MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

08 kBiTHsa 2024 poKy Ne 587

IIpo Jep)kaBHY peecTpalliio (mepepeecTpailiio) JiKapCcbKuX 3aco0iB (MegMUHUX
iMmyHoOio/ioriuHKX MpenapaTiB) Ta BHeCeHHs 3MiH /10 peecTpaLiiHiUX MaTepiaiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 10 Tlopsiaky pep>kaBHOI peectpariii (repepeecTpailii) JTikapCbKMX 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376, ab3aily ABaALSThH IT’ATOr0 MiANYHKTY 12 nyHkTy 4 IlosoXKeHHSI PO
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHU, 3aTBeppkKeHOoro rnocraHoBor KabiHery
MinictpiB Ykpaiau Big 25 Gepesnsi 2015 poky Ne 267 (B pejakiiii 1oCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunss 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeecTpalliiHiX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMyHoOionoriuHMX  TpemapartiB), 10 TOJaHi Ha Jep)XaBHy  PpeeCTparlifo
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peeCcTpalliiHUX MaTepiajiB, TPOBeJeHUX
Jlep)KaBHUM  MMiATPUEMCTBOM  «/lep>KaBHMM eKCIepTHUM 1ieHTp MiHicTepcTBa
OXOPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB I[0/0 edheKTHBHOCTi, Oe3meuHocTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKU CITiBBiJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, II[0 TIPOTIOHYETLCS [0 Jep>KaBHOI peecTpaljii (mepepeectpaiiii), II0A0
BHECEHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Moro /10 Jep>kKaBHOi
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH I0 peecTpalliiHUX MaTepiasiB,

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DPeeCTPy JiKapChbKuX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatd) 3rigHO 3
Jomatkom 1.

2. TlepepeecTpyBaty Ta BHeCTU [0 [lep>kaBHOTO PeECTPY JiiKapchbKuX 3acobiB
YKpaiHM fiKapcbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rigHO 3
JloJaTKoM 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. dapmarieBTHuHOMY yripaBmiHHIO (Tapacy JIsgCKoBCbKOMY) 3a0e3rneunTu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiiiHomy BebOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’d YKpaiHu.

5. KoHTpo/1b 32 BUKOHAHHSM I[bOT'0 HaKa3y IMOKJ/IACTH Ha MepIIOro 3acTyHUKA
Minictpa Cepris [IyopoBa.

MiHicTp BikTop JISAIIIKO



IIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEJMNYHUX IMYHOBIOJ/IOTTYHUX ITPEITAPATIB), SIKI
BHOCSATBHCS /10 AEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHU

Joparox 1
/0 Haka3y MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo fepxaBHy
peecTpaniio (mepepeecTpanii) JiKapCbKUX
3aco0iB (MegUUHNX iMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHsI 3MiH 10
peecTpaniiHuX MaTepiatiB»

Bij 08 kBiTHA 2024 poky Ne 587

Ne Hassa dopma suUnycKy 3asABHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€HHs1
1. | APTFIHIHY rpaHynn abo NopoLLIoK AT "dapmak” YkpaiHa PAEC PAPMA, IcnaHis peecTpadist Ha 5 pokis - He UA/20416/01/01
ACNAPTAT (L- | (cy6cTaHuis) y C.A. nionsizae
APTHIHY noABINHNX
ACTAPTAT) nosieTuIeHoBMX
naketax gns
chapmaL,eBTU4YHOro
3acTocyBaHHS
2. | BICTA®EPYM pO34unH ans MicTtpan AHrniA HaHr KyaHr TaliBaHb peecTpaduis Ha 5 pokis 3a He UA/19437/01/01
BHYTPILLIHbOBEHHMX Kenitan dapmacbioTikan MepioAnYHICTb NOAAHHS PErynspHO peyernmom nionsieae
iH'ekuin, 20 mr/mn no 5 MeHegKMeHT Ko., N14. OHOB/1IOBAHOrO 3BIiTY 3 6GE3MNeKu,
M1y amny”i; no 5 amnyn Nimiten BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
Y KapTOHHii kopobuj thapmakoHarnagy, 3aTBepKeHoro
Haka3om MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi locTUUT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMu,
3a3Ha4YeHUMK y NepioguyYHOCTI NoJaHHsA
perynisipHuX 3BiTiB 3 6e3MeKu.
3. | TENAPVH MOPOLLIOK (cybCcTaHLis) y TOB "®3 YkpaiHa LLleHxeHb Kutaii peecTpaduis Ha 5 pokis - He UA/20417/01/01
HATPIO noABiHMX "BIO®APMA" XenaniHk nionszae
nonieTuIeHoBMX dapmachbloTikan
nakeTtax gns 'pyn Ko., JITa.




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
chapmaneBTUYHOro
3acTocyBaHHS
4. | NEBOLUETUNPU MOPOLLIOK (Cy6CTaHuis) y AT YkpaiHa XyHaH [pxyaiaH Kutaii peecTpauisi Ha 5 pokiB - He UA/20418/01/01
3VNHY nakeTax nofagiiH1x "KNIBCbKWI XoHriaHr nidnszae
AUrigPOXNOP | nonietuneHosux ans BITAMIHHWNIA dapmaueyTikan
na hapmaLeBTUYHOro 3ABOA" Ko., 14,
3acTocyBaHHS
5. | PUCNEPUAOH- | TabneTku, BKpUTI TOB «TeBa YkpaiHa AT YropwmHa peecTpaduis Ha 5 pokis 3a He UA/20419/01/01
TEBA NNiBKOBOK 060/I0HKOHO, YkpaiHa» PapmaueBTUYHN MepioAnYHICTb NOAAHHS PErynspHO peyenmom nionsizae
no 2 mr, no 10 TabneTok 7 3aBog TeBa OHOB/IIOBAHOrO 3BITY 3 6e3neku,
y 6nicTepi, no 2 a6o 3, BiANOBIAHO A0 MopsAaKy 3A4iCHEHHS
ab6o 6 abo 9 6nicTepiB y hapMakoHarnsay, 3aTBepKeHoro
KapTOHHI KOpooLi Haka3zom MiHicTepcTBa OXOPOHMN
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neku.
6. | PUCNEPUAOH- | TabneTku, BKPUTI TOB «TeBa YkpaiHa AT YropwmHa peecTpadist Ha 5 pokis 3a He UA/20419/01/02
TEBA NNiBKOBOK 060/TI0HKOHO, YkpaiHa» dapmaueBTUYHN MepioAnYHICTb NOAAHHST PErYNIAPHO peuyenmom nidnsieae
no 4 mr, no 10 TabneTok 1 3aBog TeBa OHOBJ/IHOBAHOrO 3BITYy 3 6e3neku,
y 6nicTepi, no 2 a6o 3, BiANOBIAHO A0 MOPsAKY 3A4iCHEHHS
ab6o 6 abo 9 6nicTepiB y hapMakoHarnsay, 3aTBepLKeHoro
KapTOHHiA Kopoo6Li Haka3zom MiHicTepcTBa OXOPOHU
30,0p0B’A YKpainu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioAnYHOCTI NoAaHHS
perynsipHuX 3BiTiB 3 6e3neKu.
HauanbHuK

dapManieBTUYHOI'0 yNpaB/liHHA

Tapac JITCKOBCHhKUI




JopaTok 2

/o Haka3y MiHicTepcTBa 0X0poHH
3p0poB’st Ykpainu «IIpo gepxaBHy
peecTpaniio (mepepeecTpaniio) JTiKapCbKHX
3aco0iB (MeAHMYHHUX IMyHO00i0/IOTiYHHX
npenapariB) Ta BHeCeHHsI 3MiH 10
peecTpaniiHuX MaTepiatiB»

Bif 08 kBiTHsA 2024 poky Ne 587

IIEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKUX 3ACOBIB (MEJNYHNX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI

BHOCSATHCS /10 IEPXKABHOI'O PEECTPY JIIKAPCEKMUX 3ACORBIB YKPATHU

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA BionycKy aHHs peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
1. | AMKECON® cupon 2 %, no 100 mn MAT YkpaiHa MAT "Ximdhapm3aBog, YkpaiHa MepepeecTpauisi Ha HeOBMEXEHWIA 6e3 nionsizae UA/17239/01/02
YHO y 6aHuj cknsHiin; no 1 "Ximcpapmsa "UepBoHa 3ipka" TEPMIH peuenma
6aHLj pa3om 3 JTIOXKKOH BOA, OHoBMEeHo iHdopMaLito B IHCTpYKLi Ans
MIPHOIO Yy nayj; no "YepBoHa MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro
100 mn y 6aHuj 3ipka" 3acoby y posginax "OcobnmBocCTi
nonimepHiii; no 1 3actocyBaHHs", "MobiuHi peakw;i"
6aHLj pa3om 3 JTIOXKOH BiANOBIAHO A0 iHhopmaLi
MipHOI0 y nauyi pediepeHTHOro /ikapcbKoro 3acoby
dntogiTek, CMPON, a TakoX po3ain
"Mo6iyHi peakuji" LONOBHEHO
iHChopMaLieto LWLoao 3BiTyBaHHA Npo
no6iyHi peakuii.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neky,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300poB’sA YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBMUTB: 3riHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
2. | TPONIBIPIH® | cupon, 50 mr/Mn no AT YkpaiHa AT "dapmak" YkpaiHa nepepeecTpauis Ha HeobMexeHwi 3a He UA/17561/01/01
100 MmN y dpriakoHi; no "papmak” TEPMIH peyenmom niossieae




n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

1 donakoHy 3i
LUMPMLLOM-A03aTOPOM
y nayui

OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHA /likapCbKoro
3acoby y posginax "®apmakonoriyHi
BNacTMBOCTI", "B3aemogisi 3 iHWnMK
nikapcbkMKW 3acobamu Ta iHLWi B1uam
B3aemogiji”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHs rpyanr”,
"3paTtHICTb BNAMBATY Ha LUBWAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCNopPTOM abo iHWKMK
MexaHismamu', "Cnoci6 3acTocyBaHHsA
Ta gosmn", "lMNo6iyHi peakuii BiANOBIAHO
00 iHdopmaLii pedpepeHTHOro
nikapcbkoro 3acoby (Isoprinosine 50
mg/ml sirup), a Takox y po3gaini "Mo6iyHi
peaxuii” LWoA0 BaX/IMBOCTI 3BiTyBaHHS
npo NoGiyHi peakwyii.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neky,
BiANOBIAHO A0 MNopsAaKy 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
300pOoB’s YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

OVUMETUHAE
H-3[0POB 1

TabneTku, BKpUTI
060/10HKO0, MO 1 Mr,
no 10 TabneTtok y
6nicTepi; no 1 abo 2
6nictepu y kopobui 3
KapToHyY

ToBapucTBO
3
obmexeHor
Bignosigans
HiCTIO
"®apmaueBT
NyHa
KOMNaHis
"3p0pos'a”

YkpaiHa

ToBapucTso 3
obmexeHoro
BiANOBIAA/TbHICTIO
"®GapmavueBTnyHa
KoMnaHis "3popos'a”

YKpaiHa

nepepeecTpauis Ha HeobMexeHwi
TEPMIH
OHOB/EHO iHGhopMaLito y po3ginax
"B3aemogis 3 iHWMMW JliKapCbKUMM
3aco6amMu Ta iHWi BUAM B3aeMoSiii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepio BaritTHocTi abo
roflyBaHHs rpyaato”, "3aatHicTb
BMAVBaTV Ha LWBMAKICTb peakuii npun
KepyBaHHi aBTOTpaHcnopToM abo
IHLIMMK MexaHi3mamu”, "Crnocio
3aCcToCyBaHHsA Ta fo3n",
"MepenosyBaHHa", "Mo6iyHI peakuii”
IHCTPYKLT ANS MeAMYHOro 3acTOCyBaHHSA

nikapcbKoro 3acoby BifgnoBigHoO Ao

6e3
peyenma

nionsieae

UA/16699/02/01




Hassa

n/n

JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o

iHchopmawii pedhepeHTHOro nikapcbKoro
3aco6by Fenistil® Dragees, o posginy
"Mo6iuHi peakwyii" WoA0 3BiTYBaHHS NPO
nobiuHi peaxuii Ta o po3giny
"YnakoBka"(yToOYHeHHs iHchopmaui).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/TIOBAHOrO 3BiTY 3 6e3neku,
BiNOBIAHO A0 MOpPsiAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3zoM MiHicTepcTBa OXOPOHU
300pOoB’sA YKpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi loCcTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMK,
3a3HayYeHUMM y NepioaNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

nocsi0OYeHHs

EPIJOH®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOH0, N0 2 M,
no 10 TabneTtok B
6nicTepi, no 3 abo 6
6nicTepiB B KAPTOHHIiA
nauuj

[Jekcenb
nTa.

13painb

BMPOGHMLITBO,
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/O SIKOCTi Ta
BUWMYCK Cepii:
[Oekcenb N14., I3pains
BMNPOBYBaHHA
KOHTPOJTIO AKOCTI
(mikpoGionoriyHwmia
KOHTPO/b):

TOB IHcTUTYT
Xap4oBoi Mikpobionorii
Ta CNoXMBYMX
ToBapiB, I3painb

I3painb

nepepeecTpauisi Ha He0BMeXeHWi
TEepMiH
OHOB/IEHO iH(hopMmaLLito B IHCTPYKUIT Ans
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3aco6y y po3ginax "®apmakonorivHi
BNacTMBOCTI", "B3aemogis 3 iHWnMK
nikapcbkMmn 3acobamu Ta iHLWi BUam
B3aemogiin", "OcobmBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS
Ta gosun”, "MepenosyBaHHA", "MO6IYHI
peakuii” BiANOBIAHO A0 iHGopMmaLii
pedyepeHTHOro JlikapcbKoro 3acoby
(PNUCNONENT®, Tabnetku, BKpUTI
060/10HKOI0, MO 2 M), @ TaKoX y po3aini
"Mo6ivHI peakui™ WoA0 BaXKNBOCTI
3BiTYyBaHHA NPO NOGIYHI peakwyii.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oMm MiHicTepcTBa OXOPOHHM
340pOB’A YKpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA

YKpaiHu Big 26 BepecHs 2016 poky Ne

3a
peyernmom

He
nionsieae

UA/17620/01/01




Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

996), CTaHOBUTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

EPIOH®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, MO 4 Mr,
no 10 TabneTok B
6nictepi, no 3 abo 6
6nicTepiB B KAPTOHHIN
nauui

Jexcenb
nra.

13painb

BMPOGHMLTBO,
nakyBaHHs1,
BMNPOBYBaHHA
KOHTPO/IO AKOCTi Ta
BUNYCK cepil:
[ekcenb /T4, I3painb
BMMNPOBYBaHHSA
KOHTPO/IIO AKOCTI
(mikpobionoriuHunin
KOHTPO/b):

TOB IHCTUTYT
Xap4oBOi Mikpobionorii
Ta CNOXMBUMX
ToBapiB., I13painb

I3painL

nepepeecTpauis Ha HeobMexeHwi
TEPMIH
OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS /liKkapCbKoro
3acoby y posginax "®apmakonoriyHi
BnacTuBocTi", "B3aemogis 3 iHWmnmu
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogijit”, "OcobmBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs
Ta gosun", "MNepenosyBaHHs", "Mo6iYHi
peakuii" BignosiaHO A0 iHGopMaLii
pediepeHTHOrO JlikapCbKOro 3acoby
(PUCMNONENT®, TabneTku, BKPUTI
060/10HKOI0, M0 2 Mr), & TakoX Yy po3aini
"Mo6ivHI peakuii” WoA0 BaXKINBOCTI
3BiTyBaHHA NPo MoGiYHI peakyii.

MepioanyHICTb NOAAHHSA PErynsipHoO
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN Y NepiogMYHOCTI NoJaHHSA
PEerynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/17620/01/02

MEPOINEHEM

NOPOLLIOK A/191 PO3YNHY
Ans iH ekuin no 1000
mr; in bulk: no 190
(pNakoHiB y KOpo6L

MpuBartHe
akuioHepHe
TOBapUCTBO

"lekxim-
Xapkis"

YkpaiHa

ENCiEc JOB®AP
Ec.Mi.E.

ITanisa

nepepeecTpauisi Ha HeobMexeHwi
TEPMIH
MepioAnyHICTL NoAAHHA PerynsipHo
OHOB/IHOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
hapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
300pOoB’sA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3rif4HO 3i CTpOKamu,

He
nidnsieae

UA/17670/01/02




Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3a3HayYeHUMM y NepioaNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

MEPOIMNEHEM

MOPOLLOK /151 PO3YNHY
ONst iH ekuin no 500
mr; in bulk: no 190
hnakoHiB y KopoobLii

MpuBatHe
akuioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

Ykpaina

ENCiEc IOBPAP
Ec.Mi.Ei.

ITanisa

nepepeecTpauisi Ha He0BMeXeHWi
TEepMiH

MepioanyHICTb NOAAHHSA PErynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN y NepiogMyYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

He
nionsieae

UA/17670/01/01

HYBIOXUN®

Tabnetku no 50 mr, no
10 TabneTok y
6nicTepi, no 3
6nictepu B KOPO6LL

TOB «TeBa
YkpaiHa»

YkpaiHa

BUPOOGHMLTBO
Hepo3dgiacoBaHo|
NPOAYKLIT, KOHTPO/Ib
cepil:
LledpanoH TOB, CLUA
nepBuHHe, BTOPUHHE
nakyBaHHs Ta [103BiN
Ha BUMYyCK cepii:
M/IBA Xpsarcka
4.0.0., XopBaris

CLUA/
Xopsartis

nepepeecTpauis Ha HeobMexeHwi
TEPMIH
OHOB/IEHO iHGhopmaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA /iKkapCbKoro
3acoby B po3gisiax "dapmakonoriyHi
BNACTMBOCTI" (BHECEHO YTOUYHEHHS),
"Oco6nmBocTi 3acTocyBaHHA", "Mo6IYHI
peakuii" BignoBigHO A0 iHchopmauii 3
6e3nekun nikapcbkoro 3acoby, sika
3a3HayeHa B Marepianax
peecTpauinHoOro 4oChE.

MepioanyHiCTL NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepyKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3Ha4YeHMMN y NepiofMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/17446/01/01

HYBIOXUN®

Tabnetkn no 150 wmr;
no 7 TabneTok y
6nictepi, mo 1

TOB «TeBa
YkpaiHa»

YkpaiHa

BVPOGHMLTBO
Hepo3ghacoBaHol
NPOAYKLUii, KOHTPO/Ib

CLUA/
Xopsaris

nepepeecTpauis Ha HeobMexeHwui
TEPMIH
OHOB/IEHO iHGhopMaL,ito B IHCTPYKUIT Anst

3a
peuyenmom

He
nionsieae

UA/17446/01/02




n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

6nicTepy y kopo6uj; no
10 TabneTok y
6nictepi, no 3
6nicTepu y kopobui

cepii:
LlechanoH TOB, CLUA
nepByHHE, BTOPUHHE
nakyBaHHS Ta [03BiN
Ha BUMycK cepii:
MIBA XpBartcka
[.0.0., XopBarTisi

MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKOro
3acoby B posginax "®apmakosioriyHi
B1acTMBOCTI" (BHECEHO YTOUYHEHHS),

"Ocob6nmBoCTi 3acTocyBaHHS", "MMo6iIYHI
peaxuii” BignosigHo A0 iHhopmauii 3

6e3nekn nikapcbkoro 3acoby, ska
3a3HayeHa B marepianax
peecTpauiiHoro Aocbe.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/TIOBAHOrO 3BiTYy 3 6e3neku,
BiNOBIAHO A0 MOPsIAKY 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3zoM MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHnu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi loCcTULIT YKpaiHu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

10.

HYBIIKUN®

Tabnetkv no 250 wmr,
no 7 TabneTtok y
6nictepi, no 1
6nicTtepy y kopobuj; no
10 TabneTok y
6nictepi, no 3
6nictepn y kopobui

TOB «TeBa
YkpaiHa»

Ykpaina

BVPOGHMLTBO
Hepo3dacoBaHol
NPOAYKLIT, KOHTPO/Ib
cepii:
Llecphanon TOB, CLUA
nepBuHHe, BTOPUHHE
nakyBaHHs Ta [03BiN
Ha BUMYyCK cepii:
MNIBA Xpsarcka
4.0.0., XopsarTis

CLUA/
XopBaris

nepepeecTpauisi Ha HeOBMeXeHW
TEepMiH
OHOB/IEHO iH(hopMmaLito B IHCTPYKUIT Ans
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby B po3ginax "®apmakonorivHi
BNACTMBOCTI" (BHECEHO YTOUYHEHHS),
"Ocob6nuBocTi 3acTocyBaHHs", "TMo6IYHI
peakuii" BignoBigHo Ao iHchopmauii 3
6e3nekun Nnikapcbkoro 3acoby, fka
3a3HayeHa B MaTepianax
peecTpauiiHoro [0CbE.

MepioanyHICTb NOAAHHSA PErynsipHoO
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoJaHHSA

3a
peyernmom

He
nionsieae

UA/17446/01/03




Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
perynsipHux 3BiTiB 3 6e3neku.
11. | ONIME/Nb emynbCist ans iHdysii Bakctep Benbris BxiaHUIA KOHTPOSb, Benbris nepepeecTpauis Ha HeobMexeHui 3a He UA/17379/01/01
N4E no 1000 mny C.A. KOHTPO/b MPOMiXHOrO TepMiH peyenmom nionsizae
TprKaMepHoMy NpoayKTY, OHOB/IEHO iHhopMaLito B IHCTPYKUIT Ans
NNacTyKOBOMY MakeTi BUMPOGHULITBO, MeAMYHOro 3acTOCYBaHHSA /liKapCbKoro
B 3aXMCHIii 060/10HL, nakyBaHHs, KOHTPO/1b 3acoby y posginax "lMNepeno3yBaHHs",
LLIO MiCTUTb MOrAMHaY AKOCTI Ta BUMNYCK cepii: "Mo6iuHi peakuii" BigNoBigHO A0
KMCHIO; NO 6 NakeTiB y Bakctep C.A., Benebris iHbopMmaLii cTocoBHO 6e3neku, sika
KapTOHHI Kopo6Lii; no 3a3HayeHa B marepianax
1500 mny peecTpauiiHoro AoCbe, a Takox
TpMKaMepHoOMy BHECEHO pefakLiiiHi NpaBk1 B po3ginu
naacTMKOBOMY NakeTi "MpoTunokasaHHs", "OcobamMBOCTI
B 3aXMCHili 060/10HL,, 3acTocyBaHHs", "3acTocyBaHHs y nepiog
L0 MICTUTb MOrAMHaY BariTHOCTi abo rofyBaHHsA rpyaar”,
KMCHIO; NO 4 naketn y "Cnoci6 3acTocyBaHHs Ta fo3n".
KapTOHHI Kopo6Lj; no
2000 mny MepioAnYHICTb NOAAHHSA PErynsapHO
TpUKamepHoMy OHOBJIHOBAHOrO 3BIiTY 3 6e3neKu,
N1acTMKOBOMY NakeTi BiANOBIAHO A0 MopsAaKy 34iCHEHHS
B 3axM1CHili 060/10HL,, hapmakoHarnsgy, 3aTBepKeHoro
LL{O MICTUTb NOrAMHAY Haka3oM MiHicTepcTBa OXOPOHM
KVCHIO; N0 4 naketn y 340pOB’A YKpaiHu Bif 27 rpyaHa 2006
KapTOHHIlA KOpooLi poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKamMM,
3a3HayYeHUMKN y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
12. | ONIMENb emynbCis Ans iHdysii Bakctep Benbris BxigHWUIA KOHTPOSb, Benbris nepepeecTpauis Ha HeobMexeHwi 3a He UA/17380/01/01
N7E no 1000 mny C.A. KOHTPO/b NPOMIXHOr0 TEPMIH peuyenmom nionsieae
TpUkamepHomy NPOAYKTY, OHOB/EHO iH(hopMaLito B IHCTPYKUIT Ans
NNacTVKOBOMY MakeTi BUPOGHULITBO, MeAMYHOro 3acTOCYBaHHA /likapCbKoro

B 3axM1CHili 060/10HL,,
LL{O MICTUTb NOrAMHAY
KMCHIO; NO 6 NakeTiB y
KapTOHHIA Kopo6Li; no
1500 mny
TpMKamMepHoOMy
nNacTyKOBOMY MakeTi
B 3aXMCHIili 060/10HL,
LLLO MICTUTb NOF/INHAY
KUCHIO; MO 4 naketun y
KapTOHHI Kopo6Li; no
2000 mny
TpMKaMepHoOMy
n1acTMKOBOMY NakeTi

nakyBaHHs!, KOHTPO/Tb
AKOCTI Ta BUMNYCK Cepil:
Bakctep C.A., benebris

3acoby y posginax "lMNepefo3yBaHHs",
"Mo6iuHi peakuii" BigNoBIgHO A0
iHchopMmawLii cTocoBHO 6e3neku, ska
3a3HayeHa B Marepianax
PEECTPAL,HOIO AOCbE, a TaKoX
BHECEHO peAakLiliHi paBku B po3ginu
"MpoTunokasaHHs", "OcobanBoCTI
3acTocyBaHHs", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHsa Ta f03u".

MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BIiTY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS




Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
B 3aXMCHili 060/10HL,, thapmakoHarnagy, 3aTBepKeHoro
LLLO MICTUTb NOFINHAY Haka3oM MiHicTepcTBa OXOPOHM
KVCHIO; N0 4 naketn y 300pOoB’sA YKpaiHnu Big, 27 rpyaHsa 2006
KapTOHHI KopoobLi poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHW 340POB'A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMK,
3a3HayYeHUMM y NepioanYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku
13. | ONIMENb emynbCis Ans iHdysii; Bakctep Benebris BxigHuii KOHTPONb, Benbrisa MepepeecTpauis Ha HeoBMeXeHWiA 3a He UA/17381/01/01
N9E no 1000 mny C.A. KOHTPO/Ib MPOMiXXHOrO TEepMiH peyenmom nionsizae
TpUKamepHoMy NPOAYKTY, OHOB/IEHO iH(hopMaLito B IHCTPYKUIT Ans
N1acTMKOBOMY NakeTi BMPOGHMLITBO, MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
B 3aXMCHili 060/10HL,, nakyBaHHs1, KOHTPO/1b 3acoby y po3ginax "MNMepeno3yBaHHsa",
L0 MICTUTb MOrAvHaY AKOCTi Ta BUMYCK cepii: "Mo6iyHi peakuii” BigNoBigHO A0
KMCHIO; MO 6 NakeTiB y Bakctep C.A., benebris iHbopMmawLii cTocoBHO 6e3neku, sika
KapTOHHIA Kopo6Lij; no 3a3HaveHa B marepianax
1500 mny peecTpaLiiHOro 10CkE, a Takox
TpKamepHoMy BHECEHO pefaKLiliHi NpaBku B po34isn
N1acTMKOBOMY NakeTi "MpoTunokasaHHs", "OcobamBoOCTi
B 3axMCHili 060/10HL,, 3acTocyBaHHA", "3acTocyBaHHS y nepiog,
LLIO MICTUTb MOrAMHaY BariTHOCTi abo rogyBaHHs rpyaar”,
KUCHIO; NO 4 naketny "Cnocib 3acTocyBaHHS Ta fo3m".
KapTOHHIA Kopo6Lii; no
2000 mny MepioanyHICTb NOAAHHSA PErynsipHoO
TpMKamMepHoOMy OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
naacTUKOBOMY NakeTi BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
B 3aXMCHIii 060/10HL, hapmakoHarnsay, 3aTBepLKeHoro
L0 MICTUTb NOF/IMHAY Haka3oM MiHicTepcTBa OXOPOHM
KACHIO; NO 4 naketny 3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
KapTOHHI KOpoobLyi poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3Ha4YeHMN Y NepiogMyYHOCTI NoJaHHSA
PerynsipHux 3BiTiB 3 6e3neku.
14. | NANABEPWUH | cynosutopii no 20 mr, dapwmiHa Monbwa dapmiHa /114 Monbwa nepepeecTpauisi Ha HeobMexeHwi 6e3 nionsieae UA/17524/01/01
no 5 cynosuTopiis y nrp TEepMiH peyenma

6nicTepi, no 2
6nicTepy y KapTOHHIl
ynakoBLi

OHOB/EHO iHGhopmaLito y po3aini
"Mo6iuHI peakuii™ IHCTPYKUIT Ana
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby W00 3BiTyBaHHS MPO NO6iYHi
peaxuii.

MepioAnyHiCTb NOAAHHSA PerynsipHo




13

n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepa)KeHoro

Haka3oM MiHicTepcTBa OXOPOHHM

3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN Y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

15.

NELEE®

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, MO 200
Mr; no 10 Tabnetok y
6nictepi, mo 1
6nicTepy B KapTOHHiIl
Kopobui

O-p Peapi'c
Na6opaTtopi
cItg

IHAis

Cai MNapeHTepan3

Nimiten

IHais

MepepeecTpauisi Ha HEOOMEXEHMIA
TEPMIH
OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA /likapCbKoro
3aco6y B po3gini "MobiuHi peakyii” woao
BaX/IMBOCTi 3BiTyBaHHS Npo MoGiyHi
peaxuii.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHnu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi locTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/16732/01/02

16.

NELE®

TabneTkn, BKPUTI
NnniBKOBOKO
060/10HKO0, No 100
Mmr; no 10 TabneTok y
6nicTepi, no 1
6nicTepy B KapTOHHiIl
Kopobui

[-p Peggi'c
Na6opaTtopi
c it

IHgis

Cai MNapeHTepan3

Nimiteq

IHais

MepepeecTpaLis Ha HeOOMEXeHNIA
TEPMIH
OHOB/IEHO iHGhopMaLLito B IHCTPYKLUIT Ans
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby B po3gini "MobiuHi peakyii” woao
BaX/IMBOCTI 3BiTYBaHHs Npo NobiyHi
peakuii.

MepioanyHiCTL NOAAHHSA PETYNSIPHO
OHOBJIHOBAHOrO 3BIiTY 3 6e3neKku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnsay, 3aTBepKeHOro
Haka3oM MiHicTepcTBa OXOPOHHM

3a
peuyerimom

He
niosnsieae

UA/16732/01/01




Hassa

®opma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
300poB’s YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
17. | MPOKTO- masb, no 20 r y Ty6i; TOBAPUCT YkpaiHa BCi cTagii YkpaiHa MepepeecTpauisi Ha HeOBMEXeHWA 3a He UA/17535/01/01
MA3b no 1 1y6i y kopobui 3 BO 3 BMpPOBOHULTBA, TEePMiH. peyenmom niosnsieae
KapTOHy OBMEXEH KOHTPO/Ib SIKOCTI, OHOB/EHO iHGhopMaLito y po3ginax
(e]10] BUWMYCK Cepii: "®apmakonorivyHi B1acTmBocTi”,
BIANOBIOA ToBapucTBO 3 "Oco6nmBoCTi 3acTocyBaHHA" "Mo6IYHI
NBHICTHO obmexeHo peakuii" IHCTpyKUii AN MegUYHOro
«KOPTOPA BiAMOBIAA/TbHICTIO 3aCTOCYBaHHS NiKapCbKoro 3acoby
LA "®apmMaueBTUYHa BignoBigHO A0 iHhopmaui
«3[0POB'A KoMnaHis "3gopos's”, pediepeHTHOrO JliKapCbKOro 3acoby
» YkpaiHa Aypo6iH, 1o po3ainy “MobivHi peakuii”
BCi cTagii LLLOA0 3BITYBaHHSA NPO NO6IYHI peakLii Ta
BMPOGHULITBA, BUMYCK [0 po3ginis "YnakoBka'(yTOUHEHHS
cepii: indpopmawii), "Cknan”(pesaxuiiHi
ToBapwucTBO 3 npasku).
06MEXEHOI0
BiAMOBIAA/TBHICTIO MepiognyHiCTb NOAAHHSA PerynsipHo
"GapmaueBTnyHa OHOBJIHOBAHOrO 3BIiTY 3 6e3neku,
KomnaHis "3gopos'a”, BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS
YkpaiHa thapmakoHarnagy, 3aTBepKeHoro
KOHTPO/Ib SIKOCTI: Haka3oM MiHicTepcTBa OXOpPOHU
ToBapucTeo 3 300pOoB’s YKpainu Big 27 rpyaHsa 2006
o6MexeHo poky Ne 898, 3apeecTpoBaHoro B
BiANoBigasIbHICTIO MiHicTepcTBi loCcTULIT YKpaiHu 29 ciuHs
"®APMEKC IPymn", 2007 poky 3a Ne 73/13340 (y pegaxuii
YkpaiHa Haka3y MiHicTepcTBa OXOPOHMW 310POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
18. | CUHA®/AH- mMasb, 0,25 mr/rno 151 | TOBAPUCT Ykpaina BCi cTagii YkpaiHa nepepeecTpauisi Ha He0BMeXeHWi 3a He UA/17581/01/01
300POB'A y Ty6i; no 1 Ty6iy BO 3 BMPOGHMLITBA, TEepMiH peyenmom nionsizae
Kopo6Li 3 KapTOHY OBMEXEH KOHTPO/Ib SIKOCTI, OHOB/IEHO iHGhopMaLLito B IHCTPYKLUIT Ans
(0],0) BWMYCK Cepii: MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
BIAMOBIOA ToBapucTBO 3 3acoby y po3gini "MobivHi peakuii” woao
NBHICTHO 06MEXEHO BaX/IMBOCTI 3BiTYBaHHs Npo NobiyHi
«KOPINMOPA BiANOBIAA/TIbHICTIO peakuiji.
LA "®GapmaueBTnyHa
«300POB’A KoMnaHis "3gopos'a”, MepioanyHiCTb NOAAHHA perynsipHo
» YkpaiHa OHOBJ1HOBAHOrO 3BIiTY 3 6e3neKu,




Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BCi cTagii BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
BMPOGHMLITBA, BUMYCK dhapmakoHarnsgy, 3aTBepkeHoro
cepii: Haka3oM MiHicTepcTBa OXOPOHM
ToBapucTBO 3 300pOoB’s YKpaiHu Big, 27 rpyaHsa 2006
06MeXeHo poky Ne 898, 3apeecTpoBaHoro B
BiANOBIAA/TbHICTIO MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
"®apmavueBTuyHa 2007 poky 3a Ne 73/13340 (y pegaxuii
KoMnaHis "3gopos'a”, Haka3y MiHicTepcTBa OXOPOHY 34,0pP0B's
YkpaiHa Ykpainu Bif 26 BepecHsn 2016 poky Ne
KOHTPO/b SKOCTI: 996), CTaHOBMUTB: 3riHO 3i CTPOKaMM,
ToBapwucTBO 3 3a3HayYeHUMKN y NepioaNYHOCTI NoAaHHSA
obmexeHoro perynsapHux 3BiTiB 3 6e3neku.
BiAMNOBiga/IbHICTIO
"®APMEKC IPY1",
YKpaiHa
HauvanbHuk

dapmaneBTUYHOr0 yNpaB/IiHHSA

Tapac JIICKOBCHhKUI




ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJUUYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIO40 AKX BYJ/IN BHECEHI

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»

Bi 08 KkBiTHA 2024 poky Ne 587

3ACOBIB YKPATHA

3MIHMU 10 PEECTPAIIIMHIX MATEPIAJIIB, AKI BHOCATHCSA 1O JTEPKABHOI'O PEECTPY JIIKAPCEKHNX

Ne

Hassa

Popma sunycky

3asBHUK

KpaiHa Bupo6HuUKk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHS1* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
1. | ABEMETIOHIH MOPOLLIOK (Cy6CTaHLis) AT YkpaiHa LWaHaoHr KuHYeHr Kutaii BHECEHHS 3MiH [0 peecTpaLjiiHnX - - UA/19986/01/01
1,4- y NOABiiHNX NakeTax 3 "®apmak” Bio-®apmacbloTikau martepianis: 3MiHW | TUMY - 3MiHX 3 AKOCTI.
BYTAHAUCYN nonieTUuIeHy H13bKOI Ko., 114, A®I. KoHTponb A®I. 3miHa y napameTpax
b®OHAT WiNbHOCTI Ans cneumdgikauiii Ta/abo 4ONyCTUMUX MEX,
hapmaueBTUYHOTO BM3HAYEHUX Y cneundikauisix Ha Adl, abo
3aCcTOCyBaHHS BVXiHWIA/NPOMIDKHWIA NpoAYKT/pearexT, Wwo
BMKOPUCTOBYIOTLCS Y NPOLEC BUPOOHMLTBA
A®I (iHWi 3MiHW), BHECEHHA 3MiH 10
cneumdikaLii Ta MeToAiB KOHTPOIO 3a
nokasHukom «OnTuyHe 0bepTaHHs», a came
nprBeAeHHs Ha3BM NokasHuka f0
OoKyMeHTaUiT BUpo6HuKa LLlanaoHr
[xuHuenr Bio-dapmacktoTikan Ko., N4,
Kutaii, a came «Specific rotation», o
YKpaiHCbKOK MOBOIO BiAMNOBIAAE Ha3Bi
nokasHuka «lMutome onTuyHe ob6epTaHH:A».
OKpiM TOr0 3MiIHEHO KPUTEPIi NPUAHATHOCTI
nokasHuka BignosigHo ao n. 2.2.7
€Bponelicbkoi ®apmakonei, a came
[onycTUMI Mexi BUpaxaroTb 6e3 3a3HaueHHs
pO3MipHOCTI
2. | ABIPATEPOH TabneTkn, BKPUTI ToBapucTBO YKpaina [03BiN HA BMNYCK CnoseHis/ BHECEHHS 3MiH 40 peecTpaLiiHnX 3a UA/19750/01/02
CAHAO3® NAiBKOBOO 3 cepiii: Kinp mMartepianis: YTOYHEHHS1 HarNnUCaHHsA peyenmom
06010HKO0, No 250 06MexeHot Nek Ao3yBaHHA B Haka3i MO3 YkpaiHu Ne 517
mr, no 10 TabneTok y BignoBigasib dapmaueBTUYHaA BiA 26.03.2024 B npoueci BHECEHHS 3MiH
6nicTepi, no 12 HiCTIO KoMnaHis 4.4., (Type IB - B.l.z: Other quality change to
6nicTepiB y KAPTOHHIl "CaHpo3 CnoBeHis; active ingredient
Kopoo6Ui YkpaiHa" BMPOBHMUTBO in Type IB - B.l.a.2.e: Changes in the

bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHs,

TeCTyBaHHS, 103BiN

manufacturing process of the active
substance. Minor change to the restricted
part of the DMF
Type IB - B.l.a.2.e: Changes in the




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy

(nikapcbka chopma,

ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Ha BUMYCK Cepili:
Pewmegika Nta., Kinp

manufacturing process of the active
substance. Minor change to the restricted
part of the DMF
Type IB - B.l.a.2.e: Changes in the
manufacturing process of the active
substance Minor change to the restricted
part of the DMF).

Pepakuis B Hakasi - Tabs1eTkun, BKPUTI
MNiBKOBOK 060/10HKO0, Mo 250 mr, no 10
TabneTtok y 6nictepi, no 12 6nictepis y
KapTOHHI kopo6ui; no 500 mr, no 14
Tabnetok y 6nictepi, no 4 6nictepn y
KapTOHHI kopo6ui. BipHa pegakuis -
TabneTku, BKpUTi N1iBKOBOIO
060/10HKO}0, N0 250 Mr, no 10 Ta6neToK y
6nicTepi, no 12 6nicTepiB y KapTOHHiI
KopooLi

AKNACTA

po34nH gNns iHdysii, 5

Mr/100 mn; no 100 mn
y thnakoHi; no 1
hnakoHy B KOpoo6L;i 3
KapToHY

TOB
"CaHpo3
YkpaiHa"

Ykpaina

BMPOGHMLITBO 3a
MOBHUM LIIK/TOM:
HosapTic ®apma
LLiTelin AT,
LlBeiiuapis
BMPOBHULTBO,
nepBuHHe
nakyBaHHs:
Ppe3seHiyc Kabi
ABCTpist TM6X,
ABCTpIst
KOHTPO/1b SIKOCTI 3@
NoKa3HUKOM
"BakTepiabHi
€HAO0TOKCUHKN":
®pe3seHiyc Kabi
ABcTpia M'm6X,
ABCTpIst
KOHTPO/b AKOCTI 3a
MOKa3HNKOM
"CTepubHICTb":
ATEC M'm6X IMEL,
ABCTpIst

LLisenuapis/
ABcTpist

BHECEHHS 3MiH [0 peecTpaLjiiHnX
matepianis: 3miHa 3asBHuka 13 (MIBIM)
(BNacHuKa peecTpauiiHoro nNocBig4YeHHs)
(3rigHo Hakaly MO3 Big 23.07.2015 Ne 460):
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micasa
3aTBEPKEHHS. 3MiHN | TUny - 3MiHK LWoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
BeegeHHs1 ab0 3MiHW A0 y3arasibHeHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPo
cuctemy chapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAabHOI 3a
3[iiCHEHHS hapMakoHarnaay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asasBHuka ans
3[jiCHEHHs1 hapMakoHarnsay B YkpaiHi,
AIKLLO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT
0co6u, BignoBigabHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknyatoum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MiLLEHHI MacTep-
haiina cuctemu papmakoHarnagy) 3miHa
YMNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. [irova
pegnakuis: Aasig OxoH flesic / David John
Lewis. MponoHoBaHa pefakuis: TaHacoBa
3opsiHa MukonaiBHa. 3MiHa KOHTaKTHUX
[JaHnX YNoBHOBaXEHOT 0CO6M 3asBHMKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
MicLe3HaxoMKeHHs macTep-haiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa
MicL 34iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy.

3a
peyerimom

UA/4099/01/01
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Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

AKHETIH®

Karcynv rno 8 mr; no
10 kancyn y 6nicTepi;
no 3 6nictepn y
KapTOHHI KOpo6Lyi

AppaH-
[aneHcbKuii
Nab6opaTopi

na.a.

Xopsartis

C.M.B. TexHonogxi
CA

Benbris

BHECEHHS 3MiH IO peecTpavLiiiHnX
MaTepianis: TexHiyHa noMunka (3rigHo
Hakasy MO3 Big 23.07.2015 Ne 460).
TexHi4yHy MOMW/KY BUNPABIEHO B iHCTPYKL,i
ON9 MeAUYHOro 3acTOCYBaHHS NikapCbKoro
3aco6y, a caMe: HEBIpPHO 3a3Ha4YeHunin Homep
peecTpaLiiHOro NocBig4YeHHS.
3ATBEPO)XEHO:
3ATBEPXXEHO
Haka3 MiHicTepcTBa 0XOpPOHM
3[10p0B’A YKpaiHu
05.12.2019 Ne 2381
PeecTpauiiHe nocsigyeHHs
Ne UA/10316/01/01
Ne UA/10316/01/01
3AMNPOMNOHOBAHO:
3ATBEP)XEHO
Haka3s MiHicTepcTBa 0XOpOHM
3[10p0B’A YKpaiHn
05.12.2019 Ne 2381
PeecTpauiiiHe noceigYeHHs
Ne UA/10316/01/01
Ne UA/10316/01/02
3a3HayeHe BUMNpaB/ieHHA BigNoBifae
apxiBHMM MaTepiasiam peecTpavjiiiHoro
[0CbE.

3a
peyenmom

UA/10316/01/01

AKHETIH®

Kancysv no 16 mr; no
10 kancyn y 6nicTepi;
no 3 6nictepn y
KapTOHHI Kopo6Lyi

Anpax-
laneHcbkuii
Nab6opaTopi

na.a.

Xopsaris

C.M.B. TexHonogxi
CA

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiHnX
Marepianis: TexHiuyHa nomuska (3rigHo
Haka3y MO3 Bif 23.07.2015 Ne 460).
TexHi4yHy NOMWKY BUNPAaBIEHO B iHCTPYKLi
O719 MEeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby, a came: HEBIPHO 3a3HayYeHunii Homep
peecTpaLiniHOro NoCBiAYEHHS.
3ATBEPXKEHO:
3ATBEPIXXEHO
Haka3s MiHicTepcTBa 0XOpPOHK
3[10p0B’A YKpaiHu
05.12.2019 Ne 2381
PeecTtpauiiiHe nocsigyeHHs
Ne UA/10316/01/01
Ne UA/10316/01/01
3AMPOMNOHOBAHO:
3ATBEPIXKEHO
Haka3 MiHicTepcTBa 0XOpOHU
3[0pOB’s1 YKpaiHu
05.12.2019 Ne 2381
PeecTpauiiiHe nocsigyeHHs
Ne UA/10316/01/01

3a
peyerimom

UA/10316/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Ne UA/10316/01/02
3as3HayeHe BUNpaB/IeHHS BignoBigae
apxiBHMM MaTepianam peecTpaliiiHoro
[OCbE.

ANEPCIC

po34unH opasbHmii, 0,5
mr/Mn; no 60 mn
PO34unHy y chnakoHi; no
1 chnakoHy pasom 3
MiPHVUM CTakaH4yMKoM y
KapTOHHI nayui

MPO®APM
A
IHTEpHeLLHN
TpeiguHr
Nimiten

MasbTa

Na6opatopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaLiiiHx
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(n) A0 30608B'A3aHb Ta
YMOB BUaui peecTpauiliHoro noceig4eHHs,
BK/IIOHa0uM MNnaH ynpasniHHA pusnkamm
(3acToCcyBaHHA TEKCTY, KW NOrOMKEHNI 3
KOMMETEHTHUM OpraHom) - 3assBHUKOM
MPODAPMA IHTepHelwHN TpeianHr
NimiTen,ManbTa HagaHo oHoB/EHWIA MnaH
ynpasniHHA pu3nkamu Bepcis 1.1 3miHn
BHECEHO [0 YacCTuH: | «3arasibHa
iHhopMauis» V «3axoam 3 MiHimizawii
pu3ukiB», VI «Pe3stome nnaHy ynpasniHHA
pusukammn» VIl «[logatkm» (gogatok 2) y
3B’A3KY 3 OHOB/IEHHAM iH(popmaLlii 3 6e3neku
Aito40T peyvoBMHN fesnopatadvH Ha nigcTasi
pekomeHgauii PRAC, Lo po3MilleHi Ha
ocpiyiiHomy caiiti EMA Ta Ha odoiljiiiHoMy
canti AELl, Wwo € pyTMHHMMK 3axogamu 3
MiHimi3aLii pusukis. Pestome MNnany
ynpasniHHA pu3vkamu Bepcis 1.1 goaaeTbes

6e3
peyenma

UA/13643/01/01

ANNYHA

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKOO; No 10
TabneTtok y 6nictepi;
no 1 a6o 3 6nictepu B
KapTOHHI Kopo6Lyi

Amakca itg

Benuka
BpuTaHis

BMPOGHULITBO 3a
MOBHUM LIIK/TOM:
Makc Liennep 3b0He
Ar, Liseiiuapis
nepBuHHE
nakyBaHHs
(chacyBaHHs),
BTOPVHHE
nakyBaHHs1,
MapKyBaHHs:
Coro ®nopgic
IHTEepHeLHN
CeiT3epneHg CA,
LBeiiuapis
KOHTPO/Tb SKOCTI:
Na6op LonniHrep
Ar, LLBeliuapis
KOHTPO/Tb SIKOCTI:
IHTepna6op benn
Ar, Wseiiuapis

LLseiuapis

BHECEHHS 3MiH [0 peecTpavLjiiHnX
marepianis: 3mMiHu | TMny - AgMiHICTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

3as1BHMKA (BNacHMKa peecTpauiiiHoro
noceigyeHHs). 3MiHW BHECEHO Y pO34in
"3asBHYK" B IHCTPYKLiIO NS MEeAUYHOTO
3acTOCyBaHHS NMikapCcbKOro 3acoby Ta sk
HacnifokK - y TeKCT MapKyBaHHs ynakoBKu
nikapcbKoro 3acoby. BeeeHHs 3MmiH
NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMAKEHHS.

3MiHu | TUny - 3MiHK Woa0
6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHN BHECEHO Y TEKCT
MapKyBaHHSA BTOPUHHOT yNakoBku y M. 8.
OATA 3AKIHYEHHA TEPMIHY
MPNOATHOCTI, n. 12. HOMEP
PEECTPALIMHOIO MOCBIAYEHHSA, n.
13. HOMEP CEPIi IKAPCBKOIO
3ACOBY) Ta Buny4yeHo iHgopmadiito,
3a3HayeHy pociiicbkoo MOBO. BBeaeHHs

3MiH NpOoTAroM 6-Tu MicsliB nicns

6e3
peyenma

nidnsieae

UA/11711/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3aTBEPAKEHHSA
8. | ANNIONYPUHON- | TabneTkn no 300 mr; TOBAPUCT Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHx 3a - UA/19063/01/02
340POB'A no 10 Tabnetok y BO 3 06MeXeHOo MaTepianis: 3MiHa 3asBHuKa J13 (MIBIT) peyenmom
6nicTepi; no 1 abo 5 OBMEXXEH BiANOBIAA/LHICTIO (BnacHvKa peecTpauiiHoro NocBiAYeHHs)
6nictepis y Kopobu,i 3 (e]}0} "papmMaueBTUYHaA (3rigHo Haka3dy MO3 Big 23.07.2015 Ne 460).
KapTOHY BIANOBIOA KomnaHis "3gopos'a” BBefeHHs 3MiH NpoTArom 6-T MicAUiB nmicas
JIbHICTIO 3aTBEpAXEHHS. 3MiHM | Tuny - 3MiHK Woao
«KOPIMNOPA 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy.
LA BeefeHHst ab0 3MiHM [0 y3araslbHEHUX
«30POB’A [JaHnx npo cuctemy dpapmakoHarnsgy
» (BBEAEHHSA Y3araslbHEHVX AaHUX NPO
cuctemy thapmakoHarnsgy, 3amiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
3[jiiCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHvKa ANs
3[jicCHeHHs hapMakoHarnisay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNOBHOBaXXEHOI
0co6w, BignoBigaibHOI 3a 34jiMCHEHHS
thapmakoHarnagy (BK/Io4akum KOHTaKTHi
naHi) Ta/abo 3MiHN y po3MiLLEeHHI MacTep-
thainna cuctemmn thapmakoHarnsagy).
3MiHa ynoBHOBaXkeHOi 0CO6U 3asBHUKA,
BignoBigasbHOI 3a hapmakoHarnsag. Jitoya
peaakuist: LeueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: Manosa Onera
MuKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XeHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
Homepa MacTep-thaiina cucremm
hapmakoHarnsgy.
9. | ANONYPUHONN- | Tabnetku no 100 wmr; TOBAPUCT Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a - UA/19063/01/01
340POB'A no 10 TabneTok y BO 3 06MeXeHo MaTepianis: 3miHa 3asBHuKa J13 (MIBIT) peuenmom
6nicTepi, no 5 OBMEXEH BiANOBIAALHICTIO (BNacHvka peecTpauiiiHoro NocBig4YeHHs)
6nicTepiB y kopobLi 3 (0]}6} "papmMaueBTNYHa (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
KapTOHY BIANOBIOA KoMnaHis "3g0pos'a” BBefeHHs 3MiH NpoTAroM 6-Tn micsAuiB nicns
NBHICTIO 3arBepaKeHHs. 3MiHu | Tuny - 3MiHK Woao
«KOPIMNOPA 6e3nekn/ehekTMBHOCTI Ta hapMakoHariagy.
LA BBeneHHs abo 3MiHM [0 y3arasibHeHuX
«3[1J0POB’'A

»

[JaHnx npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBigaIbHOI 3a
3[iiCHeHHs chapMakoHarnaay; KOHTakTHOT
0ocobu 3 hapmakoHarnsgy 3asBHUka ans
3[jiiCHeHHs hapmMakoHarnsay B YkpaiHi,
AKLLO BOHA BiMiHHa BiJ, yNIOBHOBaXXEHOT
ocobu, BignoBigabHOI 3a 3AiACHEHHS

dhapmakoHarnsay (Bk1Yarym KOHTaKTHI
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
[OaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy).
3MiHa yNnoBHOBaXXEHOI 0CO6M 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapmMakoHarisg. [irova
pepakuis: LesueHko OneHa IropisHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOB&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
Homepa macTtep-thaiina cucremn
chapmakoHarnsgy.
10. | ANYBIA TabneTkn, BKpUTI E66Bi Lsenuapi NOBHUI LMK HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHnX 3a He UA/6423/01/01
nniBKOBOIO Biochapmacb a BMPOGHMLTBA: mMarepianis: 3miHu | Tvny - 3MiH WoA0 peyenmom | niosisi2ae
060/10HKO10, No 200 loTikan3 E668i [oiiuneHs 6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnagy
mr/50 mr; no 120 6X v6X i Ko. KT, (iHLWi 3MiHW). 3MiHVM BHECEHO A0 iHCTPYKLi
TabneTok y chriakoHi; HimeuunHa [ON151 MeAUYHOro 3aCTOCyBaHHS /iKapCbKoro
no 1 dpnakoHy y 3acoby A0 po3giny "3acTocyBaHHA y nepios
KapTOHHI Kopo6Lyi BariTHoCTi abo rogysaHHs rpyaat”
BiANOBIAHO A0 pekomeHgauin CHMP, a
TakoX A04AaHO AaHi LWoA0 BMICTY HaTpIilo Y
po3gini "OcobnmnBoCTi 3aCcTOoCyBaHHA"
IHCTPYKLT 418 MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby. BeeeHHs 3MiH
npoTArom 6-T1 MiCALIB NiCNs 3aTBEPMKEHHS.
11. | ANYBIA TabneTku, BKpUTI E66Bi LLiBeiuapi NOBHUIA LMK HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a He UA/6423/01/02
nniBKOBOKO Biochapmach a BMpO6GHULTBA: mMaTtepianis: 3MiHn | TUNy - 3MiHK WOA0 peuyenmom | nidssizae
060n0Hkoto, no 100 toTiKan3 E668i [loiiuneHs 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
Mmr/25 mr; no 60 M6X v6X i Ko. KT, (iHWi 3MiHW). 3MiHVY BHECEHO A0 IHCTPYKUIT
TabneTok y hNakoHi; HimeuunHa 0151 MeAUUYHOro 3aCTOCyBaHHA NiKapcbKoro
no 1 pnakoHy y 3acoby [0 po3ainy "3acTtocyBaHHs y nepiog
KapTOHHI Kopo6Li BariTHocCTi abo rogyBaHHs rpyaato”
BiANOBIAHO A0 pekomeHaauin CHMP, a
TakoX [0AaHO AaHi WoAo BMICTY HaTpilo y
po3gaini "Ocob/mBOCTi 3acTOCyBaHHA"
IHCTPYKLT ANA MeAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby. BeefeHHs 3MiH
NpoTArom 6-T1M MicsLIB NicNsa 3aTBEPAKEHHS.
12. | AZIbMIHAA TabneTku, BKpUTI ACTPA3EH Lsewis BMPOOHULITBO Lseuis BHECEHHS 3MiH 10 peecTpavLinHnx 3a - UA/20307/01/01
NNiBKOBOKO EKA Ab TabneTok, mMaTtepianis: 3MiHu | TUNy - 3MiHK WoOA0 peyenmom
060/10HKOI0, MO 60 Mr, BUNPOOYBaHHS, 6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy
no 14 tTabneTtok y nakyBaHHs (iHLWwi 3MiHW). OHOBNEHHA TEKCTY
6nictepi; no 4 nikapcbkoro 3acoby, MapKyBaHHS1 NEPBUHHOT Ta BTOPVHHOT
6nicTepy y KapTOHHiIl BUMYCK cepii: yNakoBOK /1iKapCbKoro 3acoby, a came: y n.
Kopoo6Li AcTtpa3eHeka Ab, 12 "Homep peecTpauiiHoro noceig4eHHs"
LLIBeuis BTOPWHHOT YNaKOBKM TEKCTY MapKyBaHHA

BHECEHO 3aTBEpPOKEHUI HOMEp
peecTpaLiiHoro noceigyeHHst; y n. 6 IHWE
NEePBMHHOT YNAKOBKM TEKCTY MapKyBaHHS
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Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
A0faHo iHdopMmaLito Npo rpadiivHi CMMBOIN.
13. | A/IbMIHOA TabneTku, BKPUTI ACTPA3EH LLseuis BMPOBGHULITBO LBewis BHECEHHS 3MiH [10 peecTpaLiiiHx 3a - UA/20307/01/02
nNiBKOBOKO EKA Ab TabneTok, mMaTtepianis: 3MiHu | TURy - 3MiHN WoA0 peyernmom
o6onoHkoto, no 90 wmr, BMNPOGYBaHHS, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
no 14 tabnetok y nakyBaHHs (iHWi 3miHW). OHOB/IEHHSA TEKCTY
6nicTepi; no 1 a6o 4 nikapcbKoro 3acooy, MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
6nicTepy y KapTOHHIl BWMYCK Cepil: yMakoBOK NikapcbKoro 3acoby, a came: y n.
KopooLi AcTtpa3eHeka Ab, 12 "Homep peecTpauiiHoro noceigyeHHs"
Lseuis BTOPVHHOT YNAKOBKM TEKCTY MapKyBaHHS
BHECEHO 3aTBeppKeHuii Homep
peecTpaLiiHoro noceigyeHHst; y n. 6 IHLWE
NEePBUHHOI YNaKOBKMN TEKCTY MapKyBaHHSA
A0faHo iHdopMmauito Npo rpadiivHi CMMBOIN.
14. | AMBPOKCOI/- cupon, 15 mr/5 mn, no TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHnx 6e3 - UA/5897/01/01
340POB'A 100 mn y donakoHi; no BO 3 BMPOGHMLITBA, marepianis: 3MiHW | TUMY - 3MiHW 3 SKOCTI. peyenma
1 chnakoHy pasom 3 OBMEXEH KOHTPO/b SIKOCTI, [oTOBMIA Nikapcbkuii 3aci6. Cuctema
MIpPHOIO JTOXKOIO B (e]}0} BMNYCK cepil: KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
KapTOHHI KOpoo6Li; No BIAMOBIOA ToBapucTso 3 nocTavasibHuKa nakyBasibHUX MaTepianis
2,5 mn abo 5 mn, abo NIbHICTHO 06MexeHo ab0 KOMMNEKTYUMX (SKLWO 3a3Ha4YeHo B
10 mn y cawe; no 20 «KOPIMOPA BiANOBIAA/ILHICTIO [ocbe) (3amiHa abo fofaBaHHsA
calle B KapTOHHIi LA "®apmMaleBTNYHa noctayasibHuKa); CynyTHS 3MiHa
Kopoo6Li «300POB'A KOMnaHis - 3MiHM 3 AKOCTI. [0TOBWIA NiKapCbKWii 3aci6.
» "3p0poB'a", YkpaiHa Cuctema KoHTelHep/3akynoptoBasibHWi
BCi cTagii 3aci6. 3miHa chopmm abo posmipy
BMPOGHMLITBA, KOHTelHepa 4n 3aKyrnoproBaslbHOro 3acoby
KOHTPO/b SIKOCTi: (NepBUHHOI ynakoBkn) (HeCTepUNbHi
ToBapucTso 3 nikapcbki 3ac06M) - BBEAEHHS HOBOIO
06MeXeHoto BMPOGHMKa NaKyBasIbHOro Matepiany
BiANOBIAA/ILHICTIO (kpuwwkm) TOB «Cratyc», YkpaiHa,
"XapkiBCcbke [04aTKOBOrO A0 3aTBEPAKEHNX BUPOOHUKIB.
hapmaueBTuyHe Bigbyucb He3HauHi 3MiHW rabapuTHUX
nigNPUEMCTBO po3mipis NepBrHHOI ynakosku (Kpuiku &
"30p0B'A Hapoay", 28). AAkicHWi1 Ta KinbKiCHUIA cknag,
YKpaiHa nakyBaslbHOTO MaTepiasny He 3MiHUANCS.
3arBepaKeHo:
TOB "MnacTtxim", YkpaiHa; TOB
"MPOGINNACT NTA", Ykpaina; NMpAT
"®ipma Eninc", Ykpaina; TOB "®apmmaru",
YkpaiHa; TOB "dapmaueBTuyHa cipma
"BepTekc", YkpaiHa; 3anponoHosaHo: TOB
"MnacTxim", Ykpaina; TOB "MPODINNACT
NTA", Ykpaina; MpAT "®ipma Eninc”,
Ykpaina; TOB "®apmmall", YkpaiHa; TOB
"®apmaueBTmyHa hipma "BepTekc”,
YkpaiHa; TOB "Cratyc", YkpaiHa
15. | AMBPOKCOI/- cupon, 30 mr/5 M no TOBAPUCT Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHnX 6e3 - UA/5897/01/02
340POB'A 100 mn y donakoHi; no BO 3 BMPOGHULITBA, marepianis: 3miHu | TMny - 3MiHW 3 AKOCTI. peyenma
POPTE 1 chnakoHy pasom 3 OBMEXXEH KOHTPO/b SKOCTI, "oTOBMIA NliKApPCbKMiA 3aci6. Cuctema
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MipHOIO JTOXKOK B e]}0) BWMYCK Cepil: KOHTeliHep/3aKyrnoptoBaibHWii 3aci6. 3MiHa
KapTOHHI kopobuy; BIAMOBIOA ToBapucTso 3 nocravasibHuKa nakyBasibHUX MaTepianis
no 5 mny cawe; no 20 NbHICTIO 06MexeHot ab0 KOMMNNEKTYOUMX (KO 3a3Ha4YeHo B
calle y kopobui 3 «KOPIMOPA BiANOBIAA/IbHICTIO Jocbe) (3amiHa abo foaaBaHHSA
KapTOHY LA "®apmavueBTnyHa nocravanbHuka) CynyTHs 3MmiHa - 3MiHU 3
«30POB’A KOMnaHis AkocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
» "3popoB's”, YkpaiHa KOHTeliHep/3aKyrnopoBaibHWii 3aci6. 3MiHa
BCi cTagii chopmum abo po3Mipy KOHTelHepa un
BMPOGHMLITBA, 3aKynoproBasibHOro 3acoby (NepBUHHOI
KOHTPO/b SKOCTI: yMakoBKM) (HeCTEPUSIbHI Nlikapcbki 3aco6m)
ToBapwuCTBO 3 BBE/leHHs1 HOBOTO BUPOGHMKa NaKyBasIbHOro
06MexeHot marepiany (kpuwkun) TOB «CTtatyc»,
BifJNOBIAAIbHICTIO YkpaiHa, J0AaTKOBOro A0 3aTBepKEHNX
"XapkiBcbke BUPOGHMKIB. Bigbynuce He3HauHi 3MiHW
hapmaueBTuyHe rabapuTHVX Po3mipiB NEPBUHHOI YNaKoBKN
nianpueMCTBO (Kpnwwkun @ 28). AKiCHWA Ta KinbKICHWA cknag
"340p0oB'a Hapoay", nakyBasiIbHOr0O MaTepiany He 3MiHUAKCS.
YKpaiHa
16. | AHANMDBIIH - Tabnetku, no 10 ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpaviiiHnX 6e3 nionsizae UA/15689/01/01
ANBA30N - Tabnetok y 6nictepi; 3 [0[aTKOBOIO mMartepianis: 3MiHK | TUNy - 3MiHK WOA0 peyenma
NMANABEPVH no 1 6nictepy B nauui; | [0AATKOBO BiANOBIAAILHICTIO 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
no 10 TabneTtok 'y BignoBigab "IHTEPXIM" 3MiHa y KOpOTKill XxapakTepucTumui
6nictepi HiCTIO niKkapcbKoro 3acoby, TeKCTi MapKyBaHHSA Ta
"IHTEPXIM" IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha

nigcTaBi perynspHO OHOB/HOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpauiiiHni
nepiog, abo sk pesynbTar OLiHKM 3BTy 3
OOCNifKeHb, NPOBEAEHNX BiAMOBIAHO A0
nnaHy negiatpuuHux gocnimpkeHs (PIP)
(3MiHY Y3rof>XeHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHoM), 3MiHW BHECEHI
[0 IHCTPYKUiT NS MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"Oco6nmBocTi 3acTocyBaHHs", "M06iYHi
peakujii" woao 6e3nekn 3acTocyBaHHA
nikapcbKoro 3acoby. BeeeHHs 3MiH
npoTArom 3-0X MicsLiB Nicns 3aTBEPKEHHS,
CynyTHS 3MiHa
- 3MiHM Wono 6e3nekn/eddekTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo 3miHa(u)
[0 3000B'A3aHb Ta YMOB BMAaadi
peecTpaLiiHoro NocBiAYeHHs, BKIYaoun
MnaH ynpae/iHHA pr3nKamMm (3aCTOCYBaHHS
TEKCTY, SKWUIA NOTOKEHNI 3 KOMNETEHTHUM
opraHom), 3asiBHUKOM HafaHO OHOB/EHWIA

MnaH ynpasniHHA pu3nkamn Bepcis 3.0,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MiHM BHeceHo go u. |, 11, 11, V, VI, VII
BiANOBIAHO A0 aKTyanizoBaHoi IHCTPYKLT
0151 MeNYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby

17.

ANINPOCT

kancynu no 10 kancyn
y 6nictepi; no 3 abo 6
6nicTepiB y KAPTOHHIl
KopooLi

TOBAPUCT
BO 3
OBMEXEH
fo]e)
BIAMOBIJA
NBHICTIO
«KOPTMOPA
LS
«3[]0POB'A

»

YkpaiHa

ToBapucTso 3
06MEXEHOI0
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHx
mMarepianis: 3miHa 3asBHuka 13 (MIBIM)
(BnacHvKa peecTpauiiHoro nocBigYeHHs)
(3rigHo Haka3dy MO3 Big 23.07.2015 Ne 460).
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nmicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekun/edekTUBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX
JaHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPo
cuctemy thapmakoHarnsgy, 3amiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoOT 3a
3[jiiCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asaBHvKa Ans
3[jicCHeHHs1 hapMakoHarnsay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNOBHOBaXXEHOI
0cobw, BignoBigaibHOI 3a 3A4jiMCHEHHS
thapmakoHarnagy (BKIo4akum KOHTaKTHi
naHi) Ta/abo 3MiHWM y po3MiLLEeHHI MacTep-
harina cuctemmn chapmakoHarnsgy).
3MiHa ynoBHOBaXkeHOi 0CO6U 3asBHUKA,
BignoBigasbHOI 3a hapmakoHarnsag. Jitoya
peaakuist: LeueHko OneHa IropiBHa.
MponoHoBaHa pegakuis: Manosa Onera
MukKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
Homepa MacTep-thaiina cucremm
hapmakoHarnsgy.

6e3
peyenma

UA/8194/01/01

18.

APIC

MOPOLUOK A1 PO34KHY
Ons iHgysiino 1r;
onakoH 30 mMn i3
Npo30poro ckna,
3a4MHEHWIA Cipoto
ryMOBOIO MPOGKOHO i
BiIPVBHOIO KPULLIKOHO,
B KapTOHHIi1 kopobu,i

CaH
dapmacboT
nkan
IHoacTpi3
Nimiteq

IHAjs

CaH
PapmacboTuKan
IHaacTpi3 Nimiteq,

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI.
oTOBUIA NNikapCbkMii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasnbHWii 3aci6. 3MiHa
chopmun abo po3Mipy KOHTelHepa uu
3aKynoproBasIbHOTO 3acoby (MepBUHHOT
yNakoBKM) (CTEPUNbHI NiKapCbki 3acobu)
BHECEeHHS 3MiH o p. 3.2.P.7. Cuctema

KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a came

KOHKpeTM3aLlisi po3mipy ynakoBKu
(cbnakoHa), 3 BHECEHHSIM BifNOBIAHMX 3MiH
[0 p. «YnakoBka» MKA N13. 3mMiHW BHeCeHO
B iHCTPYKL,il0 4151 MeANYHOrO 3aCTOCYBaHHS

nNiKapcbKoro 3acoby y po3ain "yYnakoska'.
BBefeHHs 3MiH NpoTArom 6-Tv MicauiB nicas

3a
peyenmom

He
nionsieae

UA/12235/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3aTBEpMXEHHS. 3MiHK | Tuny - 3MiHK 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
rOTOBOrO /1iKapCbKOro 3acoby (iHLi 3MiHW).
BuknageHHs MeTogiB KOHTPOIIO AKOCTI Ha
niKkapcbki 3aC06M YKpPaiHCbKOK MOBOHO.
19. | APIC NOPOLLIOK A5 PO3UNHY CaH IHAjs CaH IHAis BHECEHHS 3MiH [0 peecTpavLjiiHnX 3a He UA/12235/01/01
Ons iHdysiii no 500 dapmacboT dapmacbloTrKan mMarepianis: 3mMiHu | TMny - 3MiHM 3 AKOCTI. peyenmom | mniossi2ae
mr; cpnakoH 30 mn i3 nkan IHpacTpi3 Niviteq, [oTOBMIA Nikapcbkuii 3aci6. Cuctema
Nnpo30poro ckna, IHaacTpi3 KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
3a4MHEHWIA Cipoto Nimiteq chopmm abo po3Mipy KOHTelHepa un
ryMOBOIO MPOBGKOIO i 3aKynoproBasibHOro 3acoby (MepBUHHOIT
BiPVIBHOI KPULLIKOIO, yNakoBKK) (CTepubHI nikapcbki 3acobu)
B KapTOHHIil kopobu,i BHECEHHS 3MiH fo p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWIA 3acib, a came
KOHKpeTun3aLis po3mipy ynakoBKku
(dbnakoHa), 3 BHECEHHAM BIiAMNOBIAHNX 3MiH
0o p. «YnakoBka» MKA 3. 3MiHM BHECEHO
B IHCTPYKLiO 415 MeANYHOro 3acTocyBaHHs
NiKapcbKoro 3acoby y po3ain "Ynakoska'".
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS. 3MiHM | TUny - 3MiHKM 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acoby (iHLi 3MiHK).
BuknageHHs MeTogaiB KOHTPOSIO AKOCTi Ha
NiKapcbki 3aC06M YKPaiHCbKOK MOBOH).
20. | APTELXKA® emynbrenb ans MPAT YkpaiHa BUpO6HUK, YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHnx 6e3 nionsieae UA/4699/01/01
EMYNbIrE/b 30BHILLHbOrO "®ITOPAPM BiANOBigabHNI 3a marepianis: 3mMiHu | Trny - 3MiHM 3 AKOCTI. peyenma
3acTocyBaHHs 5 %; 25 " BMPOGHMLITBO, [oTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
ra6o 40 ry 1y6i; no 1 nepBrHHE, BTOPUHHE BMPOBGHUUTBI. 3MiHa iMnopTepa/3aMiHu, LWo
Ty6i B nauLji 3 KapToHY nakyBaHHs, CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPO/II0
KOHTPO/b AKOCTI: AAKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa
MPAT a60 fofasaHHA BUPOGHYKA, LLLO Bignosigae
«OITOPAPM», 3a BBE3EHHSA Ta/abo Bunyck cepii) - He
YKpaiHa BK/10HAKUM KOHTPO/1b/BUNPOGYBaHHSA cepii.
BUpO6HUK, 3aMiHa BUPOGHMYOI AiNnbHUL,

BiANOBiAabHNI 3a
BUNYCK cepil, He
BK/IHOYA0UN
KOHTPO/b/BMNPOGYB
aHHsA cepii:
MPAT
"OITOPAPM",
YKpaiHa

BiAnoBiganbHOI 3a BUMYycK cepii i3 MPAT
«PITOPAPM» (M. BaxmyT) Ha MPAT
«PITOPAPM» 3a agpecoto: YkpaiHa, 08303,
KuiBcbka 061., M. Bopucninb, By:.
Yymaubka, 17. Po3nucaHo doyHKL,i
3aTBEpKEeHOro Bupo6Huka M3 MPAT
«DITOPAPM». 3MiHM BHECEHO Y PO34iN
"Micue3HaxomKeHHs BUpobHrKa Ta agpeca
MiCLii NPOBaPKEHHS AOr0 Ais/IbHOCTI" B
IHCTPYKLi0 A8 MEeANYHOro 3aCTOCYyBaHHS y
3B'A3KY 3 3aMiHOK BUPOGHWYOT AiNTbHNL,,
BiANOBIAa/ILHOT 32 BMNYCK cepil, Ta fK
Hacnifok - BiAnoBiAHI 3MiHN BHECEHO Y TeKCT
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MapKyBaHHS YNakOBKW NikapCbkoro 3acoby.
21. | ACNIPUH TabneTku, BKPUTI Baiiep LLiBeiiuapi BUPOBHMUTBO "in HimeyuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHx 6e3 He UA/7802/01/01
KAPAIO® KULLIKOBOPO3YUHHOKO KoHcbomep a bulk", kKOHTpO/Ib ITanis mMartepianis: 3miHu || TMny - 3MiHK WOA0 peyenma nionsieae
o6onoHkoto, no 100 Kep Al AKOCTI: 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
mr, no 14 TabneTok y Baiiep AT, 3MiHU Y KOPOTKil XapakTepucTumui
6nicTepi; no 2, no 4 HimeuunHa NikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
abo no 7 6nictepis B BMPOGHMLTBO "in IHCTPYKLi 415 MeANYHOTro 3aCTOCYBaHHS Yy
KapTOHHIN nauui bulk", kKOHTpO/b 3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI,
AKOCTIi, NePBUHHE, OOK/TIHIYHUMU, KNIHIYHUMY faHUMK Ta
BTOPVIHHE JaHuMu 3 dpapMakoHariagy, 3MmiHM BHECEHO
nakyBaHHSA Ta B iHCTPYKL,iI0 4151 MeANYHOr0 3aCTOCYBaHHS
BMNYyCK cepil: niKapcbKoro 3acoby o posgainis
Baiiep Bittepdensa "MpoTunokasaHHsa", "OcobaMBOoCTi
'M6X, HimeuyunHa 3acTocyBaHHSA", "3acTocyBaHHA Yy nepiog,
BMPOGHMLTBO "in- BariTHoCTi abo rogysaHHs rpyaat"
bulk", koHTpoNb (nigpo3gain "®epTunbHictb"), "MobiyHi
AKOCTI: peakuii” Ta pegarosaHo po3ainm
Baliep Xenckep "apmakonoriyHi BractneocTi”,
MaHydhakTypiHr "Mepeno3yBaHHs". BBeAEHHS 3MiH NPOTAroMm
C.P.N1., Itanis 4 micAuiB nicna 3aTBepKEHHS; 3MiHW 1l Tuny
KOHTPO/b SKOCTI: - 3MiHM Wopao 6e3nekn/eddeKTUBHOCTI Ta
KyppeHta 'M6X i Ko. thapmakoHarnsgy. 3MiHM y KOpOTKili
BTK, HimeuunHa XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHA Ta iHCTPYKUIT 4719 MeANYHOro
3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMW AaHUMK 3
SAKOCTI, AOKMIHIYHUMU, KIIHIYHMUW faHUMK Ta
JaHvmu 3 chapmakoHarnsgy, 3MiHU BHECEHO
B IHCTPYKL,iI0 4151 MeANYHOrO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepiof BaritTHoOCTi abo
rogyBaHHs rpyaao”. BBegeHHs 3MiH
NpoTArom 4 MicauiB nicasa 3aTBepAkKeHHs
22. | ACnIPUH TabneTkun, BKpUTI Baiiep LLisenuapi BMPOGHMLTBO "in- HimeuunHa BHECEHHS 3MiH [0 peecTpavLiiHnX 6e3 He UA/7802/01/02
KAPAIO® KMLLKOBOPO3YMHHOIO KoHcbtomep a bulk", kOHTpO/b mMartepianis: 3mMiHu Il TMny - 3MiHK WOA0 peyenma niosisieae
060/10HKOt0, No 300 Kep Al AKOCTI: 6e3nekn/edekTUBHOCTI Ta hapMakoHarniagy.
Mr, no 14 TabneTok y Baiiep AT, 3MiHN Y KOPOTKIiil XapakTepucTuui
6nicTepi, no 2 HimeuyunHa nikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
6nicTepy B KApPTOHHIi nepBuHHe IHCTPYKUII 418 MeQUYHOro 3acTOCyBaHHA y
nauui nakyBaHHs, 3B'A3KY i3 HOBVMU AaHWMK 3 SKOCTI,
BTOPUHHE OOKMIHIYHUMM, KNIHIYHMY JaHUMK Ta
nakyBaHHSA Ta JaHumMu 3 hapMakoHarnagy - 3MiHy BHeCeHo
BWMYCK Cepil: B IHCTPYKLiO 415 MeANYHOro 3acTocyBaHHS

Baiiep BitTepdensa
'M6X, HimeuunHa
KOHTPONb AKOCTI:

KyppeHTa M'M6X i Ko.
BTK, HimeuunHa

nikapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHsa", "OcobanBoCTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHocCTi abo rogyBaHHs rpyaato”
(nigposgain "®epTunbHictb"), "MobivHi
peakuii” Ta pegaroBaHo posginm
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

"®apmakonorivyHi B1acTmeBocTi”,
"Mepeno3yBaHHA". BBeAEHHSA 3MiH NPOTSArom
4 micsyis nicns 3aTBepKeHHs; 3miHu |l Tuny

- 3MiHM Woao 6e3nekn/ehekTBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTkili
XapakTepucTuLi nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnyHOro
3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMW AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHMU JaHUMK Ta
AaHuMu 3 hapMakoHarnagy - 3MiHy BHECEHO
B iHCTPYKL,il0 415 MeANYHOr0 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyaaro”. BeegeHHs 3MiH
npoTsArom 4 micsilis nicns 3aTBepkeHHs

23.

ATEHONON -
340POB'A

TabneTku no 50 mr; no
10 TabneTok y
6nictepi; no 2
6nicTepy y KapTOHHIl
Kopobui; no 10
TabneTtok y 6nictepi

TOBAPUCT
BO 3
OBMEXEH
Olo
BIANOBIOA
NbHICTHO
«KOPIOPA
LA
«300POB’'A

»

YkpaiHa

ToBapucTso 3
06MeXeHoto
BiANOBIAAILHICTIO
"PapmavueBTnyHa
KoMnaHis "3g0pos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3MiHa 3asBHuKa J13 (MIBIT)
(BnacHvKa peecTpaLiiHoro noceig4yeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460)
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBepKeHHs; 3MiHu | TMny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX
[JaHnx npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPo
cuctemy hapmakoHarnagy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3[iiCHEeHHST hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHuka ans
3[jiicHeHHs hapmakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNTOBHOBaXXEHOT
ocobu, BignoBifanbHOI 3a 3AiACHEHHS
hapmakoHarnsay (BkaYaroum KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-
(paiina cuctemu papmMakoHarnsay) - 3miHa
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAabHOI 3a hapmakoHarnsg Jirova
pepaxuis: LesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHoBa OneHa
MukonaiBHa 3MiHa KOHTAKTHUX AaHWNX
YMNOBHOBA&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag 3miHa
Homepa MacTep-thaiina cucremu
dhapmakoHarnsgy

3a
peyenmom

UA/6065/01/01

24,

AYTMEHTUH™
ES

NOPOLLIOK ANs
Op&aUTbHOT CyCneHsil,
600 mr/42,9 mr/5 mn; 1
dh/1aKOH 3 NOPOLLKOM 3

FnakcoCmit
KnsiiH
ExcnopTt
Nimiteq

Benuka
BpuTaHis

"nakco Bensnkom
MpoaakLLH,
PpaHuis; CMITKnsAiH
Bivem

PpaHuis/
Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpavLiiHnX
mMartepianis: 3miHu Il Tuny - 3MiHK Woa0
6e3nekn/edekTUBHOCTI Ta hapMakoHarniagy.
3MiHN Y KOPOTKIiil XapakTepucTumui

3a
peyerimom

He
nionsieae

UA/0987/04/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
anloMiHIEBOIO dapmacbloTmkanc, NikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
KPULLIEYKOIO, LU0 Benvka Bputanis IHCTPYKLT AN MeANYHOro 3acTOCyBaHHA y
HaKpy4yeTbCa (MICTUTb 3B'A3KY i3 HOBVMU JaHUMK 3 SKOCTI,
BCepeAeHi nonimepHy OOKTIHIYHUMU, KNIHIYHUMY JaHUMK Ta
(nonigiHiNxnopugHy OaHumu 3 hapmakoHarnsagy - 3miHu
abo nonionediHosy) BHECEHO B iHCTPYKLi 415 MegnyHOro
nniBKy), 3 KOHTPO/SIEM 3aCcTOCyBaHHS NiKapcbKoro 3acoby Ao
nepLUoro BigKpUTTA po3ainis "Oco6/IMBOCTI 3aCTOCYBaHHSA" Ta
abo 3 N1acTMKoBOO "Mo6iuHi peakuii”. BBeEHHS 3MiH NPOTArom
KPULLKOIO i3 3aX1CTOM 6 micauiB nicns 3aTBepmAKeHHS
Bif, BIOKpPUTTA AiTbMU
Ta NNacTUKoBOKO
MipHOIO JTOXKOHO 3
nosHavykamu 2,5 mn ta
5 Mn, y KapTOHHIl
KopoobUi
25. | BAKTOK/AB TabneTku, BKPUTI Mikpo labc IHAis Mikpo Na6c NMimiten IHais BHECEHHS 3MiH [10 peecTpaLiiiHux 3a He UA/10001/01/01
nNiBKOBOKO Nimiteq martepianis: 3MiHu | TNy - AgMiHiCTpaTMBHI peyernmom nionsieae
o6onoHkoto; no 10 3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu
TabneTok y cTpuni; no MicLisi MPOBaMKEHHS AiANbHOCTI
1 cTpuny y kopobui 3 BMpPO6HMKa/iMnopTepa roToBOro JlikapCbKoro
KapToHY 3aco6y, BK/IHOYAKUU Ai/TbHULL BUNYCKY cepil
a60 MmicLe npoBefileHHA KOHTPOSIKO AKOCTI.
(aisnbHICTb, 3a SKy BignoBigae
BMPOGHMK/IMNIOpPTEp, BK/IHOYAKUM BUMYCK
cepiid) - 3miHa agpecu BUpobHuka M3
Mikpo Sla6c NimiTea, IHAiA. 3MiHN BHECEHO B
IHCTPYKL,i0 415 MEANYHOrO 3aCTOCyBaHHS
niKapcbKoro 3acoby y po3ain
"Micue3HaxomkeHH BUPOGHMKa Ta agpeca
MiCLAl MPOBaKEHHS MOro AisnbHOCTI" 3
BiANOBIAHMMUN 3MiHAMU B TEKCTi MapKyBaHHsA
BTOPUHHOI YNakoBkW. TepMiH BBEAEHHS 3MiH
- yepes 6 MicsLB Micns 3aTBEPAKEHHS
26. | BAPA/TH® PO3YMH ANS iH'EKL;iA; AJNIEKCPAP | Cnony4eH CK bankaH Pecny6nika BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a He UA/19987/01/01
no 2 mn abo 5mvn B M rMBX e dapmacbloTikasc Mongosa martepianis: 3MiHu | TMny - 3MiHK WoA0 peyenmom nionsieae
amnyni; no 5 amnyn B nTa Koponisct CPN 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
6nictepi; no 1 a6o 2 BO 3MiHa y KOpOTKili XxapakTepucTuui

6nicTepy B KAPTOHHIi
nayui

niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHA Ha
nigcTasi peryssipHoO OHOBJ/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3aCcToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpauiiiHnii
nepiog, abo sk pe3ynbTar OLiHKM 3BiTY 3
[ocnigpkeHb, NpoBefeHnX BignosigHo 40
nnaxy negiatpuyHux gocnimkeHs (PIP)
(3MiHY Y3ro)keHO 3 KOMNETEHTHUM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

YNOBHOB&XEHUM OpraHoM). 3MiH1 BHECEHO
[0 IHCTPYKLiT 415 MEeANYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acoby y po3ginu: "B3aemogis 3
IHLIMMKM nikapcbkMKM 3aco6amMu Ta iHLWi BUan

B3aemogijit", "Ocob/MBOCTi 3acToCyBaHHA"

BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3neku Aitoyoi peHOBUHH.
3MiHu | TUNYy - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHW Y KOPOTKIill XapakTepucTumui
niKkapcbKoro 3acoby, TeKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeANYHOro 3acTocyBaHHSA
reHepnyYHuX/ribpuaHnx/6ionogibHNx
nNiKapcbKknx 3acobiB Nicss BHECEHHA TiET
camoi 3MiHV Ha pedepeHTHWIT npenapat

(3MiHa He NOTpebye HafaHHSA XOAHNX HOBUX

[00aTKOBUX AaHKX). SMiHN BHECEHO A0
IHCTPYKLi 415 MeANYHOro 3acTocyBaHHSA
nikapcbKoro 3acoby y po3ginu:
"MpoTunokasaHHsa", "No6iuHi peakuii”

BiANOBIAHO A0 iHhopmaL,i WoA0 MeaUyHOro

3acTocyBaHHSA pethepeHTHOro NikapCbKoro

3aco6y (CMA3MAJITOH, po3unH ans
iH'EKLi).

27.

BENIAKHE®
oyo

renb, 1 mr/r + 25 mr/r;
no 30 ry Ty6i Ta
KapTOHHIN nayui; no
30 ry chnakoHi 3
6€e3MoBITPSAHO
NOMMOI0 Ta KapPTOHHIi
nauuj

Benyno,
nikn Ta
KOCMeTwKa,

A4,

XopBartis

Benyno, niku Ta
KOCMeTMKa, A.4.

XopBaris

BHECEHHS 3MiH [0 peecTpavLiiiHnX
martepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
BeefeHHs1 ab0 3MiHW A0 y3arasibHeHNX
[JaHux nNpo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPo
cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAabHOI 3a
3[iiCHEHHsT hapMakoHarnsay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asBHuka ans
3[jiCHEeHHS1 hapMakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif, YNOBHOBaXXEHOI
0co6w, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsay (BknoYatoum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
haiina cuctemu papmakoHarnisgy) 3miHa
YMNOBHOBA&XEHOI 0CO6U 3as1BHYKA,
BiANOBiAabHOI 3a thapmakoHarnsg,
[itoua pepakuis: TetsHa Alixnep QypeTek /
Tatjana Ajhler Duretek MD., MSc.
MponoHoBaHa pegakuis: BiwHa Hakiy /
Visnja Nakic.
3MiHa KOHTaKTHUX faHuX YNOBHOBaXEHOT
0cobu 3asBHVKA, BiANOBIAaIbHOI 3a

3a
peyenmom

UA/20204/01/01




Hassa

®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
dhapmakoHarnsg.
28. | BENNIOPETUH Kancynm m'ski no 10 Benyno, Xopsaris nepBuHHa Ta Xopsaris/ BHECEHHS 3MiH [10 peecTpaLiiiHx 3a - UA/20248/01/01
mr; no 15 kancyn y nikn Ta BTOPVHHA ynakoBskKa, Lsenuapis/ marepianis: 3miHu | Tuny - 3miHn Woao peyenmom
6nicTepi, no 2 a6o 4 KOCMeTHKa, KOHTPO/b AKOCTi Ta HoBa 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
6nicTepy y KapTOHHiIl o.a. BUNYCK cepil: 3enaHgis BBeneHHs abo 3MiHM [0 y3arasibHeHUX
nauuj Benyno, nikn Ta AaHux npo cuctemy chapmakoHarnsgy
KocmeTuka, 4.4., (BBEAEHHSA Y3araslbHEHVX AaHUX NPo
Xopsaris cuctemy hapmakoHarnagy, 3miHa
BMPOGHMLTBO 6asky, YMOBHOBaXeHOT 0cobu, BigNoBigabHOT 3a
KOHTPO/b SKOCTI: 3[iiCHEeHHST hapMakoHarnsay; KOHTaKTHOI
CBICC KATIC Al, 0cobu 3 hapmakoHarnsaay 3asBHuKa A5
Lseiuapis 3[jicCHeHHs hapmMakoHarnisay B YkpaiHi,
BMPOGHULTBO 6asky, SKLLO BOHA BigMiHHA Bif, yNTOBHOBaXXEHOT
KOHTPO/b SIKOCTi: ocobu, BignoBifanbHOI 3a 3AiACHEHHS
OYTNAC thapmakoHarnagy (BKIovaum KOHTaKTHi
MAHY®EKTOPIHI [OaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-
NTA, HoBa paiina cuctemu hapmakoHarnagy) 3miHa
3enaHgis YNOBHOBaXXEHOI 0CO6M 3as1BHYKA,
BiANOBIAabHOI 3a thapmakoHarnsg,
[itoua pepakuis: TeTsiHa Alixnep Qypetek /
Tatjana Ajhler Duretek MD., MSc.
MponoHoBaHa pegakuis: BiwHa Hakiy /
Visnja Nakic.
3MiHa KOHTaKTHUX AaHWNX YNOBHOBAaXEHOT
0Cco6u 3as1BHMKA, BiANOBiAA/IbHOT 3a
hapmakoHarnsg.
29. | BENOPETVH Kancynm m'ski no 20 Benyno, Xopsartis nepBrHHA Ta XopsarTisi/ BHECEHHS 3MiH [0 peecTpavLjiiHnX 3a - UA/20248/01/02
mr; no 15 kancyny nikn Ta BTOPVHHA ynakoBkKa, LLBeiuapis/ marepianis: 3MiHu | TUNy - 3MiHK WoA0 peyenmom
6nictepi, no 2 abo 4 KoCMeTwKa, KOHTPO/b AKOCTi Ta HoBa 6e3nekn/edekTUBHOCTI Ta hapMakoHarniagy.
6nicTepy y KapTOHHIl a.a. BWMYCK Cepil: 3enaHgis BBefeHHst ab0 3MiHM [0 y3araslbHEHUX

nayui

Benyno, nikn Ta
KocmeTuka, 4.4.,
Xopsartis
BMPOGHULITBO 6asky,
KOHTPONb SIKOCTI:
CBICC KANNC AT,
LBeiiLapis
BUPOBHMLTBO Banky,
KOHTPONb AKOCTI:
AYTNAC
MAHY®EKTOPIHI
NTA, HoBa
3enaHgisa

JaHnx npo cuctemy dhapmaxkoHarnsagy
(BBEAEHHA Y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu, BignosigansHoOT 3a
3[jiiCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHvKa Ans
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNOBHOBaXXEHOI
0co6w, BignoBigaibHOI 3a 34iACHEHHS
hapmakoHarnsay (Bknovatouy KOHTaKTHI
naHi) Ta/abo 3MiHNM y po3MiLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg.
[itoua pepakuis: TetaHa Alixnep [lypeTtek /
Tatjana Ajhler Duretek MD., MSc.
MponoHoBaHa pepakuin: BilwHsa Hakiy /

Visnja Nakic.
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT
0Ccobu 3as1BHUKA, BiAMNOBIAA/ILHOT 38
hapmakoHarang,.
30. | BEH3WNBEH3 eMy/bCisl HaLKipHa, TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpavLiiiHnX 6e3 - UA/3272/01/01
OAT 200 mr/r; no 50 ry BO 3 06MeXeHo MaTepianis: 3MiHa 3asBHuKa J13 (MIBIT) peyenma
dhnakoHi; no 1 OBMEXEH BiANOBIAALHICTIO (BNacHvka peecTpauiiiHoro NocBig4YeHHs)
th1akoHy B KapTOHHii e]}0) "®dapmaveBTUYHa (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460)
Kopo6ui; no 50 r abo BIANOBIOA KoMnaHis "3gopos'a” BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
100 r y donakoHax JIbHICTHO 3aTBEPAKEHHS; 3MiHM | TMNY - 3MiHK WO[0
«KOPIMOPA 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
LA BBeneHHs abo 3MiHM [0 y3arasibHeHUX
«300POB’'A [JaHnx npo cuctemy dpapmakoHarnsgy
» (BBEAEHHSA Y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBiZaIbHOI 3a
3[iiCHEeHHSsT hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHuka ans
3[jiicHeHHs hapmMakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNTIOBHOBaXXEHOT
ocob6u, BignoBifanbHOI 3a 3AiACHEHHS
hapmakoHarnsay (BkaoYaroum KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
YNOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsAg [irova
pepaxuis: LesueHko OneHa IropiBHa
MponoHoBaHa pegakuis: MaHoBa OneHa
MukonaiBHa 3MiHa KOHTAKTHUX AaHNX
YMNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag 3miHa
Homepa MacTep-thaiina cucremu
dhapmakoHarnsgy
31. | BEH3OrEKCO PO3YMH ANS iH'EKLN, TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiHnX 3a - UA/5136/01/01
HIN-300POB'A | 25 mr/mn; no 1 Mn B BO 3 06MexeHo MaTepianis: 3miHa 3aaBHuKa J13 (MIBIT) peyenmom
amnyni; no 10 amnyny | OBMEXEH BiANOBIAA/LHICTIO (BNacHuKa peecTpauiiiHoro nNocBig4YeHHs!)
KapTOHHiI kopobuj; No 0]}6} "®GapmMaueBTNYHa (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460)
1 mn B amnyni; no 5 BIAMOBIOA KoMnaHis "3gopos'a” BBeeHHs 3MiH NpoTAroM 6-tm micAuis nicns
amnyn y 6nictepi; no 1 NBHICTHO 3aTBEPLKEHHS; 3MiHN | TUny - 3MiHK LWoA0
abo 2 6nictepun B «KOPIMOPA 6e3nekn/edpeKkTMBHOCTI Ta hapMakoHariagy.
KapTOHHiI kopobuj; no LA BBefeHHs1 ab0 3MiHM [0 y3aralbHEHUX
1 mn B amnyni; no 10 «30POB'A

amnyn y 6nictepi; no 1
6nicTepy B KapTOHHiIl
KopooLi

»

[aHux nNpo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarnagy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBIAabHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asBHUka 4ns
3[jiiCHEeHHs1 hapMakoHarnsay B YkpaiHi,
SIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOI




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

0co6w, BignoBigaibHOI 3a 34jiACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTaKTHI
AaHi) Ta/abo 3MiHM Y pO3MilLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAabHOI 3a thapmakoHarnsag [irova
pepakuisi: LeBueHko OneHa IropiBHa
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiANoBiAabHOI 3a hapmakoHarnsg 3miHa
HOMepa MacTep-ghaiina cucremu
dhapmakoHarnsgy

32.

BIOBEH

PO34uH ANs iHgysil
10 %; no 10 mn, 25
mn, 50 mn a6o 100 mn
y nnsawui abo
hnakoHi; no 1 naswwi
abo chnakoHy B nauui
3 KapTOHY

TOB
"BIO®APMA
MNA3MA"

YkpaiHa

TOB "BIO®APMA
MNA3MA", YkpaiHa
(BMpOGHMLTBO,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BWMYCK cepii)

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis: 3MiHu | TUMY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa po3mipy cepil
(BKNtOYatOuM gianasoH po3mipy cepii)
roTOBOrO JliKapcbKoro 3acoby (iHLi 3miHu).
36iNbLUEHHS po3Mipy cepili A5t 4O3yBaHHS
no 50 mn ta 100 M.
3arsepmkeHo: no 50 mn: 1550 wr.
(900+2100 wrT.) Ta 3150 wrT. (1830+4200
WwT.) no 100 mn: 3200 wT. (1870+4200 wrT.)
3anponoHoBaHo: no 50 mn: 7050+9920 wr.
no 100 mn: 3530+4960 LwT.

3a
peyenmom

UA/14526/01/02

33.

BICAKOVN-
®APMEKC

CYno3nTOpIi peKTasIbHI
no 10 mr; no 5
Cyno3uTopiiB y CTpuni;
no 2 cTpvnu B nauui 3
KapTOHY

TOBAPUCT
BO 3
OBMEXEH
oo
BIAMOBIJA
NBHICTIO
«KOPTOPA
LA
«3[JOPOB'A

»

Ykpaina

TOB "®APMEKC
reymn:

Ykpaina

BHECEHHS 3MiH [0 peecTpavLjiiHnX
mMartepianis: 3miHa 3asBHuka /13 (MIBI)
(BNacHuKa peecTpauiiiHoro nNocBig4YeHHs)
(3rigHo Hakaly MO3 Big 23.07.2015 Ne 460).
BBeeHHs 3MiH NpoTAroM 6-tm micAuis nicns
3aTBEPLKEHHS. 3MiHN | TUny - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
BeegeHHs1 ab0 3MiHW A0 y3arasibHeHNX
JaHnx npo cuctemy hapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPo
cuctemy thapmakoHarnagy, amiHa
YNOBHOB&XEHOT 0cO6MU, BiANOBiAabHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asBHuka ans
3[jiCHEHHs1 hapMakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHa Bif, YNOBHOBaXXEHOT
0co6w, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsay (BknoYatoum KOHTaKTHI
LaHi) Ta/abo 3MiHM Yy po3MiLLEeHHI MacTep-
thaiina cuctemu hapmMakoHarnsay) - 3miHa
YNOBHOBAXEHOI 0CO6M 3as1BHYIKA,
BiANOBIga/IbHOI 3a papmakoHarsa. firoya

6e3
peyenma

UA/11607/01/01
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n/n

Hassa

3acoby

JliKapcbKo20

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

peecmpayitiHo2o

Homep

pegpakuis: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HOoMepa MacTep-ghaiina cucremu
chapmakoHarnisgy.

nocsi0OYeHHs

34.

BICAKOAWN-
DAPMEKC

B/TIOKMENH

CYNo3uTOpIi peKTasibHI
no 10 wr; in bulk Ne
1200 (5x240): no 5
Cyno3uTopiiB y cTpuni,
no 240 ctpunis y
Kopo6ui; in bulk Ne
1600 (5x320): no 5
CynosuTopiiB y cTpui,
no 320 ctpuniB y
KopooLi

TOBAPUCT
BO 3
OBMEXEH
fo]e)
BIAMOBIAA
NBHICTIO
«KOPFMOPA
LS
«3[J0POB'A

»

YkpaiHa

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHnx
marepianis: 3miHa 3assHuka 13 (MIBIM)
(BnacHvKa peecTpauiiHoro NocBiAYeHHs)
(3rigHo Haka3dy MO3 Big 23.07.2015 Ne 460).
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekun/edekTBHOCTI Ta hapMakoHarniagy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX
[JaHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO
cuctemy thapmakoHarnsgy, 3amiHa
yMOBHOBaXeHOT 0cobu, BignosiganbHOT 3a
3[jiliCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHvKa Ans
3[jicCHeHHs1 hapMakoHarisay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOI
0cobw, BignoBigaibHOI 3a 3A4jiACHEHHS
thapmakoHarnagy (BKIo4akum KOHTaKTHi
naHi) Ta/abo 3MiHWM y po3MiLLEeHHI MacTep-
tharina cuctemmn chapmakoHarnsgy) - 3miHa

YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBigasbHOI 3a hapmakoHarnsag. Jiroya
peaakuist: LeueHko OneHa IropiBHa.
MponoHoBaHa pegakuis: Manosa Onera
MuKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
HoMepa MacTep-thaiina cucremm
hapmakoHarnsgy.

UA/15440/01/01

35.

PO3YMH ANS iH'EKLi,
30 mr/mn, no 1 mn B
amnyni; no 5 amnyny
6nicTepi; no 1 abo no
2 6nicTepu B nayui; no
1 mn B amnyni no 100
amnyn B nayui

MNpuBatHe
akuioHepHe
TOBapUCTBO

"flekxim-
Xapkis"

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim-Xapki"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
MaTepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat

BiAMOBIgHOCTI €Bponechbkiii
thapmakonei/moHorpadii. NMogaHHsA HOBOro
abo oHoBneHoro cepTudikaTa BignoBigHOCTI
ab0o BUNyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMDKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI

3a
peyenmom

UA/18960/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuduikar Bif yXxe 3aTBepKeHoro
BMPOGHUKa. [ogaHHs OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI EBPONEChKil
thapmaxonei Ne R1-CEP 2014-369 - Rev 01
(3aTBepmxkeHo: RO-CEP 2014-369 - Rev 01)
ans A®| keToponaky TpomeTamony Bif,
3aTBepxeHoro BupobHuka Vasudha
Pharma Chem Limited, IHgis.
36. | BOTOKC® NMOPOLLIOK A1 PO3UUHY E66BI Ipnangis AnnepraH Ipnangis BHECEHHS 3MiH [0 peecTpauitHnx 3a - UA/16656/01/01
KOMMJIEKC Ons iH'ekuii no 100 Nimiteq PapmacbloTikan3 martepianis: 3MiHu | TUny - 3MiHK WoA0 peuenmom
BOTYNIHIYHOI | oavHuub-AnnepraH; 1 Ipnangis 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy
O TOKCUHY ch1akoH 3 NOPOLLKOM B (iHWi 3MiHW). 3MiHM BHECEHO Y TEKCT
TANY A (BI4 KapTOHHI Kopo6Lyi MapKyBaHHS BTOPMHHOT yNakoBKW
CLOSTRIDIUM nikapcbKoro 3acoby n.17 IHWE, a came:
BOTULINUM) [0[aHo WTpUX-KoA,. TepMiH BBEAEHHS 3MiH -
NpOTArom 6 MicsLiB MicNs 3aTBEPIKEHHS.
37. | BOTOKC® NOPOLLIOK ANS PO3UUHY E66BI IpnaHgis AnnepraH IpnaHgjs BHECEHHS 3MiH [0 peecTpaLiiHnX 3a - UA/16656/01/02
KOMMJIEKC ans iH'ekujn no 200 Nimiteq PapmacbloTikan3 marepianis: 3MiHu | TUny - 3MiHK WoA0 peyenmom
BOTYNIHIYHOI | oavHuub-AnnepraH; 1 IpnaHgis 6e3nekn/edekTBHOCTI Ta thapmakoHarnsagy
O TOKCUHY dh1aKoH 3 NOPOLLKOM B (iHLWi 3MiHW). 3MiHW BHECEHO Yy TEKCT
TANY A (BI4 KapTOHHI Kopo6Lyi MapKyBaHHSA BTOPUHHOT YNakoBKN
CLOSTRIDIUM nikapcbkoro 3acoby n.17 IHLWE, a came:
BOTULINUM) [0AaHo WTPUX-KoA,. TepMiH BBEAEHHS 3MiH -
npoTArom 6 mMicauis nNicns 3aTBEPAYKEHHS.
38. | BANIEPIAHA TabneTku, BKpUTI MAT YkpaiHa MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpavLintHnx 6e3 nionsi2ae UA/0265/02/02
EKCTPAKT 060/10HKO10, M0 20 Mr, "Tannudap Martepianis: 3MiHu | TUNy - AgMIHICTPaTUBHI peyenma
APTEPIYM no 10 TabneTtok y m" 3MiHW. 3MiHa Ha3BW fikapCcbKOro 3acoby -
6nicTepi, no 5 3MiHa Ha3BM NikapcbKoro 3acoby, a came
6nicTepiB y nauui; no [ONOBHEHHS C/TOBOM «ApTeEpPiyM» [0 Ha3Bu
50 TabneTok y nNiKapcbKoro, Lo BiAMNOBiJaE HA3BI
6nicTepax Kopropadiii.
[Litoua pepakuis: BANEPIAHN EKCTPAKT
VALERIAN EXTRACT [lMponoHoBaHa
pepakuis: BANIEPIAH EKCTPAKT
ApTepiym VALERIAN EXTRACT Arterium
BBeeHHs 3MiH NpoTAroM 6-T1 micauis nicns
3aTBEPKEHHS
39. | BAHATEKC TabneTkn, BKpUTI dapmauesT Monbwa dapmavleBTUYHNI Monbwa BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a - UA/12839/01/02
KOMBI nniBKOBOKO WNYHWI 3aB0[, marepianis: 3MiHu | TUnNy - 3MiHK WoA0 peuyenmom
o60noHkoto, no 80 3aBop, «MONbOAPMA» 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
Mmr/12,5 wmr; no 14 «Monbthapm C.A. BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX
Tabnetok y 6nictepi; a» C. A. [aHux npo cuctemy hapmakoHarnsgy

no 2 6nictepu y
KapTOHHI Kopo6Lyi

(BBEAEHHSA Y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XeEHOT 0co6MU, BiANOBiAaIbHOI 3a
3AjiiCHeHHs1 hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 hapmakoHarnsgy 3asasHuka ans
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

3[jiCHeHHs1 hapMakoHarnisay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
ocob6u, BignoBigasibHOI 3a 3AiACHEHHS
thapmakoHarnagy (BKIo4akdm KOHTaKTHi
naHi) Ta/abo 3MiHWM y po3MiLLEeHHI MacTep-
(paiina cuctemu papmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKA, BignoBigasibHOI
3a (papmakoHarnsg, B YkpaiHi. Jitoua
pefakuis: TaHacosa 3opsiHa MukonaisHa.
MponoHoBaHa pegakuis: Tecnok OneHa
BonogvmupiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6U 3asBHMKA, BiANOBIAA/IbHOI
3a thapmakoHariag B YkpaiHi

40.

BAHATEKC
KOMBI

TabneTku, BKPUTI
nNiBKOBOKO
o6onoHkoto, no 160
Mmr/25 mr; no 14
TabneTtok y 6nictepi;
no 2 6nictepn y
KapTOHHI Kopo6Lyi

dapmavuesT
NYHWIA
3aBog
«[Monbapm
a» C. A.

MonbLa

dapmaLeBTUYHNI
3aBog
«MOJNIbOAPMA>»
C.A.

MonbLa

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX
[JaHnx npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnagy, 3amiHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBiZa/IbHOI 3a
3[iiCHEeHHSs1 hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHUka ans
3[jiiCHeHHs hapmakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNTOBHOBaXXEHOT
ocobu, BignoBifanbHOI 3a 3AiACHEHHS
hapmakoHarnsay (Bk1Yaroum KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
KOHTaKTHOI 0CO6U 3asBHMKa, BiANOBIAA/IbHOI
3a (papmakoHarnag B Ykpaini. ditoua
pefakuisa: TaHacosa 3opsiHa MukonaiBHa.
MponoHoBaHa pegakuis: Tecnok OneHa
BonognmupisHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6M 3asiBHKKA, BignoBigaibHOI
3a hapmakoHarnag B YkpaiHi

3a
peyenmom

UA/12839/01/03

41.

BEHOMN/AHT

TabneTku 3
BiACTPOYEHUM
BUBINIbHEHHSIM; Mo 20
Tabnetok y 6nictepi;
no 1 6nictep y
KapTOHHiI kopobuj; no
25 TabneTtok y
6nictepi; no 2
61icTepun y KapTOHHIN
Kopoo6Li

[p. Binbmap
Llisabe
v6X i Ko.
Kr

HimeuunH
a

[Op. Binbmap LLIBa6e
M6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
martepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat

BiAMOBIgHOCTI €Bponechbkiii
hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTb
[0 MoHorpadii dY abo EBponeiicbKoi
hapmakonei, abo iHLWOT HalioHabHOT

thapmakonei gepxasu €C (3miHa y

crneundikalisx, nos'a3aHa 3i aMiHamu B
Loy, abo €sponeiickkili hapmakonei, abo

iHLLIA HauioHaNbHI dhapmakonei fepxasu

6e3
peyenma

UA/8371/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
€C) 3miHa B Cneuundikauii Ta AHaNITUYHIN
MeTOAML| POC/IMHHOI cy6CTaHLil
"Hippocastani semen", a came npvsefeHHs
BM3HAYEHHS BaXKNX METa/TIB Y POC/IUHHIN
cybCTaHUil y BiANOBIAHICTb A0 BUMOT €
2.4.27 "BaxKi MeTaIn B POC/IMHHUX
NiKapCbKNX 3ac06ax i POC/IMHHMX NiKapCbKUX
npenapatax” 3 BAKOPUCTaHHAM MeToay
2.2.58 "MaccneKkTpomeTpisi 3 iHAYKTUBHO
3B'sI3aHo0 nnasmoro (13M-MC)".
42. | BEPANAMINY Tabnetk no 40 mr, no | TOBAPUCT Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux 3a - UA/5540/01/01
rIAPOXNOPUA | 10 tabnetoky BO 3 BMPOGHMLTBA, marepianis: 3miHa 3assHuka 13 (MIBIM) peyenmom
6nicTepi; no 2 OBMEXXEH KOHTPO/b SKOCTI, (BnacHvKa peecTpauiiHoro nocBigYeHHs)
6nictepy y nauui 3 (]}0} BUNYCK cepil: (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
KapTOHY BIANOBIOA ToBapucTso 3 BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB nmicas
NIBHICTHO 06MeXeHOo 3aTBEpAXEHHS; 3MiHM | Tuny - 3MiHW Woao
«KOPIMNOPA BiANOBIAA/ILHICTIO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
s "[ocnigHnii 3aBog BBegeHHs abo 3MiHM [0 y3arasibHeHWX
«30POB’A "THUNC", YkpaiHa [JaHnx npo cuctemy dpapmakoHarnsgy
» BCi cTagii (BBEAEHHSA Y3araslbHEHUX AaHWX Npo
BMPOGHMLTBA, cuctemy hapmakoHarnsgy, smiHa
KOHTPO/b SKOCTI, yMOBHOBaXeHOT 0cobu, BignosigansHoOT 3a
BUNYCK cepil: 3[iiCHEHHST hapMakoHarnsay; KOHTaKTHOI
ToBapucTBo 3 ocobu 3 hapmakoHarnsay 3asBHvKa Ans
0bMexeHoto 3[jicCHeHHs hapMakoHarnisay B YkpaiHi,
BiANOBIAA/ILHICTIO SAKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOI
"®apmMaLeBTnYHa ocobu, BiAnoBigasibHOI 3a 3AjACHEHHSA
KOMnaHis thapmakoHarnagy (BKIo4akum KOHTaKTHi
"3p0poB'a", YkpaiHa naHi) Ta/abo 3MiHN y po3MiLLEeHHI MacTep-
BCi cTagil haiina cuctemu papmakoHarnsgy) - 3miHa
BUPOGHMLITBA, YMOBHOBaXXEHOI 0COOM 3a5BHMKA,
KOHTPO/b SIKOCTI, BignoBigasbHOI 3a hapmakoHarnsag. Jitoya
BWMYCK Cepil: pegakuis: LesuyeHko Onena IropisHa.
ToBapucTso 3 MponoHoBaHa pepakuisi: MaHoBa OneHa
06MeXeHo MuKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
BiANOBIAAILHICTIO YNOBHOB&XEHOT 0COOM 3as1BHMKA,
"®APMEKC IPyn", BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
YKpaiHa HoMepa MacTep-chaiina cucremu
dpapmakoHarnsgy
43. | BEPANAMINY nopoLuok (cybcTaHuis) MpAT Ykpaina Pekopparti IHpacTpia ITanis BHECEHHS 3MiH 10 peecTpaLiiiHnX - - UA/8016/01/01
riAgPOXNOPUA | y naketax "®PapmaueBT Ximika | MaTepianis: 3MiHu | TUNY - 3MiHW 3 AKOCTI.
nonieTuNeHoBNx ans nyHa chipma dapmac’toTika A®I. KoHTponb A®I. 3miHa y napameTpax
hapmaueBTUYHOTO "OapHuus” Ec.ni.Ei. cneumdikauin Ta/abo AONYCTUMKX MEX,
3acTOCyBaHHS BM3Ha4YeHux y cneyucpikauisix Ha Adl, abo

BVXiZHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BUKOPVCTOBYIOTbCS Y NpoLeci BUPO6HMLTBA
AD| (iHLWi 3MiHK).

CynyTHS 3MiHa - 3MiHU 3 AKOCTi. ADI.
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy,
LL|O BUKOPNCTOBYETLCA Y Npoueci
BUpO6HULUTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPMKEHNX MeToAax BUNPobyBaHHS) -
BWYyYEHHS 3i cneuudikalii Ta MeTogis
KOHTpoN A®| po3giny "PO3UnHHICTL",
OCKINbKU faHuiin po3gin 3rigHo 3 € 1.5.1.7
«Characters» mae pekoMmeHgauiiHWi
xapaktep. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTposb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONYCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXiAHUIA/NPOMIXHWUIA NPOAYKT/pearexT, Lo
BUKOPVCTOBYIOTBCS Yy NPOLeci BUPOOHMLTBA
A®I (iHWi 3MiHW). CynyTHA 3MiHa- 3MiHU 3
akocTi. A®l. KoHTponb A®L. 3miHa y
mMeTogax BunpobysBaHHs APl abo BrXigHOro
MaTepiany/npomiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NPOLECI
BMpo6HMLTBa API (iHWI 3MiHM Y MeTogax
BMNpo6YyBaHHA (BK/IHOYaUM 3amiHy abo
[0noBHeHH:A) A®| abo
BVXiHOrO/MPOMIKHOrO NPOAYKTY) BHECEHHS
3MiH [0 creuudikaLii Ta MeToAiB KOHTPOO
A®I 3a po3ginom "CynposigHi JOMILKK", &
caMe HOpPMyBaHHS NPUBEAEHO Y
BiANOBIAHICTL 4O MaTepianiB BUPOBHWMKa, B
MEeTOAMNLi KOHTPOJO YTOYHEHO 3HAYEHHS
CTYMeHs Po3AiNeHHs y napameTpax
npuaaTHoCTi XpomaTorpadiyHoi cuctemu Ta
BHECEHO pejakLiiiHi npaBku. 3MiHu | Tuny -
3MmiHu 3 sKocTi. A®l. KonTponb A®l. 3miHa y
MeTofax BUnpobyBaHHs AdDI abo BHXigHOro
marepiany/npoMiXHOro NPoAyKTy/peareHTy,
LL|O BUKOPNCTOBYETLCA Y Npoueci
BMpoOHULUTBa AP (iHLWI 3MiHK Y MeToZax
BMNpobyBaHHA (BK/IOYaOUM 3amiHy abo
[O0MnoBHeEHHsA) A®| abo
BUXIAHOrO/NPOMIXXHOr0 NPOAYKTY) BHECEHHS
3MiH [0 MeTOAjiB KOHTposiio APl 3a
nokasHukamu "lgeHtndpikauis C" ta
"loeHTudpikauis D", a came metoam
KOHTPOO NPMBEAEHO Y BiANOBIAHICTb A0
aKTyasIbHUX MaTepianis BUPOGHNKa.
HopMmyBaHHS 3a/1LLEHO 6€e3 3MiH.

44. | BEPOPAB® | NOPOLLIOK Ta CaHodpi ®paHuis FAYNOT ®PAPMA PpaHuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHnX 3a - UA/13038/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
VERORAB PO3YMHHWIK ANA MacTtep NIBPOH, ®paHujsa YropwuHa marepianis: 3miHu Il TNy - 3MiHW 3 AKOCTI. peyenmom
BAKUVHA NpUroTyBaHHs (MOBHWIA LWKN [oTOBWIA Nnikapcbkmii 3aci6. KoHTpob
AHTUPABIYHA | cycneHsii Ans iH'ekuii, BMPOGHMLITBA, roTOBOrO /liKapCbKoro 3acoby. 3miHa y
IHAKTUBOBAH | He meHwe 2,5 KOHTPO/Ib SIKOCTI MeToAax BUMPOGYyBaHHS rOTOBOrO
A CYXA MO/po3a PO3YMHHMKA B niKapcbkoro 3acoby (cyTTeBa 3miHa 'y

no 1 conakoHy 3
nopowukom (1 gosa) Ta
1 nonepefHbLO
3aMNoBHEHOMY LUMPULLY
(0,5 mn), Wo micTuTb
PO34nHHYK (0,4 %
PO34MH HaTpito
X/10p1AYy), B KAPTOHHIl
ynakosLi 3
MapKyBaHHAM
YKPaiHCbKOIO MOBOIO;
no 1 dpnakoHy 3
nopowkom (1 fo3sa) Ta
1 nonepefHbLO
3anoBHEHOMY LUMPULY
(0,5 mn), Wo micTuThb
PO3YVHHVIK, B
CTaHfapTHO-
EKCMOPTHIlA ynakoBLyj,
AKa MiCTUTbCS Y
KapTOHHiI kopobui 3
IHCTpYKLUi€eto Ans
MeANYHOro
3aCTOCYBaHHS;

no 5 chnakoHis 3
nopouukom (1 gosa) y
KOMM/IEKTi 3
po3unHHuKom (0,4 %
PO34MH HaTpIlo
Xnopuay) B amnynax
no0,5mnNe58
KapTOHHI ynakoBL,i 3
MapKyBaHHAM
YKpaiHCLKOK MOBOIO;
no 5 donakoHiB 3
nopotukom (1 gosa) y
KOMM/IEKTI 3
po3uunHHukom (0,4 %
PO34MH HaTPI
Xnopuay) B amnynax
no0,5wmnNe58
CTaHAapTHO-
EKCMOPTHIlA ynakoBLyj,

amnynax); CaHoqi
MacTtep, ®paHuis
(KOHTpPO/Ib AKOCTI,
BTOPVHHE
nakyBaHHS, BUNYCK
cepii NOpOLLKY;
NOBHUIA LWKN
BMPOGHMLTBA,
KOHTPO/b SKOCTI,
BTOPVHHE
nakyBaHHS, BUNYCK
cepil PO34MHHUKA);
CaHodpi MNactep,
®paHLis (NoBHWI
LKA BUPOBHULTBA,
KOHTPO/Ib SIKOCTI,
BTOPVIHHE
nakyBaHHS, BUNYyCK
cepii NopoLLKy;
BTOPVIHHE
nakyBaHHS, BUNYyCK
cepii pO34MHHNKKA);
CaHodi-ABeHTiC
3pT., YropwuHa
(BTOPUHHE
nakyBaHHS, BUNYCK
cepir)

6ionoriyHomMy/iMyHONOrYHOMY/iIMYHOXIMIYHO
My MeTogi BUnpobyBaHHSA abo meTogi, y
SIKOMY BUKOPUCTOBYETHCS GiONOTMYHWIA
peareHT, abo ix 3amiHa, abo 6i010riYHOro
npenapary NopiBHAHHSA (CTaHAAPTHOro
npenapary), Wo He 3a3HayeHunii y
3aTBEPKEHOMY NPOTOKOAI). 3amiHa
BHYTpiWHbOrO cTaHgapTy G1151 Ha
MiXHapoaHuii ctaHaapT 16/204 Big NIBSC
ans Tecty Ha edpekTnBHICTb (NIH), sKnii
NpPOBOAMTLCA Nif Yac JOCNIMKEHHS
CTabifIbHOCTI.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

AKa MiCTUTbCS Y
KapTOHHiI kopobui 3
IHCTpYKLUieto Ans
MeAUYHOro
3aCTOCyBaHHSA

no 10 dpnakoHis 3
nopoLukom Ta no 10
nonepeaHLO
3aMoBHEHMX LLNPULLIB
(0,5 mn), Wo micTATb
PO34nHHYK (0,4 %
PO34MH HaTpito
X/10p1AYy), B KAPTOHHIl
ynakosLi 3
MapKyBaHHAM
YKPaiHCbKOIO MOBOIO;
no 10 cpnakoHiB Ta no
10 nonepefHbLO
3anoBHEHMX LWNPpULLB
(0,5 mn), Wo MicTATb
po3unHHuKK (0,4 %
PO34MH HaTpIlo
xnopugy), B
cTaHAapTHO-
€KCMOPTHIl ynakoBsL,
AKa MiCTUTbCA Y
KapTOHHI Kopobui 3
IHCTpyKLUi€0 Ans
MeAUYHOro
3aCTOCYyBaHHSA

45,

BIBAUPA

TabneTkv XyBasibHi No
50 mr; no 1 a6o 4
Tabnetkn y 6nictepi;
no 1 6nictepy y
KapTOHHIN nauui

Benyno,
nikn Ta
KOCMeTwKa,

A4,

XopBartis

B1po6HYWK roToBOro
nikapcbkoro 3acoby,
nepBuHHe
nakyBaHHs,
KOHTPO/Tb SKOCTI:
[xeHedapm CA,
Ipeuis;
BTopuHHe
nakyBaHHs,
BiANOBiAA/IbHWIA 32
BUNYCK cepil:
Benyno, niku Ta
KocmeTuka, 4.4.,
Xopsartis

Ipevis/
Xopsaris

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMaTtepianis: 3MiHn | TUNy - 3MiHK WOA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKill XxapakTepucTumui
niKkapcbKoro 3acoby, TeKCTI MapKyBaHHSA Ta
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHs Ha
nigcTaBi perynspHO OHOB/HOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpauiiiHni
nepiog, abo sk pesynbTar OLiHKM 3BTy 3
OOCnifKeHb, NPOBEAEHNX BiAMOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP)
(3MiHY Y3rof>XeHO 3 KOMMETEHTHUM
YMNOBHOB&XEHNM OpraHom).
3MiHN BHECEHO A0 IHCTPYKLIi 415 MeAUYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y po3ain
"B3aemogis 3 iHWMMW SliKapCbKUMu

3a
peyenmom

He
nionsieae

UA/15370/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3aco6amMm Ta iHLWi BUAW B3aEMogiii"
BifNOBIAHO A0 OHOBEHOT iH(hopmaLi 3
6e3nekun Ailo4oi peyoBrHU
46. | BIBAUPA Tabn1eTkv XyBasibHi No Benyno, XopBartis Bupo6H1K rotoBoro Ipevis/ BHECEHHS 3MiH IO peecTpavLiiiHnX 3a He UA/15370/01/02
100 mr; no 1 a6o 4 nikn Ta nikapcbkoro 3acoby, Xopsaris mMaTtepianis: 3MiHn | TUNy - 3MiHK WOA0 peuyenmom | nidsisizae
Tabnetkv y 6nictepi; KOCMeTWKa, nepBuHHE 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
no 1 6nictepy y a.a. nakyBaHHs1, 3MiHa y KOpOTKill XxapakTepucTumui
KapTOHHIN nauui KOHTPO/b SIKOCTI: niKkapcbKoro 3acoby, TeKCTI MapKyBaHHSA Ta
IxeHnecapm CA, IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHs Ha
pevis; nigcTaBi perynspHO OHOB/HOBAHOTO 3BITY 3
BTopuHHe 6e3nekun nikapcbkoro 3acoby, abo
nakyBaHHs, AOCNimpKeHb 3 6e3Mnekn 3acToCcyBaHHS
BiANOBigaIbHUI 32 nikapcbKoro 3acoby B nicnspeecTpauiiiHni
BUNYCK cepil: nepiog, abo sk pesynbTar OLiHKM 3BiTYy 3
Benyno, nikn Ta LocniopKeHb, NPoBeAEeHNX BigNOBIAHO A0
KocMeTuka, A.4., nnaHy negiatpuuHux gocnimpkeHs (PIP)
Xopsartis (3MiHY Y3rof)keHO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHom).
3MiHN BHECEHO A0 IHCTPYKL|i 415 MeAUYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ain
"B3aemogis 3 iHWMMW NliKapCbKUMu
3aco6amMm Ta iHLWi BUAW B3aEMOgiii"
Bi4NoBiAHO A0 OHOBMEHOT iH(hopmaLi 3
6e3nekun Ailo4oi pevoBrHN
47. | BIBVH® Kpansni O4Hi, po34nH MakHin AHrniA Brpo6HMLTBO, Benbrisi/ BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 - UA/20055/01/01
KOM®OPT 0,5 mr/mn; no 15 mn Mpopaktc TecTyBaHHs, HigepnaHnamn mMaTepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI. peyenma
PO34MHY y h/1akoHi 3 Nimiteq nepBUHHE Ta [oToBMIA Nikapcbkuit 3aci6. KOHTpob
HaKOHEYHUKOM- BTOPVHHE roToBOro fikapcbkoro 3acoby. 3miHa y
[,03aTOPOM i KPULLIKOO nakyBaHHs1, MeToAax BUNPo6yBaHHA rOTOBOrO
i3 3aX1CTOM Bif, KOHTpO/b cepii, nikapcbkoro 3acoby (HesHayHa 3MiHa y
PO3KPUTTSA AITbMU; MO BUNYCK cepii 3aTBEPAKEHNX MeToAax BUNPOOYBaHHS).

1 conakoHy B
KapTOHHI ynakoBLi

nikapcbkoro 3acoby,
BMNPOGYBaHHA Ta
BUMYCK CUPOBWHM Ta
KOMMOHEHTIB
yMakoBKM,
36epiraHHA Ta
BUNPOBYBaHHSA
3paskiB Ha
CTabiNbHICTb:
AHcceH
$apmauesTrka HB,
Benbrig;
Mamma-
ONpPOMiHIOBa/IbHA
cTepwnisauis
NepBUHHNX
KOMMOHEHTIB

3MiHa B MeTofax KOHTPO/IH0 AKOCTi CTOCOBHO
ineHTVDIKaLii Ta KifIbKICHOro BU3HAYEHHs
noniksatepHiymy 42 (PQ-42). 3miHu | Tuny -
3MiHu 3 siKkocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/1b FOTOBOIO NiKapCbKoro 3acooy.
3MmiHa y MeTogax BunpobyBaHHA roTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MEeTOAAax BUNPOBYBaHHS).
3MiHa B MeToAax KOHTPOJIH AKOCTi CTOCOBHO
KoedpiuieHTy nponyckaHHs npu 440HM
(BM3HaAYeHHs KoediljieHTa NPonyCKaHHsA
KOMbOPY PO3UMHY).
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
YNaKoBKM:
CuHepaxu Xenc
Epe B.B.,
HigepnaHgu;
Mamma-
ONpPOMiHIOBa/IbHA
cTepunisauis
NepBUHHNX
KOMMOHEHTIB
YyNaKoBKM:
CuHepaxu Xenc
Epe B.B.,
HinepnaHngu
48. | BIBVH® Kpansi O4Hi, po34nH MakHin AHrnisA BupobHuyTBo, Benbrisi/ BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 6e3 - UA/20055/01/01
KOM®OPT 0,5 mr/mn; mo 15 mn MpopakTc TecTyBaHHS, HigepnaHvgm mMarepianis: 3miHu | Tvny - 3MiHu WoA0 peyenma
PO34MHY Y h1akoHi 3 Nimiteq nepBuHHE Ta 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy
HaKOHEeYHWKOM- BTOpPVHHE (iHWi 3miHM). OHOB/EHHS TEKCTY
[,03aTOPOM | KPULLKOO nakyBaHHs, MapKyBaHHS NepBMHHOT yNakoBKu
i3 3axucTom Big KOHTPO/b cepil, nikapcbKoro 3acoby Ta BHECEHO 3MiHU Y
PO3KPUTTSA AiTbMU; MO BUMYCK cepil TEKCT MapKyBaHHs1 BTOPUHHOI YNakoBK/ B M.

1 chnakoHy B
KapTOHHI ynakoBLi

nikapcbkoro 3aco6y,
BUNPOOYBaHHA Ta
BUMYCK CUPOBWHY Ta
KOMMOHEHTIB
yNaKkoBKM,
36epiraHHsa Ta
BMNpPO6YyBaHHS
3paskiB Ha
CTabiNbHICTb:
fAHcceH
®PapmauesTuka HB,
Benbrisi;
amma-
ONpPOMiHIOBa/IbHA
cTepunisauis
NepBUHHNX
KOMIMOHEHTIB
yMaKoBKK:
CuHepaxmn Xernc
Epe B.B.,
Higepnangy;
amma-
ONpPOMiHIOBa/IbHA
cTepunisauis
NepBUHHNX
KOMIMOHEHTIB
YMaKoBKK:

1. «<HA3BA NIKAPCBKOIo 3ACOBY», n.
12. <cHOMEP PEECTPALIMHOIO
MOCBIAYEHHA».
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
CuHepaxmn Xernc
Epe 6.B.,
Higepnangu
49. | TEMUUTABIH NOpOLLOK ANs po3unHy | Amakca JTg, Benwuka cepTudikauis Ta Himeuunna/ BHECEHHS 3MiH IO peecTpavLiiiHnX 3a He UA/15059/01/02
AMAKCA nns iHgysiii no 200 BpuTaHia BUNYCK cepil: ITanis martepianis: 3MiHu | TUNy - 3MiHK WoA0 peuyenmom | nidsisizae
mr, 1 conakoH 3 AxBiga M'M6X, 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
NOpPOLLKOM B HimeuunHa (iHLWi 3MiHK)
KapTOHHI Kopo6Lyi BMPOBHMUTBO in 3MiHV BHECEHO Y TEKCT MapKyBaHHS
bulk, nepBuHHe BTOPUHHOI ynakoBku (. 8. JATA
nakyBaHHs, 3AKIHYEHHA TEPMIHY NPUBATHOCTI, n.
KOHTPO/b cepil: 12. HOMEP PEECTPALIVIHOIO
AxTasic ITanis MOCBIAYEHHSA, n. 13. HOMEP CEPII
C.n.A,, Itanis NIKAPCbKOIO 3ACOBY) Ta He3HauHi
BTOPVHHE pefakLiiiHi NpaBKu - Y TEKCT MapkKyBaHHS
nakyBaHHs: NepPBMHHOT YNakoBKM NiKapCbKoro 3acooy.
AkBiga 'm6X, BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micas
HimeuyunHa 3aTBEePAKEHHS. 3MiHK | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BNacHuKa peecTpauiiHoro nNocBig4YeHHs)
3MiHa HaliMeHyBaHHS 3asBHUKa
3MiHU BHECEHO Y po3ain "3asBHuK" B
IHCTPYKLi0 AN15 MEeANYHOrO 3aCTOCyBaHHS
NiKapcbKoro 3acoby Ta sk HacnigokK - y TeKCT
MapKyBaHHS YNakoBKW NiKapCcbkoro 3acooy.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS.
50. | FTEMUUTABIH NOPOLLOK A7 po3unHy | Amakca Jtg Benvka cepTugikalis Ta HimeyuunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a He UA/15059/01/01
AMAKCA nns iHgysiii no 1000 BpuTaHis BMNYCK cepil: ITanis martepianis: 3MiHu | TUny - 3MiHK WoA0 peuyenmom | nidssizae
mr, 1 conakoH 3 AkBiga 'M6X, 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
HimeuyunHa (iHwWi 3miHK)

NOPOLLKOM B
KapTOHHI Kopo6Lyi

BMPOBHMUTBO in
bulk, nepBuHHe
naxkyBaHHs,
KOHTPONb cepil:
AxTasic ITanis
C.n.A., Itania
BTOPUHHE
nakyBaHHs:
AkBiga 'm6X,
HimeuunHa

3MiHN BHECEHO Y TEKCT MapKyBaHHS
BTOPUHHOI ynakoBku (n. 8. JATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI, n.
12. HOMEP PEECTPALINHOIO
MOCBIAYEHHSA, n. 13. HOMEP CEPII
NIKAPCBKOI'O 3ACOBY) Ta He3HauHi
pefakLiiiHi NpaBky - Y TEKCT MapKyBaHHS
NepBVHHOT YNakoBKMN IKAPCbKOro 3acoby.
BBeeHHs 3MiH NpoTAroM 6-tm micAuis nicns
3aTBEPAKEHHS. 3MiHK | TUny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKA
(BNacHuKa peecTpauiiiHoro NocBig4YeHHs)
3MiHa HaliMeHyBaHHS 3asBHUKa
3MiHV BHEeCeHO y po3ain "3asBHuK" B
IHCTPYKLiO 4719 MEeANYHOro 3acTOCyBaHHSA

NiKapcbKoro 3acoby Ta sk HacnigokK - y TekCT
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

MapKyBaHHS YNakOBKW NiKapCbKOro 3acooy.
BBeeHHs 3MiH NpoTAroM 6-Tn micauis nicns
3aTBEPKEHHS.

51.

FNEHCNPEN
AKTVB

cnpeii HasasTbHUiA,
[1030BaHWi, cycneHsis
no 75 a6o 150 o3y
thnakoHi; no 1
thnakoHy 3 f03yHUUM
Hacocom-
posnusoBayem,
3aKPUTUM KOBMAYKOM,
Y KapTOHHIi1 kopobu,i

4-p Peppi'c
Nab6opaTopi
c itp.

IHgis

neHmapk
PapmacboTrKan3
Nra.

IHais

BHECEHHS 3MiH IO peecTpavLiiiHnX
MarepianiB: YTOYHEHHS peecTpaviliHol
npoueaypu B Hakasi MO3 Ykpainn Ne 149
BiA 29.01.2024 - 3MiHu | TUNY - 3MiHN LWOA0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy
(iHLWi 3MiHW) - 3MiHU BHECEHI A0 IHCTPYKUT
O719 MeANYHOr0o 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ziny "Cnoci6 3acTocyBaHHs Ta
[031" (YTOYHEHHS LOA0 OUMLLEHHS
NpUCTPOIO) BiANOBIAHO A0 MaTepiasis
peecTpauiiHoro gocbe. CynyTHs 3miHa -
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHu) - 3MiHn
BHeCeHi 10 TeKCTY MapKyBaHHSA BTOPUHHOI
yMakoBKM fikapcbKoro 3acoby y n. 7. IHLUI
OCOB/IVBI BACTEPEXXEHHSA woao
3aCTOCYBaHHA Ta OYMLLEHHSI NPUCTPOIO.
BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB nmicas
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekun/edhekTUBHOCTI Ta hapMakoHarniagy.
3MiHa y KOpOTKiil xapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHA Ha
nigcTaBi perynspHO OHOB/HOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCcyBaHHs
nNikapcbKoro 3acoby B nicnspeecTpauiiiini
nepiog, abo sk pe3ynbTar OLiHKM 3BiTY 3
[ocnimpkeHb, NpoBefeHnX BigNoBigHO A0
nnaHy negiatpuuHux gocnigpxeHs (PIP)
(3MiHY y3rof>X€HO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHomM) - 3MiHN BHECEHi
00 [HCTPpYKUii 418 MegUYHOro 3acTocyBaHHs
nikapcbKoro 3acoby A0 po3ginis
"Oco611BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof BaritTHOCTi abo
roflyBaHHs rpyaaro”, "Cnocib 3actocyBaHHs
Ta gosun”, "Aitn", "Mob6ivHi peakuii" woao
6e3nekn 3acTocyBaHHS JlikapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micnsa
3aTBEPKEHHS.

3a
peyenmom

He
nionsiecae

UA/14550/01/01

52.

rPANOUNTPO
H-BPOHXO

cupon, 1,5 mr/mn no
100 mn abo 200 mn'y
thnakoHi; no 1
do1akoHy pasom 3

TOBAPUCT
BO 3
OBMEXEH
(6],0)

Ykpaina

BCi cTagil
BMPOGHMLITBA,
KOHTPO/Tb SKOCTI,
BWMNYCK Cepil:

Ykpaina

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa

6e3
peyenma

UA/13783/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MipHOIO JTOXKOK Y BIANOBIOA ToBapucTso 3 nocTtayasibHvKa nakyBasibHVUX MaTtepianis
KOpOOLLi 3 KAPTOHY; NBHICTHO 06MeXeHo a60 KOMM/IEKTYHOUMX (KL 3a3HAYEHO B
no5mna6o 15 mny «KOPIMOPA BiANOBIAA/ILHICTIO [Jocbe) (3amiHa abo foAaBaHHsA
calue; no 20 cawe y LA "GapmMaueBTNYHa noctavanbHvka) CynyTHS 3miHa - 3MiHW 3
KOpOOLi 3 KAPTOHY «30POB’A KOMnaHis akocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
» "3p0poB’a", YkpaiHa; KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa
BCi cTagil chopmm abo po3Mipy KOHTelHepa 4n
BMPOGHMLITBA, 3aKynopoBasibHOT0 3aco6y (NepBUHHOT
KOHTPO/b SKOCTI: ynakoBkK) (HecTepunbHi Nikapcbki 3aco6u)
ToBapwCTBO 3 BBE/JeHHs1 HOBOTO BUPOGHMKa NakyBasIbHOro
06MeXeHo matepiany (kpuwwkn) TOB «CtaTyc»,
BiANOBIAA/LHICTIO YKpaiHa, A04aTKOBOro [0 3aTBEePMKEHNX
"XapkiBcbke BMPOGHMKIB. Bigbynuncb He3HauHi 3MiHU
thapmaueBThyHe rabapuTHUX po3MipiB NEPBMHHOT YNakoBKM
nignpueMCTBO (Kpunwwkun @ 28). AKiCHWIA Ta KinbKicHWI cknag,
"300p0oB's Hapoay", nakyBaJIbHOro Matepiasty He 3MiHUNCS.
YKpaiHa
53. | BAP®EH® TabneTkn, BKpUTI MpAT YkpaiHa PoHTic Xennac Ipeuis BHECEHHS 3MiH [0 peecTpaLjiiHnX 6e3 nionsi2ae UA/18537/01/01
NOHr nniBKOBOIO "®apmauesT Megikan eHg mMarepianis: 3mMiHu | TMny - 3MiHM 3 AKOCTI. peyenma
060/10HKO10, 200 nyHa dpipma dapmacbloTikan [oTOBWIA Nnikapcbkmii 3aci6. CTabiNbHICTb.
mr/500 wmr, no 10 "AapHnus” Mpopaktc C.A. 3miHa y TepmiHax npugaTtHocTi abo ymosax
TabneTtok y 6nictepi; 36epiraHHs roTOBOrO /likapCbKOro 3acoby
no 1 6nictepy B navu,j (3miHa B ymMmOBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby abo nicns
PO3YMHEHHSI/BIAHOBNEHHS) - BHECEHHS 3MiH
[0 ymoB 36epiraHHsa MN3
3arBepaKeHo:
36epirati B OpuriHasIbHI ynakoBLji npu
Temnepartypi He Bullie 25°C.
3anponoHoBaHo:
36epirati B opuriHasIbHIl ynakoBLi Ans
3axucTy Bif Aii cBiTNa npu TemnepaTypi He
BuLie 25°C.
3MiHU BHECEHO B IHCTPYKLi0 415 MeANYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y po3ain
"YMoBW 36epiraHHs" 3 BiANOBIAHUMY
3MiHaMu B TEKCTi MapKyBaHHS yNakoBOK.
BBefeHHs1 3MiH NpoTAroM 6-Tu micsauiB nicns
3aTBEPKEHHS
54. | AE3NOPATAA cupon, 0,5 mr/mn; TOBAPUCT Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 - UA/10913/02/01
NH no 50 mn y gonakoHi; BO 3 BMPOBHULTBA, MaTepianis: 3miHa 3asBHuKa J13 (MIBIT) peyenma
no 1 conakoHy pasom 3 | OBMEXXEH KOHTPOb AKOCTI, (BnacHvKa peecTpauiiHoro nocBiAYeHHs)
[03YUMM LLNPULOM- (0]}6} BUNYCK cepil: (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
nineTkoto B KopobLi 3 BIANOBIOA ToBapucTBo 3 BBefeHHs 3MiH NpoTAroM 6-Tu micsAuiB nicns
KapTOHY; NBHICTIO 06MexeHot 3arBepakeHHs. 3MiHu | Tuny - 3MiHu Woao
no 100 mMn y do1akoHi; «KOPIMNOPA BiANOBIA&/IbHICTIO 6e3nekn/ehekTMBHOCTI Ta hapMakoHariagy.
no 1 pnakoHy pasom 3 LA "®apmaueBTnyHa BBeneHHs abo 3MiHM [0 y3arasibHeHuX
[03Y0UMM LLNPULLOM- «310POB’A KOMnaHis [JaHnx npo cuctemy dpapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nineTkor B kopobu,j 3 » "3p0poB'a”, YkpaiHa (BBEOEHHS y3araslbHEHUX AaHWX NPo
KapToOHY BCi cTagii cuctemy hapmakoHarnagy, amiHa
BMPOGHMLITBA, YNOBHOBaXeHOT 0cobu, BifnoBifanbHOT 3a
KOHTPO/b SKOCTI: 3[iiCHEeHHS1 hapMakoHarnsay; KOHTaKTHOI
ToBapwvCTBO 3 0cobu 3 hapmakoHarnsgy 3asaBHuka ans
06MeXeHot 3pjiicHeHHs hapmakoHarnagy B YkpaiHi,
BiANOBIAA/IbHICTIO SKLLO BOHA BifMiHHA Bif, yNTOBHOBaXXEHOT
"XapkiBcbke ocobu, BignoBifanbHOI 3a 34iACHEHHS
hapmaueBTuyHe thapmakoHarnagy (BKIovaum KOHTaKTHi
nignpyeMCcTBO [OaHi) Ta/abo 3MiHM y pO3MileHHI MacTep-
"3p0p0oB's Hapoay", thaiina cuctemm chapmakoHarnsay).
YKpaiHa 3MiHa yNnoBHOBaXXEHOI 0CO6M 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapmMakoHarifg. [irova
pepakuis: LesueHko OneHa IropisHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
Homepa macTtep-chaiina cucremn
chapmakoHarnsgy.
55. | BEKCA- PO34mnH ANS iH'eKi, TOBAPUCT YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiHnX 3a - UA/15314/01/01
340POB'A 25 mr/mn, no 2 mn B BO 3 BMPOGHMLITBA, Marepianis: 3miHa 3asBHuka 13 (MIBI) peyenmom
amnyni; no 5 a6o 10 OBMEXEH KOHTPO/b SIKOCTI, (BNacHuKa peecTpauiiHoro nocBig4YeHHs)
amnyn y KapToHHIl 0]}6} BWMYCK Cepil: (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
Kopoo6uji 3 BIANOBIAA ToBapucTBo 3 BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micnsa
neperopogxkamu; rno 2 NBbHICTHO 06MeXeHo 3aTBEPKEHHS; 3MiHN | TUny - 3MiHK WoA0
M1 B amnyni; no 10 «KOPIMOPA BiANOBIAALHICTIO 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
amnyn y 6nictepi; no 1 LA "®apmaveBTUyHa BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX
6nicTepy y KapTOHHii «30POB’A KOMnaHis JaHnx npo cuctemy dapmaxkoHarnsagy
KOpoo6Lji; no 2 mn B » "3popos A", YkpaiHa (BBEAEHHSA Y3araslbHEHUX AaHWX NPo
amnyni; no 5 amnyny BCi cTagil cuctemy hapmakoHarnsgy, amiHa
6nictepi; no 1 a6o 2 BMPOBHULTBA, YNOBHOB&XEHOT 0CO6MU, BiANOBiAabHOI 3a
6nicTepy y KapTOHHIl KOHTPO/b AKOCTI: 3[iiCHEHHsT hapMakoHarnsay; KOHTaKkTHOI
KOpoo6Li AKuioHepHe ocobu 3 hapMakoHarsay 3asBHvKa ons
TOBapucTBo 3[jiCHEeHHS1 hapMakoHarnsay B YkpaiHi,
"Tannudapm", SIKLLO BOHA BigMiHHA Bif, YNOBHOBaXXEHOI
YkpaiHa 0co6w, BignoBiganbHOI 3a 34iACHEHHS

hapmakoHarnsay (BknoYatoum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOBA&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag [irova
pepakuisi: LeBueHko OneHa IropiBHa
MponoHoBaHa pepakuis: MaHoBa OneHa
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BiANoBiAabHOI 3a hapmakoHarnsg 3miHa
HoMepa MacTep-thaina cuctemm




46

Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
dhapmakoHarnsgy
56. | AEKCAMETA3 PO34MH ANS iH'eKuin, 4 KPKA, a.4., CnoBeHis Bupo6bHMuTBO "in CnoBeHis BHECEHHS 3MiH [10 peecTpaLiiiHx 3a - UA/8538/01/01
OH mr/mn; no 1 mn B HoBso mecTo bulk", nepsrHHe Ta marepianis: 3MiHu | Tuny - 3MiHK WoA0 peyernmom
amnyni; no 5 amnyny BTOPUHHE 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
6nictepi; no 5 nakyBaHHs, (iHWi 3miHM) 3MiHM BHeceHo y n. 8. OATA
6nicTepiB y KAPTOHHIN KOHTPO/b Ta BUMYCK 3AKIHYEHHA TEPMIHY NPUOATHOCTI Ta
KOpoo6Li cepii: n. 17. IHWE TekcTy MapKyBaHHS BTOPUHHOT
KPKA, a.4., Hoso ynakosku Ta n.6. IHLWE nepBuHHOI ynakoBKu
mecTo, CroBeHis nikapcbKoro 3acoby.
KoHTponb cepii: BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micnsa
KPKA, a.4., Hoso 3aTBEPKEHHSA.
mecTo, CrioBeHis
KoHTponb cepii:
HN30X
(HauioHanbHi
nabopartopis 3a
34paB'e, OKONE iH
XpaHo), CnoseHisi
57. | AEHILE® NOPOLLIOK A/151 PO3YUHY AHaHTa Benuka Csicc NepeHTepasic IHais BHECEHHS 3MiH 10 peecTpaviiiHnX 3a - UA/15264/01/02
ONs1 iH'eKuiin abo Megikeap BpuTaHis nrta., IHais martepianis: 3MiHu | TNy - AgMiHiCTpaTuBHI peuenmom
iHdpysimno 2r, 1 Nrp. AHaHTa Megikeap 3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecun
(h1aKoH 3 MOPOLLKOM Y Nimiteq, IHAia MicLs MPOBaMKEHHS AiANbHOCTI
KOpOO6Li 3 KAPTOHY BMpPOGHMKa/iMnopTepa roToBoro JlikapCbKoro
3aco6y, BKIOYaUY AiNbHULi BUMYCKY cepil
abo MicLe NpoBefEeHHSA KOHTPOSIO AKOCTI.
(aisnbHICTb, 3a AKy BignNOBIgaE
BMPOGHUK/IMIOPTEp, BKIOYAKYN BUMYCK
cepili) - BUNpaBfEHO HETOYHICTb B
aHrnincbkoMy BapiaHTi HanMcaHHsA agpecu
BMpo6HuKa MN13 AHaHTa Megikeap Jlimitepg,
a came HanucaHHs cnosa «RIICO» uepes
6ykBYy «C», € BIpHUM Ta BiANOBiAaE Takomy
HanmcaHHI y BUPOBHUYINA niLeH3il
58. | AENO- CycneHsis Ans iH'ekuii, Mcpaiizep CLWA Mdpaiizep Benbris BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a - UA/10030/01/01
MEAPO/ 40 mr/mn; no 1 mny IHK. MeHtothekuypuHr marepianis: 3miHu | Tuny - AAMIHiICTpaTUBHI peyenmom
donakoHi; no 1 Benbris HB 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
th1akoHy B KapTOHHii 3asBHUKa (BNacHuKa peecTpauiiiHoro
KOpoo6Li noceifgyeHHs) - 3MiHa afgpecu 3asiBHUKA.
59. | AXXECIKA® Tabnetku, no 10 TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpauinHnx 6e3 nionsizae UA/12092/01/01
Tabnetok y 6nictepi; "'nepdapm PAPM" mMaTtepianis: 3MiHu | TUNy - 3MiHKX WOA0 peyenma
no 1 a6o 3, abo 9 nTg" 6e3nekn/edeKkTUBHOCTI Ta hapMakoHariagy.

6nicTepiB y KAPTOHHIN
ynaxoBLi

3MiHa y KOpOTKill XapakTepucTumui
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHA Ta
IHCTPYKLT 419 MeAnYHOro 3acTocyBaHHs Ha
nigcTaBi perynspHO OHOBJ/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3nekn 3acTocyBaHHS

NiKapCbKoro 3acoby B nicaspeecTpauiiHunii
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

nepiog, abo sk pe3ynbTar OLiHKM 3BiTY 3
pocnimpkeHb, NpoBefeHnX BignosigHo A0
nnaHy negiatpuuHnx gocnigpkeds (PIP) (iHwi
3MiHM). 3MiHN BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby Ao posginis "Oco6mMBOCTi
3actocyBaHHs", "MNepenosyBaHHs", "MoGiYHI
peaxui” BignosigHo A0 iHhopmauii 3
6e3nekun nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-Tu micsLiB nicns
3aTBEepPKEHHSA. 3MiHN | TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKill XapakTepucTumui
niKkapcbKoro 3acoby, TeKCTI MapKyBaHHA Ta
IHCTPYKLT 419 MeAnYHOro 3acTocyBaHHs Ha
nigcTaBi peryaspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpauiiHni
nepiog, abo sk pe3ynbTar OLiHKM 3BTy 3
AoCnifpKeHb, NPOBeAEHNX BiAMNOBIAHO A0
nnaHy negiatpuynnx gocnimpkers (PIP) (iHwi
3MiHK). 3MiHW BHECEHI A0 IHCTPYKUIT ANns
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginv "Mepeno3yBaHHs",
"Mo6iyHi peakwii" BigNOBiIAHO A0 OHOBMEHOI
iHchopmawii 3 6e3nekun fjtoyoi pevyoBrHM.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micaA
3aTBEePKEHHSA. 3MiHN | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKill XapakTepucTumui
niKkapcbKoro 3acoby, TeKCTI MapKyBaHHA Ta
IHCTPYKLT 419 MeAnYHOro 3acTocyBaHHs Ha
nigcTaBi perynspHO OHOBJ/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpauiiiHni
nepiog, abo sk pe3ynbTar OLiHKM 3BTy 3
AoCnifpKeHb, NPOBEeAEHNX BiAMNOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP)
(3MiHy y3rof>XeHO 3 KOMMETEHTHUM
YMNOBHOB&XEHUM OpraHom). 3MiHV BHeCeHi
[0 IHCTPYKUT 415 MEANYHOrO 3aCTOCYyBaHHS
niKkapcbkoro 3acoby y po3ainu "B3aemogis 3
HLIMMKM NikapcbKMKU 3acobamMu Ta iHLWi BUan
B3aemogiin", "OcobmBoCTi 3acTocyBaHHA"
BifNOBiAHO 4,0 OHOBEHOT iH(hopmaLi 3
6e3neku fjloyoi pevyoBnHU. BBeEHHS 3MiH
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS
3MiHu | TUNy - 3MiHK Wwoao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHK).
3MiHV BHeCeHi [0 IHCTPYKLi ANna MeguyHoro
3aCTOCYBaHHA NikapCbKoro 3acoby y po3ain
"Mo6iuHi peakuii LWOAO 3BiTyBaHHS NPO
no6iyHi peakuii. BBegeHHS 3MiH NpoTAromM 6-
TV MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHK |
TMny - 3MiHM WoAo 6e3nekn/edeKTNBHOCTI
Ta hapmakoHarnsgy. BHeceHHs abo
3MiHa(M) [0 3060B'A3aHb Ta YMOB Bugadi
peecTpaviiiHOro NocBigYEHHS, BK/TKOYaum
MnaH ynpaBniHHA pu3nkamm (3acToCyBaHHS
TEKCTY, SKWIA NOTOAKEHUI 3 KOMNETEHTHUM
opraHom). 3asiBHVKOM HaiaHO OHOBJ/IEHWI
MnaH ynpasniHHA pu3ukamu Bepcis 1.4.
3MiHM BHECEHO [0 YacTuH: | «3aranbHa
iHchopmauis» |l «Cneuudikauis 3 6e3nekun»
V «3axoau 3 MiHiMi3auii pu3ankis» VI
«Pestome nnaHy ynpasniHHa pusmkamu» VI
«[lopatkn» (oopartok 2)

Y 3B’A3KY 3 OHOB/IEHHAIM iHhopMaLiT 3
6e3nekun 4jilunx peyoBuH napaleTamosn Ta
[ApoTaBepuHy rigpoxaopug BiANOBIAHO A0
aKTyasibHOI pedpepeHTHOI iHdopmallii.

60.

OIATHOCTVH-
3/0POB i

NOPOLLIOK ANA
OpasIbHOr0 PO3UUHY;
no 55,318 r nopoLuky y
nakeri; no 6 nakeTiB y
KOpoo6Li

TOBAPUCT
BO 3
OBMEXEH
oo
BIAMOBIOA
NBHICTIO
«KOPFOPA
LS
«3[J0POB'A

»

Ykpaina

ToBapucTso 3
0bMexeHoto
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
KoMmnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiHnX
matepianis: 3miHa 3asBHuka 13 (MIBIM)
(BNacHuKa peecTpauiiHoro nNocBig4YeHHs)
(3rigHo Hakaly MO3 Big 23.07.2015 Ne 460).
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micnsa
3aTBEPKEHHS. 3MiHN | TUny - 3MiHK LWoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BeegeHHs1 ab0 3MiHW A0 y3arasibHeHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPo
cuctemy chapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAabHOI 3a
3[iiCHEHHST hapMakoHarnaay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asasBHuka ans
3[jiCHEHHs1 hapMakoHarnsay B YkpaiHi,
AIKLLO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT
0co6u, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (BknoYatoum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -3miHa
YMNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a papmakoHarisa. firoya

6e3
peyenma

UA/15448/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
pegpakuis: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HOoMepa MacTep-ghaiina cucremu
chapmakoHarnisgy.
61. | AIYTOP® PO34MH ANS iH'eKUiiA, 5 TOB HB® Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a - UA/17871/01/01
mr/mn; no 4 mn B "Mikpoxim" akuioHepHe mMartepianis: 3MiHu | TUNy - AgMIHICTPaTUBHI peyernmom
amnynax, no 5 amnyn TOBapUCTBO “JIekxim 3MiHW. BunyyeHHs BUPOOHUYOT AinbHULI
y kaceTi B nauui 3 — Xapkis”, YkpaiHa (BKNtOYatoum ainbHULi ans APl NPOMiKHOTO
KapTOHY (BignoBigansHuii 3a NpoAyKTy abo roToBOro NiKapcbkoro 3acooy,
BUPOBHMLITBO Ta AiNbHUL ANA NPOBEEHHA NakKyBaHHS,
KOHTPONb/BUNPOGYB BMPOGHMKa, BIANOBIAA/ILHOIO 3a BUMYCK
aHHs cepii, He cepiiA, MicLe NpoBefEHHS KOHTPOIO cepii)
BK/THOHAI0UMN BUMYCK ab0o nocTavasibHMKa BUXigHOrO Marepiany,
cepir) peareHTy ab0 LOMNOMIXXHOI pe4OBUHY (KLLO
TOB HB® 3a3HayYeHo y A0CbE) BryyeHHs BUpOoOHUYOT
"MIKPOXIM", AinbHuUi TOB HB® "MIKPOXIM" (YkpaiHa,
YkpaiHa 93000, /lyraHcbka 0611., M. PybixHe, By/1.
(topngnuHa agpeca Nenina, 6ya. 33), (BignosiganbHWin 3a
BMPOGHMKa; KOHTPO/Ib/BUNPOBYBaHHA cepil, BKIoYaum
BiAnoBiganbHUIi 3a BUnyck cepii) ana rN3.
BMPOGHMLTBO;
BiANOBiAA/IbHWIA 3a
BUNYCK cepil, He
BK/IOYA0UN
KOHTPO/b/BMNPOGYB
aHHsA cepii)
62. | AOKCENIH-3H Kancynu Teepgi no 25 TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHnX 3a - UA/16778/01/01
mr; no 10 kancyn BO 3 0bMexeHo MaTepianis: 3miHa 3aaBHuKa J13 (MIBIT) peyenmom
TBEpAuX y 6nictepi; no | OBMEXEH BiANOBIAA/ILHICTIO (BNacHuKa peecTpauiiiHoro NocBig4YeHHs)
3 6nicTepu y Kopobui 3 (0]}0) "XapkiBcbke (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
KapToHY BIANOBIOA hapmaueBTuyHe BBeeHHs 3MiH NpoTAroM 6-tm micAuis nicns
NBHICTHO nigNPUEMCTBO 3aTBEPLKEHHS. 3MiHN | TUny - 3MiHK WoA0
«KOPIMOPA "3p0poB'A Hapoay" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
LA BBefeHHs1 ab0 3MiHM [0 y3aralbHEHUX
«3[00POB’'A JaHnx npo cuctemy apmakoHarnsagy

»

(BBEAEHHSA y3araslbHEHUX AaHWX NPo
cuctemy thapmakoHarnagy, amiHa
YNOBHOB&XEHOT 0cO6MU, BiANOBiAabHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asaBHuka ans
3[jiCHEHHs1 hapMakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT
0co6u, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsay (BknoYatoum KOHTaKTHI
OaHi) Ta/abo 3MiHM Yy po3MiLLEHHI MacTep-
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
thaiina cuctemmn chapmakoHarnsgy).
3MiHa YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag. firova
pegnakuist: LeBuyeHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6M 3asBHNIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HOMepa MacTep-ghaiina cucremu
chapmakoHarnisgy.

63. | AOKCULUUKNIH | kancynu no 100 mr; no | TOBAPUCT Ykpaina BUNYCK cepil: YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux 3a - UA/1307/01/01
y 10 kancyn y 6nictepi; BO 3 ToBapucTBo 3 marepianis: 3miHa 3assHuka 13 (MIBIM) peyenmom
riAPOXNOPWUA | mo 1 6nictepy y OBMEXXEH 0bMexeHoto (BnacHvKa peecTpauiiHoro nocBigYeHHs)

KOpOOLi 3 KAPTOHY (]}0} BiANOBIAA/ILHICTIO (3rigHo Haka3dy MO3 Big 23.07.2015 Ne 460).
BIANOBIOA "XapkiBCcbke BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB nmicas
NBHICTIO hapmaueBTUUHe 3aTBEpMXEHHS. 3MiHKM | Tuny - 3MiHW Woao
«KOPIMNOPA nigNPUEMCTBO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
s "340poB'a Hapoay", BBegeHHs abo 3MiHM [0 y3arasibHeHWX
«30POB’A Ykpaina [JaHnx npo cuctemy dpapmakoHarnsgy
» BCi cTagii (BBEAEHHSA Y3araslbHEHUX AaHWX Npo
BMPOGHMLTBA, cuctemy hapmakoHarnsgy, smiHa
KOHTPO/b SKOCTI: yMOBHOBaXeHOT 0cobu, BignosigansHoOT 3a
ToBapwuCcTBO 3 3AjiiCHeHHs hapMakoHarnaay; KOHTakTHOT
06MexeHo ocobu 3 hapmakoHarnsay 3asBHvKa Ans
BiANOBIAA/LHICTIO 3[jicCHeHHs hapMakoHarnisay B YkpaiHi,
"®APMEKC IPyn", SAKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOI
Ykpaina ocobu, BiAnoBigasibHOI 3a 3AjACHEHHSA
BCi cTagil thapmakoHarnagy (BKIo4akum KOHTaKTHi
BMPOBHULTBA, naHi) Ta/abo 3MiHN y po3MiLLEeHHI MacTep-
KOHTPO/b SKOCTI: tharina cuctemmn chapmakoHarnsgy) - 3miHa
ToBapucTso 3 YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
06MeXeHo BignoBigasbHOI 3a hapmakoHarnsag. Jitoya
BiANOBIAALHICTIO pegakuis: LesuyeHko Onena IropisHa.
"®apmavueBTnyHa MponoHoBaHa pepakuisi: MaHoBa OneHa
KOMnaHis MuKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
"3p0poB'a”, YkpaiHa YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
Homepa MacTep-thaiina cucremm
hapmakoHarnsgy.
64. | AOUETAKCEN KOHUEeHTpaT ans Amakca itg Benuka KOHTPO/b Cepil, Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a He UA/14900/01/01
AMAKCA PO34UnHY ANst iHGy3ilA, BpuTaHis cepTugikaLia Ta Pecny6nika martepianis: 3MiHu | TUny - 3MiHK WoA0 peuyenmom | nidssizae
20 mr/mn; no 1 mn, 4 BWMYCK Cepil: Kopes 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy
M1 abo 8 My AkBiga 'M6X, (iHWi 3miHK)
thnakoHi; no 1 HimeuunHa 3MiHV BHECEHO Y TEKCT MapKyBaHHS
h1akoHy B KapTOHHIi BMPOGHULITBO in BTOPUHHOI ynakoBku (n. 8. JATA
Kopoo6Li bulk, nepBuHHe Ta 3AKIHYEHHA TEPMIHY NPUJATHOCTI, n.
BTOpPVHHE 12. HOMEP PEECTPALIVIHOIO
nakyBaHHs, MOCBIAYEHHSA, n. 13. HOMEP CEPII
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

KOHTpO/b cepii:
AkBiga 'M6X,
HimeuunHa
BMPOGHULITBO in
bulk, nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b cepil:
CamsHr XongiHr3
KopnopefiwH,
Pecny6nika Kopes

NIKAPCbKOIO 3ACOBY) Ta He3HauHi
pefakLiiiHi NpaBKu - Y TEKCT MapkKyBaHHS
NepPBUHHOT YNakoBKMN NMIKAPCbKOro 3acoby.

BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micaA
3aTBEePMKEHHS. 3MiHK | Tuny -
AfMiHICTPaTMBHI 3MiHN. 3MiHa

HalilmeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BNacHuka peecTpauiiiHoro NocBig4YEHHS)
3MiHa HaliMeHyBaHHA 3asaBHUKa
3MiHU BHECEHO Y po3ain "3asBHuK" B
IHCTPYKL,i0 AN15 MEANYHOrO 3aCTOCyBaHHSA

NiKapcbKoro 3acoby Ta sk HacnigokK - y TeKCT

MapKyBaHHS YNakOBKW NiKapCbKoro 3acooy.

BBefeHHs1 3MiH NpoTAroM 6-T1 micAuis nicns

3aTBEPKEHHS.

65.

E3OMENPA30
N-®APMEKC

niodpinizat ana
PO3UUHY NSt iH ekl
Ta iHcpyaili, 40 mr; no
40 vr y donakoHi; no 1
hnakoHy y nauui

TOBAPUCT
BO 3
OBMEXEH
Olo
BIANOBIOA
NbHICTHO
«KOPIOPA
LA
«300POB’'A

»

YkpaiHa

TOB "®APMEKC
reymn"

Ykpaina

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3miHa 3assHuka /13 (MIBIM)
(BnacHvKa peecTpaLiiHoro noceig4yeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3arBepKeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX
[JaHnx npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPo
cuctemy hapmakoHarnagy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3[iiCHEeHHST hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHuka ans
3[jiicHeHHs hapmakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNTOBHOBaXXEHOT
ocobu, BignoBifanbHOI 3a 3AiACHEHHS
hapmakoHarnsay (BkaYaroum KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-
(paiina cuctemu papmMakoHarnsay) - 3miHa
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 32 hapMakoHarag. [iroya
pepakuis: LLleBueHko OneHa IropiBHa.
MponoHoBaHa pegakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX

YMNOBHOBA&XEHOI 0CO6U 3as1BHYKA,
BiANOBiAabHOI 3a thapmakoHarnsg,
3miHa Homepa macTep-ghaiina cuctemm
chapmakoHarnsgy.

3a
peyenmom

UA/15738/01/01

66.

EKOHA3O0/-
DPAPMEKC

necapii no 150 mr no 3
necapii B 6nictepi; no
1 6nicTepy B nauui 3

KapTOHY; No 5 necapiis

TOBAPUCT
BO 3
OBMEXEH
(6],0)

Ykpaina

TOB "®APMEKC
reymn:

Ykpaina

BHECEHHS 3MiH [0 peecTpavLiiHnX
mMartepianis: 3miHa 3asBHuka /13 (MIBI)
(BNacHuKa peecTpauiiiHoro nNocBig4YeHHs)
(3rigHo Hakazy MO3 Big 23.07.2015 Ne 460).

3a
peyerimom

UA/13578/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

y 6nictepi; no 1 a6o 2
6nicTepy B navuj 3
KapTOHY

BIAMOBIJA
NBHICTIO
«KOPFOPA
LS
«3[J0POB'A

»

BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micaA
3aTBEPMKEHHSA. MiHW | TUNY - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BeefeHHs1 ab0 3MiHW [0 y3arasibHEHNX
[aHux Npo cucTemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3AjiliCHeHHs1 hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 hapmakoHarnsgy 3asasHuka ans
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BifMiHHA Bif, yNOBHOBaXEHOT
0co6w, BignoBigaibHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTaKTHI
AaHi) Ta/abo 3MiHM Y pO3MilLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag. firova
pepakuisi: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6U 3asBHNIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HOoMepa MacTep-ghaiina cucremu
chapmakoHarnisgy.

67.

EKCTPATEPM
®

Tabnetku; no 12
TabneTtok y 6nictepax;
no 12 TabneTtok y
6nictepi; no 2
6nictepy y nauui 3
KapToHY

MPAT
"OITOPAPM

YkpaiHa

BiAnoBiganbHUIi 3a
BMPOGHMLTBO,
nepBUHHe/BTOPUHHE
nakyBaHHs1,
KOHTPO/b AKOCTi Ta
BUWMYCK Cepil:
MPAT
"OITOPAPM",
YKpaiHa
BiAnoBiganbHUIi 3a
BMPOGHMLTBO,
nepBUHHe/BTOPUHHE
nakyBaHHSA Ta
KOHTPO/b AKOCTI:
MAT "Bitaminun",
YKpaiHa
BiANOBiAaIbHNI 3a
BMPOGHMLTBO,
nepBUHHE/BTOPUHHE
nakyBaHHS Ta
KOHTPO/b SIKOCTI:
AT "ly6Hnchapm",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHnx
marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA NMikapcbKnii 3aci6. 3MiHN Y
BUPOOGHUUTBI. 3MiHa iMnopTepa/3aMiHu, LWo
CTOCYTbCS BUMYCKY Cepil Ta KOHTPO/I0
AKOCTi rOTOBOrO NliKapcbKoro 3acoby (3amiHa
a60o fofasaHHA BUPOGHKKA, LLLO Bignosigae
3a BBe3eHHS Ta/abo Bunyck cepii) - He
BK/TOYA0UM KOHTPO/L/BUMMNPOGYBaHHSA cepii -
BBefeHHA [04aTKOBOT BUPOGHUYOI AiNbHUL
MPAT «®ITODAPM», BIiANOBIAa/ILHOI 3a
BWMYCK Cepii, He BK/OYaun
KOHTPONb/BUNPOGYBAHHSA cepii 3a afpecoto:
YkpaiHa, 08303, Kuiscbka 0611., M.
Bopwucnine, Byn. Yymaupka, 17. 3MiHu
BHECeHi y po34inun "BUpo6HKK" Ta
"Micue3HaxomxeHHs1 BUPO6HMKa Ta 1ioro
agpeca MicLs NpoBaKEHHS Ais/IbHOCTI" B
IHCTPYKLi0 4151 MeANYHOTO 3aCTOCYBaHHA Y
3B'A3KY 3 BBEJIEHHAM [0AaTKOBO|
BVMPOGHWYOI AibHNLI, BiANOBIAA/IBLHOT 32
BUMYCK Cepii, 3 MOX/IUBICTIO APYKYBaHHS
OBOX IHCTPYKLUili 415 MeANYHOro

6e3
peyenma

nionsiecae

UA/3602/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BiANOBigaIbHUI 3a 3acTocyBaHHs /13 N okpemmnx BUPOGHMKIB
BUMYCK cepii, He Ta SIK HaCNiAoK - NosiBa TEKCTY MapKyBaHHA
BK/IIOYa0UN yNakoBKM MikapcbKoro 3acoby A1s
KOHTPO/b/BMNPOGYB [0[aTKOBOTO BUPOBHUKA.
aHHA cepii: BBeeHHs 3MiH NpoTAroM 6-T1 micAuis nicns
MPAT 3aTBEPKEHHSA.
"®ITOPAPM",
YKpaiHa
68. | EKCTPATEPM Tabnetku; no 12 MPAT YkpaiHa BiANOBigabHNI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiHnX 6e3 nionsi2ae UA/3602/01/01
® Tabnetok y 6nictepax; | "®ITOGAPM BMPOGHMLTBO, matepianis: 3miHu | TNy - 3miHK Woao peyenma
no 12 tabnetok y " nepBuUHHE/BTOPUHHE 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy
6nicTepi; no 2 nakyBaHHs, (iHWi 3MiHW) - 3MiHW BHECEHO [0 IHCTPYKLT
6nicTepu y nauui 3 KOHTPO/b AKOCTi Ta [ON151 MeAUYHOro 3aCTOCyBaHHS /iKapCbKoro
KapTOHY BUNYCK cepil: 3acoby Ao po3ainis "MobivHi peakuii”" Ta
MPAT "Micue3HaxomKeHHs 3asBHMKA", a came
"®ITOPAPM", [LOMNOBHEHHSA iHGhopMaL,i Wwoao
YkpaiHa NoOBIAOMJIEHHS NPO NiO3ptoBaHi NOGIYHI
BiANOBiAabHNI 3a peakujii. TepmiH BBEAEHHS 3MiH MPOTSArom 6
BMPOGHMLTBO, MiCALIB MiCNA 3aTBEPKEHHS
nepBUHHE/BTOPUHHE
nakyBaHHS Ta
KOHTPO/Tb AKOCTI:
MAT "BitaMinn",
Ykpaina
BiANOBiAA/IbHWIA 3a
BMPOBHULTBO,
nepBYHHE/BTOPVHHE
nakyBaHHSA Ta
KOHTPO/Tb SKOCTI:
AT "Nly6Hndhapm",
YKpaiHa
69. | ENIbTPOMBONN | Tabnertku, BKpUTI MicTtpan AHrnin BUNYyCK cepil, IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a He UA/19832/01/01
Ar-BICTA nNiBKOBOKO Kenitan BMPOBHULTBO, martepianis: 3MiHu | TMny - 3MiHK WoA0 peyernmom nionsieae
060/10HKOI0, N0 25 Mr, MeHegxMeH nepBUHHE, BTOPUHHE 6e3nekn/ehekTMBHOCTI Ta hapMakoHariagy.
no 7 TabneTok y T NimiTeq, nakyBaHHs, 3MiHW Y KOPOTKili XapakTepucTumui

6nicTepi; no 2 abo 4
6nicTepy B KapPTOHHii
KopooLi

KOHTpO/b cepii:
CiHTOH XicnaHis, C.
N., lcnanisa

niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT 418 MeAMYHOro 3aCTOCYBaHHS
reHepuyHMX/ribpuaHnX/6ionodibHMX
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA Tiel
camoi 3MiHV Ha pedepeHTHWIT npenapat
(3miHa He NoTpebye HafAHHS XOAHUX HOBUX
[04aTKOBMX AaHKX) - 3MiHU BHECEHO [0
IHCTPYKLT 418 MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "MNokasaHHa"
BiANOBIAHO A0 iHhopmaL,i WoA0 MeaUyHOro
3acTocyBaHHSA pethepeHTHOro NikapCbKoro
3acoby (PEBONA/L, Tabnetku, BKPUTI
N/1iBKOBOK 060/10HKOK). BBEAEHHS 3MiH
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
NpOTSArom 6-T MicsILiB MicAsi 3aTBEPAKEHHS.
70. | ENbTPOMBOIN | Tabnetku, BKPUTI MicTpan AHrniA BUNYCK cepil, IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHx 3a He UA/19832/01/02
Ar-BICTA nNiBKOBOKO Kenitan BMPOBGHMLTBO, marepianis: 3MiHu | Tuny - 3MiHK WoA0 peyernmom nionsieae
o6onoHkoto, no 50 wmr, MeHemKkmeH nepBUHHE, BTOPVUHHE 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
no 7 TabneTok y T NimiTepq, nakyBaHHs, 3MiHU Y KOPOTKil XapakTepucTumui
6nicTepi; no 2 abo 4 KOHTpPO~b cepii: NikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
6nicTepy B KApPTOHHIi CiHTOH XicnaHis, C. IHCTPYKL|i 415 MeANYHOro 3acTOCyBaHHS
KopooLi 1., IcnaHis reHepUYHMX/ribpuaHNX/6ionodibHMX
NiKapcbKnx 3acobiB Nic/is BHECEHHSA Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3miHa He NoTpebye HafaHHS XOAHUX HOBUX
[04aTKOBMX AaHKX) - 3MiIHW BHECEHO [0
IHCTPYKLT 4118 MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "MNokasaHHa"
BiANOBIAHO A0 iHhopmaL,i WoA0 MeauyHOro
3acTocyBaHHA pethepeHTHOro NikapCbKoro
3acoby (PEBONA/L, Tabnetku, BKPUTI
N1iBKOBOK 060/I0HKOI). BBEAEHHS 3MiH
NPOTSArom 6-Ty MicsILiB MicAsi 3aTBEPAKEHHS.
71. | EMECETPOH- PO3YMH NS iH'eKUi, 2 TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a - UA/4118/01/01
3400POB'A Mmr/mn; no 2 ma abo 4 BO 3 06MEXEHOo MaTtepianis: 3miHa 3asBHuka /13 (MIBIM) peyenmom
M/1 B amnyni; no 5 OBMEXXEH BiANOBIAA/TbHICTIO (BnacHvKa peecTpauiiHoro NocBigYeHHs)
amnyn y kopob6ui; no 2 (e]}0} "papmMaueBTNYHa (3rigHo Haka3sy MO3 Big 23.07.2015 Ne 460).
mn abo 4 mn B amnyni; | BIAMNOBIAA KomnaHis "3gopos'a” BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicas
no 5 amnyn y 6nictepi; NBHICTHO 3aTBEepKEHHSA. 3MiHN | Tuny - 3MiHK Woa0
no 1 a6o no 2 «KOPIMOPA 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
6nictepu y Kopobui LA BBeneHHs1 abo 3MiHM [0 y3arasibHEeHNX
«30POB’A JaHnx npo cuctemy dapmakoHarnsagy

»

(BBEAEHHSA Y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarnsgy, 3amiHa
yMOBHOBaXeHOT 0cobu, BignosigansHoOT 3a
3[jiliCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHvKa Ans
3[jicCHeHHs1 hapMakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0co6w, BignoBigabHOI 3a 34jiACHEHHS
hapmakoHarnsay (BknoYarouy KOHTaKTHI
naHi) Ta/abo 3MiHWM y po3MiLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHNIKA,
BignoBigasibHOI 3a hapmakoHarnsag. Jitoya
peaakuist: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHosa OnexHa
MukonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XEHOT 0CO6M 3as1BHMKA,
BignoBigasIbHOT 3a hapmakoHarnsag. 3miHa
HoMepa MacTep-chaiina cucremm
hapmakoHarnsgy.
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
72. | EMNA Kpem no 5 r y Ty6i; no AcneH IpnaHgis AcneH baga- Himeuunna/ BHECEHHS 3MiH IO peecTpavLiiiHnX 6e3 - UA/4596/01/01
5 Ty6 pasom 3 12 dapma Onbgecno MNvbX, Lsewis matepianis: 3MiHu | TUNy - 3MiHK WoA0 peyenma
OK/H03iIiHUMK TpelginHr HimeuunHa 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy
Haknenkamm y Nimiteq (BupobHuuTBO, (iHLWi 3MiHW). 3MiHM BHECEHO B TEKCT
KapTOHHii KopobLj; no BMNPOBYBaHHS MapKyBaHHS NepBMHHOT yNakoBKu
30 ry T1y6i; no 1 Ty6iy KOHTPO/O SIKOCTI, nikapcbkoro 3acoby (30 ry Ty6i
KapTOHHI Kopo6Lyi nepBrHHE Ta BMpo6HUMLTBA «AcneH bag-Onbgecno
BTOPUHHE M6X», HimeuwunHa) y n. 6. «IHWE», a came:
nakyBaHHS Ta BUAaNEHHS (Dpasn «HAHOCUTLCA AaTa
BUWMYCK Cepii); BMPOGHULTBa». TepMiH BBEAEHHS 3MiH
Pecichapm NPOTArom 6 MicsiLiB NicNs 3aTBEPIKEHHS.
Kapnckora ABb,
LLiBeuis
(Bnpo6HUUTBO,
BMNpobyBaHHA
KOHTPO/O AKOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHSA Ta
BUNYCK Cepii)
73. | EHAN® 20 HL Tabnetkv no 10 KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiHnX 3a - UA/10299/01/01
Tabnetok y 6nictepi, HoBo mecTo MecTo, CroBeHis mMarepianis: 3mMiHu | TMny - 3MiHM 3 AKOCTI. peyenmom

no 2 a6o no 3, abo no
6, abo no 10 6nicTepis
Y KapTOHHIli KOpoo6Li

(BMPOGHMLTBO "in
bulk", nepsrHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPOb cepii Ta
BWMYCK Cepil;
KOHTpONb cepil
(hiznuHi Ta XimiuHi
MEeTOAN KOHTPOSH0));
HN30X
(HauioHanbHi
nabopartopis 3a
34paB'e, OKONE iH
XpaHo), CnoseHis
(koHTpoOsb cepii
(i3nuHi Ta XimiyHi
METOAMN KOHTPO/1t0))

CepTtuchikat BignosigHocTi/lE-cepTudpikat
BiANOBIAHOCTI €BpONenchkil
thapmakonei/moHorpadii. NogaHHSA HOBOTO
a60 OHOBMEHOrO cepTudikaTa BignoBigHOCTI
ab0o BUNyYeHHs cepTudikara BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; NSt AONOMIXHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin thapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAKeHOro
BUPOGHMKa - [MofaHHA OHOBIEHOTo
cepTuduikarta BignoBigHOCTI EBPONENChKii
thapmakonei R1-CEP 2000-053-Rev 05
(3aTBepaxeHuii: R1-CEP 2000-053-Rev 04)
ans A®l eHananpuny Big, BXe
3aTBepmxeHoro Zhejiang Huahai
Pharmaceutical Co., Ltd., China; 3minu |
TMny - 3MiHK 3 aKkocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MopgaHHsA HoBOro abo OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
hapmakonei: ans A®l; ans BuxigHoro
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

mMarepiany/peareHTy/npomMiKHOr0 MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoBuHK (cepTudikaT
BiANOBIAHOCTI EBponelicbkin hapmakonei) -
OHOBNEeHWit cepTudikaT Big yxe
3aTBEpPKEHOro BUPOOHUMKa - MNogaHHa
OHOBJ/IEHOTO cepTudlikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2003-
078-Rev 12 (3aTtBepmxeHuii: R1-CEP 2003-
078-Rev 10) gns AdD| eHananpwny Bif BXxe
3aTBepmxeHoro Neuland Laboratories
Limited, India BHacnigok 3miHu agpecu
BnacHuka CEP; 3minHu | Tuny - 3miHu 3
AKocTi. CepTudikar signosigHocTI/lE-
cepTudikaT BiANoBigHOCTI €Bponeichkili
thapmakonei/moHorpadii. NogaHHS HOBOTO
a60 OHOBMEHOrO cepTudikaTa BignoBigHOCTI
ab0o BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIKHOT
peyoBuHU (cepTudikaT BiANOBIAHOCTI
€sponeiicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif yxe 3aTBepAKEHOro
BUPOGHMKa - [MogaHHA OHOBIEHOTO
cepTucpikaTa BignoBigHOCTI EBpONechbkili
thapmakonei R1-CEP 2000-091-Rev 04
(3aTBepmxeHuii: R1-CEP 2000-091-Rev 03)
ana A®I rigpoxnopoTiasnay Bif, BXe
3arBepaxeHoro UNICHEM
LABORATORIES LIMITED, India BHacnigok
AofaBaHHA BUPOOHMYOT AiNbHUL; 3MiHK |
TMny - 3MiHM WoAo 6e3nekn/edeKTNBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHM) - 3MiHK
BHECEHI Yy TEKCT MapKyBaHHS NEPBUHHOI Ta
BTOPVIHHOI yNaKoBKM NTiKapCbKOro 3acoby
00 3a3HaYeHHs TepMiHY NpUAATHOCTI Ta
norotuny BUPOGHMKa; 3MiHW | TUny - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHK BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikayisix, nig yac BUpobHULTBA
roTOBOro NikapCbKoro 3acoby (iHLWi 3MiHK) -
BHECEHHS 3MiH A0 po3giny 3.2.P.3.4.
KOHTPO/b KPUTWUYHKX CTaZili MPOMIXHOT
npoaykuii 3a napameTpom In Process
Control «Individual weights». BBefieHHs1 3MiH
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n/n

JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMAKEHHS;
3MiHu | TUNYy - 3MiHK 3 SiKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro

NiKapcbKoro 3acoby (iHLi 3MiHN) -
OHOB/IEHHS BXe 3aTBEPKEHNX METOAIB
KOHTPOIO SIKOCTi NlikapCbKOro 3acoby, a

came: BUKNAAEeHHS TEKCTY AepXaBHO
MOBOIO 3TifJHO Cy4acHVX BUMOr. BBefeHHs
3MiH NPOTAroM 6-Tu MicsuiB nicns
3aTBEpMKEHHS; 3MiHK | Tuny - 3MiHK 3
AKocTi. CepTudikar BignosigHoOcCTI/TE-
cepTudikaT BiANoBigHOCTI €Bponeiichkili
thapmakonei/moHorpadii. NogaHHS HOBOTO
a60 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
ab0o BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans

BUXIAHOrO MaTepiany/peareHTy/MpomMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIKXHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI
€sponeiicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif yxe 3aTBepAKEHOro
BUPOGHMKa - [MogaHHA OHOBIEHOTO
cepTucpikaTa BignoBigHOCTI EBpONEchbkili
thapmakonei R1-CEP 2003-078-Rev 14 gns

A®| eHananpuy Bif BXe 3aTBEPIKEHOr0
Neuland Laboratories Limited, India
BHaC/NiiOK BULA/IEHHA BUPOBHNYOro

maiigaHumka 61oky Il Ta He3HauHa 3MiHa
azpecy BUPOGHMYOro maiiaaHumnka Unit-|

nocsi0OYeHHs

74.

ECNIPO

TabneTku, BKpUTI
nniBKOBOIO
0060/10HKO10, N0 25 Mr;
no 10 TabneTtok y
6nictepi; no 1, no 2,
no 3,no5a6ono9
6nicTepiB B KAPTOHHIA
KopooL;

no 14 TabneTok y
6nicTepi; no 2
6nicTepy B KAPTOHHIi
KopoobUi

dapmaueBT

WNYHWI1 3aBO,

"Monbthapm
a"'C.A.

MonbLa

dapmayleBTUYHNI
3aBog "MNonbthapma"
C.A.

MonbLwa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNY - AoMIHICTPaTUBHI
3MiHW. BunyyeHHs BUPOOHUYOI AinbHUL
(Bkntovaroum ginbHULi ans Adl, NpomiKHOTO
npoAyKTy abo roToBOro Nikapcbkoro 3acooby,
OiNbHULI ANA NPOBeAEeHHS NakKyBaHHS,
BMPOGHWKA, BiAMOBifaIbHOTO 3a BUMYCK
cepiid, MicLe NpoBefEHHsI KOHTPOSO cepii)
abo noctavasnbHVKa BUXIAHOrO Matepiasny,
peareHTy abo [OMOMKHOI PEYOBUHY (SIKLLO
3a3Ha4yeHo y focbe) BuganeHHss BUPO6HMYOT
OiNSHKN [i040i peYOBUHM ensiepeHony (Kog,
npouecy-EPLA): AURISCO
PHARMACEUTICAL CO., LTD.; CEP Ne R1-
CEP 2015-268-Rev 00. 3anunwatoTtbca
BMPOGHWUYI ainsHkn: MSN Laboratories
Private Limited (CEP Ne R1-CEP 2015-312-

Rev 02); Aurisco Pharmaceutical CO., LTD

3a
peyenmom

UA/18267/01/01
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Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
(kog npouecy-EPLB) (CEP Ne RO-CEP
2019-028-Rev 01).
75. | ECNIPO TabneTkun, BKpUTI PapmavuesT Monba dapmaueBTUYHNI MonbLa BHECEHHS 3MiH [0 peecTpaLjiiHnX 3a - UA/18267/01/02
nniBKOBOIO VNYHWIA 3aBO, 3aBog, "MNonbgapma” marepianis: 3miHu | TUny - AgMiHICTpaTUBHI peyenmom
060/10HKO0, N0 50 Mr; "Monbthapm 3MiHW. BunyyeHHs BUPOBHNYOT AiNbHUL
no 10 Tabnetok y a" C.A. (BKAtOUaoumM ginbHUyi s APl NPOMiKHOTO
6nicTepi; no 1, no 2, npoaykTy abo roToBOro nikapcbKoro 3acoby,
no 3,no 5 a6ono 9 LiNbHUL ANS NPOBEAEHHS NakyBaHHS,
6nicTepiB B KAPTOHHI BMPOGHWKA, BiAMNOBIfa/IbHOTO 3a BUMYCK
KOpoo6Li; cepiid, Mmicue NpoBeaeHHsI KOHTPOSHO cepii)
no 14 tabnetok y ab0 nocTavyasibHUKa BUXIAHOTO mMatepiany,
6nicTepi; no 2 peareHTy abo [OMNOMKHOI PEYOBUHY (SIKLLO
6nicTepy B KApPTOHHIi 3a3HavyeHo y Aockbe) BuganeHHs BUpo6HUYOI
KopooLi LiNAHKN 4il04OI peYOBUHM ennepeHoHy (kog,
npouecy-EPLA): AURISCO
PHARMACEUTICAL CO., LTD.; CEP Ne R1-
CEP 2015-268-Rev 00. 3anuwatotbca
BMPOGHUYI ainaHkn: MSN Laboratories
Private Limited (CEP Ne R1-CEP 2015-312-
Rev 02); Aurisco Pharmaceutical CO., LTD
(kop npouecy-EPLB) (CEP Ne RO-CEP
2019-028-Rev 01).
76. | ECTE3N®DIH PO34MH HaLLKipHKi 1 AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHnx 6e3 - UA/14783/01/01
%; no 15 mn a6o 20 "Papmak” MaTtepianis: 3MiHu | TUNY - 3MiHW 3 AKOCTI. peyenma

M abo no 25 mny
thnakoHi; no 1
dhnakoHy y nauui 3
KapTOHY

[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpis cneuundikauiii Ta/abo
[OMYyCTUMMX MEX NEPBUHHOI YNakoBKu
rOTOBOrO JIIKAPCbKOro 3acoby (40MNOBHEHHS
cneuudikaLyii HOBUM NOKa3HUKOM 3
BiAMOBIAHMM METOA0M BUNPOBYyBaHHS)
OHOBNEHHS po3giny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a came
[OMOBHEHHSA crieundikaLii Ha kpanesibHULI0
3 KPULLIKOKO Ta BYLLIOHOM Y 6nicTepi
nokasHuKoM «lgeHTudpikauis» 3 BignosigHUM
METOAO0M BUMPOOGYBaHHSA. 3MiHuW | TUny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
CucTema KoHTelHep/3aKynoptoBasibHU
3aci6. 3miHa napameTpiB cneyudikadiii
Ta/abo [onyCTUMUX MEX NEPBUHHOT
yNaKoBKM FOTOBOrO NiKapCbKOro 3acoty
(BMNYyYEHHS1 HE3HAYHOTO MOKa3HKKa
(Hanpuknag, 3acTapiforo nokasHuka))
OHOB/EHHS po3giny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynoptoBasibHWiA 3acib, a came
BW/IYYEHHS 3i cneuudikauii Ha KpanenbHUL0
3 KpYLLKOIO Ta BYLLIOHOM Y 6nicTepi
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n/n

JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o

77.

ETOPUKOKCH

nokasHuka «MaTepian cKnafoBux YacTuH
BMpoOBY». IHhopMaLisa LWoao MaTepianis, 3
AKX BUPOBIEHO KOXHWIA KOMMNOHEHT
NepBUHHOT YNakoBku, HaBegeHo B p. 3.2.P.7.
3MiHu | TUNYy - 3MiHK 3 SiKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKyrnopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudikauili Ta/abo
[0NyCTUMUX MEX NEePBUHHOT YNaKoBKN
roTOBOrO JlikapcbKoro 3acoby (iHLLi 3MiHW)
OHOBNEHHSA po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3aKynoptoBasibHUIA 3acib, a came
yHichikoBaHO creumdikauiio Ha
KpanenbHULIO 3 KPULLIKOKO Ta BYLLIOHOM Yy
6nicTepi. [lo npoekTy cneuudikavii Ha
KpanenbHULIO 3 KPULLIKOKO Ta OYLLIOHOM Yy
6nicTepi BHOCATLCA HACTYMHI 3MiHK: -
akTyanisauis peaakuii nokasHuKis
«30BHILWHIN BUrNAA», «Po3mipu»,
«lepmMeTnyHicTb», «Mikpob6ionoriyHa
ynctoTax». 3MiHu | Tuny - 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3aKynoptoBasibHWii 3aci6. 3MiHa
nocTayasibHvKa nakysasibHUX marepianis
ab0 KOMMAEKTYUMX (AKLLO 3a3HAaYeHO B
[ocbe) (3aMiHa abo goJaBaHHsA
nocTtayasibHuKa) OHOBMEHHA po3ainy 3.2.P.7
CucTema KoHTelHep/3aKynopoBasibHUI
3acib, a came foAaBaHHA albTEPHATUBHOIO
BMPOGHMKA KpanenbHWLj 3 KPULLIKOKO Ta
6yLoHoM y 6nicTepi TOB ®apmmaty,
YKpaiHa.

nocsi0OYeHHs

B-3/J0POBfl

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, No 30 Mr;
no 10 Tabnetok y
6nicTepi, no 3
6nictepu y Kopobui 3
KapTOHY

TOBAPUCT
BO 3
OBMEXEH
oo
BIAMOBIAA
NBHICTIO
«KOPFOPA

LS
«3[J0POB'A

»

YkpaiHa

ToBapucTso 3

0bMexeHoto
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
KomnaHis "3gopos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3miHa 3asBHuka 13 (MIBIM)
(BNacHuKa peecTpauiiHoro nNocBig4YeHHs)
(3rigHo Hakaly MO3 Big 23.07.2015 Ne 460).
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micnsa
3aTBEPKEHHS. 3MiHN | TUny - 3MiHK LWoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BeegeHHs1 ab0 3MiHW A0 y3arasibHeHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO
cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAabHOI 3a
3[iiCHEHHS hapMakoHarnaay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asaBHuka ans
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,

SKLLIO BOHA BigMiHHA Bif, YNOBHOBaXXEHOI

3a
peyerimom

UA/17073/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

0co6w, BignoBigaibHOI 3a 34jiACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTaKTHI
AaHi) Ta/abo 3MiHM Y pO3MilLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy).
3MiHa YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag. [irova
pegnakuisi: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasbHOI 3a hapmakoHarnsg. 3miHa
HOMepa MacTep-ghaiina cucremu
chapmakoHarnisgy.

78.

ETOPUKOKCU
B-3/l0POB Sl

TabneTku, BKPUTI
nAiBKOBOIO
060/10HKOI0, N0 60 Mr;
no 10 TabneTok y
6nictepi, no 3
6nicTepy y kopobui 3
KapTOHY

TOBAPUCT
BO 3
OBMEXEH
010
BIAMOBIAA
NBHICTIO
«KOPFMOPA
LS
«3[J0POB'A

»

YkpaiHa

ToBapucTso 3
06MEXeHOI0
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis: 3miHa 3asBHuka 13 (MIBM)
(BnacHvKa peecTpauiiHoro NocBigYeHHs)
(3rigHo Haka3dy MO3 Big 23.07.2015 Ne 460).
BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB nmicas
3aTBEPMKEHHA. 3MiHK | TUNy - 3MiHW WoA0
6e3nekun/edekTUBHOCTI Ta hapMakoHarniagy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX
JaHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO
cuctemy thapmakoHarnsgy, 3amiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
3[jiiCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHvKa Ans
3[jicCHeHHs hapMakoHarnisay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNOBHOBaXXEHOI
0cobw, BignoBigaibHOI 3a 3A4jiMCHEHHS
thapmakoHarnagy (BKIo4akum KOHTaKTHi
naHi) Ta/abo 3MiHWM y po3MiLLEeHHI MacTep-
thainna cuctemun thapmakoHarnsagy).
3MiHa ynoBHOBaXkeHOi 0CO6U 3asBHUKA,
BignoBigasbHOI 3a hapmakoHarnsag. Jitoya
pegakuist: LeueHko OneHa IropiBHa.
MponoHoBaHa pegakuis: Manosa Onera
MukKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
Homepa MacTep-thaiina cucremm
hapmakoHarnsgy.

3a
peyenmom

UA/17073/01/02

79.

ETOPUKOKCHU
B-340POB™ A

TabneTku, BKpUTI
nniBKOBOKO
060/10HKO10, No 90 Mr;
no 10 TabneTtok y
6nictepi, no 3
6nictepu y Kopobui 3

TOBAPUCT
BO 3
OBMEXEH
oo
BIAMNOBIJA
NBHICTIO

YkpaiHa

ToBapucTso 3
06MeXeHoto
BiANOBIAALHICTIO
"PapmavueBTnyHa
KoMnaHis "3a0pos'a”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3miHa 3asBHuKa J13 (MIBIT)
(BNacHuKa peecTpauiiniHoro NocBiAYeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
BBefeHHs 3MiH NpoTAroM 6-Tu micsAuiB nicns
3arBepKeHHs. 3MiHu | Tvny - 3MiHu Wwoao

3a
peyenmom

UA/17073/01/03
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n/n

JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o

KapToHYy

«KOPMNOPA
LA
«30POB’A

»

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.

BBegeHHs1 ab0 3MiHW A0 y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBiAa/IbHOI 3a
3[iiCHEeHHS1 hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asaBHuka ans
3pjiicHeHHs hapmakoHarnagy B YkpaiHi,
SKLLO BOHA BifMiHHA Bif, yNTOBHOBaXXEHOT
ocobu, BignoBifanbHOI 3a 34iACHEHHSA
thapmakoHarnagy (BKIovaum KOHTaKTHi
[OaHi) Ta/abo 3MiHM y pO3MilLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy).
3MiHa yNnoBHOBaXXEHOI 0CO6M 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapmMakoHarisg. [irovya
pepakuis: LesueHko OneHa IropisHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOB&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
Homepa macTtep-chaiina cucremn
chapmakoHarnsgy.

nocsi0OYeHHs

80.

ETOPVKOKCU
B-3/J0POBfl

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO0, N0 120
mr; no 10 TabneTok y
6nicTepi, no 3
6nictepu y Kopobui 3
KapTOHY

TOBAPUCT
BO 3
OBMEXEH
oo
BIAMOBIAA
NBHICTIO
«KOPFOPA
LS
«3[J0POB'A

»

Ykpaina

ToBapucTso 3
0bMexeHoto
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLjiiHnX
Marepianis: 3miHa 3asBHuka 13 (MIBIM)
(BNacHuKa peecTpauiiHoro nNocBig4YeHHs)
(3rigHo Hakaly MO3 Big 23.07.2015 Ne 460).
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micnsa
3aTBEPKEHHS. 3MiHN | TUny - 3MiHK LWoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
BeegeHHs1 ab0 3MiHW A0 y3arasibHeHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO
cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAabHOI 3a
3[iiCHEHHS hapMakoHarnaay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asaBHuka ans
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHa Bif, YNOBHOBaXXEHOT
0co6u, BignoBiganbHOI 3a 34jiACHEHHS
hapmakoHarnsgy (Bknoyatoum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy).
3MiHa yNnoBHOBaXXEHOI 0CO6YM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. [irova
pegpakuist: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX JaHUX

3a
peyerimom

UA/17073/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

YNOBHOB&XEHOI 0CO6M 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HOMepa MacTep-ghaiina cucremu
chapmakoHarnisgy.

81.

€EBPOHEKC

PO3YMH ANS iH'EKLiA,
100 mr/mn, no 5 mn B
amnyni, no 5 amnyn y
KapTOHHI Kopo6Lyi

€8Bpo
Naicpkep
MpaiBiT
Nimiteq

IHAis

Crepin-LxeH Naid
Caitxcic (Mi) Nimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHx
marepianis: 3mMiHu | TUNY - 3MiHW WOA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKil XapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT 418 MeAMYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpuaHNX/6ionodibHMX
NiKapcbKnx 3acobiB Nic/s BHECEHHSA Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3miHa He NoTpebye HafaHHS XOAHUX HOBUX
[04AaTKOBUX AaHWX) - 3MiHW BHECEHO 0
IHCTPYKLUIii AN MEAMYHOrO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3acTOCyBaHHA" BifNOBIAHO 40
iHdhopMmawuii pechepeHTHOro nikapcbkoro
3aco6by Cyklokapron 100mg/mL solution for
injection/infusion. BBegeHHA 3MiH MpOTArom
6-TN MicsAUIB Nic/is 3aTBEPKEHHS

3a
peyenmom

He
nionsieae

UA/18021/01/01

82.

30/1ADPPEH

TabneTku, BKPUTI
060/10HKOI0, N0 5 Mr;
no 30 TabneTok y
6nictepi; no 1
6nicTepy y KapTOHHiIl
Kopoo6Li

AT "Apamep,
Papma”

Monblwa

AT "Apamep,
®apma”, MonbLya
(Bpo6HMK "in bulk",
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHS;
KOHTPO/Tb SKOCTI,
[03BiN Ha BUMYCK
cepir)

MonbLa

BHECEHHS 3MiH [10 peecTpaLiiiHnx
marepianis: 3miHu | TNy - 3miHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHW Y KOPOTKili XapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT 418 MeAMYHOro 3aCTOCYBaHHS
reHepuyHMX/ribpuaHnX/6ionodibHMX
NiKapcbKnx 3acobiB Nic/1si BHECEHHSA Tiel
camoi 3MiHV Ha pedepeHTHWIT npenapat
(3miHa He NoTpebye HafAHHS XOAHUX HOBUX
[04AaTKOBUX AaHUX).
3MiHV BHeceHo A0 [HCTpyKUii ans
MeAMYHOI0 3aCTOCYBaHHS NikapCbKoro
3acoby [0 po3ginis: "dapmakonorivHi
BnactusocTi", "MpoTunokasaHHA",
"B3aemopis 3 iHLIMMKU NiKapCbKnuMun
3acobamu Ta iHWi BUamn B3aemogiii",
"Ocob6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHS y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHsA
Ta gosu", "Aitn", "Mo6iuHi peakuii”
Bi4NOBIAHO A0 pedhepeHTHOro Nikapcbkoro
3acoby 3unpekca®. BBefeHHS 3MiH
NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPOKEHHS.
3MiHu | TUny - 3MiHK Woa0
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy

3a
peyenmom

He
nionsieae

UA/2604/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy

(nikapcbka chopma,

ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

30/1A®PEH

(iHWi 3MiHW). 3MiHW BHECEHO A0 IHCTPYKUil
ON9 MeAUYHOro 3acTOCYBaHHS NikapCbKoro
3acoby go posginy "OcobnmsocTi
3acTocyBaHHsA" BifMoBigHO A0 OHOBMEHOI
iHbopmauii Wwoao 6e3nekn 3acTocyBaHHS
[0MNOMDKHOT peqoByHW. BBeeHHS 3MiH

NpOTSArom 6-T MicsILiB MicAsi 3aTBEPAKEHHS.

83.

TabneTku, BKPUTI

060/10HKO10, No 10 mr;

no 30 TabneTtok y
6nictepi; no 1
6nicTepy y KapTOHHiIN
KOpoo6Li

AT "Apamep,
Papma”

MonbLa

AT "Apamep,
®apma”, MonbLya
(Bpo6HMK "in bulk",
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHS;
KOHTPO/Tb SKOCTI,
[03BiN Ha BUMYCK

cepii)

MonbLa

BHECEHHS 3MiH [10 peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHK Woao

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

3MiHU Y KOPOTKill XapakTepucTumui
niKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta
IHCTPYKLT 4118 MeAMYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpuaHNX/6ionodibHMX
NiKapcbKnx 3acobiB Nic/s BHECEHHSA Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3miHa He NoTpebye HafaHHS XOAHUX HOBUX
[04AaTKOBUX AaHWX).
3MiHN BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby [0 po3ginis: "dapmakonorivHi
BnactmsocTi”, "MpoTunokasaHHs",
"B3aemopis 3 iHLWMMKU NiKapCbKnuMun
3acobamu Ta iHWi BUamn B3aemogiii",
"Ocob6nMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta go3u", "Aitn", "MNo6iuHi peakuii"
Bi4NOBIAHO A0 pedhepeHTHOro NikapcbKoro
3acoby 3unpekca®. BBefeHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNs 3aTBEPMAKEHHS.
3MiHu | TUNy - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHW BHECEHO A0 IHCTPYKUil
ON19 MeAUYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3giny "OcobnmBocTi
3acTocyBaHHSA" BifMoBigHO A0 OHOB/EHOI
iHbopmaii woao 6e3nekn 3acTocyBaHHs
[O0MNOMDKHOT peyoBVHN. BBeAEHHS 3MiH
NpOTSArom 6-Ty MicsILiB MicAsi 3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/2604/01/02

84.

IBPEH30

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOI0, MO 20 Mr;
12 TabneTok y
6nictepi; no 1
6nicTepy y KapTOHHii
KopooLi

AcTtennac
Papma
tOpon B.B.

HigepnaH
an

Actennac ®apma
tOpon B.B.,
HigepnaHan
(nepBuHHe
nakyBaHHs,

BTOPUHHE
naxkyBaHHs1,

KOHTPO/Ib SIKOCTI,

HigepnaHnaun
/

CLWA

BHECEHHS 3MiH [10 peecTpaLiiiHnx
marepianis: 3MiHW | TUMY - 3MiHW 3 SKOCTI.
A®I. CtabinbHicTb. 3miHa nepiogy
NOBTOPHMX BUNPOGYBaHb/nepiogy
36epiraHHa abo yMoB 36epiraHHa Ad| (3a
BifICYTHOCTI Y 3aTBEp)KEHOMY [0CbE
cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
hapmMakonei, Lo BKIYae nepios

3a
peyenmom

UA/19833/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BMNYCK cepil); NOBTOPHOro BUNpobyBaHHS) (nepiog,
KataneHt CTC, NOBTOPHOrO BUNPOOBYBaHHs/Nepios,
nNnc, CWA 36epiraHHs) - 36iNblUeHHs abo BBEAEHHS
(KOHTpO/Ib AKOCTI); nepiogy NOBTOPHOro BMNpoGyBaHHs/nepiogy
KataneHTt ®apma 36epiraHHA Ha OCHOBI pe3y/bTaTiB
ConowwHe, N11C, JocnigpkeHb y peasibHOMY yaci -
CLUA (BrpO6HMLTBO, 36inbLUEeHHS Nepiofy NOBTOPHOTO
nakyBaHHs bulk Ta BUNPOBYBaHHSA Ail040i peYOBUHU
KOHTPO/b SIKOCTI) pokcagyctaTy 3 48 micsuis fo 60 micauis.
85. | IBPEH30 TabneTku, BKPUTI Actennac HigepnaH Actennac apma Higepnanan BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a - UA/19833/01/02
nNiBKOBOKO dapma on tOpon B.B., / martepianis: 3MiHW | TUMY - 3MiHX 3 AKOCTI. peuenmom
06010HkKot0, No 50 mr; tOpon B.B. Higepnangn CLWA A®I|. CtabinbHicTb. 3miHa nepiogy
12 TabneTok y (nepBuHHe NOBTOPHMX BMNPOGYBaHb/nepiogy
6nictepi; no 1 nakyBaHHs, 36epiraHHa abo ymoB 36epiraHHa AP (3a
6nicTepy y KapTOHHIi BTOPUHHE BiICYTHOCTi y 3aTBEPAXEHOMY [OCbE
KOpoo6Li nakyBaHHs1, cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
KOHTPO/b SIKOCTI, hapmMakonei, Lo BKIoYae nepios
BMNYCK cepil); NOBTOPHOro BMUNpobyBaHHS) (nepiog,
KaraneHt CTC, NMOBTOPHOTO BUNpOGYBaHHs/Nepiog,
NNnc, CWA 36epiraHHs) - 36iNbLUeHHA abo BBEAEHHS
(KOHTPOSIb SAKOCTI); nepiogy NOBTOPHOrO BMNpoGyBaHHA/nepiogy
KataneHTt ®apma 36epiraHHsa Ha OCHOBI pe3y/bTaTiB
ContoLwHc, JI1C, [ocnimpkeHb y peasibHOMY 4aci -
CLA (B1po6HULTBO, 36ibLUEHHA nepiogy NOBTOPHOro
nakyBaHHs bulk Ta BMNPOOYBaHHA Ail040i PEHOBUHN
KOHTPO/1b SIKOCTI) pokcagycTarty 3 48 micauis 0 60 MicaliB.
86. | IBPEH30 TabneTkn, BKPUTI AcTtennac HigepnaH Actennac ®apma HigepnaHamn BHECEHHS 3MiH 4,0 pPeeCcTpaLiiHNX 3a - UA/19833/01/03
NnNiBKOBOKO dapma an tOpon B.B., / martepianis: 3MiHK | TUMY - 3MiHX 3 AKOCTI. peyenmom
060/10HKO10, M0 70 Mr; HOpon B.B. HigepnaHan CWA A®l. CtabinbHicTb. 3MiHa nepiogy
12 TabneTok y (nepBuHHe NMOBTOPHMX BMNPOGYBaHb/nepiogy
6nicTepi; no 1 nakyBaHHs1, 36epiraHHA abo yMoB 36epiraHHs A®I (3a
6nicTepy y KapTOHHii BTOpPUHHE BifjCYTHOCTI Y 3aTBEPKEHOMY OCLE
KOpOoo6Li nakyBaHHs, cepTuchikaTa BiANOBIAHOCTI EBPONENChKil
KOHTPO/b SIKOCTI, chapmakonei, Lo BKNoYae nepios
BUNycCK cepii); NOBTOPHOro BMNpPobyBaHHs) (nepios
KaraneHt CTC, NMOBTOPHOTrO BUNPOGYBaHHs/Nepiog,
NNC, CWA 36epiraHHs) - 36iNblUeHHs abo BBeAEHHS
(KOHTpPO/Ib SKOCTI); nepiogy NoBTOPHOro BUNpobyBaHHs/nepioay
KataneHt ®apma 36epiraHHa Ha OCHOBI pe3y/ibTaTiB
ConoLwHc, N11C, [ocnimpkeHb y peasibHOMY 4aci -
CLUWA (Bvpo6HULTBO, 36inbLUeHHs nepiody NOBTOPHOro
nakyBaHHs bulk Ta BMNPOBYBaHHA Ail040i PeYOBUHN
KOHTPO/1b SIKOCTI) pokcagycTarty 3 48 micsuis Ao 60 micsauis.
87. | IBPEH30 TabneTku, BKPUTI Actennac HigepnaH Actennac ®apma HigepnaHnam BHECEHHS 3MiH [10 peecTpaviiiHnx 3a - UA/19833/01/04
NNiBKOBOKO dapma on Opon B.B., / marepianis: 3MiHU | TUMY - 3MiHK 3 AKOCTI. peyenmom
o6onoHkoto, no 100 tOpon B.B. HigepnaHan CWA A®I. CtabinbHicTb. 3miHa nepiogy
mr; 12 TabneTtoky (nepBuHHe NOBTOPHMX BMNPOGYBaHb/nepiogy
6nicTepi; no 1 nakyBaHHs, 36epiraHHa abo yMoB 36epiraHHa Adl (3a
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6nicTepy y KapTOHHii BTOPUHHE BiICYTHOCTI y 3aTBEPAXEHOMY [OChE
KopooLi nakyBaHHs, cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
KOHTPOb AKOCTI, hapmakonei, Wo BKIYae nepiog,
BMNYCK cepil); NOBTOPHOro BMNpobyBaHHS) (nepiog,
KataneHt CTC, NOBTOPHOrO BUNPOBYBaHHs/nepios,
nnc, CWA 36epiraHHsn) - 36iNblUeHHs abo BBEAEHHS
(KOHTpO/Ib AKOCTI); nepiogy NOBTOPHOro BMNpoGyBaHHsA/nepiogy
KataneHTt ®apma 36epiraHHA Ha OCHOBI pe3y/bTaTiB
ConowwHe, N11C, JocnigpkeHb y peanibHOMY yaci -
CLUA (Brp0o6HMLTBO, 36inbLUEeHHS Nepiogy NOBTOPHOTO
nakyBaHHs bulk Ta BUNPOBYBaHHSA Ail04Oi PeYOBUHU
KOHTPO/b SIKOCTI) pokcagyctaTy 3 48 micsuis fo 60 micauis.
88. | IBPEH30 TabneTku, BKPUTI Actennac HigepnaH Actennac apma Higepnanan BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a - UA/19833/01/05
nNiBKOBOKO dapma on tOpon B.B., / mMartepianis: 3MiHK | TUMY - 3MiHX 3 AKOCTI. peuenmom
060n0Hkoto, no 150 tOpon B.B. Higepnangn CLWA A®I|. CtabinbHicTb. 3miHa nepiogy
Mr; 12 TabneTtok y (nepBuHHe NOBTOPHMX BMMPOGyBaHb/nepiogy
6nictepi; no 1 nakyBaHHs, 36epiraHHa abo ymoB 36epiraHHa AP (3a
6nicTepy y KapTOHHii BTOPUHHE BiICYTHOCTI y 3aTBEPAXEHOMY [OCbE
KOpoo6Li nakyBaHHs1, cepTucpikaTa BiANOBIAHOCTI EBpONEChKil
KOHTPO/b SIKOCTI, hapmakonei, Lo BKIoYae nepios
BMNYCK cepil); NoBTOPHOro BMUNpobyBaHHS) (nepiog,
KaraneHt CTC, NMOBTOPHOTrO BUNPOGYBaHHs/Nepiog,
NNnc, CWA 36epiraHHs) - 36iNbLUeHHA abo BBEAEHHS
(KOHTPOSIb AKOCTI); nepiogy NOBTOPHOrO BMNpoGyBaHHsA/nepiogy
KataneHTt ®apma 36epiraHHsa Ha OCHOBI pe3y/bTaTiB
ContoLwHc, JI1C, [ocnimpkeHb y peasibHOMY 4aci -
CLWA (Brpo6HULTBO, 36ibLIEHHA nepiogy NOBTOPHOrO
nakyBaHHs bulk Ta BMNPOOYBaHHA Ail040i PEYOBUHN
KOHTPO/1b SIKOCTI) pokcagycTarty 3 48 micauis 0 60 MicauiB.
89. | IMYHOPO PO34MH ANS iH'EKi, KEAPIOH ITanis KEAPIOH C.M.A. ITanisa BHECEHHS 3MiH [0 peecTpaLiiHnX 3a - UA/19741/01/01
300 mkr (1500 MO)/2 C.N.A. marepianis: 3MiHu | TUNy - 3MiHK WoA0 peyenmom
M, N0 2 MNy 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy
nonepegHL0 (iHWi 3miHM). OHOB/EHHS TEKCTY
HanoBHEHOMY LUNPUL MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby,
3 ro/fIKoto AN 30KpeMa BHECEHO 3MiHV Y BTOPUHHY
BBefleHHs; no 1 ynakosky B M. 4. «JIKAPCbKA ®OPMA TA
LUNPpULY B KAPTOHHIi KINbKICTb O4MHWLB B YMAKOBLLI», n.
KOpO6Li 12. <HOMEP PEECTPAL|NHOIO
MOCBIAYEHHA» Ta y nepB1MHHY ynakoBKy B
n. 6. «IHWE».
90. | IHTYBAH® PO34MH ANA iH'EKUiA, AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 10 peecTpavLinHnx 3a - UA/20212/01/01
10 mr/mn; no 2,5 mn «dapmak» mMaTepianis: 3MiHu | TUNY - 3MiHN 3 SKOCTI. peyenmom

abo 5 mny amnynax 3

npo30poro ckia, no 5

amnyn y 6nictepi, no 1

6nicTepy y naui

A®I. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHA APl abo BUXiAHOrO
MaTepiany/MpomiKHOTro NPOAYKTy/peareHTy,
LL|0 BUKOPNCTOBYETLCSA Y Npoueci
BMPO6HMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMAKEHNX MeToAax BUNPOGYBaHHS) -
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
He3HayHa 3MiHa 3a NnokasHukoM "CynpoBigHi
OOMilwkn" meTogoMm BEPX A®| ATpakypiym
6ecunar
91. | IPMUHOTEKAH KOHLeHTpaT 4714 Awmakca NT] Benwuka KOHTpO/b cepii Ta HimeyunHa BHECEHHS 3MiH IO peecTpavLiiiHnX 3a He UA/14902/01/01
AMAKCA PO34unHY ANs iHGy3ilA, BpuTaHia BUNYCK cepil: mMaTtepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI. peuyenmom | nidsisizae
20 mr/mn no 2 mn, 5 AxBiga M'M6X, [oTOoBWIA Nikapcbknit 3aci6. CTabiNbHICTb.
mMn a6o 15 mny HimeuunHa 3MiHa y TepmiHax npugaTtHocTi abo ymoBax
thnakoHi; no 1 BMPOBHMUTBO in 36epiraHHs roToBOrO JiKapCbKOro 3acoby
h1aKkoHy B KapTOHHIi bulk, nepsuHHe Ta (36inblUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
KOpoo6Li BTOPUHHE nikapcbKoro 3acoby) - [ns Toprosoi
nakyBaHHs1, ynakoBKku (MiATBEPAXKYETLCS AaHUMM
KOHTpPO/b cepii: peasibHOro yacy) 36iMbLUEHHS TEPMIHY
AxBiga 'M6X, npuaaTHOCTI FOTOBOTO JIiKAPCbKOro 3acoby
HimeuyunHa (3aTBEpPMAKEHO: TEPMIH NPUAATHOCTI 3 POKYU;
3anponoHOBaHO: TEPMiH NMPUAATHOCTI 4
poku). 3MiHV BHECEeHi B po3ain "TepmiH
NpUAAaTHOCTI" B IHCTPYKLitO 4715 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micnsa
3aTBEPKEHHS.
92. | IPUHOTEKAH KOHUeHTparT Ans Awmakca Jtg, Benuka KOHTpOb cepii Ta HimeuunHa BHECEHHS 3MiH [0 peecTpavLiiHnX 3a He UA/14902/01/01
AMAKCA PO34unHy ANs iHdy3ilA, BpuTaHis BUNYCK cepil: marepianis: 3MiHu | TUNy - 3MiHK WoA0 peyenmom | niosnsizae
20 mr/mn, no 2 mn, 5 AkBiga 'm6X, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy
mn abo 15 mny HimeuunHa (iHLWi 3miHK)
thnakoHi; no 1 BMPOGHULITBO in 3MiHV BHECEHO Y TEKCT MapKyBaHHSA
th1aKoOHY B KapTOHHii bulk, nepBuHHe Ta BTOPVHHOI ynakoBku (n. 8. JATA
KOpOoo6Li BTOPUHHE 3AKIHYEHHSA TEPMIHY NPUSATHOCTI, n.
nakyBaHHs, 12. HOMEP PEECTPALIVIHOIO
KOHTPO/Ib Cepii: MOCBIAYEHHSA, n. 13. HOMEP CEPIi
AkBiga 'M6X, NIKAPCBbKOIO 3ACOBY) Ta He3HauHi
HimeuyunHa peAakuiiHi NpaBKu - y TEKCT MapKyBaHHs
NepBUHHOT YNakoBKW Nikapcbkoro 3acooy.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicas
3aTBEepPKEHHSA. 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
(BNacHuka peecTpauiiHoro NocBigYEHHS)
3MiHa HaliMeHyBaHHA 3asaBHUKa
3MiHN BHECEHO Y po3ain "3asBHuK" B
IHCTPYKL,i0 415 MEANYHOrO 3aCTOCyBaHHSA
NiKapcbKoro 3acoby Ta sk HacnifokK - y TeKCT
MapKyBaHHS yNakoBKM MiKapCbKOro 3acoby.
BBeeHHs 3MiH NpoTAroM 6-tm micAuis nicns
3aTBEPKEHHS.
93. | KAACITIA® NMOPOLLIOK A/1A TOB «Pouu Ykpaina Brpo6HMUTBO Lsenuapis/ BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a - UA/13770/01/02
KOHLEHTparty A/ YkpaiHa» Hepo3dacoBaHOT HimeyunHa marepianis: TEXHIYHa NMoMuka (3rigHo peyenmom
po34nHy ans iHdysili NpoAyKLii, NepBuHHe Haka3y MO3 Big 23.07.2015 Ne 460),
no 160 mr; 1 donakoH 3 rnakyBaHHs, BunpaBneHHs1 TEXHIYHOI NOMW/IKK, 3rigHO
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Hassa

®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
NOPOLLKOM B BTOPUHHE n.2.4. n.n.4 po3giny VI Hakasy MO3 YkpaiHu
KapTOHHI Kopo6Lyi nakyBaHHs, Bif 26.08.2005p. Ne 426 (y pefgakuii Hakasy
BMNpobyBaHHA MO3 Ykpainu Big 23.07.2015 p. Ne 460) y
KOHTPO/O AKOCTI, MeTogax KOHTposto AKocTi /13 Wwoao
BUMYCK cepii: napameTpy NPUINHATHOCTI 3@ NOKa3HNKOM
®.XothpmaHH-/15 "AKTUBHICTb" B Crneumdikavii Ta meTogax
Pow NlTa, KOHTPOJII0, & CaMe HEKOPEKTHO 3a3HauyeHo
Lseiiapis «0,8 x 104 — 1,2 x 104 Ofi/mn» (3amicTb
BunpobyBaHHs KopekTHoro «0,8 x 104 — 1,2 x 104 O/mr».
KOHTPO/O AKOCTI: 3arBepAKeHo:
Pow diarHocTuke AkTuBHicTb 0,8 X 104 — 1,2 x 104 Oi/mn
M6X, HimeuyunHa MeToAmKa BUpobHUKa, meTog 6ion0riuHoro
aHanisy
3anponoHoBaHo:
AkTuBHIiCTb 0,8 X 104 — 1,2 x 104 OA/mr
MeToAvKa BUpobHUKa, MeToz 6ionoriyHoro
aHanisy
3a3HayeHe BMMNpaB/ieHHA BigNoBifae
MaTepiasiam peecTpauiiHoro 4ockbe
94. | KAACIIA® NOPOLLOK A5 TOB «Pouu Ykpaina Bupo6bHuuTBO LLBeiiuapis/ BHECEHHS 3MiH [10 peecTpaLiiiHx 3a - UA/13770/01/01
KOHLleHTparty ans YKpaina» Hepo3dgacoBaHO| HimeyunHa mMartepianis: TexHIiYHa nomuska (3rigHo peyernmom
PO34mnHY ANs iHAY3il NpoAyKLuii, NnepBuHHe Haka3y MO3 Big 23.07.2015 Ne 460),
no 100 wmr; 1 donakoH 3 naxkyBaHHs, BunpaBneHHs1 TeXHIYHOI NOMW/IKK, 3rigHO
NOPOLLKOM B BTOPUHHE n.2.4. n.n.4 po3giny VI Hakasy MO3 YkpaiHu
KapTOHHI Kopo6Lyi nakyBaHHs1, Bif 26.08.2005p. Ne 426 (y pefakuii Hakasy
BUNPOBYBaHHSA MO3 Ykpainu Big 23.07.2015 p. Ne 460) y
KOHTPO/O SIKOCTI, MeTogax KOHTpOoo SKOCTi /13 Wwopo
BUMyCK cepii: napameTpy NPUNHATHOCTI 3@ NOKa3HNKOM
®.XohhmaHH-/1a "AKTMBHICTb" B CneundikaLii Ta meTogax
Pow NTp, KOHTPOJ110, & Came HEKOPEKTHO 3a3HayeHo
LBeiiuapis «0,8 x 104 — 1,2 x 104 Ofi/mn» (3amicTb
BunpobysaHHs KOpeKTHOro «0,8 x 104 — 1,2 x 104 Of/mr».
KOHTPO/O SKOCTI: 3arBepakeHo:
Pow [iarHocTukc AKTUBHICTb 0,8 X 104 — 1,2 x 104 O4/mn
'm6X, HimeyunHa MeToAmKa BUpobHUKa, meTog 6ionoriyHoro
aHanisy
3anponoHoBaHo:
AkTMBHIiCTb 0,8 X 104 — 1,2 x 104 OA/mr
MeToAvKa BUPObHUKa, MeToz 6ionoriyHoro
aHanisy
3as3HayeHe BUNpaB/IeHHS BignoBigae
MaTepianam peecTpawiiHoro 4ockbe
95, | KAMETPA pO3uuH ans E66Bi LLiBeiuapi Brpo6HMK CLWA/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a - UA/6998/02/01
nepopasibHOro Biochapmach a BignoBiganbHUii 3a HimeyunHa marepianis: 3MiHu Il Tvny - 3MiHK WoA0 peuenmom
3acTocyBaHHs; Mo 60 toTiKan3 BMPOBHMLITBO 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
M1y dh1akoHi; no 5 M6X nikapcbkoro 3aco6y,

(h1aKOHIB Y KapTOHHiii

KopoobUi

nepBUHHe Ta
BTOPVHHE

BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
YMOB BUaui peecTpauiliHoro nocBigYeHHs,
BK/OYatouuy MnaH ynpasaiHHA py3vkamu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nakyBaHHS:
E66BI IHK., CLUA;
Brpo6HMK
BiANOBiAA/IbHWIA 32
TeCTyBaHHS:
E66BI IHK., CLLUA;
Brpo6HMK
BiAnoBiganbHUIi 3a
TeCcTyBaHHA Ta
BWMYCK Cepil:
E66Bi [oiiuneHs
m6X i Ko. KT,
HimeuunHa

(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
nofanbLioro o6rpyHTyBaHHA HOBUMU
[04ATKOBUM AaHVUMW, L0 MalTb
HafaBaTncs KOMMNETEHTHUM OpPraHoMm,
OCKi/IbKV BUMAraeTbCsa CyTTEBA OLjiHKa
KOMMNETEHTHVUM opraHom). 3asiBHUKOM
Ha/laHO OHOBJIEHWIA NA1aH ynpasiHHA
pusmkamu Bepcis 10.0. 3MiHM BHECEHO A0
yacTuH: Il «Cneyudikauis 3 6e3neku», Il
«[naH 3 chapmakoHarnsgy», V «3axogu 3
MiHimi3aLii pusuki», VI «Pe3tome nnaHy
ynpaBniHHA pusnkamu», VIl «Jogatku» y
3B'A3KY 3 BUJA/IEHHAM PU3NKY, SKUI
BiAHOCUTLCA A0 BiACYTHLOI iHhopmaLii Ta
BWIYYEHHAM 3aBEPLLEHOTO AOCIAKEHHS
EPPICC Cohort Study P-19-106. Pe3stome
nnaxy ynpasniHHA pusnkamu Bepcia 10.0
[0A3ETLCS.

96.

KANbLJO
FNIIOKOHAT-
340POB'AA
(CTABINI30OBA
HU)

PO34MH ANS iH'EKUi,
100 mr/mn; no 5 mn B
amnyni; no 10 amnyn y
KapTOHHiI kopobuj; no
5 mn B amnyni; no 5
amnyn y énictepi; no 2
6nicTepy y KapTOHHIl
Kopo6ui; no 10 mn B
amnyni; no 10 amnyn y
KapTOHHI Kopo6Lyi

TOBAPUCT
BO 3
OBMEXEH
Olo
BIANOBIOA
NbHICTHO
«KOPIOPA
LA
«300POB’'A

»

YkpaiHa

ToBapucTso 3
06MexeHoto
BiANOBIAAILHICTIO
"®apmavueBTnyHa
KoMnaHis "3g0pos'a”

Ykpaina

BHECEHHS 3MiH IO peecTpaviiiHnX
MaTepianis: 3MiHa 3asBHuKa J13 (MIBIT)
(BnacHvKa peecTpaLiiHoro noceig4yeHHs)

(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).

TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn
MicALiB NicnsA 3aTBepKEHHS. 3MiHu | Tuny -
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu g0
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHNX

[laHuX Npo cucTemMy hapMakoHarnsgy, amiHa

YNOBHOBaXXEHOT 0CO6MU, BiANOBiZa/IbHOI 3a
3[iiCHEeHHSs1 hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHUka ans
3[jiicCHeHHs hapmMakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNTOBHOBaXXEHOT
ocobu, BignoBifanbHOI 3a 3AiACHEHHS
hapmakoHarnsay (Bk1Yaroum KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-
thaiina cuctemm chapmakoHarnsay). 3MiHa
YNOBHOB&XeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 32 hapMakoHarag. Jiroya
pepakuis: LLleBueHko OneHa IropiBHa.
MponoHoBaHa pegakuis: MaHoBa OneHa
MukonaiBHa.3MiHa KOHTAKTHUX AaHWNX
YMNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
Homepa MacTep-chaiina cucremu
chapmakoHarnsgy.

3a
peyenmom

UA/A726/01/01

97.

KBEHTIAKC®

TabneTkn

KPKA, a.4.,

CnoBeHis

BMPOGHMLTBO "in

CnoBeHisi

BHECEHHS 3MiH [0 peecTpavLiiHnX

3a

UA/16479/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
SR NPOJIOHroBaHoI Aii no Hoso mecTo bulk", nepBuHHe Ta marepianis: 3miHu | Tvny - 3MiHu WoA0 peyenmom
50 mr, no 10 TabneTok BTOPUHHE 6e3nekn/edekTBHOCTI Ta hapMakoHarniagy.
y 6nicTepi; no 6 abo 9 nakyBaHHs, 3MiHa YacToTn Ta/abo TepMiHiB NofgaHHSA
6nicTepiB y KAPTOHHIN KOHTpO/b cepii Ta perynsipHoO OHOBJIOBaHMX 3BITIB 3 6e3Mneku
KopooLi BUNYCK cepil: nikapcbknx 3acobiB. 3MiHa TepMiHiB
KPKA, a.4., Hoso NnofaHHsA perynsipHO OHOBJ/IKOBAHOrO 3BITY 3
mMecTo, CroBeHis; 6e3nekn (PO3B) nikapcbkoro 3acoby: [iroya
KOHTPO/Ib Cepii: pepakuis: KiHueBa farta Ans BKIOYEHHSA
KPKA, 4.4., Hoso naHux go PO3B6 - 30.07.2020 p.; aarta
mMecTo, CroBeHis nogaHHa PO36 - 28.10.2020 p.
MponoHoBaHa pegakuis: KiHuesa gata ans
BK/IOYEHHA AaHux o PO3b - 31.07.2023 p.;
nara nogaHHsa PO3b - 29.10.2023 p.
PekomeHaoBaHO [0 3aTBEPIKEHHS
BiAANOBIAHO A0 NEPIOANYHOCTI NoJaHHS
perynsipHoO OHOB/IOBaHMX 3BITIB 3 6e3Mneku
nikapcbkyx 3aco6iB y €Bponencbkomy
Colosi.
98. | KBEHTIAKC® Tabnetkun KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH IO peecTpaviiiHnX 3a - UA/16479/01/03
SR NPOSIOHroBaHoI Aii no HoBo mecTO bulk", nepBuHHe Ta mMaTtepianis: 3MiHn | TUNy - 3MiHK WOA0 peuenmom
200 wmr; no 10 BTOPUHHE 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
TabneTtok y 6nictepi; nakyBaHHs1, 3miHa yacToTu Ta/abo TepMiHiB MogaHHSA
no 6 a6o 9 6nictepis y KOHTpONb cepii Ta perynsipHo OHOB/IHOBAHUX 3BITiB 3 6e3neku
KapTOHHI Kopo6Lyi BWMYCK Cepil: nNikapcbkunx 3acobiB. 3mMiHa TepMiHiB
KPKA, a.4., Hoso NoAaHHSA PerysiipHO OHOBJIIOBAHOTO 3BITY 3
mMecTo, CrnoBeHis; 6e3nekn (PO3B) nikapcbkoro 3acoby: fitoya
KOHTpPO/b cepii: pegakuis: KiHuesa gata 415 BK/IHOYEHHSA
KPKA, a.4., Hoso naHux go PO3b - 30.07.2020 p.; garta
mMecTo, CrnoBeHis nogaHHa PO3b - 28.10.2020 p.
MponoHoBaHa pepakuis: KiHuesa gata ans
BK/TIOYEHHA AaHux o PO3b - 31.07.2023 p.;
para nogaHHa PO3b - 29.10.2023 p.
PekomeH[0BaHO [0 3aTBEPAKEHHSA
BiANOBIAHO A0 NepioANYHOCTI NoJaHHS
perynsipHo OHOB/IHOBAHUX 3BITiB 3 6e3neku
nikapcbKnx 3aco6iB y €Bponencbkomy
Colo3i.
99. | KBEHTIAKC® Tabnetku KPKA, a.4., CnoBeHis BUPOBHMUTBO "in CnoBeHis BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a - UA/16479/01/04
SR NPOJIOHroBaHoI Aii No HoBo mecTO bulk", nepBuHHe Ta marepianis: 3miHu | Tuny - 3mMiHu WoA0 peyenmom
300 wmr; no 10 BTOPUHHE 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
Tabnetok y 6nictepi; nakyBaHHs, 3MiHa YacToTn Ta/abo TepMiHiB NoAaHHSA
no 6 abo 9 6nictepis y KOHTPO/b cepii Ta perynsipHoO OHOB/IHOBaHUX 3BiTiB 3 6e3neku
KapTOHHI Kopo6Lyi BUNYCK cepil: nikapcbkunx 3acobiB. 3MiHa TepMiHiB

KPKA, a.4., Hoso
mecTo, CrnoBeHis;
KOHTPO/b Cepil:
KPKA, a.4., Hoso
MecTo, CroBeHis

nofaHHA perynsapHO OHOB/IOBAHOIO 3BITY 3
6e3nekn (PO3B) nikapcbkoro 3acoby: fitoua
pepakuis: KiHuesa farta Ans BKIOYEHHS
paHnx no PO3B - 30.07.2020 p.; pata
nogaHHsa PO36 - 28.10.2020 p.
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MponoHoBaHa pepakuis: KiHuesa gata gns
BKOYeHHA gaHux ao PO36 - 31.07.2023 p.;
para nogaHHa PO36 - 29.10.2023 p.
PekomeHa0BaHO [0 3aTBEPKEHHS
Bi4MNOBIAHO A0 NepioAMYHOCTI NOAaHHSA
perynsipHoO OHOB/IHOBAHUX 3BITiB 3 6e3neku
nikapcbkyx 3aco6iB y €Bponencbkomy
Cotosi.
100. | KBEHTIAKC® Tabnetkn KPKA, ao.4., CnoseHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiHnX 3a - UA/16479/01/05
SR NpOJIOHroBaHoI Aii no HoBo mecTo bulk", nepBuHHe Ta mMarepianis: 3miHu | Tvny - 3MiH WoA0 peyenmom
400 mr no 10 BTOpPUHHE 6e3nekun/edekTUBHOCTI Ta hapMakoHarnagy.
TabneTtok y 6nictepi; nakyBaHHs, 3MiHa YacToTh Ta/abo TepMiHiB NogaHHs
no 6 abo 9 6nicTepis B KOHTpO/b cepii Ta perynsipHoO OHOB/HOBaHWX 3BiTiB 3 6e3Mneku
KapTOHHI Kopo6Lyi BUNYCK cepil: niKkapcbknx 3acobis. 3MiHa TEPMIHIB
KPKA, a.4., Hoso NofaHHs perynsipHO OHOBJ/IKOBAHOrO 3BITY 3
mMecTo, CroBeHis; 6e3nekn (PO3B) nikapcbkoro 3acoby: fitoya
KOHTPO/Ib Cepii: pepakuis: KiHueBa farta A1 BKIOYEHHS
KPKA, 4.4., Hoso paHux go PO3B - 30.07.2020 p.; aara
MecTo, CroBeHis nogaHHa PO36 - 28.10.2020 p.
MponoHoBaHa pegakuis: KiHuesa gata ans
BK/TIOYEHHA AaHux Ao PO3b - 31.07.2023 p.;
nara nogaHHsa PO3b - 29.10.2023 p.
PekomeHa0BaHO [0 3aTBEPKEHHS
BiANOBIAHO A0 NEPIOANYHOCTI NOJaHHS
perynsipHoO OHOB/IOBaHWX 3BiTiB 3 6e3Mneku
nikapcbknx 3aco6iB y €Bponeincskomy
Colosi.
101. | KBEHTIAKC® TabneTtkn KPKA, a.4., CnoseHis BMPOGHMLTBO "in CrnoBseHis BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a - UA/16479/01/02
SR NPOSIOHroBaHoI Aii No HoBo mecTo bulk", nepsuHHe Ta mMaTtepianis: 3MiHu | TUNy - 3MiHK WOA0 peuenmom
150 wmr; no 10 BTOPUHHE 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
Tabnetok y 6nictepi; nakyBaHHs, 3MiHa yacToTv Ta/abo TepMiHiB NofgaHHs
no 6 abo 9 6nictepis y KOHTPONb cepii Ta perynsipHoO OHOB/IHOBaHUX 3BiTiB 3 6e3neku
KapTOHHI Kopo6Lyi BWMYCK Cepil: nikapcbkunx 3acobiB. 3mMiHa TepMiHiB
KPKA, a.4., Hoso noJaHHsA perynsipHo OHOBJ/IIOBAHOIO 3BiTY 3
mMecTo, CroBeHis; 6e3nekn (PO3B) nikapcbkoro 3acoby: fitoya
KOHTpO/b cepii: pegakuis: KiHueBa gata A5 BK/IHOYEHHS
KPKA, a.4., Hoso naHux go PO3b - 30.07.2020 p.; gara
mMecTo, CnoBeHis nogaHHa PO3b - 28.10.2020 p.
MponoHoBaHa pepgakuis: KiHuesa gata ans
BK/IIOYEHHA AaHux Ao PO3b - 31.07.2023 p.;
para nogaHHa PO36 - 29.10.2023 p.
PekomeH0BaHO [0 3aTBEPIKEHHS
BiNoBiAHO A0 NepioAMYHOCTI NOAAaHHSA
perynsipHoO OHOB/IHOBaHUX 3BiTiB 3 6e3neku
nikapcbkyx 3aco6iB y €Bponencbkomy
Cotosi.
102. | KETAIbI'MH® Tabnetkv no 0,01 r; in MpuBatHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpavLinHnx - - UA/3315/01/01
bulk: no 5000 aKLioHepHe akuioHepHe martepianis: 3MiHu | TMNy - 3MiHK 3 AKOCTI.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Tabnetoky
KOHTelHepax

TOBapUCTBO
"JIeKkxim -
Xapkis"

TOBapuUCTBO "“JlekxiMm
- Xapki"

CeptudpikaT BignosigHocTi/l E-cepTudikat
BiANOBIgHOCTI EBponeichkili
thapmakonei/MoHorpadii. NogaHHs HOBOTO
abo oHoBNeHoro cepTudikaTa BifnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BigNoBiAHOCTI
€sponevicbkili hapmakonei: ans A®l; ana
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Y
BMPOGHULTBI ADI; ANs AONOMIKHOT
peyvoBUHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBepAKeHOro
BMPOOHYKA - NOAAHHS OHOB/IEHOIO
cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
hapmaxkonei Ne R1-CEP 2014-369 - Rev 01
(3atBepmxeHo: RO-CEP 2014-369 - Rev 01)
onsa A®l keToponaky TpomeTamorny Bif
3aTBEpAXeHoro Bupo6Huka Vasudha
Pharma Chem Limited, IHgjs

103.

KETA/IbIr' MH®

Tabnetku no 0,01 r; no
10 TabneTok y
6nicTepi; no 1 abo 2
6nictepu y nauui

MNpuBatHe
akujioHepHe
TOBapuCTBO

"lekxim -

Xapkis"

YkpaiHa

MNpuBaTHe
akujioHepHe
TOBapuUCTBO "“JlekxiM
- Xapkis", YkpaiHa;
MpAT "TexHonor",
YKpaiHa

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHx
marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat

BiANOBIAHOCTI EBponeichkili
thapmakonei/moHorpadii. NogaHHs HOBOTO
abo oHoBNeHoro cepTudikaTa BifnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BianoBIAHOCTI
€sponelicbkin hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI ADI; NS AONOMIKHOT
peyvoBUHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiii hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBepAKEHOro

BMPOOHYKA - NOAAHHS OHOB/IEHOIO
cepTucpikaTa BiANOBIAHOCTI EBPONEChKili

chapmakonei Ne R1-CEP 2014-369 - Rev 01
(3atBepmxeHo: RO-CEP 2014-369 - Rev 01)
onsa A®l keToponaky TpomeTamorny Bif
3aTBEpAKEHOro BMpo6Huka Vasudha
Pharma Chem Limited, IHgjs

3a
peyenmom

UA/3314/01/01

104.

KETAHIKC

PO3YMH ANS iH'EKLIN,
30 mr/mn; o 1 mn B
amnyni; no 10 amnyn y
nauui; no 1 mn B
amnyni; no 100 amnyn
y naJui; no 1 mn B
amnyni; no 5 amnyn B
6nicTepi; no 2

MNpuBaTHe
akujioHepHe
TOBapuCTBO

"Nlekxim -

Xapkis"

Ykpaina

MNpuBaTHe
akujioHepHe
TOBapuCTBO "J1EeKXiM
- Xapki"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHnx
marepianis: 3mMiHu | TMny - 3MiHM 3 AKOCTI.
CepTtudpikat BignosigHocTi/lE-cepTudpikat

BiANOBIgHOCTI €Bponeiichkili
thapmakonei/moHorpadii. NogaHHS HOBOTO
abo oHoBNeHoOro cepTudikaTa BifnoBigHOCTI
abo BUNy4YeHHs ceptucpikata BiaNoBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans

3a
peyenmom

UA/3314/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

6nictepy B nav,i

BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; ANs AONOMIKHOT

peyvoBUHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBepAKeHOro
BMPOOHWKA - NOAAHHS OHOB/IEHOIO
cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
hapmakonei Ne R1-CEP 2014-369 - Rev 01
(3atBepmxeHo: RO-CEP 2014-369 - Rev 01)
onsa A®l keToponaky TpomeTamorny Bif
3aTBEpAXEHOro Bupo6Huka Vasudha
Pharma Chem Limited, IHgjs

105.

KETOKOHA30
N-®APMEKC

necapii no 400 mr; no
5 necapiiB y 6nictepi;
no 1 a6o 2 6nictepn y
KapTOHHI Kopo6Lyi

TOBAPUCT
BO 3
OBMEXEH
010
BIAMOBIAA
NBHICTIO
«KOPFMOPA
LS
«3[J0POB'A

»

YkpaiHa

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis: 3miHa 3asBHuka 13 (MIBM)
(BnacHvKa peecTpauiiHoro NocBigYeHHs)
(3rigHo Haka3dy MO3 Big 23.07.2015 Ne 460).
TepMmiH BBEL,EHHS 3MiH NPOTArom 6-Tu
MicsAUiB MicnsA 3aTBepKeHHs. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3ara/ibHeHUX JaHnx nNpo cucTemy
chapmakoHarnsgy (BBeeHHs y3arasibHeHnx
[JaHvx Npo cuctemy hapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
3[jiiCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHvKa Ans
3[jicCHeHHs hapMakoHarnisay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNOBHOBaXXEHOI
0cobw, BignoBigaibHOI 3a 3A4jiMCHEHHS
thapmakoHarnagy (BKIo4akum KOHTaKTHi
naHi) Ta/abo 3MiHWM y po3MiLLEeHHI MacTep-
thaiina cuctemm thapmakorarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBigasbHOI 3a hapmakoHarnsag. Jitoya
pegakuisi: LLleBueHko OneHa lropiBHa.
MponoHoBaHa pegakuis: Manosa Onera
MukKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
Homepa MacTep-thaiina cucremm
hapmakoHarnsgy.

6e3
peyenma

UA/13582/01/01

106.

KETOTU®EH

Kpanni ouHi, 0,25
mMr/mn no 5 mny
dhnakoHi; no 1
thnakoHy B KOpoo6Li y
KOMMNJIEKTi 3 KPULLKOLO-
KpanesibHULe

TOBAPUCT
BO 3
OBMEXEH
oo
BIAMNOBIJA
NBHICTIO

YkpaiHa

BCi cTagii
BMPOBHULTBA,
KOHTPO/Ib SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXEHO0

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3miHa 3asBHuKa J13 (MIBIT)
(BnacHvKa peecTpaLiiHoro noceig4yeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
BBefeHHs 3MiH NpoTAroM 6-Tu micsAuiB nicns
3arBepKeHHs. 3MiHu | Tvny - 3MiHu Wwoao

3a
peyenmom

UA/1942/01/01
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n/n

JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o

107.

KNCEHb

«KOPMNOPA
LA
«30POB’A

»

BiANOBIAA/IbHICTIO
"[locnigHwii 3aBog,
"MHLIC", Ykpaina
BCi cTagii
BMPOGHULTBA,
KOHTPO/Ib SIKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MexeHot
BiANOBIAA/IbHICTIO
"®APMEKC IPYT11",
YkpaiHa

BBegeHHs1 ab0 3MiHW A0 y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBiAa/IbHOI 3a
3[iiCHEeHHS1 hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asaBHuka ans
3pjiicHeHHs hapmakoHarnagy B YkpaiHi,
SKLLO BOHA BifMiHHA Bif, yNTOBHOBaXXEHOT
ocobu, BignoBifanbHOI 3a 34iACHEHHSA
thapmakoHarnagy (BKIovaum KOHTaKTHi
[OaHi) Ta/abo 3MiHM y pO3MilLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy).
3MiHa yNnoBHOBaXXEHOI 0CO6M 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapmMakoHarisg. [irovya
pepakuis: LesueHko OneHa IropisHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOB&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
Homepa macTtep-chaiina cucremn
chapmakoHarnsgy.

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.

nocsi0OYeHHs

108.

MEAVNYHWI
TA3OMOAIBHU
"

KIOBII

rasnoln,15n,2n,
3n,4n,5n,10n, 40
Ny cTanesux 6asoHax

KomaHgutHe
TOBapUCTBO
"TOB
"3anopisbku
i
aBTOreHHMi
3aBog" i
KomnaHist"

Ykpaina

KomaHgutHe
ToBapucteo "TOB
"3anopisbkuii
aBTOreHHWii 3aBog" i
Komnaris"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLjiiHnX
mMarepianis: 3miHu | Tvny - 3MiH WoA0
6e3nekun/edekTUBHOCTI Ta hapMakoHarniagy.
BeefeHHst ab0 3MiHM [0 y3araslbHEHUX
JaHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPo
cuctemy thapmakoHarnsgy, 3amiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
3AjiiCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHvKa ANs
3[jicCHeHHs hapMakoHarnisay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOI
0co6w, BignoBigaibHOI 3a 34jiMCHEHHS
thapmakoHarnagy (BKIo4akum KOHTaKTHi
naHi) Ta/abo 3MiHWM y po3MiLLEeHHI MacTep-
thaiina cuctemm thapmakorarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6W 3asBHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg.
[itoya pepakuis: Jpomatiko OneHa
MeTpiBHa. MponoHoBaHa pepakuis: KpaseLb
Onbra MpuropiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XeHOT 0COOM 3as1BHMKA,
BifNoBiga/IbHOI 3a dapMakoHarasaga,.

3a
peyerimom

UA/17076/01/01

PO34uH aNs iHgysil

100 mr/mn; no 10 mn

Takepa

ABCTpist

MaHydekuy

Bakcanta Benmxiym

MaHydoekTypiHr CA,

Benebrisi/

BHECEHHS 3MiH [10 peecTpaLiiiHnx

ABcTpist

marepianis: 3MiHu | TUNY - 3MiHW 3 SKOCTI.

3a

UA/16884/01/01

peyenmom
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

(2 r/20 mn), no 25 mn piHr ABCTpis Benbrisa A®I. MpoekTHWA NpocTip Ta
(2,5 /25 mn), 50 mn (5 (BUPOBHMLTBO, nicnspeecTpauiiHnii NPOTOKO/ ynpaBniHHA
/50 mn), 100 mn (10 nepBuHHE Ta 3MiHamu. BnpoBagKeHHs 3MiH, Lo
r/100 mn), 200 mn (20 BTOPUHHE nepegbayeHi y 3aTBepxeHOMY NpOTOKONi
r/200 mn), 300 mn (30 nakyBaHHs, ynpas/iHHA 3MiHaMy (BNPOBaKEHHS 3MiHU
/300 mn) y dp1akoHi; KOHTPO/b SKOCTI 015 6ionoriyHoro/iMyHo0rYHOro
no 1 conakoHy B 'N3, Bunyck cepii); nikapcbKoro 3acoby). BnpoBamkeHHs 3MiH,
KOpo6Li Takega nepefo6aveHnx 3aTBepaKeHUM NPOTOKONIOM

MaHydbekuypiHr ynpasiHHA 3MiHaMK, LWOA0 BBEAEHHSA

ABcTpist Al', ABCTpis anbTepHaTMBHOI KOHUEeHTpauil cnnpTy 25%
(KOHTPO/Ib AKOCTI (06./06.) nig, yac ocamxeHHs dopakuii lI+111'y
rn3) npoveci BUpobHuuTBa npeuunitaty G Ha
ainsHui PieTi, ITanis.
109. | KNAPATPOMIL, | Tabnetku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHmx 3a - UA/0279/01/01
NH-AAPHNLA o060noHkoto, no 500 "®GapmaueBT "®apmMaLeBTnyHa marepianis: 3MiHu | TUMY - 3MiHW 3 AKOCTI. peyenmom

Mr, no 7 TabneTtok y n4yHa chipma thipma "AapHuusa" [oTOBWIA Nikapcbkmii 3aci6. KoHTpob
KOHTYPHIli YapyHKOBIi "OapHuus” roTOBOrO NiKkapCbKoro 3acoby. 3miHa

ynakosLi; no 2
KOHTYPHi YapyHKOBI
yNakoBKM B NauLi

napameTpis cneundikauiii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHK). NpUBEAEHHS BUMOT
crneungikauii 3a NOKa3HMKOM
«MikpobionoriyHa ynctoTa» y BiANOBIAHICTb
€D, 2.6.12, 2.6.13, 5.1.4. CynyTHS 3MiHa -
3MiHM 3 SIKOCTi. [0TOBWMIA NiKapcbknii 3aci6.
KOHTpO/b roTOBOrO MiKapCbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMAKEHNX MeToAax BUNPOOYBaHHS).
3MiHK | Tuny - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpPob roToBOro
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOrO /iKApCbKOro 3acoby
(iHwWi 3mMiHW y meTogax BunpobyBaHb
(BK/HOYAKOUN 3aMiHy @60 [OMOBHEHHS)).
BHECEHHS 3MiH O MeToAy BUNPOGYBaHHS
"'N3 3a nokasHMKamMn «PO3UMHEHHS» |
«KinbkicHe BU3Ha4yeHHs», a came Ans
YHEMOX/IMBMEHHS NOTPAN/IAHHA YacTok
[0MOMDKHMX PEYOBWH i3 BUNPOOYBaHOro
pO34MHY B piAVHHMIA XpomaTorpad,
3anponoHOBaHO LeHTPUMYryBaHHA faHOro
PO34MHY 3aMiHUTK Ha PiNbTpaLito Kpisb
MembpaHHuiA cinbTp 3 po3mipom nop 0,45
MKM. 3a3HayeHo TepMiHM NpuaaTHOCTI
PO34MHIB Ta BiAKOPUroBaHi BUMOIU LWOA0
BilHOCHOrO CTaHAaPTHOTO BiAXWNEHHS AN
nokasHuka «KinbkicHe BU3HAYEHHS»
BiANOBIAHO [0 pekoMeHaaLiin Banigauii.
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

MeToau KOHTPO/0 3aUIMLLEHO 6e3 3MiH,
BHECEHO pejakLiiiiHi npaBku, siki ohopmeHi
BiNOBIAHO A0 pekoMeHAaLii Ta CTUMICTUKM
OdY. 3miHn | Tuny - 3miHn 3 AkocTi. [oToBWMiA

nikapcbkuii 3aci6. KOHTpob roToBoro

nikapcbKoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHSA rOTOBOrO /liKApCbKOro 3acoby
(iHWi 3mMiHM Yy MeTogax BUNpobyBaHb
(BkNtOYarOUM 3aMiHy abo [OMNOBHEHHS)).
BHeceHHA 3MiH 40 MeTogy BUNPOGYBaHHSA
'N13 3a noka3HuKoM «CynpoBifHi JOMILLKM»
3anMLeHo 6e3 3MiH, BHECEHO peaakLiiiHi
npasku, siki ohopMIIEHi BiANOBIAHO J0
pekomeHAauili Ta cTunicTukm AdY.

BignosigHo [0 pekomeHaauiin Banigauii
3a3Ha4yeHo TepPMiHU NPUAATHOCTI PO3UMHIB.

Takox 3a3HayeHo iNbTP, AKUii
BMKOPWCTOBYIOTb Mpw hinbTpauii
BUMPOBYBAHOr0 PO34MHY Ta 3MiIHEHO TOProBY
Ha3BY KOMIOHKM A/19 XpomaTorpadyyBaHHs.
3MiHn | TURY - 3MiHK 3 aKocTi. AdI.
KoHTposnb A®l. 3miHa y napameTpax
cneumdgikaLii Ta/abo AONYCTUMUX MEX,
BM3HAYEHNX Y cneupudikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbLCS Y NpoLeci BUPObHMLTBA
A®| (BUyYEHHA HE3HAYHOIO NOKa3HMKa
AKOCTI (Hanpvknag, BUly4eHHs 3acTapifioro
NnoKasHvka)).
3MiHa y napameTpax creumdikauii API
KNapuTPOMILMHY BUIYyYEHO NOKa3HWK «Bavkki
MeTasm» Bi4noBigHO A0 maTtepianis
BMPOGHUMKa (aHani3 pm3ukis 3rigHo ICH Q3D
Guideline for Elemental Impurities). 3miHu |
Uy - 3MiHKU 3 AKOCTi. APl KOHTponb AdI.
3MiHa y napameTpax crneumdikauiin Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuungikauisax Ha A®l, abo
BUXiAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPVCTOBYIOTBCS Yy NpoLeci BUPOOHMLTBA

A®I (iHWi 3miHW). MNpuBeAeHHA BUMOr

crneungikauii 3a NOKa3HUKOM
«MikpobionoriyHa ynctoTa» y BiANOBIAHICTb
€0, 2.6.12, 5.1.4. CynyTHs 3MiHa. 3MiHU 3
akocTi. A®l. KoHTponb A®L. 3miHa y
mMeTogax BunpobysBaHHs APl abo BrXigHOro
mMaTepiany/npomiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y MPOLECI
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

BMPO6HMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMXEHNX MeToAaxX BUNPOOYBaHHS).
3MiHn | TURY - 3MiHK 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy,
LLIO BUKOPNCTOBYETLCSA Y Npoueci
BMpoOHULUTBa AP (iHLWI 3MiHK Y MeToZax
BMNpoByBaHHA (BK/IOYaOUM 3amiHy abo
[O0MnoBHeEHHsA) A®| abo
BUXiAHOro/NPOMIXXHOrO NPOAYKTY). 3MiHa Y
mMeTodax BunpobysaHHs Ad|
KNapuTPOMILMHY 3a NOKasHUKaMu
«CynpoBigHi fOMiLLKu» i «KinbkicHe
BW3HAYEHHS» - METOANKN KOHTPONS
NOKa3HWKIB 3a/IMLLEHO 6e3 3MiH, BHECEHiI
peaakLiiHi npaBku, ski 0pOpMEeHi
BiNOBIAHO A0 pekoMeHAaLii Ta CTUMICTUKM
[oY. BignosigHo Ao pekomeHaau,ii
Banigauii (RVM-RS-00224) 3a3HayeHO
TepPMiHU NPUAATHOCTI PO3YMHIB Ta 3MIHEHO
TOProBy Ha3BY KOJIOHKW A5
XpomartorpadyBaHHs. 3MiHW | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
mMeTogax BunpobysBaHHs APl abo BrXigHOro
mMaTepiany/npomiKHOro NPoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y MPOLECI
BMpo6HMLTBa API (iHWI 3MiHM Y MeTogax
BMNpo6YyBaHHA (BK/IHOYaUM 3amiHy abo
[0noBHEHH:A) A®| abo
BVIXiZLHOro/MPOMIKHOro NpoAyKTy). 3miHa y
MeTofax BunpobyBaHHsa AdI
KNapuTPOMILMHY 38 NOKa3HUKOM
«3aNLLKOBI PO3YNHHUKN» - METOAMNKY
KOHTPO/A ONTMMI30BAHO A1 NOKpaLLEeHHS
aHaniTUYHNX NapameTpiB Ta BHECEHO
TepMiHU NPUAATHOCTI PO3YMHIB BiANOBIAHO
0o pekomeHgauiii sanigauii (RVM-RS-
00087). HopmyBaHHs NoKasHvKa 3a/1weHo
6e3 3MiH, BHECEHO pefaKLiiiHi npaBku, AKi
0hopM/IEHO BIAMOBIAHO A0 pekoMeHAaLii
Ta ctunictukn APY. CynyTHA 3MiHa - 3MiHN 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMNYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVXiHWA/NPOMDDKHWIA NpOAYKT/pearexT, LWwo

BMKOPUCTOBYHOTLCS Y NPOLECi BAPOOHULTBA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

A®| (iHWi 3MiHW). 3MiHK | TURY - 3MiHK 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y
meTofax BunpobysaHHs APl abo BUXigHOro
Marepiany/npoMiXHOro NpoayKTy/peareHTy,
LL|0 BUKOPNCTOBYETLCSA Y Npoueci
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS).
BHeceHHs 3MiH fo po3ginis 3.2.5.4.1
Cneuundpikauii Ta 3.2.S.4.2 AHaniTUyYHI
METOAVKN KOHTPOJIO 38 NOKa3HKaMm
«PO34MHHICTb» BiANOBIAHO A0 BUMOT DY
1.4 «MoHorpadii», ctaTTi Ph. Eur., 1.5 Ta
3arasibHOI MoHorpadii Ph. Eur.,
«Substances for pharmaceutical use»
pO34in nepeHeceHo A0 3arafibHNX
BnacTmBocTeil. MokasHukn «laeHTudikawis»,
«lnTomMe onTnyHe obepTaHHA», «Boaa»
3a/MLLIEeHi 63 3MiH, BHECEHI pefaKLiliHi
npasku, siki ohopMIIEHi BiANOBIAHO J0
pekomeHAauili Ta ctunictukm AdY. CynyTHA
3MiHa. - 3MiHu 3 akocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbLCS Y NpoLeci BUPObHMLTBA
A®I (iHWi 3MiHW).

110.

KNATIHON®

TabneTku, BKpUTI
060/10HKOt0, N0 500 Mr
+ TabneTkun, BKpUTI
060/10HKO0, M0 250 Mr
+ kancynu no 30 wr,
KOM6IHOBaHWin Habip
AN NepopasibHOro
3acTtocyBaHHA Ne 42 :
2 TabneTkn XoBTOrO
KONbOPY Kpyrnor
hopmu (TuHigasony) +
2 TabneTkn XoBTOro
KONbOPY A0Bractoi
hopmun
(knapuTpomiuuHy) + 2
Kancynu
(naHconpasony) -y
CTpuni; No 7 cTpunis y
KapTOHHIN nauui;
KOMGIHOBaHWIA Habip
015 nepopasibHoro

OPFrAHOCU
H
NAN®CAEH
CU3 (E®
3ET)

OAE

EBepTomxeH flaiid

CaeHcus Jlimiteq

IHais

BHECEHHS 3MiH [0 peecTpavLiiiHnX
martepianis: 3MiHu | TUNy - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKill XxapakTepucTumui
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHSA Ta
IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHS Ha
nigcTaBi perynspHO OHOB/HOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpauiiiHni
nepiog, abo sk pesynbTar OLiHKM 3BTy 3
OOCnifpKeHb, NPOBEeAEHNX BiAMOBIAHO A0
nnaHy negiatpuuHux gocnimpkeHs (PIP)
(3MiHY Y3rof>XeHO 3 KOMMETEHTHUM
YNOBHOB&XEHVIM OpPraHoM)
3MiHM BHECEHO B IHCTPYKL,i0 415 MeANYHOro
3aCTOCYyBaHHSA nikapcbkoro 3acoby Ao
posginis "MpoTunokasaHHs", "B3aemogis 3
iHLIMMKM nikapcbkMKU 3acob6amMu Ta iHLWi BUan
B3aemogiit", "Ocob/MBOCTi 3acTOCyBaHHA"
Bi4MOBIAHO 40 OHOBMEHOI iH(hopMaL,i LWogo

3a
peyenmom

He
nionsiecae

UA/5974/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3acTocyBaHHA Ne 42: 2 6e3nekn 3acTocyBaHHA AiUNX PEYOBUH
TabneTku XOBTOro 3rifHO 3 pekomeHpauieto PRAC. BeegeHHs
KO/IbOpPY Kpyr/iof 3MiH NPOTAroM 6-Tu micsiB nicns
dopmu (TvHIgaszony) + 3aTBEPMKEHHS. 3MiHKM | TMny - 3MiHW Woao
2 TabneTkn XOoBTOro 6e3nekn/edreKTMBHOCTI Ta thapmakoHarnsagy
KO/IbOPY A,0Bractof (iHWi 3MiHM) 3MiHV BHECEHO B IHCTPYKLIitO
dopmun O719 MeANYHOI0 3aCTOCYBaHHS NikapCbKoro
(knapuTpOMILUHY) + 2 3acoby Ao po3ainy "MobiyHi peakuyii” Wwono
Kancyu 3BiTyBaHHA Npo nobiyHi peakuii. BBegeHHs
(naHconpasony) - y 3MiH NPOTAroM 6-Tu micsLiB nicns
6nicTepi; no 7 3aTBEpPKEHHS
6nicTepiB Y KAPTOHHIl
nauuj
111. | KNIBAC® TabneTku, BKPUTI TOB Ykpaina BMPOBHULTBO, Ipeuis BHECEHHS 3MiH [10 peecTpaLiiiHmx 3a - UA/19917/01/02
nntoc nAiBKOBOIO 060IOHKOO "ACIHO nakyBaHHs, marepianis: 3miHu | Trny - 3MiHM 3 AKOCTI. peyenmom
no 20 mr/10 mr, no 10 YKPAIHA" KOHTPO/b AKOCTi Ta CeptudpikaT BignosigHocTi/l E-cepTudikat
Tabnetok y 6nictepi, BMNyCK cepil BiAMNOBIAHOCTI EBponeichkili
no 3 6nictepn y Nikapcbkoro 3acoby: thapmakonei/moHorpadii. NMogaHHsa HOBOro
KapTOHHI nayui ENMNEH abo oHoBNeHoOro cepTudikaTa BifnoBigHOCTI
PAPMACBIOTIKAN abo BUNy4YeHHs cepTucpikata BignoBIAHOCTI
KO., IHK, Ipeuis €sponelicbkin hapmakonei: ana A®l; gns
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPOGHULTBI ADI; ANs AONOMIKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBepAKEeHOro
BUPOOGHMKa. [ofaHHA OHOBIEHOro
cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
hapmakonei Ne R1-CEP 2017-153 - Rev 00
(3atBepmxeHo: RO-CEP 2017-153 - Rev 02)
ons A®l posyBacTtaTuHy KasbLiiio Bif,
3aTBepAxeHoro BupobHunka Morepen
Laboratories Limited, IHgjs.
112. | KNIBAC® TabneTku, BKPUTI TOB YkpaiHa BMPOBHULTBO, Ipeuis BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a - UA/19917/01/03
nntoc nAiBKOBOIO 060IOHKOO "ACIHO nakyBaHHs, marepianis: 3mMiHun | TMny - 3MiHM 3 AKOCTI. peyenmom
no 40 mr/10 mr, no 10 YKPAIHA" KOHTPO/b AKOCTi Ta CepTtudpikat BignosigHocTi/lE-cepTudpikat
Tabnetok y 6nictepi, BMNyCK cepii BiANOBIgHOCTI €Bponeiichkili
no 3 6nictepn y NiKapcbKoro 3acooy: thapmakonei/moHorpadii. NMogaHHsA HOBOro
KapTOHHI nayuim ENNEH abo oHoBNeHoOro cepTudikaTa BifnoBigHOCTI
PAPMACBHIOTIKAN abo BUNy4YeHHs cepTucpikata BianoBiAHOCTI
KO., IHK, Ipeuis €sponelicbkin hapmakonei: ana A®l; ans

BUXIAHOIO MaTepiany/peareHTy/NpomixKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI ADI; NS AONOMIKHOT

peyoBuHU (cepTudikat BiAMNOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHOBNIEHWIA
cepTudikaT Bif y)Xe 3aTBepAKEHOro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BUPOGHMKa. [MogaHHA OHOBIEHOrO
cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
hapmakonei Ne R1-CEP 2017-153 - Rev 00
(3atBepmxeHo: RO-CEP 2017-153 - Rev 02)
ons A®l posyBactaTuHy KasbLito Bif,
3aTBepAKeHoro BupobHrka Morepen
Laboratories Limited, IHgjs.

113.

KNIBAC®
nnoc

TabneTku, BKPUTI
nAiBKOBOIO 060I0HKOO
no 10 mr/10 wmr, no 10
Tabnetok y 6nictepi,
no 3 6nictepn y
KapTOHHI nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BMPOBHULTBO,
nakyBaHHs,
KOHTPO/Ib SKOCTi Ta
BMNyCK cepil
nikapcbkoro 3acoby:
ENNEH
®APMACBIOTIKAN
KO., IHK, Ipeuis

Ipeuis

BHECEHHS 3MiH [10 peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudpikat

BiANOBIAHOCTI EBpoNechkili
thapmakonei/moHorpadii. NogaHHs HOBOTO
abo oHoBNeHoro cepTudikaTa BifnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BianoBiAHOCTI
€sponelicbkin hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI ADI; NS AONOMIKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiii hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBepAKEeHOro

BUPOGHMKa. [MofaHHA OHOBIEHOro
cepTucpikaTa BiANOBIAHOCTI EBPONEChKili

hapmakonei Ne R1-CEP 2017-153 - Rev 00
(3atBepmxeHo: RO-CEP 2017-153 - Rev 02)
ons A®l posyBacTtaTuHy KasbLiiio Bif,
3aTBEPKEHOrO BUPOGHUKA Morepen
Laboratories Limited, IHgjs.

3a
peyenmom

UA/19917/01/01

114.

KNOBENT®

masb, 0,5 mr/r; no 25 r
B Ty6i; no 1 Ty6i B
KapTOHHI Kopo6Li

TOB
«BAYL
XENC»

YkpaiHa

$apmzasog Enbha

MonbLa

BHECEHHS 3MiH [10 peecTpaLiiiHnx
marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. CTabiNbHICTb.

3MiHa y TepMiHax npugatHocTi abo ymoBax
36epiraHHs rOTOBOTO J1iKaPCbKOro 3acoby
(36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - MNicna nepLuoro
PO3KpUTTA (NIATBEPLKYETHCA AAHUMMN
peasibHOro Yacy) 3miHa ob6yMoBneHa
BBEAEHHSIM TepMiHy NpuaaTHOCTI nicns
MepLIoro PO3KPUTTA Ty6U. 3aTBEpAKEHO:
TepMiH NpUAATHOCTI. 2 POKK
3anponoHoBaHo: TepMiH NpuaaTHoCTi. 2
poku. TepMiH NpPMAATHOCTI MiC/1A NepLIoro
PO3KpUTTS Ty6U — 3 MicsLi. 3MiHN BHECEHO Y
po3ain "TepMiH NpUAaTHOCTI" B IHCTPYKLi0
O/15 MeAUYHOro 3acTOCyBaHHS NiKapCbKoro
3aco0y y 3B'A3Ky 3 BBE,EHHAM TepMiHy
NPUAATHOCTI MiCNS NepLLOro po3KpUTTS Tyou
Ta K HacnifokK - BiANOBIAHI 3MiHW BHECEHO Y

3a
peyenmom

He
nionsieae

UA/3512/02/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
TEKCT MapKyBaHHS yMakoBKW NiKapCbKOro
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu
MicsILLiB NiCNs 3aTBEPAKEHHS.
115. | KO-AUPOTOH® | Tabnetkn, 10 mr/12,5 BAT YropLumHa BAT "leneoH Monbwa BHECEHHS 3MiH IO peecTpavLiiiHnX 3a He UA/8634/01/01
Mmr no 10 TabneTok y "l'epeoH PixTep", YropwuHa mMartepianis: 3MiHK | TUNy - 3MiHK WOA0 peuyenmom | nidsisizae
6nictepi; no 1 abo no PixTep" (Bunyck cepii ); TOB 6e3nekn/edpekTVBHOCTI Ta hapMakoHariagy.
3 6nictepuy "l'epeoH PixTep 3MiHa y KOpOTKill XxapakTepucTumui
KapTOHHI ynakoBLi Monbwa", Nonblua niKkapcbKoro 3acoby, TeKCTI MapKyBaHHSA Ta
(BMpPOGHMLTBO IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHs Ha
Hepo3dacoBaHoi nigcTaBi perynspHO OHOB/HOBAHOTO 3BITY 3
NpoAyKLUii, NepBNHHA 6e3nekun nikapcbkoro 3acoby, abo
ynakoBka, BTOPUHHA AOCNimpKeHb 3 6e3Mnekn 3acToCcyBaHHS
ynakoBka); TOB nikapcbKoro 3acoby B nicnspeecTpauiiiHni
"l'epeoH PixTep nepiog, abo sk pesynbTar OLiHKM 3BiTYy 3
Monbwa", NMonba LocniopKeHb, NPoBeAEeHNX BigNOBIAHO A0
(kOHTpONb AKOCTI Ta nnaHy negiatpuunux gocnimpkers (PIP) (iHwi
BUNYyCK cepil) 3MiHM). 3MiHWM BHECEHO B iHCTPYKLiO ANs
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3ainis "OcobmBoCTi
3acTocyBaHHA" Ta "MMo6iyHI peakuii™
Bi4MNOBIAHO 40 OHOBMEHOT iHChopMaL,ii LWoao
6e3nekn 3acToCyBaHHA [il04H0T peYOBUHN
3riAHO 3 pekoMeHpauismm PRAC. TepMmiH
BBE/EHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHS.
116. | KO-OUPOTOH® | Tabnetku, 20 mr/12,5 BAT YroplwuHa BAT "leneoH YropwmHa/ BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a He UA/8634/01/02
mr; no 10 TabneTok y "lefeoH PixTep", YropwuHa Monbwa mMartepianis: 3MiHK | TUny - 3MiHK WO0A40 peyernmom nidnsieae
6nicTepi; no 1 abo no PixTep" (Bunyck cepii); TOB 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3 6nictepu y "l'epeoH PixTep 3MiHa y KOpOTKili XxapakTepucTuui
KapPTOHHII ynakoBLii Monbwa", NMonbLa niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
(BMPO6HNLTBO IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHA Ha
Hepo3dgacoBaHOl nigcTasi peryssipHoO OHOBJ/IOBAHOTO 3BITY 3
NpoAyKLuii, NnepBuHHa 6e3nekn nikapcbkoro 3acoby, abo
ynakoBka, BTOPYHHA JocnimkeHb 3 6e3nekn 3aCcToCyBaHHs
ynakoBka); TOB nikapcbKoro 3acoby B nicnspeecTpauiiiHnii
"l'epeoH PixTep nepiog, abo sk pe3ynbTar OLiHKM 3BiTY 3
Monba”, NMosba [ocnigpkeHb, NpoBefeHnX BignosigHo 40
(KOHTpO/b SIKOCTI Ta nnaxy negiatpuyHmx gocnimkerb (PIP) (iHwi
BWMYCK cepii) 3MiHM). 3MiHV BHECEHO B iHCTPYKLiO 4115
MeAMYHOr0 3aCTOCYBaHHS NiKkapCbKoro
3acoby Ao po3ainis "Oco6mMBOCTi
3acTocyBaHHsa" Ta "MobiuHi peakwyii”
BiNOBIAHO 40 OHOBMEHOT iHhopmMaL,ii LWoao
6e3nekn 3acToCyBaHHA [il0401 pEYOBUHN
3rigHo 3 pekomeHgauismm PRAC. TepmiH
BBEJEHHS 3MiH NMPOTAroM 6 micAuiB nicns
3aTBEPKEHHS.
117. | KONAPEKC C Kancysv Teepgi, no 10 CTALA HimeuumnH CTALA HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnX 6e3 - UA/4648/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Kancyn y énicrepi; no ApuHaimiTT a ApuHarimitTens Al marepianis: 3miHu | TNy - 3mMiHK Woa0 peyenma
1 abo 2 6nictepu y enb Al 6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsagy
KapTOHHI Kopobuj (iHLWi 3MiHK) - OHOB/IEHHS TEKCTY
MapKyBaHHS NepBUHHOT Ta BTOPUHHOT
yNaKkoBOK /iKkapCbKOro 3acoby, a came:
[ONOBHEHI po3ainuv iHdopmauieto npo
HaHeCceHHs1 NepeMiHHUX JaHHKX (cepis,
TEPMiH NpUAATHOCTI, AaTa BUrOTOB/IEHHS),
KOHKpPEeTM30BaHO iHhopMalLlito Lwoa0
norotumny.
TepMiH BBEEHHS 3MiH NPOTAroM 6 MicALiB
nicns 3aTBepAKeHHs.
118. | KOPOAPOH® Tabnetkv no 200 wmr, TOB YkpaiHa Brpo6HMLTBO, dpaHuis/ BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a - UA/3683/02/01
Ne 30 (10x3): no 10 "CaHodi- nepBuHHE Ta YropwuHa mMartepianis: 3MiHu | TUNY - AoMIHICTPaTUBHI peuenmom
Tabnetok y 6nictepi; ABeHTiC BTOPUHHE 3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecun
no 3 6nictepu B YkpaiHa" nakyBaHHs1, MiCLii MPOBaPKEHHS AiS/IbHOCTI

KapTOHHI kopobuj; Ne
30 (15x2): no 15
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI Kopo6Lyi

KOHTPO/b SKOCTi Ta
Bunyck cepii M3:
CAHO®I BIHTPOMN
IHOACTPIA,
®paHuis
Brpo6HMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTi Ta
Bunyck cepii M3 (3a
BUK/IOYEHHAM
Mikpo6ionoriyHoro
TECTYBaHHS):
Onenna Xesnckea
XaHrepi Ko,
YropuwmHa
Mikpob6ionoriuHe
TecTyBaHHsA M3:
XIHOIH 3aBog,
dapmaueBTUYHUX Ta
XimiyHux MpoaykTis
Mpaisit Ko. NiTa,.
(XIHOTH Mpavisit
Ko. N1g,) -
nignpveMCcTBO
YaHikBenba,
YropuimHa
Mikpob6ionoriuHe
TecTyBaHHA MN13:
EBPOATII XaHrepi
NimiTeq Nariabiniti

BMpPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco06y, BKIOYauM AiNbHULi BUMYCKY cepil
abo micue NpoBefeHHsI KOHTPO/IIO SKOCTI.
(misnbHICTb, 3a AKy BignNOBILaE
BMPOGHUK/IMNIOPTEP, HE BK/THOYAKOUN BUMYCK
cepiii) - 3miHa Ha3BM BUPOOHUKaA
BignosiganbHoro 3a Mikpob6ionorivyHe
TecTyBaHHA /13, BupobHuya AinbHuus,
agpeca Ta yci BUpo6Huyi onepavi
3a/MLWATbLCA HE3MIHHUMKN
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KomnaHi (EBPOATMI
XaHrepi 1T4.),
YropuimHa
119. | KOPAIAMIH- PO34YMH ANS iH'EKUi, TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH IO peecTpavLiiiHnX 3a - UA/7812/01/01
340POB'A 250 mr/mn BO 3 BMPOBHULTBA, MaTepianis: 3MiHa 3asBHuKa J13 (MIBIT) peuenmom
no 2 mnBawmnyni;no5 | OBMEXEH KOHTPOb AKOCTI, (BNacHvka peecTpauiiiHoro NocBig4YeHHs)
amnyn y 6nictepi; no 2 e]}0) BWMYCK Cepil: (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
6nictepu B kOpobL;i 3 BIANOBIOA ToBapucTBO 3 BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
KapTOHY; NBHICTIO 06MexeHot 3aTBepKeHHs. 3MiHu | Tvny - 3MiHK Woao
no 2 M1 B amnyni; no «KOPIMOPA BiANOBIAA/LHICTIO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
10 amnyn y 6nictepi; LA "papmMaueBTUYHa BBeneHHs abo 3MiHM [0 y3arasibHeHUX
no 1 6nictepy B «30POB'A KOMNaHis AaHux npo cuctemy chapmakoHarnsgy
KOpOOGLi 3 KapTOHY; » "3p0poB'a”, YkpaiHa (BBEAEHHS y3araslbHEHUX AaHWX Npo
no 2 mn B amnyni; no BCi cTagii cuctemy hapmakoHarnsgy, 3miHa
10 amnyn y KapTOHHii BMPOGHMLTBA, YMNOBHOBaXeHOT 0cobu, BigNoBigabHOT 3a
KOpoo6Li KOHTPO/b SKOCTI: 3[iiCHEeHHSsT hapMakoHarnsay; KOHTaKTHOI
AkLjioOHepHe 0cobu 3 hapmakoHarnsaay 3asBHuKa A5
TOBapuncTBo 3[jiicHeHHs hapmMakoHarnsay B YkpaiHi,
"Tannudapm” SKLLO BOHA BigMiHHA Bif, yNTIOBHOBaXXEHOT
YkpaiHa ocob6u, BignoBifanbHOI 3a 3AiACHEHHS
hapmakoHarnsay (BkaoYaroum KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-
thaiina cuctemm chapmakoHarnsgy).
3MiHa yNoBHOBaXXKEHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 32 hapMakoHariag. Jiroya
pepakuis: LesueHko OneHa IropisHa.
MponoHoBaHa pegakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
Homepa MacTep-thaiina cucremu
chapmakoHarnsgy.

120. | KO®EIH- PO3YMH ANS iH'EKLN, TOBAPUCT YkpaiHa KOHTPOb AKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiHnX 3a - UA/0482/01/01
BEH3O0AT 100 mr/mn; no 1 mn B BO 3 BUNYCK cepil: MaTepianis: 3miHa 3aaBHuKa J13 (MIBIT) peyenmom
HATPIIO amnyni; no 10 amnyny | OBMEXEH ToBapucTBo 3 (BNacHuKa peecTpauiiiHoro nNocBig4YeHHs!)

nauui; no 1 mn B OKo 06MEXeHOo (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460)
amnyni; no 10 amnyn 8 | BIAMOBIAA Bi4NoBiAa/IbHICTIO BBeeHHs 3MiH NpoTAroM 6-tm micAuis nicns
6nictepi, no 1 NBHICTHO "[locnigHnii 3aBog, 3aTBEPLKEHHS; 3MiHN | TUny - 3MiHK LWoA0
6nictepy B nauui; nol | «KOPMOPA "THUNC", YkpaiHa 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
M/1 B amnyni; no 5 LA BCi cTagii BBefeHHs1 ab0 3MiHM [0 y3aralbHEHUX
amnyn y 6nictepi, no 2 | «340POB'A BMPOBHULTBA, JaHnx npo cuctemy hapmakoHarnsagy
6nicTepy B nayui » KOHTPOb AKOCTI, (BBEAEHHSA y3araslbHEHUX AaHWX Npo
BUNYCK cepil: cuctemy thapmakoHarnagy, amiHa
ToBapucTso 3 YNOBHOB&XEHOT 0CO6MU, BiANOBIAabHOI 3a
06MexeHot 3[iiCHEeHHs1 hapMakoHarnsay; KOHTaKkTHOI
Bi4NoBiAa/IbHICTIO ocobu 3 hapMakoHarsay 3asaBHvKa ons
"®apmaueBTnyHa 3[jiiCHEeHHs1 hapMakoHarnsay B YkpaiHi,
KOMnaHis SIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

"3p0poB'a”, YkpaiHa

0co6w, BignoBigaibHOI 3a 34jiACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTaKTHI
AaHi) Ta/abo 3MiHM Y pO3MilLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAabHOI 3a thapmakoHarnsag [irova
pepakuisi: LeBueHko OneHa IropiBHa
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiANoBiAa/IbHOI 3a hapmakoHarnsg 3miHa
HOMepa MacTep-ghaiina cucremu
dhapmakoHarnsgy

121.

KO®EIH-
BEH30AT
HATPIO

PO3YMH ANS iH'EKLIN,
200 mr/mn; no 1 mn B
amnyni; no 10 amnyn y
nauui; no 1 mn B
amnyni; no 10 amnyn B
6nicTepi, no 1
6nictepy B nayui; no 1
M/ B amnyni; no 5
amnyn y 6nictepi, no 2
6nictepu B nauui

TOBAPUCT
BO 3
OBMEXEH
010
BIAMOBIAA
NBHICTIO
«KOPFMOPA
LS
«3[J0POB'A

»

YkpaiHa

KOHTPO/b AKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAAILHICTIO
"[ocnigHnii 3aBog
"THUC", YkpaiHa
BCi cTagil
BMPOGHMLITBA,
KOHTPO/b AKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MexeHoto
BiANOBIAALHICTIO
"PapmavueBTnyHa
KoMnaHis
"3p0poB'a”, YkpaiHa

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis: 3miHa 3asBHuka 13 (MIBM)
(BnacHvKa peecTpauiiHoro NocBigYeHHs)
(3rigHo Hakady MO3 Big 23.07.2015 Ne 460)
BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB nmicas
3aTBEPMKEHHS; 3MiHK | TUNy - 3MiHW WoA0
6e3nekun/edekTUBHOCTI Ta hapMakoHarniagy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX
JaHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO
cuctemy thapmakoHarnsgy, 3amiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
3[jiiCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHvKa Ans
3[jicCHeHHs hapMakoHarnisay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNOBHOBaXXEHOI
0cobw, BignoBigaibHOI 3a 3A4jiMCHEHHS
thapmakoHarnagy (BKIo4akum KOHTaKTHi
naHi) Ta/abo 3MiHWM y po3MiLLEeHHI MacTep-
tharina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBiAabHOI 3a hapmakoHarnsag Jitoya
pegakuis: LeBueHko OneHa IropiBHa
MponoHoBaHa pegakuis: Manosa Onera
MuikonaiBHa 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbLHOI 3a chapmakoHarnsg 3miHa
Homepa MacTep-thaiina cucremm
dpapmakoHarnsgy

3a
peyenmom

UA/0482/01/02

122.

KCAPENTO®

TabneTku, BKpUTI
nniBKOBOKO
060/10HKO10, No 15 wmr,
Ne 14 (14x1); Ne 42
(14x3): no 14
TabneTtok y 6nictepi,

Baiiep Al

HimeuunH
a

Baiiep Al

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat

BiAMOBIgHOCTI €Bponechbkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro
abo oHoBMeHoOro cepTudikaTa BignoBigHOCTI

3a
peyenmom

UA/9201/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

no 1, aéono 3
6nicTepy B KapPTOHHIi
naJui

ab0 BUyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHUUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hoswia
cepTuaikaT Bif BXe 3aTBEP)KEHOr0
BMPOGHUMKa. MofaHHa HOBOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
RO-CEP 2021-090 - Rev 00 ansa Adl
puBapokcabaHy Bif 3aTBEPAKEHOIO
BMpOGHUMKa Bayer AG, HimeuyunHa. 3miHn |
TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii.
3MiHW, NoB'A3aHi 3 HEOBXIiAHICTIO
npuBeaeHHs Yy BiANOBIAHICTb 40 MOHOrpadii
[®Y abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHanbHOT thapMakonei fepxasu
€C (3miHa y cneupmdikauii
HecbapmakoneiHoro A®| 4ns npuBefeHHs y
BigNoBiAHICTb A0 BUMOr AdY abo
€Bponelicbkoi hapmakonei, abo iHLwof
HaujioHanbHoI thapmakonei gepxasu €C) -
A®|. Cneuudikauia Ta metoau
BMNPOBYyBaHHA MIKPOHI30BaHOI Aito4oi
PeyoBVHN puBapokcabaHy NpuBeAEeHoO y
BiAMNOBIAHICTb A0 BUMOTr MOHorpadii 2932
«PuBapokcabaH» €sp. ®apm. 10.3.

123.

KCAPENTO®

TabneTku, BKpUTI
nniBKOBOIO
060/10HKO10, No 20 mr,
Ne 28 (14x2); Ne 100
(10x10): no 10, a6o no
14 TabneToK y
6nicTepi; no 2, a6o 10
6nicTepiB y KAPTOHHIl
naJui

Baiep Al

HimeuumnH
a

Baiiep Al

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMaTtepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudikat

BiAMOBIAHOCTI EBpoONechkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
abo oHoBneHoro cepTudikara BignoBiAHOCTI
ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - Howii
cepTugikaT Bif BXe 3aTBEP)KEHOr0
BMPOGHMKa. MNMogaHHsa HOBOTO cepTudikara
BiANoOBIAHOCTI EBponeiickkili hapmakonei Ne
RO-CEP 2021-090 - Rev 00 ansa Adl
pvBapokcabaHy Bif 3aTBEPAKEHOrO

3a
peyenmom

UA/9201/01/03




Hassa

dopma sunycKy

3assHUK
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n/n

JliKapcbKo20
3acoby

(nikapcbka chopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

124.

KCE®OKAM®

TabneTku, BKpUTI

AciHO

LLiBefiuapi

BMpOGHMKa Bayer AG, HimeuyunHa. 3miHn |
TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii.
3MiHW, NoB'A3aHi 3 HEOBXiAHICTIO
npuBeaeHHs Yy BiANOBIAHICTb 40 MOHOrpadii
[®Y abo €sponelicbkoi hapmakonei, abo
iHLLOT HauioHanbHOT thapMakonei fepxasu
€C (3miHa y cneupmdikauii
HecbapmakoneiHoro A®| 4ns npuBefeHHs y
BigNoBIAHICTb A0 BUMOr AdY abo
€Bponelicbkoi hapmakonei, abo iHLwof
HaujioHanbHoi thapmakonei gepxasu €C) -
A®|. Cneuudikauia Ta metoau
BMNPOBYBaHHA MIKPOHI30BaHOI Aito4oi
PeyoBVHN puBapokcabaHy NpuBeAEeHoO y
BiAMNOBIAHICTb A0 BUMOTr MOHorpadii 2932
«PuBapokcabaH» €sp. ®apm. 10.3.

nocsi0OYeHHs

6nicTepy B KapTOHHIl
KOpoo6Li

NnniBKOBOKO
060/10HKO0, N0 4 MP
no 10 TabneTtok 'y
6nictepi; no 1

dapma Al

A

Takega M'mM6X, Micue
BMPOGHULTBA
OpaHieHbypr

HimeuunHa

BHECEHHS 3MiH IO peecTpaviiiHnX
mMaTtepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/a6o
[0MNYCTUMMX MEX FOTOBOTO NiKapCbKOro
3aco0y (BMlyYEeHHS HE3HAYHOrO NOKa3HMKa
(Hanpuknag 3acTapifnioro NokasHuka, Takoro
AK 3anax Ta cmak, abo igeHTudikauis
6GapBHUKIB UM CMAKOBMX [,06ABOK))
npusefeHHsa Cneuudpikauii MKA N3
Kcedokam®, TabneTku, BKpUTI NNIBKOBOHO
060/10HKOI0, MO 4 Mr Ta Mo 8 Mry
Bi4NOBIAHICTb 4O OCTAHHIX 3aTBEPIKEHNX
cneuudikauin BMpo6Huka. Cneundikauii
BUPOOHWKA, Ha SiKi 4AETbCSA NOCUNAHHS,
paHiwe nogaBasMcb Ha ekcnepTusy 0o AELL
Ta 6ynu 3aTBepaxeHi Hakazom MO3

Ykpaitu Ne2779 Big 02.12.2020, a came
BWUJTyYEHHS NOKasHUka «OHOPIAHICTb
Macwu», sIKili TOMUIKOBO He BYy/10 BUAASIEHO;
Ans nokasHuka «MBY» 6yno BuiyyeHo
MOCW/IEHHSI HA METO/, aHanisy, sike BiACYTHE
B Cneyudikauisix BUpo6HuKa. HAk Hacnigok,
BHOCATbCA 3MiHM [0 MeToAIB KOHTPOSIO.
3MiHu | TUNYy - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpPOb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonyCTUMNX MEX

roTOBOrO JlikapCcbKoro 3acoby (iHLi 3MiHW)

3a
peyenmom

UA/10245/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

npueefeHHs Cneundikauii MKA N3
Kcehokam®, TabneTku, BKPUTI NAIBKOBOIO
060/10HKOD, M0 4 Mr Ta no 8 Mry
BiAMOBIAHICTb 4,0 OCTaHHIX 3aTBEPAKEHNX
cneuudikaLin Bupo6Huka. Cneundikadii
BUPOBHMKA, Ha K LAETbCA NOCUNAHHS,
nogasannch Ha ekcneptusy go AELL Ta 6ynn
3aTBepxeHi Hakaszom MO3 YkpaiHu Ne2779
Bif 02.12.2020 Ta Ne1397 Big 03.08.2023.
Kcedokam®, TabneTku, BKpUTI NAIBKOBOHO
060/10HKOI0, M0 4 Mr Ta no 8 Mmr:

- ANns nokasHuka «MBY» 6yno
aKTyaslisoBaHo iHhopMmaLilo HaBedeHy y
BMHOCKax Ao Cneuudpikauii MKA 13 Ta

npuBeeHo Y BiANOBIAHICTb A0
Cneuudikauin BUpo6Huka, a came MNpun
BUNYCKY - «YacToTa NpoBefeHHs TecTy

3a/1eXM1Tb Bif, CCTEMATUYHOIO nepernsagy
BMPOGHMYOro NpoLecy, NPOBOANTLCSA He
pigLle o4HOro pasy Ha pik»; B KiHLi TepMiHy
NpUAATHOCTI — «TeCT NPOBOAATHL Ha NoyaTky
Ta B KiHLi TEPMiHY NpuAaTHOCTI Mig yac
[OCnimpKeHb CTabiNibHOCTI» (3aTBEPKEHO:
«TecT NPOBOAUTLCA HA MOYaTKY i B KiHLj
TepMiHy 36epiraHHs, 3a MeTo40M
BUGIPKOBOro KOHTPOJSIIO»). - ANS NOKa3HUKa
«P0O34MHEHHSA» NOCUIaHHA Ha MEeTo,
aHanizy 6yno0 npmBeAeHo y BiANOBIAHICTb A0
Cneuudikauiii Bupo6Huka (USP <711>); -
45 nokasHvka «lgeHTudikauis
JlopHOKCHKamy» A0MyCTUMi HOPMKU Npu
BUNYCKY NpUBEAEHO Y BiANOBIAHICTL 40
cneundikauii BupobHuka. Kcedhokam®,
TabneTku, BKpUTi NNiBKOBOIO 060/I0HKOI0, MO
8 Mr: - NpuBeAEeHHS Y BiANOBIAHICTb A0
opuriHasbHUX JOKYMEHTIB BUPOOHNKa, a
came npoBefeHHs «laeHTndikauis
JNopHokcukamy» metogom TLWX (EP 2.2.27),
3amicTb YO metogy (EP 2.2.25). faHa
MeTOAVKa BUKOPUCTOBYETLCA BUPOOHNKOM
npu KoHTponi Kcethokam®, TabneTku, BKpUTI
NNiBKOBOI 060/1I0HKOID, MO 4 Mr. MeToamka
BMPOGHMKA € YHIDikoBaHO A1 060X
[103yBaHb

125.

KCE®OKAM®

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKOH0, N0 8 Mr
no 10 Tabnetok y

AciHo
dapma Al

Lsenuapi
a

Takega M'm6X, micue
BMPOGHMLTBA
OpaHieHbypr

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
mMarepianis: 3mMiHu | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KoHTpob

rOTOBOrO JliKapCbKoro 3acoby. 3miHa

3a
peyerimom

UA/10245/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
napameTpiB cneuudikauiii Ta/abo
[0NyCTUMUX MEX rOTOBOrO NiKapCbKoro

6nicTepi; no 1
6nicTepy B KAPTOHHiIl
KopoobLi

3aco06y (BW/TyYEHHSI HE3HAYHOIO MOKa3HMKa
(Hanpvknag 3acTapifnioro nokasHuka, Takoro
AK 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB Y/ CMAKOBUX A06aBOK))
npusegeHHs Cneundikauii MKA N3
Kcethokam®, TabneTku, BKPUTI NIIBKOBOIO
060/10HKOH, M0 4 Mr Ta no 8 Mry
BiAMOBIAHICTb 4,0 OCTaHHIX 3aTBEPAYKEHNX
cneuudikauin Bupo6Huka. Cneundikadii
BUPOBHMKA, Ha K LAETLCA NOCUNAHHS,
paHilwe nogasannck Ha ekcrnepTusy o AELL
Ta 6ynun 3aTBepixeHi Hakazom MO3
Ykpainn Ne2779 Big 02.12.2020, a came
BUJTyYEHHS NokasHvka «OfHOPIfHICT
Macwu», kil NTOMUIKOBO He 6yN0 BUAAIEHO;
Ans nokasHuka «MBY» 6yno BunyyeHo
MOCW/IEHHS HA METOJ, aHanisy, sike BiACYTHE
B Cneyudikauisix BAPO6HUKa. Sk Hacniaok,
BHOCHATLCS 3MiHW A0 MeToAiB KOHTPOHO.
3Mminu | TMny - 3MiHK 3 SKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTMMmNX Mex
roTOBOrO NikapcbKoro 3acoby (iHLUi 3MiHK)
npusefeHHs Cneundikauii MKA N3
Kcedokam®, TabneTku, BKpUTI NAIBKOBOHO
060/10HKOI0, N0 4 Mr Ta no 8 Mry
BIAMNOBIAHICTb A0 OCTaHHIX 3aTBEPAYKEHNX
cneuudikauin BUpo6Huka. Cneuundikadii
BMPOOHWKA, Ha SiKi 4AETLCS NOCUNAHHS,
nofgasannch Ha ekcneptusy o AELL ta 6ynn
3aTBepaxeHi Hakazom MO3 YkpaiHn Ne2779
Bif 02.12.2020 Ta Ne1397 Big 03.08.2023.
Kcedokam®, TabneTku, BKPUTI NNIBKOBOHO
0060/10HKOI0, M0 4 M Ta Mo 8 Mr:
- ANns nokasHuka «MBY» 6yno
akTyasizoBaHo iHhopmaLito HaBeaeHy y
BMHOCKax Ao Cneundpikauii MKA 13 ta
npuBeaeHo Y BignoBigHICTb A0
Cneuwmdpikauili BUpo6Huka, a came Mpu
BUMYCKY - «YacToTa NpoBefeHHs TecTy
3a/1€XUTb Bif CUCTEMATUYHOTO Nepernsagy
BMPOGHNYOro NpoLecy, NPOBOAUTLCS He
pigLe oAHOro pasy Ha pik»; B KiHUi TepMiHy

NpUAATHOCTI — «TecT NPOBOAATHL Ha NoyaTky
Ta B KiHUi TepMiHY NpuAaTHOCTI Nig Yyac
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

[OCNimpKeHb CTabiNbHOCTI» (3aTBEPAXKEHO:
«TecT NPOBOANTLCA Ha NoYatky i B KiHLi
TepMiHy 36epiraHHs, 3a MeTo40M
BMGIPKOBOrO KOHTPOJIO»). - A1 MOKa3HUKa
«PO3UYMHEHHS» NOCUIAHHS HA METOg,
aHanizy 6yno npmeeAeHo y BiANOBIAHICTb A0
Cneuudikauin BUpo6Huka (USP <711>); -
NS nokasHuka «laeHTrdikauis
JlopHOKCcHKamy» [0nyCTUMI HopMY Npu
BVNYCKY MPVBEAEHO Y BIAMNOBIAHICTb A0
cneumdikauii BUpo6Huka. Kcedhokam®,
TabneTku, BKPUTI NNIBKOBOK 060SIOHKO), MO
8 MI: - NpMBEeAEHHS Y BiANOBIAHICTb A0
OpUriHaNIbHNX [OKYMEHTIB BUPOBHMKa, a
came npoBefeHHs «laeHTudikavis
TNopHokcrkamy» metogom TLUX (EP 2.2.27),
3amicTb Y® meToay (EP 2.2.25). JaHa
MeTOAWMKa BUKOPUCTOBYETLCSA BUPOOHNKOM
npu koHTponi Kcechokam®, TabneTkn, BKpUTI
N1iBKOBOK 060/M0HKOI0, No 4 Mr. MeToamka
BMPOGHMKA € YHihikoBaHO A/151 060X
[03yBaHb

126.

KCUBYNAH

MOPOLLOK A/151 PO34KHY
ONns iH'ekuii abo
iHdpysin no 1,2 r (1000
Mmr/200 mr), no 1 a6o
no 10, a6o no 25
(h1aKOHIB y KapTOHHIi
nauuj

AHTUBIOT
VKN CA

PymyHis

AHTUBIOTUKN CA

PymyHis

BHECEHHS 3MiH [10 peecTpaLiiiHx
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKili XxapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHA Ha
nigcTasi peryssipHoO OHOBJ/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpauiiiHuii
nepiog, abo sk pe3ynbTaT OLiHKM 3BTy 3
OOCifpKeHb, NPOBeAEHNX BiAMoBigHO A0
nnaxy negiatpuyHux gocnimkeHs (PIP)
(3MiHyY Y3rof)keHO 3 KOMNETEHTHUM
YNOBHOB&)XXEHVNM OPraHom).
3MiHV BHECEHO A0 IHCTPYKUIT ANs MEAUYHOIO
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ginu
"Ocob6nMBOCTI 3aCTOCYBaHHS",
"Mepepo3yBaHHA", "M06IYHI peakuii™
BiANOBIAHO A0 OHOBMEHOI iHChopMmaL,i 3
6e3neku Ailo4oi pevoBrHN. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/18686/01/01

127.

NITAK

PO34YMH ANS iH'eKUii, 2
mMr/mn no 5 mny
donakoHi; no 5

Ninomeg Al

LLiBeiuapi
A

BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib SKOCTI (32

LLBeiuapis/
®paHuia/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
martepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.

"0TOBWI1 NNikapcbKuWit 3aci6. 3MiHK Y

3a
peyenmom

He
nionsieae

UA/17856/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
(h/1aKOHIB y KapTOHHIi BVIHSATKOM BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
KopooLi CTepW/IbLHOCTI Ta
6aKeHAO0TOKCUHIB),

BWMYCK Cepil:
Ninomepn AT,
LBeliuapis
KOHTPO/Ib SIKOCTI
TiNIbKN CTEPUIbHOCTI
Ta 6aKeHAO0TOKCUHIB:
ConbBiac ®paHujis,
PpaHuin
BMPOGHMLTBO "in
bulk", nepenHHe
nakyBaHHSA Ta
NPOMKHUIA
KOHTPO/b
BUMYLLEHNX Cepili:
Faynt ®apma
BonbchpariiayseH
M6X, HimeuunHa
BMPOGHMLTBO "in
bulk", nepBrHHe
nakyBaHHSA Ta
NPOMKHUIA
KOHTPO/b
BUMYLLEHNX Cepili:
TumoopraH
dapmaupe MvbX,
HimeuunHa

Lo po3nuBy y chnakoHn po3unH BUTPUMYOTb

CTOCYOTbCA BUMYCKY Cepil Ta KOHTPOSIIO

abo AofaBaHHA Ai/IbHUL, Ha Skl
3[iICHIETLCS KOHTPO/L/BUNPOBYBAHHSA
cepii) - 3miHa BUpO6HWKa, BifNoBiAaIbHOIO
3a KOHTpONb SiKOCTi /13, a came- YacTkoBa
nepegaya poyHKLjin KOHTposto sKocTi /13
CTEPUNBHICTb Ta 6akeHJO0TOKCUHW Bif,
BMpoGHMKa Jlinomes Al LLiBefiuapis
BUpo6HUKY Confarma France, ZI, rue de
Canal d’Alsace, 68490 Hombourg, France;
3MmiHu | TMny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHM Y npoLeci BUPO6HMLITBA FOTOBOTO
nNikapcbKoro 3acoby, BKIOUaKUY MPOMKHUI
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOrO MliKApCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6HMLTBA) -
3MiHK y npoueci BUpO6HMLTBA FOTOBOTO
nikapcbKoro 3acoby, a came- BCTaHOB/IEHO
MaKCUMasbHWIA TePMiH 36epiraHHs
CTepubHO-(INbTPOBAHOTO PO3UMHY Nepef,
pPO3/IMBOM Y (h/1akoHu - 5 ai6.
3arBepaKeHo
CTtepunbHa inbTpauis po3unHy

y TempsiBi 3a KIMHaTHOI Temnepartypu B
a30THOMY CepeoBULL
3anponoHoBaHo
CrepunbHa dinbTpauisi po3unHy
MakcmanbHO fonyCcTUMUIA TEPMIH
36epiraHHaA 5 fi6 npu KiMHaTHI
Temneparypi, B 3aXuLLeHOMy Bif CBiT/1a
MicLi Ta nif a3oTom;
3MiHK | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpo/ib roToBOro

SIKOCTi FOTOBOrO JlikapCbKOro 3acoby (3amiHa

nikapcbkoro 3acoby. 3MiHa napameTpis
cneuyudikaliin Ta/abo fonycTMMmnX Mex
rOTOBOrO /1iKapCbKOro 3acoby (J0MOBHEHHS
crneuudikaLii HOBUM MOKa3HUKOM 3
BiAANOBIAHWM MEeTOL0M BUNPOBYBaHHS) -
BHeceHHs 3MiH o MaTepiasnis
peecTpadiiiHoro gocke p.3.2.P, a came-
BK/IIOYEHHS 4,04aTKOBOIO NOKasHUKa
«BU3HaYeHHA HEBMANMMX YACTOK» 3

HOPMYBaHHSIM «He 6inbLue 6000 YaCcTUHOK

po3mipom 10 MKM ab60 6inblue B 0gHOMY
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

iH’exuiliHOMy chbnakoHi Ta He 6inbwe 600
YacTMHOK po3mipoM 25 MkM abo 6GinbLue B
OHOMY iH'EKLiiHOMY chnakoHi» y
cneuudikauito MN3 gns BignosigHoOCTI
BMMoram EP 2.9.19. B MKA /13 paHwii
NOKa3HUK BXe BKIOYEHU; 3MiHKW | Tuny -
AZMiHICTpaTWBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHA Ai/IbHOCTI BUPOOHUKA
(BrtOYatoun, 3a HeobXigHOCTI, Micue
NpoBeeHHSA KOHTPOJIO AKOCTI), abo
Bf1acHvka mactep-caiina Ha A®l, abo
noctavyanbHuka Adl/BuxigHoro
MaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY,
LLIO 3aCTOCOBYIOTbCA Y BUPOOHULTBI AP]
(AKLWLO 3a3HAYEHO Y [OChE Ha MiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudpikara
BifANOBigHOCTI E€Bponelickkili hapmakonei y
3aTBEPAKEHOMY AOCbE, a60 BUPOOHMKA
HOBOI AONOMDKHOT PEeYOBUHU (SIKLLLO
3a3HayYeHo y foCbE) - 3MiHa Ha3Bu Ta
YTOYHEHHS afipecyl BUPOBHMKa,
BiNoBiAa/IbHOro 3a KOHTPOsb SKOCTi AP, a
came-CTepubHICTb Ta 6akeHA0TOKCUHN, 6e3
3MiHM MicL BUPO6HMLTBA; 3MiHu | TNy -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMWKa/imnopTepa roToBoro /ikapcbkoro
3aco6y, BKIIOYAUM fiIbHULL BUNYCKY cepil
abo micue NpoBefeHHsI KOHTPOJIHO SKOCTI.
(aisnbHICTb, 3a AKy BignNoOBIfae
BMPOGHUK/IMNOPTEP, HE BK/IHOYAKOUN BUNYCK
cepiii) - 3miHa Ha3BM Ta YyTOYHEHHS agpecu
BMPOGHUKa, BiANOBIA&/ILHOIO 3a KOHTPO/Ib
SIKOCTi, a came-CTepUsbHICTb Ta
6aKeHA0TOKCUHM, 6e3 3MiHWN Micus
BMPOGHULTBA; 3MiHW | TUNY - 3MiHX 3 AKOCTI.
[OTOBWIA NiKapCbKWii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikavisx, nig yac BUpo6HULTBA
roTOBOrO JlikapCcbKoro 3acoby (4oAaBaHHSA
HOBOro MeToAy BUNPOOYBaHHSA Ta
[0nyCcTUMUX MeX) - 3MiHN B napmeTpax
cTepwisauii, a came- BBEAEHHS
anbTepHaTMBHUX NapameTpiB cTepunisau;i

[N KOMNOHEHTIB CUCTEeMU KOHTeliHep/
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3aKynoproBasibHUiA 3aci6; 3miHum | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTelHep/3akynopoBasibHWiA
3aci6. 3MiHa nocTavanbHVKa NaKyBalbHUX
MaTepianis abo KOMMIEeKTYUMX (SKLWo
3a3HayYeHo B A0CbE) (3amiHa abo AofaBaHHSA
noctavasibHuKa - [logaBaHHs BUPOOHMKa
CKNSAHOTO hNakoHy; 3MiHu | Tuny - 3miHn 3
AkocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBaibHWii 3aci6. 3MiHa
noctavasibH1Ka nakyBasibHUX MaTepiasis
ab0 KOMMNEeKTYUMX (AKLLO 3a3HAaUYEHO B
[0CbE) (BUYYEHHS MOCTAYa/TbHUKA) -
BunyyeHHs1 BUPOGHMKA 3aKynoproBaIbHOro
3acoby (kosnauka flip-off) Datwyler Pharma
Packaging Deutschland GmbH, y 3B'a3ky i3
BBEEHHAM a/lbTEHATVBHOrO; 3MiHu | TNy -
3MiHK 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHUL BUPOBGHULTBA AN1A
4yacTuHK abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO JliKkapCbkoro 3acoby (AinbHUUSA, Ha
SKili NpoBOAATLCA BYb-5iKi BUPOOGHMUI
cTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPO/I0 SAKOCTi Ta BTOPUHHOTO MaKyBaHHS
[0S CTEPUNbHUX NiKapcbKunx 3acobis
(BKNHOY@KOUN BUPOGIEHI acenTUYHUM
MEeTOZ0M), KpiM Nikapcbknx 3acobiB
6i0N10ri4HOro/iMyHOMOMNYHOTO NOXOKEHHS) -
BBeieHHs1 0AATKOBOrO BUPOGHMKA
TumoopraH ®apmaume M6X , HimeuunHa
[ANSA 4aCTUHW BUPOBGHMYOro npoLecy
(Bpo6HMLTBO «in bulk», NnepeuHHe
nakyBaHHS Ta MPOMDKHWIA KOHTPO/Tb
BUNYLLEHNX Cepiii); 3MiH1 BHECEHO B
IHCTPYKLiO 4519 MEANYHOro 3aCTOCYyBaHHSA
nikapcbkoro 3acoby y po3ainm "BMpo6HuK",
"MicLe3HaxomKeHHs BUpoOHMKa Ta agpeca
MicLS NPOBaKEHHSA 1oro AisnbHocTi" 3
BiANOBIAHMMY 3MiHAMYW B TEKCTi MapKyBaHHS
ynaxkoBoK; 3MiHu Il Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnoptoBaibHWii 3aci6. 3MiHa y
NEepPBUHHIA yNakoBL,i rOTOBOTrO JliKapcbKoro
3aco0y (sKicHUIA Ta KinbkicHWiA cknag) -
CTepusbHi nikapcbki 3aco6bu Ta nikapcbki
3aco6y 6i0N0riYHOro/iMyHOs10rYHOT0

NOXOMKEHHS - 3MiHa Y ckiafi NepBUHHOI




92

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

YNaKoBKW, a came- NPo6Ku

128.

NOrABANIH

Kkancynu, no 75 mr, no
14 kancyn y 6nictepi,
no 2 abono 4
6nicTepy y KapTOHHiIl
KopoobUi

Ckali ®apma
B3-TOB

O6'efiHaHI
Apabcbki
Emipatu

NoniH NMimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHx
marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHUii 3aci6. 3MiHa
PO3Mipy ynakoBK/ roTOBOrO NiKapCbKOro
3aco0y (BMTy4YEHHS YNakoBK1 NeBHOTO
pO3Mipy) - BUSTyYEeHHS ynakoBku Ne28 (14x2)
y 6nictepax gns kancyn no 150 mr ta
ynakoBku Ne56 (14x4) y 6nictepax gns
kancyn no 300 Mr. 3MiHN BHECEHO B pO34in
"YnakoBka" IHCTPYKLii 4ns MegnyHoro
3aCTOCYBaHHS /ikapcbKoro 3acoby o0
BUJTyYEeHHs ynakoBku Ne28 (14x2) y
6nictepax 4nsa kancyn no 150 mr ta
ynakoBku Ne56 (14x2) y 6nictepax gns
Kancyn no 300 Mr Ta Sik HacnifokK - y TeKCT
MapKyBaHHS NikapcbKoro 3acoby

3a
peyenmom

He
nionsieae

UA/15921/01/01

129.

NIOrABANIH

kancynu, no 150 mr,
no 14 kancyny
6nicTepi, no 4
6nicTepy y KapTOHHIl
KopooLi

Ckali ®apma
B3-TOB

O6'efHaHI
Apabcbki
Emipatu

JNoniH NlimiTeq,

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHnX
martepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
oTOBUIA NNikapCbkuMii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasnbHWii 3aci6. 3MiHa
PO3Mipy yNakoBKu1 rOTOBOrO JliKapCbKOro
3ac06y (BWUYyYEHHS YMakoBKW MNEBHOMO
posmipy) -

BUJIyYEHHS ynakoBku Ne28 (14x2):
3anponoHosaHo: Kancynv no 150 mr
YnakoBka Mo 14 kancyn y 6nictepi, no 4
6nicTepn pasom 3 IHCTPYKLieo Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3aco6y y KapTOHHIli kopobL,i. 3MiH1 BHECEHO
B pO324iNn "YnakoBka" iHCTPYKLi Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3aco0y o0 BUTYYEHHS ynakoBku Ne28
(14x2) y 6nictepax Ans kancyn no 150 mr ta
ynakoBku Ne56 (14x2) y 6nictepax gns
kancyn no 300 Mr Ta Sk HacnifokK - y TeKCT
MapKyBaHHS NiKapCbKoro 3acooy.

3a
peyenmom

He
nionsieae

UA/15921/01/02

130.

NIOrABANIH

kancynu, no 300 mr no
14 kancyn y 6nicTepi,
no 2 6nictepu y
KapPTOHHI KOpooL;

Ckaint dapma
B3-TOB

O6'efHaHI
Apabcbki
Emipatu

Nonin Nlimiteg,

IHais

BHECEHHS 3MiH 40 peecTpaLiiHnX
martepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
pO3Mipy yNakoBKv roTOBOTO JliKapCbKoro
3ac06y (BUNYyYEHHS YNakoBKW MNEBHOMO
poawmipy) -

BUJTyYEHHs ynakoBku Ne56 (14x4) y
6nictepax ans kancyn no 300 mr.
3anponoHoBaHo: Kancysav no 300 mr

3a
peyenmom

He
nionsieae

UA/15921/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

YnakoBka Mo 14 kancyn y 6nictepi, no 2
6nicTepn pasom 3 IHCTPYKLie Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3aco6y y KapTOHHIl kopobL,i. 3MiH/ BHECEHO
B p0O34iNn "YnakoBka" iHCTPYKLi Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3aco0y WoA0 BUTYYEHHS ynakoBku Ne28
(14x2) y 6nictepax Ans kancyn no 150 mr ta
ynakoBku Ne56 (14x2) y 6nictepax gns
kancysn no 300 Mr Ta ik HacnifokK - y TEKCT
MapKyBaHHS NiKapcbKoro 3acooy.

131.

NIOrABANIH

Kancysv no 75 mr, no
14 kancyn y 6nicTepi,
no 2 a6o no 4
61icTepun y KapTOHHIN
KOpoo6Li

Ckali ®dapma
B3-TOB

O6'egHaHi
Apabcbki
Emipatu

NMonin NMimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHnX
mMarepianis: 3miHu | Tvny - 3MiH WoA0
6e3nekun/edekTBHOCTI Ta hapMakoHarniagy.
3MiHa y KOpOTKiil XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHA Ha
nigcTaBi perynspHO OHOBJ/IHOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCcyBaHHs
nNikapcbKoro 3acoby B nicnspeecTpauiiiini
nepiog, abo sk pe3ynbTar OLiHKM 3BIiTY 3
[ocnimpkeHb, NpoBefeHnX BigNoBigHO A0
nnaHy negiatpuunHux gocnimpkeHs (PIP)
(3MiHY y3rof>X€HO 3 KOMMETEHTHUM
YNOBHOB&XXEHVM OPraHom).
3MiHU BHECEHI A0 iIHCTPYKLi 415 MegnyHoro
3aCcTOCyBaHHS NiKapcbKoro 3acoby y po3ainu
"Oco6nmBocCTi 3acTocyBaHHA", "Mo6IYHI
peakuii” BignoBigHO 4O OHOB/IEHOT
iHchopmawii 3 6e3nekun Ajtoyoi peyoBUHU.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS.

3a
peyerimom

He
nionsieae

UA/15921/01/01

132.

NIOrABANIH

kancynu no 150 mr, no
14 xancyn y 6nictepi,
no 2 a6o no 4
6nicTepy y KapTOHHIl
KopooLi

Ckali ®apma
B3-TOB

O6'efHaHI
Apabcbki
Emipatu

JoniH NlimiTeq,

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTtepianis: 3MiHn | TUNy - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKilli XxapakTepucTumui
niKkapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta
IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHS Ha
nigcTasi perysiipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpauiiiHnii
nepiog, abo sk pe3ynbTar OLiHKM 3BTy 3
AoCnigpKeHb, NPoBeAEeHNX BiAMOBIgHO A0
nnaxy negiatpuyHux gocnimkerb (PIP)
(3MiHY y3rof)XeHO 3 KOMMETEHTHUM

YMNOBHOB&XEHWM OpraHom).

3a
peyenmom

He
nionsieae

UA/15921/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3MiHU BHECEHI A0 iHCTPYKLii 415 MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby y po3ainm
"Ocob6nmBocTi 3acTocyBaHHA", "Mo6iYHi
peakuji" BigMnoBigHO 4O OHOBNEHOI
iHbopmaLii 3 6e3nekn AitoHoi peHOBUHN.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS.
133. | NHOrABANIH kancynu no 300 mr, no | Ckait ®apma | O6'eaHaHi NMonin NMimiteq, IHais BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a He UA/15921/01/03
14 kancyn y 6nictepi, B3-TOB Apabcbki mMaTepianis: 3MiHu | TURy - 3MiHN WoA0 peyernmom nionsieae
no 2 abono 4 Emipatu 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
6nicTepy y KapTOHHiIl 3MiHa Y KOpOTKili XxapakTepucTumui
KopoobUi niKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHA Ha
nigcTasi peryssipHoO OHOBJ/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnimkeHb 3 6e3nekn 3aCcToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpauiiiHuii
nepiog, abo sk pe3ynbTar OLiHKM 3BTy 3
OOCifpKeHb, NPOBeAEHNX BiAMoBIgHO A0
nnaxy negiatpuyHux gocnimkeHs (PIP)
(3MiHyY Y3rof)keHO 3 KOMMNETEHTHUM
YNOBHOB&)XXEHVNM OPraHom).
3MiHV BHECeHI [0 IHCTPYKLi ANna MeguyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ginu
"Oco6nmBocTi 3acTocyBaHHs", "IM06iYHi
peakuii” BignoBigHO [0 OHOB/IEHOT
iHchopmawii 3 6e3nekmn fjtyoi pevyoBmHH.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micnsa
3aTBEPKEHHS.
134. | MEKC - PO34MH ANS iH'EKLi, TOBAPUCT Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 4,0 pPeeCcTpaLiiHNX 3a - UA/16942/01/01
340POB'A 50 mr/mn; no 2 mn B BO 3 0bMexeHo MaTepianis: 3miHa 3aaBHuKa J13 (MIBIT) peyenmom
amnyni; no 5 amnyny OBMEXEH BiANOBIAA/ILHICTIO (BNacHuKa peecTpauiiiHoro NocBig4YeHHs)
6nicTepi; 1 abo 2 (0]}0) "®apmaveBTuyHa (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
6nictepu y kopobui 3 BIAMOBIOA KoMnaHis "3gopos'a” BBeeHHs 3MiH NpoTAroM 6-tm micAuis nicns
KapTOHY; N0 2 MN B JIbHICTHO 3aTBEPLKEHHS. 3MiHN | TUny - 3MiHK WoA0
amnyni; no 10 amnyny | «KOPMOPA 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
6nicTepi; 1 6nictep y LA BBefeHHs1 ab0 3MiHM [0 y3aralbHEHUX
KOpOOLi 3 KAPTOHY; NO «3[00POB’'A JaHnx npo cuctemy apmakoHarnsagy

5 mn B amnyni; no 5
amnyn y 6nictepi; 1
6nictep y kopobui 3
KapTOHY

»

(BBEAEHHSA y3araslbHEHUX AaHWX NPo
cuctemy thapmakoHarnagy, amiHa
YNOBHOB&XEHOT 0cO6MU, BiANOBiAabHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asaBHuka ans
3[jiCHEHHs1 hapMakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT
0co6u, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsay (BknoYatoum KOHTaKTHI
OaHi) Ta/abo 3MiHM Yy po3MiLLEHHI MacTep-
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
thaiina cuctemmn chapmakoHarnsgy).
3MiHa YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag. firova
pegnakuist: LeBuyeHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6M 3asBHNIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HOMepa MacTep-ghaiina cucremu
chapmakoHarnisgy.
135. | METU3O0/IOH KpeM A1 30BHiWHboro | TOBAPUCT Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux 6e3 - UA/12727/01/01
3actocyBaHHs, 1 mr/r, BO 3 BMPOGHMLTBA, marepianis: 3miHa 3asBHuka 13 (MIBIM) peyenma
no 15ry T1y6i; no 1 OBMEXXEH KOHTPO/b SKOCTI, (BnacHvKa peecTpauiiHoro nocBigYeHHs)
Ty6i y KOpo6U;i 3 (]}0} BUNYCK cepil: (3rigHo Haka3dy MO3 Big 23.07.2015 Ne 460).
KapTOHY BIANOBIOA ToBapucTso 3 BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB nmicas
NIBHICTHO 06MeXeHOo 3aTBEpMXEHHS. 3MiHKM | Tuny - 3MiHW Woao
«KOPIMNOPA BiANOBIAA/ILHICTIO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
LA "®apmMaLeBTnYHa BBefeHHst ab0 3MiHM [0 y3araslbHEHUX
«30POB’A KOMnaHis [JaHnx npo cuctemy dpapmakoHarnsgy
» "3p0poB'a", YkpaiHa (BBEAEHHSA Y3araslbHEHUX AaHWX Npo
BCi cTagil cuctemy hapmakoHarnsgy, smiHa
BMPOGHMLITBA, yMOBHOBaXeHOT 0cobu, BignosigansHoOT 3a
BUNYCK cepil: 3[iiCHEHHST hapMakoHarnsay; KOHTaKTHOI
ToBapucTBo 3 ocobu 3 hapmakoHarnsay 3asBHvKa Ans
0bMexeHoto 3[jicCHeHHs hapMakoHarnisay B YkpaiHi,
BiANOBIAA/ILHICTIO SAKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOI
"®apmMaLeBTnYHa ocobu, BiAnoBigasibHOI 3a 3AjACHEHHSA
KOMnaHis thapmakoHarnagy (BKIo4akum KOHTaKTHi
"3p0poB'a", YkpaiHa naHi) Ta/abo 3MiHN y po3MiLLEeHHI MacTep-
KOHTPO/b AKOCTI: thainna cuctemmn thapmakoHarnsagy).
ToBapucTso 3 3MiHa YyNOBHOBaXKEHOT 0COOM 3asiBHUKA,
06MeXeHo BignoBigasbHOI 3a hapmakoHarnsag. Jitoya
BiANOBIAALHICTIO pegakuis: LesuyeHko Onena IropisHa.
"®APMEKC IPy1", MponoHoBaHa pepakuisi: MaHoBa OneHa
YKpaiHa MuKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
Homepa MacTep-thaiina cucremm
hapmakoHarnsgy.
136. | METPOHIAA30 | cyno3uTopii BariHaslbHi NAT Ykpaina MAT «MoHpapm» YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a He UA/1796/01/01
n no0,lr;no5 «MoHdpapm» martepianis: 3MiHu | TUny - 3MiHK WoA0 peyenmom | niosisi2ae

Cyno3uTopiiB y CTpumi;
no 2 cTpunu y nauui 3
KapTOHY

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKilli XxapakTepucTumui
niKkapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta
IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHS Ha
nigcTasi perysisipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LochimpKeHb 3 6e3nekn 3acTocyBaHHs
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKo20

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Bionycky

yBaHHST*

peecmpayitiHo2o
nocsioYeHHs1

3acoby

nikapcbKoro 3acoby B nicnspeecTpauiiiini
nepiog, abo sk pe3ynbTar OLiHKM 3BTy 3
AoCnifpKeHb, NPOBeAEHNX BiAMNOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP)
(3MiHy y3rof>XeHO 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHoMm) - 3MiHU BHECEHO
[0 IHCTPYKUT 415 MEANYHOrO 3aCTOCYyBaHHS
nikapcbKoro 3acoby y po3ginu:
"MpoTmnokasaHHA", "OcobanBOCTi
3acTocyBaHHs", "lN0o6iYHI peakuii” BiANOBIAHO
[0 OHOBNEHOI iHChopMauii 3 6e3nekun aio4yol
peyoBuHW. BBEAEHHSA 3MiH NPOTArOM 6-Tn
MicsILiB Micnsi 3aTBEpPAKEHHSI

3a

UA/7535/01/01

137.

MIAOKA/IM

PO3YMH ANS iH'EKLiA;
no 1 mn B amnyni; no 5
amnyn y KapTOoHHIl
ynaxoBLi

BAT
"lefeoH
PixTep"

YropLmHa

BAT "TefeoH
PixTep"

YropLmHa

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis: 3miHu Il Tuny - 3miHn WwWoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(u) A0 30608B'A3aHb Ta
YMOB BUaui peecTpauiliHoro noceigveHHs,
BK/IIOHa0UM MNnaH ynpasniHHA pusnkamm
(3acTocyBaHHA 3MiH(K), siKi(a) BUMaratoTb(€)
noAasIbLIOro 06r'pyHTYBaHHSA HOBMMU
[0AaTKOBUM AaHVMU, LLO MaloTb
HafaBaTNCA KOMNETEHTHUM OpraHoMm,
OCKi/IbKV BMMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) - 3asiBHUKOM
Ha/iaHO OHOBJIEHWIA N1aH ynpaBiHHA
pu3vkamm Bepcia 2.0. 3MiHWM BHECEHO A0
yacTuH: | «3aranbHa iHhopmauis», Il
«Cneuudikauis 3 6e3nekm», Il «MnaH 3
hapmakoHarnagy», V «3axogu 3 MiHimisauii
pu3ukiB», VI «Pe3tome niaHy ynpasniHHSA
pusnkamu», VI «logatku» y 3B'a3Ky 3
BK/TOYEHHSIM B N1aH yNpaBiHHA pusnkamu
OHOB/IEHOI iHGhopMaUii Lwoa0 3060B'A3eHb
BN1aCHMKa PeECTpaLiiHOro NocBigYeHHs
LLIOAO aKTUBHOrO hapmakoHarnsagy Ta
BMNPOBa/PKEHHA [04ATKOBUX 3aX04iB 3
MiHiMi3aLii py3ukiB gns pusmky "Peakuii
rinepuytameocTi'. CTpykTypy MNYPa 6yno
OHOBJIEHO BIAMOBIAHO A0 pekoMeHaaL il
Guideline on good pharmacovigilance
practices (GVP) Module V — Risk
management systems (Rev 2). Pe3iome
nnaHy ynpasniHHsa pu3vkamm Bepcis 2.0
O0A3ETLCS.

peyenmom

3a

UA/11215/02/01

138.

MINAPANEKC-
340POBA

Kancynu Teepgi no
250 wmr; no 10 kancyn
y 6nicTepi; no 4

TOBAPUCT
BO 3

YkpaiHa

OBMEXEH

ToBapucTso 3
06MeXeHoto
BiANOBIAA/ILHICTIO

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3miHa 3asBHuKa J13 (MIBIT)

(B/1acHVKa peeCcTpaLiiHoro Noceig4yeHHs)

peyenmom
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6nicTepu y kopobu,i e]}0) "®apmavueBTuyHa (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
BIANOBIOA KoMnaHis "3go0pos'a” BBeeHHs 3MiH NpoTAroM 6-Tn micauis nicns
NBHICTIO 3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKW Woao
«KOPIMOPA 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
LA BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX
«300POB’'A JaHnx npo cuctemy dhapmakoHarnsgy
» (BBEAEHHSA Y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBiAa/IbHOI 3a
3[iiCHEeHHST hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHuka ans
3pjlicHeHHs chapmakoHarnagy B YkpaiHi,
SKLLO BOHA BifMiHHA Bif, yNTOBHOBaXXEHOT
ocobu, BignoBifanbHOI 3a 3A4iACHEHHS
thapmakoHarnagy (BKIo4aum KOHTaKTHi
OaHi) Ta/abo 3MiHM y pO3MileHHI MacTep-
thaiina cuctemu chapmakoHarnsgy).
3MiHa yNnoBHOBaXXEHOI 0CO6M 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapmakoHariag. [irovya
pepakuis: LesueHko OneHa IropisHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
Homepa macTtep-thaiina cucremn
chapmakoHarnsgy.
139. | MINAPANEKC- Kancynwv Teepgi no TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiHnX - - UA/14684/01/01
340POB'A 250 wr; in bulk: no BO 3 0bMexeHoto Marepianis: 3miHa 3asBHuka 13 (MIBIM)
4000 kancyn y naketi OBMEXEH BiANOBIAA/ILHICTIO (BNacHuKa peecTpauiiHoro nNocBig4YeHHs)
nonieTuneHoBoMy y OKo "PapmaueBTnyHa (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460).
KOHTeWHepi BIANOBIAA KoMmnaHis "3gopos'a” BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micnsa
NBbHICTHO 3aTBEPKEHHS. 3MiHN | TUny - 3MiHK LWoA0
«KOPIMOPA 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
LA BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX
«3[00POB’'A JaHnx npo cuctemy dapmaxkoHarnsagy

»

(BBEAEHHSA Y3araslbHEHUX AaHWX NPo
cuctemy chapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAabHOI 3a
3[iiCHEHHST hapMakoHarnaay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asasBHuka ans
3[jiCHEHHs1 hapMakoHarnsay B YkpaiHi,
AIKLLO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT
0co6u, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsgy (BknoYatoum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy).
3MiHa yNnoBHOBaXKEHOI 0CO6YM 3asiBHUKA,
BiANOBIAa/IbHOI 3a papmakoHarisa. firoya
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

pegpakuis: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HOoMepa MacTep-ghaiina cucremu
chapmakoHarnisgy.

140.

MINAPANEKC-
310POB'AA

Kancynv Teepai no
500 mr; no 10 kancyn
y 6nicTtepi; no 6
6nictepis y Kopobui

TOBAPUCT
BO 3
OBMEXEH
fo]e)
BIAMOBIAA
NBHICTIO
«KOPFMOPA
LS
«3[J0POB'A

»

YkpaiHa

ToBapucTso 3
06MEXeHOI0
BiANOBIAA/IbHICTIO
"®apmavueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHnx
mMarepianis: 3miHa 3asBHuka 13 (MIBM)
(BnacHvKa peecTpauiiHoro NocBiAYeHHs)
(3rigHo Haka3dy MO3 Big 23.07.2015 Ne 460).
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekun/edekTBHOCTI Ta hapMakoHarniagy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX
[JaHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO
cuctemy thapmakoHarnsgy, 3amiHa
yMOBHOBaXeHOT 0cobu, BignosiganbHOT 3a
3[jiliCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHvKa Ans
3[jicCHeHHs1 hapMakoHarisay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOI
0cobw, BignoBigaibHOI 3a 3A4jiACHEHHS
thapmakoHarnagy (BKIo4akum KOHTaKTHi
naHi) Ta/abo 3MiHWM y po3MiLLEeHHI MacTep-
thainna cuctemmn thapmakoHarnsagy).
3MiHa ynoBHOBaXKeHOi 0CO6U 3asBHUKA,
BignoBigasbHOI 3a hapmakoHarnsag. Jiroya
peaakuist: LeueHko OneHa IropiBHa.
MponoHoBaHa pegakuis: Manosa Onera
MuKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
HoMepa MacTep-thaiina cucremm
hapmakoHarnsgy.

3a
peyenmom

UA/11215/02/02

141.

MOBANIC®

PO3YMH ANS iH'EKLi,
15 mr/1,5 mn; no 1,5
My amnyni; no 5
amnyn B KApTOHHIl
KopooLi

BepiHrep
IHrenbxaim
IHTepHeLLHN

M6X

HimeuunH
a

BepiHrep
IHrenbxaiim Ecnaxa,
CA, IcnaHis
(BUpOGHMLTBO Ta
nepBuHHe
nakyBaHHs);
BepiHrep
IHrenbxaiim Ecnaxa,
CA, IcnaHis
(BTOpUHHE
naxkyBaHHs1,
KOHTPO/b SKOCTi Ta

IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiiHnX
mMarepianis: 3MiHK | TNy - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XxapakTepucTuui
niKkapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta
IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHS Ha
nigcTasi perysisipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpauiiiHnii
nepiog, abo sk pe3ynbTar OLiHKM 3BTy 3
AocnigpKeHb, NPoBeAeHNX BiAMoBigHO A0

3a
peyenmom

He
nionsieae

UA/2683/03/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BWMYCK cepii)

nnaHy negiatpuyHux gocnimpkeHs (PIP)
(3MiHy y3rof>XeHO 3 KOMMETEHTHUM
YMNOBHOB&XEHNM OpraHom).
3MiHN BHECEHO IHCTPYKLi 415 MeanyYHOro
3aCTOCYyBaHHSA nikapcbkoro 3acoby Ao
po3ainis "Oco6/MBOCTI 3aCTOCYBaHHS" Ta
"Mo6iuHi peakuyii" BigNoBigHO A0
pekomeHgauiii PRAC. 3MiHu | Tuny - 3miHn
Loao 6e3snekn/edeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHM BHECEHO IHCTPYKUIT ANs1 MeauyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao
po3gainis "B3aemogis 3 iHLUMMK NiKapCbKUMKn
3acobamu Ta iHWi BUAn B3aemogiii" Ta
"Oco611BOCTI 3acTOCyBaHHA" BifNOBIAHO A0
OHOBJIEHOT iHdhopMaLiii 3 6e3neku
3aCTOCYBaHHSA Nikapcbkoro 3acoby.

142.

MOBIPUKA®

kancysnm Teepgi no 50
Mr, N0 7 Kancyn B
6nictepi; no 2
6nicTepy B KAPTOHHIN
KOpoo6Li

Mosi Xenc
6X

Lsenuapi
a

ATnaHTik ®apma -
Mpoaykoc
dapmacsbloTikac,
C.A.

MopTyranis

BHECEHHS 3MiH [0 peecTpaLjiiHnX
mMarepianis: 3miHu | Tvny - 3MiH WoA0
6e3nekun/edekTUBHOCTI Ta hapMakoHarniagy.
3MiHa y KOpOTKiil XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo OHOB/HOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCcyBaHHs
nNikapcbKoro 3acoby B nicnspeecTpauiiiHni
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3
nocnimpkeHb, NpoBefeHnX BigNoBigHO A0
nnaHy negiatpuunHux gocnimpkeHs (PIP)
(3MiHY y3rof>K€HO 3 KOMMETEHTHUM
YNOBHOB&XXEHVM OPraHom).
3MiHN BHECEHO A0 IHCTPYKLUIii 415 MeAUYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ainu
"Oco6nmBoCTi 3acTocyBaHHA", "Mo6IYHI
peakuii” BignoBigHO A0 OHOB/EHOT
iHdbopmalii 3 6e3nekn AikoHoi pe4OBUHMN.

3a
peyerimom

He
niossieae

UA/19773/01/01

143.

MOBIPUKA®

Kancynu Teepgi no 75
Mr, N0 7 Kancysn B
6nicTepi; no 2
6nicTepy B KApPTOHHIi
KopoobUi

Mosi Xenc
M6X

LLiBeiiuapi
a

ATnaHTik ®apma -
Mpoaykoc
dapmachbloTikac,
C.A.

Moptyranis

BHECEHHS 3MiH [10 peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3mMiHu WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa Y KOpOTKili XxapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT 4N MeAMYHOTo 3aCTOCYBaHHA Ha
nigcTasi peryssipHO OHOBJ/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpauiiiHnii
nepiog, abo sk pe3ynbTar OLiHKM 3BIiTY 3

3a
peyenmom

He
nidnsieae

UA/19773/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
OOCnifpKeHb, NPOBeAEHNX BiAMoBIgHO A0
nnaxy negiatpuyHux gocnimkeHsb (PIP)
(3MiHY Y3ro)keHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHVNM OPraHom).
3MiHV BHECEHO A0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCyBaHHSA NiKapCbKoro 3acoby y po3ginun
"Oco6nmBocTi 3acTocyBaHHs", "IM06iIYHI
peakui” BignoBigHO A0 OHOB/IEHOT
iHchopMmawii 3 6e3nekun Airyoi pevyoBUHN.
144. | MOBIPUKA® Kancynv Teepgi no Mosi Xenc LLiBefiuapi ATtnaHTik ®apma - MopTtyranis BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a He UA/19773/01/03
150 wmr, no 7 kancyn B 6X a Mpoaykoc mMaTtepianis: 3MiHun | TUNy - 3MiHK WOA0 peuyenmom | nidssizae
6nicTepi; no 2 dapmacbloTikac, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
6nicTepy B KApPTOHHIi C.A. 3MiHa y KOpOTKill XxapakTepucTumui
KopooLi niKkapcbKoro 3acoby, TeKCTi MapKyBaHHSA Ta
IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHS Ha
nigcTaBi perynsapHO OHOB/HOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpauiiiHni
nepiog, abo sk pesynbTar OLiHKM 3BTy 3
OOCNifKeHb, NPOBEAEHNX BiAMOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP)
(3MiHY Y3rof>XeHO 3 KOMMETEHTHUM
YMNOBHOB&XEHNM OpraHom).
3MiHN BHECEHO A0 IHCTPYKLIii A1 MeAUYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y posainu
"Oco6nmBocTi 3acTocyBaHHs", "M06iYHi
peakuji" BigMoBigHO 4O OHOBNEHOI
iHpopmaLii 3 6e3nekn Aito4oi peHOBUHMN.
145. | MOKCUDJIOKC | Tabnetku, BKpUTI CaHpo3 CnoBeHis CaHpgos C.P./. PymyHist BHECEHHS 3MiH 4,0 pPeeCcTpaLiiHNX 3a - UA/16489/01/01
AUNH NNiBKOBOKO PapmacboTi mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI peyenmom
CAHAO3® 060/10HKO0, No 400 Kan3 g.a. 3MiHW. BunyyeHHs BUPOBHNYOT AifbHUL
™mr; no 5 TabneTok y (BKtOUaOumM ginbHULi s APl NPOMiXKHOTO
6nicTepi; no 2 npoaykTy abo roToBOro nikapcbKoro 3acoby,
6nicTepy B KApPTOHHIi LiNbHUL ANS NPOBEAEHHS NaKyBaHHS,
Kopob6Lj; no 7 BMPOGHWKA, BiAMOBIfa/IbHOTO 3a BUMYCK
Tabnetok y 6nictepi; cepiid, Mmicue NpoBeAeHHsI KOHTPOSO cepii)
no 1 6nictepy B ab0o nocTavyasibHUKa BUXIAHOTO Matepiany,
KapTOHHI KOpoOL peareHTy ab0 AONOMIKHOI peYOBMHM (IKLLO
3a3HayeHo y A0CbE) BrunyyeHHs1 BUPOGHUKaA
Adl-Bayer AG. 3anmwaetbcsi BUPOOHUK
A®I-MSN Pharmachem private Limited,
India.
146. | HANBY®IH- PO34MH ANA iH'EKUiA, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpavLinHnx 3a He UA/18816/01/01
MIKPOXIM 10 mr/mn, no 1 mn B "MIKPOXIM" "MIKPOXIM", marepianis: 3MiHu | TMNy - 3MiHK WoOA40 peyenmom | nionsizae
amnynax, no 5 amnyn Ykpaina 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
y KaceTi, no 2 kacetn y (nabopaTopis 3MiHK y KOpOTKili XapakTepucTui

nayuj 3 KAPTOHy; No 2

i3nKO-XimMmi4HOro

NiKapCbKoro 3acoby, TEKCTI MapKyBaHHs Ta
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
M/ B amnysnax, no 5 aHanisy Ta IHCTPYKLT 4119 MeAMYHOTo 3aCTOCYBaHHS
amnyn y kaceTi y nayuj KOHTPO/0 reHepuyYHUX/ribpuaHNx/6ionoaioHmNX
3 KapTOHY BMPOBHULTBA; NiKapcbKnx 3acobiB Nic/s BHECEHHSA Tiel
BMPOGHMYA camoi 3MiHU Ha pedhepeHTHWIA Npenapar
AinbHNUS; (3miHa He noTpebye HafaHHA XOAHUX HOBUX
naboparopis [04AaTKOBMX AaHuX) - 3MiHU BHECEHO [0
6ionoriyHoro IHCTPYKLi 415 MeANYHOTro 3acTOCyBaHHSA
aHanisy; opuamyHa nikapcbKoro 3acoby y po3ainmv
agpeca BUPOOHUKa,; "®apmakonoriyHi BnactusocTi”, "Moka3aHHs"
BiANOBiAA/IbHWI 32 (wopo 6esnekn), "MpoTrnokasaHH:A",
BUNYCK cepil, He "B3aemopis 3 iHWMMKU NiKapCbKnMu
BK/OYaoun 3acob6amu Ta iHLWi BUAY B3aEMOZIi",
KOHTPO/b/BMNPOGYB "Oco6nMBOCTI 3aCTOCYBaHHS",
aHHsA cepii) "3acTocyBaHHS y nepiof BariTHOCTi abo
rogyBaHHs rpyaar"”, "Cnocib 3actocyBaHHs
Ta gosn", "MNepenosyBaHHsa", "Mo6GiYHI
peaxkui™ 3rigHo 3 iHhopmadieto woao
Me[MYHOro 3aCTOCYBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (NALBUPHINE
HYDROCHLORIDE, injection 10 mg/ml).
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS.
147. | HEBIBONOI/- Tabnetkn no 5 mr; no TOB «TeBa Ykpaina Bupo6HMLTBO 3a ManbTta/ BHECEHHS 3MiH [10 peecTpaLiiiHx 3a - UA/14877/01/01
TEBA 10 Tabnetok y YKpaiHa» MOBHUM LNKNOM: Bonrapis marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peyenmom
6nicTepi; no 2 abo no AxTasic /1TA, CeptudpikaT BignosigHocTi/l E-cepTudikat
3 6nictepu B MarnbTa; BiANOBIAHOCTI EBponeichkili

KapTOHHiI kopobuj; no
14 TabneTok y

Brpo6H1uTBO 3a
MOBHUM LIIK/TOM:

thapmakonei/moHorpadii. 3mMiHu, nos'a3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL

6nictepi; no 2 BankaHndapma- 00 MoHorpadii 4dY abo EBponeiicbKoi
6nicTepy B KAPTOHHIN AynHnus AT, thapmakonei, abo iHLIOi HaLioHa/TbHOI
KOpoo6Li Bonrapis thapmakonei gepxasu EC (3mMiHa 'y

cneuudikauii HedpapmakoneiHoro A®| ans
npuBEeLEHHs Y BiANOBIAHICTb A0 BUMOr AdY
abo €sponeiicbkoi hapmakonei, abo iHLOoi
HauioHanbHOI hapmakonel aepxasun €C) -
A®I. 3miHa y cneuundikauii A®I Hebisonony
rigpoxnopuay 3a nokasHukamu sKocTi
«30BHILLHI BUrNag» Ta «Po3UnHHICTb» Ans
rapmoHisauii 3 EP. 3miHu | Tuny - 3miHn 3
akocTi. CepTudpikaT BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI EBpoONechkili
thapmakonei/moHorpadii. NogaHHs HOBOTO
abo oHoBNeHoro cepTudikaTa BifnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BignoBIAHOCTI
€sponelicbkin hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BMPO6HULTBI API; ANs AONOMIKHOT
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
peyvoBUHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiickkili hapmakonei) - Houii
cepTuaikaT Bif BXe 3aTBEPL)KEHOTO
BMPOGHMKa. MNogaHHs HOBOTO cepTudikaTty
BignosigHocTi EP CEP RO-CEP 2021-403-
Rev 00 gns gjtoyoi peyoBuHn Hebisonony
TiAPOXN0PUA, Bif, BXE 3aTBEPL)KEeHOro
BMpo6HMka HETERO DRUGS LIMITED, y
3B'AA3KY 3 MePexXofiOM Bif, 3aTBEPIKEHOTO
ASMF NBH-AP-01, ntotuii 2022 poky. 3MiHu
| TMny - 3miHK 3 skocTi. APl. KoHTponb AdI.
3MiHa y napameTpax crneumdikauiin Ta/abo
[OMyCTUMUX MEX, BU3HAYEHUX Y
cneuungikauisax Ha A®l, abo
BUXiAHUIA/NPOMIXHWUIA NPOAYKT/pearexT, Lo
BUKOPVCTOBYIOTBCS Yy NPOLeci BUPOOHMLTBA
A®| (BUNYyYEeHHA HE3HAYHOro NoKasHukKa
AKOCTI (HanpuKnag, BUy4eHHs 3actapinioro
nokasHuka)). BuaaneHHa He3HauyHoro
noKasHvKa SKoCTi «BmicT xnopugis» 3i
cneundikauii A®| Hebisonony rigpoxnopuay
148. | HEMPUCHIH- TabneTkun, BKpUTI TOBAPUCT YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 1O peecTpavLiiiHuX 3a - UA/1178/01/02
340POB'A nNiBKOBOKO BO 3 BMPOBHULTBA, MaTepianis: 3MiHa 3asBHuKa J13 (MIBIT) peuenmom
06010HKO0, N0 1 Mr, OBMEXEH KOHTPOb AKOCTI, (BNacHvka peecTpauiiiHoro NocBig4YeHHs)
no 10 TabneTtok y e]}0) BWMYCK Cepil: (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
6nictepi; no 2 abo no BIANOBIOA ToBapucTBO 3 BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
6 6nicTepis y NbHICTIO 06MexeHo 3aTBepKeHHs. 3MiHu | Tvny - 3MiHK Woao
KapTOHHI Kopo6Lyi «KOPIMOPA BiANOBIAA/LHICTIO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
LA "®apmaueBTMyHa BBeneHHs abo 3MiHM [0 y3arasibHeHUX
«30POB'A KOMnaHis [JaHnx npo cuctemy dpapmakoHarnsgy
» "3p0poB'a”, YkpaiHa (BBEAEHHS y3araslbHEHUX AaHWX Npo
BCi cTagii cuctemy hapmakoHarnagy, 3miHa
BMPOGHMLTBA, YMNOBHOBaXeHOT 0cobu, BigNoBigabHOT 3a
KOHTPO/b SKOCTI, 3[iiCHEeHHSs1 hapMakoHarnsay; KOHTaKTHOI
BUMYCK cepii: 0cobu 3 hapmakoHarnsgy 3asBHUka gns
ToBapucTso 3 3[jiicHeHHs hapmMakoHarnsay B YkpaiHi,
06MEXEHO SKLLO BOHA BigMiHHA Bif, yNTOBHOBaXXEHOT

BiANOBIAA/ILHICTIO
"®APMEKC Py,
YKpaiHa

ocob6u, BignoBifanbHOI 3a 3AiACHEHHS
hapmakoHarnsay (Bkn4aroum KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-
thaiina cuctemm chapmakoHarnsgy).
3MiHa yNoBHOBaXXKEHOI 0CO6M 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHariag. Jiroya
pepakuis: LesueHko OneHa IropisHa.
MponoHoBaHa pegakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Homepa macTtep-chaiina cucremn
dhapmakoHarnsgy
149. | HEWPUCHIH- TabneTkun, BKpUTI TOBAPUCT YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiHnX 3a - UA/1178/01/03
340POB'A nniBKOBOIO BO 3 BMPOGHMLITBA, Marepianis: 3miHa 3asBHuka 13 (MIBIM) peyenmom
060/10HKO0, MO 2 M, OBMEXEH KOHTPO/b SIKOCTI, (BNacHuKa peecTpauiiHoro nocBig4YeHHs)
no 10 Tabnetok y OKo BMNYyCK cepil: (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460).
6nicTepi; no 2 abo no BIANOBIAA ToBapucTBo 3 BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micnsa
6 6nicTepiB y JNIBHICTIO 06MeXeHo 3aTBEPKEHHS. 3MiHN | TUny - 3MiHK LWoA0
KapTOHHI Kopo6Lyi «KOPIMOPA BiANOBIAAILHICTIO 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
LA "PapmavueBTnyHa BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX
«3[00POB’'A KOMnaHis JaHnx npo cuctemy dapmaxkoHarnagy
» "3p0poB'a”, YkpaiHa (BBEAEHHSA Y3araslbHEHUX AaHWX NPo
BCi cTagil cuctemy hapmakoHarnsgy, amiHa
BMPOBHULTBA, YNOBHOB&XEHOT 0cO6MU, BiANOBiAabHOI 3a
KOHTPOb AKOCTI, 3[iiCHEHHsT hapMakoHarnsay; KOHTaKkTHOI
BUMyCK cepii: ocobu 3 hapmakoHarnsgy 3assBHuka ans
ToBapucTBO 3 3[jiCHEHHSs1 hapMakoHarnsay B YkpaiHi,
06MexeHo AIKLLO BOHA BigMiHHa Bif, YNOBHOBaXXEHOT
BiANOBIAA/IbHICTIO 0co6u, BignoBiganbHOI 3a 34iACHEHHS
"®APMEKC IPy1", hapmakoHarnsgy (Bknoyatoum KOHTaKTHI
YKpaiHa OaHi) Ta/abo 3MiHM y po3MiLLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy).
3MiHa yNnoBHOBaXKEHOI 0CO6YM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. Jirova
pepakuist: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HOMepa MacTep-thaina cuctemm
dapmakoHarnsgy
150. | HEMPUCHIH- TabneTku, BKPUTI TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a - UA/1178/01/04
3400POB'A nNiBKOBOKO BO 3 BMPO6GHULTBA, MaTepianis: 3MiHa 3asBHuKa J13 (MIBI) peyernmom
060/10HKO0, MO 4 Mr, OBMEXXEH KOHTPO/b SIKOCTI, (BnacHvKa peecTpauiiiHoro NocBigYeHHs)
no 10 Tabnetok y (e]}0} BMNYCK cepil: (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460).
6nicTepi; no 2 abo no BIAMOBIOA ToBapucTBo 3 BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicas
6 6nicTepiB y NBHICTHO 06MexeHo 3aTBEepPKEHHSA. 3MiHN | TMny - 3MiHK WoA0
KapTOHHI Kopo6Lyi «KOPIMOPA BiANOBIAA/ILHICTIO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
LA "®apmMaleBTNYHa BBefeHHst ab0 3MiHM [0 y3araslbHEHUX
«30POB’A KOMnaHis JaHnx npo cuctemy dhapmaxkoHarnsagy
» "3p0poB'a", YkpaiHa (BBEAEHHA Y3araslbHEHUX AaHWX Npo
BCi cTagil cuctemy chapmakoHarnsgy, smiHa
BMPOGHMLITBA, yMOBHOBaXeHOT 0cobu, BignosigansHoOT 3a
KOHTPO/b SIKOCTI, 3[jiiCHeHHs hapMakoHarnaay; KOHTakTHOT
BMNYCK cepil: 0Cco6u 3 hapmakoHarnsgy 3asiBHuKa 415
ToBapucTBo 3 3[jicCHeHHs1 hapMakoHarsay B YkpaiHi,
06MeXeHo SKLLO BOHA BigMiHHA Bif, yNOBHOBaXXEHOI

BiANOBIAA/ILHICTIO

0co6w, BignoBiganbHOI 3a 34iMCHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

"®APMEKC Ipyri",
YKpaiHa

thapmakoHarnagy (BKIo4akdm KOHTaKTHi
naHi) Ta/abo 3MiHWM y po3MiLLEeHHI MacTep-
dhaiina cuctemu chapmakoHarnagy).
3MiHa ynoBHOBaXkeHOi 0CO6U 3asBHUKa,
BignoBigasibHOI 3a hapmakoHarnsag. Jitoya
pegakuist: LeueHko OneHa IropiBHa.
MponoHoBaHa pegakuis: Manosa Onera
MuKonaiBHa. 3MiHa KOHTaKTHUX faHuX
YMNOBHOBaXeHOT 0COOM 3as1BHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa
HoMepa MacTep-thaiina cucremm
dhapmakoHarnsay

151.

HEWPOTUNIH

Kancynu m’siki no 400
mr; no 10 kancyn y
6nictepi; no 1 abo no
2, abo no 3, abo no 6
6nictepis y Kopobui 3
KapTOHY

TOBAPUCT
BO 3
OBMEXEH
Olo
BIANOBIOA
NbHICTHO
«KOPIOPA
LA
«300POB’'A

»

YkpaiHa

ToBapucTso 3
06MeXeHoto
BiANOBIAALHICTIO
"PapmavueBTnyHa
KoMnaHis "3g0pos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3MiHa 3asBHuKa J13 (MIBIT)
(BnacHvKa peecTpaLjiiHoro noceig4yeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460):
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBepKeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX
[JaHnx npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPpo
cuctemy hapmakoHarnagy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBigaIbHOI 3a
3[iiCHEeHHSs1 hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHUka gns
3[jicHeHHs hapmMakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNTOBHOBaXXEHOT
ocob6u, BignoBifanbHOI 3a 3AiACHEHHS
hapmakoHarnsay (BkaoYaroum KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 32 hapMakoHariag. Jiroya
pepakuis: LesueHko OneHa IropisHa.
MponoHoBaHa pegakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
Homepa MacTep-thaiina cucremu
chapmakoHarnsgy.

3a
peyenmom

UA/16687/01/01

152.

HEOTPU30/®

TabneTkn BariHabHi
no 4 Tabnetkn y
CTpuni; No 2 cTpunu B
KapTOHHI kopobu, y
KOMNJIEKTI 3
annikatopom; no 8
TabneTtok y 6nictepi;

OPIAHOCMU
H
NAN®CAEH
CU3 (E®
3ET )

OAE

EBepTogxeH Naidg
CaeHcus flimiteq

IHais

BHECEHHS 3MiH [0 peecTpavLiiHnX
mMaTtepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[0MyCTUMNX MEX, BCTAHOB/IEHNX Y
cneundikalisx, nig yac BUPO6HULTBA
rOTOBOrO /1iKapCbKOro 3acoby (BUIyYEeHHsI

3a
peyerimom

UA/10674/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
no 1 6nictepy B HecyTTEBOro BMNpobyBaHHS B NPOLIECi
KapTOHHI Kopobuj y BUPOGHMLITBA). BUNyYeHHs1 HECYTTEBOTO
KOMMNNEKTi 3 BMNPOBYBaHHA Mifg Yac KOHTPO/IO
ansikaTopom MPOMDKHOro NPoAyKTY Ha cTagil
TabneTyBaHHs B npoLieci BupobHuyTea /13
Ana onTumisauii BUpo6HMYOro npouecy: -
Average weight (mg) of bottom layer bilayer
Part 1 -Uniformity of weight (mg) of bottom
layer bilayer Part 1-Average weight (mg) of
bottom layer bilayer Part 2 -Uniformity of
weight (mg) of bottom layer bilayer Part 2
153. | HIMIA®®OPTE | Tabnetku no 10 TOB YkpaiHa Kycym Xentxkep IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHnX 3a He UA/4240/01/02
Tabnetok y 6nictepi; "rnencapm MNeT NiTg matepianis: 3miHu | TNy - 3miHK Woao peyenmom | niosisi2ae
no 1 6nictepy B nTar 6e3nekun/edekTBHOCTI Ta hapMakoHarniagy.

KapTOHHI ynakoBL;
no 10 TabneTtok y
6nictepi; no 1
6nicTepy B KapTOHHIl
ynakosuj; no 10
YNaKoBOK Y KapTOHHIlA
Kopoui

3MiHa y KOpOTKiil XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHA Ha
nigcTaBi perynspHO OHOBJ/IHOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCcyBaHHs
nNikapcbKoro 3acoby B nicnspeecTpauiiiini
nepiog, abo sk pe3ynbTar OLiHKM 3BIiTY 3
[ocnimpkeHb, NpoBefeHnX BigNoBigHO A0
nnaHy negiatpuunHux gocnimpkeHs (PIP)
(3MiHY y3rof>X€HO 3 KOMMETEHTHUM
YNOBHOB&XXEHVM OPraHom).
3MiHV BHECEHO B IHCTPYKL,itO 418 MeAUYHOro
3aCTOCYyBaHHSA MikapcbKkoro 3acoby Ao
po3ginis "MpoTunokasaHHA", "B3aemogis 3
HLWMKN NikapcbkrMmn 3acob6amu abo iHLwi
BMAW B3aemogiit”, "Oco6/mBOCTi
3acTocyBaHHSA", "3acTocyBaHHA y nepiog,
BariTHOCTI abo rogyBaHHs rpyaat”,
"3paTHICTb BN/IMBATU Ha LIBUAKICTb peakwil
npy KepyBaHHi aBTOTPaHCNOPTOM abo
iHWMMK MexaHi3mamn”, "Cnocib
3acTocyBaHHa Ta fo3n”, "Mepepo3yBaHHA",
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHhopmauii Wwoao 6e3nekn 3acTocyBaHHs
Ail040T PEYOBVHN TU3aHIgNH. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPIKEHHS.

CynyTHS 3miHa. 3MiHU WoA0
6e3nekun/edeKkTBHOCTI Ta hapMakoHarnagy.
BHeceHHs abo 3miHa(n) Ao 3060B'A3aHb Ta
YMOB Buaui peecTpauiiiHoro nocBig4eHHs,
BK/TIOHa0UM MNnaH ynpasniHHA pusnkamm
(3acTOoCcyBaHHS TEKCTY, SKWIA NOTOMKEHNI 3
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOMMNETEHTHUM OpraHom). 3asiBHNKOM

Ha/iaHoO OHOBMIeHWIA MnaH ynpasiHHA
pu3vkamm Bepcis 2.0. 3MiHM BHECEHO A0
yacTuH: | «3aranbHa iHhopmauis», Il
«Cneuudikais 3 6e3nekn», V «3axoau 3
MiHimi3aLii pusukie», VI «Pestome nnaHy
ynpaBniHHA pu3nkamu», VIl «JogaTku» y
3B’A3KY 3 OHOB/IEHHAM iH(popmaLii 3 6e3neku
[i0UNX PEYOBUH, WO € PYTUHHUMU
3axo4amMu 3 MiHimi3aui pusmkis.
Pestome nnaHy ynpasniHHA pusnkamu
Bepcisa 2.0 goaaetbes. 3MiHu | Tuny - 3MiHK
Loao 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnyHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKn Nikapcbkoro
3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnapeecTpavjiiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 LOC/TiMKEHD,
npoBeAeHVX BifnoBigHO 40 niaHy
negiatpnyHnx gocnigxenns (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoM). 3MiHU BHECEHO B
IHCTPYKLiO 4719 MEeANYHOro 3aCTOCyBaHHSA
nikapcbkoro 3acoby A0 po3ainy
"3acTocyBaHHS y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” BignosigHo fo
OHOBJIEHOI IHhopMaLii LWoao 6e3nekn
3acTocyBaHHSA Aito4ol pevoBUHY HiMecynif.
TepMmiH BBELEHHS 3MiH NPOTArom 6 micsuis
nicns 3aTBepayKeHHs.
3MiHu | TUNYy - 3MiHK Wwoao
6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHWM BHECEHO B iHCTPYKLitO
ON9 MeAUYHOro 3acTOCYBaHHS NikapCbKoro
3acoby Ao po3ainy "MobiyHi peakyii” Wwoa0
NOBiAOMJIEHHS NPO MiJO3PIOBaHI NOGIYHI
peaxuii.
TepMmiH BBELEHHS 3MiH NPOTArom 6 micsuis
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn
oo 6esnekun/edpekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi ab6o 3miHa(u)
[0 3060B'A3aHb Ta YMOB BuAaadi
peecTpaLiiHoro nocBiAYeHHs, BKIOYaoun

[naH ynpas/iiHHS pr3nKaMm (3aCTOCYBaHHS
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

TEKCTY, SKWUIA NOTOKEHNI 3 KOMNETEHTHUM
opraHom). 3asiBHVKOM HajaHO OHOB/EHWIA
MnaH ynpasniHHA pu3nkamn Bepcis 2.0.
3MiHV BHECEHO [0 YacTuH: | «3arasibHa
iHbopmauis» 1l «Crneundikanis 3 6e3nekm»
Il «MnaH 3 hapmakoHarnagy» IV «MnaHu
oo nicnspeecTpauiiHnx focAimKeHb
eeKTUBHOCTI» V «3axoau 3 MiHimMisauil
pu3ukie» VI «Pestome nnaHy ynpasniHHA
puisnkamu» VIl «JoaaTtku» (gogatkn 1-8) y
3B’A3KY 3 OHOB/IEHHAM iH(hopmaLii 3 6e3neku
AioUMX PevyoBUH HIMeCyNig, Ta TU3aHigvH
BiANOBIAHO A0 akTyanbHOI peddepeHTHOT
iHbopMmaLii, a Takox y 3B'A3KY i3 3MIHOO
hopmarty BignoBigHO Ao BuMor Evaluation
Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines).
Pestome MNnaHy ynpasniHHA pusnkamm
Bepcis 2.0 goaaeTbes.
3MiHu | TUNy - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKill XapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHA Ta
IHCTPYKLiT 419 MeANYHOro 3acTocyBaHHs Ha
nigcTaBi peryaspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpauiiiHni
nepiog, abo sk pesynbTar OLiHKM 3BTy 3
AoCnifpKeHb, NPOBeAEHNX BiAMNOBIAHO A0
nnaHy negiatpuyHnx gocnimpkeHs (PIP)
(3MiHy y3rof>X€HO 3 KOMMETEHTHUM
YMNOBHOB&XEHNM OpraHom).
3MiHN BHECEHO B IHCTPYKLiO 415 MEANYHOTO
3aCTOCYyBaHHSA nikapcbkoro 3acoby Ao
po3sginis "®apmakonoriyHi BNacTueocTi",
"MNMpoTrnoka3aHHs", "B3aeMogis 3 iHLLIUMK
nikapcbknmu 3acobamu abo iHWi Buau
B3aemogiit", "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyaar”, "3aatHicTb BNaMBaTtu
Ha LUBUAKICTb peakLii Npu kepyBaHHi
aBTOTpaHCMopTOM abo iHWMMHK
MexaHismamu', "Cnocib 3acTocyBaHHsA Ta
nosn", "MepeposysaxHs", "Mob6iyHI peakwii"
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAHO 4O OHOBMEHOI iHGhOpMaL,i Woa0
6e3neku Ajloyoi pevyoBUHU HiMecynia.
TepMmiH BBELEHHS 3MiH NPOTArom 6 micsuis
nicns 3aTBepayKeHHs.
3MiHu | TUNy - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKill XapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHA Ta
IHCTPYKLiT 419 MeANYHOro 3acTocyBaHHs Ha
nigcTaBi peryaspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpauiiiHni
nepiog, abo sk pesynbTar OLiHKM 3BIiTY 3
AoCnifpKeHb, NPOBeAEHNX BiAMNOBIAHO A0
nnaHy negiatpuynnx gocnimpkers (PIP) (iHwi
3MiHK).3MiHW BHECEHO B iIHCTPYKLitO 4Ns
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3sainis "OcobmBoCTi
3acTocyBaHHs", "INo6i4Hi peakuii” BiaNoOBIgHO
[0 OHOB/EHOT iHhopMmaLi Woao 6e3nekn
Ait040T pevoBMHU HiMeCy i CTOCOBHO
BMNaKiB hikcoOBAHOIrO MeAKaMeHTO3HOro
BuCUny.

TepMmiH BBELEHHS 3MiH NPOTArom 6 micsuis
nicns 3aTBepKeHHs.

154.

HICMA3M
DPOPTE®

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO10, NO 80 Mr
no 10 Tabnetok y
6nicTepi; no 2
6nicTepy B KAPTOHHIi
KopoobUi

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e MmbeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiHnX
marepianis: TexXHIYHa nomunka (3rigHo
Haka3y MO3 Bif 23.07.2015 Ne 460).
BvinpaBneHo TexHiYHy MOMW/IKY B TEKCTI
MapKyBaHHS NepBMHHOT yNakoBKu
nikapcbKoro 3acoby. 3azHayeHe
BUMNpaB/IEHHS BigNOBigae apXiBHUM
mMaTepiasiaMm peecTpaLiiHoro Aoche.

6e3
peyenma

UA/15658/01/01

155.

HI®EKAIH

KPEM pekTasibHuiA, No
30 r kpemy y Ty6i 3

KoBnaykoM; no 1 Ty6iy

KOMMNEKTi 3 KaHHe
Y KapTOHHii1 kopobu,i

Heodhapmep,
[oxeHTini
C.n.A.

ITanisa

Hbto.®a.em.
C.p.n., Itanisa
abo
BAM®APMA C.P.11.,
ITanis

ITanisa

BHECEHHS 3MiH [10 peecTpaLiiiHnx
marepianis: 3mMiHun | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BUPOGHMUTBI. 3MiHX y NpoLeci BUPO6HULTBA
rOTOBOrO NiKapCbKOro 3acoby, BKIYa4m
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETHCSA
npv BUPOBHMLTBI FOTOBOMO NiKapCbKOro
3ac06y (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) HE3HAYHA 3MiHa Y NpoLieci
BMpPOOGHULITBA, a came B po3aini 3.2.P.3.3.
Onuc BMPOGHNYOro NpoLecy Ta KOHTPOSI0
npouecy. BeefeHHA 3MiH NpoTArom 6-tm
MiCALIB NiC/a 3aTBEPAKEHHS.

3a
peyenmom

UA/18946/01/01

156.

HILEPOMAKC

niocpinizat gns

TOBAPUCT

YkpaiHa

TOB "®APMEKC

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHnX

3a

UA/12022/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

PO3UMHY ANS iH'EKLi
no 4 mr; 4 onaxkoHu 3
niocpinizatom B
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIA
YNaKoBLji B KAPTOHHI
nauuj

BO 3
OBMEXEH
oto
BIAMOBIJA
NBHICTIO
«KOPFOPA
LS
«3[J0POB'A

»

reymn"

Marepianis: 3miHa 3asBHuka 13 (MIBIM)
(BNacHuka peecTpauiiHoro NocBig4YEHHS)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460)
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micaA
3aTBEPKEHHS; 3MiHN | TUny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
BeefeHHs1 ab0 3MiHW [0 y3arasibHEHNX
[JaHux Npo cucTemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3AjiliCHeHHs1 hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3assHuka ans
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BifMiHHA Bif, yNOBHOBaXeHOT
0co6w, BignoBigaibHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTaKTHI
AaHi) Ta/abo 3MiHM Y pO3MilLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOB&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAabHOI 3a thapmakoHarnsag [irova
pepakuisi: LeBueHko OneHa IropiBHa
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6M 3asBHNIKA,
BiANoBiAa/IbHOI 3a hapmakoHarnsg 3miHa
HOoMepa MacTep-ghaiina cucremu
dhapmakoHarnsgy

peyerimom

157.

HOBAI'PA HEO

TabneTku, BKPUTI
nAiBKOBOO
060n0Hkot0, No 100 Mr
no 1 tabnetuiy
6nictepi; no 1
6nicTepy B KapTOHHiIl
Kopo6ui, no 4
Tabnetkn y 6nictepi;
no 1 a6o no 2
6nicTepy B KAPTOHHIi
KopoobUi

€8Bpo
Naicpkep
MpaiBiT
Nimiteq

IHAis

®AC Nimvitepn,

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHx
marepianis: 3miHu | Tuny - 3mMiHu WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa Y KOpOTKili XxapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT AN MeAMNYHOTo 3aCTOCYBaHHSA Ha
nigcTasi peryssipHoO OHOBJ/IKOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpauiiiHuii
nepiog, abo sk pe3ynbTar OLiHKM 3BIiTY 3
OOCifpKeHb, NPOBeAEHNX BiAMoBigHO A0
nnaxy negiatpuyHux gocnimkeHb (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoMm) -3MiH1 BHECEHO
[0 IHCTPYKLiT 415 MEeAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin "B3aemogis 3
iHLIMMKM nikapcbkMKU 3acob6amMu Ta iHLWi BUan
B3a€eMOZijit" BiANOBIAHO O OHOBNEHOT
iHchopmawii 3 6e3nekun Ajilyoi pevyoBUNHM.

3a
peyenmom

He
nionsieae

UA/6701/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micaA
3aTBEPAKEHHS
158. | HOBATPA HEO | Tabnetku, BKpUTI €Bpo IHAjs ®AC Nimiten IHAis BHECEHHS 3MiH [0 peecTpaLjiiHnX 3a He UA/6701/01/01
nniBKOBOIO Navicokep mMarepianis: 3miHu | Tvny - 3MiHu WoA0 peyenmom | niossi2ae
060/10HKO10, N0 50 Mr MpaiiBiT 6e3nekun/edhekTUBHOCTI Ta hapMakoHarniagy.
no 1 a6o no 2 Nimiten 3MiHa y KOpOTKiil xapakTepucTumui
Tabnetkn y 6nictepi; nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
no 1 6nictepy B IHCTPYKUIT A1 MeAUYHOro 3aCTOCyBaHHA Ha
KapTOHHI KOpO6L; No nigcTasi peryssipHO OHOBJ/TOBAHOTO 3BITY 3
4 TabneTkun y 6nictepi; 6e3nekn nikapcbkoro 3acoby, abo
no 1 a6o no 2 nocnimkeHb 3 6e3neku 3acTocyBaHHS
6nicTepy B KAPTOHHIN nNikapcbKoro 3acoby B nicnspeecTpauiiiini
KOpoo6Li nepiog, abo sk pe3ynbTar OLiHKM 3BiTY 3
[ocnimpkeHb, NpoBefeHnX BigNoBigHO A0
nnaHy negiatpuuHux gocnigpxeHs (PIP)
(3MiHY y3rof>X€HO 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHoMm) -3MiH1 BHECEHO
00 IHCTPYKLji 415 MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3ain "Bsaemogis 3
iHLWIMMK NiKapcbknMy 3acobamu Ta iHLWi BUAK
B3aemogijin" BiANOBIAHO 4O OHOBMEHOT
iHchopMmawii 3 6e3nekun Ajtoyoi peyoBUHU.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS
159. | HOBOKAIH- PO3YMH ANS iH'EKLIN, TOBAPUCT Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a - UA/4539/01/02
340POB'A 20 mr/mn; no 2 mn B BO 3 06MeXeHo MaTepianis: 3miHa 3asBHuKa J13 (MIBIT) peuenmom
amnyni; no 10 amnyny | OBMEXXEH BiANOBIAALHICTIO (BnacHvKa peecTpauiiHoro NnocBiAYeHHs)
KapTOHHiI kopobuj; no (0]}6} "papmMaueBTNYHa (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
2 mn B amnyni; no 10 BIANOBIOA KOMnNaHis BBefeHHs 3MiH NpoTAroM 6-Tu micsAuiB nicns
amnyn y 6nictepi; no 1 NbHICTIO "3p0pos " 3arBepaKeHHs. 3MiHu | Tuny - 3MiHK Woao
6nicTepy y KapTOHHii «KOPIMNOPA 6e3nekn/ehekTMBHOCTI Ta hapMakoHariagy.
Kopo6Li; No 2 Mn B LA BBeneHHs abo 3MiHM [0 y3arasibHeHuX
amnyni; no 5 amnyn'y «300POB’A [JaHnx npo cuctemy dpapmakoHarnsgy

6nicTepi; no 2
6nicTepy y KapTOHHiIl
KopoobUi

»

(BBEAEHHSA Y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBiZaIbHOI 3a
3[iiCHeHHs chapMakoHarnaay; KOHTakTHOT
0ocobu 3 hapmakoHarnsgy 3asBHUka ans
3[jicCHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BiMiHHa BiJ, yNIOBHOBaXKEHOT
ocob6u, BignoBiganbHOI 3a 3AiACHEHHS
hapmakoHarnsay (BkaYarum KOHTaKTHI
OaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy).
3MiHa YyNoBHOBaXXEHOI 0CO6M 3asiBHUKA,
BignoBigasibHOI 3a hapmakoHarnsag. Jitoya
pepakuis: LesueHko OneHa IropiBHa.
[MponoHoBaHa pegakuis: NMaHoBa OneHa
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOB&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
Homepa macTtep-chaiina cucremn
chapmakoHarnsgy.
160. | HOBOKAIH- po3uunH ans iH'ekuiin, 5 | TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiHnX 3a - UA/4539/01/01
340POB'A Mr/Mi; no 2 mn abo BO 3 0bMexeHoto Marepianis: 3miHa 3asBHuka 13 (MIBIM) peyenmom
5 mn B amnyni; no 10 OBMEXEH BiANOBIAA/ILHICTIO (BNacHuKa peecTpauiiHoro nNocBig4YeHHs)
amnyn y KapTOoHHIln 0]}6} "®apmMaLeBTnYHa (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
Kopob6Li; no 2 mn abo BIANOBIAA KOMMNaHis BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micnsa
5 mn B amnyni; no 5 NBbHICTHO "3nopos " 3aTBEPKEHHS. 3MiHN | TUny - 3MiHK WoA0
amnyn y 6nictepi; no 2 | «KOPIMOPA 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
6nicTepy B KApPTOHHIi LA BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX
KopobLi; no 2 Mn B «3[00POB’'A JaHnx npo cuctemy dapmaxkoHarnsagy
amnyni; no 10 amnyn y » (BBEAEHHSA Y3araslbHEHUX AaHWX NPO
6nicTepi; no 1 cuctemy chapmakoHarnsgy, amMiHa
6nicTepy y KapTOHHii YNOBHOB&XEHOT 0co6MU, BiANOBiAaNbHOI 3a
KOpoo6Li 3[iiCHEHHS hapMakoHarnaay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asBHuka ans
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AIKLLLO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT
0co6w, BignoBigabHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyatoum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy).
3MiHa yNnoBHOBaXXEHOI 0CO6M 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. [irova
pepakuist: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasbHOI 3a hapmakoHarnsg. 3miHa
HOMepa MacTep-thaina cuctemm
chapmakoHarisgy.
161. | HOPENIHE®PW | koHueHTpaT ans AT NaTtBia BUPOGHWK, SKWiA Natsis/ BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a - UA/19739/01/01
H KAJILIEEKC PO34unHy ANs iHdy3il, "Kanuexc" Bignosigae 3a CnosayunHa marepianis: 3mMiHu | TUNY - 3MiHK WOA0 peyenmom

1 mr/mn, no 1 mn, 2
mAa, 4 mn, 5 mn, 8 mn
a6o 10 mn B amnyni,
no 5 amnyn B
KOHTYPHIli YapyHKOBIi
ynakosui; no 1 a6o 2
KOHTYPHi YapyHKOBI
ynakosLi B nayi 3
KapTOHY

KOHTPO/1b

cepii/BMNpobyBaHHsA:

AT "T'piHaekc",
Nartsis
BCi cTagii
BMPOGHUYOro
npouecy, Kpim
BMNYCKY cepii:
XBM dapma c.p.o.,
CnosayuunHa
BMNYCK cepil:
AT "Kanuekc",

6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
(iHLWi 3MiHW) - OHOBNEHHA TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
ynakoBKM NikapCbKoro 3acoby, a came
BWU/YYEHHS iHhopmaLii, 3a3HaveHoT
POCIiCbKOI0 MOBOIO, Ta HE3HAYHI peaakLiiHi
npaskn y n. 6. IHWE TekcTy MapkyBaHHs
nepBUHHOI ynakosku Ta 'y n. 17. IHWE
BTOPUHHOI YNakoBKM NikapCbKoro 3acoby.
BBeeHHs 3MiH NpoTAroM 6-tm micAuis nicns
3aTBEPKEHHS
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Nartsis
162. | HOPENIHE®PW | koHueHTpaT ans AT NatBia AT "T'piHgekc”, Natsisa/ BHECEHHS 3MiH [10 peecTpaLiiiHx 3a - UA/19739/01/01
H KAJILEKC PO3umnHy ANs iHdy3il, "Kanuexc" NatBis (BUPOGHWK, CnosayunHa marepianis: TexHiuyHa nomunka (3rigHo peyenmom
1 mr/mMnno 1 mn, 2 mn, KW BignoBigae 3a Haka3y MO3 Big 23.07.2015 Ne 460),
4 mn, 5 Mn, 8 Mn abo KOHTPO/b BunpaBneHHs1 TeXHIYHOI NOMW/IKK, 3rigHO
10 mn B amnyni; no 5 cepii/sunpobyBaHHs) n.2.4. po3giny VI Hakazy MO3 YkpaiHu Big
amnyn B KOHTYPHii ; AT "Kanuekc", 26.08.2005p. Ne 426 (y pefakuii Hakasy
YapyHKOBIli ynakoBLyj; NaTsia (Bunyck MO3 Y«kpainu Big 23.07.2015 p Ne 460) —
no 1 abo 2 KOHTYpHiI cepii); XBM dapma BuinpaBneHHs TeXHIYHOT NOMUIIKK,
YapyHKOBI yNnakoBL,i B c.p.o., CnoBayumHa NOB’A3aHO 3 HEBIAMOBIAHICTIO
nauui 3 KapToHy (Bci cTapgji (pi3HOUMTaHHSA) B MeXax OHOr0 AOKYMEHTa,
BMPOGHUYOro AO0NyLLEeHHA NOMUNKKM B cneumdikavii M3 3a
npotecy, kpim nokasHukoM «CynpoBigHi JOMILLKM», a came
BMNYyCKY cepii) - HEBIPHO 3a3Ha4YeHo «cyMa MpPoAyKTiB
po3knagy», Ta JOMyLEHHS NOMWU/IKA B
MeToAax KOHTPOJI0 3a NOKa3HVKOM
«CynpoBiJHi AOMILLKWN», a caMe - HEBIPHO
3a3Ha4YeHo KifbKiCTb 06’eMy AN «NiAroTOBKM
CTaHAapTHOro pPo3uunHy (C)». 3asHayeHe
BUNPaB/IEHHS BignoBigae apxiBHUM
mMaTepiasiaMm peecTpaLiiHoro 4oChLe.
163. | O3EP/IK® TabneTku, BKpUTI TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a - UA/7652/01/02
060/10HKO0, No 400 «NIEAPAP MBT NTA mMaTtepianis: 3MiHu | TUNy - 3MiHK WOA0 peyenmom
mr, no 10 TabneTok y M NTA» 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
6nicTepi; no 1 BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
6nicTepy y KapTOHHii YMOB BUaui peecTpauiliHoro noceigYeHHs,
ynakosui; no 10 BK/OYatoun MnaH ynpasniHHA pu3nkamu
Tabnetok y 6nictepi; (3acTocyBaHHs TEKCTY, SIKWIA NOTOKEHNI 3
no 1 6nicrepy y KOMMNETEHTHUM OpraHom). 3asiBHUKOM
KapTOHHI ynakoBL; HafaHO OHOB/MIEHWI 3riAHO 3 BUMOraMu A0
no 10 kapTOHHUX CraHgapTnsoBaHoro popmary
YNaKoBOK Y KapTOHHii (EMA/PRAC/613102/2015 Rev.2
KOpOoo6Li 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
ynpas/iHHA pusnkamu Bepcia 4.0. 3MiHn
BHECEeHO 10 YacTuH Il «Cneyudikauis 3
6e3neku», Il «MnaH 3 hapmakorarnagy», V
«3axou 3 MiHiMi3auii pu3ukie», VI «Pe3tome
nnaxy ynpasniHHA pusnkamm» 1a Vil
«joaatkv» y 3B’A3KY 3 PO3LUMPEHHS
[0[aTKOBMX 3aX0fiB 3 MiHiMi3aLjii pu3mkis.
Pestome MnaHy ynpasniHHA pu3vkamm
Bepcia 4.0 fogaeTbes.
164. | OKCANIN/IATU | KoHueHTparT ans Awmaxkca Jtg, Benuka KOHTPO/b cepil, HimeyunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHnX 3a He UA/14965/01/01
H AMAKCA pO34KHy ans iHdysii, BputaHis cepTudikauis Ta Pecny6nika marepianis: 3miHu | Tuny - 3mMiHK Woa0 peyenmom | niosisg2ae
5 mr/mn, no 10 mn, 20 BMNYyCK cepil: Kopesi 6e3nekn/edpekTBHOCTI Ta hapmakoHarasgy
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
M abo 40 mny AxBiga 'M6X, (iHWWi 3miHK)
thnakoHi; no 1 HimeuyunHa 3MiHV BHECEHO Y TEKCT MapKyBaHHS
dhnakoHy B KapTOHHilA BMPOGHULITBO in BTOPUHHOI ynakoBku (n. 8. AATA
KOpoo6Li bulk, nepeunHHe Ta 3AKIHUEHHA TEPMIHY NPUAATHOCTI, n.
BTOpPVHHE 12. HOMEP PEECTPALIVIHOIO
nakyBaHHs1, MOCBIAYEHHSA, n. 13. HOMEP CEPII
KOHTpO/b cepii: NIKAPCbKOIO 3ACOBY) Ta He3HauHi
AkBiga 'M6X, peakuiiiHi NpaBKu - y TEKCT MapKyBaHHs
HimeuunHa NepBMHHOT YNakoBKM NiKapCbKOro 3acoby.
BMPOGHULITBO in BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micaA
bulk, nepsuHHe Ta 3aTBEePMKEHHS. 3MiHu | Tuny -
BTOPUHHE AfMiHICTpaTMBHI 3MiHN. 3MiHa
nakyBaHHs1, HalilmeHyBaHHs Ta/abo agpecy 3asiBHVKa
KOHTPO/b cepil: (BNacHuka peecTpauiiiHoro NocBigYEHHS)
CamsHr XongiHr3 3MiHa HaliMeHyBaHHA 3asaBHUKa
KopnopefiwH, 3MiHUN BHECEHO Y po3ain "3asBHuK" B
Pecny6nika Kopes iHCTPYKL,i0 AN15 MEANYHOrO 3aCTOCyBaHHSA
NiKapcbKoro 3acoby Ta sk HacnigokK - y TeKCT
MapKyBaHHS YNakOBKW NiKapCbKOro 3acooy.
BBeeHHs1 3MiH NpoTAroM 6-Tu micauis nicns
3aTBEPKEHHS.
165. | ONlIA HACIHHA | onis, no 100 mny TOBAPUCT YkpaiHa KOHTPO/b SKOCTI, YkpaiHa BHECEHHS 3MiH 1O peecTpavLiiiHuX 6e3 - UA/3517/01/01
FAPBY3A thnakoHi, no 1 BO 3 BUNYCK cepil: MaTepianis: 3MiHa 3asBHuKa J13 (MIBIT) peyenma
thnakoHy B KOpoo6Lii 3 OBMEXEH ToBapucTso 3 (BNacHvka peecTpauiiiHoro NocBig4YeHHs)
KapToHy; no 2,5 mn e]}0) 0bMexeHoto (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
a6o 5 mn y cawe, no BIANOBIOA BiANOBIAA/ILHICTIO BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
20 cauwe B KOpoo6Li 3 NbHICTIO "[locnigHwin 3aBog, 3aTBepKeHHs. 3MiHu | Tvny - 3MiHK Woao
KapToHY «KOPIMOPA "r'HUIC", YkpaiHa 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
LA BCi cTagii BBeneHHs abo 3MiHM [0 y3arasibHeHUX
«30POB'A BMPOGHMLTBA, [JaHnx npo cuctemy dpapmakoHarnsgy
» KOHTPO/Ib SIKOCTI, (BBEAEHHSA Y3araslbHEHVX AaHUX Npo
BUNYCK cepil: cuctemy hapmakoHarnagy, 3miHa
ToBapucTso 3 YMNOBHOBaXeHOT 0cobu, BigNoBigabHOT 3a
0bMexeHoto 3[iiCHEeHHSs1 hapMakoHarnsay; KOHTaKTHOI
BiANOBIAA/ILHICTIO 0cobu 3 hapmakoHarnsaay 3asBHuKa 45
"®apmMaLeBTnYHa 3[jiicHeHHs hapmMakoHarnsay B YkpaiHi,
KOMMNaHis SKLLO BOHA BigMiHHA Bif, yNTOBHOBaXXEHOT

"3p0poB'a", YkpaiHa

ocob6u, BignoBifanbHOI 3a 3AiACHEHHS
hapmakoHarnsay (Bkn4aroum KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-
thaiina cuctemm chapmakoHarnsgy).
3MiHa yNoBHOBaXXKEHOI 0CO6M 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHariag. Jiroya
pepakuis: LLleBueHko OneHa IropiBHa.
MponoHoBaHa pegakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBiAa1bHOI 3a thapmakoHarnsg,.
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3miHa Homepa macTep-thaiina cuctemm
chapmakoHarnsgy.
166. | OJIONATAAWNH | kpanni o4Hi, po3uuH, 1 TOB CnoBaubk TOB «YHIME[ Cnosaubka BHECEHHS 3MiH [0 peecTpaLjiiHnX 3a - UA/20019/01/01
YHIMEL mr/mn, no 5 mn abo no «YHIME], a OAPMA» Pecny6nika Marepianis: TexHiuyHa nomuska (3rigHo peyenmom
DAPMA 10 M1y dnakoHi- PAPMA» Pecny6nik Haka3y MO3 sig 23.07.2015 Ne 460).
KpanenbHuui; no 1 a BrinpaBneHHs TeXHIYHOT NOMUIIKK, 3riAHO
dhnakoHy-kpanenbHuLi n.2.4. po3giny VI Hakazy MO3 YkpaiHu Big
B KapTOHHI1 kopobui 26.08.2005p. Ne 426 (y pefakuii Hakasy
MO3 Ykpainu Big 23.07.2015 p Ne 460).
BrinpaBneHHs TeXHIYHOT NOMUIIKU NOB’A3aHO
i3 HEKOPEKTHMM NnepeHeceHHAM iHdhopmauii 3
mMaTtepianis peecTpauiiHoro gocke, a came
(pi3HOUMTaHHS B MeXax O4HOro JOKYMEHTY)
B 3aTBEP/KeHiin cneyudikadii 3a
nokasHukamm «Onuc» Ta «MexaHiyHi
BK/IIOYEHHS». 3a3HayeHe BUNpaB/eHHs
BiANoBigae mMatepianam peecTpauiiiHoro
[OCbE.
167. | OMENPA30/ Kancynu Teepai TOB Ykpaina Atgic ®apma, C.J1., IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a - UA/17985/01/01
KMLLKOBOPO34MHHI MO "APTEPIYM IcnaHis (ginaHka ons mMartepianis: 3MiHK | TURY - 3MiHX 3 AKOCTI. peuenmom
20 wmr; no 7 kancyny nTa aNlbTepHaTUBHOTO [oTOBWIA Nnikapcbkmii 3aci6. KoHTpob
6nicTepi, no 4 BTOPWHHOIO roTOBOrO Jlikapcbkoro 3acoby. 3miHa
6nictepu B nauui nakyBaHHs); napameTpiB cneuudikauili Ta/a6o
NabopaTtopio L0NYCTUMUX MEX FOTOBOTO JTiKapCbKOro
EueBapHe, C.A., 3aco06y (iHLwi 3MiHK). BBeaeHHS
IcnaHis (ginaHka ans nepiognyHocCTi KoHTposito M3 3a
aNlbTepHaTUBHOTO nokasHukom "MikpobionoriyHa uncrorta":
KOHTPO/IO 3a «KOHTPOJOETHLCA B KOXHI 10-Tili cepii, ane
nokasHukom MBUY); He MeHLLe OfHiEl cepil B pik» B
Naboparopioc Cneundikauii 13 (npu BUNycky Ta
NikoHca, C.A., NPOTAroM TepMiHy npugaTHocTi) MKA N3
IcnaHis 0151 NpUBEAIeHHA A0 MaTepianis BUPOOHYMKA.
(BMpPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii); MaHaHTian
IuTerpa, C.J1Y.,
IcnaHis (ginaHka ans
anbTepHaTNBHOIO
BTOPUHHOTIO
nakyBaHHs)
168. | OMENPA30/ niogpinizat ana M.BioTek Benuka Hanpog, Navid IHAis BHECEHHS 3MiH 10 peecTpavLinHnx 3a - UA/11147/01/01
PO34MHY 415 iH'EKLi Nimiteq BpuTaHis CaeHcec MBT.J1T4, marepianis: 3MiHu | TMNy - 3MiHK WoOA40 peyenmom

no 40 wr, 1 chnakoH 3
NOPOLLKOM Y nauLi 3
KapTOHY

6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
(iHLWwi 3MiHW). OHOBNEHHA TEKCTY
MapKyBaHHSA NepBUHHOI Ta BTOPUHHOI
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
yNaKoBOK JiKapCbKOro 3acoby, a came:
[OOMNOBHEHI po3inuv iHdopmavieto npo
HaHeCceHHs nepemiHHUX JaHHKX (cepis,
TEepPMiH NPMAATHOCTI, faTa BUTOTOBJ/IEHHS,
peecTpaljiiiHe NOCBIAYEHHST), a TaKOX
BuAasieHHs 3 n.17 IHWE iHndhopmauii wopao
KOMMaHii, sika 34iCHIOE MapKETVIHT B
YKpaiHi.
169. | OMENPA30N kancysm no 20 mr; no AHaHTa Benvka dnamiHro IHais BHECEHHS 3MiH 40 pPeeCTpaLiiHNX 3a He UA/0656/01/01
20 AHAHTA 10 kancyn y 6nicTepi; Megikeap BputaHis dapmacboTrKanic mMarepianis: 3miHu | Tvny - 3MiH WoA0 peyenmom | niossi2ae
no 10 6nicTepis y nTa. nra. 6e3nekun/edekTUBHOCTI Ta hapMakoHarnagy.

naJui

3MiHa y KOpOTKiil XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHO OHOB/HOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acTocyBaHHs
nNikapcbKoro 3acoby B nicnspeecTpauiiiiui
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3
nocnimpkeHb, NpoBefeHnX BigNoBigHO A0
nnaHy negiatpuunHux gocnimpkeHs (PIP)
(3MiHY y3rof>X€HO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoM). 3MiHU BHECEHO
00 [HCTPYKUii 418 MegUYHOro 3acTocyBaHHs
nikapcbKoro 3acoby A0 po3ginis
"Oco6mBocTi 3acTocyBaHHA" Ta "TMo6iuHI
peakuii" (nopyLeHHs yHKLiT HUPOK)
BiANOBIAHO 40O OHOBEHOI iHGhOpMaL,i Woao
6e3neky 3acTocyBaHHA Ail04H0i PEYOBUHM.
TepMmiH BBELEHHS 3MiH - NPOTArom 3 micsuis
nicns 3aTBepmKeHHs. 3MiHW | Tuny - 3miHn
oo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpoTKili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT AN MeAn4HOro
3acToCyBaHHsA
reHepnyYHuX/ribpuaHMx/6ionogibHmNX
nNiKapcbKnx 3acobiB Nicns BHECEHHA TiEl
camoi 3MiHN Ha pedepeHTHWIA npenapat
(3MiHa He NOTpebye HafaHHSA XOAHUX HOBUX
[00aTKOBUX faHnX). 3MiHN BHECEHO A0
IHCTPYKLUii AN MEAMYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ginis
"®apmakonoriyHi BnacTneocTi”,
"Moka3zaHHA", "TpoTMnokasaHHsa",
"B3aemogis 3 iHWMMW SliKapCbKUMu
3aco6amu Ta iHWi BUamn B3aemogiii",
"Oc061BOCTI 3aCTOCYyBaHHA",
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

"3acTocyBaHHs y nepio BaritTHocTi abo
rogyBaHHs rpyaar”, "3aatHicTb BNMBaTtu
Ha LUBUAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCMOpPTOM abo iHWMMK
MexaHizmamu', "Cnocib 3acTocyBaHHs Ta
posn", "MepeposyBaHHa" Ta "MobiyHi
peakuji" BignoBigHO 4O OHOBNEHOI
iHbopmaLii Wwoao 6e3nekn 3acTocyBaHHs
pedhepeHTHOrO JlikapCbKoro 3acoby. TepmiH
BBE/EHHS 3MiH - MPOTAroM 3 MicAuiB nicns
3aTBEepPKEHHSA. 3MiHN | TUny - 3MiHK Woa0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHW BHECEHO A0 IHCTPYKUil
019 MeAUYHOro 3acTOCYBaHHS NikapCbKoro
3acoby Ao posginis "Oco6mMBOCTi
3acTocyBaHHs" Ta "lMob6iyHi peakuyii"
Bi4NOBIAHO 40 OHOBMEHOT iH(hopmaL,i LWoao
6e3nekn 3acTocyBaHHS [il040i PEYOBUHMW.
TepMmiH BBEZIEHHS 3MiH - NPOTArom 3 micsiyis
nicns 3aTBepKeHHs.

170.

OTPUBIH

Kpanni HazanbHi 0,05
%; no 10 mny
(hNaKoHi 3 KPULLIKOIO-
nineTkoo; no 1
th1akoHy B KapTOHHii
nauuj

XaneoH KX
CAPN

Lsenuapi
a

XaneoH KX C.a.p.n.

Llseiuapis

BHECEHHS 3MiH [0 peecTpaLjiiHnX
marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHiI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecun

3as1BHMKA (BNacHMKa peecTpauiiiHoro
NOCBIAYEHHS) - 3MiHa Ha3BMN 3asBHUKA
nikapcbKoro 3acoby. ditoyva pegakuin: MCK
KoHcblomep Xenckep CAP/, Lseliuapis /
GSK Consumer Healthcare SARL,
Switzerland. MponoHoBaHa pegakuis:
XaneoH KX CAP/I, Wseliyapis / Haleon CH
SARL, Switzerland. TepMiH BBeE€HHS 3MiH
NpOTArom 6 MicsiLiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - AgMIHICTPATVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/imnopTepa roToBoro NMikapcbKoro
3aco6y, BK/IH0YAKUU Ai/TbHULL BUNYCKY cepil
a60 micLe npoBefileHHA KOHTPOSIK0 AKOCTI.
(aisnbHICTb, 3a SKy BignoBigae
BMPOGHMK/IMNIOpTEp, BK/IOYAKOUM BUMYCK
cepiid) - 3viHa Ha3BM Ta afpecu BUPOOHMKa
N3. Aitoua pegakuis: FCK KoHcblomep
Xenckep CAPJ1/ GSK Consumer Healthcare

SARL (PyT ge Netpa, HioH, 1260,

LLiseiuapis / Route de I'Etraz, Nyon, 1260,
Switzerland). NponoHoBaHa peaakuis:
XaneoH KX C.a.p.n. / Haleon CH S.a.r.l.
(PyT pe fletpa 2, HioH, 1260, LLiseliuapis /

6e3
peyenma

He
niossieae

UA/5206/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Route de I'Etraz 2, Nyon, 1260,
Switzerland). 3MiHW BHECEHO B iHCTPYKL,i10
0151 MeNYHOro 3aCTOCyBaHHS NiKapCbKoro

3aco6y Woa0 HaliMeHyBaHHS Ta

MiCLLe3HaxoKeHHs1 BUPOGHMKa 3

BIANOBIAHUMY 3MiHAMUW B TEKCTI MapKyBaHHS
ynakoBoK. TepMiH BBEAEHHSA 3MiH NPOTATOM

6 MicALiB Nic/1a 3aTBEPAXEHHS.

171.

OTPUBIH

Kpanni HazanbHi 0,1 %
no 10 mn y chnakoHi 3
KPWLLIKOO-NINETKO0; No
1 chnakoHy B
KapTOHHI nayui

XaneoH KX
CAPN

Lsenuapi
a

XaneoH KX C.a.p.n.

Llseiuapis

BHECEHHS 3MiH [0 peecTpaLjiiHnX
marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHiI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecun

3as1BHMKA (BNacHMKa peecTpauiiHoro
nocBigYeHHs) - 3MiHa Ha3BuM 3asABHMKa 3 [CK
KoHcblomep Xenckep CAPJI, LBeliuapist Ha
Xaneon KX CAP/, Wseiuapis. TepmiH
BBE/EHHS 3MiH MPOTArom 6 micauis nicns
3aTBEePAKEHHS. 3MiHK | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHSA AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro NMikapcbKoro
3aco6y, BK/IHOYAKUU Ai/TbHULL BUNYCKY cepil
a60 MmicLe npoBefileHHA KOHTPOSIKO AKOCTI.
(aisnbHICTb, 3a SKy BignoBigae
BMPOGHMK/IMNIOpPTEp, BK/IHOYAKUM BUMYCK
cepiif) - 3MiHa Ha3BW Ta agpecy BUPOGHMKa
roToOBOro Nikapcbkoro 3acoby. [itoua
pepakuisi: F'CK KoHcbtlomep Xenckep CAP
(PyT e Netpa, HioH, 1260, LUBseiiuapis) /
GSK Consumer Healthcare SARL (Route de

I'Etraz, Nyon, 1260, Switzerland).
MponoHoBaHa pepfakuis: XaneoH KX C.a.p..
(PyT ae Netpa 2, HioH, 1260, LWseliyapis) /
Haleon CH S.a.r.| (Route de I'Etraz 2, Nyon,

1260, Switzerland). 3MiHK BHECEHO B
IHCTPYKLi0 A718 MEANYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby LoA0 HaliMeHyBaHHS Ta

MiCLLe3HaxopKeHHS BUPO6HMKa 3
BiANOBIAHUMY 3MiHAMUW B TEKCTI MapKyBaHHS
ynakoBoK. TepMiH BBeAEHHSA 3MiH NPOTATOM

6 MicALiB Nic/a 3aTBEPAXKEHHS.

6e3
peyenma

He
niossieae

UA/5206/01/02

172.

ODEB®

Kancynm m ski no 100
mr, no 10 kancyn y
6nictepi; no 6
6nicTepiB y KAPTOHHIN
ynakoBLj

BepiHrep
IHrenbxainm
IHTepHeLLHN

X

HimeyunH
a

MepBuHHe
(6nicTepn) Ta
BTOPVHHE
nakyBaHHs1,
MapKyBaHHS,
KOHTPO/Tb SKOCTI,
KOHTPO/Ib SKOCTi 3a

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
mMaTtepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI.
A®l. BUpobHMLTBO. 3MiHA BUPOGHMKA
BMWXifHOro/MPOMKHOro NpoAyKTy/peareHTy,
LL|0 BUKOPWNCTOBYHOTLCS Y BUPOGHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BkNHOYaOUK, ae HeobxigHO, MicLe

3a
peyerimom

UA/16115/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
NoKa3HUKOM NpoBefEeHHS KOHTPOs0 sikocTi) APl (3a
Mikpo6iosnoriyHa BiICYTHOCTI cepTudikata BignoBiAHOCTI
yncToTa Ta BUMYCK €Bponeiicbkiii hapmakonei y
cepiii nikapcbkoro 3aTBEPKEHOMY A0CHE)(iHLLi 3MiHM).
3acoby: bepiHrep PeecTpauis anbTepHaTMBHOrO BUPOGHMKa
IHrenbxaiim ®apma Lianhe Chemical Technology Co., Limited,
v6X i Ko.KI, Kutaii gns BuxigHoro matepiany BIBF 1120
HimeuunHa,; Chloracetyl. 3miHun | TUNY - 3MiHK 3 AKOCTI.
Brpo6HMLTBO, A®|. BupobHuLTBO. 3MiHa BUPOGHYMKa
ynakoBka Ta BVXiHOrO/MPOMIKHOro NpoAyKTy/peareHTy,
KOHTPO/b AKOCTi (3@ LLL0 BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY
BUK/MOYEHHAM npoueci A®l, abo 3miHa BUPOBHMKa
MiKpob6ionoriyHol (Bkntovaroun, ge HeobxigHo, MicLe
4YUCTOTK) Kancyn npoBeAeHHS KOHTPOSI0 AkocTi) AP (3a
bulk (He BiICYTHOCTI cepTudpikarta BiANoBIigHOCTI
po3dacoBaHoi €Bponeiicbkili hapmakonei y
npoaykuii): 3aTBEpPAKEHOMY A0CHE)(iHLUI 3MiHN).
KatasieHt PeecTpauis anlbTepHaTUBHOTO BUPO6HUKA
HimeuunHa E6epbax WeylChem ORGANICA GmbH, HimeuunHa
'M6X, HimeuuunHa; ans BuxigHoro matepiany BIBF 1120
AnbTepHaTnBHa Chloracetyl. 3miHun | Tuny - 3MiHW 3 AKOCTI.
naboparopia 4ns A®|. BupobHuLTBO. 3MiHa BUPOGHMKA
npoBefeHHs BUXIAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy,
KOHTPO/II0 SKOCTI (3a LLIO BUKOPUCTOBYHOTLCA Y BUPOBHUYOMY
BVIK/TIOYEHHAM npoueci A®l, abo 3miHa BUpOGHMKa
Mikpob6ionoriuHoi (BkNtOYaOuK, ae HeobXxiagHO, MicLe
unctoTun): A eHg Em NpoBeAEeHHS KOHTPOSO AKocTi) APl (3a
LUTABTECT Na6op BiICYTHOCTI cepTudpikaTta BigNoBIigHOCTI
doyp AHaNITUK yHA €Bponeiicbkili hapmakonei y
CrabinitatcnpydyHr 3aTBEPLKEHOMY 0CHE)(HLLI 3MiHW).
vm6X, HimeuunHa; PeecTpauisi anbTepHaTBHOTO BUPOGHUKA
AnbTepHaTuBHa Lianhe Chemical Technology Co., Limited,
naboparopia Ans KnTaii pns BuxigHoro matepiany BIBF 1120
npoBefeHHs Chlorimid. 3miHu | TUMy - 3MiHM 3 AKOCTI.
KOHTPOJI0 AKOCTI A®I. BupobHULTBO. 3MiHa BUPOGHMKA
Mikpo6ionoriyHoi BUWXifHOrO/NPOMIKHOIo NpoAyKTy/peareHTy,
yncrotu: CI'c LLIO BUKOPUCTOBYIOTLCS Y BUPOGHNYOMY
IHCTUTYT PpeseHiyc npoueci A®l, abo 3miHa BUpO6HMKa
'm6X, HimeuunHa; (BKntOvatoum, ae HeobxigHO, micLe
Na6op /1IC CE eHg NpoBefEeHHS KOHTPOs0 sikocTi) APl (3a
Ko. KI', HimeuunHa BiJCYTHOCTI cepTudikata BignoBiAHOCTI
€Bponeiicbkiii hapmakonei y
3aTBEpPKEHOMY A0CHE)(HLLi 3MiHW).
PeecTpauis anbTepHaTMBHOrO BUPOGHMKa
KOEI Chemical Company Limited, AnoHis
Ans BuxigHoro matepiany BIBF 1120
Chlorimid.
173. | ODPEB® Kancynm m ski no 150 BepiHrep HimeuunH MepBuHHe HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHnX 3a - UA/16115/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
mr, no 10 kancyn y IHrenbxainm a (6nictepn) Ta mMarepianis: 3mMiHu | TMny - 3MiHM 3 AKOCTI. peyenmom
6nicTepi; no 6 IHTepHeLwHN BTOPUHHE A®I. BupobHuULTBO. 3MiHa BUPOGHMKA
6nicTepiB y KAPTOHHI M6X nakyBaHHs, BUWXifHOrO/NPOMIKHOIo NpoAyKTy/peareHTy,
ynakoBLi MapKyBaHHs, LLIO BUKOPUCTOBYIOTLCS Y BUPOGHNYOMY

KOHTPO/b SIKOCTI,
KOHTPO/b AKOCTi 3a
MOKa3HNKOM
Mikpo6ionoriyHa
yncToTa Ta BUNycK
cepiii nikapcbkoro
3acoby: bepiHrep
IHrenbxaiim ®apma
m6X i Ko.KT,
HimeuuunHa,;
Brpo6HMUTBO,
ynakoBska Ta
KOHTPOb AKOCTI (3a
BUK/IOYEHHAM
MiKpob6ionoriyHol
4nCTOTH) Kancyn
bulk (e
po3dacoBaHoi
npoaykuii):
KatasieHt
HimeuunHa E6epbax
'M6X, HimeuuunHa,;
AnbTepHaTuBHa
naboparopia 4ns
npoBeAeHHs
KOHTPO/II0 SKOCTI (3a
BUK/IOYEHHAM
Mikpob6ionoriuHoi
yncToTn): A eHa Em
LWTABTECT Jlabop
oyp AHaNITUK yHA
CrabinitatcnpydyHr
mM6X, HimeuunHa;
AnbTepHaTMBHa
naboparopia Ans
npoBefAeHHs
KOHTPO/IIO AKOCTI
Mikpo6ionoriyHoi
yucrotu: CIC
IHCTUTYT PpeseHiyc
'm6X, HimeuunHa;
Na6op /1IC CE eHg
Ko. KI', HimeyunHa

npoueci A®l, abo 3miHa BUPOGHMKa
(Bkntovaroun, ge HeobxigHO, MicLe
NpoBefEeHHS KOHTPOs0 sikocTi) APl (3a
BiICYTHOCTI cepTudikata BignoBiaHOCTI
€Bponeiicbkiii hapmakonei y
3aTBEPKEHOMY A0CHE)(HLLi 3MiHW).
PeecTpauis anbTepHaTMBHOrO BUPOGHMKa
Lianhe Chemical Technology Co., Limited,
Kutaii gns BuxigHoro matepiany BIBF 1120
Chloracetyl. 3miHun | TUNY - 3MiHK 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa BUPOGHYMKa
BVXifHOrO/MPOMIKHOro NpoAyKTy/peareHTy,
LLL0 BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUPOGHMKa
(Bkntovaroun, ge HeobxigHo, MicLe
npoBeAeHHS KOHTPOS0 AKocTi) AP (3a
BiICYTHOCTI cepTudpikarta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEpPAKEHOMY A0CHE)(iHLUI 3MiHN).
PeecTpauis anlbTepHaTUBHOTO BUPO6HUKA
WeylChem ORGANICA GmbH, HimeuunHa
ans BuxigHoro matepiany BIBF 1120
Chloracetyl. 3miHu | Tuny - 3MiHK 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa BUPOGHMKA
BUXIAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy,
LLL0 BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BkNtOYarOun, ae HeobxigHO, MicLe
NpoBefeHHs1 KOHTPO/0 skocTi) APl (3a
BiICYTHOCTI cepTudpikaTta BiAMoBIgHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPKEHOMY A0CHE)(HLLI 3MiHW).
PeecTpauis anbTepHaTMBHOrO BUPOGHMKa
Lianhe Chemical Technology Co., Limited,
KnTaii pns BuxigHoro matepiany BIBF 1120
Chlorimid. 3miHu | TUMy - 3MiHM 3 AKOCTI.
A®I. BupobHULTBO. 3MiHa BUPOGHUMKA
BUWXifHOrO/NPOMIKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHNYOMY
npoueci A®l, abo 3miHa BUpO6HMKa
(Bkntovaroun, ge HeobxigHoO, MicLe
NpoBefEeHHS KOHTPOs0 sikocTi) APl (3a
BiICYTHOCTI cepTudikata BignoBiAHOCTI
€Bponeiicbkiii hapmakonei y
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3aTBEPKEHOMY A0CHE)(HLLi 3MiHM).
PeecTpauis anbTepHaTMBHOrO BUPOGHMKa
KOEI Chemical Company Limited, AnoHis
Ans BuxigHoro matepiany BIBF 1120
Chlorimid.
174. | NAKNITAKCEN KOHUeHTpaT Aans Awmakca Jtg, Benuka KOHTPO/b Ta BUMYCK Himeuunna/ BHECEHHS 3MiH [0 peecTpavLjiiHnX 3a He UA/15145/01/01
AMAKCA PO34unHY ANs iHQY3ilA, BputaHis cepii: Pecny6nika matepianis: 3miHu | TNy - 3miHK Woao peyenmom | mniossi2ae
6 mr/mn; AkBiga N'm6X, Kopest 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy
no 5 mn, 16,7 mn a6o HimeuunHa (iHLWi 3miHK)
50 mn 'y donakoHi; no 1 BMPOGHULITBO in 3MiHN BHECEHO Y TEKCT MapKyBaHHS
(h1aKoHY B KapTOHHii bulk, nepsuHHe Ta BTOPVHHOI ynakoBku (. 8. JATA
KOpoo6Li BTOPVHHE 3AKIHYEHHSA TEPMIHY NPUOATHOCTI, n.
nakyBaHHs: 12. HOMEP PEECTPALINHOIO
CamsHr XongiHra MOCBIAYEHHS, n. 13. HOMEP CEPIi
KopnopeLwuH, NIKAPCBKOIO 3ACOBY) Ta He3HauHi
Pecny6nika Kopes peAakuiiHi MpaBKu - y TEKCT MapKyBaHHS
BMPOBHMUTBO in NepBUHHOT YNakoBKM NiKapCbKOro 3acoby.
bulk, nepBuHHe BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB nmicas
nakyBaHHs: 3aTBEPMKEHHA. 3MiHN | TUny -
OHkoTek Papma AAMiHICTpaTVBHI 3MiHW. 3MiHa
MpoaykuioH M6X, HaliMeHyBaHHS Ta/abo agpecu 3asiBHUKa
HimeuunHa (BnacHvKa peecTpauiiHoro nocBigYeHHs)
BMPOBHMUTBO in 3MiHa HaliMeHyBaHHS 3asiBHUKA
bulk, nepsuHHe 3MiHN BHECEHO Y po3ain "3anBHuK" B
nakyBaHHs, IHCTPYKL,iO 415 MEANYHOrO 3aCTOCyBaHHSA
BTOPVHHE nikapcbKoro 3acoby Ta fK HacNifokK - y TeKcT
nakyBaHHs1, MapKyBaHHS yMakoBKM iKapCbKOro 3acooby.
KOHTpO/b cepii: BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micnsa
AkBiga N'm6X, 3aTBEPKEHHS.
HimeuymHa
175. | NEPUHAOMNPWU | TabneTtku, BKpUTI TOB «TeBa Ykpaina AT YropwuHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a - UA/14919/01/02
N-TEBA nniBKOBOKO YkpaiHa» dapmaLeBTUYHNI mMaTtepianis: 3MiHu | TUNY - aAMiHICTpaTUBHI peyenmom
060/10HKO0, N0 5 Mr; 3aBog, TeBa 3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecun

no 30 TabneTok y
KOHTeliHepi; no 1
KOHTEeWHepy B KOPOo6Li

MiCLii MPOBaKEHHS Aisi/IbHOCTI BUPOOHUKA
(BKKOYaouK, 3a HeO6XiAHOCTI, Micue
NpoBefEeHHS KOHTPOJIIO SKOCTi), abo

BNacHuka mactep-cpaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMKHOr0 MPOAYKTY,
LLIO 3aCTOCOBYIOTHCA Y BUPOOHULTBI ADI
(AKLLLO 3a3HAYEHO Y A0ChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuduikara

BiANOBIAHOCTI €Bponeiickkili hapmakonei y

3aTBEPAKEHOMY A0CbE, a60 BUPOOHMKA
HOBOI A0MNOMDKHOT PEYOBUHN (SKLLO
3a3HayeHo y J0CbE), BHECEHHS 3MiH [0 p.
3.2.S.2.1. BUpo6HuK(1), a came - 3MmiHeHa
ajpeca BfacHUKa mactep-goalina y 3B's3ky 3
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

TUM, LWo odpic 6yB NnepeHeceHuii 3 Petach
Tikva go Tel Aviv, Israel. 3miHa nogaeTbes y
3B'A3KY 3 OHOB/IEHHSA MacTep-haiina Ha API

MepuHaonpuny To3unar BUpobHKKa Teva

API 3 Bepcii 7634-EU-09.2019 po Bepcii
7634-EU-03.2022. 3aTtBepaxeHo Teva
Pharmaceutical Industries LTD. 5 Basel
Street, P.O. Box 3190 Petach Tikva
4951033, Israel 3anponoHoBaHo Teva
Pharmaceutical Industries LTD. 124 Dvora
HaNevi'a Street Tel Aviv-Jaffa 6944020,
Israel; 3miHu | TUNY - 3MiHK 3 AKkocCTi. ADI.
KoHTposnb A®I. 3miHa y napameTpax
cneumdgikaLii Ta/abo AONYCTUMUX MEX,

BM3HAYEHNX Y cneuudikauisx Ha Adl, abo

BVIXiZHWA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbLCS Y NpoLeci BUPObHMLTBA

A®| (BUyYEHHA HE3HAYHOIO NOKa3HMKa
AKOCTI (Hanpvknag, BUly4eHHs 3actapifioro
noKasHuka)), 3MiHa NoAaeTbCA Y 3B'A3KY 3
OHOB/IEHHA MacTep-thaiina Ha AdI
MepuHaonpuny To3unar BUpobHKKa Teva
API 3 Bepcii 7634-EU-09.2019 po Bepcii
7634-EU-03.2022. BignosigHo Ao nepeniky
3MiH g0 Bepcii 7634-EU-03.2022 6ynu
OHOBJIEHI HACTYMHI PO3A4inn MacTep-
thaiina:3.2.S.3.2. fomiwku, 3.2.5.4.1.
Creuudpikania Ta 3.2.5.4.5. O6rpyHTyBaHHS
cneuudikauii: - BunyyeHo napameTp «Baxki
mMeTanu»; - o po3giny AofaHo iHdopmaLiio

Npo eNeMeHTHI JOMILLKM Ta AUX/T0pMeTaH;
3MiHU | TUNY - 3MiHK 3 AKOCTi. A®Il. KOHTpO/b

A®I. 3miHa y meTofax BUnpobysaHHs AD|

abo BMXigHOro marepiany/npomMiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuLTea APl (He3HauHi 3MiHN y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS),
3MiHa NOAAETLCA Y 3B'A3KY 3 OHOB/IEHHS
macTep-haiina Ha A®I MepuHgonpuny
To3unart BupobHuka Teva API 3 Bepcii 7634-
EU-09.2019 po Bepcii 7634-EU-03.2022.
BignosigHo A0 nepeniky 3miH 40 Bepcil
7634-EU-03.2022 6ynvi OHOB/EHI HACTYMHI
po3ginu mactep-chaiina: 3.2.5.4.2.
AHaniTU4YHi meToguku - 1o napameTpy

«CneuwdhiuHe onTuyHe obepTaHHA» f0AaHO

HaCTyMHy NPUMITKY: "PO341H NOBUHEH ByTH

cTabinizoBaHwii B KOMipLji Npu6M3Ho
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

npotarom 10 XBUnH nepeg,
BMNPOGYBaHHAM"; 3MiHM | TUMY - 3MiHU 3
akocTi. A®l. BUpo6bHMLTBO. 3MiHM B npoLeci
BMPOGHMLUTBA AD| (HE3HaAYHA 3MiHA Y
3aKpUTIil YacTWHI MacTep-thaiina Ha Adl),
3MiHa NOAAETLCS Y 3B'A3KY 3 OHOB/IEHHAM
3aKpUTOI YacTUHU MacTep-daiiny: 1.
36inbLieHo po3mip cepii 3 30 kr 4o 35 kr
(36inbLUEHHA Ha 15% BUKOHAHO Ans
BUXIJHVX PEYOBUH, TOMY B AaHOMy BUNAAKY
po3Mip cepii BiAHOCUTLCSA A0 CyXOi
peyoBuMHK. KiHLEBA Ccepis 3a3Buyaii
cknagaeTbesa 3 3 cyxux cepiit). 2. logaHo
[0AaTKOBY AiNIbHALI0 BUPOGHMLITBA
BMXIAHOrO MaTepiany nepuHaonpuny
epbymiHy GL. Cxema cumHTesy, cneumdikadii
abo meTof BUPOGHMLITBA He 3MiHMAKCS. 3.
[o npouenypv BUNPOGYBaHHS BUXIAHOT
PeyoBVHM NepuHgonpuy epbyMiHy fofaHO
KPUTWUYHWIA NapameTp npouecy

176.

NEPUHAONPU
N-TEBA

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO0, N0 10 Mmr;
no 30 TabneTok y
KOHTelHepi; no 1
KOHTEWHepy B KOPOOL

TOB «TeBa
YkpaiHa»

Ykpaina

AT
dapmavleBTUYHNI
3aBof TeBa

YropwmHa

BHECEHHS 3MiH [0 peecTpaLjiiHnX
mMarepianis: 3mMiHu | TMNy - agMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecun
MiCLii MPOBa)KEHHS Ais/IbHOCTI BUPO6HMKA

(BKtOYatoun, 3a HeobXigHOCTI, Micue
NpoBefEeHHSA KOHTPOJIO AKOCTI), abo
B/acHuka mactep-taiina Ha A®l, abo
noctavyanbHuka Adl/BuxigHoro
MaTtepiany/peareHTy/npoMbKHOIo NPOAYKTY,
LLIO 3aCTOCOBYIOTbCA Y BUPO6HULTBI AD]
(AIKLLO 3a3HAaYEeHO Y [OCbE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudpikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEPAKEHOMY AOCbE, a60 BUPOOHMKA
HOBOI JONOMDKHOT PEYOBUHU (SIKLLLO
3a3HaYeHO Y [,0CLE), BHECEHHS 3MiH 40 p.
3.2.5.2.1. Bupo6Huk(1), a came - 3MiHeHa
ajipeca BfacHvka mactep-ghaiina y 38'A3ky 3
TUM, Lo odpic 6yB NnepeHeceHunii 3 Petach
Tikva go Tel Aviv, Israel. 3viHa nogaeTbes y
3B's13Ky 3 OHOBJ/IEHHSA MacTep-ghaiina Ha AdI
MepuHgonpuny To3wunart BupobHuka Teva
API 3 Bepcii 7634-EU-09.2019 go Bepcii
7634-EU-03.2022. 3aTtBepaxeHo Teva
Pharmaceutical Industries LTD. 5 Basel
Street, P.O. Box 3190 Petach Tikva
4951033, Israel 3anponoHoBaHo Teva
Pharmaceutical Industries LTD. 124 Dvora

3a
peyerimom

UA/14919/01/03
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

HaNevi'a Street Tel Aviv-Jaffa 6944020,
Israel; 3miHun | TUNY - 3MiHK 3 SKoCTi. AdI.
KoHTposnb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONYCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXiAHUIA/NPOMIXHWUIA NPOAYKT/pearexT, Lo
BUKOPVCTOBYIOTBCS y NpoLeci BUPOOHMLTBA
A®| (BUNyYeHHA HE3HAYHOro NoKasHuka
AKOCTI (HanpuKnag, BUy4eHHs 3actapinoro
nokasHuka)), 3MiHa NOJAETbCS Y 3B'A3KY 3
OHOBJIEHHSI MacTep-haiina Ha AdI
MepuHgonpuny To3unart BupobHuka Teva
API 3 Bepcii 7634-EU-09.2019 po Bepcii
7634-EU-03.2022. BignosigHo [0 nepeniky
3MiH A0 Bepcii 7634-EU-03.2022 6ynn
OHOBJIEHI HACTYMHI PO34inn macTep-
(paiina:3.2.S.3.2. Jomiwku, 3.2.5.4.1.
Cneuudpikanin Ta 3.2.5.4.5. O6r'pyHTYBaHHSA
cneuudikauyi: - BunyyeHo napameTp «Baxki
MeTanu»; - [1o po3ainy AofaHo iHdopmadio
Npo eNleMeHTHI JOMILIKU Ta AUX/I0PMETaH;
3MiHW | TUnYy - 3MiHK 3 sKocTi. A®l. KoHTponb
A®|. 3miHa y MeTodax BunpobyBaHHsA API
abo BUXigHOro martepiany/npoMiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BUpobHUUTBa AP| (HE3HAUHI 3MiHW Y
3aTBEPKEHNX MeToAax BUNPOBYyBaHHS),
3MiHa NOAAETLCA Y 3B'A3KY 3 OHOB/IEHHS
macTep-gaiina Ha A®| MepuHagonpuny
To3unar BupobHuka Teva API 3 Bepcii 7634-
EU-09.2019 po Bepcii 7634-EU-03.2022.
BignosigHo fo nepeniky 3MiH o Bepcil
7634-EU-03.2022 6ynv OHOBNEHI HACTYMHI
po3ginun mactep-chaiina: 3.2.S5.4.2.
AHaniTUyHi metToauku - 1o napameTpy
«CneuudhiuHe onTuyHe obepTaHHA» f0AaHO
HaCTyMHy NPUMITKY: "PO341H NOBUHEH ByTn
cTabinizoBaHuii B KOMipLi Npu6IN3HO
npotarom 10 XBWUAWH nepes
BMMPOGYBaHHAM"; 3MiHM | TUMY - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHM B NpoLeci
BMPOGHMLTBA AD| (He3HauHa 3MiHa Y
3aKpuTIil YacTWHI MacTep-dhaiina Ha Adl),
3MiHa NOAAETHCA Y 3B'A3KY 3 OHOB/IEHHAM
3aKpuUTOl YacTMHW MacTep-cthaiiny: 1.
36inbweHo po3mip cepii 3 30 kr go 35 kr
(36inbLUEHHS Ha 15% BUKOHAHO An1s
BUXiHWX PEYOBWH, TOMY B laHOMY BUNaaKy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

po3mip cepii BiAHOCUTBLCA [0 CyXOi
peuoBuHM. KiHUeBa cepis 3a3Buyaii
cknafaetbes 3 3 cyxux cepiit). 2. logaHo
[0AaTKOBY AiNIbHALII0 BUPOGHMULITBA
BUXiZIHOTO MaTepiany nepuHaonpuny
epbymiHy GL. Cxema cuHTesy, cneumdikadii
abo meTof BMPOGHMLTBA HE 3MiHUAMCS. 3.
[o npouenypv BUNpobyBaHHA BUXiAHOI
peyoBVHM NepuUHAONPUIY epbyMiHy fofaHO
KPUTWUYHWIA NapameTp npouecy

177.

NEPUHAONPU
N-TEBA

TabneTku, BKPUTI
nAiBKOBOIO
060/10HKOI0, MO 2,5 Mr;
no 30 TabneTok y
KOHTeliHepi; no 1
KOHTeWHepy B KOPOO6Li

TOB «TeBa
Ykpaina»

YkpaiHa

AT

dapmaleBTUYHNI

3aBof TeBa

YropLmHa

BHECEHHS 3MiH [10 peecTpaLiiiHux
marepianis: 3mMiHu | TMny - agMiHiCTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecun
MicLA MPOBaMKEHHS AisANIbHOCTI BUPOGHMKA

(BKKOUAOUM, 3a HEOOXiAHOCTI, Micue
NpOBeLEeHHS KOHTPOJIIO SKOCTI), abo
BNlacHuKa macTep-cpaiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
mMarepiany/peareHTy/npoMiKHOr0 NPOAYKTY,
LLIO 3aCTOCOBYIOTLCA Y BUPOOHMLTBI API
(SKLLO 3a3HAYEHO Y JOChE Ha NiKapCbknii
3acib) 3a BigCyTHOCTI cepTudiikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEPAKEHOMY AOCbE, a60 BUPOGHMKA
HOBOI AOMNOMIXHOT PEYOBUHU (SIKLLO
3a3HayeHo y J0CbE), BHECEHHS 3MiH [0 p.
3.2.5.2.1. Bupo6Huk(n), a came - 3MiHeHa
afipeca BrlacHvKa mactep-ghavina y 38'a3ky 3
TUM, WO odpic 6yB NnepeHeceHuii 3 Petach
Tikva go Tel Aviv, Israel. 3miHa nogaeTbes y
3B'AI3KY 3 OHOBJ/IEHHSA MacTep-ghaiina Ha AdI
MepuHaonpuny To3unaT BUPobHMKa Teva
API 3 Bepcii 7634-EU-09.2019 go Bepcii
7634-EU-03.2022. 3aTBepmkeHo Teva
Pharmaceutical Industries LTD. 5 Basel
Street, P.O. Box 3190 Petach Tikva
4951033, Israel 3anponoHoBaHo Teva
Pharmaceutical Industries LTD. 124 Dvora
HaNevi'a Street Tel Aviv-Jaffa 6944020,
Israel; 3miHu | TUNY - 3MiHK 3 AkoCTi. ADI.
KoHTpornb A®I. 3miHa y napameTpax
cneumdikauiii Ta/abo 4ONyCTUMUX MEX,
BM3HAYEHNX Y cneundikauisx Ha Adl, abo
BUXiHWUA/NPOMIKHWIA NpOAYKT/pearexT, Wwo
BMKOPUCTOBYIOTLCS Y NPOLEC BUPOOHMLTBA
A®| (BUyYEHHS HE3HAYHOrO MOKa3HMKa
AKOCTI (Hanpukiag, BUIyYeHHs 3acTapinoro
noKasHuka)), 3MiHa NOAAETLCS Y 3B'SA3KY 3

3a
peyenmom

UA/14919/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

OHOBJ/IEHHS MacTep-haiina Ha AdI
MepuHaonpuny To3unat BUpPobHuKa Teva
API 3 Bepcii 7634-EU-09.2019 po Bepcii
7634-EU-03.2022. BignosigHo 4o nepeniky
3MiH 0 Bepcii 7634-EU-03.2022 6ynu
OHOBJIEHI HACTYMHI PO3A4inn MacTep-
hainna:3.2.S.3.2. Jomiwku, 3.2.5.4.1.
Cneuudpikauis Ta 3.2.S.4.5. O6r'pyHTYBaHHSA
cneumdikauii: - BunyyeHo napametp «Baxki
meTanu»; - [lo po3giny AogaHo iHdopmaLio
NpO eNeMeHTHI JOMILLKM Ta AUXIopMeTaH;
3MiHM | TUNYy - 3MiHK 3 aKocTi. A®l. KoHTposb
A®l. 3miHa y meTogax BUNpobyBaHHsA AD|
abo BMXigHOro Matepiany/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa A®| (He3HauHi 3MiHW y
3aTBEpMXEHNX MeToAaxX BUNPOOYBaHHS),
3MiHa NOAAETLCA Y 3B'A3KY 3 OHOBJ/IEHHS
macTep-haiina Ha A®| MNepuHgonpuny
TOo3unaT BUpo6HKKa Teva API 3 Bepcii 7634-
EU-09.2019 po Bepcii 7634-EU-03.2022.
BignoBigHo 4o nepeniky 3miH fo Bepcil
7634-EU-03.2022 6y/n OHOBJIEHI HACTYMHI
po3ainu mactep-chaiina: 3.2.5.4.2.
AHaniTuyHi metoauky - o napameTpy
«CneuungivyHe onTuyHe o6epTaHHA» A04aHO
HacTynHy NPUMITKY: "PO34nH NOBUHEH ByTU
cTabinizoBaHuii B KOMipLi NpM6aN3HO
npotarom 10 XBWUnvH nepes
BMNPOGYBaHHAM"; 3MiHU | TUMY - 3MiHK 3
akocTi. A®l. BUpo6bHMUTBO. 3MiHM B MpoLeci
BMPOGHMLTBA AD| (HE3HAYHA 3MiHA Y
3aKpuTIil YacTuHi MacTep-chaiina Ha Adl),
3MiHa NOAAETLCA Y 3B’A3KY 3 OHOB/IEHHAM
3aKpUTOI YacTUHU MacTep-chaiiny: 1.
36inbweHo po3mip cepii 3 30 kr go 35 kr
(36inbLUEHHS Ha 15% BUKOHAHO Ans
BUXIZHVX PEYOBUH, TOMY B AaHOMY BUNAAKy
po3mip cepii BIAHOCUTLCA [0 CYXOT
peyoBuHK. KiHueBa cepis 3a3Buyai
cKnagaetbes 3 3 cyxux cepiit). 2. logaHo
[04AaTKOBY AiNTbHULIO0 BUPOBGHULTBA
BUXIZIHOTO mMaTepiasly nepuHaonpuny
epbymiHy GL. CxeMa cuMHTe3y, cneumdikadii
abo mMeTo BUPOGHULTBA HE 3MiHUAKCS. 3.
[o npoueaypv BUNpobyBaHHSA BUXiZHOI
peyoBVHM NepuHgonpuay epbyMiHy fofaHo
KPUTWUYHWIA NapameTp npouecy
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Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
178. | NEPCEH® TabneTkn, BKpUTI 3eHTiBa, K.C. Yecbka CO®PAPMA ALl Bonrapis BHECEHHS 3MiH IO peecTpavLiiiHnX 6e3 nionsizae UA/9536/01/01
060/10HKOI0 M0 10 Pecny6nik matepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peyenma
Tabnetok y 6nictepi; a [oTOBWIA Nnikapcbkuii 3aci6. CTabiNbHICTb.

no 4 6nictepn y
KapTOHHI Kopo6Lyi

3MiHa y TepmiHax npugaTHocTi abo ymoBax
36epiraHHs roToBOro /iKapcbkoro 3acoby
(36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOIO
nikapcbKoro 3acoby) - [ns Toprosoi
ynakoBku (MiATBEPAXKYETLCS AaHUMM
peanibHOro yacy) 36iNbLUEHHS TEPMIHY
npuaaTHocTi M3, Wwo nigTBepaKyeTbes
AaHumn B peasibHOMY vaci. [itoya pefakuis:
TepmiH npuaaTHOCTI. 2 poku. MponoHoBaHa
pepakuis: TepMiH MPUAATHOCTI. 3 POKK.
3MiHV BHeceHi B po3gin "TepMiH
npuaaTHoOCTI" B IHCTPYKLO 4718 MEeANYHOro
3acTOCyBaHHS NikapcbKoro 3acoby.
BBeeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPMKEHHSA. 3MiHM | Tuny -
AZMiHICTpaTWBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHA Ai/IbHOCTI BUPOOHUKA
(BrtOYatoun, 3a HeobXigHOCTI, Micue
NpoBeAeHHSA KOHTPOJIO AKOCTI), abo
Bf1acHvka mactep-taiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
MaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY,
LLIO 3aCTOCOBYIOTbCA Y BUPOOHULTBI AP]
(AKLWLO 3a3HAYEHO Y [OChE Ha MiKapCbKMii
3acib) 3a BiACYTHOCTI cepTudikata
BifANOBigHOCTI €Bponelickkili hapmakonei y
3aTBEPAKEHOMY A0CbE, a60 BUPOOHMKA
HOBOI AONOMDKHOT PEYOBUHU (SIKLLLO
3a3HayYeHo y AoCbe) 3MiHa Ha3BU BUPOGHMKaA
A®| ekcTpakTy BasiepiaHn BOGHO-
€TaHOMbHOro Cyxoro. BupobHuya ainbHuus,
agpeca Ta yci BUpo6HuYi onepau;i
3aMWATLCA HE3MIHHUMK, TakoxX
BU/TyYaETbCA He penieBaHTa iHdhopMauis 3
TPETUHHOTO NakyBaHHA. [liloua pefakuis:
Naturex SA, France NponoHoBaHa pefakuis:
Givaudan France Naturals, France 3miHu |
™My - AAMIHICTPaTMBHI 3MiHX. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaXEHHS AifNbHOCTI BUPOOHMKaA
(BKKOUAOUM, 3a HEOOXiAHOCTI, Micue
NPOBefEHHS KOHTPOJIIO SKOCTi), abo
BNacHuKa macTep-thaiina Ha A®l, abo
noctavanbHvka A®l/BuxigHoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

mMarepiany/peareHTy/npomMiKHOr0 MPOAYKTY,
LLIO 3aCTOCOBYIOTLCA Y BUPOOHULTBI API
(AKLLLO 3a3HAYEHO Y AOCLE Ha NiKapCbKuii
3acib) 3a BigCyTHOCTI cepTudiikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, a60 BUPOGHMKA
HOBOI AOMNOMIXHOT PEYOBUHU (SIKLLO
3a3HayeHo y focbe) 3MiHa Ha3BU BUPOGHMKaA
A®| ekcTpakTy NNCTA MesiCK CyXoro.
Bupo6Huya ginbHuus, agpeca Ta yci
BMPOGHMUYI onepadii 3amwaTbes
HE3MiHHUMK. TakoX BUYYaETbCA He
peneBaHTa iHhopmaLis 3 TPETUHHOIO
nakyBaHHS.

[itoya pepakuis: Naturex SA, France
lMponoHoBaHa pepakuisi: Givaudan France
Naturals, France 3miHu | Tny -
AfMiHICTPaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micus
NPOBaXEHHS AifNbHOCTI BUPOOHMKaA
(BKKOYAOUM, 3a HEOBXiAHOCTI, Micue
NPOBefEHHS KOHTPOJIIO SKOCTi), abo
BNacHuKa macTep-thaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
mMarepiany/peareHTy/npoMiKHOr0 MPOAYKTY,
LLIO 3aCTOCOBYIOTLCA Y BUPOOHULTBI API
(AKLLLO 3a3HAYEHO Y A0CLE Ha NiKapCbKuii
3acib) 3a BigCcyTHOCTI cepTudiikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEPAXKEHOMY [OCbE, a60 BUPOGHMKA
HOBOI AOMNOMIXHOT PEYOBUHU (SIKLLO
3a3HayeHo y focbe) 3MiHa Ha3BU BUPOGHMKa
A®| eKCTpakTy IMCTA M'ATU NepLeBol
cyxoro. Bupo6bHuua ginbHuus, agpeca Ta yci
BMPOGHMUYI onepadii 3amwaTbes
HE3MiHHUMK. TakoX BUYYaETbCA He
peneBaHTa iHhopmaLis 3 TPETUHHOIO
nakyBaHHs. [itova pegakuis: Naturex SA,
France
lMponoHoBaHa pepakuisi: Givaudan France
Naturals, France

179.

MIAPOH

CyCneHsis opasibHa,
120 mr/5 mn;

no 100 MmNy dh1akoHi;
no 1 conakoHy 3
MiPHOIO CK/IAHOYKO Y
KapTOHHI ynakoBLi

TOB
"TNELPAP
MATO"

Ykpaina

TOB «KYCYM
DPAPM»

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. CTabiNbHICTb.

3miHa y TepmiHax npugaTtHocTi abo ymosax
36epiraHHs roTOBOrO /liKapCbKOro 3acoby
(36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOro
nikapcbkoro 3acoby) - [na Toprosoi

6e3
peyenma

He
niossieae

UA/9270/02/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
ynakoBku (MiATBEPAXKYETLCA AaHUMM
peanbHOro vacy) 36iNbLUEHHS TEPMIHY
NpUAAaTHOCTI FOTOBOrO JIiKapCbKOro 3acoby 3
3 pokiB A0 4 pokiB. 3MiHN BHECEHO B
IHCTPYKL,i0 AN15 MEANYHOrO 3aCTOCyBaHHSA
nikapcbKoro 3acoby y po3gin "TepMiH
npugaTHocTi".
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS.
180. | NMIAPOH CyCneHsis opasibHa, TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 6e3 He UA/9270/02/01
120 mr/5 mn; no 100 "'nepdapm PAPM" martepianis: 3MiHu | TUny - 3MiHK WoA0 peyenma niosnsieae
My donakoHi; no 1 nTa 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.

chnakoHy 3 MipHOHO
CKMISIHOYKOH Y
KapTOHHI ynakoBLi

3MiHa y KOpOTKill XxapakTepucTumui
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHSA Ta
IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHS Ha
nigcTaBi perynsapHO OHOB/HOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpauiiiHni
nepiog, abo sk pesynbTar OLiHKM 3BTy 3
OOCNifKeHb, NPOBEAEHNX BiAMOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP)
(3MiHY Y3rof>XeHO 3 KOMMETEHTHUM
YMNOBHOB&XEHNM OpraHom).
3MiHN BHECEHO A0 IHCTPYKLIii A1 MeAUYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y posainu
"B3aemogis 3 iHWMMK NliKapCbKUMu
3acob6amu Ta iHLWi BuAW B3aEMogii”,
"Oco61BOCTI 3acTOCyBaHHA" BiANOBIAHO A0
OHOB/IEHOT iHhopMaLii 3 6e3nekn gitouoi
PeyoBUHM.

BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3arBepKeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKil XapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT 418 MeAMYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpuaHNX/6ionodibHNX
NiKapcbKnx 3acobiB Nic/s BHECEHHSA Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3miHa He NoTpebye HafaHHS XOAHUX HOBUX
[04aTKOBUX AaHuX). 3MiHU BHECEHO A0
IHCTPYKLT 418 MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainm
"®apmakoTepanesTuyHa rpyna. Kog ATX"
(wopo Ha3Bu 6e3 3MmiHu Kogy ATX),
"®apmakonoriyHi BnacTneocTi”,
"MpoTunokasaHHs", "B3aeMogis 3 iHLWnMKn
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

nikapcbkMmn 3acobamu Ta iHLWi BUuau
B3aeMogijit", "3acTocyBaHHs y nepiog,
BariTHocTi abo rogysaHHs rpyaat”, "MobiyHi
peakuji" 3rigHo 3 iHdhopmauieto Wwoao
MeAMYHOro 3acToCyBaHHA pechepeHTHOro
nikapcbkoro 3acoby (MAHALO/I® BEBI,
cycneHsis opasibHa, 120 mr/5 mn). BeegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK Woao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHVY BHECEHO A0 IHCTPYKUIT
0719 MEeAUYHOIO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3gin "MobiyHi peakuii" woao
BaX/IMBOCTi 3BiTyBaHHS Npo MobiyHi peakwji.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edekTBHOCTI Ta hapMakoHarniagy.
BHeceHHs abo 3miHa(n) A0 30608B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro nocBig4eHHs,
BK/TIOYa0UM MNnaH ynpasniHHA pusukamm
(3acTOCyBaHHA TEKCTY, SKWIA NOTOMKEHN 3

KOMMNETEHTHUM OpraHoMm). 3asBHUKOM

Ha/fiaHoO OHOBMeHWIA MnaH ynpasiHHA
pu3vkamm Bepcis 2.0. 3MiHWM BHECEHO A0

yacTuH: | «3aranbHa iHchopmavis» |l

«Cneuudikauis 3 6esnekn» (mogyni VII Ta
VIII)

V «3axoau 3 MiHiMi3auii pu3ukis» VI
«Pe3tome nnaHy ynpasniHHA pusukamu» VI
«[lopatkv» (gogatku 7 Ta 8)

y 3B’513KYy 3 OHOBJIEHHAM iHhopMaLii 3
6e3nekun Ailo4oi Pe4oBMHU NapaveTamon
BIANOBIAHO [0 aKTyasibHOI pedyepeHTHOT
iHchopMmawii, a TakoX y 3B'A3KyY i3 3MiHOO
chopmarty BiAnoBigHO Ao BuMor Evaluation

Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines).
Pestome MnaHy ynpasniHHA pyu3vkamm
Bepcisa 2.0 foaaeTbes.

181.

MIAPOH

TabneTku, BKpUTI
060n0HKot0, No 500
Mr;

no 10 TabneTtok y
6nictepi; no 1 a6o no

TOB
"TNELPAP
M ATA"

YkpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH IO peecTpaviiiHX
mMaTtepianis: 3MiHn | TUNy - 3MiHK WOA0

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.

3MiHa y KOpOTKill XxapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta

6e3
peyenma

niossieae

UA/9270/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
2 6nictepu B IHCTPYKLiT 4715 MeANYHOro 3acToCyBaHHS Ha
KapTOHHI ynakoBLi

nigcTasi peryssipHoO OHOBJ/IKOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKkoro 3acoby B nicnspeecTpauiiiHnii
nepiog, abo Ak pe3ynbTar OLiHKM 3BITY 3
OOCnifpKeHb, NPOBeAEHNX BiAMoBIgHO A0
nnaxy negiatpuyHux gocnimkeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMMNETEHTHUM
YNOBHOB&XEHNM OpraHoM). 3MiH1 BHECEHO
[0 IHCTPYKLiT 415 MEeAMYHOro 3aCTOCyBaHHS
nNikapcbKoro 3acoby y po3ainv "B3aemogis 3
IHLIMMKM nikapcbkMKM 3acob6amMu Ta iHLWi BUan
B3aemogiit", "Ocob/MBOCTi 3acToCyBaHHA"
BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3
6e3neku gjloyoi pevyoBnHU. BBeAeHHS 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPOKEHHS.
3MmiHu | TUny - 3MiHK Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHU Y KOPOTKill XapakTepucTumui
niKkapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta
IHCTPYKLT 4119 MeAMYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHNx/6ionoibHmNX
nNiKapcbKnx 3acobiB Nic/s BHECEHHSA Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3miHa He noTpebye HafaHHA XOAHUX HOBUX
[04aTKOBUX AaHuX). 3MiHU BHECEHO 0
IHCTPYKLT 4719 MeAMYHOTo 3aCTOCYBaHHS
niKkapcbKoro 3acoby y po3aimv
"®apmakoTepanesTuyHa rpyna. Kog ATX"
(wopo Ha3Bu 6e3 3miHn kogy ATX),
"®apmakonoriyHi BnacTneocTi”,
"Moka3zaHHA", "TpoTMnokasaHHsa",
"B3aemogis 3 iHWMMW SliKapCbKUMu
3aco6amu Ta iHWi BUamn B3aemogiii",
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepio BaritTHocTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta go3un”, "Aitn", "MepenosyBaHHs", "Mo6iYHi
peakuji" 3rigHo 3 iHdhopmaujeto Wwoao
MeAMYHOro 3acToCyBaHHA pechepeHTHOro
nikapcbkoro 3acoby (MaHagon, TabneTku,
BKpUTI 060/10HKOI0, Mo 500 mr). BeegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKn Woao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHVY BHECEHO A0 IHCTPYKUIT

AN MEeANYHOI0 3aCTOCYBaHHS NikapCbKoro
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3acoby y po3ain "MobivHi peakuii" wono
BaXX/IMBOCTI 3BiTYBaHHS NPO NO6iYHi peakuil.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPMKEHHA. 3MiHK | TUNy - 3MiHW WoA0
6e3nekn/edeKkTBHOCTI Ta thapMakoHarniagy.
BHeceHHs abo 3miHa(n) A0 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro nocsBig4eHHs,
BK/TIOYa0UM MNnaH ynpasniHHA pusnkamm
(3acToCcyBaHHA TEKCTY, SKWIA NOTOMXEHN 3
KOMMNETEHTHUM OpraHoMm). 3asBHUKOM
Ha/fiaHoO OHOBMIeHWIA MnaH ynpasiHHA
pu3snkamm Bepcisa 2.0.
3MiHM BHECEHO [0 YaCTUuH:
| «3arasibHa iHhopmaLisn»
Il «Cneundikauis 3 6esnekn» (mogyni VIl Ta
VI
V «3axofu 3 MiHiMi3auil pu3ukis»
VI «Pe3tome nnaHy ynpasniHHSA pusvkaMmms»
VIl «QopaTku» (gogaTku 7 1a 8)

Y 3B’A3KY 3 OHOB/IEHHSIM iHhOpMaLiT 3
6e3nekun 4ilyoi pevyoBMHN napaueTamon
BiANOBIAHO [0 akTyasnibHOI pedyepeHTHOT
iHbopMmaLii, a Takox y 3B'A3KY i3 3MIHOO

chopmarty BignoBigHO Ao BuMor Evaluation
Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines).
Pestome MNnaHy ynpasniHHA pusnkamm
Bepcia 2.0 gogaeTbes.

182. | NIHOBIT® Kpanni HasasnbHi no 10 AT Ykpaina AT "dapmak" YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHx 6e3 - UA/6606/02/01
My hnakoHi; no 1 "®apmak” martepianis: 3MiHu | TUMNy - 3MiHK 3 AKOCTI. peyenma
chnakoHy B nauuj 3 [oTOBWIA Nikapcbkmii 3aci6. KoHTpob
KapTOHY [O0NOMDKHUX peyoBUH. 3MiHa napameTpis

cneuudikauin Ta/abo AonycTuMmnx mex ans
[OMOMDKHOT peYOBUHY (BUTYHEHHS 3i
crneundikaLii He3Ha4YHOro NokasHuKa
(Hanpuknag 3acTapinioro NokasHvka))
3miHa napameTpiB cneuudikawii
[0MOMDKHOT peyoBuHU Tpurnilepuam 3
cepefHbO0 [OBXWHOK NaHutora, a came -
BUJTyYEHO NOKa3HMKN «PO3YNHHICTb»,
«BigHOCHa rycTnHa», «MokasHuK
3a/10MneHHs», «MogHe uncno», «ducno
OMU/IEHHS», «HEOMUIOYi PEHOBUHUY,
«Baxkki MeTasin». 3MiHu | TUny - 3MiHu 3
AKOCTI. [0TOBWIA NikapcbKuii 3aci6. KOHTpoib
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

[OMOMDKHMX peyoBMH. 3MiHa napameTpis
cneuudikayiii Ta/abo oonycTUMUX Mex ans
[OMNOMDKHOT peyoBUHY (IHLLI 3MiHK) 3MiHa
napameTpiB cneuudikauii JOMOMKHOI
peyoBvHM TpurniLepuan 3 cepeaHbo
[OBXWHOIO NaHuora, a came- 3rigHo BUMOr
OHOBJ/IEHOT MOHorpadii €BponeicbKol
hapmakonei y nokasHuky «laeHTudikauis»
BUNPOBYBaHHA «HNCN0 OMUNEHHS»
3aMiHEeHO Ha BUNPO6YBaHHSA «B'A3KiCTb».
3MiHu | TUNYy - 3MiHK 3 SiKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXKHUX
peyoBuH. 3MiHa NapameTpiB cneuwudikauii
Ta/abo fonycTUMUX MeX AN LONOMIXKHOT
PevYoBUHM (JOMOBHEHHS cneuudikaLii HOBUM
NOKa3HUKOM 3 BifNOBIAHUM METOAO0M
BUNPOBGYBaHHS)
3MiHa napameTpiB cneumdikauiii
[O0MOMIXHOT peqoBuHK Tpurniuepnam 3
cepefHbO0 AOBXVHOK NaHutora, a came-
po34in «KOMMOHEHTHWIA CKNaf XUPHUX
KMCNOT» [JONOBHEHO HOPMYBaHHSIM BMICTY
XUPHUX KACNOT 3 AOBXMHOI NaHLutora
6inbLue abo pisHe C16 (He Ginblue 1 %).
3Mminu | TUnNYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoByuH. 3MiHa napameTpiB crneuudikav,ii
Ta/abo fonycTMMUX MeX A1 [ONOMIKHOT
peyoBuHY (iHWi 3MiHW) 3MiHa napameTpis
cneumdikauii 4ONOMiIXHOI pe4OBUHN
Tpurniuepnamn 3 cepeHbO JOBXUHOK
NaHuora, a came- 3MiHEHO Ha3BYy po3ainy
«3arasibHa 30/1a» Ha «CynbaTHa 301a»,
6e3 3MiH y HOpMyBaHHi Ta MeTogax
KOHTPON0. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oToBWI Nikapcbknii 3aci6. KoHTponb
[OMOMDKHUX PeyoBVH. 3miHa y meTodax
BUMPOOYBaHHA AOMOMiXHOI PEeYOBUHN
(He3HauHi 3MiHW y 3aTBEPKEHUX MeToAax
BMNpobyBaHb) 3miHa y MeTogax
BUMPOOYBaHHA AOMOMiXHOI PEeYOBUHN
Tpurniyepnam 3 cepefHbO LOBXUHO
NaHuora, a came- 3a po3gisiom
«KOMNOHEHTHUIA CKNag, XUPHUX KACNOT»:
[10,aH0 HOPMYBaHHS BMICTY XXUPHUX KNCOT
3 [OBXMHOIO NaHuora Ginblue abo piBHe
C16 (He binbLue 1 %).
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBwMiA
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBWH. 3MiHa y MeToAax BUNPOOYBaHHS
[ONOMDKHOT peYOBUHM (HLLI 3MiHW Y
MeToAax BMNPOGyBaHHS (BK/IHOHAKUN 3aMiHy
a60 fofaBaHHSA)) BHECEHHA 3MiH 10 po3ainy
3.2.P.4. lonoMiXHI peYoBUHMW.
Tpurniuepnan 3 cepefHbO JOBXUHOK
naHuora, y 38'A3Ky 3 NpUBEAEHHAM [0
Bumor EP, a came — 3a n. «Boga» 3MiHEHO
HaBaxky cybcTaHuii 3 10 r Ha 1,0 r (3rigHo
EP 2.5.32 Bu3HayeHHs Boau
MiKpomeToA0M). [10AaTKOBO NPOMOHYETLCA
a/lbTepHaTNBHA METOAVKA BU3HAYEHHS
BMICTy BOAM 3rigHo EP 2.5.12
HaniBMiKpOMETOA0M.
183. | NK-MEPL, TabneTku, BKpUTI Mepy, HimeuuunH Knoke ®apwma- HimeuunHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a - UA/9031/01/01
nniBKOBOKO PapmacbHoTi a Cepsic N'vbX, martepianis: 3MiHu | TUny - 3MiHK WoA0 peuenmom
o060n0oHkoto, no 100 Kanc M6Xx HimeuunHa 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
Mr; no 10 TabneTok y (nepBuHHe Ta (iHwWi 3miHK). BHeCeHHS pefakuiiiHMX NpaBok
6nictepi, no 3 abo no BTOpPUHHE y TEKCT MapKyBaHHS1 NEPBUHHOI Ta
9 6nictepis y nakyBaHHs); Knoke BTOPUHHOI yNakoBKM NikapCbKoro 3acoby.
KapTOHHI Kopo6Lyi dapma-Cepsic
'mM6X, HimeuunHa
(npoaykuis in-bulk);
Mepu, ®apma 'M6X i
Ko. KlaA,
HimeuunHa
(BMPOGHYK
BiAnoBiganbHUIA 3a
BUMyCK cepili); Mepy,
dapma 'm6X i Ko.
KraA, HiveuunHa
(nepBuHHe Ta
BTOPVIHHE
nakyBaHHs);
MpecTix MpomoyLuH
Bepkaydhccoepaep
yHr & Bepbecepsic
'm6X, HimeuunHa
(BTOPUHHE
nakyBaHHs);
X.E.J1.N. TmM6X,
Himeyunna
(BTOpUHHE
nakyBaHHs)
184. | NPErAgonN kancynu no 150 mr, no My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a He UA/16387/01/02
10 kancyn y 6nicTepi, akuioHepHe akuioHepHe mMaTtepianis: 3MiHu | TUNy - 3MiHK WOA0 peuyenmom | nidssizae
no 3 abo 6 6nictepisy | TOBapMCTBO TOBapUCTBO 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
naui "HaykoBo- "HaykoBo- (iHLWi 3MiHK).
BVPOGHWYNIA BMPOGHUYUIA LLEHTP YTOUHeHHs iHchopmaL,ii y po3aini 3.2.P.7.
LEeHTp "BopLyariBcbkuii Cuctema KoHTeliHep/3akynoptoBasibHOI 3aci6
"Bopuiariscb Ximiko- y 3B'A3KYy 3 BUTyYEHHAM iHdhopmaLii sika
KW Ximiko- thapmavueBTUYHWI HaHOCUTbLCSA POCICHKO MOBOK Y
hapmauesT 3asopg" OHOBJ/IEHOMY TEKCTi MapKyBaHHS yNaKkOBKU.
NYHWI 3MiHN BHECEHO B TEKCT MapKyBaHHSA
3asofa” NepBUHHOI Ta BTOPUHHOI YNaKoBKK
nNiKapcbKoro 3acoby, a came BUTyYEHHS
iHchopMmaLii pocificbKoK MOBOK Ta BHECEHHS
KOPEKTOPCbKMX NPaBOK Mo TEKCTy. BBeaeHHSA
3MiH NPOTAroM 6-Tu micsiB nicns
3aTBEPAKEHHS.
185. | NPErAgON kancynu no 300 mr no My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHmx 3a He UA/16387/01/03
10 kancyn y 6nictepi, akujioHepHe akujioHepHe marepianis: 3miHu | Tuny - 3mMiHu WoA0 peyenmom | nidsis2ae
no 3 6nictepy B navw,i TOBapUCTBO TOBapUCTBO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
"HaykoBo- "HaykoBo- (iHWi 3MiHW).
BVPOGHWYNIA BMPOGHNYNIA LLEHTP YTouHeHHs iHdopmauii y po3gini 3.2.P.7.
LeHTp "BopLuariBcbkuii CurcTeMa KoHTelHep/3aKynopioBasibHOI 3aci6
"BopLuariscb XiMiKo- Yy 3B'A3KY 3 BWIYYEHHAM iHhopmaLii sika
KNI XiMiko- hapmavueBTUYHWi HaHOCUTbLCS POCINCHKO MOBOHKO Y
chapmaueBT 3asog" OHOBJIEHOMY TEeKCTi MapKyBaHHS YNaKkOBKW.
NYHWiA 3MiHM BHECEHO B TEKCT MapKyBaHHSA
3asopg" NepPBUHHOIT Ta BTOPUHHOT YNaKkoBKU
nikapcbKoro 3acoby, a came BUNy4YeHHs
iHchopMmaLii pocificbKor MOBOK Ta BHECEHHSI
KOPEKTOPCbKMX NPaBoK Mo TEKCTY. BBeAeHHSA
3MiH NPOTAroM 6-TW MicsLiB nicns
3aTBEPKEHHS.
186. | NPErAQON Kancynm no 75 mr, no My6niyne YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHnX 3a He UA/16387/01/01
10 kancyn y 6nicTepi, akuioHepHe akuioHepHe mMartepianis: 3MiHu | TUNy - 3MiHKX WoA0 peyenmom | niosnsizae
no 3 abo 6 6nicTepisy | TOBapUCTBO TOBapucTBo 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy
nauui "HaykoBo- "HaykoBo- (iHLWi 3MiHK).
BVPOGHWYNIA BMPOGHUYUIA LLEHTP YTOuHeHHs iHdopmauii y po3gini 3.2.P.7.
LEeHTPp "BopLiariBcbKuii CuncTeMa KoHTelHep/3aKynoptoBasibHOI 3aci6
"Bopuiariscb Ximiko- y 3B'A3KYy 3 BUTyYEHHAM iHdopMaLii sika
KNI XiMiko- thapmavueBTUYHWI HaHOCUTbLCA POCICbKO MOBOK Y
chapmaueBT 3asog” OHOB/IEHOMY TEKCTi MapKyBaHHS YNaKoBKU.
VNYHWI 3MiHN BHECEHO B TEKCT MapKyBaHHs
3asofa” NepBUHHOI Ta BTOPUHHOI YNaKoBKu
nikapcbKoro 3acoby, a came BUMyYeHHs
iHchopMmaL,ii pocificbKol MOBOK Ta BHECEHHS
KOPEKTOPCbKMX NPaBOK Mo TEKCTy. BBeaeHHA
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.
187. | NPECTUNON® TabneTku, BKpUTI ne PpaHuis BMPOGHMLITBO, ®paHuia/ BHECEHHS 3MiH [10 peecTpaLiiiHnX 3a - UA/15827/01/02
10 MI/ 10 MIr nNiBKOBOKO NABOPATY aHanis, nepBuHHE Ta Ipnangis mMarepianis: 3MiHu | Tuny - 3MiHK WoA0 peyernmom
060/10HKOH0, M0 10 AP CEPB'E€ BTOpPUHHE 6e3nekn/eddeKTVBHOCTI Ta hapMakoHarisgy.
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Mr/10 mr; no 30 a6o nakyBaHHs, BUMYyCK 3miHa yacToTu Ta/abo TepMiHiB MogaHHSA
100 TabneTok y cepii: Jlabopartopii perynsipHoO OHOB/IHOBaHWX 3BiTiB 3 6Ge3Meku
KOHTelHepi ans Ceps'e IHgacTpi, NiKapCcbKu1x 3aco6iB - 3MiHW y yacToTi
Tabnetok; no 1 ®dpaHuin; nepenHHe noJaHHA PerynspHoO OHOBJ/IIOBAHOIO 3BITY 3
KOHTelHepy ans Ta BTOPVHHE 6e3nekn [iova pegakuis: Yactota nogaHHa
Tabnetok y kopobu,i 3 nakyBaHHs, BUNYCK perynsipHo OHOB/IOBAHOTO 3BiTYy 3 6e3nekun 3
KapTOHY NakyBasIbHOro cepii: Ceps'e poku. KiHueBa farta 15 BKIOYEHHS faHnX
(IpnaHgis) IHpacTpic 0o PO3b — 02.03.2024p. flata nogaHHsA
Ntp, Ipnanais 31.05.2024p. NponoHoBaHa peakuis:
YacToTa nofaHHs perynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6e3nekun 5 pokis. KiHueBa fata ans
BK/TIOYEHHA aaHux ao PO36 - 22.10.2025p.
[Jata nogaHHs — 20.01.2026p.
PekomeHaoBaHO [0 3aTBEPIKEHHS
BiAANOBIAHO A0 NEPIOANYHOCTI NoJaHHS
perynsipHoO OHOB/IOBaHMX 3BITIB 3 6e3Mneku
nikapcbknx 3acobis y €C.
188. | NPECTUNON® | TabneTtku, BKpUTI ne ®paHuis BMPOGHMLTBO, PpaHuis/ BHECEHHS 3MiH [0 peecTpaLjiiHnX 3a - UA/15828/01/01
10 M/ 5 MI’ nniBKOBOIO NABOPATY aHanis, nepBuHHe Ta IpnaHgjs matepianis: 3miHu | TNy - 3miHK Woao peyenmom
060/10HKO0, M0 10 AP CEPB'E BTOpPUHHE 6e3nekun/edekTUBHOCTI Ta hapMakoHarniagy.
mr/5 mr; no 30 a6o 100 nakyBaHHS, BUMYCK 3MiHa yacToTv Ta/abo TepMiHiB NogaHHsA
Tabnetoky cepii: Jlabopartopii perynsipHoO OHOB/IHOBaHMX 3BiTiB 3 6e3Mneku
KOHTeWHepi ans Ceps'e lHpacTpi, NiKapcbknx 3acobiB - 3MiHW Y 4acToTi
Tabnetok; no 1 ®paHLin; nepBuHHE NOAAaHHA PerysisipHO OHOBJIIOBAHOTO 3BITY 3
KOHTelHepy Ans Ta BTOPVHHE 6e3nekn [iova pegakuis: Yactota nogaHHs
Tabnertok y Kopobui 3 nakyBaHHs, BUMYCK perynsapHo OHOB/OBAHOIO 3BITY 3 6e3neku 3
KapTOHY NakyBaUlbHOro cepii: Ceps'e poku. KiHueBa garta 4715 BKIOYEHHS faHux
(Ipnangis) IHgacTpic no PO3b — 02.03.2024p. faTta nogaHHs
Nta, lpnangis 31.05.2024p. MNponoHoBaHa pefakLis:
YacToTa nogaHHsa perysisipHO OHOB/IOBAHOIO
3BiTy 3 6e3neku 5 pokiB. KiHueBa gata ans
BK/IOYeHHA faHux go PO3b - 22.10.2025p.
[Jara nogaHHa — 20.01.2026p.
PekomeHa0BaHO [0 3aTBEPKEHHS
Bi4MNOBIAHO A0 NepioAMYHOCTI NOAAaHHSA
perynsipHoO OHOB/IHOBaHUX 3BiTiB 3 6e3neku
nikapcbknx 3acobiB y €C.
189. | NPECTUNON® TabneTku, BKPUTI ne PpaHuis BMPOBHULTBO, ®paHuia/ BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a - UA/15829/01/01
5 Mr/ 10 Mr nNiBKOBOKO NABOPATY aHaui3, NepBuHHE Ta Ipnangis martepianis: 3MiHu | TMny - 3MiHK WoA0 peyernmom
060n0Hkoto, No 5 AP CEPB'E€ BTOPUHHE 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.

mr/10 mr; no 30 a6o
100 TabneTok y
KOHTeWHepi ans
Tabnetok; no 1
KOHTelWiHepy Ans
Tabnetok y kopobui 3
KapTOHY NakyBaslbHOro

nakyBaHHS, BUNYCK
cepii: Jlabopartopii
Ceps'e lHpacTpi,
®paHuis; nepBrMHHe
Ta BTOpPVHHE
nakyBaHHS, BUNYCK
cepii: Ceps'e
(Ipnangis) IHgacTpic

3MiHa YacToTn Ta/abo TepMiHiB NoAaHHSA
perynsipHoO OHOB/IHOBaHUX 3BiTiB 3 6e3neku
NiKapCcbKNx 3aco6iB - 3MiHM y YacToTi
nofaHHA perynsapHO OHOB/IOBAHOIO 3BITY 3
6e3nekn [itova pegakuis: Yactota nogaHHs
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3nekn 3
poku. KiHueBa fata Ans BKIYEHHS AaHNX
no PO3b — 02.03.2024p. flata nofgaHHsA
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Ntp, IpnaHais 31.05.2024p. NponoHoBaHa peakLis:
YacToTa nogaHHa perynspHO OHOB/IHOBAHOTO
3BiTYy 3 6e3neku 5 pokis. KiHueBa gata ans
BK/TIOYEHHA aaHux go PO3b - 22.10.2025p.
[ara nogaHHa — 20.01.2026p.
PekomeH0BaHO [10 3aTBEPAKEHHSA
BiANOBIAHO A0 NEepioANYHOCTI NoJaHHS
perynsipHo OHOB/IIOBaHWX 3BiTiB 3 6e3neku
nikapcbKmx 3acobis y EC.
190. | NPECTUNON® | TabneTtku, BKpUTI ne ®paHuisa BMPOGHMLTBO, dpaHuis/ BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a - UA/15827/01/01
5 Mr/5Mr nniBKOBOIO NABOPATY aHanis, nepBuHHe Ta IpnaHgis martepianis: 3MiHu | TUny - 3MiHK WoA0 peuenmom
06010HKOt0, N0 5 Mr/5 AP CEPB'E BTOPUHHE 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
mr; no 10, 30 a6o 100 nakyBaHHs, BUMYyCK 3miHa yacToTu Ta/abo TepMiHiB MogaHHSA
Tabnetok y cepii: labopartopii perynspHo OHOB/IHOBAHUX 3BITiB 3 6e3neku
KOHTeWHepi gns Ceps'e IHgacTpi, NiKapCbKNX 3aco6iB - 3MiHW y YyacToTi
Tabnetok; no 1 ®dpaHuis; nepenHHe nofaHHA perynspHO OHOB/IIOBAHOIO 3BITY 3
KOHTelHepy ans Ta BTOPVHHE 6e3nekn [iova pegakuis: Yactota nogaHHa
Tabnetok y kopobu,i 3 nakyBaHHs, BUNYyCK perynsipHo OHOB/IOBAHOTO 3BiTYy 3 6e3nekn 3
KapTOHY nakyBa/IbHOro cepii: Ceps'e poku. KiHueBa fata 15 BKIOYEHHS AaHuX
(IpnaHgis) IHpacTpic 0o PO3b — 02.03.2024p. faTta nogaHHs
Ntp, Ipnanais 31.05.2024p. NponoHoBaHa peakuis:
YacToTa nofaHHs perynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6e3nekun 5 pokis. KiHueBa fata ans
BK/TIOYEHHA aaHux go PO36 - 22.10.2025p.
[Jata nogaHHs — 20.01.2026p.
PekomeHa0BaHO f10 3aTBEPKEHHS
BiANOBIAHO A0 NEPIOANYHOCTI NOJaHHS
perynsipHoO OHOB/IOBaHWX 3BiTiB 3 6e3Mneku
nikapcbknx 3acobis y €C.
191. | NPUCMACO/T 2 | po3uuH ans Bakctep HigepnaH BIE®GOE MEAITAN ITANIA BHECEHHS 3MiH [0 peecTpaLiiHnX 3a - UA/13428/01/01
remoqinbTpavii Ta XongiHr on C.MA. mMartepianis: 3MiHu | TUNy - 3MiHKX WoA0 peyenmom
remogianisy; no 5000 Bi.Bi. 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy

My
[BOKOMMNOHEHTHOMY
MiLLKy 3
nonisiHinxnopugy
(mane BiggineHHs 250
M/ i BENMKE
BigAineHHsa 4750 mn,
AKi po3Ainse KPUXKUiA
Hinenb i B
JOEPIBCLKOMY
3'eiHyBavi NPUCYTHIl
KnanaH abo KpUXkuii
Hinesnb), Wo
ynakoBaHuii B Npo3opy
6araToLuapoBy NNiBkKy;
no 2 Milkn y

(iHLWi 3MiHKW) - 3MiHV BHECEHO A0 TeKCTy
MapKyBaHHs NepPBUHHOI YNaKoBKu
nikapcbkoro 3acoby B n. 12. <HOMEP
PEECTPALIAHOIO MOCBIAYEHHS», n.
17. «IHWWE» Ta A0 TEKCTY MapKyBaHHA
BTOPWHHOI ynakoBku B Nn. 8. «AATA
3AKIHUEHHA TEPMIHY NPUOATHOCTI»,
n. 12. <cHOMEP PEECTPALIIHOIO
MOCBIAYEHHSA», n. 13. «<HOMEP CEPI|
NIKAPCbKOIO 3ACOBY», n. 17. «IHLE».
TepMiH BBEEHHS 3MiH NPOTAroM 6 micALiB
nicns sarsepkeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

KapTOHHI kopobuj; no
5000 mny

[ BOKOMMOHEHTHOMY
MiLLKy 3 nonionediHy
(mane BigaineHHs 250
M i BENMKE
BigAaineHHsa 4750 mn,
AKi po3ginse
i3onsuiiiHa neyatka i B
JIIOEPIBCLKOMY
3'efiHyBaYi NPUCYTHIl
KnanaH), Wo
yrnakoBaHuii B Npo3opy
6araToLuapoBy MniBkKy;
no 2 Milkn y
KapPTOHHI Kopobui

192.

NMPUCMACO/ 4

PO34MH ans
remocpinbTpauii Ta
remogianisy; no 5000
My

[ BOKOMMOHEHTHOMY
MiLLKy 3
nonisiHinxnopuay
(mane BigaineHHs 250
M i Benvke
BigAaineHHa 4750 mn,
AKi PO3AiNsAE KPUXKUI
Hinesnb i B
NIOEPIBCLKOMY
3'efjHyBavi NPUCYTHIN
KnanaH abo Kpuxkuii
Hinesnb), Wo
yrnakoBaHwuii B Npo3opy
6araToLuapoBy MIIiBKy;
no 2 Milkun y
KapTOHHiI kopobuj; No
5000 mny
[BOKOMMOHEHTHOMY
MiLLKy 3 nonionediny
(mane BigaineHHs 250
M/ i BENMKE
BigAineHHsa 4750 mn,
AKi po3ginse
i3onAuiiHa nevatka i B
JOEPIBCLKOMY
3'eiHyBaYi NPUCYTHIlA
KnanaH), Wo
yrnakoBaHuii B Npo3opy

Bakctep
XongiHr
Bi.Bi.

HigepnaH
an

BIE®®E MELITAN
C.INA.

ITANIA

BHECEHHS 3MiH [10 peecTpaLiiiHux
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHM) - 3MiHX BHECEHO [10 TEKCTY
MapKyBaHHs NEPBUHHOT YNaKOBKM
nikapcbkoro 3acoby B n. 12. kHOMEP
PEECTPALINHOIO MOCBIAYEHHSA», n.
17. «IHWE>» Ta [0 TEKCTY MapKyBaHHsA
BTOPVHHOI yNakoBku B N. 8. «AATA
3AKIHUEHHA TEPMIHY MPUAATHOCTI»,
n. 12. <HOMEP PEECTPALIIHOIO
MNOCBIAYEHHS», n. 13. <HOMEP CEPII
NNIKAPCBKOIO 3ACOBY», n. 17. «IHLUE».
TepMmiH BBEL,EHHS 3MiH NPOTArom 6 micsuis
nicnsa 3aTBepKeHHs

3a
peyenmom

UA/13428/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6araToLuapoBy MIIiBKyY;
no 2 Milwkun y
KapTOHHI Kopobui
193. | NPOMO®ON emynbCis Ans iHdysil, JoHr Kyk Kopes JoHr Kyk Kopes BHECEHHS 3MiH IO peecTpavLiiiHnX 3a He UA/7499/01/01
DAPMIOHIOH 10 mr/mn; no 20 mn B PapmacbloTi dapmacbtoTikan Ko., martepianis: 3MiHu | TUNy - 3MiHK WoA0 peuyenmom | nidsisizae
amnyni; no 5 amnyny Kan Ko., Nra. 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
KaceTi B KapTOHHIi nra. 3MiHU Y KOPOTKIill XapakTepucTumui
KopooLi niKkapcbKoro 3acoby, TeKCTI MapKyBaHHSA Ta
IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
reHepnyYHuX/ribpuaHnx/6ionogibHmNx
nNiKapcbKnx 3acobiB Nicns BHECEHHA TiEl
camoi 3MiHN Ha pedepeHTHWIA npenapat
(3MiHa He NOTpebye HafaHHSA XOAHUX HOBUX
[00aTKOBUX AaHnX). 3MiHN BHECEHO A0
IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ginu
"papmakosorivyHi BnactusocTi”, "B3aemopin
3 iHWMMWK NiKapCbKMMy 3acobamm Ta iHLLi
BMAW B3aEMOZIN" 3rigHO 3 iHdhopmalLlieto
00 MEANYHOTO 3aCTOCYBaHHS
pedepeHTHOro /likapcbKoro 3acoby
(AvnpuBaH, emynbcia ans iHdysiin, 10
Mr/mn).
194. | PAMINPUN- Tabnetkv no 5 mr; no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a - UA/19736/01/01
AAPHULUA 10 TabneTok y "PapmaueBT "papmMaueBTNYHa mMaTtepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI. peyenmom
6nictepi; no 3 nyHa dpipma ipma "OapHuus" [oTOBWIA Nikapcbkunii 3aci6. 3MiHK Yy
6nicTepy B nayui "AapHuus” BMPOOHULTBI. 3MiHa po3mipy cepii

(BK/IKOYAtOUM fiana3oH po3Mipy cepir)
roTOBOrO NikapCbKoro 3acoby (3MeHLLEeHHs
00 10 pasiB) 3miHa po3mipy cepii roToBoro

nikapcbkoro 3acoby, a came BBeAEHHS
nofaTtkoBoro posmipy cepii '3 90,00 kr. Ak
HaCcNifOK BHECEHHI HE3HAYHI YTOUYHEHHS A0
po3giny «Cknag Ha cepito».
3arsepmxeHo: 120,00 kr, 240,00 kr.
3anponoHosaHo: 90,00 kr, 120,00 kr, 240,00
Kr. 3MiHun | TMny - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHM y NpoLieci BUPOGHMLTBA rOTOBOIO
NiKapCbKoro 3acoby, BK/IKOHa0UM NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETLCA Mpu
BMPOGHMLITBI FOTOBOrO NiKApCbKOro 3acoby
(iHWi 3MiHW) 3MiHK 0 Npouecy BUpOOHMLTBA
p.3.2.P.3.4 KOHTPO/b KPUTUYHUX CTagili Ta
NPOMDKHOI NpoAyKLuii (napameTpu
TEXHOJOrYHOro NpoLecy BCTAHOB/IEHO 3
ypaxyBaHHAM [04aTKoBOro 06’emMy
NPOMMCNOBOI cepii y po3mipi 90 kr),
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

YTOYHEHHS Ta pefakuiiiHi npasku. faHi
3MiHW HE BNMBAIOTb HA TEXHOIOTI0
BMPOGHMLITBA Ta SKICTb JTiKapCbKOro 3acoby.

195.

PAMINPUN-
LAPHULA

Tabnetku no 10 mr, no
10 TabneTok y
6nictepi, no 3
6nicTepy B nav,i

MpAT
"®apmaueBT
nyHa chipma

"fapHuus”

YkpaiHa

MpAT
"®apmaueBTMyHa
thipma "apHuus"

Ykpaina

BHECEHHS 3MiH IO peecTpavLiiiHnX
mMaTtepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWI NikapcbkKit 3aci6. 3MiHN Yy
BMPO6HULTBI. 3MiHa po3mipy cepii
(BK/KOYatOUM gianasoH po3Mipy cepir)
rOTOBOrO /iKapCbKOro 3acoby (3MEHLLEHHS
[0 10 pasiB) 3miHa po3mipy cepii roToBoro
nikapcbkoro 3acoby, a came BBeAEHHS
AofaTtkoBoro posmipy cepii '3 90,00 kr. Ak
HaCMiOK BHECEHHI He3Ha4Hi YTOYHEHHS A0
po3giny «Cknap Ha cepito».
3arsepgkeHo: 120,00 kr, 240,00 kr.
3anponoHosaHo: 90,00 kr, 120,00 kr, 240,00
Kr. 3MiHun | TMny - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI.
3MiHM y NpoLieci BUPOGHMLTBA rOTOBOrO
nikapcbKoro 3aco6y, BKIOUaKUY NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA MpU
BMPOGHMLITBI FOTOBOTO /liKApCbKOro 3acoby
(iHWi 3miHW) 3MiHK 0O Npouecy BUPOBHULTBA
p.3.2.P.3.4 KOHTPO/b KPUTUYHUX CTagili Ta
NPOMKHOI NpoAyKLuii (napameTpu
TEXHOMOrIYHOro NPOoLLEeCy BCTAHOB/EHO 3
ypaxyBaHHAM [04aTKoBOro 06’emy
NpPOMMCOBOI cepii y po3Mipi 90 kr),
YTOYHEHHS Ta pefakLiiiHi npasku. faHi
3MiHU He BNINBaOTb HA TEXHO/IOTiI0
BMPOGHMLTBA Ta SKICTb JTiKAPCbKOro 3acofy.

3a
peyenmom

UA/19736/01/02

196.

PAHO3NH®

Tabnetkun
NPOJIOHrOBaHoI Aii No
375 wr; no 10
Tabnetok y 6nictepi,
no 6 6nictepis y nauui

AT
"®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHnx
marepianis: 3mMiHu | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KoHTponb
roTOBOrO NikapCbKoro 3acoby. 3miHa
napameTpis cneuudikauiii Ta/abo
[OMYyCTUMNX MEX roTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHK) - 3MiHa B cneuudikauii
['N13 3a noka3HuKoM «CepefHA maca» N
KOPEKTHOCTi 3a3Ha4YeHHs OAVHULIb
BUMIPIOBAHHSA 3 «MI» Ha «I».
3arBepKeHo:

CepegHs
maca Big 0,489 mr go 0,541 mr (0,515r+5
%) AdY*, €d*, 2.9.5
3anponoHoBaHo:

CepepgHsa
maca Big 0,489 1 10 0,541 (0,515 1 + 5 %)

3a
peuyenmom

UA/20181/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
APYy*, €d*, 2.9.5
197. | PEBIBAN® Kancynu Mepokemi Kinp BMPOBGHULITBO Kinp BHECEHHS 3MiH [10 peecTpaLiiiHx 3a He UA/17932/01/01
racTpope3nCTEHTHI Iy roToBOro mMaTtepianis: 3MiHu | TURy - 3MiHN WoA0 peyernmom nionsieae
TBepai no 30 mr; no 10 nikapcbkoro 3acooy, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
Kancyn y 6nictepi; no KOHTPO/Ib SIKOCTI, 3MiHU Y KOPOTKil XapakTepucTumui
3, 6 abo 9 6nicTepiB y BMNYyCK cepil: niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
KOpoo6Li Megokemi T IHCTPYKL|i 415 MeANYHOro 3acTOCyBaHHS
(UeHTpanbHuii reHepUYHMX/ribpuaHNX/6ionodibHMX
3aBog), Kinp NiKapcbKnx 3acobiB Nic/is BHECEHHSA Tiel
BMPOGHMLITBO camoi 3MiHU Ha pedhepeHTHWIA Npenapar
roToBOro (3miHa He noTpebye HafaHHA XOAHUX HOBUX
nikapcbkoro 3acoby, [04aTKOBMX AaHnX). 3MiHVM BHECEHO A0
nepBuHHe Ta IHCTPYKLT 4118 MeAMYHOro 3aCTOCYBaHHS
BTOpPUHHE nikapcbKoro 3acoby y po3ainm
nakyBaHHs: "®apmakonoriyHi BnactmsocTi”, "lMokasaHHsA"
Mepokemi T4 (yTouHeHHs1), "MNpoTrnokasaHH:A",
(3aBog AZ), Kinp "B3aemopis 3 iHLWMMU NiKapCbKuMu
3acobamu Ta iHWi BUamn B3aemogiii",
"Oco6nMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rofyBaHHs rpyaar”, "3aatHicte Bnaveatu
Ha LWIBUAKICTb peakLii npu kepyBaHHi
aBTOTPaHCNOPTOM a60 iHWKMMK
MexaHismamm”, "Cnoci6 3acTocyBaHHs Ta
no3n", "Mob6iuHi peakwyii” 3rigHo 3
iHhopmaLieto Woa0 MeguyHoro
3acTocyBaHHsA pethepeHTHOro NikapCbkoro
3acoby (CYMBALTA® 60 mg gastro-
resistant hard capsule).
BBefeHHs 3MiH NpoTarom 3-x MicAuiB nicns
3aTBEPMKEHHSA. MiHW | TUMY - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnagy
(iHLWi 3MiHW). 3MiHVM BHECEHO A0 iHCTPYKLi
O719 MEeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3aco0by y po3ain «MobivHi peakwii» Woao
BaXK/IMBOCTI 3BITYBaHHSA NPO NOGIYHI peaku;i.
BBeaeHHs 3MiH npoTarom 3-x MicAuiB nicns
3aTBEPAXKEHHS
198. | PEBIBAN® Kancynm Megokemi Kinp BMPOBHMLITBO Kinp BHECEHHS 3MiH [0 peecTpavLiiHnX 3a He UA/17932/01/02
racTpope3nCTeHTHI nTa roToBOro mMartepianis: 3MiHu | TUNy - 3MiHKX WoA0 peyenmom | niosnsizae

TBepAi no 60 wmr; no 10
Kancyn y 6nictepi; no

nikapcbkoro 3acoby,
KOHTPO/Ib SIKOCTI,

6e3nekn/edekTUBHOCTI Ta hapMakoHarnagy.
3MiHN Y KOPOTKiil XapakTepucTuui

3, 6 abo 9 bnicTepiB y BUNYCK cepil: nikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
KopooLi Megokemi NTA IHCTPYKLIT 418 MeAUYHOro 3aCTOCYBaHHSA
(LeHTpanbHuii reHepuyYHuX/ribpuaHux/6ionogibHmNx
3aBog), Kinp nNiKapCbKNX 3ac06iB NicNsi BHECEHHS Tiel
BUPOGHMLTBO camoi 3MiHV Ha pedepeHTHWIT npenapat
roToBOro (3MiHa He NOoTpebye HafaHHA XOAHUX HOBUX
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nikapcbKoro 3acooy,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
Megokemi NTA
(3aBog AZ), Kinp

[00aTKOBUX faHnX). SMiHN BHECEHO A0
IHCTPYKLT ANA MeAMYHOro 3aCTOCyBaHHS
niKapcbKoro 3acoby y po3ainm
"®apmakonorivHi BnactmsocTi”, "lMokazaHHSA"
(yTouHeHHs), "TpoTnnokasaHHsa",
"B3aemogis 3 iHWMMU NliKapCbKUMu
3acob6amu Ta iHLWi BuAn B3aeEMogii”,
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiof BaritTHocTi abo
roflyBaHHs rpyaar”, "3aartHicte BnvBaTtu
Ha LWBWAKICTb peakuil npu kepyBaHHi
aBTOTPaHCNOPTOM a60 iHWMMK
MexaHizmamu", "Cnocib 3acTocyBaHHA Ta
no3n", "To6iuHi peakwii” 3rigHo 3
iHchopmavieto LWoA0 MeguyHOro
3acTocyBaHHA pethepeHTHOro NikapCbKoro
3acoby (CYMBALTA® 60 mg gastro-
resistant hard capsule).
BBefeHHs 3MiH NnpoTarom 3-x MicAuiB nicns
3aTBEPMKEHHSA. MiHW | TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHV BHECEHO A0 IHCTPYKLi
ON9 MeAUYHOro 3acTOCYBaHHS NikapCbKoro
3acoby y po3ain «MobiyHi peakuii» woao
BaXX/IMBOCTI 3BiTyBaHHS NpPO MOGiYHI peaku;i.
BBefeHHA 3MiH NpoTArom 3-X MicsuiB nicns
3aTBEPKEHHS

199.

POAKKYTAH®

Kancynv no 10 wmr, no
10 kancyn y 6nictepi,
no 3 6nictepu B
KOpoo6Li

TOB «Pouu
YKpaiHa»

YkpaiHa

Brpo6HMUTBO
Hepo3dhacoBaHOl
NpoAyKLuii, NnepBuHHe
Ta BTOPVHHE
nakyBaHHs1,
BMNpobyBaHHA
KOHTPO/O AKOCTI:
KeTeneHt xepMaHi
E6epbax Mm6X,
Himeyunna
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/O SIKOCTI,
BWMYCK Cepil:
®.XohhmaHH-/1a
Pow ltg,
LBeiiuapis
BunpobysaHHs
KOHTPOJHO SKOCTI:

HimeuunHa/
LseiiLapis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
martepianis: 3MiHu | TUNy - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKill XxapakTepucTumui
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHSA Ta
IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHS Ha
nigcTaBi perynspHO OHOB/HOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpauiiiHni
nepiog, abo sk pesynbTar OLiHKM 3BTy 3
OOCnifpKeHb, NPOBEeAEHNX BiAMOBIAHO A0
nnaHy negiatpuuHux gocnimpkeHs (PIP)
(3MiHY Y3rof>XeHO 3 KOMMETEHTHUM
YNOBHOB&XEHWM OpraHoM) 3MiHV BHECEHO
[0 IHCTPYKUiT 419 MEANYHOrO 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainis
"MokasaHHa" (YTOUYHEHHS iHdhopmaLii),
"Ocob6nuBocTi 3acTocyBaHHs", "MiTn"
(yTouHeHHs iHdhopMaLiT) "MobiuHi peakuii”
wofo 6e3neku 3acToCcyBaHHs NikapCbKoro

3a
peyenmom

He
nionsiecae

UA/2865/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
®.XodhcpmaHH-/15 3aco6y. TepmiH BBeZlEHHS 3MiH - NPOTArom 6
Pow Ntg, MiCALB NiCNa 3aTBEPAXKEHHS.
LBeliuapis
lenita AT,
HimeuunHa
Bunyck cepii:
®.XohcpmaHH-/15
Pow 114,
LBeliuapis
200. | POAKKYTAH® kancynu no 20 Mr; no TOB «Pouu Ykpaina Bupo6bHuuTBO HimeyuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHux 3a He UA/2865/01/01
10 kancyn y 6nictepi, YKpaiHa» Hepo3chacoBaHol Lseiuapis marepianis: 3miHu | Tuny - 3miHK Woao peyenmom | nidsis2ae
no 3 6nictepu B NpoAyKLii, NnepBuHHe 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
KopooLi Ta BTOPVHHE 3MiHa y KOpOTKili xapakTepucTumui
nakyBaHHs, niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
BUNPOBYBaHHSA IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHA Ha
KOHTPOJO SIKOCTI: nigcTasi peryssipHoO OHOBJ/IOBAHOTO 3BITY 3
KeTeneHT [hxepmaHi 6e3nekn nikapcbkoro 3acoby, abo
E6epbax Mm6X, [ocnimpKeHb 3 6e3Mekn 3acToCcyBaHHS
HimeuyunHa nikapcbKoro 3acoby B nicnspeecTpauiiiHuii
MepBuHHE Ta nepiog, abo sk pe3ynbTaT OLiHKM 3BTy 3
BTOPUHHE OOCifpKeHb, NPOBeAEHNX BiAMoBIigHO A0
nakyBaHHs, nnaxy negiatpuyHux gocnimkeHb (PIP)
BMNpobyBaHHA (3MiHY Y3rogKeHo 3 KOMNETEHTHUM
KOHTPO/O AKOCTI, YNOBHOB&XXEHNM OpraHoM) 3MiHN BHECEHO
BUNYCK cepil: [0 IHCTPYKLUIT 4719 MeAWNYHOro 3aCTOCYBaHHSA
®.XodhcbmaHH-/15 niKapcbKoro 3acoby fo posgainis
Pow /17a, "MokaszaHHs" (yTOUYHEHHS iHdhopmaLii),
LseiiLapis "Oco6numBocTi 3acTocyBaHHA", "OiTn"
BunpobyBsaHHs (yTouHeHHs iHchbopmawii) "MobiuHi peakwi"
KOHTPO/O AKOCTI: oo 6e3nekn 3acTocyBaHHS NikapCbKoro
®.XodhhmaHH-/1a 3aco6y. TepMiH BBEEHHS 3MiH - MPOTAroM 6
Pow ltg, MicSILLiB NiCNS 3aTBEPAXKEHHS.
LBeiiuapis
lenita AT,
HimeuunHa
Bunyck cepii:
®.XohhmaHH-/1a
Pow ltg,
LBeiiuapis
201. | POKCULE®D NOPOLLIOK ANS1 PO3UKHY | AHTUGIOTUKM PymyHis AHTUBIOTUKN CA, PymyHis/ BHECEHHS 3MiH [0 peecTpavLiiHnX 3a He UA/18774/01/01
ONs iH'ekuii abo CA PymyHis ( BTOpUHHE Kutaii marepianis: 3MiHu | TUNy - 3MiHK WoA0 peyenmom | niosnsizae

iHdpysiin 1,5 1; no 1 a6o
10 chnakoHiB y
KapTOHHIN nayui

nakyBaHHs1,

TeCcTyBaHHS, BUMYCK
cepii); CiHodhapm

XKutoH (LeHbwkeH)
PapmacbloTUKan

6e3nekn/edekTUBHOCTI Ta hapMakoHarniagy.
3MiHa y KOpOTKiil XxapakTepucTumui
NiKapCbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi pery/aspHo OHOB/HOBAHOIO 3BITY 3
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Ko., NITa., Kntaii 6e3nekn nikapcbkoro 3acoby, abo
(BUPOBHMLTBO, nocnimpkeHb 3 6e3neku 3acTocyBaHHSA
nepBuHHe Ta nikapcbKoro 3acoby B nicnsapeecTpauiiHnii
BTOPUHHE nepiog, abo sk pe3ynbTar OLiHKM 3BiTY 3
nakyBaHHs) pocnimpkeHb, NpoBefeHnX BignosigHo A0
nnaHy negiatpuyuHux gocnimpkeHs (PIP)
(3MiHY Y3rof>X€HO 3 KOMMETEHTHUM
YNOBHOB&XXEHVNM OPraHom).
3MiHN BHECEHO [0 IHCTPYKLUi 415 MeAUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby y po3ainu
"Oco6nuBoCTi 3acTocyBaHHA", "IM0GIYHI
peakuii” BignoBigHO A0 OHOB/EHOT
iHchopmawii 3 6e3neku fjtoyoi peyoBUHU.
TepMiH BBEEHHS 3MiH NPOTAroM 6 MicALiB
nicns 3aTBepAKeHHs.
202. | CANMIUMNOBA Masb 2% no25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 6e3 - UA/6683/01/01
MA3b KOHTelHepax; no 20 r dapmavuesT dapmaLeBThyHa mMaTtepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI. peyenma
a6o 25 r y Ty6ax; no nyHa habpuka "Biona" [oToBMiA nikapcbkuit 3aci6. KOHTpob
20rabono 25ry habpvka roTOBOrO JlikapCcbKoro 3acoby. 3miHa
Ty6i; no 1 Ty6i B nayui; "Biona" napameTpiB cneuudikauii Ta/abo
no20rabono25ry L0NYCTUMMX MEX rOTOBOTO JTiKapCbKOro
Ty6ax namiHaTHuX; no 3aco06y (iHWi 3MiHN) BBEAEHHS
20 ra6o no 25 ry Ty6i nepiognyHocCTi KoHTposnto M3 3a
namiHarHii; no 1 Ty6i nokasHukom "MikpobionioriyHa uncrorta":
B naui «nepLa Ta KoXHa m'ata HacTynHa cepis, ane
He pigwwe Hix 1 cepis B pik» B Cneuudikaw,i
rNn3.

203. | CAHOOCTATHU NOPOLLOK A/1A Hosapric LLiBefiuapi BTopuHHe LLiBeiiuapis/ BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a - UA/1537/02/01
H® NAP cycneHsii ans iH'ekuji dapmva Al a nakyBaHHs, BUMYCK HigepnaHnaun MaTepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI. peuenmom
no 10 wr; 1 chniakoH 3 cepii roToBOro / [oToBMIA Nikapcbkuit 3aci6. KOHTpPob

NOPOLLKOM Y BUMNASI NPOAYKTY: AscTpis/ OONOMDKHUX peyoBUH. 3MiHa napameTpis
Mikpocdoep y HosapTic ®apma IcnaHis cneyudikayin Ta/abo gonycTUMUX MeX aasi

KOMM/IEKTI 3 LLTeiH AT, [LOMOMDKHOT peYOBUHY (BUTYYEHHS 3i
PO3UYMHHUKOM (HaTpito LLiBeiiuapis; crneundikavii He3Ha4YHOro rnokasHuKa
Kapmenosy/Harpito Bupo6bHuuTBO, (Hanpuknag, 3acTapifioro NokasHuka))
KapbokcumeTuaLenton KOHTPOb AKOCTI, — 3 cneyudikauii Ha JOMOMKHY PeqyoBUHY
03y, MaHiT (E 421), nepBuHHe MaHiT CTepuni3oBaHuii, BUAAIEHO MOKa3HMK
BOAY AN5 iH EKUN, nakyBaHHs «Optical rotation», ockifibkn foNoMikHa
nosnokcamep 188) no 2 PO3UMHHMKA Ta peyoBuHa byae KOHTpoBaTUCS 3riAHO
My nonepeaHLo anbTepHaTUBHWI Ph.Eur / NF / JP, ne BuaaneHuin nokasHuk
3arnoBHEHOMY LUNpuLi BMPOBHUK AnA BiICYTHIA. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
Ta OfIHOO FOMIKOK Ta BTOPWHHOIO [oTOBWIA Nnikapcbkmii 3aci6. KoHTposb
OfIH/M aganTepom B nakyBaHHS roToBOro [OMOMDKHUX PeyoBVH. 3mMiHa napameTpis
KapTOHHI Kopo6Lyi NPOAYKTY: cneyudikayin Ta/abo AonycTUMUX MeX asi
AG6OTT [LOMOMDKHOT peYOBUHY (BUTYYEHHS 3i
Bionogxukanc b6.B., crneundikavii He3Ha4YHOro rnokasHuKa
Higepnaxgu; (Hanpuknag, 3actapiforo nokasHuka)) — 3
Brpo6HMLUTBO cneuudikaLii Ha JONOMKHY PEeHYOBUHY MaHIT
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Hepo3dacoBaHOro CTepui30BaHWi, BUAaIEHO NOKa3HMK
NPOAYKTY, KOHTPO/Ib «Melting point», OCKi/Ibkn AONOMKHA
peuyoBuHa Byae KOHTPONOBATUCS 3riAHO

AKOCTI, NepBUHHE
nakyBaHHA MOPOLLKY:
CaHpo3 M'mM6X,
ABCTpIS;
KOHTPO/Ib SIKOCTI
NopoLLKY 3a BCiMa
napameTpamu 3a
BUK/TIOYEHHAM
MOJIEKYNIAPHOT Macu
nonimepy:
CaHpos 'M6X,
ABCTpISt;
BUNYCK Cepil:
HoBaprtic
PapmacboTuka,
C.A., IcnaHis

Ph.Eur / NF / JP, ge BuganeHuii nokasHuk
BiICYTHIiA. 3MiHM | TUMy - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbknii 3aci6. KoHTponb
[OMNOMDKHMX peyoBMH. 3MiHa napameTpis
cneuudikayiii Ta/abo oonycTUMUX Mex ans
[OMOMDKHOT peYOBUHY (BUTYYEHHS 3i
cneuudikaLii He3Ha4YHOro NokasHvka
(Hanpukniag, 3actapiforo nokasHuka)) — 3
cneuudikaLii Ha AONOMDKHY PEYOBUHY MaHIT
CTepui30BaHWi, BUAaIEHO NOKa3HMK
«Acidity», OCKifibk LONOMDKHA peyoBuHa
6yae KoHTpontosatucs srigHo Ph.Eur / NF /
JP, oe BuaasieHnin NoKa3HUK BiACYTHIN.
3MiHu | TUNYy - 3MiHK 3 SiKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHUX
peyoBuH. 3MiHa NapameTpiB cneuwudikauii
Ta/abo fonycTUMUX MeX AN LONOMIXKHOT
peyoBuHY (BUNYyYEHHS 3i cneuudikawii
He3Ha4yHOro MokasHuka (Hanpukiag,
3acTapifioro nokasHuka)) — 3 cnewumdikadii
Ha JONOMiXHY PEYOBVHY MaHIT
CTepui30BaHWi, BUAaIEHO NOKa3HMK
«Chlorides», oCkisibkn 4OMNOMKHa peyoBuHa
6yae KoHTpontosatucs srigHo Ph.Eur / NF /
JP, oe BuaasieHnii NoKa3HUK BiACYTHIN.
3MiHu | TUNYy - 3MiHK 3 SiKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXKHUX
peyoBuH. 3MiHa NapameTpiB cneuwudikauii
Ta/abo fonycTUMUX MeX AN LONOMIXKHOT
peyoBuHY (BUNYyYEHHS 3i cneuudikawii
He3Ha4yHOro nokasHuka (Hanpukiag,
3acTapifioro nokasHuka)) — 3 cnewmdikadii
Ha [ONOMiXHY PEYOBVHY MaHIT
CTepui30BaHWi, BUAaIEHO NOKa3HMK
«Sulphates», ockiflbkv [OMOMDKHA pevoBUHA
6yae KoHTpontosatucs srigHo Ph.Eur / NF /
JP, oe BuaasieHnii NoKasHUK BiACYTHIN.
3MiHu | TUNYy - 3MiHK 3 SiKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXKHUX
peyoBuMH. 3MiHa NapameTpiB cneuwudikauii
Ta/abo fonycTUMUX MeX AN LONOMIXKHOT
peyoBuHY (BUNYyYEHHS 3i cneuudikawii
He3Ha4yHOro nokasHuka (Hanpukiag,

3acTapifioro nokasHuka)) — 3 cnewumdikadii
Ha [ONOMiXHY PEYOBVHY MaHIT
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

CTepui30BaHWi, BUAaIEHO NOKa3HMK
«Arsenic», OCKi/IbKM AOMNOMKHa peyoBuHa
6yae KoHTpontosatucs srigHo Ph.Eur / NF /

JP, oe BnaasieHnii NoKa3HUK BiACYTHIN.
3MiHu | TNy - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii.
3MiHW, NoB'A3aHi 3 HEO6XiAHICTIO
npuBeaeHHs Yy BiANOBIAHICTb 40 MOHOrpadii
[®Y abo €sponelicbkoi hapmakonei, abo
iHLLOT HauioHanbHOT thapMakonei fepxasu
€C (iHWi 3MiHW) — NpMBEAEHHSA
BMNpo6yBaHHSA «ldentification» meTogom IR-
spectrum y BiANOBIAHICTb 10 BUMOT
MoHorpadiii «Mannitol» Ph.Eur/NF/JP y
MeTOoAax KOHTPOJI0 Ha JOMNOMDKHY peYOBUHY
MaHiT cTepunizoBaHunii BUpOGHUKOM /13.
3MiHu | TUnYy - 3miHk 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeAeHHs Yy BiANOBIAHICTb A0 MOHOrpadii
L®Y a6o Esponelicbkoi hapmakonei, abo
iHLLIOT HaLioHau1bHOT thapmakonel Aepxasu
€C (iHWi 3MiHW) — NpMBeAEHHS
BMNpo6yBaHHSA «Loss on drying» y

BiZJNOBIAHICTb O BUMOT MOHOrpadili

«Mannitol» Ph.Eur/NF/JP y meTogax
KOHTPO/IO Ha JOMOMiXHY PEHOBUHY MaHIT
cTepunizoBaHuii BUPo6HMKOM N3, 3MiHK |

Tuny - 3MiHK 3 skocTi. CepTudikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
3MiHW, NOB'sA3aHi 3 HEOOXIAHICTIO
npuBeAeHHs y BiANOBIAHICTb 40 MOHOrpadii
L®Y abo Esponelicbkoi hapmakonei, abo
iHLIOT HaLioHasTbHOT thapmakonei Aepxasu
€C (iHwWi 3MiHW)

— npuBefeHHs BunpobyBaHHsa «Bacterial
endotoxins» y BiANOBIAHICTb 40 BUMOT
MoHorpadiii «Mannitol» Ph.Eur/NF/JP y
MeToAax KOHTPOJIO Ha JOMOMIXKHY PEYOBUHY
MaHiT cTepunizoBaHunii BUpo6GHMKOM /13,
3MiHu | TNy - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii.
3MiHW, NoB'A3aHi 3 HEO6XIiAHICTIO
npuBeAeHHs Yy BIANOBIAHICTb 40 MoHOrpadii




146

Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

[®Y abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHanbHOT thapMakonei fepxasu
€C (iHWi 3MiHW) — NpMBEAEHHSA
BMNpo6yBaHHSA «Sterility» y BignoBigHICTb A0
BMMOT MOHoOrpadili «Mannitol»
Ph.Eur/NF/JP y meToAax KOHTPO/I0 Ha
[OMOMDKHY PEYOBUHY MaHIT CTepui3oBaHuii
BUPOGHUKOM [/13. 3MiHuW | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KOHTponb
[OMNOMDKHMX peyoBMH. 3MiHa napameTpis
cneuudikayiii Ta/abo oonycTUMUX Mex ans
[OMOMDKHOT PEYOBUHU ([OMOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM MEeTOA0M BUNPOBYBaHHSA) — 0
nokasHuka «Related substances» metogis
KOHTPOJII0 HA MaHIT CTepui30BaHunii,
BUpo6HUKOM /13, BBEAEHO BU3HAYEHHS
Aomiwwkn D-sorbitol (Ph.Eur. imp. A), 3
ponyctumoro mexeto NMT 2,0% meTogom
HPLC. 3MiHu | TUny - 3MiHN 3 AKOCTI.
[oToBWI Nikapcbknii 3aci6. KoHTponb
[OMNOMDKHMX pevyoBMH. 3MiHa napameTpis
cneuudikayiii Ta/abo oonycTUMUX MexX ans
[OMOMDKHOT PEYOBUHU ([ONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM MEeTOA0M BUNPOOYBaHHSA) — 0
nokasHuka «Related substances» metogis
KOHTPOJII0 HA MaHIT CTepui30BaHunii,
BMPO6HMKOM /13 BBEEHO BU3HAYEHHS
Aomiwku D-maltitol (Ph.Eur. imp. B), 3
ponyctumoro mexeto NMT 2,0% meTogom
HPLC. 3MiHu | TNy - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbknii 3aci6. KOHTponb
[OMNOMDKHMX peyoBMH. 3MiHa napameTpis
cneuudikayiii Ta/abo oonycTUMUX Mex ans
[OMOMDKHOT PEYOBUHU ([ONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM MEeTOA0M BUNPOOYBaHHSA) — A0
nokasHuka «Related substances» metogis
KOHTPOJII0 HA MaHIT CTepui30BaHuii,
BMPO6HMKOM /13 BBEEHO BU3HAYEHHS
powmiwkun Isomalt (Ph.Eur. imp. C) (in total), 3
ponyctumoro mexeto NMT 2,0% meTogom
HPLC. 3MiHu | TNy - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbknii 3aci6. KoHTponb
[OMNOMDKHMX peyoBMH. 3MiHa napameTpis
cneuudikayiii Ta/abo oonycTUMUX Mex ans
[OMOMDKHOT pEYOBWHM (OMOBHEHHS
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM MEeTOA0M BUNPOOYBaHHSA) — A0
nokasHuka «Related substances» metogis
KOHTPOJII0 HA MaHIT CTepui30BaHunii,
BMPO6HMKOM /13 BBEEHO BU3HAYEHHS
AoMiLKy Impurity AST-1, 3 4ONYCTUMOO
mexeto NMT 0,5% meTtogom HPLC. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KoHTposib [ONOMDKHUX PEYOBUH.
3miHa napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX A1 A0NOMKHOT peYoBUHN
(aonoBHeHHSA cneuudikaLii HOBUM
NOKa3HMKOM 3 BifNOBIAHUM METOAOM
BMNpOGYBaHHS) — A0 nokasHuka «Related
substances» MeToAjiB KOHTPOIO HA MaHIT
cTepwnizoBaHuiA, BUpobHukom 13 BBegeHO
BU3HAYEHHS foMiwku Impurity AST-2, 3
ponyctumoto mexeto NMT 0,5% metogom
HPLC. 3miHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KoHTpob
[OMOMDKHUX pPevyoBMH. 3MiHa napameTpis
cneuudikauin Ta/abo gonycTumMnx Mmex ans
[OMOMIXHOI Pe4OBWHW (AOMNOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHSA) — A0
nokasHuka «Related substances» meTogis
KOHTPOJI0 HA MaHIT CTepuNi30BaHwii,
BUPO6HMKOM /13 BBEAiEHO BU3HAYEHHS
Lomiwkn Impurity AST-3. 3 4onycTUMOKO
mexeto NMT 0,5% metogom HPLC. 3miHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKuii
3aci6. KOHTponb AONOMiIXXHUX PEYOBWH.
3miHa napamMeTpiB cneyudikauii Ta/abo
[OMyCTUMUX MEX A9 AONOMKHOT peYOBUHN
(8ONOBHEHHA cneuudikauii HOBUM
NMOKa3HWKOM 3 BifNOBifH/M METOAOM
BMNpOGYBaHHS) — A0 nokasHuka «Related
substances» MeTOAiB KOHTPO/IKO Ha MaHIT
CTepunizoBaHuii, BUpo6HUKoM 13 BBeAEHO
BV3HAYEHHS AOMiLKv Impurity AST-4, 3
ponyctumoto mexero NMT 0,5% meTogom
HPLC.
3Mminu | TMny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoByuH. 3MiHa napameTpiB crneyudikavii
Ta/abo fonycTMMUX MeX A1 [ONOMIKHOT
PEYOBUHYU (AONOBHEHHA cneuundikaLii HoBUM
NOKa3HWKOM 3 BifNOBifH/M METOOM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMMNPOOYBaHHS)

— [l0 noka3Huka «Related substances»
METO/iB KOHTPOSIIO Ha MaHiT
cTepwnizoBaHuiA, BUpobHukom /13 BBegeHO
BU3HAYEHHS HEBIJOMOI AOMilKK «Largest
unspecified impurity», 3 4ONYCTUMOIO MeXeto
NMT 0,20% metogom HPLC. 3miHun | Tuny -
3MmiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b AONOMIKHUX PeYOBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo
[0MyCTUMUX MEX A1 A0NOMKHOT peYoBUHN
(aonoBHeHHSA cneuudikaLii HOBUM
NOKa3HMKOM 3 BifNOBIAHUM METOAOM
BMNpOGYBaHHS) — A0 nokasHuka «Related
substances» MeToAjiB KOHTPOIO HA MaHIT
cTepwnizoBaHuiA, BUpobHukom 13 BBegeHO
BM3HAYEHHA CymMU AOMILIOK «Impurities - in
total», 3 gonyctumoto mexeto NMT 4,5%
metogom HPLC. 3miHu | Tuny - 3miHn 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
[OMOMDKHUX pevyoBUH. 3MiHa y MeTogax
BUMPOOYBaHHA AOMOMiIXXHOI PEYOBUHN
(He3HauHi 3MiHK y 3aTBEpPKEHUX MeToax
BMNpobyBaHb)
npuseneHHs metoay (HPLC) ans
BU3HAYEHHS NokasHuka «Assay» y
BiZJNOBIAHICTb O BUMOT MOHOrpadili
«Mannitol» Ph.Eur/NF/JP y meTogax
KOHTPO/IO Ha JOMOMiXHY PEHOBUHY MaHIT
cTepunizoBaHuii BUPo6HMKOM N3, 3MiHK |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKuii
3aci6. KOHTponb AONOMiIXXHUX PEYOBWH.
3MiHa y MeToAax BUNPOGYBaHHS AOMOMIXKHOI
PEYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPLKEHNX
MeTofax BUNpobyBaHb) — 3MiHU METOAMKN
3a nokasHumkom «Reducing Sugar» y
MeToAax KOHTPOJIO Ha JOMNOMDKHY peYOBUHY
MaHiT cTepunizoBaHuii BUpobHuKom M3, a
came 3MiHEeHO Yac KvNiHHA (3aTBEPAXEHO:
Time of boiling 5 min; 3anponoHoBaHo:
«Time of boiling 10 min»)

204.

CAHAOCTATHU
H® NAP

NOPOLLIOK ANA
cycneHsii Ans iH'ekujn
no 20 wmr; 1 chniakoH 3
NOPOLLKOM Y BUrNASI
Mikpocdpep y
KOMMNEKTI 3
PO34YMHHUKOM (HaTpIt0

HoBaprtic
dapma Al

Lsenuapi
a

BTopuHHe
nakyBaHHS, BUNYCK
cepii roToBoro
NPOAYKTY:
HoBaprTic ®apma
LTeiiH AT,
LLiseiuapis;

LLisenuapis/
HigepnaHvgm
/

AscTpisi/
IcnaHis

BHECEHHS 3MiH [0 peecTpavLiiHnX
mMarepianis: 3mMiHu | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KoHTposb
[OMNOMDKHMX peyoBMH. 3MiHa napameTpis
cneuudikauin Ta/abo gonycTumMmnx Mex ans
[0MNOMDKHOT peYOBUHM (BUTYYEHHS 3i
crneundikauii He3Ha4YHOro MoKa3HMKa

3a
peyerimom

UA/1537/02/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Kapmenosy/HaTtpito Brpo6HMUTBO, (Hanpukiag 3acTapifnioro NokasHKka))
KapbokcumeTuLenton KOHTPO/b SIKOCTI, — 3 cneyudpikauii Ha fOMNOMXHY peqyoBUHY
03y, MaHiT (E 421), nepsuHHe MaHIT CTepuni3oBaHuiA, BUAAIEHO NOKA3HUK
BOAY AN15 iH'EKUi, nakyBaHHs «Optical rotation», OCKi/lbkv1 fOMNOMiXHA
nonokcamep 188) no 2 PO34MHHYMKA Ta peuoBvHa Byae KOHTpoNoBaTUCS 3riAHO
M/1Yy nonepegHLo anbTepHaTUBHUIA Ph.Eur / NF / JP, ne Bupanexuii nokasHuk
3arMoBHEHOMY LUMpUL,i BMPOOHUK ANs BIACYTHIA. 3MiHW | TUMy - 3MiHK 3 AKOCTI.
Ta OfHOIO TFOMKOK Ta BTOPVHHOIO ['oTOBWIN NiKapCbKWii 3aci6. KOHTponb
OfHVM aganTepom B nakyBaHHs rOTOBOro [OMOMDKHUX pPevyoBMH. 3MiHa napameTpis
KapTOHHI Kopo6Lyi NpoAyKTY: cneuudikauin Ta/abo gonycTuMmnx Mex ans
AB6OTT [0MNOMDKHOT peYOBUHM (BUTYYEHHS 3i
Bionomxukanc b.B., cneuudikaLii He3Ha4YHOro NokasHuKa
HigepnaHgy; (Hanpwvknag 3acTapifnioro nokasHvka)) — 3
Bupo6bHuuTBO crneundikavii Ha JONOMDKHY PEYOBUHY MaHiT
Hepo3dacosaHoro CTepui30BaHWii, BUAANEHO NOKa3HMK

NPOAYKTY, KOHTPO/Ib
AIKOCTi, NEPBUHHE

nakyBaHHS NMOPOLLKY:

CaHpos 'M6X,
ABCTpISt;
KOHTPO/b AKOCTI
MOPOLLIKY 3a BCiMa
napameTtpamu 3a
BUK/TIOYEHHAM
MOJIEKYIAPHOI Macu
nonimepy:
CaHpos M'm6X,
ABCTpIS;
BUNYCK cepil:
Hosaprtic
dapmacbloTHKa,
C.A., IcnaHis

«Melting point», ockifibkn AONOMDKHA
peuoBvHa Byae KOHTponoBaTUCS 3riAHO
Ph.Eur / NF / JP, ne Buanexuii nokasHuk
BIACYTHIA. 3MiHM | TUMy - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KoHTpob
[OMOMDKHUX pPevyoBMH. 3MiHa napameTpis
cneuudikauin Ta/abo gonycTumMnx Mmex ans
[0MNOMDKHOT peYOBUHM (BUTYYEHHS 3i
cneundikavii He3Ha4YHOro NoKasHuKa
(Hanpwvknag 3acTapifnioro nokasHvka)) — 3
crneundikavii Ha JONOMDKHY PEYOBUHY MaHiT
CTepui30BaHWii, BUAANEHO NOKa3HMK
«Acidity», OCKi/Ibkv OMOMiXXHa pe4yoBMHa
6yne koHTpontoBatucs 3rigHo Ph.Eur / NF /
JP, fe BUAaNeHnin NokasHUK BiACYTHIN.
3MmiHu | TMny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoByuH. 3MiHa napameTpiB crneyudikavii
Ta/abo fonycTMMUX MeX A1 [ONOMIKHOT
pevoBUHY (BUYyYEHHSA 3i cneumadikaLi
He3HaYyHOro MokasHuka (Hanpukiag,
3acTapifnoro nokasHuka)) — 3 cneuudikawii
Ha [ONOMDKHY peYOBUHY MaHIT
CTepui30BaHWii, BUAANEHO NOKa3HMK
«Chlorides», ocKi/ibkv ONOMKHA peyoBMHa
6yae koHTpontoBatucs 3rigHo Ph.Eur / NF /
JP, fe BuAaNeHWin NoKasHUK BiACYTHIN.
3Mminu | TMny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoByuH. 3MiHa napameTpiB crneyudikavii
Ta/abo fonycTMMUX MeX A1 [ONOMIKHOT
peyvoBUHY (BUYyYEHHSA 3i cneumadikaLi
HEe3Ha4yHOro MokasHuka (Hanpukiag
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3acTapifnoro nokasHuka)) — 3 cneuudikawii
Ha [ONOMDKHY peYOBUHY MaHIT
CTepui30BaHWii, BUAANEHO NOKa3HWK
«Sulphates», ockiflbkv JONOMXKHA pe4yoBMHa
6yae koHTpontoBatucs 3rigHo Ph.Eur / NF /
JP, fe BUAaNeHnin NokasHUK BiACYTHIN.
3Mminu | TUnNYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoByuH. 3MiHa napameTpiB crneuudikav,ii
Ta/abo fonycTMMUX MeX A1 [ONOMIKHOT
pevoBUHY (BUYyYEHHSA 3i cneumadikaLi
He3Ha4yHOro MokasHuka (Hanpukiag,
3acTapinoro nokasHuka)) — 3 cneuudikawii
Ha [ONOMDKHY peYOBUHY MaHiT
CTepui30BaHWii, BUAANEHO NOKa3HMK
«Arsenic», OCKiJIbkM JOMOMDKHA peyoBMHa
6yne koHTpontoBatucs 3rigHo Ph.Eur / NF /
JP, fe BUAaNeHnin NoKkasHUK BiACYTHIN.
3miHu | TMNYy - 3miHk 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
3MiHW, NoB'sA3aHi 3 HEOOXIAHICTIO
npuBeAeHHs y BiANOBIAHICTb 40 MOHOrpadii
L®Y abo E€sponelicbkoi hapmakonei, abo
iHLIOT HaLioHasTbHOT thapmakonei Aepxasu
€C (iHLWi 3MiHN) — NpUBEAEHHS
BMnpobyBaHHsA «ldentification» meTogom IR-
spectrum y BiAMNOBIAHICTb 40 BUMOT
MoHorpadiii «Mannitol» Ph.Eur/NF/JP y
MeToAax KOHTPOJIO Ha JOMNOMIXKHY PEYOBUHY
MaHiT cTepunizoBaHunii BUpo6GHMKOM /13,
3MiHu | TNy - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii.
3MiHW, NoB'A3aHi 3 HEO6XiAHICTIO
npuBeaeHHs Yy BiANOBIAHICTb 40 MOHOrpadii
[®Y abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHanbHOT thapMakonei fepxasu
€C (iHWi 3MiHW) — NpMBEAEHHSA
BMNpoGyBaHHSA «Loss on drying» y
BiANOBIAHICTb 4O BMMOr MOHorpadili
«Mannitol» Ph.Eur/NF/JP y meTogax
KOHTPO/IO Ha [OMOMiKHY PEHOBUHY MaHiT
cTepunizoBaHunii BUPOGHMKOM 13, 3MiHu |
TMny - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
3MiHW, NOB'sA3aHi 3 HEOOXIAHICTIO
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

npuBeAeHHs Yy BiANOBIAHICTb A0 MOHOrpadii

L®Y a6o Esponelicbkoi hapmakonei, abo

iHLLIOT HaLioHauTbHOT thapmakonel Aepxasu
€C (iHWi 3MiHN)

— NpuBeAeHHs BUNpobyBaHHsA «Bacterial
endotoxins» y BifNOBIAHICTb A0 BUMOT
MoHorpadiii «Mannitol» Ph.Eur/NF/JP y
MeToAax KOHTPOJI0 Ha JOMNOMIKHY peYOBUHY
MaHIT cTepunisoBaHuii BUpoGHUKoM M13.
3miHu | TMnYy - 3miHk 3 skocTi. CepTudikar
BignosigHocTI/ITE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
3MiHW, NOB'sA3aHi 3 HEOOXIAHICTIO
npuBeLeHHs y BiANOBIAHICTb 40 MOHOrpadii
L®Y abo Esponelicbkoi hapmakonei, abo
iHLIOT HaLioHasTbHOT thapmakonei Aepxasu
€C (iHLWi 3MiHN) — NpUBEAEHHS
BMNPOGYBaHHs «Sterility» y BIANOBIAHICTb A0
BMMOr MOHorpadili «Mannitol»
Ph.Eur/NF/JP y meToAax KOHTPO0 Ha
[OMOMDXHY PEYOBUHY MaHIT CTepWNi30BaHwi
BMPOGHMKOM 13, 3MiHu | TUny - 3MiHK 3
AKocTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTpob
[OMOMDKHUX PevyoBMH. 3MiHa napameTpis
cneuudikauin Ta/abo gonycTuMmnx Mex ns
[OMOMIXHOI Pe4OBWHW (AOMNOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHSA) — A0
nokasHuka «Related substances» meTtogis
KOHTPOJI0 HA MaHIT CTepuNi30BaHwii,
BUPOGHMKOM [13, BBEAEHO BU3HAYEHHS
nowmiwkm D-sorbitol (Ph.Eur. imp. A), 3
ponyctumoto mexeto NMT 2,0% meTtogom
HPLC. 3miHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTpob
[OMOMDKHUX PevyoBMH. 3MiHa napameTpis
cneuudikauin Ta/abo gonycTuMmnx Mex ans
[OMOMIXHOI PeYOBWHW (AOMNOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOBYBaHHSA) — A0
nokasHuka «Related substances» meTtogis
KOHTPOJI0 HA MaHiIT CTepuNi30BaHwii,
BUPO6HMKOM /13 BBEieHO BU3HAYEHHS
powmiwky D-maltitol (Ph.Eur. imp. B), 3
ponyctumoto mexeto NMT 2,0% meTtogom
HPLC. 3miHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KoHTpob
[OMNOMDKHMX pevyoBMH. 3MiHa napameTpis
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

cneuudikauin Ta/abo gonycTumMmnx Mex ns
[OMOMIXHOI PeYOBWHW (AOMNOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOBYBaHHSA) — A0
nokasHuka «Related substances» meTtogis
KOHTPOJI0 HA MaHIT CTepuNi30BaHwii,
BUPO6HMKOM /13 BBEieHO BU3HAYEHHS
pomiwwkum Isomalt (Ph.Eur. imp. C) (in total), 3
ponyctumoto mexeto NMT 2,0% meTtogom
HPLC. 3miHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KoHTponb
[OMOMDKHUX pPevyoBMH. 3MiHa napameTpis
cneuudikauin Ta/abo gonycTuMmnx Mex ns
[OMOMIXHOI PeYOBWHW (JOMNOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHSA) — A0
nokasHuka «Related substances» meTtogis
KOHTPOJI0 HA MaHiIT CTepuNi30BaHwii,
BUPO6HMKOM /13 BBEieHO BU3HAYEHHS
Lomiwkn Impurity AST-1, 3 4onycTUMOKO
mexeto NMT 0,5% metogom HPLC. 3miHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCcbKuii
3aci6. KOHTponb AONOMiIXXHUX PEYOBWH.
3miHa napamMeTpiB cneyudikauii Ta/abo
[OMyCTUMUX MEX A9 AONOMKHOT peYOBUHN
(8ONOBHEHHA cneuudikauii HOBUM
NMOKa3HWKOM 3 BifNOBifH/M METOLOM
BMNpOGYBaHHS) — A0 nokasHuka «Related
substances» MeTOAiB KOHTPO/IKO Ha MaHIT
CTepunizoBaHnii, BUpo6HUKOM 13 BBeAEHO
BV3HAYEHHS AOMiLKu Impurity AST-2, 3
ponyctumoto mexero NMT 0,5% meTogom
HPLC. 3MiHu | Tuny - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTponb
[O0NOMDKHUX peyoBUH. 3MiHa napameTpis
cneumdikauii Ta/abo fonycTUMUX MEX A5
[OMOMDKHOI PeHOBWHW ([AOMNOBHEHHS
creundikaLii HOBUM MOKa3HMKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHA) — A0
nokasHuka «Related substances» meTogis
KOHTPOJI0 Ha MaHiT CTepuni3oBaHuii,
BMPO6HMKOM /13 BBEEHO BU3HAYEHHSA
Aomiwky Impurity AST-3. 3 AoNyCTUMOIO
Mexeto NMT 0,5% meTtogom HPLC. 3MiHu |
T™Mny - 3MiHW 3 SIKOCTi. TOTOBWIA NikapcbKuii
3aci6. KOHTposib JOMOMDKHUX PEYOBUH.
3miHa napameTpiB cneuudikauii Ta/abo
[ONYCTUMUX MEX A5 AONOMDKHOI pEYOBUHM
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

(monoBHeHHS cneuudikavii HOBUM
NOKa3HUKOM 3 BifNOBIAHUM METOAOM
BMNPO6YBaHHS) — A0 nokasHuka «Related
substances» MeToAiB KOHTPOJIIO Ha MaHIT
cTepwnizoBaHuiA, BUpobHUKkom /13 BBEAEHO
BV3HAYEHHA AOMiLKM Impurity AST-4, 3
ponyctumoro mexeto NMT 0,5% meTogom
HPLC.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuMH. 3MiHa NapameTpiB cnevuudikauiii
Ta/abo fonycTMMUX MeX AN [ONOMIKHOT
PEeYOBUHM (JOMOBHEHHS cneuudikauii HOBUM
NOKa3HUKOM 3 BifNOBIAHUM METOAOM
BMUNPOBYBaHHSA)

— [0 nokasHuka «Related substances»
METO/iB KOHTPOSIIO Ha MaHiT
CTepunizoBaHuii, BUpo6HUKoM 13 BBeAeHO
BM3HA4YEHHS HEBIJOMOI JOMILLKKM «Largest
unspecified impurity», 3 4ONYCTUMOIKO MEXeLo
NMT 0,20% metogom HPLC. 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/b AONOMIKHMX PeYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[OMyCTUMUX MEX A9 AONOMKHOT peYOBUHN
(8ONOBHEHHA cneuudikauii HOBUM
NMOKa3HWKOM 3 BifNOBifH/M METOLOM
BMNpOGYBaHHS) — A0 nokasHuka «Related
substances» MeTOAiB KOHTPO/IKO Ha MaHIT
CTepunizoBaHnii, BUpo6HUKOM 13 BBeAEHO
BM3HAYEHHS CymMU AOMILWOK «Impurities - in
total», 3 gonyctumoro mexeto NMT 4,5%
metogom HPLC. 3MiHu | Tuny - 3miHn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob
[OMOMIKHUX PeyoBUH. 3MiHa y MeTodax
BMNPOGYBaHHA [OMOMDKHOI PEYOBUHMN
(He3HauHi 3MiHN Y 3aTBEpPA)KEHNX METOAAX
BUNpobyBaHb)
npusegeHHs metoay (HPLC) ans
BU3HAYEHHS NoKasHuka «Assay» y
BiANOBIAHICTb 4O BMMOr MOHorpadili
«Mannitol» Ph.Eur/NF/JP y meTogax
KOHTPO/IO Ha [OMOMiKHY PEHOBUHY MaHiT
cTepunizoBaHunii BUPOGHMKOM 13, 3MiHu |
T™Mny - 3MiHW 3 SIKOCTi. TOTOBWIA NikapcbKuii
3aci6. KOHTposib JOMOMDKHUX PEYOBUH.
3MiHa y MeToAax BUNPOGYyBaHHS AOMNOMiXKHOT
PEeYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPKEHNX




154

Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MeToAax BUNPOOyBaHb) — 3MiIHU METOAVKN
3a nokasHukoM «Reducing Sugar» y
MeToAax KOHTPOJO Ha AOMNOMIXHY PEHOBUHY
MaHiT cTepunizoBaHuii BUpo6Hukom M13, a
camMe 3MIHEHO Yac KuUMiHHSA (3aTBEepaXEHO:
Time of boiling 5 min; 3anponoHoBaHo:
«Time of boiling 10 min»)
205. | CAHOOCTATU NOPOLLOK A5 Hosapric LLiBeiiuapi BTopuHHe LLiBeiiuapis/ BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a - UA/1537/02/03
H® NAP cycnensii Ans iH'ekwujn Papma Al A nakyBaHHSA, BUMYCK HigepnaHgm marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peyenmom
no 30 mr; 1 conakoH 3 cepil roToBoro / [oTOBWIA Nikapcbkmii 3aci6. KoHTponb
NOpPOLLKOM Y BUMNASI NPOAYKTY: ABcTpisi/ [OO0NOMDKHUX peyoBUH. 3MiHa napameTpis
Mikpoccpep y HosaprTic ®apma Icnanis cneuudikauin Ta/abo AonycTuMnUX Mex Ans
KOMMJIEKTI 3 LLTeiH AT, [OMOMDKHOT peYOBUHY (BUTYHEHHS 3i
PO3UYMHHUKOM (HaTpito LLiBeiiuapis; crneundikavii He3Ha4YHOro NokasHuKa
Kapmenosy/Hatpito BupobHuyTBo, (Hanpuknag 3acTapifioro NokasHuka))
KapbokcumeTUILenton KOHTPO/b SKOCTI, — 3 cneyudikauii Ha JOMOMDKHY PeyOBUHY
03y, MaHiT (E 421), nepBuHHe MaHiT CTepunizoBaHunii, BUAASIEHO MOKa3HMK
BOAY ANA iH'EKUIN, nakyBaHHs «Optical rotation», ockisibkn goNoMikHa
nonokcamep 188) no 2 PO34MHHYMKA Ta peuyoBnHa byae KOHTpoNoBaTUCS 3riAHO
My nonepeaHbLo albTepHaTUBHWI Ph.Eur / NF / JP, ne BuaaneHuin nokasHuk
3aMoBHEHOMY LUMPUL, BMPOOBHUK aNs BIACYTHIWA. 3MiHW | TUMy - 3MiHK 3 AKOCTI.
Ta OAHOI0 TOJIKOK Ta BTOPUHHOTO [oTOBWIA Nikapcbkmii 3aci6. KoHTpob
OfH/M aaanTepom B nakyBaHHS roTOBOro [OMOMIXHUX peyoBVH. 3MiHa napameTpis
KapTOHHI Kopo6Lyi NPOAYKTY: cneuudikavin Ta/abo AonycTuMnx Mex Ans
ABGOTT [LOMOMDKHOT peYOBUHY (BUTYHEHHS 3i
Bionomkukanc b6.B., crneundikaLii He3Ha4YHOro NokasHuKa
Higepnangy; (Hanpuknag, 3actapifioro nokasHuka)) — 3
Brpo6HMUTBO cneuudikaLii Ha JONOMDKHY PEeUYOBUHY MaHIT
Hepo3gacoBaHOro CTepuni3oBaHWii, BUAaIeHO NOKasHMK

NPOAYKTY, KOHTPO/b
AKOCTi, NEPBUHHE

nakyBaHHsI MOPOLLKY:

CaHpos 'm6X,
ABCTpIS;
KOHTPO/b SIKOCTI
MOPOLLKY 3a BCiMa
napameTtpamu 3a
BUK/OYEHHAM
MOEKY/IAPHOT Macu
nonimepy:
CaHpo3 M'mM6X,
ABCTpiS;
BWNYCK Cepil:
Hosapric
PapmacboTrKa,
C.A., Icnanis

«Melting point», OCKifibkn AONOMDKHA
peuyoBnHa byae KOHTpoNoBaTUCS 3riAHO
Ph.Eur / NF / JP, ne BuaaneHuin nokasHuk
BIACYTHIWA. 3MiHW | TUMy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTpob
[O0NOMDKHUX peyoBUH. 3MiHa napameTpis
cneuudikauin Ta/abo AonycTuMmnx mex ans
[OMOMDKHOT peYOBUHY (BUTYHEHHS 3i
crneundikaLii He3Ha4YHOro NokasHuKa
(Hanpwvknag 3acTapinoro nokasHvika)) — 3
cneuudikaLii Ha JONOMDKHY PEeUYOBUHY MaHIT
CTepuni3oBaHWii, BUAaEHO NOKa3HMK
«Acidity», OCKi/lbkv ONOMiIXHa peyoBMHa
6yae koHTpontoBatucs srigHo Ph.Eur / NF /
JP, ne BuaaneHmnii NoKasHUK BiACYTHIN.
3Minn | TURNY - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuMH. 3MiHa NapameTpiB cnevuudikauiii
Ta/abo fonycTMMUX MeX AN AONOMIXKHOT
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

pevoBMHYM (BUyYEHHS 3i cneuudikawii
He3Ha4yHOro MokasHuka (Hanpukniag,
3acTapifnoro nokasHvka)) — 3 cneuudikawii
Ha [OMNOMiXHY PEYOBVHY MaHIT
CTepuni3oBaHWii, BUAaEHO NOKasHMK
«Chlorides», Ockifibkv fONOMKHa peyoBMHa
6yae koHTpontoBatucs srigHo Ph.Eur / NF /
JP, ne BuaaneHunii NoKasHUK BiACYTHIN.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuMH. 3MiHa NapameTpiB cnevuudikauiii
Ta/abo fonycTMMUX MeX AN [ONOMIKHOT
pevoBUHYM (BUyYEHHS 3i cneuudikawii
He3Ha4yHOro MokasHuka (Hanpukniag,
3acTapifnoro nokasHvka)) — 3 cneuudikawii
Ha AOMOMiXHY PEYOBVHY MaHIT
CTepuni3oBaHWii, BUAaIEHO NOKa3HMK
«Sulphates», ockifbkv fONOMIKHA peyoBMHa
6yne koHTpontoBaTtucs srigHo Ph.Eur / NF /
JP, ne BuaaneHunii NoKasHUK BiACYTHIN.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3MiHa NapameTpiB cnevuwudikauiii
Ta/abo fonycTMMUX MeX AN [ONOMIKHOT
pevoBUHY (BUyYEHHS 3i cneuudikawii
He3Ha4yHOro MokasHuka (Hanpukniag,
3acTapifnoro nokasHvka)) — 3 cneuudikawii
Ha [OMOMiXHY PEYOBVHY MaHIT
CTepuni3oBaHWii, BUAaeHO NOKasHMK
«Arsenic», OCKi/IbKM JOMNOMDKHA peyoBMHa
6yae koHTpontoBaTtucs srigHo Ph.Eur / NF /
JP, ne BuaaneHunii NoKasHUK BiACYTHIN.
3MiHu | TUnYy - 3miHk 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeAeHHs Yy BiANOBIAHICTb A0 MOHOrpadii
L®Y a6o Esponelicbkoi hapmakonei, abo
iHLIOT HaLioHau1bHOT thapmakonel Aepxasu
€C (iHWi 3MiHW) — NpMBeAEHHS
BMNpobyBaHHs «ldentification» meTogom IR-
spectrum y BiANOBIAHICTb 40 BUMOT
MoHorpadiii «Mannitol» Ph.Eur/NF/JP y
MeToAax KOHTPOJI0 Ha JOMNOMIKHY peYOBUHY
MaHIT cTepunizoBaHuii BUpoGHUKoM M13.
3miHu | TMnYy - 3miHk 3 skocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3MiHW, NOB'sA3aHi 3 HEOOXIAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0 MOHOrpadii
L®Y abo Esponelicbkoi hapmakonei, abo
iHLIOT HaLioHasTbHOT thapmakonei Aepxasu
€C (iHLWi 3MiHN) — NpUBEAEHHS
BMNPOBYBaHHs «Loss on drying» y
BiANOBIAHICTb 4O BMMOr MOHOrpadiii
«Mannitol» Ph.Eur/NF/JP y meTogax
KOHTPOJO Ha AOMNOMiXHY PEYOBVHY MaHIT
cTepunizoBaHunii BUPO6HMKOM M13. 3MiHn |
TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEO6XiAHICTIO
npuBeaeHHs Yy BiANOBIAHICTb 40 MOHOrpadii
[®Y abo €sponelicbkoi hapmakonei, abo
iHLIOT HauioHanbHOT thapMakonei fepxasu
€C (iHWi 3MiHN)

— npuBefeHHs BunpobyBaHHs «Bacterial
endotoxins» y BiANOBIAHICTb 40 BUMOr
MoHorpadiii «Mannitol» Ph.Eur/NF/JP y
MeToAax KOHTPOJI0 Ha JOMNOMDKHY peYOBUHY
MaHiT cTepunizoBaHunii BUpOGHMKOM M/13.
3MiHu | TUnYy - 3miHk 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeAeHHs Yy BiANOBIAHICTb A0 MOHOrpadii
L®Y a6o Esponelicbkoi hapmakonei, abo
iHLLIOT HaLioHau1bHOT thapmakonel Aepxasu
€C (iHWi 3MiHW) — NpMBeAEHHS
BUNpo6yBaHHs «Sterility» y BIANOBIAHICTb A0
BMMOT MOHorpadii «Mannitol»
Ph.Eur/NF/JP y meTogax KOHTPO/o Ha
[OMOMDKHY PEYOBUHY MaHIT CTepui3oBaHui
BMPOGHMKOM 13, 3MiHu | TUNY - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob
[O0NOMDKHUX peyoBUH. 3MiHa napameTpis
cneumdikauii Ta/abo fonycTUMUX MEX A5
[OMOMDKHOI PeHOBWHW (ONOBHEHHS
crneuudikaLii HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHA) — A0
nokasHuka «Related substances» meTogis
KOHTPOJII0 Ha MaHiT CTepuni3oBaHuii,
BMPO6HUKOM /13, BBEAEHO BU3HAYEHHSA
pomiwkn D-sorbitol (Ph.Eur. imp. A), 3
ponyctumoto mexero NMT 2,0% meTogom
HPLC. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

[oTOBWIA Nikapcbkmii 3aci6. KoHTpob
[O0NOMDKHUX peyoBUH. 3MiHa napameTpis
cneumdikauii Ta/abo fonycTUMUX MEX ANS
[OMOMDKHOI Pe4OBWHW ([ONOBHEHHS
crneuudikaLii HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHA) — A0
nokasHuka «Related substances» meTogis
KOHTPOJII0 Ha MaHiT CTepuni3oBaHuii,
BMPO6HMKOM /13 BBEEHO BU3HAYEHHSA
nomiwky D-maltitol (Ph.Eur. imp. B), 3
ponyctumoto mexero NMT 2,0% meTogom
HPLC. 3MiHu | Tuny - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTpob
O0NOMDKHUX peyoBUH. 3MiHa napameTpis
cneumdikauii Ta/abo fonycTUMUX MEX A5
[OMOMDKHOI PeHOBWHW ([ONOBHEHHSA
crneundikaLii HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHA) — A0
nokasHuka «Related substances» meToais
KOHTPOJII0 Ha MaHiT CTepuni3oBaHuii,
BMPO6HMKOM /13 BBEEHO BU3HAYEHHSA
Aomiwku Isomalt (Ph.Eur. imp. C) (in total), 3
ponyctumoto mexero NMT 2,0% meTogom
HPLC. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTponb
[O0NOMDKHUX peyoBUH. 3MiHa napameTpis
cneumdikauii Ta/abo fonycTUMUX MEX ANS
[OMOMDKHOI PeHOBWHW ([AOMNOBHEHHS
creundikaLii HOBUM MOKa3HMKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHA) — A0
nokasHuka «Related substances» meTogis
KOHTPOJI0 Ha MaHiT CTepuni3oBaHuii,
BMPO6HMKOM /13 BBEEHO BU3HAYEHHSA
Aomiwky Impurity AST-1, 3 ONYCTUMOIO
mexeto NMT 0,5% meTtogom HPLC. 3MiHu |
T™Mny - 3MiHW 3 SIKOCTi. TOTOBWIA NikapcbKuii
3aci6. KOHTposib JOMOMDKHUX PEYOBUH.
3miHa napameTpiB cneuudikauii Ta/abo
[ONYCTUMUX MEX A5 AONOMDKHOT pEYOBUHM
(monoBHeHHS cneuudikavii HOBUM
NOKa3HUKOM 3 BifNOBIAHUM METOAOM
BMNpO6YBaHHS) — A0 nokasHuka «Related
substances» MeToAIB KOHTPO/IIO Ha MaHIT
cTepwnizoBaHuiA, BUpobHUKkom /13 BBEAEHO
BV3HAYEHHA AOMiLKM Impurity AST-2, 3
ponyctumoro mexeto NMT 0,5% meTtogom
HPLC. 3MiHu | TUny - 3MiHN 3 AKOCTI.
FoTOBWIA NiKapCbKWii 3aci6. KoHTponb
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

[OMOMDKHMX peyoBMH. 3MiHa napameTpis
cneuudikayiii Ta/abo oonycTUMUX Mex ans
[OMOMDKHOT PEYOBUHU ([ONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHSA) — A0
nokasHuka «Related substances» metogis
KOHTPOJII0 HA MaHIT CTepui30BaHuii,
BMPO6HUMKOM /13 BBEIEHO BU3HAYEHHS
AOMiLKy Impurity AST-3. 3 4ONYyCTUMOO
mexeto NMT 0,5% metogom HPLC. 3MiHum |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTposib [ONOMDKHUX PEYOBUH.
3miHa napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX A8 A0NOMKHOT peYoBUHN
(aonoBHeHHSA cneuudikaLii HOBUM
NOKa3HUKOM 3 BifNOBIAHUM METOAO0M
BMNpOGYBaHHS) — A0 nokasHuka «Related
substances» MeTojiB KOHTPO/IO HA MaHIT
cTepwnizoBaHuiA, BUpobHukom 13 BBegEHO
BU3HAYEHHS foMiWwku Impurity AST-4, 3
ponyctumoto mexeto NMT 0,5% metogom
HPLC.
3MiHu | TUNYy - 3MiHK 3 SiKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXKHUX
peyoBuMH. 3MiHa NapameTpiB cneuwudikauii
Ta/abo fonycTUMUX MeX AN LONOMIXKHOT
pPevYoBUHM (JOMOBHEHHS cneuudikaLii HOBUM
NOKa3HUKOM 3 BifNOBIAHUM METOAO0M
BUNPOBGYBaHHS)

— po nokasHuka «Related substances»
MEeTOZiB KOHTPOJIO Ha MaHIT
cTepunizoBaHuiA, BUpobHUKom /13 BBeAEHO
BM3HAYEHHS HEBIJOMOI JOMILLKM «Largest
unspecified impurity», 3 4ONYCTUMOI MeXeto
NMT 0,20% meTtogom HPLC. 3MmiHu | Tvny -
3MiHK 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib AOMNOMIKHVX peYOBUH. 3MiHa
napameTpiB cneuudikauili Ta/abo
[ONYCTUMUX MEX A5 AONOMDKHOT pEYOBUHM
(monoBHeHHS cneuudikavii HOBUM
NOKa3HUKOM 3 BifNOBIAHUM METOAOM
BMNpO6YBaHHS) — A0 nokasHuka «Related
substances» MeToAIB KOHTPO/IIO Ha MaHIT
cTepwnizoBaHuiA, BUpobHUKkom /13 BBEAEHO
BM3HAYEHHA CymMU AOMILOK «Impurities - in
total», 3 gonyctumoto mexeto NMT 4,5%
MeTtogom HPLC. 3MiHu | Tuny - 3miHu 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

[OMOMDKHUX PeyoBMH. 3miHa y meTodax
BUMPOOYBaHHA AOMOMiXHOI PEeYOBUHN
(He3HauHi 3MiHW y 3aTBEPKEHUX MeToAax
BMNPOOYBaHb)
npusegeHHsa metogy (HPLC) ans
BU3HAYEHHS NOKasHMKa «Assay» y
BiANOBIAHICTb 4O BMMOr MOHOrpadiii
«Mannitol» Ph.Eur/NF/JP y meTogax
KOHTPOJO Ha AOMNOMiXHY PEYOBVHY MaHIT
cTepunizoBaHunii BUPO6HMKOM M13. 3MiHn |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTposib [ONOMDKHUX PEYOBUH.
3MiHa y MeToAax BUMPOGYBaHHS AOMOMiKHOT
pPevoBUHU (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
mMeTofax BUNPobyBaHb) — 3MIHU METOAVKN
3a nokasHukom «Reducing Sugar» y
MeToAax KOHTPOJI0 Ha JOMNOMIKHY peYOBUHY
MaHIT cTepuni3oBaHuii BUpo6HUkom M3, a
came 3MiHEeHO Yac KvniHHA (3aTBEPAXEHO:
Time of boiling 5 min; 3anponoHoBaHo:
«Time of boiling 10 min»)

206.

CEBO-
AHECTEPAH

pignHa ons iHransauin,
no 100 mn a6o 250 mn
y hnakoHi 3 KinbLem
(apantepom ans
BMnapoBaya), no 1
(hNakoHy B KApTOHHI
nauuj

K.T.
POM®APM
KOMMAHI
C.P.N.

PymyHis

K.T. POM®APM
KOMIMAHI C.P.J1.

PymyHis

BHECEHHS 3MiH 1O peecTpavLiiiHuX
mMartepianis: 3MiHu | TUNY - AoMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun

MiCLii MPOBaPKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco6y, BKIOYaUY AiNbHULi BUMYCKY cepii

abo micLe NpoBefeHHsI KOHTPO/IHO SKOCTI.

(misnbHICTb, 3a AKy BignNOBILaE

BMPOGHUK/IMMOPTEP, BKIOYAKYN BUMYCK
cepiii) - 3miHa agpecu MicLa NPoBamXEHHS
LiSiNIbHOCTI BUPOGHMKa roTOBOTO NiKapCbKOro
3acoby K.T. POM®APM KOMIMAHI C.P./1.,
PymyHis. ®akTnyHe micLe3HaxomKeHHs
BMPOGHYMKa He 3MiHMnocs. MNMponoHoBaHa
pegakuist Byn. Epoinop Ne 1A, M. OToneHb,
075100, okpyr Indpos, PymyHisi - 6ygisns
Pomdpapm 1 i Pomdpapm 2 / Eroilor str. No
1A, Otopeni city, 075100, country llfov,
Romania - building Rompharm 1 and
Rompharm 2. 3MiH1 BHECEHO B iHCTPYKLiit0
O/15 MeNYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLsa NpoBaKEHHS
oro gisnbHocTi" 3 BIANOBIAHUMY 3MiHaMVK B
TEKCTi MapKyBaHHs yNakoBOK. BBefeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPKEHHS.

3a
peyenmom
(minbku 8
ymosax
cmavyioHapy)

He
nionsiecae

UA/17674/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
207. | CEOADITOH® Tabnetku no 12 MPAT YkpaiHa BiANOBiAA/IbHWIA 32 YkpaiHa BHECEHHS 3MiH IO peecTpavLiiiHnX 6e3 nionsieae UA/4826/01/01
Tabnetok y 6nictepi; "®ITOPAPM BMPOBHULTBO, mMaTtepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI. peyenma
no 2 a6o 4, a6o 8 " nepBYHHE/BTOPUHHE [OTOBWI1 NiKapCbKWii 3aci6. 3MiHN Y
6nicTepiB y nauui nakyBaHHs1, BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
KOHTPO/Ib SKOCTi Ta CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0
BUNYCK cepil: SIKOCTi FOTOBOrO JlikapCbKOro 3acoby (3amiHa
MPAT abo gopaBaHHA BMPOOHUKA, LLIO BignoBigae
"®ITOPAPM", 3a BBe3eHHSA Ta/abo Bunyck cepir) - He
YkpaiHa BK/1IOYAK0UN KOHTPO/1b/BUNPOGYBaHHSA cepii.
BiANOBiAA/IbHWI 32 BBeaeHHs [04aTKOBOI BUPOOHMYOT AibHNL,
BMPOBHULTBO, MPAT «®ITO®APM», BigNoBifanbHOI 3a
nepBYHHE/BTOPUHHE BUMNYCK Cepii, He BKNoYaoun
nakyBaHHs, KOHTpO/b/BUNPOBYBaHHA cepii 3a aApecoto:
KOHTPO/b SIKOCTi: YkpaiHa, 08303, Kuiscbka 0611., M.
MAT "Bitaminn", Bopucnine, Byn. Yymaupka, 17. 3MiHu
YkpaiHa BHECEHIi y po3ainu "BupobHuk” Ta
BiANOBIAabHUIA 3a "MicLe3HaxoKeHHs1 BUPOGHMKa Ta 1oro
BMPOGHMLTBO, afpeca MicLs NpoBafKeHHSA Aif/IbHOCTI" B
nepBUHHE/BTOPUHHE IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHA Y
nakyBaHHs Ta 3B'A3KY 3 BBEleHHAM [04aTKOBO(
KOHTPONb AKOCTI: BMPOGHWYOI AinbHUL, BIiANOBIAAIbHOT 3a
AT "Nly6Hnchapm", BUMYCK Cepii, 3 MOX/IMBICTIO ApyKyBaHHS
YKpaiHa [OBOX IHCTPYKLili 4N1S MeauyYHOro
BiANOBIgaNbHMIA 3a 3acTocyBaHHs /13 NS okpemux BUPOGHMKIB
BUMYCK cepii, He Ta AIK HACNiAoK - NosiBa TEKCTY MapKyBaHHSA
BK/THOHAI0UM yNakoBKM NiKkapCbKoro 3acoby ans
KOHTPO/b/BUNPOGYB [04aTKOBOrO BUPO6HUKA. BBEAEHHS 3MiH
aHHs cepii: npoTArom 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS.
MPAT
"OITOPAPM",
YKpaiHa
208. | CEJA®ITOH® Kancynu; MPAT YkpaiHa BiANOBiAaIbHNI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiHnX 6e3 nionsi2ae UA/4826/02/01
POPTE no 6 kancyny "OITOPAPM BMPOGHMLTBO, mMarepianis: 3mMiHu | TMny - 3MiHM 3 AKOCTI. peyenma
6nictepi; no 2 abo 4, " nepBuUHHE/BTOPUHHE [oTOBWIA Nikapcbkunii 3aci6. 3MiHK Yy
abo 8 6nicTepiB y nakyBaHHs, BMPOGHULTBI. 3MiHa iMnopTepa/3miHy, Lo
nauui; no 30 kancyny KOHTPO/Ib SKOCTi Ta CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IO
KOHTEWHEPI 3 KPULLIKOO BUNYCK cepil: AIKOCTi TOTOBOrO JliKkapCcbKoro 3acoby (3amiHa
3 KOHTPOJ1IEM NEPLLOro MPAT ab0 fopaBaHHA BUPOGHKMKA, L0 Bignosigae
BigKpWTTA, No 1 "OITOPAPM", 3a BBE3EHHS Ta/abo Bunyck cepii) - He
KOHTEeWHepy B naulli YKpaiHa BK/TH0YAK0UN KOHTPO/Ib/BUNPOBYBaHHSA cepii.
BiANOBiAaIbHNI 3a BBeaeHHsA [04aTKOBOI BUPOOHMYOI AinbHUL
BMPOGHMLTBO, MPAT «®ITODAPM», BiANOBIAa/IbHOI 3a
nepBUHHE/BTOPUHHE BUMYCK Cepii, He BK/IOYaUmn
nakyBaHHs, KOHTPONb/BUNPOGYBaHHS Cepii 3a aapecoto:
KOHTPO/b SKOCTI: Ykpaina, 08303, KniBcbka 0611., M.
MAT "BitamiHun", Bopwucnine, Byn. Yymaueka, 17. 3MiHu
YkpaiHa BHECEHI y po3ginu "BupobHuk" Ta
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BiANOBiAA/IbHWIA 32 "Micue3HaxomKeHHs1 BUPOOHMKa Ta 1ioro
BMPOBHULTBO, agpeca Micus NpoBaMKeHHS AisNbHOCTI" B
nepBYHHE/BTOPUHHE IHCTPYKLi0 AN18 MEANYHOro 3aCTOCYBaHHS y
nakyBaHHs Ta 3B'A3KY 3 BBEleHHAM [04aTKOBOI
KOHTPO/b AKOCTI: BMPOGHMWYOI AiNbHULI, BiANOBIAA/IbLHOT 32
AT "Nly6Hnhapm", BUMYCK Cepii, 3 MOX/IMBICTIO [ pyKyBaHHSA
YkpaiHa [OBOX IHCTPYKLUili 415 MeANYHOro
BiAnoBiganbHUIi 3a 3acTocyBaHHSA J13 Ana okpeMux BUPOOHUKIB
BWMYCK Cepii, He Ta K HacnifokK - NosiBa TEKCTY MapKyBaHHS
BK/THOHAI0UM YNaKoBKM JliKapCbKOro 3acoby ans
KOHTPONb/BUNPOGYB [04aTKOBOro BUPOo6HVKa. BBeeHHS 3MiH
aHHs cepii: NpoTArom 6-Tn MICALIB NiCNA 3aTBEPMKEHHS.
MPAT
"®ITOPAPM",
YkpaiHa
209. | CKA®O NOPOLLIOK [/151 PO3YUHY Hosapric LLiBeiiuapi BMPOBHULTBO, LLBeiiuapis/ BHECEHHS 3MiH [10 peecTpaLiiiHux 3a He UA/18625/01/01
08 iH'ekui, no 150 Osepci3 A nepBuHHE PpaHuis/ marepianis: 3MiHN | TUNY - AQMIHICTPaTVBHI peyenmom | nidsis2ae
Mr IHBECTMEHTC nakyBaHHs1, HimeuunHa/ | 3miHW. 3miHa HaliMeHyBaHHS Ta/abo agpecu
no 1 dpnakoHy 3 Al KOHTPO/1b AKOCTI ITanis MicLisi MPOBaMKEHHS AiANbHOCTI

NOPOLLKOM B KOPOO6Li 3
KapTOHY NakyBa/lbHOro

OKPiM KislbKiCHOTO
BU3HAYEHHS,
BTOPVHHE
nakyBaHHs1, BUNYCK
cepiii:
HosapTic ®apma
LLiTelin AT,
LBeiiuapis
KOHTPO/Tb AKOCTI
(kinbKicHe
BW3HAYEHHS):
Hosaprtic ®apma Al
Lseiuapis
a/lbTepHaTUBHE
BTOPVHHE
nakyBaHHs:
Oencapm XtoHiHr
CAC, dpaHuia
anbTepHaTuBHe
BTOPVIHHE
nakyBaHHs:
®apm/lor dapma
JNopxunctik F'meX,
HimeuunHa
anbTepHaTuBHe
BTOPVIHHE
nakyBaHHs:
HOMC Xenckep

BMPOGHMKa/imnopTepa roToBoro NMikapcbKoro
3aco6y, BK/IHOYAKUU Ai/TbHULL BUNYCKY cepil
a60 MmicLe npoBefileHHA KOHTPOSIKO AKOCTI.
(aisnbHICTb, 3a SKy BignoBigae
BMPOGHMK/IMNIOpPTEp, BK/IHOYAKUM BUMYCK
cepiii). 3MiHa agpecy BUPOGHMKa
Bi4NOBIAA/ILHOIO 3a BUMYCK CEpIld, Y 3B'A3KY
3 MPVBELEHHAM [0 OHOB/IEHOTO
ceptudikaty GMP. BupobHuya ginbHuus Ta
yCi BUpOOHMYI onepaLii 3anuwaTbes
He3MiHHUMU. TepMiH BBEAEHHS 3MiH
NpOTArom 6 MicsiLiB NicNs 3aTBEPKEHHS.
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Itania C.P.J1., Itanisa
BUMNYCK Cepiii:
HosapTic ®apma
m6X, HimeyunHa
210. | COMIPYP® TabneTku, BKPUTI Ecnapma HimeuuunH BMPOGHULITBO IcnaHis/ BHECEHHS 3MiH [10 peecTpaLiiiHx 3a He UA/19638/01/01
nNiBKOBOKO 6X a Hepo3hacoBaHOro HimeyunHa mMartepianis: 3MiHu | TUNy - AgMIHICTPaTUBHI peyernmom nionsieae
060n10HKo0, N0 5 Mr, NpPOAyKTY, NepBYHHE 3MiHW. BunyyeHHs BUPOOHUYOT AinbHULI
no 10 Tabnetok y nakyBaHHs, (BKNtOUatoumn ainbHULi ans APl NPOMiKHOTO
6nictepi, no 3 BTOPUHHE NpoAYyKTy abo roToBOro NiKapcbkoro 3acooby,
6nicTepy y KapTOHHIl nakyBaHHs1, OiNbHULI ANA NPOBeAEeHHS NakKyBaHHS,
ynakoBLi KOHTPO/Ib SIKOCTI, BMPOGHMKa, BIANOBIAA/ILHOIO 3a BUMYCK
BWMYCK Cepil: cepiiA, MicLe NpoBefEHHS KOHTPOIO cepii)

Na6opatopioc
MepikameHTOC
IHTepHacboHaUlec,
C.A., Icnanis
BTOPUHHE
nakyBaHHs:
ecnapma ®apma
Cepsices 'M6X,
HimeuunHa

ab0o noctavasnibHVKa BUXIQHOTO Marepiany,
peareHTy ab0 LONOMIXKHOI pe4OBUHY (KLLO
3a3HavyeHo y Aocbe) BunyyeHHsa fgoaaTkosoi
JinbHULI , Ae 3AiCHI0ETLCA KOHTPOSIb Ccepil
roToBOro nikapcbkoro 3acoby Pharmadox
Healthcare Ltd (®Papmagokc Xentkep J/1T4).
3MmiHu | TURy - 3MiHK 3 SKocTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3amiHa abo BBeAeHHS [,04aTKOBOI AiNbHUL
BMPOBHMLITBA [/15 YaCTUHM ab0 BCbOro
BMPOBHMYOro NpoLecy roToBoro Nikapcbkoro
3acoby (4inbHULSA, Ha SKili NPoBOASATLCS
6yab-AKi BUPO6HUYI CTaAji, 3a BUHATKOM
BUNYCKY CEPiii, KOHTPO/IHO AKOCTI,
NEepPBUHHOTO Ta BTOPUHHOIO NakyBaHHS, A1
HecTepW/IbHKX Jlikapcbknx 3acobiB) 3amiHa
LOinbHULI Hepo3dacoBaHoi NPoAyKLiT 3 Ra
Chem Pharma Ltd, India (Pa Yem ®apma
N1a, IHaia) Ha Laboratorios Medicamentos
Internacionales, S.A., Spain (JTabopaTopioc
MegikameHTOC IHTepHacboHanec, C.A.,
Icnanis). 3miHm | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHK Yy
BMPOGHULTBI. 3MiHa iMnopTepa/3miHy, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IO
AIKOCTi TOTOBOrO JliKkapCcbKoro 3acoby (3amiHa
abo gofaBaHHS AiNbHWLI, Ha AKil
3[iICHIOETLCS KOHTPO/IL/BUNPOBYBaHHSA
cepil) 3amiHa finbHULi ae 3AiACHI0ETLCA
KOHTPOsIb cepii 3 Ra Chem Pharma Ltd,
India
Pa Yem ®apma /114, IHAis Ha Laboratorios
Medicamentos Internacionales, S.A., Spain
(Nabopatopioc MegikameHTOC
IHTepHacboHanec, C.A., IcnaHis). 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [0TOBWIA NikapCbKuii
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3aci6. 3mMiHM y BUpo6HULTBI. 3amiHa abo
BBEEHHS [04AaTKOBOI AiNbHUL
BMPOGHMLTBA 151 YACTUHM abo BCbOro
BMPOBGHNYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (AinbHULA AN NepPBUHHOTO
nakyBaHHs) 3amiHa AinbHULI Ans
NepBMHHOrO nakyBaHHA Ra Chem Pharma
Ltd, India (Pa Yem ®apma /114, IHAiA) Ha
Laboratorios Medicamentos Internacionales,
S.A., Spain (labopaTtopioc MegikameHTOC
IHTepHacboHanec, C.A., IcnaHis). 3MiHu |
T™Mny - 3MiHW 3 SIKOCTi. TOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpo6HULTBI. 3amiHa abo
BBEJEHHS [04AaTKOBOI AiNbHUL
BMPOGHMLTBA 151 YACTUHM abo BCbOro
BMPOBGHMNYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (AibHULA AN BTOPUHHOTO
nakyBaHHs) 3amiHa AinbHULI Ans
BTOPWHHOrO nakysaHHA Ra Chem Pharma
Ltd, India (Pa Yem ®apma /14, IHAiA) Ha
Laboratorios Medicamentos Internacionales,
S.A., Spain (labopaTtopioc MegikameHTOC
IHTepHacboHanec, C.A., IcnaHis). 3MiHu |
™My - 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbKuid
3aci6. 3MiHM y BUpOOHULTBI. 3miHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJIt0 SIKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo JofaBaHHSA
BUPOOHMKa, LLLO BiANOBIAAE 3a BBE3EHHS
Ta/abo Bunyck cepii) - He Bkovaroum
KOHTPO/b/BMNPOGYBaHHS cepii - 3amiHa
JinbHUUI, e NPoBOAUTLCA BUNYCK cepii 3
esparma Pharma Services, GmbH (ecnapma
dapma Cepgice3 N'M6X, HimeuunHa) Ha
Laboratorios Medicamentos Internacionales,
S.A., Spain (Nlabopatopioc MegikameHTOC
IHTepHacboHanec, C.A., IcnaHist). 3miHu
BHeCeHi B po3Ainv "BupobHuk" Ta
"MicuesHaxokeHH BUPOGHMKa Ta agpeca
MiCLii MPOBaPKEHHS AOTO AiS/IbHOCTI" B
IHCTPYKL,i0 AN15 MEANYHOrO 3aCTOCyBaHHSA
nikapcbKoro 3acoby y 3B'A3Ky 3 3aMiHO
BVMPOGHMWYOI AibHNLI, BiANOBIAA/IBLHOT 32
BUMYCK cepii, Ta AK HacNifokK - BignosigHi
3MiHV Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby. 3MiHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BU
niKkapcbKoro 3acoby - 3miHa Ha3Bsu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

NiKapCbKOro 3acoby: 3aTBepaKeHo:
Conichyp, 3anponoHoBaHo: Conidyp ®.
3MiHn | TURY - AgMIHICTPATUBHI 3MiHW.
BrnyyeHHst BUPOGHMYOI AinbHUL,
(BKNtOYatOUmM AinbHULi ans APl NPOMiKHOTO
npoayKTy abo rotToBOro NikapcbLKoro 3acooy,
AINbHUL ANA NPOBEEHHA NakKyBaHHS,
BMPOGHWKA, BiNOBIiAaIbHOMO 3a BUMYCK
cepiid, Micue NpoBefeHHst KOHTPOO cepii)
abo noctavasnbHVKa BUXIQHOTO Matepiany,
peareHTy ab0 LOMNOMIXHOI peHOBUHU (IKLLO
3a3HavyeHo y Aocbe) BunyyeHHsa foaaTkosoi
AinbHUUI, Ae 3iCHIOETLCS KOHTPOb cepil
roToBOro fikapcbkoro 3acoby LUTaiiHep eHg
Ko [oliue ApuHalimiTTensrecenbwadt M6X
eHp Ko KI/Steiner & Co. Deutsche
Arzneimittelgesellschaft mbH&Co. KG.
3MmiHu | TUny - 3MiHK Wwoao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) 3MiHKM BHeceHo y n. 6. IHLWIE
TEKCTY MapKyBaHHA BTOPUHHOT YNakoBK/ Ta
n.6. IHWE nepBUHHOI ynakoBKM NikapCbKoro
3aco6y Woao noroTmny.

211.

CONdYP®

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO10, M0 10 Mmr,
no 10 Tabnetok y
6nicTepi, no 3
6nicTepy y KapTOHHiIl
ynakoBLi

Ecnapma
6X

HimeyunH
a

BMPOOHMLITBO
Hepo3dacoBaHOro
NPOAYKTY, NePBUHHE
nakyBaHHs,
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BUWMYCK Cepil:
Na6opatopioc
MegikameHTOC
IHTepHacboHanec,
C.A., IcnaHis
BTOPUHHE
nakyBaHHs:
ecnapma ®apma
Cepsices 'M6X,
HimeuunHa

IcnaHis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavLjiiHnX
marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. BunyyeHHs BUPOBHNYOT AiNbHUL
(Brtovatoun ginbHuui 4na A®l, npomMixHoro
npoaykTy abo roToBOro nikapcbKoro 3acoby,
OiNbHUL ANA NPOBEAEHHA NakKyBaHHS,
BMPOGHWKA, BiAMOBIfa/IbHOTO 3a BUMYCK
cepiid, Mmicue NpoBeaeHHsI KOHTPOSHO cepii)
ab0 nocTavyasibHUKa BUXIAHOIO mMarepiany,
peareHTy abo [OMNOMIKHOI PEYOBUHY (SIKLLIO
3a3Ha4yeHo y Aocbe) BunyyeHHsa goaaTkoBoi
[iNbHULI , fe 3AiCHI0ETLCA KOHTPOSIb cepil
roTOBOrO slikapcbkoro 3acoby Pharmadox
Healthcare Ltd (Papmagokc XenTkep /1T4).
3MiHu | TUNYy - 3MiHK 3 iKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI.
3amiHa ab0 BBeEHHS [OAATKOBOI Ai/TbHUL
BMPOBHMLTBA 415 YACTUHM abo BCbOro
BVMPOGHMYOrO MPOLECY rOTOBOrO MiKapCbKOro
3acoby (ginbHMLSA, Ha SKili NPOBOAATLCSA
6yAb-5Ki BAPOOHUYI cTafjl, 38 BUHATKOM
BMNYCKY CEPiil, KOHTPOIO AKOCTI,
NMepBUHHOTO Ta BTOPUHHOIO NakyBaHHSA, A1
HeCTepu/bHUX NiKapCbKnX 3aco6iB) 3amiHa
AiNbHULI Hepo3dhacoBaHoi NpoAykLuii 3 Ra

3a
peyerimom

He
niossieae

UA/19638/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

Chem Pharma Ltd, India (Pa Yem ®apma
Ntp, IHais) Ha Laboratorios Medicamentos
Internacionales, S.A., Spain (JTabopaTopioc

MegikameHToc IHTepHacboHanec, C.A.,
IcnaHist). 3miHn | TMNy - 3MiHK 3 SKOCTI.
[OTOBWIA NiKapCbKWii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0
SIKOCTi FOTOBOrO JlikapCbKOro 3acoby (3amiHa
abo AofaBaHHA AibHUL, Ha SKil
3[iICHIETLCS KOHTPO/L/BUNPOBYBAHHSA
cepii) 3amiHa AinbHULi fe 34iACHI0ETLCA
KOHTpO/b cepii 3 Ra Chem Pharma Ltd,
India

Pa Yewm ®apma /114, IHAis Ha Laboratorios
Medicamentos Internacionales, S.A., Spain

(NNabopaTopioc MegikameHTOC

IHTepHacboHasiec, C.A., IcnaHis). 3mium |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKuii

3aci6. 3MiHM y BUpOGHMLTBI. 3amiHa abo

BBE/IEHHS 40AaTKOBOT AiNbHUL
BMPOBHMLITBA [/15 YaCTUHM ab0 BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco6y (4ibHMUA 415 NePBUHHOMO
nakyBaHHs1) 3amiHa AinbHULI Ans
nepBMHHOrO nakyBaHHs Ra Chem Pharma

Ltd, India (Pa Yem ®apma /114, HAiA) Ha
Laboratorios Medicamentos Internacionales,
S.A., Spain (JlTabopatopioc MegikameHToC

IHTepHacboHasiec, C.A., IcnaHis). 3minm |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKuii

3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo

BBEJIEHHSA 40AAaTKOBOT AiNbHUL
BMPOBHMLTBA [/15 YaCTUHM ab0 BCbOro
BMPOBHMYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (AinbHWLUSA 415 BTOPUHHOTO
nakyBaHHs1) 3amiHa AinbHULI Ans

BTOPWHHOrO nakyBaHHA Ra Chem Pharma

Ltd, India (Pa Yem ®apma /114, HAiA) Ha
Laboratorios Medicamentos Internacionales,
S.A., Spain (JlTabopatopioc MegikameHToC

IHTepHacboHasiec, C.A., IcnaHis). 3minm |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCcbKuii

3aci6. 3MiHM y BUPOGHULITBI. 3MiHa
iMnopTepa/3aMiHK, L0 CTOCYIOTLCA BUMYCKY

cepii Ta KOHTPO/IH0 AKOCTi FOTOBOTO
nikapcbKkoro 3acoby (3amiHa abo fofaBaHHSA

BMPOGHUKA, LU0 BiANOBIAAE 3a BBE3EHHSA
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

Ta/abo Bunyck cepii) - He BkItoyatoum
KOHTPO/b/BMNPOGYBaHHS cepii - 3amiHa
AinbHUUI, fe NPoBOANTLCS BUMYCK cepil 3
esparma Pharma Services, GmbH (ecnapma
dapma Cepsice3 'mM6X, HimeyunHa) Ha
Laboratorios Medicamentos Internacionales,
S.A., Spain (labopaTtopioc MegikameHTOC
IHTepHacboHasec, C.A., IcnaHis). 3MiHn
BHECEHI B po3inn "BUpobHMK" Ta
"Micue3HaxomkeHHs BUpobHvKa Ta agpeca
MiCLii NPOBaPKEHHSA AOr0 Ais/IbHOCTI" B
IHCTPYKLiO 4719 MEeANYHOro 3aCTOCyBaHHSA
nNikapcbKoro 3acoby y 3B'A3Ky 3 3aMiHO
BMPOGHWYOI AiNbHULI, BiANOBIAAIbHOT 32
BMNYCK Cepil, Ta AK HacNigokK - BigNoBiAHI
3MiHW Y TEKCTI MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby. 3miHu | Tny -
AAMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BK
nikapcbKoro 3acoby - 3miHa Ha3Bu
NiKapcbKoro 3acoby: 3aTBepaKeHo:
Conidhyp, 3anponoHoBaHo: Conidyp ®.
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHst BUPOGHNYOI AiNbHNL
(BKtovatoun ginbHuui 4na A®l, npoMixxHoro
npoaykTy abo roToBOro fNikapcbKoro 3acooy,
OiNbHUL ANA NPOBeAeHHA NakyBaHHS,
BMPOGHWKA, BiAMNOBIfa/IbHOTO 3a BUMYCK
cepiiA, Mmicue NpoBeaeHHsI KOHTPOSHO cepii)
abo nocTavasibHMKa BUXigHOrO Marepiany,
peareHTy abo [OMNOMKHOI PEYOBUHY (SIKLLIO
3a3HavyeHo y Aockbe) BunyyeHHs goaaTkoBoi
[inbHUUI, fie 3AiCHI0ETLCS KOHTPOb cepil
rOTOBOrO Jlikapcbkoro 3acoby LUTaliHep eHf
Ko [doiiue ApuHalimiTTensrecenswadt M6X
eHp Ko KI'/Steiner & Co. Deutsche
Arzneimittelgesellschaft mbH&Co. KG.
3miHu | TUny - 3MiHu Woao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy
(iHwWi 3miHM) 3MiHKM BHeceHo y . 6. IHLWE
TEKCTY MapKyBaHHS BTOPUHHOT YNakoBKuN Ta
n.6. IHWE nepBWHHOI yNnakoBKu NikapCbKoro
3aco6by LWoA0 10roTuUny.

212. | CONNANMriH kancynu, no 10 kancyn | TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a - UA/12311/01/01
y 6nictepi; no 1 BO 3 06MeXeHo MaTepianis: 3MiHa 3asBHuKa J13 (MIBIT) peuenmom
6nictepy y kopobui 3 OBMEXXEH BiANOBIAA/TLHICTIO (BnacHvKa peecTpaLiiHoro noceig4yeHHs)
KapToHY e]}0) "XapkiBcbke (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
BIANOBIOA hapmaueBTuyHe BBefeHHs1 3MiH NpoTAroM 6-Tu micsauiB nicns

JIBHICTIO nignpyeMCTBO 3arBepkeHHs. 3MiHu | Tvny - 3MiHu Wwoao
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
«KOPIMOPA "340poB's Hapoay" 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
LA BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX
«300POB’'A JaHnx npo cuctemy dhapmakoHarnsagy
» (BBEAEHHSA Y3araslbHEHVX AaHUX Npo
cuctemy hapmakoHarnagy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBiAa/IbHOI 3a
3[iiCHEeHHS1 hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asaBHuka ans
3pjiicHeHHs hapmakoHarnagy B YkpaiHi,
SKLLO BOHA BifMiHHA Bif, yNTOBHOBaXXEHOT
ocobu, BignoBifanbHOI 3a 34iACHEHHSA
thapmakoHarnagy (BKIovaum KOHTaKTHi
[OaHi) Ta/abo 3MiHM y pO3MilLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy).
3MiHa yNnoBHOBaXXEHOI 0CO6M 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapmMakoHarisg. [irovya
pepakuis: LesueHko OneHa IropisHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOB&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
Homepa macTtep-chaiina cucremn
chapmakoHarnsgy.
213. | CONY-KOPTE® | nopollok Ta Mdcpaiizep CLWA Mdpaiizep Benbris BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 3a - UA/9891/01/01
PO3YMHHWK ANA IHK. MeHtodhekvypyHr marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI peyenmom
PO3UMHY ANS iH'EKLi Benbris HB 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu
no 100 mr/2 mn, 3as1BHMKA (BNacHMKa peecTpauiiiHoro
NOPOLLIOK Ta 2 M/ nocBigyeHHs) - 3MiHa agpecu 3asiBHUKA.
po3yMHHYKKa (Boga Ans
iH'ekuil) y dhnakoHi
Tuny Act-O-Vial y
KapTOHHII Kopo6Lii
214. | cnionTo® PO34MH ANS iHranawujn BepiHrep HimeuunH BMPOGHMLTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpavLiiHnX 3a - UA/15523/01/01
PECMIMAT® no 2,5 Mkr/2,5 mkr; IHrenbxainm a nakyBaHHs, marepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peyenmom
no 4 mn y kapTpuaxi IHTepHeLwHN MapKyBaHHS, MeaunuHi npucTpoi (iHLWi 3MiHW) BHECEHHS
(60 iHransuii); no 1 6X KOHTPO/b SKOCTi Ta 3MiH JO MaTepiasiB peecTpauiiHoro AoCbe -

KapTpuaxy B
KOMMNekTi 3 1
iHransTopom
Pecnivat® y
KapTOHHI Kopo6Lyi

BUWMYCK Cepiii

NiKapcbkoro 3acoby:

Bepinrep

IHrenbxaiim ®apma

'm6X i Ko. KT,
HimeyunHa;

KOHTPOJ1b SAKOCTI 3a

NOKa3HUKOM
"MikpobionoriyHa
yucrora™
CIrC IHctutyT
dpeseHiyc N'vbX,

OHOB/NEHHSA po3gainy 3.2.R, a came BK/IIOYEHO
HOBWI1 CepTudpikaT cucTeMM ynpaB/iHHsS
akictio €C (MDR), BugaHuii
YMNOBHOBaXKEHVM OPraHOM Ha iHransTop
Pecnimat® Ne G100449090008 Rev.01, wo
npucTpin Pecnimat® BignoBsigae Bumoram
MDR pgnia npuctpois knacy Il. PernameHt
€C wopao B1pobis MeANYHOro NpU3HavYeHHs
(MDR) 2017/745 3amiHtoe gjtouy [npektusy
LLO0A0 BMPOGIB MEANYHOrO NPU3HaAYEHHS
93/42/EEC. BignosigHo A0 LbOro HOBOro
PernameHTy Knac Megn4yHoro npucTporo
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
HimeuunHa; PecnimaT®, SiKMil BUKOPUCTOBYETLCSA A/15
KOHTPO/b AKOCTi 3a iHranayii po3ymHy ons iHranauii, 3MiHUTbCA 3
NOKa3HNKOM knacy Il Ha knac |l B €sponi. BBeAeHHSA 3MiH
"MikpobionoriyHa npoTArom 6 micsliB nicns 3aTBepAkKeHHS
yuctoTa™: Nabop /1IC
CE & Ko.KT,
HimevunHa;
KOHTPO/b SKOCTI 3@
BUK/IOYEHHAM
nokKasHuka
"Mikpob6ionoriyHa
yacToTta": Kyaccap
m6x, HimeuunHa
215. | CTPENCI/IC® cnpeii OpOMYKO3HWIA; PekkiTT Benuka Jendhapm Bnagen HigepnaHvaun BHECEHHS 3MiH [10 peecTpaLiiiHmx 6e3 - UA/6372/01/01
nntoc no 20 mn y conakoHi 3 BeHkizep BpuTaHis b.B. MaTepianis: TexHiuyHa nomunka (3rigHo peyenma
[,03YH0UMM NPUCTPOEM; Xenckep Haka3y MO3 Big 23.07.2015 Ne 460).
no 1 conakoHy B IHTepHeLwHN BunpaBneHHs TeXHIYHUX NOMUWIIOK, 3TiAHO
KapTOHHI Kopo6Lyi Nimiten n.2.4. n.n. 4 posginy VI Hakasy MO3 Ykpainu

Bif 26.08.2005p. Ne 426 (y pefakujii Hakasy
MO3 YkpaiHu Big 23.07.2015 p. Ne 460) y
3aTBepaxeHnx MKA /13, a came HasBy
nokasHuka «l'ycTuHa» B MeTofax KOHTPO/I0
3a3HaunTy Yy BigNoBIAHOCTI 1O Ha3BMW
nokasHuka «BigHocHa ryctuHa npu 20 °C»,
3a3HaveHin y
Cneuumdpikauii; nokasHNku «BigHOCHa
ryctuHa npu 20 °C» Ta «pH» NOMUIKOBO
BKOUeHi fo Creumdikauii «y npoueci
36epiraHHs»; NOKa3HUK «Onnc» NOMUIKOBO
nponyLeHuid y Cneuudikauii «y npoueci
36epiraHHs». 3aTBepAXEHO:
Cneuucbukaums (npu Beinycke) MNokasatesnb
[onycTnmble HOPMbI MeToAbl KOHTPOSIA
OnucaHune Mpo3pauHblii, KpacHOro LBeTa
pacTBop C XapakTepHbIM 3anaxom
OpraHonenTuyeckn
pH npm 20 °C 6,5-7,5 EBp. @.,2.2.3
OTHocUTeNbHas NNoTHOCTL Npmn 20 °C 0,99
—1,03 r/mn EBp. ®.,2.2.5
Creumndukaums (B npouecce xpaHeHus),
Moka3aresib JonycTnmble HOpMbl MeToabl
KOHTpONSA
pH npm 20 °C 6,5-7,5 EBp. @.,2.2.3
OTHocUTeNbHas NNoTHOCTL npun 20 °C 0,99
—1,03 r/mn EBp. ®.,2.2.5
MeToAbl KOHTPONA MN10THOCTb.
OnpefieneHvie NpoBoOAAT COrNacHo MeToay,
onvcaHHomy B EBp. @., 2.2.5.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3anponoHoBaHo: Cneyudikauis (npu
BUNYCKY)
MokasHuK fJonycTyMi Hopmu MeToau
KOHTPO/I0
Onwuc lMpo3opuii, 4epPBOHOTO KOMLOPY
PO34MH 3 XapakTEPHUM 3arnaxom
OpraHonenTuyHo
pH npu 20 °C 6,5-7,5 €Bp. ¢.,2.2.3
BigHocHa rycTtuHa npu 20 °C 0,99 — 1,03
r/mn €sp. ®., 2.2.5
Cneuumdpikauis (y npoueci 36epiraHHs)
MokasHuK fJonycTrmi Hopmu MeToau
KOHTPO/I0
Onwuc lMpo3opuii, 4ePBOHOTO KOMLOPY
PO34MH 3 XapakTEPHUM 3arnaxom
OpraHonenTuyHo
MeToau KoHTposo
BigHocHa ryctuHa npu 20 °C.
BunsHaueHHA NpoBOAATH 3rifHO 3 METOAOM,
onucaHum y €sp. @., 2.2.5.
3a3HayeHe BMMNpaB/ieHHA BigNoBifae
MarepianaM peecTpauiiHoro focke, Sk
npeacTasieHi B apxisi (po3gin 3.2.P.5.1.
Cnevuudpikauis).

216.

CYAOKPEM

KpeMm A/19 30BHiLUHbOrO
3aCcToCyBaHHA Mo 45 1
abo 60r,a6o 75T,
abo 125rt, abo 150,
a6o 250, abo 3001y
noninponineHoB.il
6aHouLi 3 KOHTPONEM
nepLUoro BiAKpUTTA

TOB «TeBa
YKpaiHa»

YkpaiHa

BankaHdapma-
TposiH AT

Bonrapis

BHECEHHS 3MiH IO peecTpaviiiHX
martepianis: 3mMiHu | TMNy - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUPOOHUYOI AinbHUL
(Bkntovaroum ginbHULi ans Adl, NpomiKHOTo
npoAayKTy abo roToBOro Nikapcbkoro 3acooby,
OiNbHULI ANS NPOBeAEHHS NakKyBaHHS,
BMPOGHWKA, BiAMOBifaIbHOTO 3a BUMYCK
cepiid, MicLue NpoBefEHHsT KOHTPOSO cepii)
abo noctavasnbHVKa BUXIAHOTO Matepiasny,
peareHTy abo [OMOMKHOI PEYOBUHY (SIKLLO
3a3HayeHo y AOCbE) BUTYUYEHHA BUPOOHMKA
N3 3a NOBHWUM LMKIOM BUPOBHMLTBA -
Tocapa Papwma flimites (IpnaHgais).
BankaHdapma-TposiH AT (Bonrapisi)
3a/IMLLIAETLCA €ANHUM BUPOOHUKOM 13 3a
MOBHUM LIK/IOM BUPOGHULITBA.
3MiHV BHECEHO Y po3Ainuv "BMpo6HUK" Ta
"Micue3HaxomkeHHs BUPOGHMKa Ta agpeca
MiCLi MPOBaPKEHHS AOT0 AiS/IbHOCTI" B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHA Y
3B'A3KY 3 BUIYYEHHSAM OJHOrO 3 BUPOOHUKIB
nikapcbkoro 3acoby Ta ik Hac/igokK -
BifNOBiAHI 3MiHW Y TEKCTi MapKyBaHHS

6e3
peyenma

niossieae

UA/4451/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

ynaKkoBKM NiKapCbKoro 3acoby. BeefeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKW Woao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW). 3MiHW BHeceHo y n. 17. IHWE
TEKCTY MapKyBaHHS yNakoBKW NiKapCbKoro
3ac00y (YTOYHEHHs foroTvny) Tay n. 12.
HOMEP PEECTPALIIMHOIO
MOCBIAYEHHSA. BBefeHHs 3MiH NpoTArom
6-TU MicsILIB NiCNs 3aTBEPKEHHS.

217.

CYAOKPEM

KpeMm 4719 30BHiLUHbOro
3acToCyBaHHA Mo 45
abo 60T, a60 75T,
a6o 125, abo 150,
a6o 250, abo 300 ry
noninponisieHoBi
6aHouLi 3 KOHTpONEM
nepLuoro BiAKPUTTA

TOB «TeBa
Ykpaina»

YkpaiHa

BankaHndapma-
TposaH AT

Bonrapis

BHECEHHS 3MiH [10 peecTpaLiiiHux
marepianis: 3miHun | Tuny - 3MiHM 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat

BiAMNOBIAHOCTI EBpoONechkili
thapmakonei/moHorpadii. NogaHHs HOBOTO
abo oHoBNeHoro cepTudikaTa BifnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BignoBiAHOCTI
€sponelicbkin hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI ADI; NS AONOMIKHOT
peyvoBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiii hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBepAKEeHOro
BMPOGHMKa.

MogaHHA OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI EBponeiickbkil hapmakonei Ne
R1-CEP 2012-347 - Rev 01 (3aTBepXeHo:
RO-CEP 2012-347 - Rev 02) ans A®I LuHky
OKCWA Big, 3aTBEPAKEHOT0 BUPOOHMKA
EverZinc Nederland B.V., HigepnaHaw.
3MiHu | TUNYy - 3MiHK 3 AKOCTI. ADL.
KoHTposnb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo AONYCTUMMX MEX,
BMU3Ha4YeHUX y cneyudpikauisx Ha Adl, abo
BVXiAHWIA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTBCSA y NpoLeci BUPOOHMLTBA
A®| (BUNYyYEeHHA HE3HAYHOro NoKasHuKa
AKOCTI (HanpvKnag, BUly4eHHs 3actapinoro
MoKasHWKa)) BUTyHYEHHS HECYTTEBOIO
napameTpy «POo34MHHICTb» 3i cnevuudikaLii
BXiiHOro koHTposnto A®| LinHKy okcua.

6e3
peyenma

UA/4451/01/01

218.

CYNPACTUH®

PO3YMH ANS iH'EKLi,
20 mr/Mnno 1 mnB
amnyni; no 5 amnyn'y
KapTOHHI Kopo6Lyi

3AT
dapmavuesT
WNYHWIA 3aBOS,
ErIC,
YropLmHa

YropLmHa

3AT

dapmaLeBTUYHUI

3aBog ElIC

YropLmHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6yBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3miHa y

3a
peyenmom

UA/0322/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3aTBEPMXEHNX MeToaxX BUNPOBYBaHHS) —

3MiHU METOAMKM 3a NOKa3HUKOM «Onumc»
(pepaxuiliHi 3MiHM) Ta 3MiHa KpUTepiiB
NPUIAHATHOCTI (3aTBEPAXEHO: NPO3paYHbIii
6ecLBeTHbI pacTBOp CO cnabbiM
XapakTepHbIM 3anaxoM; 3anporoHOBaHo:
6e36apBHWI, NPO30PWiA BOAHWI PO3YUVH 3i
cnabkuM xapakTepHUM 3anaxom). BBegeHHs
3MiH NpOTArom 3-0x MicsLiB nicns
3aTBEpMKEHHS. 3MiHK | Tuny - 3MiHK 3
AKocTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTpob
roTOBOrO /liKapCbKoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOTO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPoBYyBaHHS)
— 3MiHWN METOAMNKN 3a MOKa3HNKOM
«KoNbOpOoBICTb PO34MHY» (3aMiCTb onucy
METOANKN BU3HAYEHHS KO/TbOPY PO3unHa
3p061eHO MOCKIAaHHA Ha 3arasibHy CTaTTio
2.2.2. EP) Ta pefakuiliHi 3MiHV KpuTepiiB
NPUAHATHOCTI. BBEAEHHA 3MiH NPOTAroM 3-
0X MicsLiB nicns 3aTBepMKeHHS. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KoHTpob roToBOro nikapcukoro
3acoby. 3MiHa y MmeTogax BUNPO6yBaHHS
roTOBOro Nikapcbkoro 3acoby (HesHauyHa
3MiHa y 3aTBEpAKEHNX MeTofax
BMNPO6YBaHHS) -
— 3MiHWN MEeTOAMKM 3a MOKa3HUKOM
«laeHTucikauis» (qofaHo onuc MeToauKK
meTogom TLUX) Ta BHeceHO pefakLiiiHi
3MiHM [0 KpUTEpIiB NPUAHATHOCTI y
cneumdikaulii. BBefeHHS 3MiH NpoTArom 3-0X
MicALiB MicnsA 3aTBepKEHHS. 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOIO NiKapcbKoro 3acooy.
3MmiHa y meTogax BunpobyBaHHA roTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPobyBaHHS) —
3MiHU METOAMKM 3a NOKa3HNKOM
«Mpo3opicTb» (pefakuiliiHi npasku) Ta
Bi6ynach 3mMiHa KpUTepiiB NPUAHATHOCTI
(3aTBEpPMAXEHO: NpenapaT A0/KEH ObiTb
npo3payHbIM N0 CPaBHEHWIO C BOAOW ANA
WHBEKLUMIA WU HEe AOHKEH NPEBbILLIATL NO
WNHTEHCUBHOCTU MYTHOCTb 3Ta/IOHHO
CyCMneH3uu |; 3anponoHOBaHO: PO34KH Mae

6yTV Npo3opum). BBeAeHHA 3MiH NPOTATOM
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3-0x micauiB nicns 3aTBepmKeHHS. 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii
3aci6. KoHTpob roToBOro nikapcukoro
3acoby. 3MiHa y MmeTogax BUNPO6yBaHHS
roTOBOro Nikapcbkoro 3acoby (HesHayHa
3MiHa y 3aTBEpAKEHNX MeTofax
BMNPOOYBaHHS)

— 3MiHWN MEeTOAMKM 3a MOKa3HUKOM
«KncnoTHicTb (pH)» (pepakuilini npasku).
BBefeHHs 3MiH npoTsArom 3-0x MicAuiB nicns
3aTBepMKEHHSA. 3MiHN | TUNy - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MmiHa y
3aTBepKEHNX MeToAax BUNPOOYBaHHS) —
3MiHWU METOAMKM 3a NoKa3HNKoM «O6’eM, L0
BUTAraeTbCs» (pefakuiliiHi npaBky B onuci
MeToAwuKM). BBeAeHHA 3MiH NpoTAarom 3-ox
MicALiB nicna 3aTBepaKeHHs. 3MiHu | Tuny -
3MiHK 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA roTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MmiHa y
3aTBePKEHNX MeToAax BUNPOOYBaHHS) —
3MiHN METOAVKM 38 NOKa3HUKOM «MeXxaHiuHi
BK/IIOYEHHS», (3aMiCTb ONMUCY METOLMUKN
BW3HAYEHHSA HEBUAMMMX YACTOK 3p06/1IEHO
nocunaHHa Ha 3aranbHy crarTtio 2.9.19. EP
(meTog, 1)) Ta pegakuiiiHi 3MiHM KpuTepiiB
NPUAHATHOCTI. BBEAEHHSA 3MiH npoTarom 3-
0X MiICALB Nic/A 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTpo/ib roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO /iKAPCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPMKEHNX METOAAX
BMNPOOYBaHHSA) — 3MiHW METOAMKM 3a
NoKa3HNMKOM «CTepuUbHICTb» (peaakuiiiHi
npaBKuW, a came [0AaHO NOCUMaHHA Ha
3aranbHy crarTio <71> USP go
3aTBepMKEHOI 3arasibHoi cTaTTi 2.6.1. EP).
BBefeHHs 3MiH npoTsArom 3-0x MicAuiB nicns
3aTBepMKEHHSA. 3MiHN | TUNy - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MmiHa y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aTBePKEHNX MeToAax BUNPOOYBaHHS) —
3MiHU METOAMKM 38 NOKa3HNKOM
«BakTepianibHi eHA0TOKCUHW» (peaakLiiHi
npaBkun) Ta pefakLiiiHi 3MiHW KpuUTepiiB
NPUAHATHOCTI. BBEAEHHA 3MiH NPOTAroM 3-
0X MicaliB nicns 3aTBepmpKeHHs. 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKuii
3aci6. KOHTponb roToBoro Nikapcbkoro
3acoby. 3MiHa y meTofax BUNpobyBaHHS
rOTOBOrO JlikapCcbkoro 3acoby (He3HavyHa
3MiHa y 3aTBEpAKEHUX MeToaax
BMNPOBYBaHHA) — 3MiHW METOAMUKM 3a
nokasHnkoMm «KinbkicHe BU3HaYeHHs (Y P-
cnekTpohoToMeTpia)» (dhopmya
po3paxyHKy, peAakLiiiHi npasku). BBefeHHs
3MiH NpOTArom 3-0X MicsALiB nicns
3aTBepPMKEHHSA. 3MiHN | TUNy - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JlikapCcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpOGYBaHb (BK/IOYalo4M 3amiHy abo
[OMNOBHEHHS)) — 3aMiHa MeToay
BMNPOGYBaHHA 3a NoKa3HUKOM «CynpoBigHi
nomiwkm» metog TLWX Ha meTog BEPX. HAk
Hacnigok 3MiHa Npodinto AOMILIOK, KpUTepiiB
NPUAHATHOCTI Ta fofaHo cneuundikalilo Ha
BWMYCK 4718 noka3Huka «CynpoBigHi
[OOMiLLKM». BBEAEHHSA 3MiH NPOTArom 3-0x
MicAUiB Nicnsa 3aTBepKEHHSA. 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MikapcbKoro 3acoby.
3miHa napamMeTpiB cneyudikauii Ta/abo
[OMyCTUMMX MEX roTOBOrO NiKapCbKOro
3aco06y (iHLWi 3MiHK) — AO4AHO NPUMITKY [0
nokasHuka «CTepusbHICTb» B cneuudikawii
N3, a came BMNPOBYBaHHA «NPOBOANTLCA
Ha MOMEHT BUMNYCKY Ta B KiHLi BUNpo6yBaHb
cTabinbHOCTI». BBEAEHHA 3MiH NpPOTAromM 3-
0X MiICALB Nic/1A 3aTBEPAKEHHS.

219.

TEPANIB®

TabneTku, BKPUTI
nAiBKOBOIO
060/10HKOI0, N0 220
mr; no 12 TabneTok y
6nictepi; no 1
6nicTepy B KapTOHHiIl
KopooLi

Baiiep
KoHcbomep
Kep Al

LLiBeiiuapi
f

Baiiep BitTepcensa
vM6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLiiiHx
marepianis: 3miHu | Tuny - 3mMiHu WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKili XxapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHA Ha
nigcTasi peryssipHoO OHOBJ/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

6e3
peyenma

nionsieae

UA/19482/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
focnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpauiiiHuii
nepiog, abo Ak pe3ynbTar OLiHKM 3BIiTY 3
OOCnifpKeHb, NPOBeAEHNX BiAMOBIAHO A0
nnaxy negiatpuyHux gocnimkeHs (PIP)
(3MiHY Y3ro)keHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHVNM OPraHom).
3MiHV BHECEHO B IHCTPYKLiO ANA MeAUYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao
po3gainy "3actocyBaHHs y nepios BariTHOCTI
abo rogyBaHHA rpyaat” BignoBsigHoO 4o
OHOB/IEHOI IHhopMaLii LWoao 6e3nekn
3aCTOCYBaHHSA [il040T PEYOBUHY 3riHO 3
pekomeHpauieto PRAC. BeeeHHS 3MiH
nNpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS.
220. | TELUEHTPUK® KOHUEeHTpaT Ans TOB «Pow YkpaiHa Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a - UA/15872/01/01
PO34mnHy ANs iHAy3ii YkpaiHa» Hepo3dhacoBaHOl LseiiLapis marepianis: TeXHIYHa nomunka (3rifHo peyenmom
no 1200 mr/20 mn, no NpoAyKLuii, NnepBuHHe Hakasy MO3 Big 23.07.2015 Ne 460).
20 mn y donakoHi; no 1 nakyBaHHs1, BunpaBneHHsa TeXHIYHOI NOMUIIKN Y po3aini
hNaKoHy y KapTOHHil BUNPOBYBaHHSA 10. «bakTepiasibHi EHAOTOKCUHWN» Y MeTofax
KOpoo6Li KOHTPOJO SKOCTI: KOHTpO/t0 3aTBepmxeHnx MKA, aka
Pow [jarHocTukc NoB’A3aHa 3 Pi3HOYNTAHHAM Y MeXax O4HOro
'M6X, HimeuuunHa; LOKYMEHTY.
BupobHmuTBO 3a3HaueHe BUMpaB/IEHHSA BignNoBigae
Hepo3dacoBaHoi apxiBHUM MaTepiasiam peecTpawiiiHoro
NpoAyKLii, NepBYHHE [OCLE.
nakyBaHHs1,
BTOPVIHHE
nakyBaHHs1,
BMNpobyBaHHA
KOHTPO/O AKOCTI,
BUNYCK cepil:
®.XothpmaHH-/15
Pow 14,
LseiiLapis
221. | TIAPA AYO TabneTkn, BKPUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 3a - UA/16280/01/02
NnNiBKOBOKO "PapmaueBT "papmMaueBTNYHa mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI peyenmom
060/10HKO0, No 160 nyHa gpipma ipma "OapHuus" 3MiHW. BunyyeHHs BUPOBHNYOT AiNbHUL
mr/12,5 mrno 7 "AapHuus” (Brtovatoun ginbHuui 4na A®l, npoMixHoro

Tab/1eTOK Y KOHTYpHIl
YapyHKOBIli ynakoBLyj;
no 2 Ta No 4 KOHTYpHI
YyapyHKOBi YNakoBK/ B
nauui; no 14 TabneTok
Y KOHTYpHili
YapyHKOBIli ynakoBLyj;
no 1, no 2 a6o no 6
KOHTYPHUX

NPOAYyKTY abo roToBOro ikapcbKoro 3acoby,
OiNbHUL ANA NPOBeAEeHHA NakyBaHHS,
BMPOGHWKA, BiAMOBIfa/IbHOTO 3a BUMYCK

cepiid, Micue NpoBeaeHHSI KOHTPOSO cepii)
ab0o nocTavyasibHUKa BUXIAHOTO Matepiany,
peareHTy abo [OMOMDKHOI PEYOBUHY (SIKLLLO
3a3Ha4eHo y Aockbe) BunyyeHHs BUpo6GHUYOT
AinbHMUi MYLAN LABORATORIES
LIMITED, India ans gito4oi pe4oBrHM
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
YapyHKOBUX YNaKOBK/

B nauuj

BancaptaH. 3miHu | TUny - 3MiHK 3 AKOCTI.
A®I. KoHTposib A®I. 3miHa y napameTpax
cneumdgikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHNX Y cneundikauisix Ha Adl, abo
BVXiHWA/NPOMDDKHWIA NpOAYKT/pearexT, Wwo
BMKOPUCTOBYIOTLCH Y NPOLEC BUPOOHMLTBA
A®| (iHwWi 3miHM) CynyTHA 3MiHa - 3MiHK 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y
mMeTofax BunpobysaHHsa APl abo BUXigHOro
Marepiany/npoMiXHOro NPoAyKTy/peareHTy,
LLI0 BUKOPNCTOBYETLCSA Y Npoueci
BMPO6HMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMKEHNX MeToAax BUNpobysaHHA) [lo
marepianis peecTpauiiHoro Aocke A0
po3ginis 3.2.S.4.1 Cneuudikauis Ta
3.2.S.4.2 AHa/IiTUYHI MeToAM A0 BXigHOro
KOHTPO/IO Ha Aitouy peyoBuHy BancaptaH
BHECEHO He3HauHi 3MiHW, a came NOKa3HWK
«PO34YMHHICTb» NepeHeceHo [0 Po3giny Npo
3arasibHi BNacTUBOCTI, OCKI/IbKW BiH Mae
pekoMeHAaaLiiHuiA XxapakTep BigNoBIAHO 0
Bumor Y 1.4 «MoHorpadii» Ta €$ 1.5.1.7
«Characters». 3miHu | Tuny - 3MiHW 3 SKOCTI.
A®I|. KoHTponb A®I. 3miHa y meToAax
BMNpo6yBaHHA A®| abo BuXigHOrO
mMaTepiany/npomiKHOro NPoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y MPOLECI
BMPO6HMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPAKEHNX MeToAax BUNpobyBaHHA) [0
maTepianiB peecTpauiliHoro Jocbe [0
po3giny 3.2.S.4.2 AHaniTu4Hi metoam ans
BXi{HOrO KOHTPO/IIO Ha Ajloyy PeHOBUHY
BancapTaH 3a NOKa3HUKOM «3asILLKOBI
PO3YMHHVKM» BHOCSATBCS pefaKLiiiHi npaBku
Ta YTOUHEHHS LWOA0 PO3UYNHHWKIB, AKi
BUKOPVCTOBYIOTLCS B METOAMLL KOHTPO/THO
AKOCTI, a/le He NepPeBHLLYIOTb FPaHNYHIIA
BMICT i He BHOCATbCS B CepTUQiKaT AKOCTI.
HopmyBaHHA Ta MeToAvKa 3anuLeHi 6e3
3MiH. 3MiHu | TUny - 3MiHK 3 skocTi. AdI.
KoHTposnb A®I. 3miHa y meTodax
BunpobysaHHA APl abo BUXigHOrO
Marepiany/npoMiXHOro NpoAyKTy/peareHTy,
LL|0 BUKOPNCTOBYETLCSA Y Npoueci
BMPO6HULTBa AP (iHLWI 3MiHKM Y MeTofax
BMNpo6yBaHHSA (BK/IKOYatOUM 3amiHy abo
[0NoBHEHHs)) APl abo

BUWXifHOro/MpoMiXXHOro npoaykTy) flo
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
marepianis peecTpauiiHoro AockE A0

po3giny 3.2.S.4.2 ansa BXiAHOrO KOHTPO/II0
Ha fjrouy peyoBuHy BancaprtaH 3a
NOKa3HUKOM «3a/TMLLKOBUIA a3ng» BHOCATHLCS
3MiHW, Y 3B’A3KY 3 ONTUMI3ALLE0 KOHTPO/IIO
A®| (nopatkoBa xpomaTorpadiyHa KosI0HKa)
Ta BHECEHHAM TepMiHy NpuaaTHoCTi
PO34MHY NOPIBHSAHHS Ta BUNPOGOBYBaHOrO
pPO34nHY, 3 ypaxyBaHHAM pe3yfbTaTiB
Baslifauii aHasliTUYHNX MeToANK, 6e3 3MiHM
HOpPMYBaHHS. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
CepTudpikaT BignosigHocTi/lE-cepTudikar
BiAMOBIAHOCTI €BpONenchkii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro

ab0 BUyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiQHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHUUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuduikar Bif yXe 3aTBepaKeHoro
BMPOGHUKA - MNogaHHs OHOBIEHOIO
cepTucpikaTa BiANOBIAHOCTI EBPONEChKil
thapmakonei Ne R1-CEP 2010-072-Rev-02
(3atBepmxeHo: Ne R1-CEP 2010-072-Rev-
01) Ha A®| BanicapTaH Big yxe
3aTBEpAXEHOoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd, China (3miHn go
BMPOGHMLTBA KiHL,EBOro npoaykTty (6e3
3MiHM cuHTe3y A®l), 3miHM B cneundikauii Ta
npoteaypu BUNPO6YyBaHHSA MPOMIXHOIO
NPOAYKTY, BHECEHHS HOBOTO MOKa3HMKa «5-
(4'-(asngomeTnn)-[1,1'-6icheHin]-2in)-1H-
TeTpason (AZBT)» Ta 3MiHa HOpPMyBaHHSA
HiTpo3amiHiB (NDMA Ta NDEA)). BHacnigok
LbOro A0 BiANOBiAHUX po3ginis 3.2.S.4 ans
BXiJHOro KOHTposo Ha APl BancapTtaH
BHOCUTbCS NOKa3HUK «5-(4'-(asngomeTnn)-
[1,1'-6icheHin]-2in)-1H-TeTpason (AZBT)»
BHOCSITbCS 3MiHUW 33 NMOKA3HUKOM
«[eHOTOKCUYHI AoMiLku (BmicT
HITPO3aMiHIB)» pefakLiliHi npaBku Ta
YTOUHEHHS, 3 ypaxyBaHHAM pe3ynbTaTiB
Bavligauii aHaNiTUYHNX MEeTOAMK. 3MiHN |
TMny - 3MiHK 3 sikocTi. CepTudpikat

BignosigHocTi/l E-cepTudikar BignosigHoOCTI

abo oHoBneHoro cepTudikara BifnoBiAHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

€Bponeiicbkiit hapmakonei/MmoHorpadii.
MoaaHHA HoBOro abo OHOB/IEHOrO
cepTudiikaTta BiANOBiAHOCTI ab0 BUYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBPONEChKil
hapmakonei: ona A®l; ans BUxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY,
LLIO BUKOPWNCTOBYIOTLCA Y BUPOOHULTBI AdI;
0151 ONOMIXXHOI pevoBuHY (cepTudikat
BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
OHOBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
MopaaHHA OHOBNEHOrO cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
CEP 2010-065-Rev-07 (3aTBepaxeHo: Ne
R1-CEP 2010-065-Rev-06) Ha A®I
BanicapTaH Bif BXe 3aTBepayKeHoro
BMpo6HMKa ALEMBIC PHARMACEUTICALS
LIMITED, India - Buny4eHHs! HiTpo3amiHis,
OHOBJ/IEHHS KOHTaKTHMX AaHUX, OHOB/IEHHS
Tabnuui ynpasiHHA pu3mkamm LWoao0
efleMeHTapHMX AOMILLOK Ta OHOB/IEHHS
[OKYMEHTIB nocTavyasibH1Ka NakyBasibHOro
marepiany, 6e3 3mMiHM caMoro nakyBaHHs. Ak
Hacnifok 3i cneuudikavii Ta MeToANKN
KOHTPOJH0 AKOCTi 4151 BUXiJHOTO KOHTPO/IO
Ha A®I BancapTtaH BU/1ly4eHO NOKa3HUK
'eHOTOKCMYHI AoMilKK (BMICT HITPO3aMiHiB)
ons BupobHunka ALEMBIC
PHARMACEUTICALS LIMITED, India Ta
OHOBJ1EHO po3gin 3.2.S. Mogynb 3. 3MiHu |
Tuny - 3MiHn 3 akocTi. A®l. KoHTponb AdL.
3MiHa y meTofiax BUNpobyBaHHs AD| abo
BMXiAHOro Marepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci Bupo6HuLUTBa AP (iHLWi 3MiHN Y
MeToAax BUNPOGyBaHHS (BKIHOYAKOUN 3aMiHy
abo gonoBHeHHs)) A®Il abo
BUXiAHOrO/NPOMIXHOro NpoAayKTy) BHeceHHs
3MiH 4,0 BXiZHOrO KOHTPO/IO Ha Aitouy
peuoBuHy BancapTaH, a came [ONOBHEHO
MeTOoAWKY pe3ynbTaTamu Basligauii
aHasNITUYHKUX METOAMK A5 BU3HAYEHHS
HOBOTO MokasHuka fomiwkn AZBT (5-(4'-
(AsngomeTtun)-[1,1'-6icheHin]-2-in)-1H-
TeTpason)

222.

TIAPA AYO

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOH0, N0 160

MpAT
"®apmaueBT
nyHa hipma

YkpaiHa

MpAT
"®apmaueBTMyHa
dipma "lapHmusg”

Ykpaina

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNY - AoMIHICTPaTUBHI
3MiHW. BuayyeHHs BUPOOHUYOI AinbHULI

3a
peyenmom

UA/16280/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Mr/25 mr; no 7 "NapHuus" (Bkntovaroum ginbHULi ans Adl, NpomiKHOTo

Tab/1eTOK Y KOHTYPHIl
YapyHKOBIli ynakoBL;
no 2 a6o no 4
KOHTYPHi YapyHKOBI
ynakoBKM B MauLii; no
14 TabneTok y
KOHTYPHIli YapyHKOBIi
ynakosui, no 1 a6o no
2 KOHTYpPHI YapyHKOBI
ynakoBKM B naui

NPOAYyKTY abo roToBOro ikapcbKoro 3acoby,
AiNbHUL ANA NpoBeAEeHHS NakKyBaHHS,
BMPOGHWKA, BifMOBifaIbHOTO 3a BUMYCK

cepiid, Micue NpoBeAeHHsI KOHTPOSO cepii)
abo noctavasnibHVKa BUXIAHOrO matepiasny,
peareHTy abo JOMOMDKHOI PEYOBUHY (SIKLLO
3a3HayeHo y focbe) BuyyeHHs BUpoOHUYOT
noinbHMLi MYLAN LABORATORIES
LIMITED, India ans gito4oi pe4oBrHM
BancaptaH. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTposb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONYCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXiAHUIA/NPOMIXHWUIA NPOAYKT/pearexT, Lo
BUKOPVCTOBYIOTBCS Yy NPOLeci BUPOOHMLTBA
A®I (iHWi 3miHM) CynyTHA 3MiHa - 3MiHW 3
akocTi. A®l. KoHTponb A®L. 3miHa y
mMeTogax BunpobysBaHHs APl abo BrXigHOro

MaTepiany/npomiKHOro NPoAyKTy/peareHTy,

LLIO BUKOPUCTOBYETLCSA Y NPOLECI
BMPO6HMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMKEHNX MeToAax BUNpobyBaHHA) [0
mMaTepianiB peecTpauiliHoro Jocbe [0
po3ginis 3.2.S.4.1 Cneundpikauis Ta
3.2.5.4.2 AHaniTnyHi MeToamn A0 BXiAHOro
KOHTPOIO Ha fijilouy pevoBunHy BancaptaH
BHECEHO He3HauHi 3MiHW, a caMe MOKa3HUK

«P0O34MHHICTb» NepeHeceHo [0 po3giny Npo
3arasibHi BNacTUBOCTI, OCKI/IbKW BiH Ma€e

pekomMeHAaLiiHWiA XxapakTep BiAMNOBIAHO A0

BumMor oY 1.4 «MoHorpagii» Ta €® 1.5.1.7

«Characters». 3miHu | TUNy - 3MiHW 3 AKOCTI.
A®I|. KoHTponb AdI. 3miHa y meTogax

BUNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiXHOro NPoAyKTy/peareHTy,
LL|O BUKOPNCTOBYETLCA Y Npoueci
BUpOOHULUTBA AP| (HE3HAYHI 3MiHK Y
3aTBEpMXEHNX MeTogax BunpobysaHHs) [lo
marepianis peecTpauiiHoro JOCkE A0
po3giny 3.2.S.4.2 AHaniTUYHI MeToam ons
BXIZIHOrO KOHTPOJIIO Ha Ailovy PevyoBUHY
BanicapTaH 3a NOKa3HNKOM «3a/NLLKOBI
PO3UMHHVKN» BHOCATLCA pefakuiliHi npaBku
Ta YTOYHEHHS LWOAO PO3YNHHYKIB, SKi
BUKOPVCTOBYIOTbCS B METOAMLI KOHTPO/TIO
AKOCTI, a/le He NepeBWLLYIOTb FPaHNYHIIA
BMICT i He BHOCATbCA B cepTudikaTy AKOCTi.
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

HopmyBaHHs Ta MeTofuka 3aveHi 6e3
3MiH. 3MiHu | TUNy - 3MiHK 3 SKocTi. API.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuXigHOrO
MaTepiany/npombKHOro NPoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NPOLECI
BMpo6HMLTBa API (iHWI 3MiHM Y MeTogax
BMNpo6YyBaHHA (BK/IKOYaUM 3amiHy abo
[0noBHeHH:A) A®| abo
BVIXiZHOro/MpomMikHOro npoaykTy) Ao
marepianiB peecTpauiiHoro Aocke A0
po3giny 3.2.5.4.2 Ans BXiAHOr0 KOHTPO/I0
Ha filouy peyoBuHy BancapTtaH 3a
NOKa3HUKOM «3a/IMLLKOBUWIA a3n» BHOCATHLCS
3MiHWY, Y 3B’A3KY 3 ONTVMIi3aL,i€l0 KOHTPOO
A®| (nopatkoBa xpomaTorpadiyHa Ko10HKa)
Ta BHECEHHAM TepMiHy NpuaaTHoCTi
PO34UnHY NOPIBHAHHA Ta BUNPOBOBYBaHOIO
PO34MHy, 3 ypaxyBaHHAM pe3y bTaTiB
Banigauii aHaniTMYHNX MeToauK, 6e3 3MiHK
HOpMYBaHHS. 3MiHu | TUMY - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat
BiAMNOBIgHOCTI EBponechkili
thapmakonei/moHorpadii. NogaHHs HOBOTO
abo oHoBNeHoro cepTudikara BifnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BigNoBIAHOCTI
€sponelicbkili hapmakonei: ans A®l; ana
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; ANs AONOMIKHOT
peyvoBUHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBepAKeHoro
BUPOGHMKa - [ofaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
chapmaxkonei Ne R1-CEP 2010-072-Rev-02
(3atBepmxeHo: Ne R1-CEP 2010-072-Rev-
01) Ha A®| BancaprtaH Big yxe
3aTBEpAXeHoro BMpo6Huka Zhejiang Huahai
Pharmaceutical Co., Ltd, China (3miHn go
BMPOGHMLITBA KiHLLEBOro NpoaykTy (6e3
3MiHV cuHTe3y A®I), 3MiHM B cneuudikauii Ta
npoueaypu BUNpobyBaHHS NPOMKHOIO
NPOAYKTY, BHECEHHS HOBOTO MOKa3HMKa «5-
(4'-(asngomeTnn)-[1,1'-6icbenin]-2in)-1H-
TeTpaszon (AZBT)» Ta 3MiHa HOPMYyBaHHS
HiTpo3amiHiB (NDMA Ta NDEA)). BHacnigok

LbOro A0 BignoBigHWX po3ginis 3.2.S.4 ans
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

BXiJHOr0 KOHTposnto Ha A®| BancapTtaH
BHOCUTbCH NOKa3HUK «5-(4'-(asngomeTun)-
[1,1'-6icpenin]-2in)-1H-TeTpason (AZBT)»
BHOCSITbCA 3MiHN 3@ NMOKa3HUKOM
«["eHOTOKCHYHI AoMilwkun (BmicT
HITPO3aMiHiB)» pefakLiiiHi npaBku Ta
YTOUYHEHHS, 3 ypaxyBaHHAM pe3y/bTaTiB
BasligaLii aHaniTUYHNX METOAMK. 3MiHN |
TMny - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii.
MogaHHsA HOBOrO ab0 OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
thapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoMiKHOr0 MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyvoBuHM (cepTudikaT
BiANOBIAHOCTI EBponeiichbkin hapmakonei) -
OHOBNEeHWit cepTudikaT Big yxe
3aTBEPAKEHOro BUPOGHUMKA -
MoaaHHsA OHOBIEHOTO cepTudikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei Ne
CEP 2010-065-Rev-07 (3aTBepmxeHo: Ne
R1-CEP 2010-065-Rev-06) Ha AdI
BancapTaH Bif BXe 3aTBepa)KeHoro
BMpo6GHMKa ALEMBIC PHARMACEUTICALS
LIMITED, India - BUny4YeHHs! HiTpO3aMmiHiB,
OHOBJ/IEHHS KOHTaKTHWX AaHUX, OHOB/IEHHS
Tabnuui ynpasniHHA pu3vkamu LWoa0
e/leMeHTapHNX JOMILLOK T OHOB/IEHHS
[OKYMEHTIB nocTayasibH1Ka nakyBaslbHOro
marepiany, 6e3 3mMiHM caMoro nakyBaHHs. Ak
Hacnifok 3i cneyudikayii Ta MeToANKN
KOHTPO/I0 AKOCTi 4151 BUXIZHOTO KOHTPO/IO
Ha A®| BasicaptaH BUy4eHO NOKasHWK
['eHoTOKCMYHI foMiWwkn (BMICT HiTpO3aMiHiB)
ons Bupo6Hnka ALEMBIC
PHARMACEUTICALS LIMITED, India Ta
OHOB/IEHO po3gimm 3.2.S. Mogynb 3. 3miHu |
TUny - 3MiHKU 3 AKOCTi. ADIl. KOHTponb AdI.
3MiHa y meTofax BunpobysaHHsa APl abo
BMXi4HOro Marepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHWi 3MiHW Yy
MeToAax BUNPOGyBaHHS (BK/IHOYAKUN 3aMiHy
a6o fonoBHeHHs)) A®Il abo
BWXifHOro/MpoMiXXHOro NpoAyKTy) BHeceHHs
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3MiH [0 BXigHOr0 KOHTPO/IIO Ha Aitovy
peuyoBuHYy BancapTaH, a came [ONOBHEHO
MEeTOAMKY pe3ynbTaTtamu Banigauii
aHauTITUYHMX METOAMK A/15 BUSHAYEHHS
HOBOro nokasHvka gomiwkn AZBT (5-(4'-
(AsngomeTnn)-[1,1'-6icbenin]-2-in)-1H-
TeTpason)
223. | TIAPA AYO TabneTku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a - UA/16280/01/03
nAiBKOBOO "®bapmaueBT "®apmMaLeBTnYHa marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI peyenmom
o6onoHkoto, no 80 n4yHa chipma thipma "AapHuusa” 3MiHW. BunyyeHHs BUPOOHUYOT AinbHULI
mr/12,5 mrno 7 "OapHuus” (BKNtOYatoum ainbHULi ans APl NPOMiKHOTO

Tab/1eTOK Y KOHTYPHIi
YapyHKOBIli ynakoBLyj;
no 2 1a nNo 4 KOHTYpPHi
YapyHKOBI YNaKOBKM B
nauui; no 14 Tabnetok
Y KOHTYpHili
YapyHKOBIli ynakoBLyj;
no 1, no 2 abo no 6
KOHTYPHUX
YapyHKOBUX YNaKoBKM
B Mmauuj

NpoAyKTy abo roToBOro NiKapcbkoro 3acooy,
AiNbHUL ANA NPOBEEHHA NakKyBaHHS,
BMPOGHMKa, BIANOBIAA/ILHOIO 3a BUMYCK

cepiii, MicLe NPoBeAEHHST KOHTPOIO cepii)
abo noctavasnibHVKa BUXIQHOTO Matepiany,
peareHTy ab0 LOMNOMIXXHOI pe4OBUHY (KLLO
3a3HayYeHo y A0CbE) BryyeHHs BUpOoOHUYOT
pinbHUUi MYLAN LABORATORIES
LIMITED, India ans gito4oi pevyoBuHu
BancaptaH. 3miHu | TUny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdgikaLii Ta/abo AONYCTUMUX MEX,
BM3HAYEHNX Y cneuudikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BUKOPVCTOBYIOTHLCS Y NpoLeci BUPO6HMLTBA
A®| (iHwWi 3miHM) CynyTHA 3MiHa - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
MeTofax BunpobysaHHA APl abo BUXIAHOIO
marepiany/npoMiKHOro NpoayKTy/peareHTy,
LL|0 BUKOPNCTOBYETLCSA Y Npoueci
BUpPO6HULUTBA API (HE3HAUHI 3MIHK Y
3aTBEPMXEHNX MeTogax BunpobysaHHs) [lo
marepianiB peecTpauiiHoro JOCkbe A0
po3ginis 3.2.S.4.1 Cneuundikauia Ta
3.2.S.4.2 AHaniTU4YHI METOAM A0 BXigHOro
KOHTPO/IO Ha Aitouy peyoBuHy BancaptaH
BHECEHO He3HauHi 3MiHW, a caMe NoKa3HUK

«PO34MHHICTb» NepeHeceHo [0 Po3fisy Npo
3arasibHi BMacTUBOCTI, OCKI/IbKW BiH Ma€

pekomMeHAaLiliHWin XxapakTep BiANOBIAHO A0

Bumor 1®Y 1.4 «MoHorpadii» Ta €$ 1.5.1.7

«Characters». 3miHu | TNy - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®L. 3MiHa y meTogax

BunpobysaHHA APl abo BuXigHOrO
Marepiany/NpoMiXXHOro NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpoLeci
BMPO6HMLTBA AP| (HE3HAYHI 3MiHW Y
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3aTBEPAKEHNX MeToAax BUNpobysaHHA) [0
marepianis peecTpauiiHoro Aocke A0
po3giny 3.2.S.4.2 AHaniTMuHi meToam ons
BXiZJHOrO KOHTPOJIIO Ha Ajloyy PeHOBUHY
BanicapTaH 3a NOKa3HNKOM «3a/INLLIKOBI
PO3UMHHIKW» BHOCSATLCA pefakLiliHi npaBku
Ta YTOUHEHHS WOA0 PO3UNHHWKIB, AKi
BUKOPVCTOBYIOTbCS B METOAMLI KOHTPO/TIO
AKOCTI, a/le He NepPeBWLLYIOTb FPaHNYHUIA
BMICT i He BHOCATbCS B cepTudikaTy SKOCTi.
HopMmyBaHHs1 Ta MeTofuKa 3anuLueHi 6e3
3MiH. 3MiHY | TUNY - 3MiHK 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiXHOro NPoAyKTy/peareHTy,
LL|O BUKOPNCTOBYETLCSA Y Npoueci
BMpoOHUUTBa AP (iHLWI 3MiHK Y MeToZax
BMNpoByBaHHA (BK/IHOYAOUM 3amiHy abo
[O0MnoBHEHHsA) A®| abo
BUXiAHOro/NpoMiXHOro NpoaykTty) o
maTepianiB peecTpauiliHoro Jocbe [0
po3giny 3.2.S.4.2 ans BXiAHOr0 KOHTPOJI0
Ha Aitouy peyoBuHy BancapTtaH 3a
NOKa3HUKOM «3a/IMLLKOBUIA a3nf» BHOCATHLCS
3MiHWY, y 3B’A3KY 3 ONTVMIi3aL,i€l0 KOHTPOSIO
Ad| (nopatkoBa xpomaTtorpadiyHa KONoHKa)
Ta BHECEHHAM TEPMiHY NPUAATHOCTI
PO34MHY NOPIBHSAHHSA Ta BUNPO6OBYBaHOIO
PO34MHy, 3 ypaxyBaHHAM pe3ynbTaTiB
Banigauii aHaliTUYHNX MeTOANK, 6e3 3MiHM
HOpPMYBaHHs1. 3MiHu | TUMY - 3MiHK 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI €Bponeiickkili
thapmakonei/moHorpadii. NogaHHS HOBOTO
a60 OHOBMEHOrO cepTudikaTa BignoBigHOCTI
ab0o BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y

BMPO6HULTBI A®I; NSt 4ONOMIKHOT
peyoBuHU (cepTudikaT BiANOBIAHOCTI
€sponeiicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif yxe 3aTBepAKEHOro
BUPOGHMKa - [MogaHHA OHOBIEHOTO
cepTucpikaTa BigNoBigHOCTI EBpONEchbkili
thapmakonei Ne R1-CEP 2010-072-Rev-02
(3aTBepmxeHo: Ne R1-CEP 2010-072-Rev-
01) Ha APl BasicapTaH Bif yxe
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3aTBepAXeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd, China (3mMiHn go
BMPOBHMLTBA KiHLEBOrO NpoAaykTy (6e3
3MiHM cuHTe3y A®I), 3MiHM B cneuudikauii Ta
npoueaypy BUNPOGyBaHHSA MPOMIKHOIO
NPOAYKTY, BHECEHHSI HOBOTO MOKa3HMKa «5-
(4'-(asngomeTnn)-[1,1'-6icbenin]-2in)-1H-
TeTpason (AZBT)» Ta 3MiHa HOPMYyBaHHS
HiTpo3amiHie (NDMA Ta NDEA)). BHacnigok
LbOro A0 BignoBigHMX po3ginis 3.2.S.4 ans
BXifHOro KOHTposto Ha APl BancapTtaH
BHOCUTbCS NMOKa3HUK «5-(4'-(a3ngomeTnn)-
[1,1'-6icheHin]-2in)-1H-TeTpason (AZBT)»
BHOCSTbCSA 3MiHUN 3@ NMOKA3HUKOM
«eHOTOKCUYHI AoMiLLKK (BmicT
HITPO3aMmiHIB)» pefakLiliiHi npaBkv Ta
YTOUYHEHHS, 3 ypaxyBaHHAM pe3ynbTaTiB
Banigayii aHaniTMYHNX METOAUK. 3MiHu |
Tuny - 3MiHK 3 skocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOrO
cepTudcpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BignoBigHOCTI EBpONEchbkili
chapmakonei: ana A®l; gns BuxigHoro
MaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
4715 AONOMDKHOT peyoBrHM (cepTudikaT
BiAnoBigHOCTI €Bponeiickbkilt hapmakonei) -
OHoBNEHWIA cepTUdikar Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
MogaHHA OHOBNEHOTO cepTudikaTa
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei Ne
CEP 2010-065-Rev-07 (3aTBepmxeHo: Neo
R1-CEP 2010-065-Rev-06) Ha A®I
BancapTaH Big, BXe 3aTBep)KeHOro
BMpo6Huka ALEMBIC PHARMACEUTICALS
LIMITED, India - Buny4eHHs1 HiTpo3amiHis,
OHOBJ/IEHHS KOHTAKTHUX AaHUX, OHOBJIEHHS
Tabnvui ynpaBnaiHHA py3vikamu LWoa0
e/leMeHTapHUX AOMILLOK Ta OHOB/IEHHS
[OKYMEHTIB nocTayasibHUKa nakyBaslbHOro
marepiany, 6e3 3MiHM camMoro nakyBaHHs. FAk
Hacnigok 3i cneyudikauii Ta METOANKN
KOHTPO/IO AKOCTI /19 BUXiHOIO KOHTPO/IHO
Ha A®| BasicapTaH BUy4eHO NOKa3HWK
[eHOTOKCUYHI AOMILLKM (BMICT HITpO3aMmiHiB)
ans supobHuka ALEMBIC
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

PHARMACEUTICALS LIMITED, India Ta
OHOBJEHO po3ginu 3.2.S. Moaynb 3. 3MiHu |
TUny - 3MiHK 3 akocTi. A®I. KoHTponb AdL.
3MiHa y meTogax BunpobyBaHHsa AdP| abo
BUXiAHOro MaTepiany/npomikHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuutea AP (iHWi 3MiHW Yy
MeToAax BUNPobyBaHHA (BKOYA0UM 3aMiHy
abo gonoBHeHHs)) APl abo
BVXifHOro/MpoMiXXHOro NpoAykTy) BHeceHHs
3MiH [0 BXiZJHOrO KOHTPOJIO Ha Aitouy
peuoBuHy BancapraH, a came [ONOBHEHO
MeTOoAVKY pe3ynbTaTamu Bastigauii
aHasiTUYHNX METOAMK A8 BU3HAYEHHS
HOBOTO MoKasHWka fomiwkn AZBT (5-(4'-
(AsngomeTnn)-[1,1'-6icbenin]-2-im)-1H-
TeTpason)

3a - UA/18327/01/01

peyerimom

MpAT
"PapmavueBTnyHa
ipma "OapHuus"

BHECEHHS 3MiH [0 peecTpaLjiiHnX
marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI.
A®I. KoHTposib A®I. 3miHa y napameTpax

cneumdikauiii Ta/abo 4ONyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BUXiHWA/NPOMIKHWIA NpOAYKT/pearexT, Wwo
BMKOPUCTOBYIOTLCS Y NPOLEC BUPOOHMLTBA
A®I (iHWi 3MiHN)

CynyTHA 3MiHa - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuXigHOrO
mMaTtepiany/npombKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y MPOLECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMXEHNX MeToAax BUNPOOYBaHHS)
[lo maTepianiB peecTpauiiHoro fOCbe A0
po3ginis 3.2.S.4.1 1a 3.2.5.4.2 fo BXigHOro
KOHTPO/IO Ha Aitouy peyoBuHy BancaptaH
BHECEHO He3HauHi KOpUryBaHHs, a came
NOKa3HUK «PO34YMHHICTb» NepeHeceHo [0
po34iny Npo 3arasibHi BNaCTUBOCTI, OCKi/IbKN
BiH Ma€e pekoMeHauiliHii XapakTep
BignoBigHO Ao Bumor oY 1.4
«MoHorpadii» Ta €® 1.5.1.7 «Characters».
3MmiHu | TUnYy - 3miHk 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MopgaHHsA HoBOro abo OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
hapmakonei: ans A®l; ans BuxigHoro

224. | TIAPA CcOno TabneTkn, BKPUTI YkpaiHa Ykpaina
nniBKOBOIO
060/10HKO0, 1Mo 80 Mmr,
no 14 TabneTok y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 2
KOHTYPHi YapyHKOBI

YynakoBK/ B naqui

MpAT
"®apmauesT
nyHa dpipma

"AapHnus”
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

mMarepiany/peareHTy/npomMiKHOr0 MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoBuHK (cepTudikaT
BiANOBIAHOCTI EBponelicbkin hapmakonei) -
OHOBNEeHWit cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHSA
OHOBJ/IEHOTO cepTudlikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP
2010-065-Rev-06 (3aTBEpaxeHO: R1-CEP
2010-065-Rev-05) Ha Ad| BancapTaH Big,
yXKe 3aTBepKeHOro BupobHuka Alembic
Pharmaceuticals Limited, IHais. Ak Hacnigok
BK/TIOYEHO a/IbTEPHATMBHOIO NocTavasibHMKa
Advanced intermediate 6e3 3MiHV CUHTE3Y
A®I, oHoBNeHO po3gin 3.2.5.4.3,
nepernsHyTa npoleaypu TeCTyBaHHs, A5
y3rogxeHHs i 3 USP, poswnpeHe
[OCNIMKEHHS LWOAO0 MOX/IMBOCTI (haKkTopiB,
BiANOBIAA/IbHUX 3a YTBOPEHHS AOMILLOK
HiTpo3aMmiHy, pefakuiliHi npaBku Ta
YTOUYHEHHS1. HOpMyBaHHS NOKa3HWKIB
3a/IMLLEHO 6e3 3MiH. BHacnigok uboro go
po3ginis 3.2.5.4.1 1a 3.2.5.4.2 ans BXigHOro
KOHTpON0 Ha A®| BancapTaH 3a
MOKa3HUKOM «3a/TULLKOBI PO3UYNHHUKM,
BHOCATbCSA 3MiHW, pefakLiiiHi npaBku Ta
YTOUHEHHS. 3MiHW | TUny - 3MiHM 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat
BiANOBIgHOCTI EBponeichkili
thapmakonei/MoHorpadii. NogaHHs HOBOTO
abo oHoBNeHoro cepTudikara BifnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BigNoBiAHOCTI
€sponevicbkili hapmakonei: ans A®l; ana
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Y
BMPOOHULTBI API; ANs AONOMIKHOT
peyvoBUHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiickkili hapmakonei) - Houii
cepTudikaT Bif HOBOrO BUPOBHMKA (3amiHa
ab0 [ONOBHEHHS) NOJAHHS HOBOTO
cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
dhapmakonei Ne R1-CEP 2010-072-Rev-02
Ha Ad| BancapTtaH Bifg HOBOro BUpoGHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd,
China. Ak HacnigoK OHOBNEHO PO34in
3.2.5.4.1 Ta 3.2.S.4.2 onsa BXigHOTO
KOHTpON Ha Ad| BasnicapTaH 3a
MOKA3HUKOM «3a/IULLKOBI PO3UYMHHMKM» Ta
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
«["eHeTOoKCWYHI AoMiLKn (BMICT

HITPO3aMiHiB)»; BHECEHO HOBI NMOKa3HUKN
«3anuukoBuii ama» Ta «5-(4'-
(asnpgomeTtnn)-[1,1'-6idoenin]-2in)-1H-
TeTpason (AZBT). Takox 4OMNOBHEHO
TepMiHoM npugaTtHocTi Ad|
3anpornoHOBaHOro BUPOGHMKa. 3MiHu | Tuny -
3MiHu 3 gKocTi. A®l. KoHTposnb A®I. 3miHa y
mMeTofax BunpobysaHHsa APl abo BUXigHOro
Marepiany/npoMiXHOro NPoAyKTy/peareHTy,
LLI0 BUKOPNCTOBYETLCSA Y Npoueci
BMPO6HULTBa AP (iHLWI 3MiHKM Y MeTofax
BMNpo6yBaHHSA (BK/IKOYatOuM 3amiHy abo
[0NoBHEHHs)) APl abo
BMXi4HOro/NPoMiKHOro npoAaykTy) CynyTHs
3MiHa: 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikadin Ta/abo
[ONYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo
BVXiHWA/NPOMDDKHWIA NpOAYKT/pearexT, LWwo
BMKOPUCTOBYIOTLCH Y NPOLECi BUPOOHMLTBA
A®I (iHwi 3miHn), o maTepianis
peecTpadiiiHoro gocke Ao po3ginis 3.2.5.4.1
Ta 3.2.5.4.2 ans BXiAHOrO KOHTPO/0 Ha ADI
BanicapTaH BHOCATLCA 3MiHM 38 NOKA3HVKOM
«["eHOTOKCHYHI AoMilwkun (BmicT
HITPO3aMiHiB), y 3B'AA3Ky 3 NpUBELEHHAM
METOAVKM BiANOBIAHO A0 METOANKN
HaBefeHoi y €®, 2.5.42 N-HiTpo3amiHu y
Aitoynx pevosnHax (EP/0PY, 2.2.28,
EP/AdY, 2.2.43, meTog X MC) 3
ypaxyBaHHSIM pe3yfbTartis Banigauii
aHaniTUYHNX MeToAMK.3MiHu | TNy - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTi/lE-
cepTudikaT BiANoOBIgHOCTI EBpoNechkili
thapmakonei/MoHorpadii. NogaHHs HOBOTO
abo oHoBNeHoro cepTudikaTa BifnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BigNoBiAHOCTI
€sponevicbkili hapmakonei: ans A®l; ana
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI API; ANs AONOMIKHOT
peyvoBUHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBepAKeHoro
BUPOGHMKa - [ofaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI EBpONEChKili

thapmakonei ans A®I BancapTaH Bif yxe
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aTBepMAKEHOro BUpobHuka Alembic
Pharmaceuticals Limited, India, CEP Ne
CEP 2010-065-Rev 07 (Buny4YeHHs
HITPO3aMiHiB, OHOB/NIEHHS KOHTaKTHUX AaHuX,
OHOBJIEHHA TabnuLj ynpasniHHA pusnkamu
LLIOAO efleMeHTapHUX AOMILLOK Ta
OHOBJIEHHS JOKYMEHTIB NnocTadyasibHUKa
nakyBasIbHOro matepiasy, 6e3 3MiH1 camoro
nakyBaHHs) Y 3B'A3KY 3 LM 3i cneyudikauii
Ta METOAMKM KOHTPOJO SKOCTi 415 BXIAHOTO
KOHTpONt0 Ha ADI BavicaptaH BUIy4YeHO
nokasHuk MeHOTOKCUYHI AoMiLKku (BmicT
HiTpo3amiHiB) A5 BUpo6HMKka Alembic
Pharmaceuticals Limited, India Ta, Ak
HacnifokK LbOoro, OHOB/IEHO BIANOBIAHI
po3ginu 3.2.S Mogyns 3. 3miHu | Tuny:
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHsa APl abo BrXigHOro
Marepiany/npoMiXHOro NpoayKTy/peareHTy,
LL|0 BUKOPNCTOBYETLCSA Y Npoueci
BMPO6HULTBA AP (iHLWI 3MiHM Y MeTofax
BMNpo6yBaHHSA (BK/IKOYaOUM 3amiHy abo
[0MNoBHEHHs)) APl abo
BWXifHOro/MpoMiXXHOro NpoAaykTy) BHeceHHA
3MiH [0 BXigHOr0 KOHTPO/IIO Ha Aitouy
peuyoBuHYy BancapTaH, a came [ONOBHEHO
MeToam pesynbTataMu Banigauii
aHauTITUYHMX METOAMK A4/15 BUSHAYEHHS
HOBUX MoKa3HuKiB fomiwkn AZBT (5-(4'-
(AsngomeTnn)-[1,1'-6icbenin]-2-in)-1H-
TeTpason) Ta «3a/MLLKOBUIA a3ngy», ki 6ym
BHECeHi B METOAUN KOHTPO/IO BiAMNOBIAHO A0
CEP Bupo6Huka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China.

225.

TIAPA COJ10

TabneTku, BKPUTI
nAiBKOBOO
060/10HKOI0, No 160
mr, no 14 TabneTok y
KOHTYPHIli YapyHKOBIi
ynakoBLj; no 2 abo no
6 KOHTYPHUX
YapyHKOBUX YMakoBOK
y nauui

MpAT
"®bapmaueBT
n4yHa chipma

"fNapHuus"

YkpaiHa

MpAT
"PapmaueBTnyHa

thipma "AapHuusa”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHnx
marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax

cneumdgikaLii Ta/abo AONYCTUMUX MEX,
BM3HAYEHNX Y cneuudikauisx Ha Adl, abo
BVIXiZHWA/NPOMDDKHWIA NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTLCS Y NpoLeci BUPO6HMLTBA
A®I (iHWi 3MiHN)

CynyTHS 3MiHa - 3MiHK 3 skocTi. AdI.
KoHTposnb A®I. 3miHa y MeTodax
BunpobysaHHA APl abo BuXigHOrO
Marepiany/NpoMiXXHOro NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpoLeci
BMPO6HMLTBA AP| (HE3HAYHI 3MiHW Y

3a
peyenmom

UA/18327/01/02
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Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3aTBEPKEHNX MeToAax BUNPOOYBaHHS)
[lo maTepianiB peecTpaLuiiHoro A0oCkbE A0
posginis 3.2.5.4.1 1a 3.2.5.4.2 [0 BXigHOro
KOHTPO/IO Ha Aitouy peyosuHy BancaptaH
BHECEHO He3HauHi KopuryBaHHs, a came
NOKa3HWK «PO34YMHHICTb» NEepeHeceHo 40
po34iny Npo 3arasbHi BNAaCTUBOCTI, OCKI/IbKM
BiH Ma€e pekoMeHzaLUiliHnii xapakTep
BignosigHo Ao sumor A®Y 1.4
«MoHorpadii» Ta €EP 1.5.1.7 «Characters».
3MiHu | TNy - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii.
MoaaHHA HoBOro abo OHOB/IEHOrO
cepTuduikaTta BiANOBiLAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIAHOCTI EBPONEChKil
hapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY,
LLIO BUKOPWNCTOBYIOTLCA Y BUPOOHULTBI AdI;
0151 ONOMIXXHOI pevoBuHU (cepTuddikat
BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
OHOBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJ/IEHOTO cepTudikarta BifnoBigHOCTI
€Bponeiicbkint hapmakonei Ne R1-CEP
2010-065-Rev-06 (3aTBEepxeHo: R1-CEP
2010-065-Rev-05) Ha A®| BancapTtaH Big
yXe 3aTBepAkeHoro BMpo6Huka Alembic
Pharmaceuticals Limited, IHgjis. Sk Hacnigok
BK/IIOYEHO a/lbTEPHATMBHOIO NOCTaYasIbHUKA
Advanced intermediate 6e3 3MiHM CUHTE3Yy
A, oHoBMEeHO po3gin 3.2.5.4.3,
nepernsHyTa npoleaypu TeCcTyBaHHs, ANs
y3rompxkeHHs i 3 USP, po3wmpeHe
OOCNIMKEHHS LWOAO0 MOX/IMBOCTI hakTopis,
BiANOBIAA/IbHNX 3a YTBOPEHHS AOMILLOK
HITpO3amiHy, peAakuiliHi npaBku Ta
YTOYHEHHS1. HopMyBaHHSA NoKasHWKIB
3a/MLLeHO 6e3 3MiH. BHacnigok uboro Ao
po3ginie 3.2.S.4.1 1a 3.2.S.4.2 ans BXigHOro
KOHTpON Ha Ad| BasnicapTaH 3a
MOKa3HNKOM «3a/TULLKOBI PO3UNHHUKM»,
BHOCATbCSA 3MiHW, pefakLiiiHi npaBku Ta
YTOUHEHHS. 3MiHW | TUny - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/lE-cepTudikar
BiAMOBIAHOCTI €BpoONenchkii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
abo oHoBMEeHOro cepTudikaTa BifgnoBigHOCTI
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
ab0 BUyYeHHs cepTudikarta BifgnoBigHOCTI

€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHUUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hoswia
cepTuaikaT Bif HOBOro BUPOBHUKA (3amiHa
ab0 [ONOBHEHHS) NOJAaHHSA HOBOTO
cepTucpikaTa BiANOBIAHOCTI EBPONEChKil
thapmakonei Ne R1-CEP 2010-072-Rev-02
Ha A®| BancapTtaH Bif, HOBOro BUpOGHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd,
China. ik Hacni4oK OHOBNEHO PO3Ain
3.2.5.4.1 1a 3.2.S.4.2 ana BXigHOro
KOHTpoONo Ha A®| BasncapTaH 3a
MOKa3HUKOM «3a/TULLKOBI PO3UYMHHUKMY Ta
«["eHeTOoKCWYHI AOoMiLKV (BMICT
HITPO3aMiHiB)»; BHECEHO HOBI MOKa3HWKM
«3anuukosuin asna» Ta «5-(4'-
(asnpomeTun)-[1,1'-6idoenin]-2in)-1H-
TeTpason (AZBT). Takox AONOBHEHO
TepmiHoM npugaTHocTi APl
3anponoHOBaHOro BUPO6HMKA. 3MiHK | Tuny -
3MmiHu 3 sKocTi. A®l. KonTponb A®l. 3miHa y
MeTofax BUnpobyBaHHs AdDI abo BHXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy,
LL|O BUKOPNCTOBYETLCA Y Npoueci
BMpoOHULUTBa AP (iHLWI 3MiHK Y MeToZax
BMNpoByBaHHA (BK/IOYAOUM 3amiHy abo
[O0MnoBHeEHHsA) A®| abo
BUXIAHOro/NPoOMiXHOro Npoaykty) CynyTHsa
3MiHa: 3MiHu 3 sKocTi. APl. KoHTponb AdPI.
3miHa y napameTpax cneuudikauin Ta/abo
[0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbLCS Y NpoLeci BUPObHMLTBA
A®I (iHwWi 3miHW), o maTepianis
peecTpauiiHoro gockbe Ao posginis 3.2.5.4.1
Ta 3.2.5.4.2 ons BXiAHOro KOHTPOs0 Ha AdPI
BasicapTaH BHOCATLCS 3MiHW 3a MOKA3HMKOM
«[eHOTOKCUYHI AoMiLku (BmicT
HITPO3aMiHIB), Y 3B’13KY 3 NPUBEAEHHAM
MEeTOAMKM BifNOBIAHO [0 METOANKN
HaBefeHoi y €, 2.5.42 N-HiTpo3amiHn y
aitounx pevosuHax (EP/OPY, 2.2.28,

€P/APY, 2.2.43, meTog X MC) 3
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

ypaxyBaHHAM pe3ynbTaTiB Banigauii
aHaNITUYHUX METOAMK.3MiHN | TUny - 3MiHN 3
akocTi. CepTucpikaT BignosigHocTi/lE-
cepTudiikaT BiANOBIAHOCTI EBpONENChKili
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
abo oHoBneHoro cepTudikara BifnoBiAHOCTI
ab0 BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiQHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOB/IEHWIA
cepTuduikar Bif yXe 3aTBepaKeHOoro
BMPOGHUKA - MNogaHHs OHOB/IEHOIO
cepTucpikaTa BiANOBIAHOCTI EBPONEChKil
hapmakonei gns A®l BancapTaH Bif yxe
3aTBEepAKeHOro BMpobHuka Alembic
Pharmaceuticals Limited, India, CEP Ne
CEP 2010-065-Rev 07 (BUy4YeHHs
HITPO3aMiHIB, OHOB/TIEHHS KOHTAKTHUX AaHUX,
OHOBJ/IEHHSI TA6NWLj yNpaBNiHHA pU3nkamm
LLOA0 eNleMeHTapHUX AOMILLOK Ta
OHOBJ/IEHHSI IOKYMEHTIB NocTavasibHUKa
nakyBaJIbHOro mMatepiasty, 6e3 3MiHM camoro
nakyBaHHs1) Y 3B'A3Ky 3 LM 3i cneuudikauii
Ta METOAMKM KOHTPOJIIO AKOCTI 418 BXIAHOMO
KOHTpON0 Ha A®| BasicapTaH BU/Ty4EHO
NOKa3HWK MeHOTOKCUYHI AoMilwKkKn (BmicT
HITpo3amiHiB) A5 BUpo6HMKa Alembic
Pharmaceuticals Limited, India Ta, sk
HacnigoK Lboro, OHOBJ/IEHO BiANOBIAHI
po3ginu 3.2.S Mogyns 3. 3MiHu | Tuny:
3MmiHu 3 sKocTi. A®l. KonTponb A®l. 3miHa y
MeTofax BUnpobyBaHHs AdDI abo BHXigHOro
marepiany/npoMiXHOro NPoAyKTy/peareHTy,
LL|O BUKOPNCTOBYETLCA Y Npoueci
BMpoOHULUTBa AP (iHLWI 3MiHK Y MeToZax
BMNpobyBaHHA (BK/IOYaOUM 3amiHy abo
[O0MnoBHeEHHsA) A®| abo
BUXIAHOrO/NPOMIXHOr0 NpoAayKTy) BHeceHHs
3MiH [0 BXiZHOrO KOHTPOJIO Ha Aitouy
peuoBuHy BancapTaH, a came [ONOBHEHO
MeToau pesynbTataMmu Banigauii
aHasNITUYHKUX METOAMK A5 BU3HAYEHHS
HOBWX MOKa3HWKiB foMmiwkn AZBT (5-(4'-
(AsngomeTtun)-[1,1'-6icheHin]-2-in)-1H-
TETPas3o/) Ta «3a/IMLIKOBUIA asuay», ski 6ynm
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BHECEHI B METOAM KOHTPOJIIO BifNOBIAHO A0
CEP Bupo6Huka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China.
226. | TIAPA TPIO® TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpavLiiiHnX 3a - UA/15069/01/01
nNiBKOBOKO "bapmaueBT "papmMaueBTUYHaA marepianis: 3MiHu | TMNy - AgMiHICTpaTUBHI peuenmom
060n0Hkoto, no 10 nyHa chipma thipma "apHuus" 3MiHW. BunyyeHHs BUPOOHUYOI AinbHULI
mr/12,5 mr/160 mr; no "NapHuus" (Bkntovaroum ginbHULi ans Adl, NpomiKHOTO

7 Tabnetok y
KOHTYPHIli YapyHKOBIi
ynakosLj; no 2 Ta no 4
KOHTYPHI YapyHKOBI
ynakoBKM B MmauLii; no
14 TabneTok y
KOHTYPHIli YapyHKOBIi
ynakoBLi; no 1, no 2
ab0 6 KOHTYpHMX
YapyHKOBUX YNaKkoBOK
B nauui

npoAyKTy abo roToBOro Nikapcbkoro 3acooby,
OiNbHUL ANS NPOBeAEeHHS NakKyBaHHS,
BMPOGHWKA, BiAMOBifaIbHOTO 3a BUMYCK
cepiid, MicLe NpoBeAEHHsI KOHTPOSO cepii)
abo noctavasnbHVKa BUXIAHOrO Matepiasny,
peareHTy abo [OMOMKHOI PEYOBUHY (SIKLLO
3a3HayeHo y [0CbE) - BunyyeHHs
BMPO6HUYOI AinbHNLi MYLAN
LABORATORIES LIMITED, India gns gitouoi
peyoBunHM BancapTtaH; 3miHu | TNy - 3MiHK
3 aKocTi. A®Il. KonTponb A®l. 3miHa y
napameTpax crneuudikauiii Ta/abo
[0MNYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiZHWA/NPOMDDKHWIA NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTLCS Y NpoLeci BUPO6HMLTBA
A®I (iHWi 3MiHN)
CynyTHS 3MiHa
- 3MiHu 3 sKocTi. APl. KoHTponb A®l. 3miHa
y MeTogax sunpobysaHHa A®l abo
BMXigHOro marepiany/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BMpobHuuTea APl (He3HauHi 3MiHW Y
3aTBEPMKEHNX MeToAax BUNPOGYBaHHS) -
[lo maTepianiB peecTpauiiiHoro AockbE A0
po3ginis 3.2.S.4.1 Cneuwndikauis Ta
3.2.S.4.2 AHaniTnyHi meToamn Anis BXigHoro
KOHTPO/IO Ha Aitouy peyoBuHy BancaptaH
BHECEHO 3MiHW, a came MoKasHWK
«PO34MHHICTb» NepeHeceHo [0 po3giny Npo
3arasibHi BNacTUBOCTI, OCKI/IbKW BiH Mae
pekomeHAauiiHWi XxapakTep BiANOBIAHO A0
Bumor 1®Y 1.4 «MoHorpadii» Ta EP
1.5.1.7; 3MiHu | TUNYy - 3MiHK 3 AKoCTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuXigHOrO
mMaTepiany/npombKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y MPOLECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMKEHNX MeTOoAax BUNPOOYBaHHS) -
[lo MmaTepianiB peecTpauiiHoro 4OoCbe A0
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

po3ainis 3.2.S.4.2 AHaniTU4Hi MeToan aNns
BXi{HOrO KOHTPO/IIO Ha Ajloyy PeHOBUHY
BancapTaH 3a NOKasHUKOM «3a/ILLKOBI
PO3YMHHIWKM» BHOCSATBCS pefaKLiiiHi npaBku
Ta YTOUHEHHS LWOA0 PO3UYNHHWKIB, AKi
BUKOPVCTOBYIOTLCS B METOAMLL KOHTPO/THO
AKOCTI, a/le He NepPeBHLLYIOTb FPaHNYHIIA
BMICT i He BHOCATbCS B CepTUQiKaTu AKOCTI.
HopmyBaHHS Ta MeToAvKa 3anuLeHi 6e3
3MiH; 3MiHu | TUny - 3MiHK 3 sAkocTi. AdI.
KoHTposnb A®I. 3miHa y MeTofdax
BunpobysaHHA APl abo BUXigHOrO
Marepiany/npoMiXHOro NPoAyKTy/peareHTy,
LL|0 BUKOPNCTOBYETHCSA Y Npoueci
BMPO6HULTBA AP (iHLWI 3MiHWM Y MeTofax
BMNpo6yBaHHSA (BK/IKOYatOuM 3amiHy abo
[0noBHEHHs)) APl abo
BMXi4HOro/MpoMiKHOro NpoAaykTy) - Ao
marepianis peecTpauiiHoro AockE A0
po3ainis 3.2.S.4.2 AHaniTU4Hi metogu Ans
BXIZIHOrO KOHTPOJIIO Ha Ailo4y PevyoBUHY
BasicapTaH 3a NOKa3HUKOM «3a/IMLLKOBUIA
asna» BHOCATLCA 3MiHW, Y 3B'A3KY 3
onTuMisauieto kKoHTponto APl (gogatkosa
XpomatorpacpiyHa KosIoHKa) Ta BHECEHHAM
TEPMiHY NPUAATHOCTI PO3YMHY NOPIBHAHHSA
Ta BUNPOGOBYBAHOMO PO3UKHY, 3
ypaxyBaHHAM pe3ynbTaTiB Banigauii
aHaniTUYHNX METoAVK, 6e3 3MiHK
HOPMYBaHHS; 3MiHu | TUMYy - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat
BiANoOBIgHOCTI EBponechkili
thapmakonei/MoHorpadii. NogaHHs HOBOTO
abo oHoBNeHoro cepTudikara BifnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BigNoBIAHOCTI
€sponevicbkili hapmakonei: ans A®l; ana
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI API; ANs AONOMIKHOT
peyvoBUHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBepAKeHoro
BUPOGHMKa - [ofaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
chapmaxkonei Ne R1-CEP 2010-072-Rev-02
(3atBepmxeHo: Ne R1-CEP 2010-072-Rev-
01) Ha A®| BancaprtaH Big yxxe
3aTBEpKEHOro BMpo6HuKa Zhejiang Huahai
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

Pharmaceutical Co., Ltd, China (3miHn go
BMPOGHMLITBA KiHLLEBOro NpoaykTy (6e3
3MiHV cuHTe3y A®I), 3MiHM B cneuudikauii Ta
npoueaypu BUNpo6yBaHHS NPOMKHOIO
NPOAYKTY, BHECEHHS HOBOTO MOKa3HMKa «5-
(4'-(a3ngomeTnn)-[1,1'-6icbenin]-2in)-1H-
TeTpaszon (AZBT)» Ta 3MiHa HOPMYyBaHHS
HiTpo3amiHiB (NDMA Ta NDEA)). BHacnigok
LibOro [0 BignoBigHuX po3ginis 3.2.S.4 ana
BXiJHOr0 KOHTposnto Ha A®| BancaprtaH
BHOCUTbCH NOKa3HUK «5-(4'-(asngomeTun)-
[1,1'-6icpenin]-2in)-1H-TeTpason (AZBT)»
BHOCSITbCA 3MiHN 3@ NMOKa3HUKOM
«["eHOTOKCHYHI AoMilwkun (BMmicT
HITPO3aMiHiB)» pefakLiiiHi npaBku Ta
YTOUYHEHHS, 3 ypaxyBaHHAM pe3y/bTaTiB
BaslifaLii aHaniTUYHNX MEeTOANK; 3MiHN |
TMny - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHsA HOBOrO ab0 OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
thapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoMiKHOr0 MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoBuHM (cepTudikaT
BiANOBIAHOCTI EBponeiichbkin hapmakonei) -
OHOBNEeHWit cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOOHMKa - MNogaHHa
OHOBJ/IEHOTO cepTudlikarta BifgnoBigHOCTI
€Bponeiicbkit hapmakonei gns Adl
BancapTtaH Big yxe 3aTBepiKeHoro
BMpo6HMKa Alembic Pharmaceuticals
Limited, India, CEP Ne CEP 2010-065-Rev
07 Ha 3amiHy Ne R1-CEP 2010-065-Rev-06
(BUYYEHHS HITPO3aMiHiB, OHOB/IEHHS
KOHTaKTHUX AaHVX, OHOBMEHHA Tabnuuj
ynpaBAiHHA pU3VKamu LWOA0 eNleMeHTapHUX
[OMILLOK Ta OHOBJIEHHS [JOKYMEHTIB
noctayasnibHuKa nakyBasibHOro matepiasny,
6e3 3MiHM caMoro nakyBaHHs) Y 3B’A3Ky 3
UMM 3i cneumdikauii Ta METOAUKN KOHTPOTH0
SAKOCTi ANA BXIAHOrO KOHTPOo Ha AD|
BancaprtaH BUIy4YeHO NokasHuK
['eHoTOKCMYHI foMiWwkn (BMICT HiTpO3aMiHiB)
ons BupobHuka Alembic Pharmaceuticals
Limited, India Ta, Sk HacniAOK LbOro,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

OHOBJIEHO BIAMOBIAHI po3ainun 3.2.S Mogynsa
3; 3MiHu | TUny - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuXigHOrO
MaTepiany/npombKHOro NPoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NPOLECI
BMpo6HMLTBa API (iHWI 3MiHM Y MeTogax
BMNpo6YyBaHHA (BK/IKOYaUM 3amiHy abo
[0noBHeHH:A) A®| abo
BVIXiZHOro/MpOMKHOro NpoAyKTy) -
BHeceHHA 3MiH A0 BXIifAHOro KOHTPO/IO Ha
Litovy peyoBuHy BancapTaH, a came
[OMOBHEHO METOANWKY pe3ynbTaTamm
Basligauii aHaniTMYHNX MeToAMK ANs
BWU3HAYEHHS HOBOrO NOKa3HMKa JOMILLKM
AZBT (5-(4'-(AsngomeTnn)-[1,1'-6icbenin]-2-
in)-1H-TeTpason), siknii 6yB BHECEHWIT B
MeToAM KOHTPOIo BiAnosigHo Ao CEP
BMpobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China

227.

TIAPA TPIO®

TabneTkn, BKPUTI
N/1iBKOBOO
060/10HKO0, M0 5
Mr/12,5 mr/160 mr; no
7 Tabnetok y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 2 Tano 4
KOHTYPHi YapyHKOBI
ynakoBKM B naulyj; no
14 TabneToK y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1, no 2
ab60 6 KOHTYpHUX
4apyHKOBUX YNaKkoBOK
B nauuj

MpAT
"®GapmauesT
nyHa dpipma

"AapHnus”

Ykpaina

MpAT
"®apmavueBTnyHa
ipma "OapHuus"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiHnX
marepianis: 3MiHN | TUNY - AQMIHICTPaTUBHI
3MiHW. BunyyeHHs BUPOBHNYOT AiNbHUL
(Brtovatoun ginbHuui 4na A®|l, npoMixHoro
npoaykTy abo roToBOro nikapcbKoro 3acoby,
OiNbHUL ANA NPOBEAEHHA NakKyBaHHS,
BMPOGHMKA, BiAMOBIfa/IbHOTO 3a BUMYCK
cepiid, Mmicue NpoBeaeHHsI KOHTPOSHO cepii)
ab0o nocTavyasibHUKa BUXIAHOIO mMatepiany,
peareHTy abo [OMNOMKHOI PEYOBUHY (SIKLLIO
3a3HayeHo y JOCbE)

BUJTyYEHHS1 BUPOOHUYOT AinbHuUi MYLAN
LABORATORIES LIMITED, India gns gitouoi
peuyoBuHM BancaptaH. 3MiHn | Tuny - 3MiHN
3 akocTi. A®l. KoHTponb A®PI. 3miHa y
napameTpax crneungikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumngikauisax Ha A®l, abo
BVXiAHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTBCSA y NpoLeci BUPOOHMLTBA
A®I (iHWi 3miHW). CynyTHA 3MiHa- 3MiHM 3
akocTi. A®l. KoHTponb A®L. 3miHa y
mMeTogax BunpobysBaHHs Al abo BrXigHOro
mMaTepiany/npombKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y MPOLECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPAKEHNX MeToAax BUNpoGyBaHHs). [o
mMaTepianiB peecTpauiiHoro 4ocke 40

3a
peyerimom

UA/15070/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

po3ginis 3.2.S.4.1 Cneuwndikauis Ta
3.2.S.4.2 AHaniTuyHi MeToau A5 BXigHOro
KOHTPOIO Ha fijilouy pevoBuHy BancaptaH
BHECEHO 3MiHM, a came MOoKa3HWK
«P0O34MHHICTb» NepeHeceHo [0 po3giny npo
3arasibHi BNacTUBOCTI, OCKI/IbKW BiH Mae
pekoMeHAaLiiHWiA XxapakTep BiANOBIAHO A0
BumMor oY 1.4 «MoHorpagii» Ta €® 1.5.1.7
«Characters». 3miHu | TUNy - 3MiHW 3 AKOCTI.
A®I|. KoHTponb AdI. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiXHOro NPoAyKTy/peareHTy,
LL|O BUKOPNCTOBYETLCSA Y Npoueci
BUpOOHULUTBA AP| (HE3HAUHI 3MiHW Y
3aTBEPMKEHNX MeTogax BUNpobyBaHHs). [lo
marepianis peecTpauiiHoro AOckE A0
po3ainis 3.2.S.4.2 AHaniTu4Hi metogu Ans
BXIZIHOrO KOHTPOJIIO Ha Ailovy PevyoBUHY
BanicapTaH 3a NOKa3HNKOM «3a/NLLKOBI
PO3UYMHHWKN» BHOCATBLCA pefakuiliHi npaBku
Ta YTOYHEHHS LWOAO PO3YNHHWKIB, SKi
BUKOPVCTOBYIOTbCS B METOAMLI KOHTPO/TIO
AKOCTI, asle He NepeBNLLYIOTb FPaHNYHWIA
BMICT | He BHOCATbLCA B cepTudikaTy AKOCTi.
HopmyBaHHs Ta MeTofuka 3avLieHi 6e3
3MiH. 3MiHu | TUNYy - 3MiHK 3 SKocTi. API.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuXigHOrO
MaTepiany/npomiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NPOLECI
BMpo6HMLTBa API (iHWI 3MiHM Y MeTogax
BMNpo6YyBaHHA (BK/IHOYaUM 3amiHy abo
[0noBHeHH:A) A®| abo
BVIXiHOro/NpoMiKHOro npoaykTy). o
marepianis peecTpauiiHoro Aocke A0
po3ginis 3.2.S.4.2 AHaniTMyHi metoan ans
BXiZJHOrO KOHTPOJIIO Ha Ajloyy PeHOBUHY
BasicapTaH 3a NOKasHUKOM «3a/TLLKOBUIA
asna» BHOCATLCA 3MiHU, Y 3B'A3KY 3
onTumisaduieto KoHTposo APl (opartkoBa
XpomarorpadivyHa KOoIOHKa) Ta BHECEHHAM
TepMiHy NpUAATHOCTI PO3UMHY MOPIBHAHHSA
Ta BUNPO60BYBAHOIO PO3YMHY, 3
ypaxyBaHHSIM pe3yfbTartis Banigauii
aHaniTUYHNX MeToAVK, 6e3 3MiHN
HOpPMYBaHHs1. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTtucpikat BignosigHocTi/l E-cepTudpikat
BiANOBiAHOCTI €Bponeiickkili
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

thapmakonei/moHorpadii. NogaHHS HOBOTO
a60 OHOBMEHOrO cepTudikaTa BignoBigHOCTI
abo BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns
BUXIAHOrO MaTepiany/peareHTy/MpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIKXHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€sponeiicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif yxe 3aTBepAKEHOro
BUPOGHMKa. MogaHHA OHOBEHOro
cepTucpikaTa BignNoBigHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2010-072-Rev-02
(3aTBepmxeHo: Ne R1-CEP 2010-072-Rev-
01) Ha APl BanicapTaH Bif yxe
3aTBepAXeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd, China (3mMiHn go
BMPOBHMLTBA KiHLEBOrO NpoAaykTy (6e3
3MiHM cuHTe3y A®I), 3MiHM B cneuudikauii Ta
npoueaypy BUNPo6yBaHHS NPOMIKHOIO
NPOAYKTY, BHECEHHSI HOBOTO MOKa3HMKa «5-
(4'-(asngomeTnn)-[1,1'-6icbenin]-2in)-1H-
TeTpason (AZBT)» Ta 3MiHa HOPMYBaHHS
HiTpo3amiHie (NDMA Ta NDEA)). BHacnigok
LbOro A0 BignoBigHMX po3ginis 3.2.S.4 ans
BXifHOro KOHTposto Ha APl BancapTtaH
BHOCUTbCS NMOKa3HUK «5-(4'-(a3ugomeTnn)-
[1,1'-6icpeHin]-2in)-1H-TeTpason (AZBT)»
BHOCSTbCSA 3MiHN 3@ NMOKA3HUKOM
«eHOTOKCUYHI AOMiLLKK (BmicT
HITPO3aMmiHIB)» pefakLiliHi npaBkv Ta
YTOUYHEHHS, 3 ypaxyBaHHAM pe3ynbTaTiB
Banigalii aHaniTMYHNX METOAUK. 3MiHu |
Tuny - 3MiHK 3 sKocTi. CepTudikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOrO
cepTucpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BignNoBigHOCTI EBpONechbkili
chapmakonei: ana A®l; gns BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
4715 AONOMDKHOT peyoBrHK (cepTudikaT
BiAnoBigHOCTI €Bponeiickbkilt hapmakonei) -
OHoBNEHWIA cepTUdikar Bif yxe
3aTBepKEHOro BUpo6Huka. MogaHHA
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei ans AdI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

BancapTtaH Bif yxe 3aTBepAXeHoro
BMpo6HMKa Alembic Pharmaceuticals
Limited, India, CEP Ne CEP 2010-065-Rev
07 Ha 3amiHy Ne R1-CEP 2010-065-Rev-06
(BUNYYEHHA HITPO3aMiHiB, OHOBNEHHS
KOHTaKTHUX JaHWX, OHOB/IEHHS Tabnui
ynpasAiHHA PU3ViKamu WOA0 efleMeHTapHNX
[OMILLOK Ta OHOB/IEHHA [OKYMEHTIB
nocTavyasnibHviKa nakyBasbHOro Martepiany,
6€3 3MiHM camMoro nakyBaHHs1) Y 3B'A3Ky 3
UuMm 3i cneundikaLii Ta MeToanKM KOHTPO0
AKOCTI 4719 BXiAHOT0 KOHTPOo Ha Ad|
BancapTaH BUly4eHO NOKa3HWK
[eHOTOKCUYHI AOMILLKM (BMICT HITpO3aMmiHiB)
Ans BupobHunka Alembic Pharmaceuticals
Limited, India Ta, sk HacnigoK Uboro,
OHOBJIEHO BIANOBIAHI po3ainu 3.2.S Moaynsa
3.
3miHu | TNy - 3MiHK 3 AKocTi. API.
KoHTposnb A®I. 3miHa y meTodax
BunpobysaHHA APl abo BUXigHOrO
Marepiany/npoMiXHOro NpoayKTy/peareHTy,
LL|0 BUKOPNCTOBYETLCSA Y Npoueci
BMPO6HULTBA AP (iHLWI 3MiHKM Y MeTofax
BMNpo6yBaHHSA (BK/IKOYatOUM 3amiHy abo
[0MNoBHEHHs)) APl abo
BVIXiZHOro/NpoMiXHOro NpoaykKTy). BHeceHHs
3MiH [0 BXigHOr0 KOHTPO/IIO Ha Aitouy
peuyoBuHY BancapTaH, a came [ONOBHEHO
MEeTOAMKY pe3ynbTaTtamu Banigauii
aHauTITUYHMX METOAMK A4/15 BUSHAYEHHS
HOBOro nokasHvka gomiwkn AZBT (5-(4'-
(AsngomeTnn)-[1,1'-6icbenin]-2-in)-1H-
TeTpason), skuii 6yB BHECEHWIA B METOAN
KOHTpO/to BignoBigHo ao CEP Bnpo6Huka
ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD., China.

228.

TIKOBAK
[DKYHIOP
BAKLVHA Ans
MPO®INAKTUK
1 KNILLLOBOro
EHLE®ANTY
KYNbTYPA/bH
A
IHAKTUBOBAH
A OUMLLEHA
COPBOBAHA

CycneHsis ons iH'ekuii
no 1,2 mkr/0,25 mn no
0,25 mn cycneHsii y
nonepeaHLO
3anoBHEHOMY
0fiHOPa30BOMYy
Lwnpuui; no 1 wnpuuy
BKaleHoOMY Y
6nictep; no 1 6nictepy
Ta OKPEMOIO FOJIKOK Y
KapTOHHI kopobui 3

MN®ANIEP

ENY. CI. NI

KOPMOPEW
LLH

CWA

KOHTPOJ1b AKOCTI:
E€YPO®IHC
BIO®PAPMA

MPOJOAKT TECTIHI

CMEWH, C.Y.

IcnaHisi; KOHTposb

skocTi: Mdpaiizep
MeHtochekuypuHr
ABcTpia M'm6X,
ABCTpIS;
BMPOOHMLITBO

IcnaHis/
AscTpisi/
Benbris

BHECEHHS 3MiH [10 peecTpaLiiiHx
marepianis: 3miHu | Tuny - 3mMiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX
[JaHnx npo cuctemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPo
cuctemy hapmakoHarnagy, 3amiHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBiZaIbHOI 3a
3[iiCHEeHHST hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHuka ans
3fjiCHEHHs hapMakoHarisay B YkpaiHi,

3a
peyenmom

UA/16694/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MapKyBaHHAM npoaykTy y chopmi in SIKLLO BOHA BifMiHHA Bif, yNTOBHOBaXXEHOT
YKpaiHCbKOK MOBOIO; bulk; HanoBHeHHs ocobu, BignoBifanbHOI 3a 3A4iACHEHHS
no 0,25 mn cycneHsii 'y Lnpuuis, thapmakoHarnagy (BKIovaum KOHTaKTHi
nonepegHbL0 nakyBaHHs1, [OaHi) Ta/abo 3MiHM y pO3MilLeHHI MacTep-
3arnoBHeHOMY MapKyBaHHS, (paiina cuctemu hapmakoHarnsay) - 3miHm
0/lHOpa30BOMYy KOHTPOb AKOCTI, [0 y3aranbHeHVX AaHnx npo cuctemy
Lwnpwui; no 1 wnpuuy BUMYCK Cepii: chapmakoHarnsgy 3asaBHuKa
BKNaAeHOMY Y Mdcpaiizep
6nictep; no 1 6nictepy MeHtohekUypuHr
Ta OKPEMOIO rO/IKO Y Benbris HB,
KapTOHHiI kopobui 3 Benbrisi; KOHTpONb
MapKyBaHHAM akocti: CI'C a6
iHO3eMHOI0 MOBOIO 3i CimoH CA, Benebris
CTVKepoM
YKPaiHCLKOK MOBOIO
229. | TONIMIA-ANIMI | po34vH AnS iH'EKUIN, TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a - UA/19533/01/01
no 1 mn B amnyni; no 5 BO 3 06MeXeHo marepianis: 3MiHu | TMNy - AgMiHICTpaTUBHI peuenmom
amnyn y 6nictepi; no1 | OBMEXEH BiANOBIAAILHICTIO 3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecun
6nicTepy y KapTOHHii (e]}0) «®dapmaveBTUYHa 3asBHUKa (BNacHvKa peecTpauiiHoro
KopooLi BIANOBIOA KOMnaHis NocBifUeHHS). 3MiHa HaliMeHyBaHHs
NbHICTIO «300poB’A» 3asBHVIKa (BNacHWKa peecTpauiiHoro
"OAPMANC NOCBiAYEHHS)
TPUB'OLWH
230. | TOPAAIB PO3YMH ANS iH'eKUiid, 5 TOBAPUCT YkpaiHa BECb BUPOBHUUNIA YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a - UA/11604/02/01
Mr/Ma, no 4 mny BO 3 npouec M3, 3 mMarepianis: 3miHa 3asBHuka 13 (MIBIM) peyenmom
hnakoHi; no 5 OBMEXEH ypaxyBaHHAM (BnacHvKa peecTpauiiHoro NocBigYeHHs)
(h/1aKOHIB Y KOHTYpHiIlA (e]}0} BMNYCKY cepii: (3rigHo Haka3sy MO3 Big 23.07.2015 Ne 460).
YapyHKOBIli ynakoBLyj; BIAMOBIOA TOB "®APMEKC BBeAeHHs1 3MiH NpoTAroM 6-Tn micsAuiB nicns
no 1 KOHTYpHIW NBHICTHO FPYM", YkpaiHa 3aTBEepPKEHHSA. 3MiHN | Trny - 3MiHK WoA0
YapyHkoBili ynakoBuiy | «KOPMOPA BeCb BUPOBHUUNIA 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
KapTOHHIN nayyi; no 4 LA npouec N3, 3a BBegeHHs1 abo 3MiHM [0 y3arasibHeHNX
M/1 B amnyni; no 5 «30POB’A BUHATKOM BUMYCKY JaHnx npo cuctemy dapmaxkoHarnagy

amnyn y 6nictepi; no 1
6nicTepy y KapTOHHil
nayyi; no 4 mn B
amnyni; no 5 amnyn y
KapTOHHI nayui 3
neperopogkamu

»

cepil:

TOB
"PapmavueBTnyHa
KOMnNaHis
"3p0poB A", YkpaiHa

(BBEAEHHSA Y3araslbHEHVX AaHUX NPO
cuctemy thapmakoHarnsgy, 3amiHa
yMOBHOBaXeHOT 0cobu, BignosigansHoOT 3a
3[jiiCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHvKa Ans
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0co6w, BignoBiganibHOI 3a 34jiACHEHHS
hapmakoHarnsaay (BknoYarouy KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy).
3MiHa ynoBHOBaXkeHOi 0CO6U 3asBHUKA,
BignoBigasibHOI 3a hapmakoHarnsag. Jitoya
pegakuist: LleBuyeHko OneHa IropiBHa.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

MponoHoBaHa pegakuis: Manosa Onera
MuKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnag. 3miHa
HoMepa MacTep-chaiina cucremm
hapmakoHarnsgy.

231.

TOPAJIB

Tabnetkv no 10 wr;
no 10 Tabnetok y
6nicTepi; no 3 a6o 9
6nicTepiB B Nayuj

TOBAPUCT
BO 3
OBMEXEH
OKo
BIANOBIOA
NbHICTHO
«KOPIOPA
LA
«300POB’'A

»

YkpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3MiHa 3asBHuKa J13 (MIBIT)
(BnacHvKa peecTpaLiiHoro noceig4yeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBepKeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPo
cuctemy hapmakoHarnagy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBiZaIbHOI 3a
3[iiCHeHHSs1 hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHuka ans
3[jiicHeHHs hapmakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNTOBHOBaXXEHOT
ocobu, BignoBifanbHOI 3a 3AiACHEHHS
hapmakoHarnsay (Bka4aroum KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-
thaiina cuctemm chapmakoHarnsgy).
3MiHa yNoBHOBaXKEHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 32 hapMakoHariag. Jiroya
pepakuis: LesueHko OneHa IropisHa.
MponoHoBaHa pegakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOBA&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
Homepa MacTep-thaiina cucremu
chapmakoHarnsgy.

3a
peyenmom

UA/11604/01/01

232.

TOPAAIB

Tabnetkn no 10 wr;
in bulk Ne 1000: no
1000 Tabnetok y
noAagiiHNX
nonieTuIEHOBKX
nakeTtax B
NNacTUKOBUX
KOHTelHepax;

in bulk Ne 22000: no
22000 TabneTok y
noaBiHNX
nonieTUIEHOBKX
nakeTax B

TOBAPUCT
BO 3
OBMEXEH
oo
BIAMOBIJA
NBHICTIO
«KOPTOPA
LA
«3[J0POB'HA

»

Ykpaina

TOB "®APMEKC
reymn:

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis: 3miHa 3aaBHuKa J13 (MIBIT)
(BNacHuKa peecTpauiiiHoro nNocBig4YeHHs)
(3rigHo Hakaly MO3 Big 23.07.2015 Ne 460).
BBeeHHs 3MiH NpoTAroM 6-tm micAuis nicns
3aTBEPLKEHHS. 3MiHN | TUny - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
BeegeHHs1 ab0 3MiHW A0 y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPo
cuctemy thapmakoHarnagy, amiHa
YNOBHOB&XEHOT 0cO6MU, BiANOBiAabHOI 3a
3AiiCHEHHs1 hapMakoHarnsay; KOHTaKkTHOI

UA/14736/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

NNacTUKOBUX
KOHTelHepax

ocobu 3 hapmakoHarnsgy 3assHuka ans
3[jiCHEHHS1 hapMakoHarsay B YkpaiHi,
AKLLO BOHA BifMiHHA Bif, yNOBHOBaXEHOT
0co6w, BignoBigabHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTaKTHI
AaHi) Ta/abo 3MiHM Y pO3MilLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy).
3MiHa YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag. Jirova
pegnakuis: LeBuyeHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HOMepa MacTep-ghaiina cucremu
chapmakoHarnisgy.

233.

DEBYMAKC

TabneTku, BKPUTI
N/1iBKOBOIO 060/10HKOI0
no 80 wr, no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI ynakoBLi

Makneogc
PapmacboT
nKasic
Nimiteq

IHAis

Makneogc

PapmMacboTUKaC

Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHux
marepianis: 3miHu | Tuny - 3miHn Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKili XxapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT 4N MeAWNYHOro 3aCTOCYBaHHA Ha
nigcTasi peryssipHoO OHOBJ/IKOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3nekn 3aCcToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpauiiiHnii
nepiog, abo sk pe3ynbTaT OLiHKM 3BIiTY 3
OOCifpKeHb, NPOBeAEeHNX BiAMoBigHO A0
nnaxy negiatpuyHux gocnimkeHs (PIP)
(3MiHyY Y3rof)keHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHM BHECEHI 10 IHCTPYKLUIT ANnA MeanYHOoro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao
po3giny "MobiuHi peakyii" woao 6esneku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB nmicas
3aTBEPMKEHHA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekun/edekTBHOCTI Ta hapMakoHarniagy.
3MiHN Y KOPOTKiil XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT ANA MeAMYHOro 3aCTOCYBaHHS
reHepnyHuX/ribpuaHnx/6ionogibHNX
nNiKapCbKNX 3ac06iB NicNsi BHECEHHS Tiel
camoi 3MiHV Ha pedepeHTHWIT npenapat
(3miHa He NoTpebye HafaHHS XXOAHUX HOBUX
[0[aTKOBUX AaHnX) 3MiHM BHECEHI A0
IHCTPYKLT ANA MeAMYHOro 3acTOCyBaHHA y
po3ginu "®apmakonoriyHi B1acTneocTi”,

3a
peyenmom

He
nionsieae

UA/19034/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
"B3aemogis 3 iHWMMW SliKapCbKUMu
3aco6amu Ta iHWi BUamn B3aemogiii",
"Oco611BOCTI 3acTOCyBaHHA" Bi4NOBIAHO A0
iHchopmawuii pechepeHTHOro nikapcbkoro
3aco6y (AJEHYPIK® 80 MI/ALEHYPIK®
120 M, TabneTku, BKpUTI NNIBKOBOO
060/10HKOI0). BBEAEHHSA 3MiH MPOTATrOM 6-Tn
MicsAILiB Micns 3aTBepIKEHHS
234. | PEBYMAKC TabneTkn, BKPUTI Makneoac IHAjs Makneogc IHAis BHECEHHS 3MiH [0 peecTpaLjiiHnX 3a He UA/19034/01/02
nniBKOBOI 060/10HKOK | ®apmachkioT dapmacboTrKanic matepianis: 3miHu | TNy - 3miHK Woao peyenmom | niossi2ae
no 120 wr; no 14 nkanc Nimiteq 6e3nekun/edekTUBHOCTI Ta hapMakoHarnagy.
Tabnetok y 6nictepi; Nimiten 3MiHa y KOpOTKiil XxapakTepucTumui

no 2 6nictepu B
KapTOHHI ynakoBLi

nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHO OHOB/HOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acTocyBaHHs
nNikapcbKoro 3acoby B nicnspeecTpauiiiiui
nepiog, abo sk pe3ynbTaT OLiHKM 3BiTY 3
nocnimpkeHb, NpoBefeHnX BigNoBigHO A0
nnaHy negiatpuunHux gocnimpkeHs (PIP)
(3MiHY y3rof>X€HO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHM BHeCeHi A0 IHCTPYKUiT 418 MeanyHoro
3aCTOCYyBaHHSA MikapcbKkoro 3acoby Ao
po3ainy "Mo6iyHi peakuii” Wwoao 6e3neku
3aCTOCyBaHHS NikapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micnsa
3aTBEPKEHHS. 3MiHN | TUny - 3MiHK LWoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHU Y KOPOTKIill XapakTepucTumui
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHSA Ta
IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
reHepnyYHuX/ribpuaHMx/6ionogibHmNx
nNiKapcbKnx 3acobis Nicns BHECEHHA TiEl
camoi 3MiHN Ha pedepeHTHWIA npenapar
(3MiHa He NOTpebye HafaHHSA XOAHUX HOBUX
[04aTKOBUX laHnX) 3MiHN BHECeHi A0
IHCTPYKUIi 418 MeQUYHOro 3aCTOCyBaHHA y
po3ginu "dapmMakonoriyHi BNacTuBocTi",
"B3aemopis 3 iHLWMMKU NiKapCbKnuMun
3acobamu Ta iHWi BUamn B3aemogiii",
"Oco6nMBOCTI 3aCTOCYBaHHA" BiANOBIAHO 40
iHchopMaLii pedhepeHTHOro nikapcbKoro
3acoby (AJEHYPIK® 80 MI/ALEHYPIK®
120 M, TabneTku, BKpUTI NNIBKOBOO
060/10HKOI0). BBEi€HHS 3MiH NPOTATOM 6-Tn
MiCALIB MiC/1A 3aTBEPKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

235.

®NAMIJE3
renb

renb; no20r, 30T, 40
ra6o 100rB
naMiHoBaHii Ty6i; no 1
Ty6i B KQPTOHHIV
KopooLi

OPFAHOCHU
H
NAVGCAEH
Ccn3 (E®
3ETI)

OAE

EHK'106 ETikans
MpaiiBiT MimiTes

IHais

BHECEHHS 3MiH IO peecTpavLiiiHnX
MaTepianis: TexHiyHa noMunka (3rigHo
Hakasy MO3 Big 23.07.2015 Ne 460).
BvinpaBneHHs TeXHIYHOT NOMUIIKK, 3riAHO
n.2.4. po3giny VI Hakazy MO3 YkpaiHu Big
26.08.2005p. Ne 426 (y pefakuii Hakasy
MO3 Ykpainu Big 23.07.2015 p Ne 460) B
po3gaini Metoam koHTponto MKA /13 3a
nokasHnkoM «KinbKicHe BU3HaYEHHS.
[vknodeHaky gieTnnamiH B nepepaxyHKy Ha
AviknodeHak HaTpilo», a came B 3HAMEHHUKY
po3paxyHKoBOi chopmynu BMICTY
AVKNogeHaKy HaTpI0 3a3HaYEeHO MHOXHVK
«10» 3aMiCTb KOPEKTHOr0 «100.
3a3HayeHe BMMNpaB/ieHHA BigNoBifae
MarepianaM peecTpauiiHoro focke, Sk
npeacTasieHi B apxisi (po3gin 3.2.P.5.2.
AHaNITUYHI METOANKN)

6e3
peyenma

UA/12794/01/01

236.

PTYKOHA3O0/-
TEBA

Kancynu Teepgi no 50
Mmr; no 7 a6o 10

Kancysn y 6nictepi; no
1 6nicTepy B kopobLi

TOB «TeBa
YKpaiHa»

YkpaiHa

AT
dapmaLeBTUYHNI
3aBofg TeBa

YropwmHa

BHECEHHS 3MiH IO peecTpaviiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat

BiAMOBIAHOCTI EBpoONechkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
abo oHoBneHoro cepTudikara BignoBigHOCTI
ab0o BUyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuduikar Bif yXxe 3aTBepKeHOro

BVPOGHMKA - NOAAHHSA OHOB/IEHOTO

cepTucpikaTa BiANOBIAHOCTI EBpONEChKil
thapmakonei Ne R1-CEP 2007-071 - Rev 04
(3atBepmxeHo: R1-CEP 2007-071 - Rev 03)
ana A®l conykoHasory Bif 3aTBEpKEHOrO
BMpo6HUka Aurobindo Pharma Limited,
IHAiS.

3a
peyenmom

UA/16524/01/01

237.

PTYKOHA3O0/-
TEBA

Kancynu Teepgi no
100 wmr; no 7 a6o 10
Kancyn y 6nictepi; no
1 6nicTepy B kopobLi

TOB «TeBa
YKpaiHa»

YkpaiHa

AT
dapmaLeBTUYHNI
3aBog TeBa

YropLmHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
martepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat

BiAMOBIgHOCTI EBponechbkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro
abo oHoBneHoro cepTudikaTa BifnoBigHOCTI
ab0o BUNyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npomikHoro

3a
peyenmom

UA/16524/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHUUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOB/IEHWIA
cepTuduikar Bif yXe 3aTBepaKeHoro
BMPOGHMKA - NOAAHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI EBPONEChKil
thapmakonei Ne R1-CEP 2007-071 - Rev 04
(3atBepmxeHo: R1-CEP 2007-071 - Rev 03)
ansa A®| donykoHasony Bif 3aTBEPKEHOT0
BMpo6HUKa Aurobindo Pharma Limited,
IHAiS.

238.

®TYKOHA3O0/-
TEBA

Kancynv Teepgi no
150 wmr; no 1 kancyniy
6nictepi; no 1
6nicTepy B kOpo6Li

TOB «TeBa
YKpaiHa»

YkpaiHa

AT
dapmaLeBTUYHNI
3aBofg TeBa

YropmHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudikat

BiAMOBIAHOCTI EBpoONenchkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
abo oHoBneHoro cepTudikara BignoBiAHOCTI
ab0o BUyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCSA Y
BMPOOHULTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuduikar Bif yXxe 3aTBepKeHOro

BMPOGHMKA - NOAAHHA OHOB/IEHOTO

cepTucpikaTa BiANOBIAHOCTI EBpONEChKil
thapmakonei Ne R1-CEP 2007-071 - Rev 04
(3atBepmxeHo: R1-CEP 2007-071 - Rev 03)
ana A®l conykoHasory Bif 3aTBEpKEHOrO
BMpo6HUuka Aurobindo Pharma Limited,
IHAiS.

6e3
peyenma

UA/16524/01/03

239.

DTYKOHA3O0/-
TEBA

Kancynv Teepgi no
200 wmr; no 1 a6o 4,
ab6o 7, abo 10 kancyn
y 6nictepi; no 1
6nictepy B KOpobL,i

TOB «TeBa
YKpaiHa»

YkpaiHa

AT
dapmaLeBTUYHNI
3aBog TeBa

YropLmHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat

BiAMOBIgHOCTI €Bponechbkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro
abo oHoBneHoro cepTudikaTa BignoBigHOCTI
ab0o BUNYyYEHHS cepTudikaTta BifgnoBigHOCTI

€Bponelicbkiin hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Y
BMPOOHULTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHOBIEHWIA
cepTuduikart Bif yXe 3aTBepKeHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO

3a
peyenmom

UA/16524/01/04
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
cepTucpikaTa BiANOBIAHOCTI EBPONEChKil
thapmakonei Ne R1-CEP 2007-071 - Rev 04
(3atBepmxeHo: R1-CEP 2007-071 - Rev 03)
ans A®| dnykoHasony Bif 3aTBEPKEHOT0
BMpo6HUKa Aurobindo Pharma Limited,
IHAiS.
240. | ®ONIEBA Tabnetkv no 5 Mr no AT YkpaiHa AT "BITAMIHW" YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a - UA/18041/01/01
KNCNOTA 10 TabneTok y "BITAMIHWN" martepianis: 3MiHW | TUMY - 3MiHX 3 AKOCTI. peuenmom

6nicTepi; no 3 a6o 5
6nicTepiB y mauui; no
25 Tabnetok y
6nictepi; no 2
6nictepy y navui

Ceptucpikat BignosigHocTi/l E-cepTudikar
BiAMOBIAHOCTI EBpoONenchkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
abo oHoBneHoro cepTudikara BifnoBiAHOCTI
ab0o BUNyYeHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuduikar Bif yXxe 3aTBepKeHOro
BMPOGHWKA, NOJaHHS OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI EBpONEChKil
hapmaxonei Ne R1-CEP 1996-045 - Rev 04
(3aTBepmkeHo: R1-CEP 1996-045 - Rev 03)
Ons pitoyoi pevoBrHK Kucnota dponiesa Big,
BXe 3aTBepKeHoro BrpobHuka DSM
Nutritional Products LTD, LLseliuapisi; 3miHu
| TNy - 3miHK 3 sKocTi. CepTudikar
BignosigHocTI/IE-cepTudpikat signosigHoCTi
€Bponeiicbkin thapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOrO
cepTuduikarta BiANoBiLAHOCTI ab0 BUYYEHHS
cepTuduikarta BignNoBigHOCTI EBPONENChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTtepiany/peareHTy/npoMbKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHULTBI AdI;
A5 AONOMDKHOT peyoBrHK (cepTudikaT
BiAnNoBigHOCTI EBponeiickbkilt hapmakonei) -
OHoBReHn cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA, NOJaHHS
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€sponeiicbkin thapmakonei Ne R1-CEP
1996-045 - Rev 05 ans Aito4oi peyoBuHN
Kucnota dponiesa Bif, BXe 3aTBEpPIKEHOr0
BMpo6HMKa DSM Nutritional Products LTD,
LLiBeiiuapisi; 3MiHu | TUMY - 3MiHK 3 SKOCTI.
CepTtucpikat BignosigHocTi/lE-cepTudpikat
BiANoBigHOCTI EBponenchbkii
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
thapmakonei/moHorpadii. NogaHHS HOBOTO
a60 OHOBMEHOrO cepTudikaTa BignoBigHOCTI
abo BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns
BUXIAHOrO MaTepiany/peareHTy/MpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIKXHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI
€sponeiicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif yxe 3aTBepAKEHOro
BMPOGHWMKa, NOAaHHA OHOBNIEHOTO
cepTucpikaTa BignNoBigHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 1996-045 - Rev 06
ons gitodoi peyosuHu Kncnota choniesa Big,
BXE 3aTBepKeHOro BUpobHnka DSM
Nutritional Products LTD, LLiBeiiuapis
241. | XENNEKC® Tabnetku, no 4 Mosi Xenc LLiBeiiuapi CaBa Xenckea /1ta, IHais/ BHECEHHS 3MiH [10 peecTpaLiiiHux 6e3 - UA/9825/01/01
AHTUKONA DX | Tabnetkny bnictepi; 6X A IHAs; YropwmHa marepianis: 3miHu | Tuny - 3mMiHK WoA0 peyenma
no 1 6nictepy B Megiton 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
KapTOHHIN nauui; no 4 dapmacbloTikan (iHWwi 3MiHM). OHOBNEHO TEKCT MapKyBaHHS
Tabnetku y 6nictepi; NTa., YropwmHa NepBUHHOT Ta BTOPVHHOI YNakoBKN
no 1 6nictepy B nikapcbKoro 3acoby, a caMe YyTOYHEHO
KapTOHHII nauui; no iHbopMmaLLito LWoA0 NoroTuny KOMNaHir,
10 navok y rpynosii 3a3HayYeHo Homep peecTpauiiHoro
KapTOHHI ynakoBL; NOCBiAYEHHS, YTOYHEHO TEXHIUYHY
no 4 Tabnetkn y iHbopmaLLito, 3a3HaYeHOo Ha3By Ta KpaiHy
6nicTepi; no 1 KOMMaHii-BMPOOHMKA Ta BHECEHO He3HauHi
6nicTepy B KapTOHHiIl pejakuiiiHi npaBku. 3MiHa 3anponoHoBaHa y
nauui; no 20 navok y 3B'A3KY OHOB/IEHHSI TEKCTY MapKyBaHHS
rpynoBiii KAPTOHHIN ynakoBku in-bulk, a came: - yTouHeHo
ynakosuj; no 10 iHchopMmaLito WwoA0 NoroT1ny KoMnaHii B
Tabnetok y 6nictepi; TeKCTi MapKyBaHHS1, 30Kpema C/10BO
no 1 6nictepy B "norotun" 3aMiHEHO Ha "ToproeesibHa
KapTOHHIN nayui; no Mapka“, a TakoX 3a3Ha4eHo, Lo
10 TabneTok y TOpProBesibHa Mapka Ha/leXuTb KOMNaHii
6nictepi; no 1 3a5BHVKA; - BHECEHO HOMEp peecTpauiiHoro
6nicTepy B KapTOHHiIl nocBig4YeHHs Ha J13; - yTOYUHEHO TEXHIYHY
nauui; no 10 nayok y iHbopMmaLito 3a3HaveHy Ha ynakosui /13; -
rpynoBiii KAPTOHHIN [0[aTKOBO 3a3Ha4YeHo Ha3By Ta KpaiHy
ynakoBLi KOMnaHii-3asiBHuKa. BBeAeHHs 3MiH
NpOTSArom 6-Tv MicsILiB MicNs 3aTBEPAXKEHHS.
242. | XENMNEKC® Tabnetku: in bulk: no Mosi Xenc LLIselinapi CaBa Xenckea /T, IHgis/ BHECEHHS 3MiH 4,0 PeeECTpaLiiHNX - - UA/9722/01/01
AHTUKONA DX | 5000 TabneTtok y m6X ] IHAjs; YropwuHa mMartepianis: 3MiHn | TUNy - 3MiHKX WoA0
noagiiHomy Megiton 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy

nonieTuneHoBomMy
nakeTi B KOHTeliHepi

dapmachbloTikan
nrta., YropwuHa

(iHwWi 3miHM). OHOBNEHO TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNakKoBKu
nikapcbKoro 3acoby, a came yTOYHEHO
iHchopmawito LWoAo NOroTUNy KOMNaHii,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3a3HayYeHo HOMep peecTpaL,iniHoro
NOCBIAYEHHS, YTOYHEHO TEXHIUHY
iHchopmawito, 3a3HayeHo Ha3By Ta kpaiHy
KOMMaHii-BMPOOHMKA Ta BHECEHO HEe3HauHi
peakuiiiHi npaBku. 3MiHa 3anponoHoBaHa y
3B'A3KY OHOBJ/IEHHS TEKCTY MapKyBaHHS
ynakoBku in-bulk, a came: - yTouHeHo
iHhopmaLito LWoAo NoroTuny KoMnaHii B
TeKCTi MapKyBaHHS, 30KpeMa C/10BO
"norotun" 3amiHeHo Ha "ToprosesibHa
Mapka', a TakoX 3a3HayeHo, Lo
TOpProBesibHa Mapka Ha/leXuTb KOMNaHii
3asBHUKA; - BHECEHO HOMEp peecTpaviiiHoro
nocBifYeHHA Ha J13; - yTOYHEHO TEXHIUHY
iHbopMmawito 3a3HaveHy Ha ynakosLi /13; -
[0[,aTKOBO 3a3Ha4eHo Ha3By Ta KpaiHy
KOMnaHii-3asBHWKa. BBeeHHs 3MiH
nNpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS.

243.

XITAKCA

TabneTku, Lo
OVCnepryoTbes B
POTOBI NOPOXHWHI, MO
5 wr; no 10 TabneTok y
6nictepi, no 1
6nicTepy y KapTOHHiIN
KOpoo6Li

AT "Apavep
dapma”

MonbLa

BMPOGHMLITBO 3a
MOBHUM LK/TOM:
Dxenadapm C.A.,
pevis;
BUPOBHMK
BiANOBigabHNI 3a
BWMYCK cepii, He
BK/THOHAI0UM
KOHTPO/b:
AT «Apameq
dapmar, MNMonbLua

Ipevis/
MonbLa

BHECEHHS 3MiH IO peecTpaviiiHnX
mMaTtepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat

BiAMOBIAHOCTI EBpoONechkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
abo oHoBneHoro cepTudikara BignoBigHOCTI
ab0o BUyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOOHULTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - Houii
cepTugikaT Bif BXe 3aTBEP)KEHOr0

BMPOGHMKa. [ogaHHs OHOBIEHOTO

cepTucpikaTa BiANOBIAHOCTI EBpONEChKil
hapmaxonei Ne R1-CEP 2013-231 - Rev 01
(3aTBepmkeHo: RO-CEP 2013-231 - Rev 01)
ana A®| gesnopartaaviHy Bif, 3aTBEPAKEHOr0
BMpo6HMKa Sun Pharmaceutical Industries
Limited, IHgis.

6e3
peyenma

UA/15529/02/02

244,

XITAKCA

TabneTku, Lo
OVCnepryoTbes B
POTOBI NOPOXHWHI, MO
2,5wmr; no 10
Tabnetok y 6nictepi,
no 1 a6o 3 6nictepn y
KapTOHHI Kopo6Lyi

AT "Apavep
Papma”

MonbLia

BMPOGHMLITBO 3a
MOBHUM LK/TOM:
xenadapm C.A.,
Ipeuis;
BUPOBHMK
BiANOBigabHNI 3a
BUNYCK cepil, He
BK/THOHAI0UM
KOHTPO/b:

peuis/
MonbLa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
MaTepianis: 3MiHu | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat

BiAMOBIgHOCTI EBponechbkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro
abo oHoBneHoro cepTudikaTa BifnoBigHOCTI
ab0o BUNyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npomikHoro

6e3
peyenma

UA/15529/02/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
AT «Apamep, NPOAYKTY, WO BUKOPUCTOBYHOTLCA Y
dapmay, MonbLua BMPOOHUUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOB/IEHWIA
cepTuduikar Bif yXe 3aTBepaKeHoro
BMPOGHUKA. [ogaHHs OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI EBPONEChKil
thapmakonei Ne R1-CEP 2013-231 - Rev 01
(3aTBepmxkeHo: RO-CEP 2013-231 - Rev 01)
ana APl gesnoparafvHy Bif, 3aTBEPAXEHOrO
BMpOGHUMKa Sun Pharmaceutical Industries
Limited, IHgis.
245. | LE®YPOKCUM | Tabnetku, BKpUTI CaHpo3 CnoBeHis CaHpo3 'moX - ABcTpisi/ BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a He UA/5447/02/02
CAHAO03® nNiBKOBOKO PapmacbloTi BupobHmnua HimeyunHa martepianis: 3MiHu | TUNy - 3MiHK WoA0 peuyenmom | nidssizae
060n0HkKot0, Nno 250 Kans g.4. AinbHUUA 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
Mr; no 7 TabneTtok y AHTViHEKUIAHI TN3 3MiHa y KOpOTKill XxapakTepucTumui
6nictepi; no 2 Ta XiMiuHi Onepau;i niKkapcbKoro 3acoby, TeKCTI MapKyBaHHSA Ta
6nicTepy B KAPTOHHIN Kynane (AIXO N3 IHCTPYKLT 415 MeANYHOro 3acTocyBaHHs Ha
KOpoo6Li KyHanb), ABCTpis nigcTaBi perynsapHO OHOB/IHOBAHOTO 3BITY 3
BUPOBHUK iH B6asiK, 6e3nekun nikapcbkoro 3acoby, abo
KOHTPO/b Cepil, [ocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nakyBaHHs: MeHled nikapcbKoro 3acoby B nicnspeecTpauiiiHni
dapma M'vbX, nepiog, abo sk pesynbTar OLiHKM 3BTy 3
HimeuunHa LocniopKeHb, NPoOBeAEHMX BigNOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP)
(3MiHY Y3rof>XeHO 3 KOMMETEHTHUM
YNOBHOB&XEHVIM OpraHoM)
3MiHN BHECEHO A0 IHCTPYKLIi 415 MeAUYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y posainu
"Oco6nmBocTi 3acTocyBaHHs", "IM06iYHi
peakuji" BigMoBigHO 4O OHOBNEHOI
iHbopmawii 3 6e3nekn AitoHoi peHoBUHMN.
TepMmiH BBELEHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepayKeHHs.
246. | LE®YPOKCUM | Tabnertku, BKpUTI CaHpo3 CnoBeHis CaHpo3 'moX - AscTpisi/ BHECEHHS 3MiH [10 peecTpaLiiiHnx 3a He UA/5447/02/03
CAHO03® nNiBKOBOKO dapmacboTi Bupo6Hmnua HimeuunHa martepianis: 3MiHu | TMny - 3MiHK WoA0 peyenmom nionsieae
060/10HKO0, No 500 Kans g.4. OinbHULA 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.

Mr; N0 7 TabneTok y
6nictepi; no 2
6nicTepy B KapPTOHHii
KopooLi

AHTWIHDEKUIHI TN3
Ta XimiuHi Onepauji
KyHanb (AIXO MN3
KyHanb), ABCTpis
BMPOGHUK iH 6ask,
KOHTPO/b Cepil,
nakysaHHs: MeHled
dapma N'vbX,
HimeuunHa

3MiHa y KOpOTKili XxapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHA Ha
nigcTasi peryssipHoO OHOBJ/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3aCcToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpauiiiHnii
nepiog, abo sk pe3ynbTar OLiHKM 3BiTY 3
[ocnigpkeHb, NpoBefeHnX BignosigHo 40
nnaxy negiatpuyHux gocnimkeHs (PIP)
(3MiHY Y3ro)keHO 3 KOMNETEHTHUM
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
YNOBHOB&XEHNM OpraHoMm)
3MiHV BHECEHO A0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ginun
"Oco6nmBocTi 3acTocyBaHHs", "IM06iYHi
peakui” BignoBigHO [0 OHOB/IEHOT
iHchopmawii 3 6e3nekun fjtoyoi pevyoBUHH.
TepMmiH BBEZIEHHS 3MiH - NPOTArom 6 micsuis
nicns 3aTBepKeHHs.
247. | UMKNO 3® kancynu TBepgi; no 10 M'ep ®abp dpaHuin M'ep ®abp dpaHuin BHECEHHS 3MiH 40 pPeeCTpaLiiHNX 3a He UA/7550/01/01
POPT Kancyn y énicrepi; no MegavikameH MegavkameHT matepianis: 3miHu | TNy - 3miHK Woao peyenmom | niossi2ae
3 6nictepu B T MpoagakwH 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy

KapTOHHI ynakoBLi

(iHLWi 3MiHW) 3MiHV BHECEHO A0 iHCTPYKLi
O719 MEeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby A0 po3ainy "B3aemogis 3 iHWMMu
nikapcbkrMmn 3acobamu Ta iHLWi BUAm
B3aeMOSiin".

BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBepKeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHM) 3MiHVM BHECEHO A0 IHCTPYKUIT
O/151 MeANYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ainis "®apmakonoriyHi
BnactueocTi”, "Oco6aMBOCTi 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiof BaritTHOCTi abo
roflyBaHHs rpyaaro”, "Cnocib 3actocyBaHHs
Ta gosun", "Aitn", "MobivHi peakuii" CTOCOBHO
YTOYHEHHS iHdhopMaLii Ta pefaryBaHHs
TEKCTy 3a3Ha4yeHux po3dinis. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPKEHHS.
3MiHun Il TUny - 3MiHK Woao

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.

3MiHU Y KOPOTKil XapakTepucTumui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKUT AN19 MeANYHOro 3acTOCYBaHHA y
3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI,
OOK/TIHIYHUMU, KNIHIYHUMY JaHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao
po3gainy "®apmakonoriyHi BnactmBocTi”
nigpo3ain "®apmakognHamika" Woao Al Ha
nimdatnyHy umMpkynsuio. BeegeHHs 3MiH

npoTArom 6-Tn MicALB NiCNs 3aTBEPMAKEHHS.

3MiHu 1l TUNYy - 3MiHK Woao

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.

3MiHU Y KOPOTKIill XapakTepucTumui
niKkapcbKoro 3acoby, TeKCTI MapkyBaHHSA Ta
iHCTPYKUIi 41151 MeQUYHOro 3aCTOCyBaHHA y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3B'AI3KY i3 HOBVMU JaHUMU 3 SKOCTI,
OOKNIHIYHUMY, KNIHIYHUMW faHUMK Ta
OaHumy 3 hapmakoHarnsgy - 3miHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYyBaHHSA nikapcbkoro 3acoby Ao
po3ainy "®apmakonoriyHi BnactnsocTi”
nigpo3gin "®apmakogmHamika" woao
aHrionpoTeKTOPHOI Ail.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicns
3aTBep/mxeHHs. 3minn Il Tuny - 3milu woao
6e3nekn/edekTBHOCTI Ta thapMakoHarnagy.
3MiHM y KOpOTKili XapakTepucTu,i
NikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
IHCTPYKLUT AN MeANYHOro 3acTOoCyBaHHA y
3B'A3KY i3 HOBMMU AAHUMW 3 SIKOCTI,
OOKNIHIYHUMUN, KNIHIYHUMW faHMK Ta
OaHumy 3 hapmakoHarnsagy - 3miHu
BHECEHO [10 IHCTPYKLi 415 MegnyHoro
3aCTOCYyBaHHSA MikapcbKkoro 3acoby Ao
po3giny "MepenosysaHHA". BBeAeHHSA 3MiH
NpoTArom 6-T1 MiCALIB NicNa 3aTBEPIKEHHS

248.

IOHISOKC
COMIOTAB®

TabneTku, Lo
[OVCMepryoTbes, no
100 wmr; no 10
TabneTtok y 6nictepi;
no 1 6nicrepy y
KapTOHHI Kopo6Lyi

YEMNADAP
M
ApuHaimiTT
enb M'v6X

HimeuumnH
a

Actennac ®apma
Opon B.B.

HigepnaHvgm

BHECEHHS 3MiH 1O peecTpavLiiiHuX
MaTepianis: 3miHa 3asBHMKa (BnacHuKa
peecTpauiiHoro nocBeig4eHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460):
3areBepaxeHo: Actennac ®apma HOpon b.B.
Cwunbaiycser, 62, 2333 BE JfleiigeH,
HigepnaHvgu
Astellas Pharma Europe B.V. Sylviusweg,
62, 2333 BE Leiden, the Netherlands
3anponoHoBaHo: YEM/TA®APM
ApuHaiimittens Mv6X Llirensxod 24, 17489
IpalipcBanbg, HimeyunHa
CHEPLAPHARM Arzneimittel GmbH
Ziegelhof 24, 17489 Greifswald, Germany
TepmiH BBEAEHHS 3MiH NpoTsArom 12 micsuis
nicns 3aTBepayKeHHs.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BeegeHHs1 ab0 3MiHW A0 y3arasibHeHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO
cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAabHOI 3a
3[iiCHEHHS hapMakoHarnaay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asaBHuka ans
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
SKLLIO BOHA BigMiHHA Bif, YNOBHOBaXXEHOI

3a
peyenmom

He
nionsiecae

UA/4694/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
0co6w, BignoBigaibHOI 3a 34jiACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTaKTHI
AaHi) Ta/abo 3MiHM Y pO3MilLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YMNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIAa/IbHOI 3a hapmakoHarnag.
[itoua pepakuis: Ralph Nies. NMponoHoBaHa
pegakuis: Dr. Juliane Niessen-Erkel.
3MiHa KOHTaKTHUX AaHuX YNOBHOBAXEHOI

0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32
thapmakoHarnsg.
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA,
BiANOBiAa/IbHOI 32 3[jACHEHHS
thapmakoHarnagy B Ykpaii.
[itoua pepakuisn: Bipcta Onbra.
MponoHoBaHa pegakuis: BiTkoBcbka TeTsaHa
BitaniisHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3as1BHMKA, BiANOBIAA/IbHOI 32 3MjACHEHHS
thapmakoHarnagy B Ykpaii.
3miHa Homepa macTep-haiina cuctemm
thapmakoHarnsgy Ta iioro Homepa.
3MiHa MicLsa 3AiICHEHHSI OCHOBHOT
AisnbHOCTI 3 hapmakoHarnagy. 3MiHu | Tuny
- 3miHM Wwoao 6e3nekn/edyekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn). OHOBNEHHS
TEeKCTY MapKyBaHHA NEPBUHHOI Ta BTOPUHHOT
yNaKoBOK JiKapCbKOro 3acoby, a came:
KOHKpeTM30BaHO iHhopmalLito Wwoao
norotuny y n.17 IHWE TekcTy MapkyBaHHsA

YNakKoBKW.

BTOPVHHOI ynakosku Ta n.6 IHWE nepBUHHOI

*y pa3i BHeCeHHs 3MiH 00 iHCmpyKYii npo medu4yHe 3acmocysaHHs

HauanbHuK
dapManeBTUYHOr0 yIIpPaB/IiHHA

Tapac JIICKOBCHKUI
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