPO/IEM NePLLOro
BigKpuTTA TUN 1.44 (KOHyC) BUpobHuuTBa TOB
dapmmall, YkpaiHa. OCHOBHWIT MaTepiasl KpULLKK
3anmwaeTbesa 6e3 3miH. o cknagy matepiasy KpyULku
BBeAeHo aobasky: FINAWAX-O -0,1% (nuwe fo cknagy
marepiany KOHTPO/IbHOIO KifbLs) Ta 6apeHuK Polywhite
NG8710. 3aTBepaxeHo: MaTepian Kpuwka: NMEHT RL
58, CKIM 6innii ME81472CO. KinbLe KOHTPO/IHO
(Bknaguw): MEBT 15803-020, CKMM 6innin ME81472CO.
3anponoHoBaHo: MaTepian Kpuwka: HDPE Liten RL-58,
6apBHYK Mapku: Polywhite NG8710.
KoHTponbHe kinbue: LDPE 15803-020; LDPE LITEN MB
71; pobaska: FINAWAX-O -0,1%; 6apBHUK MapKu:
Polywhite NG8710. 3miHu | Tuny - 3MiHW 3 SAKOCTI.
oToBUIA Nikapcbkuit 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa napameTpiB
cneundikauii Ta/abo AONYCTUMUX MEX NEPBUHHOT
yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (iHLi 3MiHW)
OHoBrieHHs po3sginy 3.2.P.7 Cuctema koHTeliHep/
3aKyrnoproBasibHWiA 3acib, a caMe BHECEHHS 3MiH 10
cneumdikauii Ha KPULLKX 3aKyrnoproBasibHO-
HarBiH4yBaHOI 3 KOHTPO/IEM NEPLUOro BigkpuTTa Tun 1.44
(koHyc) Bupo6HULTBa TOB ®apmmall, YkpaiHa [o
NPOEKTy cneymdikawii BHOCATbCA HACTYMHI 3MiHU: -
akTyanisauis pegakuii nokasHukis «Martepian»,
«30BHILWLHIN BUrNAL», «Po3mipu, hopmar, «KoHTponb
NepLUOro BigKpUTTA», «epMETUYHICTb»

peyenma

UA/15452/01/01

27.

AMIKALA,

PO34UH NS iH'EKL,
250 mr/mn no 2 mn

ToBapuct
BO 3
06MexeHo

YkpaiHa

ToBapucTso 3
06MeXeHo

YKpaiHa

BiANOBIAA/ILHICTIO

BHECEHHS 3MiH 40 peecTpaLiiiHMx MmaTepiasis: 3MiHu |
TMNy - AOMiIHICTPaTMBHI 3MiHW. 3MiHa HaliMEHYBaHHS

Ta/abo agpecu 3asBHMKA (B1aCHWKa peecTpaviiHoro

3a
peyenmom

abo 4 mny
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
dhnakoHax; no 1 10 thipma noceigyeHHs). 3mMiHa agpecu 3asBHMKa
dhnakoHy B nauui 3 Bignosiga "HoBothapm-
KapTOHY; NbHICTIO BiocuHTes"
no 2 mnabo 4 mny hipma
dhnakoHax; no 5 "HoBodhap
h1aKkoHiB y M-
KOHTYPHIl BiocuHTes
YapyHKOBIli "
ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBkn B nauuii 3
KapToHY
28. AMIHOMNNA3 pO34uH NS iHdysil B. BpayH HimeuumnH Brpo6HMLUTBO, HimeuyunHa BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a - UA/5099/01/01
MA/Ib® no 500 mny Menb3yHr a nepBuHHa Ta TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
FENA - 10% nakoHax, no 10 eH Al BTOPUHHA hapmakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO A0 TEKCTY
chrakoHiB y Kopobui ynakoBka, BUMyCK MapKyBaHHSA NepBUHHOT Ta BTOPVHHOT yNakoBKM
cepii: b. bpayH nikapcbKoro 3acoby B n. 8. «AATA 3AKIHUEHHA
Menb3yHreH AT, TEPMIHY MPUAATHOCTI», n 17. «IHWE». TepMiH
HimeuunHa; BBE/EHHS 3MiH NPOTAroM 6 micauis nicns
KoHTposb fKocTi - 3aTBEPAKEHHS.
I3NUHI/XIMIYHI
BMMNPOGYBaHHS,
MiKPOGIONOriyHi
BMNpobyBaHHsA
(BvKHOYaOYM
BUNPOBYBaHHSA
cTepunbHocTi): b.
BpayH
Menb3yHreH Al
HimeuyuunHa;
KoHTporsb skocTi -
PI3NYHI/XIMIYHI
BMNPOBYBaHHSA:
A&M CrabTtect
'M6X (OpHITUHY
nakrtam),
HimeyynHa
29. AMKECO/I® Tabnetku no 10 MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | 3a - UA/13574/01/01
Tabnetok y 6nictepi; | "Ximdhapm "Ximthapm3asozg MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peyenmom
no 2 6nictepu y 3aB0o/, "YepBoHa 3ipka” thapmakoHarnsagy (iHwi 3miHn) BeegeHHsA 104aTKOBOTO
nauLi 3 KapToHy; no "YepBoHa TEKCTY MapKyBaHHSI BTOPUHHOT YNakoBKW NiKapcbKoro
20 TabneTtoKy 3ipka” 3aco6by i3 3a3HaueHHsam 2D-kogy y n. 17 IHLWE. TepmiH
6nictepi; no 1 BBEJEHHS 3MiH - NPOTAroM 6 MicauiB nicns
6nicTepy y nauui 3 3aTBEPKEHHS
KapToHY
30. AMNECCA Tabnetku no 8 mr/5 KPKA, CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 3a - UA/12846/01/02
mr; no 10 TabneTok n.4n., Hoso mecTo, CnoBeHis TMny - 3MiHK 3 AKocTi. CepTudikaTt BignosigHocTI/IE- peyenmom
y 6aicTepi; no 3 abo MecTo (BMPOGHMLTBO "in cepTuduikar BignoBiAHOCTI €BpoNelicbKi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
no 6, abo no 9 bulk", neperHHe thapmakonei/moHorpadii. NMogaHHA HOBOro abo
6nictepiB y Ta BTOPUHHE OHOB/IEHOTO cepTugikaTa BignoBigHOCTI ab0 BUYYEHHS

KapTOHHiiA Kopo6Li

nakyBaHHs,
KOHTPO/Ib Ta
BUNYyCK cepil);
KPKA, a.4., Hoso
mecTo, CnoBeHist
(koHTpOSb cepii
(hi3nyHi Ta XimiuHi
meToan
KOHTPON0))

cepTudpikaTa BignoBigHOCTI EBponelickbkili hapmakoner:
ansa A®l; ona BuxigHoro
Mmarepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BVKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBPONEChKIl
papmakonei) - OHOBMeHWIA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOOHYIKA - NOJAHHS OHOB/IEHOTO
cepTtuddikaTa BiANOBIAHOCTI EBpoNeiickbkin hapmakonei
R1- CEP 2002-184- Rev 07(3aTBepmxkeHo: R1- CEP
2002-184- Rev 06) ana A®l amnoauniy Big
3aTBepxeHoro BupobHnka UNICHEM LABORATORIES
LIMITED, India. 3MiHn | TUny - 3MiHK 3 siKocCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTPOs1b FOTOBOrO NiKapCbKOoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
niKkapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBepKeHUX
MeTofax BUNPO6YyBaHHS) HE3HAYHa 3MiHa Y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS 3a NOKa3HNKOM
“CynyTHi AoMilWwkK. MepuHgonpuny TepT-6yTunamidy Ta
amnogunivy 6ecunaty B Tabnetkax” (HPLC). 3MmiHu |
Tuny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHW BHECEHI B TeKCT
MapKyBaHHS1 Ha Ha BTOPWHHII ynakoBL,i Nikapcbkoro
3aco6y WoA0 OHOBNeHHs iHdhopMmauii y n. "fata
3aKkiHYeHHs1 TepMiHy NpuAaaTHOCTI". 3MiHW | TUnY - 3MiHK
3 aKocTi. CepTudpikar signosigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€Bponelickbkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans A®l; ons
BMXIZAHOro MaTepiany/peareHTy/MpoMbKHOIo NPOAyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI API; ans
[OMOMDKHOT peyoBMHY (cepTudikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuii ceptudikaT Big,
BXE 3aTBEP/)KEHOro BUPOOHYKA - NOAAHHA HOBOrO
cepTtuddikaTa BiANOBIAHOCTI EBpoNeiickbkin hapmakonei
RO- CEP 2019-245- Rev 01 (3aTBepmkeHo: ASMF) ans
A® nepuHaonNpuny Bif BXe 3aTBEPKEHOr0 BUPOOHMKA
KRKA, d.d., Novo mesto, Slovenia. 3miHu | Tuny - 3miHn
3 AkocTi. CepTudpikat BignosigHocTi/l E-cepTudikat
BifnoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI 260 BUNYyYEHHs cepTudikata
BiZiNOBIAHOCTI E€BponeNichkilt hapmakonei: ana Adl; ons
BMXiQHOr0 Marepiany/peareHTy/npoMiKHOro NpPoAyKTy,
LLI0 BUKOPUCTOBYHTLCA Y BUPOGHULTBI A®I; ans
[OMNOMDKHOT peyoBMHUM (CepTudiikaTt BiAMNoBIgHOCTI
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

31

€Bponeiicbkii hapmakonei) - HoBuii cepTudikaT Big,
BXE 3aTBEPAXEHOr0 BUPOGHYMKA - MOJAHHS HOBOTO
cepTudikaTa BignoBigHOCTIi EBponeiickkiii hapmakonel
RO-CEP 2019-235- Rev 00 (3arBepmxeHo: ASMF) ans
A® nepuHAONPUAY Bif BXe 3aTBEPKEHOr0 BUPOGHMKA
Zhejiang Menovo Pharmaceutical Co., Ltd., China.

3MmiHu | TMNY - 3MiHKW 3 SKOCTi. FOTOBUIA NiKapCbkuii 3aci6.

KOHTpO/1b rOTOBOro NikapcbKoro 3acoby (iHLi 3MiHN)
OHOBJIEHHS BXE 3aTBEP)KEHNX METOZIB KOHTPOHO
AKOCTI IiKapCbKOro 3acoby, a came: BUKNAAEHHS TEKCTY
[epXaBHOI MOBOIO 3TifiHO Cy4acHuXx BUMOr. BBeeHHs
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKeHHS

nocsBi0OYeHHs

AMJIECCA

Tabnetku no 8 mr/10
Mr; no 10 TabneTok
y 6nictepi; no 3 abo
no 6, abono 9
6nictepiB y
KapTOHHI Kopoo6Li

KPKA,
An.4., Hoso
MecTo

CnoBeHisi

KPKA, a.4a., Hoso
MecTo, CrioBeHis
(BMpPOGHMLTBO "in
bulk", neperHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/Ib Ta
BMNyCK cepil);
KPKA, 4.4., Hoso
mecTo, CnoBeHist
(koHTpOSb cepii
(hiznyHi Ta XimiuHi
meToan
KOHTPON0))

CnoseHis

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudikat BigNOBIAHOCTI €BpONENCHKIl
thapmakonei/moHorpadii. MogaHHA HOBOro abo
OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUTyYEHHS
cepTudiikaTa BifnNoOBIAHOCTI EBpONeENCHKin hapmakonei:
ansa A®l; ona BuxigHoro
marepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBPONEChKIl
hapmakonei) - OHOBEHWIA cepTudikart Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBponeiickbkiit hapmakonei
R1- CEP 2002-184- Rev 07(3aTBepmxkeHo: R1- CEP
2002-184- Rev 06) ana A®l amnoauniny Big
3aTBepxeHoro BupobHnka UNICHEM LABORATORIES
LIMITED, India. 3MiHn | TUny - 3MiHK 3 sikocTi. FoTOBWMIA
nikapcbknii 3aci6. KOHTpoNb roToBOro NikapCbKoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBepKEeHUX
MeTo4ax BUNpPobyBaHHSA) HE3HAYHA 3MiHa Y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS 3a NOKa3HNKOM
“CynyTHi AoMilwkun. MepuHgonpuny TepT-6yTunamidy Ta
amnogunivy 6ecunaty B Tabnetkax” (HPLC). 3MmiHu |
Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHI B TEKCT
MapKyBaHHS Ha Ha BTOPWHHIN ynakoBLi MiKkapCbKoro
3aco0y W00 OHOBNeHHS iHdhopMmauii y n. "fata
3aKiHYeHHs1 TepMiHy NpuAaTHOCTI". 3MiHW | TUNY - 3MiHK
3 aKocTi. CepTudpikar BignosigHocTi/lE-cepTudikat
BiANOBIgHOCTI E€Bponelickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANoOBIAHOCTI EBponeiickkili hapmakonei: ans A®l; ons
BMXIZAHOrO MaTepiany/peareHTy/NpoMbKHOIo NPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCA Y BUPO6GHULUTBI API; nns

3a
peyenmom

UA/12846/01/04
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n/n

JliKapcbKo20
3acoby
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32,

AM/IECCA

[OMOMDKHOT peyoBMHY (CepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuii ceptudikaT Big,
BXe 3aTBEpPAXEHOro BUPOBHYKA - NOAAHHS HOBOrO
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkii hapmakonei
RO- CEP 2019-245- Rev 01 (3aTBepmkeHo: ASMF) ans
A® nepuHponNpuny Bif BXE 3aTBEPIKEHOr0 BUPOOHMKA
KRKA, d.d., Novo mesto, Slovenia. 3miHu | Tuny - 3miHn
3 AkocTi. CepTudpikat BignosigHocTi/I E-cepTudikat
BignoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI 260 BUNYYEHHs cepTudikata
BiZiNOBIAHOCTI E€BponeNichkilt hapmakonei: ana Adl; ons
BMXiQHOrO Marepiany/peareHTy/npoMiKHOro NpPoAyKTy,
LLI0 BUKOPUCTOBYHTLCSA Y BUPOGHULTBI A®I; ans
[OMNOMDKHOT peyoBMHY (CepTuddikaTt BiANoBIgHOCTI
€Bponeiicbkii hapmakonei) - HoBuii cepTudikaT Big,
BXe 3aTBepAKeHOro BUPOo6HYMKa - NoAaHHSA HOBOrO
cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonel
RO-CEP 2019-235- Rev 00 (3arBepmxeHo: ASMF) ans
A® nepuHAONPUAY Bif BXe 3aTBEPAKEHOTO BUPOGHUKA
Zhejiang Menovo Pharmaceutical Co., Ltd., China.
3MmiHu | TMRY - 3MiHKW 3 SKOCTi. F0TOBUIA NiKapCbkuii 3aci6.
KOHTpO/1b rOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN)
OHOBJ/IEHHS BXE 3aTBEPKEHNX METO/IB KOHTPO/IO
AKOCTI IiKapCbKOro 3acoby, a came: BUKNAAEHHS TEKCTY
[epXXaBHOI MOBOIO 3TiJHO CyyacHuXx BUMOr. BBeeHHs
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKeHHS

nocsBi0OYeHHs

Tabnetku no 4 mr/5
Mmr; no 10 TabneTok
y 6nictepi; no 3 abo
no 6, abono 9
6nictepiB y
KapTOHHI Kopoo6Li

KPKA,
An.4., Hoso
MecTo

CnoBeHisi

KPKA, a.4a., Hoso
MecTo, CrioBeHis
(BMpPOGHMLTBO "in
bulk", neperHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/Ib Ta
BMNyCK cepil);
KPKA, 4.4., Hoso
mecTo, CnoBeHis
(koHTpOSb cepii
(hiznyHi Ta XimiuHi
meToan
KOHTPOI0))

CnoseHis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudikat BigNOBIAHOCTI €BpONENCHKil
thapmakonei/moHorpadii. NMogaHHA HOBOro abo
OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUyYEHHS
cepTudiikaTa BignNoBIAHOCTI EBpONeENChKin hapmakonei:
ans A®l; ona BuxigHoro
martepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBuHM (cepTudikaTt BiANOBIAHOCTI EBPONEChKil
hapmakonei) - OHOBEHWIA cepTudikart Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BiANoOBiAHOCTI EBponeiickbkii hapmakonei
R1- CEP 2002-184- Rev 07(3aTBepmxkeHo: R1- CEP
2002-184- Rev 06) ana A®l amnoauniny Big
3aTBepxeHoro BupobHnka UNICHEM LABORATORIES
LIMITED, India. 3MiHn | TUny - 3MiHK 3 sikocTi. FoTOBWMIA
nikapcbknii 3aci6. KOHTpoNb roToBOro NikapCbKoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBepKEeHUX

MEeT04ax BUNPobyBaHHS) HE3HAYHA 3MiHa Y

3a
peyenmom

UA/12846/01/03
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33.

3aTBEPKEHNX MeToAax BUNPOOYBaHHS 3a NOKa3HNKOM
“CynyTHi foMillkun. MepuHaonpuny TepT-6yTunamMiHy Ta
amnogunivy 6ecunaty B Tabnetkax” (HPLC). 3MmiHu |
Tuny - 3miHK Woao 6e3nekn/etpekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHW BHECEHI B TeKCT
MapKyBaHHS1 Ha Ha BTOPWHHII ynakoBL,i Nikapcbkoro
3aco6y WoA0 OHOBNeHHs iHdhopMmauii y n. "fata
3aKkiHYeHHs1 TepMiHy NpuAaaTHOCTI". 3MiHW | TUnY - 3MiHK
3 aKocTi. CepTudpikar BignosigHocTi/lE-cepTuddikat
BiANOBIAHOCTI E€Bponelickbkili hapmakonei/MmoHorpadii.
MogaHHA HOBOrO abo OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans A®l; ons
BUXIZAHOro MaTepiany/peareHTy/nMpoMbKHOIo NPoAyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI API; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuii cepTudikaT Big,
BXe 3aTBEpAKEHOro BUPOBHYKA - NOAAHHS HOBOrO
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkii thapmakonei
RO- CEP 2019-245- Rev 01 (3aTBepmkeHo: ASMF) ans
A® nepuHponNpuny Bif BXE 3aTBEPIKEHOr0 BUPOOHMKA
KRKA, d.d., Novo mesto, Slovenia. 3miHu | Tuny - 3miHn
3 AkocTi. CepTudpikat BignosigHocTi/I E-cepTudikat
BifnoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI @60 BUNYyYEHHs cepTudikata
BiZiNOBIAHOCTI EBponeNichkilt hapmakonei: ana Adl; ons
BMXiQHOr0 Marepiany/peareHTy/npoMiKHOro NpPoAyKTy,
LLI0 BUKOPUCTOBYHTLCA Y BUPOGHULTBI A®I; ans
[OMOMDKHOT peyoBMHY (CepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - HoBuin cepTudikaT Big,
BXe 3aTBEepAXEeHOro BUPOo6HYMKa - N0AaHHSA HOBOrO
cepTudikaTa BignoBigHOCTIi EBponeiickkiii hapmakonel
RO-CEP 2019-235- Rev 00 (3arBepmxeHo: ASMF) ans
A® nepuHAONPUAY Bif BXe 3aTBEPMAKEHOTO BUPOGHUKA
Zhejiang Menovo Pharmaceutical Co., Ltd., China.
3MmiHu | TMNY - 3MiHKW 3 SKOCTi. FOTOBUIA NiKapCbkuii 3aci6.
KOHTpO/1b rOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN)
OHOB/IEHHS BXE 3aTBEPLKEHNX METO/IB KOHTPOSIO
AKOCTI IiKapCbKOro 3acoby, a came: BUKN3AEHHS TEKCTY
[epXXaBHOI MOBOIO 3TifJHO Cy4acHuXx BUMOr. BBeeHHs
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKeHHS

nocsBi0OYeHHs

AM/IECCA

TabneTku no 4 mr
/10 ~r; no 10
TabneTtok y 6nictepi;
no 3 a6o no 6, abo
no 9 6nictepis y

KapTOHHI Kopoo6Li

KPKA,
An.4., Hoso
MecTo

CnoBeHisi

KPKA, a.4a., Hoso
mMecTo, C/noBeHis
(BMpPOGHMLTBO "in
bulk", neperHHe
Ta BTOPUHHE
nakyBaHHs,

CnoseHis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudikat BigNOBIAHOCTI €BpONENCHKIl
hapmakonei/moHorpadii. NMogaHHA HOBOro abo
OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUTyYEHHS
cepTudiikaTa BifnoBiAHOCTI EBpONeENChKin hapmakonei:

3a
peyenmom

UA/12846/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

KOHTPO/Ib Ta
BMNyCK cepil);
KPKA, a.4., Hoso
mecTo, CnoBeHist
(koHTpOSb cepii
(hi3nyHi Ta XimiuHi
meToan
KOHTPON0))

ons A®l; ona BuxigHoro
mMarepiany/peareHTy/npoOMKHOIO NPOAYKTY, WO
BVKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBPONEChKIl
papmakonei) - OHOBMeHWIA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOOHYIKA - NOAAHHS OHOB/IEHOTO
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkii thapmakonei
R1- CEP 2002-184- Rev 07(3aTBepmxkeHo: R1- CEP
2002-184- Rev 06) ana A®l amnoauniny Big
3aTBepxeHoro BupobHnka UNICHEM LABORATORIES
LIMITED, India. 3MiHn | TUny - 3MiHK 3 sikocCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTPOs1b FOTOBOrO NiKapCbKOoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
niKkapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepKeHUX
MeTofax BUNPO6YBaHHS) HE3HAYHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS 3a NOKa3HNKOM
“CynyTHi foMillkun. MepuHaonpuny TepT-6yTunamMiHy Ta
amnogunivy 6ecunaty B Tabnetkax” (HPLC). 3MmiHu |
Tuny - 3miHK Woao 6e3nekn/etpekTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) 3MiHW BHECEHI B TeKCT
MapKyBaHHS1 Ha Ha BTOPWHHII ynakoBL,i Nikapcbkoro
3aco6y Wo0 OHOBMeHHs iHdhopMmauii y n. "fata
3aKkiHYeHHs1 TepMiHy NpuAaTHOCTI". 3MiHW | TUNY - 3MiHK
3 aKocTi. CepTudpikar BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans A®l; ons
BMXIZAHOro MaTepiany/peareHTy/nMpoMbKHOIo NPOAyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOBGHULTBI API; ans
[OMOMDKHOT peyoBMHY (cepTudikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuii cepTudikaT Big,
BXe 3aTBEpPAXEHOro BUPOBHYMKA - NOAAHHS HOBOrO
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkii thapmakonei
RO- CEP 2019-245- Rev 01 (3aTBepmkeHo: ASMF) ans
A® nepuHaoNpuny Bif BXE 3aTBEPKEHOr0 BUPOOHMKA
KRKA, d.d., Novo mesto, Slovenia. 3miHu | Tuny - 3miHn
3 AkocTi. CepTudpikat BignosigHocTi/I E-cepTudikat
BifnoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI @60 BUNYyYEHHs cepTudikata
BiZiNOBIAHOCTI E€BponeNchkit hapmakonei: ana Adl; ons
BMXiQHOrO marepiany/peareHTy/npoMikKHOro NpPoAyKTy,
LLI0 BUKOPUCTOBYHOTLCSA Y BUPOGHULTBI A®I; ans
[OMNOMDKHOT peyoBMHY (CepTuddikaTt BiANoBIgHOCTI
€Bponeiicbkii hapmakonei) - HoBui cepTudikaT Big,
BXe 3aTBepAXeHOro BUPOo6HYMKa - NoAaHHSA HOBOrO
cepTudikaTa BignoBigHOCTIi E€Bponeiickbkiii hapmakonel
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
RO-CEP 2019-235- Rev 00 (3arBepmxeHo: ASMF) ans
A® nepuHAONPUAY Bif BXe 3aTBEPAKEHOTO BUPOGHUKA
Zhejiang Menovo Pharmaceutical Co., Ltd., China.
3MmiHu | TMNY - 3MiHKW 3 SKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN)
OHOBJ/IEHHS BXE 3aTBEPKEHNX METO/IB KOHTPO/IO
AKOCTI IiKapCbKOro 3acoby, a came: BUKNAAEHHS TEKCTY
[epXXaBHOI MOBOIO 3TiJHO CyyacHuXx BUMOr. BBeeHHs
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKeHHS
34. AM/NIOCTAT® | TabneTku, BKpUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a He UA/11500/01/01
060/10HKO10, Mo 14 "TNEQPA PAPM" TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
Tabnetok y 6nictepi, PM NTA" thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui

no 1 a6o 2, abo no
4, abo no 6
6nictepis y
KapTOHHI ynakoBL,i

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
AN MeAMYHOro 3acToCyBaHHS Ha NiAcTasi perynspHo
OHOBJIOBAHOrO 3BiTY 3 6Ge3nekn Nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acToCyBaHHSA NiKkapCbKoro
3acoby B nic/isipeecTpaviiiHmii nepiod, abo sik pesynbTaT
OLjiHKM 3BITY 3 AOCIMKEHb, NPOBEAEHUX BiANOBIAHO A0
nnaHy negiatpuyHmx gocnigpxes (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHom)
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby y po3ain
"Mepeno3yBaHHA" BiANOBILHO [0 OHOBMEHOI iH(hopMaLiT
3 6e3neku Ajtoyoi peyoBuHW. CynyTHSA 3MiHa - 3MiHK
Loao 6e3nekn/ehekTBHOCTI Ta chapmakoHarnagy.
BHeceHHs abo 3miHa(u) A0 3060B'A3aHb Ta YMOB Buaadi
peecTpaLiniHOro NoceigYeHHs, BkIoYatoun MNnaH
ynpaBAiHHA pU3nKamu (3aCTOCyBaHHS TEKCTY, KNI
NOrofXXeHW 3 KOMNETEHTHUM OpraHoM) 3asBHUKOM
HaZiaHO OHOB/EHWIA MnaH ynpasniHHA pu3nkaMun Bepcis
1.2 3MiHM BHECEHO [0 YacTuH: | «3aranbHa
iHdhopmauis» 1l «Cneundikauis 3 6e3nekm» (Mogynb CV
«[icnapeecTpauiliHnii goceig») V «3axoaun 3 MiHimisauii
pu3ukiB», VI «Pe3tomMe nnaHy ynpasriHHA pusmkamu» VI
«Jlogatkn» (oAaTOK 2) y 3B'A3KY 3 OHOB/IEHHAM
iHchopMmawii 3 6e3nekn Ajlounx PeyoBuH, L0 €
PYTUHHUMM 3axodamu 3 MiHiMi3aLii pu3ukiB. 3miHu | Tuny
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKilli XxapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
AN MeAUYHOro 3acTOCYBaHHs
reHepuUHMX/ribpuAHNX/6ionoAibHMX NikapCbkMx 3aco6iB
nicns BHECEHHs Tiel camoi 3MiHWN Ha pedhepeHTHW
npenapar (3mMiHa He NoTpebye HafaHHA XOLHUX HOBMX
[04aTKOBUX AaHnX) 3MiHU BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y po3ginu
"MpoTunokasaHHs", "B3aemMogis 3 iHLWIMMU NiKapCbKMu
3acobamu Ta iHwWi BUAM B3aemogiin”, "OcobamsocTi
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

"won

3acTocyBaHHs", "3acTocyBaHHA y nepiog BaritTHoCTi abo
rofyBaHHs rpyaat”, "3aatHicTb BNAMBATU Ha LWBUAKICTD
peaxuii Npy KepyBaHHi aBTOTPaAHCNOPTOM ab0 iHLWMMK
mexaHismamu", "Cnoci6 3acTocyBaHHs Ta gosun”, "Aitn"
(peparyBaHHs), "Mepeno3yBaHHs", "Mo6iYHI peakuii”
3rigHO 3 iHchopmaLieto LWoA0 MEeANYHOIO 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (KAAYET 5/10,
TabneTku. BKPUTI NNiBKOBOIO 060I0HKOKD). 3MiHU | Tuny -
3MiHM Wopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLT
015 MeQNYHOro 3acToCyBaHHS Ha NiAgcTaBi perynsipHo
OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
3aco6y B nic/isipeecTpaviiiHnii nepiod, abo sik pesynsTtaT
OLiHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX BigNOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom)
3MiHN BHECEHO A0 IHCTPYKLii A1 MeAUYHOro
3aCTOCYBaHHSA NikapCcbKoro 3acoby y po3ainm
"Ocob6nmBocTi 3acTocyBaHHsA", "MobiuHI peakwii
BiAMOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3neku gjtoyoi
peyoBUHW. 3MiHK | TUNy - 3MiHW WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHun)
3MiHN BHECEHO A0 IHCTPYKLii A1 MeAUYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y posainm
"Ocob6nmBocTi 3acTocyBaHHA", "M06iuHi peakuii" WwWoao
Ba)X/IMBOCTI 3BiTyBaHHsI NPO N06iYHi peakuii

35.

AHIINOP

PO34MH O19 POTOBOI
NOPOXHUHK no 120
M abo 200 mny
hNakoHi CKIsIHOMY;
no 1 donakony 3
MipHUM
CTakaH4MKOM B
nauyj; no 120 mn
a6o no 200 mn y
donakoHi
nonimepHomy; no 1
h1akoHy 3 MipHUM
CTakaH4MKOM B
navu,i

MpuBatHe
aKLioHepH
e
TOBapuCTB
o}
thapmaues
TMYHa
habpuka
"Biona"

YKpaiHa

MNpuBaTHe
aKujioHepHe
TOBapuCTBO

hapmMaveBThYHA
¢habpuka "Biona"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
dhopmy abo po3Mipy KOHTEMHEpPa Ym 3aKynoproBasibHOTO
3ac06y (NepBUHHOT ynakoBkK) (HECTEPUSIbHI NiKapCbki
3ac06u) JOMOBHEHHS HOBOTO 3aKyNOPIBasIbHOTO 3ac0by
015 CKNsiHUX chnakoHiB Tuny BBk-B HOBUM TUNoMm
KPULLIKX NOTIMEPHOI 3 KOHTPO/IEM MEPLLOrO BiAKPUTTS Ta
3axucTom Big, giteli Tun 1,4 CRC-B 01, 6e3 sikicHoi Ta
KiNbKICHOT 3MiHWM MaTepiany Ta 6e3 3MiH1 BUPO6HMKa
NepBUHHOIO NakyBaHHS.
3aTtBeppxeHo: KomnnekTauis: conakoHn tuny BBk-B-
125-27-0OC, BBk-B-200-27-OC Ta Kpuwka 1.44,.
3anponoHoBaHo: Komnnekrauis:
dnakoHn Tuny BBk-B-125-27-0OC, BBk-B-200-27-0OC Ta
Kpuwka 1.44 cdonakoHn Tuny BBk-B-125-27-OC, BBk-B-
200-27-OC Ta kpuwka 1,4 CRC-B 01

6e3
peuyenma

UA/18048/01/01

36.

AHOPO™EN
nnTA™

NOPOLUOK A5t
iHransuin,
[030BaHuii, no 55

"nakcoCwmi
TKnsAiH
Ekcnopt

Benuka
BpuTaHis

nakco
OnepeiiwHe HOK
NimiTeq

Benuka
BpuTtaHis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. APl KoHTponb APL. 3miHa y
MeTodax BunpobysaHHs A®l abo BuxigHoro

3a
peyenmom

UA/14742/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
MKI/22 MKr/fo3y; no Nimiten marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
30 go3y BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa A®I (iHLWi
NMOpPOLLKOBOMY 3MiHM) BUNYYEHHS ONMUCY aHaNiTUYHUX METOAMK aHanisy
iHransaTopi; mo 1 peareHTa heHiny NiTito, AKMA BUKOPUCTOBYETLCA AN1A
iHranaTopy B /10TKY 3 CUHTE3Y Ailo40T pevyoBMHN YMEKNIANHIYyMY 6poMiay.
hoNbr1 B KAPTOHHIiA 3MiHn | TUNY - 3MiHK 3 sKocTi. APl KoHTponb A®l. 3miHa
Kopoo6Li y MeTogax BunpobysaHHs APl abo BMXigHOTO
mMarepiany/npoMiKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLieci BupobHuutea AP (iHwwi
3MiHM) BUTYYEHHS ONMUCY aHaNITUYHNX METOAMK aHanisy
peareHTa 2-xn0peTaHony, akuii BUKOPUCTOBYETLCA A1
CUHTE3Y A1il0401 pevOBMHN YMEKNIANHIYMY 6pomiay
37. APUTEPO Tabnetku no 5 wmr; leTepo IHgjis [eTepo /1a63 IHAisa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a - UA/17596/01/01
no 30 TabneTtok y Na63 Nimiteq TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
KOHTeliHepi; no 1 Nimiteq thapmakoHarnsigy. BeegeHHs abo 3miHu go
KOHTelHepy y y3araslbHeHUX JaHux npo cuctemy hapmakoHarnsgy
KapTOHHIA KOopooLi (BBELEHHSA y3araslbHEHNX AaHUX NPO CUCTEMY
hapmakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnfgy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BOHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0cO6U, BiAMNOBIAa/IbHOI 3a
3pjiicHeHHs1 hapMakoHarnsay (BK/IHYAKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHI macTep-thaiina
cucteMun dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOBaXEHOI 0CO6M 3as1BHYKA, BifnoBigabHOT 3a
hapMakoHarnag. 3mMiHa KOHTaKTHOT 0CO6M 3asBHWMKa,
BiANOBIga/IbHOI 3a hapMakoHarnag B YkpaiHi. [itoua
penakuis: Hypies EngaHisz Animosud. MponoHoBaHa
pepakuis: Tonokesny Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiANoBiAaIbHOI 32 hapmakoHarnsa B YkpaiHi
38. APUTEPO Tabnetku no 10 mr, leTepo IHAiA [eTepo /1a63 IHAisA BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a - UA/17596/01/02
no 30 TabneTok y Na63 Nimiten Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
KOHTeliHepi; no 1 Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu fo

KOHTEliHepy y
KapTOHHIA Kopoo6Li

y3arasibHeHNX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3arasibHeHUX AaHuX Npo cucTemy
hapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTemu chapmakoHarnagy) 3miHa KOHTaKTHUX JaHux
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMoBIga/IbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANoOBigasIbHOI 3a hapmakoHarisg B YkpaiHi. flitoua
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
pepakuis: Hypie EngaHiz Animosuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CObY 3asBHMKa,
Bi4NoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi
39. APTEAXA® kancynu; no 30 abo MPAT YkpaiHa BUpPO6HUK, Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 6e3 nionsieae UA/4461/01/01
KOMMJIEKC 60 kancyny "®ITOPA BiANOBIgaIbHNI 3a TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknit 3acib. peyenma
KOHTeliHepi; no 1 pMm" BVMPOGHMLTBO, CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
KOHTelHepy B nauyj; nepBuHHeE, ymoBax 36epiraHHsi roTOBOro MikapCbKoro 3acoby
no 6 kancyny BTOPUHHE (36iNbLLEHHS TEPMIHY NPUAATHOCTI FOTOBOTO JTiKAPCLKOT0
6nicTepi; no 5 abo nakyBaHHs1, 3acoby) - [ns ToproBoi ynakoBku (MigTBEPAXKYETLCS
10 6nicTepiB y navui KOHTpO/b Ta [aHUMW peasibHOro Yacy) 36iNbLUEHHA TEPMiHY
BMNYyCK cepil: NPUAATHOCTI FOTOBOrO NiKapCbKOro 3ac06y Ha OCHOBI
MPAT NO3WTUBHUX Pe3Y/bTaTiB JOBrOCTPOKOBUX AOCAiMKEHb
"®ITOPAPM", CTabiNbHOCTI y peaslbHOMY Yaci: 3aTBepkeHo: TepMiH
YkpaiHa npuaaTHOCTI. 2 poku. 3anponoHoOBaHO: TepMiH
Bupo6HuK, npuaaTHoOCTi. 3 poku. 3MiHV BHECEHO B iHCTPYKLtO0 AN1S
BiANOBigabHUIA 3a MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y po3ain
BVMPOGHMLTBO, «TepMiH npuaaTHoCTi». BBeAeHHSA 3MiH NpOTArom 6-Tu
nepBuHHE, MiCALIB MiCNA 3aTBEPKEHHS
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTI:
TOB
"AcTpachapm"”,
YkpaiHa
40. APTULLOKA kancynm no 300 mr ToBapucT YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 40 peecTpaLiinHmx MmaTepiasis: 3MiHu | 6e3 nionsizae UA/0140/01/02
EKCTPAKT- no 10 kancyny BO 3 BMPOGHMLTBA, Tuny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN peyenma
340POB'A 6nictepi; no 3 abo 0o6MmexeHo KOHTPO/b SIKOCTI, y BMPOGHULTBI. 3amiHa abo BBeAEHHS 404ATKOBOI
no 6 6nictepis y 10 BUNYyCK cepil: OiNbHULI BUPOGHMLTBA A1 YaCTMHM abo BCbOro
KapTOHHiiA Kopo6Lli BignoBsiga ToBapwvCTBO 3 BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
NbHICTIO 06MeXeHo (minbHUUSA, Ha AKil NpoBOASATLCS By Ab-sKi BUPOOHUYI
"®bapmaue BiANOBIAALHICTIO cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOSIO AKOCTI,
BTUYHA "®apmaueBTniHa NMepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, 41
KOMnNaHis KOMNaHis HeCTepW/IbHUX NiKapCbK1X 3aco6iB)
"3popos'a” "3popos'a”, CynyTHs 3MiHa
YkpaiHa - 3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BCi cTagii BUPOGHMLTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
BMPOGHMLTBA, AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro
KOHTPO/b SKOCTI, BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
BUNYyCK cepil: (giNbHUUSA AN BTOPUHHOIO NakyBaHHS);
ToBapucTso 3 - 3MiHu 3 sKoCTi. FoTOBMIA NiKapPCbKUii 3aci6. 3MiHN Y
06MeXeHoI BMPOOHMLTBI. 3amiHa abo BBefEHHS [0AaTKOBOT
BiANOBIAA/ILHICTIO OiNbHULI BUPOGHMLTBA A1 YaCTUHN ab0 BCbOro
"®APMEKC BMPOBHMYOro NpoLEecy roToBOro MikapCbKoro 3acoby

FPYM", Ykpaina

(BiNbHUUA 4N NEPBMHHOIO NakyBaHHSA);
BEleHHS [,0AaTKOBOro BUPOOHMKA rOTOBOTO NiKapCbKoro
3acoby - TOB “@APMEKC I'PYI1", YkpaiHa g5 Buais
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
nakyBaHHs: fo3yBaHHsA 100 mr (ynakoBka Ne 60 (10x6) y
6nictepax) abo go3ysaHHsA 300 Mr (ynakoska Ne 30
(10x3) y 6nictepax). BBeieHHs1 3MiH NpOTArom 6-Tu
MiCALIB NicNs 3aTBEPAYKEHHS.
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
3MiHN y BUPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPO/IHO AKOCTi TOTOBOTO
nikapcbKoro 3acoby (3amiHa abo JoaaBaHHA BUPOGHKKA,
LLIO BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bktoyaroum KOHTPOb/BUNPOGYBaHHSA cepil - fofaBaHHS
BUpo6HMKa - TOB “©DAPMEKC M'PYT1”, YkpaiHa (YkpaiHa,
08301, Kuiscbka 0611., micTo Bopucnine, Bynuus
LLleBueHka, 6yamHok 100), Wwo BiAnoBigae 3a KOHTPO/Ib
AKOCTI Ta BUNYycK cepii /13 Ana BuAiB nakyBaHHA:
no3ysaHHs 100 mr (ynakoBka Ne 60 (10x6) y 6nicTepax)
abo gosysBaHHs 300 mr(ynakoska Ne 30 (10x3) y
6nictepax).
3MiHU BHECeHi B po3ainuv "BUpobHuK" Ta
"Micue3HaxomkeHHs1 BUPOOHMKa Ta afgpeca Micus
NPOBaXEHHS NOro AisNIbHOCTI" B iIHCTPYKL,ito Ans
MeJMNYHOro 3aCTOCyBaHHA LWOA0 A0AaBaHHA BUPOOHUYOT
AiNbHULI Ta AK HACNifOK - 3aTBEPAKEHHA 404AaTKOBOrO
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
3aTBEPMAKEHHSA
41. APTULLOKA Kancynu no 100 mr ToBapuct YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 6e3 nionsieae UA/0140/01/01
EKCTPAKT- no 10 kancyny BO 3 BMPOGHMLTBA, TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKuii 3aci6. 3MiHN peyenma
340POB'A 6nicTepi; no 2 abo 06MeXeHo KOHTPO/b AKOCTI, y BUPOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOI
no 6 6nictepis y 10 BUNYCK cepil: OiNbHULI BUPOGHMLTBA A1 YaCTUHY ab0 BCbOro
KapTOHHI Kopoo6Li Bignosiga ToBapucTBo 3 BVMPOGHMYOro MPOLECY rOTOBOrO MiKaPCbKOro 3acoby
NbHICTIO 0bMexeHoto (@inbHUUSA, Ha AKi NpoBOAATLCS Oy Ab-AKi BUPOOHUYI
"®bapmaue BiANOBIAA/ILHICTIO cTafii, 3a BUHATKOM BUMYCKY CEepili, KOHTPOSIHO AKOCTI,
BTUYHA "papmMaueBTUYHa NepBUHHOro Ta BTOPUHHOIO NakyBaHHA, 4114
KOMnaHis KOMMaHis HeCTepW/IbHUX JliKkapCbknx 3aco6iB)
"3popos'a” "3popos'a”, CynyTHs 3MiHa
YkpaiHa - 3MiHM 3 sKoCTi. FOoTOBMIA NiKaPCbKUi 3aci6. 3MiHN Y
BCi cTagii BMPOGHMLTBI. 3amiHa abo BBeAEeHHS J0AaTKOBOI
BUPOGHMLTBA, OiNbHULI BUPOGHMLTBA A1 YaCTUHY ab0 BCbOro
KOHTPO/Ib SIKOCTI, BMPOBHMYOro NPoLEecy roToBOro NikapCbKoro 3acoby
BWMYCK Cepil: (BiNbHMUSA ANS BTOPMHHOIO MakKyBaHHS);
ToBapucTBo 3 - 3MiHu 3 siKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
06MexeHoto BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
BiANOBiAA/IbHICTIO AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro
"®APMEKC BUPOBHMYOro NpoLEecy roToBOro Mikapcbkoro 3acoby

FPYT", YkpaiHa

(8iNbHULSA ANA NEPBUMHHOIO NakKyBaHHS);
BEleHHS [04aTKOBOro BUPOBGHMKA rOTOBOTO /liKapCbKOro
3acoby - TOB “@APMEKC I'PYI”, YkpaiHa g1 suais
nakyBaHHs: fo3yBaHHsa 100 mr (ynakoBka Ne 60 (10x6) y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
6nictepax) abo go3ysaHHsA 300 mr (ynakoska Ne 30
(10x3) y 6nicTepax). BBefeHHA 3MiH NPOTArom 6-Tu
MicSLiB NiCNsA 3aTBEPAYKEHHS.
3MiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbkWii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIK0 SKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo JoAaBaHHA BUPOGHKKA,
Lo Bignosigae 3a BBe3eHHA Ta/abo BUNycK cepir) -
Bkntoyatoun KOHTPO/b/BUNPoBYBaHHSA cepii - foAaBaHHSA
BMpOGHMKa - TOB “@DAPMEKC I'PYT", YkpaiHa (YkpaiHa,
08301, KuiBcbka 061., MicTo Bopucnine, Bynuua
LLleBueHka, 6yamHok 100), Wwo BiANOBigae 3a KOHTPO/Ib
AKOCTI Ta BUNyck cepii /13 ans BuAiB NakyBaHHS:
no3yBaHHs 100 mr (ynakoBka Ne 60 (10x6) y 6nictepax)
a60 fo3yBaHHa 300 mr(ynakoBka Ne 30 (10x3) y
6nictepax).
3MiHV BHeCeHi B po3ainin "BMpo6HUK" Ta
"Micue3HaxompKeHHs BUPOOHMKa Ta agpeca Micus
NPOBaKEHHS NOro AisNIbHOCTI" B iIHCTPYKL,ito ANs
MeAMYHOro 3aCTOCYBaHHS LWOA0 A0AABaHHA BUPOGHNYOT
OiNbHULI Ta SK HACNIJOK - 3aTBEPMAKEHHA A,0AATKOBOrO
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS
42. APTPOKC PO3YUH ANS iH'EKLN, ToBapucT YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a - UA/14883/01/01
100 mr/mn, no 2 mMn BO 3 06MeXeHo TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMEHyBaHHS peyenmom
y thnakoHi; no 5 06MEeXeHOo BiANOBIAATbHICTIO Ta/abo agpecu 3asBHMKa (BNacHUKa peectpaviiHoro
h1aKoHIB y 10 thipma nocsigyeHHs). 3mMiHa agpecu 3asBHUKA
KOHTYPHili Bignosiga "HoBothapm-
YapyHKOBIl NbHICTIO BiocuHTes"
ynakoBLi; no 2 ipma
KOHTYPHI YapyHKOBI "HoBodhap
yMakoBKM y nayui M-
BiocnHTe3
43. ACKOPBIHO PO34UH NS iH'EKLN, AT YkpaiHa AT "ly6Hnchapm" Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a He UA/0003/02/01
BA KUCNOTA | 50 mr/ mn; no2 mn B | "Jly6HUa TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuyenmom | nidssieae
amnynax; no 10 pm" hapmakoHarnsgy (iHwi 3MiHn) - 3aTBepAKEHHS CMiNIbHOT

amnyn y navuj 3
KapToHy 3
KapTOHHVUMMU
neperopogxamu; no
2 mn B amnyni, no 5
amnyn y 6nictepi 3
nnisku, no 1 a6o 2
6nictepu B nauuj 3
KapToHY

IHCTPYKLU|T 4719 MEANYHOro 3acTOCYBaHHSA NikapCbKoro
3acoby «AckopbiHOBa KucnoTa» B 3B'A3KY 3 foAaBaHHAM
cunu gji 100 mr
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
44, ACKOPBIHO PO34YUH ANS iH'EKLN, AT YkpaiHa AT "Nly6Hnchapm" YkpaiHa BHECEHHS 3MiH 40 peecTpavliinHux MmaTepiasis: 3MiHu | 3a He UA/0003/02/02
BA KUCNOTA | 100 mr/mn; no 2 mn "Ny6Hncha Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peuyenmom | nidssieae

B amnynax, no 5 pm" hapmakoHarnagy (iHwi 3MiHn) - 3aTBepAYKEHHS CMiNbHOT

amnyn y 6nictepi 3 IHCTPYKL|i 415 MeAUYHOTO 3aCTOCYBaHHS JliKkapCbKOro

nnisku, no 1 a6o no 3acoby «AcKopbiHOBa KMcnoTa» B 3B'A3KY 3 fofaBaHHAM

2 6nictepu B nayui 3 cunm aii 100 mr

KapToHy; no 5 abo

no 10 amnyn y navui

3 KapTOHY 3

KapTOHHVUMY

neperopogxamm
45, ACKOPBIHO PO3YnNH NS iH'EKLN, AT YkpaiHa AT "Nly6Hnchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu /13 3a He UA/0003/02/02

BA KMCNOTA | 100 mr/mn; no 2 mn "Nly6Hncha (MIBM), wo noTpebyroTb HOBOI peecTpauii - 3MiHa c1m peyenmom | nionsizae

B amnynax, no 5 pm" 4ii: pofasaHHA HOBOI cunm Aii 100 Mr/mn (3aTBEPKEHO:

amnyn y 6nictepi 3 po3unH ANna iH'ekuiii 50 mr/imn).

nnisku, no 1 a6o no

2 6nictepu B nayui 3 MepiognyHiCTb NOAAHHA PerynsipHO OHOBJIKOBAHOTO 3BITY

KapToHy; no 5 abo 3 6e3nekw, BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS

no 10 amnyn y nayui thapmakoHarnsgy, 3aTBepAKeHOro Hakasom

3 KapTOHY 3 MiHicTepcTBa OXOPOHUW 300P0B’'s YKPaAiHW Bifg, 27 rpyaHs

KapTOHHUMMU 2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTsi

neperopogkamu tocTuuii Ykpainum 29 ciuHa 2007 poky 3a Ne 73/13340 (y

pepfakuii Hakaly MiHicTepcTBa OXOPOHU 30POB'A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMK, 3a3Ha4YeHMM Y NePioANYHOCTI
noJlaHHA perynspHuUX 3BiTiB 3 6e3neKku.

46. ACTEP Tabnetkn no 500 AT YkpaiHa CaHeka CnoBaubka BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a - UA/16604/01/01

Mr/65 mr; no 10 "papmak” PapmacbloTikan3 Pecny6nika YTOYHEHHS peecTpavjiiiHoro Homepa B Hakasi MO3 peyenmom

Tabnetok y 6nictepi; AT Ykpainm Ne 2182 Big 22.12.2023 B npoLeci BHECEHHS

no 1, aéo no 2, abo
no 3 6nictepu B
nauui; no 12
TabneTtok y 6nicrepi;
no 1, abo no 2
6nictepn B navuj

3MiH (3miHa 3asBHuKa /13 (MIBM) (BnacHuka
peecTpaLiiHoro noceigyeHHs) (3rigHo Hakaszy MO3 Big
23.07.2015 Ne 460): TepMiH BBEAEHHS 3MiH NPOTAroM 6
MicsUiB MicnsA 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHKn Wwoao
6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy. BeegeHHs
ab0 3MiHN [0 y3arasibHEHNX AaHUX NPOo cUcTemMy
thapmakoHarnagy (BBeAeHHS y3arasibHeHUX AaHnx npo
cuctemy chapmakoHarnsagy, aMmiHa ynoBHOBaXXeHO!
ocob6u, BiAMNoBifabHOI 3a 3A4iICHEHHSA hapMakoHarnsay;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLOo BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0CO6MU, BiANOBigaNbHOI 3a
3fiicHeHHs hapmakoHarnagy (BKIH0UYaUmM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHI MacTep-taiina
cuctemn dhapmMakoHarnsgy) 3MiHa yrnoBHOBaXXEHOT
0ocobu 3asBHKKa, BiANOBIAAIbHOI 3a hapmakoHarnsag,
[itova pegaxkuis: IBaH Kimnpiu / Ivan Cimprich.
MponoHoBaHa pepakuin: Kopgepo ManuHa AHApiiBHa.
3MiHa KOHTaKTHUX AaHVX YNOBHOB&XEHOI 0co6u
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3asBHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag. 3miHa
MicLie3HaxoKeHHs1 MacTep-thaiina cuctemn
hapmakoHarnsigy Ta iioro Homepa. 3MiHa Micus
3[iiCHEHHS1 OCHOBHOT AiSNbHOCTI 3 hapMakoHarisay.
3MiHu | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHW BHECEHO [0 TEKCTY
MapKyBaHHS1 NepBUHHOT YNakoBKW /1iKapCbKoro 3acoby B
n. 6. «IHWE» Ta A0 TEKCTY MapKyBaHHA BTOPUHHOT
ynakosku B n.3. «MEPENIK JOMNOMDKHUX
PEYOBWIH», n. 12. <HOMEP PEECTPAL|INHOIO
MOCBIAYEHHSA», n. 16. «IHPOPMALIIA, AKA
HAHOCUTBCSH WWPNGTOM BPAANA», n. 17. «IHLE>.
TepmiH BBeAleHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBepMKeHHs). Pefakuisa B Hakasi - UA/16604/02/01.
BipHa pepakuis - UA/16604/01/01.

47.

ATA3ABIP

Kancynv Teepai no
150 mr; no 60
Kancyny
KOHTeliHepi; no 1
KOHTEliHepy y
KOpo6Li 3 KapTOHY

TETEPO
NAB3
NIMITEL,

IHais

[eTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu |
TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3araslbHeHUX JaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3pjificHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHI MacTep-thaiina
cucteMun dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOB&XEHOI 0CO6M 3as1BHYKA, BifnoBigaibHOT 3a
hapMakoHarniag. 3miHa KOHTaKTHOT 0CO6M 3asBHMKA,
BiANOBIga/IbHOI 3a hapMakoHarag B YkpaiHi. [itoua
pegnakuis: Hypies EngaHisz Animosud. MponoHoBaHa
pepakuis: Tonokesny Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiANoBiAa/IbHOI 32 hapmakoHarnsa B YkpaiHi

3a
peyenmom

UA/17665/01/01

48.

ATA3ABIP

Kancysu Teepgai no
200 wmr; no 60
Kancyny
KOHTeliHepi; no 1
KOHTEliHepy y
KOpo6Li 3 KapTOHY

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/epekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHSA hapMmakoHarnsagy;
KOHTaKTHOi 0cobu 3 dhapmakoHarnagy 3assHuKa gns
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTeMu chapmakoHarnagy) 3miHa KOHTaKTHUX faHuX

3a
peyerimom

UA/17665/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMOBIAa/IbHOI 3a
thapmMakoHarnag. 3mMiHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag B Ykpaini. fitoua
pepaxkuis: Hypie EngaHiz Animosuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CObYu 3asBHMKa,
Bi4NoBiAa/IbHOI 32 hapmakoHarnsg B YkpaiHi

49,

ATASABIP

Kancynu TBepgi no
300 mr no 30 kancyn
Y KOHTelHepi; no 1
KOHTEliHepy y
KOpo6Li 3 KapTOHY

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3miHK Wwoao 6e3nekn/ethekTVBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobw,
BiANOBIAA/ILHOI 3a 34ilicCHEHHS (hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHEeHHs hapMakoHarisay B YKpaiHi, SKLO0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0C06MU, BigNoBiganLHOI 3a
3piicHeHHs hapmakoHarnagy (BKIHOUYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cucteMun chapmakoHarnsgy) 3miHa KOHTaKTHUX JaHnX
YNOBHOBaXXEHOI 0COOU 3as1BHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg,. 3mMiHa KOHTaKTHOT 0cobuM 3asiBHUKa,
BignoBigasIbHOI 3a hapmMakoHarnsag B Ykpaini. fitova
pepakuis: Hypies EngaHxiz Animosuy. MNponoHosaHa
pepakuis: Tonokesud Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarisa B YkpaiHi

3a
peyenmom

UA/17665/01/03

50.

ALETUNCANI
LMMOBA
KWUCNOTA

Tabnetkn no 500 wmr,
no 10 tabnetok y
cTpunax; no 10
Tabnetok y
6nictepax; no 10
TabneTtok y 6nicrepi;
no 2 6nictepu B
nauui

NAT
"Tanuuca
pu"

YkpaiHa

MAT
"Manuudapm”,
YKpaina;
MAT
"Kuismegnpenapa
T", YKpaiHa

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMNy - 3MiHK 3 IKOCTI. FOTOBWIA Nikapcbkuii 3aci6.
KOHTponb AONOMKHUX peyoBrH. 3MiHa napameTpis
cneumdikauin Ta/abo [onycTMMUX MeX A1 ONOMIXHOT
peyoBuHM (IHLWI 3MiHW) NpUBEeAEHHN cneuudikawii
[0MOMDKHOT pEYOBVHM HATPIlO KpOCKapmenosa A0 BUMOor
MoHorpagii €E® 0985 «CROSCARMELLOSE SODIUM»,
Aitoye BUAaHHs, a came 3a NokasHUKoOM
«lgeHTudikayis». 3miHn | TMny - 3MiHW 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHVX PEYOBUH.
3MiHa y MeTofax BUNpobyBaHHA AOMOMiXHOI PEHOBUHM
(iHwWi 3miHn y MeToAax BunNpobyBaHHSA (BKIKOYaKOUM
3amiHy abo AofaBaHHs)) NpUBEAEHHS MeTo4iB
BMNPOGYBaHHSA AOMNOMIXHOI pEYOBUHM HATPIO
Kpockapmernosa A0 Bumor moHorpacii € 0985
«CROSCARMELLOSE SODIUM», gitoye BugaHHs, a
came 3a NoKasHWKOM «laeHTudikadlis»

6e3
peuyenma

UA/7529/01/01

51.

BAKTPOBAH

Masb 2 %; no 15r
Masi B Ty6i; no 1
Ty6i B KQPTOHHIi
Kopo6ui

nakcoCmi
TKnAiH
Ekcnopt
Nlimiteq

Benuka
BpuTaHis

nakco
OnepeiiwHc HOK
Nimiteq

Benuka
BpuTtaHis

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu |
TUny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUPOGHULTBI. 3MiHM y NpoLeci BUPOBGHMLTBA rOTOBOIO

NiKapCbKOoro 3acoby, BKAOYaUM NPOMiKHUMA NPOAYKT,

3a
peyenmom

UA/4019/01/01




75

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

LL|0 3aCTOCOBYETLCSA NPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW) YTOYHEHHS PO3Mipy
ciTyaToro dhinbTpa 3 Hepxasitouoi cTani, aKuii
3aCTOCOBYETLCS Yy BUPOOGHNYOMY NpoLeci Ans
npurotyBaHHa Masi (Operation 1) i3 15 MKM Ha 5 MKMm, 3
BignosigHMMy 3miHamu B po3gin 3.2.P.3.3. Onuc
BMPOGHMYOro NpoLecy Ta KOHTPO/II0 Npouecy

52.

BENOAEPM

masb ans
30BHILUHLOTO
3acTocyBaHHs, 0,05
% no15ra6o 30ry
Ty6i; no 1 Ty6i B
KapTOHHIA KOopoo6Li

Benyno,
nikn Ta
KOoCMeTUKa

Ad.

Xopsaris

Benyno, nikn Ta
KocmeTuka 4.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu |
TUny - 3miHK Wwoao 6e3nekn/ethekTVBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobw,
BiANOBIAA/ILHOI 3a 34ilicCHEHHS (hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHEeHHs hapMakoHarisay B YKpaiHi, SKLO0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0C06MU, BigNoBiganLHOI 3a
3piicHeHHs hapmakoHarnagy (BKIHOUYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cuctemu chapmakoHarnsgy). 3MiHa ynoBHOBaXKeHOl
0ocobu 3asBHKKa, BiANOBIA&IbHOI 3a hapMakoHarnsag,
[Oitoua pepakuis: TetsaHa Alixnep [ypetek / Tatjana
Ajhler Duretek MD., MSc. NponoHoBaHa pefakuis:
BiwHsA Hakiy / Visnja Nakic.
3MiHa KOHTaKTHMUX AaHUX YNOBHOBAaXEHOT 0CobYu
3as1BHYKa, BifgNoBiAa/IbHOT 3a dhapMakoHarnsg.

3a
peyenmom

UA/9695/02/01

53.

BENOAEPM

cnpelit, 0,05 % no 20
M abo 50 mny
donakoHi; no 1
hnakoHy B
KapTOHHIN nayui

Benyno,
nikn Ta
KOCMeTHKa

. A,

Xopsaris

Benyno, nikn Ta
kocMeTuka, A4.4.

Xopsaris

BHECEHHS 3MiH 40 peecTpaLiinHmx MmaTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/epekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3araslbHeHNX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3arasibHeHUX AaHuX Npo cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHSA hapMmakoHarnsagy;
KOHTaKTHOi 0cobu 3 dhapmakoHarnagy 3assHuKa gns
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiAMNOBIAa/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cuctemn hapmakoHarnagy). 3miHa ynoBHOBaXeHOoT
0co6U 3asBHNKa, BiANOBiAaNLHOI 3a hapMakoHarnsag.
[Litoua pepakuis: TeTsiHa Alixnep AypeTek / Tatjana
Ajhler Duretek MD., MSc. lMponoHoBaHa pegakuis:
BiwHA Hakiy / Visnja Nakic.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHMKA, BiANOBIAaIbHOI 3a hapmakoHarnsg.

3a
peyerimom

UA/9695/03/01

54.

BENOAEPM

Kpem ans
30BHILLIHLOIO
3actocyBaHHs, 0,05

Benyno,
nikn Ta
KOCMeTHKa

Xopsaris

Benyno, nikn Ta
KocmeTvka, A.4.

Xopsaris

BHECEHHS 3MiH 40 peecTpaviiiHMx MmaTepiasis: 3MiHu |
TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHus abo 3miHu go

3a
peyenmom

UA/9695/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

% no15ra6o30ry

Ty6i; no 1 Ty6i B

KapTOHHiiA Kopo6Li

. B4

y3araslbHeHUX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
hapMakoHarnsay, 3amiHa ynoBHOBaXKeHOT ocobu,
BIANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa ons
3pilicHeHHs chapMakoHarnagy B YkpaiHi, KL BOHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHUYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cuctemn chapmakoHarnsgy). 3mMiHa ynoBHOBaXKeHOoT
0cobu 3asBHKKa, BiANOBIAAILHOI 3a hapMakoHarnsg,.
[Litoua pepakuis: TeTsHa Alixnep AypeTek / Tatjana
Ajhler Duretek MD., MSc. lMponoHoBaHa pegakuisi:
BiwHa Hakiy / Visnja Nakic.
3MiHa KOHTaKTHUX AaHuX YNOBHOB&XEHOI 0co6u
3as1BHMKA, BignoBiga/IbHOI 3a chapmakoHarnsag.

55.

BENOCA/IK

Masb 1o 30 1y Ty6i;
no 1 1y6i B
KapTOHHIM navui

Benyno,
nikn Ta
KoCMeTUKa
» 8.4

Xopsaris

Benyno, nikn Ta
KocmeTwvka, 4.4.

Xopsaris

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx Npo cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsgy 3asBHuKa 415
3[jicCHeHHs hapMakoHarisay B YKpaiHi, AKLO0 BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0CO6MU, BiANoBiganLHOI 3a
3piicHeHHs hapmakoHarnagy (BKIH0UYaKUmM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cuctemu chapmakoHarnsgy). 3MiHa ynoBHOBaXKeHOl
0co6U 3asBHVKa, BifNOBIAaILHOI 3a thapmakoHarnsag,.
[Oitoua pepakuis: TetsaHa Alixnep [ypetek / Tatjana
Ajhler Duretek MD., MSc. NponoHoBaHa pefakuis:
BiwHsA Hakiy / Visnja Nakic.
3MiHa KOHTaKTHMUX AaHUX YNOBHOBAaXEHOT 0CobYu
3as1BHYKa, BifgNoBiAa/IbHOT 3a dhapMakoHarnsg.

3a
peyenmom

UA/10370/01/01

56.

BEH3UAAMI
HY
rigpoxnoru

il

MOPOLLIOK
(cybcTaHuis) y
noAgiliHMx
nonieTuIeHoBmxX
MilLKax s
chapmaLeBTUYHOro
3aCcTOCyBaHHSA

CninbHe
YKpaiHCbK
0-
icnaHcbke
nignpuemMc
TBO
"CMNEPKO
YKPAIHA"

YkpaiHa

KEOAP O)KAHAHI
XEMMNACT MBT.
NTA., IHgisa
(BpPOGHMLTBO
HaniBNpoAayKTy);
LieHtayp
dapmacboTikan3
Mpisar fimiTes,
IHais
(BUpOGHMLTBO Ta
KOHTPO/b, BAMYCK
cepii)

IHais

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
Tuny: 3MiHK 3 AkocTi. CepTudikar BignosigHoCTI/TE-
cepTudpikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiickbkiin hapmakoner:
ana A®l; ans BuxigHoro
marepiany/peareHTy/NpoOMiKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI €BPONENChKIi
hapmakonei) - OHoBeHWIA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOBHYIKA - NOAAHHS OHOB/IEHOIO
cepTtudpikaTa BiANOBIAHOCTI EBponeiickbkii hapmakonei

UA/16527/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

RO-CEP 2020-286-Rev 01 (3aTBepmkeHuii: RO-CEP
2020-286-Rev 00) ana A®I 6eH3ngamiHy rigpoxnopug
Bifl BXE 3aTBepAXeHOoro BupobHuka Centaur
Pharmaceuticals Private Limited, IHAjs BHacnigok
OHOBNEHHS MOHOrpadii €EP BHeCeHO 3MiHY B METOAUKY
BM3HAYEHHS AOMIWKN G 3 MeToga BUPOGHMKa MX Ha
BEPX €® (2.2.29) 3 mac-cnekTpomeTpieto €D (2.2.43),
6€3 3MiHM HOPMYBaHHS Ta HE3HAUHI 3MiHV B METOAMN
KOHTPO/II0 3a nokasHukamu: “CynyTHi gomiwku”, “BTpata
B Maci npv BUCYLLYBaHHiI", “KisibkicHe BU3Ha4YeHHs",
“3aINLWKOBI KiNTIbKOCTI OpraHiyHMX PO34nMHHUKIB (MeToq
A)”, “BmicT goMiwkn G”. 3MiHM | Tuny: 3MiHN 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTudikart BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BigNOBIAHOCTI abo
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudikaTa BiANoBigHOCTI EBponeiickbkiit hapmakonei
RO-CEP 2020-286-Rev 02 gnsa A®|l 6eH3ngaminy
rigpoXnopuz Bif BXe 3aTBEPKEHOr0 BUPOOHUKA
Centaur Pharmaceuticals Private Limited, IHais
BHACMiZOK 3MiH B afipeci BUpO6HMKa

57.

BEPAINPUN®
10

TabneTku no 10 mr
no 10 tabnetok y
6nicTepi; no 3
6nictepu y
KapTOHHIA KOopoo6Li

BEPIH-
XEMI AT

HimeuumnH
a

MNakyBaHHsA:
MeHapiHi-®oH
XengeH M'vbX,

HimeuunHa

BEP/IH-XEMI AT,
HimeuunHa
Knoke
depnakyHrc-

Cepsic 'mbX,

HimeuunHa

Bupo6bHMLTBO "in
bulk" Ta kOHTpO/Ib
cepiii:
BEP/IH-XEMI AT,

HimeuunHa
Knoke ®apma-
Cepsic N'vbX,

HimeuunHa
KoHTponb Ta
BUMYCK Cepiii:

BEP/IH-XEMI AT,

HimeuunHa

BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu |
Tuny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOI
AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(AinbHUUA, Ha AKi NpoBOAATLCA 6y Ab-AKi BUPO6HUYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHS, A1
HecTepwIbHUX Jlikapcbknx 3acobiB) - ofaBaHHsA
BMPOGHUYOI AiNbHWLj A5 YACTUHW Npouecy
BMPOGHULITBA rOTOBOrO Nikapcbkoro 3acoby Klocke
Pharma-Service GmbH; Strassburger Str. 77, 77767
Appenweier, HimeyunHa BBOAWUTLCA SK A4OAATKOBWIA
BUPO6HMK bulk npogykuii; 3miHM | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknin 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCSA BUMNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO fikapCcbKoro 3acoby (3amiHa
ab0 gofgasaHHs AiNbHWLI, Ha AKili 34iCHIOETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - AoAaBaHHSA AiMbHUL
Klocke Pharma-Service GmbH; Strassburger Str. 77,
77767 Appenweier, HimeuunHa siK micue, ge

3a
peyenmom

UA/7553/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
HimeuyunHa 3[iICHIOETLCS KOHTPOSIb cepil; 3MiHu | TUny - 3MiHK 3
sKocCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbKoro 3acoby. 3MiHa y MeToax BUNpoGyBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby (iHLWi 3MiHM y MeTogax
BMNPO6YBaHb (BK/IOYAUM 3aMiHy a60 [ONOBHEHHS)) -
3MiHV NpoLeaypu BUNpobysBaHHs «BTpata B maci npu
BUCYLLYBaHHI» [i/19 rOTOBOrO JlikapCbKoro 3acoby;
[oAaBaHHA CYLUWIBbHOTO NicToNeTa K anbTepHaTuBK
3aTBEPLKEHIV CYLUMMbHIN Nedi. 3aTBepmKeHNn MeTog,
BMNPOBYBaHHA afanTyeTbes, ockinbku Klocke Pharma-
Services BUKOPUCTOBYE CYLUWN/IbHI MiICTONETU 3aMiCTb
CyLUNNbHMX Neyveld. MeToau KOHTPOIO SKOCTI
OHOB/IIOKTHCA BiANOBIAHO
58. BEPNINPUN® | Tabnetkn no 5 mr no BEPIH- HimeuuunH Bupo6HMKY, L0 HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a - UA/7553/01/03
5 10 TabneTok B XEMI AT a BMKOHYHOTb TUMy - 3MiHM 3 AKOCTI. [OTOBWI NikapcbKWii 3aci6. 3MiHN peyenmom
6nictepi; no 3 BMPOGHMLTBO y BUPOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOI
6nictepn y npenapary in bulk OiNbHULI BUPOGHMLTBA A1 YaCTUHN ab0 BCbOro
KapTOHHI KOPOOL Ta KOHTPO/b cepil: BMPOBHMYOro NpoLEecy roToBOro SikapCbKoro 3acoby
BEP/IH-XEMI AT, (@inbHUUSA, Ha AKi NpoBOAATLCS OyAb-AKi BUPOGHUYI
HimeyunHa cTafii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOSIHO AKOCTI,
MeHapiHi-®oH NepBUHHOrO Ta BTOPUHHOIO NakyBaHHA, A/18
XeligeH Mv6X, HecTepWIbHUX JliKapCbkux 3acobiB) - foAaBaHHs
HimeyunHa BMPOBHUYOT AiNbHUL ANS YacTVHU npoLecy
Knoke ®apma- BMPOGHULITBA rOTOBOrO Nikapcbkoro 3acoby Klocke
Cepgic 'M6X, Pharma-Service GmbH; Strassburger Str. 77, 77767
HimeuunHa Appenweier, HimeuunHa BBOAMTLCA AK AoAATKOBUIA
Brpo6HuMKK, Wwo BMPOGHMK Npoaykuii bulk; 3MiHn | TURY - 3MiHK 3 SKOCTI.
BMKOHYIOTb [oTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
KiHLeBe iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
nakyBaHHS: KOHTPOJIH0 SIKOCTi FOTOBOrO fiKapCbKoro 3acoby (3amiHa
BEPNIH-XEMI AT, abo AofaBaHHA AiNbHUL, Ha SIKIl 34iiCHI0ETCS
HimeyunHa KOHTPONb/BUNPOBYBAHHSA cepil) - AoAaBaHHA AiNbHULL,
MeHapiHi-®oH [e BifbyBaeTbcs KOHTPOsb cepii. Klocke Pharma-
XeligeH Mv6X, Service GmbH; Strassburger Str. 77, 77767 Appenweier,
HimeyunHa HimeuumHa; 3miHu | Tuny - 3MiHW 3 AKOCTi. FOTOBMIA
Knoke nikapcbkuii 3aci6. KOHTpoNb roToBOro NikapCbKoro
depnakyHrc- 3acoby. 3MiHa y MeTofax BUNPoByBaHHS roTOBOroO
Cepsic N'vbX, niKapcbKoro 3acoby (iHwi 3MiHM y MeTogax BunpobysaHb
HimeuunHa (BKtOYarOUM 3aMiHy abo [JONOBHEHHS)) - 3MiHW
Bnpo6HWK, wo npoueaypu BunpobysaHHsA «BTpaTta B maci npu
BUKOHY€E BMMYCK Ta BWCYLLYBaHHi» A1 TOTOBOrO JliKkapCbKoro 3acoby, a
KOHTPO/b cepii: came fofaBaHHs CyLUM/IbHOTO nicToneTa sk
BEP/IH-XEMI AT, anbTepHaTUBU 3aTBEPMAKEHIl CYLUNIIbHIN nevi;
HimeyunHa 3aTBEpMXEHNI MeTog, BUNPOOyBaHHA afanTyeTbCes,
ockinbku Klocke Pharma- Services BukopnctoBye
CYLUW/IbHI NICTOMIETY 3aMiCTb CYLUW/IbHUX Neyeit
59. BIKATEPO TabneTkn, BKPUTI leTepo IHais leTepo /1a63 IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | 3a - UA/14356/01/02
NNiBKOBOIO Nla63 Nimiteq

T1ny - 3MiHK Wwoao 6e3nekn/epekTUBHOCTI Ta

peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
060/10HKOI No 150 Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr, no 10 TabneTok y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
y 6nictepi; no 1 abo (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemMy
no 3 6nictepu B thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw,
KapTOHHIA Kopoo6Li BiANOBIAA/ILHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[jicCHeHHs hapmMakoHarisay B YKpaiHi, KO0 BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BignoBiganbHOI 3a
3AiicCHeHHA hapMakoHarnsagy (BKIYaUM KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MmileHHI MacTep-taiina
cucteMun chapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOB&XXEHOI 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg,. 3mMiHa KOHTaKTHOT 0CobuM 3asiBHUKA,
BignoBigasIbHOI 3a hapmakoHarnsag B YkpaiHi. Jitova
pepakuis: Hypies EngaHxis Animosuy. MNponoHosaHa
pepakuis: Tonokesuy Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi
60. BIKATEPO TabneTku, BKPUTI leTepo IHgjis [eTepo /1a63 IHAisa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 3a - UA/14356/01/01
NNiBKOBOIO Na63 Nimiteq TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKO0 No 50 Nimiten thapmakoHarnagy. BeegeHHs abo 3miHu oo
mr, no 10 TabneTtok y3araslbHeHUX JaHux Npo cuctemy hapmakoHarnsgy
y 6nicTepi; no 1 abo (BBELEHHSA y3araslbHEHNX AaHUX NPO CUCTEMY
no 3 6nictepu B thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
KapTOHHIA KopooLi BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0c0obu 3 hapMakoHarnagy 3asBHuka ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHI macTep-thaiina
cucteMun dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOB&XEHOI 0CO6M 3as1BHYKA, BifnoBigabHOT 3a
hapMakoHarniag. 3miHa KOHTaKTHOT 0CO6M 3asBHMKa,
BiANOBIgasIbHOI 3a hapMakoHarsag B YkpaiHi. [itoua
penakuis: Hypies EngaHisz Animosud. MponoHoBaHa
pepakuis: Tonokesny Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiAnoBiAa/IbHOI 32 hapmakoHarnsa B YkpaiHi
61. BIMAHOKC® Kpanni O4Hi, PO34nH, AapaH- Xopsartis AopaH- XopsaTis BHECEHHS 3MiH 40 peecTpaLiinHmx maTepiasis: 3MiHu | 3a - UA/17655/01/01
2mr/mnno5mny [aneHcbku [aneHcbkuit TMny - 3MiHKn 3 aAkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
h1aKoHi i Na6opaTopiit 4.4, cepTudpikaT BignoBigHOCTI EBponeiickkiii
KpanesibHuuj; no 1 NlabopaTto hapmakonei/MoHorpadii. NMogaHHs HOBOro abo
hnakoHy- piii A.4. OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo BUTyYEHHS

KpanesibHuULi y
KapTOHHI Kopoo6Li

cepTudpikaTa BignoBiAHOCTI E€Bponeiickbkiin papmakoner:
ana A®l; ans BuxigHoro
marepiany/peareHTy/NpoMiKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBUHM (cepTudiikaT BiANOBIAHOCTI €BPONENChKI
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hapmakonei) - OHoBeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudpikaTy BignoigHocTi EBponelickkii ®apmakonel
R1-CEP 2014-180-Rev 00 ans gito4oi peyoBuHM
GPUMOHIANHY TapTpaTy Bif 3aTBEpP)KEHOro BUPOOHUKA
Indoco Remedies Limited (3aTBepmkeHo: RO-CEP 2014-
180-Rev 00 Ha 3anponoHoBaHo: R1-CEP 2014-180-Rev
00)

62.

BIH®IH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, N0 5 Mr
no 15 tabnetok y
6nictepi, no 2
6nictepun y Kopobui 3
KapTOHY

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeeneHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
thapmMakoHarnsgy, 3amMiHa ynoBHoOBaXeHOoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 (hapmakoHarnagy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6M, BiAMNOBIAA/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemu chapmakoHarnagy) 3miHa KOHTaKTHUX JaHux
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMOBIga/IbHOI 3a
hapmMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pepakuis: Hypie EngaHiz AnimoBuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0CObYM 3asiBHMKA,
BignoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi

3a
peyermom

UA/17517/01/01

63.

BOPTEPO

niodpinizat ana
pO3unHy Ans
iH'ekuiin, no 3,5 mr; 1
dnakoH 3
nioghinizatom y
KapTOHHI Kopoo6Li

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHn o
y3arasibHeHUX JaHux Npo cucTemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
dhapmakoHarnsgy, 3miHa ynoBHOBaeHoT ocobw,
BiANOBIAA/IbHOI 3a 34ilicHEHHS hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 dhapmakoHarnsgy 3asiBHuKa 415
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, Ko BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0CO6MU, BiANOBigaNbHOI 3a
3fiicHeHHs hapmakoHarnagy (BKIHOUYaUmM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MileHHI MacTep-taiina
cucteMun chapmakoHarnsgy) 3miHa KOHTaKTHUX JaHnX
YNOBHOBaXXEHOI 0COOU 3asIBHMKA, BifnoBiga/ibHOI 3a
thapmakoHarnag. 3mMiHa KOHTaKTHOT 0cobu 3asiBHUKa,
BigNoBigasIbHOI 3a hapmakoHarnsag B Ykpaini. Jitova
pepakuis: Hypies Engaxiz Animosuy. MNponoHoBaHa
pepakuis: Tonokesud Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3asBHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarsa B YkpaiHi

3a
peyenmom

UA/15089/01/01
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64.

BOPTEPO

niodpinizat gns
pO34nHY Ans
iH'ekwji1, no 3,5 mr; in
bulk: 10 chnakoHis 3
NOpPOLLKOM Y KopobLi
3 KapTOHY

eTepo
Na63
Nimiten

IHais

[eTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3araslbHeHUX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTemy
hapMakoHarnsay, 3amiHa ynoBHOBaXKeHOT ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa ons
3AilicHeHHs chapMakoHarnagy B YkpaiHi, KL BOHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6WU, BiAMNOBIAA/IbHOI 3a
3pjificHeHHs1 hapMakoHarnsay (BK/IHUYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cucteMun dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMNOBIAa/IbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6M 3asBHMKa,
BiANOBIAa/IbHOI 3a hapMakoHarnag B YkpaiHi. [itoua
pegpakuis: Hypies Enganisz Animosud. lNMponoHoBaHa
pepakuis: Tonokesuy Bonogumup KOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKA,
Bi4NoBiAa/IbHOT 32 hapmakoHarnsg B YkpaiHi

UA/15090/01/01

65.

BPU30TOH®

Kpanni o4Hi, no 5 mn
y donakoHi, no 1
donakoHy B nauuj

AT
"Papmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLinHmx maTepiasis: 3MiHu |
Tuny - 3miHK Woao 6e3nekn/edekTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTKili XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT
AN MeAUYHOro 3acToCyBaHHS Ha NiACTasi perynspHo
OHOBJOBAHOrO 3BIiTY 3 6e3neku nikapcbKoro 3acoby, abo
pocnigpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKOro
3acoby B nic/ispeecTpaviiiHmii nepiod, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCNiMKEeHb, NpOBeAEHUX BIANOBIAHO A0
nnaHy negiatpuyHnx gocnigxens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBEXKEHVM OPraHom) -
3MiHM BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ginu:
"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwi
BiANOBIAHO 4,0 OHOB/IEHOT iH(popMaLLii 3 6e3neku aitoyol
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPMAKEHHS; 3MiHU | TUny - 3MiHW WoA0
6e3nekn/edekTBHOCTI Ta thapMakoHarnagy (iHLwi 3MiHn)
- OHOB/EHHSA TEKCTY MapKyBaHHS! YNakoBKW /iKapCbKOro
3acoby, a came BU/TYYEHO BUKNAAEHHS TEKCTY
MapKyBaHHS POCIliCbKOH0 MOBOIO, KOHKPETU30BaHO
iHhopmauito woao norotuny. BeegeHHs 3MiH NpoTsArom
6-TN MicALIB Nicns 3aTBEPKEHHS

3a
peyernmom

He
nionsieae

UA/17723/01/01

66.

BPOHXOTEP
on

aepo3osb
Ao3oBaHwuii, 100
MKr/f03y; no 10 mn
(200 po3) B 6aioHI,
repmeT3oBaHoMy

TOB
"BANNAPTI
H
DAPMA"

YKpaiHa

ToBapucTso 3
06MeXeHOoI0

Bi4nNoBiAaIbHICTIO

"MynbTicnpei

YKpaiHa

BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu |
Tuny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
015 MeQMYHOro 3acTOCyBaHHA Ha MiAcTaBi perynsipHo

3a
peyenmom

He
nionseae

UA/15813/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
[03y04nMm OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro 3acoby, abo
KnanaHom; no 1 JocnimkeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
6as10Hy pasom 3 3aco6y B nicnsipeecTpaviiiHnii nepiod, abo sik pesynbTtar
HacagKoto- OL|iHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BigNOBIAHO A0
iHranaTopom Ta nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
3aXUCHUM Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom)
KOBMa4ykoM B 3MiHV BHECEHO B IHCTPYKL,iI0 415 MeANYHOro
KapTOHHII navui 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3acTOCyBaHHA" BigNOBIAHO 4,0 OHOBMEHOT
iHchopmawii Woao 6e3nekn 3acToCyBaHHS AjiloHOoi
peyoBuH. TepMiH BBEAEHHSA 3MiH NPOTAroM 6 Mic He
peKkoMeHA0BaHO
67. BYAEHO®A/N | TBepaj kancym 3 [Op. danbk | HimeyunH BignosiganbHuii HimeuunHa BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a - UA/6964/01/01
bK KMLLKOBOPO3YMHHUM dbapma a 3a BUMNYCK cepiit TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE- peyenmom
1 rpaHynamm no 3 vM6X KIHL,EBOTrO cepTucikaT BigNoBigHOCTI EBpONENCHKIi

mr, no 10 kancyny
6nictepi; no 5 a6o
10 6nicTepiB y

KOpOO6Lii 3 KapTOHY

npoaykry: Ap.
Pasibk Papma
'm6X, HimeuunHa;
Brpo6HWKM
[030BaHol chopmu,
nepBuHHE,
BTOPWHHE
nakyBaHHS Ta
KOHTPO/b AKOCTI:
NosaH dapma
'M6X, HimeuuunHa,;
BUpPOGHYK,
BiANoBiAa/IbHWIA 3a
nepBuHHe,
BTOPUHHE
nakyBaHHSA Ta
KOHTPO/b SKOCTI:
NosaH ®apma
M6X, HimeuunHa;
Bupo6Huku,
BiANOBIAa/bHI 3a
KOHTPO/b SKOCTI:
'BA ®dapma N'vbX,
HimeuunHa,;
HaykoBo-
[ocnigHuiA
IHCTUTYT
Xennenep Mv6X,
HimeuyunHa

thapmakonei/moHorpadii. MogaHHA HOBOro abo
OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUTyYEHHS
cepTudiikaTa BifnNoOBIAHOCTI EBpONeENCHKin hapmakonei:
ansa A®l; ona BuxigHoro
marepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHu (FE-cepTudikat BignosigHoOCTI EBponelickkii
hapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npomiKHOro NpoaykTy abo
[OMNOMDKHOT peyoBuHYM) - OHOBNEHWI cepTudikaT Big,
BXe 3aTBepAKeHoro BupobHuka. MogaHHA OHOBIEHOTO
E-CepTuchikaTy BignoBigHOCTI €EBponeiichkii
hapmakonei Ne R1-CEP 2000-344-Rev 03
(3aTBEepaxeHo: R1-CEP 2000-344-Rev 02) ons
[0noMikHOT pedoBunHmM Gelatin Big, BXe 3aTBepaAXeHoro
BMpo6Huka Nitta Gelatin India Ltd. 3miHu | TUny - 3MiHK 3
aKkocTi. CepTudpikaT BignosigHocTi/IE-cepTudikaT
BiANOBIAHOCTI €Bponeiickbkili hapmakonei/moHorpadii.
MoaaHHA HOoBOro abo OHOBNEHOrO cepTudiikaTa
Bi4NoBIAHOCTI ab0 BUyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkin hapmakonei: ans A®l; ons
BMXiQHOrO Marepiany/peareHTy/npoMiKHOro NpPoAyKTy,
L0 BUKOPUCTOBYHOTLCA Y BUPOGHULTBI API; Ans
AonomikHoi peyosuHu (FE-cepTudikar BignosigHOCTI
€Bponevicbkiin hapmakonei ana A®l/BuxigHoro
MaTtepiany/peareHTy/npoMbKHOIo NpoaykTy abo
[OMNOMDKHOT peyoBuHM) - HoBumi cepTudikaT ans
BVXiHOTrO MaTtepiany/peareHTy/NpoOMiXKHOTO MPOAYKTY
ab0 4ONOMDKHOT pevyoBrHU Bif HOBOro abo Bxe
3aTBepkeHoro BupobHvika. NMogaHHsA Hosoro ME-
CepTudpikaTy BignoBigHOCTI EBponeiickkiii hapmakonel
Ne R1-CEP 2010-043-Rev 00 a5 LONOMDKHOT peqyoBUHN
Gelatin Bif BXe 3aTBepf)xkeHoro BupobHuka Rousselot.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

3miHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peuoBuHYM (FE-cepTudikar BignoBiaHOCTI EBponenchkii
thapmakonei ans Adl/BmxigHoro
Marepiany/peareHTy/npomiXHOro nNpoaykTy abo
[IOMOMIXHOI peyoBuHK) - HoBuiA cepTudpikaT ans
BVXiHOTO Matepiany/peareHTy/NpoOMiXKHOTO MPOAYKTY
a60 [OMOMIXHOI Pe4OBMHW Bif, HOBOro abo Bxe
3aTBepKkeHoro BUpobHvika. MogaHHsA Hosoro ME-
cepTudikaTy BignoBigHOCTI €EBponeiickkili hapmakonei
Ne R1-CEP 2000-029-Rev 05 a5 ONOMDKHOT peqyoBUHA
Gelatin Bif, BXe 3aTBep)xeHoro BupobHuka Rousselot.
3miHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peuoBuHM (FE-cepTudikar BignoBiaHOCTI EBponenchkii
thapmakonei ans Adl/BmxigHoro
Marepiany/peareHTy/npomMiXHOro nNpoaykTy abo
[IOMOMIXHOI peyoBuHK) - HoBuiA cepTudcpikaT ans
BVXiHOTO Matepiany/peareHTy/NpoOMiXKHOTO MPOAYKTY
a60 [OMOMIXHOI Pe4OBMHM Bif, HOBOrO abo Bxe
3aTBepKkeHoro BUpobHvika. MogaHHsA Hosoro ME-
cepTudikaTy BignoBigHOCTI €EBponeiickkili hapmakonei
Ne R1-CEP 2000-027-Rev 02 gn1a AONOMDKHOT peqyoBUHA
Gelatin Bif, BXe 3aTBep)xeHoro BupobHuka Rousselot.
3miHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peuoBuHYM (FE-cepTudikar BignoBiaHOCTI EBponechkii
thapmakonei ans Adl/BmxigHoro
Marepiany/peareHTy/npomMiXHOro nNpoaykTy abo
[I0MOMiXXHOI peyoBuHK) - HoBuiA cepTudpikat ansi
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BVXiHOTO Matepiany/peareHTy/npoMiXKHOTO MPOAYKTY
a60 [OMOMIXHOI Pe4OBMHM Bif, HOBOrO abo Bxe
3aTBepKkeHoro BupobHyvika. MogaHHsA Hoeoro ME-
cepTuddikaTy BignoBigHOCTI EBponeiickkili hapmakonei
R1-CEP 2001-424 - Rev 03 g1 AONOMiKHOT pe4yoBUHA
Gelatin Bif, BXe 3atBepxeHoro BupobHuka Gelita
Group. 3miHu | Tvny - 3miHuW 3 AkocTi. CepTudikart
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peuoBuHYM (FE-cepTudikar BignoBiaHOCTI EBponenchkii
thapmakonei ans Adl/BmxigHoro
Marepiany/peareHTy/npomiXHOro NpoaykTy abo
[IOMOMIXHOI peyoBuHK) - HoBuiA cepTudpikaT ans
BVXiHOTO Matepiany/peareHTy/npoMiXKHOTO MPOAYKTY
a60 [OMOMIXHOI Pe4OBMHM Bif, HOBOrO abo Bxe
3aTBepkeHoro BupobHvika. MogaHHsA Hosoro ME-
cepTudikaTy BignoBigHOCTI €EBponeiickkili hapmakonei
R1-CEP 2014-280 - Rev 01 gna AONOMiKHOT peqyoBUHA
Gelatin Big HoBoro Bupo6Huka Pb Gelatins Heilongjiang
Co., Ltd. 3miHun | TNy - 3miHuK 3 skocTi. CepTudiikat
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMIKHOT
peuoBuHYM (FE-cepTudikar BignoBiaHOCTI EBponenchkii
thapmakonei ans Adl/BmxigHoro
Marepiany/peareHTy/npomiXHOro nNpoaykTy abo
[IOMOMIXHOI peyoBuHK) - HoBuiA cepTudpikaT ans
BVXiHOTO Matepiany/peareHTy/NpoOMiXKHOTO MPOAYKTY
a60 [OMOMIXHOI PevOBMHM Bif, HOBOro abo Bxe
3aTBepkeHoro BUpobHyvika. MogaHHsA Hosoro ME-
cepTudikaTy BignoBigHOCTI €Bponeiickkili hapmakonei
Ne R1-CEP 2015-138 - Rev 00 g9 ONOMDKHOT
peyoBuHM Gelatin Bif BXe 3aTBEPAKEHOI0 BUPOOGHMKA
Gelita AG.

68.

BYAEHO®AN
bK

niHa pekTasbHa, 2
Mr/803Y; KOXHUI
6a10H MICTUTb K
MiHiMyM 14 03 no
1,2 1 niHn

Op. danbk
Papma
M6X

HimeyunH
a

BignosiganbHuii
3a BUNyCK cepiit
KiHLLeBOro
npoaykry: Ap.
Pansk Papma

HimeuunHa/
LLisefuapis

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknit 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
nocravasibHUka nakyBasibHUX MaTepianis abo
KOMMNEKTYHOUMX (SKLWO 3a3HA4YEHO B A0CLE) (BUIyYEHHS

3a
peyenmom

UA/6964/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
pekTasibHOi; no 1 'vm6X, HimeuunHa; noctavasnbHvKa) - OHOBJIEHHS p. 3.2.P.7. Cuctema
6anoHy 3 Bupo6Huk KOHTeliHep/ 3aKynoproBasibHUIA 3aci6, a came BUAASIEHHS

[03aTopoM Y
KomnekTi 3 14
annikatopamu gns
BBE/EHHSA MiHN Y
N1acTUKOBOMY NIOTKY
Ta 14 nnacTMkoBUMU
naketamu gns
ririeHivHOT yTunisauii
annikaTopis y
KapTOHHiiA Kopo6Li

[o30BaHol chopmu,
nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b IKOCTI:
ACM Aepo30/b-
Cepsic AT,
LLBeiuapis

NOCWMNAHHS Ha NOCTaYyasIbHUKIB NEPBUHHOIO NakyBaHHS;
3MmiHu | TMNY - 3MiHKW 3 SKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
6yAb-AKOi YacTUHW MaTepiasly NePBUHHOI YNakoBKu, L0
He KOHTaKTYy€E 3 FOTOBUM NiKapCbK1M 3aC060M
(Hanpviknag Konip KpULLEYOK 3 KOHTPOMEM NEPLUOro
BIAKPUTTSA, KONIP KOJOBUX Kinelb Ha amnynax,
KOHTeliHepa A5 rookK (pisHi Buay niacTMmacw) (3miHa,
AIka He BM/IMBA€E Ha KOPOTKY XapaKTepuCTUKy NikapCbKoro
3aco0y) - OHOB/EHHSA p. 3.2.P.7. Cuctema KoHTelHep/
3aKyrnoproBasibHWiA 3acib, a came 3miHa N0Tka (Matepian
LDPE 3axucHoro notka 3miHeHo 3 Riblene MR 10 Ha
Pharmalene MR 10 PH . O6uaBi Mapku €
€KBiBa/IEHTHMM 3a CKNaA0M i MatoTb AyXe CXOXi
TEXHiYHI XapakTepucTuku; 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa 6yab-AKOi
yacTVHV mMaTepialy NepBMHHOT YNakoBKK, LLIO He
KOHTaKTy€e 3 roTOBMM JliKapCbKUM 3aC060M (Hanpuknag
KOMIP KPULLEYOK 3 KOHTPOSIEM NEPLLOTO BiAKPUTTS, KONIp
KOJOBUX KineLb Ha amnynax, KoHTeliHepa A5 ronok
(pi3Hi BUAM nnactmacK) (3miHa, sika He BNIMBae Ha
KOPOTKY XapakTepucTrKy MikapcbKoro 3acoby) -
O0HOBJIEHHS p. 3.2.P.7 Cuctema koHTelHep/
3aKynoproBasIbHWIA 3aci6, a came 3MiHa f03yo4oil
rof10BKM (NOMNPOMNiZIEHOBUIA MaTepian onopy MembpaHu,
LLI0 BXOAMTb A0 cknagy f03YHo4oi ronosku, 6yno
BAOCKOHAIEHO [0 CKnaay, Wo He MiCTUTb hTanarTis,
BHaC/iOK 4YOro 3mMiHeHo Ha3By Big Aceso PPM H250 go
Aceso PPM H250 S01. EkBiBasIeHTHICTb 060X peuenTyp
LL{0/10 BHYTPILLHIX BNACTUBOCTE CMOJI, @ TaKoX
TEXHO/IOTYHOCTI Ta B/1IaCTUBOCTEN KIHLEBOro NpoAyKTy
niaTBEPAXYETLCA BUPOGHMKOM. HOoMepu maTepianis
onopu Mmemb6paHu i A03y4O0T rOfI0BKN OHOBJIEHI [0
TDO0082 (po3ytoya ronoska) i MT0164 (onopa
MeM6paHm)); 3MiHu | TUny - 3MiHKM 3 SKOCTi. FoToBUIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWii 3aci6. 3miHa dhopmu abo
pO3Mipy KOHTeHepa 4un 3aKynoproBasibHOro 3acoby
(NepBWHHOI yNakoBKu) (HecTepunbHi Nikapcbki 3acobu) -
OHOBJIEHHS p. 3.2.P.7. Cnuctema koHTelHep/
3aKyrnoproBasibHWiA 3acib, a came 3miHa po3Mipy
annikatopa (npv BUPOGHULITBI annikatopa
BUKOPVCTOBYHOTBLCSA AiBa PI3HNX IHCTPYMEHTMW, LU0 AaloThb
[eLlo pi3Hi 30BHILLHI pO3Mipy BEPXHLOT YaCTUHU
annikaropa (11 mm npotu 10,28 MM), NpU LibOMY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BHYTPILLHI giameTp | foBXWHaA (3arasnibHa, [0 Masioro
KinbLgA) annikatopiB iAeHTUYHI); 3MiHW | TUny - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWii 3aci6. 3miHa dhopmu abo
pO3Mipy KOHTeHepa 4un 3aKynoproBasibHOro 3acoby
(NepBWHHOI yNakoBKu) (HeCcTepunbHi Nikapcbki 3acobu) -
OHOBJIEHHS p. 3.2.P.7. Cnuctema koHTelHep/
3aKynoproBasibHWIA 3acib, a came 3miHa hopmy Koprnyc
KnanaHa (npoknagka B yaLlLi kopnycy knanaHa
(«30BHILIHA NpOKNaAKa») 3aMiHeHa Ha eKBIBa/IEHTHY 3
He3HaYHVMU BigMIHHOCTAMM y (hOpMi ANsA 3anobiraHHs
BUTIKY rady noTarom TepmiHy NpuaaTHOCTi FOTOBOrO
npoaykTy. MaTepian 3anvwaeTtbesa Tum cammm (Nitrile).
Homepu matepianis yallky Ta Kopnycy knanaHa
3MiHIITbLCA Ha ST1077 (Valve Body (kopnyc knanaHa))
Ta MT 0198 (Cup (4awwka))); 3miHun | Trny - 3miHu 3
sKocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBasibHWiA 3aci6 (iHWi 3MiHK) -
OHOBNEHHSA p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBabHuii 3aci6 (3.2.P.7.1
AntomiHieBuiA thnakoH; 3.2.P.7.2. [lo3yloumii knanaH;
3.2.P.7.3. Tpybka-annikatop; 3.2.P.7.4. 3axucHuii
I0TOK)
69. BYAECOHIA- | cycneHsia ans TOB YkpaiHa BMPOGHMLITBO Benvka BHECEHHS 3MiH 40 peecTpalinHmx maTepiasis: 3MiHu | 3a - UA/18925/01/02
TEBA po3nunexHs, 0,5 «TeBa Hepo3dacoBaHol BpuTaHis TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
Mr/Mn; No 2 M B YkpaiHa» npoAayKLUiT, Ta/abo agpecu MicLa NPOBaMXEHHS AisNIbHOCTI
amnyni; no 5 amnyn nepBuHHA Ta BMPOOGHUKa/iMnopTepa roToBOro JlikapCcbKoro 3acooy,
y nakeTi 3 honbru; BTOpPUHHA BK/IOYA0UM AiNbHUL BUMYyCKy cepii abo micue
no 4 nakeTn 'y ynakoBka, NpPOBeAEHHA KOHTPOSIIO AKOCTI. (AiSNbHICTb, 3a Ky
KapTOHHI Kopoo6Li KOHTPO/b cepii Ta BiANoBiga€e BUPOGHMK/IMNOPTEP, HE BK/OYAOUM BUMYCK
[03BIi/T Ha BUMYCK cepiid) - AgMiHiCTpaTuBHa 3MiHa Ha3BW aslbTePHATUBHOI
cepi: nabéopaTtopii ANns KOHTPOSIO cepil (CTEPUbHICTD).
HopToH Xenckea Brpo6Huya ainbHuus, agpeca Ta yci BupobHudi onepadii
Nimiteg T/A 3a/IMLWaTbCA HE3MIHHUMU; 3MiHK | TURY - 3MiHK LWoAo
ANBEKC 6e3nekun/edekTBHOCTI Ta hapMakoHarnagy (iHLwi 3MiHn)
PapmacboTUKan3 - BHECEHO B TEKCT MapKyBaHHSA BTOPUHHOI YNaKoBKU
IOK, Benvka nikapcbkoro 3aco6y y n. 17 "IHLWE" wopo KoHkpeTu3aw,i
BpuTaHisa I0roTUMy 3as8BHUKA
anbTepHaTnBHa
naboparopis ons
KOHTpONIO cepii
(cTepunbHicTb):
Bikxem Maiikpo
NimiTen, Benvka
Bputanis
70. BYAECOHIA- | cycneHsia ans TOB YkpaiHa BMPOGHMLTBO Benuvka BHECEHHS 3MiH 40 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a - UA/18925/01/01
TEBA po3snunexHs, 0,25 «TeBa Hepo3dghacoBaHOl BpuTtaHis TMNy - AOMiIHICTPaTMBHI 3MiHW. 3MiHa HaliMEHYBaHHS peyenmom
Mr/Mr; Mo 2 MA B YKpaiHa» nNpoayKLuii, Ta/abo agpecu MicLs NPOBaKEHHS AiS/IbHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
amnyni; no 5 amnyn nepBrHHA Ta BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
y nakeTi 3 honbru; BTOPVHHA BK/IIOYa0UM AiNbHULI BUMYCKY cepii abo Micue
no 4 naketn y yrnakoBKa, NpPOBELEeHHS KOHTPOJIO AKOCTI. (AIANbHICTb, 3a AKy
KapTOHHI KOpooLi KOHTpO/b cepii Ta BiAMOBIAAa€e BUPOGHMK/IMNOPTEp, HEe BK/OYAUM BUMYCK
[03BiN Ha BUNYyCK cepiid) - AgMiHicTpaTuBHa 3MiHa Ha3BW a/lbTEPHATUBHOI
cepii: nab6opaTtopii ANs KOHTPOSI0 cepil (CTEPUIbHICTD).
HopToH Xenckea Brpo6Huya ainbHuUS, agpeca Ta yci BUpo6bHudi onepaduii
Nimiten T/A 3a1MWATLCA HE3MIHHUMU; 3MiHW | TUnY - 3MiHW WoA0
ABEKC 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHwn)
dapmMacbloTUKaI3 - BHECEHO B TEKCT MapKyBaHHSA BTOPMHHOI yNakoBKM
IOK, Benuka nikapcbkoro 3acoby y n. 17 "IHWE" woao KoHkpeTu3auii
BpuTaHis noroTuny 3asiBHUKa
aslbTepHaTVBHA
na6oparopis ans
KOHTPONIO cepii
(cTepunbHICTb):
Bikxem Maiikpo
NimiTen, Benuka
BpuTaHia
71. BANAUUKNO | Tabnetku, BKpUTI FETEPO IHais leTepo /1a63 IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/17017/01/01
BIP-TETEPO NNiBKOBOIO NNAB3 Nimiteq MRy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOH0, Mo 500 NIMITEL, thapmakoHarnagy. BeegeHHs abo 3miHu o
Mr; Mo 5 TabneTok y y3arasibHeHUX JaHux Npo cucTemy chapmakoHarnsagy
6nicTepi; no 2 (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
6nictepu y kopobu,i 3 thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coow,
KapToHy; no 6 BiANOBIAA/ILHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
Tabnetok y 6nictepi; KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asiBHVKa Ans
no 5 6nictepiB y 3[jicCHeHHs hapmMakoHarisay B YkpaiHi, SKLOo BoHa
KOpo6Li 3 KapTOHY BiAMiHHa Bif, yNOBHOBaXEHOT 0CO6MU, BiANoBiganbLHOI 3a
3piicHeHHs hapmakoHarnagy (BKIHOYAUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cucteMun chapmakoHarnsgy) 3miHa KOHTaKTHUX JaHnX
YNOBHOBaXXEHOI 0COOU 3asIBHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg,. 3mMiHa KOHTaKTHOT 0cobuM 3asiBHUKa,
BignoBigasIbHOI 3a hapmakoHarnsag B Ykpaini. Jitova
pepakuis: Hypies EngaHxisz Animosuy. MNponoHosaHa
pepakuis: Tonokesud Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsa B YkpaiHi
72. BANEPIAHA TabneTku, BKPUTI MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpauiitHux maTepiasis: 3MiHu | 6e3 - UA/0265/02/01
DOPTE NNiBKOBOIO "Tanuuca "KnisMmegnpenapa TMNy - 3MiHK 3 IKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peuenma
o6onoHkoto, no 40 pm" T KOHTponb AONOMKHUX peyoByH. 3MiHa napameTpis

Mr, no 10 TabneTok
y 6nicTepi; no 5
6nicTepis y nauui

cneumdikauin Ta/abo fonycTMMUX MeX A1 ONOMIXHOT
peyoBuHM (IHLWI 3MiHW) NpUBEAEHHNA cneuudikawii
[0MOMDKHOT pEYOBVHM HATPIl0 KpOCKapmenosa A0 BUMOor
MoHorpagii €E® 0985 «CROSCARMELLOSE SODIUM»,
[itoye BUAaHHs, a came 3a NokasHUKoOM
«laeHTudikayis». 3miHu | Trny - 3MiHK 3 AKocTi. FoToBUiA
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

73.

nikapcbknii 3aci6. KOHTPOb AOMOMIXHVX PEYOBUH.
3MiHa y MeTofax BUNpobyBaHHA AOMOMIXHOI PEeHOBUHM

(iHWi 3MiHM y MeTogax BUNPobyBaHHA (BKIOYa0UM

3amiHy abo AofaBaHHs)) NpUBEAEHHS METOZIB
BUNPOBYBaHHSA AOMNOMIXHOI PEYOBUHM HATPIO
KpocKapmesnosa 4o B1uMor moHorpadii € 0985
«CROSCARMELLOSE SODIUM», gitoye BugaHHs, a
came 3a NoKasHWKOM «laeHTudikaulis»

74.

BAP®APUH-
»C

BAP®APUH-

Tabnetkun no 3 Mr no
10 TabneTtoky
6nictepi, no 1, 3 abo
10 6nicTepiB y nayui
3 KapTOHY

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikauiii Ta/abo 4ONyCTUMUX MEX
rOTOBOrO JIiKapCbKOro 3acoby (iHLi 3MiHM) He3HauHI
3MiHK B cneumdikauii 13 3a nokasHukamu «Onunc»,
«Po3unHeHHs», «KinbkicHe BU3HaYeHHs». 3 onucy
TabneTok BuganeHo pasy «3a 30BHILLHIM BUTNSA0M
MatoTb Bignosigatn Bumoram A®Y ctarta «Tabnetku»,
OCKi/IbKM BOHA He Ma€ iHhopMaLiiHoro 3micTy,
[oaaBaHHs iHchopMaLii Mpo HasBHICTbL dhacku Ans
[03yBaHHA 2,5 Mr. 3MiHa hopMy/OBaHHS BUMOT A0
nokasHuka «PO34MHEHHS» - BUK/IOYEHa iHdhopMmaList no
KpUTEPIAM NPUAHATHOCTI CTYNEHIO PO3YNHEHHS MO TPbOM
PiBHAM, OCKiNbKK L BUMOrn onucaxi y A®y 2.9.3.
dopmyntoBaHHS TecTy «KinbKiCHe BU3HAUYEHHS»
NpuBEAEHO A0 BHYTPILLIHBLO-ipMOBMX BUMOT. 3MiHU
BHeceHi B po3ain "OCHOBHI i3vKo-XiMiuHi BnacTnsocTi"
B IHCTPYKL,i0 471 MEANYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby. BBegeHHsa 3MiH MpoTArom 6-Tv micsALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbknii 3aci6. KOHTpoNb roToBOro NikapCbKoro
3aco06y (iHWi 3MiHW1) NPOMOHYETLCSA HA3BM AOMILLOK B
po3ginax peectpauiiHoro Aocbe NPUMBECTU Y
BIANOBIAHICTb Aji0Y0I peAakLii MeToAiB KOHTPOO AKOCTI,
a TakoX He3HauHi 3MiHM dhopmaTy BUKIaAEHHS PO34iny
3.2.P.1.0nuc i cknag nikapcbkoro 3acoby. 3miHu | Tuny -
3MiHM 3 SIKOCTi. [O0TOBMIA Nikapcbknii 3aci6. KoHTponb
rOTOBOrO JlikapCcbkoro 3acoby (iHLWi 3MiHM) MPONOHYETLCS
BUAYYNTK 3 po3ginis 3.2.P.3.3.0n1c BUPOGHMUYOro
npouecy Ta inoro KoHTposto, 3.2.P.3.4. KoHTposib
KPUTWYHMX CTaAiil Ta NPOMKHOI NpoAyKLii,
3.2.P.3.5.Banigauis npouecy Ta ioro oLiHka,
iHchopMmaLLito LWoA0 KOHTPOI0 FOTOBOI NPOAYKLUIT y
3B’A3KY 3 NpuBeAeHHsAM o copmaty 3T/A. IHdopmauis
LIOZ10 KOHTPO/It0 rOTOBOI NPOAYKLUIT HaBeaeHa B
n.3.2.P.5.1.Cneuudikauis

3a
peyermom

He
nionsieae

UA/5747/01/02

®C

TabneTtku no 2,5 mr
no 10 tabnetok y

6nictepi, no 1, 3 abo

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt”

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMNy - 3MiHK 3 IKOCTI. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby. 3miHa

3a
peyenmom

He
nionsieae

UA/5747/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

10 6nicTepiB y nauui
3 KApTOHY

napameTpiB cneundikauiii Ta/abo JOMYCTUMMX MEX
rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHM) HEe3HauHI
3MiHM B cneuudikauii M3 3a nokasHnkamn «Onme»,
«Po34nHeHHs», «KinbkicHe BU3HauYeHHs». 3 onucy
Tabnetok BuaaneHo pasy «3a 30BHiLLHIM BUTNAA0M
MaloTb Bignosigatn sumoram dY crartsa «TabneTku»,
OCKi/IbKM BOHA He Mae iHdhopMauiiHoro 3MmicTy,
[ofaBaHHs iHpopmaLii Npo HasBHICTb dhackn oNns
[o3yBaHHa 2,5 Mr. 3miHa hopmyoBaHHSA BUMOT A0
nokasHuka «Po34nHeHHs» - BUK/IOYeHa iHhopmalis no
KpUTEPIAM NPUAHATHOCTI CTYNEHI0 PO3UYNHEHHS MO TPHOM
PiBHAAM, OCKifIbKU Lji BUMOrK onucani y Ady 2.9.3.
dopmyntoBaHHsA TecTy «KinbkicHe BU3HAUYEHHs»
npuBeLeHO [0 BHYTPILLHbO-(IPMOBUX BUMOT. 3MiHK
BHeceHi B po3ain "OCHOBHI (i3nKo-XiMiuHi BnacTnsocTi"
B IHCTPYKL,it0 415 MELNYHOIO 3aCTOCYBaHHS NikapCbKoro
3acoby. BBegeHHs 3MiH NpoTArom 6-Tu micsALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKOoro
3aco0y (iHLWi 3MiHW1) NPOMOHYETHLCA HA3BU AOMILLOK B
po3sainax peecTpauiiHoro A0oCLE NPUBECTU Y
BIANOBIAHICTb Ajit0Y0T pefakuii MeToAiB KOHTPOSIO AKOCTI,
a TakoX He3HauHi 3MiHW hopmarty BUKNaAEHHS po3ainy
3.2.P.1.0nuc i cknag, nikapcbKoro 3acoby. 3MiHu | Tuny -
3MiHu 3 sKoCTi. [OoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHK) NPOMOHYETHLCA
BUYy4nTU 3 po3sginis 3.2.P.3.3.0nuc BMpo6HMYOro
npotecy Ta inoro KoHTposnto, 3.2.P.3.4. KoHTponb
KPUTWYHKX CTaAiil Ta NPOMXHOI NpoAyKLii,
3.2.P.3.5.Banigauis npowecy Ta ioro ouiHka,
iHchopmawLito W00 KOHTPOSIKO FOTOBOT NMPOAYKLi Y
3B'A3KY 3 NpuBeAeHHAM Ao dopmaty 3T/, IHdopmauis
LLIOA0 KOHTPO/II0 rOTOBOI NPOAYKLiT HaBefeHa B
n.3.2.P.5.1.Cneundikauis

75.

BEPAXXNHAK
Cc

Kancysnu BariHasibHi
M'siki, o 6 kancyny
6nictepi; no 1 abo 2
6nictepn y
KapTOHHI Kopoo6Li

Amakca
nrtp,

Benwvka
BputaHis

BMPOGHMLTBO 3a
MOBHVM LK/IOM:
®in IHTep dapma
Ko., Nita.,
B’eTHam;
KOHTPO/b SKOCTI:
®in IHTep dapma
Ko., N14., B'’eTHam

B’eTHam

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: TexHiYHa
nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
BUMPAaB/IEHHSA TEXHIYHMNX MOMUIIOK 3riAHO N.2.4. po3giny
VI Haka3zy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y
pegakuii Hakasy MO3 Ykpainu Big 23.07.2015 p Ne 460),
[JOnyLieHyX Npy NoBeAEHHI nNpoueaypy peectpaduii (Pr1
NeUA/20205/01/01; Haka3 MO3 Ykpainu Big 18.10.2023
p Ne1808) B cnevmcpikauii Ha BUNyCK Ta Ha TepPMiH
NPVAATHOCTI 38 NOKa3HWMKOM «Po3nagaHHs» -
3aTBepAxeHo: (He meHLue Hix 30 XBUWH);
3anponoHoBaHo: (He GinbLue Hixx 30 XBUAWH). 3a3HaueHi
BMMNpaB/IeHHS BiAMoBifaloTe MaTepiasiam
peecTpaLiiHoro A0ckeE, siki 3HaxoAsiTbCsA B apXiBi

3a
peyenmom

UA/20205/01/01

76.

BEPAMNAMIJI-

TabNeTkn, BKpUTI

MpAT

YKpaiHa

MpAT

Ykpaina

BHECEHHS 3MiH 10 peecTpauiiiHux maTepiasis: 3MiHu |

3a

UA/3582/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
AAPHULUA NIiBKOBOO "®apmaue "hapmMaueBTUYHa Tuny: 3miHu 3 AkocTi. A®l. KoHTponb A®I. 3miHa y peyenmom

060/10HKot0, No 80 BTUYHA hipma "OapHuus" napameTpax cneuudikauii Ta/abo AONYCTUMMX MEX,

mr, no 10 TabneTok ipma BM3Ha4YeHUX y cneuucpikauisx Ha Adl, abo

Y KOHTYpHIlA "OapHuus" BVIXiAHWA/MPOMIKXHWIA NpoAyKT/pearexT, Wo

YapyHKOBIli BVKOPWCTOBYIOTLCSA Y npoveci Bupo6HuuTBa A®| (iHwwi

ynakosLi; no 5 3MiHW) - CynyTHA 3MiHa: 3MiHu 3 AKocTi. APl. KOHTponb

KOHTYPHUX A®l. 3miHa y meTodax BunpobyBaHHs AD| abo

YapyHKOBUX BMXIAHOrO MaTepiany/npomiKHOro NPoAyKTy/peareHTy,

yNakoBOK y navui

LLIO BUKOPUCTOBYETLCSA Y Npoueci BUpobHuuytea A®|
(He3HauHi 3MiHM y 3aTBEPMKEHUX MeTogax
BMNPO6YBaHHS) BHECEHHSA 3MiH [0 po34inis

3.2.5.4.1.Cneunddikauist Ta 3.2.S.4.2. AHaNITUYHI
METOAMKN Ha fjtody PeqoBMHY Bepanaminy rigpoxnopuay
y BUPOG6HUMKa 13 3 ypaxyBaHHSIM BUMOT Ta
pekomeHpauili fepxasHoi ®apmakonei Ykpainu,
€Bponeiicbkoi Papmakonei, a came: BUTy4YeHHS
nokasHunka «PO34YMHHICTb» i3 cneuudikauii AdI
BUPOGHMKa N3, OCKiNbk1 faHni TeCT Mae
pekomeHAauiliHWi xapakTep; "Mikpob6ionoriyHa umcrtora”

- NpUBEAEHO Yy BiANOBIAHICTL A0 BUMOT €D, 2.6.12,

5.1.4. 3miHn | Tuny: 3miHK 3 skocTi. API. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo gonyctummx
MeX, BU3HaueHuX y cneumudikayisax Ha A®l, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(BMNYyYEHHS1 HE3HAYHOrO NOKa3HKKa AKOCTI (Hanpuknag,
BW/YYEHHS 3aCTapifioro nokasHuka)) BHECEHHS 3MiH [0
po3ginis 3.2.S.4.1.Cneuundikauis Ta
3.2.S.4.2. AHaNITUYHI METOAMKM Ha [itody peqyoBUHY
Bepanaminy rigpoxnopugy y supobHvika N3 sBignosigHo
[0 BMMOT Ta pekoMeHain JepxxasHoi dapmakonei
YkpaiHu Ta EBponelicbkoi ®apmakonei. Y 38'A3Ky 3 LM,
i3 po3giny "laeHTudikauia” BunyyeHo iHcopmadio npo

Apyry iaeHTudikaliio Ta BignoBigHi po3aiv apyroi

ifeHTudikauii, a came: "lgeHTudikauis A" Ta
"laeHTudpikauia C". BunyyeHo goaaTkoBy iHchopmaLiio
CTOCOBHO aHOMaJ1bHOI TOKCMYHOCTI, OCKi/Ibki AaHa AdI
BUKOPVCTOBYETHCA AN BUPOGHULITBA HECTEPUILHOT
nikapcbkoi popmun. 3MiHn | TUMY: 3MiHK 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l' E-cepTudikar BignoBigHOCTI
€Bponeiickbkili hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y BiANOBIAHICTb
00 MoHorpadii AdY abo Esponeiicbkoi dhapmakoner,
a60 iHWOI HalioHannbHOT hapmakonel gepxasun €C (iHLi
3miHW) MpuBefeHHs po3sginis 3.2.S.4.1Cneuvndikauis Ta
3.2.S.4.2 AHaniT4Hi METOAMKN A0 BUMOT AitoHoi
MoHorpadii "Verapamil hydrochloride" €sponelicbkoi
dhapmakornei. Y 38'A3Ky 3 UM BHECEHO 3MiHW A0 po3ainy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

"laeHTudikauia D", a came: peakuito (b) Ha xnopuan
3aMiHeHO Ha peakuito (a). 3MiHY | TMNYy: 3MiHK 3 AKOCTI.
A®I. KoHTponb A®Il. 3miHa y meTodax BUNpobyBaHHSA
A®| abo BMXigHOro MaTepiany/npoMiXXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPO6HMLTBA AP (iHLWI 3MiHK Y MeToAax BUNPOOYBaHHS
(BKtOvarOUM 3aMiHy abo fonoBHeHHS) Al abo
BMXIZAHOrO/NPOMIXHOro NpoAaykTy). CynyTHA 3MiHa: 3MiHU
3 AkocTi. APl KoHTposnb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo foNyCTUMNX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/NPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHM) BHECEHHS 3MiH Ta
pejakuiiiHi npasku fo posginis 3.2.S.4.1.Cneyudikauis
Ta 3.2.5.4.2. AHaNiTUYHI METOAMKMN Ha Ailovy PeyOBUHY
Bepanaminy rigpoxnopuay y BupobHuvika '3 3a
nokasHukamu "lgeHtudpikauis B", "CynpoBigHi oMmiluku",
"3a/IMLLKOBI KiSIbKOCTi OpraHiyHnX PO3UYNHHUKIB" 3rigHO 3
BMMOramu Ta pekomeHgauismu [lepxasHoi ®apmakonei
YkpaiHu Ta EBponelicbkoi ®apmakonei, y BiAnoBigHOCTI
[0 maTepianis BUPOOHUKA, 3 ypaxyBaHHAM pesy/bTarTis
Banigauii. 3miHu | Tny: 3miHn 3 axkocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax cneuundikauiii Ta/abo
[ONyCTUMUX MeX, BU3HaueHux y cneuudikauisx Ha Adl,
ab0o BMXigHWIA/NPOMDKHUIA NPOAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUNYyYEHHA HE3HAYHOrO NOKasHWKa SIKOCTi (Hanpuknag
BWJTYYEHHS 3aCTapifioro NoKasHyKa)) BUyYeHO NoKasHMK
"Bakki MeTasin" 3 po3ginis 3.2.S.4.1.Cneuudpikauis Ta
3.2.S.4.2. AHaniTUYHI METOAMKMN Ha Ailovy PeYOBUHY
Bepanaminy rigpoxnopuvgy y BupobHvka N3 BignosigHo
[0 BUMor moHorpadii "Verapamil hydrochloride”
€Bponeiicbkoi dhapmakonei , ICH Q3D Guideline for
Elemental Impurities Ta akTyasibH1X MaTepianis
BMPOGHUKIB ADI

77.

BIPJAK 60

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO no 60
Mr; no 28 TabneTok
Y KOHTelHepi, no 1
KOHTEliHepy y
Kopoo6Li

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu |
Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeeneHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
thapMakoHarnsgy, 3amMiHa ynoBHoOBaXeHoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 (hapMakoHarnfgy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6M, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BK/IHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucteMun dpapmakoHarnsgy). 3mMiHa KOHTaKTHUX JaHux

3a
peyermom

UA/17203/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMOBIAa/IbHOI 3a
thapmMakoHarnag. 3mMiHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag B Ykpaini. fitoua
pepakuis: Hypies EngaHiz Animosuy.lTlponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpiioBuy.3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CObYu 3asBHMKa,
Bi4NoBiAa/IbHOI 32 hapmakoHarnsg B YkpaiHi
78. BICYTIH Kancynu Teepgi no MicTpan AHrnis BUNYyCK cepil: HigepnaHan BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/19666/01/02
25 mr; no 7 kancyny Kenitan CiHTOH BB, / My - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMii 3aci6. peyenmom
6nictepi; no 4 MeHemkm HigepnaHgu; Icnanis Cuctema KoHTeliHep/3aKynoptoBasibHW 3aci6. 3miHa y
6nictepu B eHT BMPOBHULITBO NepBUHHIA yNakoBLji rOTOBOTO JlikapCbKOro 3acoby
KapTOHHI Kopoo6Li Nimiten roTOBOI NiKapCbKOi (AKicHWiA Ta KinbKicHWI cknag) - Teepai nikapcbki hopmun
a6o no 10 kancyn y dopmu, NepBrHHA - 3amiHa noTto4yHoro 6nictepa oPA/AI/PE Ha HoBWi
6nictepi; no 3 Ta BTOPUHHA 6nictep oPA/AI/PE 3 6inbLL TOBCTUM 3B’A3YHOUUM
6nictepu B ynakoBka, hi3nko- wapom. 3aTBepmkeHo: Crneumndikalis nepBUHHOI
KapTOHHIA KOpoo6Li XiMiYHWI KOHTPO/b ynakoBku ans dponsru oPA/AI/PE
cepii, BUNycK PPMS.NUS.78060 Total thikness (um) 108-132 Weight
cepii: CiHTOH (g/m2) 185,8-227. 3anponoHoBaHo: PPMS.NUS.96391
Xicnanis, C.J1., Total thikness (um) 108-134
IcnaHis Weight (g/m2) 185,8-229,2
79. BICYTIH Kancynm Teepgi no Mictpan AHrnis BWMYCK Cepil: Higepnaxngu BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a - UA/19666/01/03
37,5 mr, no 7 kancyn Kenitan CiHTOH BB, / TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib. peyenmom
y 6nicTepi; no 4 MeHexm HigepnaHaw; IcnaHis Cuctema KoHTeliHep/3aKkynoptoBasibHUI 3aci6. 3MiHa y
6nictepn B eHT BMPOBHULTBO NEePBUHHIN YNakoBL,i FOTOBOro NikapCbKoro 3acoby
KapTOHHI Kopoo6Li Nimitep roTOBOT NiKapCbKoi (sAKicHWiA Ta KinbKicHWI cknag) - Teepai nikapcbki hopmu
abo no 10 kancyny ¢opmMu, NepBuHHA - 3amiHa noTto4yHoro 6nictepa oPA/AI/PE Ha HoBwii
6nictepi; no 3 Ta BTOPUHHA 6nictep oPA/AI/PE 3 6inblL TOBCTUM 3B’A3YHOUNM
6nictepu B ynakoBka, ¢pianko- wapom. 3aTBepmkeHo: Crneyndikalis NepBUHHOT
KapTOHHIA Kopoo6Li XiMiYHWI KOHTPOb ynakoBkn ans chonbru oPA/AI/PE
cepii, BUMyCK PPMS.NUS.78060 Total thikness (um) 108-132 Weight
cepii: CiHTOH (9/m2) 185,8-227. 3anponoHoBaHo: PPMS.NUS.96391
XicnaHist, C.J1., Total thikness (um) 108-134
Icnanis Weight (g/m2) 185,8-229,2
80. BICYTIH Kancynu Teepgi no Mictpan AHrniA BUNYyCK cepil: HigepnaHan BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 3a - UA/19666/01/04
50 mr; no 7 kancyny Kenitan CiHTOH BB, / TUnYy - 3MiHK 3 IKOCTi. TOTOBWIA Nnikapcbkuii 3acio. peyenmom
6nicTepi; no 4 MeHemxm HigepnaHgw; Icnanis CucTema KoHTeliHep/3aKynoproBaslbHUIA 3aci6. 3MiHa y
6nictepu B eHT BMPOGHMNLITBO NMepBUHHIl yNakoBLi roTOBOrO NikapcbKoro 3acoby
KapTOHHiiA KOpo6Li Nimiten roToBOI NiKapCbKol (AKicHWIA Ta KiNbKicHWIA cknag) - Teepai nikapcbki hopmu
ab6o no 10 kancyny ¢opmu, NnepBMHHA - 3amiHa noTouHoro 6nictepa oPA/AI/PE Ha HoBUiA
6nictepi; no 3 Ta BTOPUHHA 6nictep oPA/AI/PE 3 6inbll TOBCTUM 3B’SA3YHUUM
6nictepu B ynakoBka, hi3uko- wapom. 3areepmxeHo: Crneumndikalis nepBUHHOI
KapTOHHI KOpOOL; XiMIYHWIA KOHTPO/Tb ynakoBku gnsi ponbrn oPA/AI/PE
cepii, BUNycK PPMS.NUS.78060 Total thikness (um) 108-132 Weight
cepii: CiHTOH (g/m2) 185,8-227. 3anponoHoBaHo: PPMS.NUS.96391
Xicnanisi, C.J1., Total thikness (um) 108-134
IcnaHis Weight (g/m2) 185,8-229,2
81. BICYTIH Kancynm Teepgi no Mictpan AHrnis BUMNYCK Cepil: HigepnaHngn BHECEHHS 3MiH [0 peecTpavyiiiHnux maTtepianis: 3MiHu | 3a - UA/19666/01/01
12,5 mr; no 7 kancyn Kenitan CiHTOH BB, / TMNy - 3MiHKM 3 AKOCTI. FOTOBWMIA JIiKAPCLKMIA 3aci6. peyenmom




93

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
y 6nicTepi; no 4 MeHemkm HigepnaHgu; Icnanis Cuctema KoHTelHep/3aKynoptoBasibHWI 3aci6. 3miHa y
6nictepu B eHT BMPOBHULTBO NepBUHHIA yNakoBLji rOTOBOTO JlikapCbKOro 3acoby
KapTOHHiiA Kopo6Li Nimiten roTOBOI NiKapCbKOoi (AKicHWIA Ta KiNbKiCHWIA cknag) - Teepai nikapcbki hoopmu
a6o no 10 kancyn y dopmu, NepBrHHA - 3amiHa noTtouyHoro 6nictepa oPA/AI/PE Ha HoBWi
6nictepi; no 3 Ta BTOPUHHA 6nictep oPA/AI/PE 3 6inblU TOBCTUM 3B’SA3YHUNM
6nictepu B ynakoBka, hi3uko- Lwapom. 3aTeepmxeHo: Crneumndikalis nepBUHHOI
KapTOHHI KopooLi XiMIYHWI KOHTPO/b ynakoBku ans dponsru oPA/AI/PE
cepii, BUNycK PPMS.NUS.78060 Total thikness (um) 108-132 Weight
cepii: CiHTOH (g/m2) 185,8-227. 3anponoHoBaHo: PPMS.NUS.96391
Xicnanis, C.J1., Total thikness (um) 108-134
IcnaHis Weight (g/m2) 185,8-229,2
82. FTABAHA® Kancynu no 75 mr, MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | 3a - UA/14764/01/01
no 10 kancyn B "Knismegn "KniBmegnpenapa TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib. peyenmom
6nicTepi; no 2 penapat" T CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6 (iHLUi

6nicTepu B nayuj

3MiHW) - OHOBNEHHS po3giny 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasibHW 3acib, a came: -
BrnyyeHHs1 Ha3B BUPOGHYKIB (hOsIbIv asltOMIHIEBOT; -
BunyyeHHss yMOB Ta TepMiHy 36epiraHHs NepBUHHUX
nakyBaJIbHUX MaTepianis; - BunyyeHHs cneyudikauii Ta
MeTOZiB KOHTPO/10 BTOPMHHOTO MakKyBaHHS (Nauku ans
nikapcbkux 3aco6is). 3MiHW | TUMy - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneundikauin Ta/abo AONyCTUMMX MEX NEPBUHHOT
yNaKoBKM rOTOBOTO NiKAPCbKOro 3acoby (BUTyYeHHS
He3Ha4yHOro MokasHuKa (Hanpuknag, 3actapinoro
nokasHuka)) CynyTHs 3MiHa 3MiHM 3 SkoCTi. F0TOBWI
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHU 3aci6. 3MiHa y MeToaax
BMNPOBYBaHHSA NEPBMHHOI YNakoBKM rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax BUNPo6yBaHb
(BKOYaroumM 3aMiHy abo fofaBaHHs)) - BHECEHHS 3MiH
[0 crneungikavii/MeTo4iB KOHTPOO 4115 M/TIBKK
NONIBIHIZIX/TOPUAHOI, & came BUyYeHO N. «[liameTp
BTY/IKU», «[JOBXWHA BTY/NKW», «[liaMeTp py/sioHa» Ta M.
«LlnpuHa matepiany». 3MiHu | TMNy - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneundikauin Ta/abo AONyCTUMMX MEX NEPBUHHOT
yMakoBKM FOTOBOTO NiKapCbKOoro 3acoby (iHLwi 3MiHN)
CynyTHS 3MiHa 3MiHW 3 AKOCTi. FOTOBUIA NiKapCbKuiA
3aci6. Cuctema KoHTelHep/3aKynoptoBasibHUIA 3aci6.
3MiHa y MeTofax BUNPOOyBaHHA NEPBUHHOI YNakoBK/
roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHK y MeToAax
BMNPOO6YBaHb (BK/1OYAKOUM 3aMiHy abo AofaBaHHs))
BHECEHHS 3MiH [0 cnevudikaLii/MeToAiB KOHTPO/I0 AA
NNiBKX NONIBIHINX0PUAHOT, & caMe feTani3ytTbCs
[0NYCTUMI MeXi MOKa3HMKa «30BHILLHIN BUIASA». 3MiHW |




94

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo 4ONYyCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro 3acoby
(BMNYYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag,
3acTapifioro nokasHuka)) CynyTHs 3MiHa 3MiHU 3 AKOCTI.
[oToBMIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBa/ibHUiA 3aci6. 3MiHa y MeToAax
BMNPOBYBaHHA NEPBMHHOI YNakoBKW rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax BUNPobyBaHb
(BKTtovaroumn 3amiHy abo goaaBaHHs)) 3a3HayeHi
NOKa3HUKN € TEXHIYHUMMN NapamMeTpamu Ta 3asiexarb Bif,
TEXHIYHMX XapakTepucTuk acyBasibHOr0 06/1aAHaHHS.
BHECEHHS 3MiH A0 crneyndikauii/MeToaiB KOHTPOMO AN
honbry anoMiHieBoi, a came BuUydeHo n. «LLnpuHa
marepiany»; 3 n. «OCHOBHi pO3Mipy» BUTyYEHO
«[liameTp BTYNKN», «[lOBXWHA BTYNKN», «30BHILUHIi
AiameTp pysioHa». 3MiHW | Tuny - 3MiHW 3 AKOCTI.
[oToBMIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI
yMakoBKM FOTOBOTO NiKapCbKOro 3acoby (iHLwi 3MiHN)
CynyTHS 3MiHa 3MiHW 3 AKOCTi. FOTOBUIA NiKapCbKuiA
3aci6. Cuctema koHTeliHep/3akynoptoBasibHuiA 3acio.
3MiHa y MeTofax BUNPoOyBaHHA NEPBUHHOI YNakoBK/
roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHK y MeTogax
BMNPOO6YBaHb (BK/1OYAOUM 3aMiHy abo 4oL aBaHHs))
BHECEHHS 3MiH [0 cnevudikauii/MeToAiB KOHTPO/I0 AA
honbry antoMiHieBOT, a came AeTanisytoTbCs A0NnyCTUMI
MeXi NoKa3HuKa «30BHILLHIl BUrNsg»

83.

FABAHA®

Kancynu no 150 mr,
no 10 kancyn B
6nicTepi; no 2
6nictepy B nauuj

NAT
"Kuismegn
penapart"

YkpaiHa

MAT
"KvuiBmegnpenapa
™

YKpaiHa

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
CuncTemMa KoHTelHep/3aKynoptoBasibHUIA 3aci6 (iHLUi
3MiHW) - OHOB/NEeHHS po3giny 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasibHW 3aci6, a came: -
BunyyeHHs1 Ha3B BUPOGHWKIB (DOIbIV a/THOMIHIEBOI; -
BunyyeHHss yMOB Ta TepMiHy 36epiraHHs MepBUHHUX
nakyBasibHUX MaTepianis; - BunyyeHHsa cneuudikauii tTa
MeTOoZiB KOHTPO/I0 BTOPMHHOTO MakKyBaHHs (Naukn ons
nNikapcbknx 3aco6iB). 3MiHW | TUMy - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3acib. 3mMiHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNaKkoBKM FOTOBOTO NiKapCbKOro 3acoby (BUMyYEHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapinoro
nokasHuka)) CynyTHsl 3MiHa 3MiHU 3 SKOCTi. F0TOBUIA
nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWI 3aci6. 3MiHa y MmeTodax

3a
peyenmom

UA/14764/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BUNPOOYBaHHA NEPBUHHOI YNaKoBKV rOTOBOIO
nikapcbKoro 3aco6y (iHLi 3MiHM y MeToAax BUNpPoGyBaHb
(BrtOvarouM 3aMivy abo foAaBaHHs)) - BHECEHHS 3MiH
00 cneuwndikauii/MeToaiB KOHTPOO A1 NITIBKMN
NOAIBIHINIXIOPUAHOT, a came BUy4YeHo n. «[iameTtp
BTY/IKU», «[lOBXMHA BTYNKW», «[liameTp pyaoHa» Ta .
«LLnpuHa matepiany». 3miHu | TNy - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNakoBKW rOTOBOrO /iKapCbKOro 3aco6y (iHLWi 3MiHW)
CynyTHs1 3MiHa 3MiHW 3 SKOCTi. FOTOBMIA NiKapCbKuii
3aci6. Cuctema KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MmiHa y meTogax BUnpobyBaHHSA NepBUHHOT yNakoBKu
rOTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHW Y MeTogax
BMNpobyBaHb (BK/IOUaUM 3aMiHy abo foJaBaHHS))
BHECEHHS 3MiH A0 crneyndikauii/MeToaiB KOHTPOMO AN
nAiBKM NOAIBIHINXNOPUAHOI, @ came AeTasli3yTbCA
[OMNyCTUMI MeXi MoKa3HVKa «30BHiLLHIA BArNS4». 3MiHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
Cuctema KoHTeliHep/3aKkynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneundikauiii Ta/abo JOMYCTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKoro 3acoby
(BUNYyYEHHSA HE3HAYHOro NoKasHvkKa (Hanpuknag
3acTapinioro nokasHuka)) CynyTHs 3MiHa 3MiHW 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cucrema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa y MeTogax
BUNPOOYBaHHA NEPBUHHOI YNaKoBKV rOTOBOrO
nikapcbKoro 3aco6y (iHLi 3MiHM y MeToAax BUNpPoGyBaHb
(BKTtovatoumn 3amiHy abo gogasaHHs)) 3asHadeHi
MOKa3HUKN € TEXHIYHMK NapaMeTpamu Ta 3a/1exartb Bif,
TEXHIYHMX XapakTepucTuk acyBasibHOr0 061aAHaHHS.
BHECEHHS 3MiH [0 cnevudikalii/MeToAiB KOHTPOO ANA
chonbry anoMiHieBoi, a came BUydeHo M. «LLnprHa
marepiany»; 3 n. «OCHOBHI PO3Mipy» BUTyYEHO
«[liameTp BTYNKN», «[lOBXWHA BTY/KN», «30BHIiLUHIi
giameTp py/sioHa». 3MiHW | Tuny - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNakoBKW rOTOBOrO /iKapCbKOro 3aco6y (iHLWi 3MiHW)
CynyTHs1 3MiHa 3MiHW 3 SKOCTi. FOTOBMIA NiKapCbKMii
3aci6. Cuctema KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MmiHa y meTogax BUNpobyBaHHSA NepBUHHOT yNakoBKu
rOTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHM Y MeTogax
BMNpobyBaHb (BK/OUaUM 3aMiHy abo foJaBaHHS))
BHECEHHS 3MiH A0 crneyndikauii/MeToaiB KOHTPOMO AN
honbrv anMiHIiEBOI, a came feTanisyTbCs oNyCTUMI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
MeXi NoKasHvKa «30BHiLWHI BArIsa»
84. FAHUWMN TabneTku, BKPUTI leTepo IHais leTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a - UA/18575/01/01
NNiBKOBOIO Na63 Nimiteq MRy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOH0, Mo 450 Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr; no 10 TabneTok y3arasibHeHUX JaHux Npo cucTemy chapmakoHarnsagy
y 6nicTepi, no 6 (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
6nictepiB y thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coow,
KapTOHHI kopobuyj; BiANOBIAA/ILHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
no 60 TabneTok y KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asiBHVKa Ans
KOHTeliHepi, no 1 3[jicCHeHHs hapmMakoHarisay B YkpaiHi, SKLOo BoHa
KOHTEliHepy y BigMiHHa Bif, yNOBHOBaXEHOT 0C06M, BiANoBiganLHOI 3a
KapTOHHI Kopoo6Li 3piicHeHHs hapmakoHarnagy (BKIH0HYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-thaiina
cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0COOU 3asIBHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg,. 3mMiHa KOHTaKTHOT 0cobu 3asiBHUKa,
BignoBigasIbHOI 3a hapmakoHarnsag B Ykpaini. fitova
pepakuis: Hypies EngaHxisz Animosuy. MNponoHosaHa
pepakuis: Tonokesuy Bonogumup HOpiioBuy.3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsa B YkpaiHi
85. FEKCAKCUM cycneHsisa gns CaHodi PpaHuis BMPOGHMLITBO PpaHuisn/ BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3MiHu | 3a - UA/13080/01/01
® | HEXAXIM iH'ekwiA; no 0,5 mn MacTep roToBOro YropLumHa TMny - 3MiHK 3 AkocTi. AP KoHTponb APL. 3miHa y peuyenmom
BAKUUHA (1 posa) B Hepo3g)acoBaHOro napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
ana nonepeaHsLo NPoAYKTY, BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
MPO®ITAKT 3an0BHEHMWX 3an0BHEHHS, BUXiZHWIA/NPOMIDXXHWIA NpoAyKT/pearexT, Wo
KN wnpuuax 3 1-eto BTOPVHHE BVKOPVCTOBYIOTbCSA Y npoveci BupobHuutea AP| (iHwwi
OUDTEPII, (abo 2-ma) nakyBaHHs, 3MiHM) [ogaBaHHS BUNpo6yBaHHb Bru3HaueHHs
NMPABLSA, OKpemMumu ronkamu, KOHTPO/b SIKOCTI, MakcuMasnbHOT afcopbuiiHoi 3gaTHocTi (Maximal
KALLUTIOKY no 1 wnpuuy B BMNYCK Cepii: adsorption capacity test) Ta Po3nogin 4yacTuHoK 3a
(ALEENMONAP | kapTOHHIli ynakoBLyj; CaHodpi MNacTep, po3mipom (Particle size distribution test) sik fogaTkosi
HUA no 0,5 mn (1 gosa) B dpaHuis; BMNpo6yBaHHsA A0 Characterization Tests on Aluminum
KOMMOHEHT | nonepefHb0 BMPOGHMLITBO Hydroxide Gel.
), TENATUTY 3anoBHEeHX roToBOro TepMiH BBEEHHS 3MiH - 2 kBapTan 2025. 3miHu | Tuny -
B wnpuuax 3 1-eto Hepo3ghacoBaHOro 3MiHu 3 sKocTi. A®l. BUpo6HULTBO. 3MiHM B NpoLeci
PEKOMBIHA (abo 2-ma) NPOAYKTY, BMpo6HULTBa AP| (HE3HAYHA 3MiHA Y NMpoLeci
HTHA, OKpemMumu ronkamu, BTOPVHHE BMpOGHMLTBa ADI) 3miHa TepMiHy NpuaaTHOCTI
noniomMien no 1 wnpuuy B naxkyBaHHs XpomaTtorpadpiuHoro resnito ASF-S4B, skuii
TY cTaHgapTHO- (wnpwvyw), BMKOPVCTOBYETLCA A/151 OUMLLIEHHS KaLLIOKOBOrO
IHAKTUBOBA | eKkcrnopTHiii KOHTPO/1b SKOCTI, TOKCUHY 3 25 Ha 18 uukniB Ha BUPOBOHMYIN AinbHUL
HA TA ynakoBLi, fika BUMYCK Cepiil: Marcy I'Etoile, ®paHuis. TepMiH BBEAEHHS 3MiH - 2
3AXBOPIOB MIiCTUTBCA Y CaHodpi MacTtep, KkBaprtan 2025
AHb, KapTOHHI Kopobui 3 dpaHLis;
CAOPUYUHEH | iHCTpyKLUieto ansa BTOPVIHHE
nx MeguyHoro nakyBaHHs, BUMYCK
HAEMOPHIL 3acTOoCyBaHHs; no cepiii: CaHodi-
us Tmny B 0,5wmn (1 po3a) B ABeHTic MpaiiBiT
KOH''OrOBA nonepegHbLo Ko. Jtq.,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

HA,
AACOPBOBA
HA, PIOKA

3anoBHEHNX
wnpuyax 3 1-eto
(abo 2-ma)
OKPeMMMU rofikamu,
no 10 wnpuuis B
KapTOHHIli ynakoBLyj;
no 0,5 mn (1 go3a) B
nonepeaHLo
3anoBHEHNX
wnpuyax 3 1-eto
(abo 2-ma)
OKPeMMMU rofikamu,
no 10 wnpwuyis B
cTaHfapTHO-
EKCMOPTHilA
yMakoBLi, sika
MIiCTUTbCA Y
KapTOHHI Kopobuji 3
iHCTpyKUi€eto ans
MeANYHOro
3aCTOCyBaHHS; Mo
0,5mn (1 gosa) y
hnakoHax, no 10
h1aKkoHiB y
KapTOHHI ynakoBL;
no 0,5 mn (1 gosa) y
nakoHax, no 10
h1akoHIB B
cTaHfapTHO-
EKCMOPTHilA
yMakoBLi, sika
MIiCTUTbCA Y
KapTOHHiii Kopo6Lli

Mnardopma
JIOTICTUKN Ta

ANCTpubyLii y m.

Bypanewr,
YropumHa

86.

FEKCOCENT
®

cnpeii AN poToBOi
NopoXxHuHU 0,2 %; in
bulk: no 25ry
6an0oHi; no 240
6asIoHIB B ALLNKY

AT
"Ctoma"

YkpaiHa

AT "Ctoma"

YKpaiHa

BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
30060B'A3aHb Ta YMOB Buauvi peecTtpauiiHoro

nocBigYeHHS, BKIOYaoun MnaH ynpaeniiHHA pU3nkamm

(3acTocyBaHHS TEKCTY, SKWIA NOTOKEHNI 3
KOMMNETEHTHUM OpraHoMm) - 3asiBHVKOM HagaHo
OHOBJ/IEHWIA MNaH ynpaBniHHS pu3nkamu Bepcis 2.0.
3MiHU BHECEHO [0 YaCTVH:
| «3aranbHa iHhopmaLis»
Il «Cneundikanis 3 6e3nekm»
V «3axoaun 3 MiHimi3avi pu3nkis»,
VI «Pe3iome nnaHy ynpasniHHSA pyu3nkamms»
VIl «QopaTku» (ooaaTok 2)
y 3B’513Ky 3 OHOBJ/IEHHAM iHdopMaLiii 3 6e3neku gitoyoi

UA/16486/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

PEYOBMHM FreKCeTUAVH, WO € PYTUHHUMK 3axoamu 3
MiHimi3aLUii pusukis

87.

FEKCOCENT
®

cnpeii ansa poToBoi
NOpPOXHUHY 0,2 %);
no 25 r y 6asoHi; no
1 6an10Hy y nauuj 3
KapToHYy

AT
"Ctoma"

YkpaiHa

AT "CTtoma"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili XapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT
AN MeANYHOro 3acTOCyBaHHs
reHepuUHMX/ribpuaHNX/6ionoAibHMX Nikapcbkmx 3aco6iB
nicns BHECEHHS Tiel camoi 3MiHW Ha pedhepeHTHWi
npenapar (3mMiHa He noTpebye HafaHHA XOLHNX HOBMX
[04aTKOBUX laHWX) 3MiHW BHECEeHI A0 IHCTPYKLUiT Ans
MeJMYHOro 3aCTOCyBaHHA MikapCcbKoro 3acoby y po3ginu
"®apmakonoriyHi BractmsocTi”, "lMokazaHHA"
(YyTO4HeHHs), "Cnocib 3acTocyBaHHA Ta 4o3m",
"Mepepno3yBaHHA" 3rigHO 3 iIHhOpMAaLEr Woa0
MeAMYHOro 3acToCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (TEKCOPAJI®, cripeii Ans poTOBOI NOPOXHUHM).
3MiHn | TURY - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
3060B'A13aHb Ta YMOB Buauvi peecTpauiiiHoro
noceigYeHHs, BKNoYarouy MaaH ynpasniHHSA pu3nkamm
(3acTocyBaHHSI TEKCTY, KW NOTOKEHNT 3
KOMNETEHTHUM OpraHom) 3asiBHMKOM HaJiaHo
OHOBAeHUI MnaH ynpasniHHA pu3nkamu Bepcis 2.0.
3MiHU BHECEHO A0 YacTuH: | «3aranbHa iHhopmauisy Il
«Cneuudpikauisi 3 6e3nekm» V «3axoam 3 MiHimizawii
pu3ukiB», VI «Pe3tome nnaHy ynpasniHHA pusmkamu» VI
«Jlopatkn» (foAaToK 2) y 3B'A3KY 3 OHOB/IEHHAM
iHcbopMmaLii 3 6e3neku Ailoyoi pevyoBUHY FreKCeTUAMH, Lo
€ PYTUHHUMM 3axodamu 3 MiHiMi3auii pu3ukis. Pestome
MnaHy ynpasniHHA pu3nkamu Bepcia 2.0 fofaeTbes.
3MiHu | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHI A0
IHCTPYKLUT 4719 MEANYHOro 3aCTOCYBaHHSA NikapCbKoro
3aco6y y po3gin "MobivHi peakuii" WoA0 3BiTyBaHHA NPo
nob6iuHi peakui

6e3
peyenma

nionsieae

UA/7900/01/01

88.

FEMTEPO

niodpinizar ana
pO34nHy Ans
iHcpysiin no 200 mry
chnakoHi; no 1

donakoHy y
KapTOHHI KOPOOLi

leTepo
Na63
Nimiten

IHAja

[eTepo /1a63
Nimiten

IHAjA

BHECEHHS 3MiH 40 peecTpaLiiiHMx MmaTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3arasibHeHUX JaHnx npo cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/ILHOI 32 34iliCHEHHA dapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnfgy 3asBHuka ons
3[jiCHeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BK/IHYAKUM KOHTaKTHI
fAaHi) Ta/abo 3MiHV y po3MmilleHHi MacTep-taiina

3a
peyenmom

UA/14626/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

cucteMu dhapmakoHarnsgy). 3mMiHa KOHTaKTHUX JaHux
YNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMNOBIga/IbHOI 3a
hapMakoHarnag. 3mMiHa KOHTaKTHOT 0CO6M 3asBHMKa,
BiANOBIAasIbHOI 3a hapMakoHarnag B YkpaiHi. [itoua
pegpakuis: Hypies EngaHisz Animosudy. lNMponoHoBaHa
pepakuis: Tonokesuy Bonogumup KOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aBHNKa,
Bi4NoBiAa/IbHOT 32 hapmakoHarnsa B YkpaiHi

89.

FEMTEPO

niogpinizat gns
pO3unHy Ans
iHpysiino 1,0ry
dnakoHi; no 1

hnakoHy y
KapTOHHIA Kopoo6Li

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu |
Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeeneHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
thapmMakoHarnsgy, 3amMiHa ynoBHoOBaXeHOoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 (hapmakoHarnagy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6M, BiAMNOBIAA/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucteMu dhapmakoHarnsagy). 3mMiHa KOHTaKTHUX JaHux
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMOBIga/IbHOI 3a
hapmMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pepakuis: Hypie EngaHiz AnimoBuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0CObYM 3asiBHMKA,
BignoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi

3a
peyermom

UA/14626/01/01

90.

FEHTAMILUVH
Y CYNIb®AT

PO3YUH AN1s1 iH'EKLNA,
40 mr/mn no 2 mn B
amnyni; no 10
amnyn y KOHTYPHii
YapyHKOBIl
ynakosui; no 1
KOHTYPHiIli
YapyHKOBIli yrnakoBLi
B Mauj; no 2 Mn B
amnyni; no 10
amnys y KOHTYpPHii
YapyHKOBIli
ynakoBLi, 3anasHiii
nanepom

MAT
"Tanuudcha
pm

YKpaiHa

MAT "Tanuudapm"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
0151 MeQUYHOro 3aCToCyBaHHA Ha MiAcTaBi perynsipHo
OHOBJ/IOBAHOIO 3BiTY 3 6e3neKn Nikapcbkoro 3acoby, abo
pocnipkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro
3acoby B micnsipeecTpayiiHuii nepioa, abo sk pesynbTar
OLiHKM 3BITY 3 AOCNiMKEeHb, NPOBeAEHNX BIAMNOBIAHO A0
nnaxy negiatpuyHmx gocnimpkeHb (PIP) (3miHy
Y3roXXE€HO 3 KOMMETEHTHUM YMOBHOBaXXEHVIM OpraHoM)
3MiHV BHECEHO B IHCTPYKLiO 4719 Me4UYHOro
3acTocyBaHHA Nikapcbkoro 3acoby Ao po3ainy "Mob6iyHi
peakuii" BiANOBIAHO [0 OHOBMAEHOT iHhopMaLii Wwoao
6e3neky 3acToCcyBaHHA Ait040i PeYOBUHU 3rigHO 3
pekomeHpauissmu PRAC. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsAuiB nicns 3aTBepAKeHHs. 3MiHn | Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHW BHECEHO B
IHCTPYKLil0 415 MeAMYHOro 3acTOCYyBaHHS NikapCbKoro

3a
peyenmom

He
nionseae

UA/7197/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
3acoby fo po3giny “MNobivHi peakuii” (wopo
NoBiAOM/IEHb NP0 BUMNAAKMN Nif03POBaHNX NOBGIYHNX
peakuiit Ta BifCyTHOCTI €DeKTUBHOCTI /TiKapCbKOro
3aco6y). TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicsALiB
nicns 3aTBepAKeHHs
91. FEMNAMETWUH | niodinizat ans TOB « YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: 3miHa 3a He UA/17657/01/01
pO3uunHy ons iH'ekuin | ®APMEK BMPOGHMLTBA: 3asBHuKka /13 (MIBIM) (BnacHvka peecTpaviiiHoro peyenmom | nionsizae
no 400 mr, 5 C Ir'PYM» TOB «®APMEKC noceigyeHHs) (3rigHo Hakasy MOS3 Big 23.07.2015 Ne
h1aKoHiIB 3 FPYTM», Ykpaina 460). fitova pepakuis: HEO NMPOBIO KEAP IHK.
niogpinizatom 1a 5 BWMYCK Cepil: MponoHoBaHa pepakuis: TOB «®APMEKC MPYT».
dhnakoHiB 3 TOB «®APMEKC 3MiHu | TUNy - 3MiHK Wono 6e3nekn/eddeKTUBHOCTI Ta
PO34MHHMKOM (L- FPYIM», YkpaiHa thapmakoHarnagy. BeegeHHs abo 3miHu oo
Ni3VHY MOHorigpar, TOBAPUCTBO 3 y3arasibHeHuX AaHnx Npo cuctemy hapmakoHarnsgy
HaTpito rigpokcua, OBMEXXEHORK (BBELEHHSA y3araslbHEHNX AaHUX NPO CUCTEMY
BOAA AN iH'EKLi) BIANOBIOANBHI thapmakoHarnagy, 3miHa ynoBHOBaXKeHOoi ocobw,
no 5 My KOHTYpHIiA CTHO BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnsgy;
YapyHKOBIli «HEOIPOBIOKE KOHTaKTHOI 0CO6M 3 thapMmakoHarnsaay 3assHuKa ans
ynakosLi; no 1 AP-YKPAIHA», 3[jiCHEeHHs hapmakoHarisay B YKpaiHi, AKLWO BoHA
KOHTYpHIl YkpaiHa BiAMIHHA BiJ YNOBHOBaXeHOI 0CcO6WU, BiAMNOBIAa/IbHOI 3a
YapyHKOBIli yrnakoBLi 3piicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
y kopob6uj; 1 dnakoH OaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-tharina
3 niogpinizatom Ta 1 cuctemn chapmakoHarnsgy). 3mMiHa ynoBHOBaXKeHoT
dhnakoH 3 ocobu 3asBHUKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsa.
PO34MHHMKOM (L- Litova pegakuis: kosed d. XaraH / Joseph F. Hagan.
Ni3VHY MOHorigpar, MponoHoBaHa pepakuis: Yabak Cepriii CepriioBuy.
HaTpito rigpokcua, 3MiHa KOHTaKTHUX AaHuX YNOBHOBaXXEHOT 0CO6U
BOAA AN iH'EKLi) 3asBHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
no 5 My KOHTYpHIiA MicL,e3HaxX0MKEHHS MacTep-haiina cuctemm
YapyHKOBIli thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
ynakoBLi; no 5 3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
KOHTYPHUX
YapyHKOBUX
yNakoBOK y KOPO6Lyi;
1 donakoH 3
niocpinizatom Ta 1
dnakoH 3
PO34MHHMKOM (L-
ni3vHy MOHorigpar,
HaTpito rigpokecng,
BOAA AN iH'EKLR)
no 5 M1y KOHTYpHIiA
YapyHKOBIl
ynakosLi; no 1
KOHTYPHili
YapyHKOBIli yrnakoBLi
y Kopobui
92. FENAPUH- PO3YUH AN1s1 iH'EKLNA, Tosapuct YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a - UA/10826/01/01
HOBO®APM 5000 MO/mn; no 2 BO 3 06MEXEHO TMNYy - AOMIHICTPATUBHI 3MiHW. 3MiHA HAIMEHYBaHHS peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
mMn, 4 mnabo5mny | obmexeHo BiANOBIAA/LHICTIO Ta/abo agpecy 3asBHMKA (B/1aCHUKA pPeEECTpaLiiiHOro
dhnakoHi; no 5 10 hipma noceifyeHHs). 3MiHa agpecu 3asBHUKa
h1aKkoHiB y Bignosiga "Hosodhapm-
KOHTYPHIl NbHICTIO BiocuHTes"
YapyHKOBIli hipma
ynakosL; no 1 "Hosothap
KOHTYPHIl M-
YyapyHkoBili ynakoBui | BiocuHTes
B NnauLi 3 KapTOHY "
93. MNAPOKCUCE | kancynu no 500 mr Mepak HimeuuunH BUPOGHMK, L0 HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/6720/01/01
YOBUVHA no 10 kancyny lesenblwa a BignoBsigae 3a TMny - 3MiHKn 3 AKocTi. CepTudikaT BignosigHocTI/IE- peyenmom
MEOAK 6nictepi; no 10 T hrop BTOPUHHE cepTudikaT BigNoBigHOCTI EBpoNeNChKii
6nicTepiB y Kopobu,i KniHiwe nakyBaHHs, hapmakonei/MoHorpadii. MogaHHsA HoBOro abo
3 KapToHYy LWneujanb MapKyBaHHs OHOBJ/IEHOTO cepTudikarta BifgnoBigHOCTI abo BUTyYEHHS
npenapar NepBUHHOT cepTudpikaTa BignoBiAHOCTI EBpoMneiichkiin hapmakonei:
e M6X yNaKkoBKMU, onsa A®l; ansa suxigHoro
KOHTPO/1b/BMNPOGY marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BaHHS cepii Ta 3a BVIKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
BUNYCK cepil: peyoBuHM (cepTudhikaTt BiANOBIAHOCTI EBPONECHKIlt
Megak hapmakonei) - OHoBreHUIA cepTudikaT Bif yxe
MesenbliadT drop 3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOB/IEHOTO
KNiHiwe cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei
LWneujiansnpenapa Ne R1-CEP 2003-015-Rev 04 (3atBepgxeHo: R1-CEP
Te M6X, 2003-015-Rev 03) 15 Aitoyoi pevoBrHN
HimeuuunHa; Hydroxycarbamide Big Bxe 3aTBepkeHoro BupobHuka

BMPOGHVIK, LLIO
BignoBigae 3a
BMPOBHULITBO
nikapcbKkoro
3acoby, nepBuHHe,
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPONb/BUNPOBY
BaHHS cepii:
Xaynt ®apma
Awmaper 'm6X,
HimeuunHa

OLON S.P.A. 3minu | Tvny - 3miHm 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkilt hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/EHOro cepTudpikata BigNOBIAHOCTI ab60
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii
hapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BVIKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudhikaTt BiANOBIAHOCTI EBPONECHKIlt
hapmakonei) - OHoBMeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei
Ne R1-CEP 2005-051-Rev 04 (3atBepgxeHo: R1-CEP
2005-051-Rev 03) 15 Aitoyoi pevoBUHN
Hydroxycarbamide Big Bxe 3aTBepkeHoro BupobHuka
SHANDONG ANXIN PHARMACEUTICAL CO., LTD.
3miHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOr0 cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkkiii
dapmakonei: ana A®l; ons BuxigHoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peuoBuHYM (FE-cepTudikar BignoBiaHOCTI EBponenchkii
thapmakonei ans Adl/BmxigHoro
Marepiany/peareHTy/npomiXHOro NpoaykTy abo
[ONOMDKHOT peyoBuHM) - BunyyeHHs ceptudikaTis (y
BUMaKy HAsBHOCTI My/IbTUNIETHOIO cepTudiikara Ha
mMaTepian) BunyyeHHs IE-cepTudikaTiB BignosigHOCTI
€Bponeiicbkiii hapmakonei 419 [0NOMIKHOT pEYOBUHN
Gelatin Big, Bupo6Hukis: GELITA Group: R1-CEP 2003-
172-Rev 01, R1-CEP 2001-424 - Rev 03; Nitta Gelatin
Inc.: R1-CEP 2004-247-Rev 00, R1-CEP 2004-320-Rev
00, R1-CEP 2005-217 Rev 00; Nitta Gelatin India Ltd.:
R1-CEP 2000-344-Rev 02; PB Gelatins: R1-CEP-2002-
110-Rev-00, R1-CEP 2000-045-Rev 03; PB Leiner
Argentina S.A.: R1-CEP 2004-022-Rev 00; Rousselot
SAS: R1-CEP 2000-027-Rev 02, R1-CEP 2001-332-Rev
02, R1-CEP 2000-029-Rev 05; Sterling Biotech Limited:
R1-CEP 2001-211 - Rev 01; Gelco S.A.: R1-CEP 2006-
086-Rev 00; Productora de Gelatina S.A.S., "Progel
S.A.S.": R1-CEP 2001-397 - Rev 01
94. FIHEHOPM po3uuH BariHanbHuiA | Eckynaniy ITania XIMIYHO- ITanisa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasis: 3MiHu | 3a - UA/17121/01/01
0,1 % no 100 mny c PAPMALIEBTUNYH TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
dhnakoHi; no 5 dapmacb A NABOPATOPIA thapmakoHarnagy (iHwi 3MiHn). OHOB/IEHHS TEKCTY
h1aKkoHIB y FOTiui "A. CENNA" MapKyBaHHS! yMakoBKM MiKapCbKOro 3acoby 3 BHECEHHSM
KOMMNAEKTI i3 C.p.n. C.P.N. iHbopmaLii WoA0 3a3HAYEHHS OAUHULL BUMIPIOBAHHSA Y
CTEepPU/ILHOI cuctemi Sl. 3miHn Ao posginy "MapkysBaHHa" MKA N3.
KaHI/e B [itoua pepaxuis: MKA N3 Po3ain MapkyBaHHS
KapTOHHI ynakoBLi BianoBigHo [0 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHS, Lo
[0Aa€ETbCA.
MponoHoBaHa pepakuis: MKA /13 Po3ain MapkyBaHHs
3rigHoO 3aTBEPKEHOT0 TEKCTY MapKyBaHHSI.
95. FNIOKODAX | TabneTku Mepk ®paHuis Mepk CaHTe PpaHuis BHECEHHS 3MiH 40 peecTpaLiinHmx maTepiasis: 3MiHu | 3a - UA/3994/02/01
XR NPOSIOHroBaHoI Aji CaHTte TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib. peyenmom
no 500 wmr; no 15 c.a.c. KOHTpPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
Tabnetok y 6nicrepi; MeToAax BUNPOOYBaHHSA rOTOBOrO /iKapCbKoro 3acody
no 2 a6o no 4 (He3HayHa 3MiHa y 3aTBEPMAKEHNX METOAax
6nictepu B BMNPOBYBaHHSA) HE3HAYHI 3MiHW B cneyndikauii Ta
KapTOHHI Kopoo6Li mMeToZi KOHTposto /13 3a nokasHUKOM «laeHTudikauis»
(Ph.Eur.2.2.24) 3 meTOl0 NpuBeLEHHS 10 OPUTIHA/TbHUX
mMartepianis BUPO6HMKA.
96. FNMIOKODAX | TabneTkn Mepk dpaHuin Mepk CaHTe, dpaHuis/ BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHu | 3a - UA/3994/02/02
XR NPOSIOHroBaHoI Aji CaHTe ®paHuis; Mepk HimeuyunHa TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
no 1000 mr; no 10 c.a.c. Xenckea KlraA, KOHTposb roToBoro fikapcbKoro 3acoby. 3MiHa y

TabneTtok y 6nicrepi;
no 3 a6o no 6
6nictepis y
KapPTOHHIN KOpoOU;i

HimeuunHa

MeToJax BUNPO6yBaHHS rOTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEpMAXEeHUX MeTofax
BUNPOBYBaHHA) HE3HAYHI 3MiHW B crieumdikaii Ta
MEeTOAi KOHTPot0 /13 3a NoKasHUKOM «laeHTrdikalis»
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
(Ph.Eur.2.2.24) 3 meTol0 NpyBEAEHHS 0 OpUriHA/IbHUX
marepianis BUPOOHMKA.
97. TO3EPENIH imnnaHTar no 10,8 3eHTiBa, Yecbka BMPOBHMUTBO "in HimeuunHa/ BHECEHHS 3MiH 4O PEECTPALiiHNX MaTepiasiiB: 3MiHu | 3a - UA/15570/01/02
3EHTIBA Mr no 1 imnnaxtaty K.C. Pecny6nik bulk", neperHHe LLseliLapis Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
y wnpuuy- a Ta BTOPUHHE thapmakoHarnagy. BHeceHHss abo 3miHa(1) fo
annikaropi (wnpwu- nakyBaHHs, 30060B'A3aHb Ta YMOB Bugaui peectpauiiHoro
annikarop KOHTPO/Ib Cepil, nocBigYeHHs, BKoYaoun MnaH ynpaeiHHA pyU3mkamm
cknafaeTbcs 3 Bignosigae 3a (iHLWi 3MiHKW). 3asBHUKOM HaJaHO OHOBMEHUI MnaH
noniMepHoro BMnyck cepii: AMB ynpasniHHA pu3nkamu Bepcisa 1.1. 3MiHn BHeceHo [0
Kopnycy 3 Tpumadem 'm6X, HimeuunHa; yacTuH: | «3aranbHa iHopmauis» |l «Cneyndikauis 3
4ns iMnnadTary, Mikpo6ionoriyHe 6e3nekn» (Moayni CVII «lgeHTngpikoBaHi Ta NOTeHUilHi
rO/IKM Ta MOPLLHS); TeCcTyBaHHS: pu3ukn», CVIII «Pe3tome npobnem 6e3nekn») V
no 1 wnpuuy B €BpochiHC «3axoay 3 MiHiMizauii pusukie» VI «Pe3tome nnaHy
nakeTuky; no 1 a6o Bio®apma ynpasniHHA pusnkamu» VIl «Jogatku» (gogatok 1-8) y
3 nakeTukn y MpopakT TecTiHr 3B'AI3Ky 3 OHOBJ/IEHHAM iHhopMmaLii 3 6e3neku aitouoi
KapTOHHIM navui MioHxeH M6X, PeYOBUHM ro3epesiiH BignoBAHO A0 aKTyaslbHOI
HimeuuunHa; pedrepeHTHOI iHghopMaLlil, a TakoX Yy 3B'A3KY i3 3MiHO
cTepunisauis: chopmaTy BignosigHo o sumor Evaluation Guidance on
CuHepaxi Xeanc the format of the risk management plan (RMP) in the EU
Annepcxay3eH —in integrated format. 31 October 2018
vm6X, HimeuunHa; EMA/164014/2018 Rev.2.0.1 accompanying GVP
CuHepaxi Xeanc Module V Rev.2 Human Medicines). Pestome MnaHy
[LaHikeH EAOXi, ynpaB/iHHA pu3nkamu Bepcial 1.1 gofaeTbes
LLisenuapis;
cTepunisaduis,
Mikpo6ionoriyHe
TecTyBaHHA: BB®
CrepiniseiiwHceps
i3 TM6X,
HimeuunHa,;
MikpobionoriyHe
TECTyBaHHS:
Na6op /IC CE &
Ko. KT, HimeuunHa
98. FO3EPENIH imnnaHTat no 3,6 wr, 3eHTiBa, Yecbka BUPOGHMLUTBO "in HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a - UA/15570/01/01
3EHTIBA no 1 imnnaHTtaty y K.C. Pecny6nik bulk", nepeuHHe LLseiiLapis TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
wnpuuy-annikaropi a Ta BTOPUHHE thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) Lo

(wnpuu-annikatop
CKnafjaeTbes 3
nosiimepHoro
Kopnycy 3 TpuMayem
ANs iMnnadTary,
rOMIKN Ta NOPLUHSA);
no 1 wnpuuy B
nakeTuky; no 1 abo
3 nakeTukn y
KapTOHHII nayui

nakyBaHHs1,
KOHTPOb Cepil,
Bignosigae 3a
BUnyck cepii: AMB
'mM6X, HimeuunHa;
MikpobiosnoriuHe
TECTYBaHHS:
€spochiHc
Bio®apma
MpoaakT TecTiHr
MtoHxeH M'M6X,

3060B'A13aHb Ta YMOB Buaui peecTpauiiiHoro
noceigyeHHs, BKNoYarouy MaaH ynpasniHHA pu3nkamm
(iHLWi 3MiHKW). 3asBHMKOM HaAaHo OHOBNEHUI MnaH
ynpas/iHHA pu3mkamu Bepcia 1.1. 3miHM BHeceHo 40
yacTuH: | «3aranbHa iHhopmauis» |l «Cneyndikauis 3
6e3nekn» (moayni CVII «lgeHTndikoBaHi Ta NOTeHUilHi
pu3sunkm», CVIIlI «Pe3stome npobnem 6e3nekun») V
«3axogy 3 MiHimisauii pusukie» VI «Pestome nnaHy
ynpasniHHA pusnkamu» VIl «Jogatkn» (gogatok 1-8) y
3B’A3KY 3 OHOB/IEHHAM iHhopmaLii 3 6e3neku Ajitouol
pPEeYOBMHM ro3eperiH BignoBAHO A0 aKTyaslbHOI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
HimeuumnHa; pedhepeHTHOI iHhopMmaLii, a TakoX y 3B'A3Ky i3 3MIHOK
cTepunisauis: chopmarty BignosigHO Ao BuMor Evaluation Guidance on
CuHepaxi Xeanc the format of the risk management plan (RMP) in the EU
Annepcxay3eH —in integrated format. 31 October 2018
'M6X, HimeuuunHa; EMA/164014/2018 Rev.2.0.1 accompanying GVP
CuHepaxi Xeanc Module V Rev.2 Human Medicines). Pestome Mnaxy
[JanikeH EAOXi, ynpas/iHHA pu3nkamn Bepcis 1.1 gogaetben
LLiBeiiuapis;
cTepwnisadis,
MikpobionoriyHe
TecTyBaHHA: BBP
CrepiniselilHceps
i3 F'M6X,
HimeuunHa,
MikpobionoriyHe
TeCTyBaHHS:
Na6op IC CE &
Ko. KI', HimeyynHa
99. FOHAN-®® NMOPOLLIOK ANsi Apec LLiBefiuapi Mepk CepoHo LBeiiuapis/ BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3MiHu | 3a He UA/4113/01/03
PO3UUHY ON151 iH'EKLLIA TpeigiHr a C.A., BiggineHHs y ITania TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMEHYBaHHS peuyenmom | nidssieae
no 75 MO (5,5 mkr) C.A. M. OBOHH, Ta/abo agpecu MicLsA NPOBaKEHHS AiS/IbHOCTI
Ne 1: 1 chnakoH 3 LLiBefiuapis BMPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
NOPOLLKOM Y Mepk CepoHo BKJ/IIOYaA0UM AiNbHWLI BUNYCKY cepii abo Micue
KOMMEKTi 3 C.n.A,, Itanis NPOBELEHHS KOHTPO/TO AKOCTI. (AIANbHICTb, 3a AKy

PO34MHHKKOM (BOAA
Ans iH'ekuiid) no 1
My nonepegHbo
3anoBHeHOMY
wnpuui, 1 ronkoro
AN PO3YMHEHHSA Ta
1 ronkoto ans
BBEEHHA Y
KOHTYPHIl
YapyHKOBIli
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
Y KapTOHHIli kopobLyi;
Ne 10: 5 chnakoHis 3
MOPOLLKOM Y
KOMM/IEKTi 3
PO34YMHHMKOM (BOAA
Ans iH'ekui) no 1
My 5 nonepegHbo
3aMoBHEHMX
wnpuuax, 5 ronkamm
AN PO3UYMHEHHA Ta
5 rosnikamv Ans

BiANOBIAAE BMPOGHMK/iIMNOpTEpP, BK/OYAOUM BUMYCK
cepiii). 3miHa agpecu BupobHuka 13 Mepk CepoHo
C.A,, BiggineHHsa y M. O60HH. 3MiHV BHECEHO B
IHCTPYKLUiI0 4151 MeNYHOTO 3aCTOCYBaHHS NiKapCbKoro
3acoby o0 MicLle3HaxXoMKEeHHs1 BUPOOHMKa 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS YNakoBKu
nikapcbKoro 3acooby.

TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsAuiB nicns
3aTBEPIKEHHS.




105

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BBEJEHHA Y
KOHTYPHili
YapyHKOBIli
ynakoBLij; no 2
KOHTYPHIi YapyHKOBI
yNakoBk1 B
KapPTOHHI KOpoOL;
100. | FPUMIro® Tabnetku no 4 TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | Ne 4, Ne 10 - UA/7630/01/01
Tabnetkn y 6nictepi, | "TNIEADA XENTXKEP MNBT TUMy - 3MiHM 3 AKOCTI. [OTOBWI NikapcbKuii 3aci6. 3MiHN —6e3
no 1 6nictepy y PM NTA" nTa Yy BUPOGHULTBI. 3MiHa po3Mipy cepii (Bkovaum peyenma;
KapTOHHI ynakoBL; [ianasoH po3mipy cepii) roToBOro flikapcbKoro 3acoby Ne 100, Ne
no 4 Tabnetkn y (36inbLueHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM 200 —3a
6nictepi, no 50 po3mipom) 36inbLweHHs po3mipy cepii 113 go 10 pasis peyenmom
6nictepiB y (BBEAEHHA AOAATKOBOrO po3Mipy cepii 600 000
KapTOHHI ynakoBsLi; TabneTok), y 38’'A3Ky 3 ONTUMI3aLier0 BUKOPUCTAHHS
no 10 TabneTok y 06naaHaHHA Npy BUPOOHULITBI TOTOBOTO J1iKapCbKoro
6nictepi, no 1 3acoby (6e3 3MiHM TexHOoriT BUPOGHULITBA Ta
6nictepy y NPOMMCNOBOro 061a4HaHHS).
KapTOHHI ynakoBLi; 3aTBepaXeHo
no 10 tabnetok y Po3mip cepii: 100 000 TabneTok
6nictepi, no 10 Ne 4 1a6. no 1 6nictepy -25000 yn.
6nictepiB y Ne 4 Ta6. no 50 6nicTepis — 500 yn.
KapTOHHI ynakoBLi; Ne 10 T1a6. no 1 6nictepy — 10000 yn.
no 10 TabneTok y Ne 10 Ta6. no 10 6nictepis — 1000 yn.
6nictepi, no 1 3anponoHoBaHo
6nictepy B Po3mip cepii: 100 000 TabneTok
KapTOHHI ynakosL, Ne 4 1a6. no 1 6nictepy -25000 yn.
no 10 KapTOHHMX Ne 4 Ta6. no 50 6nicTepis — 500 yn.
ynakoBOK y Ne 10 T1a6. no 1 6nictepy — 10000 yn.
KapTOHHI KOpOOL Ne 10 Ta6. no 10 6nictepis — 1000 yn.
Po3wmip cepii: 600 000 TabneTok
Ne 4 Ta6. no 1 6nictepy -150 000 yn.
Ne 4 Ta6. no 50 6aictepis — 3000 yn.
Ne 10 Ta6. no 1 6nictepy — 60 000 yn.
Ne 10 Ta6. no 10 6nictepis — 6000 yn.
101. | rPMNOUNTP Kpanni opaJsibHi, TOBAPUC YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |1 - - UA/15497/01/01
OH-BPOHXO po34uH, 5 Mr/mn, in TBO 3 06MexeHo TMny - 3MiHK 3 sKocTi. A®l. BUpo6HMUTBO. 3MiHa
bulk: no 10 ny OBMEXE BiANOBIAA/ILHICTIO BMPOGHMKa BUXIAHOTO/NPOMIXHOr0 NPOAYKTY/peareHTy,
mMeTasnieBMx 6o4kax HOIO "papmMaueBTUYHa LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci AdI,
KEI BIAMOBIA KOMMaHis abo 3miHa BUpo6HYKa (BKOUaun, ge HeobxigHo, MicLe
ANbHICT "3popos'a" npoBefeHHA KOHTPO0 AKocTi) AP (3a BigCyTHOCTI
O cepTucbikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
«KOPIMNOP 3aTBEPXEHOMY [10CbE)(BBEAEHHS HOBOTO BUPOGHMKA
ALIA A®I 3 HapaHHAM MacTep-chaiina Ha A®I) - BBeaeHHs
«30POB HoBOro BMpo6Huka A®| BytamipaTy uutpar FARMAK,
"Ax» a.s., Czech Republic fogatkoBo fo 3aTBEpIKEHOro

BMpobHuka OLON S.P.A., Italy 3 HagaHHAM macTep-
haiina Ha AdI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
102. | TPUNOUUTP | kpanni opasbHi, TOBAPUC YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu |1 6e3 - UA/13593/01/01
OH-BPOHXO po34uH, 5 Mr/mn, no TBO 3 06MeXeHo My - 3MiHKU 3 AKOCTi. APl BupobHMUTBO. 3MiHa peuyenma
20 mn'y dnakoHi, OBMEXE BiANOBIAA/LHICTIO BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy,
3aKynopeHomy HOIO "hapmMaueBTUYHa LLIO BUKOPUCTOBYIOTLCSA Yy BUPOGHMYOMY npoueci AdI,
npo6koto- BIANOBIA KOMnaHis a60 3MiHa BUPOGHYMKa (BKNOYaUuW, ae HeobxigHo, micue
KpanensHuueto; no 1 | AJIBHICT "3popos'a” npoBeAeHH KOHTPoo AKocTi) AP (3a BigcyTHOCTI
h1akoHy B KOPOOGL o cepTudpikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei y
3 KapTOHY «KOPINOP 3aTBepXeHOMY [0Cbe)(BBeAEeHHA HOBOIO BUPOGHMKA
AUIA A®| 3 HapaHHAM MacTep-thaiina Ha AdI) - BeeaeHHs
«30POB HoBOro Bupo6bHuka A®| BytamipaTy uutpar FARMAK,
"HA» a.s., Czech Republic fogatkoBo fo 3aTBEpPIKEHOr0
Bupo6Huka OLON S.P.A,, Italy 3 HagaHHAM macTep-
haiina Ha AdI
103. | reMmnounTP cupon, 1,5 mr/mn in TOBAPUC YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3miHu || - - UA/13784/01/01
OH-BPOHXO bulk: no 10 n a6o no TBO 3 BMPOGHMLTBA, TMny - 3MiHK 3 aKocTi. A®l. Bupo6HuuTBO. 3MiHa
50 ny meTaneBux OBMEXE KOHTPO/b AKOCTI, BMPOGHMKA BUXIAHOrO/MPOMIKHOTO NPOAyKTYy/peareHTy,
60ukax KEI HOIO BUNYCK cepil: LLI0 BUKOPUCTOBYIOTLCA Y BUPOGHMYOMY npoueci AdI,
BIANOBIA ToBapucTso 3 a60 3MiHa BUPOGHYMKa (BKtOUaKuM, Ae HeobxigHo, micue
ANBHICT 0bMexeHoto npoBefeHHs KOHTPOIo SKocTi) AdI (3a BiACyTHOCTI
10] BiANOBIAA/ILHICTIO cepTudpikaTa BigNoBigHOCTI EBponeiickkili hapmakonei y
«KOPMOP "papmMaueBTUYHa 3aTBEPKEHOMY [OCbE)(BBEAEHHS HOBOIO BUPOGHMKA
AlIA KOMMaHis A®I 3 HagaHHAM MacTep-chaiina Ha A®l) BBegeHHsA
«300POB "3popos’a” HoBOro BMpo6Huka A®| bytamipaTy umtpar FARMAK,
"Ax» a.s., Czech Republic gogatkoBo fo 3aTBepaKeHoro
BMpo6Huka OLON S.P.A,, Italy 3 HagaHHAM mMacTep-
thaiina Ha APl
104. | TrPUNOUNTP | cupon, 1,5 mr/mnno | TOBAPUC YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 40 peecTpauiinHmx maTepiasnis: 3miHu || 6e3 - UA/13783/01/01
OH-BPOHXO 100 mn a6o 200 mn TBO 3 BMPOGHMLTBA, TMny - 3MiHK 3 sKocTi. A®l. BUpo6HMUTBO. 3MiHa peyenma
y thnakoHi; no 1 OBMEXE KOHTPO/b SIKOCTI, BMPOGHMKa BUXIAHOTO/NPOMIXHOr0 NPOAYKTY/peareHTy,
chiakoHy pasom 3 HOIO BWMYCK Cepil: LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci AdI,
MiPHOK JTOXKOH Y BIANOBIA ToBapucTBo 3 abo 3miHa BUpo6HYKa (BKOUaun, ge HeobxigHo, MicLe
KOpo6Li 3 KapTOHYy; ANbHICT 06MeXeHo npoBefeHHA KOHTPO0 AKocTi) AP (3a BigCyTHOCTI
no 5 mn a6o 15 mny O BiANOBIAALHICTIO cepTucbikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
cawe; no 20 cawe y | «KOPIOP "papmMaueBTUYHa 3aTBEPAXEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOGHUKA
KOpo6Li 3 KapTOHY AUIA KOMNaHis A®| 3 HagaHHAM MacTep-chaiina Ha A®l) BBeaeHHs
«30POB "3popos’a”, HoBOro BMpo6Huka A®| BytamipaTy uutpar FARMAK,
"Ax» YKkpaiHa; BCi cTagji a.s., Czech Republic fogatkoBo fo 3aTBEpIKEHOro
BUPOGHMLTBA, BMpobHuka OLON S.P.A., Italy 3 HagaHHAM macTep-
KOHTPO/b AKOCTI: thaiina Ha A®I
ToBapucTso 3
06MeXeHot
BiANOBIAALHICTIO
"XapkiBcbke
hapmaveBTuyHe
nignpueMcTBo
"300poB'a
Hapogay", YkpaiHa
105. | AAHABIP TabneTkn, BKpUTI [eTepo IHais [eTepo /1a63 IHais BHECEHHS 3MiH 0 PEECTPALiiHNX MaTepiasiiB: 3MiHu | 3a - UA/17519/01/02




107

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
NNiBKOBOIO Na63 Nimiteq Tuny - 3miHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom
060/10HKOI0, Mo 600 Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHM 0
Mr; no 60 TabneTok y3ara/ibHeHNX AaHuX Npo cuctemy hapmakoHarnsgy
y KOHTeiHepi; no 1 (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
KOHTelHepy y dhapmakoHarnsgy, 3miHa ynoBHOBaXeHOT 0cobw,
Kopoo6ui BiNOBIAANbHOI 3a 3[jiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0c0obu 3 (hapmakoHarnfgy 3asBHuKa 4N
3[jficCHEeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6M, BiAMNOBIAA/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BK/IHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-taiina
cucteMu chapmakoHarnagy). 3mMiHa KOHTaKTHUX JaHux
YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMOBIga/IbHOI 3a
thapmMakoHarnag. 3mMiHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag B Ykpaini. fitoua
pepaxkuis: Hypie EngaHiz Animosuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0CObY 3asiBHMKA,
Bi4NoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi
106. | AAHABIP TabneTku, BKPUTI leTepo IHais leTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a - UA/17519/01/01
NNiBKOBOIO Na63 Nimiteq MRy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOH0, Mo 400 Nimiteq thapmakoHarnagy. BeegeHHs abo 3miHu o
mr; no 60 TabneTok y3arasibHeHUX JaHux Npo cucTemy chapmakoHarnsagy
y KOHTelHepi; no 1 (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
KOHTEliHepy y thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coow,
Kopoobui BiANOBIAA/ILHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHeHHs hapmMakoHarisay B YkpaiHi, SKLOo BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0CO6MU, BiANoBiganbLHOI 3a
3piicHeHHs hapmakoHarnagy (BKIHOYAUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXEHOI 0COOU 3asIBHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg,. 3mMiHa KOHTaKTHOT 0cobuM 3asiBHUKa,
BignoBigasIbHOI 3a hapmakoHarnsag B Ykpaini. Jitova
pepakuis: Hypies EngaHxisz Animosuy. MNponoHosaHa
pepakuis: Tonokesud Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsa B YkpaiHi
107. | AAP3ANEKC KOHUEHTpaT ans TOB YkpaiHa Brpo6HMUTBO Lseiiuapis/ BHECEHHS 3MiH [J0 peecTpauiitHux maTepiasis: 3MiHu | 3a He UA/18025/01/01
® pO34nHYy AN "[>XOHCOH Hepo3gacoBaHoro | HimeuuunHa/ TMny - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom | nidssieae
iHdpysin, 20 mr/mn; i [PKOHCOH NPOAYKTY, Higepnaxngu thapmakoHarnsgy (iHwi 3MiH1) 3MiHM BHECEHO B
no 5 mn a6o 20 mny YkpaiHa" nepBuHHa IHCTPYKLi0 ANA MeQUYHOro 3acToCyBaHHA NiKapcbKoro
dnakoHi; no 1 ynakoBkKa, 3aco0by 040 BUTYYEHHSI PO3AiNiB «3asBHUK» Ta
hnakoHy y KOHTPO/b AKOCTI: «MicuesHaxomKeHHs 3asiBHVKa». TepMiH BBeAEHHS 3MiH
KapTOHHI ynakoBLi Cinar AT, - NPOTAroM 6 MicAUiB Nicnsa 3aTBepKeHHS
LLiBeiiuapis;
BetTtep ®apma-
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Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
®epTuryHr NM6X &
Ko. KT,
HimeuunHa,;
BTopuHHa
ynakoska: Cinar
Ar, LLBeliuapis;
Bunyck cepii:
fAHcceH
Baiionogxukc
B.B., HigepnaHaw;
Cinar Ar’,
LBeliuapis
108. | AE3PAOVNH® | TabneTku, BKpUTI KPKA, CnoBeHis | BignoBiaasibHWiA 3a CnoseHis BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 6e3 - UA/15474/01/01
NNiBKOBOIO n.4a., Hoso BUPOGHMLTBO "in TMny - 3MiHK 3 AKocTi. A®l. Cuctema peuyenma
060/10HKOI0, N0 5 Mr MecTo bulk", nepenHHe KOHTeliHep/3aKkynoproBasibHWi1 3aci6. 3miHa y
no 10 TabneTok y Ta BTOPUHHE 6e3nocepeHilt ynakoBLi A®I (skicHi Ta/abo KisbKicHi
6nictepi; no 1 a6o nakyBaHHs, 3MiHU ck1agy). BHeceHHs 3miHu o p. 3.2.S.6. Cuctema
no 3 6nictepu y KOHTPO/b Ta KOHTelHep/3aKkynoptoBasibHWI 3aci6, a came 3MiHa B
KapTOHHIA KOpoo6Li BWMYCK Cepil: 6e3nocepeHiin ynakosui A®| lesnopataayiH TOBLLMHN
KPKA, a.4., Hoso ME donbru (Thickness) 3 80 + 10 micr. go 100 + 12 pm
mecTo, C/oBeHis; Ta Macu Ha n/ioLLy noBepxHi (mass per surface area)
BiANOBIgaIbHUIA 3a 73,9 g/m2+ 10 % Ha 92,3 g/m2+ 10 %. 3miHa
KOHTPO/b cepil: BHOCUTBLCSH, W06 YHighikyBaTn ynakoBKy NosieTUIeHoBI
KPKA, a.4., Hoso nakeTu, WO BUKOPVUCTOBYIOTLCA A1 NakyBaHHA AdI,
MecTo, CnoBeHis BUpo6neHux Krka, d.d., Novo mesto.
109. | AEKBANIHIKO | nopoLuok MpAT YkpaiHa Na6opatopi3 IcnaHis BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu | - - UA/19019/01/01
xnoeupg, (cybeTaHuin) y "dapmaue EcniHoc Y Bodhinn TMny - 3MiHK 3 AkocTi. APl KoHTposb A®L. 3miHa y
naketax noABinHWX BTUYHA C.A. (IEBCA) napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
nonieTuNeHoBmX hipma BM3Ha4YeHuX y cneuudpikauisx Ha A®l, abo
ons "AapHnus” BVXiAHWIA/NPOMIKHWIA NpoAyKT/pearexT, LWo
chapmaLeBTUYHOro BUKOPVCTOBYIOTbCSA y Npoueci BUpobHuuTea Ad|
3aCcTOCyBaHHSA (BMNYYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,

BWJ/TYYEHHS 3aCTapifioro nokasHuka)) Posgain «BtpaTta B
Maci Npu BUCYLLIYBaHHI» BU/TyYEHO 3 MaTepianis
peecTpaLiiHoro A0CLE BiAMNOBIAHO A0 aKTyalbHUX
mMarepianis BUpo6HMKa Ta MoHorpadii E® «Dequalinium
chloride». 3miHn | TUNy - 3miHK 3 AkocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneuundikauiii Ta/abo
[ONyCTUMNX MeX, BU3HaueHux y cneuudikauisx Ha Adl,
ab60 BMXigHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(monoBHeHHA cnevmdikaLyii HOBUM NOKa3HUKOM SIKOCTi Ta
BiAMNOBIAHMM MeToA0M BUNpobyBaHHA) Po3ain «Boga»
BHECEHO A0 MaTepianis peecTpaLiiiHoro AoCke
BiAMOBIAHO A0 aKTyanbHWUX MaTtepianis BUPOOHUKa Ta
MoHorpadii E® «Dequalinium chloride». Kputepiii
NPUAHATHOCTI «He Ginblue 10,0 %». 3MiHn | TUnY - 3MiHK
3 sKocTi. CepTudpikar BignosigHocTi/l E-cepTuddikat
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei/MmoHorpadii.

MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI abo BUNYyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans A®l; ons
BMXIZAHOro MaTepiany/peareHTy/MpoMbKHOIo NPOAyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOBGHULTBI API; ans
[OMOMDKHOT peyoBMHY (cepTudikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMIeHWIA cepTuddikaT
Bifl y)Xe 3aTBEepA)KEHOro BUPOBHYKa - NOAAaHHSA
OHOBJ/IEHOTO CepTMdikaTy BifNOBIAHOCTI EBPONENCHKIN
thapmakonei RO-CEP 2019-026-Rev 02 (3aTBepa)XeHo:
RO-CEP 2019-026-Rev 01) ana A®| Dequalinium
chloride Big 3aTBepaxeHoro Bupo6Hvika Laboratorios
Espinos Y Bofill S.A. (LEBSA), Spain, Ta, ik Hacnifok,
BHECEHO 3MiHM [0 NoKa3HWKiB «lgeHTudikauis B» ta
«KinbkicHe BU3HaYEHHS» BigMnoBigHO A0 MOHorpadii €D
«Dequalinium chloride».
3arBepmkeHo: KinbkicHe BU3HAYeHHS1 BMICT: He MeHLUe
95,0 % i He 6inblue 101,0 % aekBasliHito xopugy, y
nepepaxyHKy Ha Cyxy peqoBMHy. 3anponoHOBaHO:
KinbkicHe B1U3HaueHHst BmicT: He meHwe 98,0 % i He
6inble 102,0 % peksaniHilo X1opuay, y nepepaxyHky Ha
6e3B0OAHY peyoBMHY. Takox BHOCATbLCA 3MiHU B Cknaf
nikapcbkoro 3acoby (cybcTaHuis): 3aTBepoKeHo:
Cy6CTaHList MICTUTb AEeKBaUTiHIl0 X/10pUAaY HE MeHLe
95,0 % i He Ginblue 101,0 %, y nepepaxyHKy Ha cyxy
peyoBUHy. 3anponoHoBaHo: CybcTaHList MICTUTb
AekBaniHito xopuay He MeHLwe 98,0 % i He Binblie
102,0 %, y nepepaxyHKy Ha Cyxy peqyoBuHy. 3MmiHu | Tuny
- 3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JoNyCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHW) NOKa3HWK «CynpoBigHi AOMILLKN» NPUBEAEHO Y
BIANOBIAHICTb A0 aKTyaslbHUX MaTepianis BUPOGHMKA Ta
MoHorpadii E® «Dequalinium chloride» Ta BignosigHo
3MIHIOETLCS MeTOAMKa BUNPOBYBaHHS. 3aTBepa)KEHO:
Cneuudpikanis CynposigHi gomiwku (HPLC 1) JloMmiLlkm
A — He GinbLue 1 %; gomilwkn B — He Ginblue 2,5 %;
Oomiwkm C — He 6inble 4,0 %; gomiwkn 3 RRT=2,0 — He
6inbLe 0,3 %; gomiwkn 3 RRT=2,2 — He 6GinbLue 0,3 %;
6yab-aKoi HecneundikoBaHoT JOMILLKM - He b6inbwe 0,10
%; cyma [OMILLOK, OKPIM JOMILLKM A - He Ginblue 10 %;
(Ed, 2.2.29, meTog BEPX) 3anponoHosaHo:
Cneuyudikauis CynpoBigHi goMiwku Jomiwkn A — He
6inbLue 0,3 %; fAomiwkm B — He Ginblie 2,0 %; AOMiLLKn

C — He 6inbwe 5,0 %; HecneundikoBaHOi JOMILLKN —
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KOXHOI He 6inblue 0,10 %; cyma AOMILOK - He BinbLue
7,0 %; (E®, 2.2.29, meTog BEPX). CynyTHs 3MmiHa -
3MiHu 3 siKocTi. APl KoHTponb A®l. 3miHa y meTogax
BMNpobyBaHHA APl abo BuxigHoro
Marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y npoLieci BupobHuutea AP (iHwwi
3MiHM Yy MeTogax BUNpo6yBaHHS (BKOUaOUM 3aMiHy
a60 fonoBHeHHs) APl abo BUXiZHOro/MPOMIDKHOTO
NPOAYKTY)
110. | AEKCA- po3uunH ANs iHekyin, | TosapucT YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a - UA/15314/01/01
340POB'A 25 mr/mn no 2 mn B BO 3 BUPOGHMLTBA, TMNy: 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHUY | peyenmom
amnyni; no 5a6o 10 | obmexeHo KOHTPO/b SKOCTI, BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
amnys y KapTOHHIl 10 BWMYCK Cepil: AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro
Kopobui 3 Bignosiga ToBapucTBo 3 BUPOBHMYOro NPoLecy roToBOro MikapcbKoro 3acoby
neperopogkamu; NbHICTIO 06MexeHoto (AinbHUUA, Ha AKi NpoBOAATLCA 6y Ab-AKi BUPO6HUYI
no 2 M1 B amnyrni; "®apmaue BiANOBIAALHICTIO cTagii, 3a BUHATKOM BUMYCKY Cepii, KOHTPOJIO SKOCTi Ta
no 10 amnyn y BTUYHA "®apmaueBTUyHa BTOPVHHOIO NakyBaHHA 415 CTEPUNbHUX MiKapCbKMX
6nictepi; no 1 KOMnaHis KOMMaHis 3aco6iB (BKHOYAKUM BUPOGIEHI aCENTUYHUM METOL0M),
6nictepy y "340poB s "3popoB s, KpiM nikapcbkux 3aco6iB 6i0N0riyHOro/iMyHOsI0rYHOro
KapTOHHI kopobuyj; " YkpaiHa NOXOKEHHS);
no 2 M1 B amnyni; BCi cTagil CynyTHSA 3miHa: 3MiHX 3 KOCTi. FOTOBWIA NiKapCbKuii
no 5 amnyny BMPOGHMLTBA, 3aci6. 3MiHM y BUpobHULTBI. 3aMiHa abo BBEAEHHS
6nictepi; no 1 a6o 2 KOHTPO/b SAKOCTI: [04aTKOBOI Ai/bHULI BUPOOHULITBA AN15 YACTUHU abo
6nictepn y AKLjioHepHe BCbOro BUPOBHNYOTrO NPOLLECY FOTOBOIO /iKapCbKOro
KapTOHHI kopobuj. TOBapUCTBO 3aco6y (AinbHMLA ANS BTOPUHHOTO NakyBaHHS) - 3
"ranuudapm”, METOH HalbiNbL paLioHaNIbHOrO BUKOPUCTAHHS
YKpaiHa BUPOBHNYMX MOTYXKHOCTEW, 3 TOUKU 30pY MapPKETUHIOBOI

[oUinbHOCTI Ta 36iNblUeHHs 06’eMy NPOAYKLT,
BBOAWTLCA [0AATKOBA AiNbHULA BUPOOHMLTBA AN
BCbOr0 BMPOGHNYOrO LIMKITY, OKPIM BUMYCKY Cepii -
AxkuioHepHe ToBapucTBO "lanmudapm” (415 nakyBaHHS
Ne 10 (10x1) y 6nicTepi B kopobLj). BBeeHHSA 3MiH
NPOTArom 6-T1 MICALIB MiCNSA 3aTBEPLKEHHS; 3MiHM |
TMNy: 3MiHW 3 AKOCTi. [OTOBWIA Nlikapcbkuii 3aci6. 3miHN y
BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLLO CTOCYTbCA
BMNYCKY Cepii Ta KOHTPOHO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo AofaBaHHA AifbHULI, Ha Kl
3[iACHIOETLCSI KOHTPO/IL/BUNPOGYBaHHS cepii) -
BBE/EHHS KOHTPOJIO SKOCTi Ha A0AATKOBIW AiNbHUL
BMPOGHMLTBA AKLiOHEpPHE ToBapmcTBo "lannydapm”
(YkpaiHa, 79024, /bBiBCbKa 0611., MiCTO JIbBIB, BY/IMLUA
OnpuwwkiBCbka, 6yanHOK 6/8). BBEAEHHSA 3MiH NPOTArOM
6-Tv MicALiB nicnsA 3aTBepAKEHHS; 3MiHN | TURNY: 3MiHK 3
sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHN y npoLieci BUPO6HULITBA FOTOBOTO NiKApCbKOro
3ac006y, BK/I0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MNPV BUPOOHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3Ha4yHa 3MiHa y npoueci BUPOGHULTBA) -
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

He3HauHi 3MiHM y 3aTBeppKeHOMy npoueci BUpobHuLTBa
4N HOBOI Ai/TbHULi BUPOOHULTBA AKLOHEpHEe
ToBapuncTBO"TanmugapM"”, 06yMOBEHI TEXHIYHUMU
Xapaktepuctukamy obnagHaHHa. 3MiH y cneundikadii Ta
MeToAax KOHTPOJIt0 Nikapcbkoro 3acoby He Bigbynocs.
Bnpo6Huumii npoLiec, skuii BKIoYae okpeMi cragii,
3a/MWAETbCA Takum camumM. BeeieHHs 3MiH NpoTArom
6-Tn MicAUiB Nicnsa 3aTBepLXKEHHS; 3MiHW | TUny: 3MiHN 3
AKoCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW Y BUPOBHULTBI.
3miHa po3mipy cepii (Bk/IOYakoum gianasoH po3Mipy
cepil) roToBOro nikapcbkoro 3acoby (36inbweHHsA fo 10
pasiB NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) - Y 3B’A3KY
3 BUPOOHMYOI0 HEOOXIAHICTIO BBEAEHHS AOAATKOBOrO
po3Mipy cepii npenapary A8 HOBOT AiNbHULL
BMPO6HUMLTBA AKLiOHEpPHE ToBapuCTBO "Mannydapm’,
LLIO 3HaxXoAMTbLCA 3a agpecoro: YkpaiHa, 79024,
JbBiBCbKa 06/1., MiCTO JIbBIiB, Bynuus ONpULLKIBCbKA,
6yaMHOK 6/8.

3aTBEPAXEHO

40 n- 20 000 amnyn

140 n-70 000 amnyn
3anpornoHoBaHo

40 n- 20 000 amnyn

140 n-70 000 amnyn

3anponoHoBaHuii po3mip cepii
150 n - 75 000 amnyn
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns

3aTBEPAKEHHS.

111.

AEKCAMETA
30H

Tabnetkun no 0,5 mr,
no 10 TabneTtok y
6nictepi; no 1, abo
no 2, abo no 3, abo
no 5, aéo no 6, abo
no 9, aéo no 10
6nictepis B
KapTOHHI Kopoo6Li

KPKA,
Aa.4a., Hoso
MecTo

CnoseHisi

BUPOGHUK,
BiANOBIgaIbHUI 3a
BMPOGHMLTBO "in
bulk", nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BWMYCK Cepil:
KPKA, a.4a., Hoso
mecTo, CroBeHis;
BUPOGHMK,
BiANoBiAa/IbHWIA 3a
nepBuHHe Ta
BTOPUHHE
nakysaHHs: KPKA,
A.4., HoBo mecTo,
CnoBeHis;
BMPOGHMUK,
BiANOBigabHUIA 3a
KOHTpPO/b cepii:

CnoseHisa

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu |
TMny - 3MiHK 3 axkocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BigNoBigHOCTI EBpoNeNChKii
hapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikarta BifgnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei:
ansa A®l; ana suxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BVIKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudhikaT BiANOBIAHOCTI EBPONECHKIlt
hapmakonei) - OHoBreHUA cepTudikat Bif yxe
3aTBepKeHOro BUpo6Huka. MNMogaHHA OHOBIEHOro
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei
Ne R1-CEP 1996-019 - Rev 08 (3atBepaxeHo: R1-CEP
1996-019 - Rev 07) agns AdD| gekcameTasoHy Bif Bxe
3aTBepxeHoro Bupo6Huka SANOFI CHIMIE, France,
AKniA 3miHMB Ha3By Ha EUROAPI FRANCE, France.

3a
peyenmom

UA/8538/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KPKA, a.4a., Hoso
MecTo, CrioBeHis
112. | AEKCAMETA | kpanni ouHi 0,1 %; TOB "$3 YkpaiHa TOB "3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a - UA/8384/01/01
30H- no 10 mny "BIO®AP "BIO®APMA" TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peyenmom
BIO®APMA NNacTUKOBOMY MA" KOHTPO/1b AONOMDKHUX PpeyYOBUH. 3MiHa y MeToAax
dhnakoHi; no 1 BMNPOGYBaHHA [OMOMDKHOI PEYOBUHMN (HE3HAYHI 3MiHW Y
dhnakoHy B naui 3 3aTBEpMXEHUX MeTogax BunpobyBaHb) MpuBeaeHHs
KapTOHY MeToAy KOHTPOsto "KiflbKicHe BU3HAUYEHHS" AONOMDKHOT
peyosuHM "BopHa kucnoTa'y BignoBsigHIiCTb A0
aKkTyasibHOI pegakuii MoHorpadii €Bponeiicbkol
Papmakonel
113. | AENYNOKCA | kancyiu leTepo IHAiA [eTepo /1a63 IHAjs BHECEHHS 3MiH 40 peecTpaLiinHmx maTepiasis: 3MiHu | 3a - UA/17001/01/01
racTpopes3nCTeHTHI Na63 Nimiten Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
no 30 mr, no 7 Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu fo
Kancyny énictepi, y3ara/ibHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
no 4 6nictepu B (BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
KopoobLi hapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsagy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6WU, BiAMNOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucteMu dhapmakoHarnsgy). 3mMiHa KOHTaKTHUX JaHux
YMOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMOBIga/IbHOI 3a
hapMakoHarnag. 3miHa KOHTakTHOT 0CO6M 3asBHMKA,
BiANOBigaIbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pegpakuis: Hypies Enganisz Animosuy. lNMponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6Y 3asiBHMKA,
Bif4noBigaNbHOI 3a thapmakoHarnsag B YkpaiHi
114. | AENYNIOKCA | kancynu leTepo IHAis [eTepo /1a63 IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a - UA/17001/01/02
racTpope3nCTeHTHI Na63 Nimiteq MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 60 mr, no 10 Nimitepn thapmakoHarnsgy. BeegeHHs abo 3miHu a0

Kancyn y énictepi,
no 3 6nictepu B
KopooLi

y3araslbHeHuX filaHnx nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPo cuctemy
dhapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0cobM 3 thapmakoHarnagy 3asBHuKa 4ns
3[jficHeHHs1 hapMakoHarisay B YKpaiHi, K0 BoHa
BifAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiAMNOBIAa/IbHOI 3a
3[iiCHEHHS (papMakoHarnsay (BKIKYakoum KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHI MacTep-caiina
cucteMu chapmakoHarnagy). 3mMiHa KOHTaKTHUX JaHux
YMOBHOBaXXEHOI 0COOU 3asIBHMKA, BifnoBiga/ibHOI 3a
thapmakoHarnsg. 3mMiHa KOHTaKTHOT 0cobuM 3asiBHUKa,
BiAANOBiAasIbHOI 3a hapmakoHarnag B YkpaiHi. fitoua
pegakuisi: HypieB EngaHis Animosuy. MponoHoBaHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
pepakuisi: Tonokesuy Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi
115. | OAXKAKABI Tabnetku no 15 wmr; HoBaprTic LLiBefiuapi Brpo6HMLUTBO, LLiBefiuapis BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 3a - UA/13456/01/02
no 14 tabnetok y dapma Al a KOHTPO/b SIKOCTI, TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMEHyBaHHS peyenmom

6nicTepi; no 4
6nictepun y kopobui
i3 KapToHY
nakyBasiIbHOro

nepBrHHE Ta
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii: HosaprTic
dapwma LUTelH AT,
LLiBeiiuapis;
KoHTposb sikocTi
3a BUHATKOM
BU3HAYEHHS
Mikpo6ionoriyHol
4ncToTY:
dapmaHanituka
CA, Weeiiyapis

Ta/abo agpecu micLsa NPOBaMKEHHS AisNIbHOCTI
BMPOGHMKa (BK/tOYakoUM, 3a HEOOXIAHOCTI, MicLe
npoBefeHHs1 KOHTPO/IO AKOCTi), 260 BnacHuKa mactep-
thaiina Ha A®I, abo noctavasnbHuka APl/BrxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha NikapCbknii 3acib) 3a BiACyTHOCTI cepTucbikata
BiANoOBIgHOCTI EBponeiickkili hapmakonei y
3aTBepAXEHOMY [0Cbe, 260 BUPOOHMKA HOBOT
[0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y A0ChE) 3MiHA
agpecy noctavasibHvKa BUXigHux pevosuH Al ta A4: 3
Allsino Chemical Co., Ltd Ha Hangzhou Allsino Chemical
Co., Ltd. Ta He3HauHi 3MiHM Ha3BK NocTavasibHUKa
(3atBepmkeHo: Allsino Chemical Co. Ltd 206 Zhenzhong
Road Hangzhou Sandum Zhejiang 310030 P.R. China,
3anponoHoBaHo: Hangzhou Allsino Chemical Co.
Ltd.Lianhong, Meicheng, Jiande, Zhejiang 311604
China). 3miHu | TUny - 3MiHmn 3 aKkocTi. AdI.
Brpo6HMLTBO. 3MiHM B NpoLeci BupobHuutea API
(He3HauHa 3miHa y npoueci Bupo6HuuTBa A®l) 3amiHa
aKTUBOBAHOTO BYFiN/IA Ha BYTi/IbHUIA (DINILTP HA
NPOMiXHNX cTagiax A6-A9 Ta A10-All ans
BMPOGHMLTBA ADI( OHOBMIEHHS BUPOBHUYOro NpoLiecy p.
3.2.5.2.2). 3miHu | TUny - 3MiHu 3 aKocTi. A®l. KOHTposb
A®|. 3miHa y napameTpax cneumndikauiii Ta/abo
[ONyCTUMMX MEX, BU3HauYeHux y cneuudikaisx Ha Adl,
a60 BUXigHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(3BYXXEHHA [OMYCTUMUX MEX, BUSHAYEHUX Y
crneundikauii) 3ByxeHHA Mex cnevudikauii Adbl
3a/IULLIKOBUX PO3UMHHUKIB aLeTOHITPpUIY, AMXII0pMETaHY,
renTaHy, i3onponisioBoro CnupTy, MeTaHosy,
TeTparigpodypaHy Ta CyMy 3a/IMLLKOBUX PO3YNHHMKIB.
3Minn | TURY - 3miHu 3 sKocTi. APl. KoHTponb A®I. 3miHa
y napameTpax cneuudikauiii Ta/abo gonycTumMmnx Mex,
BM3Ha4YeHUX y cneuudpikauisx Ha A®l, abo
BUXiAHWI/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPWCTOBYIOTbCS Yy Mpoueci BupobHuutea AdI
(BMNYYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHvka)) BuganeHHs Tecty
«lpgeHTudikauis» 3a gonomorot BEPX 3i cneuundikauii
Ha fitody pevoBuHy (HassHiI MeToam IR, X-R diffraction
pattern). 3miHu | TMny - 3MiHK 3 skocTi. A®Il. KoHTposb
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

A®l. 3miHa y napameTpax cneuundikauiii Ta/abo
[OoNyCTUMUX MeX, BU3HaYeHuX y cneumdikauisax Ha Adl,
ab0 BUXigHUIA/NPOMIXHWIA NpOAYyKT/peareHT, Wwo
BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(8ONOBHEHHS cneumdikaLil HOBUM NOKa3HWKOM SIKOCTi Ta
BiANOBIAHUM MeTOA0M BUNPOBYyBaHHSA) [lofaBaHHsA y
cneundoikauito H-rentany (3.2.S.2.3) lgeHTndikauis IR
cnekTpoM. 3MiHu | Tuny - 3miHu 3 sikocTi. A®Pl. KoHTponb
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONyCTUMMX MEX, BU3HauYeHux y cneuudikauisx Ha Adl,
a60 BMXigHWA/NPOMIDXHUIA NPOAYKT/peareHT, wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(3BYXXEHHSA [OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii) 3ByXXeHHA AONYCTUMUX MeX A5 TecTy
«Bwmict Boan» 3 0,1 % w/w o 0,05%w/w y cneumdikavi
H-rentaHy (3.2.S.2.3). 3Minu | Tvny - 3miHu 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumdikawii
Ta/abo [oMyCTUMUX MeX, BU3HAYEHNX Y creLmdikaLlisx
Ha Adl, abo BMXigHWIA/NPOMDKHWIA NpOAYKT/peareHT, LWo
BVKOPVCTOBYIOTLCSA Y npoveci BupobHuutea A®| (iHwwi
3MiHW) BunpasneHHs ApykapcbKoi MOMUKK Y
cneuudikauii Chiracel® OD Chiral stationary phase
(CSP) (used) y 1. Loadability (p. 3.2.S.2.3). 3MiHu | Tuny
- 3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXIiZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHN) BunpaBieHHs NOMUIIKM y CTPYKTYPHUX dhopMynax
nomiwok 523 -11, 524-11 ta 531-11 Ha OCHOBI
MOPIBHAHHSA Yacy yTpuMaHHs BEPX cnHTe3oBaHux
[OOMILLOK 3 pedpepeHTHUMMU pedoBuHamu (p. 3.2.S.3.2).
3MiHn | TMRY - 3MiHK 3 sKocTi. APl KoHTponb A®l. 3miHa
y napameTpax cneuudikauii Ta/abo gonycTumMmnx Mex,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BVKOPVCTOBYIOTBCSA Y npovueci BupobHuutea A®| (iHwwi
3MiHW) BunpasiieHHs ApYKapCbKOT MOMUIIKKL Y
cneuudikauii H-rentany (3.2.S.2.3) y TecTi
laeHTudikayia MX. 3miHu | Tuny - 3miHK 3 sikocTi. AdI.
KoHTposnb A®I. 3miHa y MeTodax BunpobyBaHHsa Ad|
abo BMXigHOro martepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPO6HULTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPAXKEHNX
MeToAax BUNpobyBaHHA) HesHauHi 3MiHM y
3aTBEPMKEHVX MEeTOAax BUNPOOYBaHHSA, a caMe 3MiHEHO
MiHiMa/IbHUIA Ajana3oH B MeTOZi BUNpoOyBaHHS
laeHTudikauis IR (ATR) 3 «He MeHLwe 4000-450» Ha «He
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MeHLwe 4000-400» ans A®L. 3miHun | TMny - 3MiHW 3
AKocTi. A®l. KoHTposnb A®I. 3miHa y meTogax
BuNpobyBaHHA APl abo BuXigHOro
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa A®I (iHLWi
3MiHV Y MeTofax BUNpobyBaHHS (BKNOYaouy 3aMiHy
abo gonoBHeHHs)) A®| abo BUXiZHOro/MPOMIXKHOTO
npoaykty) 3amiHa metoaukm A®I Ruxolitinib phosphate
ana T. «KinbKicHe BU3HaYeHHs Ta CynpoBigHi AOMILLIKN»
meTogom BEPX», a came onTumisauist meToais
BMNPO6YBaHb. 3MiHM | TUNY - 3MiHK 3 AKOCTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHA API
abo BMXigHOro martepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMpo6HMLUTBa AP (iHLWIi 3MiHK) BuaaneHHs T. «KinbkicHe
BM3HAYeHHA MeTogom BEPX» i3 cepTudikaty skocTi ans
Ruxolitinib phosphate pechepeHTHOro ctaHgapty
(HasBHUIT MeTof «KinbKicHe BU3HAYEHHS METOA0M
TUTPYBaHHS»). 3MiHu | Tuny - 3miHKM 3 AKocTi. API.
CTabinbHicTb. 3MiHa nepiogy NOBTOPHMX
BMNPOGYBaHb/nepiogy 36epiraHHs abo yMOB 36epiraHHs
A®| (3a BiACYTHOCTi Y 3aTBEPAKEHOMY AOCHE
cepTudpikaTa BifnoBiAHOCTI E€Bponeiichbkiin hapmakoneri,
LLIO BK/THOYAE Nepiog NOBTOPHOIO BUNPOBYBaHHS) (iHLUi
3miHM) 3MiHa yMoB 36epiraHHs Ruxolitinib phosphate
pethepeHTHOro cTaHAapTy 3 «36epiratm B MOPO3WJIbHil
kamepi (Hmkye -15°C) Ha «36epiratii Npu Temneparypi
He BuLLe 25°C (Ha OCHOBI AaHUX CTab6iNIbHOCTI B pEXUMI
peasibHOro yacy npv A0BroTprBasIMX ymoBax 36epiraHHs
25°C/60%RH)

116.

DXXAKABI

TabneTkn no 20 mr;
no 14 tabnetok y
6nicTepi; no 4
6nictepun y kopobui
i3 KapToHY
nakyBasiIbHOro

HoBaprTic
dapma Al

LLiBefiuapi
)

Brpo6HMLUTBO,
KOHTPO/b SKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii: HosaprTic
dapwma LUTelH AT,
LLiBeiiuapis;
KoHTposb sikocTi
3a BUHATKOM
BU3HAYEHHS
Mikpo6ionoriyHol
4ncToTH:
dapmaHanituka
CA, Weeiiyapis

LLiBefiuapis

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu |
TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMEHyBaHHS
Ta/abo agpecu micLa NPOBaMKEHHS AisNIbHOCTI
BMPOGHMKa (BK/tOYakoUM, 3a HEOOXIAHOCTI, MicLe
npoBefeHHs1 KOHTPO/IO AKOCTi), 260 BnacHuKa mactep-
thaiina Ha A®I, abo noctavasnbHuka APl/BrxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha NikapCbknii 3acib) 3a BiACyTHOCTI cepTucbikata
BiANoOBIgHOCTI EBponeiickkili hapmakonei y
3aTBepAXEHOMY [0CbE, 260 BUPOOHMKA HOBOT
[0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y A0ChE) 3MiHA
agpecy noctavasibHvKa BUXigHUX pevosuH Al ta A4: 3
Allsino Chemical Co., Ltd Ha Hangzhou Allsino Chemical
Co., Ltd. Ta He3HauHi 3MiHM Ha3BK NocTavyasibHUKa
(3atBepmkeHo: Allsino Chemical Co. Ltd 206 Zhenzhong
Road Hangzhou Sandum Zhejiang 310030 P.R. China,
3anponoHoBaHo: Hangzhou Allsino Chemical Co.

3a
peyenmom

UA/13456/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

Ltd.Lianhong, Meicheng, Jiande, Zhejiang 311604
China). 3miHu | TUny - 3MiHKn 3 aKkocTi. AdI.
Brpo6HMUTBO. 3MiHM B NpoLeci BupobHuuTea API
(He3HauHa 3miHa y npoueci Bupo6HuuTBa Adl) 3amiHa
aKTUBOBAHOTO BYTiN/IA Ha BYTi/IbHUIA (DINIbTP HA
NPOMXHUX cTagiax A6-A9 Ta A10-All ana
BMPOGHMLTBA ADI( OHOBMIEHHS BUPOOHNYOrO NpoLiecy p.
3.2.5.2.2). 3miHu | TUny - 3MiHu 3 aKocTi. A®l. KOHTposb
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONyCTUMMX MEX, BU3HauYeHux y cneuudikauisx Ha Adl,
a60 BMXigHWA/NPOMIDXHUIA NPOAYKT/peareHT, wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(3BYXXEHHSA [OMYCTUMUX MEX, BUSHAYEHUX Y
crneundikauii) 3ByxeHHA Mex cneuundikauii Adbl
3/IULLIKOBUX PO3UMHHIUKIB aLeTOHITPUIY, AMXI0pMETaHY,
renTaHy, i3onponisioBoro CnupTy, MeTaHosy,
TeTparigpodypaHy Ta CyMy 3a/IMLLKOBUX PO3YNHHUKIB.
3MiHn | TUNY - 3MiHK 3 sKocTi. APl KoHTponb A®l. 3miHa
y napameTpax cneuudikauin Ta/abo gonycTumMmnx Mex,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(BMNyYEHHS1 HE3HAYHOrO NOKa3HKKa AKOCTI (Hanpuknag,
BWU/TYYEHHS 3aCTapifioro nokasHvka)) BuganeHHs Tecty
«lpgeHTudikayis» 3a gonomorot BEPX 3i cneuundikauii
Ha fitody pevoBuHy (HasBHiI MeToam IR, X-R diffraction
pattern). 3MiHn | TURY - 3MiHK 3 akocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax crneuundikauiii Ta/abo
[OoNyCTUMUX MeX, BU3HaYeHuX y cneumdikauisax Ha Adl,
ab0 BUXigHUIA/NPOMIXHWIA NpOAYyKT/peareHT, Wwo
BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(8ONOBHEHHS cneumdikaLil HOBUM NOKa3HWKOM SIKOCTi Ta
BiZANOBIAHUM MeTOA0M BUNPOBYyBaHHSA) [lofasaHHsA y
cneundoikauito H-rentany (3.2.S.2.3) lgeHTndikauis IR
cnekTpoM. 3MiHu | Tuny - 3miHu 3 sikocTi. A®Pl. KoHTponb
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONyCTUMMX MEX, BU3HauYeHux y cneuudikauisx Ha Adl,
a60 BMXigHWIA/NPOMIDXHUIA NPOAYKT/peareHT, wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(3BYXXEHHSA [OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii) 3ByXXeHHSA AONYCTUMUX MeX A5 TeCcTy
«Bwmict Boan» 3 0,1 % w/w o 0,05%w/w y cneumdikavi

H-rentaHy (3.2.S.2.3). 3MiHn | TMny - 3miHu 3 aKocTi. AdI.

KoHTponb A®I. 3miHa y napameTpax crneumdikawii
Ta/abo foMyCTUMUX MeX, BUSHAYEHNX Y crieLmdikaLisx
Ha A®l, abo BMXigHWIA/NPOMDKHWIA NpoAYyKT/peareHT, LWo

BVKOPVCTOBYIOTLCSA Y npoveci BupobHuutea A®| (iHwwi
3MiHW) BunpasneHHs ApyKapcbKoi MOMUKK Y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
cneuudikauii Chiracel® OD Chiral stationary phase
(CSP) (used) y 1. Loadability (p. 3.2.S.2.3). 3MiHu | Tuny

- 3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHN) BunpaBieHHs NOMUIIKN y CTPYKTYPHUX dhopMmynax
nomiwok 523 -11, 524-11 ta 531-11 Ha OCHOBI
MOPIBHAHHSA Yacy yTpuMaHHsa BEPX cnHTe3oBaHux
[OOMILLOK 3 pedpepeHTHUMMU pedoBuHamu (p. 3.2.S.3.2).
3MiHn | TMRY - 3MiHK 3 sKocTi. APl KoHTponb A®l. 3miHa
y napameTpax cneuudikauiin Ta/abo gonycTumMmnx Mex,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BVKOPVICTOBYIOTbCSA Y npovueci BupobHuutea A®| (iHwwi
3MiHM) BunpasiieHHs ApYKapCbKOT MOMUIIKKL Y
cneuudikauii H-rentany (3.2.S.2.3) y TecTi
laeHTudikayia MX. 3miHy | Tuny - 3miHK 3 skocTi. AdI.
KoHTposnb A®I. 3miHa y MeTodax BunNpobyBaHHsa Ad|
abo BMXigHOro marepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPO6HULTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPAXKEHNX
MeToAax BUNpobyBaHHA) HesHauHi 3MiHM y
3aTBEPMKEHVX METOAax BUNPOOYBaHHS, a caMe 3MiHEHO
MiHiMa/IbHUIA Ajana3oH B MeTOoZi BUNpobyBaHHS
laeHTudikauis IR (ATR) 3 «He MeHLwe 4000-450» Ha «He
MeHLwe 4000-400» ans A®L. 3miHun | TMny - 3MiHKW 3
AKocTi. A®l. KoHTposnb A®I. 3miHa y meTogax
BuNpobyBaHHA APl abo BuXigHOro
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa A®! (iHLi
3MiHV Yy MeTofax BUNpobyBaHHS (BKNoYaouy 3aMiHy
abo gonoBHeHHs)) A®| abo BUXiZHOro/MPOMIXKHOTO
npoaykty) 3amiHa metoaukm A®I Ruxolitinib phosphate
ana T. «KinbKicHe BU3HaYeHHs Ta CynpoBigHi LOMILLIKN»
meTogom BEPX», a came onTumisauist meToais
BMNPO6YBaHb. 3MiHU | TUNY - 3MiHK 3 AKOCTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHA API
abo BMXigHOro martepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMpo6HMLUTBa AP (iHLWIi 3MiHK) BuaaneHHs T. «KinbkicHe
BM3HAYeHHA MeTogom BEPX» i3 cepTudikaty skocTi ans
Ruxolitinib phosphate pechepeHTHOro ctaHgapty
(HasBHUIA MeTof «KinbKicHe BU3HAYEHHS METOA0M
TUTPYBaHHS»). 3MiHu | Tuny - 3MiHK 3 AKocTi. API.
CTabinbHicTb. 3MiHa nepiogy NOBTOPHMX

BMNPO6YBaHb/Nepiony 36epiraHHs abo yMOB 36epiraHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

A®| (3a BigCYTHOCTi Y 3aTBEPAKEHOMY AOCHE
cepTudpikaTa BifnoBiAHOCTI E€Bponeiichbkiin hapmakoneri,
LLIO BK/THOYAE Nepiog NOBTOPHOIO BUNPOBYBaHHS) (iHLUi
3miHM) 3MiHa yMoB 36epiraHHs Ruxolitinib phosphate
pethepeHTHOro cTaHAapTy 3 «36epiratm B MOPO3WJIbHil
kamepi (Hkye -15°C) Ha «36epiratii Npu Temneparypi
He BuLLe 250C (Ha OCHOBI flaHMX CTabifIbHOCTI B PEXUMI
peasibHOro yacy npuv A0BroTprBasMx ymoBax 36epiraHHs
250C/60%RH)

117.

DXXAKABI

TabneTkn no 5 wr;
no 14 tabneTtok y
6nicTepi; no 4
6nictepun y kopobui
i3 KapTOHY
nakyBasiIbHOro

HoBaprTic
dapma Al

LLiBefiuapi
)

Brpo6HMLUTBO,
KOHTPO/b SKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii: HosaprTic
dapwma LUTelH AT,
LLiBeiiuapis;
KoHTposb sikocTi
3a BUHATKOM
BU3HAYEHHS
Mikpo6ionoriyHol
4ncToTH:
dapmaHanituka
CA, Weeiiyapis

LLiBefiuapis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMEHYBaHHS
Ta/abo agpecu micLa NPOBaMKEHHS AisNIbHOCTI
BMPOGHMKa (BK/tOUakoUM, 3a HEOOXIAHOCTI, MicLe
npoBeAeHHs KOHTPO/IO AKOCTi), 260 BlacHuKa mactep-
thaiina Ha A®I, abo noctavasnbHuka APl/BrxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbknii 3acib) 3a BiACyTHOCTI cepTucpbikata
BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBepAXEHOMY [0CbE, 60 BUPOOHMKA HOBOT
[0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y A0ChE) 3MiHA
agpecy noctavasibHvKa BUXigHux pevosuH Al ta A4: 3
Allsino Chemical Co., Ltd Ha Hangzhou Allsino Chemical
Co., Ltd. Ta He3HauHi 3MiHM Ha3BK NocTavasibHUKa
(3atBepmkeHo: Allsino Chemical Co. Ltd 206 Zhenzhong
Road Hangzhou Sandum Zhejiang 310030 P.R. China,
3anponoHoBaHo: Hangzhou Allsino Chemical Co.
Ltd.Lianhong, Meicheng, Jiande, Zhejiang 311604
China). 3miHu | TUny - 3MiHmn 3 aKkocTi. AdI.
Brpo6HMuTBO. 3MiHM B NpoLeci BupobHuutea API
(He3HauHa 3miHa y npoueci Bupo6HuuTBa Ad®l) 3amiHa
aKTUBOBAHOTO BYTiN/IA Ha BYTi/IbHUIA (DINILTP HA
NPOMiXHMX cTagiax A6-A9 Ta A10-All ans
BMPOGHMLTBA ADI( OHOBMIEHHS BUPOBHUYOro NpoLiecy p.
3.2.5.2.2). 3miHu | TUny - 3MiHu 3 aKocTi. A®l. KOHTposb
A®|. 3miHa y napameTpax cneumndikauiii Ta/abo
[ONyCTUMMX MEX, BU3HauYeHux y cneuudikauisx Ha Adl,
a60 BMXigHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(3BYXXEHHSA [OMYCTUMUX MEX, BU3HAYEHUX Y
crneuundikauii) 3ByxeHHA Mex cnevudikauii Adbl
3a/IULLIKOBUX PO3UMHHUKIB aLeTOHITPpUIY, AUXI0pMETaHY,
renTaHy, i3onponisioBoro CNupTy, MeTaHosy,
TeTparigpodypaHy Ta CyMy 3a/IMLLKOBUX PO3YUHHMKIB.
3Minn | TURY - 3miHu 3 sKocTi. APl. KoHTponb A®I. 3miHa
y napameTpax cneuudikauiin Ta/abo gonycTumMmnx Mex,
BMU3Ha4YeHUX y cneuudpikauisx Ha A®l, abo
BVXifHWI/NPOMIDKHWIA NpoAYyKT/pearexT, Lo

3a
peyenmom

UA/13456/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(BMNyYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BWU/TYYEHHS 3aCTapifioro nokasHvka)) BuganeHHs Tecty
«lpeHTudikauis» 3a gonomorot BEPX 3i cneuundikauii
Ha fitody pevoBuHy (HasBHiI MeToam IR, X-R diffraction
pattern). 3MiHu | TURY - 3MiHK 3 akocTi. A®l. KoHTponb

A®l. 3miHa y napameTpax crneuundikauiii Ta/abo

[OoNyCTUMUX MeX, BU3HaYeHuX y cneumdikauisax Ha Adl,
ab0 BUXigHUIA/NPOMIXHWIA NPOAYKT/peareHT, Wwo

BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|

(8ONOBHEHHSA cneumdikaLil HOBUM NOKa3HWKOM SIKOCTi Ta
BiANOBIAHUM MeTOA0M BUNPOoBYyBaHHSA) [logasaHHsA y
cneundikauito H-rentany (3.2.S.2.3) lgeHTndikauis IR

cnekTpoM. 3MiHu | Tuny - 3miHu 3 sskocTi. API. KoHTponb

A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONyCTUMMX MEX, BU3HauYeHux y cneuudikaisx Ha Adl,

a60 BMXigHWIA/NPOMIDXHUIA NPOAyKT/peareHT, wo

BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|

(3BYXXEHHSA [OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii) 3BYXXeHHSA AONYCTUMUX MeX A5 TeCcTy
«Bwmict Boan» 3 0,1 % w/w o 0,05%w/w y cneumdikavii
H-rentaHy (3.2.S.2.3). 3MiHn | Tvny - 3miHu 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumdikavii
Ta/abo foMyCTUMUX MeX, BUSHAYEHNX Y creLmdikaLlisx
Ha A®l, abo BMXigHWIA/NPOMDKHWIA NpoAYyKT/peareHT, LWo
BVKOPWCTOBYIOTLCSA Y Npoveci Bupo6HuuTBa A®| (iHwwi
3MiHW) BunpasneHHs gpykapcbKoi MOMUKK Y
cneuudikauii Chiracel® OD Chiral stationary phase
(CSP) (used) y 1. Loadability (p. 3.2.S.2.3). 3MiHu | Tuny
- 3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JoNyCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHN) BunpaBieHHs NOMUIIKN y CTPYKTYPHUX dhopMmynax
nomiwok 523 -11, 524-11 ta 531-11 Ha OCHOBI

MOPIBHAHHSA Yacy yTpuMaHHsa BEPX cnHTe3oBaHux
[OOMILLOK 3 pedpepeHTHUMMU pedyoBuHamu (p. 3.2.S.3.2).
3MiHn | TMRY - 3MiHK 3 sKocTi. APl KoHTponb A®l. 3miHa
y napameTpax cneuudikauiin Ta/abo gonycTumMmnx Mex,

BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHW) BunpasiieHHs ApYKapCbKOT MOMUIIKKL Y
cneuudikauii H-rentany (3.2.S.2.3) y TecTi
laeHTudikayia MX. 3miHn | Tuny - 3miHK 3 sikocTi. AdI.
KoHTposnb A®I. 3miHa y MeTodax BunNpobyBaHHsa Ad|
abo BMXigHOro martepiany/npomikKHOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPO6HULTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPAXKEHNX
MeToAax BUNpobyBaHHA) HesHauHi 3MiHM y
3aTBEPMKEHVX MeTOAax BUNPOOYBaHHSA, a caMe 3MiHEHO
MiHiMa/IbHUIA Ajana3oH B MeToZi BUNpobyBaHHS
laeHTudikauis IR (ATR) 3 «He MeHLwwe 4000-450» Ha «He
MeHLwe 4000-400» ans A®L. 3miHun | TMny - 3MiHW 3
AKocTi. A®l. KoHTposnb A®I. 3miHa y meTogax
BuNpobyeaHHA APl abo BuXigHOro
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa A®I (iHLWi
3MiHV Yy MeTofax BUNpobyBaHHS (BKNOYaouy 3aMiHy
abo gonoBHeHHs)) A®| abo BUXiZHOro/MPOMIKHOTO
npoaykty) 3amiHa metoaukm A®I Ruxolitinib phosphate
ana T. «KinbKicHe BU3HaYeHHs Ta CynpoBigHi LOMILLIKN»
meTogom BEPX», a came ontumisauist meTogis
BMNPO6YBaHb. 3MiHM | TUNY - 3MiHK 3 AKOCTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHA API
abo BMXigHOro martepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMpo6HMLUTBa AP (iHLWI 3MiHK) BuaaneHHs T. «KinbkicHe
BM3HAYeHHA MeTogom BEPX» i3 cepTudikarty skocTi ans
Ruxolitinib phosphate pechepeHTHOro ctaHgapty
(HasBHUIA MeTof «KinbKicHe BU3HAYEHHS METOA0M
TUTPYBaHHS»). 3MiHu | Tuny - 3miHK 3 AKocTi. API.
CTabinbHicTb. 3MiHa nepiogy NOBTOPHMX
BMNPOGYBaHb/nepiogy 36epiraHHs abo yMOB 36epiraHHs
A®| (3a BigCYTHOCTi Y 3aTBEPAKEHOMY AOCHE
cepTudpikaTa BifnoBiAHOCTI E€Bponeiichbkiin hapmakoneri,
LLIO BK/THOYAE Nepiog NOBTOPHOIO BUNPOBYBaHHS) (iHLUi
3miHM) 3MiHa yMoB 36epiraHHs Ruxolitinib phosphate
pethepeHTHOro cTaHAapTy 3 «36epiratm B MOPO3WJIbHil
Kamepi (Hnmxue -150C) Ha «36epiraTvi Npu Temneparypi
He BuLle 25°C (Ha OCHOBI AaHUX CTab6iNIbHOCTI B PEXWMI
peasibHOro yacy npuv A0BroTprBasMx ymoBax 36epiraHHs
25°C/60%RH)

118.

AVKNAK® ID

Tabnetku 3
MoaudikoBaHUM
BUBI/IbHEHHSAM MO 75
Mr; no 10 TabneTok
y 6nicTepi; no 2 abo
no 10 6nictepis y
KapPTOHHI KOpoOL

CaHpo3
dapmacb
foTiKan3
Aa.4.

CnoBeHisi

Canotac dPapma
M6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y

mMeToAax BUNPoGyBaHHSA roTOBOrO /iKapcbKoro 3acoby

(He3HayHa 3MiHa y 3aTBEPMAXKEHNX METOAAX
BMNPOOGYBaHHSA) - He3HauHi 3MiHM B MiroToBLji 3paska
051 KiNbKICHOTO BM3HaYeHHs meTogom BEPX

3a
peyenmom

UA/9808/01/01

119.

ANKNAK® ID

TabneTkn 3
MogudikoBaHUM
BVBI/TbHEHHSM MO
150 wmr; no 10
TabneTtok y bicrepi;

CaHpo3
dapmach
loTikan3
a.A.

CnoseHis

BMPOBHMLTBO in
bulk, nakyBaHHs,
BUNYCK cepil:
Cantortac dapma
'M6X, HimeyunHa;

HimeyunHa/
MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu |
TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa y

MeToAax BUNPOGYBaHHSA roTOBOrO MikapcbKoro 3acoby

(He3HayHa 3MiHa y 3aTBEepAKEHUX MeToAax

3a
peyenmom

UA/9808/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
no 2 a6o no 10 nakyBaHHs, BUMYyCK BMNPOGYBaHHS) - He3HauHi 3MiHM B MigroToBLj 3pa3ka
6nictepiB y cepii: Nlek C.A., 0N KiNbKICHOro BU3HaYeHHA metogoMm BEPX
KapTOHHiii Kopo6Lli MonbLia
120. | AMNPOCANI masb; no 30 ry Ty6i; OpraHoH LLiBefiuapi | OpraHoH XelicT 68 Benbrisa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 3a - UA/4114/02/01
K® no 1 1y6i B CeHTpan a TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
KapTOHHI KOPOOL IcT FTmM6X thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0CcO6U, BiAMNOBIAa/IbHOI 3a
3pjificHeHHs1 hapMakoHarnsay (BK/IHYAKUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MmileHHI macTep-thaiina
cmcTeMu chapmakoHarnsgy) 3miHa ynoBHOBaXeHOI
ocobu 3asBHUKa, BiANOBIAa/ILHOT 3a (hapmakoHarnsa.
[itoua pepakuis: MapiaHHa Bank-KopTeHpaag,
MponoHoBaHa pepakuis: JokTop ®epHaHaa TaBapec.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXXEHOT 0CO6U
3asBHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxX0MKEHHS MacTep-haiina cuctemm
dhapmakoHarnsgy
121. | ANDEPENIH nopoLuok no 0,1 mr INCEH ®paHuis Mopotuok: ®paHuis BHECEHHS 3MiH 40 peecTpauiinHmx maTepianis: 3miHu || 3a He UA/0695/02/01
® Ta PO3YMHHUK ANns PAPMA Brpo6HMLTBO, Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niosisieae
pO34nHy Ans TECTyBaHHS, dhapmakoHarnsgy. 3MiHN y KOpOTKili xapakTepucTui
iH'ekwjin; no 7 nakyBaHHs, BUMYCK NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
dhnakoHiB 3 cepii: INCEH 0151 MeMYHOro 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMM
nopoLukom Ta 7 ®APMA BIOTEK, OaHUMM 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMY faHUMU Ta
amnyn 31 mn dpaHuis; OaHumK 3 dhapmakoHarnsgy - 3MiHuM BHECEHO 40
PO34MHHYKA (PO3YNH PO34YMHHWK: IHCTPYKUIT 415 MELUYHOrO 3aCTOCYBaHHS NiKapCbKOro
Hatpito xnopugy 0,9 Bupo6HMLTBO, 3acoby A0 po3zinis "®apmakonoriyHi BnactnsocTi”,
%) y KapTOHHI nepBuHHe "B3aemogis 3 iHWMMK flikapCbKMmy 3acobamm Ta iHLLi
KopooLi nakyBaHHs Ta BVAW B3aemogiin", "OcobmMBOCTi 3acTocyBaHHsA",
KOHTPO/b SAKOCTI: "3acTocyBaHHSA y nepiof BariTHOCTi abo royBaHHs
CEHEKCI, rpyaaro”, "MepenosysaHHS" BignoBigHO 40 MaTepianis
®paHuis; peecTpauiiHoro J0ChbeE.
BTopuHHe BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicns
nakyBaHHs, BUNYyCK 3aTBEPAKEHHS
cepii: INCEH
®APMA BIOTEK,
PpaHuis
122. | AIMETPIO TabneTku, BKPUTI AT Monbua AT "Apamvep, Monbwa/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 3a - UA/18266/01/01
NNiBKOBOIO "Afnamvep, dapma”, MNonbLuya HimeuunHa TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
060/10HKOH), MO 2 Mr, dapma" (BUPOGHUK, hapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHO Y TEKCT

no 14 TabneTtok B
6nictepi, no 2
6nictepn B

BiANOBIgabHUIA 3a
BUMYCK cepil);
Xaynt ®apma

MapKyBaHHSA BTOPUHHOT ynakosku n.17 IHLWE ta
nepsuHHOI ynakosku n.6 IHLLUE, a came, gogaHo
iHhopmaLito NPo HasABHICTb J1I0roTUNY 3asiBHUKA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KapTOHHI KOopoo6Li MtoHcTep MTM6X,
HimeyunHa
(BMPOGHMLTBO "in
bulk", nakyBaHHs
Ta KOHTPO/1b cepil)
123. | AIOBAH® TabneTkn, BKPUTI HosaprTic LLsenuapi BMPOGHMLTBO 3a Icnanis/ BHECEHHS 3MiH 40 peecTpalinHmx maTepiasis: 3MiHu | 3a He UA/7169/01/02
NAiBKOBOO dapma Al A MOBHVM LWMK/IOM: ITanis/ TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nionsizae
060/10HKO10, 1Mo 80 3irdopig bapbepa, PymyHis Ta/abo agpecu MicLa NPOBaMXEHHS AisNIbHOCTI
mr; no 14 TabneTok C.J1., IcnaHis BMPOOGHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acooy,
y 6nicTepi; no 1 abo BMPOGHMLITBO 3a BK/IOYA0UM AiNbHUL BUMYyCKy cepii abo micue
2 6nictepn y NMOBHWUM LK/IOM: NpoBeAEeHHS KOHTPOSIO AKOCTI. (LiANbHICTb, 3a AKY
KOpOoO6Li 3 KapTOHY HosapTic ®apma BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
C.n.A,, Itanis cepiid). 3MiHa Ha3BM BUPOGHKKa HoBapTic
KOHTPO/b SAKOCTI: dapmacbloTuka C.A., IcnaHia BiANoBiANOBIAaILHOMO 3a
Canpos C.P.J1., BMPOGHMWLTBO 3@ MOBHUM LMK/IOM. TakoX YyTOUHEHHS
PymyHis ajpecy BiAMoBigHO A0 HaAaHUX JOKYMEHTIB. BupobHuua
LOinbHUUA Ta yci BUPOBGHMYI onepaLlii 3a1mwarTbes
HE3MiHHUMUW. 3MiHN BHECEHO B iHCTPYKLit0 A5
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y po3ginu
«BnpobHUK» Ta «MicLe3Haxo4KeHHS BUPOOHUKaA Ta
ajipeca MicL NPOBaKEHHS MOro AjsifIbHOCTI» 3
BiANOBIAHUMYW 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKU
nikapcbKoro 3acoby. TepMiH BBEEHHS 3MiH NPOTAroM 6
MicsLiB MicnsA 3aTBepAKEHHSA. 3MiHu | Tvny -
AAMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI
OinbHULI (BKNOYatoun AinbHuui ana APl npoMikHOro
npoAayKTy abo roToBOro Nikapcbkoro 3acoby, AinbHuLI
[N NpoBefieHHA NaKyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOrO 3a BUNYCK CEPIii, MiCLie NPOBEAEHHS
KOHTPO/II0 cepii) abo noctayasibHyKa BUXigHOro
marepiany, peareHTy abo AONOMDKHOI peYOBMHY (SIKLLO
3a3HayeHo y ocbe). AAMIHICTpaTBHA 3MiHa BUAIEHHS
BMpo6HuKa 13 Hosaptic ®apma LUTeliH AT,
LLIBefiuapisi, BignoBiganbHOrO 3a BUPO6HULITBO 3a
MOBHUM LWK/IOM. 3aMLLAl0TbCA albTepPHATUBHI
BUpPO6HMKM /13 3a noBHUM Umkniom: 3irdpig Bapbepa,
C.J1., IcnaHis Ta HoBaptic ®apma C.n.A., ITanis. 3miHu
BHECEHO B iHCTPYKL,i0 415 MEANYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv «BupobHuk» Ta
«Micue3HaxomKeHHs BUpOGHVKa Ta agpeca micus
NPOBa/KEHHS Or0 AiS/IbHOCTI» 3 BiANOBIAHUMY 3MiHAMU
y TEKCTI MapKyBaHHS yMakoBKM NikapcbKoro 3acoby
(BUTyYEHHSI BUPOGHMYOT AinbHUL). TepMiH BBEAEHHS
3MiH NPOTArom 6 MicsILiB MicNs 3aTBEPKEHHS.
124. | AIOBAH® TabneTku, BKpUTI HosaprTic LLsenuapi BMPOGHMLTBO 3@ Icnanis/ BHECEHHS 3MiH 40 peecTpaLliinHmx maTepiasis: 3MiHu | 3a He UA/7169/01/03
NNiBKOBOIO dapma Al a NMOBHUM LK/IOM: ITania/ TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | niosisieae
060/10HKOH0, M0 160 3irgopig Bapbepa, PymyHis Ta/abo agpecu MicLa NPOBaMXEHHS AisNIbHOCTI

Mr; no 14 TabneTok

C./., Icnania

BMPO6HUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
y 6nictepi; no 1 abo BMPOGHMLTBO 3a BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
2 6nictepny NOBHWUM LK/IOM: NpoBeAeHHS KOHTPOSI0 AKOCTI. (LiANbHICTb, 3a AKY
KOpOoO6Lii 3 KapTOHY HosapTic ®apma BiANoBiAae BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
C.n.A,, Itanis cepiii). 3MiHa Ha3BM BUPOGHKKa HoBapTic
KOHTPO/b AKOCTI: dapmacbloTuka C.A., IcnaHia BiANOBiANOBIAaIbHOMO 3a
Canpos C.P.J1., BMPOGHULITBO 38 MOBHUM LMK/IOM. TakoX YTOUHEHHS
PymyHis ajpecw BiAMoBigHO A0 HaAAaHUX AOKYMEHTIB. BupobHuua
AOiNbHUUSA Ta yci BUpo6HUYI onepawjii 3anmwakTbes
HE3MiHHUMW. 3MiHN BHECEHO B iHCTPYKLit0 AN1s
MeAMYHOro 3aCTOCYBaHHS NikapCbKOro 3acoby y po3ginu
«BUpo6HUK» Ta «MicLe3HaxoMKeHHS BUPOOHMKa Ta
afpeca MicLsi NPOBaKEHHS 0ro AisibHOCTi» 3
BIAMNOBIAHUMYW 3MiHAMW Y TEKCTi MapKyBaHHS! yNakoBKU
nikapcbKoro 3acoby. TepMiH BBEEHHS 3MiH NPOTAroM 6
MicsLiB Micns 3aTBepKEHHSA. 3MiHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI
OinbHUUI (BKNOYatoun AinbHuui ana APl npoMikKHOro
npoAayKTy abo roToBOro Nikapcbkoro 3acoby, AinbHuLI
NS NPOBEfieHHA NaKyBaHHS, BUPOOHNKa,
BiANOBI4A/ILHOIO 3a BUNYCK CEPiii, MicLie NPOBEAEHHS
KOHTPO/IIO cepii) abo noctadasibHyKa BUXigHOro
marepiany, peareHTy abo AONOMIKHOT peYOBMHY (SIKLLO
3a3HayeHo y ocbe). AAMIHICTpaTUBHA 3MiHa BUA&IEHHSA
BMpPOo6HMKa N3 HosapTic ®apma LLTeiH AT,
LLIsefiuapisi, BignoBiganbHOIO 3a BUPO6HULITBO 3a
MOBHUM LMIK/IOM. 3aMLLaloTbCs albTepPHATUBHI
BUpPO6HMKM /13 3a noBHUM Lmkniom: 3irdpig Bapbepa,
C.J1., IcnaHis Ta HoBaptic ®apma C.n.A., Itanis. 3miHu
BHECEHO B iHCTPYKL,i0 415 MEANYHOrO 3aCTOCYBaHHSA
NikapcbKoro 3acoby y po3ainv «BupobHuk» Ta
«Micue3HaxomKkeHHs! BUpOGHVKa Ta agpeca micus
NPOBaKEHHS NOr0 AiS/IbHOCTI» 3 BiANOBIAHUMY 3MiHAMU
y TEKCTI MapKyBaHHS yNakoBKM NikapcbKoro 3acoby
(BUTy4EHHSI BUPOGHMYOI AinbHUL). TepMiH BBEAEHHS
3MiH NPOTArom 6 MicsILiB MicNs 3aTBEPKEHHS.
125. | AOKCOPYBIL, | po3unH gns iHdysin, Megak HimeuunH Bignosigae 3a HimeuunHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a - UA/14471/01/01
MH MELAK 2 mr/mnno 5 mn (10 lesenblia a BTOPUHHE My - AOMIHICTPaTVBHI 3MiHW. BuiyyeHHs BUpo6HUYOT peyenmom
Mr) a6o no 10 mn T dorop nakyBaHHs, OinbHULI (BKNOYatoun AinbHuui ana APl npoMikHOro
(20 wmr), abo no 25 KiHiwe HaHeceHHs npoaykTy abo rotToBOro NikapCbkoro 3acoby, AifbHUL
mn (50 wmr), abo no Lneujans 3aXMCHOI M/TiBKK [N NpoBeAeHHS NakyBaHHS, BUPOOHUKa,
100 mn (200 mr) y npenapart Ha donakoH BiANOBIAA/ILHOrO 3a BUNYCK CEPIii, MiCLie NPOBEAEHHS
dnakoHi; no 1 abo 5 e M6X (onuioHanbHO), KOHTPO/H0 cepii) abo nocTavasibHMKa BUXIGHOTO
h1aKoHIB B yNakoBLi [03BIi/T Ha BUMYCK marepiany, peareHTy abo AONOMDKHOT peYOBMHY (SIKLLO
cepii: Megak 3a3HayYeHo Yy OCbE) BUYYEHHS BUPOBHUYOI AiNbHUL
lesenbadT drop Boryung Pharmaceuticals Co. Ltd. gna Adl
KniHiwe [okcopy6iuuHy rigpoxnopugy. 3miHu | Tuny - 3miHu 3
Lneuianbnpenapa aKkocTi. CepTudpikaT BignosigHocTi/IE-cepTudikaT
Te M6X, BiANOBIAHOCTI €Bponeiichbkili hapmakonei/moHorpadii.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
HimeuumnHa; MoaaHHA HOBOro abo OHOBNEHOrO cepTudiikata
Bignosigae 3a BiANOBIAHOCTI 260 BUNYYEHHs cepTudikata
BMPOGHMLITBO BiZiNOBIAHOCTI EBponeNchbKilt hapmakonei: ana Adl; ons
Hepo3dacoBaHol BMXiQHOrO Marepiany/peareHTy/npoMiKHOro NpoAyKTy,
npoAayKuUir, LLI0 BUKOPUCTOBYHTLCSA Y BUPOGHULTBI A®I; ans
nepBuHHe Ta [OMOMDKHOT peyoBMHY (CepTuddikaTt BiAMNoBIgHOCTI
BTOPUHHE €Bponelicbkin hapmakonei) - OHoBMeHWA cepTuddikat
nakyBaHHs, Bif] y)Xe 3aTBep)XEHOro BUPOGHUKA - NOAaHHSA
KOHTPO/b AKOCTI: OHOB/IEHOrO cepTudikaTa BignoBigHOCTI EBpoNeichkil
OHkoTek ®apma thapmakonei Ne R1-CEP 2004-059 - Rev 02
MpopakwH MéX, (3aTBepmkeHo: R1-CEP 2004-059 - Rev 01) gnsa Adl
HimeuunHa,; [0Kcopy6iLMHY Tigpoxnopuay Bif BXe 3aTBepAKeHoro
BignoBigae 3a BMpo6bHuka TRANSO-PHARM HANDELS GMBH
BTOPVHHE (holder). fk Hacnigok BBeEHHA a/lbTEPHATUBHOI
nakyBaHHs, BMPO6HUYOI AinbHMLI Gemini PharmChem Mannheim
HaHeCeHHs GmbH, Germany
3aXUCHOI M/TiBKN
Ha donakoH
(onujioHanbHo):
Meg-IKC-Tpecc
'mM6X, HimeyunHa
126. | AOMIAOH® TabneTku, BKPUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 6e3 - UA/2467/01/01
060/10HKO10, 1Mo 10 "papmak” TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE- peuyenma
mr; no 10 TabneTok cepTucpikaT BigNoBigHOCTI EBpONENCHKIi
y 6nicTepi; no 1 abo hapmakonei/moHorpadii. NMogaHHA HOBOro abo
3 6nicTepu B nayi 3 OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUTyYEHHS
KapToHYy cepTudiikaTa BignNoBIAHOCTI EBpONeENChKin hapmakonei:
ansa A®l; ona BuxigHoro
marepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - HoBuii cepTudpikat Bif Bxe
3aTBEPAKEHOTO BUPOOHUKA - NOJAaHHS HOBOTO
cepTudikaTa BiANOBIAHOCTI EBponeiickbkiit hapmakonei
Ne RO-CEP 2020-315 - Rev 01 gns fitoyoi pe4oBuHU
[oMnepuaoHy Bif, 3aTBepakeHoro BupobHuka Vasudha
Pharma Chem Limited, India Bupo6neHoi Ha
albTepHaTUBHIN AinbHMLi Unit |l
127. | AOP30/N® Kpanni O4Hi, po3yvH AapaH- Xopsartis AopaH- XopsaTis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a - UA/14027/01/01
2%no5mny [aneHcbku [aneHcbkuit Tvny: 3MiHK 3 AkocTi. CepTudikar BignosigHOCTI/TE- peyenmom
h1aKoHi- i Na6opaTopiit 4.4, cepTudpikaT BignoBigHOCTI EBponeiickkiii
KpanesibHuuj; no 1 NlabopaTto hapmakonei/MoHorpadii. NMogaHHs HOBOro abo
hnakoHy- piii A.4. OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo BUTyYEHHS

KpanesibHULi B
KapTOHHI Kopoo6Li

cepTudpikaTa BignoBiAHOCTI E€Bponeiickbkiin papmakoner:
ana A®l; ans BuxigHoro
marepiany/peareHTy/NpoMiKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBUHM (cepTudiikaT BiANOBIAHOCTI €BPONENChKI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

hapmakonei) - OHoBeHUIA cepTudikat Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
noJaHHA OHOB/IEHOTO cepTudikarta BifgnoBifHOCTI
€sponelicbkinn hapmakonei Ne R1-CEP 2010-115-Rev
00 (3atBepmxeHo: RO-CEP 2010-115-Rev 01) Ha gjtouy
peyoBVHY AOp30/1aMifly X1I0pUf Bif, BXe 3aTBEPAKEHOrO
BMpo6Huka Crystal Pharma S.A.U., Icnanisi. 3MiHu |
Tuny: 3MiHK 3 AkocTi. CepTudikat BignosigHOCTI/TE-
cepTudpikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHA HoBOro abo
OHOB/IEHOTO cepTugikaTa BignoBigHOCTI ab0 BUYYEHHS
cepTudpikaTa BignoBigHOCTI EBponelickbkili hapmakoner:
ons A®l; ona BuxigHoro
mMarepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BVKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
papmakonei) - OHOBeHWIA cepTudikar Bif yxe
3aTBEPLKEHOr0 BUPOGHUKA, NOJAHHS OHOB/IEHOIO
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkii thapmakonei
Ne R1-CEP 2010-115-Rev 01 Ha fitouy pe4oBUHY
Jopsonamigy Xnopug, Bif, BXe 3aTBePKEHOro
BMpo6Huka Crystal Pharma S.A.U., Icnanisi. 3MiHn |
Tuny: 3MiHK 3 AkocTi. CepTudikat BignosigHOCTI/TE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo
OHOB/IEHOTO cepTugikaTa BignoBigHOCTI ab0 BUYYEHHS
cepTudpikaTa BignoBigHOCTI EBponelickbkili hapmakoner:
ons A®l; onsa BuxigHoro
mMarepiany/peareHTy/npoOMKHOIO NPOAYKTY, WO
BVKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBPONEChKIl
papmakonei) - OHOBMeHWIA cepTudikar Bif yxe
3aTBEPKEHOTO BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkii thapmakonei
Ne R1-CEP 2010-115-Rev 02 Ha fito4y peyoBUHY
Jopsonamigy Xnopug, Bif, BXe 3aTBePKEHOro
BMpo6HuKa Crystal Pharma S.A.U., IcnaHis, Skuii 3miHvB
Ha3By Ha CURIA SPAIN S.A.U., IcnaHis. 3MiHu | Tuny:
3miHu 3 sKocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BigNoBiAHOCTI EBpONENCHKIN
hapmakonei/moHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BifnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoONeENChKi hapmakonei:
ansa A®l; ana BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
thapmakonei) - OHOBNEHWI cepTudikaT Big yxe
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTtudikaTa BignoBigHOCTI EBponeiickbkiit hapmakonei
Ne R1-CEP 2010-115-Rev 03 Ha fjtouy pevoBuHYy
Jop3onamify xnopug Bif BXe 3aTBepiKeHoro
BMpo6Huka CURIA SPAIN S.A.U., Icnania
128. | AOLUET KOHUeHTpaT ans Mini Benvka BeHnyc Pemegic IHAaiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/0670/01/01
pO3uunHy ons Xenckepe BputaHis Nimiteq TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib. peyenmom
iHdpysiia, 40 mr/mn, Nimiteq KOHTPO/Ib rOTOBOrO NiKapcbKoro 3acoby (iHLWi 3MiHu) -
no 0,5 mn BHECEHHS 3MiH B cneumdikauilo Ta METOAN KOHTPO/THO
npenapary y N3, a came: - 3MiHa BUMOT crieumdikav,ii 3a NokasH1KOM
donakoHi i no 1,5 mn «O6’eMm, LLIO BUTAraeTbCS»; - pefakLiiiHa 3MiHa B
PO34YNHHKKA (PO3UNH cneuudikaLii 3a NokasHMKOM «bakTepianbHi
eTaHony 13 %) y €HJ,0TOKCUHMWY», 6e3 3MiHW KpUTEepIiiB NPUAHATHOCTI; - ANA
doNakoHi, nokasHunka «MexaHiuHi BKIOUYEHHS. Buammi yactkm»
ynakoBaHux y neped)opmMysiloBaHHS BUMOT crieumdikauii, 4oaaBaHHA
KapTOHHY KOPOOKY; nocunaHHs Ha metog USP <790>; - 3miHa BUMOr
no 2 mn npenapary cneundikavii Ana nokasHuka «KonbopoBsicTb» ANns
y donakoHi i no 6 mn pO3unHHMKa. B MeTogax KOHTPOSIO: BUTYYEHHS onucy
PO34YUHHYKKA (PO3UUH mMeToankn BEPX ans nokasHuka «lgeHtudikadis», wo
eTaHony 13 %)y BUKOHYETLCS B yMOBax MeToay «KifibKicHe BU3HAUYEHH:»,
hnakoHi, B MeToAi «O6’eM, L0 BUTATAETLCA» - BUTYYEHHS ONUCy
ynakoBaHvx y meToAy, «pH» - BUIy4YeHHs npouesypu nepesipku
KapTOHHY KOPOOGKY; npunagy, «KinokicHe BU3Ha4YeHHs» - fOf4aBaHHSA
no 3 mn npenapary METOANKM MPUroTyBaHHS BUNPOBOBYBAHOIO PO3UMHY,
y doniakoHi i no 9 mn «MexaHiyHi BK/TIOUEHHS» - BUTYHYEHHS OMUCY METOAUKY i
PO34MHHYKA (PO3YNH KOpPEKTHe 3a3Ha4yeHHs NoCcuIaHHA Ha hapmakoneto.
eTtaHony 13 %) y HesHauHa 3MiHa B MeToAax BUMPOGYBaHHSA PO3UMHHMKA
chnakoHi, 3a nokasHukamu «KonbopoBiCTb», «1po30picTb»,
ynakoBaHux y «MexaHiuHi BKoUEHHsI», «O6'EM, LLLO BUTAFAETLCS» Y
KapTOHHY KOpOOKy 3BA3KY 3 TEXHIYHUMW NOMUIKAMU. YTOUHEHHS (hopMyn
B MeTofj «KinbKicHe BU3HAUYEHHSI».
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS.
129. | APOTABEPW | Tabnetku, no 80 wmr, Tosapuct YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 niosnsieae UA/10344/01/02
H ®OPTE no 10 Tabnetok y BO 3 BUPOGHMLTBA, TUNy - 3MiHM 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN peuenma
6nictepi, no 1 0bMexeHo KOHTPO/b SKOCTI, y BUpOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOI
6nicTepy B kopobuj 3 10 BUNYCK cepil: AiNbHULI BUPOBGHMLTBA A1 YacTUHM abo BCbOro
KapToHy; no 10 BignoBiga ToBapwucTBO 3 BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
Tabnetok y 6nictepi, NbHICTIO 0bMexeHot (AinbHUUSA, Ha AKi NpoBOAATLCS By Ab-AKi BUPO6HUYI
no 2 6nictepu B "®bapmaue BiANOBIAA/TbHICTIO cTafii, 3a BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
KOpO6Lyi 3 KApTOHY; BTUYHA "[locnifHwnii 3aBog, NepBUHHOTO Ta BTOPMHHOIO NakyBaHHS, ANs
no 20 TabneTok y KoMnaHis "THUC", YkpaiHa HecTepwIbHUX flikapcbkux 3acobiB) - BBEAEHHS
6nictepi, no 1 "3p0poB'a” BCi cTagii [0[aTKOBOI Ai/TbHUL AN BCbOTO LMKy BUPOGHMLTBA
6nicTepy B KOpo6L, 3 BUPOGHMLTBA, TOB»®APMEKC M'PYT», YkpaiHa (YkpaiHa, 08301,
KapToHy KOHTPO/b SKOCTI, KuiBcbka 061., micTo Bopucninb, Byn. LLieBueHka,
BUNYCK cepil: 6yanHok 100) fo 3aTBepmkeHux AinbHuus TOB
ToBapucTso 3 «[locnigHnii 3aBog «THLJIC»
06MeXeHo Ta TOB «®apmaueBT1yHa KoOMNaHis «340poB’s»
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAA/IbHICTIO
"®apmaueBTuyHa
KOMMaHis
"3p0pos'a",
YKpaiHa
BCi cTagil
BVMPOGHMLTBA,
KOHTPO/1b AKOCTI,
BUMNYCK cepil:
ToBapucTso 3
06MeXeHot0
BiANOBIAA/LHICTIO
"®APMEKC
FPYI", Ykpaina

(appeca: YkpaiHa, 61013, XapkiBcbka 0611., MiCTO
Xapkis, Bynuus LLieBueHka, 6yAMHOK 22) AN NakyBaHHSA:
no 10 Tabnetok y 6nictepi, no 1 6nictepy B KOPOOLi 3
KapToHy; no 10 TabneTok y 6nictepi, no 2 6nictepu B
KopoOLi 3 KapToHy. BBeEeHHS 3MiH NPOTAroM 6-Tu
MicALiB MiCNSA 3aTBEPAYKEHHS.

CynyTHS 3miHa
- 3MiHu 3 siKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
AiNbHULI BUPOBGHMLTBA /19 YacTUHM abo BCbOro
BMPOBHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(AiNbHULA ANA BTOPUHHOIO NakyBaHHS) - - 3MiHW 3
AKOCTI. [0TOBWIA NikapcbKnii 3aci6. 3MiHN Y BUPOOHULITBI.
3amiHa abo BBeAEHHS [0AATKOBOI AiNbHUL
BMPOGHMLTBA A1 YACTUHM @60 BCbOro BUPOBHNYOro
npoLecy roToBOro Nikapcbkoro 3acoby (4inbHuuA ans
NepBUHHOTO NakKyBaHHS);
3MiHU | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKAPCbKMIA 3aci6.
3MiHU y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOMO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHA BUPOGHYKa,
LLl0 BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bktoyaroum KOHTPONb/BUNPOGYBaHHSA cepii - BBEAEHHS
[0AAaTKOBOI [i/TbHUL AN BCbOTO LMKy BUPOBGHMLTBA
TOB»®APMEKC 'PYT», YkpaiHa 15 nakyBaHHs: no 10
TabneTtok y 6nictepi, no 1 6nictepy B KOPOOL 3 KAPTOHY;
no 10 TabneTok y 6nicTepi, no 2 6nictepu B KOPOOL 3
KapTOHY. 3MiHM BHECEHI B po34inu "BupobHuk” Ta
"MicLe3HaxomKeHHs1 BUPOOHMKa Ta afpeca Micus
NPOBaKEHHS MOr0 AiSNLHOCTI" B iHCTPYKLi0 ANs
MeAMYHOr0 3aCTOCYBaHHS y 3B'A3KYy 3 BBEAEHHAM
[04aTKOBOT BUPOGHMYOT AiNbHULI Ta SIK HACNIAOK -
BBE[EHHS TEKCTY MapKyBaHHs ynakoBKW NikapCbKoro
3acoby 4519 [oAaTKOBOI AiNbHULI (4719 A4BOX BUAIB
nakyBaHHs1). BBeieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns saTBepkeHHs; 3MiHu | Tuny - 3MiHn LWoAo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- OHOB/IEHHS TEKCTY MapKyBaHHS1 BTOPMHHOT yNakoBKu
nikapcbKoro 3acoby, a came BUIyYeHHs iHchopmali,
3a3HaveHoi pocCiicbko MOBOK. BBeAEHHS 3MiH
NPOTArom 6-Tv MiCAILiB NicNs 3aTBEPAKEHHS

130.

EBKABA/I®
CNPEN

PO3UMH Ha3asIbHUIA,
1 mr/mnno 10 mny
dhnakoHi; no 1
donakoHy 3
[03aTOpoOM B
KapTOHHI ynakoBLi

ecnapma
veX

HimeyunH
a

dapma
BepHirepoge
M6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
nocTavasibHvKa nakysasibHVUX maTtepianis abo
KOMM/IEKTYIOUVMX (SIKLLO 3a3HAYEHO B AOCHE) (BUTYUYEHHS
nocravanbHuka) BunyuyeHHs 3 posginy 3.2.P.7.
iHpopmauii npo noctavasibHUka dnakoHis 10 mn (Remy

6e3
peyenma

UA/13241/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
and Geiser) Ta iioro gokymeHTauji. JaHa 3MiHa
Bigbynach y 3B'A3Ky 3 TUM, L0 noctavyanbHuk Remy and
Geiser nepectatoTb nocravatn nakoHu Bif BUPOGHMKA
Stolzle, y 3B'A3Ky 3 LM 3rifHO OHOB/IEHWNX KOHTPAKTIB
noctayaHHs hNakoHiB A5 NEPBUHHOIO NakyBaHHS
Hagani 6yae 3gjiicHioBaTUCA Ha NPAMY Bif, BUPOGHUKA
Stolzle 6e3 nocepefHVKiB. Y 3B'A3KY 3 LM Y AOCbE
[ofarTbcs cepTudikaT Ta geknapauil BUpo6HuKa
Stolzle, a TakoX NPUMITKa, L0 AONYCKAETLCA
BVIKOPVCTaHHS (D1akoHIB aHasTorivHOT AKOCTI Big,
a/lbTepHATUBHUX NOCTaYa/1bHUKIB
131. | EBKA3OJIIH® | cnpeli HazanbHwuiA, 1 AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 4O PEECTPALiiHNX MaTepiasiB: 3MiHu | 6e3 - UA/3664/02/01
AKBA mr/rno10ry "®apmak” Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenma
doNakoHi CKsiHOMY 3 hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHS TEKCTY
HacocoM-£,03aTopoM MapKyBaHHSA NepPBUHHOT Ta BTOPUHHOI YNakoBOK
3 po3nusoBaYemM nikapcbKoro 3acoby, a came: BUTy4eHo iHdhopmMadiio,
HasasIbHOro 3a3HayeHy poCiiCbKo MOBOIO; A0AaHO Ha3By Ad|
npu3HayvyeHHs; no 1 YKpPalHCbKOI MOBOI; BHECEHO HE3HaYHI 3MiHN y N.3
dhnakoHy B naui 3 "Mepenik 4ONOMiXXHMX PEYOBUH"; KOHKPETN30BAHO
KapToHYy iHbopmauito wopao norotuny y n.17 IHWE TekcTy
MapKyBaHHA BTOPMHHOI ynakosku Ta n.6 IHLWE
NepBUHHOT yNnakoBkn. TepmiH BBEAEHHS 3MiH NPOTAToM 6
MiCSILiB MicNs 3aTBEpIKEHHS
132. | EBOMAINC TabneTtkn letepo IHais leTepo /1a63 IHais BHECEHHS 3MiH 4O PEECTPaLiiHNX MaTepiasiiB: 3MiHu | 3a - UA/15735/01/02
racTpopesnCTeHTHI, Na63 Nimiten Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
no 40 mr; no 7 Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu fo
TabneTtok y 6nicrepi; y3ara/ibHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
no 2 6nictepun y (BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
KapTOHHIA Kopoo6Li hapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-taiina
cuctemn chapmakoHarnagy) - 3MiHa KOHTaKTHUX JaHux
YMOBHOBaXEHOT 0c06M 3a1BHUKA, BiAMNoBIga/IbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBigasIbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pegpakuis: Hypies Enganisz Animosuy. lNMponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6Y 3asiBHMKA,
BifnoBigaNbHOI 3a thapmakoHarnsag B YkpaiHi
133. | EBOMAINC Tabnetku letepo IHais leTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a - UA/15735/01/01
racTpope3nCTeHTHi, Na63 Nimiteq MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 20 mr, no 7 Nimitepn thapmakoHarnsgy. BeegeHHs abo 3miHu a0

Tabnetok y 6nictepi;
no 2 6nictepn y

y3arasibHeHVX faHuX Npo cucTeMy dhapmakoHarnsmy
(BBEfIEHHS y3ara/lbHEHUX AaHUX MPo cUcTeMy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KapTOHHI KOopoo6Li thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[jiCHEeHHsT hapMakoHarisay B YKpaiHi, AKLO0 BoHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BignoBiganbHOI 3a
3AiicCHeHHA hapMakoHarnsagy (BKIYarUM KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cucteMun dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOI 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0CobuM 3asiBHUKA,
BignoBigasIbHOI 3a hapmakoHarnsag B Ykpaini. Jitova
pepakuis: Hypies EngaHxis Animosuy. MNponoHosaHa
pepakuis: Tonokesuy Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi
134. | EK3UCTA Kancysu Teepgi, no AT Monbwa BMPOBHULITBO “in Monbwa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a - UA/17002/01/01
75 wMr no 14 kancyn "Apnamvep, bulk”, nepsuHHe TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
y 6nicTepi, no 2 abo dapma" Ta BTOPUHHE thapmakoHarnsagy (iHwi 3MiHn) 3MiHW BHECEHO Y TEKCT
4 6nictepu B nakysaHHsa: AT MapKyBaHHA BTOPUHHOT ynakosku n.17 IHLWE Ta
KapTOHHIA Kopoo6Li «Afamef, nepsuHHOI ynakosku n.6 IHLE, a came, gogaHo
®apmay, MNosnbLua, iHchopMmaL,ito MPo HasiBHICTb sloroTuny 3asBHUKA
BMPOGHUK
NepBUHHOIO Ta
BTOPWHHOTO
nakyBaHHS1, BUMYCK
cepii: AT
«Afamvef
dapmayr, MNosbLia
135. | EKSUCTA Kancysnu Teepfi, no AT MonbLa BMPOBHULITBO “in Monblwa BHECEHHS 3MiH [0 peecTpavyiiiHnux maTtepianis: 3MiHu | 3a - UA/17002/01/02
150 mr no 14 kancyn "Apnamvep, bulk”, nepsuHHe TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta peyenmom
y 6nicTepi, no 2 abo dapma” Ta BTOPUHHE hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO Y TEKCT
4 6nictepu B nakysaHHsa: AT MapKyBaHHSA BTOPUHHOT ynakosku n.17 IHLWE Ta
KapTOHHI Kopoo6Li «Apamvefs nepsuHHOT ynakoeku n.6 IHLIE, a came, gogaHo
$apmax, MNonbLua,; iHbopmaLito NPo HasABHICTb /IOroTUNY 3asaBHUKA
BUPOBHMK
MepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHs1, BUMYCK
cepii: AT
«Apamves
Papmar, Monblua
136. | EKCUCTEH- Tabnetkun no 15 mr CaHoBenb | TypeuuuH CaHoBenb Insy TypeyunHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | 3a He UA/9604/01/02
CAHOBE/b no 10 TabneTok y lnsy Canai a CaHai Be Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peuyenmom | nidssieae
6nictepi; no 1 a6o 3 Be TupxapeT A.LL. chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTu
6nictepn y Tugxapet NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUT
KapTOHHIA Kopoo6Li A.LL.

AN MeAUYHOTO 3aCTOCYBaHHS Ha NiACTaBi perynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3MeKN 3aCTOCYBaHHS NiKapCbKoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
3acoby B mic/isipeecTpaviiiHvii nepiod, abo sk pesynbTar
OLiHKM 3BITY 3 AOCNiMKEeHb, NpOBeAEHUX BIANOBIAHO A0
nnaHy negiatpuyHmx gocnigkeHs (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM OpPraHoM)
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ginu:
"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakw;i
BiANOBIAHO 4,0 OHOB/IEHOT iHGpopMaLLii 3 6e3neku aitoyol
pPevYoBUHM
137. | EKCIOXXAL, TabneTtku, Wwo HoBaprTic LLiBefiuapi BMPOGHMLITBO 3a LBeiiuapis/ BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a - UA/6731/01/02
aucnepryoTbes no dapma Al a NMOBHWUM LK/IOM: PymyHis TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
500 mr; no 7 HosapTic ®apma thapmakoHarnagy (iHwi 3MiHu).
TabneTtok y 6nictepi; LLTelH AT, OHOB/IEHHSI TEKCTY MapKyBaHHS NepPBUHHOT Ta
no 4 6nictepu B LLseiiuapis BTOPVHHOI YNaKoBKM JiKapCbKOro 3acoby, 3okpema
Kopobui BMPOBHMUTBO 3a BW/IYYEHHS iHhopmaLil, 3a3Ha4YeHOT POCiiCbKOK MOBOH,
MOBHUM LVIK/TOM: Ta BHECEHHA He3HAYHVX pefaKUiliHnX NpaBoK No TEKCTY.
Canpos C.P.J1., BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
PymyHis 3aTBepKEHHSA
138. | EKCIIDKAL TabneTtku, Wo Hosapric LLiBefiuapi BMPOGHMLTBO 3a Lseiiuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHMx MmaTepiasiis: 3MiHu | 3a - UA/6731/01/01
aucnepryoTbes no dapma Al a NOBHWUM LK/IOM: PymyHis TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peyenmom
250 mr; no 7 HosapTic ®apma thapmakoHarnagy (iHwi 3MiHu).
TabneTtok y 6nictepi; LLTelH AT, OHOB/1EHHA TEKCTY MapKyBaHHs NEPBUHHOT Ta
no 4 6nictepu B Lseiiuapis BTOPVHHOI YNaKoBKM JiKapCbKOro 3acoby, 3okpema
Kopo6ui BMPOBHMUTBO 3a BW/IYYEHHS iHhopmaLil, 3a3Ha4YeHOoT POCiiCbKOK MOBOH,
MOBHUM LIK/TOM: Ta BHECEHHA He3HAYHVX pefaKLUiliHnX NpaBoK No TEKCTY.
Canpos C.P.J1., BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicns
PymyHis 3aTBepPKEHHSA
139. | ENIFAP/A 22,5 | nopoLlok Ans Pekopparti ITanis BignoBiganbHuii 3a | HigepnaHgu BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 3a He UA/5758/01/02
Mr NpUroTyBaHHsA IHpacTpia BTOPUHHY / TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom | nionszae
PO34MHYy aNns Ximika e ynakoBKy Ta CWA hapMakoHarnisgy. 3miHa y KOpoTKiii XapakTepucTuLi
NiAWKIPHUX iH'EKUi dapmaces BUNYyCK cepil: nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
no 22,5 wr; Tika C.n.A. Actennac ®apma 015 MeUYHOro 3acToCyBaHHA Ha MiAcTaBi perynsipHo
KOMMNAEKT MICTUTb 2 tOpon b. B., OHOBJIHOBAHOrO 3BiTY 3 6Ge3neKkn Nikapcbkoro 3acoby, abo
NoTKKM: - 1 NoToK HigepnaHgw; JocnimpkeHb 3 6e3neky 3acToCyBaHHA NikapCbKoro
MiCTUTb NonepeaHLo BiANoOBigabHUIA 3a 3acoby B nicnsipeecTpaviiiHmii nepiod, abo sik pesynbTaT
HaMOBHEHWUIA LUNPUL, BMPOBGHULITBO OL,iHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHMX BiAMNOBIAHO A0
A 3 PO3YMHHUKOM wnpuua A, nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
(noni(DL-nakTna-Ko- wnpuua b, Y3rOfPKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHUM OpraHom)

rnikonig) nonimep,
N-meTnn-2-
niponifoH) no 457
M, MOpLUEHb
wnpuua b ta
nakeTuk 3
BOJIOrOMNOr/IMHaun
M areHTom; - 2
NIOTOK MiCTUTb
nonepegHL0

KIHLIeBY ynaKoBKy
Ta KOHTPO/b
AKocTi: Tonmap
IHK., CLUA,
BiANOBigabHUIA 3a
BMPOGHULITBO
wnpuya b Ta inoro
BTOPUHHY
ynakoBky: Tonmap
IHK., CLLUA

3MiHV BHECEHi A0 iHCTPYKLi 4S5 MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Ocob6nuBocTi 3acTocyBaHHsA", "MobiuHi peakwii"
BiAMNOBIAHO 4,0 OHOB/EHOT iHChopMaLii 3 6e3nekn
3aCTOCyBaHHS fjl04oi pe4yoByHW. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsALiB nicns 3aTBepXKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
HamnoBHEHWI WnpuL,
B 3 nopotukom,
CTEPUSIBbHY TONKY Ta
nakeTuk 3
BO/IOrONOrIHA0YM
M areHToMm.
Komnnekr y
KapTOHHI Kopoo6Lli
140. | ENIFAPA 45 NOPOLLIOK ANsi Pekopgaari ITanisa BignosiganbHuii 3a | Higepnangu BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/5758/01/03
Mr NPUroTyBaHHs IHpacTpia BTOPUHHY / Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | nionsizae
pPO34nHYy AN Ximika e ynakoBky Ta CWA hapmakoHarnsgy. 3miHa y KOpoTkili XxapakTepucTuLi
NiAWKIPHUX iH'EKUil dapmaces BWMYCK Cepil: NiKapcbKOro 3acoby, TEKCTi MapKyBaHHSA Ta iIHCTPYKLiT
no 45 mr, KOMNIeKkT Tika C.n.A. Actennac ®apma AN MeAUYHOro 3acToCyBaHHSA Ha NiACTasi perynspHo
MICTUTb 2 NOTKK: - 1 tOpon b. B., OHOBJOBAHOrO 3BiTY 3 6e3neku nikapcbKoro 3acoby, abo
NIOTOK MICTUTb HigepnaHgw; pocnipkeHb 3 6e3neky 3acTocyBaHHS NikapCbKOro
nonepegHL0 BiANOBIgaIbHUIA 3a 3acoby B nic/isAspeecTpaviiiHmii nepiod, abo sk pesynbTar
HanoBHEHWIA WNpWUL, BMPOBHULITBO OLLiHKM 3BITY 3 AOCNiMKEeHb, NpOBeAEHUX BIANOBIAHO A0
A 3 PO3YMHHMKOM wnpuua A, nnaHy negiatpuyHmx gocnigpxens (PIP) (3MiHy
(noni(DL-nakTua-Ko- wnpuvua b, Y3roKEeHO 3 KOMMETEHTHUM YNOBHOBa&XXEHUM OpPraHoM)
rnikonig) nonimep, KiHLLeBY YyNaKOoBKY 3MiHM BHECEHI [0 iIHCTPYKLT N8 MeguyHoro
N-meTun-2- Ta KOHTPO/1b 3aCTOCyBaHHS MikapCcbKoro 3acoby Ao po3ainis
niponigoH) no 434 akocTi: Tonmap "Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwii
M, MOpLUEHb IHk., CLLUA BiANOBIAHO A0 OHOB/EHOT iH(hopMaLlii 3 6e3neku
wnpuua b ta 3aCTOCYBaHHSA Aito40i pevoBHN. TepMiH BBEAEHHS 3MiH
nakeTuk 3 npoTArom 6 micsAiB nicns 3aTBEPLXKEHHS.
BO/IOrONOrIHA0YM
M areHTom; - 2
NIOTOK MICTUTB
nonepeaHLo
HanoBHEHWIA LWNpwL,
B 3 nopotukom,
CTepusibHY roniky Ta
naxkeTuk 3
BO/IOrONOrIMHA0UM
M areHToMm.
Komnnekr y
KapPTOHHI KOpoOL
141. | ENIFAPAL 7,5 NOpoLUOK AN Pekopparti ITania BignoBiganbHuii 3a | HigepnaHau BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | 3a He UA/5758/01/01
Mmr NPUroTyBaHHsA IHpacTpia BTOPVHHY / TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta peyenmom | nionsi2ae
pPO3UnHYy N Ximika e ynakoBKy Ta CWA hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui
NiAWKIPHUX iH'EKLil dapmaces BUNYyCK cepil: nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
no 7,5 Mr, KOMnaexktT Tika C.n.A. Actennac ®apma ANs MeAMYHOro 3acToCyBaHHS Ha MiAcTasi perynsipHo
MIiCTUTb 2 N1I0TKK: - 1 tOpon b. B., OHOBJ/IKOBAHOrO 3BIiTY 3 6e3neku nikapcbkoro 3acoby, abo
NOTOK MICTUTb HigepnaHaw; pocnipkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro
nonepegHL0 BiANoBiAa/IbHWIA 32 3acoby B micnsipeecTpayiiHuii nepiod, abo sk pesynbTart
HamnoBHEHWI WnpuL, BMPOGHMNLITBO OLLIHKM 3BITYy 3 JOC/iIKEeHb, MPOBELEHNX BifNOBIAHO [0
A 3 PO34YMHHMKOM wnpuua A, nnaxy negiatpuyHmx gocnimpkeHb (PIP) (3miHy
(noni(DL-nakTng-Ko- wnpuua b, Y3roKEHO 3 KOMMETEHTHUM YMOBHOB&XEHVIM OpraHom)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
rnikonig) nonimep, KiHL,EBY YMaKoBKY 3MiHM BHECEHI A0 iIHCTPYKLi 415 MeguyHoro
N-meTun-2- Ta KOHTPO/b 3acToCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
niponigoH) no 343 AKocTi: Tonmap "Oco6nmBocTi 3acTocyBaHHS", "Mo6iIYHI peakwii”
M, NOpLUEHb IHk., CLLA BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
wnpuua b ta 3aCTOCYBaHHSA Ait040i pevoBUHU. TepMiH BBEAEHHS 3MiH
nakeTuk 3 npoTArom 6 micsALiB Nicns 3aTBEPXKEHHS.
BO/IOrONOIIMHA0UM
M areHTom,; - 2
NIOTOK MICTUTb
nonepeaHL0
HanoBHEHWI WnpuL,
b 3 nopoLukom,
CTepusibHY rosiKy Ta
nakeTuk 3
BOMOTONOrNINHAKYMN
M areHToMm
142. | EMEHO® Kancynu no 125 mr + Mepk LLiBeiiuapi Bupo6bHuuTBO Ipnangis/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/4525/01/01
Kancynu no 80 wmr; Wapn i a Hepo3chacosaHol Higepnangu TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom
KoMbi-ynakoBka no 3 Ooym npoaykuii Ta thapmakoHarnsgy. 3MiHa 4acToTv Ta/abo TepMiHiB
Kancynu; no 1 IOEA KOHTPO/b SAKOCTI: nofiaHHsA perynsipHO OHOBIOBaHMWX 3BITIB 3 6e3nekun
Kancyni no 125 mr + vM6X Ankepmec ®apma nikapcbkunx 3acobiB - 3MiHM y 4acToTi Ta fartax nogaHHA
2 kancynwv no 80 mr Aneneng Nta, perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
y 6nictepax y Ipnangis; [Oitova pepakuin: Yactota nogaHHsA perynsipHo
KapTOHHI 06ropTui; MepBrHHE/BTOPYH OHOB/IOBAHOrO 3BITY 3 6e3nekn 1 pik. KiHueBa gata ans
no 1 KapTOHHii He nakyBaHHSA Ta BK/IIOYEHHSA AaHnx fo PO3b - 25.03.2023 p. faTa
0o6ropTui B [,03BiN Ha BUNYyCK nofaHHs - 03.06.2023 p. NponoHoBaHa pefakuis:
KapTOHHI KOPOOL cepii: Mepk Lapn YacToTa nogaHHs perysisipHO OHOB/IKOBAHOIO 3BITY 3
i oym B.B., 6e3nekun 5 pokis. KiHLueBa gata A1 BKIHOYEHHS AaHWX
HigepnaHan 0o PO3b - 25.03.2024 p. Aarta nogaHHA - 23.06.2024 p.
PekomeHaoBaHO [0 3aTBEPMAXEHHS BigNOBIAHO A0
nepiogMYHOCTI MOAaHHS PErynspHO OHOB/OBAHWX 3BITiB
3 6e3nekun nikapcbkux 3acobis y EC
143. | EMTPIUUATAB | Tabnetku, BKpUTI FETEPO IHAiA FETEPO N1AB3 IHAisA BHECEHHS 3MiH 40 peecTpaLiinHmx maTepiasis: 3MiHu | 3a - UA/13859/01/01
IH 060/10HKo10; no 30 NAB3 NIMITEL, Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
TEHO®OBIP Tabnetok y NIMITEL, thapmakoHarnsgy. BeegeHHs abo 3miHu fo

KOHTeliHepi; no 1
KOHTEliHepy B
KapTOHHIA Kopoo6Li

y3arasibHeHNX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3arasibHeHUX AaHuX Npo cucTemy
hapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cuctemn chapmakoHarnagy) - 3MiHa KOHTaKTHUX JaHux
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMoBIga/IbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANoOBigasIbHOI 3a hapmakoHarisg B YkpaiHi. flitoua
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

pepakuis: Hypie EngaHiz Animosuy. MNponoHoBaHa

pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CObY 3asBHMKa,
Bi4NoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi

144.

EMTPILNTAB
IH
TEHO®OBIP

TabneTku, BKPUTI
06010HKOI0; in bulk:
no 1000 TabneTok y
KOHTelHepi

FETEPO
NAB3
NIMITE[

IHais

FETEPO JIAB3
NIMITEL

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu |
TUny - 3miHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coow,
BiANOBIAA/ILHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asBHuKa 415
3[jicHeHHs1 hapMakoHarisay B YKpaiHi, SKLOo BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0CO6MU, BigNoBiganLHOI 3a
3piicHeHHs hapmakoHarnagy (BKIH0HYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cucteMu dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0COOM 3as1BHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobuM 3asiBHUKa,
BignoBigasIbHOI 3a hapmMakoHarnsag B Ykpaini. Jditova
pepakuis: Hypies EngaHxisz Animosuy. MNponoHosaHa
pepakuis: Tonokesud Bonogumup HOpiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarisa B YkpaiHi

UA/13858/01/01

145.

EHANO3NA®
25

TabneTku no 10
TabneTtok y 6nictepi;
no 2 abo 3 6nictepu
y nauui 3 KapToHy

AT
"Papmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn) - OHOBNEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby, 30Kpema
BWYYEHHS iH(DOpMaLlii, 3a3Ha4YeHOl pPOCiiCbKo MOBOHD,

Ta BHECEHHS HE3HAYHMX pefaKLUiliHMX NpaBoK NO TEKCTY.

TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPKEHHS

3a
peyenmom

UA/5568/01/01

146.

EHANO3NA®
MOHO

Tabnetku no 10 mr,
no 10 TabneTok y
6nicTepi, no 2 a6o 3
6nictepn y nauui

AT
"Papmak”

YKpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).

OHOB/IEHHSI TEKCTY MapKyBaHHS! YNakoBKW /likapCbKoro
3acoby, 30kpema BU/Ty4eHHs iHhopmalii, 3a3HayeHol
POCiliCbKOI0 MOBO, T BHECEHHS HE3HAYHUX
pefakuiiHux NpaBoK No TeKCTy. TepMiH BBEAEHHS 3MiH
npoTArom 6 MicsauiB NicNs 3aTBEPAKEHHS.

3a
peyenmom

UA/15415/01/02

147.

EHANO3NA®
MOHO

Tabnetkun no 5 mr,
no 10 TabneTok y
6nicTepi, no 2 a6o 3
6nictepu y nauui

AT
"papmak”

YKpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3mMiHu |
Tuny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn).

OHOB/EHHSA TEKCTY MapKyBaHHS yMakoBKW NiKapCbKoro
3aco6y, 30kpema BWIy4eHHs iHchopmal,i, 3a3HaveHoi
POCI/iCbKOI0 MOBOIO, T BHECEHHS HE3HAYHNX
peaakuiiHX NpaBoK No TEKCTY. TepMiH BBEAEHHSA 3MiH
npoTsArom 6 MicsiLiB MicNsi 3aTBEPAKEHHS.

3a
peyerimom

UA/15415/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
148. | EHANO3UNA® | Tabnetkn no 10 AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a He UA/0702/01/02
POPTE Tabnetok y 6nictepi; | "dapmak" Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peuyenmom | nidssieae
no 2 abo 3 6nictepu chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
B NauLi 3 KapTOHy NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
AN MeAMYHOro 3acToCyBaHHSA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acToCyBaHHSA iKapCbKoro
3acoby B nicnsapeecTpauiiHuii nepios, abo sk pesynbtar
OL|iHKM 3BITY 3 AOCNIMHKEHb, NPOBEAEHUX BiANOBIAHO A0
nnaHy negiatpuyHmx gocnigpxkens (PIP) (3mMiHy
Y3rOXKEeHO 3 KOMMETEHTHUM YNOBHOB&XXEHUM OpraHoMm)
3MiHWN BHECEHO A0 IHCTPYKLi 415 MeAUYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Oco6nmBocCTi 3acTocyBaHHA", "MobiYHI peakuii” Woao
iHopMaLii Mpo rocTpy pecnipaTopHy TOKCUYHICTb
BiANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekun gjtoyoi
pPevYoBUHM rigpoxnopoTiasnay 3rifHo 3 pekoMmeHaauissMu
PRAC. TepMiH BBEAiEHHSA 3MiH - 6 MicALiB nicnsa
3aTBEPMAKEHHSA. 3MiHN | TUny - 3MiHW Woa0
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHun)
3MiHM BHECEHO A0 IHCTpyKUii AN MeguyHoro
3acToCyBaHHS NikapcbKoro 3acoby Ao po3ainy "MobiyHi
peaxuii” (Lo40 NoBiLOMIEHHS NPO NiL03PoBaHi NOBGIYHI
peaxuii). TepmiH BBeAEHHS 3MiH - 6 MicALUiB nicns
3aTBEPMAKEHHSA
149. | EHANO3NA® | Tabnetku no 10 AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a - UA/0702/01/02
POPTE Tabnetok y 6nictepi; | "dapmak" MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom
no 2 abo 3 6nictepu thapmakoHarnagy (iHwi 3MiHu).
B NauLli 3 KapTOHY OHOB/IEHHA TEKCTY MapKyBaHHS yMakoBKW NiKapCbKoro
3acoby, 30Kpema Buly4eHHs iHdhopmalLii, 3a3HaveHol
POCI/iCbKOI0 MOBOIO, T BHECEHHS HE3HAYHNX
pefakLiiiHiX NpaBoK N0 TeKCTY. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsuiB nicns 3aTBEPAKEHHS.
150. | EHBPEN® PO34UH ANS iH'EKLN, Mdpaiizep CWA KOHTPO/b AKOCTI Ipnangis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a - UA/16786/01/01
50 mr/mn; 4 Eity.Ci.Mi. nikapcbKoro Benbris TMny - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta peyenmom
nornepenHL0 Kopnopei 3acoby B thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO B TEKCT
HamnoBHEHI LUMNPULK LLUH nonepeaHL0 MapKyBaHHS1 YNakoBK/ Nikapcbkoro 3acoby, a came:
no 0,5 mn (25 mr) HarnoBHEHMUX BUANEHHS YNAaKOBOK 3i CTUKEPOM YKPAiHCbKOK MOBOHO,
a6o no 1 mn (50 mr), wnpuuax: OCKINbKW Lieil 3a3HaveHnii BUZ, yNakoBOK He
ab6o 4 nonepefHbLO Mdpbaiizep IpneHg, nocTaya€eTbCcA B YKpaiHy, Ta BHECEHO YTOYHEHHSA LLOA0
HanoBHEHI pyyKu Mo dapmaceyTukanc, norotuny 3asiBHUKa. BBegeHHst 3MiH npoTsarom 9-tu
1 mn (50 mr), 4 IpnaHgjs MiCALIB MiCNA 3aTBEPKEHHS
TammnoHw 3i CMMPTOM BMPOGHMNLITBO
y NNacTUKOBOMY niKapcbKkoro
KOHTelHepi; 3acoby B
nAacTuKoBuii nonepeaHL0
KOHTelHep y HanoBHEHWX

KapTOHHI Kopoo6Lli

LwnpuLax,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KOHTPO/b SIKOCTI
nikapcbKoro
3acoby B
nonepeaHL0
HanoBHEHWX
wnpuuax, Kpim
TecTty "bioaHani3
anonTosy";
CcKNnafaHHs i
TecTyBaHHSA
nonepeaHLo
HarnoBHEHMX
pYYOK;
MapKyBaHHS,
BTOPUHHE
nakyBaHHS1, BUMYCK
cepii rotoBoro
nikapcbKoro
3acoby:
Mdpaiizep
MeHtothekuypuHr
Benbrisa HB,
Benebris
151. | EHTEKABIP TabneTkn, BKPUTI leTepo IHAiA [eTepo /1a63 IHAaiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/17761/01/02
NNiBKOBOIO Na63 Nimiteq Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
060/10HKOH0, M0 1 Mr, Nimiteq thapmakoHarnagy. BeegeHHs abo 3MiHn ao
no 30 TabneTok y y3arasibHeHnX faHnx npo cuctemy hapmakoHarnsgy
KOHTelHepi; no 1 (BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
KOHTelHepy B dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobu,
KapTOHHI KOpOOL BiANOBIAA/IbHOI 32 34iCHEHHSA hapMmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3[jicHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pjificHeHHs hapmakoHarnsgy (BK/IHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemu chapmakoHarnagy) 3miHa KOHTaKTHUX JaHux
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMOBIga/IbHOI 3a
hapmMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pepakuis: Hypie EngaHiz Animosuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0CObYM 3asiBHMKA,
BignoBiAa/IbHOI 32 hapmakoHarnsg B YkpaiHi
152. | EHTEKABIP TabneTkn, BKPUTI leTepo IHais leTepo /1a63 IHais BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu | 3a - UA/17761/01/01
NNiBKOBOIO Na63 Nimiteq MRy - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta peyenmom
060/10HKoH0, Mo 0,5 Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu o

mr, no 30 TabneTok
Y KOHTelHepi; no 1

y3ara/lbHeHVX AaHux Npo cucTemy hapmakoHarnsLy
(BBEfIEHHS y3ara/lbHEHUX AaHUX MPO CUCTEMY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KOHTeliHepy B thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw,
KapTOHHIA Kopoo6Li BiANOBIAA/ILHOI 3a 34iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[jiCHEeHHsT hapMakoHarisay B YKpaiHi, AKLO0 BoHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BignoBiganbHOI 3a
3AiicCHeHHA hapMakoHarnsagy (BKIYarUM KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cucteMun dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOB&XXEHOI 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0CobuM 3asiBHUKA,
BignoBigasIbHOI 3a hapmakoHarnsag B Ykpaini. Jitova
pepakuis: Hypies EngaHxis Animosuy. MNponoHosaHa
pepakuis: Tonokesuy Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi
153. | ENIPYBIUVH PO34uH NS iH'EKL, Megak HimeuumnH BTopuHHe HimeyunHa/ BHECEHHS 3MiH 40 peecTpauiiHux maTepiasis: 3miHu || 3a He UA/10941/01/01
MEOAK 2 mr/mn, no 5 mn, lesenblia a nakyBaHHs, Yecbka TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
a6bo no 10 mn, abo T hrop MapKyBaHHS, Pecny6nika thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
no 25 mn, a6o no 50 KniHiwe KOHTpO/b Ta nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
M/, abo no 100 mny | Lneuianb BUNYCK cepil: 0151 MeANYHOro 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMMU
dhnakoHi; no 1 npenapar Megak OaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KAIHIYHUMW faHnMKn Ta
h1akoHy B KOPOOL e M6X lesenbladT dorop JaHvMu 3 chapMakoHarnsay - 3MiHM BHECEHO A0
KNiHiwe IHCTPYKLUIT A8 MeANYHOr0 3aCTOCYBAHHS JiKapCbKOro
LLneuianbnpenapa 3acoby A0 po3ginis: "Oco6MBOCTI 3aCTOCYBaHHS",
Te M6X, "3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
HimeuuunHa; rpyaar” Ta "MobivHi peakuii". BBegeHHs 3MiH NPOTAroM
Brpo6HuuTBO "in 6-TV MiCALIB MiCNA 3aTBEPAKEHHS
bulk", nakyBaHHs,
MapKyBaHHS Ta
KOHTPO/b cepii:
OHkoTek ®apma
MpopakwH MéX,
HimeuunHa,;
Brpo6HMuTBO "in
bulk", nakyBaHHs,
MapKyBaHHs Ta
KOHTpO/b cepii:
OHKomep,
MeHbloheKYepiHT
a.c., Yecbka
Pecny6nika
154. | ENOBIOKPU PO34uH NS iH'EKLRA TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a - UA/17088/01/02
H no 2000 MO no 1 mn | "BIO®AP "BIOPAPMA" TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib. peyenmom
B nonepeHbL0 MA"

KOHTpPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y

HanoBHEHOMY MeToAax BUNPOOYBaHHSA rOTOBOrO /iKapCbKoro 3acody
wnpuyy; no 5 (iHwWi 3miHM y MeTogax BUNpobyBaHb (BK/OYaUM 3aMiHy
nonepegHL0 a60 [0NOBHEHHS)) BHeceHHs 3MiH 4,0 MeTOoAiB KOHTPONO
HanoBHEHUX AKOCTI 3a N. «biosioriyHa aKTMBHICTb», a came-
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
wnpuuis y 6nicTtepi; [0AaBaHHA 61uyayvoro cMpoBaTKOBOrO afibbyMmiHy B
no 1 6nictepy y KOHLLeHTpaLii 2 Mr/mn 1o 6ydpepHOro posurHy ans
nauuj; no 1 mn B po3BefieHHs 3pa3kis
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy y nauui
155. | EMOBIOKPU PO34UH NS iH'EKLIA TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a - UA/17088/01/03
H no 4000 MO no 1 mn | "BIO®AP "BIODAPMA" TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
B nonepegHbLo MA" KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
HanoBHEHOMY mMeToAax BUNPoGyBaHHSA roTOBOrO /iKapcbKoro 3acoby
wnpuyy; no 5 (iHWi 3mMiHM Yy MeTogax BUNPobyBaHb (BK/IOYAKUMN 3aMiHy
nornepenHL0 a60 [0MNOBHEHHS)) BHeceHHs 3MiH 40 MeToAiB KOHTPO0
HanoBHEHWX AKOCTI 3a N. «biosIoriYHa aKTUBHICTb», a came-
wnpuyis y 6nictepi; [ofiaBaHHA 61M4avoro CMpPoOBaTKOBOrO asibbyMiHy B
no 1 6nictepy y KOHLeHTpauii 2 mr/mn o 6ydepHoro pos3yvHy ans
nayui; no 1 mn B po3BefeHHs 3pas3kis
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nictepy y nayui
156. | ENMOBIOKPU PO3YMH ANs iH'EKLNA TOB "$3 YkpaiHa TOB "®3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | 3a - UA/17088/01/04
H no 10000 MO no 1 "BIOPAP "BIOPAPMA" My - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapCbKMii 3aci6. peyenmom
M/ B nonepeaHsLo MA" KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa y
HanoBHEHOMY MeToAax BUNPOGYBaHHSA rOTOBOrO MikapcbKoro 3acoby
wnpuyy; no 5 (iHwWi 3mMiHW y MeTogax BUNpobyBaHb (BKIOYaoUy 3aMiHy
nonepegHL0 ab0 oONOBHEHHS)) BHECEHHSI 3MiH A0 METOZAIB KOHTPO/IO
HanoBHEHNX SAKOCTI 3a N. «bionoriyHa akTMBHICTb», a came-
wnpuuis y 6nictepi; [0AaBaHHA 61uyayvoro CMpoBaTKOBOrO anibbyMmiHy B
no 1 6nictepy y KOHLeHTpaLii 2 mr/mn o 6ydepHoro posyvHy ans
nauyui; no 1 mn B po3BefEeHHs 3pas3kiB
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nictepy y navui
157. | ENOBIOKPU PO34UMH ANS iH'EKLN TOB "$3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | 3a - UA/17088/01/01
H no 1000 MO no 1 mn | "BIO®AP "BIODAPMA" TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
B nonepeaHbLo MA" KOHTPO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
HanoBHEHOMY mMeToAax BUNPOGyBaHHSA roTOBOrO /iKapCbKoro 3acoby
wnpuyy; no 5 (iHwWi 3mMiHM y MeToaax BUNpobyBaHb (BKIOYaUM 3aMiHy
nonepenHsL0 a60 [0NOBHEHHSA)) BHeceHHs 3MiH A0 MeToAiB KOHTPONO
HanoBHEHWX AKOCTI 3a N. «biosIoriYHa aKTUBHICTb», a came-
wnpuuis y 6nictepi; [ofaBaHHsa 61Myayvoro CMpPoBaTKOBOIO aibbyMiHy B
no 1 6nictepy y KOHLeHTpaLii 2 mr/mn o 6ydepHoro pos3ynHy ans
nayui; no 1 mn B po3BefieHHs 3pas3kis
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nictepy y nayui
158. | EMNOBIOKPU PO3YUH ANS iH'EKLIA TOB "$3 YkpaiHa TOB "®3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | 3a - UA/17088/01/02
H no 2000 MO no 1 mn "BIO®PAP "BIOPAPMA" TMNYy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
B nonepegHso MA" KOHTpPO/1b AONOMIXKHMX pe4oBUH. 3MiHa NapaMeTpiB
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
HanoBHEHOMY cneumdikauin Ta/abo fonycTuMmX Mex A5 ONOMIKXHOT
wnpuyy; no 5 pevoBUHM (LONOBHEHHSA cneuudikaLii HoBUM
nonepegHL0 NOKa3HUKOM 3 BifNOBIAHNM METOAOM BUMNPOOYBaHHS)
HanNoBHEHMNX [JlonoBHeHHs creumdikaLii 4ONOMiKHOT peHOBUHN
wnpuyis y 6nictepi; Hatpito uuTpar HOBMM NokasHUKOM «MikpobionoriuHa
no 1 6nictepy y yncToTa» 3 BiANOBIAHUM METOAOM BUNPOOYBaHHA Ta
nauyj; mo 1 mn B KpuTepisimm NpuitHATHOCTi TAMC «He 6inble 10°KYO/r»
amnyni; no 5 amnyn Ta TYMC «He 6inbwe 10 KYO/r»
y 6nicTepi; no 1
6nictepy y nayui
159. | ENOBIOKPU PO3YUH ANS iH'EKLI TOB "$3 YkpaiHa TOB "®3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/17088/01/03
H no 4000 MO no 1 mn "BIOPAP "BIOPAPMA" My - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapCbKMii 3aci6. peyenmom
B nonepeaHbL0 MA" KOHTponb AONOMKHUX peyoByH. 3MiHa napameTpis
HanoBHEHOMY cneumdikaLin Ta/abo gonycTMMUX MeX AJ1st 4ONOMIXHOT
wnpuyy; no 5 PeyYoBUHM (JONOBHEHHSA cneuudikaLii HOBUM
nonepegHL0 NOKa3HUKOM 3 BifMOBiAHNM METOAOM BUMPOOYBaHHS)
HanoBHEHUX [lonoBHeHHs cneumdikavii 4ONOMDKHOI pe4oBUHU
wnpuuis y 6nictepi; Hatpito uuTpar HoBMM NokasHukom «MikpobionoriuHa
no 1 6nictepy y yncToTa» 3 BiANOBIAHUM METOAOM BUNPOGYBaHHS Ta
nadui; no 1 mn B KpuTepisamm npuitHsTHocTi TAMC «He 6inblue 103
amnyni; no 5 amnyn KYO/r» Ta TYMC «He Ginblue 102 KYO/r»
y 6nicTepi; no 1
6nictepy y navui
160. | EMOBIOKPU PO34uH NS iH'EKLA TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a - UA/17088/01/04
H no 10000 MO no 1 "BIO®AP "BIOPAPMA" TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib. peyenmom
M/ B nonepeaHso MA" KOHTPO/b AONOMDKHMX peyoBUH. 3MiHa napameTpis
HanoBHEHOMY cneumdikaLin Ta/abo fonycTMMmUX MeX A5 AONOMIKHOT
wnpuyy; no 5 PEYOBUHM (JONOBHEHHSA cneuudikaLii HoBUM
nonepegHL0 NOKa3HWKOM 3 BifNoBigHM METOAO0M BUNPOGYBaHHS)
HanoBHEHUX [JlonoBHeHHs cneumdikaLii 4ONOMKHOT pevoBUHN
wnpuuis y 6nictepi; Hatpito uuTpar HoBMM NokasHUKoM «MikpobionoriyHa
no 1 6nictepy y yucToTa» 3 BiAMNoBigHMM METOLOM BUNPOGYBaHHA Ta
nauuj; no 1 mn B KpuTepisimm NpuitHsTHocTi TAMC «He 6inble 10°
amnyni; no 5 amnyn KYO/r» Ta TYMC «He 6ifblue 102 KYO/r»
y 6nicTepi; no 1
6nicTepy y navui
161. | ENOBIOKPU PO34UH NS iH'EKLA TOB "$3 YkpaiHa TOB "®3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 3a - UA/17088/01/01
H no 1000 MO no 1 mn "BIOPAP "BIOPAPMA" TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
B nornepegHsbo MA" KOHTPO/Ib AONOMDKHMX PpeYOBUH. 3MiHa NapamMeTpiB

HanoBHEHOMY
wnpuyy; no 5
nonepeaHL0
HanoBHEHWX
wnpuuis y 6nictepi;
no 1 6nictepy y
nadui; no 1 mn B
amnyni; no 5 amnyn
y 6aicTepi; no 1

cneumdikauin Ta/abo gonycTMMUX MeX A/151 ONOMIXHOT
pPeyoBUHM (JOMNOBHEHHSA cneuudikaLii HoBUM
NOKa3HWKOM 3 BifMoOBIigHM METOAO0M BUNPOOYBaHHS)
[lonoBHeHHs cneumdikavii 4ONOMDKHOI pe4OBUHM

Hartpito uuTpar HoBMM NokasHukom «MikpobionoriuHa
yucToTa» 3 BiAMNoOBIgHM METOLOM BUNPOOYBaHHSA Ta

KpuTepisimm NpuitHATHoCcTi TAMC «He 6inblue 102 KYO/r»

Ta TYMC «He 6inbLe 10° KYO/r»




139

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
6nictepy y nayui
162. | EP/IEPO TabneTku, BKPUTI leTepo IHais leTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a - UA/19105/01/01
NNiBKOBOIO Na63 Nimiteq MRy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKO10, M0 25 Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr, no 10 TabneTok y3arasibHeHUX JaHux Npo cucTemy chapmakoHarnsagy
y 6nicTepi, no 3 (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
6nictepu y thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coow,
KapTOHHIA KOopoo6Li BiANOBIAA/ILHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asBHuKa 415
3[jicCHeHHs hapmMakoHarisay B YkpaiHi, SKLOo BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0C06M, BiANoBiganLHOI 3a
3piicHeHHs hapmakoHarnagy (BKIH0HYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-thaiina
cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0COOU 3asIBHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg,. 3mMiHa KOHTaKTHOT 0cobu 3asiBHUKa,
BignoBigasIbHOI 3a hapmakoHarnsag B Ykpaini. fitova
pegakuis: Hypies EngaHisz Animosuy.lNponoHoBaHa
pepakuis: Tonokesud Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNKa,
BiANOBiAaNbHOI 3a (hapmakoHarnsg B YKpaiHi.
163. | EP/IEPO TabneTku, BKPUTI leTepo IHais [eTepo /1a63 IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a - UA/19105/01/02
NNiBKOBOIO Na63 Nimiten TMny - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta peuyenmom
o060510HKot0, No 100 Nimiten thapmakoHarnagy. BeegeHHs abo 3miHu o
mr, no 10 TabneTtok y3arasibHeHUX JaHnx Npo cuctemy hapmakoHarnsagy
y 6nicTepi, no 3 (BBELEHHSA y3araslbHEHNX AAaHUX NPO cUCTEMY
6nictepn y thapmakoHarnagy, 3miHa ynoBHOBaXKeHOoi ocobw,
KapTOHHIA Kopoo6Li BiANOBIAA/ILHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuka ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a
3pjiicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHI MacTep-thaiina
cuctemu chapmakoHarnagy). 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6M 3as1BHYKA, BifnoBiga bHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6M 3asBHMKA,
BifnoBigasIbHOI 3a papmakoHarnsag B Ykpaini. Jirova
pepakuis: Hypies EngaHiz Animosuy.l1ponoHoBaHa
pepakuis: Tonokesny Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiANOBIAa/IbHOT 32 hapmakoHarnsa B YKpaiHi.
164. | EPNIEPO TabneTkn, BKPUTI leTepo IHais leTepo /1ab3 IHais BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHu | 3a - UA/19105/01/03
NNiBKOBOIO Na63 Nimiteq Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom
060/10HKOt0, MO 150 Nimiten hapmakoHarnsagy. BeegeHHa abo 3miHu o

mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu y
KapPTOHHIN KOpoOU;i

y3araslbHeHUX JaHuX Npo cucTemy chapmakoHarnsgy
(BBEAEHHS Y3arasIbHEHMX AaHUX NPO CUCTEMY
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiNOBIAA/IbHOI 32 34iICHEHHS hapMakoHarnsaay;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

KOHTaKTHOI 0c0obM 3 (hapmakoHarnfgy 3asBHuKa 4N
3[jficCHEeHHs1 hapMakoHarisay B YkpaiHi, KO0 BoHa
BifAMIHHa Bif YNOBHOBaXeHOI 0CO6M, BiAMNOBIAa/IbHOI 3a
3pjificHeHHs hapmakoHarnsay (BK/IHHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-taiina
cucteMu chapmakoHarnagy). 3mMiHa KOHTaKTHUX JaHux
YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMNOBIga/IbHOI 3a
hapmMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag B Ykpaini. fitoua
pepakuis: Hypies EngaHiz Animosuy.lTponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CObu 3asBHMKA,
BiANOBiAa/IbHOT 32 hapmakoHarisg B YKpaiHi.

165. | EP/ZIOTUHIB- | TabneTku, BKpUTI MicTpan AHrnis Pemepika N4, Kinp BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a - UA/18959/01/02
BICTA NNiBKOBOIO Kenitan TMny - 3MiHK 3 AkocTi. APl KoHTposb A®L. 3miHa y peyenmom
o60osoHKoto, no 50 MeHemkm napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
mr, no 10 TabneTok eHT BM3Ha4YeHUX y cneuudpikauisx Ha A®l, abo
y 6nicTepi; no 3 Nimiten BVXiAHWI/NPOMDKHUIA NpoAyKT/pearexT, Wwo
6nictepu B BMKOPWCTOBYIOTbCS Yy Mpoueci BupobHuutea AdI
KapTOHHIA Kopoo6Li (8ONOBHEHHSA cnevmdikaLii HOBUM NOKa3HWKOM SIKOCTi Ta

BiANOBIAHMM MeTOA0M BMNpo6yBaHHS) [logaTkoso
BK/tOYEHO TecT IR 3 BiANOBigHUM METOL0M
BUNPOBYBaHHA AnA ineHTUdikauii BUXigHMx matepianis
2- Amino-4,5 —bis-(2-methoxy-ethoxy)-benzoic acid 2-
methoxy-ethyl ester go Bxe 3aTBepmxeHoro HPLC.
3MiHu | TUNY - 3MiHK 3 AKocTi. A®L. KoHTposb AdL. 3miHa
y napameTpax cneumdikauiin Ta/abo 4onyCTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiZHWA/NPOMIXXHWIA NpOAYKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(monoBHeHHSA cneyudikaLii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BMNPO6yBaHHA) [logaTkoBo
BK/ItOYEHO TecT IR 3 BignoBigHM METOA0M
BMNpobyBaHHA AnA iaeHTUdikauii BUXigHnx Martepianis
3-Amino phenyl acetylene no Bxe 3aTBepmkeHoro GC.
3MiHn | TURY - 3miHu 3 sKocTi. APl KoHTponb A®I. 3miHa
y MeTogax BunpobyBaHHs APl abo BMXigHOTO
mMarepiany/npoMibKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA y NPOLLECi BUPOGHMLTBA AD|
(He3HauHi 3MiHM y 3aTBEpXEHUX MeTogax
BMNPO6YBaHHS) He3HaYHa 3MiHa B 3aTBEPIKEHUX
mMeTodax BunpobyBaHHs A®| 3a nokasH1KoM «Onuc»,
3MIHEHO KiflbKiCTb 3paska.
3aTtBepmkeHo: Onuc: KinbkicTb 3paska 2 r.
3anponoHosaHo: Onuc: KinbkicTb 3paska 0,5 r. 3MiHn |
Tuny - 3MiHn 3 akocTi. A®L. KoHTponb A®L. 3miHa y
MeTofax BunpobysaHHsa APl abo BuxigHoro
marepiany/npomikKHOrO NPOAYKTy/peareHTy, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BUKOPWCTOBYETLCA Y NpoLeci BUpobHuuTea AdI
(He3HauHi 3MiHWN y 3aTBEpPXEHNX MeTofax

BMNPOOYBaHHA) HE3HAUHI 3MiHW Y 3aTBEPIXXEHNX
mMeTogax BunpobyBaHHA AdI, L0 CTOCYETLCSA 3MiH
napameTpy koediLlieHTy cumeTpii 4718 nepesipku
nNpuAATHOCTI CMCTEMM 3a NOKa3HUMKOM «CynpoBigHi
OOMiLLKM». MeTofuka aHanizy 3a/MLLaeTbCs HE3MiIHHOO.
3arBepmxeHo: MNepesipka NpuaaTHOCTI cuctemu: Ans
HaCTynHWX npoueayp TectysaHHa BEPX, mexa gns
KoeqilieHTy cumeTpii ctaHoBUTb NMT 2.0 AHanis,
CYNpOBiAHNX PEeYOBUH Ta AoMilLkn C. 3anponoHOBaHo:
[ns HacTynHux npoueayp TectyBaHHA BEPX, mexa ans
KoeqiLjieHTy cumeTpii ctaHoBuTH Big 0,8 fo 1,5 Ananis,
CYNpPOBIAHUX PEYOBUH Ta AOMiLK1 C. 3MiHu | Tvny -
3MiHu 3 aKocTi. APl. BUpo6bHMLTBO. 3MiHa BUPOGHMKA
BMXi4HOro/MPOMiXXHOrO NpoAyKTy/peareHTy, Lo
BYKOPUCTOBYIOTLCA Y BUpo6HMYOMY npoueci A®l, abo
3MiHa BUPOGHWMKa (BKNOYatouu, ae HeobxigHo, micue
npoBefeHHs KOHTPOI0 AKocTi) AdI (3a BiACyTHOCTI
cepTudpikaTa BigNoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPMAKEHOMY AOCLE)(3MiHM 40 3aX0AiB, NOB'A3aHMX 3
KoHTponem Adl, abo JoAaBaHHs fibHULI, Ae
NPOBOAMNTLCS KOHTPO/IL/BUNPOGYBaHHS cepii) 3MiHa
AiNbHUL NpoBeAeHHA KOHTposo APl nepeHoc
aHasliTUYHOTO MeTOAY BU3HAYEHHS BMICTY X10puAiB
MeToA0M noTeHuiomeTpii 3 Sequent Research Limited,
BaHranop fo Bigainy koHTponto skocTi Acebright (India)
Pharma Pvt. Ltd., BaHranop. 3minu | Tvny - 3miHu 3
AKocTi. A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BMXiHOro/MPOMIXHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYHOTbCS Y BUPOGHUYOMY npoueci Adl, abo
3MiHa BUPOGHYMKa (BKNtOYatouu, ae HeobxigHo, micue
npoBefeHHs KOHTPOI0 AKocTi) AdI (3a BiACYTHOCTI
cepTudpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEpMKEHOMY AOCbLE)(3MiHM [0 3aX0fiB, NOB'A3aHUX 3
KOHTponem A®l, abo fgofasaHHA finbHUL, Ae
NpoBOANTLCS KOHTPO/b/BMNPOGYBaHHS cepii) nepeHoc
aHaniTMYHOro MeToAy iAeHTudikauii X-npomeHese
BUMNPOMIHIOBaHHSA 3 Sequent Research Limited,
BaHranop go Bigainy koHTponto skocTi Acebright (India)
Pharma Pvt. Ltd., BaHranop. 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo
afpecy Micus NpoBaXeHHS Ais/IbHOCTi BUPOGHMKa
(BKKOYAOUM, 3a HEOBXiIAHOCTI, Micue NpPoBeAeHHs
KOHTPO/H0 SIKOCTI), a60 BnacHuka mactep-gaiina Ha Adl,
abo noctavyasibHuka A®l/BuxigHoro

mMarepiany/peareHTy/npoOMKHOIO NPOAYKTY, WO
3aCTOCOBYHOTbLCS Y BUPOOHULTBI ADI (SKLLO 3a3HAYEHO Y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE, a60 BUPOOHMKA HOBOI
[OMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y JOCbE) 3MiHA
Ha3BW BUPO6HMKa APl epnoTuHIBY rigpoxiopuay i3
ACEBRIGHT (INDIA) PHARMA PRIVATE LIMITED Ha
CDYMAX (INDIA) PHARMA PRIVATE LIMITED, 6e3
3MiHM MicusA BUPO6HMLTBA. 3MiHW | TUMYy - 3MiHM 3 AKOCTI.
A®|. BUpobHMLTBO. 3MiHa BUPOGHMKA
BMXi4HOro/MPOMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCA Y BUpoBHMYOMY npoueci A®l, abo
3MiHa BUPOGHWMKa (BKNOYatouu, ae HeobxigHo, micue
npoBefeHHs KOHTPOI0 SKocTi) AdI (3a BiACyTHOCTI
cepTudpikaTa BigNoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [10ChE)(3anpPONoOHOBaHNI BUPOGHUK
HasIeXunTb [0 TiEi camoi BUPOOHNYOT rpynu MignpuemcTs,
LU0 /A 3aTBEpPAKEHNIA) 3MiHA MiCLisi TPOBEAEHHS
KOHTpoto sikocTi A®l. 3atBepakeHo: Denisco
Chemicals Pvt. Ltd. Address: Plot # D-24, Phase-| IDA,
Jeedimetla, Hyderabad-50005, Telangana, India.
3anponoHoBaHo: Denisco Chemicals Pvt. Ltd. Address:
Unit-2, Sy. No: 625, Temple Street, Bonthapally,
Gummadidala Mandal, Sangareddy district, Telangana,
pin code: 502313, India

166.

EPMYLUUH®

MOPOLLIOK A/1A
OopasibHOT cycneHsit,
175 mr/5 mn; 1
h/1aKoH 3 NOPOLLKOM
3 MipHUM
KOHTEeliHepoMm y
KOpOO6Li 3 KapTOHY

YAB
"MPA"

JInToBCbKa
Pecny6nik
a

3ETA
®APMALIEYTILY|
C.M.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHun go
y3araslbHeHUX JaHux nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarisay B YKpaiHi, AKLWO BOHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3pjificHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MmileHHI macTep-thaiina
cmcTeMu chapmakoHarnsgy) 3miHa ynoBHOBaXeHOI
0cobu 3asBHMKA, BiANOBIAA/ILHOT 38 hapmakoHarnsg.
[itoua pepakuis: Lukas Hason. MNponoHoBaHa peakuis:
Gediminas Zvicevicius. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOI 0CO6M 3as1BHYKA, BifnoBigabHOT 3a
hapmakoHarnag

3a
peyenmom

UA/14153/01/01

167.

EPMYLUUH®

TBEpAi kancynu no
300 wmr; no 10
Kancyny énictepi;
no 2 abo no 6
6nicTepiB y KopobLi
3 KapTOHY

YAB
"MPA"

JInToBCbKa
Pecny6nik
a

EAMOHA ®APMA
C.P.N., Itanisa
(BpPOGHMLTBO

Hepo3dhacoBaHo|

nNpoAyKLUiT,
KOHTPO/b Ta

ITanisa

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
dhapMakoHarnsay, 3mMiHa ynoBHOBaXKeHOT ocobu,

3a
peyenmom

UA/14088/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BUWMYCK Cepii); BIANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnagy;
NAMIN CAH KOHTaKTHOT 0Co6M 3 hapmakoHarnsay 3asBHuKa A5
MPOCMEPO CI1A, 3pjilicHeHHs hapMakoHarnagy B YkpaiHi, SiKLLL0 BOHa
ITanis (nepBuHHe BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
Ta BTOPUHHE 3pjificHeHHst hapMakoHarnsay (BK/IHUYAKUM KOHTaKTHI
nakyBaHHs1) [AaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-thaiina
cmcTemu chapmakoHarnsagy) 3miHa ynoBHOBaXeHOI
ocobu 3as1BHUKa, BiANOBIAa/IbHOT 3a (hapmakoHarnsa,.
[itoya pepakuis: Lukas Hason. MNponoHoBaHa peakuis:
Gediminas Zvicevicius. 3MiHa KOHTaKTHUX AaHNX
YMNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMNOBIAa/IbHOI 3a
hapmakoHarnag
168. | ECMA-KAPB® | Tabnetkv no 5 mr no ecnapma HimeuumnH ecnapmva ®apma HimeuyunHa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a - UA/12191/01/01
25 TabneTok y 6X a Cepsices 'M6X, My - 3MiHKU 3 AKOCTi. APIl. BupobHMUTBO. 3MiHa peyenmom

6nicTepi, no 2 abo
no 4 6nictepu y
KapTOHHIA KOopooLi

HimeuunHa
(BTOPUHHE
nakyBaHHs);
Ninpgochapm MméX,
HimeyunHa
(BUPOBHULTBO
bulk, nepeuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs1,
KOHTPO/b IKOCTI,
BUNYyCK cepii)

BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Yy BUPOGHMYOMY npoueci AdI,
a60 3MiHa BUPOGHYMKa (BKtOYaUKM, ae HeobxigHo, micue
NpoBefeHHs KOHTPOI0 AKocTi) AdI (3a BiACYTHOCTI
cepTudikaTa BiANoOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpAKEHOMY AOCLE)(3MiHM [0 3aX0fiB, NOB'A3aHUX 3
KOHTponem A®l, abo gofasaHHs finbHULI, Ae
NPOBOAUTLCS KOHTPO/L/BUMNPOOYBaHHS cepii)
[ofaBaHHsa anbTepHaTUBHOI AinbHuLi (L-A-W Services
GmbH) gnsa koHTponto skocTi A®| kapbimazon. 3miHu |
TMny - 3MiHK 3 aKocTi. A®l. BUpo6HMUTBO. 3MiHa
BMPOGHMKa BUXIAHOTO/NPOMIXHOr0 NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci AdI,
abo 3miHa BUpoGHKKa (BKoUaoun, ge HeobxigHo, Micue
npoBefieHHA KOHTPOS0 AKOCTi) AP (3a BigCyTHOCTI
cepTucbikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEpAKEHOMY A0CbE)(3MIHU [0 3aX0f,iB, NOB'A3aHMX 3
KoHTponem Adl, abo foaasBaHHs AiNbHULI, oe
NpoBOANTLCSA KOHTPOL/BUNPOGYBaHHSA cepii) 3amiHa
AinbHuui (Laboratorium Dr. Liebich), ge BigbyBaetbcsa
KOHTPO/b AKOCTi AD| Kap6iMazos, Ha iHLY aHaorivyHy
(FPS Anklam GmbH). 3minu | Trny - 3MiHK 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa BUPOGHMKA
BMXIZAHOTO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdDl, abo
3MiHa BUpPO6HUKa (BK/TlOYatoum, e HeobxigHo, micue
npoBefileHHA KOHTPOS0 AKOCTi) AP (3a BigCyTHOCTI
cepTucbikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEpMAXEHOMY J0ChE)(iHLWi 3MiHV) BHeceHHs
HecyTTEBUX 3MiH 0 3aKpuToi YacTuHu Herbrand ASMF -
[0AAETLCA NOCTaYa/IbHIK BUXIAHOMO MaTepiasty. 3miHu |
Tuny - 3MiHK 3 skocTi. A®Il. BupobHuuTBO. 3MiHU B
npoueci BupobHuuTBa APl (He3HayHa 3miHa y npoueci
BMpo6HULTBA API) HE3HAYHA 3MiHA Y Npoueci




144

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BUpO6HMLTBaA ADI, a came-fofaBaHHs eTany
3MiwyBaHHA (Description of the blending process) ans
06’eiHaHHSA KiNbKOX Cepiil 3anunLwkiB. 3MiHun | TUny -
3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHM B MpOLECi
BMPO6HMLTBA AP| (HE3HAYHA 3MiHA Y 3aKpUTIli YaCcTuHI
MacTep-chalina Ha A®l) He3HayHa 3MiHa Y 3aKpuTili
YyacTvHi macTtep-chaiina Ha AP, a came-fgofaBaHHsA
eTany 3miwyBaHHs (Description of the blending process)
NS 06'eAHAHHSA KiNIbKOX NapTild 3anuwwkiB. 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. Bupo6HMUTBO. 3MiHV BUNPOGyBaHb
abo gonycTumMx MeX y npoueci BupobHuuTea Adl, wo
BCTaHOB/EHI y creumdikayisx (4oaasaHHA HOBOro
BUMPOOYBaHHA Ta AonyCcTUMUX mex) JlofaeTbeca
BMNPOBYBaHHSA B npoueci BUpobHuuTBa «LlinicHicTb
cutal Intactness of sieve» (added in applicant’s part,
already included in restricted part). 3miHu | Tvny - 3miHK
3 AkocTi. A®l. BupobHMLTBO. 3MiHW BUNpobyBaHbL abo
[OMNyCTUMUX MeX y npoueci BUpobHuutea Adl, wwo
BCTaHOB/EHI y crneumdikalisx (4oaaBaHHA HOBOrO
BUMPOBYBaHHA Ta JONyCTUMUX MEX) AOAaBaHHSA
nokasHMKa «3anvLLKv npocitoBaHHA / Sieving residues»,
LLIO KOHTPOJTKETLCA B NpoLieci BupobHuuTea Ad| (added
in applicant’s part, already included in restricted part).
3MiHu | TUnYy - 3MiHK 3 AkocTi. APl BUpoOHULTBO. 3MiHN
BMNpPo6yBaHb abo JOMYCTVMMUX MeX Y NPOLLeCi
BMPOGHMLTBA ADI, L0 BCTAHOB/EHI y cnewudikalisax
(mopaBaHHA HOBOrO BUNPOBYBaHHA Ta JOMYCTUMUX MEX)
[JonaeTtbcsa BUNpobyBaHHsA B Mpoueci BUpobHMLTBa
«BigcyTHICTb cTOpOHHIX Aomiwok/Absence of foreign
matter» (added in applicant’s part, already included in
restricted part). 3miHu | TUny - 3MiHK 3 AkocTi. AdI.
Brpo6HMLTBO. 3MiHM BMNpPOGYyBaHb abo AOMYyCTUMUX
MeX y npoueci BupobHmuTBa AdI, L0 BCTAHOB/EHI Y
cneundikauisix (BUTyYeHHSI HECYTTEBOTO BUNPOBYBaHHS)
BWJTyYEHHS HECYTTEBOTrO BUNPOBYBaHHS "BiACYTHICTb
3anaxy nipuanHy" B NpoLeci BUPOGHULTBA, OCKINbKM
0ro BU3HAHO €TUYHO He BUMNpaBaaHuM. 3MiHun | Tuny -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AonNyCTUMMX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWI/NPOMIKXHWIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(BMNyYEHHS1 HE3HAYHOTO NOKa3HVKa AKOCTI (Hanpukiag,
BW/TyYEHHS 3aCTapifioro NokasHuka)) 3i cneumdikauii Ha
BWMNYCK Ail040i peyoBMHY Kapbimason BUIyYaeTbes
HecyTTeBWIA MapameTp igeHTudikauii A "Touka
nnaeneHHs". 3miHu | Tuny - 3MiHK 3 aKocTi. AdI.
KoHTposib A®I. 3miHa y napameTpax cneuudikalii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y crieludikauisx
Ha A®I, abo BMXigHWU/NPOMIKXHWIA NpoAYKT/peareHT, LWo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(BMNyYEHHSI HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpukiag,
BWU/TyYEHHS 3aCTapisioro nokasHyka)) BUIy4YeHHs
HecyTTEBOro nokasHuka igeHtudikauii C (ToHkowaposa
xpomatorpacis) 3i cneuudikauii Ha Bunyck Ad|
Kap6imazos. 3MiHu | Tuny - 3miHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLliii
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y crieludikauisx
Ha A®I, abo BMXigHW/NPOMIKXHWIA NpoAYyKT/peareHT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(BMNyYEHHSI HE3HAYHOTO NOKa3HVKa AKOCTI (Hanpukiag,
BW/TyYEHHS 3aCTapifioro NokasHuka)) 3i cneumdikauii Ha
BWMNYCK Ail040i peyoBMHY Kapbimason BUIyYaeTbes
HecyTTEBWI NoKa3HWK igeHTUdikauii D "igeHTndikauis
peakuieto npeuuniTayii 3 kanito iogdicMyTaTtoM". 3MiHu |
Tnny - 3MiHu 3 akocTi. A®L. KoHTponb A®L. 3miHa y
MeTodax BunpobysaHHA A®l abo BuxigHOro
Mmarepiany/npoMiKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLLeCi BUPOGHMLTBA AD|
(BnnyyeHHs meToAdy BUNPOOYBaHHA AN1A
Adl/peareHTy/NpoOMiKHOro NPoAyKTY, AKLLO
anbTepHATUBHUIA METOS, BXE 3aTBEpKEHWNIA) BunyyeHHs
«microbiological examination of non-sterile products: test
for specified microorganisms» (EP 2.6.13) ans A®l
Kapbima3os, BUKOHYEeTbCA TecT EP 2.6.12. 3miHn | Tuny -
3MmiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHsA APl abo BUXigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BupobHuutea AP (iHwwi
3MiHM Y MeToZax BUNPOGYBaHHS (BK/OUaKOUM 3aMiHy
abo gonosHeHHs) APl abo BUXIAHOro/NPOMIKHOTO
npoaykTy) 3amiHa Bunpo6yBaHHs «Determination of the
residual solvent Pyridine in Carbimazole» Ha TecT
«Carbimazole —GC; Residual solvent Pyridine».
BunpobyBaHHs 3aMiHIOETLCS Y 3B'A3KY 3 OHOB/IEHHAM
METOAMKMN Yy KOHTPaKTHIn naboparopii. 3miHu | Tuny -
3MiHn 3 aKkocTi. A®Il. KoHTponb A®I (iHwwi 3miHW) o
po3giny 3.2.S.3.1 BHocKTbCSA iHchopMmaLis Mpo NpoBeaeHi
[ocnimpkeHHs noniMopdiamy. 3MiHu | Tuny - 3MiHu 3
akocTi. A®Il. KoHTposnb A®I (iHWi 3mMiHW) fofaBaHHs y
po3gin 3.2.S.3.2. Risk Assessment Elemental Impurities.
3MiHu | TUny - 3MiHK 3 AkocTi. APl KoHTposib AP (iHLwi
3MiHW) fodaBaHHs y po3ain 3.2.S.3.2. iHdopamuii npo
LOCNiKEHHS KaHLLePOreHHOCTi Ta reHOTOKCMYHOCTI Risk
Assessment concerning cancerogenicity and
genotoxicity. 3miHu | Tuny - 3miHun 3 AkocTi. API.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpoGyBaHb/nepiody 36epiraHHA abo yMOB 36epiraHHs
A®| (3a BigCYTHOCTI Y 3aTBEPAKEHOMY [AOCHE
cepTudpikaTa BignoBiAHOCTI EBpoONeENChKi hapmakoneri,
LLLO BK/THOHAE Nepiof, NOBTOPHOrO BUNPoOyBaHHS) (nepiog,
NMOBTOPHOrO BUNpo6yBaHHs/Nepiog, 36epiraHHs) - 3miHa
yMOoB 36epiraHHss A®| - BHECEHHS 3MiH [0 YMOB
36epiraHHa A®I BignosigHo ao "Guideline on declaration
of storage conditions" Ha nigcTasi faHNx BUBYEHHS
cTabiNbHOCTI Ta OHOBNEHNX AaHUX DOTOCTabiNbHOCTI.
3aTBepmkeHo: Store in a cool, dry and light protected
place. Do not store above 25°C. Keep container tightly
sealed. 3anponoHoBaHo: Do not store above 25°C.
3MiHu | TUNY - 3MiHK 3 AKkOCTi. ADL. (iHWi 3MiHK) 3MiHa A0
po3giny 3.2.S.5 CtaHfgapTHi 3pa3ku abo npenapatu:
OHOBJIEHHS 3pas3kiB cepTudikartis. 3miHu | TRy - 3miHK 3
AKocTi. A®I. (iHWi 3miHK) 3MiHa Ao po3giny 3.2.S.6
CucTeMa KoHTellHep/3akynoproBasibHUiA 3aci6, a came-
OHOBJIEHHS 3paskiB cepTudikarTis, JoAaBaHHS AeTaslbHOT
iHdhopMaLii LWLoA0 BTOPMHHOTO NakyBaHHS Ta OHOB/IEHHS!
«declaration of conformity»

169.

ECNA-KAPB®

Tabnetku no 10 mr
no 25 tabnetok y
6nicTepi, no 2 abo
no 4 6nictepu y
KapTOHHIA KOopoo6Li

ecrnapma
m6X

HimeuumnH
a

ecnapma ®apma
Cepsices 'M6X,
HimeuunHa
(BTOPUHHE
nakyBaHHs);
Ningochapm MméX,
HimeyunHa
(BUPOBHULTBO
bulk, nepeuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTPO/b IKOCTI,
BUNYyCK cepii)

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
My - 3MiHKU 3 AKOCTi. APIl. BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NMPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY mpoueci AdI,
a60 3MiHa BUPOGHYKKa (BKNtOYAUKW, ae HeobxigHo, micue
NpoBefeHHs KOHTPOI0 AKocTi) AdI (3a BiACYTHOCTI
cepTudikaTa BiANoOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpAKEHOMY AOCLE)(3MiHM [0 3aX0fiB, NOB'A3aHUX 3
KOHTponem A®l, abo gofasaHHs finbHULI, Ae
NPOBOAUTLCS KOHTPO/IL/BUNPOOYBaHHS cepii)
[ofaBaHHsa anbTepHaTUBHOI AinbHuLi (L-A-W Services
GmbH) gnsa koHTponto skocTi A®| kapbimazon. 3miHu |
TMny - 3MiHK 3 aKocTi. A®l. BUpo6HMUTBO. 3MiHa
BMPOGHMKa BUXIAHOTO/NPOMIXHOr0 NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci Ad,
abo 3miHa BUpoGHKKa (BKoUaoun, ge HeobxigHo, Micue
npoBefieHHA KOHTPOS0 AKOCTi) AP (3a BigCyTHOCTI
ceptucbikaTa BiANOBIAHOCTI E€BpoNeiickkili hapmakonei y
3aTBEpAKEHOMY A0CbE)(3MIHU [0 3aX0f,iB, NOB'A3aHMX 3
KoHTponem Adl, abo foaasBaHHs AiNbHULI, oe
NpoBOANTLCSA KOHTPOL/BUNPOGYBaHHSA cepii) 3amiHa
AinbHuui (Laboratorium Dr. Liebich), ge BigbyBaetbcsa
KOHTPO/b SKOCTi AD| Kap6iMazos, Ha iHLY aHaorivyHy
(FPS Anklam GmbH). 3minu | Trny - 3MiHK 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa BUPOGHMKA
BMXIZAHOTO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTbCS Y BUPOGHUYOMY npoueci Adl, abo

3a
peyenmom

UA/12191/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

3MiHa BUpPO6HUKa (BK/THOYatoum, fe HeobxigHo, micue
npoBefieHHA KOHTPOSIt0 AKOCTi) AP (3a BigCyTHOCTI
cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonei y
3aTBEpMAKEHOMY A0ChE)(iHLWi 3MiHV) BHeceHHs
HecyTTEBUX 3MiH 0 3aKpuToi YacTuHu Herbrand ASMF -
[0AAETLCA NOCTaYa/IbHUK BUXIAHOMO MaTepiasty. 3MiHu |
Tuny - 3miHK 3 sikocTi. ADIl. BupobHuuTBO. 3MiHU B
npoteci BUpo6HMLUTBa AD| (He3HaYHa 3MiHa y NpoLeci
BMPOOHULTBA API) HE3HAYHA 3MiHA Y NpoLeci
BUpo6HMLTBA ADI, a came-fofaBaHHs eTany
3MiwyBaHHA (Description of the blending process) ans
06’eiHaHHSA KiNbKOX Cepiil 3anunLwkiB. 3MiHuW | TUny -
3MiHu 3 sKocTi. A®I. Bupo6HMLTBO. 3MiHM B MPOLECi
BMPO6HMLTBA AP| (HE3HAYHA 3MiHA Y 3aKpUTili YaCTUHI
MacTep-chalina Ha A®l) He3HayHa 3MiHa Y 3aKpuTili
YyacTvHi macTtep-chaiina Ha A®I, a came-fofaBaHHsA
eTany 3miyBaHHs (Description of the blending process)
NS 06'efHAHHSA KifIbKOX NapTili 3auwWwkiB. 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. Bupo6HMLUTBO. 3MiHV BUNPOGyBaHb
abo gonycTumMx MeX y npoueci BupobHuuTea Adl, wo
BCTaHOB/EHI y creumdikayisx (4oaasaHHA HOBOro
BUMPOOYBaHHA Ta AoNyCcTUMUX Mex) JlofaeTbea
BMNPOBYBaHHSA B npoueci BUpobHuLTBa «LlinicHicTb
cutal Intactness of sieve» (added in applicant’s part,
already included in restricted part). 3miHu | Tvny - 3miHK
3 AkocTi. A®l. BupobHMLTBO. 3MiHW BUNpobyBaHbL abo
[ONyCTUMUX MeX y npoueci BUpobHuutea Adl, wwo
BCTaHOB/EHI y creumdikalisx (4oaaBaHHA HOBOTO
BUMPOBYBaHHA Ta JONyCTUMUX MEX) AOAaBaHHSA
nokasHMKa «3anvLLKv npocitoBaHHA / Sieving residues»,
LLIO KOHTPOJTIETLCA B NpoLieci BupobHuuTea Ad| (added
in applicant’s part, already included in restricted part).
3MiHn | TUnYy - 3MiHK 3 AkocTi. APl BUpoOHULTBO. 3MiHN
BMNpPo6yBaHb abo JOMYCTVMMUX MeX Y NPOLLeCi
BMPOGHMLTBA ADI, L0 BCTAHOB/EHI y cnewudikalisax
(mopaBaHHA HOBOrO BUNPOBYBaHHA Ta JOMYCTUMUX MEX)
[JonaeTtbcsa BUNpobyBaHHsA B Mpoueci BUpobHMLTBa
«BigcyTHICTb cTOpOHHIX Aomiwok/Absence of foreign
matter» (added in applicant’s part, already included in
restricted part). 3miHu | TUny - 3MiHK 3 AkocTi. AdI.
Brpo6HMLTBO. 3MiHM BMNpPOGYyBaHb abo AOMYyCTUMUX
MeX y npoueci BupobHmuTBa AdI, L0 BCTAHOB/EHI Y
cneundikauisix (BUTyYeHHSI HECYTTEBOTO BUNPOOYBaHHS)
BWJTyYEHHS HECYTTEBOTrO BUNPOBYBaHHS "BiACYTHICTb
3anaxy nipuanHy" B NpoLeci BUPOGHULTBA, OCKINbKN
0ro BU3HAHO €TUYHO He BUMNpaBaaHuM. 3MiHun | Tuny -
3MiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneupudikauii Ta/abo AoNyCTUMUX MEX,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWI/NPOMIKXHWIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(BMNyYEHHSI HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpukiag,
BW/TyYEHHS 3aCTapifioro NokasHuka)) 3i cneumdikauii Ha
BWMNYCK Ail040T peyoBMHY Kapbimason BUIyYaeTbes
HecyTTeBWIA MapameTp igeHTudikauii A "Touka
nnaeneHHs". 3miHu | Tuny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLliii
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y crieludikauisx
Ha A®I, abo BMXigHW/NPOMIKXHWIA NpoAYyKT/peareHT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(BMNyYEHHSI HE3HAYHOTO NOKa3HVKa AKOCTI (Hanpukiag,
BWUJTyYEHHS 3aCTapisioro nokasHyka)) BUIy4YeHHs
HecyTTEBOro nokasHuka igeHtudikauii C (ToHkowaposa
xpomaTorpacis) 3i cneuudikauii Ha Bunyck Ad|
Kap6imazos. 3MiHu | Tuny - 3miHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLliii
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y crieludikauisx
Ha A®I, abo BMXigHWU/NPOMIKXHWIA NpoAYKT/peareHT, LWo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(BMNyYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpukiag,
BW/TyYEHHS 3aCTapifioro NokasHuka)) 3i cneumdikauii Ha
BWMNYCK Ail040T peyoBMHY Kapbimason BUIyYaeTbes
HecyTTEBWI NoKa3HWK igeHTUdikauii D "igeHTndikauis
peakuieto npeuuniTayii 3 kanito iogdicMyTaTtoM". 3MiHu |
Tnny - 3MiHu 3 akocTi. A®l. KoHTponb A®L. 3miHa y
MeTodax BunpobysaHHA A®l abo BuxigHOro
Mmarepiany/npoMiKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLLeCi BUPOGHMLTBA AD|
(BnnyyeHHs meToAdy BUNPOOYBaHHA A1A
Adl/peareHTy/NpoOMiKHOro NPoAyKTY, AKLLO
anbTepHATUBHUIA METOS, BXE 3aTBEpKEHWNIA) BunyyeHHs
«microbiological examination of non-sterile products: test
for specified microorganisms» (EP 2.6.13) ans A®l
Kapbima3os, BUKOHYEeTbCA TecT EP 2.6.12. 3miHn | Tuny -
3MmiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHsA APl abo BUXigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BupobHuutea AP (iHwwi
3MiHM Y MeToZax BUNPOGYBaHHS (BK/OUaKOUM 3aMiHy
abo gonosHeHHs) APl abo BUXIAHOro/NPOMIKHOTO
npoaykTy) 3amiHa Bunpo6yBaHHs «Determination of the
residual solvent Pyridine in Carbimazole» Ha TecT
«Carbimazole —GC; Residual solvent Pyridine».
BunpobyBaHHs 3aMiHIOETLCS Y 3B'A3KY 3 OHOB/IEHHAM
METOAMKMN Yy KOHTPaKTHIn naboparopii. 3miHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I (iHwwi 3miHW) o
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

po3giny 3.2.S.3.1 BHocKTbCSA iHchopMmaLis Mpo NpoBeaeHi
[ocnimpkeHHs noniMopdiamy. 3MiHu | Tuny - 3MiHu 3
akocTi. A®Il. KoHTposnb A®I (iHwWi 3mMiHW) fofaBaHHs y
po3gin 3.2.S.3.2. Risk Assessment Elemental Impuirities.
3MiHu | TUny - 3MiHK 3 AkocTi. APl KoHTposib AP (iHLwi
3MiHW) fodaBaHHs y po3ain 3.2.S.3.2. iHdopamuii npo
LOCNiKEHHS KaHLLePOreHHOCTi Ta reHOTOKCMYHOCTI Risk
Assessment concerning cancerogenicity and
genotoxicity. 3miHu | Tuny - 3miHn 3 AkocTi. API.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiody 36epiraHHA abo yMOB 36epiraHHs
A®I (3a BiACYTHOCTI Y 3aTBEPAKEHOMY AOCLE
cepTudikaTa BignoBiAHOCTI EBpoONeENChKi hapmakoneri,
LLLO BK/THOHAE Nepiof, NOBTOPHOrO BUNpPoOyBaHHS) (nepiog,
NMOBTOPHOroO BMNpo6yBaHHs/Nepiog 36epiraHHs) - 3miHa
yMOoB 36epiraHHss A®| - BHECEHHS 3MiH [0 YMOB
36epiraHHa A®I BignosigHo ao "Guideline on declaration
of storage conditions" Ha nigcTasi faHNx BUBYEHHS
cTabiNbHOCTI Ta OHOBNEHNX AaHUX DOTOCTabiNbHOCTI.
3aTBepmkeHo: Store in a cool, dry and light protected
place. Do not store above 25°C. Keep container tightly
sealed. 3anponoHoBaHo: Do not store above 25°C.
3MiHu | TUNY - 3MiHK 3 AKOCTi. ADL. (iHWi 3MiHW) 3MiHa A0
po3giny 3.2.S.5 CtaHfgapTHi 3pa3ku abo npenapatu:
OHOBJIEHHS 3paskiB cepTudikatis. 3miHu | TRy - 3miHK 3
AKocTi. A®I. (iHWi 3miHK) 3MiHa Ao po3giny 3.2.S.6
CucTeMa KoHTellHep/3akynoproBasibHUiA 3aci6, a came-
OHOBJIEHHS 3paskiB cepTudikarTie, JoAaBaHHS AeTasbHOT
iHdhopMaLii LWLoA0 BTOPMHHOTO NakyBaHHS Ta OHOB/IEHHS!
«declaration of conformity»

170.

E®EPA/TTAH

TabneTku Wwmnydi no
500 wmr, no 4
Tabnetkun y cTpuni,
no 4 ctpunn y
KapTOHHIA KOopoo6Li

YMCA
CAC

®paHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudikat BigNOBIAHOCTI €BpONENCHKIl
hapmakonei/moHorpadii. NMogaHHA HOBOro abo
OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUTyYEHHS
cepTudiikaTa BifnNoOBIAHOCTI EBpONeENCHKin hapmakonei:
ansa A®l; ona BuxigHoro
marepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
hapmakonei) - OHOBEHWIA cepTudikart Bif yxe
3aTBEPIAKEHOr0 BUPOOHWMKA - [10gaHHS OHOBIEHOTO
cepTudikaTa BiANOBIAHOCTI EBponeiickbkiit hapmakonei
Ne R1-CEP 2000-124-Rev 09 (3atBepmxeHo: R1-CEP
2000-124-Rev 08) gns gitoyoi peyosuHn Paracetamol
BiJl BXXe 3aTBepAXeHoro BMpobHuka Angiu Lu‘an
Pharmaceutical Co., Ltd., China. Ak Hacnifok,
npuBELEHHS pefakLii Ha3BM BUPOOHUKa Aitoyoil

6e3
peyenma

UA/5237/01/01




Hasga

150

®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

peyoBuHn B MKA /13 B p. «Cknag» y BIANOBIAHICTL A0
CEP: Angiu Lu'an Pharmaceutical Co., Ltd., China
(3atBeppxeHo: Angui Lu'an Pharmaceutical Co Ltd).
3miHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEiChKili
hapmakonei) - OHoBeHUIA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - MofaHHA OHOBIEHOrO
cepTudikaTa BignoBigHOCTIi EBponeiickkiii hapmakonel
Ne R1-CEP 2000-124-Rev 10 gns gitoyoi pevyoBuHN
Paracetamol Big, Bxe 3aTBepAXeHOro BUpo6bHuMka Angiu
Lu'an Pharmaceutical Co., Ltd., China. 3mintu | Tvny -
3miHu 3 sKocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. MogaHHA HoBoro a6o
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichbkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKili
hapmakonei) - OHoBMeHWIA cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - MofaHHA OHOBIEHOrO
cepTudikaTa BignoBigHOCTIi EBponeiickkiii hapmakonel
Ne R1-CEP 2002-214-Rev 03 (3atBepgeHo: R1-CEP
2002-214-Rev 02) gns gitoyoi peyosuHu Paracetamol
Bifl BXe 3aTBepmxeHoro BupobHuka Novacyl (Wuxi)
Pharmaceutical Co., Ltd., China, sikuii 6yB fOMNOBHEHWIA
OL}iHKOI PU3WMKIB LLOA0 eNeMEeHTHUX AOMILLOK BignoBigHO
£o sumor ICH Q3D Guideline for elemental impurity, wo
npeacTtasneHo B gogatky 2 o CEP. 3minu | Tuny -
3MiHu 3 sKocTi. CepTudikat BignosigHOCTI/lE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOB/IEHOTO cepTugikaTa BignoBigHOCTI ab0 BUYYEHHS
cepTudpikaTa BignoBigHOCTI EBponelickbkiii hapmakoner:
ons A®l; onsa BuxigHoro
mMarepiany/peareHTy/npoOMKHOIO NPOAYKTY, L0
BVKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBPONEChKIl
papmakonei) - OHOBMEeHWIA cepTudikar Bif yxe

3aTBEPAKEHOr0 BUPOBHUMKA - [0gaHHS OHOB/IEHOTO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkii thapmakonei
Ne R1-CEP 2002-214-Rev 04 (3atBepmxeHo: R1-CEP
2002-214-Rev 03) ana gitovoi peyosmHu Paracetamol
BiJ BXe 3aTBepmxeHoro BmpobHuka Novacyl (Wuxi)
Pharmaceutical Co., Ltd., China y 3B’A3Ky 3i 3MiHO0O
HanucaHHs agpecu BupobHuka A®l, hakTnyHe micue
po3TallyBaHHA He 3MIHIOETLCA. AK Hacnifok,
npuBeAeHHs pefakLii Haszsy BUPOBHUKa Ajto4oT
peyoBuHn B MKA /13 B p. «Cknag» y BignoBigHIiCTb A0
CEP: [itoua pegakuyis: Novacyl (Wuxi) Pharmaceutical
Co. Ltd. 8 Guang Shi Xi Road China-214 185 Wuxi,
Jiangsu Province. MponoHoBaHa pegakuis: Novacyl
(Wuxi) Pharmaceutical Co., Ltd. 16, Guangshi Road,
Meijing Village, Luoshe Town, Huishan District China-
214 185 Wuxi, Jiangsu Province. 3miHu | Tvny - 3minun 3
akocTi. CepTudikaT BignoigHocTi/l E-cepTudikar
BiANOBIgHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MogaHHA HOBOrO abo OHOB/IEHOTO cepTugikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudiikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans A®l; ons
BMXiAHOro marepiasny/peareHTy/npoMiKHOro NpoayKTy,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI A®I; Ans
[0NOMDKHOT peyoBrHU (cepTudikat BignoBigHOCTI
€Bponelicbkiii hapmakonei) - HoBuit cepTudikar Big,
HOBOrO BMPOGHMKa (3aMiHa abo [oNoBHEHHS) NogaHHsA
HOBOro cepTudiikaTa BiNoBiAHOCTI EBPONECHKIi
thapmakonei Ne R1-CEP 2002-020 - Rev 09 gns gjto4oi
pevoBuHM Paracetamol Big HOBOro BUPOGHUKa
FARMSON PHARMACEUTICAL GUJARAT PRIVATE
LIMITED
171. | SAMEKCEH pO3uunH oNs iHekuiii, | MpusartHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a - UA/15163/01/01
50 mr/mn, no 2 mn B akuioHepH akuioHepHe TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
amnyni; no 10 e TOBapUCTBO thapmakoHarnagy (iHwi 3MiHn) 3MiHM BHECEHO B TEKCT
amny/s B navuj 3 TOBapuCTB "lekxim-Xapki" MapKyBaHHs1, a came BU/Ty4eHO iH(hopMaLiito poCilicbKoro
KapTOHy; Mo 2 M/ B 0 "Nlekxim- MOBOIO: 3a3Ha4eHO Ha3BY /iKapCbKOro 3acoby
amnyni; no 5 amnyn Xapkis" NaTUHMLEI Ha MepPBUHHIN yNakoBLj; 3a3Ha4eHo y n. 15
B 6nictepi; no 2 iHcbopMmaL,ito Wo0 NoKasaHb Ta NPoTUNoKasaHb; y n. 17
6nictepun y nauui 3 3a3HauveHo iHhopMaLiito NPO 3aMOBHYKa; NepeHeceHo
KapToHy; Nno 5 Mmn B OAMHWLi BUMIpOBaHHA B cucTemi Si 3 n.n. 6 Ta 17 go n.n.
amnyni; no 5 amnyn 2 Ta 4. BBeAeHHs 3MiH MPOTAroM 6-Tu MicsLiB nicns
B NauLi 3 KAPTOHY; 3aTBEPMKEHHS
no 5 mn B amnyi;
no 5 amnyn B
6nictepi; no 1
6nicTepy y navui 3
KapTOHY
172. | 3VAOBYOUH | po34nH opasibHUiA FETEPO IHais leTepo /1a63 IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | 3a - UA/17965/01/01
no 50 mr/ 5 mn no JIAB3 Nimiteq T1ny - 3MiHK Wwoao 6e3nekn/epekTUBHOCTI Ta peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
240 mn y chnakoHi, NIMITEL, thapmakoHarnsgy. BeegeHHs abo 3miHu o
no 1 donakoHy y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
pa3om i3 10 mn (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemMy
LUNPULIOM NS5 dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobw,
nepopasnbHOro BiANOBIAA/ILHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
[o3yBaHHA i 1,5 mn KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asiBHuKa Ans
[03yBa/TbHUM 3[jicCHeHHs hapmMakoHarisay B YKpaiHi, KO0 BoHa
LINPULLOM Y BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BignoBiganbHOI 3a
KapTOHHiiA Kopo6Lli 3AiicCHeHHA hapMakoHarnsagy (BKIYaUM KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MmileHHI MacTep-taiina

cucteMun chapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX

YNOBHOB&XXEHOI 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a

thapmakoHarnsg,. 3mMiHa KOHTaKTHOT 0CobuM 3asiBHUKA,

BignoBigasIbHOI 3a hapmakoHarnsag B YkpaiHi. Jitova

pepakuis: Hypies EngaHxis Animosuy. MNponoHosaHa

pepakuis: Tonokesuy Bonogumup HOpiiioBuy. 3miHa

KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi
173. | SUHEPUT® NMOPOLLIOK ANsi YEMNA®A | HimeuyunH NEO dapma A/C [OaHis BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 6e3 - UA/4359/01/01

NpUroTyBaHHSA PM a TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenma
pO34nHYy AN ApuHraimit thapmakoHarnagy (iHwi 3MiH1) 3MiHNM BHECEHO [0 TEKCTY
30BHIiLUHBOrO Tenb MapKyBaHHS NepBUHHOT YNakoBKW ikapCbKoro 3acoby B
3acTocyBaHHs; 1 6X n. 6. «IHWE» Ta A0 TEKCTY MapKyBaHHSA BTOPUHHOT

NAacTUKOBUIA
chnakoH "A" 3
MOPOLLKOM
(epuTpomiuuHy 1,2 1
Ta LUMHKy auetary,
ourigparty,
MiKpOHi30BaHOro
0,36 ) ans
NpUroTyBaHHs
pO3UnHy Ans
30BHIiLUHBOrO
3aCcTocyBaHHs, 1
NAacTUKOBUiA
chnakoH "B" 3
PO3UYNHHVKOM
(avizonponin
cebakar, eTaHon
6e3B0aHMiA) no 30
M/1 Ta annikaTop
(kpuwka ans
NpUroTyBaHHs
nikapcbkoi hopmm
Ta [03yBaHHSA
ofepXaHoro

PO34MHY) Y

ynakosku B M. 6. «OCOBJINBI SACTEPEXXEHHA
O A0 3BEPIFTAHHA NIKAPCBbKOIO 3ACOBY Y
HEAOCTYMNHOMY AN1A ,ﬂ.lTE|7| MICUI», n. 9. «<YMOBW
3BEPIFTAHHA», n. 17. «IHWE>»
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Mmr no 10 TabneTok y
6nicTepi; no 1 abo
10 6nicTepiB y
KOpo6Li 3 KApTOHY

y3arasibHeHNX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3arasibHeHUX AaHuX Npo cucTemy
hapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTemu chapmakoHarnagy) 3miHa KOHTaKTHUX JaHux
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMoBIga/IbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHMKA,

BiANoOBigasIbHOI 3a hapmakoHarisg B YkpaiHi. flitoua

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KapPTOHHI KOpo6Lj
174. | IBYNPOM Kancysnm m'ski no FOHina6, CWA MepBuHHE Ta Monbwa/ BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 6e3 - UA/13880/01/01
CMNPUHT 400 mr no 6 kancyn n BTOPUHHE HigepnaHgn TMny - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMii 3aci6. peyenma
MAKC y 6nicTepi; no 1 nakyBaHHs, KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa y
6nictepy B KOHTpO/b Ta MeToAax BUNPoOyBaHHS rOTOBOrO /iKapCbKoro 3acoby
KapTOHHI kopobuyj; Bunyck cepii: TOB (iHwWi 3miHW y MeTogax BunpobyBaHb (BKIOYaUM 3aMiHy
no 10 kancyn y HOC dapmadis, abo OONOBHEHHS)) 3MiHAa Y MeTogax BUNpobyBaHHs
6nictepi; no 1 a6o MonbLa; roTOBOrO JliKapCbKoro 3acoby a came, fofaBaHHA Y-
no 2 6nictepu B Brpo6HuuTBO Ta mMeToay ANS igeHTudikauii 4itouoi peyoBmHW. 3MiHu |
KapTOHHIA KopooLi KOHTPO/b AKOCTI TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
npoaykty in bulk, KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
KOHTPONb B MeTo4ax BUNPOOYBaHHSA rOTOBOrO /iKapCbKoro 3acoby
npoueci (He3HayHa 3MiHa y 3aTBEPMAKEHNX METOAAX
BUPOGHMLTBA, BUNPO6YBaHHS). 3MiHa CTOCYETbCA MoAMAiKaLii cnocoby
KOHTPO/b cepii: noAaHHsA KpUTepiiB A1a koedilieHTa cumeTpii niky y
MateoH BiANOBIAHOCTI 3 BUMOraMu Y/HHOI €BponeicbKoi
Coptaxenc b.B., thapmakonei: 3: AcumeTpisa niky ibynpodeHy noBnHHa
HigepnaHgu; 6yTn mix 0,8-1,5 Ha: AcumeTpis niky i6ynpodeHy mae
KoHTponb cepii: BiAnoBigaTV BUMOram YvHHOI €Bp. ®apm. 3miHa
Mpokci CTOCYETbCS YCIX aHani3iB, y AKUX BUKOPUCTOBYETLCSA
Na6opaTtopis b.B., meToa BEPX: BwmicT/igeHTudikauis ibynpoceny,
HinepnaHvgn KinbkicHuiA BMicT, Po3urHeHHs, MpoaykTu posknagy
ibynpocpeHy. 3miHu | TUny - 3miHK 3 siKoCTi. FoTOBMIA
nikapcbknii 3aci6. KOHTpoNb roToBOro NikapCbKoro
3acoby. 3miHa napameTpiB cneyudikauiin Ta/abo
[0NyCTUMMUX MEX rOTOBOrO J1iKapCbKoro 3acoby (iHLi
3MiHM). 3MiHa CTOCYETLCS BUAAIEHHS NO3HAYOK «BP»:
napamMeTp, L0 KOHTPO/IOETLCA A8 HepPo3(hacoBaHOro
NpoAyKTY Npu BUMYCKy» Ta «FP»: napameTp, Lo
KOHTPONIOETLCA HA FOTOBOMY JliKapCbKOMY NPOAYKTI npu
BUMYCKY», 5IKi BAKOPUCTOBYIOTLCA A4/15 BCIX NapameTpis y
cneumnagikaui.
175. | IMATEPO® TabneTku, BKPUTI leTepo IHAiA [eTepo /1a63 IHAisA BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a - UA/15837/01/02
NNiBKOBOK Na63 Nimiteq Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKOH0, Mo 400 Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu fo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
pepakuis: Hypie EngaHiz Animosuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CObY 3asBHMKa,
Bi4NoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi
176. | IMATEPO® TabneTku, BKPUTI leTepo IHais letepo /1a63 IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a - UA/15837/01/01
NNiBKOBOIO Na63 Nimiteq MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom
060/10HKOH0, Mo 100 Nimiteq thapmakoHarnagy. BeegeHHs abo 3miHu o
Mr no 10 TabneTok y y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
6nicTepi; no 1 abo (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
10 6nicTepiB y thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coow,
KOpo6Li 3 KapTOHY BiANOBIAA/ILHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asBHuKa 415
3[jicHeHHs1 hapMakoHarisay B YKpaiHi, SKLOo BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0CO6MU, BigNoBiganLHOI 3a
3piicHeHHs hapmakoHarnagy (BKIH0HYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cucteMun chapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOBaXXEHOI 0COOM 3as1BHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobuM 3asiBHUKa,
BignoBigasIbHOI 3a hapmMakoHarnsag B Ykpaini. Jditova
pepakuis: Hypies EngaHxisz Animosuy. MNponoHosaHa
pepakuis: Tonokesud Bonogumup HOpiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarisa B YkpaiHi
177. | IMIBAUMA NOpOLLOK AN My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a - UA/17123/01/01
pPO34nHYy N akuioHepH akuioHepHe My - 3MiHK 3 AKOCTi. APl BupobHMUTBO. 3MiHa peyenmom
iHcpysiin, 500 mr/500 e TOBapuUCTBO BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy,
Mr; 1 donakoH 3 TOBapucTB "HaykoBo- LLIO BUKOPUCTOBYHOTLCSA Y BUPOGHMYOMY npoueci AdI,
NOPOLLKOM Y naui o] BMPOGHUUNIA a60 3MiHa BUPOGHYMKa (BKNtOYAUKM, ae HeobxigHo, micue
"HaykoBo- LeHTp npoBefeHHs KOHTPOI0 AKocTi) AdI (3a BiACYTHOCTI
BMPOGHUY "BopLyariBcbkuii cepTudikaTa BigNoBigHOCTI EBponeiickkili hapmakonei y
WA LEHTP XiMiKo- 3aTBEPKEHOMY [10ChE)(3anpOnoOHOBaHNI BUPOGHUK
"Bopuuaris thapmaueBTUYHWi HaNexuTb [0 Tiei camoi BUPOBHWUYOT rpynu MignpuemcTs,
CbKuit 3aBog" Lo /i 3aTBEepAKeHniA) - 3MiHa aapecy BUPOGHMKa Aitoyoi
XiMiko- peyoBuHM ImMiniHeM Ta LiynactaTviH, NOPOLLIOK
thapmaues (cybeTaHuis) ACS DOBFAR S.p.A., ITanis; 3minu Il Tuny
TUYHWIA - 3MiHN 3 AkocTi. AP, (iHWi 3MiHK) - MNogaHHA
3asof” OHOBNEHOro AM® Big, BUpOOHUKA AiH0HOT peYOBUHU
IminiHem Ta LjunactatuH, nopoLok (cy6cTtaHuis) ACS
DOBFAR S.p.A., Itania
178. | IHOMNPAHON Tabnetku no 500 mr My6niuHe YKpaiHa My6niuHe YKpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: TexHiYHa 3a - UA/20131/02/01
no 10 TabneTtok y akuioHepH akuioHepHe nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) peyenmom
6nictepi, no 2 a6o 4 e TOBap1CTBO BunpaBneHo TexHiYHy NOMWAKY y TEKCTi MapKyBaHHS
6nictepu B nayuj TOBapuUCTB "Haykoso- NepPBUHHOT YNakoBKM MIKAPCbKOro 3acoby, AonyLLeHy npu
o] BMPOGHNYMI peecTpauii (Haka3 MO3 YkpaiHn Ne 1866 Big 30.10.2023
"HaykoBo- LeHTp p.): 3atBepmkeHo: n.2 KIJIbKICTb AIK0YOI PEHOBUHN
BMPOGHUY "BopLyariBCbKuii Tabnetka no 500 mr (mg) 3anponoHosaHo: n.2
Wi LEHTP XiMiKo- KI/IbKICTb AIK040l PEYOBUHW TabneTkn no 500 mr
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
"Bopuaris hapmaLeBTUYHNI (mg) 3a3HaueHe BUNpaB/IEHHS BigNoBigaE matepianam
CbKWiA 3asog” peecTpaLiiHoro gocbe
XiMiko-
thapmaues
TUYHWI
3asofa”
179. | IPUTEPO KOHLeHTpaT Ans leTepo IHgjis [eTepo /1a63 IHAisa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a - UA/16087/01/01
pPO34nHYy AN Na63 Nimiteq TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
iHdysiA, 20 mr/mn no Nimiteq thapmakoHarnsigy. BeegeHHs abo 3miHu go
2 mn (40 mr) abo no y3arasibHeHuX AaHnX Npo cuctemy hapmakoHarnsgy
5 mn (100 mr) y (BBELEHHSA y3araslbHEHNX AaHUX NPO CUCTEMY
dhnakoHi; no 1 thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
dhiakoHy y Kopobui BiANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0c0obu 3 hapMakoHarnagy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarisay B YKpaiHi, AKLWO BOHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0CcO6U, BiAMNOBIAa/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BK/IHUYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHI macTep-thaiina
cucteMun dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOB&XEHOI 0CO6M 3as1BHYKA, BifnoBigabHOT 3a
hapMakoHarniag. 3miHa KOHTaKTHOT 0CO6M 3asBHMKA,
BiANOBIga/IbHOI 3a hapMakoHarnag B YkpaiHi. [itoua
pegnakuis: Hypies EngaHisz Animosud. MponoHoBaHa
pepakuis: Tonokesny Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiANoBiAa/IbHOI 32 hapmakoHarnsa B YkpaiHi
180. | Noa po3uuH Ans MPAT YkpaiHa BiANOBIgaIbHUIA 3a Ykpaina BHECEHHS 3MiH 40 peecTpaLiinHmx MmaTepiasis: 3MiHu | 6e3 - UA/8248/01/01
30BHiLIHBbOIO "PITOPA BMPOGHMLTBO, Tuny - 3MiHK Woao 6e3nekn/epekTNBHOCTI Ta peyenma
3acTOCyBaHHS, PM" nepBuHHe hapmakoHarnagy (iHwi 3miHn). 3MiHn 4o po3gainy
cnupToBuWin 5 % no nakyBaHHs, "MapkyBaHHA" MKA 113.

10 mn, a6o no 20
M1, abo no 100 mny
dhnakoHax

KOHTPO/b AKOCTI
Ta BMNYCK cepil:
MPAT
"®ITOPAPM",
YKpaiHa,;
BiANOBIgaIbHUI 3a
BMPOGHMLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/1b AKOCTI:
N "KINA® ",
YkpaiHa

3atBepmkeHo: MKA N3: TIPA®IYHE OPOPMJIEHHA
YTMNAKOBKW. fogaetbea. 3anponoHosaHo: MKA /13:
MAPKYBAHHA
3riiHO 3aTBEPAXXEHOro TEKCTY MapKyBaHHA. 3MiHu | Tuny
- 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHW). BHeceHHs
TEeXHIYHMX NpaBoK Ao po3ginis 3.2.P.5.1. Cneuudpikauis
Ta 3.2.P.5.2. AHaniTU4YHIi METOAMKN, a TaKoX
BMMNpaBieHHs opdorpadivHnx Ta TEXHIYHUX NOMUIOK Y
MKSA N3, y po3ginax: Cknag; Cneuudpikauis; Metoan
KOHTPO/IO; YNaKoBKa.
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyueHHs
BMPOGHWYOT AinbHUL (BKIHOYAKUM AinbHUL ansa Adl,
NPOMDXHOro NpoAykTy abo roToBOro JikapcbKoro 3acoby,
AiNbHUUI N8 NpOoBEAEHHS NakyBaHHS, BUPOOHYKa,
BiANOBI4A/IbHOIO 3a BUMYCK Cepiii, MicLie NPOBeAEHHS
KOHTPOSI0 cepii) abo nocTavasibHMKa BUXIGHOTO
marepiany, peareHty abo AONOMIKHOT PeYOBMHU (SIKLLO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

181.

KANbLIA -A3

AciHo

3a3HaveHo y gocke) (A.7. 1A)

BunyueHHs Bupo6Huka A®I Mog: BAT "Tpoiiuskuii
opHuiA 3aBog", pociicbka theaepauis. 3amwaTchbs
anbTepHaTUBHI BUPo6HMKK gaHoro A®l: Witec Gmbh,

HimeuuunHa; SQM Europe NV, Yini. 3MiHu | Tuny -

AOMIHICTpaTMBHI 3MiHW. BUy4YeHHs1 BUPOGHWYOT
AinbHUUI (BkIOYatoumn AinbHuui 4na A®|, npoMixHoro
npoAyKTy abo rotToBOro NikapcbKoro 3acoby, AiNbHULI

[N NpOBEfieHHA NakyBaHHS, BUPOOHNKa,
BiANOBIAA/IbHOIO 3a BUMYCK CePiii, MiCLie NPOBeAEHHS

KOHTPO/I0 cepii) abo nocTavasibHMKa BUXIGHOTO

marepiany, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLO
3a3HayeHo y A0ckeE). BunyyeHHs Bupo6Hmka AdI Vog;

BAT "HBO" Vlogo6pom", YkpaiHa. 3a/miuanTchs
anbTepHaTUBHI BUPOBHMKK gaHoro A®l: Witec Gmbh,

HimeyunHa; SQM Europe NV, Yini.

nocsBi0OYeHHs

182.

HIKOMEA, 3
ANENBCUHO
BUM
CMAKOM

TabneTku XyBasbHi
no 20 a6o no 50,
a6o no 100
TabneTok y hNakoHi;
no 1 dnakoHy B
KapTOHHIA KOpooLi

Papma Al

LLiBeiiuapi
P

Ackep KoHTpakT
MaHydhekuepiHr
AC

Hopseris

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHN BHECEHO B NEPBMHHY Ta BTOPUHHY YNakoBKY
nikapcbkoro 3acoby y po3gin «4ATA 3AKIHUEHHA
TEPMIHY MPNAATHOCTI», a TakoX BHECEHO
YTOYHEHHS iH(hopMaLii CTOCOBHO /10roTUNY 3asBHUKA.
TepmiH BBEAEHHSA 3MiH - NPOTAroM 6 micauis nicns
3aTBEPAKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecu MicLs NPOBaXEHHS
LisTbHOCTI BUPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco0by, BK/IYaumn AinbHNULL BUNYCKy cepii abo micue
NPOBELEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAAE BMPOGHMK/IMNOpPTEpP, BK/OYAOUM BUMYCK
cepiid). 3MiHa HaliMeHyBaHHs1 BUPOGHMKa /13, y 3B'A3Ky
3 TUM, WO KomnaHisa Ackep KoHTpakT MaHydekuepiHr AC
cTana HOBMM BNacHUKOM. BupobHuua ginbHuus, agpeca
Ta yci BUpo6HMYi onepauii 3a/MWatoTbCs He3MiHHUMMU.
3MiHU BHECEHO B IHCTPYKLiO 415 MEAUYHOT0
3aCTOCyBaHHS /iKapcbKoro 3acoby o0 HaliMeHyBaHHS
BMPOOHUKA 3 BigNOBIAHNMM 3MIHAMM Y TEKCTI
MapKyBaHHS! yNakoBKW /likapcbkoro 3acoby. TepMiH
BBE/EHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPKEHHS.

6e3
peuyenma

nionsieae

UA/3541/01/01

KANbLIA -A3
HIKOME/A, 3
M'ATHUM
CMAKOM

TabneTku XxyBasbHi
no 30 a6o no 100
TabneTok y hNakoHi;
no 1 donakoHy B
KapTOHHI KopooLi

AciHo
dapma Al

LLsenuapi
a

Ackep KoHTpakT
MaHydekuepiHr

Hopseris

BHECEHHS 3MiH 40 peecTpaLiinHmx maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn).
3MiHVN BHECEHO B NEPBUMHHY Ta BTOPUHHY YMakoBKY
nikapcbkoro 3acoby y po3ain «JATA 3AKIHUEHHSA
TEPMIHY MPNAOATHOCTI», a TakoX BHECEHO
YTOYHEHHS iHhopMaLlii CTOCOBHO JIOrOTUMY 3asiBHMKA.

6e3
peyenma

UA/10610/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
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Bupo6HuK

KpaiHa
BUPOGHUKa
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Ymosu
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yBaHHS*
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peecmpayiliHo2o

183.

TepmiH BBEAEHHSA 3MiH - MPOTAroM 6 micauis nicns
3aTBEPAKEHHS.
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu MicLs NPOBaXeHHS
LisANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro Nikapcbkoro
3ac06y, BKIOYauM finbHULi BUNYCKY cepii abo micue
NpOBeLEHHS KOHTPOJTO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAAaEe BMPOGHMK/iMNOPTEpP, BK/OUAOUM BUMYCK
cepiit). 3miHa HalimeHyBaHHA BUPOGHUKa 13, y 3B'A3Ky
3 TUM, Wo KomnaHisa Ackep KoHTpakT MaHydekuepiHr AC
cTana HOBMM BNacHWKoM. BupobHuua ginbHuus, agpeca
Ta yci BUpo6HMUI onepadii 3a/MwatoTbCs HE3MiIHHUMMU.
3MiHU BHECEHO B IHCTPYKLi0 415 MEAUYHOTO
3aCTOCyBaHHS /ikapcbKoro 3acoby o0 HaliMeHyBaHHS
BMPOGHMKA 3 BiANOBIAHUMM 3MIHAMU Y TEKCTI
MapKyBaHHS1 yNakoBKW Jlikapcbkoro 3acoby. TepMiH
BBEJEHHS 3MiH NpoTAroM 6 micAuis nicas
3aTBEPAKEHHS.

nocsBi0OYeHHs

184.

KANbLIA-A3
HIKOMEZ,
OCTEO®OPT
E

TabneTku XyBasbHi
no 30 a6o no 60,
a6o no 90 TabneTok
y donakoHi; no 1
dhnakoHy B
KapTOHHI KOopoo6Li

AciHo
dapma Al

LLiBefiuapi
)

Ackep KoHTpakT
MaHydekuepiHr
AC

Hopgeris

BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3MiHu |
TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMEHYBaHHS
Ta/abo agpecu micLsa NPOBaMKEHHS OisNIbHOCTI
BMPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BKJ/IIOYaA0UM AiNbHWLI BUNYCKY cepii abo Micue
NPOBELEHHS KOHTPO/TO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/iIMNOpTEpP, BK/OYAOUM BUMYCK
cepiid). 3MiHa HaliMeHyBaHHs1 BUPOGHMKa /13, y 3B's3Ky
3 TUM, WO KomnaHisa Ackep KoHTpakT MaHydekuepiHr AC
CTana HOBMM BNacHUKOM. BupobHuua ginbHuus, agpeca
Ta yci BUpo6HMUi onepauii 3a/MwatoTbCs HE3MiHHUMMU.
3MiHM BHECEHO B IHCTPYKLiO 415 MeANYHOT0
3aCTOCyBaHHS /iKapcbKoro 3acoby o0 HaliMeHyBaHHS
BMPOOHUKA 3 BigNOBIAHNMM 3MIHAMM Y TEKCTI
MapKyBaHHS! yNakoBKW flikapcbkoro 3acoby. TepMiH
BBE/EHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEePMKEHHSA. 3MiHM | TUNy - 3MiHM Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW).
3MiHN BHECEHO B NEPBMHHY Ta BTOPUHHY YNakoBKY
nikapcbkoro 3acoby y po3gin «4ATA 3AKIHUEHHA
TEPMIHY MPNAATHOCTI», a TakoX BHECEHO
YTOYHEHHS iH(hopMaLii CTOCOBHO /10roTUNY 3asBHUKA.
TepmiH BBeAEHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS.

6e3
peyenma

UA/12922/01/01

KAHLEKOP®

TabneTkyn no 4 mr no
7 TabneTok y
6nicTepi; no 2, abo
no 4, abo no 8, abo
no 12, abo no 14

KPKA,
4.4a., Hoso
MecCTo

CnoseHis

KPKA, a.4., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu |
Tuny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTumLi
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
ON15 MeMYHOro 3acToCcyBaHHSA

3a
peyenmom

He
nionseae

UA/11678/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
6nictepiB y reHepnyYHUX/ribpuagHNXx/6ionogibHNX nikapcbknMx 3aco6is

KapTOHHI kopobuyj;
no 14 tabneTtok y
6nictepi; no 1, abo
no 2, a6o no 4, abo
no 6, abo no 7
6nictepiB y
KapTOHHI kopobuyj;
no 15 TabneTtok
6nicTepi; no 2, abo
no 4, a6o no 6
6nictepis y
KapTOHHI KOopoo6Li

nicns BHECEHHSA Tiel camoi 3MiHWN Ha pedhepeHTHW
npenapar (3MiHa He NOTpebye HafaHHA XXOAHUX HOBUX
[0[AaTKOBUX AaHWX). 3MiHVM BHECEHO A0 iHCTPYKLii ANs
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby y po3gin
"Oco6nMBOCTI 3acTOCyBaHHA" 3rigHO 3 iHChopMaLieto
LLIOAI0 MEMYHOrO 3aCTOCyBaHHS pethepeHTHOro
nikapcbkoro 3acoby (ATACAND®, 4 mg, 8 mg, 16 mg,
32 mg, tablets). BBegeHHsi 3MiH NpoTAroM 6-Tu micsauiB
nicns 3aTBepAkKeHHs. 3MiHu | Tuny - 3MiHN WoAao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLT A1 MeANYHOro 3acToCyBaHHSA
Ha nigcTaBi perynspHO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk peaynbTaTt OLiHK/
3BITY 3 JOCNIAKEHb, NPOBEAEHUX BiNOBIAHO 40 NNaHy
negiatpnyHux gocnigpkenb (PIP) (iHwi 3miHW). 3MiHM
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "MobivHi peaxuii”
BiAMOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3neku gjtoyoi
peyoBUHW. BBEeAEHHS 3MiH NPOTAroM 6-TW MicALIB nicns
3aTBEPKEHHS.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iIHCTPYKLT
AN MeAMYHOro 3acToCyBaHHSA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku nikapcbKoro 3acoby, abo
pocnigpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKOro
3acoby B nic/sipeecTpaviiHvii nepiod, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCNiMKEeHb, NpOBeAEHUX BIANOBIAHO A0
nnaHy negiatpuyHmx gocnigpkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHNM YNOBHOBEXKEHNM OPraHom).
3MiHM BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3acTOCyBaHHSA NiKapCbKoro 3acoby y po3aim
"®apmakonoriyHi BnactmBocTi”, "lMokazaHHA",
"MpoTunokasaHHsA", "B3aemMogis 3 iHLWIMMU NikapCbKMu
3aco6amu Ta iHWi BUAW B3aemogiii”, "OcobnmsocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3n", "Mitn",
"Mo6iyHI peakuii" BiA4NOBIAHO [0 OHOBJIEHOI iHhopMaLii 3
6e3neku fjtoyoi pevoBnHN. BBeAeHHS 3MiH NpoTArom 6-
TV MicsILiB nicns 3aTBepMkKeHHS. 3MiHu | Tuny - 3MiHn
oo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW).
3MiHN BHECEHO A0 IHCTPYKLii A1 MeAUYHOro
3acTocyBaHHA NikapcbKoro 3acoby y po3ain “MobivHi
peakuii” 1WoA0 BaXMBOCTI 3BiTYBaHHSA NPO NOGiYHi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
peakuji. BBegeHHs 3MiH MPOTAroM 6-Tv micsLiB nicns
3aTBEPAKEHHS.

185. | KAHOEKOP® | Tabnetks no 8 mr no KPKA, CnoBeHis KPKA, 4.4., Hoso CnoseHis BHECEHHS 3MiH 40 peecTpaLinHmx maTepiasis: 3MiHu | 3a He UA/11678/01/02
7 TabneTtok y n.4a., Hoeo MecTO Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom | nionsizae
6nictepi; no 2, abo MecTo thapmakoHarnagy. 3MiHU y KOPOTKili XapakTepucTumLi

no 4, a6o no 8, abo
no 12, a6o no 14
6nictepiB y
KapTOHHI kopobuyj;
no 14 tabneTok y
6nictepi; no 1, abo
no 2, a6o no 4, abo
no 6, ao no 7
6nictepiB y
KapTOHHI kopo6Lyj;
no 15 Tabnetok
6nictepi; no 2, abo
no 4, a6o no 6
6nictepiB y
KapTOHHIA Kopoo6Li

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT
AN MeANYHOro 3acTOCyBaHHs
reHepuUHMX/ribpuaHNX/6ionoAibHMX Nikapcbkmx 3aco6iB
nicns BHECEHHS Tiel camoi 3MiHW Ha pedhepeHTHWi
npenapar (3mMiHa He noTpebye HafaHHA XOLHNX HOBMX
[0[aTKOBMX AaHuX). 3MiHM BHECEHO [0 IHCTPYKLUIT Ans
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby y po3ain
"Oco6MBOCTI 3aCTOCYBaHHA" 3rifHO 3 iHdhopMaLlieto
00 MEAMYHOrO 3aCTOCyBaHHs petdepeHTHOro
nikapcbkoro 3acoby (ATACAND®, 4 mg, 8 mg, 16 mg,
32 mg, tablets). BBefeHHsi 3MiH NpoTArom 6-Tn MicALUIB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHK Woao0
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAnYHOro 3acToCyBaHHA
Ha nigcTaBi perysisipHO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimxeHb 3 6esneku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpayiinnii nepiog, abo sk pesyibTaT OLiHKM
3BITY 3 JOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NNaHy
negiatpuyHmx gocnimxkers (PIP) (iHWi 3MiHK). 3MiHW
BHECEHO 10 IHCTPYKL,i 415 MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3gin "MobiyHi peaxuii”
BiANOBIAHO 4,0 OHOB/IEHOT iH(popMaLLii 3 6e3neku aitoyol
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv micsALiB nicns
3aTBEPAKEHHS.
3MiHu | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHS Ha NiAcTasi perynspHo
OHOBJIOBAHOrO 3BiTY 3 6Ge3neKkn Nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acToCyBaHHSA NiKapCbKoro
3acoby B nic/isipeecTpaviiiHmii nepiod, abo sik pesynbTaT
OL|iHKM 3BITY 3 AOCIMHKEHb, NPOBEAEHUX BiANOBIAHO A0
nnaHy negiatpuyHmx gocnigpxes (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM OPraHoM).
3MiHWN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acToCcyBaHHS NiKapCbKoro 3acoby y po3aim
"apmakonoriyHi BnactmsocTi”, "Moka3aHHs",
"MpoTunoka3aHHa", "B3aeMogis 3 iHLIMMY NiKapCbKUMun
3acob6amu Ta iHWi BuAn B3aemogiin”, "OcobmBocCTi
3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta go3un”, "Litn",
"Mo6iyHI peakuii" BigNOBiIAHO A0 OHOBMEHOI iHhopMaLii 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
6e3neku gjloyoi pevyoBnHU. BBeAeHHS 3MiH NpoTarom 6-
TW MicALiB Nicnsa 3aTBepMXeHHsA. 3MiHu | Tuny - 3MiHK
Loao 6e3snekn/edpekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW).
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3ain "MobiuHi
peakuii” o040 BaX/IMBOCTI 3BITyBaHHSA Npo MobGiyHi
peaxuii. BBeieHHA 3MiH NPOTArom 6-Tn MicsLiB nicns
3aTBEPAKEHHS.
186. | KAHAEKOP® | Tabnetku no 16 mr KPKA, CnoBeHisi KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a He UA/11678/01/03
no 7 Tabnetok y n.4a., Hoso MecTo TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
6nicTepi; no 2, abo MecTo thapmakoHarnagy. 3MiH1 y KOPOTKilli XxapakTepucTuLi

no 4, a6o no 8, abo
no 12, a6o no 14
6nictepis y
KapTOHHI kopobuyj;
no 14 tabnetok y
6nicTepi; no 1, abo
no 2, abo no 4, abo
no 6, aéo no 7
6nictepis y
KapTOHHI kopobuyj;
no 15 tabnetok
6nicTepi; no 2, abo
no 4, abo no 6
6nictepiB y
KapTOHHI Kopoo6Li

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
AN MeANYHOro 3acTOCYBaHHS
reHepuUHMX/ribpuAHNX/6ionoAibHMX NikapCbkMx 3aco6iB
nicns BHECEHHs Tiel camoi 3MiHN Ha pedhepeHTHW
npenapar (3mMiHa He NOTpebye HafaHHA XOLHWUX HOBMX
[0AAaTKOBUX AaHWX). 3MiHVM BHECEHO A0 iHCTPYKLii ANns
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKOro 3acoby y po3gin
"Oco6nMBOCTI 3acTOCyBaHHA" 3rigHO 3 iHChopMaLieto
LLIOA0 MEANYHOIO 3aCTOCYBaHHA pethepeHTHOro
nikapcbkoro 3acoby (ATACAND®, 4 mg, 8 mg, 16 mg,
32 mg, tablets). BBegeHHs 3MiH NpoTAromM 6-Tu MicsauiB
nicns saTBepkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acTOCyBaHHS
Ha MigcTaBi perysisipHO OHOBJIIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCYBaHHS NikapCbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 JOCNIKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHux gocnimpkens (PIP) (iHwi 3miHW). 3MiHW
BHECEHO A0 iHCTPYKLiT A1 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "MobivHi peakuii”
BiANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekun Ajtoyoi
peyvoBuHW. BBeAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT
011 MeQUYHOro 3acToCyBaHHA Ha MiAcTaBi perynsipHo
OHOBJIKOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
3acoby B micnsipeecTpayinHnii nepioa, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX BigNOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHMM YNOBHOBAXKEHNM OpraHom).
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
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3asiBHUK
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3asBHUKa
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KpaiHa
BUPOGHUKa
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Ymosu
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Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3MiHN BHECEHO A0 IHCTPYKLii A1 MeAUYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y po3ainm
"dapmakonoriyHi BnactusocTi”, "MokasaHHs",
"MpoTunoka3aHHs", "B3aeMogis 3 iHLUMMY NiKapCbKUMKn
3acobamu Ta iHWi B1uan B3aemMogiid", "OcobnmnBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta gosun", "Litn",
"Mo6iuHi peakwyji" BigNOBiIAHO A0 OHOBEHOI iHhopMaLii 3
6e3neku gjloyoi pevyoBnHU. BBeAEHHS 3MiH NpoTArom 6-
TH MicsliB nicns 3aTBepipkeHHs. 3MiHu | Tuny - 3MiHn
LoAo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHK).
3MiHWN BHECEHO A0 IHCTPYKLi 415 MeAUYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby y po3ain "MobivHi
peakuii” LWoA0 BaXIMBOCTI 3BiTyBaHHSA NPO NOGIYHi
peaxuii. BBeeHHA 3MiH NPOTArom 6-T1 MicsLiB nicns
3aTBEPAKEHHS.

187.

KAHLEKOP®

Tabnetku no 32 mr
no 7 Tabnetok y
6nicTepi; no 2, abo
no 4, a6o no 8, abo
no 12, a6o no 14
6nictepiB y
KapTOHHI kopobuyj;
no 14 TabneTtok y
6nictepi; no 1, abo
no 2, aéo no 4, abo
no 6, aéo no 7
6nictepiB y
KapTOHHI kopobuyj;
no 15 tabnetok
6nicTepi; no 2, abo
no 4, abo no 6
6nictepis y
KapTOHHIA KopooLi

KPKA,
Aa.4a., Hoso
MecTo

CnoseHisi

KPKA, a.4., Hoso
MECTO

CnoseHisa

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKili XxapakTepucTumLi
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
ONs MeANYHOro 3acToCcyBaHHSA
reHepnyYHUX/ribpuaHMx/6ionogibHNX nikapcbknx 3aco6is
nicns BHECEHHSA Tiel camoi 3MiHM Ha pedhepeHTHW
npenapar (3miHa He noTpebye HafaHHA XOLHNX HOBMX
[0[AaTKOBUX AaHWX). 3MiHVM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby y po3gin
"Oco6nMBOCTI 3aCTOCYyBaHHA" 3rigHO 3 iHChopMaLieto
LLOAI0 MEAMYHOrO 3aCTOCyBaHHS pethepeHTHOro
nikapcbkoro 3acoby (ATACAND®, 4 mg, 8 mg, 16 mg,
32 mg, tablets). BBegeHHsi 3MiH NpoTAroM 6-Tn micsAuis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy. 3MiHa y
KOPOTKIl XapaKTepuCTULLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAnYHOro 3acToCyBaHHS
Ha nigcTaBi perynsipHO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviiHuii nepiog, abo sik pe3ynbTaTt OLiHK/
3BITY 3 JOCNIAKEHb, NPOBEAEHUX Bi4NOBIAHO 40 NNaHy
negiatpnyHux gocnigpkenb (PIP) (iHwi 3miHW). 3MiHK
BHECEHO A0 iHCTPYKLiT AN MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "MobivHi peaxuii”
BiAMOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3neku gjtoyoi
peyoBUHW. BBeEHHS 3MiH MPOTArOM 6-TW MicALIB nicns
3aTBEPIKEHHS.
3MiHu | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuLi
NiKapPCbKOro 3acoby, TEKCTi MapKyBaHHA Ta iHCTPYKLT

3a
peyenmom

He
nionseae

UA/11678/01/04
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AN MeANYHOro 3acTOCyBaHHSA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku nikapcbKoro 3acoby, abo
pocnigpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
3acoby B nic/sipeecTpaviiiHvii nepiod, abo sk pesynbTtar
OLLiHKM 3BITY 3 AOCNiMKEeHb, NpOBeAEHUX BIANOBIAHO A0
nnaHy negiatpuyHmx gocnigpkeds (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHNM YNOBHOBEXKEHNM OPraHom).
3MiHM BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3acTOCyBaHHSA NiKapCbKoro 3acoby y po3aim
"®apmakonoriyHi BnactmBocTi”, "lMokazaHHA",
"MpoTunokasaHHs", "B3aemMogis 3 iHLWIMMU NikapCbKMu
3aco6amu Ta iHWi BUAW B3aemogiii”, "OcobnmsocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3n", "Mitn",
"Mo6iyHi peakujii” BiA4NOBIAHO [0 OHOBJIEHOI iHhopMmaLii 3
6e3neku fjtoyoi pevoBnHN. BBeAeHHS 3MiH NpoTArom 6-
TV MicsILiB nicns 3aTBepMkKeHHS. 3MiHu | Tuny - 3MiHn
oo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW).
3MiHN BHECEHO A0 IHCTPYKLii A1 MeAUYHOro
3acTocyBaHHA NikapcbKoro 3acoby y po3ain “MobivHi
peakuii” LWoA0 BaX/IMBOCTI 3BiTYBaHHSA NP0 NOGiYHi
peakuji. BBegeHHs 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPAKEHHS.

188.

KAHANBOP

niodpinizat gns
PO34nHy Ans
iHcpysiiA, no 200 wmr;
no 1 dnakoHy y
Kopoo6Li

Acnipo
dapma
Nimiteq

IHais

Acnipo ®apma
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTKili XxapakTepucTuLi
NiKapCcbKOro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT
AN MeAUYHOro 3acToCyBaHHSA Ha NiACTasi perynspHo
OHOBJOBAHOrO 3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo
pocnigpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKOro
3acoby B nic/isApeecTpaviiiHmii nepiod, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCNiMKEeHb, NpOBeAEHUX BIANOBIAHO A0
nnaHy negiatpuyHmx gocnigxens (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM OpPraHoM)
3MiHV BHECEHO B IHCTPYKLiIO A1 Me4UYHOro
3acToCyBaHHS NikapcbKoro 3acoby Ao po3giny
"B3aemogis 3 iHWMMM flikapCbKMMK 3acobamm Ta iHLLi
BMAM B3aEMOZj" BiANOBIAHO 0 OHOBMEHOT iHGhopMaLyii
{040 6e3neKn 3acToCyBaHHS AiH040i PeYOBUHM 3rigHO 3
pekomeHpauisamy PRAC. TepmiH BBELEHHS 3MiH -
npoTarom 6 MicauiB nicns 3aTBepakKeHHs

3a
peyermom

He
nionsieae

UA/17810/01/01

189.

KAMNEHEKC

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKOt0, No 500
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepis y
Kopo6ui; no 120

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaLiinHmx maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
hapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,
BiNOBIAA/IbHOI 3a 34iICHEHHA hapMakoHarnsay;

3a
peyerimom

UA/17966/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
TabneTtok y KOHTaKTHOI 0c0obM 3 (hapmakoHarnfgy 3asBHuKa 4N
KOHTeliHepi; no 1 3[jficCHEeHHs1 hapMakoHarisay B YkpaiHi, KO0 BoHa
KOHTelHepy y BifAMIHHa Bif YNOBHOBaXeHOI 0CO6M, BiAMNOBIAa/IbHOI 3a
Kopoo6Li 3pjificHeHHs hapmakoHarnsay (BK/IHHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-taiina
cucteMu chapmakoHarnagy). 3mMiHa KOHTaKTHUX JaHux
YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMNOBIga/IbHOI 3a
hapmMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag B Ykpaini. fitoua
pepaxkuis: Hypie EngaHiz Animosuy. NponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CObu 3asBHMKA,
Bi4NoBiAa/IbHOI 32 hapmakoHarnsg B YkpaiHi
190. | KAMEHEKC TabneTku, BKPUTI leTepo IHais leTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a - UA/17966/01/01
NNiBKOBOIO Na63 Nimiteq MRy - 3MiHK WoA0 6e3nekn/edPeKTUBHOCTI Ta peyenmom
060/10HKOI No 150 Nimiteq thapmakoHarnagy. BeegeHHs abo 3miHu o
mr; no 10 TabneTok y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
y 6nictepi; no 3 abo (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
6 6nictepiB y thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0cobw,
Kopobui, no 60 BiANOBIAA/IbHOI 3a 34ilicCHEHHSA (hapmakoHarnsgy;
Tabnetok y KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asiBHVKa Ans
KOHTeliHepi; no 1 3[jicHeHHs hapMakoHarisay B YKpaiHi, SKLO0 BoHa
KOHTEliHepy y BigMiHHa Bif, yNOBHOBaXEHOT 0CO6MU, BigNoOBiganbLHOI 3a
Kopoo6Li 3piicHeHHs hapmakoHarnagy (BKIH0UYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg,. 3mMiHa KOHTaKTHOT 0cobuM 3asiBHUKa,
BignoBigasIbHOI 3a hapmMakoHarnsag B Ykpaini. Jditova
pepakuis: Hypies EngaHxisz Animosuy. MNponoHosaHa
pepakuis: Tonokesud Bonogumup HOpiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarisa B YkpaiHi
191. | KAMCNON® PO3YUH HALLKIpHWIA, MPAT YkpaiHa BiANOBIgaIbHUIA 32 Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 - UA/1046/01/01
cnupToBwiA; no 10 "PITOPA BUPOGHMLTBO, TUNy - 3MiHM 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN peuenma
My dhakoHi 3 PM" nepBuHHeE, y BUpOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOI
npo6koto- BTOPWHHE AiNbHWLI BUPO6HULTBA A4/19 YacTUHK abo BCbOrO
KpanenbHuLeto, No nakyBaHHs1, BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
4,8 abo 12 KOHTPO/b AKOCTI (AinbHUUSA, Ha AKi NpoBOAATLCS By Ab-AKi BUPO6HUYI

dhnakoHiB B nauuj;
no 100 mn a6o no
200 M1y dhakoHi,
no 1 dpnakoHy B
nadui; no 100 mn
a6o no 200 mn y
dhakoHi 3 Mpo6Koto-
KpanenbHuLeto, no 1
dnakoHy 3

Ta BUNYCK cepil:
MPAT
"®ITOPAPM",
YKpaiHa
BiANoBiganbHUIA 3a
BMPOGHMLTBO,
nepBuHHe,
BTOPUHHE
nakyBaHHs Ta

cTafii, 3a BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
NepBUHHOTO Ta BTOPMHHOIO NakyBaHHS, ANs
HecTepuIbHUX flikapcbknx 3acobiB). CynyTHA 3MiHa-
3MiHu 3 siKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHU y
BMPOGHMLTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(AiNbHULA AN BTOPUHHOMO MakyBaHHS) - 3MiHW 3 AKOCTI.
"OTOBMIA NNikapCbknii 3aci6. 3MiHW y BUpO6HULTBI. 3amiHa
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npo6koto-
KpanenbHULE B
nauu

KOHTPO/Ib SIKOCTi:
AT "Nly6Huchapm",
YkpaiHa

abo BBeAEHHA A0AATKOBOI Ai/TbHUL BUPOGHMLTBA AN
4yacTHM abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
nNiKapcbKoro 3acoby (AinbHULA AN NEPBUHHOTO
nakyBaHHs). BBeeHHs 404aTKOBOT BUPOOHNYOT AiNSHKN
AT "Jly6Hnchapm" 06yMOBNIEHO BUPOGHNYOID
HeoObXifHicTio. BupobHuk AT "/ly6Hndapm” 6yae
BiANOBIAaT 3a BUPOGHMLTBO, NEPBVHHE, BTOPUHHE
nakyBaHHs Ta KOHTPOb AKOCTI. BignosiganbHuM 3a
BUNyck cepii 3anmwaeTtbea MPAT "OITOPAPM". 3MiHn |
TUny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN
Yy BUPOBGHULTBI. 3MiHa iMnopTepa/3miHn, Lo CTOCYHThCA
BMNYCKY Cepii Ta KOHTPOIO0 SIKOCTi FOTOBOrO NikapCbKoro
3acoby (3amiHa abo AofaBaHHA AifbHULI, Ha Kl
3[iACHIOETLCS KOHTPOL/BUNPOGYBaHHS cepii) BBEAEHHS
[0[aTKoBOI BUPOGHMYOT AinaHku AT "JlybHudapm”,
YkpaiHa Ha sikili BiibyBaeTbCs KOHTPO/Ib AKOCTi. 3MiHM |
Tuny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BK/IuYaoumn
AianasoH po3Mipy cepii) roToBOro slikapcbkoro 3acoby
(3MeHLWweHHs fo 10 pasiB) BBeAEHHS 404aTKOBOro
TEOPEeTUYHOTrO 3MEHLLEHOr0 po3mipy cepii /13
(3aTBepmxeHo: 1000 kr (1196,17 n): 12052 chnakoHis no
100 mn, 6026 donakoHiB No 200 m/1, 3aNpoNOHOBAaHO:
1000 «kr (1196,17 n): 12052 conakoHis no 100 mn, 6026
dhnakoHis no 200 mn; 334,4 kr (400 n1): 4000 dpriakoHiB
no 100 mn, 2000 chnakoHis no 200 m). 3MiHuM | Tuny -
3MiHU 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BUMPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby (Hes3HauHa
3MiHa y 3aTBepKeHNX MeTofax BUNpobyBaHHs) -

B po3gini MKA "KinbkicHe Bu3Ha4yeHHs. Cyma
KancaiynHoigis" po3unHeHHA ®C3 kancaiuuHy ta ®C3
HOHiBaMmifly BUHECEHO Y NPUMITKY SK NPUroTyBaHHSA
BMXi4HOrO po3unHy. BkasaHo TepMiH npuaaTHOCTI
BUXIAHOIO PO34nHy 6 mic. 3MiHu Il TMny - 3MiHK 3 SKOCTI.
A®|. BUpobHMLTBO. 3MiHa BUPOGHMKA
BMXi4HOro/MPOMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCA Y BUpoBHMYOMY npoueci A®l, abo
3MiHa BUPOGHWMKa (BKNOYatouu, ae HeobxigHo, micue
npoBefeHHs KOHTPOI0 SKocTi) AdI (3a BiACyTHOCTI
cepTudpikaTa BigNoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [0CbE)(BBEAEHHS HOBOTO BUPOGHMKA
A®| 3 HagaHHAM MacTep-haiina Ha ADl) BBeAeHHS
[04,aTKOBOro BUPo6HUKa A®| HacTolikM N1oAiB nepuo
cTpyukoBoro (Capsici fructus) gpi6Ho nopizaHux(1:10)
(excTpareHT eTaHon - 90 %) - AT "Jly6Huchapm", YkpaiHa

192.

KAPBAMASE
MiH-

Tabnetkn no 400 mr
no 10 TabneTtok y

ToBapuct
BO 3

YKpaiHa

BCi cTagii
BMPOGHMLTBA,

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu |
TUny - 3MiHM 3 AKOCTI. [0TOBWIA NikapCcbKWii 3aci6. 3MiHK

3a
peyenmom

He
nionseae

UA/7327/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
340POB'A 6nictepi, no 5 06MeXeHo KOHTPO/1b SKOCTI, y BUPOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOI
POPTE 6nictepiB y 10 BUNYCK cepil: AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro
KapTOHHiiA Kopo6Li Bignosiga ToBapucTBo 3 BMPOGHMYOrO NPOLECY roTOBOrO MiKapPCbKOro 3acoby
NbHICTIO 0bMexeHoto (@inbHUUSA, Ha AKi NpoBOAATLCS Oy Ab-AKi BUPO6HUYI
"®bapmaue BiANOBIAA/ILHICTIO cTafii, 3a BUHATKOM BUMYCKY CEepili, KOHTPO/IHO AKOCTI,
BTUYHA "papmMaueBTUYHa NepBUHHOro Ta BTOPUHHOIO NakyBaHHA, 4114
KOMMaHis KOMMaHis HeCTepW/IbHUX JTiKkapCbknx 3aco6iB)
"3popos'a” "3popos'a”, CynyTHs 3MiHa
YkpaiHa - 3MiHK 3 siKOCTi. TOTOBMIA Nikapcbkuii 3aci6. 3MiHn y
BCi cTagii BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
BUPOBHMLTBA, AiNbHWLI BUPOBHULTBA AN1A YacTUHK abo BCbOro
KOHTPO/Ib SIKOCTI, BUPOBHMYOro NPoLEecy roToBOro NikapCbKoro 3acoby
BWMYCK Cepil: (BiNbHULA 4719 BTOPMHHOIO NakKyBaHHS);
ToBapucTBo 3 - 3MiHu 3 siKOCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHU y
06MeXeHot BMPOGHMLTBI. 3amiHa abo BBeAEeHHS [0AaTKOBOI
BiANOBIAA/IbHICTIO AiNbHULI BUPOBGHMLTBA A1 YacTUHM abo BCbOro
"OAPMEKC BMPOBHMYOro NpoLecy roToBOro Mikapcbkoro 3acoby
FPYIM", YkpaiHa (AiNbHUUA ANA NEPBMHHOIO NakyBaHHS) - BEAEHHS
[0[aTKOBOro BUPOOHMKA rOTOBOTO /liKapCbKoro 3acoby -
TOB “©APMEKC I'PYI", YkpaiHa. BBeieHHs 3MiH
NPOTAroM 6-T1 MICALIB MiCNA 3aTBEPKEHHS;
3MiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbkWii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIK0 SKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo JoAaBaHHA BUPOGHKKA,
Lo Bignosigae 3a BBe3eHHA Ta/abo BUNycK cepir) -
Bkntoyaroun KOHTPOb/BUNPOBYBaHHSA cepii - foAaBaHHSA
BMpO6HUKa - TOB “@APMEKC I'PYT1", YkpaiHa Lo
BignoBigae 3a KOHTPO/Ib AKOCTI Ta BUMNYyCK cepil /13.
3MiHU BHECeHi B po3ainuv "BUpobHKK" Ta
"MicLe3HaxomkeHHs1 BUPOOHMKa Ta agpeca Micus
NPOBaXEHHS NOro AisNIbHOCTI" B iIHCTPYKL,ito Ans
MeJMNYHOro 3aCTOCYBaHHA LWOA0 A0AAaBaHHA BUPOOHUYOT
AiNbHULI Ta AK HACNifOK - 3aTBEPAKEHHA A04ATKOBOrO
TEKCTY MapKyBaHHS yNakoBKW NikapcbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
3aTBEepMKEHHS; 3MiHM | TMNy - 3MiHW 3 AKOCTI. FOTOBMIA
nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa po3mipy
cepii (BKIOYaOUM gianasoH po3mipy cepii) roToBoro
nikapcbKkoro 3acoby (iHLWi 3MiHN) - BBEAEHHS
nofaTkoBoro po3mipy cepii (30 kr — 55,555 tuc.
TabneTok) roToBOrO JliKapCbKOro 3acoby A1 HOBOT
AinbHUU BUpobHuytBa TOB “©APMEKC IPYT”,
YKkpaiHa. BBeeHHs 3MiH npoTAromM 6-tm micAuiB nicns
3aTBEPKEHHS
193. | KAPBOMA KOHLeHTpaT Ans AKKopA, Monba Brpo6HMUTBO IHgis/ BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a He UA/13716/01/01
pPO34MHYy NS Xenckea roToBOro Benvka TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenmom | nidssieae
iHdpy3ii, 10 mr/mn no Moncka nikapcbKkoro Bputanis/ dhapmakoHarnsay (iHwi 3mMiHn) 3MiHM BHECEHO A0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
5 mn, a6o no 15 mn, Cn. 3 0.0. 3acoby, nepBuHHe Manbta/ IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS NiKapCbKoro
a6o no 45 mn, abo Ta BTOPUHHE YropwmHa 3acoby fo po3giny "Mo6iyHi peakuii” (wono
no 60 mMn y d1akoHi; nakyBaHHs, NoBiAOMIEHHS NPO NiJO3PHOBaHi NOGIYHI peakLii), a
no 1 conakoHy B KOHTPO/b SIKOCTI TakoX [0 IHCTPYKLT AN MeANYHOro 3acTOCYBaHHS
KapTOHHIA Kopoo6Li cepii: IHTac nikapcbKoro 3acoby gofaHo po3giny "3asBHuk" Ta
dapmacbloTikan3 "Micue3HaxomkeHHs 3asaBHVKA". TepMiH BBEAEHHS 3MiH
Nimites, IHAisA npoTArom 6 micsuis nicns 3aTBepmkeHHs. 3miHu Il Tuny -
BTopuHHe 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
nakyBaHHs: dhapmakoHarnsgy. 3MiHW y KOpOTKili xapakTepucTui
Akkopp, Xenckea NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
NimiTea, Benvka AN MeAUYHOro 3acToCyBaHHs
BpuTanis; reHepuyHUX/ribpuaHMx/6ionogibHNX nikapcbknx 3acobis
Brpo6HMUTBO nicns BHECEHHA Tiel camoi 3MiHWN Ha pedhepeHTHWi
roToBOro npenapar (3miHa, Ky Heo6Xi4HO B NoAasibLLOMY
nikapcbKoro 06r'pyHTYBATN HOBYMU [OAATKOBUMU AAHUMUN
3acoby, nepBuHHe (Hanpukiag NOpPIBHAHHICTb GiONOTIYHNX NiKAPCbKUX
Ta BTOPUHHE npenaparis)) 3MiHM BHECEHO A0 IHCTPYKUiT Ans
nakyBaHHs, MEeAMYHOro 3aCTOCyBaHHSA MiKapcbKoro 3acoby Ao
KOHTPO/b AKOCTI po3ginis "OcobamBocTi 3acTocyBaHHs", "lNMo6iyHI peakuii™
cepii 3rigHO 3 iH(hopmaLieto LWoA0 MeANUYHOIO 3aCTOCYBaHHSA
(anbTepHaTMBHMI pedyepeHTHOro flikapcbkoro 3acoby (Carboplatin 10
BMPOGHUK): IHTac mg/ml Intravenous Infusion UK).
dapmacbloTikan3 TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuis nicns
Nimitea, IHgis; 3aTBepKeHHsA
KoHTporsb sikocTi
cepii: Papmagiokc
Xenckea NT4,,
ManbTa,;
dapmasanig ta.
Mikpob6ionoriyHa
naboparopis,
YropumHa;
BignoBiganbHwii
3a BUNyCK cepil:
Akkopfa Xenckea
NimiTen, Benuka
BpuTaHin
194. | KAPAOCA/I® | Tabnetku, BKPUTI MeHapiHi Nokcemby Bupo6bHMLTBO "in HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/7139/01/01
nnoc NNiBKOBOIO IHTepHeLw pr bulk": JAIUI MRy - 3MiHK WoA0 6e3nekn/edpeKkTNBHOCTI Ta peyenmom nionseae
20/12,5 o60oHKoto, no 20 oHan CAHKIO HOPOYT thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO 0
mr/12,5 wr; no 14 Onepeiiw 'M6X, HimeuuunHa; IHCTPYKLUIT A8 MeANYHOr0 3aCTOCYBAHHS JiKapCbKOro
TabneTtok y 6nictepi; OHC MepBuHHE Ta 3acoby Ao posginy "®dapmakonoriyHi BnactmsocTi”
no 1 aéo no 2 INokcemby BTOPUHHE BiAMNOBIAHO A0 pekomeHaauii EMA/CMDh/947907/2022
6nictepu B pr C.A. nakyBaHHs, CTOCOBHO [laH/X NPO KaHLEepOoreHHICTb, K

KapTOHHI Kopoo6Li

KOHTPO/Ib Ta
BUMYCK Cepiii:
BEP/IH-XEMI AT,
HimeuunHa,;

3a3HavyaroTbCA B iH(hopMaLii MPo AOKAIHIYHI faHi 3
6e3nekn. BBegeHHa 3MiH NpoTsArom 6-Tv micsALiB nicns
3aTBepXeHHs. 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. 3miHm y




167

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BMPOGHMLTBO "in KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
bulk", nepBrHHe MapKyBaHHS Ta IHCTPYKLUIT A8 MeANYHOro 3aCTOCYBaHHS
Ta BTOPUHHE Yy 3B’A13KY i3 HOBUMW JaHUMW 3 AKOCTI, AOKNIHIYHUMW,
nakyBaHHs, KNIHIYHUMKM JaHnMK Ta AaHumu 3 dapMakoHarnagy -
KOHTPONb Ta 3MiHM BHeceHO A0 IHCTPpyKUii Ana MeguyHoro
BUMNYCK CEpiii: 3acToCyBaHHSA NikapcbKoro 3acoby Ao po3gainy
MeHapiHi-®oH "®apmakonorivyHi B/1laCTMBOCTI", @ caMme BHECEHHS
XeligeH Mv6X, YTOUYHEeHb iH(hopMaL,ii Npo pesynbTaTy AOCNiIKEHHS
HimeuunHa POADMAP. BeefieHHs 3MiH NPOTAroM 6-Tu MicsiL,iB
nicns 3aTBepAKEHHS
195. | KAPAOCA/I® | TabneTku, BKPUTI MeHapiHi Nokcemby Bupo6bHMLTBO "in HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/7140/01/01
NKC 20/25 NNiBKOBOIO IHTepHeLw pr bulk": JAIUI MRy - 3MiHK WoA0 6e3nekn/edpeKkTNBHOCTI Ta peyenmom nionseae
o60oHKoto, no 20 oHan CAHKIO HOPOYT thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO 0
Mmr/25 mr, no 14 Onepeiiw 'M6X, HimeuunHa; IHCTPYKLUIT A8 MeAWYHOr0 3aCTOCYBaHHS JiKapCbKOro
TabneTtok y 6nictepi; OHC MeHapiHi-®oH 3acoby Ao posginy "®dapmakonoriyHi BnactmsocTi”
no 1 aéo no 2 INokcemby XenpgeH M'vbX, BiAMNOBIAHO A0 pekomeHaauii EMA/CMDh/947907/2022
6nictepu B pr C.A. HimeuuunHa; CTOCOBHO [laH/X NPO KaHLEepOoreHHICTb, SAKi
KapTOHHI KOPOOL MepBuHHE Ta 3a3HavaroTbCs B iHhopMaLii Npo AOKNIHIYHI AaHi 3
BTOPUHHE 6e3nekn. BBegeHHa 3MiH NpoTsArom 6-Tv micsLiB nicns
naxkyBaHHs, 3aTBepXeHHs. 3MiHu Il Tuny - 3MiHK Woao
KOHTpO/b Ta 6e3nekn/echekTMBHOCTI Ta hapmakoHarnsagy. 3miHm y
BUMYCK Cepiii: KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
BEP/IH-XEMI AT, MapKyBaHHS Ta IHCTPYKLUIT A48 MeANYHOro 3aCTOCYBaHHS
HimeuunHa,; Y 3B’A3KY i3 HOBYMU AaHUMU 3 SKOCTi, AOK/IHIYHUMMU,
MeHapiHi-®oH KTIHIYHUMU JaHVMK Ta faHuMuy 3 chapmakoHarnagy -
XeligeH Mv6X, 3MiHM BHEeCeHO A0 IHCTPpyKUii Ans MeguyHoro
HimeyunHa 3acToCyBaHHSA NikapcbKoro 3acoby Ao po3giny
"®apmakoorivyHi B/1lacTMBOCTI", @ caMme BHECEHHS
YTOUYHEeHb iH(hopMaLii Npo pesynbTaTy AOCNIIKEHHS
POADMAP. BeefeHHs 3MiH MPOTAroM 6-Tu micsL,iB
nicns 3aTBepAKeHHs
196. | KATAKCON Kpansi O4Hi, pO34nH, TOB YkpaiHa yYopna TypeyunHa BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu | 3a - UA/17621/01/01
0,15 mr/mn, no 15 "YOPN[, MEOVUWH 1TAY TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta peyenmom
MY dpriakoHi- MEANLN CAH. BE TIAX. thapmakoHarnagy (iHwi 3MiHM) OHOBEHHSA TEKCTY
KpanesibHuuj; no 1 H" A.LL MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNaKoBKM
hnakoHy- nikapcbkoro 3aco6y. BeegeHHs 3MiH NpoTsarom 6-1u
KpanesibHULi B MicsILiB Micns 3aTBePKEHHS
KapTOHHI Kopoo6Lli
197. | KBETUKCON TabneTkn, BKPUTI 3AT JInToBCbka AkTasic /1T4. ManbTa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHu | 3a - UA/13882/01/01
NNiBKOBOIO «®apmnira | Pecny6nik TMny - 3MiHK 3 aAkocTi. CepTudikaTt BignosigHocTi/IE- peyernmom
060/10HKOIO, N0 25 » a cepTudikaT BifgnoBigHOCTI €Bponelickkilt

mr; no 10 TabneTok
y 6nicTepi, no 3
6nictepu y
KapTOHHIN navuj

thapmakonei/MoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBigHOCTI EBponelickbkivi hapmakoner:
ansa Adl; onsa BuxigHoro
Mmarepiany/peareHTy/npoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudiikaT BiAMOBIAHOCTI EBPONENCHKI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
hapmakonei) - OHoBeHUIA cepTudikat Bif yxe
3aTBEPAKEHOro BUPO6HMKa. MogaHHA OHOBEHOro
cepTudikaTa BignoBigHOCTIi EBponeiickkiii hapmakonel
R1-CEP 2015-153-Rev-01 (3atBepmxeHo: RO-CEP
2015-153-Rev-02) ansa Oitoyvoi pevoBuHY KBeTianiHy
dymaparT Bif 3aTBEpAKEHOr0 BUpo6bHMKa HETERO
LABS LIMITED, India
198. | KBETUKCO/N TabneTku, BKPUTI 3AT JNnToBCbka AkTasic /114. ManbTa BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a - UA/13882/01/02
NNiBKOBOIO «®apmnira | Pecnybnik TMny - 3MiHKn 3 AkocTi. CepTudikaT BignosigHocTI/IE- peyenmom
o060s10HKot0, Mo 100 » a cepTudikaT BigNoBigHOCTI EBpoNeNiChKii
mr, no 10 TabneTok hapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
y 6nicTepi, no 3 OHOBJ/IEHOTO cepTudikarta BifgnoBigHOCTI abo BUTyYEHHS
6nictepu y cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei:
KapTOHHIN nayui ansa A®l; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BVKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudhikaTt BiANOBIAHOCTI EBPONECHKIlt
hapmakonei) - OHoBMeHUIA cepTudikaT Bif yxe
3aTBepKeHOro BUpo6Huka. MNMogaHHA OHOBIEHOro
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei
R1-CEP 2015-153-Rev-01 (3atBepmxeHo: RO-CEP
2015-153-Rev-02) gns [ito4oi peqyoBUHU KBETianiHy
doymaparT Bif 3aTBepKeHoro BupobHuka HETERO
LABS LIMITED, India
199. | KBETUKCON TabneTku, BKPUTI 3AT JNnToBCbka AkTasic /1T4. ManbTa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a - UA/13882/01/03
NNiBKOBOIO «®apmnira | Pecnybnik TMny - 3MiHKM 3 AKkocTi. CepTudikaTt BignosigHocTI/IE- peyenmom
o060510HKot0, Mo 200 » a cepTucpikaT BigNoBigHOCTI EBpoNeNichKii
Mr, no 10 TabneTok hapmakonei/moHorpadii. NMogaHHA HoBOro abo
y 6nicTepi, no 3 OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUYYEHHS
6nictepn y cepTudiikaTa BignoBiAHOCTI EBpoNeNichKiin hapmakonei:
KapTOHHIN nayui ona Adl; ansa BuxigHoro
matepiany/peareHTy/npoMKHOI0 NPOAYKTY, L0
BMKOPVCTOBYIOTbCH Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEChKIlt
papmakonei) - OHoOBEHWIA cepTudikarT Bif yxe
3aTBEepKEHOro BUpobHyvka. MNMogaHHA OHOBEHOrO
cepTudikaTa BigNoOBiAHOCTI EBponeiickbkiit hapmakonei
R1-CEP 2015-153-Rev-01 (3aTBepaxeHo: RO-CEP
2015-153-Rev-02) gns [lito4oi peqyoBUHU KBETIaniHy
dhymaparT Big, 3aTBepAkeHoro BupobHuka HETERO
LABS LIMITED, India
200. | KETOAIH cynosuTopii CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHu | 6e3 - UA/5825/01/01
BariHasibHi no 400 YKpaiHCbK YKpaiHCbKO- Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenma
Mr; no 5 o- icnaHcbke hapmakoHarnagy (iHwi 3MiHn) - OHOBNEHHSA TEKCTY
cynosmTopiis y icnaHcbke niANpueEMCTBO MapKyBaHHS BTOPVHHOI yNakoBKM /ikapCbKoro 3acoby, a
CTpuni; No 2 cTpunu nignpuemc "Cnepko YkpaiHa“, came BUyYEHHS iH(popMaLlii, 3a3Ha4eHoT POoCiiiCbKO
B nauLj 3 KapTOHY TBO YkpaiHa MOBOI. TepMiH BBEAIEHHS 3MiH NPOTAroM 6 micauis

"Cnepko

(MOBHWIA UMK

Micns 3aTBEPAXKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
YkpaiHa" BVMPOGHMLTBA,
BUNYCK cepil;
KOHTPO/b SIKOCTI)
201. | KETOAIH Kpem, 20 mr/r; no 15 CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 6e3 - UA/5825/02/01
ry 1y6i; no 1 Ty6i B YKpaiHCbK YKpaiHCbKO- TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenma
nauui 3 KapToHy o- icnaHcbke thapmakoHarniagy (iHwi 3MiHn) - OHOB/IEHHS TEKCTY
icnaHcbke niANpueMCTBO MapKyBaHHS BTOPVHHOT yNakoBKM MikapCbKoro 3acoby, a
nignpuemMc "Cnepko YkpaiHa", came BUyYEHHS iH(pOpMaLlii, 3a3Ha4eHOT POCiiCbKO
TBO YkpaiHa MOBOW. TepMiH BBEA,EHHS 3MiH NPOTAroM 6 micauis
"Cnepko (NOBHWIA LMKN nicns 3aTBepmXeHHs
YkpaiHa" BUPOGHMLTBA,
BWMYCK Cepil;
KOHTPO/1b SIKOCTi)
202. | KETONAK Tabnetku no 10 mr AT YkpaiHa AT "KUIBCbKUI Ykpaina BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3miHu | 3a He UA/4802/01/01
no 10 TabneTtok y "KUIBCbK BITAMIHHUIA MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionseae
6nictepi; no 1 nn 3ABO4" thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumui
6nictepy B navui BITAMIHH nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
W Q18 MEAMYHOTO 3aCTOCYBaHHs
3ABO4" reHepnyYHUX/ribpuaHNx/6ionogibHNX nikapcbkMx 3acobis
nicns BHECEHHSA Tiel camoi 3MiHWN Ha pedhepeHTHWA
npenapar (3miHa He NoTpebye HafaHHA XOLHUX HOBMX
[04aTKOBUX faHuX) 3MiHM BHECEHO [0 IHCTpyKUiT aAnsa
MeAMYHOro 3acTOCYBaHHA /ikapCbKoro 3acoby A0
po3ginis: "®apmakonoriyHi BnactusocTi”,
"MpoTunokasaHHA", "B3aemMogisa 3 iHLWIMMU NikapCbKMu
3aco6amu Ta iHLWi BUAY B3aemogiii”, "OcobimBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog BaritTHoCTi abo
rogyBaHHs rpyaa”, "Cnocib 3actocyBaHHs Ta fo3un”,
"Mo6ivHi peakui™ BigNOBIAHO A0 OHOB/EHOT iHchopmaLi
pedhepeHTHOro nikapcbkoro 3acoby KETAHOB,
Tabnetku, BKpUTIi 060/10HKO, No 10 mr. BBeAeHHS 3MiH
NPOTSArom 6-Tv MiCsILiB NiCNs 3aTBEPAKEHHS
203. | KETONIBWH® | rpaHynu gns BIFA®AP ITanis NA.®A.PE. C.P.J1. ITanis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHu | 3a He UA/19991/01/01
0paJsIbHOIO PO34NHY MA C.P.J. TMny - AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro peuyenmom | nidssieae
no 80 mr; no 30 3aco6y. 3MiHVM BHECEHO 010 Ha3BM NiKapCbKoro
calle B KapTOHHIN 3acoby. 3atBepgxeHo: KETOJI3NH. 3anponoHoBaHo:
navui KETONISVH®
204. | KIOBIr pO34nH aNa iHdysili Takega ABcTpist BMPOGHMLTBO, Benbrisi/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu | 3a - UA/16884/01/01
100 mr/mn; no 10 mn | MaHydbeky nepBrHHE Ta ABCTpis TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
(1 r/20 mn), no 25 YPIHr BTOPVHHE Ta/abo agpecy 3asiBHMKa (B/laCHUKa peecTpaviiiHoro
mn (2,5 r/25 mn), 50 AscTpis nakyBaHHs, nocBigYeHHS). 3MiHa HaliMeHyBaHHSA 3asiBHUKA 3
mn (5 /50 mn), 100 Al KOHTPO/Ib SKOCTI Bakctep Al' (Baxter AG) Ha Takega MaHychekuypiHr

M (10 r/100 mn),
200 mn (20 r/200
M), 300 mn (30
r/300 mn) y dpnakoHi;
no 1 dnakoHy B
Kopo6ui

N3, Bunyck cepii:
Bakcanta
Benpxiym

MaHydekTypiHr
CA, Benebrist
KOHTPO/Ib SIKOCTi

AscTpist AI' (Takeda Manufacturing Austria AG). Agpeca
3a/mMwaeTbea 6e3 3MiH. BBeeHHs 3MiH NpoTArom 6-Tu
MiCALIB NicNs 3aTBEPAKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
rN3:
Takena
MaHydbekuypiHr
ABcTpist AT,
ABCTpist
205. | KlOBII pO3unH ANs iHdysii Bakcrep AscTpist BMPOGHMLTBO, Benbrisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a - UA/16884/01/01
100 mr/mn, no 10 mn Al nepBrHHE Ta ABCTpIs Tuny - 3MiHK 3 skocTi. CepTudikaT BignosigHocTI/lE- peyenmom
(1 r/20 mn), no 25 BTOPVHHE cepTudikaT BignoBigHOCTI EBponelickkiii
M (2,5 /25 mn), no nakyBaHHs, hapmakonei/MoHorpadii. MogaHHs HOBOro abo
50 mn (5 r/50 mn), KOHTPO/b AKOCTI OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
no 100 mn (10 r/100 N3, Bunyck cepi: cepTudpikaTa BifnNoBiAHOCTI EBponeiichkiin hapmakoner:
ms1), no 200 mn (20 Bakcanta ans Adl; onsa BuxigHoro
r/200 mn), no 300 Benpxiym marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
M (30 r/300 mn) y MaHydekTypiHr BVKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
dhnakoHi; no 1 CA, benbris; peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONECHKIN
h1akoHy B KOPOOL KOHTPO/b AKOCTI hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
N3: Takepa 3aTBepXeHOro BUpo6HuKa - OHoBNeHHs Ph. Eur.
MaHydbekuypiHr ceptudiikaty Ans renapvHy Hatpito 3 R1-CEP 2002-006-
ABcTpist AT, Rev 08 Ha R1-CEP 2002-006-Rev 09
ABCTpist
206. | KOBI®OP niogpinisat gns leTepo IHAiA Acnipo ®apma IHAisA BHECEHHS 3MiH 40 peecTpaLiinHmx MmaTepiasis: 3MiHu | 3a - UA/18752/01/01
KOHUEeHTpaTy Ans Na63 Nimiteq Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
pO34nHYy AN Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu fo
iHcpysiin, no 100 mr 1 y3araslbHeHnX AaHnx npo cuctemy thapmakoHarnsgy
h/1aKoH Y KapTOHHIl (BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
Kopobui, no 6 hapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
KapTOHHMX KOPOHOK BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsaay;
Y KapTOHHi Kopobuyi KOHTaKTHOi 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6WU, BiAMNOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucteMu dhapmakoHarnsgy). 3mMiHa KOHTaKTHUX JaHux
YMOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMOBIga/IbHOI 3a
hapMakoHarnag. 3miHa KOHTakTHOT 0CO6M 3asBHMKA,
BiANOBigasIbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pegpakuis: Hypies Enganisz Animosuy. lNMponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6Y 3asiBHMKA,
Bif4noBigaNbHOI 3a thapmakoHarnsag B YkpaiHi
207. | KOKAPHIT niogpinizat gna TOB YkpaiHa E.LTM.L.Ko. erunet BHECEHHS 3MiH [0 peecTpavyiiiHux maTepianis: 3MiHu | 3a He UA/8392/01/01
PO34MHYy oNns "YOPN[, MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niossieae
iH'ekyjin; 3 amnynu 3 MEANLN hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTuui
nioghinizatom y H" NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLT

KOMM/IeKTi 3 3
amnynamu
po3unHHuKa (0,5%
PO34MH NigoKaiHy

AN MeAUYHOT0 3aCTOCYBaHHS Ha NiACTaBi perysisipHo
OHOBJ/IOBAHOIO 3BiTYy 3 6Ge3neku fikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
3acoby B micnsipeecTpaliiiHnii nepiod, abo sik pe3ynbTar
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
rigpoxnopuay) no 2 OL|iHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BifNOBIAHO A0
M/ Y KOHTYpHili nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
YapyHKOBIi Y3rO[PKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHUM OpraHom)
ynakosLj; no 1 3MiHU BHECEHO A0 IHCTPYKLiT 418 MeanyHOro
KOHTYPHili 3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainy "Mo6iyHi
YapyHKOBI ynakoBLi peakuii" BignosigHo Ao pekomeHgauii PRAC EMA.
B KQPTOHHI kopobuj TepmiH BBeA,eHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPAXKEHHS
208. | KOMBILUATP NOPOLLIOK ANsi AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu | 6e3 - UA/19918/01/01
OH OpasibHOro PO34NHY; "Papmak” Tuny - 3MiHn 3 akocTi. A®L. KoHTponb A®L. 3miHa y peyenma
no 13,60 r B calue; MeTofax BunpobysaHHsa APl abo BuxigHoro
no 10 cawe y nauui marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETbLCA Y NpoLLeCi BUPOo6HMLUTBA AD|
(He3HauHi 3MiHKN y 3aTBEpPKEHNX MeTofax
BMMPOGYBaHHS).
HesHauHi 3MiHW y 3aTBEpPAXEHNX MeToAaxX
BMNpo6yBaHHa A®I MapaueTtamon 3a .
«lgeHTudikanis», a came- npuBeAeHH METOAVKN [0
MoHorpadii EP Mapauetamon. 3milu | Tuny - 3miHu 3
AKocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BMNpobyBaHHA APl abo BuxigHOro
marepiany/npomMiKHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTBa ADI
(He3HauHi 3MiHM y 3aTBEPMAXEHUX MeTogax
BMNPO6YBaHHSA). He3HauHi 3MiHN y 3aTBEpAKEHNX
MeTofax BunpobysaHHa A®I MNapaueTtamon 3a n.
«CynpoBigHi AOMILLKM», & came- NPUBEAEHHA METOAUKN
[0 moHorpadii EP MapaueTtamon. HopmyBaHHs 3a
[aHUM NOKa3HUKOM He 3MiHMIocs.
209. | KOHKOP® TabneTkun, BKpUTI Mepk HimeuunH Mepk Xenckea HimeuunHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a - UA/3322/01/03
NNiBKOBOIO Xenckea a KraA Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKO10, 1Mo 10 KraA hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO [0 TEKCTY
mr; no 30 TabneTok MapKyBaHHsi NEPBMHHOT YNaKoBKM JliKapCbKOro 3acoby B
y 6nicTepi; no 1 n. 6. «IHWE>» Ta 40 TEKCTY MapKyBaHHA BTOPUHHOT
6nictepy y ynakoBku B n. 8. «AATA 3AKIHYEHHA TEPMIHY
KapTOHHI kopobuyj; NMPUOATHOCTI», n. 17. «IHWE». BBegeHHs 3MiH
no 25 tabneTok y NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXEHHSA. 3MiHN |
6nicTtepi; no 2 TMNy - 3MiHK 3 IKOCTI. FOTOBWIA Nikapcbkuii 3aci6.
6nictepn y KoHTposb rotoBoro nikapcbKoro 3acoby. 3miHa y
KapTOHHiiA Kopo6Lli mMeToAax BUNPoGyBaHHSA roTOBOrO iKapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXKEHNX METOAAX
BMNpoGyBaHHA) HesHauHi 3MiH1 J0 MeTogjB
BUMPOOYBaHHA 3a NnokasHukamu «lgeHTudikadisy,
"KinbkicHe BU3HavyeHHs" Ta "Bu3HavyeHHs ynctotun”
210. | KOHKOP® TabneTkn, BKPUTI Mepk HimeuumnH Mepk Xenckea HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | 3a - UA/3322/01/02
NNiBKOBOIO Xenckea a KraA Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom
060/10HKOI0, N0 5 Mr; KraA thapmakoHarnagy (iHwi 3MiH1) 3MiHW BHECEHO [0 TEKCTY

no 30 TabneTok y

MapKyBaHHsi NEPBMHHOI YNaKOBKY flikapcbKoro 3acoby B




172

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
6nictepi; no 1 n. 6. «IHWE» Ta Ao TekcTy MapKyBaHHS BTOPUHHOI
6nictepy y ynakoBku B . 8. «AATA 3AKIHYEHHA TEPMIHY
KapTOHHiiA Kopo6Lj; NPUOATHOCTI», n. 17. «IHWE». BBegeHHs 3MiH
no 25 tabneTok y NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHM |
6nictepi; no 2 TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
6nictepu y KOHTposb rotoBoro fikapcbKoro 3acoby. 3miHa y
KapTOHHI KopooLi MeToJax BUNPO6YBaHHS rOTOBOTO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAKEHNX METOAAX
BMNpo6yBaHHA) HesHauHi 3MiH1 [0 MeTogiB
BMMNPOGYBaHHSA 3a NokasHukammn «lgeHTrdikauis,
"KinbkicHe BU3HaveHHs" Ta "Bu3HavyeHHs ynctotun”
211. | KOHKOP® TabneTkn, BKPUTI Mepk HimeuunH Mepk Xenckea HimeuunHa BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu | 3a - UA/3322/01/01
KOP NAiBKOBOO Xenckea a KraA, TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib. peyenmom
060/10HKOM0, M0 2,5 KraA KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
mr; no 10 TabneTok MeToAax BUNPOOYBaHHSA rOTOBOrO /iKapCbKoro 3acoby
y 6nicTepi; no 3 (He3HayHa 3MmiHa y 3aTBEpMAKEeHUX MeTofax
6nictepu B BUNPOBYBaHHS). He3HauHi 3MiHM [0 MeToaiB
KapTOHHI Kopoo6Li BMNPOOYBaHHA 3a NokasHukammn «laeHTudikauis»,
"KifibkicHe BU3Ha4YeHHs" Ta "BM3Ha4YeHHa YicToTn'.
212. | KOPAIAMIH- PO3YUH AN1s1 iH'EKLNA, Tosapuct YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a - UA/7812/01/01
340POB'A 250 mr/mn, no 2 mn BO 3 BMPOGHMLTBA, TMNy: 3MiHK 3 AKOCTIi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHM Y |  peyenmom
B amnyni; no 5 06MeXeHo KOHTPO/1b SKOCTI, BMPOGHMLTBI. 3amiHa abo BBeAEeHHS J0AaTKOBOI
amnyn y 6nictepi; no 10 BUNYyCK cepil: OiNbHUL BUPOGHMLTBA A1 YaCTUHM ab0 BCbOro
2 6nictepu B Bignosiga ToBapucTso 3 BMPOBHMYOro NPOoLEecy roToBOro SikapCbKoro 3acoby
KOpPOOGLii 3 KapTOHY; NbHICTHO 06MexeHo (@inbHUUSA, Ha AKi NpoBOAATLCS OyAb-AKi BUPOGHUYI
no 2 mna B amny/i; "®bapmaue BiANOBIAAILHICTIO cTagji, 3a BUHATKOM BUMYCKY Cepii, KOHTPOO SKOCTi Ta
no 10 amnyny BTUYHA "papmMaueBTUYHa BTOPUHHOIO NakyBaHHA A1 CTEPUIbHUX NiKapCbKUX
6nictepi; no 1 KOMnaHis KOMNaHis 3aco6iB (BK/1HOYAKUM BUPOGIEHI aceNTUYHUM METOL0M),
6nictepy B kopobui 3 | "3popoB'a” "3p0pos'a", KpiM nikapcbknx 3acobiB 6i0N0rivYHOro/iMmyHO0r4YHOro
KapTOHY; No 2 MN B YKpaiHa NOXO[KEHHS) - 3 METOK HalbiNbLL pauioHaIbHOro
amnyni; no 10 BCi cTagil BUKOPVCTaHHA BUPOGHNYMX MOTYXXHOCTEN, 3 TOUKM 30pYy
amnys y KapTOHHil BUPOGHMLTBA, MapKeTMHrOBOI AOLiNbHOCTI Ta 36iNbLUeHHs 06’emy
Kopoo6Li KOHTPO/b AKOCTI: NpoAyKLii, BBOAUTLCA A0AATKOBA AiNIbHULSA
AKLjioHepHe BMPOOHMLTBA /151 BCbOrO BUPOOHMNYOIO LMKITY, OKPIM
TOBapUCTBO BMNYCKY cepii - AKLiOHepHe ToBapuncTBo "lannucapm”
"Tanuudapm", (ansa nakyBaHHa Ne 10(10x1) y 6nicTepi B KOpPoo6L).
YkpaiHa BBefeHHs 3MiH NpoTAroM 6-t1 micAuis nicns

3aTBepMAKEHHS . CynyTHA 3MiHa: 3MiHM 3 SKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHM Yy BUPO6HMLTBI. 3amiHa abo
BBEJEeHHA [0AaTKOBOI AiNlbHUL BUPOGHMLITBA AN
4yacTnHK abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWUUA 415 BTOPUHHOTO
nakyBaHHs) BBefieHHA 3MiH NPOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHST; 3MiHW | TUNY: 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa
ab0 gofaBaHHs AiNbHULI, Ha AKili 30iCHI0ETbCA




173

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

KOHTPONb/BMNPOGYBaHHSA cepii) - BBeaeHHs AoaaTKoBil
OiNbHULI BUpO6HMLTBA AKLLIOHEpHE TOBApUCTBO
"Tanuuchapm" (YkpaiHa, 79024, JlbBiBCbka 06/1., MiCTO
NbBiB, Bymusa OnpuLlkiBcbka, 6yauHOK 6/8) Ha sikiii
3[iICHIOETLCS KOHTPO/b SIKOCTi. BBEAEHHSA 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPIKEHHS; 3MiHM |
TMNy: 3MiHW 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3miHN y
BMPOOHULTBI. 3MiHU Y NpoLeci BUpo6HMLTBA rOTOBOrO
NiKapCbKOro 3acoby, BK/IHOYAKUM NPOMIXKHUIA NPOAYKT,
LL|0 3aCTOCOBYETLCSA MPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHULTBA) - He3HauHi 3MiHW y 3aTBEpPAKEHOMY
npotieci BUPo6bHMLTBA A4/15 HOBOI AiNIbHMLi BUPO6HMLITBA
AkuioHepHe ToBapucTBo"anunycapm”, 06ymoBneHi
TEXHIYHUMU XapakTepucTKaMn 06nagHaHHsA. 3MiH y
cneyudikaLii Ta MeTogax KOHTPOJIO iKapCbKoro 3acoby
He Bif6ynocs. BupobHnunii npouec, skuii BKIoYae
OKpeMmi cTagil, 3annwaeTbCcs Takum camvm BeegeHHs
3MiH NpOTArom 6-Tu MiCALIB NicNs 3aTBEPMKEHHS; 3MiHM
| Tyny: 3miHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BK/IouYaoum
AianasoH po3Mipy cepii) roToBOro slikapcbkoro 3acoby
(iHLWi 3MiHW) - Y 3B’13KYy 3 BUPOOGHMYOK HEOOXiAHICTIO
BBEAEHHS 404ATKOBOro po3mipy cepii npenapaty ans
HOBOT AiNbHULI BUPO6HNLTBA AKLLiOHEpHE TOBapNCTBO
"lanuuchapm”, WO 3HAXOAUTLCA 3a afpecoro: YkpaiHa,
79024, NbeiBCbKA 06/1., MicTO JIbBIB, ByNMuA
OnpuwwkiBCcbka, 6yanHO K 6/8,
3aTBEPIXEHO
100 n- 50 000 amnyn
190 n-95 000 amnyn
380 n1- 190 000 amnyn
MponoHoBaHa pefakuis
100 n - 50 000 amnyn
190 n-95 000 amnyn
380 n- 190 000 amnyn
3anponoHoBaHuii po3mip cepii
140 n - 70 000 amnyn
BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS;

3MiHM | Tuny: 3MiHK 3 AKOCTi. FOTOBUIA NiKapcbkuii 3aci6.

KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneundikauiii Ta/abo JOMYCTUMMX MEX
roTOBOrO NiKapPCbKOro 3acoby (BU/Ty4YEHHS HE3HAYHOro
nokasHuka (Hanpuknag 3acTapisioro NokasHuKa, Takoro
AK 3anax Ta cMak, abo igeHTudikauis 6apBHUKIB UK
CMakoBux [06aB0K)) - BunyyeHHs nokasHuka
«AHOMasIbHA TOKCUYHICTb» 3 METO/iB KOHTPOJIKO SKOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
rOTOBOrO JliKapCbKOro 3acoby. 3rigHo 3 BuUMoramu €
(EF 8.0-8.5 PARENTERAL PREPARATIONS, p.796) He
3aCTOCOBYETLCS Hi OAUH NapameTp, sikuii 61 BUMaras
KOHTPO/Ib AA@HOr0 NOKa3HMKa, OCKi/IbKY JTiKapCbkuii 3acio
He € NoXiAHUM NPUPOAHOT CPOBUHU Ta y AKOCTI
NEepPBUHHOTO NMakKyBaHHS HE BUKOPUCTOBYHOTLCS
nonimepHi KOHTelHepu. BBeAeHHSA 3MiH NpOTArom 6-Tu
MicCsILiB Micns 3aTBepKEHHS
213. | KOPCAP® H TabneTkn, BKPUTI AT YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasiB: 3MiHa 3a He UA/18175/01/02
ayo NAiBKOBOO «®dapmak» "MIKPOXIM", 3asBHuKka /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyenmom | nionsizae
060/10HKOH0, M0 160 YkpaiHa noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
mr/12,5 wr, no 10 (FOpunanyHa 460) 3MiHM BHECEHO B iHCTPYKLitO 4151 MEANYHOTO
TabneTtok y 6nictepi, agpeca 3acToCyBaHHSA A0 po3finis "3asBHUK",
no 3 6nictepu y BUPOGHMKE,; "Micue3HaxomKeHHs 3as8BHMKA" Ta B TEKCT MapKyBaHHs
nauuj 3 kKapToHy abo BignosiganbHuii yMakoBKM MiKapCbKOro 3acoby. BeeAeHHS 3MiH NpoTArom
no 9 6nictepiB y 3a BYPOGHMLUTBO 6-Tv MicALiB nicnsA 3aTBepAKEHHS; 3MiHM | Tvny -
nadui 3 KapToHy; No Ta AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby
30 Tabnetok y KOHTPO/1b/BMNPOGY - 3miHa Ha3BM NikapcbKoro 3acoby. 3aTBepakeHo:
6aHui, no 1 6aHuji y BaHHS cepii, ApeHiz-H (ADENIZ-H) 3anponoHoBaHo: Kopcap® H YO
nauui 3 KapToHy BK/IIOYaA0UU (CORSAR H DUO) BBefieHHs1 3MiH NpPOTArom 6-Tu
BUMYCK cepii); MicsLiB MicnsA 3aTBepA)KEHHS; 3MiHu | TUny - 3MiHK Woao
TOB HB® 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
"MIKPOXIM", - OHOB/IEHO TEKCT MapKyBaHHS NepBUHHOI Ta BTOPUHHOT
YkpaiHa yMakoBKM MiKkapCbKOro 3acoby. BeeAeHHS 3MiH NpoTArom
(BignosiganbHwii 6-TV micsALiB nicnsA 3aTBepKeHHs; 3MiHK | TUNY - 3MiHK
3a BMNycCK cepil, oo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsay.
He BK/THoYaroun BeefeHHs abo 3MiHn [0 y3arasibHeHVX AaHnX Npo
KOHTPO/b/BUNPOOY cuctemy hapMakoHarnagy (BBefeHHs y3arasibHeHnx
BaHHs cepii) [aHux npo cuctemy hapmakoHarnsagy, 3amiHa
YMOBHOB&XeHOT 0CO6M, BigNOBIAaNbHOI 3a 34iACHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 hapmakoHarnagy
3asBHMKa A1 34iiCHEHHSA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BiMiHHA Bifj YNOBHOBaXKEHOT 0cobM,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
mMacTep-caiina cuctemu chapmakoHarnagy) - 3miHa
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMOBIga/IbHOI 3a
thapmakoHarnag. ditova pegakuis: €sctparosa IpuHa
IropiBHa. MNMponoHoBaHa pefakuis: Kopaepo ManvHa
AHApiiBHa. 3MiHA KOHTaKTHUX AaHWX YNOBHOBaXEHOT
ocobu 3asBHUKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsa.
3MiHa MicLe3HaxoMKeHHss macTep-haiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiACHEHHS1 OCHOBHOI Aisi/IbHOCTI 3 chapMakoHarnsagy
214. | KOPCAP® H TabneTkn, BKPUTI AT YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 4,0 PEECTpaLiiHNX MaTepiasiB: 3MiHa 3a He UA/18175/01/03
Ayo NNiBKOBOIO «Papmak» "MIKPOXIM", 3asBHuka /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyennmom | nidns2ae
060/10HKOH0, M0 160 YkpaiHa noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne

mr/25 mr, no 10

(fOpugnyHa

460) 3MiHN BHECEHO B IHCTPYKLiIO A718 MeAnyYHOoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
Tabnetok y 6nictepi, agpeca 3acToCyBaHHSA A0 po3inis “"3asBHUK",
no 3 6nicrepu y BUPOGHUKaE,; "Micue3HaxomKeHHs 3a8BHMKA" Ta B TEKCT MapKyBaHHs
nauvj 3 kKapToHy abo BignosiganbHuii yNakoBKM MiKkapcbKoro 3acoby. BeeAeHHs 3MiH NpoTArom
no 9 6nictepiB y 3a BUPOGHMLUTBO 6-Tv MicALiB NicnsA 3aTBepAKEHHS; 3MiHN | Tuny -
nadui 3 KapToHy; No Ta AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby
30 TabneTtok y KOHTPO/1b/BUNPOGY - 3MiHa Ha3BM NikapcbKoro 3acoby. 3aTBepAkeHo:
6aHui, no 1 6aHuji y BaHHS cepii, ApeHiz-H (ADENIZ-H) 3anponoHoBaHo: Kopcap® H YO
nauui 3 KapToHy BK/IIOHA0UN (CORSAR H DUO) BBefieHHs1 3MiH NpOTArom 6-Tu
BUMYCK cepif); MicsLiB nicnsA 3aTBepAKeHHs; 3MiHu | Tuny - 3MiHKn Wwoao
TOB HB® 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
"MIKPOXIM", - OHOB/IEHO TEKCT MapKyBaHHS NepBUHHOI Ta BTOPUHHOT
YkpaiHa yNakoBKM MiKkapcbKoro 3acoby. BeeAeHHS 3MiH NpoTArom
(BignosiganbHuii 6-TV MicsALiB nicnsA 3aTBeppKeHHs; 3MiHN | TUny - 3MiHK
3a BUNyCK cepil, oo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsay.
He BK/TloYaoun BeefeHHs ab0 3MiHK [0 y3araslbHeHUX AaHnx npo
KOHTPO/1b/BUNPOBY cuctemy hapMmakoHarnagy (BBefeHHs y3arasibHeHnX
BaHHs cepil) [aHux npo cuctemy hapmakoHarnsgy, 3amiHa
YNOBHOBaXXEHOI 0C06U, BiANOBIAALHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnsgy
3asBHMKa AN 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BiMiHHA Bifl YNOBHOBaXXEHOT 0cobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHSA hapMmakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-chaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMOBIgasIbHOI 3a
thapmakoHarnag. ditova pegakuis: €sctparosa IpuHa
IropiBHa. NMponoHoBaHa pefakuis: Kopaepo ManvHa
AHApiiBHA. 3MiHa KOHTAKTHUX AaHWX YNMOBHOBaXEHOI
ocobu 3asiBHUKa, BiANOBIAa/IbHOT 3a (hapmakoHarnsa,.
3MiHa MicLe3HaxoMKeHHA MacTep-haiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiACHEHHS1 OCHOBHOI Aisi/IbHOCTI 3 chapMakoHarnsgy
215. | KOPCAP® H TabneTkn, BKPUTI AT YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasiB: 3MiHa 3a He UA/18175/01/04
ayo NAiBKOBOO «®dapmak» "MIKPOXIM", 3asBHuKka /13 (MIBIM) (BnacHvka peecTpaviiiHoro peyenmom | nionsizae
060/10HKOM0, Mo 320 YkpaiHa noceigyeHHs) (3rigHo Hakasy MOS3 Big 23.07.2015 Ne
mr/12,5 wr, no 10 (FOpunanyHa 460) 3MiHM BHECEHO B iHCTPYKLitO A5 MEANYHOTO
Tabnetok y 6nictepi, agpeca 3acTocyBaHHsA A0 po3finis “"3asBHUK",
no 3 6nictepu y BUPOGHMKE,; "Micue3HaxomKeHHs 3as8BHMKA" Ta B TEKCT MapKyBaHHs
nauvj 3 KapToHy; no BignosiganbHuii yMakoBKM MiKapCbKOro 3acoby. BeeAeHHS 3MiH NpoTArom
30 TabneTtok y 3a BYPOGHMLUTBO 6-Tv MicALiB nicnsA 3aTBepAKEHHS; 3MiHM | Tvny -
6aHUi, no 1 6aHui y Ta AAMIHICTpaTMBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby
nauuj 3 KapToHy KOHTPO/1b/BMNPOGY - 3miHa Ha3BM NikapcbKoro 3acoby. 3aTBepAkeHo:
BaHHS cepii, ApeHiz-H (ADENIZ-H) 3anponoHoBaHo: Kopcap® H YO
BK/IIOYaA0UU (CORSAR H DUO) BBefieHHs1 3MiH NpOTArom 6-Tu
BWMYCK Cepir) MicsUiB nMicnsA 3aTBepAKeHHS; 3MiHu | Tuny - 3MiHK Wwoao
TOB HB® 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
"MIKPOXIM", - OHOBJIEHO TEKCT MapKyBaHHS NepBUHHOI Ta BTOPUHHOT
YKpaiHa YMakoBKM NIiKapCbKOro 3acoby. BBeAeHHS 3MiH NpOTArom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
(BignosiganbHuii 6-TV MicsALiB nicnsA 3aTBepKeHHs; 3MiHN | TUny - 3MiHK
3a BUNyCK cepil, oo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsay.
He BK/TIoYaoun BeefeHHs ab0 3MiHKM [0 y3araslbHEHUX AaHnx npo
KOHTPO/1b/BUNPOBY cuctemy hapMakoHarnagy (BBefeHHs y3arasibHeHX
BaHHs cepil) [aHux npo cuctemy hapmakoHarnsgy, 3amiHa
YNOBHOBaXKEHOI 0C06U, BifNOBIAAILHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
3asBHMKa AN 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BiMiHHA Bifl YNOBHOBaXXEHOT 0cobu,
BiANOBIAaUTbHOI 3a 34iiCHEHHSA hapMmakoHarnsgy
(BKKOHAKOUM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-chaiina cuctemmn chapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMOBIga/IbHOI 3a
thapmakoHarnag. ditova pegakuis: €sctparosa IpuHa
IropiBHa. MNMponoHoBaHa pefakuis: Kopaepo ManvHa
AHApiiBHA. 3MiHA KOHTAKTHUX AaHWX YNOBHOBaXEHOI
ocobu 3asiBHUKa, BiANOBIAa/IbHOT 3a (hapmakoHarnsa,.
3MiHa MicLe3HaxoMKeHHA MacTep-haiina cucremm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiACHEHHS1 OCHOBHOI Aisi/IbHOCTI 3 chapMakoHarnsgy
216. | KOPCAP® H TabneTkn, BKPUTI AT YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasiB: 3MiHa 3a He UA/18175/01/05
ayo NAiBKOBOO «®dapmak» "MIKPOXIM", 3asBHuka /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyenmom | nionsizae
060/10HKOM0, Mo 320 YkpaiHa noceigyeHHs) (3rigHo Hakasy MOS3 Big 23.07.2015 Ne
Mmr/25 mr, no 10 (FOpuanyHa 460) 3MiHM BHECEHO B iHCTPYKLitO A5 MEANYHOTO
Tabnetok y 6nictepi, agpeca 3acTocyBaHHs A0 po3inis “"3asBHUK",
no 3 6nictepu y BUPOGHMKE,; "Micue3HaxomKeHHs 3as8BHMKA" Ta B TEKCT MapKyBaHHs
nauvj 3 KapToHy; No BignosiganbHuii yMakoBKM MiKapCbKOro 3acoby. BeeAeHHS 3MiH NpoTArom
30 TabneTtok y 3a BYPOGHMLTBO 6-Tv MicALiB nicnsA 3aTBepAKEHHS; 3MiHM | Tuny -
6aHUi, no 1 6aHui y Ta AAMIHICTpaTMBHI 3MiHW. 3MiHa Ha3BW NikapCbKOro 3acoby
nauuj 3 KapToHy KOHTPO/1b/BMNPOGY - 3miHa Ha3BM NikapcbKoro 3acoby. 3aTBepaKeHo:
BaHHS cepii, ApeHiz-H (ADENIZ-H) 3anponoHoBaHo: Kopcap® H YO
BK/IIOYaA0UU (CORSAR H DUO) BBefieHHs1 3MiH NpOTArom 6-Tu
BWMYCK Cepi) MicsUiB micnsA 3aTBepA)KeHHS; 3MiHu | Tuny - 3MiHn Wwoao
TOB HB® 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
"MIKPOXIM", - OHOB/IEHO TEKCT MapKyBaHHS NepPBUHHOI Ta BTOPUHHOT
YkpaiHa yMakoBKM MiKapCbKOro 3acoby. BeeAeHHS 3MiH NpoTArom
(BignosiganbHwii 6-TV MmicsALiB nicnsA 3aTBepKeHHs; 3MiHK | TUNY - 3MiHK

3a BMNycCK cepil,
He BK/tOYatoun
KOHTPO/1b/BMNPOGY
BaHHs cepii)

oo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsay.
BeefeHHs abo 3MiHn [0 y3arasibHEHVX AaHnX Npo
cuctemy hapMakoHarnagy (BBefeHHs y3arasibHeHnX
JaHux nNpo cuctemy chapmakoHarnsgy, 3miHa
YMOBHOB&XeHOT 0COo6M, BigNOBIAaNbHOI 3a 34iNCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
3asBHMKa A1 34iiCHEHHSA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXXEHOT 0cobu,
BiANOBIAaUTbHOI 3a 34iiCHEHHSA hapMmakoHarnsgy
(BK/KOHAOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
mMacTtep-caiina cuctemu dapmakoHarnsgy) - 3miHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMOBIAa/IbHOI 3a
thapmakoHarnag. ditova pegakuia: €sctparosa IpuHa
IropiBHa. MNMponoHoBaHa pefakuis: Kopaepo ManvHa
AHApiiBHa. 3MiHA KOHTAKTHUX AaHWX YNOBHOBaXEHOI
ocobu 3asiBHUKa, BiANOBIAa/IbHOT 3a (hapmakoHarnsa,.
3MiHa MicLe3HaxoMKeHHA MacTep-haiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jACHEHHS1 OCHOBHOI Aisi/IbHOCTI 3 chapMakoHarnsgy
217. | KOPCAP® H TabneTkn, BKPUTI AT YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasiB: 3MiHa 3a He UA/18175/01/01
ayo NAiBKOBOO «®dapmak» "MIKPOXIM", 3asBHuKka /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyenmom | nionsizae
060/10HKO10, 1Mo 80 YkpaiHa noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
mr/12,5 wr, no 10 (FOpunanyHa 460) 3MiHM BHECEHO B iHCTPYKLitO 4151 MEANYHOTO
TabneTtok y 6nictepi, agpeca 3acToCyBaHHSA A0 po3finis "3asBHUK",
no 3 6nictepu y BUPOGHMKE,; "Micue3HaxomKeHHs 3as8BHMKA" Ta B TEKCT MapKyBaHHs
nauuj 3 kKapToHy abo BignosiganbHuii yMakoBKM MiKapCbKOro 3acoby. BeeAeHHS 3MiH NpoTArom
no 9 6nictepiB y 3a BYPOGHMLUTBO 6-Tv MicALiB nicnsA 3aTBepAKEHHS; 3MiHM | Tvny -
nadui 3 KapToHy; No Ta AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby
30 Tabnetok y KOHTPO/1b/BMNPOGY - 3miHa Ha3BM NikapcbKoro 3acoby. 3aTBepakeHo:
6aHui, no 1 6aHuji y BaHHS cepii, ApeHiz-H (ADENIZ-H) 3anponoHoBaHo: Kopcap® H YO
nauui 3 KapToHy BK/IIOYaA0UU (CORSAR H DUO) BBefieHHs1 3MiH NpPOTArom 6-Tu
BWMYCK Cepi) MicsLiB MicnsA 3aTBepA)KEHHS; 3MiHu | TUny - 3MiHK Woao
TOB HB® 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
"MIKPOXIM", - OHOB/IEHO TEKCT MapKyBaHHS NepBUHHOI Ta BTOPUHHOT
YkpaiHa yMakoBKM MiKkapCbKOro 3acoby. BeeAeHHS 3MiH NpoTArom
(BignosiganbHwii 6-TV micsALiB nicnsA 3aTBepKeHHs; 3MiHK | TUNY - 3MiHK
3a BMNycCK cepil, oo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsay.
He BK/THoYaroun BeefeHHs abo 3MiHn [0 y3arasibHeHVX AaHnX Npo
KOHTPO/b/BUNPOOY cuctemy hapMakoHarnagy (BBefeHHs y3arasibHeHnx
BaHHs cepii) [aHux npo cuctemy hapmakoHarnsagy, 3amiHa
YMOBHOB&XeHOT 0CO6M, BigNOBIAaNbHOI 3a 34iACHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 hapmakoHarnagy
3asBHMKa A1 34iiCHEHHSA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BiMiHHA Bifj YNOBHOBaXKEHOT 0cobM,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
mMacTep-caiina cuctemu chapmakoHarnagy) - 3miHa
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMOBIga/IbHOI 3a
thapmakoHarnag. ditova pegakuis: €sctparosa IpuHa
IropiBHa. MNMponoHoBaHa pefakuis: Kopaepo ManvHa
AHApiiBHa. 3MiHA KOHTaKTHUX AaHWX YNOBHOBaXEHOT
ocobu 3asBHUKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsa.
3MiHa MicLe3HaxoMKeHHss macTep-haiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiACHEHHS1 OCHOBHOI Aisi/IbHOCTI 3 chapMakoHarnsagy
218. | KOPCAP® TabneTku, BKpUTI AT YkpaiHa BignosiganbHuii Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHa 3a He UA/18176/01/01
TPIO NNiBKOBOIO "®apmak” 3a BUPOGHMLTBO 3asBHuka /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyenmom | niosisieae
060/10HKOH0, M0 160 Ta noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne

mr/5 mr/12,5 mr, no

KOHTPO/L/BUNPOGY

460). TepmiH BBeAEHHS 3MiH NPOTArom 6 MicsiLiB nicas
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
10 TabneTtoky BaHHS cepii, 3aTBEPMKEHHS. 3MiHW | TMNy - AOMIHICTPaTMBHI 3MiHN.
6nictepi; no 3 BK/IIOHA0UN 3MiHa Ha3BW Jlikapcbkoro 3acoby. 3aTBepaKeHo:ALeHi3-
6nictepun y nauui 3 BUMNYCK cepil: Tpio. 3anponoHoBaHo: Kopcap® Tpio. TepmiH BBEAEHHSA
KapToHy; o 30 TOB HB® 3MiH NPOTAroM 6 MicALIB MiC/1A 3aTBEPKEHHS. 3MiHM |
Tabnetok y 6aHui; "MIKPOXIM", Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
no 1 6aHuiy nayui 3 YkpaiHa thapmakoHarnagy. BeegeHHs abo 3miHu o
KapToHY BignosiganbHuii y3araslbHeHUX JaHnx npo cuctemy hapmakoHarnsgy
3a BUMyCK cepi, (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
He BK/IloYaoum thapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobw,
KOHTPO/1b/BMNPOGY BIANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnagy;
BaHHA cepii: KOHTaKTHOT 0CO6M 3 hapmakoHarnsay 3asBHuKa A5
TOB HB® 3pjilicHeHHs hapMakoHarnagy B YkpaiHi, SiKLL0 BOHa
"MIKPOXIM", BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
YkpaiHa 3pjificHeHHs1 hapMakoHarnsay (BK/IHUYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cuctemn chapmakoHarnsgy). 3mMiHa ynoBHOBaXKeHoT
0ocobu 3asBHKKa, BiANOBIAALHOI 3a hapMakoHarnsg,.
[itoua pepakuin: €sctparosa IpuHa IropisHa.
MNMponoHoBaHa pepakuis: Kopaepo MNanvHa AHgpiiBHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3a8BHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
MiCL,e3HaxX0MKEHHS MacTep-haiina cuctemm
thapmakoHarnsgy Ta ilioro Homepa. 3miHa micus
3AiiCHEHHA OCHOBHOI AisNIbHOCTI 3 dhapMakoHarnsgy.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn). OHOBNEHO TEKCT
MapKyBaHHsS NePBMHHOT Ta BTOPUHHOI YNaKkoBKU
nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH NPOTAroM 6
MicALiB Nic/1A 3aTBePAKEHHS.
219. | KOPCAP® TabneTkn, BKPUTI AT YkpaiHa BignosiganbHuii Ykpaina BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHa 3a He UA/18176/01/02
TPIO NAiBKOBOO "®apmak” 3a BYPOGHMLUTBO 3asBHuka /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyenmom | nionsizae
060/10HKOH0, M0 160 Ta noceigyeHHs) (3rigHo Hakasy MOS3 Big 23.07.2015 Ne
mr/10 mr/12,5 wr, no KOHTPONbL/BNNPOGY 460). TepmiH BBeA,EHHSA 3MiH NPOTArom 6 MicsiLiB nicns
10 TabneTtoky BaHHS cepii, 3aTBEPMKEHHS. 3MiHW | TMny - AOMIHICTPaTMBHI 3MiHN.
6nictepi; no 3 BK/IIOYaA0UN 3MiHa Ha3BW likapcbkoro 3acoby. 3aTBepaKeHO:ALEeHi3-
6nictepu y nauui 3 BWMYCK Cepil: Tpio. 3anponoHoBaHo: Kopcap® Tpio. TepmiH BBEAEHHSA
KapToHy; o 30 TOB HB® 3MiH NPOTAroM 6 MicALIB MiC/1A 3aTBEPMXEHHS. 3MiHM |
Tabnetok y 6aHLi; "MIKPOXIM", TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
no 1 6aHui y nayui 3 YkpaiHa thapmakoHarnagy. BeegeHHs abo 3miHu oo
KapToHYy BignosiganbHuii y3araslbHeHUX JaHux nNpo cuctemy hapmakoHarnsgy

3a BMNycCK cepil,
He BK/tOYatoun
KOHTPO/1b/BMNPOGY
BaHHA cepii:
TOB HB®
"MIKPOXIM",
YKpaiHa

(BBEAEHHS y3araslbHEHUX AaHKX NPO CUCTeEMY
hapmakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnsgy;

KOHTaKTHOI 0co6U 3 chapmMakoHarnsay 3asiBHMKa ans
3[jiCHEeHHs hapmakoHarisay B YKpaiHi, AKLWO BoHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmilleHHi MacTep-thaiina
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cuctemn chapmakoHarnsgy). 3mMiHa ynoBHOBaXKeHOoT
0ocobu 3asBHKKA, BiANOBIAAILHOI 3a hapMakoHarnsg,.
[itoua pepakuin: €scTparosa IpuHa IropisHa.
MponoHoBaHa pepakuis: Kopaepo ManvHa AHgpiiBHa.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXXEHOT 0CO6U
3a8BHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxX0MKEHHS MacTep-haiina cuctemm
thapmakoHarnsgy Ta ilioro Homepa. 3miHa micus
3AiiCHEHHA OCHOBHOI AisNIbHOCTI 3 dhapMakoHarnsgy.
3MiHu | TURYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn). OHOBNEHO TEKCT
MapKyBaHHs NePBMHHOT Ta BTOPUHHOI YNaKkoBKU
nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH MPOTAroM 6
MicALiB Nic/1A 3aTBEPIAKEHHS.
220. | KOPTIHE®D Tabnetkun no 0,1 mr, AT Monba AT "Apavep, Monbwa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a - UA/9532/01/01
no 20 TabneTok y "Apavep, dapma” Tuny - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
dhnakoHi abo dapma" thapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO Y TEKCT
6nictepi; no 1 MapKyBaHHS BTOPMHHOI ynakosku n.17 IHLWE Ta
dhnakoHy abo nepBuHHOT ynakoeku n.6 IHLIE, a came, goaaHo
6nictepy B iHhopmaLLito NPo HasABHICTb 1OroTUNY 3asiBHUKA
KapTOHHI Kopoo6Li
221. | KOCOMNT BK Kpansi O4Hi, pO34nH; CaHTeH PiHNAHAIA BMPOGHMUK, PiHnaHpis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a He UA/18106/01/01
no 10 mn y dpnakoHi AT BiANoBiganbHUIA 3a ITania TMny - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom | nidssieae
3 103aTOPOM Ta BWMYCK Cepil: thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
KPUWLLKOIO; no 1 CaHTeH AT, nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
donakoHy 3 PiHNsAHmIA; 011 Me4MYHOro 3acToCyBaHHA Ha niacTasi perynsipHo
[03aTopoM Ta BMPOGHMUK, OHOB/IHOBAHOrO 3BIiTY 3 6e3nekn nikapcbkoro 3acoby, abo
KPYLLIKOIO 3 BifjNOBIga1bHWIA 3a JocnifpKeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
KOHTPOMEM nepLuoro BMPOBHULTBO in- 3aco6y B nic/sipeecTpaviiinnii nepiod, abo sik pesynbTaT
PO3KPUTTA B bulk, nepsunHHYy Ta OL|iHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BiANOBIAHO A0
KapTOHHI Kopoo6Li BTOPVHHY nnaxy negiatpuyHux gocnigpkerb (PIP) (3miHy
ynakoBky, Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM OPraHoMm).
BUMNPOOYBaHHSA 3MiHV BHECEHO A0 IHCTPYKLUIT A1st MEAUYHOTO
LOA0 AKOCTI: 3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainy "MobiyHi
Ty6intokc Papma peakuii" BianoBigHo Ao pekomeHaauiii PRAC. BeefeHHs
C.MN.A., ITanis 3MiH NPOTAroM 6-TW MiCALB NicAs 3aTBEPAKEHHS.
222. | KPATAN Tabnetku, no 10 My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHMx MmaTepiasis: 3MiHu | 6e3 - UA/3866/01/01
Tabnetok y 6nictepi; | axuioHepH aKujioHepHe TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenma
no 2 6nictepu B e TOBapucTBO hapmakoHarnsgy (iHwi 3MiHn).
nauuyj; no 60 a6o no TOBapucTB "HaykoBo- OHOBNEHHA TEKCTY MapKyBaHHA NEPBUHHOI Ta
90 TabneTok y o] BUPOGHNYKIA BTOPUHHOI YNakoBKM NikapCbKoro 3acoby, a came
KOHTeliHepi; no 1 "HaykoBo- LEeHTp BW/IYYEHHS iHhopmauil, 3a3Ha4YeHOol PoCiiCbKoK MOBOH,
KOHTeliHepy B mauLi BMPOGHUY "BopLyariBcbkuii Ta He3HauHi pefakuiiHi npaBku. BBeAeHHS 3MiH
nii LeHTp XimiKo- NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPLKEHHS.
"Bopuiaris hapMaLeBTUYHWI 3MiHM | TNy - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbkuMii 3aci6.
CbKUi 3aBog" CuncTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6 (iHLUi
Ximiko- 3MiHW).
hapmaues OHOB/IEHHS Ta YTOYHEHHS po3ainy «YnakoBka» MKHA /13,
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TUYHWI a came 3a3HayeHo L0 BUKOPUCTOBYETLCA 6icTep 3
3aBog" nAiBKY KOMNO3MTHOT 3 MNBAX (nonisiHingeHxopua)
Lwapom (NpUBEAEHHS Y BIANOBIAHICTb P. «YNakoBka»
MK$ Ha T3 3 maTepiasiamm peecTpauiiiHoro JocChbeE,
OCKiNbKM Y BUPOBHULTBI Nlikapcbkoro 3acoby KPATAJ,
TabneTkn AN NakyBaHHA npenapaTy BUKOPUCTOBYHOTLCA
nviwe 6icTepy 3 MIBKM KOMNO3WUTHOI 3 LIApoM
nonisiHisigeHxa0puay).
223. | KCANNATAH® | kpansi o4Hi, po3uunH BiaTpic CWA Mdpaizep Benbrisa BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu | 3a - UA/11617/01/01
0,005% no2,5mny | CnewenTi MeHtodekuypyHr Tuny - 3MiHn 3 akocTi. A®L. KoHTponb A®L. 3miHa y peyenmom
nonieTuneHoBomy nnc Benbris MeTofax BunpobysaHHsa APl abo BuxigHoro
dnakoHi; no 1 martepiany/npoMikKHOro NPOAyKTy/peareHTy, Wwo
chrakoHy B BUKOPWCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdI
KapTOHHIA Kopoo6Li (He3HauHi 3MiHKN y 3aTBEpPKEHNX MeTofax
BMNPOGYBaHHS) - He3HauHi 3MiHW B 3aTBEPLKEHIi
npoueaypi TeCTyBaHHs, a came [OMOBHEHHS Y
hopmyntoBaHHi metogy TAB442 "BU3HAYEHHS [OMILLIKU
nataHonpocty 3a gornomorot NP - HPLC" wopno
KOJIOHKM, sika BUKOPUCTOBYETLCA [/159 aHani3y, a came
[oflaBaHHA "abo ekBiBasIeHT" [0 ONUCY KOSTOHKU; 3MiHW |
TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKaA (BKIKOYAKOUM, 3a HEOBXiAHOCTI, Micue
NnpoBefEeHHSA KOHTPOJII0 SKOCTI), abo BnacHuKa macTtep-
thaiina Ha A®I, abo noctavanbHuka A®l/BrxigHOro
martepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
3aCTOCOBYIOTLCSA Y BUPOOHULTBI ADI (SKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudiikata
BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEPLKEHOMY [OCLE, a60 BUPOGHMKA HOBOI
L0MOMIXHOT peYOBMHM (SIKLLLO 3a3HAYEHO Y [JOChE) -
3MiHa Ha3BM Ta KOpEKLiiHi NpaBku B afpeci BUPOGHMKa
Aio4oi peyoBrHN. BUpo6HMya AinbHuUA Ta yci
BMPO6HMYI onepauii 3aNnwatTbCst He3MiHHUMMU
224. | KCANTO®AIN | po3umH ans iH ekuin, A/T HoBo [aHia BUPOBHMK [anisa/ BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu | 3a He UA/18253/01/01
® 100 Of/mn Ta 3,6 Hopgick BiANOBIgaIbHUI 3a CnonyyeHi TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom | nionsi2ae
Mmr/mn; no 3 Mmny 36MpaHHs, LWratn thapmakoHarnagy (iHwi 3miHn) 3MiHW BHECEHO [0
KapTpuaXi, AKuit MapKyBaHHS Ta IHCTPYKUIT 415 MELUYHOrO 3aCTOCYBaHHS NiKapCbKOro
MICTUTbCS B BTOPUHHE 3acoby Ao posainis "®apmakonoriyHi BnactueocTi”,
nonepegHb0 nakyBaHHs "Oco6nuBi 3axoaun 6e3nekn", "Ocob6ANBOCTI
3arnoBHeHil roToBOro 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 403un",
6ararof030Biii npoaykKTy, "Mo6iuHI peakLji" BHECEHO pefaKLiiiHi NpaBKK, Takox
0fHOPa30Biit KOHTPO/b SIKOCTI pefakLiiiHi NpaBk1 BHECEHO A0 TEKCTY MapKyBaHHS
Lnpuy-pyuLi, no 1, roToBOro yNakoBKK NiKapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH -

3 abo 5 nonepeaHbO
3aMoBHEHUX LUNPUL-
PYYOK B KapTOHHil
Kopoo6ui

npoaykty: A/IT

Hoso Hopgaick,
[aHis; BUpO6HMK
Hepo3dacoBaHoro

npoTArom 6 micsyis nicns 3aTBepkeHHs. 3miHu Il Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnaay. 3MiHU y KOPOTKili XxapakTepucTumui
NiKapCbKOro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
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NPOAYKTY, AN MeANYHOro 3acTOCYBaHHS y 3B’A3KY i3 HOBUMM
HanoBHEHHS, OaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMU faHUMU Ta
nepBuHHa AaHumy 3 hapmakoHarnsgy. 3MiHM BHECEHO [0
ynakoBka, IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
nepesipka Ta 3acoby Ao po3ainy "Mo6iyHi peakuil™ BignNoBigHO A0
KOHTPO/b AKOCTI, iHchopmawii 3 6e3neku nikapcbkoro 3acoby. TepMmiH
BiANOBiAa/IbHWIA 32 BBE/IEHHS 3MiH - MPOTArom 6 micAuis nicns
BUMYyCK cepili 3aTBEPMXEHHS
KiHL,EBOro
npoaykty: A/IT
Hoso Hopgaick,
NaHis;
BMPOGHMLTBO
NPOAYKTY,
HanoBHEHHS
KapTpuaKy Ta
KOHTPO/b SIKOCTI
NPOAYKLT;
KOMMN/IEKTYBaHHS,
MapKyBaHHSA Ta
BTOPWHHE
nakyBaHHs
roToBOro
nikapceKoro
3acoby: Hoso
Hopgaick
dapmacbloTikau
IHgacTpis, /1M,
CnonyuyeHi LWtatu
225. | KCENbAH3 TabneTkn, BKPUTI Mdpaitzep CWA BMPOGHMLTBO 3@ HimeuunHa BHECEHHS 3MiH 40 peecTpaLinHmx maTepiasis: 3MiHu | 3a - UA/14485/01/01
NAiBKOBOO Eiiy.Ci.Mi. MOBHVM LVK/IOM: TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
060/10HKO, NO 5 Mr; | Kopropei Mdpaiizep Ta/abo agpecu MicLa NPOBaMKEHHS AisNIbHOCTI
no 14 tabnetok y LLH MeHtodhekuypuHr BMPOGHMKa (BK/OUaKoUM, 3a HEOBXIAHOCTI, MicLe
6nictepi; no 1 a6o 4 [Hoiuneng MrmoéX, npoBefeHHs KOHTPOJTH SIKOCTI), ab0 BnacHMKa macTep-
6nictepn y HimeyunHa thaiina Ha A®I, abo noctavasnbHuka A®I/BrXigHOrO
KapTOHHI nayu, 3 marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
MapKyBaHHAM 3aCTOCOBYOTLCA Y BUPOGHULITBI API (AKLLO 3a3HAYEHO Y

YKpPaiHCLKOK Ta
aHrNincoLKo
mMoBamu; rno 14
Tabnetok y 6nictepi
3 MapKyBaHHsM
aHrnincokoo abo
iHLLIOI IHO3EMHOI0
MOBOIO; Mo 1 abo 4
6nictepu y
KapTOHHI naui 3
MapKyBaHHAM

[0CbE Ha NikapcbKuii 3acib) 3a BiACyTHOCTI cepTudikata
BiANOBIAHOCTI €Bponeiicbkili hapmakonei y
3aTBepAKEeHOMY [OCbE, ab0 BUPOOHMKA HOBOT
[O0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y AOChE)- 3MiHA
3asB/1eHA 3 METOH 3MiHW Ha3BuW BUPOOHKKa Shasun
Pharmaceuticals Limited Ha Strides Shasun Limited Ta
OHOBNEHHS agpecu 3 Shasun Road, Periyakalapet,
Puducherry 605 014, India to Mathur Road,
Periyakalapet, Puducherry 605 014, India gns
noctavanbHUKa BMXigHoro matepiany 2,4-dichloro-7H-
pyrrolo[2,3-d] pyrimidine. Hemae 3miH B MicLi
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aHrnincbKor abo
iHLWOK IHO3EMHO
MOBOHO 3i CTUKEPOM
YKPaiHCbKOI MOBOO

po3TallyBaHHsl BUPOOHMKA; 3MiHu | TUny - 3MiHu 3
AKocTi. A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BWXiHOro/MPOMIXHOro NpoAyKTy/peareHTy, Lo

BMKOPVCTOBYHOTbCS Y BUPOGHUYOMY npoueci Adl, abo
3MiHa BUPOGHYMKa (BKNtOYatouu, ae HeobxigHo, micue
npoBefeHHs KOHTPOI0 AKocTi) AdI (3a BiACYTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAXEHOMY [0ChE)(3anponoHOBaHNA BUPOBHMK
HaNeXuTb A0 TiEi caMoi BUPOGHMYOI rpynu NianpuemMcTB,

LU0 i 3aTBEpAKeHNIA) - 3MiHa 3asiB/ieHa 3 METOH0

nofaBaHHsa Pfizer Asia Manufacturing PTE Ltd., 31 Tuas
South Avenue 6, Singapore 637578, sik a/ibTEpPHATUBHUIA
caWT, Lo BiAMNoBifae 3a BUPOGHNLTBO aKTUBHOT
pevoBUHU TohauUTUHIOY; 3MiHK | TUNY - 3MIHW 3 AKOCTI.
A®|. BUpobHMLTBO. 3MiHa BUPOGHMKA
BMXi4HOro/MPOMiXXHOrO NpoAyKTy/peareHTy, Lo
BYKOPUCTOBYIOTLCA Y BUpo6HMYOMY npoueci A®l, abo
3MiHa BUPOGHWMKa (BKNOYatouu, ae HeobxigHo, micue
npoBefeHHs KOHTPOI0 AKocTi) AdI (3a BiACyTHOCTI
cepTudpikaTa BigNoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPMAKEHOMY AOCLE)(3MiHM 40 3aX0AiB, NOB'A3aHMX 3
KoHTponem Adl, abo JoAaBaHHs fibHULI, Ae
NPOBOAMTLCA KOHTPO/L/BUNPOBYBaHHA cepii) - 3MiHa
3asB/1eHa 3 MeTol gofasaHHs Pfizer Asia

Manufacturing PTE Ltd., 31 Tuas South Avenue 6,

Singapore 637578, sik aflbTEpPHATUBHWIA CaiiT, Lo

BiANOBIAA€E 3a KOHTPO/Ib AKOCTi aKTVBHOI PEYOBUHU

TohaunTMHIBY. Ta NPONOHYETLCA HE3HAYHE OHOBJ/IEHHS
hopmaTtyBaHHS [0 BignoBiAHOCTI cepTudikaty GMP ans

BMpo6Huka Pfizer Ringaskiddy, a came gofasaHHs

BiANOBIAA/ILHOCTI 3@ TeCTyBaHHsA cTabinbHOCTI; 3MiHu |
TMny - 3MiHK 3 AkocTi. APl KoHTponb APL. 3miHa y
mMeTofdax BunpobysaHHA A®l abo BUxigHOro
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa A®! (iHLwi
3MiHV Yy MeTofax BUNpobyBaHHS (BKNoYaouy 3aMiHy
abo gonoBHeHHs)) A®| abo BUXiZHOro/MPOMIXKHOTO
npoAaykTy) - 3MiHa 3asB/eHa 3 MeTo A0AaBaHHA
anbTepHaTUBHOI Npoueaypu TecTyBaHHA (piguHHA
XxpomaTorpadis 3BOpoTHOI chasn) Ans igeHTudikaui,
KiNIbKICHOTO BM3HAYEHHA Ta BU3HAYEHHS AOMILLOK A1
aKTUBHOI pevyoBMHY TodaunTuHIGy. Pfizer nponoHye
anbTepHaTUBHUI aHauTiTUYHWIA MeTog; TM-6735A
fopaetbes Ao cneumdikayin. JoaaBaHHSA
a/lbTepHaTVBHOIO MeToAy TectyBaHHsa TM-6735A He
nos'a3aHe 3 OyAb-AKMMK acnekTamu sKocTi. Hemae 3miH
y BCTaHOB/IEHMX B AaHWii Yac NiMiTiB cneyudikauin ons
ifeHT1dikauii, KiIbKICHOro BU3HAYEHHS Ta BU3HAYEHHSA
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[OOMILLIOK AiH040i pe4oBUHU LMTpaTy TohaunTrHIOy 3a
[0MOMOror piAMHHOT XpoMaTorpadii 3BOPOTHOT hasu.
Pfizer Tako BUKOPUCTOBYE L0 MOX/IUBICTb A/1A
Y3rofxeHHs 3 cneundiikauismm €C, BignoBigHO, MeTos,
TecTyBaHHs an1a TM-0986A 6yB oHoBneHuini TM-0987A i
Palladium gosaHo o cneuudikauiii. Hemae iHWKX 3MiH
y creumdikauii 4itoyoi pevoBnHN LUTpaTy TohaumTrHiby
a60 KpuTepii NPUAHATHOCTI; 3MiHK | TUNY - 3MiHK 3
AKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb roToBoro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPoByBaHHSA) - He3HauHi
3MiHM [0 nNpoleaypu BUNPOGyBaHb 418 aHaNiTUYHOro
mMeToay rotosoro npenapaty TM-0700A ans gogasaHHA
anbTepHaTMBHOro MembpaHHoro dinbtpa (the water
wettable polytetrafluoroethylene (wwPTFE) membrane
filter). Lle nosicHeTbLCA TUM, WO iNbTp MmembpaHn GHP
(NOTOYHWMIA 3apeecTpoBaHNii (iNbTP) HE 3aCTOCOBYETHLCS
nabopartopieto Bif noctavasibHuka dinbTpis Pall
Laboratory. Kpim Toro, oHoBntoeTbCss Mogy b 3.2.P.1
(pepakuiiiHi npaBkm), a came MoHorpadito Makporosny
(PEG 3350), Wwo € ck/1aA0B00 NAIBKOTO NOKPUTTS
Opadry® Il, nepeHeceHo 3 NF go USP.; 3miHu | Tuny -
3MiHn 3 aKocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXIiZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHK) - 3MiHa MeX BU3HaYeHHs cneuudikauii ans
MeTOofy KiflbKICHOr0 BU3Ha4YeHHs TUTPYBaHHAM 3 95,0% -
100,5% (Brtouvatoum <3,0% Na2CO3) Ha 97,0% -
100,5% (Bkntovatoum <2,0% Na2CO3) y cneumdikauisx
peareHTy rpaHy/n HaTpito rigpokcugy, Lo
BUKOPWCTOBYIOTLCS B MPOLIECi BUPOOHNLTBA aKTUBHOI
pevoBUHU TohaunUTUHIOY; 3MiHK | TUNY - 3MIHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikaviiii
Ta/abo foMyCTUMUX MeX, BUHAYEHNX Y crieludikauisx
Ha A®I, abo BMXigHW/NPOMIXHWIA NpoAyKT/peareHT, Wo
BVKOPUCTOBYIOTbCSA Y Npoveci BupobHuutea AP (iHwi
3MiHW) - JlogaBaHHsA Onuc (BisyasibHO), igeHTudikai
(flame test) Ta KisibkicHe BU3HAYEHHS (TUTPYBaHHA) 40
cneumdikauiii peareHTy rigpokcuay HaTpito (aqueous
sodium hydroxide), w0 BMKOPUCTOBYETLCA B MPOLECI
BMPOGHULITBA Ait040T PEYOBUHN TODAKLMTUHIO. Mexa
BM3HaUYeHHs1 BCTaHoBNeHa sk «Clear, colorless to pale
colored liquid, Imparts an intense yellow color to a
nonluminous flame and 90-110% of label claim»
BiANOBIAHO
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KOHTPO/O AKOCTI
npv BUNYyCKy Ta
cTabinbHoOCTI,
nepBuHHe
nakyBaHHs:
IAT Bionorika
'vm6X, HimeuunHa
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii:
Mepu, dapma
M6X i Ko. KraA,
HimeuyunHa
BUNPOBYBaHHSA
LD50 (kinbkicHe
BU3HAYEHHS
6ionorivyHoi

aKTUBHOCTI):

3acoby Ao posainis "®apmakonoriyHi BnactueocTi”,
"Oco6nmBOCTI 3acTocyBaHHS", "Cnoci6 3acTocyBaHHA Ta
fosu", "Aitn", "Mo6iuHi peakyii” BigNoBIigHO A0
OHOBJ/IEHOI 3a MaTepiasiamMmn peecTpauiiHoro 4ocbe
iHhopmaLii 3 6e3neku nikapcbkoro 3acoby. BeefeHHs
3MiH NPOTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHN
Il TNy - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iIHCTPYKLT
AN MeANYHOro 3acTOCyBaHHS y 3B’A3KY i3 HOBUMM
OaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMU faHUMU Ta
JaHnmu 3 chapmakoHarnsgy 3miHu BHECEHO A0
IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby A0 po3ginis "®apmakonoriyHi BnacTnsocTi”,
"Mo6iuHi peakwji" BiANOBILHO 4O OHOBMEHOI 3a
mMarepianaMmu peectpauiiHoro focbe iHdhopmadii 3
6e3nekn Nikapcbkoro 3acoby. BBefeHHs 3MiH NPOTArom

6-TV MicsLiB NicNsA 3aTBEPKEHHS.

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
226. | KCEOMIH NOPOLLIOK ANsi Mepy, HimeuunH BMPOGHMLTBO HimeuyunHa/ BHECEHHS 3MiH 40 peecTpauiitHux maTepiasis: 3miHu || 3a He UA/15447/01/02
pO34nHY oNs dapmach a Hepo3gacoBaHOro IpnaHgis Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peuyenmom | nidssieae
iH"ekwjiA, no 100 t0TiKan3 NPOAYKTY, thapmakoHarnagy. 3MiH1 y TepaneBTUYHNX NOKa3aHHAX
LD50 ognHunup; 1 vM6X BMNPOOYBaHHS (mopaBaHHA HOBOrO TepaneBTMYHOIO NokKasaHHs abo
hN1aKkoH 3 MOPOLLUKOM KOHTPOSIO SIKOCTi B 3MiHa y 3aTBepAXEHOMY MokasaHHi) 3MiHM BHECEHO A0
Y KapTOHHIli kopobLi npoueci IHCTPYKLUIT 418 MeAWYHOrO 3aCTOCYBaHHS JiKapCbKOro
BVMPOGHMLTBA, 3acoby Ao posainis "®apmakosnoriyHi BnactueocTi”,
KinbKicHe "MokasaHHA", Ta, K HacNigokK, Ao po3ainis "Oco6/MBOCTI
BMU3HAYEHHS HA 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 403Kn",
OCHOBI "Mo6iuHi peakuyji" BigNoBigHO A0 pe3ynbTaTiB
KNiTWH,KiNbKicHe pocnigpkeHHs MRZ 60201_3100_1. BBefieHHS 3MiH
BU3HAYEHHSA NpoTArom 6-T1 MicALIB NicA 3aTBEPMKEHHS. 3MiHu |
BoTyniHiuHoro Tuny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta
HepoTOKCUHY dhapmakoHarnsgy. 3MiHM y TepaneBTUHHUX NOoKa3aHHAX
Clostridium (mopaBaHHA HOBOro TepaneBTUYHOIO NokKasaHHA abo
Botulinum tuny A 3MiHa y 3aTBEpAKEHOMY MoKa3aHHi) 3MiH1 BHECEHO A0
(ELISA), IHCTPYKLUIT 418 MeANYHOr0o 3aCTOCYBAHHS JiKapCbKOro
nepBuHHe 3acoby Ao po3zinis "®apmakonoriyHi BractnsocTi”,
nakyBaHHs: "MokaszaHHs", Ta, AK HacnigokK, Ao po3ginis "OcobaMBOCTI
Mepu, Papma 3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 403u",
'm6X i Ko. KlraA, "Mo6ivHi peakui™ BigNOBIgHO A0 pe3ynbTaTiB
HimeyuunHa pocnipkeHHss MRZ 60201/SP/3100. BBeaeHHs 3MiH
BMPOBHULTBO NPOTArom 6-Tv MicALIB Nicna 3aTBepmXeHHs. 3MiHn |l
Hepo3g)acoBaHOro MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta
nNpoaykKTy, thapmakoHarnagy. 3MiH1 y KOPOTKili XxapakTepucTumLi
BUNPOBYBaHHSA nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLT
KOHTPO/IO SKOCTI B [ONA MeNYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMMN
npoueci OaHUMM 3 SIKOCTi, AOKNIHIYHUMU, KNIHIYHUMK faHUMKU Ta
BUPOGHMLTBA, JaHuMu 3 chapmakoHarnagy 3miHu BHeCEHO A0
BMNpPOBYyBaHHA IHCTPYKUIT AN MEAMYHOTO 3aCTOCYBaHHS NMiKapCbKoro
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KOHTPO/HO SIKOCTI

3acoby A0 po3ginis "®apmakonoriyHi B1acTneocTi”,

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
N®T NabopaTopis
dapmakonorii Ta
Tokcukonorii
Mv6X Ta Ko.Kr,
HimeyunHa
Yapnb3 PiBep
Na6opatopis
Alineng Nimites,
Ipnangis
BTOPWHHE
nakyBaHHs:
MpecTnx
MpomoyLuH
Bepkaydcdbopae
pYHr Ta
Bepb6ecepsic
'M6X, HimeuynHa
227. | KCEOMIH NOPOLUOK AN Mepu, HimeuunH BMPOGHMLITBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiinHmx maTepiasnis: 3miHu || 3a He UA/15447/01/01
pO3uuHy ons dapmach a Hepo3dacoBaHoro Ipnangis Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom | nionsizae
iH ekuili, no 50 LD50 oTikan3 NpoAYyKTY, thapmakoHarnsagy. 3miHu y TepaneBTUUYHUX NoKasaHHAX
oAuHNLb; 1 donakoH vM6X BMNpobyBaHHSA (mopaBaHHA HOBOro TepaneBTUYHOIO NokasaHHA abo
3 MOPOLLUKOM Y KOHTPO/I10 SIKOCTi B 3MiHa y 3aTBEpAKEHOMY MoKa3aHHi) 3MiH1 BHECEHO A0
KapTOHHIA KOopoo6Li npoueci IHCTPYKLUIT A8 MeANYHOr0 3aCTOCYBAHHS JiKapCbKOro
BUPOOHMLTBA, 3acoby A0 po3ginis "®apmakonoriyHi BractneocTi”,
KinbKicHe "MokasaHHs", Ta, AK Hacnigok, Ao po3ginis "OcobaAMBOCTI
BU3HAYEHHA Ha 3acTocyBaHHs", "Cnocib 3acTocyBaHHsA Ta 031",
OCHOBI "Mo6iuHi peakuii" BigNoBigHO A0 pe3ynbTaTiB
KNiTWH,KiNbKicHe nocnipkeHHss MRZ 60201_3100_1. BBefeHHs 3MiH
BU3HAYEHHSA NPOTArom 6-Tv MicALiB Nicnia 3aTBepAXeHHs. 3MiHu |1
BoTyniHiuHoro MRy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta
HepoTOKCUHY dhapmakoHarnsagy. 3MiHM y TepaneBTUHHUX NOoKa3aHHAX
Clostridium (oofaBaHHA HOBOro TepaneBTUYHOrO NoKa3aHHA abo
Botulinum tuny A 3MiHa y 3aTBEpAKEHOMY MokasaHHi) 3MiH/ BHECEHO A0
(ELISA), IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS NiKapCbKoro
nepBuHHe 3acoby A0 po3zinis "®apmakonoriyHi BnacTnsocTi”,
nakyBaHHS: "MokaszaHHA", Ta, K HacNigokK, A0 po3ainiB "Oco6/MBOCTI
Mepy, ®apma 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3un",
'M6X i Ko. KlraA, "Mo6ivHi peakui™ BigNOBIAHO A0 pe3ynbTaTiB
HimeuunHa pocnigpxeHHs MRZ 60201/SP/3100. BeefeHHs 3MiH
BMPOGHMLTBO NpoTArom 6-Tu MicALIB Nic/a 3aTBEpMXEHHS. 3MiHu ||
Hepo3gacoBaHoro TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
NPOAYKTY, thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
BMNpPO6yBaHHs nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
KOHTPOJT0 AKOCTi B AN MeAMYHOro 3acTOCyBaHHSA Yy 3B’A3KY i3 HOBUMM
npoueci OaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMW faHnMun Ta
BUPOBHMLITBA, AaHumu 3 chapmakoHarnagy 3miHu BHECEHO [0
BMNPO6GYBaHHS IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
npu BANycKy Ta "Oco6nmBOCTI 3acTocyBaHHSA", "Cnoci6 3acTocyBaHHA Ta
cTabinbHoCTI, nosn", "[itn", "Mob6iuHi peakuyii” BignoBigHO A0
nepBuHHE OHOBJ/IEHOT 3a MaTepiasiaMn peecTpauiiHoro focbe
nakyBaHHs: iHchopmaw,ii 3 6e3nekn nikapcbkoro 3acoby. BBegeHHs
IAT Bionorika 3MiH NPOTArom 6-Tu MiCALIB Nicns 3aTBepPIKEHHS. 3MiHU
'm6X, HimeyunHa Il TMny - 3MiHN Woao0 6e3nekn/edhekTUBHOCTI Ta
BTOPUHHE thapmakoHarnagy. 3MiH1 y KOPOTKili XxapakTepucTumLi
nakyBaHHs, BUMYCK nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLT
cepii: [ONA MeNYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMMN
Mepy, ®apma OaHUMM 3 SIKOCTi, AOKNIHIYHUMU, KNIHIYHUMK faHUMKU Ta
v6X i Ko. KlraA, naHumn 3 hapmakoHarnsgy 3miHv BHeCeHO A0
HimeuunHa IHCTPYKUIT AN MEAMYHOr0 3aCTOCYBaHHS NiKapcbKoro
BMNPOOYBaHHS 3acoby Ao posainis "®apmakonoriyHi BnactueocTi”,
LD50 (kinbkicHe "Mo6iuHi peakwji" BigNOBIAHO 4O OHOB/EHOI 3a
BU3HAYEHHS MartepianaMmu peectpauiiHoro gocbe iHhopmadii 3
6ionoriyHoi 6e3nekun nikapcbkoro 3acoby. BBeAeHHS 3MiH NPOTArOM
aKTUBHOCTI): 6-Tn MicAUIB NicNA 3aTBEPKEHHS.
NOT Nabopatopis
dapmakornorii Ta
Tokcukonorii
'm6X Ta Ko.KI,
HimeyunHa
Yapnb3 PiBep
NabopaTtopi3
Alineng fiviteg,
IpnaHgis
BTOPWHHE
nakyBaHHS:
MpecTnx
MpomoyLuH
Bepkaycdbopae
pYyHr Ta
Bepbecepsic
'm6X, HimeyunHa
228. | KCE®POKAM® | Tabnetku, BKpUTI AciHO LLiBeiiuapi Takepna M'm6X, HimeuyunHa BHECEHHS 3MiH [J0 pEECTpaLiiiHMX MaTepianiB: TEXHIYHA 3a - UA/2593/03/01
PANIA NNiBKOBOIO Papma Al a micue nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460). peyenmom
060/10HKOI0, NO 8 Mr, BMPOGHULITBA BunpaBneHHs TexHiyHoi noMunku B MK4, a came —
no 6 TabneTok y OpaHieHbypr [0JaHHA NpUMITKM o cneumdikauii MKA 13
6nictepi, no 1 «!lpeHTudikauis 3a gonomororo TLUX BUKOHYETbCA NnLle
6nictepy B B TOMY BMMNaAKy, SKWO igeHTudikauito He 6yno
KapTOHHIA KOopoo6Li nposefeHo meTogom BEPX 3a yacom yTpumMyBaHHS (tr) i
3anMcom Y ®P-CrnekTpy /IOPHOKCUKaMy» Ta BHECEHHSA
YTOYHEHb A0 TEKCTY A1 MPVYBEAEHHS Y BiAMOBIAHICTb 3i
Cneuudpikarieto BUpo6HMKa. 3a3HaueHi BUNpasBieHHs
BiANoBiga€0Tb apxiBHMM MaTepiasiaM peecTpauiiHoro
[0CbE.
229. | NA3UH TabneTkn, BKPUTI leTepo IHais leTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu | 6e3 UA/17410/01/01
NNiBKOBOIO Nla63 Nimiteq TMNy - 3MiHKM Woa0 6e3nekn/edeKTUBHOCTI Ta peyenma
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

060/10HKO0, M0 5 Mr;
no 10 tabnetok y
6nictepi; no 1 a6o 3
6nictepu B
KapTOHHIA Kopoo6Li

Nimiteq

thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cUCTEMY
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[jicCHeHHs hapmMakoHarisay B YKpaiHi, KO0 BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BignoBiganbHOI 3a
3AiicCHeHHA hapMakoHarnsagy (BKIYaUM KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MmileHHI MacTep-taiina
cuctemn chapmakoHarnagy). 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOI 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg,. 3mMiHa KOHTaKTHOT 0CobuM 3asiBHUKA,
BignoBigasIbHOI 3a hapmakoHarnsag B YkpaiHi. Jitova
pepakuis: Hypies EngaHxis Animosuy. MNponoHosaHa
pepakuis: Tonokesuy Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi

230.

NAMOTPUH®

TabneTkn
avcneprosaHi, no 50
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHIM nayui

TOB
"ACIHO
YKPAIHA"

Ykpaina

®apmallac C.A.

pevis

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudikat BigNOBIAHOCTI €BpONENCHKil
hapmakonei/moHorpadii. NMogaHHA HOBOro abo
OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUyYEHHS
cepTudiikaTa BignNoBIAHOCTI EBpONeENChKin hapmakonei:
ans A®l; ona BuxigHoro
martepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBuHM (cepTudikaTt BiANOBIAHOCTI EBPONEChKil
hapmakonei) - OHOBEHWIA cepTudikart Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS OHOB/IEHOTO
cepTtudikaTa BiANOBIAHOCTI EBponeiickbkii hapmakonei
Ne R1-CEP 2008-261 - Rev 02 (3atBepgxeHo: R1-CEP
2008-261 - Rev 01) ansa A®| namMOTPUIXUHY Bif,
3aTBepmxeHoro BmpobHuka RA Chem Pharma Limited,
India, sikuii 3miHuB Ha3By Ha Cohance Lifesciences
Limited, India

3a
peyenmom

UA/14222/01/02

231.

NAMOTPUH®

TabneTkn
JAvcneprosai, no
100 wmr; no 10
Tabnetok y 6nictepi;
no 3 6nictepu y
KapTOHHIM nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

dapmallac C.A.

peuis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
cepTuduikat BigNoBIAHOCTI €BpONeNiChKil
hapmakonei/moHorpadii. NMogaHHA HoBOro abo
OHOB/IEHOTO cepTudiKaTa BignoBIigHOCTI a60 BUYYEHHS
cepTudiikaTa BignoBiAHOCTI EBponelichbkiin hapmakonei:
ona Adl; ansa BuxigHoro
matepiany/peareHTy/npoMKHOI0 NPOAYKTY, L0
BMKOPVCTOBYIOTbCH Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIl
papmakonei) - OHoOBEHWIA cepTudikarT Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS OHOB/IEHOTO

3a
peyenmom

UA/14222/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkii thapmakonei
Ne R1-CEP 2008-261 - Rev 02 (3atBepgxeHo: R1-CEP
2008-261 - Rev 01) gnsa A®| naMOTPUIKUHY Bif,
3arBepxeHoro BupobHnka RA Chem Pharma Limited,
India, sikuii 3miHuB Ha3By Ha Cohance Lifesciences
Limited, India
232. | NAMOTPUH® | TabneTtku TOB YkpaiHa dapmallac C.A. Ipevis BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/14222/01/01
avcneprosaHi, no 25 "ACIHO TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE- peyenmom
Mr; o 10 TabneTok YKPAIHA" cepTudikar BiANOBIgHOCTI EBpONeichKii
y 6nicTepi; no 3 hapmakonei/moHorpadii. NMogaHHA HOBOro abo
6nictepn y OHOB/IEHOTO cepTudiKaTa BifgnoBigHOCTI ab0 BUYYEHHS
KapTOHHIM nayui cepTudiikaTa BignNoOBIAHOCTI EBpONeENCHKin hapmakonei:
ansa A®l; ona BuxigHoro
marepiany/peareHTy/npoMbKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
hapmakonei) - OHOBEHWIA cepTudikart Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBponeiickbkii hapmakonei
Ne R1-CEP 2008-261 - Rev 02 (3atBepgxeHo: R1-CEP
2008-261 - Rev 01) ansa A®| namMOTpUIXUHY Bif,
3aTBepmxeHoro BmpobHuka RA Chem Pharma Limited,
India, sikuiA 3miHuB Ha3By Ha Cohance Lifesciences
Limited, India
233. | NAPEPOBIO cynosuTopii no 500 TOB "$3 YkpaiHa TOB "®3" Ykpaina BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 6e3 UA/13779/01/02
H® 000 MO; no 3 "BIO®AP BIO®APMA" TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenma
cynosutopiino 1 ry MA" KOHTponb fOMOMDKHUX peyoBuH. 3MiHa y MeTogax
KOHTYPHIl BMMNPOGYBaHHA [OMOMDKHOI PEHYOBUHM (iHLUI 3MiHU Y
YapyHKOBIli MeToAax BUNpobyBaHHA (BK/IOYaoun 3amiHy abo
ynakosLj; no 1 AopasaHHs)) 3MiHa 4o n. «Po3mip yacTok» y
KOHTYPHIl crneundikavii BXifHOro KOHTPO/IKO AOMOMIXHOI PEHOBUHU
YapyHKOBIli ynakoBLi Kucnota ackopb6iHoBa. 3aTBepixeHo Kucnota
B Maulj 3 KAPTOHY; ackopbiHoBa Po3mip yacTok Y 20 nosnsx 3opy
no 5 cynosutopiis MiKpOCKOMy po3Mip 6ifIbLLOCTi YacToK Mae 6yTu He
no 1 ry KOHTYpHIlA 6inbwe 30 MKM; 4OMYCKAaETbCA HAasABHICTb He bGinblie 5
YapyHKOBIli 4YacTok po3mipom Big 30 MkM A0 50 MKM.
ynakoBuj; no 1 a6o 3anponoHoBaHo KucnoTa ackopb6iHoBa Po3mip yacTtok
N0 2 KOHTYpPHi KinbkicTb YacToK po3Mipom He 6GinbLue 80 MKM Ma€e
YapyHKOBI YMaKOBKM CTaHOBUTM He MeHLe 75% Bif 3arasibHol KisIbKOCTi.
B Nnauui 3 KApTOHY XopgHoi yactkm po3mipom 6GisbLie 200 MKM. 3MiHM | TUny
- 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb
[OMNOMDKHMX PEYOBWH (iHLWi 3MiHKM) 3MiHa 4O METOAMKU M.
«CynpoBigHi AOMiLLK/» B cneumdikavii BXigHOro
KOHTPOJII0 Ha JOMOMiXHY peyoBuHy Kncnota
ackop6iHOBa, y 3B’A3KY i3 NpMBEAEHHSAM [0 HOBOI
pepakuii EP Ta kopuryBaHHAM METOAMKN B MOHOTpadil
EP 0253
234. | NAPEPOBIO cynosuTopii no 150 TOB "3 YkpaiHa TOB "93" YKpaiHa BHECEHHS 3MiH A0 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/13779/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
H® 000 MO; no 3 "BIO®AP BIO®APMA" TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peyenma
cynosutopiino1ry MA" KOHTPO/1b AONOMDKHUX peyoBUH. 3MiHa y MeToAax
KOHTYpHIlA BMNPOGYBaHHA [OMOMDKHOI PEYOBUHW (iHLUI 3MiHU Y
YapyHKOBIli MeToAax BUNPOOyBaHHS (BK/OUaUy 3aMiHy abo
ynakosui; no 1 [ofaBaHHs)) 3MiHa A0 N. «Po3Mip 4acTok» y
KOHTYpHIlA cneuudikaLii BXigHOTO KOHTPOO [OMOMDKHOI PEYOBUHM
YapyHKOBIli yrnakoBLi Kucnota ackop6iHoBa. 3aTBepmkeHo Kncnota
B MauLj 3 KApTOHY; ackopbiHoBa Po3mip yacTok Y 20 nonsx 3opy
no 5 cynosutopiis MiKpOCKOMy po3Mip GisibLLOCTI YacTOK Mae 6yTn He
no 1 ry KOHTYpHIl 6inble 30 MKM; [ONYCKAETLCS HAsABHICTb He bifblue 5
YapyHKOBIli yacTok po3Mipom Big 30 MKM 10 50 MKM.
ynakoBLi; no 1 a6o 3anponoHoBaHo KucnoTta ackopbiHoBa Po3mip 4acTok
N0 2 KOHTYpHI KinbkicTb yacTok po3mipom He 6inbe 80 MKM Mae
YapyHKOBI YaKkoBKu CTaHOBUTMN He MeHLe 75% Bif 3aranbHoi KisIbKOCTi.
B NnauLj 3 KapTOHY XKogHoi yactkm po3mipom 6GinbLue 200 MkM. 3MiHun | Tuny
- 3MiHK 3 AKOCTI. [0TOBMIA Nikapcbkunii 3aci6. KoHTposb
LONOMDKHUX peyoBUH (iHLWi 3MiHM) 3MiHa O METOAMKN .
«CynpoBigHi fOMiLLKM» B cnevumdikavii BXIGHOro
KOHTPO/II0 Ha AOMOMiXHY peyoBuHy Knucnota
ackopbiHOBa, Y 3B’A3KY i3 NPUBEAEHHAM [0 HOBOT
pepakuii EP Ta kopuryBaHHAM MeTOAVKM B MOHOTrpadii
EP 0253
235. | NEBOAOMNA NOpPOLLIOK flisi'c IHais fisi'c IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | - UA/17659/01/01
(cybeTaHuin) y NabopaTto NabopaTtopic Tmny: 3MiHM 3 KocTi. A®l. KoHTponb A®I (iHWi 3miHW)
NoABINHMX pic Nimiteq OHOBJIEHHS BXE 3aTBEPKEHNX METO/AIB KOHTPO/HO
nonieTuIeHoBmX Nimiteq SAKOCTI /likapcbKoro 3acoby, a came: BUKNALEHHS TEKCTY
naketax gns [epXxaBHOI MOBOO 3riHO Cy4YacHWX BUMOT
chapmaLeBTUYHOro
3acTocyBaHHsA
236. | IEBOKOM Tabnetku AciHo LLsenuapi BMPOGHULITBO in Lseiuapis/ BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a He UA/16261/01/01
PETAP/ NPONOHIoBaHoT Aji, dapma Al a bulk, kOHTpOsb B EcToHis Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niosisieae
ACIHO no 200 mr/50 mr, no npoueci hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTuui
10 TabneTtoky BMPOGHMLTBA, NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT

6nicTepi; no 3 abo
10 6nicTepiB y
KapTOHHIM nayui

KOHTPO/b AKOCTI
Ta BMNYCK cepil:
AciHo ®apma Arl,
LLiBeiiuapis;
nepseuHHa Ta
BTOPUHHA
ynakoBka: ACiHO
dPapma AT,
LLiBenuapis;
aflbTepHaTuBHa
OinbHUUS ons
MepBMHHOIO Ta
BTOPWHHOTO
naxkyBaHHs: ACiHO
EcTtoHis OY,

AN MeAMYHOro 3acToCyBaHHS Ha NiACTasi perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo
pocnipkeHb 3 6e3neky 3acToCyBaHHS NMikapCbKOro
3acoby B nic/ispeecTpaviiiHmii nepiod, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BIANOBIAHO A0
nnaHy negiatpuyHnx gocnigpkens (PIP) (3MiHy
Y3ro)KEeHO 3 KOMMETEHTHUM YNOBHOB&XXEHUM OpraHoMm)
3MiHV BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3acToCyBaHHA NikapcbKoro 3acoby y po3ain "MobiuHi
peakuii" BiANOBIAHO 4O OHOBMEHOT iHGhopMaL,i 3 6e3neku
Litoyoi pevyoBuHW. BBeAEHHSA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepmXeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
EcToHis
237. | NEBOKOM Tabnetku AciHO LLiBeiiuapi BUPOBHMLTBO in Lseiiuapis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/16260/01/01
PETAPL NPOMOHIOBaHOI Aji, Papma Al a bulk, KOHTpOsb B EcToHis MRy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
ACIHO no 100 mr/25 mr, no npoueci hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
10 Tabnetok y BUPOGHMLTBA, nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT
6nicTepi; no 3 abo KOHTPO/b AKOCTI ANA MeMYHOro 3acTOCyBaHHS Ha MiAcTasi perynsipHo
10 6nicTepiB y Ta BUNycK cepil: OHOBJIKOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro 3acoby, abo
KapTOHHII nayui AciHo ®apma Arl', pocnimpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
LLIseliyapis; 3acoby B micnsipeecTpay,inHnii nepioa, abo sik pesynbTar
nepBrHHA Ta OLiHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX BigNOBIAHO A0
BTOPVHHA nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
ynakoBka: ACiHO Y3roXXEHO 3 KOMMETEHTHUM YMOBHOBaXXEHVIM OPraHoM)
dapma Ar, 3MiHN BHECEHO [0 IHCTPYKLii A1 MeAUYHOro
LLieiiuapis; 3aCcTOCyBaHHSA Nikapcbkoro 3acoby y po3ain "Mo6iyHi
anbTepHaTMBHa peakujii" BiANOBIAHO 4O OHOBMEHOT iHGhopMaL,i 3 6e3neku
OinbHUUS ans Ailo40i pevoBrHN. BBeAEHHS 3MiH NpOTArom 6-Tu MicauiB
NepBUHHOIO Ta nicns 3aTBepAKeHHs
BTOPWHHOTO
nakyBaHHs: ACiHO
EcTtoHia OY,
EcToHis
238. | NEBOMIM KOHUEHTpaT ans Tosapuct YkpaiHa TOB "dapmigesn” Natsia BHECEHHS 3MiH 0 peecTpaLjiiiHuXx maTepiasis: 3MiHu |1 3a UA/18864/01/01
NpUroTyBaHHs BO 3 My - 3MiHK 3 AKOCTi. ADL. (iHWi 3MiHM) nogaHo peuyenmom
po3UnHYy AN 0bMexeHo oHoBrieHuii ASMF Ha fitody peqyoBuHY 1EBOCUMEHAAHY
iHdpysin, 2,5 mr/imn; 10 BiJ 3aTBepAykeHoro B1upo6bHuka Alven Laboratories s.r.o.,
no 5 mn y ckisitHomy Bignosiga Yecbka Pecny6nika (3atBepmkeHo: ASMF version
dhnakoHi, no 1 NbHICTIO 11/2019; 3anponoHoBaHo: ASMF Levosimendan
CKNAHOMY (p/1akoHy "POKET- 11/2019, update 06/2022)
B KQpPTOHHIi kopobui PAPM"
239. | IEBOMEKO/1 | masbno 251y MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | 6e3 UA/0867/01/01
b KOHTeliHepax; no 30 dapmaves dPapmaueBTMyHa TMny - 3MiHK 3 siKocTi. A®l. BUpo6HMLTBO. 3MiHa peyenma
r,abono40ry TUYHa thabpuka "Biona" BMPOGHMKA BUXIAHOrO/NPOMDKHOTO NPOAYKTY/peareHTy,
Ty6ax asitoMiHIEBUX; habpuka LLIO BMKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AdI,
no30r,abono40r "Biona" abo 3miHa BUpo6HYKa (BKOUarun, ae HeobxigHo, Micle

y Ty6i a/TlOMIHIEBIl;
no1T1y6iy
KapTOHHI navi; no
20 ry Ty6ax
antoMiHieBmx; no 20
Iy Ty6i antoMiHIEBI;
no 1 1y6iy
KapTOHHIN mayuj; no
201, no 30 r abo no
40 r y Ty6ax
namiHaTHux; no 20 r,
no30rabono40r
y Ty6i namiHaTHilA;
no 1 1y6i B

npoBefeHHs KOHTPOI0 AKocTi) AdI (3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €EBponeiickkin hapMakonei y
3aTBepAXEeHOMY f0cCke)(iHLWi 3MiHM) 3MiHa BUPOGHMKa
NPOMDKHOro NPOAYKTY A5 BUpobHuLTBa Ad|
(metunypauuna) 3 High Hope Int'l Group Jiangsu
Medicines & Health Products Imp. & Exp. Corp. Ltd.,
China (BUroToBNEHHA TEXHIYHOTO NPOAYKTY) Ha LLlaHaoHr
Binie Kemikan Mti. /itg, Kntaii/ Shan Dong Believe
Chemical Pte. Ltd., China (BUroToB/1IeHHA TEXHIYHOrO

npoAayKTy)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KapPTOHHIN nayuj
240. | NEBO®/IOKC | po3unH s iHdys3iiA, ToBapuct YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a UA/16632/01/01
AUNH- 5 mr/mn no 100 mn y BO 3 06MexeHoto TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
HOBO®APM nnsawyi; no 1 06MeXeHo BiANOBiAA/IbHICTIO Ta/abo agpecy 3asBHVKa (B/1aCHUKa PEECTpaLiiiHOro
NAAWL y nayui 10 hipma nocBig4YeHHs)
Bignosiga "Hosodhapm-
JIBHICTIO BiocuHTes"
tipma
"HoBodphap
M.
BiocuHTes
241. | NEPKAHIAUN | TabneTtku, BKPUTI TOB YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3miHu | 3a UA/16977/01/01
IH-TEBA NAiBKOBOO «TeBa OynHuus AL TMny - AGMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
060/10HKO10, Mo 20 YkpaiHa» Ta/abo agpecu MicLs NPOBaKEHHS Ai/IbHOCTI
mr; no 14 TabneTok BMPOGHMKa (BKIKOYAKOUM, 3a HEOBXiAHOCTI, Micue
y 6nicTepi; no 2 abo NpoBeAEeHHS KOHTPOIK0 SKOCTI), ab0 BNacHMKa macrep-
no 4 6nictepu B thaiina Ha A®I, abo noctavanbHuka A®Il/BrxigHOro
KopoobLi matepiany/peareHTy/npoMKHOI0 NPOAYKTY, L0
3aCTOCOBYIOTLCSA Y BUPOOHULTBI AD| (SKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE, a60 BUPOOHMKA HOBOI
[O0NOMDKHOT PeYOBMHM (SIKLLLO 3a3HAYEHO Y A0CbE) 3MiHa
afpecu BUpobHMKa NPOMKHOI pevoBuHM 1[N-(3,3-
AvdpeHinnponin)-N-meTunamiHo]-2-meTnn-2-
nponinaueroaweTaTy. A caMme 3MiHa NOLITOBOrO iHAEKCa.
Litova pepgakuisa: Laxmi Organic Industries Limited B-
2/2, 3/1/1, 3/1/2 MIDC Mahad, Dist. — Raigad - 402309.
MponoHoBaHa pepakyia: Laxmi Organic Industries
Limited B- 2/2, 3/1/1, 3/1/2 MIDC Mahad, Dist. — Raigad
- 402302. 3minu | TNy - 3MiHW 3 AKocTi. API.
Brpo6HMLTBO. 3MiHM B NpoLeci BupobHuutea AdI
(He3HayHa 3MiHa y 3aKpuTiii YacTUHI MacTep-halina Ha
A®l) OHoBNeHHA ASMF Big noctavanbHuka AdI
nepkanigmniHy Glenmark Life Sciences Limited.
[Oitoua pepakuin: DMF version GLNMRK/LERC/AP/E-
12/2018.12.11 RP/-E-06. MponoHoBaHa pegakuis: DMF
version GLNMRK/LERC/AP/E-13/2021.06.01 RP/E-
07/2021.06.01
242. | NEPKAHIAWUMN | Tabnetku, BKPUTI TOB YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | 3a UA/16977/01/02
IH-TEBA NNiBKOBOIO «TeBa OynHuus AL TMny - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyernmom
060/10HKot0, Nno 10 YkpaiHa» Ta/abo agpecu MicLs NPOBaKEHHSA AiS/IbHOCTI

Mr; no 14 Tabnetok
y 6nicTepi; no 2 abo
no 4 6nictepu B
Kopo6ui

BMPOGHMKa (BK/OUAKOUYM, 32 HEOOXIAHOCTI, Micue
NpoBeLeHHS KOHTPOJIK SIKOCTI), ab0 BnacHMKa macTep-
dhaina Ha A®I, abo noctavanbHuka A®l/BuxigHoro
martepiany/peareHTy/npoMiKHOTO NPOAYKTY, WO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BiACcyTHOCTI cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei y
3aTBepAKEHOMY [OCbE, ab0 BUPOOHMKA HOBOT
[0NOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y A0ChE) 3MiHa
afpecy BUPO6GHMKa NPOMXHOT pevoBuHK 1[N-(3,3-
avdpeHinnponin)-N-meTunamiHo]-2-meTn-2-
nponinaueroaweTaTy. A caMme 3MiHa NOLUTOBOrO iHAEKCa.
[itoya pepakuis: Laxmi Organic Industries Limited B-
2/2, 3/1/1, 3/1/2 MIDC Mahad, Dist. — Raigad - 402309.
MponoHoBaHa pepgakyis: Laxmi Organic Industries
Limited B- 2/2, 3/1/1, 3/1/2 MIDC Mahad, Dist. — Raigad
- 402302. 3miHu | TNy - 3MiHKW 3 AKocTi. API.
Bupo6HMLTBO. 3MiHW B npoLeci BUpo6bHuuTBa Ad|
(He3HayHa 3MiHa y 3aKpuTili YacTUHI MacTep-haiina Ha
A®l) OHoBNeHHA ASMF Big noctavanbHmka AdI
nepkaHigmniHy Glenmark Life Sciences Limited.
[itoua pepakuin: DMF version GLNMRK/LERC/AP/E-
12/2018.12.11 RP/-E-06. MponoHoBaHa pegakuyis: DMF
version GLNMRK/LERC/AP/E-13/2021.06.01 RP/E-
07/2021.06.01

243.

NETEPO

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO10, No 2,5
Mr; no 10 TabneTok
y 6nicTepi; no 1 abo
no 3 6nictepu B
KOpOO6Li 3 KapTOHY

letepo
Na63
Nimiten

IHais

[eTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapmakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnfgy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarisay B YKpaiHi, AKLWO BOHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0CcO6U, BiAMNOBIAa/IbHOI 3a
3pjiicHeHHs1 hapMakoHarnsay (BK/IHYAKUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MmileHHI macTep-thaiina
cmucTeMu dhapmakoHarnsgy). 3mMiHa KOHTaKTHUX JaHux
YNOBHOBaXEHOI 0CO6M 3as1BHYKA, BifnoBigabHOT 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6M 3asBHWMKa,
BiANOBIga/IbHOI 3a hapMakoHarnag B YkpaiHi. [itoua
penakuis: Hypies EngaHisz Animosud. MponoHoBaHa
pepakuis: Tonokesny Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiANOBiAa/IbHOT 32 hapmakoHarnsa B YKpaiHi.

3a
peyenmom

UA/14176/01/01

244,

NETPAM

TabneTku BKpUTI
NNiBKOBOIO
060/10HKOI0 No 250
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepun y Kopobui

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaLiinHmx maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
hapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,
BiNOBIAA/IbHOI 3a 34iICHEHHA hapMakoHarnsay;

3a
peyerimom

UA/17271/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

KOHTaKTHOI 0c0obM 3 (hapmakoHarnfgy 3asBHuKa 4N
3[jficCHEeHHs1 hapMakoHarisay B YkpaiHi, KO0 BoHa
BifAMIHHa Bif YNOBHOBaXeHOI 0CO6M, BiAMNOBIAa/IbHOI 3a
3pjificHeHHs hapmakoHarnsay (BK/IHHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-taiina
cucteMu chapmakoHarnagy). 3mMiHa KOHTaKTHUX JaHux
YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMNOBIga/IbHOI 3a
hapmMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag B Ykpaini. fitoua
pepaxkuis: Hypie EngaHiz Animosuy. NponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CObu 3asBHMKA,
BiANOBiAa/IbHOT 32 hapmakoHarisg B YKpaiHi.

245.

NETPAM

TabneTku, BKPUTI
NNiBKOBOIO
o60s0HkKoto, no 500
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepun y kopobui

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu |
TUny - 3miHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA (hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicHeHHs hapMakoHarisay B YKpaiHi, SKLO0 BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0CO6MU, BigNoOBiganbLHOI 3a
3piicHeHHs hapmakoHarnagy (BKIH0UYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg,. 3mMiHa KOHTaKTHOT 0cobuM 3asiBHUKa,
BignoBigasIbHOI 3a hapmMakoHarnsag B Ykpaini. Jditova
pepakuis: Hypies EngaHxisz Animosuy. MNponoHosaHa
pepakuis: Tonokesud Bonogumup HOpiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNMKa,
BiANOBiAaNbHOI 3a (hapmakoHarnsg B YKpaiHi.

3a
peyenmom

UA/17271/01/02

246.

NETPAM

TabneTku, BKPUTI
NNiBKOBOIO
o60s10HKo0, No 1000
Mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepun y kopobui

leTepo
Na63
Nimiten

IHAja

[eTepo /1a63
Nimiten

IHAjA

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXKeHOT ocobu,
BiANOBIAA/ILHOI 32 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuka ons
3[jicCHeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs1 hapMakoHarnsgy (BK/IHYAKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHi MacTep-thaiina
cuctemu chapmakoHarnagy). 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOI 0CO6M 3as1BHYKA, BifnoBigabHOT 3a
dhapMakoHarnsg. 3miHa KOHTaKTHOT 0CO6M 3asBHMKA,

3a
peyenmom

UA/17271/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BiANOBIAa/IbHOI 3a hapMakoHarnag B YkpaiHi. [itoua
pegpakuis: Hypies Enganisz Animosuy. lNMponoHoBaHa
pepakuis: Tonokesuy Bonogumup KOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsa B YKpaiHi.
247. | NE®NOKAA TabneTkn, BKPUTI Ibxy6inanTt IHAiA [bxy6inaHt IHAaiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/13423/01/02
NNiBKOBOIO [hxeHepikc xeHepikc MlimiTen Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
060/10HKOH0, M0 500 Nimiteq thapmakoHarnagy. BHeceHHss abo 3miHa(1) fo
mr, no 10 TabneTok 3060B'13aHb Ta YMOB BMAaYi peecTpauiinHoro
y 6nicTepi; no 3 nocBigYeHHs, BKoYaoun MaaH ynpasniHHSA py3nkamm
6nictepu B (3acTocyBaHHA TEKCTY, AKWIA NOrOMKEHNI 3
KapTOHHI Kopoo6Li KOMMETEHTHVM OpraHoM) 3asBHUKOM HafaHo
OHOBJ/IEHWIA MnaH ynpaBniHHA pu3dnkamu Bepcis 3.0.
3MiHM BHECEHO [0 YacTuH: | «3aranbHa iHhopmayis», Il
«Cneuudikauis 3 6esnekm», Il «MnaH 3
dhapmakoHarnagy», 1V» MNnaxu wopao
nicnspeecTpauiiHnx focnimkeHb eqpeKTUBHOCTI», V
«3axoaun 3 MiHimMi3auii pu3nkie», VI «Pestome nnaHy
ynpaBniHHA pu3nkamu», VIl «JogaTkn» y 3B'A3Ky 3
BMPOBaKEHHAM A04ATKOBUX 3aX04iB 3 MiHiMi3auiT
pv3uKiB 3rigHo pekomeHgauii EMA. Pestome MNnany
ynpaseniHHA pu3vkamu Bepcis 3.0 goaaeTbes
248. | NEDNOKAL TabneTkn, BKPUTI [xy6inaHt IHais [bxy6inaHt IHais BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu | 3a UA/13423/01/01
NNiBKOBOIO [hxeHepikc [bxeHepike NimiTeq, MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom
060/10HKOI0, Mo 250 Nimitep thapmakoHarnagy. BHeceHHsi abo 3miHa(v) Lo
mr, no 10 TabneTok 3060B'A13aHb Ta YMOB Buaui peecTpauiiiHoro
y 6nicTepi; no 3 noceigyeHHs, BKNoYarouy Maax ynpasniHHA pusnkamm
6nictepu B (3acTocyBaHHA TEKCTY, AKWIA NOrOMKEHN 3
KapTOHHIA Kopoo6Li KOMMNETEHTHUM opraHom) 3asiBHUKOM HaAaHo
OHOB/EeHWIA MnaH ynpaeniHHS pudvkamu Bepcis 3.0.
3MiHM BHECeHO [0 YacTuH: | «3aranbHa iHhopmauis», |l
«Cneuudikauis 3 6esnekm», Il «MnaH 3
hapmakoHarnsgy», IV» Mnaxu wopao
nicnsapeecTpauiiHnx gocnimkeHb eqpeKTUBHOCTI», V
«3axoau 3 MiHiMi3auii pu3ukiB», VI «Pe3tome nnaHy
ynpaBniHHS pusnkamus», VIl «jogatkun» y 3B'A3Ky 3
BMPOBaKEHHAM 404ATKOBUX 3aX04iB 3 MiHiMi3auiT
pv3uKiB 3rigHo pekomeHpauili EMA. Pestome MnaHy
ynpas/iHHA pusmkamu Bepcis 3.0 AogaeTbes
249. | NIHAAEKC Kancynu Teepgi no leTepo IHais [eTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpaviiiHMx MmaTepiasiis: 3MiHu | 3a UA/18687/01/03
25 wmr, no 10 kancyn Na63 Nimiteq MRy - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom
y 6nicTepi, no 1 abo Nimiteq thapmakoHarnsigy. BeegeHHs abo 3miHu go

3 6nictepu y
KapTOHHiiA KOpo6Li

y3araslbHeHMX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cUcTeMy
hapMakoHarnsgy, 3miHa ynoBHOBaXeHOT ocoou,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0obU 3 chapMakoHarnagy 3asBHuKa ons
3fiicHEeHHS1 hapMakoHarisagy B YkpaiHi, SKLWO BOHA




195

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakoska)

BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHUYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cucteMu dhapmakoHarnsagy). 3mMiHa KOHTaKTHUX JaHux
YMNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMNOBIAa/IbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6M 3asBHMKa,
BiANOBIAa/IbHOI 3a hapMakoHarnag B YkpaiHi. [itoua
pegpakuis: Hypies EngaHisz Animosudy. NMponoHoBaHa
pepakuis: Tonokesuy Bonogumup KOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aBHNKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsa B YKpaiHi.

3a

UA/18687/01/01

250.

NIHAJEKC

Kancynu TBepai no 5
mr, no 10 kancyny
6nictepi, no 1 a6o 3
6nictepu y
KapTOHHIA KOpoo6Li

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu |
Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta
thapmakoHarnsgy. BeeneHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
thapMakoHarnsgy, 3amMiHa ynoBHoOBaXeHOoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 (hapMakoHarnagy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6M, BiAMNOBIAA/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BK/IHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucteMu dhapmakoHarnsgy). 3mMiHa KOHTaKTHUX JaHux
YMOBHOB&XeHOT 0c06M 3aBHUKA, BiAMOBIga/IbHOI 3a
hapmMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pepakuis: Hypie EngaHiz Animosuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CObYM 3asiBHMKA,
BiANOBiAA/IbHOI 32 hapmakoHarnsg B YKpaiHi.

peyermom

3a

UA/18687/01/02

251.

NIHALEKC

Kancynv TBepai no
10 mr, no 10 kancyn
y 6nicTepi, no 1 abo
3 6nictepu y
KapTOHHI Kopoo6Li

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHn o
y3arasibHeHUX JaHuX Npo cucTemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
dhapmakoHarnsgy, 3miHa ynoBHOBaxXeHoT ocobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLOo BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0CO6MU, BiANOBigaNbHOI 3a
3fiicHeHHs hapmakoHarnagy (BKIH0UYaUmM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHI MacTep-taiina
cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0COOU 3asIBHMKA, BifnoBiga/ibHOI 3a
thapmakoHarnag. 3mMiHa KOHTaKTHOT 0cobu 3asiBHUKa,
BigNoBigasIbHOI 3a hapmakoHarnsag B Ykpaini. fitova
pepakuis: Hypies EngaHis Animosuy. NponoHoBaHa

peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
pepakuisi: Tonokesuy Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNKa,
BiANOBiAaNbHOI 3a (hapmakoHarnsg, B YKpaiHi.
252. | NIHE3O0NIA4, PO34uH NS iHdy3il, KPKA, CnoBeHis BMPOGHMLTBO "in PymyHis/ BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a He UA/16130/02/01
KPKA 2 mr/mn; no 300 mMn n.4a., Hoso bulk", nepBrHHe CnoseHis TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
y cucTemi gns MecTo Ta BTOPUHHE thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
BHYTPILLHbOBEHHOIO nakyBaHHs, nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
BBefEHHs; no 1 TPeTUHHE AN MeANYHOro 3acTOCYBaHHS
cucTemi gns nakyBaHHs: reHepnyHuX/ribpuaHMx/6ionogibHNX nikapcbkmx 3acobis
BHYTPILLHbOBEHHOIO IHchome dntoig3 nicns BHECEHHA Tiel camoi 3MiHN Ha pedhepeHTHW
BBEJEHHS B NakeTi 3 C.p.n., PymyHis; npenapar (3miHa He noTpebye HafaHHA XOAHUX HOBUX
naMiHOBaHoI TpeTuHHe [0AAaTKOBUX AaHWX). 3MiHVM BHECEHO A0 iHCTPYKLii ANns
chonbru; no 1 a6o 10 nakyBaHHs, MeAMYHOro 3aCTOCYBaHHA /likapCbKoro 3acoby y
nakeTtiB y Kopobu,i KOHTPO/b cepii Ta po3ainu: "B3aemogis 3 iHLWMMK nikapcbkrMu 3acobamu
BWMYCK Cepil: Ta iHWi By B3aemogiii", "OcobnnBoCTi 3acTOCyBaHHS",
KPKA, a.4., HoBo "Cnoci6 3acTocyBaHHA Ta fo3un", "Mo6ivHi peakuii”
mMecTo, CroBeHis; BiANOBIAHO A0 iHopMaLii WoA0 MeguyHoro
KOHTPO/b Cepil: 3acTOCyBaHHSA pethepeHTHOro NMikapcbKoro 3acoby
KPKA, a.g., HoBo (BMBOKC, po3unH ans iHdpysiit). BBegeHHs 3MiH
mMecTo, CrnoBeHis; NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
TpeTUHHE
nakyBaHHs:
KPKA, a.4., Hoso
mecTo, C/10BEHIst
253. | NIHE3O0NIA- TabneTku, BKPUTI leTepo IHais [eTepo /1a63 IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/16624/01/01
FETEPO NNiBKOBOIO Na63 Nimiten TMny - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta peyenmom
060/10HKO0, Mo 600 Nimiten thapmakoHarnagy. BeegeHHs abo 3miHu o
Mr no 10 Tabnetok y y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnsgy
6nictepi, no 1 a6o 6 (BBELEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
6nictepis y thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
KapTOHHI Kopoo6Li BiANOBIAA/ILHOI 32 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuka ons
3[jicCHeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHi MacTep-taiina
cuctemu chapmakoHarnagy). 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOI 0CO6M 3as1BHYKA, BifnoBigabHOT 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6M 3asBHMKA,
BifnoBigasIbHOI 3a papmakoHarnsag B Ykpaini. Jirova
pegfakuis: Hypies EngaHisz Animosuy. NMponoHoBaHa
pepakuis: Tonokesny Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiANOBIAa/IbHOT 32 hapmakoHarnsa B YKpaiHi.
254. | NIHKOUUH PO34MH ONs iH'EKLN, Mdcparizep CWA Mdpaiizep Benebris BHECEHHS 3MiH 4,0 peeCcTpaLiiHnX maTepiasiB: TEXHIYHA 3a UA/10038/01/01
300 mr/mn; no 2 mn IHK. MeHtohekyypuHr nomMunka (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460) peyenmom
y dhnakoHi; no 1 Benbria HB TexHi4yHy NOMUKY BUNPaBEHO B IHCTPYKLIT AN

cdnakoHy B

MeJMYHOTO 3aCTOCYBaHHS /likapCbKoro 3acoby y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KapTOHHI KOopoo6Li po3ginax "BupobHuk" Ta "MicLe3HaxomKeHHs
BMPOOHYMKa Ta agpeca MicLis NPOBaAKeHHS 1ioro
AisnbHOCTI": 3aTBepmXeHo: "BupobHuk. Mdaiizep
MeHtodekuypuHr Benbrisa HB / Pfizer Manufacturing
Belgium NV. Micue3HaxompkeHHs BUPO6HVKa Ta afpeca
MicLA NpoBaXeHHs Moro AisnbHOCTI. Pelikeser 12,
Myypc, 2870, Benbris/ Rijksweg 12, Puurs, 2870,
Belgium".
3anponoHoBaHo: "Bupo6Huk. Mdaiizep MeHodekyypuHr
Benbris HB. Micue3HaxomxeHHs1 BUPO6HUKa Ta agpeca
MiCLii NPOBaPKEHHS Aoro AisinibHOCTI. Pelikeser 12,
Myypc-CiHT-AmMaHgac, 2870, Benbris". 3asHayeHe
BMMpaB/IEHHS BiAMoBigae MaTepiasiam peecTpaviiniHoro
[0Cbe
255. | NO3AN® TabneTkn, BKPUTI TOB YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/3906/01/03
o60osoHKoto, no 50 "CaHodi- dapmacsbtoTikans”, | Pecny6nika/ Tuny - 3MiHK 3 skocTi. CepTudikaT BignosigHoCTI/lE- peyenmom
mr; Ne 30 (10x3), Ne ABeHTIC CnoBaubka Yecbka cepTudikaT BignoBigHOCTI EBponeiickkiii
30 (15x2), Ne 60 YkpaiHa" Pecny6nika Pecny6nika thapmakonei/MoHorpadii. MogaHHs HoBOro abo
(10x6), Ne 60 (15x4), (BMpPOGHMLTBO OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
Ne 90 (10x9), Ne 90 N3, nepBrHHe Ta cepTudpikaTa BifNoBiAHOCTI EBpoNeiichkiin hapmakonei:
(15x6): no 10 BTOPVHHE ana A®l; ans BuxigHoro
TabneTtok y 6nictepi; nakyBaHHs1, marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
no 3, 6 ao 9 KOHTPONb Ta BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
6nictepis y BUMYCK Cepii); peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBPONECHKI
KapTOHHI kopobuyj; TOB "3eHTiBa", hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
no 15 Tabnetok y Yecbka 3aTBEPKEHOr0 BUPOGHMKA - NOAAaHHS OHOB/IEHOTO
6nicTepi; no 2, 4 abo Pecny6nika cepTtudikaTa BiANOBIAHOCTI E€BpoONeiichbkin hapmakonei
6 6nicTepiB y (BMpPOGHMLTBO Ne R1-CEP 2010-139 - Rev 05 (3atBepaxeHo: R1-CEP
KapTOHHIA Kopoo6Li N3, nepBrHHe Ta 2010-139 - Rev 04) ana A®l no3apTaHy Kasito Bif BXe
BTOPUHHE 3aTBEepAKeHOro BMpo6Huka Zhejiang Huahai
nakyBaHHs1, Pharmaceutical Co., Ltd., Kutaii
KOHTpO/b Ta
BMNYCK Cepiii)
256. | NO3AN® TabneTku, BKPUTI TOB YkpaiHa AT "CaHeka Cnosaubka BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/3906/01/04
060/10HKO0, N0 100 "CaHodi- dapmacbtoTikans”, | Pecny6nika/ TMny - 3MiHKM 3 AKkocTi. CepTudikaTt BignosigHocTI/IE- peyenmom
mr, Ne 30 (10x3), Ne ABeHTiC Cnosaubka Yecbka cepTucpikaT BigNoBigHOCTI EBpoONeNichKii
30 (15x2), Ne 60 YkpaiHa" Pecny6nika Pecny6nika hapmakonei/moHorpadii. NMogaHHA HoBOro abo
(10x6), Ne 60 (15x4), (BUPOGHULTBO OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUYYEHHS
Ne 90 (10x9), Ne 90 N3, nepBrHHe Ta cepTudiikaTa BignoBiAHOCTI EBpoNelichkKiin hapmakonei:
(15x6): no 10 BTOPVHHE ansa A®l; ona BuxigHoro
TabneTtok y 6nictepi; nakyBaHHS, matepiany/peareHTy/npoMKHOI0 NPOAYKTY, L0

no 3, 6 abono 9
6nictepiB y
KapTOHHI kopobLyj;
no 15 TabneTtok y
6nicTepi; no 2, 4 abo
no 6 6nictepis y
KapTOHHI Kopoo6Lli

KOHTPO/b Ta
BUWMYCK Cepii);
TOB "3eHrTiBa",
Yecbka
Pecny6nika
(BUPOGHULTBO
13, nepBuHHE Ta

BMKOPVCTOBYIOTbCH Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEChKIlt
papmakonei) - OHOBEHWIA cepTudikarT Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BigNoOBiAHOCTI EBponeiickbkiit hapmakonei
Ne R1-CEP 2010-139 - Rev 05 (3atBepgxeHo: R1-CEP
2010-139 - Rev 04) ans AdI no3apTaHy Kaslito Bif BXe
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BTOPUHHE 3aTBEpMAXeHOoro BupobHuka Zhejiang Huahai
nakyBaHHs, Pharmaceutical Co., Ltd., Kutaii
KOHTPO/b Ta
BUMYCK Cepiit)
257. | NOPATAAVH | Tabnetkv no 10 mr MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 6e3 UA/7014/01/01
no 10 TabneTok y "Knismegn "Knismegnpenapa TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
6nictepi; no 1 penapar" T Ta/abo agpecyu MicLs NPOBaKEHHS AiS/IbHOCTI
6nictepy B nayui BMPOGHMKaA (BKIKOYAKOUM, 3a HEOOXiAHOCTI, Micue
NpoBefEeHHSA KOHTPOJII0 SKOCTI), abo BnacHuKa macTtep-
thaiina Ha A®I, abo noctavanbHuka A®l/BrxigHOro
marepiany/peareHTy/npoMbKHOIO NPOAYKTY, L0
3aCTOCOBYIOTLCSA Y BUPOOHULTBI ADI (SKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPLKEHOMY [OCLE, a60 BUPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHY (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
azpecy Micus NpoBaMKEHHS [isNbHOCTI BUPOGHMKa ADI
NopatagyuHy (yci BUpo6HMUi onepauii 3a/mwalTbes
HEe3MiHHMMW) Ha NiAcTaBi JOKYMEHTIB, HafaHux
BYPOGHUKOM.
258. | NOPATAAWH | cupon, 5 mr/5 mn no ToBapucT YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 40 peecTpaLiinHmx MmaTepiasis: 3MiHu | 6e3 nionsizae UA/0100/02/01
-340POB'A 100 My dpiakoHi; BO 3 BMPOGHMLTBA, Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
no 1 cpnakony 3 0o6MmexeHo KOHTPO/b SIKOCTI, thapmakoHarnagy. 3MiH1 y KOPOTKili xapakTepucTumLi
MipPHOIO JTOXKOHO B 10 BWMYCK Cepil: NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
KOpoOLyi 3 KapTOHY; BignoBiga ToBapwvCTBO 3 AN MeAUYHOro 3acToCyBaHHs
no 5 mn aéo no 10 NbHICTIO 06MeXeHo reHepuUHMX/ribpuaHNX/6ionoAibHMX NikapCbkMx 3aco6iB
M1y cale; no 20 "dbapmaue BiANOBIAALHICTIO nicns BHECEHHN Tiel camoi 3MiHM Ha pedhepeHTHWi
calle y Kopobuj 3 BTUYHA "®apmaueBTnyHa npenapar (3mMiHa He NoTpebye HafaHHA XOLHUX HOBMX
KapToHy KOMnNaHis KOMNaHis [0[aTKOBMX faHuX). 3MiHM BHECEHO [0 IHCTPYKLUiT Ans
"3p0poB'a” "3popos's", MeAUYHOro 3aCTOCyBaHHA NiKapCbKoro 3acoby y po3ain
YkpaiHa; "apmakonoriyHi BacTneocTi”, "3acTocyBaHHsA y nepiog,
BCi cTagii BariTHOCTi abo rogyBaHHA rpyaar”, "3aaTHicTb
BMPOGHMLTBA, BNAMBATY Ha LUBUAKICTb peakLil Npu KepyBaHHi
KOHTPO/1b AKOCTI: aBTOTpaHCMNopToM abo iHWMMK MexaHismamun®, "Cnoci6
ToBapucTBo 3 3acTocyBaHHA Ta fo3un", "MobiyHi peakuii 3rigHo 3
0bMexeHot iHchopMmavieto LWoA0 MeaNYHOro 3aCTOCyBaHHS
BiANOBIAA/TbHICTIO pedhepeHTHOro nikapcbkoro 3acoby (KnaputuH, cupon, 1
"XapkiBcbke Mr/mn). BBeeHHs 3MiH NpoTAroM 6-Tu MicAwiB nicns
hapmaueBTuyHe 3aTBEPMKEHHS. 3MiHW | Tuny - 3MiHW Woao
nigNpPUeEMCTBO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
"340poB’A 3MiHM). OHOBNEHHS TEKCTY MapKyBaHHS yNakoBKu
Hapoay", YkpaiHa niKapcbKoro 3acoby, a came BUYy4YEeHO BUKNAAEHHS
TEKCTY MapKyBaHHS POCI/iCbKO MOBOI. BBefeHHSA 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
259. | MABTEPA® KOHUEHTpaT gns TOB YkpaiHa Bupo6bHMLTBO HimeyunHa/ BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHu | 3a UA/14231/02/01
pPO34nHYy N «Pou Hepo3dhacoBaHol LBeiiuapis/ Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyernmom
iHdpysiii, 100 mr/10 YkpaiHa» NPOAYKLT, CWA thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
M1, no 10 mny nepBrHHE 30060B's13aHb Ta YMOB BMAAYi peecTpaLiitHoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
chnakoHi; no 2 nakyBaHHs, nocBigYeHHs, BKIoYaoun MnaH ynpaeiHHA pyU3mkamm
hnakoHn B BTOPVHHE (iHwWi 3miHW). HapgaHo oHOBNEHWIA NaH ynpaBiHHA
KapTOHHiiA Kopo6Lj; nakyBaHHs, pu3nkamu Bepcia 23.2. 3MiHW BHeCeHO [0 YacTuH: |l
no 50 mn y dpnakoHi; BMNPOOYBaHHS «[lopatkoBi 3axoau 3 hapmakoHarnsagy» (111.2, 111.3),
no 1 conakoHy B KOHTPO/O AKOCTI, «JlopgaTkn», y 3B'A3Ky 3 OHOB/IEHHAM OY4iKyBaHOI AaTn
KapTOHHiiA Kopo6Li BUMYCK cepii: PoL 3aBepLUEHHSN i modadi 3ak0YHOro 3BITY Npo
[LiarHocTnke MM6X pocnipxeHHa BE29950 (RIVAS), Ha nigcTasi
, HimeuunHa; NigTBEPIKEHHS 3aTBEPAKEHHS 3MiH B KpaiHi
BTopuHHe 3asBHVKa/BMPOGHMKA.
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/IO SIKOCTI,
BWMYCK Cepil:
®.XohpmaHH-/15
Pow NTpa,
LLiBefiuapis;
Bupo6bHuuTBO
Hepo3dacoBaHOl
NpoAyKLUii,
nepBuHHE
nakyBaHHs:
JKeHeHTeK IHK.,
CLUA;
BunpobyBaHHs
KOHTPO/O AKOCTI
npv BUNYyCKy 3a
nokasHukamm
BakTepianbHi
©HA0TOKCUHM,
CTepunbHICTb:
Na6op /1IC CE eHf
Ko. KI', HimeyunHa
260. | MABTEPA® PO3YUNH NS iH'EKLN, TOB YkpaiHa Brpo6HMUTBO LLisefuapis BHECEHHS 3MiH 40 peecTpalinHmx maTepiasis: 3MiHu | 3a UA/14231/01/01
1400 mr/11,7 mn no «Poww Hepo3dacoBaHol Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
11,7 mn y cpnakoHi, YkpaiHa» npoAayKLUiT, thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
no 1 cpnakoHy y nepBUHHE Ta 3060B'13aHb Ta YMOB BMAaYi peecTpauiinHoro
KapTOHHIA KopooLi BTOPUHHE nocBigYeHHs, BKoYaoun MaaH ynpasniHHSA py3nkamm
nakyBaHHs, (iHLWi 3MiHKW). 3asBHUKOM HafaHO OHOB/EHUIA N1aH
BMNpobyBaHHsA ynpasniHHA pu3nkamu Bepcisa 23.2. 3MiHN BHECEHO A0
KOHTPOJIO AKOCTI, yacTuH: Il «[lopaTtkoBi 3axoam 3 hapmakoHarnsgys»
BUNYCK cepil: (1.2, 1.3), «dopaTku», y 38’3Ky 3 OHOBJ/IEHHAM
®.XothpmaHH-/15 OuiKyBaHOI faTu 3aBEpLUEHHS | NoAadi 3akH0UHOrO 3BITY
Pow fiTg, npo gocnigpkeHHs BE29950 (RIVAS), Ha niacTasi
LLiBeiiuapis; NiATBEPAKEHHS 3aTBEPAKEHHS 3MiH B KpaiHi
BvnpobyBaHHs 3asBHMKa/BMPOGHMKA.

KOHTPO/IO AKOCTI:
®.XohpmaHH-/15
Pow N4,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
LLIBeliyapis
261. | MABEHKNAQL | Ttabnetkv no 10 mr Apec LLiBeiiuapi Bupo6Huk ITania BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a UA/17515/01/01
® no 1, 4 abo 6 TpengiHr a (BpPO6HMLTBO TUny - 3miHK Wwoao 6e3nekn/ethekTUBHOCTI Ta peyenmom
Tabnetok B C.A. Hepo3dacoBaHoro thapmakoHarnsgy. 3MiHa 4acToTv Ta/abo TepMiHiB
a/IlOMIHIEBOMY npenapary, nofiaHHsA perynsipHo OHOBIOBaHMWX 3BITIB 3 6e3nekun
6nicTepi, nepBrHHE Ta nikapcbkunx 3aco6iB - 3MiHM y 4acToTi Ta fartax nogaHHsA
3aneyaraHomy y BTOPWHHE perynsipHO OHOBJIOBAHOTO 3BITY 3 6e3neku.
KapTOHHY nakyBaHHs, [itova pepakuis: Yactota nogaHHa perynspHo
06KNaanHKy, SIKy KOHTPO/b AKOCTI, OHOB/IIOBAHOrO 3BITY 3 6e3nekun BignosigHo fo Masn V
BMiLLYIOTb Y BUWMYCK Cepii): n.3 nn.2.1 Hakazy MO3 Ykpainu Big 27 rpyaHsa 2006
KOHTYPHY YapyHKOBY Hep®apMa poky Ne 898 (y pegaxuii Hakasy MO3 YkpaiHu Big 26
ynaKkoBKy Ta C.P.N., Itanis; BepecHs 2016 poky Ne 996) MponoHoBaHa pefakuis:
BKafalTb y Bnpo6HmK YacToTa nofaHHs perynsipHo OHOB/IHOBAHOTO 3BITY 3
KapTOHHY KOPOGKY (KOHTPO/Ib AKOCTI: 6e3nekn 1 pik. KiHLeBa faTa on1s BKIYEeHHS AaHnX A0
BU3HAYEHHA PO3B - 07.07.2023 p. flata nogaHHsa - 15.09.2023 p.
efleMeHTHUX
[LOMILLIOK):
€spodhiHc bionab
C.P.J1., Itanisa
262. | MAKMIPOP Kancysnu BariHasibHi Monikem ITania BiANoBiganbHUIA 3a ITania BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | 3a He UA/3934/02/01
KOMMJIEKC® | m'ski; no 8 kancyny C.p.n. nepBuHHeE, TUny - AOMiHiCTpaTMBHI 3MiHW. 3MiHa Kogy ATX - 3MiHK peyenmom | nionsi2ae
6nictepi; no 1 BTOPWHHE BHECEHO B IHCTPYKLIiIO A58 MeAVYHOro 3acTOCyBaHHS
6nicTepy B nauui nakyBaHHs1, npenapary A0 po3giny "®apmakoTepaneBTuyHa rpyna.
KapTOHHI KOHTPO/b Ta Kog ATX" BigNOBIAHO 4O MiXXHapOAHOro knacudikatopa
BUNYCK cepil: BOO3 (http://www.whocc.no/atc_ddd_index/):
[Jonnenb 3aTBEepAKeHO: MPOTUMIKPOGHI Ta aHTUCENTUYHI 3aco6Mu.
dapmaueyTiyi Kog ATX GO1A X, 3anponoHoBaHo: [MpoTUMIkpo6Hi Ta
C.p.n., Itanis; aHTUCeNTUYHI 3aco6y, LLIO 3aCTOCOBYIOTLCS B FiHEKOOTI.
BiANoBiganbHUIA 3a AHTUBIOTUKM. HicTaTuH, kombiHavii. Kog ATX GO1A A51.
NOBHUI LMK BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
BMPOGHMLTBA: 3aTBepMKEHHSA. 3MiHM | TUny - 3MiHK Woa0
[Jonnenb 6e3nekun/edekTBHOCTI Ta hapMakoHarniagy (iHLwi 3MiHW)
dapmaueyTiyi 3MiHM BHECEHO B IHCTPYKLitO 415 MeAUYHOro
C.p.n., Itanis; 3aCTOCyBaHHS NiKapCbKoro 3acoby A0 po3ainy
BUPOBHMK "Oco611BOCTI 3acTOCyBaHHA" LWOA0 6e3neku
npoaykty in bulk: 3aCTOCYBaHHS A0MNOMDKHOT PEYOBUHYM 3 BiAMNOBiAHMM
KataneHT Itani 3MiHaMW [0 TEKCTY MapKyBaHHA BTOPUHHOT YNakoBKMK.
C.n.A., Itania BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS
263. | MAKCUAEKC | kpanni ouHi, 1 Hosapric LLiBefiuapi AnkoH-KyBpbop Benbris BHECEHHS 3MiH 0 peecTpaviiiHMx MmaTepiasiis: 3MiHu | 3a He UA/10812/01/01
® Mr/Mn; no 5 mny dapma Al A TUny - AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo peyenmom | nionszae

dnakoHi-
KpanenbHuyj ; no 1
donakoHy-
KpanesibHuULi B
KOpo6Lii 3 KApTOHY

[LOMOMDKHOI peYOBUHM - 3MiHa Ha3BW AOMOMIKHOI
peyoBuHu 3 "Disodium Phosphate, anhydrous" Ha
"Disodium Phosphate" BignoBigHoO g0 OHOBNEHHOT
MoHorpadii EP. Mpu uboMy He BHECEHO 3MiH A0 CKagy
nikapcbKoro 3acoby, KOHTPOJIK SIKOCTi MiKapCbKoro
3aco6by, aKocTi A®l, LONOMIKHUX PEYOBUH Ta CMCTEMU
KOHTeliHep/3aKynoproBa/ibHUIA eNeMeHT; 3MiHu | Tiny -
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

AAMIHICTpaTUBHI 3MiHM - 3 METOIO rapMoHi3aLii JOCbE B
CBITi 3aMpPONOHOBAHO HACTYMHI pefakLiiiHi 3MiHW A0
Moaynto 3: po3ain 3.2.P.1 (nocmnaHHA Ha NoKa3aHHS
BW/TyYEHO 3 PO3[i/Y, OCKINIbKM Lie KTiHIYHO 3HavyLLa
iHhopmais. Lle oHOBNEHHS BiAMNOBIAaE NpakTuL
CTaHAapTHOI AoKymeHTauii HosapTic Ta Bumoram 3T/,
YTOUYHEHHS OO0 PO3UNHY GEH3AUTKOHIIO X/10puaYy;
BWJTyYEHHS TOpriBesibHOX Mapku Drop-Tainer); po3gain
3.2.P.3.2: popgaHo iHdopmaLiito LWoAo ryCTUHN
NiKapCbKOro 3acoby; YyTOYHEHO iHhopmaLiio Wwoao
6eH3aNKoHIl0 xnopuay; po3gain 3.2.P.4.1: nokymeHTauis
Bifj NOCTa4asIbH1Ka AONOMiIXKHNX PEYOBUH BUAATSETHCS
3 [OCbE, OCKINbKM Le cneundivHa ans GMP
iHtbopmauis, sika He HanexuTb [0 PerynaTopHOro fOChe,
ane foCTynHa AN nepernsgy nig yac incnekuii GMP.
Lle oHOBNEHHS BigMoBigae cTaHAAPTHIN NpaKTULi
[okyMeHTauii Hosapric; po3gin 3.2.P.7: - Y 3B'A3ky 3
BMAaeHHAM AnKoH, HoBapTic Ginblue He NoBMHHA
nocunatmcs Ha ToprisenbHy mapky Drop-TAINER, wo
Hanexutb ASIKOH B Moay i 3. Tomy 6yno BUiy4eHo
nocunaHHs Ha ToprisesibHy mapky Drop-Tainer
(mocunaHHsa Ha cucTemMy ynakoBku Drop-Tainer 6yno
BMAAIEHO, & TEKCT 3MIHEHO BiANOBIAHO [0 CTaHAAPTHOT
NpakTUKM AOKyMeHTauii HoBapTic, npy LboMy He
3MIHIOETBCSA AKICHWI | KINbKICHWIA cknag, abo KPUTUYHI
pO3Mipu CUCTEMM NEPBUHHOI YNakoBKu. - O6'eM NASALLIKM
LDPE HeHaBMUCHO 6y/10 Bka3aHo 5K 5 Mn 3aMicTb 8 M
y gocke (5 M - HOMiHaTbHWIA 06CAr 3a/IMBKM). TOMY
NPONOHYETLCA pefakLiliHe BUNpaBeHHs, 106
BMMPaBUTU HEHABMWCHY NOMUJIKY [PYKapCbKOT MOMUSIKA
B OCbE. 3apeecTpoBaHi po3mipy NsLWKNU, obear
HaMoBHEHHS Ta TEXHiYHi XapaKkTepucTUky 3amLLalTbCs
HE3MIHHUMUW. He 3MIHIETbCS SIKICHWIA | KinbKicHUIA cknag
ab0 KpUTUYHI PO3MIPW CUCTEMU NEPBUHHOI YNaKoBKK.
3MiHV BHECEHO B IHCTPYKLiO 4719 Me4UYHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ain «YnakoBka»
3 BiANOBIAHVUMYM 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby (BUAa/IEHHSA Ha3BY TOProBOT Mapku
«[lpon-TeiHep®» 3 oN1Cy NEPBUHHOTO NakyBaHHS)

264.

MAKCIFPA
[IPAB

TabneTku, BKPUTI
NiBKOBOIO
060/10HKOL No 5 M,
no 14 tabneTok y
6nictepi, no 2
6nictepu B
KapTOHHIA KopooLi

dapmaues
TUYHWIA
3aB0O[,

"MOJNTIb®A

PMA" C.A.

Monba

dapmavleBTUYHNI
3aBog
«Monbthapma»
C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
AN MeAMYHOro 3acToCyBaHHS Ha NiAcTasi perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neKkn Nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acToCyBaHHSA NiKapCbKoro
3acoby B nic/isipeecTpaviiiHmii nepiod, abo sik pesynbTaT
OL|iHKM 3BITY 3 AOCAIHKEHb, MPOBEAEHUX BifNOBIAHO A0

3a
peyenmom

He
nionsieae

UA/18415/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
nnaHy negiatpuyHmx gocnigpxes (PIP) (3MiHy
Y3rOAXKEeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
3MiHWN BHECEHO A0 IHCTPYKLi 415 MeAUYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu:
"Oco6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakwi
BiAANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekun Ajtoyol
peyvoBUHM
265. | MAKCITPA TabneTku, BKPUTI dapmaves Monbua dapmaLeBTUYHNIA Monbwa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/18415/01/03
OPAINB NNiBKOBOIO TUYHWIA 3aBof MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionseae
o60s10HKot0 no 10 3aBo[, «Monbhapmar» hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui
mr; no 1 a6o no 2 "MONb®A C.A. nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
Tabnetkn y 6nictepi; | PMA" C.A. ANA MeAMYHOro 3acTOCyBaHHS Ha MiAcTasi perynspHo
no 1 6nictepy B OHOBJIKOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHHIA Kopoo6Li pocnimpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
3acoby B micnsipeecTpavyinHnii nepioa, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BigNOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3roXXKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHVIM OPraHoM)
3MiHN BHECEHO A0 IHCTPYKLii A1 MeAUYHOro
3acTOoCyBaHHSA NikapCcbKoro 3acoby y po3ainu:
"Ocob6nmBocCTi 3acTocyBaHHS", "MobiuHI peakwi"
BiAMOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3neku gjtoyoi
peyoBvHU
266. | MAKCITPA TabneTku, BKPUTI dPapmaves MonbLa dapmaveBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a He UA/18415/01/01
DPAIB NNiBKOBOK TUYHWIA 3aBof Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom niosnsicae
060/10HKOI0 N0 2,5 3aBo/, «[Monbapma» hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTuui
Mr; no 14 TabneTok "MONb®A C.A. NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
y 6nicTepi, no 2 PMA" C.A. 0151 MeMYHOro 3acToCyBaHHA Ha nigcTasi perynspHo
6nictepu B OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo
KapTOHHI KOPOOL pocnipkeHb 3 6e3neky 3acToCyBaHHS NMikapCbKOro
3acoby B nic/isspeecTpaviiiHmii nepiod, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BIANOBIAHO A0
nnaHy negiatpuyHnx gocnigpxkeHs (PIP) (3MiHy
Y3rOKEeHO 3 KOMMETEHTHUM YNOBHOB&XXEHUM OpraHoMm)
3MiHV BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"Ocob6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakwi
BiANOBIAHO 4,0 OHOB/EHOT iH(popMaLLii 3 6e3neku Aitoyol
pPeyYoBUHM
267. | MAKCITPA TabneTku, BKPUTI dapmavues Monbua dapmaLeBTUYHNI Monbwa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 3a He UA/18415/01/04
OPAINB NNiBKOBOIO TUYHWIA 3aBof MRy - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom nionseae
060/10HKOH 10 20 3aB0Oj, «[Monbtapma» hapMakoHarnisgy. 3miHa y KOpoTKiii XxapakTepucTuL
mr; no 1 a6o no 2 "MONb®A C.A. nikapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta iHCTPYKLiT
Tabnetkn y 6nictepi, | PMA" C.A. ANA MejYHOro 3acTOCyBaHHS Ha MifcTasi perynspHo

no 1 6nictepy B
KapTOHHI kopobuyj,
no 4 Tabnetkn y
6nicTepi, No 1 abo

OHOBJIHOBAHOrO 3BiTY 3 6Ge3neKkn Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3MNeKn 3aCTOCYBaHHS NiKapCbKoro
3acoby B nic/sipeecTpaviiitmii nepiod, abo sik pesynbTaT
OLLiHKM 3BiTY 3 AOCAiMKEHb, NPOBEAEHMX BiAMNOBIAHO A0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
no 2, abo no 3 nnaHy negiatpuyHmx gocnigpxes (PIP) (3MiHy
6nictepy B Y3rOAXKEeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
KapTOHHI Kopoo6Lli 3MiHV BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOTO
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu:
"Oco6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakwi
BiAANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekun Ajtoyol
peyvoBUHM
268. | MAHIT- PO34uH NS iHQy3ilA, ToBapuct YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a UA/3653/01/01
HOBO®APM 150 mr/mn; no 200 BO 3 06MEXEHO TMNy - AGMIHICTPATUBHI 3MiHW. 3MiHa HaliMEHYBaHHS peyenmom
M, abo 250 mn, abo | obmMexeHo BiANOBIAALHICTIO Ta/abo agpecy 3asBHVKa (B/laCHUKa peeECTpaviiiHoOro
400 mn, a6o 500 mn 10 hipma noceifyeHHs). 3MiHa agpecu 3asBHMKa
y MsWKax Bignosiga "Hosodhapm-
JBHICTIO BiocuHTes"
ipma
"HoBodhap
M.
BiocuHTes
269. | MEBCIH Kancynu no 200 mr OPIrAHO OAE EBepTomxeH IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu | - UA/8969/01/01
PETAPA® in bulk: no 1000 C/H Navich CaeHcns TMny - AGMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Kancyn y nakerax NANDCA Nimiteq Ta/abo agpecyu MicLs NPOBAKEHHS Ai/IbHOCTI
EHCU3 BMPOGHMKa (BKIKOYAKOUM, 3a HEOBXiAHOCTI, Micue
(E® 3ET 1) npoBefeHHs KOHTPOJTI0 AKOCTI), abo BnacHWKa macTep-
thaiina Ha A®I, abo noctavanbHuka A®Il/BrxigHOro
marepiany/peareHTy/npoMXHOIo NPOAYKTY, L0
3aCTOCOBYOTLCSA Y BUPOOHULTBI ADI (SKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPLKEHOMY [OCLE, a60 BUPOOHMKA HOBOI
O0MNOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y [,0CbE).
3anponoHoBaHa 3MiHa nepegbayae 3MiHy
HaliMeHyBaHHS 3aTBepAKEHOro BUpo6HuKa AdI
mebeBepuHy rigpoxnopugy 3 RACHEM PHARMA
LIMITED, India Ha Cohance Lifesciences Limited, India.
Bupo6Huya fAinbHuuUA Ta yci BUpobHuyi onepadii
3a/IMWAITHCS HE3MIHHUMU.
270. | MEBCIH kancynu no 200 mr OPIrAHO OAE EBepToaxeH IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a UA/8968/01/01
PETAPO® no 10 kancyny CVH Naiich CaeHcus TMNy - AGMIHICTPATUBHI 3MiHW. 3MiHa HaliMEHYBaHHSI peyenmom
6nictepi; no 3 NAN®CA Nimiteq Ta/abo agpecy MicLs NPOBAKEHHS AiS/IbHOCTI
6nictepun y nauui 3 EHCN3 BMPOGHMKa (BKOYaoUM, 3a HEOOXIAHOCTI, MicLie
KapTOHYy (E® 3ET 1) NpoBeAEeHHS KOHTPOJIKO SKOCTI), ab0 BNacHMKa mactep-

thaiina Ha A®I, abo noctavanbHuka A®Il/BrxigHOro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei y
3aTBEpAKEHOMY [1OCbE, a60 BUPOOHMKA HOBOI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
[OMOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OChE).
3anponoHoBaHa 3MiHa nepegbayae 3MiHy
HaliMeHyBaHHS 3aTBEPLKEHOro BUPOGHUKa API
me6eBepuHy rigpoxnopugy 3 RACHEM PHARMA
LIMITED, India Ha Cohance Lifesciences Limited, India.
Brpo6Huya finbHuuUA Ta yci BUpobHuYi onepadii
3a/IMWAITHCS HE3MIHHUMU.
271. | MEQO®DAKCHU | kancynu Mepokemi Kinp Megokemi TA Kinp/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/9783/01/01
H NPOSIOHroBaHoI Aji nTa (3aBog AZ), Kinp IHAaiA TUny - 3miHK Wwoao 6e3nekn/ethekTVBHOCTI Ta peyenmom | nionsi2ae
no 37,5 mr, no 10 (nepBuHHE Ta thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
Kancyn y énictepi; BTOPVHHE nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
no 3 a6o 5 6nictepis nakyBaHHs, ONs MeANYHOro 3acToCcyBaHHSA
Y KapTOHHIi KOHTPO/b AKOCTI, reHepnyHuX/ribpuaHNx/6ionogibHNX nikapcbknx 3acobis
ynakoBLi [,03BiN Ha BUNYyCK nicns BHECEHHSA Tiel camoi 3MiHN Ha pedhepeHTHW
cepii); Linnna npenapar (3MiHa He NOTpebye HafaHHS XOAHUX HOBUX
nta., IHpis [04aTKOBUX AaHuX) 3MiHU BHECEHI A0 iHCTPYKLii Ans
(BUPOBHULTBO MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y po3aimv
Hepo3dacodBaHO "dapmMakonoriyHi BnactueocTi”, "MokasaHHs",
ro NPOAyKTY, "MpoTunokasaHHs", "B3aeMogis 3 iHLLUMMY NiKapCbKUMKn
nepBuHHE Ta 3aco6amu Ta iHLWi BUAY B3aemogiii”, "OcobimBocTi
BTOPVIHHE 3acTocyBaHHSA", "3acToCyBaHHS Y nepiog BariTHOCTI abo
nakyBaHHs) roflyBaHHs rpyaar”, "34atHicTb BN/IMBATM Ha LUBUAKICTb
peaxuii Npy kepyBaHHi aBTOTPaAHCNOPTOM ab0 iHLWUMK
mMexaHismamu', "Cnoci6 3actocyBaHHsA Ta gosun”, "Oitn",
"MepepnosyBaHHaA", "Mo6GiYHI peakuii”, BUIy4eHo po3gin
"HecyMicHICTb" 3rigHO 3 iHChopMaLi€elo W00 MeANYHOTO
3acTOCyBaHHSA pethepeHTHOro NMikapcbKoro 3acoby
(Efexor). BBegeHHs 3MiH NpoTarom 3-x MicauiB nicns
3aTBEePMKEHHS. 3MiHM | TUNy - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM). 3MiHV BHECEHI [0 iHCTPYKLiT A58 MeANYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y po3ain "Mo6iyHi
peakuii" woAo 3BiTyBaHHS NPO NOGIYHI peakLii.
BBefeHHsI 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPAKEHHS
272. | MEAO®AKCH | kancynu Megnokemi Kinp Megokemi T4 Kinp/ BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a He UA/9783/01/02
H NPOIOHroBaHoi Aji nTa (3aBog AZ), Kinp IHais Tuny - 3MiHK Woao 6e3nekn/epekTNBHOCTI Ta peyenmom | nidsisieae

no 75 wmr, no 10
Kancyny énictepi;
no 3 abo 5 6nictepis
Y KapTOHHii
ynakoBLi

(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
[03BiNT Ha BUMYCK
cepii); Lynna
nta., IHpia
(BpPOGHMLTBO
Hepo3dacodBaHO
ro NpoaykKTy,

nepBuHHE Ta

thapmakoHarnaay. 3MiHU y KOPOTKili XxapakTepucTumui
NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
AN MeAUYHOro 3acTOCyBaHHS
reHepuUHMX/ribpuaHNX/6ionoAibHMX Nikapcbkmx 3aco6iB
nicns BHECEHHN Tiel camoi 3MiHW Ha pedpepeHTHWi

npenapar (3mMiHa He NoTpebye HafaHHA XOLHUX HOBMX

[04aTKOBUX aHnX) 3MiHW BHECEeHI A0 IHCTPYKLUiT Ans
MeAMYHOro 3aCTOCyBaHHS MikapcbKoro 3acoby y po3ginu

"PapmakonoriyHi BnactmsocTi”, "MokasaHHs",

"MpoTunokasaHHA", "B3aemMogis 3 iHLWIMMU NikapCbKuMu

3acobamu Ta iHwWi BUAM B3aemogii”, "OcobamsocTi
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BTOPWHHE
nakyBaHHs)

3acTocyBaHHs", "3acTocyBaHHA y nepiog BaritTHoCTi abo
rofyBaHHs rpyaat”, "3aatHicTb BNAMBATU Ha LWBUAKICTD
peaxuii Npy KepyBaHHi aBTOTPaAHCNOPTOM ab0 iHLWMMK
MexaHismamu', "Cnoci6 3actocyBaHHs Ta gosu”, "Oitn",
"MepeposyBaHHA", "T06GIYHI peakuil”, BUIy4eHo po3ain
"HecymicHicTb" 3rigHO 3 iHchopMmaLji€eto WoA0 MegnyHOro
3acToCcyBaHHA pethepeHTHOro /ikapCbKoro 3acoby
(Efexor). BBefieHHA 3MiH NpOTArom 3-X MicauiB nicns
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHK). 3MiHW BHECEHI A0 iHCTPYKUIT 415 MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3ain "MobiuHi
peakuji" Wwoao 3BiTyBaHHS NPO NOGIYHI peakLii.
BBefeHHs1 3MiH NpoTAroM 3-x Micsuis nicns
3aTBEPKEHHS

273.

MEOO®AKCU
H

Kancynm
NPONOHIoBaHoI Aji
no 150 wmr, no 10
Kancyn y énicrepi;
no 3 abo 5 6nictepis
Y KapTOHHIi
yMakoBLi

Megokemi
nTa

Kinp

Megokemi T4
(3aBog AZ), Kinp
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
[03BiN Ha BUAMYCK
cepii); Uunna
nra., IHais
(BMpPOGHMLTBO
Hepo3dacodBaHO
ro NpoaykKTy,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs)

Kinp/
IHais

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu |
TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
AN MeAUYHOro 3acTOCyBaHHS
reHepuUHMX/ribpuAHNX/6ionoAibHMX NikapCbkMx 3aco6iB
nicns BHECEHHA Tiel camoi 3MiHN Ha pedhepeHTHW
npenapar (3mMiHa He NoTpebye HafaHHA XOLHWUX HOBMX
[04aTKOBUX AaHnX) 3MiHN BHECEHI A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y po3ginu
"apmakonoriyHi BnactusocTi”, "Moka3aHHs",
"MpoTunoka3aHHaA", "B3aeMogis 3 iHLLMMY NiKapCbKUMKn
3acob6amu Ta iHWi BuAn B3aemogiin”, "OcobmBocCTi
3acTocyBaHHSA", "3acTocyBaHHS y nepiog BariTHOCTi abo
roflyBaHHs rpyaar”, "34atHicTb BN/IMBATU Ha LUBUAKICTb
peakLujii Mpy KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMMHK
MexaHizmamu”, "Cnocib 3actocyBaHHA Ta go3un", "4itun",
"Mepeno3yBaHHA", "M0GIYHI peakuii”, BUAy4eHOo po3gin
"HecymicHicTb" 3rigHO 3 iHhopMmaLji€to WoA0 MeguyHoro
3aCTOCyBaHHA ped)epeHTHOro Nikapcbkoro 3acoby
(Efexor). BBegeHHs 3MiH NpoTarom 3-x Micauis nicns
3aTBEPMAKEHHSA. 3MiHU | TUny - 3MiHW WoA0
6e3nekn/edekTBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM). 3MiHV BHECEHI [0 iHCTPYKLIT 4518 MeANYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ain "MobivHi
peaxkui™ Wwoao 3BiTyBaHHS NPO NOBGIYHI peakLil.
BBefeHHst 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPAKEHHSA

3a
peyenmom

He
nionsieae

UA/9783/01/03

274.

MEKCUKOP®

kancynu no 100 mr
no 10 kancyn y
6nictepi; no 2
6nictepu B nauuj 3
KapToHY

TOB
"3APABO"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu |
TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTpo/b roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo LONYCTUMMX MEX
rOTOBOrO JlikapcbKoro 3acoby (4ONOBHEHHS ab0 3amiHa

3a
peyenmom

UA/4971/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
nokasHuka cneuudikauii 3a pesynbTataMmu JOCNiSKEHb 3
6e3nekn abo AKOCTi (3a BUHATKOM NikapCbkux 3acobis
6i0/10r4HOro/iMyHO/ONYHOTO NOXOL)KEHHS)) BBEAEHHSA
NepioANYHOCTI KOHTPOJIO 38 NOKa3HNKOM
"Mikpo6ionoriyHa ynctota" B Cneyudikauii M3 3
nocepiliHoro Ha BMGIPKOBWIA (NepLLy Ta KOXHY M'ATy
HaCTYMHy cepii, ajsie He pigwe 04HOro pasy B pik)
275. | MENIOKC PO3YUH ANS1 iH'EKLLIN, Mepokemi Kinp Megokemi TA Kinp BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/15382/01/01
15 mr/1,5 mn; no 5 nTA (AMnybHWIA MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionseae
amnyn y hacoHHOMY IH'eKUiiHMI hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui
6nictepi; no 1 a6o 2 3aBsof) nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
6nictepu y ANA MeAMYHOro 3acTOCyBaHHS Ha MiAcTasi perynspHo
KapTOHHIA KOopoo6Li OHOBJIKOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
3acoby B micnsipeecTpavyinHnii nepioa, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BigNOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3roXXKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHVIM OPraHoM)
3MiHV BHECEHO B IHCTPYKL,i0 415 MeANYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby A0 po3zainis
"Ocob6nmBocCTi 3acTocyBaHHS", "MobiuHI peakwi"
BiANOBIAHO A0 OHOBEHOI iHGhopMaLi Woao 6e3nekn
3acTocyBaHHSA Aitlo4oi pevyoBuHU. BBegeHHS 3MiH
npoTArom 3-x MicsiLiB NicnsA 3aTBEPAKEHHS
276. | MENCI PO34UH ANS iH'EKLN, Tosapuct YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/18058/01/01
10 mr/mn no 1,5 mn BO 3 06MeXeHo TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMEHYBaHHS peyenmom
y thnakoHi; no 5 06MEeXeHo BiANOBIAA/IbHICTIO Ta/abo agpecu 3asBHUKA (BacHUKa peecTpaviiHoro
hnakoHiB y 10 hipma noceifyeHHs). 3MiHa agpecu 3asBHUKa
KOHTYPHiIli Bignosiga "HoBothapm-
YapyHKOBIli NbHICTIO BiocuHTes"
ynakosui; no 1 hipma
KOHTYPHiIli "HoBodpap
YapyHKOBIli yrnakoBLi M-
y nayui 3 kKapToHy BiocuHTes
277. | MENCI Tabnetku no 15 wmr; TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 3a He UA/8397/01/02
no 10 TabneTok y "AcTpada "ACTPA®APM" TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom | nionszae
6nicTepi; no 2 pm" hapMakoHarnisgy. 3miHa y KOpoTKiii XxapakTepucTuLi

6nictepun y kopobui

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6Ge3neKkn Nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3neKn 3acToCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpaviiitnii nepiod, abo sik pesynbTaTt
OL,iHKM 3BiTY 3 AOCAIAKEHb, NPOBEAEHMX BiAMNOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVIM OPraHom)
3MiHVM BHECEHO A0 IHCTPYKUIT 4151 MeAUYHOIO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu:
"Oco6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwi
BiAANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekun Ajtoyol
pPeyoBUHU
278. | MENCI Tabnetkun no 7,5 mr; TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/8397/01/01
no 10 TabneTok y "AcTpada "ACTPA®APM" TUny - 3miHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom | nionsi2ae
6nictepi; no 2 pm" hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
6nictepun y Kopobui nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
011 MeQUYHOro 3aCTOCyBaHHA Ha MiAcTaBi perynsipHo
OHOBJIKOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
3acoby B nicnsipeecTpavy,inHnii nepioa, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX BigNOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3roKEHO 3 KOMMETEHTHUM YMOBHOBaXKEHVIM OPraHoM)
3MiHN BHECEHO [0 IHCTPYKLii A1 MeAUYHOro
3acTOoCyBaHHSA NikapCcbKoro 3acoby y po3ainu:
"Ocob6nmBocTi 3acTocyBaHHA", "MobiuHI peakwi"
BiAMOBIAHO [0 OHOBMIEHOI iHChopMaL,i 3 6e3nekun gjtoyoi
peyoBvHU
279. | MEPANIC® cnpeii HasasTbHUIA, AapaH- Xopsartis AapaH- XopsaTis BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 6e3 UA/17378/01/01
IHTEHC/B po34nH no 10 mny [aneHcbku [aneHcbkuit TMny - 3MiHKn 3 aAkocTi. CepTudikaTt BignosigHocTi/IE- peyenma
o1akoHi 3 i Na6opaTopiit 4.4, cepTudpikaT BignoBigHOCTI EBponeiickkiii
L03Yy0UnM NlabopaTto hapmakonei/MoHorpadii. NMogaHHs HOBOro abo
npucTpoem; no 1 piii A.4. OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo BUTyYEHHS
donakoHy y cepTudpikaTa BignoBiAHOCTI EBponeiickbkiin papmakoner:
KapTOHHI Kopoo6Li ana A®l; ans BuxigHoro
marepiany/peareHTy/NpoMiKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €BPONENChKIi
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPKEHOI0 BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTtudikaTa BiANOBIAHOCTI EBpoNeiichbkin hapmakonei
Ne R1-CEP 2004-220-Rev 01 (3atBepmkeHo: R1-CEP
2004-220-Rev 00) ons Aio4oi peyoBrHK inpaTponito
6pomig, Bif BXe 3aTBepxeHoro BupobHunka Lusochimica
S.p.A., ITanis
280. | MECAKON TabneTku, BKPUTI CaH IHAis CaH IHAiA BHECEHHS 3MiH [0 peecTpavyjiiiHnux maTtepianis: 3MiHu | 3a He UA/11631/01/01
0060/10HKOH, dapmach dapmacbloTukan MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niossieae
KMLLKOBOPO34YMHHI N0 HoTUKaU IHgacTpi3 fTg, hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui
400 wmr, no 10 IHpacTpi3 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLT
TabneTtok y ctpuni, Nimiteq 011 MeQUYHOro 3aCToCyBaHHA Ha MiAcTaBi perynsipHo

no 1 a6o 3, abo 5
CTPUNIB Y KAPTOHHIi
ynakoBLji

OHOBJ/IIOBAHOrO 3BiTYy 3 6e3neKkn Nikapcbkoro 3acoby, abo
focnigpkeHb 3 6e3nekn 3acTocyBaHHs NiKapCbKoro
3acoby B nmicnsipeecTpauiitHnii nepiod, abo sik pesynbTar
OLLiHKM 3BITY 3 AOCNiMKEeHb, NpOBeAEHNX BIAMNOBIAHO A0
nnaHy negiatpuyHmx gocnigkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBa&XEHUM OpraHom)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
3MiHN BHECEHO A0 IHCTPYKLii A1 MeAUYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y po3ainm
"Ocob6nmBocTi 3acTocyBaHHsA", "MobiuHI peakwii
BiAMOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekun gjtoyoi
peyoBUHW. BBEeAEHHS 3MiH MPOTAroM 6-TW MicALIB nicns
3aTBEPKEHHS
281. | META®OPA® | Tabnetku, AT YkpaiHa AT "KMIBCbKIM YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a He UA/18616/01/01
-SR NPONOHIoBaHoi Aji, "KUIBCbK BITAMIHHUIA TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
no 1000 wmr; W 3ABO" thapmakoHarnagy. 3MiH1 y KOPOTKilli XxapakTepucTumLi
no 10 TabneTok y BITAMIHH nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
6nictepi, no 3 a6o 6 nn 0151 MeMUYHOro 3acToCyBaHHS
6nicTepis y nauui 3ABO" reHepnyHuX/ribpuaHMx/6ionogibHNX nikapcbkmx 3acobis
nicns BHECEHHs Tiel camoi 3MiHN Ha pedhepeHTHW
npenapar (3mMiHa He NOTpebye HafaHHA XOLHWUX HOBMX
[04AaTKOBUX AaHnX). 3MiHN BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y po3ginu
"apmakonoriyHi BnactmsocTi”, "Moka3aHHs",
"MpoTunoka3aHHs", "B3aeMogis 3 iHLLUMMY NiKapCbKUMun
3acob6amu Ta iHWi Buav B3aemogiin”, "OcobmBocCTi
3acTocyBaHHSA", "3acTocyBaHHS y nepiog BariTHOCTi abo
rofyBaHHs rpyga”, "Cnocib 3actocyBaHHs Ta Ao3un",
"Mepepo3yBaHHsa", "Mo6iyHI peakuii” 3rigHo 3
iHhopmaLieto WoA0 MeanyYHOro 3acToCyBaHHS
pedepeHTHOro nikapcbkoro 3acoby (MHOKOPAX XR,
TabneTku NponoHroBaHoi Aii no 1000 mr). BBeaeHHS
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPKEHHS.
282. | METOTPEKC PO3YUNH NS iH'EKLN, EBEBE ABcTpist NOBHUI LMK AscTpisi/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/0513/02/01
AT "EBEBE" 10 mr/mn no 1 mn Papma BMPOGHMLTBA: HimeuyunHa TMny - 3MiHK 3 AKOCTi. MeguyHi NpucTpoi. 3miHa peyenmom
(20 mr), no 5 mn (50 Fec.m.6.X. PAPEBA YHTepax NPUCTPOIB AN151 BUMIPIOBaHHA 031 abo BBEAEHHS
Mr) y doiakoHi; no 1 Hdpr.KI 'M6X, ABCTpISt; nikapcbKoro 3acoby (aogaBaHHA abo 3aMiHa MPUCTPOLO,
dhnakoHy B BUNYCK cepil: AKWIA He € HEeBIA'EMHOI YaCTUHOK NEePBUHHOT YNaKOBKU)
KapTOHHI kopobLyj; EBEBE ®apma - MpucTpiit, aknii mae CE-MapKyBaHHSI -OHOBJIEHHS p.
no 0,75 mn (7,5 wr), Fec.m.6.X. Hdpr. 3.2.P.7. 3.2.P.7. Cuctema KoHTeiiHep/
no 1 mn (10 mr), no KI", ABCTpis; 3aKyrnoproBasibHWiA 3acib, a came fofaBaHHS rokn
1,5 mn (15 mr), no 2 TecTyBaHHsa: MMM/ (stainless steel Needle) po3mipom 0,40 X 12 mm
M (20 mr) y Mikpobionoriwec Bmpo6HuuTBa TERUMO EUROPE N.V. Belgium, Ha
nonepeaHsLo Mptochnabop [04aTOK 10 3apeecTpoBaHnX AByx ronok BD-HI
3anoBHeHOMY 'M6X, ABCTpist; po3mipom 0,45 X 13 mm Ta 0,40 X 13 Mm. 3 fofaBaHHAM
wnpuui; no 1 a6o no TeCcTyBaHHSA: L€ rONIKN Kanibp rosiky He 3MiHI0ETLCA
5 nonepefHLO Na6op 1+ C Al
3anoBHEHNX HimeyunHa
wnpuyis y
KapTOHHI Kopoo6Li
pasom 3i
CTEPUSIbHO
iH’EKLiHOIO roNKoK
Ta cepBeTkaMm
283. | MET®OPMIH | Tabnetku, BKpUTI CaHpgos CnoBeHia | Nlek C.A., MNonblya Monbwal/ BHECEHHS 3MiH 0 PEECTPALiiHNX MaTepiasiiB: 3MiHu | 3a UA/9477/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

CAHJ,03®

NIiBKOBOO
060/10HKOH0, Mo 500
mr; no 10 TabneTok
y 6nictepi; no 3 abo
12 6nictepiB y
KapTOHHiiA Kopo6Li

dapmach
loTikan3

a.4.

(BUpOGHMLTBO 3a
NOBHUM LVIK/IOM;
nakyBaHHs1, BUMYCK
cepii); ek
dPapmaueBTMYHa
KoMnaHis A4.4.,
CnoseHis
(kOHTPOIL/BUNPOG
yBaHHs cepil)

CnoseHis

TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS roTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX METOAAX
BUNPOBYBaHHS) - 3MiHa BHOCUTLCA Y 3B'A3KY 3
OHOB/IEHHAM NapameTpa Bu3HaueHHa CepefHbOI Baru
ansa Cneumdikayii Ha TepMiH npugatHocTi. Ha gaHuia
MomeHT CepefHA Bara Br3Ha4aeTbcs Ha 10 Tabnertkax,
NPOMNOHYETLCS NepeBipka Ha 20 TabneTtkax, BigNoBIgHO
[0 €p.dapM. 3miHun | TMRy - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi roToBOro
nikapcbKoro 3acoby (3miHa y 3aTBepXeHOMY NPOTOKONi
cTabinbHOCTI) - 3MiHa BHOCUTbLCA Y 3B'A3KY 3
BUYYEHHAM MOKa3HVKa laeHTudikalis 3 KOHTPOoo Npu
[OCNIMKEHHAX CTabiNbHOCTI, MOKA3HNK HE € KPUTUYHUM
Ta He 3MIHIETbCA 3 YacoM. HK HacnifoK, BUNYyYEHHS
nokasHuka laeHTtudikauis 3i Cnevmdpikanii Ha TepMiH
npugatHocTi. Kpim Toro, 3rigHo 3 ICH Q6A,
NMPONOHYETHLCA NPOBOANTH MIKPOBIONOriuHe TeCTyBaHHS
Ha noyatky Ta B KiHUji focAigpkeHb CTabinbHOCTI. AK
Hacnifok, 3MiHa NpumiTkn y Cneundpikauii [N13 gns
nokasHuka «MikpobiosioriyHa unctoTa» 3 «He
BU3HAYAETLCS PYTMHO» HA «TECTYBaHHSA HA NoyaTky Ta
HanpuKiHUi TEpPMiHY NPUAATHOCTI». TakoX OHOBJIIOETHCSA
po3gain 3.2.P.8.1. «Pe3tome LWoao cTabinbHOCTI Ta
BWCHOBKW», BHOCATLCS pefiakLiliiHi npaBku. 3miHu | Tuny
- 3MiHK 3 AKOCTIi. F0TOBMIA Nikapcbkunii 3aci6. KoHTposb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (iHwi 3MiHN)

- 3MiHa BHOcUTbCA Yy Cneyudikauito Ha BUNyCcK ons
nokasHuka NDMA. BignosigHo o EMA/409815/2020
Rev. 11 gonyckaeTbCcA NPoBeeHHSA KOHTPOSTIO HE Ha
KOXHIli cepil, SIKLLO piBHI HiITpO3aMiHy cTabiflbHO HUXYI 3a
30% Big AONYCTUMOT MeXi. [PONOHYETLCS BCTAHOBUTMN
KOHTpOob nokasHnka NDMA ansi koxHoi 10-i cepii.

peyerimom

284.

MET®OPMIH
CAHA03®

TabneTku, BKPUTI
NAiBKOBOO
060/10HKO0, 1Mo 850
Mmr no 10 TabneTok y
6nicTepi; no 3 abo
12 6nicTepiB y
KapTOHHI kopobuyj;
no 12 tabneTtok y
6nictepi; no 10
6nictepiB y
KapTOHHI Kopoo6Li

CaHpo3
Papmacsk
l0TiKan3

Ad.

CnoseHisi

Nek C.A., NonbLa
(BMpOGHMLTBO 3a
MOBHWM LVK/IOM;

nakyBaHHs, BUNYCK

cepii); Nek
dapmaueBTnyHa
KoMnaHia 4.4.,
CnoseHis

(koHTponbL/BUNPO6

yBaHHS cepii)

Monbwa/
CnoBeHis

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknit 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa y

mMeToAax BUNPoGyBaHHSA roTOBOrO MiKapcbKoro 3acoby

(He3HauyHa 3MiHa y 3aTBEpAKEHUX MeTohax
BMMNPOOYBaHHS) - 3MiHa BHOCUTbLCS Yy 3B'A3KY 3
OHOBJIEHHAM NapameTpa Bu3HaueHHs CepefHbOI Baru
ana Cneumndikanii Ha TepMiH npugatHocTi. Ha gaHuii
MomeHT CepefHA Bara Br3Ha4aeTbcs Ha 10 Tabnetkax,
NPOMNOHYETLCA NepeBipka Ha 20 TabneTkax, BigNoOBIAHO
00 €Bp.Papm. 3miHM | TMNY - 3MiHK 3 AKOCTI. [O0TOBUIA

3a
peyenmom

UA/9477/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugatHocTi abo ymoBax 36epiraHHsi roTOBOro
nNiKapcbKoro 3acoby (3miHa y 3aTBepKeHOMY NPOTOKONi
cTabinbHOCTI) - 3MiHa BHOCUTBLCA Y 3B'A3KY 3
BU/TYYEHHAM NokasHuka lgeHTudikalis 3 KOHTPoo npu
LOCAIMKEHHSX CTabiNbHOCTI, NOKA3HUK HE € KPUTUYHUM
Ta He 3MIHIETLCA 3 YacoM. HK HacnifoK, BUNYYEHHS
nokasHuka lgeHTudikauia 3i Cneuudikauii Ha TepMiH
npugaTtHocTi. Kpim Toro, 3rigHo 3 ICH Q6A,
NPOMOHYETHLCSA NPOBOANTY MIKPOGiONOoriYHe TECTyBaHHSA
Ha noyatky Ta B KiHUji focnifpKeHb cTabinbHOCTI. HAK
Hacnifok, 3MiHa NnpumiTkn y Cneuudikauii FN13 gns
nokasHuka «MikpobiosioriyHa unctoTa» 3 «He
BU3HAYAETLCA PYTUHO» HA «TECTYBaHHSA Ha nodatky Ta
HanpuKiHUi TepMiHY NPUAATHOCTI». TakoX OHOB/IIOETLCA
po3gin 3.2.P.8.1. «Pe3tome LWoA0 CcTabinbHOCTI Ta
BVICHOBKW», BHOCSATbCS pefiakLiiiHi npaBku. 3miHu | Tuny
- 3MiHuM 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. KoHTposb
roTOBOrO JlikapcbKoro 3acoby. 3miHa napameTpiB
cneuudikaLiin Ta/abo AONYCTUMKUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHW)

- 3miHa BHOCKTbCA Y Cneyudikaliio Ha BUNYCK Ans
nokasHuka NDMA. BignosigHo o EMA/409815/2020
Rev. 11 gonyckaeTbCA NPOBEAEHHA KOHTPOIO He Ha

KOXHIli cepii, KO PiBHI HITpO3aMiHy cTabiflbHO HUXYI 3a
30% Big AonycTUMOT MeXi. MPONoHYETLCA BCTAHOBUTYN
KOHTpONb nokasHnka NDMA ans koxHoi 10-1 cepii.

285.

MUPLIEPA®

PO34UH NS iH'EKLN
no 75 mkr/0,3 mn; 1
nonepeaHbLo
HanoBHEHWIA WNpWUL,
pasoM 3 rosikow Ans
IH'EKLi y KAPTOHHIiN
yMakoBLi

TOB "Pouu
YkpaiHa"

YkpaiHa

Brpo6HMUTBO
Hepo3dhacoBaHOl
npoayKuji,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOSIO SIKOCTI
(3a BUHATKOM
BUNPOBYBaHHSA
MEeTOA0M
6ionoriyHoro
aHanisy
"AKTUBHICTb in
vivo, Ha
HOPMOLMTEMIUHIl
muwi" gns
[OCNiMKEHHS
cTabinbHocTi),
BMMYCK cepii: Pow

HimeyunHa/
LLiBeiiuapis

BHECEHHS 3MiH 40 peecTpauiitHux maTepiasis: 3miHu ||
TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y TepaneBTUYHNX NOKa3aHHAX
(oofaBaHHSA HOBOro TepaneBTUYHOrO NokasaHHA abo
3MiHa y 3aTBEepAKEHOMY MoKa3aHHi) 3MiHM BHECEHO A0
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS NMiKapCbKoro
3acoby fo posginy “lMNokasaHHa" (@ogaHo: JlikyBaHHS
CUMNTOMAaTUYHOI aHeMil, NOB’A3aHOT 3 XPOHIYHOK
XBOPOO6OI0 HMPOK, Y AiTeil Bikom Big 3 micsauiB o 18
pOKiB, SIKi NEPEX0AATH 3 IHLOro 3aco6y, WO CTUMY/IHE
epuTponoes, nicnsa crabinisauii piBHA reMorno6iHy 3a
[,0MOMOroto Lboro 3acoby.), a Takox 40 po3ginis
"®apmakonoriyHi BractmocTi", "Cnocib 3acTocyBaHHSA
Ta nosun", "B3aemogis 3 iHWMK Nnikapcbkumm 3acobamun
Ta iHWi B1nam B3aemogiin”, "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaar”, "Mo6iyHi peakyii”, "MepenosysaHHa", "Oitn",
"3[aTHICTb BNAMBATY Ha LUBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMOPTOM abo iHWMMKN MexaHismamu'
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro foche.
TepmiH BBEAEHHSA 3MiH - NpoTAroM 6 micauis nicns

3a
peyenmom

He
nionsieae

UA/16434/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[LiarHocTrkc
'M6X, HimeuunHa,;
BunpobyBaHHs
KOHTPO/O AKOCTI
aKTMBHOCTI 4Nns
BU3HAYEHHSA
(TinbKM
BMNPO6YBaHHS
MeToA0M
6ionoriyHoro
aHanisy
"AKTUBHICTb in
vivo, Ha
HOPMOLMTEMIUHIl
muwi" gns
LOCAIoKEHHST
CTabifIbHOCTI):
Bioecceii-Nlabop
chrop Gionoriwe
AHaniTik F'M6X,
HimeuunHa,;
Brpo6HMUTBO
Hepo3dhacoBaHol
NPOAYKLi,
nepBuHHe
nakyBaHHs,
BMNpPOBYyBaHHA
KOHTPO/O AKOCTI
(3a BUHATKOM
BMNpPOBYyBaHHA
MeToA0M
6ionoriyHoro
aHanisy
"AKTUBHICTb in
vivo, Ha
HOPMOLMTEMIYHIl
MuLwi" gns
LOCNIMKEHHSA
cTabinbHOCTI:
®.XohcpmaHH-/15
Pow NTpA,
LBeliuapis

3aTBepKeHHA

286.

MUPLIEPA®

PO34UH NS iH'EKLN
no 50 mkr/0,3 mn; 1
nonepegHL0
HanoBHEHWIA WNpWUL,
pasoM 3 rosikow Ans
iH'EKUi Y KAPTOHHIi

TOB "Pouu
YkpaiHa"

YkpaiHa

Brpo6HMUTBO
Hepo3dhacoBaHOl
npoayKuji,
nepBuHHe
naxkyBaHHs1,
BTOPUHHE

HimeyunHa/
LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpaviitHux maTepiasis:3miHu Il
TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y TepaneBTUYHNX NOKa3aHHAX
(OofaBaHHSA HOBOro TepaneBTUYHOrO NokasaHHA abo
3MiHa y 3aTBEepAKEHOMY MoKa3aHHi) 3MiHM BHECEHO A0
IHCTPYKUIiT AN MEMYHOTO 3aCTOCYBaHHS NlikapCbKOro

3a
peyenmom

He
nionsieae

UA/16434/01/02




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)
ynakoBLi

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

212

PeecmpayjitiHa npoyedypa

Ymosu

nakyBaHHs,
BUNPOBYBaHHSA

3acoby fo posginy "lMNokasaHHa" (@ogaHo: JlikyBaHHS

Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

H

Bioecceii-Nlabop
chrop Gionoriwe
AHaniTik F'M6X,

Brpo6HMUTBO

He

nakyBaHHs,
BMNpPOBYyBaHHA

KOHTPO/O AKOCTI
(3a BUHATKOM

BN

6i

KOHTPOIO SIKOCTI
(3a BUHATKOM
BUNPOBYBaHHSA
MeToA0M
6ionoriyHoro
aHanisy
"AKTUBHICTb in
vivo, Ha
HOPMOLMTEMIUHIl
muwi" gns
LOCAIMKEHHS
cTabifibHOCTI),
BUMNYCK cepii: Pow
[LiarHocTrkc
'M6X, HimeuuunHa;
BunpobyBaHHs
KOHTPO/O AKOCTI
aKTMBHOCTI 4Nns
BU3HAYEHHS
(TinbKM
BUNPOBYBaHHSA
MeToA0M
6ionoriyHoro
aHanisy
"AKTUBHICTb in
vivo, Ha
OpPMOLIMTEMIYHIi
muwi" gns
LOCAIMKEHHS
CTabifIbHOCTI):

HimeuunHa;

po3dhacoBaHoi
NPOAYKLi,
nepBuHHe

npobyBaHHsA
MEeTOA0M
0/10riYHOro

aHanisy

CUMNTOMAaTUYHOT aHeMii, NOB’A3aHOT 3 XPOHIYHOK

XBOPO6OI0 HUPOK, Y AiTeli Bikom Big 3 micsuis fo 18
pOKiB, SIKi NEPEXOAATH 3 IHLOro 3acoby, WO CTUMY/IHE
epuTponoes, nicnsa crabinisauii piBHSA reMorno6iHy 3a

[,0MNOMOroto Lboro 3acoby.), a Takox A0 po3ainis
"®apmakonoriyHi BractmsocTi”, "Cnocié 3acTocyBaHHs
Ta nosun", "B3aemogis 3 iHWMK Nnikapcbkumm 3acobamun

Ta iHWi BUuAgmn B3aemogiii", "Oco6aMBOCTi 3aCTOCyBaHHS",

"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaaro”, "Tob6ivni peakuii”, "MepeposysaHHs”, "ditn",
"3[aTHICTb BNAMBATY Ha LUBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMOPTOM abo iHWMMKN MexaHismamu'
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro foche.
TepMmiH BBELEHHS 3MiH - NPOTArom 6 micsuiB nicns
3aTBEPAKEHHS

nocsBi0OYeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
"AKTUBHICTb in
vivo, Ha
HOPMOLMTEMIYHIl
MuLwi" gns
LOCNiMKEHHSA
CTabiNbHOCTI:
®.XohpmaHH-/15
Pow NTpA,
LBeliuapis
287. | MIKAMIH NMOPOLLIOK ANsi Actennac HinepnaH Bupo6HuK rotoBoi Anonis/ BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a UA/12073/01/01
NpUroTyBaHHsA dapma on nikapcbKoi hopmu IpnaHgis TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
pO34nHYy AN tOpon B.B. (Bci cTagji thapmakoHarnagy. 3mMiHa 4yactoTv Ta/abo TepMiHiB
iHcpysiii no 50 wr; 1 BMPOGHMLTBA, NoAaHHsA perysisipHO OHOBJIIOBAHKX 3BITiB 3 6e3neku
hN1akoH 3 NOPOLLUKOM hacyBaHHA y nikapcbknx 3acobiB. 3MiHa 4acTOTK Ta TEPMIHIB NOAAHHSA
y KOpooL;j NepBUHHY perynsipHoO OHOBJIHOBAHOrO 3BIiTY 3 6e3nekun
yNakoBKy): [itova pepakuis: Yactota nofaHHa perynspHo
Actennac ®apma OHOBJOBAHOTO 3BITY 3 6e3neky 1 pik. KiHueBa gata ans
Tex Ko., 1114, BK/IOYEHHSA gaHux no PO3b — 08.10.2018 p. fata
3aBof, Takaoka, nogaHHs — 17.12.2018 p. MponoHoBaHa pefakuis:
ANoHisn; YacToTa nofaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
MakyBanbHUK 6e3nekn 2 pokn KiHueBa gata 411 BK/IOUYEHHST faHuX A0
(BTOPMHHA PO3b - 08.10.2024 p. Aarta nogaHHA — 06.01.2025 p.
ynakoBka), PekomeHa0BaHO [0 3aTBEP)KEHHS BiAMOBIAHO A0
BUMyCKarounii nepiogMYHOCTI NOAaHHSA PErynspHO OHOB/IOBAHWX 3BITIB
KOHTPO/b: 3 6e3neku nikapcbknx 3acobis y EC.
AcTennac lpnavg
Ko. itg, IpnaHais
288. | MIKAMIH NOpOLLOK AN AcTtennac HigepnaH Bupo6HuK rotoBoil AnoHis/ BHECEHHS 3MiH 40 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a UA/12073/01/02
NpUroTyBaHHs dapma on nikapcbKoi hopmu IpnaHgis TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peyenmom
po3UnHYy AN tOpon B.B. (Bci cTagji thapmakoHarnsgy. 3MiHa 4yacToTv Ta/abo TepMiHiB
iHcpysiii no 100 mr; 1 BMPOGHMLTBA, NoAaHHsA perysisipHo OHOBJIIOBAHKX 3BITiB 3 6e3neku
NakoH 3 NOPOLLUKOM hacyBaHHA y nikapcbknx 3acobiB. 3MiHa 4acToTK Ta TEPMIHIB NOAAHHS
y KOpooL;j NepBUHHY perynsipHoO OHOBJIHOBAHOIO 3BIiTY 3 6e3nekn
yNakoBKy): [itova pepakuis: Yactota nogaHHa perynspHo
Actennac ®apma OHOB/OBAHOTO 3BITY 3 6e3neku 1 pik. KiHueBa gata ans
Tex Ko., 1114, BK/IOYEHHSA gaHux no PO3b — 08.10.2018 p. fata
3aBof, Takaoka, nofaHHa — 17.12.2018 p. NponoHoBaHa pefakLis:
ANoHis; YacToTa nofaHHs perynsipHo OHOB/IHOBAHOTO 3BITY 3
MakyBanbHUK 6e3nekn 2 pokun KiHueBa gata /11 BK/IOUYEHHST faHuX A0
(BTOPUHHA PO3B - 08.10.2024 p. Aara nogaHHA — 06.01.2025 p.
ynakoBka), PekomeHa0BaHO [0 3aTBEPKEHHS BiAMOBIAHO A0
BUMyCKarounii nepiogMYHOCTI MOAaHHS PErynsipHO OHOB/IOBaHWX 3BiTIB
KOHTPO/b: 3 6e3neku nikapcbknx 3acobis y EC.
AcTennac lpnavg
Ko. it, IpnaHais
289. | MIKON Kancynu no 250 mr; leTepo IHais [eTepo /1a63 IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 3a UA/19601/01/01
no 10 kancyn y Na63 Nimiteq MRy - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom
6nictepi, no 10 Nlimiteq hapmakoHarnsgy. BeegeHHus abo 3miHu go
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
6nictepiB y y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
KapTOHHIA Kopoo6Li (BBELEHHSA y3araslbHEHNX AaHUX NPO CUCTEMY
hapMakoHarnsay, 3amiHa ynoBHOBaXKeHOT ocobu,
BIANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa ons
3pilicHeHHs chapMakoHarnagy B YkpaiHi, KL BOHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHUYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cuctemun dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YMNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMNOBIAa/IbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6M 3asBHMKa,
BiANOBIAa/IbHOI 3a hapMakoHarnag B YkpaiHi. [itoua
pegpakuis: Hypies Enganisz Animosuy. lNMponoHoBaHa
pepakuis: Tonokesuy Bonogumup KOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKA,
Bi4NoBiAa/IbHOT 32 hapmakoHarnsa B YkpaiHi
290. | MINATIH cynosuTopii CninbHe YKpaina CninbHe YkpaiHa BHECEHHS 3MiH 4O PEECTPALiiHNX MaTepiasiB: 3MiHu | 3a UA/5924/01/01
BariHanbHi no 100 YKpaiHCbK YKpaiHCbKO- Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom
Mr, o 3 cyno3uTopii o- icnaHcbke hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHS TEKCTY
y cTpuvni; no 1 icnaHcbke nignpueMCcTBo MapKyBaHHS BTOPVMHHOI YNakoBKW NikapcbKoro 3acoby,
CTpuny B navui 3 nignpvemc "Cnepko YkpaiHa“, 30Kpema BU/yYeHHs iHdhopmaLi, 3a3HayeHol
KapToHYy TBO KpaiHa POCiiCbKO0 MOBOO. TepMiH BBEAEHHS 3MiH NPOTArom 6
"Cnepko (noBHWIA LWKN MiCALIB MICNA 3aTBEPKEHHSA
YkpaiHa" BMPOGHMLTBA,
BUNYCK cepil;
KOHTPO/b SKOCTI)
291. | MINAPAKOP- | po3suuH ans iH'ekuii, Tosapuct YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiinHmx MmaTepiasis: 3MiHu | 3a UA/12536/01/01
HOBO®APM 100 mr/mnno 5 mny BO 3 06MexeHo TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
dnakoHi; no 5 0o6MmexeHo BiANOBIAAILHICTIO Ta/abo agpecy 3asiBHMKA (B/laCHUKA PEECTpaLiiiHOro
h1aKkoHIiB y 10 hipma nocsigyeHHs). 3mMiHa agpecu 3asBHUKA
KOHTYPHIl Bignosiga "HoBothapm-
YapyHKOBIli NbHICTIO BiocnHTes"
ynakoBsLj; no 1 a6o ipma
Nno 2 KOHTYpPHi "HoBodhap
YapyHKOBi YNakoBKu M-
B NayLi 3 KapTOHY BiocuHTes
292. | MOBAJIC® Tabnetku no 15 mr; BepiHrep HimeuumnH BepiHrep HimeuunHa/ BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHu | 3a He UA/2683/02/02
no 10 TabneTok; no IHrenbxai a IHrenbxaim peuis Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peuyenmom | nidssieae
1 abo 2 6nictepu B M dapma M'mbX i Ko. chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTu
KapTOHHI KOpOOL; IHTepHeLwu KI', HimeyunHa NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUT
HA TMBX abo AN MeAMYHOro 3acTOoCyBaHHS Ha NiAcTasi perynspHo
BepiHrep OHOB/OBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
IHrenbxanm AocnimpkeHb 3 6e3neky 3acToCyBaHHS JikapCbKoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Xennac CuHrn
Mewmbep C.A.,
Ipeuis

3acoby B mic/isipeecTpaviiiHvii nepiod, abo sk pesynbTar

OLiHKM 3BITY 3 AOCNiMKEeHb, NpOBeAEHUX BIANOBIAHO A0
nnaHy negiatpuyHmx gocnigkeHs (PIP) (3MiHy

Y3rOPKEHO 3 KOMMETEHTHNM YNOBHOBEXKEHNM OPraHoMm).
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis

"Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6ivHi peakuii”
BiANOBIAHO [0 pekomeHAauiin PRAC.

293.

MOBAJIC®

TabneTtkn no 7,5 mr;
no 10 TabneTok; no
2 6nictepu B
KapTOHHI Kopoo6Li

Bepinrep
IHrenbxaw
M
IHTepHeLw
HN TM6X

HimeyunH
a

BepiHrep
IHrenbxanm

dapma 'm6X i Ko.

KI, HimeyunHa
abo
BepiHrep
IHrenbxanm
Xennac CuHrn
Mewmb6ep C.A.,
Ipeuis

HimeuunHa/
Ipevis

BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu |
Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTkili XxapakTepucTuLi
NiKapcbKOro 3acoby, TEKCTi MapKyBaHHSA Ta iIHCTPYKLiT
AN MeAUYHOro 3acToCyBaHHSA Ha NiACTasi perynspHo
OHOBJOBAHOrO 3BiTY 3 6e3neku nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3neky 3acTocyBaHHS NikapCbKOro
3acoby B nic/isAspeecTpaviiiHmii nepiod, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCNiMKEeHb, NpOBeAEHUX BIANOBIAHO A0
nnaHy negiatpuyHmx gocnigpxens (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHNM YNOBHOBAXKEHNM OPraHom).
3MiHM BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta “Mo6ivHi peakuii”
BiANOBIAHO 10 pekomeHAauiin PRAC.

3a
peyermom

He
nionsieae

UA/2683/02/01

294,

MOSIDEP

PO3YUH NS iH'EKLN,
20 mr/mn no 1,2 mn
(24 wmr) y chnakoHi;
no 1 donakoHy y
KapTOHHIA Kopoo6Li

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaLiinHmx MmaTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3araslbHeHMX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3arasibHeHUX AaHuX Npo cucTemy
hapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-taiina
cuctemn chapmakoHarnagy) - 3MiHa KOHTaKTHUX JaHux
YMOBHOBaXEHOT 0c06M 3a1BHUKA, BiAMNoBIga/IbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBigasIbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pegpakuis: Hypies Enganisz Animosuy. lNMponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6Y 3asiBHMKA,
BifnoBigaNbHOI 3a thapmakoHarnsag B YkpaiHi

3a
peyerimom

UA/18787/01/01

295.

MOKCETEPO

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH0, Mo 400
mr; no 10 TabneTok
y 6aicTepi; no 1

leTepo
Nab63
Nimitepn

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu |
MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHn go
y3araslbHeHuX filaHnx nNpo cuctemy hapmakoHarnsgy
(BBEAIEHHSA y3araJIbHEHVX AaHUX NPO cuctemy

3a
peyenmom

UA/15685/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
6nictepy y thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw,
KapTOHHIA Kopoo6Li BiANOBIAA/ILHOI 3a 34iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[jiCHEeHHsT hapMakoHarisay B YKpaiHi, AKLO0 BoHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BignoBiganbHOI 3a
3AiicCHeHHA hapMakoHarnsagy (BKIYarUM KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cuctemn chapmakoHarnagy). 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOI 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0CobuM 3asiBHUKA,
BignoBigasIbHOI 3a hapmakoHarnsag B Ykpaini. Jitova
pepakuis: Hypies EngaHxis Animosuy. MNponoHosaHa
pepakuis: Tonokesuy Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi
296. | MOKCOIMNPEC | TabneTtku, BKpUTI My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/18998/01/01
NNiBKOBOIO akuioHepH akuioHepHe TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocCTI/IE- peyenmom
o060n0Hkoto, no 0,2 e TOBapuncTBo cepTucpikaT BigNoBigAHOCTI EBpONENCHKIi
Mr, no 10 TabneTok TOBapuCTB "HaykoBo- thapmakonei/moHorpadii. NMogaHHA HOBOro abo
y 6nicTepi, no 3 o] BMPOGHUUNIA OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUTyYEHHS
6nicTepu B nayuj "HaykoBo- LeHTp cepTudiikaTa BignNoOBIAHOCTI EBpONeENChKin hapmakonei:
BMPOGHUY "BopLyariBcbkuii ans A®l; ona BuxigHoro
WA LEHTP XiMiKo- matepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
"Bopuuaris hapmaueBTUYHWMi BVKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
CbKUi 3aBog" peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
XiMiko- hapmakonei) - OHOB/EHWIA cepTuddikart Bif yxe
dhapmaves 3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS OHOB/IEHOTO
TUYHWIA cepTudikaTa BiANOBIAHOCTI EBponeiickbkiit hapmakonei
3asofg"

Ne R1-CEP 2013-175 - Rev 02 gnst A®| MOKCOHIAWH Bif,
BXe 3aTBepakeHoro supobHmka NEULAND
LABORATORIES LIMITED, IHgisi. Ak Hacnigok 3amiHa
Ha3BW HaceneHoro NyHKTy Ta 3MiHa kogy 3 502 319 Ha
502 307 — BignoBiaHO, agpeca BUPO6HMYOro
maliganuuka (Unit — Il) 3miHnnacs. XXogHux 3miH y
CMHTE3i Ta MeToax KOHTPO/I0 He Biabynocs. 3MmiHu |
TMny - 3MiHK 3 aKkocTi. CepTtudikaT BignosigHoCTI/IE-
cepTudikaT BigNoBigHOCTI EBpoNeNiChKii
hapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikarta BifgnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei:
ansa A®l; ana suxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BVIKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudhikaTt BiANOBIAHOCTI EBPONECHKIlt
hapmakonei) - OHoBreHUA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei

Ne R1-CEP 2013-175 - Rev 01 (3a1BepgkeHo: R1-CEP
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

2013-175 - Rev 00) gnss A®| MOKCOHIAVH Big, BXe
3aTBepxeHoro Bupo6Hrka NEULAND LABORATORIES
LIMITED, IHgjsa. Ak Hacnifgok 3miHa agMiHicTpatuBHOT
agpecy BUpoGHYMKa. XKogHNX 3MiH Y CUHTE3i Ta MeTogax
KOHTPO/I0 He BifbyBanocs

297.

MOKCOINPEC

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKot0, no 0,4
Mmr no 10 TabneTok y
6nictepi, no 3
6nictepn B navuj

My6niuHe
aKuioHepH
e
TOBapuCTB
o}
"HaykoBo-
BMPOGHUNY
WA LEHTP
"BopLuaris
CbKui
XiMiKO-
hapmaues
TUYHWIA
3aBsog”

YkpaiHa

My6niyHe
akujioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHUUNIA

LeHTp
"BopLuariscbkuii
XiMiKo-
hapmaLeBTUYHNIA
3asof”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHK 3 skocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BifnNoBiAHOCTI EBponeiichkiin hapmakoner:
ans A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BVKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €EBPONENChKIi
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAAaHHS OHOBIEHOTO
cepTtudikaTa BiANOBIAHOCTI E€BpoONeiichbkin hapmakonei
Ne R1-CEP 2013-175 - Rev 02 gnst A®| MOKCOHIAWH Big
BXe 3aTBepKeHoro supobHuka NEULAND
LABORATORIES LIMITED, IHgis. Ak Hacnifok 3amiHa
Ha3BMW HaCeNIeHOro MyHKTYy Ta 3miHa kogy 3 502 319 Ha
502 307 - BignoBigHO, afpeca BUPO6HUYOro
maviganumnka (Unit — Il) 3miHnnacs. XXogHux 3miH y
CMHTE3i Ta MeToAax KOHTPO/o He Bigbynocs. 3MiHu |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTuduikat BigNoBIAHOCTI €BpONENCHKil
hapmakonei/moHorpadii. NMogaHHA HOBOro abo
OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUTyYEHHS
cepTudiikaTa BignNoOBIAHOCTI EBpONeENChKin hapmakonei:
ansa A®l; ona BuxigHoro
matepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
hapmakonei) - OHOB/EHWIA cepTuddikart Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBponeiickbkiit hapmakonei
Ne R1-CEP 2013-175 - Rev 01 (3atBepgxeHo: R1-CEP
2013-175 - Rev 00) gns A®| MOKCOHIAVH Big, BXe
3arBepmxeHoro BupobHnka NEULAND LABORATORIES
LIMITED, IHgisi. Sk Hacnifok 3MiHa aAMiHICTpaTUBHOT
agpecy BUpo6HMKa. XKogHMX 3MiH Y CHHTe3i Ta MeTogax
KOHTPO/HO He BiabyBanocs

3a
peyermom

UA/18998/01/02

298.

MOHOCAH®

Tabnetku no 20 mr,
no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHI Kopoo6Lli

NPO.MEL,
.LC Mpara
a.c.

Yecbka
Pecny6nik
a

BMPOBHMLTBO 3a
MOBHVM LMK/IOM:
MPO.MEA.LC
MNpara a.c.,
Yecbka

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu |
TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo LONYCTUMMX MEX
NepPBVHHOT YNaKOBKW FOTOBOrO fikapcbKoro 3acoby (iHui

3a
peyenmom

UA/4257/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
Pecny6nika; 3MiHM) BHECEHHS 3MiH [0 creumdikavii BXigHOro
BMPOGHMLTBO, KOHTPONIO AN NAIBKM NONIBIHINX0PUAHOT, a came
nepBrHHE Ta He3HayHa 3MiHa [0 nokasHuka «Description»
BTOPUHHE (NpviBeAeHHA y BIiAMOBIAHICTb A0 MaTepianis
nakyBaHHs, BMPOGHMKA). 3MiHW | TMNy - 3MiHK 3 AKOCTi. F0TOBWIA
KOHTPO/b AKOCTI: nikapcbknii 3aci6. Cuctema
XBM dapma KOHTeliHep/3akynopoBasibHWiA 3acib. 3MiHa napameTpiB
c.p.o., Cnosavbka cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
Pecny6nika,; yMakoBKM rOTOBOTO NiKapCbKoro 3acoby (iHLi 3MiHM)
nepBrHHE Ta BHECEHHS 3MiH A0 cneuudikalii BXigHOro KOHTPOs0 Ans
BTOPVHHE honbrv antoMiHiEBOT, a came He3HayHa 3MiHa a0
nakyBaHHs: nokasHuka «Description» (NpYBeAEeHHN y BiANOBILHICTb
KOO®APMA [0 matepianis BUPO6HUKa). 3MiHu | Tvny - 3MiHW 3
c.p.o., Yecbka sKocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema
Pecny6nika,; KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa
KOHTPO/b IKOCTI: noctavasibH1Ka nakyBasibHUX MaTepiasis abo
AJIC Yecbka KOMMNIEKTYIOUMX (SIKLLO 3a3HAYEHO B [OCHE) (BUTYYEHHS
Pecny6nika, nocTavasnibHvKa) OHOBNEHHSA po3gdiny 3.2.P.7. Cuctema
c.p.o., Yecbka KOHTeliHep/ 3aKyrnopoBasibHWiA 3acib, a came:
Pecnybnika BUAIEHHA NOCUaHb Ha NocTavaslbHUKIB NaKyBasIbHUX

marepianis (honbrv anoMiHieBOT Ta NNiBKK
NoNiBIHIIX0PUAHOI). 3MiHK | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNaKkoBKM rOTOBOrO NiKapCbKOro 3acoby (BUMyYeHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapinoro
nokasHuKa)) OHOBNEHHS po3giny 3.2.P.7. Cuctema
KOHTelHep/ 3aKyrnoproBasibHWiA 3aci6, a came:
BWIyYeHHs nokasHuka“‘Width: foil 86 mm” i3
cneumdikauii BXigHOr0 KOHTPOO AN ponbrv
atoMiHieBoi. 3MiHu | TUNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acib. 3MiHa napameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yMakoBKM rOTOBOTO NMiKapCbKoro 3acoby (BUyYeHHS
He3Ha4yHOro MokKasHvKa (Hanpuknag 3actapiforo
noKasHukKa)) OHOBNEHHS po3giny 3.2.P.7. Cuctema
KOHTelHep/ 3akynoproBasibHWiA 3aci6, a came:
BUyYeHHS nokasHuka “Weight of 100 cm of foil (foil 170
mm)”3i cneuudikauii BXiZHOro KOHTPOItO AN honbru
asIloMiHieBOT. 3MiHU | TUNy - 3MiHW 3 IKOCTI. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO NiKAPCLKOro 3acoby (BUTyYeHHS
He3Ha4yHOro nokasHuka (Hanpuknag, 3actapinoro
nokasHuka)) oHoBNEeHHS po3ainy 3.2.P.7. Cuctema
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

KOHTeliHep/ 3aKyrnopoBasibHWiA 3acib, a came:
BUAyYeHHs nokasHuka “Winding (for foil 170 mm).3i
cneumdikaLii BXigHOro KOHTPOo Ans onbrn
antominieBoi “Winding (for foil 170 mm). 3miHu | Tuny -
3MmiHK 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNaKkoBKM rOTOBOrO NiKapCbKOro 3acoby (BUMyYeHHS
HEe3Ha4yHOro nokasHuka (Hanpukiag 3actapinoro
nokasHuKa)) OHOBNEHHS po3giny 3.2.P.7. Cuctema
KOHTelHep/ 3aKkyrnoproBasibHWiA 3aci6, a came:
BWIYYeHHS nokasHuka “Width: foil 90 mm” 3i
cneuudikauii BXigHOT0 KOHTPOJIO A5 N/TiBKM
NoNIBIHIIXN0PUAHOT. 3MiHW | TUNY - 3MiHM 3 AKOCTI.
[FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acib. 3MiHa napameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yMNakoBKM rOTOBOrO NiKapCbKoro 3acoby (BUyYeHHs
He3Ha4yHOro MokKasHvKa (Hanpuknag 3actapifioro
noKasHukKa)) OHOBNEHHS po3giny 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoproBasibHWiA 3aci6, a came:
BUy4eHHs nokasHuka “Thickness of foil in cross-section”
3i cneumaikaL,ii BXiGHOro KOHTPOJI0 ANSA NNIBKU
NONIBIHINXMOPUAHOI. 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[oToBMIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO NiKAPCLKOro 3acoby (BUTyYeHHS
He3Ha4yHOro nokasHuka (Hanpuknag, 3actapinoro
nokasHuKa)) OHOBNEHHA po3ainy 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkyrnopoBasibHWiA 3acib, a came:
BU/IyYeHHs nokasHuka “Width: foil 170 mm” 3i
cneumdikaLii BXigHOro KOHTPOo Ans onbru
antoMiHieBoi. 3miHu | TMRy - 3MiHK 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNaKkoBKM rOTOBOTO NiKapCbKOro 3acoby (BUMyYeHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapinoro
nokasHuKa)) OHOBMEHHS po3giny 3.2.P.7. Cuctema
KOHTeliHep/ 3aKyrnoproBasibHWiA 3aci6, a came:
BU/IyYEHHs nokasHuka “Width: foil 172 mm” 3i
cneuudikauii BXigHOr0 KOHTPOSO A5 N/TiBKM
NoNIBIHIIXN0PUAHOT. 3MiHW | TUNY - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHWi 3aci6 (iHWi 3MiHM)
OHOBJIEHHS po3ainy 3.2.P.7. Cuctema koHTeliHep/
3aKyrnoproBasibHWiA 3acib, a came NpuBeeHHs chopmaTty
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
nopgadi iHdopmaduii B po3gini 3.2.P.7 y BignoBigHicTb o
3T copmaty. MNprBeAeHHS Y BIANOBIAHICTb A0
mMarepianis BUPO6GHMKa
299. | MOHOCAH® Tabnetku no 40 wmr, MPO.ME[, Yecbka BMPOGHMLTBO 3a Yecbka BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/4257/01/02
no 10 tabnetok y .UC Mpara | Pecny6nik NMOBHWUM LMK/IOM: Pecny6nika/ TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
6nictepi; no 3 a.c. a MPO.MEA.LIC CnoBaubka Cuctema KoHTelHep/3aKynoptoBasibHUI 3aci6. 3miHa
6nictepu B Mpara a.c., Pecny6nika napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MeX
KapTOHHIA KOopoo6Li Yecbka NepBMHHOT YNakoBKM rOTOBOTO JiKapCbKOro 3acoby (iHLi
Pecny6nika; 3MiHW) BHECEHHSA 3MiH [0 creumdikavii BXigHoro
BVMPOGHMLTBO, KOHTPO/I0 4719 NAIBKM MOMIBIHINXI0PUAHOT, a came
nepBuHHE Ta He3HayHa 3MiHa [0 nokasHuka «Description»
BTOPVHHE (NpviBeAeHHA y BIiAMOBIAHICTb A0 MaTepianis
nakyBaHHs1, BMPO6HMKA). 3MiHW | TMNy - 3MiHW 3 AKOCTi. F0TOBWIA
KOHTPO/b SAKOCTI: nikapcbkuii 3aci6. Cuctema
XBM dapma KOHTeliHep/3akynopoBasibHWiA 3aci6. 3miHa napameTpis
c.p.o., CnoBaubka cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
Pecnyb6nika; yNakoBKW rOTOBOrO JiKapCbKOro 3aco6y (iHLWi 3MiHW)
nepBUHHE Ta BHECEHHS 3MiH A0 crneundikavii BXigHOro KOHTPoso As
BTOPUHHE dhonbrv anoMiHiEBOI, a caMme He3HayHa 3MiHa 40
nakyBaHHs: nokasHuka «Description» (NpuBeAeHHs Y BIANOBIAHICTb
KOO®APMA [0 matepianis BUPO6HUKa). 3MiHu | Tvny - 3MiHW 3
c.p.o., Yecbka AkocTi. [oToBWIA Nikapcbkuii 3aci6. Cructema
Pecnyb6nika; KOHTeliHep/3akynopoBasibHKii 3aci6. 3MiHa
KOHTPO/b SIKOCTI: noctavasibHUKa nakyBasibHUX MaTepianis abo
AJIC Yecbka KOMM/IEKTYIOUVMX (SIKLLO 3a3HAYEHO B AOCHE) (BUTYUYEHHS
Pecnyb6nika, nocravasnibH1Ka) OHOBNEHHSA po3ainy 3.2.P.7. Cuctema
c.p.o., Yecbka KOHTeliHep/ 3aKkynoptoBasibHWI 3acib, a came:
Pecnybnika BUA/IEHHA NOCU/IaHb Ha NOCTaYasIbHNKIB NaKyBaslIbHNX

Martepianis (ponbru antoMiHieBOI Ta NiBKM
noNiBIHIXNOPUAHOI). 3MiHK | TURY - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneundikauii Ta/abo AONyCTUMMX MEX NEPBUHHOT
yNaKoBKM rOTOBOTO NiKAPCbKOro 3acoby (BUTyYeHHS
He3Ha4yHOro MokasHuKa (Hanpuknag, 3actapinoro
rnokasHuka)) OHOBNEHHS po3ainy 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkyrnoproBasibHWiA 3acib, a came:
BW/IyYeHHs nokasHuka“‘Width: foil 86 mm” i3
cneumdikaLii BXigHOro KOHTPO0 Ans onbru
antoMiHieBoi. 3miHu | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3acib. 3mMiHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNaKkoBKM FOTOBOTO NiKapCbKOro 3acoby (BUMyYEHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapinoro
nokasHuKa)) OHOBMEHHS po3giny 3.2.P.7. Cuctema
KOHTeliHep/ 3aKyrnoproBasibHWiA 3aci6, a came:
BWyYeHHs nokasHuka “Weight of 100 cm of foil (foil 170
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

mm)”3i cneumdikadii BXiZHOro KOHTPoso 41a onbru
atoMiHieBoi. 3MiHu | TUNY - 3MiHK 3 SKOCTi. FOoTOBUIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acib. 3MiHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yMakoBKM rOTOBOrO NiKapCbKoro 3acoby (BUyYeHHS
He3Ha4yHOro MokKasHuKa (Hanpuknag 3actapifioro
noKasHukKa)) OHOBNEHHS po3giny 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoproBasibHWiA 3aci6, a came:
BW/Ty4eHHs nokasHuka “Winding (for foil 170 mm).3i
cneumagikauii BXigHOro KOHTposo ans hosbru
antominiesoi “Winding (for foil 170 mm). 3miHu | TUny -
3MmiHu 3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cnuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikauili Ta/abo fONYCTUMUX MEX NEPBUHHOI
YNaKoBKM rOTOBOTO NiKAPCLKOro 3acoby (BUTyYeHHS
He3Ha4yHOro nokasHuka (Hanpuknag, 3actapinoro
nokasHuKa)) OHOBNEHHA po3ainy 3.2.P.7. Cuctema
KOHTeliHep/ 3aKyrnopoBasibHWiA 3acib, a came:
BWIyYeHHs nokasHuka “Width: foil 90 mm” 3i
cneuudikauii BXigHOro KOHTPOO ANS NAIBKKN
NONIBIHIIXTOPUAHOI. 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNaKkoBKM rOTOBOrO NiKapCbKOro 3acoby (BUMyYeHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapinoro
nokasHuKa)) OHOBNEHHS po3giny 3.2.P.7. Cuctema
KOHTelHep/ 3aKyrnoproBasibHWiA 3aci6, a came:
BUyYeHHs1 nokasHuka “Thickness of foil in cross-section”
3i cneuwmdpikauii BXiAHOrO KOHTPO/IKO AJ15 MBKN
NoNIBIHIIXN0PUAHOT. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acib. 3MiHa napameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yMakoBKM rOTOBOTO NMiKapCbKoro 3acoby (BUyYeHHS
He3Ha4yHOro MokKasHvKa (Hanpuknag 3actapiforo
noKasHukKa)) OHOBNEHHS po3giny 3.2.P.7. Cuctema
KOHTelHep/ 3akynoproBasibHWiA 3aci6, a came:
BUy4eHHA nokasHuka “Width: foil 170 mm” 3i
cneumagikauii BXigHOro KOHTposo ans hosbru
asIloMiHieBOT. 3MiHU | TUNy - 3MiHW 3 IKOCTI. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO NiKAPCLKOro 3acoby (BUTyYeHHS
He3Ha4yHOro nokasHuka (Hanpuknag, 3actapinoro
nokasHuka)) oHoBNEeHHS po3ainy 3.2.P.7. Cuctema
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

KOHTeliHep/ 3aKyrnopoBasibHWiA 3acib, a came:
BU/IyYeHHs nokasHuka “Width: foil 172 mm” 3i
cneuudikauii BXigHOro KOHTPOO ANS NAIBKKN
NONIBIHIIXTOPUAHOI. 3MiHM | TUMyY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cucrema
KOHTelHep/3aKynoptoBasibHWiA 3aci6 (iHLWi 3MiHK)
OHOBJ/IEHHS po3giny 3.2.P.7. Cuctema koHTeliHep/
3aKynoproBasibHWiA 3acib, a came npuBeAeHHs chopmaTty
nogadi iHdopmadii B po3gini 3.2.P.7 y BignoBigHicTb A0
3T/ dopmarty. MpuBeaeHHs y BigNOBIAHICTb A0
MaTepianis BUPOGHMKa

300.

MOHTEIEH

TabneTku XyBasbHi
no 5 mr; no 10
Tabnetok y 6nictepi,
no 3 6nictepn y
KapTOHHIA KOpoo6Li

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu |
Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta
thapmakoHarnsgy. BeeneHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
thapMakoHarnsgy, 3amMiHa ynoBHoOBaXeHOoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 (hapMakoHarnagy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6M, BiAMNOBIAA/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BK/IHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucteMu dhapmakoHarnsgy). 3mMiHa KOHTaKTHUX JaHux
YMOBHOB&XeHOT 0c06M 3aBHUKA, BiAMOBIga/IbHOI 3a
hapmMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pepakuis: Hypie EngaHiz Animosuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CObYM 3asiBHMKA,
BignoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi

3a
peyermom

UA/19479/01/01

301.

MOHTEIEH

TabneTkn, BKPUTI
NNiBKOBOIO
o06010HKot0, no 10
mr; no 10 TabneTok
y 6nicTepi, no 3
6nictepun y kopobui

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHn o
y3arasibHeHUX JaHuX Npo cucTemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
dhapmakoHarnsgy, 3miHa ynoBHOBaxXeHoT ocobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHS hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLOo BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0CO6MU, BiANOBigaNbHOI 3a
3fiicHeHHs hapmakoHarnagy (BKIH0UYaUmM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHI MacTep-taiina
cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0COOU 3asIBHMKA, BifnoBiga/ibHOI 3a
thapmakoHarnag. 3mMiHa KOHTaKTHOT 0cobu 3asiBHUKa,
BigNoBigasIbHOI 3a hapmakoHarnsag B Ykpaini. fitova
pepakuis: Hypies EngaHis Animosuy. NponoHoBaHa

3a
peyenmom

UA/17104/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

pepakuisi: Tonokesuy Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNKa,
BiANOBiAaNbHOI 3a (hapmakoHarnsg, B YKpaiHi.

302.

MYLIUTYC

Kancynu no 150 mr;
no 6 kancyny
cTpuni; no 2 abo no
5 cTpuniB y
KapTOHHI ynakoBLi

Maxkneogc
dapmacb
loTuKasc

Nimiteq

IHais

Makneoac
dapmMacboTUKaC
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymMoBax 36epiraHHs roTOBOrO JliKapCbKOro 3acoby

(36iN1bLLEHHS TEPMIHY NPUAATHOCTI FOTOBOTO JiKApPCLKOr0
3acoby) - 4ns Toprosoi ynakosku (MigTBEPAXKYETbCA
OaHVIMU peanbHOro vacy). 36iNbLUeHHs TepMiHy

NPVAATHOCTI FOTOBOTO NiKapCbKOro 3acoby, Y 3B'A3KY

NiATBEPKEHHA AaHVMU 3i CTabINbHOCTI y peasibHOMYy

yaci. flitoua pegakuis: TepmiH NpuAATHOCTI. 2 POKM.

MponoHoBaHa pepakuis: TepMiH NPUAATHOCTI. 3 POKU.

3MiHV BHECEHI B po3ain "TepmiH npuaaTHocTi" B

IHCTPYKLUiI0 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro

3aco6y. BBeieHHs 3MiH NpoTAromM 6-T1 mMicsALiB nicns

3aTBEPKEHHS

3a
peyenmom

He
nionsieae

UA/5589/01/01

303.

MYLIUTYC

kancynu no 300 mr;
no 6 kancyny
cTpuni; no 2 abo no
5 cTpunis y
KapTOHHI ynakoBLi

Makneogc
dapmacb
loTUKasc
Nimiteq

IHAja

Makneogac
PapmMacboTUKaC
Nimiteq

IHAjA

BHECEHHS 3MiH 0 peecTpaLiiiHMx MmaTepiasiis: 3MiHu |
TMNy - 3MiHK 3 IKOCTI. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymMoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby

(36iNbLLEHHS TEPMIHY NPUAATHOCTI FOTOBOTO J1iKAPCLKOr0
3acoby) - 4ns ToproBoi ynakoBku (MigTBEPAXKYETbCA
OaHVIMU peanbHOro vacy). 36iNbLUEHHS TepMiHY

NPVAATHOCTI FOTOBOTO NiKapCbKOro 3acoby, Y 3B'A3KY

NiATBEPKEHHA AaHVMU 3i CTabINbHOCTI y peasibHoOMYy

yaci. [itoya pefakuisf: TepMiH NpuaaTHOCTI. 2 POKN.

MponoHoBaHa pepakuis: TepMiH NPUAATHOCTI. 3 POKU.

3MiHN BHECeHi B po3ain "TepmiH npuaaTHocTi” B

IHCTPYKLiI0 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro

3aco6y. BBeieHHs 3MiH NpoTAromM 6-T1 MicsLiB nicns

3aTBEPKEHHS

3a
peyenmom

He
nionsieae

UA/5589/01/02

304.

MYLUTYC

Kancynu no 150 mr;
no 6 kancyny
cTpuni; no 2 abo no
5 cTpunis y
KapTOHHIl ynakoBLi

Makneopc
dapmach
toTuKasnc
Nimitepn

IHais

Makneogc
PapmMacboTUKaC
Nimiteq

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
YTOUYHEHHs1 YMOB BifinycKy B Haka3i MO3 YkpaiHu Ne
510 Big 22.03.2022 B npoueci BHECEHHS 3MiH (3MiHu |

TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLs NPOBaKEHHSA AiS/IbHOCTI
BMPOGHUKa/iMnopTepa roToBOro JlikapCcbKoro 3acooy,
BK/IO4a0UM AinbHULI BUMyCKy cepii abo micue
NpoBefEeHHS KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy
BiANoBiAa€ BUPOOHMK/iMNOPTEp, BKIOUYAKOUM BUMYCK
cepiii). 3miHa agpecu BMpobHuka 13 Makneogc
dapmacbloTukanc flimites, IHgia, 6e3 3mMiHn micus

BMPOGHULTBA. 3MiHVM BHECEHO B iHCTPYKLiO /15
MeAMYHOr0o 3acTOCYBaHHS y po3ain «MicLe3HaxomkeHHs

BMPOOHYMKa Ta afpeca MicLis NPOBaKEHHA 1ioro

AisIbHOCTI» 3 BignoBigHNMM 3MiHAMW Y TEKCTI

3a
peuyenmom

UA/5589/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
MapKyBaHHS1 yNakoBKW Jlikapcbkoro 3acoby. TepMiH
BBEJEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEpPAXEHHS) Ta Hakasi Ne 753 Big 05.05.2022 B
npoueci yTouHeHb. Pefakuia B Hakasax - 6e3
peuenTta. BipHa peaakuis - 3a peuenTom.
305. | MyuuTyC kancynu no 300 mr; Makneopc IHais Makneogc IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/5589/01/02
no 6 kancyny dapmachb dapmMacbloTUKaC YTOUHEHHS1 YMOB BifinycKy B Haka3i MO3 YkpaiHu Ne peyenmom
cTpuni; no 2 abo no loTrKanc Nimiteq 510 Big 22.03.2022 B npoueci BHECEHHA 3MiH (3MiHW |
5 cTpunis y Nimiten TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
KapTOHHI ynakoBL,i Ta/abo agpecyu MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOOGHUKa/iMnopTepa roToBoro /likapcbkoro 3acooy,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
NpoBefEeHHS KOHTPO/TO AKOCTI. (AIANbHICTb, 3a AKy
BiAnoBiAae BUPOGHMK/IMNOPTEP, BKIOUYAKOUM BUNYCK
cepiit). 3miHa agpecu BupobHuka 13 Makneoac
dapmacbioTrkanc Jlivites, IHAis, 6e3 3mMiHn micus
BMPOOHULTBA. 3MiHW BHECEHO B IHCTPYKLiIO 415
MeAMYHOro 3aCTOCyBaHHA y po3ain «Micue3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NpoBafXeHHS Moro
LiSNbHOCTI» 3 BigNOBIAHUMM 3MiHAMM Y TEKCTI
MapKyBaHHS! yNakoBKW flikapcbkoro 3acoby. TepMiH
BBE/EHHS 3MiH NPOTAroM 6 micauis nicns
3aTBepxeHHs) Ta Hakasi Ne 753 Big 05.05.2022 B
npoueci yTouHeHb. Pefakuia B Hakasax - 6e3
peuenTta. BipHa pepakuis - 3a peuentom.
306. | HI®PYPOKCAS | Tabnetku, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a He UA/14644/01/01
mna o6onoHkoto, no 0,1 "TepHoda "TepHodhapm" TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peyenmom | nionsi2ae
r, no 10 TabneTtok y pm” CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
6nictepi; no 1 a6o 3 ymoBax 36epiraHHsi rOTOBOr0 MikapCbKoro 3acoby
6nicTepu B nayuj (36iNbLUEHHA TEepMiHY MPUAATHOCTI FOTOBOTO J1iKapCbKOro
3acoby) - 4ns ToproBoi ynakoBku (MigTBEPAXKYETLCA
LaHUMW peasibHOro Yacy) 36iNbLUeHHS TEPMiHY
NPUAATHOCTI FOTOBOrO NiKapCbKOro 3acoby Ha OCHOBI
NO3UTUBHUX Pe3y nbTaTiB AOBrOCTPOKOBUX AOCNIMKEHD
CTabinbHOCTI y peasibHOMY Yaci: 3aTtBepakeHo: Po3ain
«TepMiH NpuaaTHOCTI» 2 poku. 3anponoHoBaHo: Po3ain
«TepMiH NpuAaTHOCTI» 3 PoKW. 3MiHX BHECEHI B po3/in
"TepMiH NpuAaTHOCTI" B IHCTPYKLiO 415 MegNYHOro
3aCTOCyBaHHA NiKapCbKoro 3acooby.
307. | HOBIPUH® cupon no 50 mr/mn, AT YkpaiHa KOHTPO/b cepii Ta Ykpaina/ BHECEHHS 3MiH 0 peecTpaviiiHMx MmaTepiasiis: 3MiHu | 3a UA/16831/01/01
no 120 mny "KUIBCbK BUMNYCK cepil; ITanisa TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
cdnakoHi; no 1 nn BTOPVIHHE hapmakoHarnsgy (iHwi 3MiHn).
dhnakoHy y BITAMIHH nakyBaHHs ans OHOBNEHHA TEKCTY MapKyBaHHA NEPBUHHOI Ta
KOMMNAEKTi 3 MipHUM nn ynakoBku in bulk: BTOPWHHOI YNakoBKM JlikapCbKOro 3acoby, a came
CTaKaH4MKOM B 3ABO" AT "KNIBCbKUI BW/TYYEHHS iHhopmauil, 3a3Ha4YeHOol PoCiiCbKoK MOBOH,

nauui

BITAMIHHWIA
3ABO/[", YkpaiHa,
BMPOGHULITBO

Ta BUK/aAEHHS 1T aHTNiiCbKOK MOBOK. BBeAeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHM |
My - 3MiHKM WoA0 6e3nekn/edeKTUBHOCTI Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
Hepo3dacoBaHoi thapmakoHarnagy (iHwi 3MiHn). BBeAeHHs 404aTKOBOro
NPOAYKLT, TEKCTY MapKyBaHHS ynakoBKW NikapCbKoro 3acoby Ans
nepBuHHa Ta BUPOGHMKa "KWiBCbKUIA BiTaMiHHWIA 3aBOA". BBEAEHHS
BTOPUHHA 3MiH NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPMAKEHHS.
ynakoBka,
KOHTPO/b cepii Ta
BWMYCK Cepil:
Eii.Bi.Ci.
PapmacbHoTiLi
C.N.A., Itanis
308. | HOBOKCUKA | po3uuH ans iH'ekuii, Tosapuct YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu | 3a UA/12940/01/01
M 10 mr/mn; no 1,5 mn BO 3 0bMexeHoto TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
y thnakoHi; no 5 o6MexeHo BiANOBIAA/ILHICTIO Ta/abo agpecy 3asiBHMKa (B/laCHUKa peECTpaLiiiHoro
h1aKkoHiB y 10 hipma nocsigyeHHs). 3mMiHa agpecu 3asBHMKa
KOHTYpHIl Bignosiga "HoBodhapm-
YapyHKOBIli NbHICTIO BiocnHTes"
ynakosLi; no 1 ipma
KOHTYpHIl "HoBodhap
YapyHKOBIli yrnakoBLi M-
y nayui 3 kKapToHy BiocuHTes
309. | HOBOCTE3W | po3uuH s iH ekuiid, | ToBapucT YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiinHmx MmaTepiasis: 3MiHu | 3a UA/15457/01/02
H no 2,5 mr/mn no 200 BO 3 06MexeHo TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
M1y NAsLWKax 06MmexeHo BiANOBIAAILHICTIO Ta/abo agpecy 3asiBHMKA (B/laCHUKA PEECTpaLiiiHOro
10 thipma nocsigyeHHs). 3mMiHa agpecu 3asBHUKA
Bignosiga "HoBothapm-
NbHICTIO BiocuHTes"
ipma
"HoBodhap
M_
BiocuHTes
310. | HOBOCTE3W | po3uuH 4ns iHekuiin, | ToBapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHu | 3a UA/15457/01/01
H no 5 mr/mn; no 5 mn BO 3 06MeXeHoH TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
y thnakoHax; no 5 06MeXeHo BiANOBIAAILHICTIO Ta/abo agpecy 3asiBHMKA (B/laCHUKA peECTpaLiiiHoro
chnakoHIiB y 10 ipma nocBigyeHHs1). 3MiHa agpecu 3asiBHMKa
KOHTYPpHili Bignosiga "HoBothapm-
YapyHKOBIi NbHICTIO BiocuHTes"
ynakoBLi; no 2 ipma
KOHTYPHI YapyHKOBI "Hosodhap
ynakoBKM B naulj 3 M-
KapTOHY; No 10 mn

abo 20 mny
dnakoHax; no 5
dNakoHIB y

BiocnHTe3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
KOHTYPHIl
YapyHKOBIli
ynakosLj; no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
B NayLi 3 KapTOHY
311. | HOKCUMER, NMOPOLLIOK Ta Na6opato ITania NabopaTtopio ITanisa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/18401/01/01
PO3UYMHHWK ANs pio ITanbaHo Biokimiko TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
pO34nHYy AN ITasibsiHO dapmaueyTiko thapmakoHarnagy. BeegeHHs abo 3miHu oo
iH ekuiii no 600 wmr; Biokimiko Nizacpapma C.n.A. y3arasibHeHuX AaHnX Npo cuctemy hapmakoHarnsgy
NOPOLLIOK A/1A dapmavey (BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cucTeMy
PO3UnHY ANs iH'eKLiin Tiko thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
no 600 mry Nizachapm BiANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnagy;
hnakoHax Nel0 B a C.nA. KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa /15
KOMMNAEKTi 3 34ilicHeHHS hapMakoHarniagy B YkpaiHi, SKLWO BOHA
PO3YMHHKKOM MO 3 BiAMIHHA BiJ YNOBHOBaXeHOI 0CcO6U, BiAMNOBIAa/IbHOI 3a
M/ B amnynax NelO 3piicHeHHs1 hapMakoHarnsay (BK/IHUYaKUM KOHTaKTHI
Y KapTOHHIl Kopobui AaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-tharina
cmcTeMu chapmakoHarnsgy) 3miHa ynoBHOBaXeHOI
ocobu 3asBHUKa, BiANOBIAa/ILHOT 3a (hapmakoHarnsa.
[itoua pepgaxuis: Livia Orlandi. NMponoHoBaHa peaxuis:
Dr. Stefano Baroni. 3miHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0CO6M 3as1BHYKA, BifnoBigabHOT 3a
hapmakoHarnag
312. | HOKCMPEN HasasibHWiA crpeit CninbHe YkpaiHa CninbHe Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/12675/01/01
AKTVB 0,05 %; no 10 mny YKpaiHCbK YKpaiHCbKO- TMny - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta peuenma
KOHTeliHepi 3 o- icnaHcbke thapmakoHarnagy (iHwi 3MiHu).
Hacocom 3 icnaHcbke nignpueMcTBO OHOB/IEHHA TEKCTY MapKyBaHHS yrakoBKW NiKapCbKoro
po3nuaoBayem; no nignpuemMc "Cnepko YkpaiHa", 3acoby, a came BUyYeHHS iHGhopMalLiil, 3a3HayYeHol
1 KOHTelHepy B TBO YkpaiHa POCIiCbKOIO MOBOIO.
KapTOHHIN nayui "CMEPKO (NOBHWIA LYKN TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
YKPATHA" BUPOGHULITBA, 3aTBEPIKEHHS
BWMYCK Cepil;
KOHTPO/1b SIKOCTI)
313. | HOKCMPEN Kpanni HasaubHi CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 6e3 UA/12781/01/01
MAJTIOK 0,01 % no5mny yKpaiHCbK YKpaiHCbKO- MRy - 3MiHK WoA0 6e3nekn/eddeKTNBHOCTI Ta peuyenma
CKNSAHOMY o- icnaHcbke hapmakoHarnsagy (iHwi 3miHn).
KOHTelHepi 3 icnaHcbke nignpueMcTBo OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKW /iKapCbKoro
KPWLLKO-MINETKOH; nignpuemMc "Cnepko YkpaiHa", 3acoby, a came BUyYeHHs iHGhopMalLiii, 3a3Ha4YeHoil
no 1 KoHTeliHepy B TBO YKpaiHa pOCiiCbKOH MOBOHO.
KapTOHHI nauj "Cnepko (NOBHWIA LWKN TepmiH BBEAleHHS 3MiH NPOTAroM 6 Micauis nicns
YkpaiHa" BUPOGHMLTBA, 3aTBEpPIXEHHS.
BUNYCK cepil;
KOHTPO/1b SKOCTI)
314. | HONLNA3A® | niodinizat gns KPKA, CnoBeHis Brpo6HMUTBO ®paHuia/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/7955/02/01
po3uunHy ans iH'ekuin | a.4., Hoso Hepo3dhacoBaHol Moptyranis/ My - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE- peyenmom
no 40 wr, 1 a6o 5, MecTo npoaykuii "bulk", CnoseHisa/ cepTudikaT BignoBigHOCTI €Bponelickkil
ab6o 10, abo 20 nepBuHHE Ta Icnanis cdhapmakonei/MoHorpadii. NMogaHHs HOBOro abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
h/1aKoHIB 3 BTOPUHHE OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyYEHHS
niocpinizatom y nakyBaHHs, cepTudpikaTa BifnoBiAHOCTI EBponeiichkiin hapmakonei:
KapTOHHiiA Kopo6Li KOHTpO/b cepii: ana A®l; ans BuxigHoro
Bangedapm, marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
dpaHuis; BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMIKHOT
BMPOGHMLITBO peyoBMHM (cepTudhikat BignoBigHOCTI E€Bponeiichbkili
Hepo3dacoBaHoi hapmakonei) - OHoBeHUIA cepTudikaT Bif yxe
npogykuii "bulk", 3aTBepXeHOro BUPo6HYKa - MogaHHA OHOB/IEHOTO
nepBrHHE Ta cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonel
BTOPVHHE R1-CEP 2009-323-Rev 02 (3aTBepgxeHo: R1-CEP
naxkyBaHHs: 2009-323-Rev 01) gns [Aioyoi peyoBUHU NaHTonpasony
Codpapimekc- Bif 3aTBEpAKeHOro BupobHuka MOEHS IBERIA S.L.,
IHpacTpia Keimika Spain. 3miHa Bigbynach y 3B'A3Ky 3MEHLLEHHS nepiogy
e dapmaueBTika, NOBTOPHUX BUNPOBYBaHb AP| Ta yTOYHEHHA YMOB
C.A., Moprtyranis; 36epiraHHA
BTopuHHe
nakyBaHHs,
KOHTPOb cepii Ta
BWMYCK Cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
BMPOGHMLTBO
Hepo3dhacoBaHol
npoaykuii "bulk",
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
Na6opatopioc
Ankana ®apma,
C.J1., IcnaHis
315. | HONMLMNA3A® | niodinizat gns KPKA, CnoBeHis Brpo6HMUTBO ®paHuia/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3a UA/7955/02/01
po3uunHy ans iH'ekuin | a.4., Hoso Hepo3dhacoBaHOl Moptyranis/ YTOUHEHHSA1 HanUcaHHA YNakoBKU B Hakasi MO3 peyenmom
no 40 wr, 1 a6o 5, MecTo npoaykuii "bulk", CnoseHis/ YkpaiHu Ne 1593 Big 07.09.2023 B npoLieci BHECEHHSA
a6o 10, abo 20 nepBrHHE Ta Icnanis 3MiH (3MiHW | TUny - 3miHK Woao 6e3nekn/eekTUBHOCTI

dhnakoHiB 3
niodinizatom y
KapTOHHIA KopooLi

BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii:
Bangedapm,
PpaHuis;
BMPOGHMLTBO
Hepo3dhacoBaHOl
npoaykuii "bulk",
nepBrHHe Ta
BTOPUHHE
nakyBaHHs:
Codpapimekc-
IHpacTpia Keimika
e dapmaueBTika,

Ta (hapmakoHarnsgy. 3MiHU y KOpOTKili XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta iIHCTPYKLT
AN MeANYHOro 3acTOCyBaHHs
reHepuUHMX/ribpuaHNX/6ionoAibHMX Nikapcbkmx 3aco6iB
nicns BHECEHHS Tiel camoi 3MiHW Ha pedhepeHTHWi
npenapar (3mMiHa He NoTpebye HafaHHA XOLHUX HOBMX
[04aTKOBUX laHWX) 3MiHW BHECEeHI A0 IHCTPYKLUiT Ans
MeJMYHOro 3aCTOCyBaHHS MikapCbKoro 3acoby y po3ginu
"®apmakonoriyHi BnactmsocTi”, "Oco6mBocTi
3acTocyBaHHs", "Moka3aHHA" (YTOUHEHHS iHhopmadii),
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyAAK0" 3rifHo 3 iHhopMaLlieto WoA0 MeanyHOro
3aCTOCyBaHHA ped)epeHTHOro Nikapcbkoro 3acoby
(KOHTPOJIOK®, NOpoLUOK 47151 PO34MHY AN iH'EKLi MO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
C.A., Moptyranis; 40 wr). BBefieHHs1 3MiH NpoTArom 6-Tu MicALUIB nicns
BTopuHHe 3aTBepXeHHsA. 3MiHu | Tuny - 3MiHK Woao
nakyBaHHs, 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
KOHTpO/b cepii Ta KOPOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
BUMYCK cepii: MapKyBaHHS Ta iHCTPYKLT AN MeAnYHOro 3acTocyBaHHA
KPKA, a.4., Hoso reHepuyHUX/ribpuaHMXx/6ionogibHNX nikapcbknx 3acobis
mecTo, CroBeHis; nicns BHECEHHA Tiel camoi 3MiHWN Ha pedhepeHTHW
BMPOBHULTBO npenapar (3miHa He noTpebye HafaHHA XOAHUX HOBUX
Hepo3cacosaHol [04aTKOBUX AaHnX) 3MiHN BHECEHI A0 iHCTPYKLii Ans
npoaykuii "bulk", MeJMNYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y po3gin
nepBuHHE Ta "Mo6ivHI peakuii 3rigHO 3 iHhopmMaLieto Woao
BTOPUHHE MeZMYHOro 3aCToCyBaHHA pethepeHTHOro NikapCbKoro
nakyBaHHs: 3aco6y (KOHTPOJ/IOK®, nopoLok AN po3unHy ANns
Na6opatopioc iH'exuili no 40 mr). BBefeHHst 3MiH NpoTsArom 6-tu
Ankana ®apma, MicsALiB NicnsA 3aTBepKeHHs). Pegakuis B Hakasi - 1 abo
C.N1., IcnaHis 5, a6o 10, a6o 20 h/1akoHIB 3 MOPOLLKOM Y KapTOHHil
Kopobui. BipHa pegakuis - 1 a6o 5, a6o 10, a6o 20
chnaKkoHiB 3 MiodiNisaToM y KapTOHHI Kopo6L,i.
316. | HYTPU®DNEK | emynbcia aons B. BpayH HimeuumnH Brpo6HMLUTBO, HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHMX MmaTepiasiB: TeXHIYHa 3a UA/13247/01/01
C inig NePI | iHdysii; no 1250 mn Menb3yHr a nepBuHHa Ta nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460), peyenmom
abo no 1875 mny eH Al BTOPVHHA BrnpaBneHo TexHi4YHy NOMUKY B TEKCTI MapKyBaHHS
MiLLIKax N1acTUKOBUX yrakoBKa, BUMycK BTOPUHHOI ynakoBku (5 MilwkiB X 1250 My KapTOHHii
TpukamepHux; no 1 cepii: b. bpayH Kopo6Li) nikapcbkoro 3acoby B n. 17. «IHLWE>».
MiLLIKy Menb3yHreH Al 3ATBEP)KEHO: 17. IHLWLE OcmonsipHicTb 920
nnacTvKoBOMY HimeuumnHa; MOcwm/kr/(mOcm/kg) 3AMPOMOHOBAHO: 17. IHWE
TpUKamepHomy y KoHTponb cepii: B. OcmonspHicTb 920 mOcm/kr/(mOsm/kg) 3a3HaveHe
3aXVCHOMY MILLIKY; BpayH BWMNpaB/IEHHS BiANOBiJae apxiBHUM maTtepianam
no 5 3axmcHuX Menb3yHreH Al peecTpauiiHoro Aocke
MILLKIB B KQPTOHHIA HimeyunHa
Kopoo6ui
317. | OKTArAM PO34uH NS iHdy3il, OxkTathap ABCTpIf OkTahapma ABcTpisi/ BHECEHHS 3MiH [J0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/13905/01/01
50 mr/mn; no 50 mn, mMa dapmaLeBTuka LBeuisi/ TMny - 3MiHK 3 AkocTi. ADl. BUpobHMLTBO. 3MiHV B peuyenmom
100 mn a6o 200 mn dapmaves MpopykTioHcrec. ®paHuia/ npoteci BupobHuuTea APl (HeaHayHa 3MiHa y npoueci
y naawyi; no 1 TMKa M.6.X., ABCTpis; HimeuyunHa BMPOGHMLTBa ADI)
NASALWL Yy KAPTOHHINA MpoaykTio B1po6HWK, BnpoBagkeHHs anbTepHaTUBHUX MeMBpaHHNX kaceT
Kopoo6Li Hcrec. BiANOBIgaIbHUI 3a Merck Millipore Pellicon 3 Biomax (30 kDa) Ha eTani
M.6.X. BMPOGHMLTBO 3a ynbTpa-/giachinbTpadii. PegakuiiiHi 3miHM onncy

NOBHUM LIK/IOM,
3a BUK/THOUEHHAM
BTOPUHHOT
YNaKoBKM:
OKTA®APMA AB,
LBeuis;
BUpO6HUK,
BiANOBIgaIbHUI 3a
BMPOGHMLITBO 3a
NOBHUM LIK/IOM,
3a BUK/TKOYEHHAM

BUPOGHMYOTO Npouecy
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n/n

JliKapcbKo20
3acoby

ynakoska)

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

BMPOGHULITBA

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

318.

OKTArAM

OKTADAP

po34uHy in-bulk,
BTOPUHHOI
YNaKoBKM.
AnbTepHaTuBHO,
BMPOGHMLITBO
KiHLLeBOro
npoaykty 3 in-bulk
PO34MHY,
BMPO6GIEHOro Ha
OkTathapma
PapmaLeBTuka
MpopykTioHcrec.
M.6.X., ABCTpisi:
OkTachapma,
®paHuis;
AnbTepHaTMBHa
BMPOGHMYA
nOinsHka ans
BTOPWHHOTO
nakyBaHHs:
OkTadapma
[Heccay 'm6X,
HimeuunHa,;
Brpo6HuK,
BiANOBIgaIbHUIA 32
BMNPOGYBaHHSA Ha
aTIOMIHIN
(aopaTkoBO A0
BVPOGHMKa
OkTadhapma AB,
LBeuis):
OxkTadhapma
MpopaykTioHcrecen
wadt JoiiunaHg,
M.6.X., HimeyunHa

PO34uH NS iHdy3il,
50 mr/mn; no 50 mn,
a6o no 100 mn, abo
no 200 mMn y nAswLj;
no 1 nnawuiy
KapTOHHI Kopoo6Li

MA
dPapmaves
TMKa
MpopaykTio
Hcrec.
M.6.X.

ABcTpist

OkTadapma
dapmavLesTmKa
MpoaykTioHcrec.
M.6.X., ABCTpis;

BUpPO6HUK,
BiANOBIgaIbHUI 3a
BMPOGHMLITBO 3a
MOBHUM LIK/IOM,
3a BUK/TIIOYEHHSM
BTOPUHHOT
yNaKoBKM:

AscTpisi/

LiBeuisi/

®paHuia/
HimeyunHa

OKTAPAPMA AB,

BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
Be3neka cTopoHHiX areHTiB. OHOBNEHHS iHdopMaLliT
"OuiHka 6e3nekn CTOPOHHIX areHTiB" (po3ain 3.2.A.2)
(iHWi 3MiHW). 3MiHW 0 OLiHKM 6e3MeKn CTOPOHHIX areHTiB
BHACMIAOK iMNaeMeHTaL,ii HOBOro po3Mipy KOHTelHepiB
AnA nnasmu

3a
peyenmom

UA/13905/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

ynakoska)

(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

319.

LLiBeuist;
Bupo6HuK,
BiiNOBIgaNbHWIA 3a
BMPOGHMLTBO 3a
MOBHUM LIK/IOM,
3a BUK/TIIOYEHHSAM
BMPOGHULITBA
po3uuHy in-bulk,
BTOPUHHOI
YNaKoBKM.
AnbTepHaTuBHO,
BMPOGHMLITBO
KiHLLeBOro
npoaykty 3 in-bulk
PO34MHY,
BMPO6GIEHOro Ha
OkTadhapma
PapmaLeBThka
MpopykTioHcrec.
M.6.X., ABCTpisi:
OkTachapma,
®paHLis;
AnbTepHaTMBHa
BMPOGHMYA
ninsHka ans
BTOPWHHOTO
nakyBaHHs:
OkTadapma
[Heccay 'm6X,
HimeuunHa,;
Brpo6HuK,
BiANOBIgaIbHUIA 32
BMNPOGYBaHHSA Ha
aTIOMIHIN
(aopaTkoBO A0
BVPOGHMKA
OkTadhapma AB,
LBeuis):
OxkTadhapma
MpopaykTioHcrecen
wadt JoiiunaHg,
M.6.X., HimeyunHa

OKTAHAT

MOPOLLIOK A/1A
PO34UHY ONs1 iH'eKLit
no 100 MO/mn;
KapToHHa Kopobka
Nel: micTuTb 1

h/1aKOH 3 MOPOLLKOM

OkTachap
ma
dPapmaves
TMKa
MpopaykTio

Hcrec

ABcTpist

BMPOGHMLITBO 3a
MOBHUM LMK/IOM 3a
BUK/IOYEHHAM
BTOPUHHOT
yNaKoBKM:

Oktadhapma AB,

LLBeuisi/

ABcTpisi/

®paHuia/
HimeuyunHa

BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu |
TMNy - 3MiHK 3 SIKOCTi. 3MiHU 0 peecTpaviiHoro
NoCBiAYEHHSA BHACNIAOK IHLWNX PEryIATOPHMX npoLeayp.
MM®/BA3® (macTep-thaiin Ha nnasmy/3aranbHuii gaiin
Ha BaKUWHHWIA aHTUreH). BkitoyeHHs HOBOTO,
OHOBJ/IEHOr0 abo 3MiHEHOrO MacTep-haiina Ha nnasmy y

3a
peyenmom

UA/15468/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
AN pO34MHY Anis M.6.X. LBeujs; peecTpaLiiHe OCbE Ha Nikapcbkuii 3aci6 (npoueaypa 2-
iH'exuili. KapToHHa BUPOGHMLTBO 3a ro etany ans NM®) (BKNOYEHHSA OHOBIEHOr0/3MIHEHOTO
Kopobka Ne2: NMOBHUM LMK/IOM, macTep-haiina Ha nnasmy, sKLLO 3MiHW He BMN/IMBATb
MicTUTb 1 doiakoH 3 BK/IOYA0UM Ha B/1aCTMBOCTI FOTOBOrO NiKAPCbKOro 3acoby).
PO34MHHKKOM (BOAA Bi3yasibHy Bklo4eHHs1 OHOBNIEHOTO MacTep-aiina Ha nnasmy y
Ans iH'ekuili no 10 iHCneKujto: peecTpaLliiHe gocke Ha nikapcbkuii 3acio: PMF
M (1000 OkTadapma Certificate No EMEA/H/PMF/000008/05/IB/025/G. 3miHu
MO/chnakoH)) Ta dapmaLeBTUka | TMNY - 3MiHW 3 AKOCTi. 3MiHM 40 peecTpauiiHoro
KOMMNNEKT Ans MpopykTioHcrec NnocBiAYeHHA BHACNIAOK IHLWNX PErynaToOpHMX npoleayp.
PO34YMHEHHS Ta M.6.X., ABCTpis; MM®/BA3® (macTep-chaiin Ha nnasmy/3arasibHuii daiin
BHYTPILLHLOBEHHOTO BUPOBGHNLTBO 3a Ha BaKUWHHWIA aHTureH). BkitoyeHHs HOBOTO,
BBeAeHHS (1 wnpuy, NOBHMM LMK/IOM 3a OHOBJ/IEHOr0 abo 3MiHEHOTO MacTep-haiina Ha nnasmy y
ofHopaszosui, 1 BVIK/THOYEHHSAM peecTpaLiiHe 4OCbE Ha Nikapcbkuii 3aci6 (npoueaypa 2-
[BOCTOPOHHSA ronka, BTOPUHHOT ro etany ans NM®) (BKNOYEHHSI OHOBNEHOr0/3MIHEHOTO
1 ronka 3 hinbTPOM, YMNaKoBKU: macTep-haiina Ha nnasmy, sKLLO 3MiHW He BMN/IMBAOTbL
1 ronka gns iH'exuin, OxkTtacapma, Ha B/1aCTMBOCTI FOTOBOTrO NiKapPCbKOro 3acoby).
2 npocoyeHi dpaHuis; Bklo4eHHs1 OHOBMIEHOTO MacTep-aiina Ha nnasmy y
CNYPTOM TammnoHK) y BTOPVHHE peecTpaLlifiHe gocke Ha nikapcbkuii 3acio: PMF
naketi abo 6nicTepi. nakyBaHHs1, Certificate Noe EMEA/H/PMF/000008/05/11/026/G.
Kopo6ka Ne 1 Ta BizyasibHa
Kopobka Ne 2 iHCnekujs:
06’€QHYIOTbCS MK OkTadapma
€060t0 NNaCTUKOBOI [Jeccay 'mM6X,
NNiBKOH HimeuunHa;
BMPOGHMLTBO
Kpionpeujnitara:
OxkTadhapma

MpogaykuioHcrecen

nwadt Jonunang

M.6.X., HimeyunHa

320. | OKTAHAT NMOPOLLIOK ANsi OkTachap ABcTpist BMPOGHMLITBO 3a Lsewist/ BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a UA/15468/01/01

PO34UHY ONs1 iH'eKLit Ma NMOBHUM LMK/IOM 3a ABcTpisi/ TMNy - 3MiHK 3 IKOCTi. 3MiHU 0 peecTpaviliHoro peyenmom
no 50 MO/mn; dPapmaves BUKNHOYEHHAM PpaHuis NocBiAYEHHSA BHACNIAOK IHLWNX PEryIATOPHMX npoLeayp.
KapToHHa kopob6ka TUKa BTOPUHHOT MM®/BA3® (macTep-chaiin Ha nnasmy/3aranbHuii daiin
Nel: micTuTb 1 MpopaykTio YNakoBKU: Ha BaKUWHHWI aHTureH). BkoueHHsi HOBOTO,
h/1aKOH 3 MOPOLLKOM Hcrec OkTadhapma AB, OHOB/IEHOrO abo 3MiHEHOro MacTep-aiina Ha nnasmy y
AN pO3YMHY Anis M.6.X. LBeujs; peecTpaLiiiHe JOCbE Ha Nikapcbkuii 3aci6 (npoueaypa 2-

iH'exuili. KapToHHa
Kopobka Ne2:
MicTUTb 1 doiakoH 3
pO34MHHKKOM (BOAA
ANs iH'ekuii no 5 mn
(250 MO/chnakoH)
a6o 10 mn (500
MO/chnakoH)) Ta
KOMNAeKT gns
PO3YMHEHHA Ta
BHYTPILLHbOBEHHOTO

BMPOBHMLTBO 3a
MOBHVM LMK/IOM,
BK/THOHAI0UM
Bi3yasibHy
iHCneKujto:
OkTadapma
dapmavlesTmKa
MpoaykTioHcrec
M.6.X., ABCTpis;
BMPOBHMLTBO 3a
NOBHWM LMK/IOM 3a

ro etany ans NM®) (BK1OYEHHSA OHOBIEHOr0/3MIHEHOTO
MacTep-haiina Ha nnasmy, SKLWO 3MiHW He BNIMBalOTb
Ha B/1aCTMBOCTI FOTOBOrO NiKapCbKOro 3acoby).
Bk/lo4eHHs1 OHOBNIEHOTO MacTep-daiina Ha nnasmy y
peecTpaujiiiHe foCbe Ha fikapcbkuii 3acio: PMF
Certificate Noe EMEA/H/PMF/000008/05/1B/025/G. 3MmiHu
| TMNy - 3MiHW 3 AKOCTi. 3MiHM A0 peecTpauiiHoro
NoCBiAYEHHSA BHACNIAOK IHLWNX PEryIATOPHMX npoLeayp.
MM®/BA3® (macTep-thaiin Ha nnasmy/3aranbHuii gaiin
Ha BaKUWHHWIA aHTUreH). BkitoyeHHs HOBOTO,
OHOBJ/IEHOr0 abo 3MiHEHOrO MacTep-haiina Ha nnasmy y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BBeAeHHS (1 wnpwy, BVIK/THOYEHHSAM peecTpaLiiHe OCbE Ha Nikapcbkuii 3aci6 (npoueaypa 2-
ofHopaszoBuit, 1 BTOPUHHOT ro etany ans NM®) (BKNOYEHHSA OHOBIEHOr0/3MIHEHOTO
[BOCTOPOHHS rofika, YNaKoBKM: macTep-haiina Ha nnasmy, sKLLO 3MiHW He BMN/IMBATb
1 ronka 3 pinbTpOMm, OkTtacapma, Ha B/1aCTMBOCTI FOTOBOrO NiKAPCbKOro 3acoby).
1 ronka gns iH'exuin, dpaHuis; Bklo4eHHs1 OHOBNIEHOTO MacTep-aiina Ha nnasmy y
2 NpocoyeHi BTOPUHHE peecTpaLliiHe gocke Ha nikapcbkuii 3acio: PMF
CNNPTOM TammnoHK) y nakyBaHHs1, Certificate Noe EMEA/H/PMF/000008/05/11/026/G.
naketi abo 6nictepi. BizyasibHa
Kopo6ka Ne 1 Ta iHCnekuis:
Kopo6ka Ne 2 OkTadapma
06’€QHYIOTLCS MK [Heccay 'mM6X,
€060t NNacTUKOBOIO HimeuunHa,;
NAiBKOO BMPOGHMLTBO
Kpionpeujnitara:
OxkTadhapma

MpogaykuioHcrecen

nwadt JonunaHg

M.6.X., HimeyunHa

321. | OKTAMN/EKC MOPOLLIOK Ta OkTachap ABcTpist Brpo6HMK HimeuyunHa/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/14313/01/01
500 MO PO3UYMHHWK ANs Ma (anbTepHaTUBHUIA) ABcTpisi/ TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE- peyenmom

pO34nHYy AN dPapmaves , BignoBigasbHuii PpaHuis cepTudikaT BigNoBigHOCTI EBpONENCHKIi
iHcpysiii no 500 MO; TUKa 3a BTOPUHHE hapmakonei/moHorpadii. NMogaHHA HOBOro abo
[Bi KOPOOKU MpopaykTio nakyBaHHs Ta OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUyYEHHS
06’€HYIOTbCA MK Hcrec. BisyaslbHy cepTudiikaTa BignNoBIAHOCTI EBpONeENChKin hapmakonei:
Cc06010 NNaCTMKOBO M.6.X. iHCnekujto: ans A®l; ona BuxigHoro
NNIBKOI: KAPTOHHA OkTathapma martepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
Kopo6ka Ne 1: no 1 [Jeccay 'm6X, BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
dhnakoHy 3 HimeuumnHa; peyvoBuHM (cepTudikaTt BiANOBIAHOCTI EBPONEChKil
NOpPOLLKOM 415 BUpPO6GHUK, hapmakonei) - OHOBEHWIA cepTudikart Bif yxe

pO3UnHy Ans
iHdpysin Ta
IHCTpYKUie0 Npo
3aCTOCYBaHHS;
KapTOHHa KOpob6ka
Ne 2: no 1 chnakoHy
i3 PO3YMHHMKOM
(Boga Ans iH'eKUii,
20 mMN) y KapTOHHIi
Kopobui pasom 3
KOMNIeKTOM ANt
PO3YMHEHHS Ta
BHYTPILLHbOBEHHOIO
BBefAeHHs (1 wnpuy
ofHopasoBuit; 1
KOMNNeKT ans
nepeHocy (1
[ABYXKiHL,eBa roska,
1 drinbTpoBasIbHA

BiANOBIgaIbHUI 3a
BMPOGHMLITBO 3a
NOBHUM LIK/TOM:

OkTadhapma
dapmavueBTmKa
MpoaykTioHcrec
M.6.X., ABCTpis;

BMPOGHUK

BiANOBigabHUIA 3a
BMPOGHMLTBO 3a

MOBHUM LVIK/IOM 3a

BUK/OYEHHAM
BTOPVHHOI
YNaKoBKM:

OxkTathapma,

®paHuisa

3aTBEepAKEHOro BMPOGHUMKa - MogaHHA oHoBneHoro ME-
cepTtudikaTa BiANOBIAHOCTI EBponeiickbkii hapmakonei
Ne R1-CEP 2005-070-Rev 07 onia renapviHy HaTpito Bif
3aTBepmxeHoro BmpobHuka Nanjing King-Friend
Biochemical Pharmaceutical Co., Ltd
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
ronka); 1 komnnexr
Ans iHdy3ili (ronka-
MeTenuk); 2
MPOCOYEHNX
CMMPTOM TaMMNOHIB)
322. | OKTPEOTUA PO34UNH NS iH'EKLN, M. BioTtek Benvka Brpo6HuK, wo HimeuunHa BHECEHHS 3MiH 40 peecTpalinHmx maTepiasis: 3MiHu | 3a UA/14242/01/01
- MBb 0,05 mr/mn; no 1 mn nTp, BputaHis BignoBigae 3a Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
B amnyni; no 5 BUNYyCK cepil: hapmakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO A0 TEKCTY
amnyn y navui 3 Benpganic M'moéX, MapKyBaHHsi NEPBMHHOT YNakKoBKM JlikapCbKOro 3acoby B
KapTOHY HimeuumnHa; n. 6. «IHWE Ta [0 TekcTy MapKyBaHHA BTOPUHHOT
Bupo6HuK, Lo ynakosku B . 8. «AATA 3AKIHYEHHA TEPMIHY
3[iICHIOE MOBHWI MPUOATHOCTI», n. 12. <cHOMEP PEECTPAL|IHOMO
LmKn MOCBIAYEHHS», n. 13. <HOMEP CEPIi
BUPOGHMLTBA, NIKAPCBbKOI'O 3ACOBY», n. 17. «IHLE».
KpiM BUMYCKY
cepii: Contochapm
dapmavoliTile
EpuotirHicce Mv6X
, HimeuunHa;
AnbTepHaTUBHUIA
BMPOGHVIK, LLIO
3[iliCHI0E
BTOPWHHE
nakyBaHHs:
BiokaHon ®apma
'M6X, HimeuynHa
323. | OKTPEOTWA PO3YUNH NS iH'EKLN, M. BioTtek Benvka Brpo6HuK, Lwo HimeuunHa BHECEHHS 3MiH 40 peecTpaLiinHmx MmaTepiasis: 3MiHu | 3a UA/14242/01/02
- Mb 0,1 mr/mn; no 1 mn e nTa BpuTaHis Bignosigae 3a Tuny - 3MiHK Woao 6e3nekn/epekTNBHOCTI Ta peyenmom
amnyni; no 5 amnyn BUNYyCK cepil: hapmakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO A0 TEKCTY
y nauyui 3 KapTOHY Benpganic M'véX, MapKyBaHHsi NEPBMHHOT YNaKoBKM JikapCbKOro 3acoby B
HimeuuunHa,; n. 6. «IHWE Ta g0 TekcTy MapKyBaHHSA BTOPUHHOI
Bupo6HuK, Lo ynakosku B f. 8. «AATA 3AKIHYEHHA TEPMIHY
3[iICHIOE MOBHWI MPUOATHOCTI», n. 12. <cHOMEP PEECTPALIHOMO
umKn MOCBIAYEHHS», n. 13. <HOMEP CEPI|
BUPOGHMLTBA, NIKAPCBbKOI'O 3ACOBY», n. 17. «IHLE».
KpiM BUMYCKY
cepii: Contochapm
dapmauoliTile
EpuotirHicce Mv6X
, Himeuunna;
AnbTepHaTUBHUIA
BMPOGHVIK, LLIO
3[iliCcHI0E
BTOPWHHE
nakyBaHHs:
BiokaHon ®apma
'm6X, HimeuynHa
324. | OKTPEOTUA PO34MH A8 iH'EKLN, M. BioTek Benvka Bunpo6HMK, Lo HimeyunHa BHECEHHS 3MiH 0 PEECTPALiiHNX MaTepiasiiB: 3MiHu | 3a UA/14242/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
- MB 0,5 mr/mn, no 1 mn B nTp, BputaHis BignoBigae 3a Tuny - 3miHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom
amnyni; no 5 amnyn BUNYyCK cepil: hapmakoHarnagy (iHwi 3MiHn). 3MiHU BHECEHO A0 TEKCTY
y nauyLi 3 KapToHY Benpanic MvéX, MapKyBaHHsi NEePBMHHOT YNakKoBKM JikapCbKOro 3acoby B
HimeuumnHa; n. 6. «IHWE Ta g0 TekcTy MapKyBaHHSA BTOPUHHOIT
Bupo6HuK, Lo ynakosku B M. 8. «AATA 3AKIHYEHHA TEPMIHY
3Ai/iCHIOE NOBHWIA MPUOATHOCTI», n. 12. <HOMEP PEECTPALIHOMO
LMKN MOCBIAYEHHSA», n. 13. <cHOMEP CEPII
BMPOGHMLTBA, NIKAPCbKOI'O 3ACOBY», n. 17. «IHLE».
KpiM BUMYCKY
cepii: Contochapm
dapmavoiiTile
Epuoiirdicce Tm6X
, HimeuunHa;
AnbTepHaTUBHUIA
BUPOGHVIK, LLIO
3[iliCHI0E
BTOPWHHE
nakyBaHHs:
BiokaHon ®apma
'M6X, HimeuynHa
325. | OME3® Kancysm no 10 mr no O-p IHAiA [-p Peggi'c IHAaiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/0235/02/02
10 kancyny Peppi'c Na6opaTopic /174, TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib. peyenma
6nictepi; no 1 a6o Nab6opaTto $TO -3 KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
no 3 6nictepu B pic itg, napameTpiB cneundikauiii Ta/abo JONYCTUMUX MeX

KapTOHHIA KopooLi

rOTOBOrO JlikapCcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS
nepioguyHoCTi KOHTPOosto 13 3a Noka3HUKOM
«MikpobionoriuHa unctotax». Mpu Bunycky (release
specification): KOHTPO/IOETLCSA 3 NepiogUYHICTIO 1 cepis
Ha KoXHi 10 cepiit a6o 1 cepisi Ha pik 3aN1eXHO Bif TOro,
Lo paHiwe. MpoTarom TepMiny npugatHocTi (shelf-life
specification): BuNpobyBaHHA NPOBOAATL B KiHLi TepMiHy
npuaatHocTi abo BiANOBIAHO 40 NPOTOKONY. BBEAEHHS
3MiH NPOTAroM 6-Tn MiCALB NiCNs 3aTBEPMKEHHS. 3MiHN
| Tuny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkunii 3acib.
KOHTPO/Ib rOTOBOrO NiKapcbKoro 3acoby (iHLWi 3MiHu) -
nepeknag tekcty MKA ykpaiHcbKoo MOBOK. BBeeHHs
3MiH MPOTAroM 6-TW MicALiB NicNsA 3aTBEPAKEHHS. 3MiHN
| Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MeX
rOTOBOrO Nikapcbkoro 3acoby (iHWi 3mMiHK) CynyTHA
3MiHa
- 3MiHK 3 AKOCTi. F0TOBMIA Nikapcbkunii 3aci6. KoHTposb
roToBOro fikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS TOTOBOrO JIiKapCbKOro 3acoby (He3HavHa
3MiHa y 3aTBEpKEHVX MeTogax BUNPOOYBaHHS) -
[ONOBHEHHS cneumdikauii 113 3a Noka3HUKOM

«CynpoBigHi 4OMILLKM» BUMOraMmn NPUAHATHOCTI Npu
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BMMYCKy. BBEAEHHS 3MiH NpOTArom 6-Tu MicAuiB micns
3aTBEpMAKEHHS. 3MiHu Il Tuny - 3MiHKM 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUPOGHNULTBA rOTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHK) - BBEAEHHSA
nepioAMYHOCTI KOHTPOJIKO B NpoLieci BUpo6HMUTBa (in-
process control) Ha eTani «Dried core pellets» 3a
nokasHukamm «Assay», «Loss on drying», «Content
Uniformity» Ta Ha eTani «Screened Sprinkled Enteric
Coating Stage» 3a nokasHukamu «Description», «Drug
Release in 0,1 N HCl», «Assay», «Isopropyl alcohol
Content». BunpobysaHHs1 6yyTb NPOBOANTUCS 3
nepionYHICTIO 0fHa cepis Ha KoxHi 20 KoMepLiiHX
cepiit abo 1 komepLiiHa cepis Ha ik, 3a/1eXHO Bif TOro,
Lo yacTiwe. BBegeHHs 3MiH NpOTArom 6-Tu MicsuiB
nicns 3aTBepAKeHHs

326.

OME3®

Kancynu no 40 mr no
10 kancyny
6nictepi; no 1 a6o 3
6nictepu B
KapTOHHI kopobuyj;
no 7 kancyny
6nicTepi; no 4
6nictepu B
KapTOHHIA KOopoo6Li

a-p
Pepgi'c
Nab6opaTto
pic itg,

IHais

[-p Pegai'c
Na6opaTopic /174,
®TO -3

IHais

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikauiii Ta/abo 4ONyCTUMUX MEX
rOTOBOrO JlikapCbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS
nepioguyYHoCTi KOHTPOsto 13 3a Noka3HUKOM
«MikpobionoriuHa unctotax». Mpwu Bunycky (release
specification): KOHTPO/IOETLCS 3 NepioAUYHICTIO 1 cepis
Ha KoXHi 10 cepiit a6o 1 cepisi Ha pik 3aN1eXHO Bif TOro,
Lo paHiwe. MpoTarom TepMiHy npugatHocTi (shelf-life
specification): BuNpobyBaHHA NPOBOAATL B KiHLi TepMiHy
npuaatHocTi abo BiANOBIAHO 40 NPOTOKONY. BBEAEHHSA
3MiH NPOTAroM 6-Tn MiCALB NiCNs 3aTBEPMKEHHS. 3MiHN
| Tuny - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKnii 3aci6.
KOHTPO/Ib rOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHu) -
nepeknag tekcty MKA ykpaiHcbKoo MOBOK. BBefeHHs
3MiH MPOTAroM 6-TW MicALiB Nicns 3aTBEPAKEHHS. 3MiHN
| Tuny - 3MiHK 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX
rOTOBOrO Nikapcbkoro 3acoby (iHWi 3miHK) CynyTHA
3MiHa
- 3MiHK 3 AKOCTi. F0TOBMIA Nikapcbkunii 3aci6. KoHTposb
roToBOro fikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS TOTOBOrO JIiKapCbKOro 3acoby (He3HavHa
3MiHa y 3aTBEpKEHVX MeToAax BUNPOOYBaHHS) -
[ONOBHEHHS cneumdikayii 13 3a Noka3HUKOM
«CynpoBigHi OMILLKM» BUMOraMmn NPUAHATHOCTI Npu
BMMYCKy. BBeAEHHS 3MiH NpOTArom 6-Tu MicAuiB nicns
3aTBEpMAKEHHS. 3MiHu Il Tuny - 3MiHKM 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOBGHULTBI. 3MiHK

3a
peyernmom

UA/0235/02/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUPOOHULTBA rOTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHK) - BBEAEHHSA
nepioAMYHOCTI KOHTPOJIKO B NpoLieci BUPo6HMLTBA (in-
process control) Ha eTani «Dried core pellets» 3a
nokasHukamm «Assay», «Loss on drying», «Content
Uniformity» Ta Ha eTani «Screened Sprinkled Enteric
Coating Stage» 3a nokasHukamu «Description», «Drug
Release in 0,1 N HCl», «Assay», «Isopropyl alcohol
Content». BunpobysaHHs1 6yyTb NPOBOANTUCS 3
nepionYHICTIO 0fHa cepis Ha KoxHi 20 KoMepLiiHnX
cepiit abo 1 komepLiiHa cepis Ha ik, 3a/1eXHO Bif TOro,
Lo yacTiwe. BBegeHHs 3MiH NPOTAromM 6-Tu MicsuiB
nicns 3aTBepAKeHHs

327.

OMEMNPA3O0N
-TEBA

Kancysm
racTpope3nCTeHTHi
TBepAi no 40 wmr; no
10 kancyny
6nictepi; no 3
6nicTepn B KOPOOL

TOB
«TeBa
YkpaiHa»

YkpaiHa

Tea Papma
C.J.Y.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHK 3 skocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BifNoBiAHOCTI EBpoNeiichkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
pevoBuHu (CE-cepTrdikaT BiANOBIAHOCTI €BPONENChKIi
thapmakonei ans Adl/BmxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NpoaykTy abo
[OMNOMDKHOT peyoBuHYM) - OHOBNEHWI cepTudikaT Big,
BXe 3aTBepA)KeHOro BYUPO6HWMKa - NOJaHHA OHOB/IEHOrO
cepTudikaTy BignoBigHOCTI EBponeiickkili hapmakonei
R1-CEP 2003-172-Rev 03 Big BXe 3aTBEpAKEHOr0
BMpo6Huka Gelita Group, Germany An1s AONOMDKHOT
pevoBUHM XenaTuH (3aTeepmxeHo: R1-CEP 2003-172-
Rev 02; 3anponoHosaHo: R1-CEP 2003-172-Rev 03).
3miHu | TMny - 3miHu 3 sKocTi. CepTudikar
BignosigHocTI/IE-cepTudpikat BignosigHocCTi
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOr0 cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €EBPONENChKIi
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAAaHHS OHOB/IEHOTO
cepTudikaTy BifgnoBigHOCTI €Bponeiicbkili hapmakonei
R1-CEP 2011-065-Rev 02 Big BXe 3aTBEPAKEHOIO
BMpo6HUKa Teva Pharmaceutical Industries Ltd., Israel
[il040i peyoBMHY OMenpasos B 3B'A3KY 3i 3MIHOI agpecu

3a
peyernmom

UA/15152/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BnacHuka CEP (3atBepmxeHo: R1-CEP 2011-065-Rev
01 Teva Pharmaceutical Industries Ltd. 5 Basel St., P.O.
Box 3190 Petach Tikva 4951033, Israel;
3anpornoHosaHo: R1-CEP 2011-065-Rev 02 Teva
Pharmaceutical Industries Ltd. 124 Dvora HaNevi'a
Street, Tel Aviv — Jaffa 6944020, Israel)

328.

OMENPA30N
-TEBA

Kancynm
racTpopesnCTeHTHi
TBepai no 20 mr; no
10 kancyny
6nictepi; no 3
6nictepu B KOpOOLi

TOB
«TeBa
YkpaiHa»

YkpaiHa

TeBa dPapma
C.JY.

IcnaHis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudikat BigNOBIAHOCTI €BpONENCHKil
hapmakonei/moHorpadii. NMogaHHA HOBOro abo
OHOB/IEHOTO cepTudiKaTa BifgnoBigHOCTI ab0 BUYYEHHS
cepTudiikaTa BignNoOBIAHOCTI EBpONeENCHKin hapmakonei:
ansa A®l; ona BuxigHoro
marepiany/peareHTy/npoMbKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBuHu (FE-cepTudikar BignosigHoOCTI EBponelichkii
hapmakonei gns APl/BuxigHoro
marepiany/peareHTy/npomiKHOro NpoaykTy abo
[OMNOMDKHOT peyoBuHY) - OHOBNEHW cepTudikaT Big,
BXe 3aTBepA)KeHOro BUpPO6HMKa - NofaHHA OHOB/IEHOrO
cepTuddikaTy BifgnoBigHOCTI €Bponeiicbkili hapmakonei
R1-CEP 2003-172-Rev 03 Big BXe 3aTBEpAKEHOr0
BMpo6Huka Gelita Group, Germany A5 JONOMiXHOT
peyoBuHM XenatuH (3atsepmxeHo: R1-CEP 2003-172-
Rev 02; 3anponoHoBaHo: R1-CEP 2003-172-Rev 03).
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/EHOrO cepTudikata BigNoBIAHOCTI a60
BWYyYEHHS cepTudikaTta BignoBsigHOCTI €EBponeicbkii
thapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
hapmakonei) - OHOB/EHWIA cepTuddikart Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHOCTi EBponelickkili hapmakonei
R1-CEP 2011-065-Rev 02 Big BXe 3aTBEpIKEHOro
BMpo6Huka Teva Pharmaceutical Industries Ltd., Israel
[ito40T peyoBUHN OMENPasos B 3B’A3KY 3i 3MiHO agpecu
BnacHuka CEP (3atBepgxeHo: R1-CEP 2011-065-Rev
01 Teva Pharmaceutical Industries Ltd. 5 Basel St., P.O.
Box 3190 Petach Tikva 4951033, Israel;
3anponoHoBaHo: R1-CEP 2011-065-Rev 02 Teva
Pharmaceutical Industries Ltd. 124 Dvora HaNevi'a
Street, Tel Aviv — Jaffa 6944020, Israel)

3a
peyenmom

UA/15152/01/02

329.

OPHIAA3O/-
HOBO®APM

PO34uH ANst iHQy3ilA,
5 mr/mn; no 100 mn

ToBapuct
BO 3

YKpaiHa

ToBapucTso 3
06MEXEHOI0

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu |
TMny - AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS

3a
peyenmom

UA/16647/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
y nnswuyj; no 1 obMexeHo BiANOBIAA/LHICTIO Ta/abo agpecy 3asBHMKA (B/1aCHUKA pPeEECTpaLiiiHOro
nasawui y navgi 3 10 hipma noceifyeHHs). 3MiHa agpecu 3asBHUKa
KapToHYy Bignosiga "Hosodhapm-
JIBHICTIO BiocnHTes"
ipma
"HoBodhap
M.
BiocuHTes
330. | OTPUBIH cnpeii HasaslbHUiA, FCK LLiBeiiuapi 'CK KoHcblomep LLiBeiiuapis BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 6e3 UA/13560/01/01
EKCTPA [030BaHuii; no 10 KoHcbome a Xenckep CAP/ My - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapCbKMii 3aci6. peyenma
My do1akoHi 3 p Xenckep Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
[,03yH04UM CAPN nocravasnibHuka nakyBasibHUX MaTepianis abo
npucTpoem; no 1 KOMMAEKTYIOUNX (SIKLLLO 3a3HAYeHO B A0CLE) (3amiHa abo
chrakoHy B [0AaBaHHA nocTavasibHWKa). JofasaHHs BUPOGHMYOT
KapTOHHII nayui JinbHULI, WO BUKOHYE cTepunisalito aas npenapary
(meToaoM OnpoMiHeHHs)) - GAMMATOM S.R.L., ITanisi.
[JaHunin BMpo6HYK He npuiiMae 6e3nocepefHbOl yyacTi y
BUPOGHMUTBI [/13. 3MiH y cneuundikauii Ta cknagi
nakyBaslbHUX martepianis, MeTogax Ta napameTpax
cTepwnisauii abo 6yab-SKMX NOKa3HMKax roToBoro
NpoAyKTY He nepeabayaeTbcs.
331. | NAKNITAKCE | koHuUeHTpar ans Tosapuct YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH 40 peecTpaLiinHmx MmaTepiasis: 3MiHu | 3a He UA/13787/01/01
N-»APMEKC pPO3UnHYy N BO 3 reyn TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib. peyenmom | niosisieae
iHcpysiiA, 6 Mr/mMn; no | o6MexeHo Cuctema KoHTeliHep/3akynoptoBasibHUIA 3aci6. 3MiHa
5 mn (30 mr), 16,7 10 PO3Mipy yNnakoBKM roTOBOrO /iKapCbKOro 3acoby
M (100 mr), 43,4 mn | Bignosiga (BUNyYEHHA yNakoBKW NEBHOr0 po3Mipy) - BunyyeHHs
(260 mr) a6o 50 mn NbHICTIO ynakoBOK po3mipamu-no 35 mn (210 mr) Ta no 41,7 mn
(300 mr) y donakoHi; "®bapmaue (250 ™r) y 3B'A3Ky i3 BUPOOHMYOO HEOOXIAHICTIO Ta
no 1 dpnakoHy y BTUYHA MapKeTUHIOBOO MOJTITUKOIO 3aBHUKA. 3MiHW BHECEHI B
KOHTYPHiIli KOMnNaHis po3ain "YnakoBka" B IHCTPYKLiO 4719 Me4UYHOro
YapyHKOBIl "3p0poB'a” 3aCcTOCYyBaHHS MikapCbKOro 3acoby y 3B’A3Ky 3
ynakosLij; no 1 BUJTyYEHHAM NEeBHOr0 PO3Mipy YNakoBOK Ta SK HACNIA0K -
KOHTYpHIli BUTYYEHHSA TEKCTY MapKyBaHHA ANS LyX pO3MipiB
YapyHKOBIli ynakoBLj ynakoBOK
y nauui 3 KapTOHY
332. | NAKNITEPO® | KoHLUeHTpart ans leTepo IHAis FETEPO J1AB3 IHAiA BHECEHHS 3MiH [0 peecTpavyjiiiHnux maTtepianis: 3MiHu | 3a UA/14743/01/01
PO34MHYy oNns Na63 NIMITEL MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iHdpysii, 6 mr/mn no Nimitepn thapmakoHarnsgy. BeegeHHs abo 3miHu 0

5 mn (30 mr), abo no
16,7 mn (100 wmr),
a6o no 50 mn (300
Mr) y donakoHi; no 1

dnakoHy y
KapTOHHIA Kopoo6Li

y3araslbHeHuX filaHnx nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMcTeMy
thapmakoHarnsay, 3mMiHa ynoBHOBaXeHOoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHVKa Ans
3[jficCHeHHs1 hapMakoHarisay B YKpaiHi, Ko BoHa
BifAMIHHa Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3AiiCHEHHS1 papMakoHarnsay (BKIKYakum KOHTaKTHI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cucteMun chapmakoHarnsgy) 3miHa KOHTaKTHUX JaHnX
YNOBHOBAXXEHOI 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
thapmakoHarnsg,. 3MiHa KOHTaKTHOT 0CobuM 3asiBHUKA,
BignoBigasIbHOT 3a hapmakoHarnsag B Ykpaini. Jitova
pepakuis: Hypies EngaHxis Animosuy. MNponoHosaHa
pepakuis: Tonokesud Bonogumup HOpiiioBuy. 3miHa

KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi

333.

MAHTOMNPA3
ON-TETEPO

TabneTky,
racTpope3nCTeHTHi
no 40 mr, no 10
TabneTtok y 6nictepi;
no 1 a6ono 3
6nictepu B
KapTOHHIA KOpoo6Li

letepo
Na63
Nimiten

IHais

[eTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHun go
y3araslbHeHUX JaHux nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cucTeMy
hapmakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0c0obU 3 chapMakoHarnfgy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarisay B YKpaiHi, AKLWO BoHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0CcO6WU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHI macTep-thaiina
cucteMu dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOB&XEHOI 0CO6M 3as1BHYKA, BifnoBigabHOT 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6M 3asBHMKA,
BiANOBIgasIbHOI 3a hapMakoHarsag B YkpaiHi. [itoua
penakuis: Hypies EngaHisz Animosud. MponoHoBaHa
pepakuis: Tonokesny Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiAnoBiAa/IbHOI 32 hapmakoHarnsa B YkpaiHi

3a
peyenmom

UA/16116/01/02

334.

MAHTOMNPA3
ON-rETEPO

TabneTtkun,
racTpope3nCTEeHTHI
no 20 mr, no 10
TabneTtok y 6nicrepi;
no 1 a6ono 3
6nictepu B
KapTOHHI Kopoo6Li

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3araslbHeHnX AaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHeHUX AaHuX Npo cucTemy
hapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHSA hapMmakoHarnsagy;
KOHTaKTHOi 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6WU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTeMu chapmakoHarnsgy) 3miHa KOHTaKTHUX JaHux
YMOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMOBIga/IbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBIga/IbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pegpakuis: Hypies Enganisz Animosuy. lNMponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AAHMX KOHTaKTHOI 0CO6Y 3asiBHMKA,

3a
peyerimom

UA/16116/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Bi4NoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi

335.

NMEMETPO

niocpinizat ana
pO3UnHy Ans
iHcpysiii no 500 mr, 1
dhnakoH 3
nioghinizatom y
KapTOHHIA KopooLi

FETEPO
NAB3
NIMITE[

IHais

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3miHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cucTemy chapmakoHarnsagy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cUcTeMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coow,
BiANOBIAA/ILHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asBHuKa 415
3[jicCHeHHs hapmMakoHarisay B YkpaiHi, SKLOo BoHa

BigMiHHa Bif, yNOBHOBaXEHOT 0C06M, BiANoBiganLHOI 3a

3piicHeHHs hapmakoHarnagy (BKIH0HYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-thaiina
cucteMu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOBaXXEHOI 0COOU 3asIBHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg,. 3mMiHa KOHTaKTHOT 0cobu 3asiBHUKa,
BignoBigasIbHOI 3a hapmakoHarnsag B Ykpaini. fitova
pepakuis: Hypies EngaHxisz Animosuy. MNponoHosaHa
pepakuis: Tonokesud Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsa B YkpaiHi

3a
peyenmom

UA/17432/01/02

336.

MEMETPO

niodpinizar ana
pO34nHy Ans
iHchysiii no 100 mr, 1
chnakoH 3
niocpinizatom y
KapTOHHI Kopoo6Li

FETEPO
NAB3
NIMITEL,

IHAja

[eTepo /1a63
Nimiten

IHAjA

BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3arasibHeHUX JaHnx Npo cuctemy hapmakoHarnsagy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuka ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa

BiAMiHHA BiJ YNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a

3pjiicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHI MacTep-thaiina
cuctemn dhapmMakoHarnsgy) 3MiHa KOHTakTHUX AaHux
YNOBHOB&XEHOI 0CO6M 3as1BHYKA, BifnoBiga bHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6M 3asBHMKA,
BifnoBigasIbHOI 3a papmakoHarnsag B Ykpaini. Jirova
pegfakuis: Hypies EngaHisz Animosuy. MponoHoBaHa
pepakuis: Tonokesny Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiANoBiAabLHOI 32 hapmakoHarnsa B YkpaiHi

3a
peyenmom

UA/17432/01/01

337.

MEHTACA

rpanynm
NPOSIOHroBaHoI Aji
no 2 r; no 60
nakeTuKiB 3
rpaHynamm y
KapTOHHiiA KOpo6Li

deppiHr
IHTepHeLw
Hn CeHTep
CA

LLIseliyapi
a

BignosiganbHuii
3a BUpPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b SKOCTI:
deppiHr

Lseliyapis/
HimeyunHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta
chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTu
NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUT
ANs1 MeMYHOro 3acTOCyBaHHS Ha MiAcTaBi perynsipHo

OHOB/OBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo

JocnimkeHb 3 6e3nekn 3aCTOCyBaHHS NikapCbkoro

3a
peyenmom

He
nionsiecae

UA/4990/03/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
IHTepHeLHN 3acoby B mic/isipeecTpaviiiHvii nepiod, abo sk pesynbTar
CeHTtep CA, OLiHKM 3BITY 3 AOCNiMKEeHb, NpOBeAEHUX BIANOBIAHO A0
Lseliuapis; nnaHy negiatpnynHmx gocnigpkeHs (PIP) (iHLi 3MiHW)
BignosiganbHuii 3MiHU BHECEHO B IHCTPYKLi0 415 MEAUYHOTO
3a BUNYCK cepil: 3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
deppiHr TM6X, "Ocob6nmBocTi 3acTocyBaHHA" Ta "Mo6GiyHI peaku;ii”
HimeyuunHa BiANOBIAHO A0 OHOBMEHOI iHGhopMaL,i Woao 6e3nekn
3aCTOCYBaHHSA [il040T PEYOBUHY 3rigHO 3
pekomeHgauieto PRAC. BBegeHHsSt 3MiH NpoTAroMm 6-tn
MiCsILiB Micnsi 3aTBEPAKEHHS
338. | MEHTACA rpaHynu PeppiHr LLiBeiiuapi BignosiganbHuii Lseiiuapis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/4990/03/01
NPOSIOHrOBaHOI Al IHTepHeLw a 3a BMPOGHMLTBO, HimeuyunHa MRy - 3MiHK WoA0 6e3nekn/edpeKkTNBHOCTI Ta peyenmom nionseae
no 1r; no 50, 100, HN CeHTep nepBrHHE Ta hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
ab6o 150 nakeTukis 3 CA BTOPVHHE nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUT
rpaHynamu y nakyBaHHs, ANA MeMYHOro 3acTOCyBaHHS Ha MiAcTasi perynspHo
KapTOHHIA KOpoo6Li KOHTPO/b AKOCTI: OHOBJIKOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro 3acoby, abo
deppiHr pocnimpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
IHTEpPHELHN 3acoby B micnsipeecTpay,iniHnii nepiod, abo sk pesynbtar
CeHTep CA, OLiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BigNOBIAHO A0
LLiBeiiuapis; nnady negiatpuyHmx gocnimpkeHsb (PIP) (iHLWi 3miHK)
BignosiganbHuii 3MiHV BHECEHO B IHCTPYKLitO A/19 MeAMYHOro
3a BUNyCK cepil: 3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
PeppiHr TM6X, "Oco6nmBocCTi 3acTocyBaHHA" Ta "Mo6iyHI peakuji"
HimeuunHa BiANOBIAHO A0 OHOBMEHOI iIHhopMaLi Woao 6e3nekn
3acTOCyBaHHSA Ajitlo4oi PeYOBWHM 3rifHO 3
pekomeHpauieto PRAC. BeeieHHS1 3MiH NpOTAroM 6-Tn
MiCALIB MiCNs 3aTBEPKEHHS
339. | NEHTOKCU® | Tabnetku no 200 wmr, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a UA/4041/01/01
I1IH- no 10 tabnetok y "®bapmaue "papmMmaueBTUYHA MRy - AOMIHICTPATUBHI 3MiHW. BunyyeHHs BUPOGHNYOI peyenmom
AAPHULUA KOHTYPHIl BTUYHA thipma "AapHuus" AinbHUUi (BKIOYatoumn ainbHui 4na A®|l, npomMixHoro
YapyHKOBIli hipma npoaykTy abo rotToBOro Nikapcbkoro 3acoby, AifbHUL
ynakoBLi, no 2 "fapHuua" 0151 NPOBeeHHSA NakyBaHHS, BUPOOHMKa,

KOHTYPHIi YapyHKOBI
ynakoBku B nauli

BiANOBIAA/IbHOrO 3a BUNYCK Cepii, MiCLie NpoBeAeHHS
KOHTPO/IH0 cepil) abo nocTayasibHKKa BUXigHOro
marepiany, peareHTy abo AONOMDKHOT PeYOBUHU (SIKLLO
3a3HayYeHo Y JOCbE) BU/TyUEHHS i3 maTepianis
peecTpaujiiiHoro aocbe Ha /13 BUpobHuka Aitouoi
peyoBuHM MeHTOKCKiNiH, Saneca Pharmaceuticals, a.
s., Slovak Republic. 3miHu | TRy - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y MeTofax BUnpobyBaHHS
rOTOBOrO J1iKapCbKOro 3acoby (iHLWi 3MiHW Y MeTogax
BMNpPoOYBaHb (BK/O4aUM 3aMiHy ab0 JOMOBHEHHS)).
[10 MeTOAMK KOHTPO/IK0 3@ NokasHukamn "CynpoBiaHi
AOMiLKM" Ta "PO34nMHEHHNA" BHECEHO peAakLiiHi npaBku
Ta YTOYHEHHS LLOA0 TePMiHIB NPUAATHOCTI PO3YUHY
NOPIBHAHHSA Ta BUNPO6YBaHOro po34unHy BiANOBIAHO
pe3ynbTatis Banigauii. 3miHu | Tuny - 3MiHKU 3 SKOCTI.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
[oTOBMIA Nikapcbkunii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3MiHa y MeToax BUNpoGyBaHHS
rOTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHW Y MeTogax
BMNPoOyBaHb (BK/OYa0UM 3aMiHy ab0 JOMOBHEHHS)).
CynyTHS 3MiHa- 3MiHM 3 AKOCTi. [OTOBWIA SliKapCbKuii
3aci6. KOHTpOos1b rOTOBOrO NikapCbkoro 3acoby. 3miHa
napameTpiB cneundikauiii Ta/abo JOMYCTUMMX MEX
roTOBOro Nikapcbkoro 3acoby (iHLi 3mMiH1) BHeceHHs
3MiH Y MeTofax BUNPO6yBaHHS FOTOBOIO J1iKapCbKOro
3acoby go posginis 3.2.P.5.1. Ta3.2.P.5.2. 3a
nokasHukom "KinbkicHe BU3HaueHHs", a came
BUKOHYBATW KOHTPO/Ib BUSHAYEHHSI METOAOM
abcopbuiiiHoi cnekTpodhoToMeTpIi B yNbTpadioneTosii
061acTi Ha 3aMiHy TUTPUMETPUYHOMY.
340. | NEPIFOBEPIC | nopoLuok Ta Apec LLsenuapi Mepk CepoHo LLisefuapis BHECEHHS 3MiH 40 peecTpalinHmx maTepiasis: 3MiHu | 3a He UA/10624/01/01
® PO3YUHHKIK ANS TpengiHr A C.A., BigaineHHsa y TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nionsizae
PO34UHY ON151 iH'EKLLIA C.A. M. O60HH Ta/abo agpecu MicLa NPOBa[XEHHS AiSNIbHOCTI
1 a6o 3 dpnakoHmn 3 BMPOGHUKa/iMnopTepa roToBOro JlikapCcbKoro 3acooy,
MOPOLLKOM y BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
KomnnekTi 3 1 abo 3 NpoBeAEeHHS KOHTPOSIO AKOCTI. (LiANbHICTb, 3a AKY
dnakoHamu 3 1 Mn BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
pO34nHHYKKa (BOAa cepiii). 3miHa agpecu BupobHuka 113 Mepk CepoHo
ONs iH'eKUii) y C.A,, BiggineHHs y M. O60HH. 3MiHV BHECEHO B
KOHTYPHil IHCTPYKLiI0 AN MeQUYHOro 3aCTOCyBaHHS NiKapCbKoro
YapyHKOBIli 3aco6y WoA0 MicLe3HaxoMKeHHS BUPOGHYKa 3
ynakosLi; no 1 BiANOBIAHUMU 3MiHAMU Y TEKCTI MapKyBaHHS YNakoBKu
KOHTYPHil NiKapcbKoro 3acooby.
YapyHKOBIli yrnakoBLi TepMmiH BBeZileHHS 3MiH MPOTAroM 6 MicauiB nicns
B KOpo6Uji; 5 3aTBEPKEHHS.
dnakoHiB 3
MOPOLLKOM Y
KOMM/eKTi 3 5
dnakoHamu 3 1 mn
po3unHHYKKa (Boga
ONs iH'eKUii) y
KOHTYPHIl
YapyHKOBIli
ynakoBLi; no 2
KOHTYPHIi YapyHKOBI
yNakKoBKM B KOpobu,i
341. | NIACKNEAQWH | kancynu; no 15 Na6oparty ®paHuis Na6opatyap PpaHLis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/13173/01/01
® 300 Kancyn y énictepi; ap EkcnaHcbeHe TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta peyenma
no 1 a6o no 2 EkcnaHcbe hapmakoHarnagy (iHwi 3MiHn). 3MiHU BHECEHO B TEKCT
6nicTepn B KOPOOL HC MapKyBaHHSi BTOPVMHHOI YNakoBKM JiKapCbKOro 3acoby
3 KapTOHY LLIOA0 HAsABHOCTI /TIOrOTUMY 3asiBHVKA Ta HanMcaHHs
HaliMeHyBaHHS 3asiBHVKa BENKMMU NiTepaMu Ha
NepBUHHIli ynakoBLji.
342. | NIPUTAH Tabnetku no 1,0 mr, TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 PEECTPALiiHNX MaTepiasiiB: 3MiHu | 3a He UA/18620/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
no 10 TabneTok y «NEO®A XENTXKEP MNBT TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peyenmom | nionsizae
6nictepi, no 3 a6o 6 PM NTAO» Iyt CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
6nictepiB y ymoBax 36epiraHHsi TOTOBOr0O MikapCbKOro 3acoby
KapTOHHI ynakoBL,i (36iNbLUEHHA TEepMiHY MPUAATHOCTI FOTOBOTO JliKapCbKOro
3acoby) - [ns Toprooi ynakoBku (MigTBEPAXKYETLCS
[aHVMU peanbHOro vacy) 36ibLeHHsA TepMiHY
npuaaTHOCTI FOTOBOTO JliKAPCbKOro 3acoby
(3aTBEpPAKEHO: TEPMIH NPUAATHOCTI 2 POKY;
3anpornoHOBaHO: TEPMiH NPUAATHOCTI 3 poKu). 3MiHK
BHECEHI B IHCTPYKLIitO A/19 MeANYHOI0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "TepMiH npugatHocTi".
BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS.
343. | NIPUTAH Tabnetku no 0,25 TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | - UA/18621/01/01
mr, in bulk: no 10 «NEA®A XENTXKEP MNBT TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
Tabnetok y 6nictepi, | PM NTO» nTa CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
no 100 6nictepiB y ymoBax 36epiraHHsi TOTOBOr0 MikapCbKoro 3acoby
KapTOHHI kopo6Lyj; (36iNbLUEHHA TEPMiIHY NMPUAATHOCTI FOTOBOTO JiKaPCbKOro
no 10 TabneTok y 3acoby) - 15 ToproBoi ynakoBku (MigTBEPAXKYETbCS
6nictepi, no 150 LaHUMW peasibHOro Yacy) 36iNbLIEHHA TEPMiHY
6nictepiB y NPUAATHOCTI TOTOBOTO JiKAPCLKOTO 3acoby
KapTOHHI kopobuyj; (3aTBEPAXEHO: TEPMIH NPUAATHOCTI 2 POKK;
no 10 tabnetok y 3anpornoHOBaHO: TEPMIH NpUAATHOCTI 3 poku). BBeaeHHs
6nictepi, no 200 3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPMKEHHS.
6nictepiB y
KapTOHHI KOopoo6Lli
344. | NIPUTAH Tabnetku no 1,0 wmr, TOB YkpaiHa KYCYM IHAisA BHECEHHS 3MiH 40 peecTpaLiinHmx MmaTepiasis: 3MiHu | - UA/18621/01/02
in bulk: no 10 «MNEQ®A XENTXKEP NBT TMNYy - 3MiHW 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acio.
Tabnetok y 6nictepi, PM NTAO» nTa CT1abifibHICTb. 3MiHa Yy TepMiHax npugartHocTi abo
no 100 6nictepiB y ymoBax 36epiraHHsi roTOBOrO MlikapCbKoro 3acoby
KapTOHHI kopobuyj; (36iNbLUEHHA TEPMiHY NMPUAATHOCTI FOTOBOTO JliKapCbKOro
no 10 tabnetok y 3aco6y) - [1na ToproBoi ynakoBku (MiATBEPAKYETLCA
6nictepi, no 150 AaHVMU peanbHOro vacy) 36inbLIeHHs TepMiHY
6nictepiB y npuaaTHOCTI FOTOBOrO JSliKapcbKoro 3acoby
KapTOHHI kopobLyj; (3aTBEPAXKEHO: TEPMIH NPUAATHOCTI 2 POKY;
no 10 TabneTok y 3anponoHOBaHo: TepPMiH NpuAaaTHoCTI 3 pokn). BBegeHHs:
6nictepi, no 200 3MiH NPOTATOM 6-TW MICALB NIC/1A 3aTBEPAXEHHS.
6nictepiB y
KapTOHHI Kopoo6Lli
345. | NIPUTAH Tabnetku no 0,25 TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpaviiiHMx MmaTepiasiis: 3MiHu | 3a He UA/18620/01/01
mr, no 10 TabneTok «FNEO®A XENTXKEP NBT TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenmom | nidsnsieae
y 6nicTepi, no 3 abo PM NTO» nTa CT1abinbHICTb. 3MiHa Yy TepMiHax NpuaaTHocTi abo

no 6 6nictepiB y
KapTOHHIl ynakoBLi

ymoBax 36epiraHHs roTOBOrO /liKapCbKoro 3acoby
(36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO JiKapPCbKOro
3aco6y) - [11a ToproBoi ynakoBku (MiATBEPAKYETLCSA
OaHVIMU peanibHOro vacy) 36i1bLIEeHHS TEPMiHY
NpUAATHOCTI FOTOBOTO JliKAPCLKOro 3acoby
(3aTBEPAHKEHO: TEPMiH NPUAATHOCTI 2 POKYU;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
3anpornoHOBaHO: TePMiH NPUAATHOCTI 3 poku). 3MiHK
BHECEHI B iHCTPYKLIit0 4719 MeANYHOI0 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ain "TepMiH npuaaTHOCTI".
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPAKEHHS.
346. | nonio CYyCneHsis opasibHa; "nakcoCwmi Benvka nakcoCmiTKnsanH Benbrisa BHECEHHS 3MiH 40 peecTpalinHmx maTepiasis: 3MiHu | 3a UA/16435/01/01
CABIH™ no 10 go3 (1 mn) y TKNsiH BputaHia | Bionomxikans C.A. TUMy - 3MiHM 3 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN peyenmom
ABOBAJIEHT | chnakoHi; no 100 Ekcnopt Yy BUPOGHULTBI. 3MiHM Y npoueci BUPOOHULITBA FOTOBOIO
HA h1aKoHiIB 3 Nimiten NiKapcbKoro 3acoby, BKAOUaUM NPOMKHWIA NPOAYKT,
BAKUUHA CyChneHsieo y LLIO 3aCTOCOBYETLCS NPV BUPOGHMLTBI FOTOBOrO
ana KapTOHHI kopobuyj; niKapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
NMPO®INTAKT no 20 go3 (2 mn) y BMPOGHMLTBA BOAHOT CyCNeHsil 4151 NnepopasibHOro
KN chnakoHi; no 100 3acTOCyBaHHs). 3aMiHa MOGINIbHUX EMHOCTEN 3
noniomMien dhnakoHiB 3 HepXaBiloyol CTasli Ha MILLKW N5 3MillyBaHHS 3
TY TUNIB 1 CyCneHsie y Tpumayamuy 3 HepXkaBitouoi cTani BUpobHMUTBa Sartorius
TA 3 KMBA, KapTOHHIA KOpoo6Li Stedim Biotech, wwo BukopucToBytoTbCA Npy hopmynsLi
ATEHYIOBA Final bulk OPV.
HA)
347. | NONIbKOPTO | Tabnetku no 4 mr; AT Monblwa AT "Apawveq Monbla BHECEHHS 3MiH [J0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/3029/01/01
NOH® no 25 tabnetok y "Apnamvep, dPapma” TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peyenmom
6nictepi; no 2 dapma" thapmakoHarnagy (iHwi 3MiH1) 3MiHWM BHECEHO Y TeKCT
6nictepu B MapKyBaHHSA BTOPUHHOT ynakosku n.17 IHWE Ta
KapTOHHIA Kopoo6Li nepeuHHOI ynakosku n.6 IHLE, a came, gonaHo
iHchopMaLito MpPo HasiBHICTb sloroTuny 3asBHUKA
348. | NPEBEHTOP | Tabnetku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiiHmx MmaTepiasis: 3MiHu | 3a UA/17500/01/02
NNiBKOBOIO "dapmate "papmMaLeBTUYHa TMny - 3MiHK 3 aKkocTi. CepTudikaT BignosigHocTI/lE- peyenmom
060/10HKO10, Mo 20 BTMYHA ipma "JapHuus” cepTudikar BigNoBIAHOCTI €BpONeNChKil
Mr; no 10 TabneTok hipma hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
Y KOHTYpHil "AapHnus” HeOoOXiHICTIO NPUBELEHHS Y BiANOBIAHICTL A0
YapyHKOBIl MOHorpadgii oY abo €Bponelicbkoi thapmakonei, abo
ynakoBLj; no 3 abo iHLWOT HauioHas1bHOT thapmakonei aepxasn €C (iHLWi
N0 9 KOHTYPHUX 3MiHM) NpuBeaeHHs po3ginis 3.2.P.4.1. Cneuundikauis ta
YapyHKOBMX 3.2.P.4.2. AHaJTiTUYHI METOAMKM A0 BUMOT Aitouoi
ynakoBOK B navi pepaxuii MmoHorpadii EP «Magnesium stearate» Ta JdY
3a nokasHukamu "KncnoTHicTb abo nyxHictb", "KinbkicHe
BM3HaYeHHs", "lgeHTurdikauis".
349. | NPEBEHTOP | Tabnetku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a UA/17500/01/01
NAiBKOBOIO "dbapmaue "papmManeBTUYHa TMny - 3MiHK 3 aKocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
o6onoHkoto, no 10 BTUYHA thipma "AapHuusg” cepTudikaT BigNoBiAHOCTI EBpONENCHKIN
mr; no 10 TabneTok hipma hapmakonei/MmoHorpadii. 3miHu, NoB'A3aHi 3
Y KOHTYpHil "AapHnus” HeOoOXiAHICTIO NPUBELEHHS Y BiANOBIAHICTb A0

YapyHKOBIli
ynakosLi; no 3 abo
N0 9 KOHTYPHUX
YapyHKOBUX
yNakoBOK B nauLli

MoHorpadii 4PY abo €sponeiicbkoi thapmakonei, abo
iHLWOT HaujioHaibHOT thapmakonei aepxasn €C (iHLWi
3MiHW) NpuBeaeHHs po3ginis 3.2.P.4.1. Cneundikauis Ta
3.2.P.4.2. AHa/TiTUYHI METOAMKM A0 BUMOT Aito4oi
pepakuii MmoHorpadii EP «Magnesium stearate» Ta JdY
3a nokasHukamu "KncnoTHicTb abo nyxHictb", "KinbkicHe
BM3HaYeHHs", "laeHTndikawis".
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
350. | NPOMO®ON- | emynbCia Ansa B. BpayH HimeuunH Brpo6HMLUTBO, HimeuunHa BHECEHHS 3MiH 40 peecTpavliinHux MmaTepiasis: 3MiHu | 3a UA/8172/01/01
ninypPo 1% iHcpysii, 10 mr/mn, Menb3yHr a nepBuHHa Ta Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom
no 20 mn B amnyni; eH Al BTOPUHHA hapmakoHarnaay (iHwi 3MiHn) - 3MiHW BHECEHO [0
no 5 amnyny ynakoBka, BUMyCK TEKCTY MapKyBaHHA NEPBUHHOI YNakoBKM Nikapcbkoro
KapTOHHI kopobuyj; cepii pnakoHis: b. 3aco6y B . 4. «AATA 3AKIHUEHHA TEPMIHY
no 50 mn a6o no BpayH MPUOATHOCTI», n.6. «IHLWE>» Ta Ao TekcTy
100 mn y chnakoHi; Menb3yHreH Al MapKyBaHHS BTOPMHHOT yNnakoBku B N. 8. «JATA
no 10 conakoHiB y HimeuuunHa,; 3AKIHYEHHA TEPMIHY NPUOATHOCTI», n 17.
KapTOHHiiA Kopo6Lli KoHTponb cepii «IHWE». BBefeHHs 3MiH NpoTsArom 6-Tv Micsauis nicns
o1aKoHIB: 3aTBEPIKEHHS
B. BpayH
Menb3yHreH Al,
HimeyumnHa;
MoBHWIA LUKN
BMPOGHULITBA
amnyn: b. BpayH
Menb3yHreH Al
HimeyunHa
351. | NPOMO®ON- | emynbCia Ans B. BpayH HimeuumnH Brpo6HMLUTBO, HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHMX MmaTepiasiB: TeXHIYHa 3a UA/8172/01/01
ninypPo 1% iHcpysiit, 10 mr/mn; Menb3yHr a nepBuHHa Ta nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460), peyenmom
no 20 mn B amnyni; eH Al BTOPUHHA BrnpaBneHo TexHi4YHy NOMUKY B TEKCTI MapKyBaHHS
no5Samnyny ynakoBKa, BUMYCK NepBWHHOT Ta BTOPVHHOI ynakoBku (20 M) y n.2
KapTOHHI kopobuyj; cepii hnakoHis: b. «KIIbKICTb AIF0YOi PEYOBVHW», a came:
no 50 mn a6o no BpayH A0faBaHHA OAUHUL BUMIpIOBaHHA y cuctemi SI (ml).
100 mn y chnakoHi; Menb3yHreH AT, 3a3HayeHe BMMpaB/IEHHS BigNoBigae apXiBHM
no 10 dhnakoHiB y HimeuuunHa; MarepianaM peecTpauiiiHoro 1ockbe
KapTOHHI KOPOOL KoHTposb cepii
o1aKOoHIB:
B. BpayH
Menb3yHreH Al
HimeyumnHa;
MOBHWIA LMKN
BMPOGHULITBA
amnyn: b. bpayH
Menb3yHreH Al
HimeyunHa
352. | MPOCMNAH® Kpanni, 20 mr/mn; no | EHrenbrap | HimeyynH EHrenbrapp, HimeuyunHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 6e3 UA/0672/04/01
KPAMN/I BIA, 20, a6o no 50, a6o a ApuHaiimitTTens TMNy - 3MiHK 3 IKOCTI. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
KALUMKO no 100 mny ApuHaimit v6X & Ko.KI KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa
dhnakoHi 3 Mpo6Koto- Tenb napameTpiB cneuudikauiii Ta/abo JONYCTUMUX MEX
KpanesibHuLeo; no 1 vbX & roTOBOro Nikapcbkoro 3acoby (4ONOBHEHHS abo 3amiHa
hnakoHy B Ko.KI nokasHuka cneuudikauii 3a pesynbTatamu AOCNifpKeHb 3

KapTOHHI Kopoo6Li

6e3nekn abo SKOCTi (3a BUHATKOM MiKapCbKunx 3acobiB
6i0N10ri4YHOro/iMyHONONYHOr0 NOXOAKEHHS)) BHECEHHS
3MiH 8o p. 3.2.P.5 KoHTposb /13, a came - BK/1OUEHO
iHchopmaLito Npo BUNpo6yBaHHA Nipoi3NANHOBUX
ankanoigis; y p.3.2.P.5.1 cneundpikavito npeacraBneHo
y TabnunyHin hopmi Ta HagaHO NOCU/IAHHS Ha aHaNITUYHI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

meToaw; y po3ginax 3.2.P.5.5 Ta 3.2.P.5.6 Bk1oueHo
iHdhopmadito npo ICH Q3D Ta OLiHKY pyU3uKy
HiTpo3amiHy. 3miHu Il Tuny - 3miHu 3 aKocTi. API.
KoHTponb A®I (iHwi 3miHw) (B.1.6. (x) 1)
OHoBneHo moaynb 3.2.S, a came: -0 p.3.2.S.2.1
[oAaHo AeTasibHy iHhopMaLiio Wwoao eTanis
BMPOGHMLTBA Ta BUNPOGYBaHHSA Ail040i PEYOBUHM,
30KpeMa, YTOYHEHO, L0 KoMnaHia Martin Bauer Takox
BIANOBIAAE 3a 3pi3aHHA IMCTA NOLWA; KOMMaHisA
«®iTonab» - BunpobyBasibHa nabopatopis Ans
npoBeAeHHs cneuundivyHnX BUNPobyBaHb POCAIMHHOIO
npenapary; -BuUnpas/ieHHs NOKa3HMKa KOHTPOSIO B
npovueci BUpOOHNLTBA «KOHLEHTpALis eTaHony» Ans
CMPOBUHM B p.3.2.S.2.4, B TOI Yac K Mexi BMiCTy
eTaHony B npoueci BupobHuytea (HMT 0,5%) B
eKCTpaKTi 3aNMLWaloTbCs HE3MIHHUMY; -y p.3.2.S5.2.4
NnocuneHo Mexi cneuudikaii 3a NoKasHUKOM «CyXuii
3a/IMLLIOK»; -BUNPOBYBaHHA NiPONi3NANHOBUX ankanoigis
BK/IIOYEHo Ao p. 3.2.5.2.1, p. 3.2.5.3.2 Tap. 3.2.S.5; -
OHOB/IEHO METOJ, BU3HAYEHHS adpNaTOKCUHIB, .
3.28.2.1,p.3.25.3.2,p.3.2S.421ap. 3.25.4.3; -
BKJ/TOYEHO HOBI AaHi WwoAo ctabinsHocTi ICH go
p.3.2.S.7, Wo niaTBEPAXYOTb TEPMIH NPUAATHOCTI
CYXOro eKCTpakTy IMCTA ntoLa 24 MicsLi; -BHECEHHSA
peAakLUifnHMX 3MiH

353.

NPOCMAH®
NACTUIIKN
ana
PO3CMOKTY
BAHHS BIf,
KALL/IO

nacTuikn ans
PO3CMOKTYBaHHS No
26 wmr; no 10
nacTunok y énicrtepi;
no 2 6nictepu B
KapTOHHIA KopooLi

EHrensrap
a
ApuHaiimit
Tenb
v6X &
Ko.KI"

HimeyunH
a

Bonpep
ApuHaiimitTTens
v6X & Ko. KT,

HimeuyunHa
(BUPOBHWMK in
bulk); EHrenbrapg,
ApuHaiimiTTens
v6X & Ko. KT,
HimeyunHa
(nepBuHHe Ta
BTOPWHHE
nakyBaHHS1, BUMYCK
cepir)

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
KOHTpOsb roToBoro fikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikaliii Ta/abo LONYCTUMMX MEX
roTOBOrO NikapCbKoro 3acoby (4ONOBHEHHS abo 3amiHa
nokasHuka cneuudikauii 3a pesynbTataMmu AOCNifKeHb 3
6e3nekn abo AKOCTI (3a BUHATKOM NikapCbkux 3acobis
6i0/10r4YHOro/iMyHO/OMYHOTO NMOXOZ)KEHHS)) BBEAEHHSA
[opaTkoBoro napameTpy cneuudikauii M3 —
«Pyrrolizidine alkaloids (PA)» 3 HOpMyBaHHsIM — «sum of
PA content: not more than 0.100 pg/lozegne»
(Ph.Eur.2.8.26).
3MiHu 1l Tuny - 3miHn 3 akocTi. APL. KoHTposnb AP (iHLwi
3MiHW) OHOB/IEHHA MoAyNns 3.2.S. AKTUBHUI
hapmaLeBTUYHWI IHrpigiEHT (OHOBMEHI PO3ainn
052022,122022,042022,032023), nos’sizaHe i3
[ofasaHHAM iHhopMauii Npo ankanoigy niponisuaunHy, a
came: - Y po3gini 3.2.S.2.1.Bupo6HuK(1) — yToO4HEHO, Lo
BMpOBOHUK Martin Bauer Takox Bifgnosifae 3a 3pi3aHHsA
nmcTa nnwa; komnanis PhytoLab BkasaHa siK
nabopartopia Ansa cneuudivyHnx BUNpobyBaHb
pocCnMHHOro npenapary. - ¥ po3gini 3.2.S.2.4.KoHTposb
KPUTUYHMX CTagiil Ta NPOMKHOI NPOAYKLT -

6e3
peyenma

UA/0672/05/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BUNPAaB/IEHHSA MOKa3HMKa «KOHLEHTPaLis eTaHony» Ans
BMXigHOro matepiany 3 29,5%-30,4% 10 28%-32%; mMexi
cneumdikauii rycCToro eKcTpakTy 3a NoKa3HUKOM «CyXWii
3anMWwok» 3ByXeHo 3 NLT 40 % po 40-60%
(Ph.Eur.2.2.32). - TecTyBaHHS NiponiauanHOBUX
ankanoifis BKIYEHO A0 po3ainis 3.2.S.2.1. BUpOOHUMK(-
n), 3.2.5.3.2.Jomiwkn, 3.2.S.4.KoHTponb Ad| Ta
3.2.S.5.CtaHgapTHi 3pa3ku abo npenapatu. - MeTtop,
BM3HaYeHHA adh1aToKCMHIB 6y10 OHOBMEHO - 3.2.S.2.1.
Brpo6Huk(-1n), 3.2.S.3.2.Jomiwkn, 3.2.S.4.2. AHaNiTUYHI
mMeToauku, 3.2.S.4.3.Banigauisa aHaniTM4HNX METOAMK. -
HoBi gaHi npo cTabinbHICTL BKIOYEHI A0 pO3ainy
3.2.5.7.C1abinbHicTb. HOBI gaHi nigTBEpAXYIOTb TEPMIH
NPVAATHOCTI CYXOro eKCTpakTy MCTA naLa 24 micsui
354. | MPOCMNAH® PO34UNH OpasIbHUIA, Enrensrap | HimeuuunH Exrensrapg, HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/0672/03/01
PO3UMH BIA, | 35 wmr/5Mnno 5 mn a a ApuHaiimiTTens TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib. peyenma
KALLIHO PO34MHY OpasibHOro ApuHaiimit 'M6X & Ko.KI KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
y CTuky; no 21 a6o Tenb napameTpiB cneundikauiii Ta/abo JONYCTUMUX MeX
30 cTukiB Y 6X & roTOBOrO JlikapCcbkoro 3acoby (f0MOBHEHHS abo 3amiHa
KapTOHHIA Kopoo6Li Ko.KI nokasHvika crneuugikaLii 3a pesynbTatamv LOCNILKEHb 3

6e3nekn abo AKOCTI (3a BUHATKOM MiKapCbKunx 3acobiB
6i0/10r4YHOro/iMyHO/OMYHOTO NMOXOKEHHS)) BBEAEHHS
[o0[4aTKoBOro napameTpy cneumdikauii M3 —
«Pyrrolizidine alkaloids (PA)» 3 HopmyBaHHAM — «sum of
PA content: not more than 0.025 pg/ml» (Ph.Eur.2.8.26).
3MiHu 1l Tuny - 3miHn 3 akocTi. APL. KoHTposnb AP (iHLwi
3MiHM) OHOB/IEHHA MoAyNns 3.2.S. AKTUBHUI
thapmaLeBTUYHWIA IHTPIdIEHT, NOB'A3aHe i3 AoJaBaHHAM
iHbopmaii npo ankanoigy niponisuauHy a came: - Y
po3gini 3.2.S.2.1.BUpo6HUK(M) — yTOUHEHO, L0
BMPO6HUK Martin Bauer Takox BignoBifae 3a 3pizaHHsA
nncTa nnLwa; komnaxis PhytoLab BkasaHa sik
nab6opaTtopis 4n1a cneungivHmx BUNpobysaHb
pocnuHHOro npenapary. - ¥ po3gini 3.2.S.2.4.KoHTponb
KPUTUYHMX CTaAii Ta NPOMKHOT NPOAYKLii BUNPaB/IEHHS!
NoKasHMKa «KOHLEHTpauis eTaHony» A5 BUXIAHOMo
Marepiany 3 29,5%-30,4% fo 28%-32%; mexi
cneuudikaLlii rycToro eKCTpakTy 3a NOKa3HMKOM «CyXMid
3anMWok» 3ByeHo 3 NLT 40 % o 40-60%
(Ph.Eur.2.2.32). - TecTyBaHHS NiponisananHOBKX
ankanoigis BKIYEHO A0 po3ainis 3.2.S.2.1. BUPOGHUK(-
n), 3.2.5.3.2.Jomiwkn, 3.2.S.4.KoHTponb Ad| Ta
3.2.S.5.CtaHgapTHi 3pa3ku abo npenapatu. - MeTtog,
BU3HAYEeHHS ahnaToKcuHIB 6yN10 OHOBNEHO - 3.2.S.2.1.
Bupo6Huk(-1n), 3.2.S.3.2.fomiwkn, 3.2.S.4.2. AHaNiTUYHI
MeToaunku, 3.2.S.4.3.Banigayisa aHaniTMuHNX MeToauk. -
HoBi gaHi npo cTabinbHICTb BKIOYEHI 10 po3ainy
3.2.5.7.C1abinbHicTb. HoBI faHi NigTBEPAXYIOTb TEPMIH
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
NPWAATHOCTI CyXOro eKCTPakTy IMCTA N/La 24 micsdi
355. | MCOPIKAN® Kpem, 2 mr/r; no 30 r MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 6e3 nionsieae UA/6396/01/01
y Ty6i a/IlOMIHIEBIN; "Knismegn "KnisMmegnpenapa TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BW NiKapPCbKOro peyenma
no 1 Ty6i y nauy,i penapar" T 3acoby - 3miHa Ha3BW /iKapCcbKOro 3acoby.
3ATBEPXKEHO: MCOPIKAM (PSORICAP)
3AMPOMNOHOBAHO: NCOPIKAMN® (PSORICAP)
TepmiH BBEAEHHSA 3MiH - NPOTAroM 6 micauis nicns
3aTBEPAKEHHS
356. | PAMISEC Tabnetku no 2,5 mr AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/10982/01/02
no 10 TabneTok y "papmak” TMny - 3MiHKn 3 aAkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom

6nictepi; no 1 a6o 3
6nictepu B nauuj 3
KapToHYy

cepTudpikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI E€Bponeiickbkiin hapmakoner:
ana A®l; ans BuxigHoro
marepiany/peareHTy/NpoOMiKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 415 4ONOMDKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI €BPONENChKIi
hapmakonei) - OHoBeHWIA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOBHYIKA - NOAAHHS OHOB/IEHOIO
cepTudikaty BignoBigHOCTI €D Bif 3aTBEPAXKEHOIO
BMpOGHUWKa Aarti Pharmalabs Limited, India CEP Ne R1-
CEP 2006-040-Rev 03 (nonepepaHs Bepcis R1-CEP
2006-040-Rev 02). BHacnigok oHoBneHHss CEP,
Bif6YIMCA 3MiHM KOHTAKTHUX JaHUX nocTavyasibHuKa,
cneumaikaLis Ta MeTog, KOHTpoto «CynpoBigHi
[OOMILLKV» OHOBMIEHO BifgnoBigHO MoHorpadii Ph.Eur
(BunyueHo gomiwky O). 3MiHu | TUMy - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat BignosigHOCTI
€Bponeiicbki hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBJIEHOrO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NpoOMiKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI €BPONENChKIi
hapmakonei) - OHoBeHWIA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOOHMKA -
nofaHHs OHOB/IEHOTO cepTugikaTy BiANOBIAHOCTI EP Big
3aTBepAxeHoro BupobHuka Aarti Pharmalabs Limited,
India R1-CEP 2006-040-Rev 04 (nonepeaHs Bepcis R1-
CEP 2006-040-Rev 03). BHacnigok oHoBneHHsi CEP,
BUy4EHO NoKasHuK «Managii» (metog AAS) 3i
cneumdikayii A®I, nokasHnk «3KOP» Bk/1lOYEHO B
cneumdikauito. 3miHu | TUny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTI/lE-cepTudikar BignosigHOCTI
€Bponeiicbkilt hapmakonei/moHorpadii. MogaHHsA
HOBOro ab0 OHOB/IEHOrO cepTudpikaTa BigNOBIAHOCTI a60
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
thapmakonei) - OHOBNEHWI cepTudikart Big, yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudikaTy BignosigHOCTI €EP Bif 3aTBEPIKEHOIO
BMpO6HUMKa Aarti Pharmalabs Limited, India R1-CEP
2006-040-Rev 05 (nonepeaHs Bepcist R1-CEP 2006-
040-Rev 04). BHacnigok oHoBneHHs CEP, Binbynucs
3MiHW Y BUXiAHWUX MaTepianax B npoueci BUpobHuLTBa
A®I. 3miHn | TURY - 3MiHK 3 sKocTi. CepTudikat
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEiChKili
hapmakonei) - OHoBeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudikaty BignosigHoCTi EP Bif 3aTBEPAXKEHOIO
BMpOG6HMKa Aarti Pharmalabs Limited, India — R1-CEP
2006-040-Rev 06 (nonepepaHs Bepcis: CEP Ne R1-CEP
2006-040-Rev 05). BHacnigok oHoBNeHHsi CEP 3miHeHO
Ha3By Ta agpecy BupobHuka A®l. 3miHn | Tuny - 3MiHm 3
AKkocTi. CepTudpikaT BignosigHocTI/IE-cepTudikaT
BifnoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI @60 BUNYyYEHHs cepTudikata
BiZiNOBIAHOCTI E€BponeNchkit hapmakonei: ana Adl; ons
BMXiQHOrO marepiany/peareHTy/npoMikKHOro NpPoAyKTy,
LLI0 BUKOPUCTOBYHTLCSA Y BUPOGHULTBI A®I; ans
[OMOMDKHOT peyoBMHYM (CepTuddikaTt BiAMNoBIAHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWiA cepTuddikat
Bif] y)Xe 3aTBepKEHOro BUPOGHUKA - NOAaHHS
OHOBJ/IEHOrO cepTudikaty BignosigHOCTI EP Bif,
3aTBepmxeHoro BupobHuka A®I Neuland Laboratories
Limited, Inais CEP Ne R1-CEP 2003-219-Rev 03
(nonepegHs Bepcis: CEP Ne R1-CEP 2003-219-Rev 02).
Bracnigok oHoBneHHs CEP gogaHo anbTepHaTVBHOMO
BMPOGHMKA CUPOBUHW A1 CUHTE3Y. 3MiHU | TUNY - 3MiHK
3 aKocTi. CepTudpikar BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€Bponelickbkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNYyYEHHs cepTudikara
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BiANOBIAHOCTI EBponeiickkili hapmakonei: ans A®l; ons
BMXIZAHOro MaTepiany/peareHTy/NMpoMbKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOBGHULTBI API; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMIEHWIA cepTuddikaT
Bifl y)Xe 3aTBEpPA)KEHOro BUPOGHYKA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTy BignosigHOCTI €D Big
3aTBepaxeHoro BupobHuka A®I Neuland Laboratories
Limited, IHgis CEP Ne R1-CEP 2003-219-Rev 04
(nonepegHs Bepcis: CEP Ne R1-CEP 2003-219-Rev 03).
Y npoueci oHoBneHHss CEP BHeceHi aAMiHICTpaTVBHI
3MiHV B agpeci BnacHnka CEP Ta BUpo6bH1Yoro
MavigaHumka. 3miHu | Tuny - 3miHu 3 skocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEiChKili
hapmakonei) - OHoBeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudikaty BignosigHoCTi EP Bif 3aTBEPAXKEHOIO
Bmpo6Huka APl Neuland Laboratories Limited, IHgjs
CEP Ne R1-CEP 2003-219-Rev 05 (nonepeaHs Bepcisi:
CEP Ne R1-CEP 2003-219-Rev 04). ¥ npoueci
nocnigoBHoi 3MiHK Bepcii CEP BHocunucs
aAMIHICTPaTUBHI 3MiHW B afpeci BUPOOHNYOT AiNbHULL
6e3 3MiHN MicLA NPOBaMKEHHS AiANBHOCTI. 3MiHW | Tuny
- 3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyYEHHS
cepTudpikaTa BifnoBiAHOCTI E€Bponeiichbkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHTLCS Y BUPOOHULTBI ADI; 415 AONOMIKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKili
hapmakonei) - OHoBeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudikaty BignoBigHOCTI EP Bif 3aTBEPAXKEHOIO
Bmpo6Huka APl Neuland Laboratories Limited, IHgjs
CEP Ne R1-CEP 2003-219-Rev 06 (nonepeaHs Bepcisi:
CEP Ne R1-CEP 2003-219-Rev 05) - BHacnigok
OHOB/IeHHA CEP, BK/TIOYEHO OLLHKY PU3UKY LLOAO
eNeMeHTHUX JOMILLIOK Ta akTyaslizoBaHo cneumdikauito
BIAANOBIAHO 10 OHOBEHOI MOHorpadii €®. 3minm | TNy -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

3miHu 3 sKocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. MogaHHA HoBoro a6o
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichbkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBpONEiChKili
hapmakonei) - OHoBMeHWIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBNIEHOTO
cepTudikaTy BignoBigHOCTI EP 3aTBEPAKEHOrO
Bmpo6Huka APl Neuland Laboratories Limited, IHgjs
CEP Ne R1-CEP 2003-219-Rev 07 (nonepeaHs Bepcis:
CEP Ne R1-CEP 2003-219-Rev 06). BHacnigok
oHoBrieHHs CEP Bigbynucs agMiHicTpaTuBHi 3MiHK
MicLA NpoBaXEHHS AiANbHOCTI 6e3 3MiHW
MicL,e3HaxoKeHHs Ta 3MiHa agpecu BnacHuka CEP y
3BA3KY 3 NepeMilLleHHsIM kopropaTtusBHoro oduicy. 3miHu |
My - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/mMoHorpadii. 3mMiHu, NoB'A3aHi 3
HeOoOXiHICTIO NPUBELEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo €sponelicbkoi hapmakonei, a6o
iHLOT HauioHanbHOT chapmakonei aepxasu €C (iHLwi
3MiHM) HEe3HauHi 3MiHM Y cneumdikauii Ta MeTogax
KoHTponto A®I BupobHukis Aarti Pharmalabs Limited Ta
Neuland Laboratories Limited 3a nokasHvkamu
«lpgeHTudikauis», «CynposifHi AoMilLKM», «BTpaTa B
Maci Npu BUCYLLYBaHHi». 3MiHU | TURY - 3MiHN 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo fonyCTUMUX MEX, BUSHAYEHUX y cneumdikaLlisx
Ha A®l, abo BUXiIZHWIA/NPOMIKHWI NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(BMNYyYEHHS1 HE3HAYHOrO NOKa3HKKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3acTapifioro NoKasHuka)) BUTyYEeHHS
nokasHuka «Po3unHHICTb» i3 cneyudikauii API
BMpo6HUKiB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited, ockinbku 3rigHo ctaTTi Y
«CybcTaHLii gns hapMmaleBTYHOro 3aCTOCyBaHHS»
PO3YMHHICTb CybCTaHLii po3rnsgatoTb AK 404ATKOBY
XapakTepucTrKy i BOHa Mae iH(hopMaT1BHUI XxapakTep.
3MmiHu | TMRYy - 3MiHu 3 sKocTi. APl KoHTponb A®l. 3miHa
y napameTpax cneuudikaLiii Ta/abo gonycTuMmnx Mex,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiAHW/MPOMIKHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y npoueci BupobHuutea APl
(BUYYEHHA HE3HAYHOrO NOKasHWKa SIKOCTi (Hanpuknag
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BW/TyYEHHS 3aCTapifioro NoKasHuKa)) BUTy4YeHHS
nokasHuka «Managiji» i3 cneyudikauii A®| BUpo6HMKIB
Aarti Pharmalabs limited Ta Neuland Laboratories
Limited. 3miHu | Tuny - 3miHu 3 sikocTi. A®I. KoHTporb
A®I (iHWi 3MiHW) 3MiHW B MeTOAi KOHTpoto Ad| 3a
nokasHukom «MikpobionioriyHa uncToTa» BUPOOGHUKIB
Aarti Pharmalabs limited Ta Neuland Laboratories
Limited, a came meToauky Ta BUMOru crneuudikadii
3a/mLeHo 6e3 3MiH, JONOBHEHO NoCUNaHHAM Ha JPYy*
(* - pirove BUZaHHs). BuyyaeTtbes onnc metogy
BUNPO6YyBaHHs, MeToy, Bignosigae APY Ta €P

357.

PAMI3EC

Tabnetkun no 5 mr no
10 TabneTtoky
6nictepi; no 1 a6o 3
6nictepu B nauuj 3
KapToHy

AT
"Papmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu |
Tuny - 3MiHK 3 skocTi. CepTudikaT BignosigHocCTI/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI 260 BUTyYEHHS
cepTudpikaTa BifNoBiAHOCTI EBpoNeiichkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €BPONENChKIi
hapmakonei) - OHoBMeHUIA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTudikaty BiANoBigHOCTI EP Bif 3aTBEPAXKEHOIO
BMpoG6HMKa Aarti Pharmalabs Limited, India CEP Ne R1-
CEP 2006-040-Rev 03 (nonepepaHs Bepcis R1-CEP
2006-040-Rev 02). BHacnigok oHoBneHHss CEP,
Bif6YIMCA 3MiHM KOHTAKTHUX JaHUX nocTavYasibHUKa,
cneumaikaLis Ta MeTos, KOHTPoto «CynpoBiaHi
[OOMILLKV» OHOBMIEHO BifnoBigHO MoHorpadii Ph.Eur
(BunyveHo gomilky O). 3MiHu | Tuny - 3MiHM 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat BignosigHOCTI
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €EBPONENChKIi
hapmakonei) - OHoBMeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
noAaHHs OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI €D Big
3aTBepaAxeHoro BupobHuka Aarti Pharmalabs Limited,
India R1-CEP 2006-040-Rev 04 (nonepeaHs Bepcis R1-
CEP 2006-040-Rev 03). BHacnigok oHoBneHHsi CEP,
BWy4EHO NoKasHuK «Managii» (metog AAS) 3i
cneumaikauii A®l, nokaszHnk «3KOP» BK/1lOYEHO B
cneumdikaulito. 3miHu | Tuny - 3miHK 3 AKOCTI.

3a
peyermom

UA/10982/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

CeprtudpikaT BignosigHocTi/l'E-cepTudikar BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BigNOBIAHOCTI ab6o
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEiChKIlt
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignosigHOCTI EP Bif 3aTBEPIKEHOIO
BMpO6HUMKa Aarti Pharmalabs Limited, India R1-CEP
2006-040-Rev 05 (nonepenHs Bepcist R1-CEP 2006-
040-Rev 04). BHacnigok oHoBneHHs CEP, Binbynucs
3MiHW Y BUXiAHWUX MaTepianax B npoueci BUpobHuLTBa
A®I. 3miHn | TURY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMIKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
hapmakonei) - OHoBeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBNIEHOTO
cepTudikaty BignosigHocTi EP Bif 3aTBEPAYKEHOIO
BMpO6HMKa Aarti Pharmalabs Limited, India — R1-CEP
2006-040-Rev 06 (nonepepaHs Bepcis: CEP Ne R1-CEP
2006-040-Rev 05). BHacnigok oHoBNeHHst CEP 3miHEHO
Ha3By Ta agpecy BupobHuka A®l. 3miHn | Tuny - 3MiHm 3
AKkocTi. CepTudpikaT BignosigHocTI/IE-cepTudikaT
BifnoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI @60 BUNYyYEHHs cepTudikata
BiZiNOBIAHOCTI E€BponeNichbkilt hapmakonei: ana Adl; ons
BMXiQHOr0 Marepiany/peareHTy/npoMiKHOro NpPoAyKTy,
LLI0 BUKOPUCTOBYHTLCA Y BUPOGHULTBI A®I; ans
[OMNOMDKHOT peyoBMHY (CepTuddikaTt BiANoBIgHOCTI
€Bponelicbkin hapmakonei) - OHoBMeHWA cepTuddikat
Bif] y)Xe 3aTBepKEHOro BUPOGHUKA - NOAaHHS
OHOBJ/IEHOrO cepTudikaty BignosigHOCTI EP Bif,
3aTBepmxeHoro BupobHuka A®I Neuland Laboratories
Limited, Inais CEP Ne R1-CEP 2003-219-Rev 03
(nonepegHs Bepcis: CEP Ne R1-CEP 2003-219-Rev 02).
Bracnigok oHoBneHHs CEP gogaHo anbTepHaTVBHOMO
BMPOGHMKA CUPOBUHW A1 CUHTE3Y. 3MiHU | TUNY - 3MiHK
3 sKocTi. CepTudpikar BignosigHocTi/lE-cepTuddikat
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BiANOBIAHOCTI E€Bponeiickbkili hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI abo BUNYyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans A®l; ons
BMXIZAHOro MaTepiany/peareHTy/MpoMbKHOIo NPOAyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOBGHULTBI API; ans
[OMOMDKHOT peyoBMHY (cepTudikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMIeHWIA cepTuddikaT
Bifl y)Xe 3aTBEepA)KEHOro BUPOBHYKa - NOAAaHHSA
OHOBJ/IEHOTO cepTudikaTy BignosigHOCTI €D Big
3aTBepaxeHoro BupobHuka A®I Neuland Laboratories
Limited, IHgis CEP Ne R1-CEP 2003-219-Rev 04
(nonepegHs Bepcis: CEP Ne R1-CEP 2003-219-Rev 03).
Y npoueci oHoBneHHss CEP BHeceHi aAMiHICTpaTVBHI
3MiHV B agpeci BnacHnka CEP Ta BUpo6bHu4oro
MavigaHumka. 3miHu | Tuny - 3miHu 3 skocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMIKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
hapmakonei) - OHoBeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBNIEHOTO
cepTudikaty BignosigHocTi EP Bif 3aTBEPAYKEHOIO
Bmpo6Huka APl Neuland Laboratories Limited, IHgjs
CEP Ne R1-CEP 2003-219-Rev 05 (nonepeaHs Bepcisi:
CEP Ne R1-CEP 2003-219-Rev 04). ¥ npoueci
nocnigoBHoi 3miHK Bepcii CEP BHocunucs
aAMIHICTPaTUBHI 3MiHW B afpeci BUPOOHUYOT AiNbHUL
6e3 3MiHN MicLA NPOBaMKEHHS AiANBHOCTI. 3MiHW | Tuny
- 3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiicbkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMIKHOT
peyoBUHM (cepTudpikaTt BiANOBIAHOCTI EBPONEChKilt
hapmakonei) - OHoBeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudikaty BignoBigHOCTI EP Bif 3aTBEPAXKEHOIO
Bnpo6Huka APl Neuland Laboratories Limited, IHAjs
CEP Ne R1-CEP 2003-219-Rev 06 (nonepeaHs Bepcisi:
CEP Ne R1-CEP 2003-219-Rev 05) - BHacnifok
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

OoHOB/eHHA CEP, BK/TIOYEHO OLLHKY PU3UKY LLOAO
eNeMeHTHUX LOMILLIOK Ta akTyaslizoBaHo cneumdikauito
BIAANOBIAHO [0 OHOBMEHOI MOHOrpadii €E®. 3minu | TNy -
3miHu 3 sKocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyYEHHS
cepTudpikaTa BifnoBiAHOCTI E€Bponeiichbkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEiChKili
hapmakonei) - OHoBeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTucpikaTy BignoBigHOCTI E® 3aTBEPAKEHOrO
Bmpo6Huka APl Neuland Laboratories Limited, IHgjs
CEP Ne R1-CEP 2003-219-Rev 07 (nonepeaHs Bepcisi:
CEP Ne R1-CEP 2003-219-Rev 06). BHacnifok
oHoBrieHHs CEP Bigbynucs agMiHicTpaTuBHI 3MiHK
MicLA NpoBaXEHHS AiaNbHOCTI 6e3 3MiHW
MicL,e3HaxXoKeHHs Ta 3MiHa agpecu BnacHuka CEP y
3BA3KY 3 NepeMilLleHHsIM koprnopaTtusBHoro oduicy. 3miHu |
My - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/mMmoHorpadii. 3mMiHu, NoB'A3aHi 3
HeOoOXiHICTIO NPUBELEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo €sponeiicbkoi hapmakonei, a6o
iHLOT HauioHanbHOT chapmakonei aepxasu €C (iHLwi
3MiHM) HEe3HauHi 3MiHM Y cneumdikauii Ta MeTogax
KoHTponto A®I BupobHukis Aarti Pharmalabs Limited Ta
Neuland Laboratories Limited 3a nokasHvkamu
«lgeHTudikauis», «CynposifHi AoMilLKM», «BTpaTa B
Maci Npu BUCYLLYBaHHi». 3MiHU | TUNY - 3MiHN 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo fonyCTUMUX MEX, BUSHAYEHUX y cneumdikaLlisx
Ha A®l, abo BUXiZHWIA/NPOMIKHWI NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(BMNyYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3acTapiforo NoKasHuka)) BUTyYeHHS
nokasHuka «Po3unHHICTb» i3 cneyudikauii API
BMpo6HUKiB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited, ockinbku 3rigHo ctaTTi Y
«CybcTaHLjii ans hapMmaleBTUYHOro 3aCTOCyBaHHS»
PO3YMHHICTb CybCTaHLii po3rnsgatoTb AK 404ATKOBY
XapakTepucTrKy i BoHa Mae iH(hopMaT1BHUI XxapakTep.
3Mminu | TMRYy - 3MiHu 3 sKocTi. APl KoHTponb A®l. 3miHa
y napameTtpax cneuudikaLiii Ta/abo gonycTuMmnx Mex,

BM3HAYeHUX y cneundikauisix Ha Adl, abo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BVIXiAHWI/MPOMIKXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(BUNYyYEHHA HE3HAYHOrO NOKasHWMKa SIKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro NoKasHuKa)) BUTy4YeHHS
nokasHuka «Managijii» i3 cneyudikauii A®| BUpo6HYMKIB
Aarti Pharmalabs limited Ta Neuland Laboratories
Limited. 3miHu | Tuny - 3miHu 3 sikocTi. A®I. KoHTposb
A®I (iHWi 3MiHW) 3MiHW B MeTOAi KOHTpoto Ad| 3a
nokasHukom «MikpobionoriyHa unctToTa» BUPOOGHUKIB
Aarti Pharmalabs limited Ta Neuland Laboratories
Limited, a came meToauky Ta BUMOru crneyudikadii
3a/mLeHo 6e3 3MiH, ONOBHEHO NoCcUNaHHAM Ha JPYy*
(* - pirove BUAaHHs). BuyyaeTtbes onnc metogy
BUNPO6YyBaHHs, MeToy, Bignosigae APY Ta €P

358.

PAMI3EC

Tabnetkn no 10 mr
no 10 TabneTok y
6nictepi; no 1 a6o 3
6nictepu B nauuj 3
KapToHy

AT
"Papmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHK 3 skocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BifNoBiAHOCTI EBpoNeiichkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €BPONENChKIi
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOGHMKA - NOAAaHHS OHOB/IEHOTO
cepTtudikaty BigNoBigHOCTI EP Bif 3aTBEPAXKEHOIO
BMpoG6HMKa Aarti Pharmalabs Limited, India CEP Ne R1-
CEP 2006-040-Rev 03 (nonepepaHs Bepcis R1-CEP
2006-040-Rev 02). BHacnigok oHoBneHHss CEP,
Bif6YIMCA 3MiHM KOHTAKTHUX JaHUX nocTavyasibHuKa,
cneumaikaLis Ta MeTog, KOHTPoto «CynpoBiaHi
[OOMILLKV» OHOBMIEHO BifnoBigHO MoHorpadii Ph.Eur
(BunyveHo gomilky O). 3MiHu | Tuny - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat BignosigHOCTI
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOr0 cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €EBPONENChKIi
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
noAaHHs OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI EP Big
3aTBepAxeHoro BupobHuka Aarti Pharmalabs Limited,
India R1-CEP 2006-040-Rev 04 (nonepeaHs Bepcis R1-
CEP 2006-040-Rev 03). BHacnigok oHoBneHHsi CEP,

3a
peyernmom

UA/10982/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BWyYEHO NoKasHuK «Managii» (metog AAS) 3i
cneumaikauii A®I, nokaszHnk «3KOP» BK/1lOYEHO B
cneumdikauito. 3miHu | TRy - 3MiHK 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l'E-cepTudikar BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudikata BigNOBIAHOCTI a60
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoOAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
thapmakonei) - OHOBNEHWI cepTudikart Big, yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudikaTy BignosigHOCTI EP Bif 3aTBEPIKEHOIO
BMpO6HUMKa Aarti Pharmalabs Limited, India R1-CEP
2006-040-Rev 05 (nonepeaHs Bepciss R1-CEP 2006-
040-Rev 04). BHacnigok oHoBneHHs CEP, Binbynucs
3MiHW Y BUXiAHWUX MaTepianax B npoueci BUpobHULTBa
A®I. 3miHn | TURY - 3MiHK 3 sKocTi. CepTudikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKili
hapmakonei) - OHoBMeHWIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudikaty BignosigHOCTI EP Bif 3aTBEPAYKEHOIO
BMpO6HMKa Aarti Pharmalabs Limited, India — R1-CEP
2006-040-Rev 06 (nonepepaHs Bepcis: CEP Ne R1-CEP
2006-040-Rev 05). BHacnigok oHoBneHHss CEP 3miHeHO
Ha3By Ta agpecy BupobHuka A®l. 3miHu | Tuny - 3MiHm 3
aKkocTi. CepTudpikaT BignosigHocTI/IE-cepTudikaT
BifnoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI 260 BUNYyYEHHs cepTudikata
BiZiNOBIAHOCTI E€BponeNichkilt hapmakonei: ana Adl; ons
BMXiQHOrO Marepiany/peareHTy/npoMiKHOro NpPoAyKTy,
LLI0 BUKOPUCTOBYHTLCSA Y BUPOGHULTBI A®I; ans
[OMNOMDKHOT peyoBMHY (CepTuddikaTt BiANoBIgHOCTI
€Bponelicbkin hapmakonei) - OHoBMeHWA cepTuddikat
Bif] y)Xe 3aTBepKEHOro BUPOGHUKA - NOAaHHS
OHOBJ/IEHOrO cepTudikaty BignosigHOCTI EP Bif,
3aTBepmxeHoro BupobHuka A®I Neuland Laboratories
Limited, Inagis CEP Ne R1-CEP 2003-219-Rev 03
(nonepegHs Bepcis: CEP Ne R1-CEP 2003-219-Rev 02).
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

Bracnigok oHoBneHHs CEP gogaHo anbTepHaTVBHOMO
BMPOGHMKA CUPOBUHW A1 CUHTE3Y. 3MiHU | TUNY - 3MiHK
3 aKocTi. CepTudpikar BignosigHocTi/lE-cepTuddikat
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei/MmoHorpadii.
MogaHHA HOBOrO abo OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans A®l; ons
BUXIZAHOro MaTepiany/peareHTy/nMpoMbKHOIo NPOAyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOBGHULTBI API; ans
[OMOMDKHOT peyoBMHY (cepTudikart BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuddikaT
Bifl y)Xe 3aTBEp)KEHOro BUPO6HYKa - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTy BignosigHOCTI €D Big
3aTBepaxeHoro BupobHuka A®I Neuland Laboratories
Limited, IHgis CEP Ne R1-CEP 2003-219-Rev 04
(nonepegHs Bepcis: CEP Ne R1-CEP 2003-219-Rev 03).
Y npoueci oHoBneHHss CEP BHeceHi aAMiHICTpaT/BHI
3MiHV B agpeci BnacHnka CEP Ta BUpobH14oro
MavigaHumka. 3miHu | Tuny - 3miHu 3 skocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKili
hapmakonei) - OHoBMeHWIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudikaty BignosigHOCTI EP Bif 3aTBEPAYKEHOIO
Bmpo6Huka APl Neuland Laboratories Limited, IHgjs
CEP Ne R1-CEP 2003-219-Rev 05 (nonepeaHs Bepcisi:
CEP Ne R1-CEP 2003-219-Rev 04). ¥ npoueci
nocnigoBHoi 3miHK Bepcii CEP BHocunmcs
aaMIHICTPaTUBHI 3MiHW B afpeci BUPOOHNYOI AiNbHUL
6e3 3MiHN MicLA NPOBaMKEHHS AiANBHOCTI. 3MiHW | Tuny
- 3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichbkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEiChKili
hapmakonei) - OHoBMeHWIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudiikaty BignosigHocTi EP Bia 3aTBEPAKEHOIO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

Bmpo6Huka APl Neuland Laboratories Limited, IHgjs
CEP Ne R1-CEP 2003-219-Rev 06 (nonepeaHs Bepcisi:
CEP Ne R1-CEP 2003-219-Rev 05) - BHacnigok
OHOB/eHHA CEP, BK/TIOYEHO OLLIHKY PU3UKY LLOAO
eNeMeHTHUX LOMILLIOK Ta akTyaslizoBaHo cneumdikauito
BIAANOBIAHO [0 OHOBMEHOI MOHOrpadii €E®. 3minu | TNy -
3miHu 3 sKkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichbkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBUHM (cepTudpikaTt BiANOBIAHOCTI EBpONEiChKili
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTucpikaTy BignoBigHOCTI EP 3aTBEPAKEHOrO
Bmpo6Huka APl Neuland Laboratories Limited, IHgjs
CEP Ne R1-CEP 2003-219-Rev 07 (nonepeaHs Bepcisi:
CEP Ne R1-CEP 2003-219-Rev 06). BHacnigok
oHoBrieHHs CEP Bigbynucs agMiHicTpaTuBHI 3MiHK
MicLA NpoBaKEHHS AiANbHOCTI 6e3 3MiHW
MicL,e3HaxXoKeHHs Ta 3MiHa agpecu BnacHuka CEP y
3BA3KY 3 NMepeMilLleHHsIM KoprnopaTtusBHoro oduicy. 3miHu |
TMny - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTucpikaT BignoBigHoOCTI EBponelickkiii
thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi 3
HeOoOXiHICTIO NPUBELEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo €sponeiicbkoi hapmakonei, a6o
iHLOT HalioHanbHOT hapmakonei aepxasu €C (iHwwi
3MiHM) HEe3HauHi 3MiHW Y cneumdikauii Ta MeTogax
KoHTponto A®I BupobHukis Aarti Pharmalabs Limited Ta
Neuland Laboratories Limited 3a nokasHvkamu
«lgeHTudikauis», «CynposifHi AoMilLKM», «BTpaTa B
Maci Npu BUCYLLYBaHHi». 3MiHU | TURY - 3MiHN 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo fonyCTUMUX MEX, BUSHAYEHUX y cneumdikaLlisx
Ha A®l, abo BUXiIZHWIA/NPOMIKHWI NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(BMNyYEHHS1 HE3HAYHOrO NOKa3HKKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3acTapiforo NoKasHuka)) BUTyYeHHS
nokasHuka «Po3unHHICTb» i3 cneyudikauii API
BMpo6HUKiB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited, ockinbku 3rigHo ctaTTi Y
«CybcTaHLjii ans hapMmaleBTUYHOro 3aCTOCyBaHHS»
PO3YMHHICTb CybCTaHLii po3rnsgatoTb AK 404ATKOBY
XapakTepucTrKy i BoHa Mae iHhopMaTBHUIA XxapakTep.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3MmiHu | TMRY - 3MiHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa
y napameTtpax cneuudikaLiii Ta/abo gonycTuMmnx Mex,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiAHWA/MPOMIKXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(BUNYyYEHHA HE3HAYHOrO NOKasHWKa SIKOCTi (Hanpuknaz
BW/TyYEHHS 3aCTapifioro NokasHuka)) BUTy4YeHHS
nokasHuka «Managiji» i3 cneyudikauii A®| BUpo6HYMKIB
Aarti Pharmalabs limited Ta Neuland Laboratories
Limited. 3miHu | Tuny - 3miHu 3 skocTi. A®I. KoHTposb
A®I (iHWi 3MiHW) 3MiHW B MeTOAi KOHTpoto Ad| 3a
nokasHukom «MikpobionoriyHa uncToTa» BUPOOHMKIB
Aarti Pharmalabs limited Ta Neuland Laboratories
Limited, a came meToauky Ta BUMOru crneyudikadii
3a/mLeHo 6e3 3MiH, JONOBHEHO NocuMNaHHAM Ha JPYy*
(* - pirove BUgaHHs). BunyyaeTtbes onnc metogy
BUNPO6YyBaHHs, MeToy, Bignosigae APY Ta €P

359.

PEBMOKCUK
AM®

Tabnetkun no 15 mr
no 10 TabneTok y
6nictepi; no 1 a6o 2
6nictepu y nauui

AT
"Papmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
nocTavasibHvKa nakysasibHUX matepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3Ha4YeHo B AOCbE) (3aMiHa abo
[ofaBaHHA noctavyanbHUKa) OHOBMEHHS po3giny 3.2.P.7
CuncTema KoHTelHep/3aKynopioBasibHUiA 3aci6, a came
[0AaBaHHA a/lbTEPHATUBHOIO NocTavasibHuKa NiBku
nonimepHoi asowaposoi (PVC/PVAC) Perlen Packaging
AG, WBeliyapia. MaTepias, NponoHOBaHOI NiBKMN
noniMmepHoi ABOLIAPOBOI HOBOTO BUPOGHNMKA ifEHTUYHUIA
3aTBepmAxeHoMy. 3MiHN | TUny - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnoptoBanbHuii 3aci6. 3MiHa
nocravasibH1ka nakyBasibHUX MaTepianis abo
KOMMIEKTYOUMX (SIKLLO 3a3HAaYeHO B A0CbE) (3aMiHa abo
[ofaBaHHA nocTavasibHUKa)

OHOBEHHS po3giny 3.2.P.7 Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6, a came A0f4aBaHHS
a/IbTEPHATUBHOIO NocTadvasibHUKa NiBKW NOIMEPHOI
ngowwaposoi (PVC/PVAC) «Hangzhou Plastic Industrial
Co., Ltd.», Kutaii. MaTepias, nponoHoBaHoi NiBku
noniMmepHoi ABOLIAPOBOI HOBOTO BUPOGHNMKA ifEHTUYHUI
3aTBepmAxeHoMy. 3MiHN | Tuny - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa napameTpiB
cneundikauii Ta/abo AONYCTUMUX MEX NEPBUHHOT
yMakoBKM rOTOBOTO MiKapCbKOro 3acoby (BUyYeHHS
He3Ha4yHOro MokKasHuKa (Hanpuknag 3actapiforo
NoKasHW1Ka)) OHOBJ/IEHHSA po3ainy 3.2.P.7 Cuctema
KOHTelHep/ 3aKynoploBasibHUI 3acib, a came BUIYYEHHS

3a
peyernmom

UA/17042/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

3i cneumdikavii Ha niBKy NoAIMEPHY ABOLLAPOBY
(PVC/PVdC) He3HauyHuX nokasHukiB «MaTepian»,
«Po3mipu pynoHy», «LlnpuHa nnisku». Lli nokasHyku He
€ KpUTUYHI Ansa sakocTi [13 Ta B 6inbLuilii Mipi MatoTb
3HaYeHHs 419 NPOBeAEeHHS TEXHO/ONYHOro npoLiecy
nakyBaHHs (hopmMyBaHHs 6nicTepy) i BUSHa4Ya0Tb
0COGMMBOCTI TEXHOONYHOrO 061aHaHHSA Npy Po6boTi 3
OaHVM matepiasiom y npoueci 6nictepyBaHHs. 3MiHu |
TUNYy - 3MiHW 3 IKOCTi. TOTOBWIA Nnikapcbkuid 3acio.
Cuctema KoHTeliHep/3aKynoptoBasibHUI 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMUX MEX
NepBNHHOT YNakoBKM FOTOBOrO MiKapCbKoro 3acoby
(BMNyYEHHS HE3HAYHOrO NoKasHWKa (Hanpuknag
3acTapisioro NokasHuka)) OHOB/IeHHA po3giny 3.2.P.7
CucTema KoHTeliHep/ 3aKkyrnoproBasibHWiA 3aci6, a came:
BW/TyY€eHHS 3i cneumdikauii Ha oosbry antomiHieBy
nakoBaHy ApykoBaHy n. «Bug conbrun», «IpadiyHe
0ohopMNEHHS, NPaBU/IbHICTb HAHECEHHS TEKCTY»,
«Po3mipun pynoHy», «LUupuHa onbru ApykoBaHoi»,
«Bu3HaueHHs1 HafiMHOCTI HAHECEHHS ApyKapCbKux dhapb
Ta 3axMCHOro Naky Ha donbry (agaresis
chnekcorpadiCbkoro Apyky)», «CTiliKiCTb NOBEPXHEBOTO
wapy donbrv Ao BUCOKOI TemnepaTypu (TemnepaTypHuii
TecT)», «CknetoBaHHs 3 MBX». Lli noka3HUKM He €
KpUTUYHI Ans sikocTi M3 Ta B 6inbLLUiil Mipi MatoTb
3HaYeHHs 419 NPOBeAEeHHS TEXHO/ONYHOro npoLiecy
nakyBaHHs (hopmMyBaHHs 6nicTepy) i BUSHa4Ya0Tb
0COGMMBOCTI TEXHOONYHOrO 061aHaHHSA Npy po6oTi 3
[aHVM matepiasiom y npoueci 6nictepyBaHHs 3acoby.
3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHUI 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMUX MEX
NepPBUHHOT YNaKOBKN FOTOBOrO flikapCbKOoro 3acoby (iHLi
3MiHM) OHOB/IEHHS po3ainy 3.2.P.7 Cuctema koHTelHep/
3aKynoploBasTbHUI 3aci6, a came BHECEHHS 3MiH A0
cneumdikaLii Ha nAiBKy NoniMepHy ABOLLAPOBY
(PVC/PVAC) 3a n. «lgeHTndikauis» Ta «ToBwuHa
nniBkn». 3MiHK | TUNy - 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akynopoBa/ibHWiA 3acib. 3MiHa napameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yMakoBKM rOTOBOTO NiKapCbKoro 3acoby (iHLwi 3MiHM)
OHOB/IEHHS po3diny 3.2.P.7 Cuctema koHTeliHep/
3aKynoploBasTbHWI 3aci6, a came BHECEHHSA 3MiH A0
cneumadikalii 4nsa gonbru antoMiHiEBOT NakoBaHOT
ApyKOoBaHoI 3a Nn. «laeHTudikayis» T1a «ToBLUMHA
nniBkv». [logaHo NPUMITKY 3a NOKa3H1KOM
«laeHTudikayis» (NoKasHWK BU3HAYAETLCA ANA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BMpo6HUKa “MTC Polska Sp. Z.0.0., Monbwa)
360. | PEBMOKCUK | Ttabnetku no 7,5 mr, AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/17042/01/01
AM® no 10 TabneTtok y "Papmak” TMny - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMii 3aci6. peyenmom

6nictepi; no 1 abo 2
6nictepun y nauui

Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
nocravasibH1ka nakyBasibHUX MaTepianis abo
KOMMIEKTYOUMX (SIKLLO 3a3HAa4YeHO B A0CbE) (3aMiHa abo
[0AaBaHHA nocTavasibHMKa) OHOBNEHHS po3giny 3.2.P.7
CurcTema KoHTelHep/3aKkynoptoBasibHUiA 3acib, a came
[0AaBaHHA albTEPHATUBHOIO NocTavasibHUKa NiBky
nonimepHoi asowaposoi (PVC/PVAC) Perlen Packaging
AG, LLBeliyapis. MaTepian, NponoHoBaHOI NiBKM1
nosliMepHOI ABOLLIAPOBOI HOBOTO BUPOOHMKA i4EHTUYHWIA
3aTBepmxeHomy. 3MiHu | Tuny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHNIA 3aci6. 3miHa
nocTavasibHvKa nakyBasibHVUX MaTtepianis abo
KOMMNIEKTYIOUMNX (SIKLLLO 3a3HAaYeHO B A0CLE) (3amiHa abo
[04aBaHHA nocTavyasibHUKa)

OHOBJIEHHS po3gainy 3.2.P.7 Cuctema
KOHTelHep/3aKynopoBasibHKiA 3aci6, a came foAaBaHHSA
anbTepHaTMBHOrO NocTavyasibHVKa N/iBK1 NOAIMepPHOI
nsowaposoi (PVC/PVAC) «Hangzhou Plastic Industrial
Co., Ltd.», Kutaii. MaTepias, nponoHoBaHoi N/iBKu
nosliMepHOI ABOLLIAPOBOI HOBOTO BUPOOHMKA i4EHTUYHWIA
3aTBepmxeHomy. 3MiHu | Tuny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHWI 3acib. 3mMiHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNaKkoBKM FOTOBOTO NiKAPCbKOro 3acoby (BUMYyYEHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapinoro
nokasHuka)) OHoBeHHs po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3aKynoptoBasibHUIA 3acib, a came BUTyUYeHHSN
3i cneumdikavii Ha nNaiBky NoAiMEpHyY ABOLLAPOBY
(PVC/PVdC) He3HauyHuX MokasHukiB «Matepian»,
«Po3mipu pynoHy», «LLinpuHa nnisku». Li nokasHWkn He
€ KpUTUYHI gns akocTi MN3 Ta B 6inbLwiii Mipi MaloTb
3HaYeHHs A4N19 NPOBeAEHHS TEXHO/ONYHOro npoLecy
nakyBaHHs (ChopMyBaHHs 6nicTepy) i BU3Ha4aloTb
0CO6NMBOCTI TEXHOMONYHOrO 061afHaHHSA Npy poboTi 3
OaHyM marepiasiom y npoueci 6nictepyBaHHs. 3MiHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
CuncTtema KoHTeliHep/3aKkynoproBasibHUIA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKoro 3acoby
(BUNYyYEHHS HE3HAYHOro NoKasHukKa (Hanpuknag
3acTapifioro NoKasHKKa)) OHOBMIEHHS po3giny 3.2.P.7
CucTema KoHTeliHep/ 3aKynoproBasibHWiA 3acib, a came:
BW/IyYeHHS 3i cneumdikalii Ha qosbry antoMiHieBy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

361.

nakoBaHy ApykoBaHy M. «Bug conbru», «lpadivHe
0DOPMNEHHS, MPaBU/bHICTb HAHECEHHSA TEKCTY»,
«Po3mipun pynoHy», «LUupuHa chonbrn ApykoBaHoi»,
«Bn3HaueHHs1 HafiMHOCTI HAHECEHHS ApykapCcbkunx dhapb
Ta 3axMCHOro Nnaky Ha qoonbry (agresis
chnekcorpaddcbkoro apyky)», «CTiliKicTb NOBEPXHEBOTO
wapy donbrv 4o BUCOKOI TemnepaTypu (TemnepaTypHuii
TecT)», «CknetoBaHHs 3 MBX». Lii nokasHuku He €
KPUTWYHI ans sikocTi 13 Ta B BinbLuiil Mipi MatoTb
3HaYeHHs A4N19 NPOBeAEHHSI TEXHO/IONYHOro npoLecy
nakyBaHHs (ChopMyBaHHs 6nicTepy) i BU3Ha4aloTb
0CO6NMBOCTI TEXHOMONYHOrO 06N1afHaHHA Npu PoboTi 3
[aHvM matepiasiom y npoueci 6nictepyBaHHs 3acoby.
3MiHu | TMNY - 3MiHKW 3 SKOCTi. ToTOBUIA NiKapcbkuii 3aci6.
Cuctema KoHTeliHep/3aKkynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneundikauiii Ta/abo JONMYCTUMUX MEX
NepBUHHOT YNaKoBKM rOTOBOrO JiKapCbKOro 3acoby (iHLi
3MiHW) OHOBMIEHHS po3ainy 3.2.P.7 Cuctema KoHTelHep/
3aKyrnoproBaibHWi1 3acib, a came BHECEHHS 3MiH A0
cneumaikauii Ha nniBky NoMiMepHy ABOLIAPOBY
(PVC/PVAC) 3a n. «lgeHTudikauis» Ta «ToswmHa
nniBkm». 3MiHu | TUny - 3MiHK 3 AKocTi. [oTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNakoBKW rOTOBOrO /iKapCbKOro 3aco6y (iHLWi 3MiHW)
OHOB/IEHHA po3giny 3.2.P.7 Cructema koHTeliHep/
3aKyrnoproBa/ibHWii 3acib, a came BHECEHHS 3MiH A0
cneumaikalii 4na onbry antoMiHieBOT nakoBaHoOl
ApyKoBaHOI 3a n. «laeHTudikalis» Ta «ToBLMHA
nniBkv». [logaHo NPUMITKY 3a NOKa3H1KOM
«lpeHTudikauis» (NokasHUK BU3HAYAETbCA AN
BMpo6HUKa “MTC Polska Sp. Z.0.0., MonbLia)

nocsBi0OYeHHs

PEBMOKCUK
AM®

cynosuTopii
pekTasibHi no 15 mr;
no 5 cynosutopiis y
6nictepi; no 1
6nictepy y navui 3
KapToHYy

AT
"Papmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHS Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkn Nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
3aco6y B nic/isipeecTpaviiiHmii nepiod, abo sik pesynbTaTt
OL|iHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHUX BiANOBIAHO A0
nnaHy negiatpuyHmx gocnigpxes (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM OPraHoMm).
3MiHM BHECEHO A0 IHCTpyKLii A8 MeguyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Oco6mBocCTi 3acTocyBaHHA", "Mo6iYHI peakwii”
BiANOBIAHO A0 iHopMaLii 3 6e3nekun Aito4oi pevoBMHU

3a
peyenmom

He
nionsieae

UA/8230/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MesIoKCMKam
TepMiH BBElEHHSA 3MiH — NPOTAroM 6 MiALiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM). 3MiHM BHECEHO A0 IHCTPYKUii A1 MegnyHoro
3acToCcyBaHHSA fikapcbKkoro 3acoby ao posginy "Cknag”,
a came Ha3Ba fjloy0i pevOBMHN BUK1aAeHa YKPaiHCHKO
npoTArom 6 misLiB Nicns 3aTBepAKeHHs. 3MiHK | Tuny -
3MmiHun Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3MiHM BHECEHO A0 TEKCTY
MapKyBaHHs NePBMHHOT Ta BTOPUHHOI YNaKkoBKU
nikapcbKoro 3acoby, a came BUTyYEHO TEKCT
MapKyBaHHS YNakoBKY/ NikapcbKoro 3acoby pocilicbkoo
MOBOI0, BHECEHO peflakTOPCbKi NpaBKu A0 TEKCTY.
TepmiH BBEAEHHSA 3MiH — NPOTArom 6 misiyis nicns
3aTBEPAKEHHS.

362.

PUTOBIP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOt0, No 100
mr, no 30 TabneTok
Y KOHTelHepi, no 1
KOHTEliHepy B
KapTOHHI KOopoo6Li

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta
thapmakoHarnsgy. BeeneHHs abo 3miHu fo
y3araslbHeHnX faHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapMakoHarnsgy, 3amMiHa ynoBHoOBaXeHoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 (hapMakoHarnfgy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6WU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BK/IHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemu chapmakoHarnagy) 3miHa KOHTaKTHUX JaHux
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMOBIAa/IbHOI 3a
hapmMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pepakuis: Hypie EngaHiz AnimoBuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CObY 3asiBHMKA,
BignoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi

3a
peyernmom

UA/19924/01/01

363.

PUTOBIP-N

TabneTkn, BKPUTI
NAiBKOBOO
060/10HKO0, Mo 200
Mmr/50 mr, no 120
Tabnetok y
KOHTeliHepi; no 1
KOHTEliHepy B
KapTOHHI Kopoo6Li

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHn o
y3arasibHeHUX JaHux Npo cucTemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
dhapmakoHarnsgy, 3miHa ynoBHOBaeHoT ocobw,
BiANOBIAA/IbHOI 3a 34ilicHEHHS hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, Ko BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0CO6MU, BiANOBigaNbHOI 3a
3giicHeHHs hapmakoHarnsgy (BK/IHYaKyM KOHTaKTHI

3a
peyenmom

UA/18271/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cucteMun chapmakoHarnsgy) 3miHa KOHTaKTHUX JaHnX
YNOBHOBAXXEHOI 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
thapmakoHarnsg,. 3MiHa KOHTaKTHOT 0CobuM 3asiBHUKA,
BignoBigasIbHOT 3a hapmakoHarnsag B Ykpaini. Jitova
pepakuis: Hypies EngaHxis Animosuy. MNponoHosaHa
pepakuis: Tonokesud Bonogumup HOpiiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi
364. | PNENTUNA® TabneTku, BKPUTI 3AT YropwuHa 3AT YropuHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/4044/01/01
060/10HKO0, M0 1 Mr, | ®apmaues dapmaLeBTUYHNIA TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
no 10 TabneTok y TUYHWI 3aBog ElC dhapmakoHarnagy (iHwi 3MiHn) 3MiHM BHECEHO B TEKCT
6nictepi, no 1 a6o 2, 3aBof, MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNaKoBKM
abo 6 6nictepiB y ErC nikapcbKoro 3acoby, a caMme: BHeCEHHS iHhopmaLii
KapTOHHI Kopoo6Li LLI0A0 3a3HAYEHHS OAMHULb BUMIPIOBAHHSA y cucTemi Sl i
YTOYHEHHS NOrOTUMNY BUPOGHMKA. TePMiH BBEAEHHS 3MiH
npoTarom 6 MicauiB nicns 3aTBepakKeHHs
365. | PINENTNA® TabneTkun, BKpUTI 3AT YropwmHa 3AT YroplmHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/4044/01/02
060/10HKOIO, N0 2 Mr, | ®apmaues dapmavleBTUYHNI Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom
no 10 tabnetok y TUYHWIA 3aBop, ElC thapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO B TEKCT
6nictepi, no 1 a6o 2, 3aB0[, MapKyBaHHS MEPBUHHOI Ta BTOPMHHOI YNakoBKu
abo 6 6nicTepiB y Erc nikapcbKoro 3acoby, a came: BHECEHHS iHhopMalLlii
KapTOHHIA Kopoo6Li LLLOA0 3a3Ha4YeHHs OAMHULL BUMIPIOBaHHSA y cuctemi Sl i
YTOUYHEHHSI 1OroTuny BUPO6HMKa. TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicsuiB nicas 3aTBepAKEHHS
366. | PINENTNA® TabneTku, BKPUTI 3AT YropLumHa 3AT YropLumHa BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu | 3a UA/4044/01/03
060/10HKO0, M0 3 Mr, | ®apmaues dapmaleBTUYHNI MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 10 TabneTok y TUYHWIA 3aBog, ElC thapmakoHarnagy (iHwi 3MiHu) 3MiHW BHECEHO B TEKCT
6nictepi, no 1 a6o 2, 3aB0/, MapKyBaHHS NePBUHHOI Ta BTOPUHHOI YNaKkoBKu
abo 6 6nictepiB y ErC niKapcbKoro 3acoby, a caMe: BHECEHHS iHchopmalii
KapTOHHIA Kopoo6Li LLLOA0 3a3Ha4YeHHs OAMHULL BUMIPIOBaHHSA y cuctemi Sl i
YTOUYHEHHSI 1OroTuny BUPOO6HMKA. TepMiH BBEAEHHSA 3MiH
NpoTsirom 6 MicsiliB Mic/s 3aTBepAKEHHSs!
367. | PINENTUNA® TabneTku, BKPUTI 3AT YropwumHa 3AT YropwmHa BHECEHHS 3MiH 10 peecTpaLiitHux maTepianis: 3miHu | 3a UA/4044/01/04
060/10HKO, N0 4 Mr, | ®apmaves dapmMaLeBTUYHWIA TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
no 10 tabneTok y TUYHWIA 3aBog ElC dhapmakoHarnsgy (iHwi 3MiH1) 3MiHM BHECEHO B TEKCT
6nictepi, no 1 a6o 2, 3aBoj, MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKM
abo 6 6nicTepis y EFIC nikapcbKoro 3acoby, a came: BHeCEHHS iHhopmaLii
KapTOHHI KOpoo6Li LLI0A0 3a3HAYEHHS OAMHULb BUMIPIOBAHHSA y cucTeMi Sl i
YTOYHEHHS NI0rOTUMY BUPOGHUKA. TEePMiH BBEAEHHS 3MiH
npoTsArom 6 micslis nicns 3aTBepipkKeHHs
368. | PIHFTEPA pO34uH NS iHdysil ToBapucT YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/19574/01/01
PO34/H no 200 mn a6o 400 BO 3 06MeXeHo TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMEHYBaHHS peyenmom
M/ Y NASLWKax; no 06MEeXeHo BiANOBIAA/TbHICTIO Ta/abo agpecu 3asBHMKa (BNacHUKa peecTpaviiHoro
250 mn a6o 500 mn 10 thipma nocsigyeHHs). 3mMiHa agpecu 3asBHUKA
y nakeTax. Bignosiga "HoBothapm-
NbHICTIO BiocuHTes"

ipma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
"HoBodhap
M_
BiocuHTes
369. | PO3ETUH TabneTkn, BKPUTI 3eHTiBA, Yecbka ENNEH pevis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/19802/01/02
NAiBKOBOO K.C. Pecny6nik | ®APMACBIOTIKA Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom | nionsizae
060/10HKO0, 20 a N KO., IHK thapmakoHarnagy (iHwi 3miHn) 3MiHW BHECEHO [0
Mmr/10 mr; no 10 IHCTPYKLi 4151 MEAUYHOro 3aCTOCYyBaHHSA NiKapcbKoro
TabneTtok y 6nictepi; 3acoby Ao posginis "OcobamMBOCTi 3acToCyBaHHS",
no 3 abo 6 6nictepis "Mo6iyHI peakuii" Bi4NOBIAHO A0 OHOBJIEHOI iHhopMaLlii 3
B KAPTOHHIli Kopobu,i 6e3nekun 4ityoi pevyoBMHN Po3yBacTaTUHY 3rigHO 3
pekomeHpauisamy PRAC. TepmiH BBEEHHS 3MiH
npoTarom 6 MicauiB nicns 3aTBepapkKeHHs
370. | PO3ETUH TabneTku, BKPUTI 3eHTiBAa, Yecbka ENNEH pevis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a He UA/19802/01/01
NNiBKOBOIO K.C. Pecny6nik | ®APMACBIOTIKA Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niosisieae
060/10HKO0, 10 a N KO., IHK hapmakoHarnagy (iHwi 3miHn) 3MiHW BHECEHO [0
Mmr/10 mr; no 10 IHCTPYKLi 415 MeAUYHOro 3aCTOCYBaHHS NiKapCbKoro
Tabnetok y 6nictepi; 3acoby Ao po3ginis "OcobamBOCTi 3acToCyBaHHS",
no 3 abo 6 6nictepis "Mo6iyHI peakuii" Bi4NOBIAHO A0 OHOB/IEHOI iHhopMaLlii 3
B KApPTOHHIli Kopobu,i 6e3nekun 4ityoi pevyoBMHN pPo3yBacTaTUHY 3rigHO 3
pekomeHgauismm PRAC. TepMiH BBEEHHA 3MiH
npoTarom 6 MicauiB nicns 3aTBepaKeHHs
371. | PO3YBACTA | Tabnetku, BKpUTI ToBapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHu | 3a He UA/15855/01/01
TUHIC NNiBKOBOIO BO 3 [0[aTKOBOK Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peuyenmom | nidssieae
060/10HKO, N0 5 Mr; | gofaTtkoso BiANOBIAALHICTIO chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTuui
no 10 TabneTtok y 10 "IHTEPXIM" NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLUT
6nictepi; no 3 Bignosiga 0151 MeMYHOro 3acToCyBaHHA Ha nigcTasi perynspHo
6nictepu y naudli NbHICTIO OHOB/IIOBAHOrO 3BITY 3 6e3neKku Nnikapcbkoro 3acoby, abo
"IHTEPXI [ocnigpkeHb 3 6e3neky 3acToCcyBaHHS NikapCbKoro
m" 3acoby B nic/isipeecTpaviiiHmii nepiod, abo sk pesynbTaT
OL|iHKM 3BITY 3 AOCAIKEHb, MPOBEAEHUX BifNOBIAHO A0
naaxy negiatpuyHmx gocnigpkeHb (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM OPraHoM).
3MiHWN BHECEHO A0 IHCTPYKLi 415 MeAUyYHOro
3acTOCyBaHHS fikapCbKoro 3acoby y po3ainm
"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwi
BiINOBIAHO [0 OHOB/IEHOI iHhopMaLii 3 6e3nekun Ajtoyol
peyoBUHW. BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB micns
3aTBEPAKEHHS.
372. | PO3YBACTA | Tabnetku, BKpUTI TosapucT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3mMiHu | 3a He UA/15855/01/02
TUAHIC NNiBKOBOIO BO 3 [,04aTKOBOKO Tuny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom | nionsizae
060/10HKOI0, Mo 10 [04aTKOBO BiANOBIAA/ILHICTIO hapmakoHarnsgy. 3miHa y KOpoTKilii XxapakTepucTuLi
mr; no 10 TabneTok 10 "IHTEPXIM" NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta iIHCTPYKLT
y 6nicTepi; no 3 Bignosiga AN151 Me4MYHOro 3acTOCyBaHHS Ha MiAcTasi perynsipHo
6nictepun y nauui NbHICTIO OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo
"IHTEPXI pocnigpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKOro
M 3acoby B micnsipeecTpaLliiiHuii nepiod, abo sik pesynbTar
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373.
TAHIC

PO3YBACTA

TabneTku, BKPUTI
NNiBKOBOIO

BO 3

ToBapuct

YkpaiHa

ToBapucTso 3

YKpaiHa

OL|iHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BifNOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHMM YNOBHOBAXKEHNM OPraHom).

3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro

3aCTOCYBaHHSA NikapcbKoro 3acoby y posainm
"Ocob6nmBocTi 3acTocyBaHHsA", "MobiuHI peakwii
BiAMOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekun gjtoyoi
peyoBunHW. BBEAEHHS 3MiH NPOTAroM 3-X MicsLiB nmicns
3aTBEPAKEHHS.

374. | PO3YBACTA

TUHIC

060/10HKO10, Mo 20
mr; no 10 TabneTok
y 6nicTepi; no 3

6nictepu y nauui

TabneTkn, BKPUTI
NNiBKOBOK

10
JNIbHICTO

M"

ToBapuct
BO 3

[0AaTKOBO
Bignosiga

"IHTEPXI

YkpaiHa

[0AaTKOBOIO
BiANOBIAALHICTIO
"IHTEPXIM"

ToBapucTso 3
[04aTKOBOK

Ykpaina

BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
AN MeAMYHOro 3acToCyBaHHS Ha NiAcTasi perynspHo
OHOBJIOBAHOrO 3BiTY 3 6Ge3nekn Nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acToCyBaHHSA NiKkapCbKoro
3acoby B nic/isipeecTpaviiiHmii nepiod, abo sik pesynbTaT
OLjiHKM 3BITY 3 AOCIMKEHb, NPOBEAEHUX BiANOBIAHO A0
nnaHy negiatpuyHmx gocnigpxes (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM OPraHoMm).
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acToCyBaHHS NiKapCbKoro 3acoby y po3aim
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iYHI peakwii”
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekun Ajtoyoi
peyoBuHW. BBeAEeHHSA 3MiH NpoTarom 3-x MicauiB nicns
3aTBEPAKEHHS.

3a

peyenmom

He
nionsieae

UA/15855/01/03

375. | PO3YBACTA

TUH-

060/10HKO10, 10 40
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y nauui

TabneTku, BKPUTI
NiBKOBOO

[04aTKOBO

10

Bignosiga

NbHICTO

"IHTEPXI
M

MpAT
"papmaue

YkpaiHa

BiANOBIAAILHICTIO
"IHTEPXIM"

MpAT

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiinHmx MmaTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/epekTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
AN MeAMYHOro 3acToCyBaHHS Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo
pocnipkeHb 3 6e3neky 3acToCyBaHHS NMikapCbKOro
3acoby B nic/isipeecTpaviiiHmii nepiod, abo sk pesynbrar
OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BIANOBIAHO A0
nnaHy negiatpuuHnx gocnigxeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBEXKEHNM OPraHoM).
3MiHV BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro

3acToCyBaHHS Nikapcbkoro 3acoby y po3aim
"Ocob6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakwi
BiANOBIAHO 4,0 OHOB/EHOT iH(popMaLLii 3 6e3neku aitoyol
peyoBuHW. BBeAEHHSA 3MiH NpoTArom 3-x Micauis nicns
3aTBEPAKEHHS.

3a

peyerimom

He
nionsiecae

UA/15855/01/04

JAPHULA

060/10HKo10, Mo 10
mr; no 10 TabneTok

BTUYHA
ipma

Y KOHTYpHI#A

"JapHuus”

"®apmaueBTnyHa
hipma "OapHuus”

BHECEHHS 3MiH [0 peecTpavyjiiiHnux maTtepianis: 3MiHu |
TMny - 3MiHKn 3 AkocTi. CepTudikaT BignoigHocTi/IE-
cepTudikaT BignoBigHOCTI EBponeiichkiii

thapmakonei/MoHorpadii. 3MiHu, Nos'a3aHi 3

3a
peyenmom

HeOoOXifHICTIO MPUBEAEHHS Y BigMNoBIgHICTb A0

UA/18441/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
YapyHKOBIli MoHorpadii 4PY abo €sponeiicbkoi thapmakonei, abo
ynakosLi; no 3 a6o 9 iHLWOT HaujioHasbHOT hapmakonei gepxasn €C (iHLWi
KOHTYPHUX 3MiHM) NnpuBeaeHHs po3ginis 3.2.P.4.1. Cneundikauis ta
YapyHKOBUX 3.2.P.4.2. AHa/liTUYHI METOAMKM A0 BUMOT Aito4oi
ynakoBOK B navi pepakuii MmoHorpadii EP «Magnesium stearate» Ta JdY
3a nokasHukamu "KncnoTHicTb abo nyxHictb", "KinbkicHe
BM3HaYeHHs", "lgeHTudikauis"”
376. | PO3YBACTA | Tabnetku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18441/01/02
TUH- NAiBKOBOO "dapmaue "papmMaueBTUYHa TMny - 3MiHK 3 axkocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
AAPHNUA o60ooHKoto, no 20 BTUYHA thipma "AapHuus” cepTudikaT BigNoBigHOCTI EBpoNeNiChKii
mr; no 10 TabneTok hipma hapmakonei/MmoHorpadii. 3miHu, NoB'A3aHi 3
Y KOHTYpHIl "AapHnus” HeOoOXiJHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
YapyHKOBIli MoHorpadii 4PY abo €sponelicbkoi thapmakonei, abo
ynakosLi; no 3 a6o 9 IHLWOT HauioHaibHOT thapmakonei aepxasun €C (iHLWi
KOHTYPHUX 3MiHM) NnpuBeaeHHs po3ginis 3.2.P.4.1. Cneuundikauis ta
YapyHKOBUX 3.2.P.4.2. AHa/iTUYHI METOAMKM A0 BUMOT Aitouoi
ynakoBOK B naui pegfakuii MmoHorpadii EP «Magnesium stearate» Ta JdY
3a nokasHukamm "KucnoTHicTb abo nyxHicTb", "KinbkicHe
BM3HAYeHHs", "lgeHTndikauis"”
377. | PO3YBACTA | Tabnetku, BKpUTI TOB YkpaiHa TeBa ®apma Icnanis BHECEHHS 3MiH [0 peecTpavyiiiHnux maTtepianis: 3MiHu | 3a He UA/19505/01/01
TUH-TEBA NNiBKOBOIO «TeBa C.Yy. MMy - 3MiHKU 3 AKOCTI. FTOTOBWIA NiKAPCLKWIA 3aCi6. 3MiHK peyenmom nionseae
060/10HKOI0, MO 5 Mr; | YkpaiHa» y BUPOOHWLTBI. 3MiHN Y NpoLieci BUPOGHULTBA rOTOBOrO

no 10 tabnetok y
6nicTepi; no 3
6nictepu y
KapTOHHIA Kopoo6Li

NiKapcbKoro 3aco6y, BKIOUAKUN NPOMKHUIA NPOAYKT,
LLIO 3aCTOCOBYETLCS NPV BUPOOHULITBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci

BMPOGHMLTBA) 3MiHA NOAAETLCA Y 3B'A3KY i3
AoJaBaHHAM MOX/IMBOCTI 6aratopa3oBoro HaHECEHHS
MOKPUTTSA Ta 3MIHOIO LLUBWAKOCTI PO3MUIEHHSA Nif, Yac
HaHeceHHs NokpuTTA 3 25-600 r/xB/po3nuntoBay fo 200-
600 mMn/xB. Tako BHECEHO peAakuiiHi 3MiHN [0
po3ginis 3.2.P.1 - 3.2.P.3.4: - lNocunaHHa Ha cTaHdapTy
akocTi A®l 3miHeHo 3 "In house" Ha "Ph. Eur"/"current Ph
Eur", ockinbkn Po3yBacTaTuH KasibLiito €
dhapmakoneliHoto cybcTaHLuiet. - BuganeHo nocunaHHA
Ha KOMepLiiliHi TOProBi Ha3BU AEsSKNX AOMOMIKHUX

PEYOBUH Yepes BTpaTy akTyaslbHOCTI, 3 BiANOBIAHMMU

3MiHamu B po3gin 3.2.P.1. Onwuc i cknag, nikapcbKoro
3aco6y. Ta BignosigHMMK 3MiHaMKn B po3ain «Cknag»
MKSA N3 woao 3MiH1 Ha3Bu AONOMDKHOT PEYOBUHY:
3aTBEpPKEHO: «Lie/io103a MiKpOKpUCTasTivuHa»,
3anponoHOBaHO: «Lentono3a MikpokpuctaniyHa (Tvn
102)». - OHOB/IEHO BUPOOHNYY CXeMy Ta Onnc KOHTPOSIO
KpUTUYHWX CcTagiii: napameTpu "Po3mipu” Ta
"OpfHOPIAHICTL MacK" BKIKOYEHO 3 METO rapMoHi3aLlii 3
po3sginom 3.2.P.3.3. Onuc BMpOo6HMYOro npouecy Ta
KOHTpO/I0 npouecy; MNapameTp "CepegHsa Bara”
nepeiimeHoBaHo Ha "CepefHsi maca", NocunaHHs Ha
Bary 3amiHeHo Ha Macy A/ rapMoHisauii Liei
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

iHhopMmawii B ycix yacTnHax gocbe. MapameTp
"OpHopIAHICTL BMICTY" 3aMiHEHO Ha "OHOPIAHICTb
[,030BaHVX OANHULL PO3paxyHKOBO-BaroBMM MeTogom"
BIANOBIAHO A0 3aTBEpAKeHoro posainy 3.2.P.5.1.
CreundikaLis. B caMux metogax KOHTPO/O 3MiH He
Bifbynocs. - 3 onucy BUPOOHNYOro NpoLiecy BUyHEHO
HaCTyMHy HeaKTyasibHy iHhopmauito: "lMicna npecyBaHHsS
Ha TabneTkn 6e3 06010HKN HAHOCATbL NOKPUTTA" Ta
"MakcumanbHuii TepMiH NpUAATHOCTI TabneTok, BKPUTKX
o6onoHkoto in bulk go dhacyBaHHSI B ynakoBKy CTaHOBUTb
120 gHiB npu 36epiraHHi Npu Temneparypi Hmwkye 25°C
Ta BONOrocTi He Ginblie 55 % BB", OCKiINbKM TaBNETKN,
BKPUTi 060/10HKOH0 in bulk chacytoTb 6e3nocepeiHbo B
KiHLIeBY yrnakoBKy. 3MiHU BHeceHi y po3ain "Cknag”
(AONOMDKHI PeYOBUHW) B IHCTPYKLiIO 415 MeAUYHOrO
3aCTOCyBaHHS Nikapcbkoro 3acoby. BBeeHHs 3MiH
NproTAaroM 6-Tu micAuiB nicnsa 3aTBepXXeHHs. 3MiHu |
TMny - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3MiHa abo AoJaBaHHs LWTamMiB, MOTOBLLEHb
ab0 iHWKX MapKyBaHb, YK/lo4auy 3aMiHy abo
[ofaBaHHA hapb Ans MapKyBaHHS NiKapcbKoro 3acoby
(3miHa WwTamniB, NOTOBLLEHb ab0 iHLWMX MapKyBaHb)
[ofaBaHHA MapKyBaHHS (TUCHEHHS) Ha TabneTtku /13, 3
BiJNOBIAHMMM 3MiHAMU 3a NOKA3HUKOM «30BHILLHil
BUrnag» B Cneundikauii Ha BUNYyCK Ta TEPMIH
npugatHocti MKA N13. 3MiHW BHeceHi y po3ain "OCHOBHI
Pi3nNKO-XiMiYHI BNAaCTUBOCTI" B iIHCTPYKLitO ANns
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBEHUX Y
cneumdikauisx, nig yac BUPOOHNLTBA rOTOBOrO
nNiKapcbKoro 3acoby (BWTyYEHHSI HECYTTEBOTO
BMNPOOYBaHHA B NPOLLECi BUPOGHULTBA) BUSTYHYEHHS
HecyTTEBOro BUNpobyBaHHA «BMicT Bogu» (MeToq
Kapna ®iwepa) B roTosili Cymilli B npoL,eci
BMpo6HUUTBA /13, 3 BIANOBIAHUMW 3MiHAMY B PO3L4iNn
3.2.P.3.4. KOHTPO/b KPUTUYHKX CTagil i NPOMIXHOI
npoaykuii. 3miHu | Tuny - 3miHu 3 AkocTi. [oToBWIA
nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa po3mipy
cepii (BKIOYaOUM gianasoH po3mipy cepii) roToBoro
nikapcbKkoro 3acoby (36inbweHHs fo 10 pasiB NnopiBHSAHO
i3 3aTBEPAKEHUM PO3MIPOM) 36iNbLUEHHA BEPXHLOI MeXi
po3mipy cepii Ao 505,75 kr (3aTBepaXeHuii po3mip cepii
252,90 kr). 3aTBepaxeHo: 5 mg 12,28 kg to 252,90
kg=170,000 to 3,500,000 tablets 10 mg 15,90 kg to
252,90 kg=110,000 to 1,750,000 tablets 20 mg 34,68 kg
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
to 252,90 kg=120,000 to 875,000 tablets.
3anponoHoBaHo: 5 mg 12,28 kg to 505,75 kg=170,000 to
7,000,000 tablets 10 mg 15,90 kg to 505,75 kg=110,000
to 3,500,000 tablets 20 mg 34,68 kg to 505,75
kg=120,000 to 1,750,000 tablets
378. | PO3YBACTA | Tabnetku, BKpUTI TOB YkpaiHa TeBa d®apma Icnanis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a He UA/19505/01/02
TUH-TEBA NAiBKOBOO «TeBa C.J.Y. TUMy - 3MiHM 3 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN peyenmom | nionsizae
060/10HKO10, 1Mo 10 YkpaiHa» Yy BUPOGHULTBI. 3MiHM Y npoueci BUPOOHULITBA FOTOBOIO

mr, no 10 TabneTtok
y 6nicTepi; no 3
6nictepn y
KapTOHHI Kopoo6Li

NiKapcbKoro 3acoby, BKAOUaUM NPOMKHWIA NPOAYKT,
LL|0 3aCTOCOBYETHCSA NPU BUPOOHULTBI FOTOBOTO
niKapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci

BMPOGHMLTBA) 3MiHa NOAAETLCS Y 3B'A3KY i3
JofaBaHHAM MOX/IMBOCTI 6aratopa3oBoro HaHeCeHHS
MOKPUTTS Ta 3MIHOI LUBUAKOCTI PO3MUIEHHA Mig, Yac
HaHeceHHs nokpuTTA 3 25-600 r/xB/po3nutoBay go 200-
600 mMn/xB. TakoX BHECEHO peAakuiiHi 3MiHN f0
po3ginis 3.2.P.1 - 3.2.P.3.4: - MNocunaHHsa Ha cTaHdapTy
akocTi A®I 3miHeHo 3 "In house" Ha "Ph. Eur"/"current Ph
Eur", ockinbkn Po3yBacTaTuH KasbLiito €
thapmakoneiiHo cybcTaHLjieto. - BuaaneHo nocmnaHHs
Ha KOMepLi/iHi TOProsi Ha3BU AeAKUX AOMNOMIKHUX

PeyoBWH Yepe3 BTpaTy aKkTyaslbHOCTI, 3 BifNOBIgHUMM

3MiHamu B po3gin 3.2.P.1. Onwuc i cknag nikapcbkoro
3acoby. Ta BignosigHUMY 3MiHaMuK B po3gin «Cknag»
MK N3 woao 3MiHM Ha3BU AONOMDKHOT PEHOBUHY:
3aTBEPKEHO: «Lie/1H0103a MIKPOKpUCTasTivuHa»,
3anponoHOBaHO: «Le103a MikpokpucTastiyHa (Tun
102)». - OHOB/IEHO BUPOOHNYY CXeMy Ta ONnC KOHTPOSTHO
KPUTUYHMX CTagiii: napameTpu "Po3mipun” Ta
"OpfHOPIHICTL MacK" BK/IOYEHO 3 METO rapMoHi3auii 3
po3ginom 3.2.P.3.3. Onnc BMpPO6HMYOro npouecy Ta
KOHTpoOsto npouecy; MapameTtp "CepeaHa Bara”
nepeiMeHoBaHo Ha "CepefHsl Maca”, NocuaaHHa Ha
Bary 3amiHeHO Ha Macy A/15 rapMoHi3auii Ljiei
iHhopMawLii B yCix YacTuHax focke. MNapameTp
"OAHOPIAHICTb BMICTY" 3aMiHEHO Ha "OfHOpPIAHICTb
[1030BaHNX OAVHWLb PO3paxyHKOBO-BarosM mMeTogom"
BIANOBIAHO [0 3aTBEpXeHoro posgainy 3.2.P.5.1.
Creuundgikanis. B cammx metogax KOHTPO/IHO 3MiH He
BiAbynocs. - 3 onvcy BUPOBHUYOro NpoLecy BUyYEHO
HaCTynHy HeakTyasbHy iHdhopMaLito: "Ticnsa npecyBaHHsS
Ha TabneTkn 6e3 060/10HKM HAHOCSATL NOKPUTTS" Ta
"MakcumanbHuili TepMiH MPUAATHOCTI TabneTokK, BKPUTMX
060/10HKOM0 in bulk 10 hacyBaHHs B ynakoBKy CTAHOBUTb

120 gHis npu 36epiraHHi Npu Temneparypi Hmkye 25°C

Ta BOMOrocTi He binblue 55 % BB", OCKiNbk1 TabneTku,

BKpUTI 06010HKOH0 in bulk chacytoTb 6e3nocepeHL0 B

KIHLEBY ynakoBKy. 3MiHM BHeceHi y po3gin "Cknag"
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(BONOMDKHI PEYOBMHW) B IHCTPYKLiIO 415 MeANYHOTO
3acTocyBaHHSA NikapcbKoro 3acoby. BeeeHHs 3MiH
NProTarom 6-Tu micsALiB NicnNsA 3aTBepAKEHHS. 3MiHu |
TUny - 3MiHM 3 AKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. Onuc
Ta cknaj. 3MiHa abo gofaBaHHs LWTamriB, NOTOBLLEHb
ab0 iHWKX MapKyBaHb, ykoyaouy 3aMiHy abo
fopasaHHA dhapb 4518 MapKyBaHHSA fiKapcbKoro 3acoby
(3miHa WTamMnis, NOTOBLLEHb ab0 IHLINX MapKyBaHb)
[ofaBaHHA MapkyBaHHS (TMCHEHHS) Ha TabneTku /13, 3
BiAMNOBIAHMMMN 3MiHAMW 32 NMOKA3HNKOM «30BHiLLHIl
BUrNsa» B Cneundikadii Ha BUMYCK Ta TepMiH
npugatHocTi MKA N13. 3MiHu BHeceHi y po3gin "OCHOBHI
hi3MKO-XiMiYHI BMAcTMBOCTI" B IHCTPYKLit0 ANs
MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-Tv MicALUiB nicns
3aTBepMKEHHS. 3MiHKM | TMNy - 3MiHW 3 AKOCTI. F0TOBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BUNpobyBaHb abo AOMYCTUMUX MEX, BCTAHOBMEHUX Y
cneumdikauisix, nig yac BUPOOHNLTBA rOTOBOrO
nikapcbKoro 3acoby (BWU/TyYEHHS HECYTTEBOIO
BMNPOBYBaHHA B NPOLIECI BUPOGHULTBA) BUTYYEHHS
HecyTTeBOro BUNpobyBaHHA «BmicT Bogu» (MeToq
Kapna ®iwepa) B roTosili cymilli B npoLeci
BMpO6HUMLTBA /13, 3 BiANOBIAHMMN 3MiHAMW B PO34i/
3.2.P.3.4. KOHTPO/Ib KPUTUYHUX CTagili i MPOMIXHOT
npoaykuii. 3mMiHu | Tuny - 3mMiHK 3 AkocTi. FoTOBWMIA
NiKapcbknii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa po3mipy
cepii (BKIHOYaOUM diana3oH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36isbleHHs fo 10 pasiB NopiBHSAHO
i3 3aTBEpPAKEHNM PO3MIPOM) 36i/bLIEHHS BEPXHBLOT MEXi
po3wmipy cepii fo 505,75 kr (3aTBepakeHunii po3mip cepii
252,90 «kr). 3atBepaxeHo: 5 mg 12,28 kg to 252,90
kg=170,000 to 3,500,000 tablets 10 mg 15,90 kg to
252,90 kg=110,000 to 1,750,000 tablets 20 mg 34,68 kg
to 252,90 kg=120,000 to 875,000 tablets.
3anponoHoBaHo: 5 mg 12,28 kg to 505,75 kg=170,000 to
7,000,000 tablets 10 mg 15,90 kg to 505,75 kg=110,000
to 3,500,000 tablets 20 mg 34,68 kg to 505,75
kg=120,000 to 1,750,000 tablets

379.

PO3YBACTA
TUH-TEBA

TabneTku, BKPUTI
NNiBKOBOIO
o60noHkKoto, no 20
Mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHIA KopooLi

TOB
«TeBa
YkpaiHa»

YkpaiHa

TeBa dPapma
C.JY.

IcnaHis

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu |
TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUPOGHMLTBI. 3MiHM y NpOLeCi BUPOBGHMLTBA rOTOBOIO

NiKapCcbKoro 3acoby, BKIOUaUM NPOMDKHUIA NPOAYKT,

LL|0 3aCTOCOBYETHCS NPU BUPOGHULTBI FOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) 3MiHa NOAAETLCS Y 3B'SA3KY i3
[ofaBaHHAM MOX/IMBOCTI 6aratopa3oBoro HaHeCeHHs
NOKPUTTS Ta 3MIHOK LUBMAKOCTI PO3MUAEHHS Mif Yyac

3a
peyenmom

He
nionsieae

UA/19505/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

HaHeceHHs1 NokpuTTa 3 25-600 r/xs/po3nunoBay fo 200-
600 mMn/xB. Takox BHECEHO pefakUiiiHi 3MiHN [0
po3ginis 3.2.P.1 - 3.2.P.3.4: - [locunaHHA Ha cTaHAapTu
AakocTi A®I 3miHeHo 3 "In house" Ha "Ph. Eur"/"current Ph
Eur", ockinbkvu Po3yBacTaTuH KasibLiito €
thapmakoneiiHol cybcTaHLjiero. - BuaaneHo nocmnaHHs
Ha KOMepLiiliHi TOProBi Ha3BU AeSKNX AOMOMIKHUX
PeyoBWH Yepes BTpaTy akTyaslbHOCTI, 3 BifNOBIigHUMM
3MiHamu B po3gin 3.2.P.1. Onuc i cknag, nikapcbkoro
3aco6y. Ta BignoBigHUMY 3MiHaMK B po3ain «Cknag»
MKSA N3 wo40 3MiHM Ha3BU AONOMDKHOT PEYOBUHMU:
3aTBEPAKEHO: «Lie/1H0103a MIKPOKpUCTasTIvHa»,
3anponoHOBaHO: «Les103a MikpokpucTastivHa (Tun
102)». - OHOBNEHO BUPOBHNYY CXeMy Ta ONUC KOHTPOSIO
KPUTWUYHMX CTagjii: napameTpmn "Po3mipn” Ta
"OAHOPIgHICTb MacK" BK/TKOYEHO 3 METOK rapMOHi3auii 3
po3ginom 3.2.P.3.3. Onuc BUpo6HUYOro npouecy Ta
KOHTpOsIt0 npouecy; MapameTp "CepeaHa Bara"
nepeimeHoBaHo Ha "CepefHs maca", nocunaHHs Ha
Bary 3aMiHeHO Ha Macy [i/15 rapmoHi3auii Liel
iHbopMaLii B yCix YacTMHax focke. MNapameTtp
"OAHOPIAHICTb BMICTY" 3aMiHEHO Ha "OfHOpIAHICTb
[1030BaHVX OAVHWL PO3paxyHKOBO-BarosyM MeTogom"
BIANOBIAHO [0 3aTBEpAXeHOro posainy 3.2.P.5.1.
Cneuyudikauisi. B camnx Metogax KOHTPOSIO 3MiH He
Bifoynocs. - 3 onmcy BUPOBHNYOro NpoLecy BUTyYEHO
HacTynHy HeakTyasbHY iHdhopmadito: "lMicna npecysaHHs
Ha TabneTkn 6e3 060/10HKN HAHOCSATb MOKPUTTA" Ta
"MakcumanbHuii TepMiH NPUAATHOCTI TabneTok, BKPUTUX
06010HKOH0 in bulk fo hacyBaHHs B ynakoBKy CTAHOBUTb
120 gHiB npu 36epiraHHi Npu Temneparypi Hwkye 25°C
Ta BOMOrocTi He binblue 55 % BB", OCKiNbk1 TabneTku,
BKpUTI 060/10HKOH0 in bulk chacytoTb 6e3nocepeiHb0 B
KIHL,EBY yMakoBKy. 3MiHM BHeceHi y po3gin "Cknag"
(4ONOMXHI pe4yOoBUHN) B IHCTPYKLiKO AN MegUYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby. BeegeHHs 3MiH
NProTaroMm 6-Tv MicsLiB NicNs 3aTBepAKEHHS. 3MiHu |
Tuny - 3MiHM 3 AKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. Onuc
Ta cknaj. 3miHa abo gofaBaHHA LWTammiB, NOTOBLLEHb
ab0 iHWKX MapKyBaHb, yK/o4auy 3aMmiHy abo
[ofaBaHHA hapb Ana MapKyBaHHA NiKapcbkoro 3acoby
(3MiHa WwTamnis, NOTOBLLEHb ab0 iHLWMX MapKyBaHb)
[04aBaHHA MapKyBaHHS (TMCHEHHS) Ha TabneTku N13, 3
BiANOBIAHMMY 3MiHAMI 3@ NOKA3HUKOM «3O0BHILLHiIi
Burnag» B Cneuudikadii Ha BUNYyCK Ta TEPMIH
npugatHocTi MKA 13. 3miHu BHeceHi y po3gin "OCHOBHI
Pi3nKOo-XiMi4Hi BNaCTUBOCTI" B iIHCTPYKLtO ANns
MeZIMYHOTO 3aCTOCYBaHHA NiKapCbKoro 3acoby.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUPOGHNULTBA rOTOBOrO
NiKapcbKoro 3acoby (BUyYEHHS HECYTTEBOTO
BMNPOOYBaHHA B NPOLIECi BUPOGHWLTBA) BUTYHYEHHS
HecyTTeBOro BUNpobyBaHHA «BMicT Bogu» (meTof
Kapna ®iwepa) B roTosiii cymiLli B npoveci
BMpO6HMLTBA /13, 3 BiAMNOBIgHVMMU 3MiHAMW B PO34i/
3.2.P.3.4. KOHTPO/Ib KPUTUYHUX CTagili i TPOMiXHOT
npoayKuii. 3mMiHu | Tuny - 3MiHW 3 SIKOCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHN Y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKIOYaOuK gianasoH po3mipy cepii) rotoBoro
nikapcbKkoro 3acoby (36inbweHHs fo 10 pasis NopiBHAHO
i3 3aTBEpPAKEHVM PO3MIPOM) 36i/TbLIEHHS BEPXHBOT MEeXi
po3wmipy cepii fo 505,75 kr (3aTBEpKEHW po3mip cepii
252,90 kr). 3aTBEpaKeHo: 5 mg 12,28 kg to 252,90
kg=170,000 to 3,500,000 tablets 10 mg 15,90 kg to
252,90 kg=110,000 to 1,750,000 tablets 20 mg 34,68 kg
to 252,90 kg=120,000 to 875,000 tablets.
3anponoHoBaHo: 5 mg 12,28 kg to 505,75 kg=170,000 to
7,000,000 tablets 10 mg 15,90 kg to 505,75 kg=110,000
to 3,500,000 tablets 20 mg 34,68 kg to 505,75
kg=120,000 to 1,750,000 tablets

380. | POTAPUKC CyCcneHsisi opasibHa nakcoCmi Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/13060/01/01
BAKUVHA (1,5 mn/po3y) no 1 TKnsiH BputaHis Bionogxikans C.A. TUny - 3MiHK Woao 6e3nekn/ethekTVBHOCTI Ta peyenmom | nions2ae
ansa abono5 Ekcnopt thapmakoHarnagy (iHwi 3MiHn) - 3MiHWM BHECEHO 0
MPO®INTAKT nonepegHL0 Nimiteq IHCTPYKLT 418 MeAUYHOro 3aCToCyBaHHA NiKapcbkoro
KU 3an0BHEHMX 3acoby A0 po3giny "IMyHOOorivHI Ta 6ionorivHi
POTABIPYCH | opasibHUx B/1acTMBOCTI" BiANOBIAHO 40O OHOBMEHOT iHGhopMaLi 3
Ol IHOEKLIT annikatopis a6o Ty6 6e3MeKkn 3aCTOCyBaHHs MIKapCLKOro 3acoby. TepMiH
B KQpPTOHHI kopooL BBE/EHHS 3MiH NPOTAroM 6 micauis nicns

3aTBEPMAKEHHSA. 3MiHU | TUny - 3MiHW WoA0
6e3nekun/edekTBHOCTI Ta hapMakoHarnagy (iHLwi 3MiHn)
- 3MiHN BHECEHO [0 TEKCTY MapKyBaHHS MyHKTIB 8, 13,
17 BTOPUHHOT YNakoBKK Ta A0 TEKCTY MapKyBaHHA
NyHKTIB 4, 6 NEPBMHHOT YNaKOBKM /iKapCbKOro 3acoby.
TepmiH BBeAEHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPMKEHHS. 3MiHW | Tuny - AOMIHICTPaTMBHI 3MiHN.
3MiHa Ha3BU iKapcbKOro 3acoby - 3miHa Ha3Bwu
nikapcbKoro 3acoby. TepMiH BBEAEHHSA 3MiH NPOTAroM 6
MicsAuiB nicns 3aTBepaKeHHs. 3MiHu || Tuny - 3MiHN
oo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsay.
3MiHM Y KOPOTKIil XapakTepucTuL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,i 415 MeauyHoro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMUW AaHUMK 3 SIKOCTI,
OOKNIHIYHUMM, KNIHIYHAMW JaHUMW Ta AaHnMK 3
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

381.

PYMNMA®IH

Tabnetku no 10 mr;

3eHTiBa,

Yecbka

thapmakoHarnsgy - 3MiHM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOoCyBaHHA ikapCbKoro 3acoby Ao
po3ainis "IMyHOM0rivHi Ta 6ion0rivyHi BAacTnBOCTI",
"MpoTunoka3aHHs", "B3aeMogis 3 iHLUMMY NiKapCbKUMKn
3acobamu i iHWi BuAay B3aemogiin”, "OcobmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3n",
"Mo6iyHi peakuii" BIiANOBIAHO A0 MaTepianis
peecTpaLiiiHoro Aocke. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsuiB nicns 3aTBEPAKEHHS.

nocsBi0OYeHHs

382.

CAKOPJ H

no 10 tabneTtok y
6nictepi; no 1, 3 abo
5 6nicTepis B

KapTOHHIA Kopoo6Li

TabneTku, BKPUTI

K.C.

MPODAP

Pecny6nik
a

MasibTa

HOYKOP XEJC,
C.A.

IcnaHis

BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHun go
y3araslbHeHUX JaHux nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cucTeMy
hapmakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0c0obU 3 chapMakoHarnfgy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarisay B YKpaiHi, AKLWO BoHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0CcO6WU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHI macTep-thaiina
cmcTeMu dhapmakoHarnsgy). 3miHa KOHTakTHOI 0co6u
3asBHVIKa, Bi4NOBIAA/IbHOT 3a hapMakoHarnsag, B YkpaiHi.
[itoua pepaxuis: Amepi biona [xecci. NponoHoBaHa
pepakuisi: CaBueHko AmuTpo CepriioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNMKa,
BiANOBiAaNbHOI 3a (hapmakoHarnsg B YKpaiHi.

3a
peyenmom

UA/18949/01/01

383.

CAKOPJ H

NNiBKOBOIO
o6osoHkoto, 160
mr/12,5 mr no 10
Tabnetok y 6nictepi,
no 3 6nictepu B
KapTOHHIN navui

MA
IHTepHeLw
HA
TpeliguHr
Nimiten

BankaHdapma-

AynHnua Al

Bonrapis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acTOoCyBaHHS Ha NiAcTasi perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6Ge3neKkn Nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
3aco6y B nic/isipeecTpaviiinmii nepiod, abo sik pesynbTaTt
OL|iHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BiANOBIAHO A0
nnaxy negiatpuyHux gocnigpkerb (PIP) (3miHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom)
3MiHU BHeCeHi A0 IHCTPYKLUIT 418 MeanYHOro
3aCTOCyBaHHSA fikapcbKkoro 3acoby Ao po3ainy
"Ocob6nmBocTi 3acTocyBaHHA", "MobiYHI peakuii” Wono
6e3nekn 3acTocyBaHHs fjit040i peyoBUHN
rigpoxsaopoTiasngy

3a
peyenmom

He
nionsieae

UA/13499/01/01

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, 80
mr/12,5 mr no 10

MPO®AP
MA
IHTepHeLw
HN

TabneTtok y bricrepi,

TpengnHr

ManbTa

BankaHthapwva-
Aynnnua ALl

Bonrapis

BHECEHHS 3MiH [0 peecTpavyjiiiHnux maTtepianis: 3MiHu |
MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTKilii XxapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLT

[Nst MEAMYHOTO 3aCTOCYBAHHS Ha NiACTaBi perynsipHo

3a
peyenmom

He
nionseae

UA/13498/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
no 3 6nictepu B Nimiten OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro 3acoby, abo
KapTOHHII navui pocnigpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
3aco6y B nicnsipeecTpaviiiHnii nepiod, abo sik pesynbTtar
OL|iHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BigNOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM YNOBHOBAXKEHUM OpraHom)
3MiHU BHECeHi A0 IHCTPYKUIT 4718 MeANYHOro
3aCTOCyBaHHSA fikapcbkoro 3acoby Ao po3ainy
"Ocob6nmBocTi 3acTocyBaHHA", "Mo6iuHi peakuii" Wwoao
6e3nekn 3acToCyBaHHA [il0401 PeYOBUHN
rigpoxnoportiasngy
384. | CAJIO®ANbK | cynosuTopii [Op. ®anbk | HimeuuuH BignosiganbHuii HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | 3a UA/3745/03/02
pekTasnbHi no 500 dapma a 3a BUMNYCK cepiit LLiBefiuapis Tuny - 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y peyenmom
Mmr; no 5 6X KiHLLeBOro MeTofax BunpobysaHHsa APl abo BuxigHoro
CynosuTopiie y npoaykrty: Ap. marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
CTpuni; No 2 cTpunm danbk dapma BMKOPUCTOBYETLCA Y npoLeci BUpobHuutea A®| (iHwwi
B KOpPOO6Li 3 KAPTOHY 'M6X, HimeuuunHa; 3MiHM Y MeToAax BUNPoOyBaHHA (BK1HOHAOUN 3aMiHy
BupobHuk a60 fonoBHeHHs) APl abo BMXigHOrO/MPOMIDKHOTO
[[,030BaHoi hopmu, npoaykTy) 3amiHa aHas/TiTU4HOTO METOAY BU3HAYEHHS
nepBuHHe Ta pO3Mipy 4acToK AN Ail040i PEHOBUHM MecanasuHy
BTOPVHHE BMpo6Huka APl PharmaZell y 38'A3ky 3 foAaBaHHAM
nakyBaHHs Ta a/lbTepHaTUBHOI Sla3epHOl cucTemmn
KOHTPO/b SKOCTI:
KopaeH ®apma
®pibypr AT,
LiBaiiHizepnaccyH
r ETTiHreH,
LLiBefiuapis; SlozaH
dapma M'v6X,
HimeuunHa,;
Brpo6HWKK,
BiAnoBifAasbHI 3a
KOHTPO/b AKOCTI:
NosaH dapma
'M6X, HimeuuunHa,;
KopaeH ®apma
®pibypr CA,
LLiBeiiuapis;
Bioeksam Al,
LLiBefiuapis;
HaykoBo-
O0CAigHWIA
IHCTUTYT
Xennenep Mv6X,
HimeyunHa
385. | CAJTIODPA/bK | cynosutopii Op. ®anbk | HimeyunH BignosiganbHuii HimeyunHa/ BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/3745/03/01
pekTanbHi no 250 dapma a 3a BUMNYCK cepiit LLiBeiiuapis TMny - 3MiHK 3 AkocTi. APl KoHTponb APL. 3miHa y peyenmom
Mr; no 5 rmM6X KiHL,EBOro MeTodax BunpobysaHHs A®l abo BuxigHoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
CynosuTopiie y npoaykrty: Ap. marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
cTpuni; No 2 cTpunu danbk Papma BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa A®I (iHLWi
B KOPOOGLIi 3 KapTOHY vM6X, HimeuunHa; 3MiHV Yy MeTofax BUNpobyBaHHS (BKNoYaouy 3aMiHy
Brpo6HMK abo gonoBHeHHs)) A®| abo BUXiZHOro/MPOMIXKHOTO
[,030BaHoi dhopmu, npoaykTy) 3amiHa aHaiTU4HOro MeToAy BU3HAUYEHHS
nepBuHHe Ta PO3Mipy 4YacToK A/19 Ail040i pEHOBUHM MecanasnHy
BTOPUHHE BMpo6Huka APl PharmaZell y 38'A3ky 3 foAaBaHHAM
nakyBaHHs Ta a/lbTepHaTUBHOI Nla3epHOl cucTemmn
KOHTPO/b AKOCTI:
KopaeH ®apma
dpibypr AT,
LiBaiiHigepnaccyH
r ETTiHren,
LLiBeiiuapis; JlozaH
dapma 'v6X,
HimeyumnHa;
Bupo6Huku,
BiANOBIAa/bHI 3a
KOHTPO/b IKOCTI:
NosaH ®apma
'm6X, HimeuunHa;
KopaeH ®apma
®pibypr CA,
Lseliuapis;
Bioeksam AT,
LLiBeiiuapis;
HaykoBo-
[ocnigHnii
iHCTUTYT
Xennenep Mv6X,
HimeyunHa
386. | CAHOOCTAT | nopoluok ans HosapTic LLiBeiiuapi BTopuHHe Lseiiuapis/ BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a UA/1537/02/02
NH® NAP cycnensii gns dapma Al a nakyBaHHs, Bunyck | Higepnangu TUny - 3MiHu 3 akocTi. A®|. BupobHuuTBO. 3MiHN B peyenmom
iH'ekyjn no 20 mr; 1 cepil roToBoro / npoteci BUpo6HuuTea Ad| (He3HayHa 3MiHa y NpoLeci
hN1akoH 3 NOPOLLUKOM NPOAYKTY: ABCTpIs BUpo6HMLTBa ADI) - HesHauyHa 3MiHa y npoveci
y BUrnsagi HosaprTic ®apma BMPOGHMLUTBA ADI, a came 3MiHa po3mipy hinbTpa nicns
Mikpocdhep y LLTelH AT, cTagii IPC-11 3 0,2 mkm g0 0,45 MKM (OCKiNIbKM Ha
KOMNNekTi 3 Lseliuapis; HaCTYMHi cTagii BUKOPUCTOBYETLCA AN151 OUULLLEHHS
PO3UYMHHUKOM Brpo6HMLTBO, HEeoUULLEHOro po3ynHy inbTp 0,22 MkM); 3MiHK | Tuny -
(Hatpito KOHTPO/b AKOCTI, 3MiHu 3 sKkocTi. A®I. Bupo6HMLTBO. 3MiHM B MpoLECi
Kapmenosy/Hatpito nepBuHHe BMpOoOHULTBa AP| (He3HAYHa 3MiHa Y npoLeci
KapbokcumeTuauen nakyBaHHs BMPOGHMLUTBA ADI) - He3HauyHa 3MiHa y npoueci
10103y, MaHiT (E pO34YMHHMKA Ta BMPOGHMLTBA ADI, @ came 3MiHU KOHTPOJIIO B MPOLECI
421), Bogy ons aNlbTepHaTUBHWIA BMPOGHULITBA 3 KOHTPOJTH (PpaKLiiiHUX po3MipiB Big 4-40
IH'EKUN, BMPOBHMK ANns n o 1-80 n.; 3minm | Tvny - 3miHu 3 sKocTi. API.
nosnokcamep 188) no BTOPWHHOIO Brpo6HMLTBO. 3MiHM B npoLeci BupobHuutea A®I
2 MmNy nonepeaHbO nakyBaHHs (He3HayHa 3MiHa y npoveci BupobHuuTea Adl) -
roTOBOIO HesHayHa 3miHa y npoueci BupobHuutea A®l, a came

3anoBHEHOMY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

LnNpuLi, Ta 04HO
rONKO Ta OfHMM
afanTepomM B
KapTOHHI KOpooLi

npoaykty: A66oTT
Bionompxukanc
B.B., HigepnaHaw;
Brpo6HMUTBO
Hepo3acoBaHoro
NPOAYyKTY,
KOHTPO/b SIKOCTI,
nepBuHHe
nakyBaHHs
nopoluky: CaHfo3
m6X, ABCTpis;
KOHTPO/b AKOCTI
NOPOLLIKY 3a BCiMa
napameTpamu 3a
BUK/OYEHHAM
MOEKYNAPHOT
mMacu nonimepy:
CaHpo3 'mbX,
ABcTpist

3MiHa NPOMMBAaHHSA EMHOCTE | TPY6, OTPUMaHHS
0CTaTOYHOI Bary NpoAyKTy nepepo6kn. OHOBMEHHS p.
3.2.P.3.3.4 Onuc BMpo6HULTBa; 3MiHK | TUNY - 3MiHK 3
akocTi. A®l. Bupo6bHMLUTBO. 3MiHM B MpoLeci
BMpo6HULTBA AP| (HE3HAYHA 3MiHA Y NPOLECI
BMPO6HMLUTBA ADI) - He3HauyHa 3MiHa y npoueci
BMpo6HMLUTBa A®I, OHOB/EHHS p. 3.2.P.3.3.4 onuc
BMPOGHULITBA 3aMiHa 06’eiHaHHA CUPUX opakLiii
OKpeoTMay Ta 06p0o61eHOro po3ynHy nepes, ioHHUM
06MiHOM Ha OKPeMO NPOMNYLLEHHS PO3YMHIB Yepes
KOJIOHKY 3 iOHHUM OBMIHOM; 3MiHK | TUNYy - 3MiHK 3
akocTi. A®l. BupobHuLTBO. 3MiHM B npoueci
BMpo6bHULTBa AP| (HE3HAYHA 3MiHA Y NMpoLECi
BMpo6HULUTBa API) - SMEHLLEHHA Barvi OHOB/IEHOrO
po3umHy 3 10 kr Ha 80 kr, oHOoBNeHHA p. 3.2.P.3.3.4 onuc
BMPOGHULTBA; 3MiHW | Tuny - 3MiHKW 3 AkocTi. AdI.
Bupo6HMLTBO. 3MiHW B npoLeci BUpo6bHuLTBa Ad|
(He3HayHa 3miHa y npoueci BupobHuuTea Adl) -
HesHauHa 3miHa y npoueci BupobHuytea Adl,
36i/bLLUEHHS NapTii HeoYMLLLEHOro NPoAyKTy 3 2.0-3.4 Kr
Ha 2.4 - 4.2 kr; 3MiHW | Tuny - 3MiHu 3 akocTi. Adl.
Brpo6HMLTBO. 3MiHM BMNpOGyBaHb abo AoNMyCTUMUX
MeX Yy npoueci BupobHuuTea AdI, L0 BCTAHOB/EH Y
cneuudikaisx (iHwi 3miHn) - 3miHn Bumor go IPC -15 Ta
IPC-17. 3MiHM BUHOCKM, 3a3HaveHoi go Bumor IPC -15,
IPC -16 Ta IPC-17 (3miHM BUNpO6YyBaHb ab0o f0NyCTUMUX
MeX y npoueci BupobHuutea Adl, a came mexi ans
dhocdpaty Ta HaTpito Ao niodinisayi 3anexuTb Big
KiNIbKOCTi HEOUMLLLEHOrO OKpeoTuay); 3MiHu | Tuny -
3MiHn 3 aKkocTi. A®l. Bupo6HMLTBO. 3MiHV BUNPO6YyBaHb
abo gonycTummx Mex y npoueci Bupo6bHuutea Adl, wo
BCTaHOB/EHI Y cneumdikayisx (iHLwi 3MiHK) -
BrinpaBneHHs NOMUNKK B PO3ZiNi KOHTPO/Ib B NPOLLEC
BMPOGHULITBA, @ came 3a3HayeHHs po3giny IPC 16
analyze the sample by potentiometry; 3miHun | Tuny -
3MiHn 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BVKOPVICTOBYIOTBCSA Y npovueci BupobHuutea A®| (iHwwi
3MiHK) - 3MiHW 3aTBepAKeHMX Mex crneundikadii A®I
[ns TecTy «30BHILLHIi BUTNAL NPY Bi3yaslbHOMY Ornai»
(3atBepmxeHo: White to off-white lyophilisate;
3anponoHosaHo: White to faintly yellowish whitepowder);
3MiHn | TURY - 3MiHK 3 sKocTi. APl KoHTponb A®I. 3miHa
y napameTpax cneuudikauii Ta/abo gonycTumMmnx Mex,
BM3HAYEHUX Y cneungikauisix Ha Adl, abo
BUXiAHUIA/NPOMiXHWIA NpOAYKT/pearexT, o
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BVKOPVICTOBYIOTBCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHK) - 3MiHW 3aTBepAKeHMX Mex crneundikadii A®I
ansa tecty «luTome onTuyHe obepTaHHsA npy 589HM»;
3MmiHu | TMRYy - 3miHu 3 aKocTi. A®l. KoHTponb A®l. 3miHa
y napameTtpax cneuudikaLiii Ta/abo gonycTuMmnx Mex,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiAHWI/NPOMIKHWIA NpoAyKT/peareHT, Wo
BVKOPWCTOBYIOTLCSA Y Npoveci Bupo6HuuTBa A®| (iHwwi
3MiHM) - 3MiHa y napameTpax cneundikauii Ha AdI,
BBeAEHHA TecT «MikpobionoriyHa unctoTa» BiANOBIAHO
oo sumor EP,USP, JP; 3MiHn | Tuny - 3MiHW 3 SIKOCTI.
A®I. KoHTponb A®Il. 3miHa y meTogax BUNpobyBaHHS
A®| abo BMXigHOrO MaTepiany/npPoMiXXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOOHULTBA AP| (HE3HAYHI 3MiHW Y 3aTBEPXEHNX
MeToAax BUNpoGyBaHHS) - He3HauHi 3MiHn y
3aTBepAXeHVX MeTofax BUnpobyBaHHa A®l ana T.
«lgeHTudikauia 3a 14 (KBr)» (3MiHW gianasoHy
BMMIpIOBaHHSA 3rigHo A0 BMoOr JP); 3MiHu | Tuny - 3MiHn
3 AkocTi. APl KoHTposnb A®I. 3miHa y meTogax
BuNpobyBaHHA APl abo BuXigHOro
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa ADI
(He3HauHi 3MiHM y 3aTBEPKEHUX MeTogax
BMNPOOYBaHHS) - He3HauHi 3MiHW [0 3aTBEpAKeHOT
MeTOoAMKM TecTyBaHHs Ad®| «XipasibHa uncToTa 3a MX»
(3MiHM yMOB xpomaTorpadpysaHHs); 3minu | Tuny - 3miun
3 AkocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHsA APl abo BUXigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HauHi 3MiHWN Y 3aTBEpPXEeHNX MeTofax
BMNPo6YyBaHHSA) - He3HauHi 3mMiHW [0 3aTBEpPAKEHOT
meToankm TecTyBaHHA A®| «Phosphate by ion
chromatography», a came onTumisauisa metoay
BMNPo6yBaHb; 3MiHN | TUNY - 3MiHK 3 aKoCTi. AdI.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHa AdI
abo BMXigHOro martepiany/npomiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HULTBA AP| (HE3HAYHI 3MiHM Yy 3aTBEPMKEHNX
MeToAax BUNpobyBaHHsA) - He3HauHi 3MiHM 40
3aTBEPMKEHOT MeTOAVKN TecTyBaHHA Ad| Assay of
octeotride SPPS and determination of the peptide
content and proportions of amino acids, a came
onTuMi3auis meToay BunpobyBaHb; 3MiHW | TURY - 3MiHK
3 AkocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHsA APl abo BUXigHOro
marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BUKOPWCTOBYETLCA Y NpoLeci BUpobHuuTea AdI
(He3HauHi 3MiHWN y 3aTBEpPXEHNX MeTofax
BMNpoOGYyBaHHS) - BBeAeHHA MeToAMKM TeCTyBaHHA /1A
A®| «MikpobionoriyHa yncToTa» BifgnoBigHO 4O BUMOT
EP,USP, JP; 3miHu | TUny - 3MiHu 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHA API
abo BMXigHOro marepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPO6HMLTBA AP (iHLWI 3MiHK Y MeToAax BUNPOOYBaHHS
(BKtoHarOUM 3aMiHy abo [onoBHeHHS) Ad| abo
BMXiZAHOro/NPOMIXHOro NPoAayKTy) - 3amiHa npoueaypuv
BunpobyBaHHA «Residual solvent by headspace GC», a
came BBE/ieHHS Okpemuii meTog X ANna BU3HAYEHHS
Nitrobenzene; 3MmiHu | TUNY - 3MiHK 3 AKoCTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHA API
abo BMXigHOro martepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPO6HMLTBA AP (iHLWI 3MiHK Y MeToAax BUNPOOYBaHHS
(BKtovaroUM 3aMiHy abo fonoBHeHHS) Ad| abo
BWXiZAHOrO/NPOMIXHOro NPoAyKTy) - OHOBNEHHS MeToAY
BunpobysaHHA «Nitrobenzene by GC»; 3minu | Tuny -
3MmiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHsA APl abo BUXigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoveci BupobHuutea AP (iHwwi
3MiHM Y MeToZax BUNPOGYBaHHS (BK/OUaKOUM 3aMiHy
abo gonosHeHHs) APl abo BUXIAHOro/NPOMIKHOTO
npoaykTy) - MpuBefeHHs T.«[uTome onTnuHe
o6epTaHHs npu 589 HM» o Bumor USP; 3miHu | Tuny -
3MiHu 3 siKocTi. APl KoHTponb A®l. 3miHa y meTogax
BMNpobyBaHHA APl abo BuxigHoro
Marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y npovieci BupobHuutea AP (iHwwi
3MiHM Yy MeTogax BUNpo6yBaHHS (BKOUaOUM 3aMiHy
a60 fonoBHeHHs) APl abo BUXiZHOro/MPOMIDKHOTO
npoaykTy) - 3amiHa metogy «X-ray fluorescence» Ha
meTog «IPC-OES» ans 1. «Heavy metals»; 3minu | Tuny
- 3MiHK 3 AkocTi. APL. KoHTponb A®I. 3miHa y MeTogax
BuNpobyBaHHA APl abo BuXigHOro
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa A®! (iHLi
3MiHV Yy MeTofax BUNpobyBaHHS (BKNoYaouy 3aMiHy
abo gonoBHeHHs)) A®| abo BUXiZHOro/MPOMIXKHOTO
npoaykTy) - 3amiHa npoueaypv BUNpPobyBaHHA AN T.
OuToBa k1cnota Ta mypatuvHa kucnota from lon
chromatography to Comnibed lon chromatography;
3MiHu | TUnNY - 3MiHK 3 AKocTi. A®IL. KoHTposib AdL. 3miHa
y MeTogax BunpobysaHHsa APl abo BuxigHoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa A®I (iHLWi
3MiHV Yy MeTofax BUNpobyBaHHS (BKNoYaouy 3aMiHy
abo gonoBHeHHs)) A®| abo BUXiZHOro/MPOMIXKHOTO
npoaykTy) - MprBefeHHA TecT Ha GakTepianbHUiA
eHpoTokcuH (BET) go Bumor (EP,USP); 3MiHu | Tuny -
3MiHu 3 sKocTi. A®Il. KonTponb A®l. 3miHa y
napameTpax cneuucikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiAHW/MPOMIKHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(3BY)KEHHS OMYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauii) - 3BY)XXEHHA AONYCTUMUX MEX Y
cneumnaikauii A®I ana 1. Baxki metanu (Fe,Ni, Cu,
Zn,Pb)
387. | CAHOOCTAT | nopowlok ans HoBaprTic LLiBefiuapi BTopuHHe LBeiiuapis/ BHECEHHS 3MiH 40 peecTpavliiiHux MaTepiasis: 3MiHu | 3a UA/1537/02/03
NH® NAP cycneHsii ansa dapma Al a nakyBaHHs, Bunyck | Higepnanau TMny - 3MiHK 3 AkocTi. ADl. BUpobHMLTBO. 3MiHV B peyenmom
iH'ekyjn no 30 mr; 1 cepii rotoBoro / npoueci BupobHuuTea APl (He3HayHa 3MiHa y npoueci
h/1aKOH 3 MOPOLLKOM NpoAyKTY: ABCTpIs BMPOGHMLUTBA ADI) - He3HayHa 3MiHa y npoueci
y BUrNagi HosapTic ®apma BUpo6HMUTBa A®I, a came 3MiHa po3mipy dinbTpa nicns
Mikpocdhep y LTeiH AT, cTagii IPC-11 3 0,2 mkm g0 0,45 MKm (OCKiNlbkM Ha
KOMM/IEKTI 3 LLiBefiuapis; HaCTYMHI cTagii BAKOPUCTOBYETLCA /18 OUULLEHHS
PO3UYMHHUKOM Bupo6HMLTBO, HEOUNLLEHOr0 Po34nHy inbTp 0,22 MKM); 3MiHu | TUny -
(ratpito KOHTPO/b SKOCTI, 3MiHn 3 axkocTi. A®l. BUpo6HMLTBO. 3MiHM B NPOLECi
Kapmenosy/HaTpito nepBUHHE BMpo6HULTBa AP| (He3HAYHA 3MiHA Y NMpOLECi
KapbokcumeTunuen nakyBaHHs BUpo6HMLTBa ADI) - HesHauyHa 3MiHa y npoveci
10103y, MaHiT (E PO3YMHHMKa Ta BMPOGHMLUTBA ADI, @ came 3MiHU KOHTPO/IIO B MPOLECI
421), Boay ons anbTepHaTUBHWIA BMPOGHMLITBA 3 KOHTPOJTIO (opaKLiitHUX po3Mipis Big 4-40
iH'eKUN, BMPOGHUK An1A n po 1-80 n.; 3MiHu | Tuny - 3MiHK 3 skocTi. API.
nonokcamep 188) no BTOPUHHOIO Brpo6HMuTBO. 3MiHM B NpoLeci BupobHuutea API
2 Mny nonepeaHbo nakyBaHHs (He3HayHa 3miHa y npoueci BUpo6HMuTBa AdI) -
3anoBHeHOMY roToBOro HesHauHa 3miHa y npotieci BupobHuutea A®l, a came

LnpuLi, Ta 04HO
rOJIKO0 Ta OAHUM
afantepom B
KapTOHHI Kopoo6Li

npoaykTy: A66oTT
Bionogpxukanc
B.B., HigepnaHau;
Brpo6HMUTBO
Hepo3acosBaHoro
NpoAyKTy,
KOHTPO/b SKOCTI,
nepBuHHe
nakyBaHHs
nopouuky: CaHgo3
mM6X, ABCTpis;
KOHTPO/b SIKOCTI
NOpOLLIKY 3a BCiMa
napameTtpamu 3a
BUK/OYEHHAM
MONEKY/IAPHOT

3MiHa NPOMMBAaHHA EMHOCTE i TPY6, OTPUMaHHS
OCTaTOYHOI Barv NPoAyKTy nepepo6kn. OHOBNEHHS p.
3.2.P.3.3.4 Onuc Bupo6HUUTBa; 3MiHM | TUNY - 3MiHK 3
akocTi. A®l. BupobHuuTBO. 3MiHM B npoueci
BMpo6HULTBa AP| (HE3HAYHA 3MiHA Y NMpOLECi
BUpo6HMLTBa ADI) - HesHayHa 3MiHa y npoveci
BMpo6HULTBa API, OHOBNEHHS p. 3.2.P.3.3.4 onuc
BMPOGHMLITBA 3aMiHa 06’efHAaHHSA CpKX pakLiii
oKpeoTuay Ta 06p0o61eHOr0 PO3UNHY Nepes ioHHUM
06MIHOM Ha OKPeMO NPOMYLLEHHS PO3YMHIB Yepes
KOJTOHKY 3 iOHHUM 06MiHOM; 3MiHu | TNy - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHU B NpoLeci
BMpO6HULTBA AP| (HE3HAYHA 3MiHA Y NpoLeci
BMPO6HMLTBA ADI) - BMEHLLEHHS Bar OHOB/IEHOTO
po3umHy 3 10 kr Ha 80 kr, oHoBNeHHA p. 3.2.P.3.3.4 onuc
BMPO6HMLTBA; 3MiHW | TMny - 3MiHK 3 AkocTi. API.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

mMacu nonimepy:
CaHpo3 'm6X,
ABCTpist

Brpo6HMLUTBO. 3MiHM B npoLeci BupobHuutea AdI
(He3HayHa 3miHa y npoueci BUpo6HMLTBa ADI) -
HesHauHa 3miHa y npoueci BupobHuyTea Adl,
36iNbLUEHHS NapTii HEOUMLLIEHOTO NPOoAYKTY 3 2.0-3.4 kr
Ha 2.4 - 4.2 kr; 3MiHW | TMny - 3MiHK 3 aKoCTi. AdI.
Brpo6HMLTBO. 3MiHM BMNPO6yBaHbL abo AonyCTUMMUX
MeX y mpoueci BupobHuytBa A®l, Lo BCTAaHOB/IEHI Y
cneundikayiax (iHwi 3miHW) - 3miHKM BUMor ao IPC -15 Ta
IPC-17. 3MiHV BUHOCKM, 3a3HaveHoi fo sumor IPC -15,
IPC -16 Ta IPC-17 (3MiHy BMNpo6yBaHb abo JOMyCTUMUX
MeX y npoueci BupobHuutea Adl, a came mexi ans
hocchaty Ta HaTpito L0 niodinizayii 3anexuTb Big,
KiNIbKOCTi HEQUULLLEHOTO OKpeoTuay); 3miHu | Tuny -
3MiHu 3 gKocTi. A®l. BUpo6HULTBO. 3MiHM BUNPobyBaHb
abo gonyctummx Mex y npoueci BupobHuutea Adl, wo
BCTaHOB/EHI y cnevuudikayisx (iHwi 3miHwn) -
BunpaBneHHss NOMUIKM B PO34iNi KOHTPO/b B NpoLeci
BMPOOHULTBA, a came 3a3HauyeHHs po3giny IPC 16
analyze the sample by potentiometry; 3minu | Tvny -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AonyCTUMMX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWI/NPOMIKXHWIA NpoAYyKT/pearexT, Wo
BVKOPUCTOBYIOTbCSA Y npoveci BupobHuutea AP (iHwi
3MiHM) - 3MiHU 3aTBEepMXEHUX Mex cneuudikauii API
[nsA TecTy «30BHILLHIA BUTNAL NPY BidyaslbHOMY Ornagi»
(3atBepmxeHo: White to off-white lyophilisate;
3anponoHoBaHo: White to faintly yellowish whitepowder);
3MiHu | TUnNY - 3MiHK 3 AKocTi. A®IL. KoHTposib AdL. 3miHa
y napameTpax cneuudikauiii Ta/abo gonycTumMmnx Mex,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWI/NPOMIKXHWIA NpoAYyKT/pearexT, Wo
BVKOPUCTOBYIOTbCSA Y NpoLeci BupobHuutea AP (iHwi
3MiHM) - 3MiHU 3aTBEepMXEHUX Mex cneuudikauii API
ans Tecty «[MToMe onTuuHe obepTaHHA Npu 589HM»;
3MiHn | TMRY - 3MiHK 3 sKocTi. APl KoHTponb A®l. 3miHa
y napameTpax cneuudikauii Ta/abo gonycTumMmnx Mex,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BVKOPVICTOBYIOTBCSA Y npovueci BupobHuutea A®| (iHwwi
3MiHuW) - 3MiHa y napameTpax cneuudikauii Ha AdI,
BBEeAEHHA TecT «MikpobionoriyHa unctota» BiANOBIAHO
no sumor EP,USP, JP; 3miHu | Tuny - 3MiHn 3 AKOCTI.
A®|. KoHTpornb A®I. 3miHa y MeTofax BUNPO6YBaHHSA
A®| ab0 BMXigHOrO MaTepiasy/npoMiXXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPO6HULTBA AD| (HE3HAYHI 3MiHM Yy 3aTBEPAXKEHNX
MeTofax BUNpobyBaHHs) - HesHauHi 3MiHN y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

3aTBEPMKEHNX MeToAax BUNpobyBaHHA Al ons T.
«lpeHTudpikauis 3a 14 (KBr)» (3miHV gianasoHy
BMMIpIOBaHHSA 3rigHo 40 BUMOr JP); 3MiHuW | Tuny - 3miHn
3 AkocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHsA APl abo BUXigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HauHi 3MiHW Y 3aTBEpPXEeHNX MeTofax
BMNPOBYBaHHSA) - He3HauHi 3mMiHM [0 3aTBEpPAKEHOT
MeToAVKM TecTyBaHHA APl «XipanbHa unctoTta 3a MX»
(3MiHM yMoB xpomaTorpadyBaHHs); 3miHu | Tuny - 3MiHK
3 AKocTi. APl. KoHTponb A®l. 3miHa y meTogax
BMNpobyBaHHA APl abo BuxigHoro
mMarepiany/npoMiKHOro NPoAyKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLLeci BUPO6HMLTBA AD|
(He3HauHi 3MiHM y 3aTBEPMKEHUX MeTogax
BMNPO6YBaHHS) - He3HauHi 3MiHW [0 3aTBEpPOKEHOT
MeToAnKM TecTyBaHHs A®| «Phosphate by ion
chromatography», a came ontumizauis metogy
BMNPO6YBaHb; 3MiHU | TNy - 3MiHK 3 AKoCTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHA API
abo BuXigHOro martepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOOHULTBA AP| (HE3HAUHI 3MiHW Y 3aTBEPAXEHNX
MeTofax BUNPobyBaHHS) - HesHauHi 3MiHu [0
3aTBEpKEeHOI MeToamnkM TecTyBaHHS APl Assay of
octeotride SPPS and determination of the peptide
content and proportions of amino acids, a came
onTuMi3auis MeTofy BUNpo6yBaHb; 3MiHW | TUNY - 3MiHK
3 AKocTi. A®l. KoHTponb A®l. 3miHa y meTofax
BMNpobyBaHHA APl abo BuxigHoro
Marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLLeci BUPO6HMLTBA AD|
(He3HauHi 3MiHM y 3aTBEPMKEHUX MeTogax
BUNPoOyBaHHA) - BBeAeHHS MeToANKN TeCTYBaHHS ANA
A®| «MikpobionoriyHa yncToTa» BifnoBsigHO A0 BUMOT
EP,USP, JP; 3miHu | Tuny - 3MiHu 3 akocTi. Adl.
KoHTposnb A®I. 3miHa y MeTodax BunNpobyBaHHsa Ad|
abo BMXigHOro marepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BYUKOPUCTOBYETLCSA Y NPOLEC
BMpo6HUUTBa A®PI (iHLWI 3MiHM y MeToAax BUNPobyBaHHSA
(BKNtOYarouM 3aMiHy abo [onoBHeHHS) APl abo
BWXi4HOro/MpOMIKHOro NpoAykTy) - 3amiHa npoueaypv
BUNpobyBaHHs «Residual solvent by headspace GC», a
came BBEAEHHS OKpeMuii meTog, X AN BU3HAYEHHSA
Nitrobenzene; 3miHn | Tuny - 3miHK 3 AkocTi. AdL.
KoHTposnb A®I. 3miHa y MeTodax BunNpobyBaHHsa Ad|
abo BMXigHOro martepiany/npomikKHOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMpo6HUUTBa AP (iHLWI 3MiHM y MeToAax BUNPoBOyBaHHSA
(BKNtOYaroUM 3aMiHy abo [0noBHeHHS) APl abo
BUMXIiAHOro/MPOMiXHOro NpoAykTy) - OHOBNEHHS MeToAY
BMNpo6yBaHHs «Nitrobenzene by GC»; 3miHu | Tuny -
3MiHu 3 siKocTi. APl KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BuxigHoro
mMarepiany/npoMiKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLieci BupobHuutea AP (iHwwi
3MiHM Y MeTogax BUNpo6yBaHHS (BK/OYaoUM 3aMiHy
a60 fonoBHeHHs) APl abo BUXiZHOro/MPOMIDKHOIO
npoaykTy) - MpuBeaeHHs T.«MMToMe onTuyHe
ob6epTaHHs npu 589 HM» o Bumor USP; 3miHum | Tuny -
3MiHY 3 sKocTi. A®l. KoHTponb A®I. 3miHa y MeTogax
BuNpobyBaHHA APl abo BuXigHOTO
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa A®I (iHLWi
3MiHV Yy MeTofax BUNpobyBaHHS (BKNoYaouy 3aMiHy
abo gonoBHeHHs)) A®| abo BUXiZHOro/MPOMIKHOTO
npoaykTy) - 3amiHa meToay «X-ray fluorescence» Ha
mMeToa «IPC-OES» ans 1. «Heavy metals»; 3miHu | Tuny
- 3miHK 3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHsA APl abo BUXigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoveci BupobHuutea AP (iHwwi
3MiHM Y MeToZax BUNPOGYBaHHS (BK/OUaKOUM 3aMiHy
abo gonosHeHHs) APl abo BUXIAHOro/NPOMIKHOTO
NpoayKTy) - 3amiHa npoLeaypu BUNPobyBaHHS 41 T.
OuToBa kucnoTa Ta MypatuvHa kucnota from lon
chromatography to Comnibed lon chromatography;
3Mminu | TMRY - 3miHu 3 sKocTi. APl KoHTponb A®l. 3miHa
y MeTogax sunpobysaHHs APl abo BMXiAHOrO
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoveci BupobHuutea AP (iHwwi
3MiHM Y MeToZax BUNPOGYBaHHS (BK/OUaKOUM 3aMiHy
abo gonosHeHHs) APl abo BUXIAHOrO/NPOMIKHOTO
npoaykTy) - NpuBeAeHHs TeCcT Ha H6akTepianbHWiA
eHpoTokcuH (BET) go Bumor (EP,USP); 3MiHu | Tuny -
3MiHn 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JoNyCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(3BYXXEHHS [OMYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii) - 3BY)XXEHHA AONYCTUMUX MEX Y
cneundikauii A®I gns 1. Baxki metanm (Fe,Ni, Cu,
Zn,Pb)

388.

CAHAOCTAT

NMOPOLLIOK A/1sA

HosaprTic

LLisenuapi

BTopuHHe

Lseiuapis/

BHECEHHS 3MiH 10 peecTpaLiinHMX MaTepiasis: 3MiHu |

3a

UA/1537/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
VH® NAP cycneHsii gns dapma Al a nakyBaHHs, Bunyck | HigepnaHgu Tuny - 3miHu 3 skocTi. ADIl. BupobHuuTBO. 3MiHU B peyenmom

iH'ekyjn no 10 mr; 1 cepii rotoBoro / npoteci BUpo6HuuTBa AdD| (He3HayHa 3MiHa y NpoLeci

h/1aKOH 3 MOPOLLKOM NPOAYKTY: ABCTpis BMPOGHMLTBA ADI) - He3HauyHa 3MiHa y npoueci

y BUrNAgi HoBapTic ®apma BMPOGHMLUTBA ADI, a came 3MiHa po3mipy hinbTpa nicns

Mikpocdoep y LLTeliH AT, ctagii IPC-11 3 0,2 Mkm 10 0,45 MKM (OCKiSIbkM Ha

KOMMAEKTi 3 Lseliuapis; HaCTYMHilA cTagii BAKOPUCTOBYETLCA [151 OUULLLEHHS

PO3YNHHUKOM Brpo6HMLUTBO, HEeoUULEHOro po3unHy inbTp 0,22 MkM); 3MiHK | Tumny -

(HaTpito KOHTPO/b SIKOCTI, 3MiHuM 3 gKocTi. A®l. BUpo6HULTBO. 3MiHM B NpoLeci

Kapmenosy/Hatpito nepBuHHE BMpo6HULTBa AP| (HE3HAYHA 3MiHa Y NpoLeci

KapbokcumeTuayen nakyBaHHs BMPOGHMLUTBA ADI) - He3HayHa 3MiHa y npoueci

tono3sy, maHit (E pO34YMHHKKa Ta BUPOGHMLTBA ADI, a came 3MiHW KOHTPOIO B NPOLLEC

421), Bogy Ans anbTepHaTUBHUIA BMPOGHMLITBA 3 KOHTPO/IKO (DpakLiliHUX po3mipis Big, 4-40

iH'eKLil, BMPOBHUK ANs n o 1-80 n.; 3minm | Tvny - 3miHu 3 sKocTi. AP,

nosnokcamep 188) no BTOPWHHOIO Bupo6HMLTBO. 3MiHW B npoLeci BUpo6bHuuTBa Ad|

2 Mn 'y nonepegHL0 nakyBaHHs (He3HayHa 3miHa y npoueci BupobHuuTea Adl) -

3anoBHeHOMY roToBOro HesHauHa 3miHa y npotieci BupobHuytea A®l, a came

Lnpwi, Ta 04HOK
rO/IKOK Ta O HUM
ajanTepom B
KapTOHHIA Kopoo6Li

npoaykty: A660TT
Bionomxukanc
B.B., HigepnaHaw;
Bupo6bHuuTBO
Hepo3dacoBaHoro
NPOAYKTY,
KOHTPO/b SKOCTI,
nepBuHHe
nakyBaHHs
nopoluky: CaHfo3
'M6X, ABCTpIst;
KOHTPO/b SIKOCTI
NOpPOLLKY 3a BCiMa
napameTpamu 3a
BUK/IOYEHHAM
MOEKYNAPHOI
mMacu nonimepy:
CaHpos 'mbX,
ABCTpIs

3MiHa NPOMMBAHHA EMHOCTE | TPY6, OTPUMaHHSA
OCTaTOYHOI Barv NpoaykTy nepepo6kn. OHOBEHHS p.
3.2.P.3.3.4 Onwnc BMpo6HULTBa; 3MiHK | TNy - 3MiHK 3
AKOCTi. A®|. BUpo6bHMLTBO. 3MiHU B NpoLeci
BMPOOHULTBA AP| (HE3HAYHA 3MiHA Y NpoLeci
BMPOGHMLUTBA ADI) - He3HauyHa 3MiHa y npoueci
BMpo6HULUTBa API, OHOBNEHHSA p. 3.2.P.3.3.4 onuc
BMPOGHMLITBA 3aMiHa 06’eiHaHHS cnpuX dopakLili
OKpeoTMAay Ta 06p0o61eHOro Po3UnHY nNepes, ioHHUM
06MIHOM Ha OKpPeMO MPOMyLLEHHS PO3YMHIB Yepes
KOMOHKY 3 iOHHUM 06MiHOM; 3MiHK | TNy - 3MiHK 3
akocTi. A®l. Bupo6bHMLTBO. 3MiHM B MpoLeci
BMpOOHULTBa AP| (He3HAYHA 3MiHa Y npoueci
BMPO6HMLTBA ADI) - BMEHLLEHHS Bar OHOB/IEHOTO
po3unHy 3 10 kr Ha 80 kr, oHoBNEeHHSA p. 3.2.P.3.3.4 onuc
BMPOGHULUTBA; 3MiHM | TUNY - 3MiHK 3 AKOCTi. ADI.
Brpo6HMUTBO. 3MiHM B NpoLeci BupobHuuTea API
(He3HayHa 3miHa y npoueci BUpo6HmuTBa Adl) -
HesHauHa 3MiHa y npoueci BupobHuuTea Adl,
36iNbLUEHHS NapTil HEOUMLLIEHOTO NPOAYKTY 3 2.0-3.4 Kkr
Ha 2.4 - 4.2 kr; 3MiHW | Tuny - 3MiHn 3 akocTi. Adl.
Brpo6HMLTBO. 3MiHM BMNpoGyBaHb abo AOMYyCTUMUX
MeX y npoueci BupobHmutBa AdI, L0 BCTAHOB/EHI Y
cneuudikayisix (iHwi 3miHm) - 3miHn BUMor go IPC -15 Ta
IPC-17. 3MiHV BUHOCKM, 3a3HaveHoi Ao sumor IPC -15,
IPC -16 Ta IPC-17 (3MiHV BUNpo6yBaHb abo JOMyCTUMUX
MeX y npoueci BupobHuutea A®l, a came mexi ans
hocchaty Ta HaTpito A0 niodpinizauii 3anexunTb Big,
KINIbKOCTi HEOUMLLLEEHOTO OKPeoTuAy); 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. Bupo6HMUTBO. 3MiHV BUNPOGyBaHb
abo gonycTumMx MeX y npoueci BupobHuuTea Adl, wo
BCTaHOB/EHI y cneuudikayisx (iHwi 3miHW) -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BunpasneHHss NOMUKM B PO34iNi KOHTPO/b B NPoOLEeC
BMPOOHULTBA, a came 3a3HayeHHs po3giny IPC 16
analyze the sample by potentiometry; 3miHun | Tuny -
3MiHu 3 sKocTi. A®Il. KonTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiAHWI/NPOMIKHWIA NpoAyKT/peareHT, Wo
BVKOPWCTOBYIOTLCSA Y Npoveci Bupo6HuuTBa A®| (iHwwi
3MiHM) - 3MiHK 3aTBEpMKEHUX MeX cneuudikauii API
[ina TecTy «30BHILLHIV BUTAAA NPU Bi3yaslbHOMY Orfisgi»
(3aTBepmxeHo: White to off-white lyophilisate;
3anponoHosaHo: White to faintly yellowish whitepowder);
3Mminu | TMRY - 3miHu 3 sKocTi. APl KoHTponb A®l. 3miHa
y napameTtpax cneuudikaLiii Ta/abo gonycTuMmnx Mex,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiAHWI/MPOMIKHWIA NpoAyKT/peareHT, Wwo
BVKOPWCTOBYIOTLCSA Y npoLeci BupobHuutea A®| (iHwwi
3MiHM) - 3MiHK 3aTBEpMKEHUX MeX cnevudikauii API
ans Tecty «[Mtome onTuuHe obepTaHHA Npu 589HM»;
3MiHu | TUNY - 3MiHK 3 aKocTi. A®IL. KoHTposib AdL. 3miHa
y napameTpax cneuudikauiii Ta/abo gonycTumMmnx Mex,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWI/NPOMIKXHWIA NpoAYyKT/pearexT, Wo
BVKOPUCTOBYIOTbCSA Y npoveci BupobHuutea AP (iHwi
3MiHKM) - 3MiHa y napameTpax cneuudikadii Ha AdI,
BBeieHHA TecT «MikpobionoriyHa yncToTa» BiANoOBIAHO
0o sumor EP,USP, JP; 3miHn | Tuny - 3MiHM 3 SIKOCTi.
A®I. KoHTponb A®I. 3MiHa y MeTogax BUNPOOyBaHHS
A®| abo BUXigHOro MaTepiasny/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HULTBA AP| (HE3HAYHI 3MiHM Yy 3aTBEPMKEHNX
MeToAax BUNPOGYBaHHS) - He3HauHi 3MiHN Yy
3aTBepMKEHNX MeTogax BunpobysaHHa APl ana 1.
«lgeHTudikauisa 3a 14 (KBr)» (3MiHn gianasoHy
BMMIpIOBaHHA 3rigHo A0 BuMor JP); 3MiHu | Tuny - 3MiHn
3 AKocTi. APl. KoHTponb A®l. 3miHa y meTogax
BMNpobyBaHHA APl abo BuxigHoro
Mmarepiany/npoMiKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLLeci BUPO6HMLTBA AD|
(He3HauHi 3MiHM y 3aTBEPMKEHUX MeTogax
BMNPO6YBaHHS) - He3HauHi 3MiHW [0 3aTBEpPOKEHOT
MeToamkn TecTyBaHHA APl «XipanbHa unctoTa 3a MX»
(3MiHM yMOB xpomaTorpadpyBaHHs); 3miHu | Tuny - 3miHu
3 AkocTi. APL. KoHTposnb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BuXigHOro
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NnpoLieci BUpo6bHuLTBa AdI
(He3HayHi 3MiHM y 3aTBEPKEHUX MeToaax
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BMNPOOYBaHHS) - He3HauHi 3MiHW [0 3aTBEpAKeHOT
MeToaunkm TecTtyBaHHS A®l «Phosphate by ion
chromatography», a came ontumisauis metogy

BMNpOoGyBaHb; 3MiHN | TUNY - 3MiHK 3 aKocTi. AdI.
KoHTposnb A®I. 3miHa y MeTodax BunpobyBaHHsa Ad|
abo BMXigHOro marepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC

BMPO6HULTBA AD| (HE3HAYHI 3MiHM Yy 3aTBEPAXKEHNX
MeTofax BUNpobyBaHHs) - He3HauHi 3MiHu [0

3aTBEpMXEHOI MeToAvKN TecTyBaHHA Ad| Assay of

octeotride SPPS and determination of the peptide
content and proportions of amino acids, a came
onTuMi3auis MeToay BMNpo6yBaHb; 3MiHN | TURy - 3MiHK
3 AkocTi. APl KoHTposnb A®I. 3miHa y meTogax
BuNpobyBaHHA APl abo BuXigHOTO
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa AD|
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BUNPOOYBaHHs) - BBeAeHHS MeToANKN TeCTyBaHHS A/1A
A®| «MikpobionoriyHa YnctoTa» BigNoOBIAHO 4O BUMOT
EP,USP, JP; 3miHu | TNy - 3MiHu 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHa Ad|
abo BMXigHOro martepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOOYBaHHS
(BKntOYarOUM 3aMiHy abo [oNoBHEHHS) APl abo
BMXIAHOrO/NPOMIXHOr0o NPOAYKTY) - 3amiHa npoueaypv
BMNpobyBaHHA «Residual solvent by headspace GC», a
came BBeieHHS okpeMuii meTog X ANna BU3HAYEHHSA
Nitrobenzene; 3miHu | TUNy - 3MiHK 3 KocTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHa Ad|
abo BMXigHOro martepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOOYBaHHS
(BKntOYarOUM 3aMiHy abo [oNoBHEHHS) APl abo
BMXiAHOrO/NPOMIXHOro NPoAyKTy) - OHOBMEHHSI METOAY
Bunpo6yBaHHsA «Nitrobenzene by GC»; 3miHu | Tvny -
3MiHu 3 siKocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BuNpobyBaHHA APl abo BuXigHOro
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa A®! (iHLi
3MiHV Yy MeTofax BUNpobyBaHHS (BKNoYaouy 3aMiHy
abo gonoBHeHHs)) A®| abo BUXiZHOro/MPOMIXKHOTO
npoaykTy) - MpuBeaeHHs T.«[MMToMe onTuyHe
ob6epTaHHs npu 589 HM» Ao Bumor USP; 3miHu | Tuny -
3MmiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHsA APl abo BUXigHOro
marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMKOPUCTOBYETLCA Y npoLeci BupobHuutea AP (iHwwi
3MiHM Y MeToZax BUNPO6YBaHHS (BK/OHaKOUM 3aMiHy
abo gonosHeHHs) APl abo BUXIAHOrO/NPOMIKHOTO
npoaykTy) - 3amiHa meToay «X-ray fluorescence» Ha
meTof «IPC-OES» ans 1. «Heavy metals»; 3miHu | Tuny
- 3miHu 3 AKocTi. A®l. KoHTponb A®I. 3miHa y meTodax
BMNpobyBaHHA APl abo BuxigHoro
mMarepiany/npoMiKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLieci BupobHuutea AP (iHwwi
3MiHM Y MeTogax BUNpo6yBaHHS (BK/OYaoUM 3aMiHy
a60 fonoBHeHHs) APl abo BUXiZHOro/MPOMIDKHOIO
NpoayKTy) - 3amiHa npoueaypu BUNpobyBaHHA A1 T.
OuToBa KucnoTa Ta MypatuvHa kucnota from lon
chromatography to Comnibed lon chromatography;
3MiHn | TMRY - 3MiHK 3 sKocTi. APl KoHTponb A®l. 3miHa
y MeTogax BunpobysaHHs APl abo BMXigHOTO
mMarepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BupobHuutea AP (iHwwi
3MiHM Yy MeToax BUNpo6yBaHHS (BK/OUaOUM 3aMiHy
a60 fonoBHeHHs) APl abo BUXiZHOro/MPOMIDKHOIO
NpoAayKTy) - MprBeAeHHA TeCT Ha GakTepiasbHUiA
eHgotokcuH (BET) go Bumor (EP,USP); 3minu | Tvny -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AonNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWI/NPOMIKXHWIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(3BYXXEHHSA [OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii) - 3BY)XXeHHA JOMYCTUMUX MEX Y
cneundikauii A®I gns 1. Baxki metanu (Fe,Ni, Cu,
Zn,Pb)

389.

CAHAOOCTAT
NH® NNAP

MOPOLLIOK A/1A
cycnensii gns
iH'ekuin no 30 mr; 1
ch/1aKoH 3 NOPOLLKOM
y BUrnsagi
Mikpocdhep y
KOMM/EKTi 3
PO3UNHHIKOM
(Hatpito
Kapmenosy/Hatpito
KapbokcumeTuauen
10103y, MaHiT (E
421), Bogy ons
IH'EKUN,
nosnokcamep 188) no
2 Mn 'y nonepeaHbLo
3anoBHEHOMY

HosapTic
Papma Al

LLiBeiiuapi
P

BTopuHHe
nakyBaHHs1, BUMYCK
cepil roToBoro
NPOAYKTY:
HosapTic ®apma
LUTeiiH AT,
LLiBeiiuapis;
Brpo6HMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHE
nakyBaHHs
PO3YMHHMKa Ta
aNlbTepHaTUBHWIA
BMPOBHMK ANns
BTOPUHHOTO
nakyBaHHs
roToBOro

Lseiiuapis/
HigepnaHgn
/

ABCTpIs

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
noctavasibH1ka nakyBasibHUX MaTepianis abo
KOMMIEKTYOUMX (SIKLLO 3a3HAa4YeHO B A0CbE) (3aMiHa abo
[0AaBaHHA noctavasibHuka) BHeCeHHs 3MiH o
mMarepianiB peecTpauiiiHoro Aockbe, a came 3MiHa
nocTavyasibHVKIB KOMMOHEHTIB NONepeAHbLO 3arnoBHEHOrO
LUNPWLA, AKi BUKOPUCTOBYIOTBLCA B YNaKOBLI PO3UNHY
CaHpocTaTuH® J1AP, 6e3 3MiHV cknafy nakyBasibHOro
maTtepiany: MepegHiii ctonep (front stopper) Big Becton
Dickinson go Aptar Stelmi. MnyHxepHuii cTonep
(plunger stopper) Big Becton Dickinson o Aptar Stelmi
MnyHxepHuin wtok (plunger rod) Big Becton Dickinson
no Plastibel. BBegeHHS 3MiH NpoTarom 6-Tu micauis
nicns 3aTBepAKeHHs

3a
peyenmom

UA/1537/02/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
LnNpuLi, Ta 04HO npoaykty: A66oTT
rO/IKOK0 Ta OfHWM Bionogxukanc
ajantepom B B.B., HigepnaHaw;
KapTOHHI KOpooLi Brpo6HMUTBO
Hepo3acoBaHoro
NPOAYyKTY,
KOHTPO/b SIKOCTI,
nepBuHHe
nakyBaHHs
nopoluky: CaHfo3
m6X, ABCTpis;
KOHTPO/b AKOCTI
NOPOLLIKY 3a BCiMa
napameTpamu 3a
BUK/OYEHHAM
MOEKYNAPHOT
mMacu nonimepy:
CaHpo3 'mbX,
ABCTpist
390. | CAHOOCTAT | nopoluok ans HosapTic LLiBeiiuapi BTopuHHe Lseiiuapis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/1537/02/02
NH® NAP cycnensii gns Papma Al a nakyBaHHs, Bunyck | Higepnangu TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib. peyenmom
iH'ekyjn no 20 mr; 1 cepil rotoBoro / Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
N1akoH 3 NOPOLLUKOM NPOAYKTY: ABCTpIs nocravasibH1ka nakyBasibHUX MaTepianis abo
y BUrNsgi HosapTic ®apma KOMMAEKTYIOUNX (SIKLLLO 3a3HAYeHO B A0CLE) (3amiHa abo
Mikpocdhep y LTeiH AT, [0faBaHHsA nocTavyasibHUKa) BHeceHHs 3MiH fo
KOMMNEKTI 3 LLiBeiiuapis; mMarepianiB peecTpauiiiHoro Aockbe, a came 3MiHa
PO3UNHHIKOM Brpo6HuLTBO, noctayasibHUKIB KOMMOHEHTIB NonepeAHbLO 3anoBHEHOTO
(Hatpito KOHTPO/b AKOCTI, LLINpULSA, SIKi BUKOPVUCTOBYIOTHCS B YNaKoBLj PO34UHY
Kapmenosy/Hatpito nepBuHHe CaHpocTtatuH® J1AP, 6e3 3MiHV cknafy nakyBasibHOro
KapbokcumeTunuen nakyBaHHs maTtepiany: MepegHiii ctonep (front stopper) Big Becton
10103y, MaHiT (E pO34YMHHMKaA Ta Dickinson go Aptar Stelmi. MnyHxepHuii cTonep
421), Bogy ons aNbTepHaTUBHWUIA (plunger stopper) Big Becton Dickinson o Aptar Stelmi
IH'EKUN, BMPOBHMK ANns MnyHxepHuin wtok (plunger rod) Big Becton Dickinson
nosnokcamep 188) no BTOPWHHOIO no Plastibel. BBegeHHS 3MiH NpoTarom 6-Tu micauis
2 MmNy nonepeaHbLo nakyBaHHs nicns 3aTBepAKeHHs
3aMnoBHEHOMY roTOBOrO

LnpuLi, Ta 04HO
rONKO Ta OfHMM
afanTepom B
KapTOHHIA KopooLi

npoaykty: A66oTT
Bionompxukanc
B.B., HigepnaHaw;
Brpo6HMUTBO
Hepo3acoBaHoro
NPOAYKTY,
KOHTPO/b IKOCTI,
nepBuHHE
nakyBaHHs
nopowky: CaHgo3
'M6X, ABCTpIst;
KOHTPO/b AKOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
NOPOLLIKY 3a BCiMa
napameTtpamu 3a
BUK/TIOYEHHAM
MOEKYNAPHOT
mMacu nonimepy:
CaHpo3 'mbX,
ABCTpist
391. | CAHOOCTAT | nopoLiok ans Hosapric LLiBeiiuapi BTopuHHe Lseiiapis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/1537/02/01
NH® NAP cycnensii gns dapma Al A nakyBaHHs, Bunyck | Higepnangu TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnit 3aci6. peyenmom
iH'ekyjn no 10 mr; 1 cepil roToBoro / Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
N1akoH 3 NOPOLLUKOM NPOAYKTY: ABCTpIs nocravasibH1Ka nakyBasibHUX MaTepianis abo
y BUrNsgi Hosaptic ®apma KOMMAEKTYIOUNX (SIKLLLO 3a3HAYEeHO B A0CLE) (3amiHa abo
Mikpocdhep y LLTelH AT, [0faBaHHsA nocTavyasibHUKa) BHeceHHs 3MiH fo
KOMMNEKTI 3 LLieiiuapis; mMarepianiB peecTpauiiiHoro Aockbe, a came 3MiHa
PO3UNHHVKOM Brpo6HMLTBO, nocTavyasibHVKIB KOMMOHEHTIB NONepeAHbLO 3arnoBHEHOrO
(Hatpito KOHTPO/b AKOCTI, LINpULSA, SIKi BUKOPVCTOBYIOTHCS B YNaKoBLji PO34UHY
Kapmenosy/Hatpito nepBuHHe CaHpocTtatuH® J1AP, 6e3 3MiHV cknafy nakyBasibHOro
KapbokcumeTunuen nakyBaHHs maTtepiany: MepegHiii ctonep (front stopper) Big Becton
10103y, MaHiT (E pO34YMHHMKA Ta Dickinson go Aptar Stelmi. MnyHxepHuii cTonep
421), Bogy ons aNlbTepHaTUBHWIA (plunger stopper) Big Becton Dickinson o Aptar Stelmi
IH'EKUN, BMPOBHMK ANns MnyHxepHuin wtok (plunger rod) Big Becton Dickinson
nosnokcamep 188) no BTOPWHHOTO no Plastibel. BBegeHHS 3MiH NpoTArom 6-Tu micauis
2 Mn 'y nonepeaHbLo nakyBaHHs nicns 3aTBepAKeHHs
3anoBHEHOMY roTOBOroO
LnpuLi, Ta 04HO npoaykty: A66oTT
rO/IKOK0 Ta O HWM Bionogxukanc
ajantepom B B.B., HigepnaHaw;
KapTOHHIA KopooLi Brpo6HMUTBO
Hepo3dacoBaHoro
NPOAYKTY,
KOHTPO/b SIKOCTI,
nepBuHHE
nakyBaHHs
nopowky: CaHgo3
'M6X, ABCTpIst;
KOHTPO/b AKOCTI
NOPOLLIKY 3a BCiMa
napameTpamu 3a
BUIK/THOYEHHAM
MONEKYNAPHOT
mMacu nonimepy:
CaHpo3s 'mbX,
ABCTpist
392. | CUHINIOH® TabneTku, BKPUTI BAT YropuwuHa | Bunyck cepii: BAT YropuuHa/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu |1 3a UA/10511/01/01
NAiBKOBOO "l'epeoH "lepeoH PixTep", Monbwa TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKuii 3aci6. 3MiHN peyenmom
o06010HKot0, Nno 10 PixTep" YroplmHa; Yy BUPOGHMLTBI. 3MiHM BUNpo6yBaHb abo AONyCTUMUX

Mr; o 7 TabneTok y
6nicTepi; no 2, 4 abo

KOHTPO/Ib SIKOCTi,
[03BisT Ha BUMYCK

MeX, BCTaHOBJ/IEHMX Y cnevumdikayisx, nig yac
BMPOGHMLITBA rTOTOBOTO NiKapCbKOro 3acoby
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
8 bnicTepiB y cepii; (PO3LUMPEHHS 3aTBEPKEHNX AOMYCTUMUX MeX /s
KapTOHHI ynakoBLi BMPOBHULTBO NOKa3HUKIB, SKi MOXYTb MaTu iCTOTHWIA BNIMB Ha
Hepo3dacoBaHoro 3arasibHy AKICTb FOTOBOrO NiKapCbKOro 3acoby). 3miHun
NPOAYKTY, LLOAI0 PO3LUMPEHHS 3aTBEPMKEHNX AONYCTUMUX MEX ANS
nepBuHHa HaCUNHOT LWiNbHOCTI rpaHynsATy MoHTenykacTt 3 0,40-0,60
yrnakoBkKa, r/mn oo 0,45 o 0,65 r/mn. 3miHa nos’sA3aHa 3
BTOPWHHA BUKOPVCTaHHAM GifbLL HOBOTO Cy4acHOro 061agHaHHs.
ynakoska: TOB
"T'epeoH PixTep
Monbwa”,
MonbLua
393. | CONMEUNCT TabneTkn, BKPUTI 3eHTiBAa, Yecbka BMPOGHMLTBO "in Icnanis BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | 3a UA/18015/01/02
NAiBKOBOO K.C. Pecny6nik bulk", neperHHe Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
060/10HKO10, 1Mo 10 a Ta BTOPUHHE thapmakoHarnsgy. BeeneHHs abo 3miHu fo
mr, no 15 Tabnetok nakyBaHHs, y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
B 6nictepi; no 2 KOHTPO/b AKOCTI, (BBEAEHHSA y3araslbHEHUX AaHVX NPO cMcTeMy
6nictepu B Bignosigae 3a thapMakoHarnsgy, 3amMiHa ynoBHoOBaXeHOoT ocobu,
KapTOHHIN navuj BMNYyCK cepil: BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsaay;
Helipadapm KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa Ans
dapmMacboTVKan3 3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
C.J1., IcnaHis; BiAMIHHa Bif YNOBHOBaXeHOI 0CO6M, BiAMNOBIAA/IbHOI 3a
MikpobionoriyHe 3pificHeHHs hapmakoHarnsay (BK/IHYAKUM KOHTaKTHI
TeCcTyBaHHs [AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
(anbTepHaTMBHO): cuctemn chapmakoHarnsgy) 3miHa KOHTaKkTHOI 0co6u
MIKPO-BIOC, CH, 3asBHMKa, BiANOBIAANLHOI 3a hapmakoHarnsg B YKpaiHi.
IcnaHis Litova pepakuin: Amepi Biona xecci. MponoHoBaHa
pegakuisi: CaBueHko AmunTpo CeprinoBny. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiAnoBiAa/IbHOI 32 hapmakoHarnsa B YkpaiHi
394. | CONMEUNCT TabneTkun, BKpUTI 3eHTiBAa, Yecbka BMPOGHMLTBO "in Icnanis BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/18015/01/01
NNiBKOBOIO K.C. Pecny6nik bulk", neperHHe Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKO0, M0 5 Mr, a Ta BTOPVHHE chapmakoHarnsgy. BeegeHHs abo 3miHn go
no 15 tabneTok B nakyBaHHs, y3araslbHeHnX AaHnx npo cuctemy hapmakoHarnsgy
6nictepi; no 2 KOHTPO/1b SKOCTI, (BBELEHHSA y3araslbHEHNX AaHUX NPOo cUCTemMy
6nictepu B Bignosigae 3a hapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
KapTOHHIN navuj BUNYyCK cepil: BiANOBIAA/IbHOI 3a 34iICHEHHSA hapMmakoHarnsagy;
Helipacapm KOHTaKTHOi 0cobu 3 hapmakoHarnagy 3asBHuKa gns
PapmMacboTVKan3 3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
C.J1., IcnaHis; BiAMIHHa Bif YNOBHOBaXeHOI 0CO6WU, BiAMNOBIAa/IbHOI 3a
MikpobionoriuHe 3pificHeHHs hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
TeCcTyBaHHs [AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
(anbTepHaTMBHO): cuctemn chapmakoHarnsgy) 3miHa KOHTakTHOI 0cobu
MIKPO-BIOC, CH, 3asBHVIKa, BiANoBiga/IbHOT 3a hapmakoHarnsag, B Ykpaii.
IcnaHis Litova pepakuisn: Amepi Biona xecci. MponoHoBaHa
pegakuis: CaBueHko AmuTpo CepriioBny. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiANoBiAabHOI 32 hapmakoHarnsa B YkpaiHi
395. | COPLUE®D® TabneTkn, BKpUTI AJIKANIOl | Pecny6nik KOHTPO/Ib SIKOCTI, Pecny6nika BHECEHHS 3MiH A0 peecTpauiiHux martepianis: 3MiHu | 3a UA/11157/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
NIiBKOBOO o AL a MNiBHi4yHa BWMYCK Cepil: MiBHiuHa Tuny - 3miHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom
060/10HKO0, No 400 Ckon'e MakefioHis ANKANOIQ AL MakefioHist thapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO [0 TEKCTY
Mmr, no 5 TabneTok y Ckon’e, MapKyBaHHsi NEPBMHHOT YNakKoBKM JliKapCbKOro 3acoby B
6nictepi, no 1 a6o Pecny6ika n. 3. kHOMEP CEPIi IKAPCbKOIO 3ACOBY», n. 4.
no 2 6nicrepun y MiBHiYHA «JATA 3AKIHYEHHA TEPMIHY MPUAOATHOCTI», Ta
KapTOHHiiA Kopobuj; MakefoHis; [0 TEKCTY MapKyBaHHA BTOPVUHHOI yNakoBku B . 1
no 7 TabneTtok y BVMPOGHMLTBO, «HA3BA JIIKAPCbKOIO 3ACOBY», n. 8. «AATA
6nictepi, no 1 nepBuHHE Ta 3AKIHYEHHA TEPMIHY NPUOATHOCTI», n. 12.
6nictepy B BTOPWHHE «HOMEP PEECTPALIMHOIO NMOCBIAYEHHS», n. 13.
KapTOHHIiA kopo6L naKyBaHHs: «HOMEP CEPII IKAPCbKOIrO 3ACOBY»
ANIKANOIQ AL
Ckon'e,
Pecny6nika
MiBHiuHa
MakefoHis
396. | CO®reH-B TabneTku, BKPUTI leTepo IHgjis [eTepo /1a63 IHAisa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/19948/01/01
NNiBKOBOIO Na63 Nimiteq TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
060510HKot0, No 400 Nimiten thapmakoHarnagy. BeegeHHs abo 3miHu oo
mr/100 mr, no 28 y3arasibHeHMX AaHnx Npo cuctemy chapmMmakoHarnsgy
TabneTok y (BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
KOHTeliHepi, no 1 thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
KOHTEliHepy y BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
KapTOHHIA KOopoo6Li KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa A4/1s
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3pjificHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHI MacTep-thaiina
cucteMun dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOB&XEHOI 0CO6M 3as1BHYKA, BifnoBigaibHOT 3a
hapMakoHarniag. 3miHa KOHTaKTHOT 0CO6M 3asBHMKA,
BiANOBIga/IbHOI 3a hapMakoHarag B YkpaiHi. [itoua
pegnakuis: Hypies EngaHisz Animosud. MponoHoBaHa
pepakuis: Tonokesny Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiANoBiAa/IbHOI 32 hapmakoHarnsa B YkpaiHi
397. | CNUPT po3unH Ans AT YkpaiHa AT «Jly6HUapm» YkpaiHa BHECEHHS 3MiH 40 peecTpaLiinHmx MmaTepiasis: 3MiHu | 3a He UA/17228/01/01
ETUOBUIA 30BHiLIHBbOIO «Jly6Hnha TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib. peyennmom | nionszae
70% 3acTocyBaHHA 70 %, pm>» Cuctema KoHTeliHep/3aKkynoptoBasibHUIA 3aci6. 3MiHa

no 100 mny
h1iakoHax CKISHUX;
noln,no5n,nol0
Ny KaHicTpax
nosiMepHUxX

PO3Mipy ynakoBK/ roTOBOrO MikapCbKoro 3acoby (iHLwi
3MiHW) - BBEEHHA f04aTKoBUX ynakoBok no 1 n, 5 n, 10
Ny KaHicTpax noniMepHUx 3 3aKynoproBasibHUM 3ac060M

(KpuLLKa 3 YLLiTBbHIOYO00 NPOKIAAKOH i3 CMIHEHOrO
nosnieTuneHy), siki BUroTOB/EHI 3 NONIeTUIEHY BUCOKOT
winsHocTi (HDPE), 3 BignoBigHWMMN 3MiHamMu B p.
«YnakoBka» Ta n. «O6’emM BMICTy YNnakoBKu» y
cneuugikaujii/meTogax KOHTposto AkocTi MKA N13. 3miHn
BHECeHI B po34ia "YnakoBka" B iHCTPYKLi0 ons
MEeAMYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y 3B"s3Ky
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3 BBEieHHAM [0AaTKOBUX YNaKkoBOK, K HACNIAOK -
3aTBEPAKEHHS TEKCTY MapKyBaHHSA [04aTKOBUX
yMakoBOK NMiKapCbKOro 3acoby. BeeAeHHS 3MiH NpoTArom
6-TV MmicsALiB nicnsA 3aTBepKeHHs; 3MiHM | TUny - 3MiHK
3 AKocTi. FoToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
yMakoBLji FOTOBOr0 NikapCbKoro 3acoby (Tvn KoHTelHepa
abo gofaBaHHA HOBOTO KOHTelHepa) - TBepai, M'siki Ta
HecTepw/bHi piaki Nikapcbki opMu - BBEAEHHS
[04aTKOBMX ynakoBok Mo 1 1, 5 1, 10 n'y kaHicTpax
noniMepHKX 3 3aKynoptoBasibHUM 3ac060M (KpULLKa 3
YLLINBHIOKYOI NPOKNAAKOL0 i3 CNIHEHOTO NOJIIETUNEHY),
AKi BUrOTOB/IEHI 3 NONIETUIEHY BUCOKOT LLifIbHOCTI
(HDPE) (3atBepaXeHo rno 100 My dhnakoHW CKAsHI
3aKynopeHi Npobkamu i KpyLLKaMu, L0 HarBiHYYyOTbCS).
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPAXEHHSA

398.

cnnpT
ETUNOBUA
96%

po3unH Ans
30BHILUHLOTO
3acTocyBaHHs 96 %
no 100 mny
chriakoHax CKASHUX;
noln,no5n,nol0
Ny KaHicTpax
noniMepHnX

AT
"Nly6Hncha
pm*

YkpaiHa

AT "Nly6Hnchapm"

Ykpaina

BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
PO3Mipy ynakoBK/ roTOBOrO MikapCbKoro 3acoby (iHLwi
3MiHW) - BBEEHHS [0AaTKOBKX ynakoBok no 1 i1, 5 n, 10
'y KaHicTpax noniMepHUx 3 3aKynoproBasibHUM 3ac060M
(KpuLLKa 3 YLLiTbHIOYO00 NPOKIAAKOH i3 CNIHEHOrO
nonieTuneHy), ki BUTOTOB/IEHI 3 NOMIETUEHY BUCOKOT
wineHocTi (HDPE), 3 BignoBigHWMM 3MiHamMu B p.
«YnakoBka» Ta n. «0O6’em BMICTy yNnakoBKku» y
cneumdikauii/metogax KoHTposo skocti MKA N13. 3miHn
BHECeHi B po3Aia1 "YnakoBka" B iHCTPYKLi0 ons
MEeAMYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y 3B"s3Ky
3 BBEJ,EHHAM A0AaTKOBUX YNaKkoBOK, K HACNIAOK -
3aTBEPKEHHSA TEKCTY MapKyBaHHS [04aTKOBUX
yMakoBOK NiKapCbKOro 3acoby. BeeAeHHS 3MiH NpoTArom
6-TV micsALiB nicnsA 3aTBepKeHHs; 3MiHK | TUNY - 3MiHK
3 sKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3MiHa y NepBUHHIN
yMaKoBLji FOTOBOro NikapCbKoro 3acoby (Tvn KoHTelHepa
abo gofaBaHHA HOBOTO KOHTelHepa) - TBepai, M'siki Ta
HecTepw/bHi pigki Nikapcbki opMu - BBEAEHHS
[04aTKOBMX ynakoBok Mo 1 1, 5 1, 10 n'y kaHicTpax
noniMepHKX 3 3aKyrnoptoBasibHUM 3ac060M (KpULLKa 3
YLLIMIbHIOKYOK NPOKNAAKOK i3 CNIHEHOTO NOJIIETUNEHY),
AIKi BUTOTOB/IEHI 3 NMONIETUIEHY BUCOKOI LLifIbHOCTI
(HDPE) (3atBepxeHo: no 100 mn y hiakoHW CKNsHI
3aKynopeHi Npobkamu i KpyLLKamMu, L0 HarBiHYyTbCS).
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAXKEHHS

3a
peyernmom

He
nionsieae

UA/17228/01/02

399.

CTONTYCWH-

cupon; no 100 mny

TOB

YKpaiHa

TeBa Yex

Yecbka

BHECEHHS 3MiH 10 peecTpaliinHMx MaTepiasis: 3MiHu |

6e3

UA/10779/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
TEBA dhnakoHi; no 1 «TeBa IHpacTpis c.p.o. Pecny6nika TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peyenma
dhnakoHy pasom 3 YkpaiHa» KOHTpPO/Ib AONOMDKHMX peYOBUH (iHLUI 3MiHW) OHOB/EHHSA
MipHOO NINEeTKOK y cneumagikauii Ha fonomixHy peyoBuHy «Caramel Toffee
Kopoo6Li flavor», wo BxoanTb Ao cknagy N3 CtonTycuH-Tesa,
cupon (BUny4eHHs ymoB 36epiraHHs, nepiogy
NMOBTOPHOr0 BUNPOGYBaHHA Ta TEPMiIHY NpuAAaTHOCTI 3i
cneundikauii fonomikHoi pevoBuHn Caramel Toffee
flavor)
400. | CYTAMAJLEK PO34UNH NS iH'EKLN, Mictpan AHrnis BMPOGHMLITBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/19867/01/01
C-BICTA no 100 mr/mn; no 2 Kenitan roTOBOT NiKapCbKOi Icnanis/ TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN peyenmom
M1 abono5mny MeHexm ¢opmMu, NepBUHHA Yecbka Yy BUPOGHULTBI. 3MiHV BUNPOGYBaHb abo A0NyCTUMMX
chnakoHi; no 10 eHT yrnakoBKa, Pecny6nika MeX, BCTaHOB/IEHMX y creuudikalisx, nig vac
h1aKoHIB y Niviten KOHTPO/b AKOCTI: BMPOBGHULITBA FOTOBOTO NiKapCbKOro 3acoby (foAaBaHHs
KapTOHHIA Kopoo6Li Baccepbyprep HOBOro MeToAy BUNPOGYBaHHSA Ta AONYCTUMUX MEX)
ApuHalimiTTenose A0faBaHHA anbTepHaTVBHOIO BUMPOOYBaHHS Ha
pk TM6X, nepeBipKy LjinicHOCTi hinbTpa, a came Bubble point test
HimeuuunHa; B cneyudoikaito nig yac Bupo6HuLTBa M13. Kputepiii
KOHTpONb cepii npuiiHaTHOCTI (min. bubble point 3450 mbar before and
(dhizmKo-xiMiuHWiA), after use)
BUNYCK cepil:
CiHTOH XicnaHis,
C. /1., IcnaHis;
KOHTPO/b cepil:
KBiHTa-AHaniTika
C.p.o., Yecbka
Pecnyb6nika;
KOHTpONb cepii
(6ionoriyHwni,
CTEepPW/IbHICTB):
Na6op IC CE eHa
Ko. KT,
HimeuunHa,
BTOPMHHA
ynakoska: CBYC
dapma a.c.,
Yecbka
Pecny6nika
401. | CYNPIIEKC® | Tabnetku no 10 mr, TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/9162/01/01
no 10 TabneTok y «NIEQ®A XENTXKEP MNBT TUny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKuii 3aci6. 3MiHN peyenmom
6nicTepi; no 1 abo PM NTAO» nTa Yy BUPOOHULTBI. 3MiHa po3Mipy cepii (BkIouaum

no 3 6nictepu B
KapTOHHI ynakosLi

[ianasoH po3mipy cepii) roToBOro fikapcbKoro 3acoby
(3MeHLWweHHs Ao 10 pasis) - 3MeHLIEeHHS po3Mmipy cepii
N3 po 10 pasis (BBe4EHHS [O4ATKOBOro po3mipy cepil
260 000 TabneTok), y 38’A3Ky 3 onTUMI3aLieto
BVKOPVCTaHHA 06N1aaHaHHSA Npy BUPOOHWLTBI FOTOBOIO
nikapcbKoro 3acoby (6e3 3MiHy TeXHO/IOrii BUPO6HMLITBA
Ta NPOMM1CNOBOro 061aHaHHS).
3arBepaKeHo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Po3wmip cepii: 500 000 TabneTok
Mo 10 TabneTok no 1 6nictepy — 50000 yn.
Mo 10 TabneTtok no 3 6nictepn — 16 666 yn.
3anponoHoBaHo
Po3wmip cepii: 500 000 TabneTok
Mo 10 Tabnetok no 1 6nictepy — 50000 yn.
Mo 10 TabneTtok no 3 6nictepn — 16 666 yn.

Po3wmip cepii: 260 000 TabneTok
Mo 10 TabneTtok no 1 6nictepy — 26 000 yn.
Mo 10 Tabnetok no 3 6nictepu — 8 666 yn.

402,

CYTEHT

kancynu no 37,5 wr;
no 7 kancyny
6nictepi; no 4
6nictepu y
KapTOHHIA KOpoo6Li

Mdparizep
IHK.

CLIA

Mdpainzep ITanisa
C.p.n

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
YTOUHEHHS1 peecTpauiiiHoro Homepa B Hakasi MO3
Ykpainu Ne 2182 Big 22.12.2023 B npoueci BHeCEHHs
3MiH (3MiHu | Tuny - 3miHK 3 skocTi. API. CTabinbHICTb.
3miHa nepiogy NOBTOPHMX BUNpobyBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHa AdI (3a BiACYTHOCTI y
3aTBEPKEHOMY [OCbE cepTudikarta BifnoBigHOCTI
€Bponelicbkiin hapmakonei, Wwo BK/Yae nepiog,
NOBTOPHOro BUNPo6yBaHHS) (iHWi 3MiHWM) BuganeHHs 3
po3giny 3.2.S.7.2. Post Approval Stability Protocol and
Stability Commitment 30608B’s13aHHS LWOA0 HAaJaHHS
OaHux cTabiNbHOCTI Nicnsa 3aTBepAKEHHS «36-MiCAYHI
JaHi wopno crabinbHocTi 4nsa Tpbox cepin (DPC 50005,
DPC 50006 i DPC 0007) 3 nepLuoi komepLiiiHoro
BMPOOHULITBA Ai0UOT PeYOBUHM CYHITUHIO). Pefakuisa B
Hakasi - UA/7785/01/03. BipHa pegakuis -
UA/7785/01/04.

3a
peyermom

UA/7785/01/04

403.

CYTEHT

Kancynu no 50 wr;
no 7 kancyny
6nictepi; no 4
6nictepn y
KapTOHHI Kopoo6Li

Mcpaiizep
IHK.

CWA

Mdpaiizep ITanis
C.p.n.

ITanis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
YTOUYHEHHS peecTpaLiiiHoro Homepa B Hakasi MO3
YKpaiHu Ne 2182 Big 22.12.2023 B npoueci BHeCEHHs
3MiH (3MiHu | TUNY - 3MiHK 3 aKocTi. A®Il. CTabiNbHICTb.
3MiHa nepiogy NOBTOPHMX BUNPOGYBaHb/Nepioay
36epiraHHa abo ymoB 36epiraHHs AdI (3a BigcyTHOCTI y
3aTBEpPAXEHOMY [0CbE cepTudiikarta BiZnoBiLHOCTI
€Bponelicbkiin hapmakonei, LWo BKIYae nepiog,
NOBTOPHOrO BUNP0o6YBaHHSA) (iHLWi 3MiHK) BuaaneHHs 3
po3ainy 3.2.S.7.2. Post Approval Stability Protocol and
Stability Commitment 3060B’s3aHHS LOAO HaJaHHA
[AaHVX CTabiNbHOCTI MiC/1A 3aTBEPAXEHHSA «36-MiCAYHI
[AaHi woao crabinbHocTi A4nsA Tpbox cepiii (DPC 50005,
DPC 50006 i DPC 0007) 3 nepLuoi KoMepLjiliHoro
BMPOGHULITBA Ait040T PEYOBVHY CYHITMHIO). Pefakuis B
Hakasi - UA/7785/01/04. BipHa pepgakuis -
UA/7785/01/03.

3a
peyenmom

UA/7785/01/03

404.

TAHTYM
BEPJE®

PO34MH A19 POTOBOI
NOPOXHUHY, 1,5
mr/mn; no 120 mny

AsieHge
Kimike
PiyHiTe

ITanisa

AsieHpe Kimike
PiyHiTe AHXeniHi
PpaHyecko

ITanis

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu |
TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHus abo 3miHu go

6e3
peyenma

UA/3920/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
h1aKkoHi 3 MipHUM AHXeniHi AKP.A®. C.nA. y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
cTakaHumkom; no 1 dpaHyeck (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
hnakoHy y o] thapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
KapTOHHI KOpooLi AK.P.A®. BIANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnsgy;
C.n.A. KOHTaKTHOT 0Co6M 3 hapmakoHarnsay 3asBHuKa A5
3pilicHeHHs chapMakoHarnagy B YkpaiHi, KL BOHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHUYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) 3miHa KOHTakTHOI 0co6u
3asBHVIKa, BigNOBiAa/IbHOT 3a hapMakoHarnsag, B YkpaiHi.
[itoua pepakuis: Mopinuk Aptem Bonogumuposuy.
MponoHoBaHa pefakuis: Xifibko EBreHis
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX SAaHUX KOHTaKTHOI
0cobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg, B
YKpaiHi
405. | TAHTYM cnpeii 4nsa poToBoi AsieHge ITanisa AsieHge Kimike ITanisa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 6e3 UA/3920/02/01
BEPAE® NMOPOXHUHK, 1,5 Kimike PiyHiTe AnxeniHi Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenma
mr/mn; no 30 mny PiyHiTe dpaHyecko thapmakoHarnsgy. BeeneHHs abo 3miHu fo
hnakoHi 3 AHXeniHi AK.P.A®. C.nA. y3araslbHeHnX faHnx npo cuctemy hapmakoHarnsgy
Hebynarizepom; no 1 | ®dpaHyeck (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
donakoHy y o] thapMakoHarnsgy, 3amMiHa ynoBHoOBaXeHoT ocobu,
KapTOHHI KOPOOL AKP.A®. BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsaay;
C.n.A. KOHTaKTHOI 0cobu 3 (hapMakoHarnfgy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6WU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BK/IHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemu hapMakoHarnsgy) 3mMiHa KOHTakTHOI 0cobu
3asBHMKa, BiANOBIAANLHOI 3a hapmakoHarnsg B YKpaiHi.
[Litoua pepakuin: Mopinvk Aptem Bonogummnposuy.
MponoHoBaHa pegakuis: Xifibko EBretis
OnekcaHApiBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOT
0cobu 3as1BHMKA, BiANOBIAA/ILHOT 38 hapmakoHarnss B
YkpaiHi
406. | TAHTYM rpaHynun ans AsieHge ITania AsieHge Kimike ITanis BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 6e3 UA/4012/01/01
PO3A® BariHasIbHOro Kimike PiyHiTe AHxeniHi TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuyenma
po3umHy no 500 wr, PiyHiTe PpaHyecko thapmakoHarnsigy. BeegeHHs abo 3miHu go
no 10 cawe B AHXeNiHi AK.P.A®. C.nA. y3ara/ibHeHUX AaHux npo cuctemy dpapmakoHarnsgy
KapTOHHiiA KOpo6Li ®paHyeck (BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
o] hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
AKP.AO. BiANOBIAA/ILHOI 32 34iliCHEHHA dapmakoHarnsgy;
C.n.A. KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa 415

3[jiCHeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BK/IHYAKUM KOHTaKTHI
fAaHi) Ta/abo 3MiHV y po3MmilleHHi MacTep-taiina
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
cuctemn chapmakoHarnsgy) 3miHa KOHTaKTHOI 0co6u
3asBHVIKa, Bi4NOBIAa/IbHOT 3a hapMakoHarnsag, B YkpaiHi.
[itoua pepakuis: MNopinuk Aptem Bonogumuposuy.
MponoHoBaHa pepfakuis: Xifbko EBreHis
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX SAaHUX KOHTaKTHOI
0co6u 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg, B
YKpaiHi
407. | TAHTYM PO34nH BariHaIbHWi AsieHge ITanisa AsieHge Kimike ITanisa BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu | 6e3 UA/4012/02/01
PO3A® 0,1 %; no 140 mny Kimike PiyHiTe AnxeniHi Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
donakoHi PiyHiTe dpaHyecko thapmakoHarnsgy. BeeneHHs abo 3miHu fo
OCHalleHomy AHXeniHi AK.P.A®. C.nA. y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
KaHtosneto 3 dpaHyeck (BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
KpULLEYKOIO ANA o} dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocoby,
3aKpuTTA; N0 5 AK.P.A®. BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
h1aKoHIB y C.n.A. KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa Ans
KapTOHHIA KOopooLi 3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6M, BiAMNOBIAA/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cuctemu chapmakoHarnagy) - 3miHa KOHTaKkTHOI 0co6u
3asBHMKa, BiANOBIAANLHOI 3a hapmakoHarnsg B YKpaiHi.
[Litoua pepakuin: Mopinvk Aptem Bonogummnposuy.
MponoHoBaHa pegakuis: Xifibko EBrexis
OnekcaHApiBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOT
0cobu 3as1BHMKA, BiANOBIAA/ILHOT 38 hapmakoHarnss B
YkpaiHi
408. | TA®IHNAP® Kancynu Teepgi no Hosapric LLiBefiuapi BMPOGHUK ANst IcnaHis/ BHECEHHS 3MiH 40 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a UA/14420/01/01
50 mr; no 120 Papma Al A nakyBaHHs Ta Benuka TMNy - 3MiHK 3 IKOCTI. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
Kancyn y cpnakoHax BUMYCKY Cepii: Bputanis/ KOHTpOsb roToBOro MikapcbKoro 3acoby (iHLi 3MiHW).
"nakco Bennkom CnoseHis Y3romxeHHs iHdhopmaLil 3aTBepAXeHOro npoToKosy

C.A., IcnaHis;
BMPOGHUK
Hepo3dhacoBaHo|
npoaykuii: Fnakco
OnepeiiwHe OK
Nimiten, Benvka
BpuTaHis;
anbTepHaTuBHa
OinbHULA
BignosigasnbHa 3a
BMPOGHMLITBO
Hepo3dhacoBaHo|
npoaykuii Ta
KOHTPO/b AKOCTI:
3irdopig, Bapbepa
C.J1., IcnaHis;
anbTepHaTuBHa

cTabinbHOCTI Ta 3BITiB NPO CTabINLHICTD i3
crneungikalissiMm roToBoro Nikapcbkoro 3acody B
3aTBepKeHNX MoHorpadisx npo BUNpobyBaHHS,
YTOYHIOOUN BUMOTU A0 BUNPOGYBaHb i 10 NepeBipkn
neBHWX napameTpiB (TO6TO NPoOBOAMTLCS NKLIe ANA
BMNyCKy abo A8 BUNYyCKy Ta cTabifibHOCTi).
MponoHoBaHa 3BefeHa Tabnmus cneuudikauii Tenep
BK/IlO4AE BUHOCKU, SIKi BKA3ylOTb Ha Te, L0 BOHW
TECTYITbCA TiNbKK Nif 4ac BUMYCKY Y/ MPOTAroM
TepMiHy 36epiraHHs Ta BUNycKy. 3MiHU BHOCATLCS A0
MKS#, maTepianis peecTpauiiHoro gocobe. BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXEHHS.
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10 6nicTepiB y
KapTOHHI ynakoBLi

cepTuduikat BigNoBIAHOCTI €BpoNeNichKil
hapmakonei/moHorpadii. NMogaHHA HoBOro abo
OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUYYEHHS
cepTudiikaTa BignoBiAHOCTI EBpoNelichkKiin hapmakonei:
ona Adl; ansa BuxigHoro
matepiany/peareHTy/npoMKHOI0 NPOAYKTY, L0

BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMIKHOT

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
OinbHUUS
BignosigasnbHa 3a
nepBrHHE Ta
BTOPWHHE
nakyBaHHs1, BUNYyCK
cepii:
Nex
dapmMacboTUKaNC
A4.4., CnoseHis
409. | TA®IHNAP® Kancysv Teepai no HoBaprTic LLiBefiuapi BMPOGHUK ANs Icnanis/ BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a UA/14420/01/02
75 wmr; no 120 dapma Al A nakyBaHHs Ta Benuka TMNy - 3MiHK 3 AIKOCTi. FOTOBWIA NikapcbKunii 3aci6. peyenmom
Kancyn y cpnakoHax BUMYCKY Cepii: Bputanis/ KOHTpO/1b roTOBOro MikapcbKoro 3acoby (iHLi 3MiHW).
"nakco Bennkom CnoBeHis Y3romxeHHs iHhopmaLii 3aTBepAKeHoro NpoTokoy
C.A,, IcnaHisi; CTabinbHOCTI Ta 3BITiB NPO CTabINLHICTD i3
BMPOBHMK crneungikalisiMmu roToBoro Nikapcbkoro 3acoby B
Hepo3dacoBaHoi 3aTBEepKEHNX MOHOrpadisix Npo BUNPObyBaHHS,
npoaykuii: Fnakco YTOYHIOOUN BUMOTU 0 BUNPOBYBaHb i 10 NepeBipkn
OnepeiiwHc HOK neBHVX NnapameTpiB (TO6TO NPOBOANTLCS NLIE ANA
Nimitea, Benuka BMNYCKy abo A8 BUNYCKy Ta cTabifibHOCTi).
BpuTaHis; MponoHoBaHa 3BefeHa Tabnmus cneuudikadii Tenep
anbTepHaTuBHa BK/IHO4AE BUHOCKU, SIKi BKA3ylOTb Ha Te, L0 BOHW
AinbHWUA TECTYITbCA TiNbKK Nif 4ac BUMYCKY Yv MPOTAroM
BignosigasnbHa 3a TepMiHy 36epiraHHs Ta BUNycKy. 3MiHU BHOCATLCS A0
BMPOGHMLITBO MKS#, maTepianis peecTpauiiHoro gocobe. BBegeHHs 3MiH
Hepo3dacoBaHol NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
npoaykuii Ta
KOHTPO/b AKOCTI:
3irdopig, Bapbepa
C.J1., IcnaHis;
anbTepHaTuBHa
OinbHUUS
BignosigasnbHa 3a
nepBrHHE Ta
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii:
Nex
dapmMacboTUKaC
Aa.4., CnoseHis
410. | TEBAHTUH® | kancynu no 300 mr BAT YropwumHa BAT "legeoH YropwmHa BHECEHHS 3MiH [J0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/3421/01/02
no 10 kancyny "l'epeoH PixTep" TMny - 3MiHKM 3 AKkocTi. CepTudikaTt BignosigHocTI/IE- peuyenmom
6nicTepi; no 5 abo PixTep"
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
papmakonei) - OHOBMEeHWIA cepTudikar Bif yxe
3aTBEPXEHOTO BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkii hapmakonei
Ne R1-CEP 2011-330 - Rev 02 (3atBepgxeHo: R1-CEP
2011-330 - Rev 01) gnsa A®| rabaneHTUHy Bif BXe
3aTBepxeHoro BupobHuka Hikal Limited, Kutaii. 3miHu |
TMny - 3MiHK 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudpikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHA HoBOro abo
OHOB/IEHOTO cepTugikaTa BignoBigHOCTI ab0 BUYYEHHS
cepTudpikaTa BignoBigHOCTI EBponelickbkili hapmakoner:
ons A®l; ona BuxigHoro
mMarepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
BVKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
papmakonei) - OHOBeHWIA cepTudikar Bif yxe
3aTBEPKEHOTO BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkii thapmakonei
Ne R1-CEP 2011-330 - Rev 03 ana A®| rabaneHTVHy Big,
BXe 3aTBepxeHoro Bupo6Huka Hikal Limited, Kutaii.
3miHu | TMny - 3miHu 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat signosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHTLCS Y BUPOOHULTBI ADI; 415 AONOMIKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEiChKili
hapmakonei) - OHoBeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudikaTa BignoBigHOCTIi EBponeiickkiii hapmakonel
Ne R1-CEP 2011-330 - Rev 04 gna A®l rabaneHTVHy Big,
BXe 3aTBepxeHoro BupobHuka Hikal Limited, Kutaii

411.

TENOI

TabneTkn, BKPUTI
NAiBKOBOO
060/10HKO0, 50
mr/300 mr/300 mr, no
30 TabneTtok y
KOHTeliHepi, no 1
KOHTeliHepy B
KapTOHHIA KopooLi

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeeneHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
thapMakoHarnsgy, 3amMiHa ynoBHoOBaXeHoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 (hapMakoHarnfgy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6M, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BK/IHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTeMu chapmakoHarnsgy) 3miHa KOHTaKTHUX faHuX

3a
peyermom

UA/18591/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMOBIAa/IbHOI 3a
thapmMakoHarnag. 3mMiHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag B Ykpaini. fitoua
pepaxkuis: Hypie EngaHiz Animosuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CObYu 3asBHMKa,
Bi4NoBiAa/IbHOI 32 hapmakoHarnsg B YkpaiHi
412. | TEH3OKAP/A Kancynm 3 TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a He UA/19608/01/01
MoamnpikoBaHUM «MIKPOXI «MIKPOXIM>», TUny - 3miHK Wwoao 6e3nekn/ethekTVBHOCTI Ta peyenmom | nionsi2ae
BVBI/TbHEHHSAM, M» YkpaiHa hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui
TBEpAi, no 5 mr/1,5 (MpoBefeHHs nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
mr, no 10 kancyn y BMNpOGyBaHb B ANA MeAMYHOro 3acTOCyBaHHS Ha MiAcTasi perynspHo
6nictepi, no 3 pamkax KOHTPOJIo OHOBJIKOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
6nictepun y nauui 3 SAKOCTI. pocnimpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
KapToHy a6o 30 ®i3nyHi/XiMiYHi 3acoby B micnsipeecTpavyinHnii nepioa, abo sk pesynbTart
Kancyn y 6aHui, no 1 BMMNPOGYBaHHS; OLiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BigNOBIAHO A0
6aHLUi y nayuj 3 MpoBeneHHs nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
KapToHYy BMNpOGyBaHb B Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHNM OpPraHom).
pamkax KOHTPO/o 3MiHM BHECEHO [0 IHCTPYKLiT 4151 MeAnyHOro
SAKOCTI. 3acToCyBaHHSA NikapCcbKoro 3acoby A0 po3ainy
Mikpo6ionoriyHi Ta "Mepeno3yBaHHA" 040 6Ge3neKkn 3aCTOCyBaHHA Aiko4ol
GionoriyHi peYoBMHM aMI0AWMIH BiANOBIAHO 40 pekoMeHaaLiii
BUNPOGYBaHHS; PRAC. BBefieHHS 3MiH NPOTArom 6-Tu MicsLiB nicns
Brpo6HuMui 3aTBepKEeHHSA
onepawi;
BignosiganbHuii
3a BUNycK cepil,
He BK/tOYaoun
KOHTPONb/BUNPOBY
BaHHSA cepii)
413. | TEH3OKAPA Kancynm 3 TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a He UA/19608/01/02
MoaundikoBaHUM «MIKPOXI «MIKPOXIM», TMny - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom | nions2ae
BUBI/IbHEHHSM, M> YKpaiHa hapMakoHarnisgy. 3miHa y KOpoTKili XapakTepucTuLi
TBepAi, no 10 mr/1,5 (MpoBeaeHHs nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT

mr, no 10 kancyn y
6nictepi, no 3
6nictepun y nauui 3
KapToHy a6o 30
Kancyn y 6aHui, no 1
6aHUi y navui 3
KapToHYy

BMNPO6YBaHbL B
pamkax KOHTPOso
SAKOCTI.
Pi3nNYHI/XiIMIYHI
BMMNPOGYBaHHS;
MposegeHHA
BMNPO6YBaHbL B
pamkax KOHTPOso
SAKOCTI.
Mikpo6ionoriyHi Ta
6ioNorivHi
BMNPOOYBaHHS;
Bupo6Humyi
onepadii;

AN19 MejYHOro 3aCTOCyBaHHS Ha MifcTasi perynsapHo
OHOBJIIOBAHOrO 3BiTY 3 6Ge3neKkn Nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
3aco6y B nic/sipeecTpaviiinnii nepiod, abo sik pesynbTaT
OL|iHKM 3BITY 3 AOCIMKEHb, MPOBEAEHUX BiANOBIAHO A0
nnaxy negiatpuyHux gocnigpkerb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHNM OpPraHom).
3MiHM BHECEHO A0 IHCTPYKLii A1 MeguyHoro
3aCTOCyBaHHSA fiKapcbKkoro 3acoby Ao po3ainy
"Mepeno3yBaHHA" LWOA0 6e3nekn 3aCTOCyBaHHA Aitouol
pPeyoBMHM aM104WMIH BiANOBIAHO A0 pekoMeHaaLii
PRAC. BBefieHHA 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

BignosiganbHuii

3a BUNyCK cepil,

He BK/IloYaoum

KOHTPO/1b/BMNPOGY
BaHHs cepil)

414. | TEHO®DOBIP TabneTkn, BKPUTI leTepo IHAiA [eTepo /1a63 IHAaiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15263/01/01
Yy NNiBKOBOIO Na63 Nimiteq Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
AN30MNPOKC | o6onoHkoto, no 300 Nimiteq thapmakoHarnsgy. BeeneHHs abo 3miHu fo
mny mr, no 30 TabneTok y3araslbHeHnX AaHnx npo cuctemy hapmakoHarnsgy
DYMAPAT Y KOHTelHepi; no 1 (BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeMy

KOHTelHepy y dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT 0coby,
KapTOHHI KOPOOL BiANOBIAA/IbHOI 32 34iICHEHHA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BK/IHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-caiina
cucTemu chapmakoHarnsgy) 3miHa KOHTaKTHUX JaHux
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMOBIga/IbHOI 3a
hapmMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag B Ykpaini. fitoua
pepakuis: Hypie EngaHiz Animosuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0CObYM 3asiBHMKA,
BignoBiAa/IbHOI 32 hapmakoHarnsg B YkpaiHi

415. | TETPAKCUM cycneHsisa gns CaHodi PpaHuis BMPOBHULITBO PpaHuis/ BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu | 3a UA/13069/01/01
®ITETRAXIM iH’exuii mo 0,5 mn (1 MacTep roToBOro YroplmHa Tuny - 3MiHu 3 akocTi. A®l. KoHTponb A®L. 3miHa y peyenmom
BAKUVHA nosa)no 1 Hepo3dacoBaHoro napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
ana nonepegHL0 NpoAYyKTY, BM3Ha4YeHuX y cneuudpikauisx Ha A®l, abo
NMPO®INAKT 3anoBHeHOMY KOHTPO/b SIKOCTI, BUXIQHWIA/MPOMDKHWI NpoAYyKT/peareHT, Wwo
KU wnpuvyy no 0,5 mn BTOPVHHE BVKOPVCTOBYIOTbCSA Y Npoveci BupobHuutea A®| (iHwwi
LONDTEPII, (1 po3a) 3 nakyBaHHs, BUMYCK 3MiHK) [JoaaBaHHS BUNPOGYBaHHS Ha BU3HAYEHHS
NMPABLSA, NPUKPINIEHOI0 cepii: CaHodi MaKCMMaJ1bHOI aAcop6LiliHOT 34aTHOCTI Ta po3noainy
KALLUTHOKY rosnikoto (abo 2-ma MacTep, ®paHuis; YaCTUHOK 3a PO3MipoM [0 cneuundikadii resito rigpokeuay
(ALUENKONAP | oKpeMyMu rofikamu), NOBHUIA LMK /TIOMIHIt0, SKUIA BUKOPUCTOBYETHLCS B SIKOCTi BUXiZHOI
HUIA L0 MICTUTb BMPOGHMLTBA, CMPOBUWHW Y NpOLEeCi BUPOGHMLTBA Ail04NX PEYOBUH - 2-

KOMMOHEHT | cycneHsito ans KOHTPO/1b SKOCTI, KOMMOHEHTHOro auentNApHOro KOMMOHEHTY KaLL/TOKY
)TA iH'eKUili, B KAPTOHHIl BTOPUHHE (oumLLEeHWIA KaLLNoKoBKiA aHaTokekH (PTxd) Ta
noniomMien Kopob6Li 3 nakyBaHHs, BUMYCK oumLLEeHoro hinameHTHoro remar/itoTuHiHy (FHA)) Ta sk
TY MapKyBaHHAM cepii: CaHoi a/'toBaHT y BUPOOHMLTBI HEPO3(hacoBaHOro roToBOro
AACOPBOBA | ykpaiHCbKol abo MacTep, PpaHuis; nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH - 2 KBapTaUl
HA, aHrnincbkot, abo BTOPVHHE 2025. 3miHu | Tuny - 3miHK 3 sakocTi. A®l. BupobHuuTBO.
IHAKTUBOBA | iHLWIMMW iHO3EMHUMMN nakyBaHHs, BUMYCK 3MiHM B npoLieci BUpo6HMLUTBa AD| (He3HaYHa 3MiHa y
HA, PIOKA MoBamu; no 1 cepii: CaHodi- npoueci Bupo6HuLUTBa API) 3MiHM KiNbKOCTI LMKNIB
nonepegHL0 AseHTic MpaiBiT BVIKOPUCTaHHSA XxpomaTorpadpiuHoro rento ASF-S4B, akuii
3arnoBHeHoOMy Ko. NTg,, BMKOPUCTOBYETLCA B NpoLeci agiHHOT XpomMaTorpadii Ha
wnpuvyy no 0,5 mn MnaTchopma acianodeTyiHoBIli cedhaposi A5 OUNLLLEHHS
(1 gosa) 3 JIOTICTMKM Ta KaLU/IlOKOBOro TOKCUHY Y Npoueci BUpobHuuTBa 2-
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

NPUKPINIEHOO
ronkoto (abo 2-ma
OKpemMumu ronkamu),
L0 MiCTUTb
cycneHsito A1
iH'EKLLi/i B KAPTOHHIl
Kopoo6Li, B AKil
MiCTUTbCSA
cTaHgapTHO-
eKCMopTHa ynakoBKa
Ta IHCTPYKUia ans
MeNYHOro
3aCTOCyBaHHA 3
MapKyBaHHAM
yKpaiHCbKOol abo
aHrnincbkot, abo
IHLIMMK IHO3EMHUMU
MoBamu

AncTpubyuii y m.
Bypanewr,
YropLimHa

KOMMOHEHTHOrO aLe/TioIAPHOTO KaLl/ioKy (OunLLLeHni
KaLLMFOKOBWI aHaToKeuH (PTxd) Ta ouuneHoro
thinameHTHOro remarntoTuHiHy (FHA) Ha BUpPOGHWYIli
AinbHuui Marcy I'Etoile, ®paHuis, 3 25 go 18 umknis.
TepMiH BBEEHHS 3MiH - 2 kBapTan 2025

416.

TU3NH® BIO

cnpeii Ha3asTbHUIA,
po3umH 0,1 %; no 10
My dhakoHi 3
f[o3aTtopom A1s
PO3NWNEHHS, WO
MICTUTb CPIOHY
cnipanb Ta
3aXMCHUM
KOBMa4ykom; no 1

hnakoHy y
KapTOHHI ynakoBLi

MakHin
Mpopaktc
Nimiten

AHrnis

damap Xenc Keap
Cepsicus Magpug,

C.AY.

IcnaHis

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
CucTtema KoHTeliHep/3aKkynoproBasibHUIA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKoro 3acoby
(BUNYYEHHS HE3HAYHOro NoKasHukKa (Hanpuknag
3aCTapifioro NoKasHKka)) - OHOBMEeHHSA p. 3.2.P.7.
CurcTeMa KoHTelHep/ 3aKynoptoBasibHUIA 3aci6, a came
BW/TyYEHHS NoKasHuKa «laeHTudikauis» i3 cneupdikauii
NepBUHHOT yNakoBKN — qo/1akoHy. (BUpOGHMK
BUKOPWCTOBYE cepTudikaT noctavanbHuka gns
ineHTudikauii matepiany). 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6. 3MiHa napameTpiB
cneundikauii Ta/abo AONyCTUMMX MEX NEPBUHHOT
yNaKoBKM rOTOBOTO NiKAPCbKOro 3acoby (BUTyYeHHS
He3Ha4yHOro MokasHuKa (Hanpuknag, 3actapinoro
noKasHuka)) - OHOB/IEHHS p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKyrnoproBasIbHUIA 3acib, a came BUyYEHHS
nokasHuka «Jomilika B» i3 cneyucpikauii nepBuHHOT
ynakoBKkM — gonakoHy. (3rigHo 3 HacTaHoBow EMEA
«HacTaHoBa LL0f0 N1acTUKOBOrO NEPBUHHOIO
nakyBa/lbHOro MaTepiany», AoMiwka B He
3aCTOCOBYETbCA A5 «PnakoHy»). 3MiHu | Tuny - 3MiHn 3
AkocTi. [oToBwMIA Nikapcbkuii 3aci6. Cructema
KOHTelHep/3aKynoptoBasibHUiA 3aci6. 3MiHa napameTpis
cneundikauin Ta/abo AONyCTUMUX MEX NEPBUHHOT
yNaKkoBKM rOTOBOTO MiKaPCbKOro 3acoby (BUTyYeHHS
He3Ha4yHOro NokasHuka (Hanpuknag, 3actapinoro
noKasHUKa)) - OHOB/IEHHS p. 3.2.P.7. Cuctema

6e3
peyenma

UA/14228/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

KOHTeliHep/ 3aKynoproBasIbHUIA 3acib, a came BUTyYEHHS
nokasHuka «30BHILLHINA giamMeTp ropaoBUHN» i3
cneuudikauii NepBMHHOI yNakoBKu — th1akoHy. 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo 4ONYCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro 3acoby
(BMNYYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag,
3acTapinioro NokasHKka)) - OHoBMEHHA p. 3.2.P.7.
CuncTemMa KoHTelHep/ 3aKynoptoBasibHUIA 3aci6, a came
BUYYEHHS MOKa3HKKa «BHYTPILLHIA giameTp
ropaIoBUHW» i3 cneuudikaLii NepBUHHOT yNakoBkn —
chnakoHy. 3miHu | Tuny - 3miHK 3 AKkocTi. [oToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNaKkoBKM rOTOBOTO NiKapCbKOro 3acoby (BUMyYeHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapinoro
noKasHUKa)) - OHOB/IEHHS p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoptoBasibHUiA 3acib, a came BUTyUYeHHSN
nokasHuka «Jlomiwka B» i3 cneymdpikauii nepsuHHOT
ynakoBku — go3artopa. (3rigHo 3 HacTaHoBolo EMEA
«HacTaHoBa 00 N1aCTUKOBOrO NEPBVHHOIO
nakyBaslbHOro mMatepiasy», flomillka B He
3aCTOCOBYETbCA ANA «[lo3aTopa»). 3MiHn | Tuny - 3MiHN
3 AKocTi. FoToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNaKkoBKM rOTOBOTO NiKapCbKOro 3acoby (BUMyYeHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapinoro
nokKasHuKa)) - OHOB/IEHHS p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoptoBasibHUIA 3acib, a came BUTyUYeHHSN
nokasHuKa «BHyTpiLWHIi giameTp gosatopy» i3
cneuudikaLii NepBMHHOI YNakoBku — fo3aTopa. 3miHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
Cuctema KoHTeliHep/3aKkynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneundikauiii Ta/abo JOMYCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKoro 3acoby
(BUNYyYEHHS HE3HAYHOro NoKasHvKa (Hanpuknag
3aCTapifioro NokasHKka)) - OHoBMEeHHSA p. 3.2.P.7.
CucTeMa KoHTelHep/ 3aKynoptoBasibHUIA 3aci6, a came
BUYYEHHA MOKasHKKa «Macax i3 cneumdikadii
NepBUHHOT yNakoBkn — go3aropa. 3MiHu | Tuny - 3MiHu 3
sKocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa chopmu abo
pO3Mipy KOHTEelHepa uM 3aKynopioBasIbHOro 3acoby
(NepBUHHOI yNakoBKW) (CTepW/IbHI Nikapcbki 3acobu) -
OHOB/EHHA p. 3.2.P.7. Cuctema koHTeliHep/
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
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3aKynoproBasibHMIA 3acib, a came 3MiHa 30BHILLHIX

pO3MipiB NePBMHHOI YNakoBKU — (h1akoHy (Lie He HOBUiA
KOHTEliHep, a nLle 3MiHa 30BHILLUHBOIO fliaMeTpy Yepes
3MiHy chopmuy AHa hnakoHy 3 Kpyrioi Ha
XPecTonofibHy); BHECEHHSI pefakLiiHUX NpaBokK, a
came: A0 p. 3.2.P.7 - BK/IOYEHO 3arasibHUiA onuc Ans
KOHTEliHepIB, SKi BXXe 3apeecTpoBaHi; p. 3.2.P.7.2. -
BUAIEHO Ha3BW TOProBMX MapokK A5 noniMepis;
OHOBJ/IEHO MOTOYHI CTaHAapTV EP ans okpemumx
marepianis, L0 BUKOPVCTOBYIOTHCS Y BUPOOHULITBI;
[ofaHo cepTuduikaTn ANns niagTBEepAKEHHS BiANOBIAHOCTI
matepianis EP Bif noctayanbHKIB; BKIHOYEHO NPUMITKY
LLLOZ0 BUKOPUCTAHHS aUlbTEPHATUBHUX NOCTAYaUIbHIKIB,
AKLLLO NPOAYKT BiANOBIAAE 3anNponoHOBaHii
cneuudikauii; p. 3.2.P.7.3. - y cneumdpikavii Ha hnakoH
3MiHEHO M. «Onnec» Ha N. «30BHiLWHIl BUrNsS4»; TecT
«Jlomiwka A» 6yno BKIHOYEHO [0 p. «30BHILLHIA BUrNSa»
(YnctoTa) Ta 6yno NpefcTaBeHO SK BidyaslbHUN, TakK i
MaKpOCKOMiYHWIA onuc; y cneundikauii Ha go3aTop
BUMPaB/IeHO ApyKapCbKy NOMWAKY LOA0 06'eMy
pO3NMIEHHS BiAMNOBIAHO 4O 3apEECTPOBAHOIO Po34iny
3.2.P.1. - “The spray volume is 140 pl for 0,1% (should
be 126-154 mg/spr) and 70 pl for 0,05% (should be 63-
77 mg/spr)” ((hakTUYHWIA 06’EM PO3NUIEHHS He
3MiHKETBCSA). 3MiHM | TUNY - 3MiHK 3 SKOCTi. [oTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa chopmu abo
pO3Mipy KOHTEelHepa uM 3aKynopioBasIbHOro 3acoby
(NepBUHHOI yNakoBKW) (CTepW/IbHI Nikapcbki 3acobu) -
OHOBNEHHA p. 3.2.P.7. Cuctema koHTeliHep/
3aKyrnoproBasibHWiA 3acib, a came 3MiHa AOBXUHM
3aHyproBasibHOT Tpy6kM (3 31,0 - 32,5 mm go 18,5 —
22,5Mm (19,51 mm & 21,5 £1 mm)) Y cneumdikauii Ha
[o3atopi (KoHTeHep He 3MiHMBCS). 3MiHu | Tuny - 3MiHK
3 AKocTi. FoToBMIA nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa chopmu abo
pO3Mipy KOHTEelHepa uM 3aKynopioBasIbHOro 3acoby
(NepBUHHOI yNakoBKW) (CTepW/IbHI Nikapcbki 3acobu) -
OHOBNEHHA p. 3.2.P.7. Cuctema koHTeliHep/
3aKyrnoproBasibHWiA 3acib, a came 3miHa po3Mipy
NnepBUHHOT YNakoBkKW, a caMe AO0BXWMHU fo3atopy (3 102 -
105 mm go 99,3 -103,3 Mm) y cneuudikauii Ha gosartopi
(koHTeHep He 3MiHuBCS). 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNakoBKM rOTOBOTO J1iKapCbKOro 3acoby (f0NOBHEHHS

crneundikaLii HOBUM NOKA3HMKOM 3 BiNOBIAHUM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
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3acoby yrnakoska) nocsioYeHHs1

MeTOA0M BUNPOBYBaHHS) - OHOB/IEHHA p. 3.2.P.7.
CucTeMa KoHTelHep/ 3aKynoptoBasibHUIA 3aci6, a came
[OMOBHEHHSA cneumdikauii Ha NepBUHHMI NakyBanbHUIA

matepian (Ha 403aTop) HOBMM MOKa3HWKOM

«BUBINIbHEHHA cnpeto» 3 BiAMNOBIAHUM METOA0M

BMNPO6YBaHHS. 3MiHu | TUNy - 3MiHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI

yMNaKoBKM FOTOBOTO /likapCbKOro 3acoby (4OMNOBHEHHS

crneuudikaLii HOBUM NOKA3HWMKOM 3 BiZNOBIAHUM

MeTOA0M BUNPOOYBaHHS) - OHOBMEHHSA p. 3.2.P.7.
CucTemMa KoHTelHep/ 3aKynoptoBasibHUIA 3aci6, a came
[OMNOBHEHHSA creumdikalii Ha NepBUHHUIA NaKyBaslbHUI

martepian (Ha f03aTop) HOBMM NMOKA3HUKOM
«3anoBHEHHS» 3 BiANOBIAHUM METOAOM BMMPOGYBaHHS.
MoKa3HWK «3anoBHEHHS» (TECT Ha (DYHKLiOHa/TbHICTb)
6yB BK/IOUEHWUIA 4151 BUSHAYEHHS HEOOXIAHOT KiSTbKICTi
HaTMCKaHb [10 NepLUOro PO3NWUIEHHS, a OLjiHKa
6a3yeTbCs Ha cepegHbOMY 3HaY€eHHi. 3MiHu | Tuny -
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBa/ibHWiA 3acib. 3MiHa napameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yMakoBKM rOTOBOrO NiKapCbKoro 3acoby (BUyYeHHS

He3Ha4yHOro MokKasHuKa (Hanpuknag 3actapifioro

NnoKasHWKa)) - OHoBJIeHHA p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHUIA 3aci6, a came BUTyYEHHS
nokasHuKa «TOBLLUMHA CTiHKW» i3 cneumndikaw,ii

NepPBUHHOI YNakoBku - thnakoHy. lMicns BuganeHHs
nokasHuKa «TOBLLYMHA CTiHKN», 3asBHUK BUKOPUCTOBYE
BMMNPOGYBaHHSA Ha CTIKICTb A0 MexaHiuHoi Aechopmaii
i3 cepTudpikaty noctadyasibHuKa. MocravasibHUK 3aMiHNB

Lieil TecT Ha BUNPOGYBaHHA Ha MeXaHiuHy CTilKiCTb
(dhnnakoHW NOBUHHI BUTPUMYBATV BUNPOGYBaHHSA Ha
MEXaHiuHWi TUCK (BEPTUKa/IbHUIA TUCK > 600 HbHOTOHIB),
AKUIA € GiNbLU HAZIRHUM, 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI
YNaKoBKM rOTOBOTO NiKAPCLKOro 3acoby (BUTyYeHHS

He3Ha4yHOro MokasHuka (Hanpuknag, actapinoro

noKasHuka)) - OHOB/IEHHS p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasIbHUIA 3acib, a came BUyUYEHHS
nokasHvka «ToBLUUHa AHa» i3 cneuudikauii nepBUHHOT
ynakoBkun — cpriakony. Micns BUAANEHHS NOKasHyKa
«TOBLYMHA fHa», 3aABHUK BUKOPUCTOBYE BUNPOGYBaHHS
Ha CTIllKiCTb A0 MexaHiuHOi fechopmalii i3 cepTudikaty
noctayasnbHuka. MNocTavyasibHYK 3amiHuB Lieli TeCT Ha
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BMNPOGYBaHHSA HA MEXaHiYHy CTilKiCTb: h1akoHn
MOBWHHI BUTPMMYBaTW BUNPOGYBaHHSA Ha MeXaHiuHuii
TUCK (BEPTMKa/IbHWIA TUCK > 600 HbIOTOHIB) sikuii € 6inbLu
HagiiHMM. 3MiHu | TNy - 3MiHK 3 SKocTi. FoToBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNaKkoBKM rOTOBOrO NiKapCbKOro 3acoby (BUMyYeHHS
HEe3Ha4yHOro nokasHuka (Hanpukiag 3actapinoro
nokKasHUKa)) - OHOB/IEHHS p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoptoBasibHUiA 3acib, a came BUTyUYEeHHSN
nokasHuka «lgeHtudikadis» i3 cneyundikadii nepBUHHOT
ynakoBku — fosartopa. (BMpobHVK BUKOPUCTOBYE
cepTugikaTt noctavasnibHUKa aAns igeHTudikaui
martepiany). 3MiHu | Tuny - 3mMiHK 3 AkocTi. FoToBUiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO NiKAPCbKOro 3acoby (BUTyYeHHS
He3Ha4yHOro nokasHuka (Hanpuknag, 3actapinoro
noKasHuka)) - OHOB/IEHHA p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasIbHUIA 3acib, a came BUTyYEHHS
nokasHuka «Maca» i3 cneumdikauii nepBUHHOI YNakoBKu
— dhnakoHy. Micnsa BuganeHHs nokasHuka «Maca»,
3asBHWK BUKOPUCTOBYE BUMPOGYBaHHSA Ha CTIlKiCTb A0
MexaHiuHOI fedhopmalii i3 cepTudikaTy nocTavasibHUKa.
MocTavanbHKK 3aMiHWB Lieli TECT Ha BUNPOBYBaHHS Ha
MEXaHiYHy CTilKiCTb: (p/1TaKOHW NOBVHHI BUTPMMYBATK
BUMPOBOYBaHHA Ha MEXaHi4HWA TUCK (BepTUKanbHUIA TUCK
> 600 HblOTOHIB), SIKUIA € BiNbLl HaAiiHUM
417. | TIO-NINOH- PO34uH NS iHdy3il, ToBapucT YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a UA/13320/01/01
HOBO®APM 30 mr/mn, no 10 mn BO 3 06MeXeHo TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMEHyBaHHS peyenmom
abo 20 mny 06MEeXeHo BiANOBIAA/TbHICTIO Ta/abo agpecu 3asBHMKa (BNacHUKa peecTpaviiHoro
dhnakoHi; no 5 10 thipma nocBigueHHs) - 3MiHa agpecu 3asiBHUKa
hnakoHiB y Bignosiga "HoBothapm-
KOHTYPHIl NbHICTIO BiocuHTes"
YapyHKOBIli ipma
ynakosLi; no 1 a6o 2 | "Hosodchap
KOHTYPHIi YapyHKOBI M-
yMakoBKM y navi 3 BiocuHTes
KapTOHY "
418. | TIO-NINOH- PO34uH NS iHQy3il, Tosapuct YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/16244/01/01
HOBO®APM 12 mr/mn; no 50 mn BO 3 06MeXeHo TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMEHYBaHHS peyenmom
TYPBO y thnakoHi; no 1 abo | obmexeHo BiANOBIAA/IbHICTIO Ta/abo agpecu 3asBHUKa (BNacHUKa peecTpaviiHoro
10 donakoHiB B nayi 10 hipma noceifyeHHs). 3MiHa agpecu 3asBHUKa
3 KapTOHY Bignosiga "HoBothapm-
NIbHICTIO BiocuHTes"
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ipma
"HoBodhap
M-
BiocnHTe3
419. | TIONEHTAN niodpinizat gns NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/3916/01/02
pO3unHy aNns iH'ekuii | "Knismean "KuiBMegnpenapa TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
no 1,0 r, conakoHu 3 penapart" T hapmakoHarnagy (iHwi 3MiHM) 3MiHN BHECEHI y TEKCT
niocpinizatom MapKyBaHHS NEPBMHHOI YNakoBKYM NiKapCbKoro 3acoby, a
came gofaHa iHhopmMauisa Wwoao NorotTuny 3asBHMKA.
BBefeHHs1 3MiH npoTArom 6-T MicALUiB nicns
3aTBEPAKEHHSA
420. | TIOMNEHTAN niodpinizat ana MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3miHu | 3a UA/3916/01/01
po3unHy Aans iH'ekuii | "Kvismean "KnisMegnpenapa TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta peyenmom
no 0,5 r; hnaxkoHu 3 penapat” ™ hapmakoHarnsagy (iHwi 3miH1) 3MiHU BHECEHI Y TEKCT
niocpinizatom MapKyBaHHS NepBMHHOT YNakoBKM /ikapcbKoro 3acoby, a
came gofaHa iHopmMauis WwoA0 10roTuny 3asBHMKa.
BBefeHHs 3MiH NpoTAroM 6-tu micAuis nicns
3aTBEPAXKEHHS
421. | TOMIPOMAK TabneTkn, BKPUTI TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHu | 3a UA/9877/01/01
C 100 NNiBKOBOIO "ACIHO Crapt" TUny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN peyenmom
060/10HKOt0, MO 100 YKPAIHA" y BUPOBGHULTBI (iHLLI 3MiHW) BHECEHHS 3MiH [0

mr; no 10 TabneTok
y 6nicTepi; no 1 abo
3 6nicTepu B nayui 3
KapTOHY

peecTpavuiiiHnx matepianis gocke y p. 3.2.P.3.3.,
3.2.P.3.4. Ta 3.2.P.3.5., a came akTyani3aujia Ha3B,
OAVHMLb BUMIPY Ta fliana3oHiB Aeskux napameTpis
npoLecy HaHeCeHHs NOKpPUTTA TabneTok (napameTpu
«TUCK BXigHOro NOBITPS», «TUCK PO3PIgKEHHS»,
«LBnAakicTb nogadi cycnexsii») y 38’A3ky 3
MOZEPHi3aLli€to YCTaHOBKW A/1 HAHECEHHS NMOKPUTTS, a
came OHOBJIEHHS anapaTHOro Ta NPorpamMHoro
3a6e3neyeHHs. 3MiHu | Tuny - 3miHKn 3 AKkocTi. FoToBUIA
NiKapcbKuii 3aci6. 3MiHN Yy BUPOOHMULUTBI (iHLWi 3MiHN)
BHECEHHS 3MiH [JO peecTpaLjiiiHoro gocke Ha /13, a came
3MiHV NepiogUYHOCTI KOHTPOJIHO NOKA3HWKIB B PYTUHI ANA
mMacu gns tabneTtyBaHHA. 3aTBepiKeHo: PyTUHHWIA
KOHTPO/b 418 Macu Ans TabneTyBaHHA 3a NoKasHUKamu:
TeKyuicTb, HaCMMHa rycTuUHa, 34aTHICTb [0 yCaaKu,
rycTVHa Mic/si ycagKm - Ha KOXHOI cepii
3anponoHoBaHo: PyTUHHWIA KOHTPONb A9 Macu ans
TabneTyBaHHA 3a NokasHukamu: Teky4iCTb, HacunHa
rycTUHa, 34aTHICTb [0 YCafKu, yCTUHA MiCNSA YyCaaku - B
PEeX1Mi MOHITOPUHTY Ha KOXHii 10-i4 cepii 6yab- SKOT
£[031. 3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA
3aci6. 3MiHM y BUPOOGHULTBI (iHLLi 3MiHM) BHECEHHS 3MiH
[0 peecTpauiiHoro ockbe, a came 3MiHU NePiIoANYHOCTI
NPOBeEHHSI KOHTPOJIIO NOKa3HUKIB B PYTUHI Ta Ha
BavlifaLii TEXHOOrYHOro npouecy An1a TabneTok-saep.
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MpoBefeHHA KOHTPO/TIO NOKa3HWKIB B PYTUHI
3MiHu | TMNY - 3MiHKW 3 SKOCTi. TOTOBUIA NiKapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneundikauiii Ta/abo JOMYCTUMMX MEX
roTOBOrO NikapcbKoro 3acoby (iHLi 3MiHN) BHECEHHS
3MiH [0 peecTpauiiiHux maTtepianis Ha /13, a came 3miHa
nepiofMYHOCTI KOHTPOSIKO NokasHuka «MikpobionoriyHa
yucToTa» Ta AoAaBaHHs BignoBiAHOT NPUMITKM Y
cneumdikauito MN3 — «KOHTposb NokasHuka
«MikpobiosnoriyHa YncToTa» 3AIACHIOETLCSA Ha NepLUiii
cepii B pouj i He piaLe, HiX Ha KOXHin 10-i cepii»;
BHeCceHHS 3MiH 10 HOPMYBaHHS (NPVYBEAEHHS [0 BUMOT
A®Y). 3MmiHn | Tuny - 3MiHK 3 AKkocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3MiHa napameTpiB cneuundikauii Ta/abo
[OMYyCTUMKX MEX FOTOBOTO NiKapCbKOro 3aco6y (iHLui
3MiHN)
3MiHM o cneuudikadii M3, a came 3miHa
chopMy HOBaHHA NMOKa3HUKIB KOHTPOSTIO «Onunc»,
«PO3UMHEHHS, «KiflbKiCHE BU3HAYEHHS»!

N. «PO34YNHEHHSA» - NPUBEAEHHA HOPMYBaHHS MOKa3HMKa
«P0O3unHEHH» [0 eAMHOro hopmMarty B KpaiHax
peecTpauii Ta BUK/IOYEHHS iHhopMaLlisi No KpuUTepiam
NPUAHATHOCTI CTYNEHI0 PO3YMHEHHS MO TPHOM PIBHSM,
OCKifIbKM Li BUMOrK onucani y dY 2.9.3, Ha sike
[aeTbcs NocuaHHA B cneuudikauii Ta metogax
KOHTPO/II0 N. «Onue» - 3 onucy TabneTok BuaaseHo
hpasy «3a 30BHiLLHIM BUMISL0M MaloTh Bignosigatu
BuMoram [®Y ctarta «TabneTkn», OCKi/IbK BOHa
Hemae iHghopmaLiiiHoro 3mMicTy. LiA 3mMiHa Hece nvwwe
pefakuiiHniA XxapakTep i He CTOCYETbCSA 3MiHN
30BHILUHLOTrO BUINIAAY TabneTku n. «KisbkicHe
BU3HAYEHHS» - (DOPMY/IOBaHHA HOPMYBaHHS MoKa3HMKa
«KinbKicCHe BU3HAUYEHHSA» NPUBELEHO A0 3araslbHNX
BHYTPILLHbO-DIPMOBUX BUMOT. * 3MiHW | TUNY - 3MiHU 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI
(iHWi 3miHW) 3miHa chopmarty posginis 3.2.P.3.3,
3.2.P.3.4,3.2.P.35, 3.2.P.1. Ta 3.2.P.5.2. 3 po3zinis
3.2.P.3.3, 3.2.P.3.4 1a 3.2.P.3.5 BnganeHo iHdopmMau;ito
LLIOA0 KOHTPOJTI0 FOTOBOI NPOAYKLIT Y 3B'A3KY 3
npusegeHHAM fo copmaty 3TA. IHdopmauis woao
KOHTPO/O rOTOBOI NPOAYKLii NpuBeaeHa y po3aini
3.2.P.5.1. MoromxeHo chopmar posginis 3.2.P.1 Ta
3.2.P.5.2. Ta 3apeecTpoBaHy pegakuito MKA N13. 3MiHu |
TUNYy - 3MiHK 3 IKOCTi. TOTOBWIA Nnikapcbkuid 3acio.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi roTOBOrO J1ikapCbKoro 3acoby (3miHa
y 3aTBEpAXEHOMY NPOTOKOI CTabiNIbHOCTI) BHECEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

3MiH [0 peecTpauiliHix maTepianis Ha /13, a came 4o p.
3.2.P.8. CrabinbHicTb, 30kpemMa, cnevudikauii ans
BMBYEHHS CTabIi/IbHOCTI 32 NOKa3HWKamy KOHTPOJIHO
«Onunc», «PO3UYNHHICTE», «KiNbKiCHE BU3HAYEHHS»,

«Po3nafaHHs», y 3B’A3Ky 3 NPUBEAEHHSM Y
BIANOBIAHICTb A0 Aitouoi pegakuii MKA. Posgin
3.2.P.8.2. OHOBNIOETLCA Ha NiACTaBi akTyasisaw,i
iHbopMmauii nocunaHb Ha KepiBHUUTBA, 3rigHO AKMX

BVKOHYETbLCA KOHTPOSIb cTabinbHocTi. Y p. 3.2.P.8.1. Ta

3.2.P.8.3. akTyanizoBaHo iHthopmaL,ito WoA0 KOHTPOSIH0

cepiii [N13 Ta pe3ynbTaTiB AOCNIMKEHHS BifMNOBIAHO.

422,

TOMIPOMAK
C25

TabneTtkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 25
mr; no 10 TabneTok
y 6nicTepi; no 1 abo
3 6nicTepu B nayi 3
KapTOHY

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu |
TUny - 3MiHM 3 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN
Y BUPOBGHULTBI (iHLLUI 3MiHW) BHECEHHS 3MiH 0
peecTpauiiHux maTepianis gocee y p. 3.2.P.3.3.,
3.2.P.3.4. Ta 3.2.P.3.5., a came akTyasii3auis Ha3B,
OAVHWLb BUMIPY Ta Aiana3oHiB Aeskux napameTpis
npoLecy HaHeCeHHs MOKPUTTA TabneTok (napameTpu
«TUCK BXiGHOrO NOBITPS», «TUCK PO3PigKEHHS»,
«LBnakicTb nogadi cycnexsii») y 38’A3ky 3
MOZEepHi3aLji€lo yCTaHOBKM A/15 HAHECEHHS MOKPUTTSA, a
came OHOBJIEHHS anapaTHoro Ta NPorpamMHoro
3a6e3neyeHHs. 3MiHK | TUNy - 3MiHK 3 SiKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHWLTBI (iHLUI 3MiHN)
BHECEHHS 3MiH 0 peecTpauiiiHoro gocbe Ha /13, a came
3MiHM NepioANYHOCTI KOHTPOJIO MOKA3HUKIB B PYTUHI ANs
Macu ans TabneTyBaHHs. 3aTBepaKeHo: PyTUHHWI

KOHTPO/1b ANA Macu ona Ta6}'leTyBaHHFI 3a NoKasHukKamMmu:

TeKyu4icTb, HacWMHa rycTvHa, 34aTHICTb 40 YCaaku,
rycTuHa Micnisa ycagku - Ha KOXHOT cepil
3anponoHoBaHo: PYTUHHWIA KOHTPO/b A/19 Macu gns
TabneTyBaHHs 3a nokasHukamm: TekydicTb, HacumnHa
ryCTUHa, 34aTHICTb [0 YCaaKu, TyCTUHA MiCNs yCaaku - B
PEeX1Mi MOHITOPUHTY Ha KOXHIi 10-i cepii 6yab- SKOi
[03u. 3MiHuW | TNy - 3MiHW 3 AKOCTi. FOTOBUIA NiKapCbKuii
3aci6. 3MiHN y BUPOOHMLTBI (iHLWi 3MiHW) BHECEHHS 3MiH
[0 peecTpauiiHoro fockbe, a came 3MiHU NepioANYHOCTI
NPOBEeAEHHA KOHTPOJIIO MOKa3HWKIB B PYTUHI Ta Ha
Baulifavii TeXHONOriYHOro npouecy Ansa TabneTok-saaep.
MpoBefeHHA KOHTPO/TIO NOKa3HWKIB B PYTUHI
3MiHu | TMNY - 3MiHKW 3 IKOCTi. TOTOBUIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX
roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHN) BHECEHHS
3MiH [0 peecTpauiliHix maTtepianis Ha /13, a came 3miHa
nepiofMYHOCTI KOHTPOSIO NokasHuka «MikpobionoriyHa
yncToTa» Ta AoAaBaHHs BigNOBIAHOT NPUMITKM Y
cneymdikauito N3 — «KoHTposIb NokasHuka

3a
peyermom

UA/9877/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

«MikpobionoriyHa YncToTa» 3AICHIOETLCA Ha NepLUiii
cepii B pouj i He piaLe, HiX Ha KOXHin 10-i cepii»;
BHeCceHHS 3MiH 10 HOPMYBaHHS (NPYBEAEHHS [0 BUMOT
A®Y). 3MmiHn | Tuny - 3MiHK 3 AKkocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3acoby. 3MiHa napameTpiB cneuundikauii Ta/abo
[OMYCTUMKX MEX FOTOBOTO NiKapCbKOro 3aco6y (iHLui
3MiHN)
3MiHM o cneuudikadii M3, a came 3miHa
chopMy HOBaHHA NMOKa3HUKIB KOHTPOSTIO «Onumc»,
«PO3UMHEHHS, «KiNbKiCHE BU3HAYEHHS»!

N. «PO34YNHEHHSA» - NPUBEAEHHA HOPMYBaHHS MOKa3HMKa
«P0o34nHEHHs» [0 eAMHOro hopmMarty B KpaiHax
peecTpauii Ta BUK/IOYEHHS iHhopMaLlisi No KpuTepiam
NPUAHATHOCTI CTYNEHI0 PO3YNHEHHS MO TPHOM PIBHSM,
OCKifIbKM L BUMOrK onucaHi y dY 2.9.3, Ha sike
[aeTbcs NocuiaHHA B cneuudikauii Ta metogax
KOHTPO/IH0 N. «Onue» - 3 onucy TabneTok BuganeHo
hpasy «3a 30BHiLLHIM BUMISL0M MaloTb Bignosigatu
BuMoram [®Y ctarta «TabneTkn», OCKi/IbK BOHa
Hemae iHghopmaLiiiHoro 3mMicTy. LiA 3mMiHa Hece nvwwe
pefakuiiHniA XxapakTep i He CTOCYETbCSA 3MiHN
30BHILUHLOTrO BUINIAAY TabneTku n. «KisbkicHe
BM3HAYEHHS» - (HOPMY/THOBAHHSA HOPMYBaHHSA MOKa3HuKa
«KinbKicCHe BU3HAUYEHHSA» NPUBELEHO A0 3araslbHNX
BHYTPILLHbO-DIPMOBUX BUMOT. * 3MiHW | TUNY - 3MiHU 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI
(iHWi 3miHW) 3miHa chopmarty posginis 3.2.P.3.3,
3.2.P.3.4,3.2.P.35, 3.2.P.1. Ta 3.2.P.5.2. 3 po3zinis
3.2.P.3.3, 3.2.P.3.4 1a 3.2.P.3.5 BnganeHo iHdopmMauito
LLIOA0 KOHTPOJTI0 FOTOBOI NPOAYKLIT Y 3B'A3KY 3
npusegeHHAM fo copmaty 3TA. IHdopmauis woao
KOHTPO/O rOTOBOI NPOAYKLii NpuBeaeHa y po3aini
3.2.P.5.1. MoromxeHo chopmar posginis 3.2.P.1 Ta
3.2.P.5.2. Ta 3apeecTpoBaHy pegakuito MKA N13. 3MiHu |
TUnYy - 3MiHK 3 IKOCTi. TOTOBWIA Nnikapcbkuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi roTOBOrO J1ikapCbKoro 3acoby (3miHa
y 3aTBEepAKEHOMY NPOTOKOI CTabiNbHOCTI) BHECEHHS
3MiH JO peecTpaviliHix maTepianis Ha /13, a came 4o p.
3.2.P.8. CrabinbHicTb, 30kpeMa, cnevudikauii ans
BMBYEHHS CTabIi/IbHOCTI 32 NOKa3HWKamy KOHTPOJIHO
«Onnc», «PO3UYNHHICTE», «KiNbKiCHE BU3HAYEHHS»,
«Po3nagaHHs», y 3B'A3KY 3 NPUBEAEHHAM Y
BIANOBIAHICTL A0 Aitouoi pegakuii MKA. Posgin
3.2.P.8.2. OHOBNIOETLCA Ha NiACTaBi akTyasisau,i
iHbopMmauii nocunaHb Ha KepiBHMUTBA, 3rigHO AKMX
BVKOHYETbCA KOHTPO/Ib cTabinbHocTi. Y p. 3.2.P.8.1. Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
3.2.P.8.3. akTyanizoBaHo iHhopMmaL,ito WoA0 KOHTPOSIH0
cepiii [N13 Ta pe3ynbTaTiB AOCNIMKEHHS BifMNOBIAHO.
423. | TOPO PO3YUNH NS iH'EKLN, Acnipo IHAiA Acnipo ®apma IHAaiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/18182/01/01
30 mr/mn, no 1 mny dapma Nimiteq Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
donakoHi; no 5 abo Nimiteq thapmakoHarnsgy. BeeneHHs abo 3miHu fo
no 10 chnakoHis y y3araslbHeHnX AaHnx npo cuctemy thapmakoHarnsgy
Kopoo6Li (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 (hapMakoHarnAgy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarisay B YkpaiHi, KO0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiAMNOBIAA/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BK/IHUYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemu chapmakoHarnsgy) 3miHa KOHTaKTHUX JaHux
YMOBHOB&XeHOT 0c06M 3aABHUKA, BiAMOBIga/IbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pepakuis: Hypie EngaHiz AnimoBuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CObY 3asiBHMKA,
BignoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi
424. | TPAHEKCAM | po3uuH Ans iH'ekUild, MpusatHe YkpaiHa MpusaTHe Ykpaina BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu | 3a UA/17082/01/01
OBA 100 mr/mn; no 5 mn akuioHepH akuioHepHe TMny - 3MiHKM 3 AkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
KNCNOTA B amnyni; no 5 e TOBapucTBO cepTudikaT BigNoBiAHOCTI EBpoNeNiChKii
amnyn B 6nicTepi; no | ToBapuCTB "Jlekxim-Xapki" hapmakonei/MoHorpadii. MogaHHs HoBOro abo
1 6nicTepy B nauui; 0 "Jlekxim- OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI abo BUTyYEHHS
no 5 mn B amny ni; Xapkis" cepTudikaTa BignoBiAHOCTI EBponeiickbkiin hapmakonei:

no 5 amnyn B
6nictepi; no 2
6nictepu B nayuj; no
5 mn B amnyni; no 5
amnyn B 6nicTepi; no
10 6nicTepiB B naui

onsa A®l; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAyKTy, Lo
BMKOPVCTOBYOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONECHKIlt
hapmakonei) - HoBuii cepTudiikaT Bifg HOBOro
BMPOOHYKa (3aMiHa abo JOMNOBHEHHSA) NOAaHHA HOBOTO
cepTudikaTa BignoBigHOCTI EBponeiickbkiit hapmakonel
Ne RO-CEP 2019-250 - Rev 02 g1 Ajtouoi peyoBuHN
TpaHekcaMoBOI KUC/I0TU Bif, HOBOrO a/lbTEPHATUBHOIO
BupobHuKka AMI LIFESCIENCES PVT. LTD., IHgjs
(monoBHeHHS). 3miHu | TNy - 3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOTO NiKapCbKOoro
3acoby. 3miHa napameTpiB cneyudikayiin Ta/abo
[0MYyCTUMUX MEX FOTOBOTO NiKapCbKoro 3acoby (iHLui
3MiHM) CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKOoro
3aco6y. 3miHa y MeTofax BMNpobyBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax BUNPo6yBaHb
(BKNOUAOUM 3aMiHy ab0 [OMNOBHEHHS)) 3MIHU Y
cneumdikauii Ta MeToAax BUNpobyBaHHS roToBoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

nikapcbKoro 3acoby 3a nokasHukamu «CynpoBigHi
JOMiLLKM», «laeHTudikavis. TpaHekcamoBa KuCnoTay,
«KinbkicHe BU3HaueHHs». PefakuiliHi npasku 3a
nokasHukamm «po3opicTb», «CTyMiHb 3a6apBEHHSA,
«pH», «O6’eM, WO BUTATAETLCA», «CTEPUNBbHICTb»,
«BakTepianbHi eHAOTOKCUHM» «MeXaHiuYHi BKIHOUYEHHS:
HEBUAMMI YaCTKM» Ta «MexaHiuHi BK/TIOUEHHS: BUANMI
YaCTKN»

425,

426.

TPAHEKCAM
OBA
KNC/IOTA

TPACTUBA

PO34UNH NS iH'EKLN,
50 mr/mn; no 5 mn B
amnyni; no 5 amnyn
B 6nicTepi; no 1
6nicTepy B nauui; no
5 mn B amnyni; no 5
amnyn B 6nicTepi; no
2 6nicTepu B nav;
no 5 mn B amny ni;
no 5 amnyn B
6nictepi; no 10
6nicTepiB B nauui

MpusatHe
aKuioHepH
e
TOBapuCTB
0 "/lekxim-
Xapkis"

YkpaiHa

MpusaTHe
akujioHepHe
TOBap1CTBO

"Mlekxim-Xapkis"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHK 3 skocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. MogaHHA HoBOro a6o
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BifnNoBiAHOCTI EBpoNeiichKiin papmakonei:
ans A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €EBPONENChKIi
hapmakonei) - HoBuii cepTudikaT Big HOBOro
BUPOGHMKA (3aMiHa abo AONOBHEHHS) NOAAHHS HOBOrO
cepTtudikaTa BiANOBIAHOCTI EBpONeiichbkin hapmakonei
Ne RO-CEP 2019-250 - Rev 02 o515 Ajto4oi pe4oBUHN
TpaHeKkcaMOBO| KMCNOTW Bifg, HOBOTO albTEPHATUBHOMO
BMpo6GHMKa AMI LIFESCIENCES PVT. LTD., IHgis
(monoBHeHHS). 3miHu | TNy - 3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneundikauin Ta/abo
[OMYCTUMKX MEX FOTOBOTO NiKapCbKOro 3aco6y (iHLui
3MiHM) CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA
nikapcbknii 3aci6. KOHTpoNb roToBOro NikapCbKoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
niKkapcbKoro 3acoby (iHwi 3MiHM y MeTogax BunpobysaHb
(BKIOYAKOUN 3aMiHy @60 [ONOBHEHHS)) 3MiHU Y
cneumdikauii Ta MeTogax BUNpobyBaHHS roToBOro
nikapcbKoro 3acoby 3a nokasHvkamy «CynpoBigHi
OOMiLLKM», «laeHTudikauis. TpaHekcamoBa KucioTa»,
«KinbkicHe BU3HaueHHs». PefakuiiiHi npaBku 3a
nokasHukamu «Mpo3opicTb», «CTyniHb 3a6apBEHHS»,
«pH», «O6’eMm, WO BUTATAETLCA», «CTEPUNBHICTLY,
«BbakTepianbHi €eHOO0TOKCUHM» «MeXaHiuHi BK/TOYEHHS:
HEBUAMMI HaCTKN» Ta «MexaHiyHi BK/IYEHHNA: BUANMI
YaCTKN»

3a
peyermom

UA/17082/01/02

TabneTku, BKPUTI
NnNiBKOBOK
060/10HKOH0, Mo 600
Mr/200 mr/300 mr; no
30 Tabnetok y
KOHTeliHepi; no 1

leTepo
Na63
Nimiten

IHAja

[eTepo /1a63
Nimiten

IHAjA

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
dhapMakoHarnsay, 3mMiHa ynoBHOBaXKeHOT ocobu,

3a
peyenmom

UA/15606/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

427.

TPACTUBA

KOHTEliHepy y
KapTOHHIA Kopoo6Li

BIANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa ons
3pjilicHeHHs hapMakoHarnagy B YkpaiHi, SiKLLL0 BOHa

BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3pjificHeHHst hapMakoHarnsay (BK/IHUYAKUM KOHTaKTHI

[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina

cucteMun dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YMNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMNOBIga/IbHOI 3a
hapMakoHarnag. 3mMiHa KOHTaKTHOT 0CO6M 3asBHMKa,
BiANOBIAa/IbHOI 3a hapMakoHarnag B YkpaiHi. [itoua
pegpakuis: Hypies Enganisz Animosudy. lNMponoHoBaHa
pepakuis: Tonokesuy Bonogummp HOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNKa,
Bi4NoBiAa/IbHOT 32 hapmakoHarnsg B YkpaiHi

nocsBi0OYeHHs

428.

TPAYME/Ib C

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOt0, No 600
Mr/200 mr/300 wmr; in
bulk Ne 500 y
KOHTeliHepax

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta
thapmakoHarnsgy. BeeneHHs abo 3miHu fo
y3araslbHeHnX faHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapMakoHarnsgy, amMiHa ynoBHoOBaXeHoT ocobu,
BiANOBIAA/IbHOI 32 34iCHEHHSA hapMmakoHarnsagy;
KOHTaKTHOI 0cobu 3 (hapMakoHarnfgy 3asBHuKa gns
3[jicHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6M, BiAMNOBIAA/IbHOI 3a
3pjificHeHHs hapmakoHarnsgy (BK/IHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemu chapmakoHarnagy) 3miHa KOHTaKTHUX JaHux
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMOBIga/IbHOI 3a
hapmMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarniag B Ykpaini. fitoua
pepakuis: Hypie EngaHiz Animosuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0CObYM 3asiBHMKA,
BignoBiAa/IbHOI 32 hapmakoHarnsg B YkpaiHi

UA/15605/01/01

Tabnetku, no 50
Tabnetok y
KOHTeliHepi
noninponisieHoBoMy,
no 1 KoHTeliHepy B
KOpoO6Lii 3 KapTOHY

Bionoriwe

Xainbmitt

esfb Xeenb
rm6X

HimeyunH
a

Bionoriwe
Xainbmitrens
Xeenb M'm6X

Himeyunna

BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu |
TUny: 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuii 3acio.
KOHTpo/b roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo LONYCTUMMX MEX
roTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHM) 3MiHW
KpUTepito NPUIAHATHOCTI 3a NokasHnkoM "CepefHs maca"
B Cneuundpikavii I'N13 (Ha Bunyck). 3aTBepkeHo: 298-
304 wmr, HomiHanbHa maca: 301,5 mr. 3anponoHoBaHo:
301,5 Mr =5 %. TakoX BHOCATLCA 3MiHU
hopmytoBaHHA onucy 3anaxy B Cneumdikauito (Ha
BMMYCK Ta TEPMIH 36epiraHHs) Ta METOAN KOHTPO/IIO
MK$A N13 i3 "Bes 3anaxy abo negb conoakyBatuii 3anax”
Ha " 3 BifICYTHICTIO 3anaxy [j0 c/1abkoro ConofKyBaToro
3anaxy"; - agna CneumdikaLii npy BUNYCcKy Ta TEPMiHy

6e3
peuyenma

UA/5934/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

npugaTHoOCTi odaeTbes dpasa "Yci aHaniTuyHi
METOAVKM, L0 NOB’sA3aHi 3 6y Ab-AKUM OILiiHUM
perynoBaHHAM abo hapMakoneero, BUKOHYOTLCS
BiANOBIAHO A0 Ail0YOro BUAAHHA". 3MiHu | Tuny: 3miHun 3
sKocCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTpOb roToBoro
nikapcbKoro 3acoby. 3MiHa y metofax BUNpo6yBaHHSA
rOTOBOrO JlikapCcbkoro 3acoby (He3HayHa 3miHa y
3aTBEepMKEHNX MeToAax BUNPOBYBaHHS) HE3HaUHI 3MiHU
y TecToBux napameTpax «OfHOPIAHICTbL Macu» Ta
«Po3nagaHHsa» MKA 13 ana npusefeHHs y
BiANOBiAHICTL fO0 EP, a caMe BUAaNeHHs 3aliBoi
iHchopmauii 3 onvcaHHs TeCTOBMX NapameTpiB. A Takox
YTOYHEHHS! (DOPMY/IHOBaHHS KPUTEPItO MPUIMHATHOCTI B
Cneuudikauii 13 (Ha BMNycK Ta TepMiH NpUAaTHOCTI)
BiANOBIAHO A0 MaTepianis BUPOOHUKA 38 NOKa3HUKOM
«Po3nagaHHsA». 3miHun | Tny: 3miHu 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BMNpobyBaHHSA rOTOBOr0O
nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax BUNPobyBaHb
(BKNtOYAOUM 3aMiHy ab0 [OMNOBHEHHS)) 3MiHU 40
TecToBoro napametpa "Konip" MKA M3 Tomy, W0 KHUra
«Taschenlexikon der Farben» (kuweHbkoBa
eHuuknoneais konbopis) BuAasHuUTBa «Muster-
Schmidt-Verlag», ska BkazaHa [/19 BUSHAYEHHS KONbOpY
TabneTkn Ginblue He BUAAETLCA. BU3HAUYeHH:A KONbopy
6yfile NpoBOAMNTUCS, SK | paHille - Bi3ya/lbHO

429.

TPEHAKCA

PO34nH ANS iH KL,
100 mr/mn; no 5 mn
abo no 10 mn B
amnynax; no 1 a6o
no 5, a6o no 10
amnyn B YapyHKOBIi
ynakosLj; no 1
YapyHKOBIli yrakoBLi
B KQpPTOHHI kopobui

Makneopc
dapmachb
toTukanc

Nimiten

IHais

NabiaHa

dapmavueBTikasc,

C.J1.Y., IcnaHist;
IHgacTpia
dapmaueBTika

aneHika CeHece

C.P.N., Itanis

Icnanis/
ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUPOGHULTBI. 3MiHa po3Mipy cepii (BkHoYatoum
fianasoH po3mipy cepii) roToBOro likapCcbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3Mipom) BBEAEHHS OAATKOBOro po3mipy cepii 13
600 n1. 3aTBepaxeHo: Amnynv no 5 mn -300 n Amnynun
no 10 mn — 300 n. 3anponoHoBaHo: AMMNynu no 5 mn -
300 51, 600 n Amnynu no 10 ma — 300 n, 600 n

3a
peyermom

UA/15269/01/01

430.

TPUAEPM®

Kpem no 1518
antoMiHieBil Ty6i; no
1 Ty6i y KAPTOHHIl
Kopobui; no 30 1 B
antoMiHieBil Ty6i; no
1 Ty6i y KAPTOHHIl
Kopoo6Li

OpraHoH
CeHTpan
lcT TmM6X

LLsenuapi
a

OpraHoH XelicT 68

Benbris

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/epekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHSA hapMmakoHarnsagy;
KOHTaKTHOi 0cobu 3 dhapmakoHarnagy 3assHuKa gns
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cmcTeMu dhapmakoHarnsgy) 3miHa ynoBHOBaXeHOI

3a
peyerimom

UA/2022/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

0Cco6U 3asBHNKa, BiANOBiAabHOI 3a hapmakoHarnsag.
[Litova pepakuis: MapiaHHa Bank-KopTeHpaag,
MponoHoBaHa pepakuis: JokTop ®epHaHaa Tasapec.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAaXXEHOT 0Co6Yu
3asBHVKa, BiANOBiAa/IbHOT 3a hapmakoHarnsi. 3miHa
MicLie3HaXOKeHHSI MacTep-thaiina cuctemu
dhapmakoHarnsgy

431.

TPUAEPM®

Masb; no 15 r a6o 30
ry Ty6i; no 1 Ty6i B
KapTOHHIA KopooLi

OpraHoH
CeHTtpan
lcT TM6X

LLiBeiiuapi
P

OpraHoH XeiicT 68

Benbris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
YTOUHEHHS HanncaHHA BUPOGHMKa B Hakasi MO3
YkpaiHu Ne 2022 Big 28.11.2023 B npoLieci BHECEHHSA
3MiH (3MiHY | TUNY - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
y3araslbHeHUX JaHux nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cucTeMy
hapmakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0c0obU 3 chapMakoHarnfgy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarisay B YKpaiHi, AKLWO BoHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0CcO6WU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHI macTep-thaiina
cmcTeMu chapmakoHarnsgy) 3miHa ynoBHOBaXeHOI
0cobu 3as1BHMKA, BiANOBIAALHOT 38 hapmakoHarnsg.
[itoua pepakuis: MapiaHHa Bank-KopTeHpaag,.
MponoHoBaHa pepakuis: JokTtop ®epHaHaa TaBapec.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXXEHOT 0CO6U
3asBHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxX0MKEHHS MacTep-haiina cuctemm
thapmakoHarnsagy). Pepakuisi B Hakasi - LepiHr-Mnay
Na6o H.B., Benbrisi. BipHa pepgakuis - OpraHoH Xeict
68, benbris.

3a
peyenmom

UA/2022/02/01

432,

TPUKAPANH
CEPLEBI
KPAMN/I

Kpanni opasbHi; no
25 M1y cKnsiHomy
dhnakoHi-
KpanesibHuULi abo y
donakoHi
nosimepHomy 3
npo6koto-
KpanesibHuueto; no 1
dhnakoHy B nauuj; no
25 M1y cknsHomy
dnakoHi 3 NPobKoto-
KpanenbHuLeto; no 1
donakoHy B nauui; no
50 mn 'y donakoHax
CKNsiHMX abo y
dhnakoHax
noniMepHuX 3

TOB
"TepHodha
pm*

YKpaiHa

TOB
"TepHodhapm"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu |
TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa y

MeTofax BUNPo6yBaHHsS roTOBOrO JliKapCbKOro 3acoby

(iHwWi 3mMiHW y MeTogax BuNpobyBaHb (BKIOYaUy 3aMiHy
ab60 fonoBHEHHS)) CynyTHA 3MiHa
- 3MiHK 3 siKoCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo A0MYyCTUMUX
MeX, BCTaHOBJ/IEHMX Y cneumdikauisx, nig yac
BMPOOHULITBA FOTOBOTrO NiKapCbKOoro 3acoby (iHLwi 3MiHK)
BknoueHHa goaaTtkoBoi metogukn BEPX ans
KifIbKICHOTrO BU3HAYEHHS1 CyMWN CECKBITEPNEHOBUX KUC/OT
B MeToAun KOHTPO/0 AKOCTI NPOMKHOT NpoAyKLii Ta B
KOHTPO/b TOTOBOTO MiKapCbKOro 3acoby

6e3
peuyenma

UA/8447/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
npo6koto-
KpanenbHuLeto; no 1
hnakoHy B nayi; no
50 mMn'y ckisiHOMY
h1aKkoHi 3 Mpo6Koto-
KpanesibHuueto; no 1
dnakoHy B mayuj
433. | TPUKACANL, | kancynwm no 500 mr; dapmacaii KaHnapa dapmacaiiHc IHk. KaHapa BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a He UA/1071/01/01
no 15 kancyny HC IHK. TUny - 3miHK Wwoao 6e3nekn/ethekTVBHOCTI Ta peyenmom | pmidnsiea
6nictepi; no 1 hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui €
6nictepy B nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
KapTOHHI kopoo6Lj; 0151 MeQUYHOro 3acToCyBaHHA Ha MiAcTaBi perynsipHo
no 30 kancyn y OHOBJIKOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
donakoHax pocnimpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
3acoby B micnsipeecTpavyinHnii nepioa, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BigNOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHNM OpraHom).
3MiHM BHECEHI A0 iIHCTPYKLi 415 MeguyHoro
3acTOCyBaHHS NikapcbKoro 3acoby y posainm
"MpoTunokasaHHsa", "OcobaMBOCTI 3aCTOCyBaHHS",
"Mo6iyHi peakwyji" BigNOBiIAHO A0 OHOBEHOI iHhopMaLii 3
6e3nekun [itYoi pevyoBUHN.
434. | TPUTTIKO Tabnetku AsieHge ITanisa AsieHge Kimike ITania BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/9939/01/01
NPOSIOHroBaHoI Aji Kimike PiyHiTe AHxeniHi Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
no 75 wmr; no 10 PiyHiTe dpaHyecko thapmakoHarnsgy. BeegeHHs abo 3miHu fo
Tabnetok y 6nictepi; AHXeniHi AK.P.A®. C.nA. y3araslbHeHMX AaHnx npo cuctemy thapmakoHarnsgy
no 3 6nictepu B dpaHyeck (BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
KapTOHHI navyi; no o] hapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,
15 TabneTtok y AK.P.A.®. BiANOBIAA/IbHOI 3a 34iliCHeHHA hapmakoHarnagy;
6nictepi; no 2 C.n.A. KOHTaKTHOI 0co6U 3 chapmMakoHarnsay 3asiBHvKa Ans
6nictepu B 3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
KapTOHHIN navuj BigMiHHa Bifg, yNOBHOBaXXEHOT 0CO6MU, BigNOBigabHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-taiina
cucTemu hapmMakoHarnsgy) 3mMiHa KOHTaKTHOI 0cobu
3asBHVIKa, BiAMNoBiga/IbHOT 3a hapmakoHarnsag, B Ykpaii.
[Litoua pepakuin: Mopinvk Aptem Bonogummnposuy.
MponoHoBaHa pegakuis: Xifibko EBrexis
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX SAaHUX KOHTaKTHOI
0cobu 3as1BHMKA, BiANOBIAA/LHOT 32 hapmakoHarnsg B
YkpaiHi
435. | TPUTTIKO TabneTku AsieHge ITanis AsieHpe Kimike ITanis BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 3a UA/9939/01/02
NPOJIOHroBaHoI Aji Kimike PiyHiTe AHXeniHi TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
no 150 wmr; no 10 PiyHiTe dpaHyecko thapmakoHarnsigy. BeegeHHs abo 3miHu go
TabneTtok y 6nictepi; AHXenNiHi AK.P.A®. C.nA. y3ara/ibHeH!X AaHux npo cuctemy dpapmakoHarnsgy
no 2 6nictepu B PpaHyeck (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTeMy
KapPTOHHIN nayuj 0 dpapMakoHarnsay, 3MiHa ynoBHOBaXKeHOT ocobu,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
AK.P.A.®. BIANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnagy;
C.n.A. KOHTaKTHOT 0Co6M 3 hapmakoHarnsay 3asBHuKa A5
3pjilicHeHHs hapMakoHarnagy B YkpaiHi, SiKLLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3pjificHeHHst hapMakoHarnsay (BK/IHUYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) 3miHa KOHTakTHOI 0co6u
3asBHVIKa, BigNOBIAa/IbHOT 3a hapMakoHarnsag, B YkpaiHi.
[itoua pepakuis: Mopinuk Aptem Bonogumuposuny.
MponoHoBaHa pefakuis: Xinbko EBreHis
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOI
0cobu 3asBHUKA, BiANOBIAAILHOI 3a thapmakoHarnsg, B
YKpaiHi
436. | TPUTTIKO XR | Tabnetku, BKpUTI AsieHge ITanis AsieHpe Kimike ITania BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a UA/15577/01/02
NNiBKOBOIO Kimike PiyHiTe AHXeniHi MRy - 3MiHK WoA0 6e3nekn/edPeKTUBHOCTI Ta peyenmom
060/10HKOI0, PiyHiTe dpaHyecko thapmakoHarnagy. BeegeHHs abo 3miHu o
NPONOHIoBaHoI Aji AHXeNiHi AK.P.A®. C.nA. y3ara/lbHeHNX AaHux nNpo cuctemy gapmakoHarnsgy
no 300 wr; PpaHueck (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
no 10 TabneTok y o] thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0cobw,
6nictepi; no 1 a6o AK.P.A®. BiANOBIAA/IbHOI 3a 34ilicCHEHHSA (hapmakoHarnsgy;
no 2, abo no 3 C.n.A. KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asiBHVKa Ans
6nictepu y 3[jicHeHHs hapMakoHarisay B YKpaiHi, SKLO0 BoHa
KapTOHHI ynakoBLi; BigMiHHa Bif, yNOBHOBaXEHOT 0CO6MU, BigNoOBiganbLHOI 3a
no 7 Tabnetok y 3AiiCHEHHS (papMakoHarnsay (BKIKYakouy KOHTaKTHI
6nicTepi; no 2 abo [AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
no 4 6nictepu y cuctemn dhapmMakoHarnsgy). 3MiHa KOHTakTHOI ocobu
KapTOHHI ynakosLii 3asBHMKa, BiANOBIAabHOI 3a thapmakoHarnsag, B YkpaiHi.
[Litoua pepakuin: Mopinvk Aptem Bonogummnposuy.
MponoHoBaHa pegakuis: Xifibko EBrexis
OnekcaHApiBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOT
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnss B
YKpaiHi.
437. | TPIYMEK TabneTku, BKPUTI BiiB Benvka Brpo6HMK Benuvka BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a He UA/14812/01/01
NNiBKOBOIO Xenckep BpuTaHis Hepo3ghacoBaHOro BpuTanisa/ TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMEHYBaHHS peyenmoMm | pmidnsiea
o6onoHkoto, no 50 HOK NPOAYKTY: Icnanis/ Ta/abo agpecu MicLs NPOBaKEHHS AiS/IbHOCTI €
Mr/600 mr/300 mr; no Nimitep nakco Monbwa BMPO6HMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,

30 Tabnetok y
dnakoHi; no 1
dhnakoHy B
KapTOHHIA Kopoo6Li

OnepeiiwHe HOK
NimiTen, Benuka
BpuTaHis
MepBuHHa Ta
BTOPUHHA
yrnakoBka, [103Bif
Ha BUMYCK cepii:
"nakco Bensnkom
C.A., IcnaHis
Bupo6bHuk
Hepo3dacoBaHoro

BK/IIOYaA0UM AiNbHULI BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
cepiid) - 3miHa HaliMeHyBaHHS1 BUPOGHNYOT AiNbHUL
BiANOBIA&/IbHOI 38 BUPOOHULITBO HEPO3hacoBaHOro
NPOAYKTY, KOHTPO/Ib AKOCTI, MepBUHHA Ta BTOPUHHA
ynakoBKa, [03BiN Ha BUNYCK cepii, 6e3 3MiHu agpecu,
MiCLA NPOBaKEHHS BUPOOHUYOI AiSIbHOCTI Ta
BMKOHYBaHMX OyHKLi. laHa 3MiHa HaliMeHyBaHHs
BMPOBHMKA NPUBOAUTLCA [0 OHOBMEHOI NiLeHsil Ha
BMPO6HULITBO. TEepMiH BBEAEHHS 3MiH - NPOTAroM 6
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
nNpoaykKTy, MicALIB MicnsA 3aTBepAKEHHS; 3MiHu | TNy -
KOHTPO/b SIKOCTI, AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby
nepBuHHa Ta - 3MiHa Ha3BW NikapcbKoro 3acoby.
BTOPWHHA 3ATBEP)KEHO: TPIYMEK™ (TRIUMEQ™)
ynakoBka, [403BiN 3AMNPOMNOHOBAHO: TPIYMEK (TRIUMEQ)
Ha BUMYCK cepii: TepmiH BBEAEHHSA 3MiH - NpOTAroM 6 micauis nicns
Jendrapm 3aTBEPAKEHHS;
Mo3HaHb C.A., 3MiHK | TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
MonbLua thapmakoHarnagy (iHwi 3MiHu) - 3MiHWM BHECEHO [0
TEKCTY MapKyBaHHS BTOPUHHOI YNakoBKK NiKapCbKoro
3aco6y B n. 17. «IHLWE>» 1Wo[0 yTOYHEHHS onucy npasa
B/1ACHOCTI Ha TOProBy Mapky. TepMiH BBEAEHHS 3MiH -
npoTsirom 6 MicsiliB nicns 3aTBepAKEHHs!
438. | YMAH NOPOLLOK Ta KEAPIOH ITanis KEAPIOH C.M.A. ITania BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a UA/20138/01/01
KOMMNEKC PO3YMHHUK 4115 C.IM.A. My - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMii 3aci6. peyenmom
500 MO/20M/1 | po3uunHy ons KOHTpO/b roToBOro fikapcbkoro 3acoby. 3miHa
iHcpysiii, 500 MO/20 napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
m; 1 donakoH 3 rOTOBOrO NiKapCbKOro 3acoby (BHECEHHS 3MiH 40 AOCbE
MOPOLLKOM pas3oM 3 niCN1A OHOB/NIEHHS 3arasibHOT CTaTTi Ha rOTOBY NiKapCbKy
1 cpnakoHom 3 chopmy y idY/EBponeiickkili hapmakonei). BunyyeHHs
PO3YMHHMKOM (BOAA i3 cneumndikauii Ha po3unHHWK (Boga ANs iH EKLLN)
Ans iH'ekuiin, 20 mn) nokasHukiB "KncrioTHIiCTb abo NyxHIcTb", "Xnopuan",
Ta Habopom ans "Hitpatun", "Cynbchatun”, "AMoHI" Ta "KanbLiit i marniin” 3
PO3YUMHEHHS i METOI NpuBeLeHHs cneuudikauii y BianoBigHICTb 40
BBE/EHHS Y MoHorpadii 0169 “Water for injection” €Bponeiicbkoi
KapTOHHI KOopoo6Lli hapmakonei 11.1.
439. | YPOPEK Kancynu Teepgi no 8 | Pekopgari IpnaHgjs Pekopgari ITania BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/11926/01/02
mr; no 10 kancyny Ainenpg, IHpacTpia Ximika e Tuny - 3MiHK Woao 6e3nekn/epekTNBHOCTI Ta peyenmom
6nictepi; no 1, abo ntp, dapmacesTika thapmakoHarnsagy (iHwi 3miHn) 3MiHM BHeceHo y n.17
no 3, abo no 5, abo C.n.A. IHLE TekcTy MapKyBaHHS BTOPUHHOT yMakoBKM
no 9 6nictepiB y nNikapcbKoro 3acoby - 3a3Ha4eHO OAVHWLi BUMIPHOBaHHS
KapTOHHII nauui y cuctemi Sl; y n. 2 "KinbkicTb Aito4oi peyoBuHU"
BHECEHO He3HauHi pefakuiiiHi npaskn. 3miHun | Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn) 3MiHM BHeceHo y n.17
IHLLE TekcTy mapKyBaHHA BTOPUHHOT YNakoBKu
NikapCbKoro 3acoby - 3a3HaYeHO OAVHWLI BUMIPIOBaHHS
y cuctemi Sl; y n. 2 "KinbkicTb Aito4oi peyoBuHn"
BHECEHO He3HauHi pefakLiiHi npaBku
440. | YPOPEK Kancynu TBepai no 4 | Pekoppaari Ipnangis Pekoppari ITanis BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 3a UA/11926/01/01
mr; no 10 kancyn y AineHpg, IHoacTpia Ximika e MRy - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom
6nicTepi; no 1, abo nTp, dapmacesTika hapmakoHarnsgy (iHwi 3miHn) 3MiHM BHeceHo y .17

no 3, abo no 5, abo
no 9 6nictepis y
KapTOHHIN navuj

C.n.A.

IHLLE TekcTy MmapKyBaHHA BTOPUHHOT YNaKoBKu
NikapcbKoro 3acoby - 3a3HayeHo OAVHULi BUMIPIOBaHHS
y cuctemi Sl; y n. 2 "KinbKiCTb Aito4oi peqoBuHn"
BHECEHO He3HauHi pefakuiiiHi npaskn. 3miHu | Tuny -
3MiHM LWopo 6e3nekn/edekTMBHOCTI Ta
dpapmakoHarnsay (iHwi 3miHn) 3MiHv BHeceHo y n.17
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
IHLE TekcTy mapKyBaHHA BTOPUHHOI YNakoBKu
nNiKapcbKoro 3acoby - 3a3Ha4eHo OAVHULL BUMIpIOBaHHSA
y cuctemi Sl; y n. 2 "KinbkicTb Aito4oi peqoBuHN"
BHECEHO He3HauyHi peAakLiiHi npaBku
441. | YPO®POCUMUH | rpaHynu ans MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a UA/15454/01/01
® OpPa/IbHOIO PO3YNHY, «Kunismep, «Kunismegnpenapa Tuny - 3MiHu 3 akocTi. A®L. KoHTponb A®L. 3miHa y peyenmom
no3,0r,mo8rs. npenapar ™ napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
nakeri-catle, no 1 » BM3Ha4YeHUX y cneuudpikauisx Ha A®l, abo
nakety-catle B BUXiAHWI/NPOMDKHWIA NpoAyKT/pearexT, Wwo
nauuj i3 kKapToHy BMKOPWCTOBYIOTbCS Yy Mpoueci BupobHuutea AdI
(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3acTapifioro nokasHuka)). BunyueHHs
nokasHuka «Baxki MmeTanu» i3 cneyndikauii Ad|
dochomiLuHy TpomeTamosny BUpo6HMKa Interquim S.A.
de C.V., Mekcuka, Ta, Ik HacnifokK, BUTy4YeHHs
3aCTapifioro NokasHvika i3 MeToAiB KOHTPO0. CynyTHA
3MiHa- 3MiHM 3 AKOCTi. A®Il. KoHTposib A®I (iHLWi 3MiHW)
442. | YPODYPATIH | Tabnetku, no 50 wmr; AT Monba AT "Apavep, Monbwa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/15368/01/01
no 30 TabneTok y "Anamvep, Papma” Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenma
6nictepi; no 1 dapma" thapmakoHarnaay (iHwi 3MiHnM) 3MiHW BHECEHO Y TEKCT
6nictepy B MapKyBaHHS BTOPUHHOI ynakosku n.17 IHLWE Ta
KapTOHHI Kopoo6Li nepBuHHOT ynakosku n.6 IHLIE, a came, gogaHo
iHbopmaLLito NPo HasBHICTb 10rOTUNY 3asiBHUKA
443. | ®AHIFAH Tabnetkn, no 4 TOB YkpaiHa KYCYM IHgis/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a He UA/7260/01/01
Tabnetkn y 6nictepi, | "Tneadap XENTXKEP NBT Ykpaina Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peuyenmom | nidssieae
no 25 6nictepis y mATA" NTA , IHais; TOB chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTuui

KapTOHHII ynakoBsLi,
no 10 TabneTok y
6nictepi, no 10
6nictepiB y
KapTOHHI ynakoBLi

"KYCYM ®APM",
YKpaiHa

NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLUT
[ANs1 MeMYHOro 3acTOCyBaHHS Ha MiAcTaBi perynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3nekn 3acTocyBaHHS NiKapCbKoro
3acoby B nic/isipeecTpaviiiHmii nepiod, abo sk pesynbTaT
OL|iHKM 3BITY 3 AOCAIKEHb, MPOBEAEHUX BifNOBIAHO A0
naaxy negiatpuyHmx gocnigpkeHb (PIP) (3miHy
Y3rofIXE€HO 3 KOMMETEHTHUM YOBHOBaXXEHVIM OpraHoM)
3MiHV BHECEHO IHCTPYKLT 415 MeAMYHOr0 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainis "B3aemogis 3 iHWMK
nikapcbkMKn 3acobamu Ta iHWi BUAn B3aemMogiid" Ta
"Oco6nMBOCTI 3aCTOCYBaHHA" OO0 TPbOX BUPOBHMKIB
BiANOBIAHO A0 pekomeHgauiin PRAC. TepMmiH BBeAEHHS
3MiH - NPOTArom 6 MicsLiB MicNs 3aTBEPYKEHHS.
CynyTHs 3MiHa - 3MiHKM Wogo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHs1 abo 3miHa(n) go
3060B'A3aHb Ta YMOB Buauvi peecTpauiiiHoro
nocBigYEHHS, BKIOYaoun MnaH ynpaeniHHA pU3nkamm
(3acTocyBaHHs TEKCTY, KW MOTOKEHWI 3
KOMMNETEHTHVM OpraHoM) 3asiBHUKOM HaJilaHO
OHOB/EeHUIA MnaH ynpasniHHS pu3nkamu Bepcia 1.5
3MiHV BHECEHO A0 YacTuH: | «3aranbHa iHhopmauis» |l




319

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

«Cneundikauis 3 6e3nekn» V «3axoam 3 MiHimizawii
pusukiB» VI «Pe3stome nnaHy ynpasniHHA pusnkamu» VII
«Jlopatkv» y 3B’A3Ky 3 OHOB/IEHHAM iHdopmMaLiii 3
6e3neku Ajlourx pe4yoBUH Ha MigcTaBi OHOBEHOT
iHcbopmawii 3rigHo pekomeHaauin PSUSA. Pesiome
MnaHy ynpasniHHA pusnkamun sepcia 1.5 gogaeTbes.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iIHCTPYKLT
AN MeAMYHOro 3acToCyBaHHSA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo
pocnigpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
3acoby B mic/sipeecTpaviiHmii nepiod, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCNiMKEeHb, NpOBeAEHUX BIANOBIAHO A0
nnaHy negiatpnyHmx gocnigpkeHs (PIP) (iHLwi 3MiHW)
3MiHM BHECEHO IHCTPYKLT 415 MeAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby [0 po3giny "3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHA rpyaat” Woa0 TPbox
BMPOGHWKIB BigNoBigHO A0 pekomeHaauii CMDh.
TepMiH BBEEHHSA 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPMKEHHSA. 3MiHW | TUNy - 3MiHW Woao
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHS
Ha MigcTaBi perysisipHO OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo focnimxeHb 3 6e3neku
3aCcTOCYyBaHHS NikapCbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 lOCNiKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negjiatpnyHux gocnigkeHs (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM OpraHom) 3miHu
BHECEHO iHCTPYKLiT 4N MeANYHOro 3aCTOCyBaHHS
nNiKkapcbKoro 3acoby A0 po3ainy "3actocyBaHHA y nepios
BariTHOCTi abo rogyBaHHs rpyaa0" Woao Tpbox
BMPOGHUKIB BignoBigHO A0 pekomeHaauili PRAC. TepmiH
BBE/IeHHS 3MiH - NpOTArom 6 micsuis nicns
3aTBEPAKEHHS

DAPMAS3O/I
H® 3
M'ATOIO TA
EBKANIMNTO
M

cnpeii HasaslbHUiA,
po34uvH, 1 Mr/mn; no
10 mn y donakoHi; no
1 chnakoHy y nauui

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu |
TUny - 3miHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn) - OHOBMEHHS TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNaKkoBKK
nikapcbKoro 3acoby, a came BUIyYeHHs iHchopmaui,
3a3Ha4YeHoi poCiiCbKOK MOBOH, Ta HE3HAYHI 3MiHN Y
n.17 IHWE TekcTy MapKyBaHHSA BTOPUHHOT YNakoBKK Ta
n.6 IHWE nepBuHHOT ynakoBkn. TepmiH BBEAEHHS 3MiH
npoTsrom 6 MicsiliB nicns 3aTBepAKeHHs!

6e3
peuyenma

UA/15996/01/01

445,

DAPMANINO
H

PO34uH ANst iHQy3ilA,
30 mr/mn no 20 mny

ToBapuct
BO 3

YKpaiHa

ToBapucTso 3
06MEXEHOI0

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu |
TMny - AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS

3a
peyenmom

UA/16672/01/01




320

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
dhnakoHi; no 5 obMexeHo BiANOBIAA/LHICTIO Ta/abo agpecy 3asBHMKA (B/1aCHUKA pPeEECTpaLiiiHOro
hnakoHiB y 10 hipma noceifyeHHs). 3MiHa agpecu 3asBHUKa
KOHTYpHIlA Bignosiga "Hosodhapm-
YapyHKOBIli NbHICTIO BiocuHTes"
ynakosui; no 1 ipma
KOHTYpHIlA "Hosothap
YapyHKOBIli yrnakoBLi M-
y nayui 3 kKapToHy BiocnHTes
446. | DAPMANINO | po3unH Ans iHdysil, ToBapucT YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a UA/18156/01/01
H® TYPBO 12 mr/mn, no 50 mn BO 3 06MeXeHo TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMEHYBaHHS peyenmom
y thnakoHi; no 10 06MEeXeHo BiANOBIAA/TbHICTIO Ta/abo agpecu 3asBHMKa (BNacHUKa peecTpaviiHoro
h1aKkoHIB y mavi 10 thipma nocsigyeHHs). 3mMiHa agpecu 3asBHUKA
Bignosiga "HoBothapm-
NbHICTIO BiocuHTes"
ipma
"HoBodhap
M.
BiocnHTe3
447. | ®ACTEHAN NOpOLUOK AN YAB JNnToBCbka Cnewn ITanis BHECEHHS 3MiH [j0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/19536/01/01
OpasIbHOro PO3UUHY "MPA" Pecny6nik MPOJAKTC TMny - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta peuyenmom
no 80 wmr, no 30 a JIAVH C.M.A. hapmakoHarnsgy. BeegeHHs abo 3miHu o
[BOPO3AiNbHUX y3arasibHeHUX JaHnx Npo cuctemy hapmakoHarnsagy
calle y KapTOHHiiA (BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
Kopoo6Li thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAA/ILHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnagy 3asBHuka ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a
3pjiicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHI MacTep-thaiina
cuctemu chapmMakoHarnsgy) 3miHa yrnoBHOBaXXeHOT
ocobu 3asiBHUKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsa,.
[itoua pepakuis: Lukas Hason. MNponoHoBaHa peakuis:
Gediminas Zvicevicius. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XXEHOI 0CO6M 3as1BHYKA, BifnoBigabHOT 3a
hapmakoHarnag
448. | ®EBJ/IOPIKA TabneTku, BKPUTI MaHkaliHg IHais MaHkaliHg ®apma IHais BHECEHHS 3MiH 0 peecTpaviiiHMx MmaTepiasiis: 3MiHu | 3a UA/20068/01/01
NNiBKOBOIO Papma Nimiten, FOHIT-II MRy - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom
060/10HKO10, M0 40 Nimiteq thapmakoHarniagy (iHwi 3MiHn). 3MiHW BHECEHI B TEKCT

mr; no 10 TabneTok
y 6nicTepi, no 3
6nictepn B
KapTOHHIA Kopoo6Li

MapKyBaHHS Ha NEPBUHHI Ta BTOPWHHIA ynakosLi, a
came: BUKIaAeHHS Ha3BM Ail04oT PEYOBUHN YKPATHCHKOH
Ta aHrNincbLKOK MOBOI, YTOYHEHHS iHGhopMaLiT Woa0
[atn BUpobHWMUTBA, faTh TEPMiHY NPUAATHOCTI, HOMepy
cepii Ta Homepy P, BUpo6HWYOI NiLeHsii, norotuny
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
BMPO6HMKA. BBeAEHHS 3MiH NPOTArom 6-Tu MicsiB nicns
3aTBEPAXEHHS
449. | ®EBJ/IOPIKA TabneTkn, BKPUTI MaHkaliHg IHAiA MaHkariHg ®apma IHAaiA BHECEHHS 3MiH 40 peecTpaLinHmx maTepiasis: 3MiHu | 3a UA/20068/01/02
NAiBKOBOO dapma Nimitea, tOHIT-1I Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
060/10HKO10, 1Mo 80 Nimiteq thapmakoHarnagy (iHwi 3MiHn). 3MiHW BHECEHI B TEKCT
mr; no 10 TabneTok MapKyBaHHS Ha NEPBUHHIN Ta BTOPUHHIA ynakosL, a
y 6nicTepi, no 3 came: BUK/IaAeHHS Ha3BM Ail040i PEYOBVHN YKPAiHCHKO
6nictepu B Ta aHrNiNcLKO MOBOK, YTOUHEHHS iHhopMalLil Loa0
KapTOHHI KOopoo6Li [aTv BUPO6HMLTBA, AaTy TEPMiIHY NpuaaTHOCTI, HOMepy
cepii Ta HoMepy P, BUpo6HWYOT AileHsii, norotuny
BMpOOHUKa. BBEAEHHS 3MiH NPOTAroM 6-Tu MicAUIB nicns
3aTBEPKEHHS
450. | PEBYMAKC TabneTku, BKPUTI Makneopc IHAja Makneogc IHAjA BHECEHHS 3MiH [J0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/19034/01/02
NNiBKOBOIO dapmach dapmacboTuKanc TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMEHyBaHHS peyenmom
o6onoHkoto no 120 toTmkanc Nimiteq Ta/abo agpecu MicLs NPOBaKEHHS AiS/IbHOCTI
Mmr, no 14 TabneTok Nimiteq BMPOGHMKa (BK/tOYakouM, 3a HEOOXIAHOCTI, MicLe
y 6nicTepi; no 2 npoBeAeHHsA KOHTPOI0 SKOCTI), a60 BNacHuka macrep-
6nictepn B (haiina Ha A®l, abo noctavanbHuka AdI/BuxigHoro
KapTOHHI ynakoBLi marepiany/peareHTy/NpoMiKHOIo NPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha NikapCbKnii 3acib) 3a BiACYyTHOCTI cepTuchikata
BiANoOBIgHOCTI EBponelickkili hapmakonei y
3aTBEpAXEHOMY [0CbE, 60 BUPOOHMKA HOBOI
[OMOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y [0ChE)
Y3romxeHHs agpecu BupobHuka A®l 3 WHO-GMP
ceptudikatom. 3aTBepaxeHo: Po3gain 3.2.S.2.1.
Bupo6Huk(n). Manufacturing Site: Macleods
Pharmaceuticals Limited Unit-V, Plot No. 2209, GIDC
Industrial Estate, At and Post Sarigam
Taluka : Umbergaon City : Valsad Gujarat, ZIP Code:
396 155 India. 3anponoHoBaHo: Po3gin 3.2.S.2.1.
Bupo6Huk(n). Manufacturing Site:
Macleods Pharmaceuticals Limited Plot No. 2209, GIDC
Industrial Estate, At and Post Sarigam Taluka :
Umbergaon Dist.: Valsad
Gujarat, ZIP Code: 396 155 India. BeegeHHs 3MiH
NPOTArom 6-Tu MicsILIB NicNs 3aTBepAXKEHHSA
451. | PEBYMAKC TabneTku, BKPUTI Makneogc IHAis Makneogc IHAiA BHECEHHS 3MiH [0 peecTpavyjiiiHnux maTtepianis: 3MiHu | 3a UA/19034/01/01
NNiBKOBOIO dapmach dapmacbloTukanc TMNy - AGMIHICTPATUBHI 3MiHW. 3MiHa HaliMEHYBaHHSI peyenmom
060/10HKO0 No 80 loTuKasnc Nimiteq Ta/abo agpecy MicLs NPOBAKEHHS AiS/IbHOCTI
Mmr, no 14 TabneTok Nimiteq BUPOGHMKA (BKIKOYAKOUM, 3a HEOBXiAHOCTI, Micue

y 6aicTepi; no 2
6nictepu B
KapTOHHIl ynakoBLi

NpoBefieHHs1 KOHTPOJI0 AKOCTI), abo BlacHMKa mactep-
thaiina Ha A®I, abo noctavanbHuka A®Il/BrxigHOro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei y
3aTBEpAKEHOMY [1OCbE, a60 BUPOOHMKA HOBOI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
[OMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAY€EHO Y [0ChE)
Y3romxeHHst agpecu BupobHuka A®l 3 WHO-GMP
cepTudpikatom. 3aTBepakeHo: Po3gain 3.2.S.2.1.
Bupo6Huk(n). Manufacturing Site: Macleods
Pharmaceuticals Limited Unit-V, Plot No. 2209, GIDC
Industrial Estate, At and Post Sarigam
Taluka : Umbergaon City : Valsad Guijarat, ZIP Code:
396 155 India. 3anponoHoBaHo: Po3ain 3.2.S.2.1.
Bupo6Huk(n). Manufacturing Site:
Macleods Pharmaceuticals Limited Plot No. 2209, GIDC
Industrial Estate, At and Post Sarigam Taluka :
Umbergaon Dist.: Valsad
Gujarat, ZIP Code: 396 155 India. BBegeHHs 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPIKEHHS
452, | ®EBYCTAT® | Tabnetku, BKpUTI Ecnapma HimeuunH BMPOGHULITBO in MopTtyranis/ BHECEHHS 3MiH 40 peecTpalinHmx maTepiasis: 3MiHu | 3a He UA/18914/01/02
NIiBKOBOO M6X a bulk, nepeuHHe HimeuyunHa TUny - AAMIHICTPaTVBHI 3MiHM. 3MiHa Ha3BU NMiKapCbKOro peyenmom | nionsizae
o6onoHKoto, 120 wr; nakyBaHHs1, 3ac006y. 3MiHV BHECEHO 040 Ha3BMW NiKkapCbKoro
no 14 trabnetok y BTOPVHHE 3acoby. 3arBepmxeHo: PEBYCTAT. 3anponoHoBaHo:
6nictepi; no 2 nakyBaHHs, PEBYCTAT®. BBeAeHHS 3MiH MPOTAroM 6-Tu MicsLiB
6nictepu B KOHTPO/b SAKOCTI: nicns 3aTBEPKEHHS.
KapTOHHI Kopoo6Li Bniodapma-
IHpacTpi
PapmacboTuka,
C.A., Moprtyranis
BTOPWHHE
nakyBaHHs:
ecnapma ®apma
Cepgices 'M6X,
HimeuyunHa
BWMYCK Cepil:
Ecnapma M'm6X,
HimeuyunHa
453. | ®EBYCTAT® | Tabnetku, BKPUTI Ecnapma HimeuumnH BMPOGHULITBO in MopTyranis/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a He UA/18914/01/01
NAiBKOBOO M6X a bulk, nepeuHHe HimeuunHa TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHA Ha3BW NiKapCbKOro peyenmom | nionsi2ae

o60oHKoto, no 80
mr; no 14 TabneTok
y 6aicTepi; no 2
6nictepu B
KapTOHHIA Kopoo6Li

nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPO/1b AKOCTI:
Bntochapma-
IHpacTpi
PapmacboTuka,
C.A,, Moprtyranis
BTOPUHHE
nakyBaHHs:
ecnapma ®apma
Cepsices 'M6X,

3aco6y. 3MiHM BHECEHO LLOA0 Ha3BU NikapCbKoro
3acoby. 3atBepmpkeHo: PEBYCTAT. 3anponoHOBaHoO:
PEBYCTAT®. BBeAeHHS 3MiH NPOTAroM 6-TW MicsLiB
nicns 3aTBepkeHHs.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
HimeyunHa
BUNYyCK cepil:
Ecnapma M'méX,
HimeyynHa
454. | ®EMOCTOH TabneTku, BKPUTI AGGOTT HigepnaH A660TT HigepnaHan BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a He UA/4836/01/02
® NNiBKOBOIO Xernckea on Bionogxikans b.B. MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionseae
060/10HKOI0, N0 2 Mr MpopakTc hapmakoHarnsgy (iHwi 3mMiHn). 3MiHU BHECEHO B
+ TabneTkn, BKpUTI B.B. IHCTPYKLi0 ANA MeQUYHOro 3acToCyBaHHS NiKapcbKoro
NAiBKOBOO 3aco6y A0 posainy "B3aemogis 3 iHWMMU fikapcbkumm
060/10HKOHD, MO 2 3aco6amu Ta iHLWi BuAM B3aEMOZIA" BiANOBIAHO A0
Mr/10 mr; OHOBJ1EHOT iHGhopMaLii Woao 6e3nekn 3acTocyBaHHS
KOMGi-ynakoBka Ne LYol pevyoBuHN, f04AHO iHhopMaLito 4o po3ainy
28 (28x1); Ne 56 "Mo6iyHi peakyii" o040 NOBiAOMMIEHb NPO NiA03PIOBaHi
(28x2); Ne 84 (28x3): no6iyHi peakuii Ta pefaroBaHo TEKCT y po3aini
14 TabneTok, "Oco6nmBOCTI 3acTocyBaHHA". TepMiH BBELEHHS 3MiH
BKPUTUX M/T1IBKOBOIO npoTArom 6 micsiB nicns 3aTBEPLXKEHHS.
060/10HKOI0,
LiernsiHo-4epBOHOTO
KO/IbOpY MO 2 Mr +
14 TabneTok,
BKPUTWX M/1IBKOBOKO
060/10HKOI0,
)KOBTOrO KObOpY Mo
2 Mr/10 mry
6nictepi; no 1 a6o 2,
abo 3 6nictepu B
Kopoo6ui
455. | ®PEMOCTOH TabneTku, BKPUTI ABGOTT HigepnaH ABGOTT HigepnaHgu BHECEHHS 3MiH 40 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a He UA/4836/01/01
® NNiBKOBOIO Xenckea on Bionopxikans b.B. TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuyenmom | nidssieae
060/10HKO, N0 1 Mr MpopakTc hapmakoHarnsgy (iHwi 3mMiHn). 3MiHU BHECEHO B
+ TabneTkn, BKPUTI B.B. IHCTPYKLiI0 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro

NNiBKOBOIO
o60s10HKo0, No 1
Mr/10 mr;
KOM6i-ynakoBka Ne
28 (28x1); Ne 56
(28x2); Ne 84 (28x3):
14 TabneTok,
BKPUTUX M/1IBKOBOKO
060/10HKOI0, 6inoro
Konbopy no 1 mr +
14 TabneTok,
BKPUTUX NNiBKOBOIO
060/10HKOHD, Ciporo
Konbopy no 1 mr/10
Mry 6nictepi; no 1
abo 2, abo 3
6nicTepn B KOpobLi;

3acoby A0 po3ainy "B3aemogis 3 iHWMMK NiKkapCbKUMn
3acob6amu Ta iHLWi BUAY B3aEMOZi" BiAMNOBIAHO A0
OHOB/IEHOI iHChopMaLil LLoA0 6e3Mnekn 3acTocyBaHHS
Litoy0i pevyoBuHY, f0AaHO iHhopMaLito 4o po3ainy

"Mo6iyHi peakuii" LWoA40 NOBiAOMAEHb NPO NiA03PIOBaHI

nob6iyHi peakLii Ta pegaroBaHo TEKCT Y po3aini
"Oco61BoCTi 3acToCcyBaHHA". TepMiH BBeAEHHS 3MiH
npoTArom 6 micsALiB nicns 3aTBEPKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
456. | PEMOCTOH TabneTku, BKpUTI AG6OTT HignepnaH AGGOTT Higepnangu BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a He UA/4837/01/01
® KOHTI NNiBKOBOIO Xenckea on Bionopxikans b.B. Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peuyenmom | nidssieae
060/10HKOI0, Mo 1 MpopakTc thapmakoHarnagy (iHwi 3MiHn) 3MiHM BHECEHO B
mr/5 wmr, no 28 B.B. IHCTPYKL,il0 A5 MeAMYHOro 3aCTOCYyBaHHS NiKapCbKOoro
Tabnetok y 6nictepi; 3acoby A0 po3ainy "B3aemogis 3 iHWMMU NiKapCbKUMM
no 1, aéo 2, a6o 3 3aco6amMu Ta iHLWi BUAM B3aemogili" BiANOBIgHO [0
6nictepu B kKOpoobLi OHOBJIEHOI iHChopMaLii oA 6e3mnekn 3acTocyBaHHS
Liro40i pevyoBuHY, foAaHO iHhopMaLito 4o po3ainy
"Mo6iyHi peakuii" LWoA0 NoBiAOMMEHb NPO NiA03PIOBaHI
nob6iyHi peakLii Ta pegaroBaHo TEKCT Y po3aini
"Oco611BOCTi 3acTOCyBaHHA". TepMiH BBeeHHSA 3MiH
npoTsArom 6 micslis nicns 3aTBeppkKeHHs
457. | ®PEMOCTOH TabneTku, BKPUTI ABGOTT HinepnaH ABGOTT HigepnaHngu BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a He UA/13464/01/01
® KOHTI MIHI | nniBkoBotO Xenckea on Bionomxukans TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom | niossieae
o6onoHkoto, no 0,5 MpoaakTc B.B. thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO B
Mr/2,5 mr; no 28 B.B. IHCTPYKLil0 ANS MeAMYHOro 3aCTOCyBaHHS NiKapCbKoro
Tabnetok y 6nictepi; 3acoby A0 po3ainy "B3aemogis 3 iHWMMU NiKapCbKUMN
no 1 a6ono3 3acob6amu Ta iHLWi BUAW B3aEMOZ" BIAMNOBIAHO A0
6nictepu B OHOB/IEHOT iHChopMaLii oA 6e3nekn 3acTocyBaHHSA
KapTOHHIA Kopoo6Li Lito40i pevyoBuHY, f0AaHO iHhopMaLito 4o po3ainy
"Mo6iyHi peakuii" LWoA0 NOBIAOMAEHb NPO NiA03PIOBaHI
nobiyHi peakLii Ta pegaroBaHo TEKCT Y po3aini
"Oco611BOCTi 3acTOCyBaHHA". TepMiH BBeEHHS 3MiH
npoTsArom 6 micsuis nicns 3aTBepakKeHHs
458. | ®EHTAHIN M | TpaHcaepmasibHui CaHpo3 CnoseHis Bupo6HuuTBO 3a HimeuyunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/10842/01/01
CAHAO3® nnactup, 25 mkr/rog, dapmach NOBHWUM LK/IOM: TUNy - 3MiHM 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN peyenmom
no 1 nnactupy B toTiKan3 lekcan AT, y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYTbCA
nakeTuky; no 5 a.4. HimeyunHa BUMYCKy Cepii Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
nakeTuKiB y KopobL,i KOHTpO/b SIKOCTI: 3acoby (3aMiHa abo AofaBaHHA AiflbHUL, Ha SKil
Cantotac ®apma 3[iICHIOETbCA KOHTPO/IL/BUNPOBYBaHHA cepil).
'M6X, HimeuunHa [JopnaBaHHA ginbHuui Cantotac ®apma M'm6X, OTTO-BOH
KOHTpO/b SIKOCTi: Mopike-Annee 1, BapnebeH, 39179 HimeuunHa/ Salutas
'TAC Na6op Ap. Pharma GmbH, Otto-von-Guericke-Allee 1, 39179
Xolicnep M'v6X, Barleben, Germany Ha skiii 34jiliCHIOETbCS
HimeyunHa MiKpOG6i0M0rivHi BUNPOGYBaHHS NiKapCbKOro 3acoby.
3MiHu | TMRY - 3MiHK 3 SAKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTi TOTOBOrO
nikapcbKoro 3acoby (3amiHa abo AofasaHHsA AinbHULLI,
Ha SIKil 3QiICHI0ETLCA KOHTPO/L/BUNPOBYBaHHSA cepil).
[opasaHHsa ainbHuuUi FTTAC Mla6op Op. Xoiicnep Mv6X,
lHpenbyprwTpacce 33 76297 LUTyTeH3ee,
Himeuunna/HHAC Labor Dr. Heusler GmbH,
Hindenburgstrasse 33 76297 Stutensee, Germany Ha
AKil 34IACHI0ETLCA XiMiYHI Ta i3nyHi BUNpobyBaHHSA
NiKapCbKoro 3acoby.
459. | ®EHTAHITM | TpaHcaepMabHWiA CaHpos CnoseHis Brpo6HuuTBO 3a HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/10842/01/02
CAHAO03® nnactump, 50 mkr/rog, dapmacb NMOBHVUM LMK/IOM: TMNY - 3MiHK 3 AKOCTI. FTOTOBWIA JTiKAPCLKWIA 3aCi6. 3MiHK peyenmom




325

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
no 1 nnactupy B loTiKan3 lekcan AT, y BUPOBGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYTbCA
nakeTuky; no 5 a.n. HimeyunHa BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOrO NiKapCbKOro
nakeTukiB y kopobLi KoHTposb skocTi: 3acoby (3amiHa abo fofaBaHHA AiNbHUL, Ha SAKINA
Cantotac ®apma 3[iICHIOETLCA KOHTPO/IL/BUNPOBYBaHHSA cepil).
'M6X, HimeyunHa [opasaHHA ginbHULi Cantotac ®apma Mv6X, OTTO-BOH
KoHTponb sikocTi: Mopike-Annee 1, bapne6eH, 39179 HimeuunHa/ Salutas
'TAC Na6op Ap. Pharma GmbH, Otto-von-Guericke-Allee 1, 39179
Xolicnep M'v6X, Barleben, Germany Ha skili 34iliCHIOETbCS
HimeyunHa MiKpOG6iOI0rivHi BUNPOGYBaHHS NiKapCbKOro 3acoby.
3MmiHu | TMNY - 3MiHKW 3 SKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIK0 SKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo JofaBaHHA AinbHULI,
Ha SKill 3QiACHIETLCA KOHTPO/IL/BUNPOBYBaHHSA cepil).
[LopasanHA ginbHuui FTTAC flabop Ap. Xoiicnep Mm6X,
lHpeH6byprwTpacce 33 76297 LUTyTeH3ee,
Himeuunna/HHAC Labor Dr. Heusler GmbH,
Hindenburgstrasse 33 76297 Stutensee, Germany Ha
AKil 34IMCHI0ETLCA XiMiYHI Ta ii3nyHi BUNpobyBaHHS
nikapcbKoro 3acoby.
460. | ®EHTAHIN M | TpaHcaepmanbHuii CaHpo3 CnoBeHis Brpo6HuuTBO 3a HimeuunHa BHECEHHS 3MiH 40 peecTpaLinHmx maTepiasis: 3MiHu | 3a UA/10842/01/03
CAHAOO03® nnactvp, 75 mkr/rog, | ®apmach MOBHVM LWK/IOM: TUMy - 3MiHM 3 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN peyenmom
no 1 nnactupy B oTikan3 lekcan AT, Yy BUPOGHULTBI. 3MiHa iIMNopTepa/3miHu, Lo CTOCYHThCA
nakeTuky; no 5 a.4. HimeuunHa BUMYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOrO MiKapCbKOro
nakeTuKiB y KOpobLi KoHTponb sikocTi: 3acoby (3amiHa abo AofaBaHHA AifbHULI, Ha Kl
Cantac dapma 3[iICHIETLCSA KOHTPO/IL/BUNPOBYBaHHSA cepil).
vm6X, HimeuunHa [JopasanHa ginbHuui Cantotac ®apma M'mb6X, OTT0-BOH
KoHTponb sikocTi: Mopike-Annee 1, bapne6eH, 39179 HimeuunHa/ Salutas
'TAC Na6op Ap. Pharma GmbH, Otto-von-Guericke-Allee 1, 39179
Xotvicnep M'v6X, Barleben, Germany Ha skili 34iCHIOETbCA
HimeuunHa MiKpo6iosioriuHi BUNpobyBaHHS JlikapcbKoro 3acoby.
3MiHu | TMNY - 3MiHKW 3 IKOCTi. TOTOBUIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHy, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOIO SAKOCTi TOTOBOMO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHA AiNbHULL,
Ha SAKil 3QiCHI0ETCA KOHTPO/L/BUNPODYBaHHA cepil).
[opasaHHsa ginbHuui FMTAC Na6op Ap. Xoiicnep M'vbX,
lHaeH6yprwuTpacce 33 76297 LUTtyTeH3ee,
Himeuyunna/HHAC Labor Dr. Heusler GmbH,
Hindenburgstrasse 33 76297 Stutensee, Germany Ha
AKilA 34iACHI0ETLCA XiMiYHI Ta Ii3nyHI BUNPo6YyBaHHS
nikapcbKoro 3acoby.
461. | ®EHTAHIN M | TpaHcaepmasibHUiA CaHpo3 CnoseHis Bupo6HuuTBO 3a HimeuyunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/10842/01/04
CAHAO3® nnactup, 100 dapmach NOBHWUM LK/IOM: TUNy - 3MiHM 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK peyenmom
MKr/rog, no 1 IoTikaN3 lekcan Al, Yy BUPOGHULTBI. 3MiHa IMNOpTepa/3MiHN, L0 CTOCYHThCSA
nnactupy B a.4. HimeyunHa

nakeTuky; no 5

nakeTuKiB y Kopobui

KoHTposb sikoCTi:
Cantortac Papma

BUMYCKy Cepii Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa abo AofaBaHHA AiflbHUL, Ha SKil
3[iICHIETbCA KOHTPO/Ib/BUNPOBYBaHHSA cepil).




Hasga

Popma sBUMYCKY

3asiBHUK

326

n/n

JliKapcbKo20
3acoby

ynakoska)

(nikapcbka ¢hopma,

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

462.

®EHTAHI/-

PO3YUH ANS iH'EKLLIN,

AT

YKpaiHa

'm6X, HimeuunHa
KoHTposb sikocTi:
TAC Na6op Ap.
Xolicnep M'v6X,
HimeyunHa

AT "dapmak”

Pharma GmbH, Otto-von-Guericke-Allee 1, 39179
Barleben, Germany Ha skiii 34iiCHIOETbCSA
MiKpOG6i0o/orivyHi BUNPOGYBaHHSA NiKapCbKOro 3acofy.

3MiHK y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

nikapcbKoro 3acoby (3amiHa abo AofasaHHsA AiNbHULL,

Ha SKil 34iICHI0ETLCA KOHTPO/IL/BUNPODBYBaHHA cepil).

[opasaHHsa ainbHuui FTAC Na6op Op. Xoiicnep M'm6X,
lHpenbyprwTpacce 33 76297 LUTyTeH3ee,
Himeyunna/HHAC Labor Dr. Heusler GmbH,

Hindenburgstrasse 33 76297 Stutensee, Germany Ha

AKIN 30IACHI0ETLCA XiMiYHI Ta (hi3NyHi BUNPOOYBaHHS

NiKapcbKoro 3acooby.

[JopnasaHHA ginbHuui Cantotac @apma M'm6X, OTTO-BOH
Iopike-Annee 1, bapnebeH, 39179 HimeuyunHa/ Salutas

3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.

CTOCYHOTbCS BUMYCKY cepil Ta KOHTPOSIHO SIKOCTi FOTOBOTO

nocsBi0OYeHHs

DAPMAK

0,05 mr/mn; no 2 mn
B amnyni; no 5
amnyn y 6nictepi; no
1 a6o 2 6nictepn y
nauuj

"papmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
0151 MeQUYHOro 3aCTOCyBaHHA Ha MiAcTaBi perynsipHo
OHOBJIKOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
3acoby B micnsipeecTpavu,inHnii nepioa, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX BigNOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHNM OpraHom).
3MiHN BHECEHO [0 IHCTPYKLii A1 MeAUYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y po3ain
"Mepepno3yBaHHa" BiANOBIAHO 4O OHOB/EHOI iHhopMaLil
3 6e3nekn filoyoi peyoBrHU. BBeeHHA 3MiH NpOTArom
6-T1 MicsALIB nicnsA 3aTBepKeHHS. 3MiHW | TUny - 3MiHK
Loao 6e3nekn/ehekTBHOCTI Ta hapmakoHarnagy.
3MiHa y KOpOTKili XapakTep1cTuLi Nikapcbkoro 3acooy,
TeKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MeanyHoro
3aCTOCYBaHHSA Ha NigcTaBi peryisipHO OHOB/IHOBAHOMO
3BITYy 3 6e3Mnekn Nikapcbkoro 3acoby, abo AOCHiIAKEHb 3
6e3nekun 3aCToCcyBaHHs NiKapcbkoro 3acoby B
nicnapeecTpayiinnii nepiog, abo sk pesysibTaT OLiHKM
3BITY 3 JOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NNaHy
negiatpnyHux gocnigpxkeHb (PIP) (3MiHY y3rompkeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OpraHom). 3MiHu
BHECEHO A0 iHCTPYKLiT A1 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainu: "B3aemogis 3 iHWnmm
nikapcbkrMun 3acobamu Ta iHLWi BUan B3aeMogin',

"Ocob6nMBOCTI 3acTOCyBaHHSA" BigMOBIAHO A0 OHOBEHOT
iHhopmalii 3 6e3neku Aitoyoi pevyoBUHU. BBegeHHs 3MiH

NPOTAroM 6-T1 MiCALIIB MiC/1A 3aTBEPKEHHS.

3a
peyenmom

He
nionseae

UA/19393/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
463. | ®EPBEKC NOPOLLIOK ANsi YMNCA ®paHuis YMNCA CAC ®paHLis BHECEHHS 3MiH 40 peecTpavliinHux MmaTepiasis: 3MiHu | 6e3 UA/7741/01/01
ana 0pasIbHOIO PO3UMHY; CAC TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peuyenma
AoPocnnx 8 calle y KapTOHHii KOHTposb rotoBoro nikapcbKoro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA roTOBOrO /iKapCbKoro 3acoby

Kopoo6Li

3MiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBUIA NiKapcbkuii 3aci6.

(iHWi 3mMiHM y MeTogax BUNpobyBaHb (BK/IOYAKUMN 3aMiHy

(BMNYyYEHHS1 MeTOAYy BUNPOBYBaHHS, SKLLO BXe
3aTBEPAKEHUI anbTepHaTUBHUIA MeToA) - BunyyeHHs
3apeecTpoBaHoOro MeToay BunpobysaHHs TLUX ans
nokasHuka «laeHTudikadis», ocKinbkm
BUKOPVCTOBYETLCA 3apEECTPOBaHUIA a/ibTEPHATUBHWIA
meToa BEPX ans igeHTudikayjii BCix 4il04Mx peyoBuH;

KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGYBaHHS FOTOBOrO JiKapCbKoro 3acoby

abo A0oNoBHEHHSR)) - BBeAeHHA anbTepHaTUBHOMO
mMeToay KoHTposito BEPX ons BU3HauYeHHs NoKa3HUKIB
«lpeHTudikauis» Ta «KinbkicHe BU3HaYeHHS» AiloUnx
PEYOBUH NapaueTamosly, ackop6iHOBOI KUCNOTK Ta
Maneary peHipamiHy; 3mMiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa y MeTofax BUNpoGyBaHHSA
rOTOBOrO JliKkapCbkoro 3acoby (He3HayHa 3miHa y
3aTBEpPMKEHNX MeToAax BUNPOBYBaHHS) - 3MiHU 040
TUMNY CTaHAaPTHOro 3paska 3 BTOPUHHOTO CTaHAapTHOro
3paska Ha cTaHAapTHWI 3pasok (C3), wo
BMKOPUCTOBYETLCA Y MeToAax BunpoboByBaHHA BEPX
0151 NOKa3HWKIB «KiflbKiCHE BU3HAUYEHHSA» Ta
«lgeHTudikayis». Takox 3aABNAIOTLCA pedaKLiiiHi
npasku; 3MiHN | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTPOsIb FOTOBOrO NiKapCbKoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
niKkapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepKeHUX
mMeTofax BUNPO6YyBaHHS) - 3MiHM W00 TUMy
CTaHapTHOro 3paska 3 BTOPUHHONO CTaH4apTHOIo
3paska Ha cTaHaapTHWiA 3pasok (C3), wo
BMKOPUCTOBYETLCA Yy MeTO/ji BUNpo6oByBaHHsA BEPX
4N nokasHvka «CynpoBifgHi 4OMILIKK, BMICT 4-
amiHodheHoNy». TakoxX 3aABNSAKTLCA pefaKLiiiHi npaBku;
3MiHu | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa y
mMeToAax BUNPoGyBaHHSA roTOBOrO MiKapcbKoro 3acoby
(He3HauHa 3MiHa y 3aTBEpAKEHUX MeTohax
BMNPOGYBaHHS) - 3MiHW WOA0 TUMY CTaHAapPTHOro
3paska 3 BTOPMHHOrO CTaHAapTHOro 3paska Ha
cTaHaapTHUA 3pasok (C3), Wo BUKOPUCTOBYETLCA Y
MeTogi BunpobosyBaHHs BEPX ansi nokasHuka
«CynpoBigHi AOMILLKW, BMICT LLaBeBOT KUCNOTU». TakoxX
3aABNATLCA pefakLiiiHi npaBku
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

464.

®IHMOA,

Kancynu no 0,5 mr;
no 10 kancyn y
6nictepi; no 1 abo
no 3 6nictepu y
KapTOHHIA Kopoo6Li

TETEPO
NAB3
NIMITEL,

IHais

[eTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3araslbHeHUX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTemy
hapMakoHarnsay, 3amiHa ynoBHOBaXKeHOT ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa ons
3AilicHeHHs chapMakoHarnagy B YkpaiHi, KL BOHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6WU, BiAMNOBIAA/IbHOI 3a
3pjificHeHHs1 hapMakoHarnsay (BK/IHUYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cucteMun dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMNOBIAa/IbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6M 3asBHMKa,
BiANOBIAa/IbHOI 3a hapMakoHarnag B YkpaiHi. [itoua
pegpakuis: Hypies Enganisz Animosud. lNMponoHoBaHa
pepakuis: Tonokesuy Bonogumup KOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKA,
Bi4NoBiAa/IbHOT 32 hapmakoHarnsg B YkpaiHi

3a
peyenmom

UA/19152/01/01

465.

DJTIOKCIYM®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOt0, No 500
Mmr no 5 a6o no 10
TabneTtok y 6nictepi;
no 1y 6nictepy B
navu,i

MAT
"Knismegn
penapat”

YkpaiHa

MAT
"KviBmegnpenapa
™

Ykpaina

BHECEHHS 3MiH 40 peecTpaLinHmx maTepiasis: 3MiHu |
TMny - 3MiHK 3 aKkocTi. A®I. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPOGYBaHb/Nepiogy 36epiraHHA abo ymoB
36epiraHHa A®| (3a BifCYTHOCTI y 3aTBEPAKEHOMY [0ChE
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakoner,
LLIO BK/tOYAE Mepios NOBTOPHOro BMNPobyBaHHS) (nepios

NMOBTOPHOrO BMNpPobyBaHHA/Nepios 36epiraHHs) -
36inbweHHs abo BBeAEHHS nepiody NOBTOPHOrO
BMNPO6YBaHHsA/Nepiody 36epiraHHs Ha OCHOBI
pes3ynbTaTiB AOC/iAKEHb Y peasibHOMY Yaci. 3MiHn
TepMmiHy 36epiraHHs AdI i3 3 pokiB Ha nepiog 4o
npoBefeHHA NMOBTOPHMX BUNPOOYBaHb 5 POKiB Ha OCHOBI
NO3UTUBHUX pe3y/bTarTiB AOCNIMKEHHS CTabINbHOCTI Bif,

BMpo6HMKa A®| Shangyu Jingxin Pharmaceutical Co.,

Ltd., Kutaii 3aTBepgxeHo: TepMiH 36epiraHHs 3 poku.

3anponoHoBaHo: Mepiog A0 NpoBefeHHS NOBTOPHUX

BMNpo6yBaHb 5 pokiB BBefeHHS 3MiH NpOTArom 6-Tu

MiCAILB 3 ATV 3aTBEPIKEHHS.

3a
peyernmom

UA/1315/01/01

466.

PTYBPIKC®
CMNPEN

cnpeli OpOMYKO3HWUIA,
po3uuH 8,75
mr/gosa, no 15 mny
dnakoHi, no 1
dhnakoHy y nauuii

AT
"Papmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiinHmx maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTuui
NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
AN MeAMYHOro 3acToCyBaHHS Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BIiTY 3 6e3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neky 3acToCyBaHHS NMikapCbKOro
3acoby B nic/ispeecTpaviiiHmii nepiod, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BIANOBIAHO A0
nnaHy negiatpuyHmx gocnigxkens (PIP) (3MiHy

6e3
peyenma

nionsieae

UA/18976/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVNM OPraHoMm).
3MiHV BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby y po3ain
"Oco6nMBOCTI 3aCTOCyBaHHS" BigMOBIAHO 4,0 OHOBIEHOT
iHhopmaLii 3 6e3neku Aitoyoi pevyoBuHU. BBegeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPIKEHHSA. 3MiHK |
Tuny - 3miHK Woao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu). 3MiHW BHECEHO A0
IHCTPYKLi 415 MeAUUYHOro 3aCTOCYBaHHS JliKapCbKOro
3aco6y y po3gin "Mob6iyHi peakuii" Woa0 BaXUBICTI
3BiTyBaHHA Npo NobivHi peakuii. BBeeHHsA 3MiH
npoTArom 6-Tn MicALIB NicNa 3aTBEPAKEHHS

467.

DITYKAN

Kancynu no 45 wr,
no 10 kancyn y
6nictepi, no 1
6nicTepy y Kopooui 3
KapToHY

TETEPO
NAB3
NIMITEL,

IHais

[eTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHMX AaHUX NPO cucTeMy
hapmakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnfgy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BOHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0cO6U, BiAMNOBIAa/IbHOI 3a
3pjiicHeHHs1 hapMakoHarnsay (BK/IHYAKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHI macTep-thaiina
cucteMun dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOBaXEHOI 0CO6M 3as1BHYKA, BifnoBigabHOT 3a
hapMakoHarnag. 3mMiHa KOHTaKTHOT 0CO6M 3asBHWMKa,
BiANOBIga/IbHOI 3a hapMakoHarnag B YkpaiHi. [itoua
penakuis: Hypies EngaHisz Animosud. MponoHoBaHa
pepakuis: Tonokesny Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiANoBiAaIbHOI 32 hapmakoHarnsa B YkpaiHi

3a
peyenmom

UA/17009/01/02

468.

DNYKAN

Kancynu no 75 wr,
no 10 kancyny
6nictepi, no 1
6nicTepy y kopobui 3
KapToHYy

FETEPO
NAB3
NIMITE[,

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHNX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3arasibHeHUX AaHuX Npo cucTemy
hapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTemu chapmakoHarnagy) 3miHa KOHTaKTHUX JaHux
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMoBIga/IbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANoOBigasIbHOI 3a hapmakoHarisg B YkpaiHi. flitoua

3a
peyerimom

UA/17009/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
pepakuis: Hypie EngaHiz Animosuy. MNponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CObY 3asBHMKa,
Bi4NoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi
469. | ®NYKAN kancynu no 30 mr, FETEPO IHais letepo /1a63 IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/17009/01/01
no 10 kancyn y NNAB3 Nimiteq MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom
6nictepi, no 1 NIMITEL, thapmakoHarnagy. BeegeHHs abo 3miHu o
6nictepy y kopobui 3 y3ara/lbHeHNX AaHux nNpo cuctemy gapmakoHarnsgy
KapToHYy (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coow,
BiANOBIAA/ILHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asBHuKa 415
3[jicHeHHs1 hapMakoHarisay B YKpaiHi, SKLOo BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0CO6MU, BigNoBiganLHOI 3a
3piicHeHHs hapmakoHarnagy (BKIH0HYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cucteMun chapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHnX
YNOBHOBaXXEHOI 0COOM 3as1BHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobuM 3asiBHUKa,
BignoBigasIbHOI 3a hapmMakoHarnsag B Ykpaini. Jditova
pepakuis: Hypies EngaHxisz Animosuy. MNponoHosaHa
pepakuis: Tonokesud Bonogumup HOpiioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarisa B YkpaiHi
470. | ®NNYKOHA30 | kancynu TBepgi no Tosapuct YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a He UA/3938/01/02
Nn-3goPOB'A | 100 wr; no 7 a6o 10 BO 3 BUPOGHMLTBA, TUNy - 3MiHM 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN peuyenmom | niossieae
Kancyn y énictepi, 0bMexeHo KOHTPO/b AKOCTI, y BUpO6GHMLTBI. 3aMiHa abo BBeAEHHA A0AATKOBOT
no 1 6nictepy B 10 BUMYCK Cepii: AiNbHWLI BUPO6HULTBA A4/19 YacTUHK abo BCbOrO
KapTOHHIA Kopoo6Li Bignosiga ToBapucTBo 3 BMPOBHMYOro NpoLEecy roToBOro Nikapcbkoro 3acoby
NbHICTIO 0bMexeHot (AinbHUUSA, Ha AKi NpoBOAATLCS 6y Ab-AKi BUPO6HUYI
"®bapmaue BiANOBIAA/TbHICTIO cTafii, 3a BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
BTUYHA "®apmaueBTUYHa NepBUHHOTO Ta BTOPMHHOIO NakyBaHHS, ANs
KOMNaHis KOMNaHis HECTepPW/IbHMX JiKapCbKnX 3aco6iB) - CynyTHS 3MiHa -
"3p0poB'a” "3p0pos'a”, 3MiHu 3 siKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHU y
YkpaiHa BUPOGHMLTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
BCi cTagil AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro
BUPOBHMLTBA, BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
KOHTPO/b SIKOCTI, (AiNbHULA 4N BTOPUHHOIO NakyBaHHS); - 3MiHU 3 SKOCTI.
BWMYCK Cepil: [oTOBMIA Nikapcbknii 3aci6. 3MiHM y BUPOOHULTBI. 3amiHa
ToBapwvCTBO 3 abo BBefEHHA A0AATKOBOI AiNbHNLI BUPOOHULTBA A1A
06MeXeHOI0 4yacTnHK abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
BiANOBIAA/TbHICTIO NiKapcbkoro 3acoby (AiNbHULUA 4158 NEPBUHHOTO
"®APMEKC nakyBaHHs) - BeJeHHS [J0AaTKOBOro BUPOGHMKa

FPYI", Ykpaina

roTOBOrO JlikapCcbKoro 3acoby - TOB “@APMEKC I'PYI”,
YkpaiHa: no 10 kancyn y 6aictepi, no 1 6nictepy B
KapTOHHI KOpOo6L|i 3 MapKyBaHHAM YKpPaiHCbKOK MOBOIO.
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS; 3MiHM | TMny - 3MiHM 3 SIKOCTIi. [OTOBMI
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n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY

(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakoska)

nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/IH0 SIKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa
abo gofaBaHHS BUPOOHUKA, LLIO BigNOBiJaE 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkovarouum
KOHTPO/b/BUNPOBYBaHHA cepil - foAaBaHHSA BUPOGHMKA
- TOB “@APMEKC I'PYM”", YkpaiHa Lo BignoBsigae 3a
KOHTPO/Ib Ta BUNYCK cepii /13 Ansa BuAiB nakyBaHHS: no
10 kancyn y 6nictepi, no 1 6nicTepy B KAPTOHHIl
KOpO6Li 3 MapKyBaHHSM YKpPaiHCbKO MOBO. 3MiHK
BHECEHO B iHCTPYKL,i0 415 MEANYHOrO 3aCTOCYBaHHSA
NikapcbKoro 3acoby y po3ainu «BupobHuk» Ta
«Micue3HaxomKkeHHs! BUpOGHVKa Ta agpeca micus
NPOBaKEHHS Or0 AisSIbHOCTI» (BBEAEHHS AOAATKOBOIO
BMPOOHUKA), SIK HACNIAO0K — 3aTBEPKEHHS AOA4ATKOBOrO
TEKCTY MapKyBaHHS yNakoBOK ikapCbKOro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPMAKEHHST; 3MiHM | TUNY - 3MiHW 3 AKOCTi. FTOTOBMIA
nikapcbknii 3aci6. 3MiHN y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKIOYaOUM gianasoH po3mipy cepii) rotoBoro
nikapcbkoro 3acoby (3mMmeHweHHsA fo 10 pasis) -
BBE/EHHS AOAATKOBOro po3mipy cepii (5 kr ans
no3yBaHHs 50 mMr Ta 100 Mr) rotToBoro nikapcbkoro
3aco6y A/19 HOBOI AiNbHULi BUpo6HMLTBa TOB
“©APMEKC I'PYI”, YkpaiHa. [itoua pegakuyis:
3aTBepmkeHunii po3mip cepii 22 kr, 63 kr. MNponoHoBaHa
pefakuis: 3aTBepakeHnii po3mip cepii 22 kr, 63 kr.
[opatkoBuii po3mip cepii 5 kr. BBeAeHHS 3MiH NPOTArom
6-T1 MicsAUIB NicNsA 3aTBEPKEHHS.

Neo 1- 6e3

He

UA/3938/01/03

471.

®NYKOHA30
N-340POB'A

Kancysu TBepgi no
150 wr; no 1 kancyni
B 6nictepi; no 1, 2
abo 3 bnictepu B
KapTOHHIA KopooLi
no 3 abo 7 kancyny
6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

ToBapuct
BO 3
obMexeHo
10
Bignosiaa
JNIbHICTIO
"dapmaue
BTMYHA
KOMNaHis
"3popos'a”

YkpaiHa

BCi cTagil
BMPOGHMLTBA,
KOHTPO/1b AKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MexeHoto
BiANOBIAA/LHICTIO
"PapmaueBTnyHa
KOMMaHis
"3p0pos'a",
YkpaiHa
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b IKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHOoI0
BiANOBIAA/ILHICTIO

Ykpaina

"®APMEKC

BHECEHHS 3MiH 40 peecTpaLinHmx maTepiasis: 3MiHu |
TUny - 3MiHM 3 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN
y BMPOGHULTBI. 3amiHa abo BBeAEHHS [04aTKOBOI
AiNbHULI BUPOBHMLTBA 19 YacTUHM abo BCbOro
BMPOBGHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(minbHUUSA, Ha AKil NpoBOASATLCS OyAb-AKi BUPOGHUYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOSIO AKOCTI,
NMepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
HeCTepW/IbHUX JiKapCbKuX 3aco6iB) - CynyTHS 3MiHa -
3MiHM 3 aKocTi. FoTOBWIA NikapCbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEeHHS J0AaTKOBOI
OiNbHULI BUPOGHMLTBA A1 YaCTUHN ab0 BCbOro
BVMPOGHMYOro NPOLECY rOTOBOrO MiKaPCbKOro 3acoby
(AiNbHULSA A8 BTOPUHHOIO NakyBaHHS); - 3MiHW 3 SKOCTI.
[OTOBMIA NikapcbkuMii 3aci6. 3MiHM y BUPOGHULTBI. 3amiHa
abo BBeAEHHA A0AATKOBOI AibHUL BUPOGHMLTBA AN
4acTnHK abo BCbOro BUPOOHNYOro NpoLecy rotoBoro
NiKapcbkoro 3acoby (AiNbHULA 4158 NePBUHHOIO

nakyBaHHs) - BeJeHHs1 104aTKOBOro BUPOGHYMKa

peyenma;

Ne 2, Ne 3,
Ne 7 - 3a

peyenmom

nionsieae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
FPYIM", YkpaiHa rOTOBOrO JlikapCcbKoro 3acoby - TOB “©APMEKC MPY”,
YkpaiHa: no 1 kancyni B 6nicTepi; no 1, 2 abo 3 6nictepu
B KapPTOHHIli KOPOGLi 3 MapKyBaHHSIM YKpPaiHCbKOH
MOBOW. BBeeHHS 3MiH NpPOTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa
abo gofaBaHHA BUPOOHUKA, LLIO BigNOBIAaE 3a BBE3EHHSA
Ta/abo Bunyck cepii) - Bknoyaroun
KOHTPO/b/BUNPOBYBaHHA cepii - oAaBaHHSA BUPOOHMKa
- TOB “©APMEKC I'PYIT", YkpaiHa Lo BignoBigae 3a
KOHTPOb Ta BUMycK cepii J13: no 1 kancyni B 6nictepi;
no 1, 2 a6o 3 6nicTepu B KAPTOHHI kopobLi 3
MapKyBaHHSAM YKPaiHCbKOI0 MOBOI. 3MiHW BHECEHO B
IHCTPYKLi10 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
3aco6y y po3ainn «BupobHuk» Ta «MicLe3HaxXoKeHHs
BMPOOHKKa Ta afpeca MicLis NPOBaKEHHS 1oro
AiSNbHOCTI» (BBEAEHHS 40AATKOBOro BUPOOHWMKA), SK
Hacnifok — 3aTBepAKeHHA 40AaTKOBOro TEKCTY
MapKyBaHHS yNakoBOK /liKapCbKoro 3acoby. BeeAeHHs
3MiH NPOTAroM 6-TW MiCALIB NiC/1A 3aTBEPAKEHHS.
472. | ®NNYKOHA30O | kancynu TBepai no ToBapuct YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a He UA/3938/01/01
N-300POB'A | 50 mr; no 7 a6o 10 BO 3 BMPOGHMLTBA, TUMy - 3MiHM 3 AKOCTI. [OTOBWI NikapcbKuii 3aci6. 3MiHN peyenmom | nionsi2ae
Kancyn y énictepi, 06MexeHo KOHTPO/1b AKOCTI, y BUPOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOT
no 1 6nictepy B 10 BUNYyCK cepil: OiNbHULI BUPOGHMLTBA A1 YaCTUHY ab0 BCbOro
KapTOHHI Kopoo6Li Bignosiga ToBapucTBo 3 BVMPOGHMYOrO MPOLECY rOTOBOrO MiKaPCbKOro 3acoby
NBHICTHO 0bMexeHoto (@inbHUUSA, Ha AKi NpoBOAATLCS Oy Ab-AKi BUPOGHUYI
"®bapmaue BiANOBIAA/ILHICTIO cTafii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOSIHO AKOCTI,
BTUYHA "papmMaueBTUYHa NepBUHHOro Ta BTOPUHHOIO NakyBaHHA, 414
KOMnaHis KOMMaHis HeCTepWIbHUX JlikapCcbknx 3acobiB) - CynyTHS 3MiHa -
"3p0poB'a” "3p0pos'a", 3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
YkpaiHa BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
BCi cTagii AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro
BUPOGHMLTBA, BUPOBHMYOro NPoLEecy roToBOro NikapcbKoro 3acoby
KOHTPO/b AKOCTI, (AinbHULA ANA BTOPUHHOIO NakyBaHHS); - 3MiHW 3 SKOCTI.
BWMYCK Cepil: [OTOBMIA Nikapcbkunii 3aci6. 3MiHM y BUpO6HULTBI. 3amiHa
ToBapucTBo 3 a60 BBeleHHA 40A4ATKOBOI AiNbHULI BUPOGHULTBA A5
06MEXEHO0 4YacTUHM ab0 BCbOrO BUPOBHMYOrO NPoLEecy roToBoro
BiANOBIAALHICTIO nikapcbkoro 3acoby (AinbHUUA AN NePBUHHOTO
"®APMEKC nakyBaHHs) - BeJeHHS1 404aTKOBOro BUPOBGHMKa

FPYT", YkpaiHa

rOTOBOrO JliKapCbKoro 3acoby - TOB “©APMEKC IPYI”,
Ykpaina: no 10 kancyn y 6nictepi, no 1 6nictepy B
KapTOHHIiA KOpOo6L|i 3 MapKyBaHHSIM YKpPaiHCbKOK MOBOIO.
BBefeHHs1 3MiH npoTArom 6-T MicALUiB nicns
3aTBepMKEHHS; 3MiHM | TUny - 3MiHW 3 AKOCTIi. F0TOBMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, LLIO CTOCYITbCS BUNYCKY cepii Ta
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KOHTPOJI0 SIKOCTi FOTOBOrO NliKapCcbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOOHMKa, LU0 BiANOBIfAE 3@ BBE3EHHS
Ta/abo Bunyck cepii) - Bkaovarum
KOHTPO/b/BMNPOBYBaHHSA cepil - AoAaBaHHSA BUPOGHMKA
- TOB “@APMEKC I'PYIT", YkpaiHa wio Bignosigae 3a
KOHTpONb Ta BuUnyck cepii /13: no 10 kancyn y 6nictepi,
no 1 6nicTepy B KAPTOHHI KOPOOLi 3 MapKyBaHHAM
YKPaiHCbKOIO MOBOK. 3MiHV BHECEHO B iHCTPYKLiito AnA
MeZMYHOro 3aCTOCyBaHHA MikapcbKoro 3acoby y po3ginu
«BunpobHMK» Ta «MicLe3HaxomKeHHs BUPOGHMKa Ta
afpeca MicLisi NPOBaKeHHS 0ro AisIbHOCTi»
(BBEAEHHA [,04aTKOBOrO BUPOGHMKA), AK HACIA0K —
3aTBEPAKEHHS [04aTKOBOIO TEKCTY MapKyBaHHS
yNaKkoBOK /liKkapCbKOro 3acoby. BeefeHHs 3MiH NpoTArom
6-Tn MicALiB nicnsA 3aTBepKeHHS; 3MiHN | TNy - 3MiHK
3 aKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHUUTBI. 3MiHa po3Mmipy cepii (BkIYaroumn gianasoH
po3mipy cepii) roToBoro fikapcbKoro 3acoby
(3meHLWweHHs Ao 10 pasiB) - BBEEHHS A04aTKOBOrO
po3mipy cepii (5 kr gns go3ysaHHA 50 mr Ta 100 Mmr)
rOTOBOrO /iKapCbKOro 3acoby A1 HOBOI Ai/IbHNL
BMpOGHMLUTBA TOB “©DAPMEKC I'PYN", YkpaiHa. [itova
pepakuisi: 3aTBepxeHuii po3mip cepii 12 kr, 63 Kr.
MponoHoBaHa pepakuin: 3ateepakeHuii posmip cepii 12
Kr, 63 kr. JogaTkoBuii po3mip cepii 5 kr. BBefeHHs 3MiH
NPOTAroM 6-TW MicALIB NiC/A 3aTBEPAXKEHHS.

473.

DYIIKYTAH®

Masb 2% no5r, 15
rabo 30 ry Ty6i; no
1 Ty6i B KApTOHHIA
navu,i

TOB
"MIBE
YKPAIHA"

YkpaiHa

mi6e MmbeX
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHnM) 3MiHW BHECEHO Y TEKCT
MapKyBaHHS NePBMHHOT Ta BTOPUHHOI YNaKkoBKU
nikapcbkoro 3acoby y n. 17 IHWE. BBefeHHs 3MiH
NPOTSArom 6-Tv MiCAILB NicNs 3aTBEPAKEHHS

3a
peyermom

UA/10307/02/01

474,

®YKOPLIVMH

PO34UH HaLLKIPHWIA
no25wmMny
dhnakoHax

MPAT
"®OITOPA
PM"

YkpaiHa

BiANOBIgaIbHUI 3a
BMPOGHMLTBO,
nepBuHHE
nakyBaHHs1,
KOHTPO/b SIKOCTI
Ta BMNYyCK cepil:
MPAT
"®ITOPAPM",
YKpaiHa
BiANOBIgaIbHUI 3a
BMPOGHMLTBO,
nepBuHHE
nakyBaHHS Ta
KOHTPO/Tb AKOCTI:
NN "KINAP ",
YKpaiHa

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BMPOGHULTBI. 3amiHa abo BBeAEHHS 404ATKOBOI
AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(minbHUUSA, Ha AKil NpoBOASATLCS ByAb-sKi BUPOGHUYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOSIO AKOCTI,
NMepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
HeCTepW/IbHUX NiKapCbKUX 3ac06iB) - - 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbknii 3aci6. 3MiHM y BUPOOHULTBI. 3amiHa
abo BBefEeHHA A0AATKOBOI AiNbHWLI BUPOOHULTBA A/1A
4yacTnHK abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWUUA 415 BTOPUHHOTO
nakyBaHHs) - 3MiHV 3 KOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOo6HMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro

6e3
peyenma

UA/0182/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(ginbHUUSA 0N NEPBUHHOIO NakyBaHHS) -
BeefeHHs [04aTKoBOI BUPOOHUYOI AinsHku M
"KINA®®" 06yMOBNEHO BUPOBGHNYOI HEOOXIAHICTIO.
Bupo6Huk MM "KINTAP®" 6yae Bignosigatu 3a

BMPOBHMLTBO, NEPBMHHE NakKyBaHHS Ta KOHTPOJIb SIKOCTI.

BignosigasibHUM 3a BUNyckK cepii 3anmwaetbes MNPAT
"®ITOPAPM". 3miHu | TMNy - 3MiHW 3 AKOCTIi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUNYCKY cepiil Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa
abo fofaBaHHA AiNbHUL, Ha SKil 34iIMCHI0ETLCS
KOHTPO/b/BMNPOGYBaHHSA cepii) - BBeaeHHs BUPO6HUKa
M "KTA®®" BifnoBifaNbHOro 3a KOHTPOSb AKOCTI.
BignosiganibH1M 3a BUnNyck cepii 3anmwaetbes MNPAT
"®ITOPAPM". 3miHu | TMNY - 3MiHW 3 AKOCTIi. [OTOBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHU Y NPOLIECi
BMPOGHMLTBA FOTOBOIO NiKApCbKOro 3acoby, BKIOUaoun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHULITBI rOTOBOrO NikapcbKoro 3acoby (HesHayHa
3MiHa y npoLeci BUpo6HMLTBA) - BAOCKOHANEHHS
TeXHOOrii BUPOOHNLTBA — 36i/bLLIEHO Yac
nepeMiLlyBaHHA KOMMOHEHTIB, Y 3B'A3KY 3
HEMOX/TMBOCTIO PO3YMHEHHS NPU BUCOKMX
Temneparypax. 3miHu | Tuny - 3miHu 3 sikocTi. FoToBWiA
nikapcbkunii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHa po3mipy
cepii (BKIOYaOUM gianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (3mMmeHweHHs fo 10 pasis) -
3arBepakeHo: BUpo6GHUYa peLienTypa Ha OAHY Cepito -
503 kr 20099 chnakoHiB no 25 mn
3anponoHoBaHO: BUPOOHMYA peLienTypa Ha OfHyY Cepito -
503 kr 20099 ¢pnakoHiB no 25 mn; BUPO6HUYA
peuenTtypa Ha ofHy cepito -104,49 kr 4171 dpnakoH no
25 mn; BUpo6HMYa peuenTtypa Ha ogHy cepito — 156,75
Kr 6257 dpnakoHis no 25 mn. BeegeHHsA 3MiH
06yMOB/IEHO BUPOOBHNYO HEOBXIAHICTIO.

475.

DYPALUUNIH
®

Tabnetkn ans
NpUroTyBaHHs
pO3UnHy Ans
30BHILUHLOTO
3acTocyBaHHs no 20
mr; no 10 TabneTok
y 6nictepax; no 10
Tabnetok y 6nictepi;
no 2 6nictepu B
nauuj

NAT
"Tanuuca
pu"

YkpaiHa

NAT
"ranuudapm”,
YkpaiHa,;
NAT

"KvuiBmegnpenapa

T", YKpaiHa

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTposb fOMOMKHUX peyoBuH. 3MiHa y MeTogax
BMMNPOGYBaHHA JOMOMDKHOI PEYOBUHM (iHLUI 3MiHU Y
MeToAax BUNpobyBaHHA (BK/ItoYaoun 3amiHy abo
[ofaBaHHA)) NpUBEAEHHS METO/iB BUNPOGYBaHHSA
[OMOMiXXHOT PEYOBMHW HATPIIO KpOCcKapMesnosa [0 BUMOr
MoHorpadii €E® 0985 «CROSCARMELLOSE SODIUM»,
a came 3a NokasHUKoM «lgeHTudikadis». 3miHun | Tuny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMIXHMX PevoBMH. 3MiHa napaMeTpiB cneyudikaylii
Ta/abo fonyCTUMUX MeX A1 A0MOMiIXKHOI pe4YOBUHM

6e3
peyenma

UA/5187/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
(iHWi 3miHW) NpuBeaAeHHs cneundikauil LOMOMKHOI
PeyoBMHM HATPII0 KpOCKapMesno3a 40 BUMOTr MOHorpadii
€ 0985 «CROSCARMELLOSE SODIUM», gitoue
BUJAHHS, @ came 3a NOoKa3HMKOM «lgeHTudikauis»
476. | XENMNEKC® cnpeii oAns poToBoi Mosi Xenc | Lseliuapi [esa XonguHr TypeyuunHa BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 6e3 UA/18887/01/01
NAP MOPOXHWHW, PO3UMH; vM6X a A.C. TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknit 3acib. peyenma
30 M1 pO3UnHY y KOHTpO/b roTOBOrO MikapcbKoro 3acoby. 3miHa y
CKNSAHOMY (h/1akoHi 3 MeToAax BUNPoOyBaHHS rOTOBOrO /iKapCbKoro 3acoby
po3nuoBavem y (He3HayHa 3MiHa y 3aTBEpPAKEHNX MeTohax
KapTOHHIA KopooLi BMNpo6yBaHHSA). HesHauHa 3miHa y 3aTBepKEHOMY
mMeToAi X 3a noka3HMKOM «KisibkiCHe BU3HAYEHHS
eTaHony 96%»; He3HayHi pefaKLiiHi NpaBku
477. | XENINOP PO34MH 411 POTOBOT AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [J0 peecTpauiitHux maTepiasis: 3MiHu | 6e3 niosnsieae UA/10910/02/01
NOPOXHUHWK, no 100 "papmak” TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuenma
M1y dhakoHi; no 1 thapmakoHarnagy (iHwi 3MiHn) 3MiHM BHECEHO [0
chnakoHy y nauui 3 IHCTPYKLi 419 MeAUYHOro 3aCTOCyBaHHA NiKapCbKoro
KapToHy 3acoby Ao po3ainis "Cnocib 3acTocyBaHHs Ta 403n" Ta
"YnakoBka", a caMe BHECEHHS] YTOYHEHHS Ha3BW CTakaHy
NS NOIOCKaHHS POTOBOI MOPOXHUHU (3aTBEPAXKEHO:
MipHWIA CTakaH4mMK, 3anponoHOBAHO: A03YHUNI CTakaH).
TepmiH BBEAEHHSA 3MiH - NPOTAroM 6 micauis nicns
3aTBepMKEHHSA. 3MiHW | TUny - 3MiHK Woa0
6e3nekun/edekTBHOCTI Ta hapMakoHarniagy (iHLwi 3MiHW)
3MiHV BHECEHO [0 MapKyBaHHS YNakoBKM /iKapCbKOro
3acoby, a came BUTYYEHHS BUKNAAEHHS TEKCTY
POCIliCbKOI0 MOBOIO Ta A0 NYHKTY 17 BTOPVMHHOI YNakoBKu
Ta 40 NYHKTY 6 NepBMHHOT YNakoBKW /iKapcbKoro 3acoby
BHECEHO YTOYHEHHS /TIOroTuNy 3asBHUKA. TepMiH
BBE/IEHHS 3MiH - MPOTArom 6 micauis nicns
3aTBEPAKEHHSA
478. | XE®EPON kancynu no 350 mr; AJIKANOI | Pecny6nik ANIKANOIQ AL Pecny6nika BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3MiHu || 3a UA/0263/01/01
no 10 kancyny O AL a MisHiuHa Ckon'e MiBHiuHa TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NliKapPCbKMiA 3aci6. peyenmom
6nictepi; no 3 Ckon'e MakefioHist MakefioHist KOHTposb roToBoro fikapcbkoro 3acoby. 3miHa
6nictepm (30 napameTpiB cneuyudikaLii Ta/abo AONyCTUMNX MeX
Kancysn) y nauui roTOBOrO /iKapCbKOro 3acoby (3miHa 3Haxo4MTbLCA nosa
KapTOHHIl 3aTBEPMKEHUMI AONYCTUMUMMN MexamMu creumdikadiin)
3MiHW KPUTEPIt0 NPUAHATHOCTI 3a NOKAa3HWMKOM «BMicT
3asi3a TpMBasIeHTHOrO» y Cneumdikayii MNN3 npn
BUNYCKY Ta NPOTATOM TEPMiHY NPUAATHOCTI.
479. | XITAKCA Tabnetku, Lo AT Monbwa BMPOGHULITBO 3a Ipevuis/ BHECEHHS 3MiH [0 peecTpavyiiiHnux maTtepianis: 3MiHu | 6e3 UA/15529/02/01
AVCnepryroTbes B "Apamveq, MOBHUM LVIK/TOM: MonbLlya ™y - 3MiHK WoAo 6e3nekn/edeKTVBHOCTI Ta peyenma
POTOBI NOPOXHWHI, dapma" xeHadapm C.A., thapmakoHarnagy (iHwi 3mMiHnM) 3MiHW BHECEHO Y TEKCT

no 2,5 mr no 10

Tabnetok y 6nictepi,
no 1 a6o 3 6nicrepu
Y KapTOHHi Kopobuj

'pevisn; BUPOGHMK
BiANOBiAa/IbHWIA 32
BUNYCK cepil, He
BK/IHOYA0UN
KOHTPO/b: AT

MapKyBaHHA BTOPUHHOT ynakoskn n.17 IHLWE Ta
nepBrHHOT ynakosku n.6 IHLLE
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
«Apamves
Papma», MNMonblua

480. | XITAKCA TabneTtku, Wwo AT Monba BMPOBHMUTBO 3a Ipeuis/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/15529/02/02
AVCnepryoTbes B "Apameq, MOBHUM LVIK/TOM: Monblya TNy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peyenma
POTOBI NOPOXHWHI, dapma" xeHadapm C.A., thapmakoHarnagy (iHwi 3MiHnM) 3MiHW BHECEHO Y TEKCT
no 5 mrno 10 'pevis; BUPOGHMK MapKyBaHHA BTOPUHHOT ynakoskn n.17 IHWE Tta
Tabnetok y 6nictepi, BiANOBIgaIbHUIA 3a nepBUHHOT ynakoBku n.6 IHLWE
no 1 6nictepy y BUNYCK cepil, He
KapTOHHI KOPOOL BK/IOHA0UMN

KOHTpONb: AT
«Afamef,
Papma», MNonbLua

481. | XITAPT PO34UH NS iH'EKLN, Tosapuct YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a UA/18374/01/01
100 mr/mn; no 2 mn BO 3 06MeXeHo TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMEHyBaHHS peyenmom
y thnakoHi; no 5 06MEeXeHo BiANOBIAA/TbHICTIO Ta/abo agpecu 3asBHUKaA (BNacHUKa peecTpaviiHoro
hnakoHiB y 10 hipma noceifyeHHs). 3MiHa agpecu 3asBHUKa
KOHTYPHili Bignosiga "HoBothapm-
YapyHKOBIli NbHICTIO BiocuHTes"
ynakosLi; no 2 thipma
KOHTYPHIi YapyHKOBI "HoBodhap
yNakoBKM y naui 3 M-
KapToHYy BiocnHTe3

482. | LENICTA® Tabnetku ons MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasis: 3miHu | 6e3 UA/19330/01/01

Ayo PO3CMOKTYBaHHs; no | "®apmate "papmMaLeBTUYHa TUny - 3MiHu 3 akocTi. A®L. KoHTponb A®L. 3miHa y peyenma

10 TabneTok y BTMYHA ipma "JapHuus” napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
6nicTepi; no 1 abo hipma BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
no 4 6nictepu B "AapHnus” BUXIAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo

nauuj

BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BWJ/TYYEHHS 3aCTapifioro nokasHrka)) BHeCEHHs 3MiH A0

cneumdikayjii Ta aHasTITUYHUX METOAMK A5 BXiAHOro
KOHTPO/O Ha Ajtoyy peyoBuHy [eksaniHito xiopug, a
came BUy4YeHO po3gin «BTparta B maci npu

BMCYLUYBaHHI» BigMnoBigHO A0 BUMOr MOHOrpadii
«Dequalinium chloride». 3miHun | TUNYy - 3MiHKX 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikaviiii
Ta/abo fonyCTMMUX MEX, BU3HAYEHUX y cneuudikaLlisix
Ha A®I, abo BMXigHWA/NPOMIKXHWIA NpoayKT/peareHT, Wo

BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuLTea A®|

(AONOBHEHHS cnevmdikawii HOBMM NMOKa3HMKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOGYBaHHS) LONOBHEHHS
cneuugikaLii HOBUM MOKA3HWKOM SIKOCTi 3 Bi4NOBIAHUM
MeTOA0M BUNPOBYBaHHA 151 BXIAHOTO KOHTPO/IIO Ha
nirouy peyoBuHy [lekBasiHito xsiopuf, a came Tect
«Bopga» BHeCeHO BifnoBifHO 40 BUMOT MOHOrpadii
«Dequalinium chloride». Takox 3a pe3y/qibTatom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

Baigaujii 4onyckaeTbCs BUKOPUCTaHHS KOMEPLLHOro
nopacipuucroro peaktusy HYDRANAL Composite 5.
3MiHu | TURYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudikata BigNOBIAHOCTI a60
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoOAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
thapmakonei) - OHOBNEHWI cepTudikart Big, yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei
Ne RO-CEP 2019-026 - Rev 02 (3atBepmxeHo: RO-CEP
2019-026 - Rev 01) ansa A®| gekBaniHilo X10pyA, Bif BXe
3aTBepmxeHoro Bupo6Huka Laboratorios Espinos Y Bofill
S.A. (LEBSA), Spain. Agpeca MiCLe3HaxoAKeHHs
BMPOGHMKa 3anuwmnack 6e3 3miH. 3miHun | Tuny - 3miHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo LONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BYXigHWIA/MPOMIKHWIA
npoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMpo6HULTBa AP (iHLWi 3MiHKM) CynyTHA 3MiHa - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHsA APl abo BUXigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoveci BupobHuutea AP (iHwwi
3MiHM Y MeToZax BUNPO6YBaHHS (BK/OHaKOUM 3aMiHy
abo gonosHeHHs) A®| abo BUXIAHOro/NPOMIKHOTO
npoaykTy) [o cneumdikauii Ta aHaniTUYHUX METOAMNK
0151 BXiHOTO KOHTPO/IIO Ha Aitody peqyoBuHy [lekBaniHito
X0pUA, BHOCATLCA BifMNOBifHI 3MiHU: -TeCT
«laeHTudikauis B» HopMyBaHHA NpYBEAEHO [0 BUMOT
MoHorpadii «Dequalinium chloride»;- TecT «CynposigHi
[OMILLKV» HOPMYBaHHS Ta METOAWKY KOHTPO/IHO
npuBeseHo Ao BuMmor MoHorpadii «Dequalinium
chloride», BepuTUhikoBaHO 3 NO3UTUBHUM pPe3yNbTaToOM,
AK HACMiJOK BHECEHI TEPMIHM NPUAATHOCTI PO3UNHIB; -
TecT «KiflbkiCHe BU3HAYEHHS» BHACIA0K 3MiH Y
HOPMYBaHHi B METOANKY BHECEHI pefakLiiiHi npaBku.
[aHa meTogvka BepudikoBaHa 3 NO3NTUBHUM
pe3ynibTaTom

483.

LENb T

Masb 1o 50 r y Ty6i;
no 1 Ty6i B Kopobu,i 3
KapToHYy

Bionoriwe

Xainbmitt

esnb Xeenb
m6X

HimeyunH
a

Bionoriwe
XalinbMiTTenb
Xeenb M'm6X

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknit 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa y

mMeToAax BUNPoGyBaHHSA roTOBOrO MiKapcbKoro 3acoby

(iHwWi 3mMiHW y MeTogax BuNpobyBaHb (BKOYaUM 3aMiHy

6e3
peuyenma

UA/0020/03/01




338

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

ab0 [ONOBHEHHS)) - 3MiHU 0 TECTOBOTrO napameTpa
"Konip" MKA N3 Tomy, wo kHura «Taschenlexikon der
Farben» (kvwweHbKoBa eHUMKIONEAis KOMbopiB)
BuaaBHuUTBa «Muster-Schmidt-Verlag», ska BkazaHa
NS BU3HAYEHHS KOMbOpPY 6iflbLue He BUAAETLCS.
BusHaueHHs1 Konbopy 6yae NpoBOAUTUCS, SK | paHille -
Bi3yasibHO. Sk HacnigoK, BHOCUTLCA pejakLiiHa npaska
NS TECTOBOro napameTpa «BMicT eTaHony», a came
HymepaLis BUHOCOK 3MiHeHa Big, ** fo *. Cneuundikauis
npy BUMYCKy Ta TEPMiHY NpuAaTHOCTi: MNMoKa3HWKM AKOCTI:
Konip. JonycTumi Hopmu - Big, 6inoro go xoBTo-6inoro
KONbopy*. MeToan KOHTPOs0 - BidyasnibHO. MokKasHmku
AKOCTI: BmicT eTaHony. [onycTmi Hopmu - 9,3-11,3 %
(m/m). TeopeTnyHUiA BMIiCT eTaHony: 10,3 % (M/m).
MeToAau KOHTPOJIIO - TUTPYBaHHS, MeTog, Pebensiii abo
€Bp. ®. 2.2.28, cTatnyHa napodasHa rasosa
Xpomarorpadis** (*wkana konbopis 1A1-1A2,
**anbTepHaTUBHI MeTogun). MeToan KOHTPOO AKOCTI.
Konip. KOHTposb BUKOHYETLCSA Bi3yaslbHO. HOpMYBaHHS:
Masb Big, 6i10ro 4o X0oBTO-6in0ro KosbLopy* (*3a
KMLLEHbKOBOIO eHLMK/Ioneaieto konbopis Muster-
Schmidt, wkana konbopis 1A1-1A2). 3anponoHOBaHO:
Cneuudpikauisi npu BUNYCKy Ta TepMiHy NpuaaTHOCTI:
MokasHuku skocTi: Konip. JonycTumi Hopmu - Big, 6inoro
[0 X0BTO-6in10ro. Metoan KOHTPOso - BidyasibHo.
Moka3Huku sKocTi: BmicT eTtaHony 9,3-11,3 % (M/m).
TeopeTnyHwuii BMiCT eTaHony: 10,3 % (m/m). MeToan
KOHTPO/I0 - TUTPYBaHHSA, MeTog, PebensiiH abo €sp. O.
2.2.28, ctatnyHa napodasHa rasoBa xpomartorpaqis*
(*anbTepHaTMBHI MeToaun). MeToan KOHTPOSIO SKOCTI.
Konip. KOHTposb BUKOHYETLCSA Bi3yaslbHO. HOpMYBaHHS:
Bif 6isoro 0 XoBTO-6iN0ro.

484.

LEEPBAPUKC
™ BAKLUMHA
ans
NPO®IAKT
VKN
3AXBOPIOB
AHB, LLO
BUKNKAIOT
bCs
BIPYCOM
NAMINOMU
NIOAVHN
TUMIB 16 TA
18

cycnexsia ans
iH'exuii mo 0,5 mn (1
[03a) cycneHsii ans
iH'eKuin y
nonepeaHL0
HanoBHEHOMY
LUNPULL 3 MOPLUHEM i
KOBMAYKkoM y
KOMMNIEKTi 3 FO/IKOI0
(y 6nicTepi) abo y
h1aKkoHi 3 MPOGKOIO;
no 1 nonepegHsL0
HanoBHEHOMY
LUMPULLY 3 FO/IKO0
ab6o no 1 gpnakoHy B
KapTOHHI Kopobui 3

nakcoCmi
TKnsaiiH
EkcnopTt
Nimiten

Benvka
BputaHis

nakcoCmiTKnsiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH 40 peecTpalinHmx maTepiasis: 3MiHu |
Tuny - 3MiHn 3 AkocTi. A®L. KoHTponb A®L. 3miHa y
MeTofax BunpobysaHHsa APl abo BuxigHoro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETbLCA Y NpoLLeci BUpo6HMLUTBa AD|
(He3HauHi 3MiHKN y 3aTBEpPKEHNX MeTofax
BMMPOGYBaHHS).

Hes3HauHi 3miHM B aHaniTuuHoMy meTogi Sterility test
Mycoplasma by DNA staining, siknii BUKOPUCTOBYETLCS
[N KOHTPOJTIO SIKOCTi BUBINIbHEHHS IHOKYNSATa
6akynosipycy HPV-16 Ta HPV-18 (Baculovirus inocula)
Ha OCHOBI NPUHLWNIB, BUKNAAEHNX Y TPbOX
thapmakonesx (Papmakonei Kutato, ®dapmakonei €C i
dapmakonei CLLUA), a came: - 3MiHa Yacy iHkybauji go 3-
5 OHiB, - foAaBaHHA KPOKy nignacaxy nicas iHky6auir, -
AofasaHHA aApyroi iHky6auii npy 36+1°C npotsarom 3-5

3a
peyermom

UA/16310/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
MapKyBaHHSAM [HiB, 3 nogasnbLUOKo hiKcalier KNiTUH OLTOBOKUCIIO-
YKPaiHCbKOIO MeTaHO/IbHUM PO34YMHOM. 3aABHUK TakoX Buaanse eran
MOoBOIO; no 0,5 mn (1 HeliTpanisauii B MeTogi, sikuii He 3aCTOCOBYETLCS [0
[03a) cycneHsii ans BakuuHu Cervarix. 3mMiHn | Tuny - 3MiHn 3 akocTi. AdI.
iH'exuili y KoHTposnb A®I. 3miHa y MeTodax BunpobyBaHHsa Ad|
nonepenHL0 abo BUXigHOro martepiany/npoMikKHOro
HanoBHEHOMY NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
wnpuui 3 BMpoOHULUTBa AP (iHLWi 3MiHK). OHOBNEHHS MaTepianis 3
MapKyBaHHSM Bavlijauii aHanitTuyHoro metogy nns tecty Sterility test
iHO3eMH1MKU MOBamu Mycoplasma LWAsxoM KyNbTUBYBaHHS, KU
3 NOPLUHEM i 3aCTOCOBYETLCA 4151 BUAB/IEHHSA MIKONAa3M Y iHOKyNATI
KOBMaykoM y HPV-16 Ta HPV-18, ans BiANOBIAHOCTI NOTOYHUM
KOMM/IEKTI 3 FO/IKOH0 cTaHgapTam. 3miHu | Tuny - 3miHn 3 skocTi. AdI.
(y 6nictepi) abo y KoHTposnb A®L. 3miHa y MeTodax BunpobyBaHHsa Ad|
hnakoHi 3 abo BMXigHOro martepiany/npomiKHOro
MapKyBaHHAM NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
iHO3eMHUMY MOBaMu BMPO6HULTBA AD| (HE3HAYHI 3MiHM Yy 3aTBEPAXKEHNX
3 npo6koto; no 1 MeTofdax BunpobysaHHs). BuganeHHs iHdopmauii npo
nonepegHL0 KpuTepii BanigHocTi Ana metoay "BmicT 6akynosipycy
HanoBHEHOMY LLNSXOM TUTPYBaHHA", IKWIA BUKOHYETBLCS Ha IHOKYATax
LUNPULY 3 rOJIKOIO HPV-16 Ta HPV-18. PepakLjiiiHi npaBku fo po3giny
abo no 1 cnakoHy B 3.2.5.2.4.
KapTOHHI Kopobui 3
MapKyBaHHAM
iHO3eMH1MKN MOBamV
3i CTUKEpOM
YKparHCbKO MOBOIO
485. | LETPUNEB TabneTku, BKPUTI €Bpo IHais o AC NimiTepq, IHais BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 6e3 UA/9079/01/01
NNiBKOBOIO Naiidokep TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuyenma
060/10HKOI0, N0 5 Mr; Mpaisit KOHTpO/1b roTOBOro MikapcbKoro 3acoby (iHLi 3MiHW).
no 10 Tabnetok y Nimiten OHOBJIEHHSA BXEe 3aTBEPKEHNX METOZIB KOHTPOSIO

6nictepi; no 1, no 3
abo no 10 6nictepis
Y KapTOHHIli kopobLi

AKOCTI NikapCbKoro 3acoby, a came BUKNAAEHHS TEKCTY
[epXXaBHOK MOBOIO 3riJHO CYy4aCHNX BUMOT.
3MmiHu | TMNY - 3MiHKW 3 SKOCTi. FOTOBUIA NiKapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTofax BUNPo6yBaHHS roTOBOrO /liKapCbKOro 3acoby
(iHwWi 3mMiHW y MeTogax BUNpobyBaHb (BK/OYaUy 3aMiHy
a60 [0NOBHEHHS)). CynyTHA 3MiHa
- 3MiHK 3 AKOCTi. F0TOBWUIA NiKapcbkunii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneuudikaLiin Ta/abo AONyCTUMKUX MEX FOTOBOrO
NiKapcbKoro 3acoby (4ONOBHEHHA abo 3aMiHa MOoKa3HMKa
cneumdikauii 3a pesynbTataMmu AocnigkeHb 3 6e3neku
a60 AKOCTI (32 BUHATKOM NiKapCbknx 3acobis
6i0/10r4YHOro/iMyHOONYHOTO MOXOLKEHHS)). BHECeHHs
He3HaYHVX 3MiH 40 MEeTOZIB KOHTPOJO SKOCTi Ta
crneundikavii 13 3a nokazHnkammy «Onuc»,
«lgeHTudikauis», «CepeHa TeopeTnyHa maca (Uifibosa




340

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
maca)», «OAHOpIgHICTb Macu», «Po3nagaHHa», «Btpata
B Maci Mpun BUCYLLYBaHHI», «PO3YMHEHHS»,
«OAHOPIAHICTb [4030BaHNX OAMHUL», «OpraHiyHi
JOMiLKn», «EHaHTIOMepHa uncToTa», «KinbkicHe
BU3HAYEHHA», «MiKpOoBGionoriYHa YncToTa, y 3B'A3KY 3
NpUBELEHHSM 10 OPUTIHA/IbHUX MaTepiasliB BUPOOHUKA.
486. | LE®GAMAOA Tabnetku; no 20 Lecak KI | HimeuyunH Lledpak KI HimeuunHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 6e3 UA/5850/01/01
P Tabnetok y 6nictepi; a TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenma
no 5 6nictepis y thapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHO Y TEKCT
KapTOHHIA KopooLi MapKyBaHHS BTOPVMHHOI YNaKoBKW JlikapCbKoro 3acoby y
n. 8 AATA 3AKIHUEHHA TEPMIHY NPUOATHOCTI.
BBefeHHs1 3MiH npoTArom 6-T MicALUiB nicns
3aTBEPAKEHHSA
487. | LE®POTAKCU | nopowuok ans MpusatHe YkpaiHa MpusaTHe Ykpaina BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3miHu | 3a He UA/13415/01/01
M PO34UnHY ANS iH'EKUA | akuioHepH akujioHepHe TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta peyenmom | nionsi2ae
no1,0r; 1a6o05, e TOBapucTBo thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumui
a60 50 cpnakoHiB 3 TOBapucTB "Nekxim-Xapkis", nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
NOPOLLKOM Y naui 3 0 "/lekxim- YKpaiHa A1 MeNYHOro 3acToCyBaHHSA
KapToHy; 1 abo 5 Xapkis" (nakyBaHHs i3 reHepnyYHUX/ribpuaHNx/6ionogibHNX nikapcbkMx 3acobis
dnakoHiB 3 dhopmu in bulk nicns BHECEHHSA Tiel camoi 3MiHWN Ha pedhepeHTHWA
NMOPOLLKOM Y hipMu-BMpOoGHMKa npenapar (3MiHa He NOTpebye HafaHHS XXOAHUX HOBUX
6nictepi; no 1 Qilu [04aTKOBUX AaHuX) 3MiHU BHECEHO [0 iHCTPYKUiT AN
6nicTepy y nauui 3 Pharmaceutical MeAMYHOro 3aCTOCYBaHHSA NMikapCbKOro 3acoby y
KapToHy; 1 donakoH 3 Co., Ltd., Kutaii); po3ginu: "®apmakosoriyHi BnactmBocTi”, “MNokasaHHA",
nopowukom Ta 1 TOB «Jlekxim- "MpoTunokasaHHA", "B3aemMogisa 3 iHLWIMMU NikapCbKMu
amnyna 3 O6yxiB», YKpaiHa 3aco6amu Ta iHLWi BUAY B3aemogiii”, "OcobimBocTi
PO34MHHKKOM no 10 (nakyBaHHs i3 3acTocyBaHHs", "34aTHICTb BNVMBaTK Ha LWBUAKICTb
mn (Bopa ans dhopmu in bulk peakLujii Npy KepyBaHHi aBTOTPaHCNOPTOM abo0 iHLIMMHN
iH eKuili) y 6nicTepi; hipMu-BMPOBHUKA MexaHiamamu”, "Cnoci6 3acTocyBaHHs Ta go3un",
no 1 6nictepy y Qilu "Mepepo3yBaHHs", "MobiuHi peakuii”, "HecymicHicTb"
nauui 3 KapToHy Pharmaceutical BiAMNOBIAHO A0 iHopMaLiT WoA0 MegUuyHOro
Co. Ltd., KuTait) 3acTocyBaHHA pedepeHTHOro Nikapcbkoro 3acoby
(Claforan Powder for Solution for Injection 1g).
BBefeHHs 3MiH NpoTAroM 6-tu micauis nicns
3aTBEPAKEHHS
488. | LE®POTAKCU | nopowlok gns MpuBatHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | 3a He UA/17286/01/01
M PO34YUMHY ONS iH'EKUIA | akuioHepH akuioHepHe Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peuyenmom | nidsisieae
1,0r; no 1 a6o 5, e TOBapucTeo dhapmakoHarnsgy. 3MiHN y KOpOTKili xapakTepucTui
a60 50 chriakoHiB 3 TOBapucTB "Jlekxim — XapkiB", NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLUT
NOPOLLKOM Y nauli; 0 "[lekxim- YKpaiHa ONA MeUYHOro 3aCTOCYBaHHSA
abono 1 a6ono5 Xapkis" (BMPOGHMLTBO 3 reHepuyHuX/ribpuaHMX/6ionofibHNX nikapcbkmx 3acobis

dnakoHiB y 6nictepi,
no 1 6nictepy y

nakyBaHHs in bulk
thipMU-BMpOGHMKa

nicnsi BHECEHHS TiET caMoi 3MiHM Ha pedhepeHTHMI
npenapar (3mMiHa He NoTpebye HafaHHA XOLHUX HOBUX

nauvj 3 KapToHy PetoHr [0[aTKOBUX AaHnX) 3MiHU BHECEHO [0 IHCTPYKUIT Ans
dapmacbloTrKas MeAVYHOro 3aCTOCYBaHHSA /liKapCbKOro 3acoby y
Ko., Nn14., po3ginu: "®apmakonoriyHi BnactmeocTi”, "MNokasaHHA",
KnTaiicbka "MpoTunokasaHHA", "B3aeMogis 3 iHLLMMU NiKapCbKUMU
HapogHa 3acobamu Ta iHwWi B1uAv B3aemogiin”, "OcobamBocCTi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
Pecny6nika); TOB 3acTocyBaHHs", "34aTHICTb BNVMBaTK Ha LWBUAKICTb
"Nekxim-O6yxis", peakLujii Npy KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLIMMHK
YkpaiHa MexaHismamu”, "Cnocib 3acTocyBaHHs Ta fo3mn",
(BMPOGHMLTBO 3 "[iTn"(yTouHeHHs iHdhopmadii), "Mepeo3yBaHHA",
nakyBaHHs in bulk "Mo6iuHi peakuii" BignoBiaAHO A0 iHdopMaLil Lwoao
hipMu-BMPOBHUKA MEeAMNYHOro 3acToCyBaHHA pehepeHTHOro NikapcbKoro
PetoHr 3acoby (Claforan Powder for Solution for Injection 1g).
$apmacbloTukan BBefeHHs 3MiH NpoTAroM 6-Tu micauis nicns
Ko., N1A4., 3aTBEPKEHHA
KuTaiicbka
HapogHa
Pecny6nika)
489. | LE®TPIAKC NMOPOLLIOK ANsi My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a UA/4174/01/02
OH-BX®3 PO34MHY AN1s1 iH'EKLIA | aKuioHepH akuioHepHe TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
no 1000 wmr, e TOBapuncTBo thapmakoHarnagy (iHwi 3MiHu).
chrakoHm 3 TOBapUCTB "HaykoBo- OHOB/IEHHA TEKCTY MapKyBaHHS yrakoBKW NiKapCbKoro
nopotukom; 1 o] BMPOGHUUNIA 3aco0by, 30Kkpema Buy4eHHs iHdhopmalLii, 3a3HaqeHol
hnakoH 3 nopowkom | "HaykoBo- LeHTp POCIICbKOIO MOBOIO, Ta BHECEHHS HE3HAYHUX
B navyi; 1 donakoH 3 BMPOGHUY "BopLyariBcbkuii peAakuiiH1X NpaBokK Mo TeKCTy. TepMiH BBEAEHHS 3MiH
NOPOLLKOM Y WA LEHTP XiMiKo- NPOTArom 6 MicsLiB MiCNs 3aTBEPKEHHS.
KOMMEKTi 3 "Bopuuaris hapmaueBTUYHWMi
PO34YMHHKKOM (BOAA CbKUi 3aBog"
Ans iH'ekuiid) no 5 XimiKo-
mn abo no 10 mn B thapmaues
amny”ni B navwyj 3 TUYHWIA
KapTOHHOI0 3asof”
neperopogkoto; 1
h/1aKoH 3 NOPOLLKOM
Y KOMMNAEKTi 3
PO3YNHHUKOM
(nipokainy
rigpoxnopug,
PO3YUNH NS iH'EKLN,
10 mr/mn) no 3,5 mn
B aMmnyni B nauuj 3
KapTOHHOI
neperopoKo
490. | LE®PTPIAKC NOpoLUOK AN My6niuHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/4174/01/03
OH-BX®3 PO34UnHY ANS iH'EKUA | akuioHepH akujioHepHe TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta peyenmom
no2r,nol e TOBapucTBo hapmakoHarnagy (iHwi 3MiHn).
chnakoHy 3 TOBapuCTB "HaykoBo- OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKW NiKapCbKoro
NOPOLLKOM B MauLi o] BMPOGHUUNIA 3aco6y, 30kpema BUIyYeHHs iHchopmal,ii, 3a3HaveHol
"HaykoBo- LeHTp POCI/iCbKOI0 MOBOIO, T BHECEHHS HE3HAYHWX
BUPOBHUY "BopLyariBcbkuii pepakuiiH1X NpaBoK Mo TEKCTY. TepMiH BBEAEHHS 3MiH
WA LEeHTP XimiKo- npoTArom 6 micsALiB nicns 3aTBEPKEHHS.
"BopLuaris hapmaLeBTUYHNI
CbKUiA 3aBog"
XiMikO-
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1
thapmaues
TUYHWI
3asog”
491. | LE®PTPIAKC NOpPOLUOK AN My6niuHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a UA/4174/01/01
OH-BX®3 PO3UnHY NS iH'EKUiA | akuioHepH aKujioHepHe TUny - 3miHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom
no 500 mr; donakoHn e TOBapUCTBO thapmakoHarnagy (iHwi 3MiHu).
3 nopotukom; 1 TOBapuCTB "HaykoBo- OHOB/IEHHA TEKCTY MapKyBaHHS yMakoBKW NiKkapCbKoro
h/1aKOH 3 MOPOLLKOM o] BMPOGHUUNI 3ac06y, 30kpema BU/Iy4YeHHs iHchopmau,i, 3a3HaveHol
B nauui; 1 pnakoH 3 "HaykoBo- LeHTp POCI/iCbKOI0 MOBOIO, T BHECEHHS HE3HAYHNX
MOPOLLKOM Y BUPOGHNY "BopLyariBCbKuii pefakLiiHiX NpaBoK NO TeKCTY. TepMiH BBEAEHHS 3MiH
KOMMEKTi 3 WA LEeHTP XimiKO- npoTArom 6 micALiB nicns 3aTBEPXKEHHS.
PO34YMHHMKOM (BOAA "Bopuuaris hapmaLeBTUYHNI
Ans iH'ekuiid) no 5 CbKUiA 3aBog"
M B amnysi B navui XiMiKO-
3 KAPTOHHOIO dhapmaves
neperopoKoto TUYHWIA
3aBog"
492. | UMK/TIOKC® TabneTkn, BKPUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/19243/01/01
NNiBKOBOIO «NIEA®A XENTXKEP MBT MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom
o06010HKot0, no 10 PM NTAO» nTa thapmakoHarnsgy. 3MiH1 y KOPOTKili XapakTepucTuLi

mr; no 14 TabneTok
y 6nicTepi, no 2 abo
no 4 6nictepay

KapTOHHI ynakoBLi

nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
ONs MeANYHOro 3acTocyBaHHS
reHepnyYHUX/ribpuaHNx/6ionogibHNX nikapcbknx 3acobis
nicns BHECEHHSA Tiel camoi 3MiHU Ha pedhepeHTHWA
npenapar (3miHa He NnoTpebye HafaHHA XOL4HUX HOBMX
[ofaTkoBMX faHux). 3MiHW BHECEHO [0 IHCTPYKLUiT Ans
MeAMYHOro 3aCTOCYBaHHA /likapCbKoro 3acoby y
posginu: "®apmakonoriyHi BiractneocTi”,
"MpoTunokasaHHsA", "B3aemMogisa 3 iHLWIMMU NikapCbKMu
3aco6amu Ta iHLWi BUAY B3aemogiii”, "OcobimBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog BaritTHoCTi abo
rogyBaHHs rpyaat”, "3aatHicTb BNAMBATU Ha LWBUAKICT
peaxLii Npy kepyBaHHi aBTOTPaAHCNOPTOM abo0 iHLWMMK
MexaHismamu', "Cnoci6 3actocyBaHHs Ta gosun”, "Oitn",
"Mepepo3yBaHHa", "lMo6iyHI peakuii” BiANOBIAHO A0
iHbopMmaLii o0 MeauyHOro 3acTocyBaHHs
pedoepeHTHoro nikapcbkoro 3acoby (LIMMNPAJIEKC,
Tabnetku, BKpUTI NNIBKOBOK 060/10HKO). BBeAeHHS
3MiH NPOTArom 6-Tu MiCALIB NicNs 3aTBEPIKEHHS. 3MiHU
| TNy - 3miHK Woao 6e3nekn/ehekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
3MiHV BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3acToCyBaHHA NikapcbKoro 3acoby y po3ain "MobiuHi
peakuii" o040 BaX/IMBOCTI 3BITyBaHHSA Npo MoGiYHi
peaxuii. BBeieHHA 3MiH NPOTArom 6-Tn MicsLiB nicns
3aTBEPMKEHHS. 3MiHKM | Tuny - 3MiHW Wwoao
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BHeceHHs
ab0o 3MiHa(1) [0 3060B'A3aHb Ta YMOB Bugadi
peecTpauiiHoro NoCBiAYEHHSs!, BKIKOUYatoum Mnax
yNpaBAiHHA pU3nKamu (3aCTOCyBaHHS TEKCTY, KU
NOroXEHW 3 KOMMETEHTHAM OpraHom). 3asBHNKOM
Ha/laHO OHOBJIEHWIA 3riAHO 3 BUMOramu Ao
CraHfapTn3osaHoro chopmarty
(EMA/PRAC/613102/2015 Rev.2 accompanying GVP ,
Module V Rev.2, Human Medicines Evaluation Guidance
on the format of the risk management plan (RMP) in the
EU —in integrated format) nnaH ynpasniHHA pu3nkamu
Bepcis 2.0. 3MiHM BHeceHo [0 YacTvH | "3aranbHa
iHcbopmavis”, Il "Cneundpikauis 3 6e3nekn”, V "3axogn 3
MiHiMi3auii pusukis”, VI "Pe3tome nnaHy ynpasniHHA
pusukamun”, VII "foaatkn" y 38'A3Ky 3 OHOB/IEHHAM
iHchopmawii 3 6e3nekn pedhepeHTHOro Nikapcbkoro
3acoby.

493.

LIVKNOKC®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, Nno 20
mr; no 14 TabneTok
y 6nicTepi, no 2 abo
no 4 6nictepay
KapTOHHI ynakosLii

TOB
«NEJPA
PM NTA»

YkpaiHa

KYCYM
XENTXKEP NBT
nTao

IHais

BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili XapakTepucTumLi
NiKapCcbKOro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
AN MeANYHOro 3acTOCyBaHHs
reHepuUHMX/ribpuaHNX/6ionoAibHMX Nikapcbkmx 3aco6iB
nicns BHECEHHS Tiel camoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye HafaHHA XOLHNX HOBMX
[0[aTKOBMX faHuX). 3MiHW BHECEHO [0 IHCTPYKLUiT Ans
MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
po3ginu: "dapmakonoriyHi BNacTneocTi",
"MpoTunokasaHHs", "B3aemMogis 3 iHLWIMMU NiKapCbKMu
3acobamu Ta iHwWi BUAY B3aemogiin", "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog BariTHoCTi abo
rofyBaHHA rpyaat”, "3aatHiCTb BNAMBATU Ha LWBUAKICT
peaxLii Npy KepyBaHHi aBTOTPAHCMNOPTOM ab0 iHWMK
MexaHismamu', "Cnoci6 3actocyBaHHA Ta gosu”, "Oitn",
"Mepepo3ysaHHA", "Mo6GIYHI peakuil” BigNOBIAHO A0
iHhopMmaLii WoA0 MeguyHoOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (LWMPANEKC,
TabneTtku, BKPUTI NNIBKOBOIO 060/10HKOID). BBEEeHHSA
3MiH NPOTAroM 6-Tn MiCALIB NiCNs 3aTBEPMKEHHS. 3MiHM
| TNy - 3miHK Woao 6e3nekn/edekTVBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
3MiHWN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y po3ain "MobiuHi
peakuii” LWoA0 BaX/IMBOCTI 3BiTyBaHHS NPO NOGiYHi
peaxuii. BBeeHHSA 3MiH NPOTArom 6-T1 MicsALiB micns
3aTBEPMAKEHHSA. 3MiHU | TUny - 3MiHW WoA0
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy. BHeceHHs
a60 3MiHa(1) A0 3060B'A3aHb Ta YMOB BuAadi

3a
peyernmom

UA/19243/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

peecTpauiiHoro NocBigYeHHs, BkIoyatoum Mnax
ynpaBniHHA pU3nKamu (3aCToCyBaHHS TEKCTY, KU
NOroXEHW 3 KOMMETEHTHAM OPraHom). 3asBHUKOM
HaflaHO OHOBJIEHWA 3ri4HO 3 BUMOramu Ao
CraHgapTum3oBaHoro chopmarty
(EMA/PRAC/613102/2015 Rev.2 accompanying GVP ,
Module V Rev.2, Human Medicines Evaluation Guidance
on the format of the risk management plan (RMP) in the
EU —in integrated format) nnaH ynpasniHHA pusnkamu
Bepcis 2.0. 3MiHM BHeCeHO A0 YacTuH | "3aranbHa
iHpopmavis®, Il "Cneyudikauia 3 6esnekn”, V "3axoam 3
MiHimi3auii pusunkis”, VI "Pe3tome nnaHy ynpasniHHA
pusnkamun”, VII "JopgaTkn" y 3B'A3Ky 3 OHOBNIEHHAM
iHchopMmawii 3 6e3nekn pechepeHTHOro JlikapcbKoro
3acoby.

494,

UMNPUHON®

TabneTku, BKPUTI
NiBKOBOIO
060/10HKO0, 10 500
Mr no 10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIA KOpooLi

KPKA,
An.4., Hoso
MecTo

CnoBeHisi

KPKA, a.4a., Hoso
MecTo, CrioBeHis
(BMpPOGHMLTBO "in
bulk", neperHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/Ib Ta
BMNYyCK cepil);
KPKA, a.4., Hoso
mecTo, CnoBeHist
(koHTpOSb cepii
(hiznyHi Ta XimiuHi
meToan
KOHTPO/10);
HN30X
(HauioHanbHi
nabéopartopis 3a
34paB'e, OKONE iH
XpaHo), CnoBeHis
(koHTpOSb cepii
(hiznyHi Ta XimiuHi
meToan
KOHTPO/I0)

CnoseHis

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. APL. KoHTposnb APL. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX y cneundikauisix Ha Adl, abo
BUXiZHWA/NPOMIXXHWIA NpOAYKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(monoBHeHHSA cneyudikaLii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS) JONOBHEHHS
cneuudikaLii HOBUM nokasHukom sikocTi “ Bulk volume "3
KpuTepismu NpuiiHATHOCTI “not more than 5,5ml/g” Ta
BiANOBIAHUM METOAOM BUNPOBYBaHHA. 3MiHW | TUnYy -
3MiHn 3 sKocTi. A®Il. KonTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BMU3Ha4YeHUX y cneuudpikauisx Ha A®l, abo
BUXiAHW/NPOMDKHUIA NpoAayKT/pearexT, Wwo
BMKOPWCTOBYIOTbCS Y Mpoueci BupobHuutea AdI
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BW/IYYEHHS 3aCTapisioro NoKasHMKa)) BUAYyYEHHS 3i
cneyudikauii nokasHvka skocTi “Particle size” 3
Bi4NoBiAHMM MeTOoA0M BUNpobyBaHHA (Sieving Method
(Air-jet) Ph.Eur.2.938). 3miHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3MiHa y MeTogax BUNPOOyBaHHS
A®| abo BUXigHOro MaTepiasny/npoMixXHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLECI
BMPO6HULTBA AP| (HE3HAYHI 3MiHM Yy 3aTBEPMAXKEHNX
MeToAax BUNPOOYBaHHA) HE3HAUHI 3MiHW Y
3aTBEPMHKEHUX MeToAax BUNPOOYBaHHSA 3a NOKa3HUKOM
“Residual solvents: Methanol”. 3mitu | Tvny - 3miHu 3
sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHN y npoLieci BUPO6HULITBA FOTOBOTO NiKApCbKOro
3ac006y, BK/I0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MNPV BUPOOHULTBI FOTOBOTO NiKapCbKOro
3ac06y (He3HayHa 3MiHa y npoueci BUpobHULTBA)

3a
peyenmom

UA/0678/02/03
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

495,

He3HauyHa 3MiHa y npoLeci BUpOGHMLITBA NOB’A3aHa 3
36iMbLUEHHAM Ki/IbKICTb O4MLLLEHOT BOAM Nif, Yac npoLecy
rpaHy/ItoBaHHA 3 BHECEHHAM 3MiH 0 po3giny 3.2.P.3.2.

Cknag Ha cepito. 3MiHM | TUny - 3MiHU 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat BignosigHOCTI
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo

BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkkiii

thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEiChKili
hapmakonei) - OHoBeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudikaTa BignoBigHOCTIi EBponeiickkiii hapmakonel
R1-CEP 2000-405 Rev 11 gns A®| umnpodiokcauyHy
Bif BXe 3aTBepxkeHoro Bupo6Hnka NEULAND
LABORATORIES LIMITED. 3Minu | TUnYy - 3MiHn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOb roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHN) OHOB/IEHHSI BXe
3aTBEPMKEHNX METOAIB KOHTPOIHO AKOCTI NIKapPCbKOro
3aco0y, a came: BUKafEeHHSA TEKCTY [epXaBHO MOBOO
3riHO Cy4acHWX BUMOr

nocsBi0OYeHHs

LUAPUHON®

TabneTkn, BKPUTI
NAiBKOBOO
060/10HKOH0, M0 250
Mmr no 10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI Kopoo6Li

KPKA,
A4.4a., Hoso
MecTo,

CnoBeHis

KPKA, a.4., Hoso
mecTo, CnoBeHist
(BMPOGHMLTBO "in
bulk", nepBnHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUMYCK cepii);
KPKA, a.4., Hoso
mecTo, C/10BeHis
(koHTpoOsb cepii
(thi3nuHi Ta XimiyHi
meToam
KOHTpPO/H0);
HN30X
(HauioHanbHi
nabopartopis 3a
34paB'e, OKONE iH
XpaHo), CnoseHisi
(koHTpoOsb cepii
(thiznuHi Ta XimiyHi
meToam
KOHTPO/H0)

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHn 3 AkocTi. A®L. KoHTponb A®L. 3miHa y
napameTpax cneuudpikauii Ta/abo AONyCTUMMX MEX,
BM3HaYeHUX y cneundikauisx Ha Adl, abo
BVIXiAHWI/MPOMIKXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(monoBHeHHA cnevmdikaLyii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOGYBaHHS) AOMOBHEHHS
crneundikaLii HoBUM nokasHukoM sikocTi “ Bulk volume "3
KpuTepiamu NpuiiHATHOCTI “not more than 5,5ml/g” Ta
BiANOBIAHVUM MeTOA0M BUNPOOYBaHHA. 3MiHu | Tuny -
3MiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiZHWA/NPOMIXXHWIA NpOAYKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(BMYyYEHHSI HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BW/IYYEHHS 3aCTapisioro NoKasHMKa)) BUIy4YeHHs 3i
cneuudikaLii nokasHuka sKocTi “Particle size” 3
BiANOBIAHUM MeTOoA0M BUNpobyBaHHSA (Sieving Method
(Air-jet) Ph.Eur.2.938). 3miHn | T1ny - 3MiHM 3 SKOCTI.
A®I. KoHTponb A®Il. 3miHa y meTogax BUNpobyBaHHS
A®| abo BMXigHOrO MaTepiany/npoMiXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLEC

3a
peyermom

BMPO6HULTBA AP| (HE3HAYHI 3MiHM Y 3aTBEPAKEHNX

UA/0678/02/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MeToJax BUNPOOYBaHHS) HE3HAYHI 3MiHU Y
3aTBEPAKEHNX METOAAaxX BUNPOOYBaHHS 3a NOKAa3HUKOM
“Residual solvents: Methanol”. 3miHu | Tuny - 3miHn 3
AKOCTI. [0TOBWIA NikapcbKnii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHM y npoueci BUPOOHULITBA FOTOBOIO NiKapCbKoro
3aco0y, BK/OYakUy NPOMKHWIA NPOAYKT, WO
3aCTOCOBYETHCS MNPV BUPOOHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoLeci BUPOOHULTBA)
He3HauyHa 3MiHa y npoueci BUPO6HMLTBA NOB’A3aHa 3
36iNbLUEHHAM KiJIbKICTb O4MLLEHOT BOAM Nif, Yac npouecy
rpaHynioBaHHA 3 BHECEHHAM 3MiH J0 po3giny 3.2.P.3.2.
Cknap, Ha cepito. 3MiHn | TUny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTudikart BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BigNOBIAHOCTI abo
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAAHHS OHOBIEHOTO
cepTudikaTa BiANoBigHOCTI EBponeiickbkiit hapmakonei
R1-CEP 2000-405 Rev 11 gns A®| umnpodiokcauuHy
Bif BXe 3aTBepmxeHoro BupobHnka NEULAND
LABORATORIES LIMITED. 3MmiHu | TNy - 3MiHn 3
AKocTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTPOb roToBoro
NiKapCcbKoro 3acoby (iHLWi 3MiHN) OHOBJIEHHS BXE
3aTBEPAKEHNX METOZAIB KOHTPOSIIO SIKOCTI NiKapCbKOro
3acoby, a came: BUKaAEHHS TEKCTY AepXXaBHO MOBOIO
3riJHO Cy4YacHUX BUMOT

496.

LUMNPONET®
A

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOI0

no 10 tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

a-p
Pepgi'c
Na6opato
pic T4

IHais

O-p Peppi'c
Na6opaTopic /T4,
OTO -l

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu |
TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
KOHTposb roToBoro fikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo LONYCTUMMX MEX
rOTOBOrO /liKapcbKoro 3acoby (iHLi 3MiHW) BBEAEHHS
nepioAnNYHOCTI KOHTpOst0 /13 3a NOKasHMKOM
«MikpobionoriyHa unctota». Mpu Bunycky (release
specification): KOHTPONIOETLCSA 3 NEPIOAUYHICTIO 1 cepis
Ha KoXHi 10 cepiit a6o 1 cepisi Ha pik 3aN1eXH0 Bif TOro,
o yacriwwe. MpoTtarom TepMiHy npuaatHocTi (shelf-life
specification): BunpobyBaHHA NPOBOAATL B KiHL|i TEPMiHY
npugaTHocTi abo BigNOBiAHO A0 NpoToKony. BBeaeHHs
3MiH NPOTAroM 6-Tu MiCALIB NicNs 3aTBEPIKEHHS. 3MiHU
Il Tvny - 3miHKn 3 AKocTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHM y BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo
LOMYyCTUMMX MeX, BCTAHOB/IEHUX Y creuudikaLisx, nig
Yyac BMPOHBHMUTBA FOTOBOIO NiKapCbKOro 3acoby (iHwi

3a
peyenmom

UA/11851/01/01




347

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby yrnakoska) nocsioYeHHs1

3MiHM) 4719 ONTVMI3au|ii NpoLecy KOHTPOSI Mif Yac
BMPOOHULITBA rOTOBOTO NiKapCcbKoro 3acoby ta
BIAANOBIAHO A0 CTATUCTUYHUX JaHUX Ta OLHKN PU3NKY
MPOMNOHYETLCA BUNYUYUTN NOKa3HWKK «Description»,
«Water», «Assay» B npoueci BupobHuuTBa (in-process
control) Ha eTani 3miwyBaHHs (blend stage). BeeeHHsA
3MiH NPOTAroM 6-TW MiCALIB NiC/1A 3aTBEPAKEHHS.

HauanbHuUK
dapmaleBTUYHOr0 YNPaB/IiHHSA

*y pa3i BHeCeHHs1 3MiH 00 iHCmpyKyii npo medu4yHe 3acmocyBsaHHs

Tapac JIICKOBCHKUI




IIEPEJIIK
JIIKAPCBKIX 3ACORIB, AKVM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /IO PEECTPAIIMHNX MATEPIAJIIB

Joparok 4
/0 Haka3zy MiHicTepcTBa 0X0poHH

3/10pOB’si Ykpainu «IIpo JepXXaBHY
peecTpanjito (mepepeecTpariifo) JTiKapChKHX
3aco0iB (MegUUHHNX iMyHoOGioToriuaNX
npenapariB) Ta  BHeceHH 3MiH [0

peecTpaniiiHuX MaTepiatiB»
Big 15 ciuns 2024 poky Ne 76

Ne Ha3zsa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa riocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. FENAMETWUH | niocbinizaT ons posymHy ons TOB Ykpaina TOB "®APMEKC Ykpaina 3acigaHHs BiagmMOBUTY y 3aTBEPAKEHHI - 3MiHM | TMNY - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI
iH'ekLit no 400 mr, 5 donakoHiB 3 "®APMEK FPYM", Ykpaina (BCi HTP Ne 42 Ta hapmakoHarnagy. BeefeHHa abo 3MiHM [0 y3arasibHEHUX JaHUX NPO CUCTEMY
niocpinizatom Ta 5 do1akoHiB 3 creyn" cTagji BUpobHuUTBa, Big, hapmakoHarnsgy (BBEAEHHSA y3araslbHeHnx AaHnx npo cuctemy
PO3UYNHHUKOM (L-Ni3nHy BUNYCK cepil); 21.12.2023 thapmakoHarnsgy, 3MiHa YnoBHOBaXEHOi 0cobu, BiAMoBigasbHOI 3a 3AiCHEHHS
MOHOrifpaT, HaTpito rigpokeus, TOBAPUCTBO 3 hapmakoHarnagy; KOHTaKTHOI ocobu 3 dapmakoHarnagy 3asiBHuKa A1
BOAA ANS iH'eKUid) mo 5 My OBMEXEHOHO 3fiicCHEeHHS1 hapMakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHA Bif, YNOBHOBaXEHOT
KOHTYPHIll YapyHKOBI ynakoBLi; BIANOBIAANBHICT ocobu, BignoBiganbHOI 3a 3AiicHEeHHST hapmakoHarnsgy (BKIHYaKuM KOHTaKTHi
No 1 KOHTYPHIlA YapyHKOBIN 10] faHi) Ta/abo 3MiHM y po3MilleHHi MacTep-haiina cuctemu hapmakoHarnagy)
ynakoBLi y Kopoo6Li; 1 doiakoH 3 "HEOMPOBIOKEAP (B.1.8. (a) IAHN) - 3miHa YNOBHOBaXXEHOI 0COOW 3asiBHMKA, BigMNoBigasIbHOI 3a
niocpinizaTtom Ta 1 d1akoH 3 -YKPAIHA", YkpaiHa hapmakoHarnsag. Mitova pepakuis: [xosedp &. XaraH / Joseph F. Hagan.
PO3YMHHUKOM (L-Ni3uHYy (Bunyck cepir) MponoHoBaHa pepakuis: TonokeBudy Bonogumup HOpilioBMY. 3MiHA KOHTaKTHUX
MOHOTIApPaT, HaTPIto riAPOKCHA, OaHnX YNOBHOBaXEHOI 0CO6M 3asiBHMKA, BiAMOBiga/lbHOI 3a dhapmakoHarisg,.
BOAA AN1S iH'eKLiA) Mo 5 MmNy 3MiHa MicLe3HaxoMKeHHs1 MacTep-haiina cuctemu dapmakoHarnsgy Tta ioro
KOHTYPHI1 YapyHKOBIli ynakoBLj; Homepa. 3MiHa MicuA 3AiiCHEHHS OCHOBHOI [AisfbHOCTI 3 chapmakoHarnsgy, y
Nno 5 KOHTYPHUX YapyHKOBUX 3B'A3KY i3 HAAXOMKEHHSIM OHOBJIEHOI iHchopmauii Wo[o 3MiHM YNMOBHOBaXXEHOT
ynakoBOK Y Kopob6Li; 1 hnakoH 3 0Cco6U 3asBHYKa, BiANOBiAaNLHOI 3a 34iiCHEHHS chapMakoHarnsgy
nioghinizatom Ta 1 pnakoH 3
PO3UYNHHUKOM (L-Mi3UHY
MOHOTIApAaT, HaTpito rigpokcua,
BOZa ANs iH'eKLi) no 5 mny
KOHTYPHIli YapyHKOBIli ynakoBLyj;
no 1 KOHTYPHIli YapyHKOBIA
ynakoBLii y Kopoo6Lii
2. CTPENCIIC® | cnpeii opoMyKo3HuWii no 20 mn y PekkiTT Benuka [endhapm bnagen HigepnaH | 3acigaHHs BigmoBuUTN Yy 3aTrBepmKeHHi - TexHiyHa nomwunka (3rigHo Hakasy MO3 Big
nnoc hnakoHi 3 4O3yUUM BeHkizep BputaHi B.B. an HTP Ne 42 23.07.2015 Ne 460), BUNpaBAeHHA TEXHIYHUX NOMUIIOK, 3rigHO N.2.4. n.n. 4 po3giny
npUcTpoEM; Mo 1 chnakoHy B Xenckep a Bif VI Haka3zy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pegakuii Hakazy MO3 YkpaiHu
KapTOHHIli KopooLi IHTepHeLwu 21.12.2023 Big 23.07.2015 p. Ne 460) y 3atBepmxeHnx MKA /13 (Cneuudpikauiss npu BUMycky)
HA JlimiTeq 3a MokasHUMKOM «BigHOCHa rycTuHa npu 20 °C» 6yno NOMWIKOBO 3a3HayeHo
OAVHUL BUMIpY «I/MN1» Ta B METOAAX KOHTPO/O Ha3Ba MokasHuka «yCTUHa» He
BiAnoBigae 3aTBepmxeHili HasBi «BigHocHa ryctuHa npu 20 °C», 3a3HaueHili B
Cneuudpikauii; nokasHukn «BigHocHa ryctuHa npu 20 °C» Ta «pH» nomuikoBo
BKMtOYEHi A0 Cneundpikauil «y npoueci 36epiraHHs»; NokasHuUK «Onuc» NoMUIKOBO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6HuK

KpaiHa

Miocmasa

lpoyedypa

nponyweHnin 'y Cneuudiikauii «y npoueci 36epiraHHs», 3a3HayeHa TexHiuHa
nomMuika He PeKkOMEeHAOBaHO [0 3aTBEPMXEHHS, OCKiNbkM He BigNOBIgae
MarepianaMm peecTpauiiiHoro AoCbe, sIKi NpeAcTaBfeHi B apxiBi: B OpuriHa/IbHUX
Martepianax BUpo6HvKa B po3gini 3.2.P.5.1. Cneuudikauis nokasHuk «BigHocHa
ryctuHa npy 20 °C» B 3a3Ha4YeHHi HOPMyBaHb MICTUTb OAWMHULI BUMIpY (r/mn).
TOMYy TexHiYHy MOMW/IKY He PEeKOMEHOBaHO [0 3aTBeppKeHHs Ta noTpebye
BHECEHHS 3MiH 0 MaTepiasliB peecTpaviliHoro A0Cbe y BCTAHOB/IEHOMY NMOPSAAKY

DENI3 C

TabneTkn, BKPUTI NNIBKOBOKO
o060n0Hkoto, no 10 mr no 10
Tabnetok y 6nictepi; no 1, 3 abo
10 6nicTepiB y KapTOHHIi
ynakoBLi

ToppeHT
dapmachb
loTikanc
nrp,

IHgis

ToppeHT
dapmacbloTikanc
nrp,

IHais

3acifgaHHs
HTP Ne 42
Big,
21.12.2023

BiagmMoBUTY y 3aTBEPAKEHHI - 3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta dhapmakoHarnsgy. 3miHa vacToTu Ta/abo TepMiHiB ModaHHS  perynsipHo
OHOB/IOBaHMX 3BITIB 3 6e3nekn nikapcbknx 3acobis (B.l.10. IAHN). BignosigHO
iHbopmauii y gogatky 17 po lMopsigky NPOBEeAEHHS eKCnepTusn peecTpauiiHnx
MartepianiBs Ha Jikapcbki 3acobw, WO nofalTbCA Ha AepXaBHy peecTpauiio
(nepepeecTpauiio), a TakoX eKkcrnepTusy martepianiB NpPo BHECEHHA 3MiH A0
peecTpauiiHux  mMartepianis  NpoTAroM  fAii  peecTpauiiHoro  MocBigYeHHS,
3aTBepaxeHoro Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii Hakazy MO3 Big,
23.07.2015 Ne 460) 3aCTOCOBYHOTbCA, JiMWE SAKWO NEPIOAUYHICTL NOAaHHSA
perynsipHoO OHOBJ/IIOBAHUX 3BITIB 3 6e3nekn BiAPI3HAETbCSA Bif, NEpioANYHOCTI
noflaHHsa, BU3HAYeHO! 3aKOHOAaBCTBOM YKpaiHu. 3a pesysibTataMu ekcrnepTusu
MaTepianis, NepioAnYHICTb NOAAHHA PerynspHO OHOBJ/IOBAHOrO 3BITY 3 6e3Mekn He
3MIHIOETBCS, NOAaHa 3MiHa He pekoMeH0oBaHa A0 3aTBEPAKEHHS

HauanbHuUK

dapmaneBTUYHOr0 yNpaB/IiHHSA

Tapac JIICKOBCHhKUI
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