MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

05 BepecHs 2024 poky No 1543

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUHUX
iMyHO0O0io/T0riYHMX NpenapaTiB) Ta BHeCeHHs 3MiH [I0 peecTpaliiHUX MaTepiasiB

BignosigHo o crarti 9 3akoHy Ykpainu «IIpo jslikapchbKi 3acobu», MyHKTIB 3,
26, 30, 49 Tlopsgky aepskaBHOI peectpaiiii (TepepeecTpaiiii) JikKapcbKHUx 3acobiB,
3aTBep/KeHOro roctaHoBoio Kabinety MinicTpiB Ykpainu Bizg 26 TpaBHs 2005 poky
Ne 376 (B pepakiii mocrtaHoBu KabiHety MiHicTpiB Ykpainu Big 26 kBitHsa 2024
poky Ne 529), ab3aily ABafuUsATh IM’sSTOro MiANYHKTY 12 myHKTY 4 [Tosio)KeHHs1 Tpo
MiHicTepcTBO 0XOpPOHHM 370pOB’Sl YKpaiHU, 3aTBepKeHOro rnocraHoBoro KabiHety
MinictpiB Ykpaiau Big 25 Gepe3nsi 2015 poky Ne 267 (B pejakiiii 1ocTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunss 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3N PeeCTpalliiHUX MaTrepiamiB TiKapCchbKUX 3aco0iB (MeAUUHMX
iMyHobOionoriuHMX  TpemapartiB), 1[0 TOJaHi Ha Jep)XaBHy PpeECTparlifo
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peeCcTpalliiHUX MaTepiajiB, MpPOBeJeHUX
Jlep)KaBHAM  MMiANPUEMCTBOM  «/lep>KaBHMM eKCIepTHUM 1LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIiB I0Z0 e(heKTHMBHOCTi, Oe3rmeuyHoCTi Ta
SAKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CIIiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3aco0y, II[0 TIPOTIOHYETLCS A0 Jep>KaBHOI peecTpaljii (mepepeectpatiii), II0A0
BHECEHHsI 3MiH [0 PeeCTpaLliiHUX MaTepialiB Ta peKoMeH/allii Moro /10 Jep>kaBHOi
peectpailii (repepeecTpaiiii) abo BHeCeHHsI 3MiH /I0 peecTpalliiHUX MaTepiasiB,

HAKA3Y1O:
1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DeeCTpy JiKapCbKuX 3acobiB

YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperapatv) 3rigHO 3
Jomatkom 1.



2

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>kKaBHOT'O PeECTPY JiKapChbKUX 3aco0iB
YKpaiHM miKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TipermapaTH) 3rifgHO 3
JIOJIaTKOM 2.

3. BHecTu 3MiHM [0 peecTpaliiHUX MarepiajiB Ta /lep)KaBHOTO peecTpy
miKapcbKux 3acobiB YKpaiHM Ha JKapchkKi 3acobu (MeauuHi imyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BiZMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpariiHuX MartepiajiB Ta [Iep)KaBHOIO peecTpy JIiKapChbKHX 3aco0iB YKpaiHu
TKapCchKUX 3aco0iB (MeJUUHUX iMyHOOi0/OTiUHUX TIpernapariB) 3riZiHO 3 J0aTKOM 4.

5. ®apmarieBTuHOMY yripaBiiHHIO (Onekcanzpy I'pilleHKy) 3abe3meunTu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiliHomy BeOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’s YKpaiHU.

6. KoHTpO/Ib 3a BUKOHAHHSIM 1IbOTO HaKa3y IMOK/JIACTH Ha MepIIoro 3acTyITHUKA
Minictpa Cepris /IyopoBa.

MinicTp BikTop JIAIIIKO



ITIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEANYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCATBHCS 10 AEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHA

HopaTok 1

Ao Haka3y MiHicTepcTBa 0X0poHHU

3pa0poB’s Ykpainu «Ilpo gepxxaBHy
peecTpaniio (mepepeecTparni) JiKapcbKHX
3aco0iB (MegHYHHUX IMyHOOi0/TOriYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiHuX MaTepiaTiB»

Bix 05 BepecHs 2024 poky Ne 1543

Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakosKa) nocBi04YeHHs
1. | ABIPATEPOHY | Tab6netku no 250 wmr, AmHean Cnony4eHi AmMHean IHais peecTpauist Ha 5 pokis 3a He UA/20586/01/01
ALUETAT no 120 TabneTtok y dapmacbioTi LWraTtn dapmacbloTikans peyenmom nionsizae
naswwi Kan3 Amepukn MpaiiBeT JlimiTepq, MepiognyHICTb NOAAHHA perynspHo
MpaviBeT OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BifNoOBIAHO [0
Nimiten Heto Mopsagaky 3ailicHeHHs chapmakoHarnagy,
Vopk TOB 3aTBepxeHoro Hakasom MiHicTepcTBa
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HavYeHnMmn y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.
2. | BPYTA®/TAM® | Tabnetku, BKPUTI MaHkariHg, IHAisa MaHkaliHg ®apma IHAis peecTpauis Ha 5 pokis 3a He UA/20581/01/03
-120 NAiBKOBOIO dapma Nimiten, FOHIT-II peyenmom nionsizae
060/10HKO10, M0 120 NimiTeq MepiognyHICTb NOAAHHA PerynspHo

mr no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI ynakosL,i

OHOB/IOBAHOrO 3BiTY 3 6e3neku, BifnNoOBIAHO A0
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro Hakas3oM MiHicTepcTea

OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuiT Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy




Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku
3. | BPYTA®/IAM® | TabneTku, BKPUTI MaHkaliHg IHais MaHkaling ®apma IHais peecTpauis Ha 5 pokis 3a He UA/20581/01/01
-60 NNiBKOBOO Papma Nimitepn, HOHIT-II peyenmom nionsieae
060/10HKOI0, MO 60 Niviteq MepiognyHiCTb NOAAHHA perynspHo
mr no 10 TabneTok y OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
6nictepi; no 3 Mopsagaky 3ailicHeHHs chapmakoHarnsgy,
6nictepu B 3aTBEPXEHOro Haka3om MiHicTepcTea
KapTOHHI ynakoBL,i OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku
4. | BPYTA®NAM® | Tabnetku, BKpUTI MaHkaliHg, IHais MaHkaling ®apma IHais peecTpauis Ha 5 pokis 3a He UA/20581/01/02
-90 NAiBKOBOIO dapma Nimiteq, FOHIT-II peyenmom nionsizae
060/10HKOH0, M0 90 NimiTeq MepioAnyHICTb NOAAHHS PEryNsipHO
mr no 10 TabneTok y OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku, BifNOBIAHO [0
6nictepi; no 3 Mopsiaky 34ificHeHHs hapmakoHarnsgy,
6nictepn B 3aTBEpAKEeHOro Hakasom MiHicTepcTBa
KapTOHHIA ynakoBLi OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi locTuuii Ykpainm 29 ciuns 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'a YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiognyHOCTI NoJaHHA perynsipHux 3siTiB 3
6e3neku
5. | EBPODACT Kancynu m'ski, 600 €Bpo IHais OniB Xenckep IHais peecTpauis Ha 5 pokis 3a He UA/20580/01/01
POPTE mr, no 10 a6o 12 Naiidokep peyenmom nionsieae
Kancyn y énictepi, MpaiiBiT MepiognyHicTb NOAAHHSA PerynsipHO
no 1 a6o no 2 Nimiten OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0

6nictepu B
KapTOHHI Kopoo6Li

Mopsiaky 34iicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainn 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy




Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.
6. | 304 PO34UH A5 iH'EKLLN, ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa peecTpauis Ha 5 pokis 3a He UA/20584/01/01
25 mr/mn, no 2 mn 3 06MEXEHO peyenmom nionsieae
abono4 mnB obmexeHoro BiANOBIAA/TIbHICTIO MepiognyHiCTb NOAAHHA perynspHo
amnyni, no 5 amnyn Bignosiganb «PapmMaLeBTNYHa OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
y 6nicTepi, no 2 HiCTIO KOMnaHis Mopsagaky 3ailicHeHHs chapmakoHarnsgy,
6nicTepun y Kopobui 3 | «bdapmaues «3[,0p0oB’s» 3aTBEpAKEHOro Haka3om MiHicTepcTBa
KapTOHY TNYHa OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
KOMNaHis 2006 poky Ne 898, 3apeecTpoBaHoOro B
«3[0poB'a» MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku
7. | NEKCAPUT NOpOLLOK AN KO mKkmns IHais HOpxia Papma IHais peecTpauis Ha 5 pokis 3a He UA/20583/01/02
KOHLeHTpaTy ans dapma CneuieniTi3 peyenmom nionsizae
pO34MHy oNs Cnewwmanitic Nimiteq MepioAnyHICTb NOAAHHS PEryNsipHO
iHcpysiiA, 500 mr; no NimiTen OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO [0
1 donaxoHy B Mopsiaky 34ificHeHHs hapmakoHarnsgy,
KapTOHHI KOpooLj 3aTBEpAKEeHOro Hakasom MiHicTepcTBa
a6o no 1 chriakoHy B OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
3axmMcHoOMy 2006 poky Ne 898, 3apeecTpoBaHOro B
naacTMKOBOMY MiHicTepcTBi locTuuii Ykpainm 29 ciuns 2007
hyTNSApi B KAPTOHHINA poky 3a Ne 73/13340 (y pefaxuii Hakasy
Kopoo6Li MiHicTepcTBa OXOPOHM 340POB'a YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiognyHOCTI NoJaHHA perynsipHux 3siTiB 3
6e3neku
8. | MEKCAPUT NopoLUOK ANs KO mxkmns IHais HOoxia apma IHais peecTpauis Ha 5 pokis 3a He UA/20583/01/01
KOHLeHTpaTy ans dapma CneuieniTia peyenmom nionszae
pO3unHy ons Cnewwanitic Niviten MepiognyHicTb NOAAHHSA PerynsipHO
iHcpysiiA, 100 mr; no NimiTen OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
1 donakoHy B Mopsiaky 34iicHeHHs hapmakoHarnsgy,

KapTOHHI Kopoo6Li
ab6o no 1 chnakoHy B
3axXVICHOMY
NNacTUKoBOMY
yTNsApi B KAPTOHHIN

3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainn 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy




Ne Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
Kopobui MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku
9. | CEMBJ/IIKC TabneTku, BKpUTI Hosapric LLiseiiuapi Hosaprtic ®apma LBeiiLapis peecTpauis Ha 5 pokis 3a He UA/20579/01/01
NNiBKOBOO dapmva Al A LWTeitn A peyenmom nionsieae
o060/10HKot0, No 20 MepiognyHiCTb NOAAHHA perynspHo
mr; no 10 TabneTok OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
y 6nicTepi; no 2 abo Mopsagaky 3ailicHeHHs chapmakoHarnsgy,
6 6nicTepis y 3aTBEPXEHOro Haka3om MiHicTepcTea
Kopoo6Ui OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.
10. | CEMBJIIKC TabneTku, BKPUTI Hosapric LLiseiiuapi Hosaprtic ®apma LBeiiLapis peecTpauis Ha 5 pokis 3a He UA/20579/01/02
NNiBKOBOO dapmva Al A LWTeitn A peuyenmom nionsieae
060/10HKOH0, M0 40 MepioAnyHICTb NOAAHHS PEryNsipHO
mr; no 10 TabneTok OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku, BifNOBIAHO [0
y 6nicTepi; no 2 abo Mopsagaky 3ailicHeHHs chapmakoHarnsgy,
6 6nictepiB y 3aTBEpAKEeHOro Hakasom MiHicTepcTBa
Kopoo6Li OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi locTuuii Ykpainm 29 ciuns 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'a YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiognyHOCTI NoJaHHA perynsipHux 3siTiB 3
6e3neku.
11. | TEKA®YM Kancynu TOBAPUCT YkpaiHa BVMPOGHMLTBO TypeuuunHa/ peecTpauis Ha 5 pokis 3a He UA/20505/01/01
racTpope3nCTEHTHI BO 3 roToBOI NiKapcbKoi Bonrapis peyenmom nionsieae
TBepai no 120 mr no OBMEXXEH chopmMu, nepBUHHA MepiognyHicTb NOAAHHSA PerynsipHO
7 kancyn y énictepi; (e]}0} Ta BTOPUHHA OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
no 2 6nictepu B BIANOBIOA ynaKoBKa, Mopsiaky 34iicHeHHs hapmakoHarnsgy,
KapTOHHIM navi NIbHICTIO KOHTPO/Ib cepii: 3aTBEpXEHOro Haka3oMm MiHicTepcTBa
"BYCT CAHOBE/Ib ITAY OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
PAPMA" CAHAI BE 2006 poky Ne 898, 3apeecTpoBaHOro B
TUNOXAPET, MiHicTepcTBi tocTuii Ykpainn 29 ciunsa 2007

A.L., TypeyymHa

poky 3a Ne 73/13340 (y pefakuii Hakasy




mr, no 10 TabneTok,
BKPUTUX M/1IBKOBOIO
060/I0HKOK Y
6nictepi, no 6
6nicTtepis B nayLj 3
KapToHy

OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO [0
Mopsiaky 34ificHeHHs hapmakoHarnsgy,
3aTBEPAXEHOro HakasoM MiHicTepcTea

OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi locTuuii Ykpainm 29 ciuns 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'a YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ifiHO 3i CTpOKaMu, 3a3Ha4YeHNMuN y
nepiognyHOCTI NoJaHHA perynsipHux 3siTiB 3
6e3neku.

Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 (nikapcbka popma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi04€eHHs
BMNYCK cepil: MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
KeBaPo 'PYT1 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
EOOJ, bonrapis 3rigHO 3i CTpOKaMu, 3a3HaYEHNMUN Y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku
12. | TEKA®YM Kancynm TOBAPUCT Ykpaina BVMPOGHMLTBO TypeyuunHa/ peecTpauis Ha 5 pokis 3a He UA/20505/01/02
racTpopesnCTeHTHI BO 3 roToBOI NiKapcbKoi Bonrapis peyenmom nionsieae
TBepAi no 240 mr: no | OBMEXXEH dhopMK, NepBUHHA MepioAnyHICTb NOAAHHS PEryNsipHO
7 kancyn y 6nictepi; (0]}6} Ta BTOPVHHA OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
no 8 6nictepis B BIANOBIOA ynakoBKa, Mopsagaky 3ailicHeHHs chapmakoHarnsgy,
KapTOHHIM nayui NIbHICTIO KOHTPO/b cepii: 3aTBEPXEHOro Haka3om MiHicTepcTea
"BYCT CAHOBE/Ib 1144 OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
PAPMA" CAHAI BE 2006 poky Ne 898, 3apeecTpoBaHoOro B
TNOXKAPET, MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
A.lL., TypeyunHa poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
BWMYCK Cepii: 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
KeBaPo M'PYT 3riHO 3i CTpOKamu, 3a3Ha4YeHUMn y
EOO/, Bonrapis nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku
13. | ®JIEBOCMIH TabneTku, BKPUTI kv Em Ipysia KEPH ®APMA, IcnaHis peecTpauis Ha 5 pokis 6e3 niosnisieae UA/20582/01/01
NNiBKOBOO dapmacboT C.. peyenma
060/10HKO0, M0 500 nkasc MepiognyHICTb NOAAHHSA PerynsipHo

B.o. HauaTLHUKA

dapmMaleBTUYHOI0 YNpaB/IiHHSA

Ounekcanap I'PIHEHKO







ITEPEJIIK

MopaTok 2

Jlo HaKa3y MiHicTepcTBa 0X0poHH

3p0poB’s Ykpainu «IIpo gepxaBHy
peecTpanio (mepepeecTpanir) JiKapcbKHX
3aco0iB (MegHYHHX IMyHOOi0/TOriUHMX
npenapariB) Ta BHeCeHHsI 3MiH 0
peecTpaniiiHuX MaTepiaTiB»

Biz 05 BepecHs 2024 poky Ne 1543

INEPEPEECTPOBAHUX JITKAPCBKHNX 3ACOBIB (MEANYHUX IMYHOBIOJIOI'TYHUX ITPEITIAPATIB), AAKI
BHOCATBHCS 10 AEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHA

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjitiHo2o
0 3acoby yrnakoska) nocBi04Y€eHHs
1. | ABNONTUK | kpanni O4Hi, PO3UNH, EnEnCi py3ia K.T. POM®APM PyMmyHis MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH 3a He UA/17864/01/01
POM®APM 15 mr/r; no 250 mr B Pomdapm KOMIMAHI C.P.. OHOB/IEHO iH(hopMaLLito B IHCTPYKLUIT ANS MeANYHOrO | peyenmom nionsieae
0/1HO,030BOMY Komnari BMPOBGHMLTBO Ta 3aCTOCyBaHHSA Nikapcbkoro 3acoby y posginax:
KOHTeliHepi, no 6 xopaxns nepBuHHe "GapmakoTepanesTuyHa rpyna. Kog ATX"
KOHTelHepiB B calle nakyBaHHs (yTouHeHHs iHchopmauii 6e3 3miHn Kogy ATX),
Ta KapTOHHIN nayui nikapcbKoro 3acooby; "®apmakonoriyHi BractmsocTi", "Oco6nmnBocTi
BTOPUHHE 3acToCyBaHHSA", "3acTocyBaHHsA y nepiog BarirTHOCTi
nakyBaHHs, ab6o rogysaHHA rpyaat”, "Oitn" (yTOUHEHHS

KOHTPO/Tb KiHLIEBOro
NPoAyKTY Ta BUNycK
cepii

iHcbopmawii), "Mo6iyHi peakuii” BiANOBIAHO A0
iHbopMmaLii Woa0 MeauyHoro 3acTocyBaHHs
pediepeHTHOro Nikapcbkoro 3acoby (Autep®,
Kpanni o4Hi, po3uvH 15 Mr/r) a Takox y po3gini
"Mo6IYHI peakuii" WoA0 BaX/MBOCTI 3BITYBaHHSA NPO
no6iyHi peakuii.

MepiogUyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOMO
3BiTy 3 6€3neKw, BignoBiAHO A0 Mopsaky 34iNCHEHHS
thapmakoHarnsgy, 3aTBepPMKEHOr0 Haka3om
MiHicTepcTBa OXOPOHU 310POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainm 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Big 26 BepecHs 2016
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjitiHo2o
0 3acoby yrnakoska) nocBi04€eHHs
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HayYeHVMU Y NepiogMYHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.
2. | ANIOE NOPOLLOK MpAT YkpaiHa "KIEDEN N14" Ipysia nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/18023/01/01
EKCTPAKT (cybeTaHuin) y "®bapmaue nionseae
CYXUn naketax nogBinHMx BTUYHA
nonieTuNeHoBmX ipma
ona "AapHnus”
chapmaueBTUYHOro
3aCcTOCyBaHHSA
3. | ADPUNAA TabneTkn, BKPUTI [enbTa LLIseliyapi AJTKANOIQ AL MiBHiYHa nepepeecTpaisi Ha HeOBMeXeHW TEPMIH 6e3 nionsieae UA/17783/01/01
MAKC NNiBKOBOIO Megpiken a Ckon’e MakefioHist OHOB/IEHO iH(hopMmaLLito B IHCTPYKUIT 415 MeAnyHOro | peyernma
060/10HKO10, 10 400 MpomoyLu 3acToCyBaHHS NikapcbKoro 3acoby B po3ginax
mr; no 10 TabneTok H3 Al "Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acTOCyBaHHS y
y 6nicTepi; no 1 nepiog, BariTHoCTi abo rogyBaHHs rpyaar”, "Mo6iyHi
6nictepy y peakuii" BiANoBigHO A0 iHhopmaLii pechepeHTHOro
KapTOHHI KOPOOL; nikapcbkoro 3acoby (BRUFEN 400 mg film-coated
tablets), a TakoX OHOB/IEHO iHhopMaLLito B po3aini
"Mo6iyHi peakuii" IHCTPYKLii 4158 MegUyYHOro
3aCTOCYBaHHSA /iKapCbKoro 3acoby o0
BaXK/IMBOCTI 3BiTYyBaHHS NPO NOGiYHI peakyjii.
MepiognYHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHS
hapmakoHarnsgy, 3aTBepAxeHoro Hakasom
MiHicTepcTBa OXOpPOHM 3[40POB’'st YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainun 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3rifHO 3i CTpOKamu,
3a3HayveHMK y NepiognyHOCTI NOAAHHS PerynsipHuX
3BITIB 3 6e3neku.
4. | TNILEPON cynosuTtopii no 686 €Bpo Benuka Na6opaTtopiyc baci - | MopTyranis nepepeecTpais Ha HeoGMeXeHuiA TepMiH 6e3 He UA/12050/01/03
EBPO Mr no 6 cynosutopiis | Jlaiidokep Bputanis IHoycTpia OHoB/eHo iHdhopMaL,ito B IHCTPYKLii 415 MeguyHoro | peyenma nionsizae
y cTpuni; no 1 a6o 2 nra, dapmacsbtoTika, C.A. 3acTocyBaHHA NikapcbKoro 3acoby y posginax

CTPUNW B KAPTOHHIl
Kopoo6Li

"MpoTunokasaHHsa", "B3aeMogis 3 iHLLIMMK
nikapcbkMmn 3acobamu Ta iHWi BUamn B3aemogiii",
"Mepeno3yBaHHA" BiANOBIAHO A0 iHopmaLii 3
6e3nekn 3acToCyBaHHS NiKapcbKoro 3acody Tay
po3gaini "Mo6iyHi peaxuii" WwWoAo0 3BiTyBaHHSA Npo
no6iyHi peakuji.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOMO
3BiTYy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHS
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjitiHo2o
0 3acoby yrnakoska) nocBi04€eHHs
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’A YKpainuu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3Ha4YeHVMU Y NepiogMYHOCTI MoAaHHSA perynsipHux
3BITiB 3 6e3neku.
5. | nonio CYCMeH3sisi opaUibHa; nakcoCmi Benvka nakcoCmiTKnsiiH Benbris nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/16435/01/01
CABIH™ no 10 go3 (1 mn) y TKnsanH BpuTaHis Bionogxikans C.A. OHOB/IEHO iHChopMaLito B IHCTPYKLUIT 415 MeANYHOTO | peyenmom nionseae
ABOBAJE chnakoHi; no 100 Ekcnopt 3aCTOCyBaHHS Nikapcbkoro 3acoby B po3dinax
HTHA hnakoHIiB y Nimiten "3acTocyBaHHS y nepiog, BariTHOCTi abo rogyBaHHsA
BAKUVHA KapTOHHI kKOpoo6Lyj; rpyaato” (yTouHeHHs iHgopmadii), "Cnoci6
ansa no 20 pos (2 mn) y 3acTocyBaHHA Ta 031" (YTOYHEHHSs iHchopmai),
MPO®INAK | dhnakoHi; no 100 "Mo6iyHi peakui”, "3asBHUK Ta/abo NpeacTaBHUK
TUKN 1aKkoHiB y 3asBHMKA", "Micue3HaxomKeHHHS 3asiBHMKa Ta/abo
noniomie KapTOHHIA KOpooLi npeAcTaBHKKa 3asBHYKA" BIAMNOBIAHO A0 iHAopMaLiT
niTy TmniB CTOCOBHO 6e3Mneku, sika 3a3HavyeHa B MaTtepiasiax
1TA3 PEECTPAL,iHOIO AOCLE Ta PO3LLUMPEHO TEKCTOBY
(PKUBA, YacTUHY Ha3Bu hapmakoTepaneBTUYHOT rpynu
ATEHYIAOB 3riHO 3 MiXXHapoAHMUM KnacudikaTopom BOO3 6e3
AHA) 3MiHK kogy ATX y po3gini "®apmakoTepaneBTuyHa
rpyna. Kog ATX".
MepiognyHICTL NOAAHHSA PerynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0XOpOHU 340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30pPO0B'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HayYeHVMU Y NepiogMYHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.
6. | POCYMAK TabneTku, BKpUTI AJIKANOI | Pecny6nik ANIKANOIA AL Pecny6nika nepepeecTpavjis Ha He0OMeXeHUli TEPMIH. 3a He UA/17672/01/01
NNiBKOBOIO O AL a MiBHiYHa Ckon’e MiBHiYHa OHOB/IEHO iHChopMaLito B IHCTPYKLUIT 4151 MEAMYHOTO | peyenmom nionsieae
060/10HKO0, M0 5 Mr, Ckon'e MakeoHis MakeoHis 3aCTOCyBaHHS Nikapcbkoro 3acoby B po3ginax

no 10 Tabnetok y
6nictepi; no 3
6nictepu y
KapTOHHiiA KOpo6Ll

"®apmakonoriyHi BnactmsocTi", "Baaemogia 3
iHLIMMK NiKapCbknMK 3acobamu Ta iHWiI BUAW
B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", “I06GiYHi
peakuii" BiANoBigHO A0 iHhopmaLii pethepeHTHOro
nikapcbkoro 3acoby (KPECTOP TabneTku, BKpUTI
NNiBKOBOK 060/10HKOK Mo 5 mr, 10 mr, 20 mr, 40 mr),
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n/n

Hassa
JNliKkapcbKoe2
0 3acoby

dopma surnycKy
(nikapcbka cpopma,
yrnakoska)

3asaBHukK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsio4eHHs

a TakoX OHOBMEHO iH(hopmaLito B po3aini "Mo6iuHi

peakuii" iIHCTpyKU|ii 415 MEeAUYHOT0 3aCTOCYBaHHS

NikapcbKoro 3acoby L1040 BaXMBOCTI 3BiTyBaHHS
npo No6iyHi peaxui.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOrO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHEHHSA
thapmakoHarnisigy, 3aTBepMKEHOr0 Haka3om
MiHicTepcTBa 0XOpOHU 300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainmn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3neKu.

POCYMAK

Tabnetkn, BKpUTI
NNiBKOBOIO
060/10HKO10, No 10
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHI KOpoo6Li

AJIKANOI

Ckon'e

Pecny6nik
a MiBHiuHa
MakefioHist

ANIKANOIA AL
Ckon'e

Pecny6nika
MiBHiYHA
MakefoHis

nepepeecTpavisi Ha HEOOMEXEHUIA TEPMIH.
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT 4151 MEAUYHOIO
3acTOoCyBaHHSA Nikapcbkoro 3acoby B po3ginax
"®apmakonoriyHi BnactmsocTi", "B3aemogis 3
iHLWIMMK NikapcbkMKU 3acob6amMu Ta iHLWi BUan
B3aemogiit”, "OcobmBocTi 3acTocyBaHHsA", “M0o6GiYHi
peakuii” BigNoBIgHO A0 iHhopmaLii pechepeHTHOro
nikapcbkoro 3acoby (KPECTOP Ttabnetku, BKpUTI
nNiBKOBOK 060/10HKO MO 5 Mmr, 10 mr, 20 mr, 40 mr),
a TakoX OHOB/EHO iHdhopMaLiito B po3aini "MobiyHi
peakuii” iIHCTPYKLUIi 4719 MeAWNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby 040 BaXX/IMBOCTI 3BITYBaHHSA
npo NoGiYHiI peakLii.

MepiofnYHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOMO
3BiTY 3 6e3neku, BignoBigHO Ao Mopaaky 34iiCHeHHA
thapmakoHarnsgy, 3aTBepMKeHOro Hakasom
MiHicTepcTBa OXOPOHMW 340P0B’'S YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HaYeHMMK y NepioanYHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3neKun.

3a
peyerimom

He
niosnsiecae

UA/17672/01/02

POCYMAK

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, Mo 20
mr; no 10 TabneTok

AJIKANOI

Ckon'e

Pecny6nik
a MisHiuHa
MakefoHis

ANKANOIL AL
Ckon’e

Pecny6nika
MiBHiYHaA
MakefoHis

nepepeecTpaist Ha He0OMeXeHWn TePMiH.
OHOB/EHO iHhopMaLito B IHCTPYKLIT 4719 MeANYHOro
3acTOoCyBaHHS NikapCbKoro 3acoby B po3gisiax
"®apmakonoriyHi BnactusocTi”, "B3aemogis 3

3a
peyenmom

He
nionsieae

UA/17672/01/03
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjitiHo2o
0 3acoby yrnakoska) nocBi04€eHHs
y 6nicTepi; no 3 iHLWIMMK NiKapcbKMK 3acobamu Ta iHLWi BUAn
6nictepu y B3aemogiin", "OcobnmsocTi 3acTocyBaHHs", "lN06GIYHI
KapTOHHI KOpoo6Li peakuii” BigNoBigHO A0 iHhopmauii pechepeHTHOro

nikapcbkoro 3acoby (KPECTOP Tabnetku, BKpUTI
nNiBKOBOK 060/10HKO0 MO 5 Mr, 10 mr, 20 mr, 40 mr),
a TakoX OHOBJ/IEHO iHdhopMaLiito B po3aini "MobiyHi
peakuii” iIHCTpYKLUii 4719 MeANYHOro 3aCTOCYBaHHSA
nNiKapcbKoro 3acoby o040 BaXK/IMBOCTI 3BITYBaHHS
npo NoGiyHi peakuii.

MepioanyHICTL NOAAHHSA PerynsipHoO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHA
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HayYeHVMU Y NepiogMYHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.

9. | POCYMAK TabneTkn, BKPUTI ANKANOI | Pecny6nik ANKANOIL AL Pecny6nika nepepeecTpaisi Ha He0BMEXEHW TEPMIH. 3a He UA/17672/01/04
NNiBKOBOIO O AL a MiBHiuHa Ckon'e MiBHiYHaA OHOB/IEHO iHChopMmaLito B IHCTPYKLUIT 415 MeAMYHOro | peyenmom nionseae
060/10HKOI0, Mo 40 Ckon’e MakefoHist MakefoHist 3aCTOCyBaHHS Nikapcbkoro 3acoby B po3dinax
mr; no 10 TabneTok "®apmakonoriyHi Bnactusocti”, "Blaemogis 3
y 6nicTepi; no 3 HLIMMKM NikapcbKMKU 3acob6amMu Ta iHLWi BUan
6nictepn y B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", “IN06GiYHi
KapTOHHI KopooLi peaxuii” BignoBigHo Ao iHhopmMauii pedepeHTHOro

nikapcbkoro 3acoby (KPECTOP TabneTtku, BKpUTI
NiBKOBOK 060/10HKO Mo 5 mr, 10 mr, 20 wmr, 40 wmr),
a TakoX OHOBNEHO iH(hopmaLito B po3aini "Mo6iuHi
peakuii" iIHCTpyKL|ii 415 MeAUYHOr0 3aCTOCYBaHHS
NikapcbKoro 3acoby L1040 BaXNMBOCTI 3BiTyBaHHS
npo No6iYHI peaxLil.

MepiognyHiCTL NOAAHHA PerysispHO OHOBJ/IOBAHOIO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHEHHS
thapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHMW 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainun 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 30pPOB's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3rigHO 3i CTpoKamu,
3a3HaYeHVMU Y NepiognNYHOCTI MOAaHHA PErynsipHuX
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjitiHo2o
0 3acoby yrnakoska) nocBi04€eHHs

3BITiB 3 3MEKN.

B.o. Haua/ILHUKAa
dapmMaleBTUYHOI0 YNpaB/IiHHSA

Onekcanap I'PINEHKO
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Moparox 3

Jl0 HaKa3y MiHicTepcTBa 0X0poHH

3p0poB’s Ykpainu «IIpo gepxaBHy
peecTpanio (mepepeecTpanir) JiKapcbKHX
3aco0iB (MegHYHUX iIMyHOOi0/TOriUHMX
npenapariB) Ta BHeCeHHsI 3MiH 0
peecTpaniiiHuX MaTepiaTiB»

Biz 05 BepecHs 2024 poky Ne 1543

TIIEPEJIIK
JIIKAPCBKUX 3ACOBIB (MEJUUYHUNX IMYHOBIOJIOI'TYHHUX ITPEITAPATIB), IIIO/10 AKX BYJI BHECEHI
3MIHU /1O PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCSATBCS 10 TEPJKABHOTI'O PEECTPY JIIKAPCBKHNX
3ACOBIB YKPAIHI

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu Pexknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa BionycKky yBaHHs | peecmpayiliHo20
3acoby chopma, nocsioYeHHs
yrnakoBskKa)
1. | ABUKNAB® TabneTku, BKPUTI Abpwun IHais Aypo6iHgo ®apma IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/11903/01/01
NNiBKOBOIO dopmyneit Nimiten KOHIT XII MRy - 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta peyenmom | nidsisicae
060/10HKOI0 MO LWH3 MBT. thapmakoHarnsgy. 3MiHa y KOpoTKiil xapakTepucTumui
875 mr/125 mr: no nra. nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKL,i
5 TabneTok y AN MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynspHo
6nictepi, no 2 OHOBJ/IOBAHOTO 3BITY 3 6e3Mnekn NikapcbKoro 3acoby,
6nictepy B nav,i 3 abo gocnifpkeHb 3 6e3neky 3acToCyBaHHS NiKkapCbKoro
KapToHy 3aco6y B nic/isipeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOCMILKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHy y3rofXeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO A0 iHCTPYKUIT 415 MeAUYHOro
3acTOoCyBaHHS NikapcbKoro 3acoby y po3aim
"Oco6nmBoCTi 3acTocyBaHHA", "MobiuHI peakuii”
BiANOBIAHO 4O OHOBMEHOT iHGhopMaLii 3 6e3neku
[ito40i pevoBUHW. BBeEHHS 3MiH NPOTArOM 6-Tu
MicsILLiB NiCNs 3aTBEPAKEHHS.
2. | ABUKNAB® TabneTku, BKPUTI Abpun IHais Aypo6iHao ®apma IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/11903/01/02
NNiBKOBOIO dopmyneit Nimiten KOHIT XII MRy - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI Ta peyernmom nionsieae
060/10HKOK MO LWH3 MBT. hapMakoHarnsgy. 3miHa y KopoTKiii XxapakTepucTuui

500 mr/125 mr: no

14,

NiKapCbKOro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLI
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
5 TabneTok y L1151 MeQUYHOro 3aCTOCyBaHHA Ha MiAcTaBi perynsipHo
6nictepi, no 4 OHOBJIIOBAHOrO 3BITY 3 6€3Mekn Nikapcbkoro 3acoby,
6nictepu B nayui 3 abo pocnimkeHb 3 6e3nekn 3aCTOCyBaHHS NiKapCbKOro
KapToHy 3acoby B nicnsipeecTpaviiiHnii nepiod, abo K
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHy Y3rof)xeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO A0 IHCTPYKUIT 415 MeAUYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3Ainu
"Ocob6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakuii”
BiANOBIAHO 4O OHOBNEHOT iHGhopMaLii 3 6e3nekn
[ito40i peyoBrHW. BBeAeHHS 3MiH NpoTArom 6-tu
MicALiB Mic/1A 3aTBEPAKEHHS.
3. | ADEMIMNAC® TabneTkun, BKPUTI Baiiep Al HimeuyunH BCi cTagii HimeuunHa BHECEHHS 3MiH 0 peecTpavyiiiHux maTtepianis: 3MiHu | 3a UA/14101/01/01
NNiBKOBOIO a BMPOGHULTBA: MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyernmom
o60noHkKoto no 2,5 Baiiep AT, thapmakoHarnsgy. BeegeHHs abo 3miHu o
Mr Ne 42: no 21 HimeuuunHa; y3araslbHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
Tabnetui y BTOPUHHE (BBEAEHHSA y3araslbHEHUX AaHWX NPo cucTemy
6nictepi; no 2 nakyBaHHs: hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHOi 0coou,
6nictepu B LLteremaHH BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KapTOHHIM nayu; NoHdbepnakyHr & KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa 415
Ne 84: no 21 Norictiwep Cepsic 3[jiCHEeHHs1 hapmakoHariaay B YKpaiHi, SKLo BoHa
Tabnetuiy e.K., HimeyunHa BiAMiHHa Bif, yNOBHOBaXEHOI 0c06y, BignoBiganbHOT
6nictepi; no 4 3a 3gilicHeHHs hapmakoHariagy (BkIvarum
6nictepu B KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
KapTOHHI nayi thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0CO6M 3as1BHYMKA, BignoBigasibHOI 3a
hapmakoHarnsag.
[Oitoua pepakuin: Justin Daniels. NponoHoBaHa
pegakuist: Jutta Pospisil. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXXeHOT 0c06M 3aABHUKA, BiAMOBIga/IbHOI 3a
hapmakoHarnsg.
4. | ABEMNAC® TabneTkn, BKpUTI Baviep Al HimeuumnH BCi cTagii HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/14101/01/02
NNiBKOBOIO a BMPOGHMLTBA: TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
o060n10HKot0 no 2,0 Baviep AT, thapmakoHarnagy. BeegeHHsa abo 3miHu o
mr, Ne 42: no 21 HimevunHa y3ara/lbHeHUx JaHunx npo cuctemy hapmakoHarnsgy
Tabnetuiy BTOPVHHE (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTeEMy
6nictepi; no 2 nakyBaHHs: thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHol ocobu,
6nictepn B LLiIteremaHH Bi4NOBiAA/IbHOI 3a 34jICHEHHST chapMakoHarnsaay;
KapTOHHI nauu; NoHbepnakyHr & KOHTaKTHOI 0c0bM 3 hapMakoHarnagy 3asBHuKa A5
Ne 84: no 21 NoricTtiwep Cepsic 3pjiicCHeHHs chapmakoHarnagy B YkpaiHi, SKLL0 BOHa
Tabnetyiy e.K., HimeyunHa BigMiHHa Bij, yNMOBHOBaXKEHOI 0CO6W, BignoBigasibHOT

6nictepi; no 4

3a 3flificHeHHs1 chapmakoHarnagy (BKIYarym
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
6nictepu B KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
KapTOHHIM navi thaiina cuctemun chapmakoHarnsgy) 3miHa
YNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
[itoua pepakuis: Justin Daniels. MNponoHoBaHa
pefakuis: Jutta Pospisil. 3MiHa KOHTaKkTHUX AaHUX
YNOBHOBaXXEHOT 0CO6M 3as1BHYMKA, BignoBigasibHOI 3a
dpapmakoHarnsg.
5. | AAEMMNAC® TabneTkn, BKpUTI Baiiep Al HimeuuunH BCi cTaaii HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/14101/01/03
NNiBKOBOIO a BMPOGHULTBA: MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyernmom
o6onoHkoto no 1,0 Baiiep AT, thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr, Ne 42: no 21 HimeuuunHa; y3ara/lbHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
Tabnetyi y BTOPUHHE (BBEAEHHSA y3araslbHEHNX AaHWX NpPo cucTemy
6nictepi; no 2 nakyBaHHs: hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHOi 0coou,
6nictepu B LLteremaHH BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KapTOHHIM nayu; NoHdbepnakyHr & KOHTaKTHOI 0co6u 3 chapmakoHarnsgy 3asiBHVKa 415
Ne 84: no 21 Norictiwep Cepsic 3[jiCHEeHHs1 hapmakoHariaay B YKpaiHi, SKLo BoHa
Tabnetuiy e.K., HimeyunHa BiAMiHHa Bif, yNOBHOBaXEHOI 0c06u, BignoBiganbHOT
6nictepi; no 4 3a 3gilicHeHHs hapmakoHariagy (BkIvarum
6nictepu B KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
KapTOHHI nayi thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6M 3asiBHYMKA, BignoBigasibHOI 3a
hapmakoHarnsag.
[Oitoua pepakuin: Justin Daniels. NponoHoBaHa
pegakuist: Jutta Pospisil. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXeHOT 0c06M 3a8BHUKA, BiAMOBIgaIbHOI 3a
hapmakoHarnsg.
6. | AAEMMNAC® TabneTkn, BKpUTI Baviep Al HimeuumnH BCi cTagii HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/14101/01/04
NNiBKOBOIO a BMPOGHMLTBA: TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
o6onoHkoto no 1,5 Baviep AT, thapmakoHarnagy. BeefeHHsa abo 3miHu o
mr, Ne 42: no 21 HimeyvunHa,; y3ara/lbHeHUx JaHnx npo cuctemy hapmakoHarnsgy
Tabnetuiy BTOPVHHE (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTeMy
6nictepi; no 2 nakyBaHHs: thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHoi ocobu,
6nictepn B LLiIteremaHH BiANOBiAA/IbHOI 3a 34jICHEHHST chapMakoHarnsaay;
KapTOHHI nauu; NoHbepnakyHr & KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa Ans
Ne 84: no 21 NoricTtiwep Cepsic 3pjiicCHeHHs chapmakoHarnagy B YkpaiHi, SKLL0 BOHa
Tabnetyiy e.K., HimeyunHa BigMiHHa Bij, yNMOBHOBaXKEHOI 0CO6W, BifgnoBigasibHOT
6nictepi; no 4 3a 3gjlicHeHHs chapmakoHarnsgy (Bknyaryn
6nictepu B KOHTaKTHI faHi) Ta/abo 3MiHM Yy po3MilLieHHI MacTep-

KapTOHHIW navuj

tpaiina cuctemmn chapmakoHarnsgy) 3miHa
yNOBHOBaXXeHOT 0c06M 3asABHUKA, BiAMoOBigaIbHOI 3a
thapmakoHarnag.
[itoua pepakuisn: Justin Daniels. MNponoHoBaHa
pegakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX AaHnX
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
YNOBHOBaXXEHOT 0CO6M 3as1BHYMKA, BignoBigasibHOI 3a
dpapmMakoHarnsg.
7. | ABEMMNAC® TabneTkn, BKpUTI Baiiep Al HimeuuunH BCi cTagii HimeuunHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/14101/01/05
NNiBKOBOIO a BMPOGHULTBA: MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyernmom
o6onoHkoto no 0,5 Baiiep AT, thapmakoHarnsgy. BeegeHHs abo 3miHu o
Mr Ne 42: no 21 HimeuuunHa; y3araslbHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
Tabnetui y BTOPUHHE (BBEAEHHSA y3araslbHEHUX AaHVX NpPo cucTemy
6nictepi; no 2 nakyBaHHs: thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0coou,
6nictepu B LLteremaHH BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsay;
KapTOHHIM nayu; NoHdbepnakyHr & KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa 415
Ne 84: no 21 NoricTiwep Cepsic 3[jiCHEeHHs1 hapmakoHariaay B YKpaiHi, SKLo BoHa
Tabnetuiy e.K., HimeuunHa BiAMiHHa Bif, yNOBHOBaXEHOI 0c06u, BignoBigansHOT
6nictepi; no 4 3a 3gilicHeHHs chapmakoHarniagy (BkIvarum
6nictepu B KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
KapTOHHI nayi thaiina cuctemun chapmakoHarnsgy) 3miHa
YMOBHOBaXXEHOT 0CO6M 3as1BHYMKA, BignoBigasibHOI 3a
hapmakoHarnsag.
[Oitoua pepakuin: Justin Daniels. MNponoHoBaHa
pegakuist: Jutta Pospisil. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOT 0c06M 3a8BHUKA, BiAMOBIgaIbHOI 3a
hapmakoHarnsg.
8. | ACMBPOKC PO34MH ANns TOB YkpaiHa Medbap Inau CaH. TypeyunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3miHun |l 3a UA/18841/01/01
iH'ekuin Ta "YOPNA A.LL. TUny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
iHransyiin, 300 MEAMLUN thapmakoHarnagy. BHeceHHs abo 3miHa(n) fo
Mr/3 m1; no 3 Mn B H" 3060B'sA3aHb Ta YMOB Buaqi peecTpawiiHoro

amnyni, no 5
amnyn y KOHTYPHii
YapyHKOBIl
ynakoBLi, no 1 abo
2 KOHTYpPHi
YapyHKOBI
yNaKkoBKMn y
KapTOHHIiA KOpo6Li

NOCBiAYEHHS, BKoYatouy MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHsA 3MiH(1), siKi(a) BUMararoTb(€)
noAasibLLIOro 06r'pyHTYBaHHS HOBUMW AOAATKOBUM
JaHuMu, Lo MatoTb HaAaBaTNCA KOMNETEHTHUM
OpraHoMm, OCKifIbK/ BUMAraeTbCsa CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm). 3asBHUKOM HafaHo
OHOBJ/IEHWIA MnaH ynpaBniHHA pu3nkamu Bepcis 2.0.
3MiHN BHECEHO 10 YacTuH: | «3arasibHa iHthopmav,is»
Il «Cneumndikauis 3 6e3nekn» V «3axoan 3 MiHiMisauii
pr3mnkiB» VI «Pe3tome nnaHy ynpasniHHA pusnkamm»
VIl «Qopatku» (poaatkun 1-8) y 38’A3Ky 3 OHOB/IEHHAM
iHhopmauii 3 6e3neku AitoHoi pevoBUHM
aueTUIUNCTETH Bi4NOBIAHO [0 aKTyaslbHOI
pedepeHTHOI iHhopMaLlii, 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). Pe3tome MnaHy
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
yrnpasniHHA pu3nkamu Bepcis 2.0 AogaeTbes.
9. | ACUBPOKC TabneTky wmnyui TOB Ykpaina $apmaEcrTika EcToHisa/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasis: 3MiHu Il 6e3 UA/14270/01/02
no 600 mr, no 12 «YOPN[, MaHydakTypiHr PymyHis MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peyenma
TabneTtoky MEOMUN (PapmaEcrTika thapmakoHarnsgy. BHeceHHst abo 3miHa(v) fo
nexani; no 1 H» MaHydakTypiHr 3060B'A3aHb Ta YMOB BuAadi peectpauiiiHoro
neHasny B TOB), EcToHist; nocBigYeHHs, BKoUatoum MnaH ynpasniHHA prsnkamu
KapTOHHIi K.O. YOP/A (3acTocyBaHHs 3MiH(1), siKi(a) BUMararTb(€)
KopooLi, no 2 MEANUNH noAasibLIoro 06rpyHTYBaHHSA HOBUMU JOAATKOBUM
Tabnetkn y ctpuni; €BPOTIA C.P.J1., [aHVMK, WO MatoTb HagaBaTUCA KOMNETEHTHUM
no 5 a6o 10 PymyHis OpraHoMm, OCKi/IbKv BUMaraeTbCs CyTTEBA OLjiHKa
cTpunis y KOMMETEeHTHUM OpraHoMm) asiBHUKOM HafaHo
KapTOHHIA KopooLi OHOBJ/IEHWIA MnaH ynpaBniHHS pu3nkamm Bepcis 2.0.
3MiHN BHECEHO A0 YacTuH: | «3aranbHa iHhopmav,is»
Il «Cneundikauis 3 6e3nekn» V «3axoau 3 MiHimizauii
pu3ukie» VI «Pe3stome nnaHy ynpasniHHSA pusnkaMmms»
VIl «ogaTkm» (goaatku 1-8) y 38'13Ky 3 OHOB/IEHHAM
iHcbopmaLii 3 6e3nekun AjtoHol pevyoBUNHN
aueTUNUNCTETH BiANOBIAHO [0 aKTyaslbHOI
pedepeHTHOI iHhopMaLii, a TakoX y 3B'A3KY i3 3MiHOO
hopmarty BignosigHo Ao BumMor 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). Pe3stome MNnaHy
ynpasniHHA pu3vkamu Bepcisa 2.0 AogaeTbes.
10. | ACUBPOKC TabneTku Wwmnyui TOB Ykpaina $apmaEcrTika EcToHis/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/14270/01/01
no 200 mr, no 24 «YOPN[, MaHydakTypiHr PymyHis TMny - 3MiHu WwoaAo 6e3nekun/ethekTUBHOCTI Ta peuyenma
Tabnetkn y MEAMLUMN (dapmaEcTika thapmakoHarnisgy. BHeceHHs abo 3miHa(n) o
nexani, no 1 H» MaHydakTypiHr 3060B'A3aHb Ta YMOB BuAavi peectpauiiiHoro
neHasny B TOB), EcToHis; nocBifyeHHs, BKoYaoum Mnax ynpasniHHA punkamm
KapTOHHIN K.O. YOPNA4 (3acTocyBaHHS TEKCTY, SKWIA NOrO4)KEHWNIA 3
KopooLi, no 2 MEOVLUNH KOMMETEHTHUM OpraHom). 3MiHW He PEKOMEHAYHOTbCA
TabneTkn y cTpuni, €BPOIA C.P./1.,, [0 3aTBEPPKEHHS Y 3B'A3KY i3 HEBIAMNOBIAHICTIO
no 5 a6o 10 PyMmyHis 3asB/IEHOrO TUMY 3MiH BUMOram Mopsiaky NpoBeAeHHst
cTpuniB y eKcnepTu3n peecTpauiiHnx MaTepianis Ha nikapcbki

KapTOHHIiA KOpo6Li

3aco6u, Lo NoJaloTbCA Ha fepXXaBHy peecTpaLiio
(nepepeecTpadito), a TakoX ekcrnepTnsn martepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHix maTepianis
NPOTAroM fji peecTpayiiiHoro NocBigYeHHS,
3aTBepAkeHoro Hakasom MO3 Big 26.08.2005 Ne 426
(31 3mMiHamu). 3miHn 1l TUNY - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) go 3060B'si3aHb Ta yMOB
BUaYi peecTpaLiiHoro NocBig4YeHHs, BKAYaum
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

MnaH ynpaBniHHA py3vkamu (3acTocyBaHHs 3MiH(1),
AKi(a) BuMaratoTb(€) NoA4asIbLIOr0 06r'pyHTYBaHHSA
HOBUMM [OLATKOBMM AaHUMK, LLIO MatoTb HaAaBaTucs
KOMMETEHTHUM OpraHoM, OCKiflbKM BUMaraeTbCcs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom). 3asiBHNKOM
HafiaHo OHOB/eHWIA MnaH ynpaBniHHA pyU3nkamm
Bepcis 2.0. 3MiHM BHECEHO [0 YacTuH: | «3aranibHa
iHchbopmavisx» 1l «Cneundpikauist 3 6esnekn» V «3axoamn
3 MiHiMi3auii pu3ukie» VI «Pe3tome nnaHy ynpasniHHA
pusukamu» VIl «Jogatkn» (gogatkm 1-8) y 38’'A3ky 3
OHOBJIEHHAM iH(pOpMaLii 3 6e3neku Ailo4oi pevoBVHN
aueTUIUNCTETH BiANOBIAHO [0 aKkTyaslbHOT
pedepeHTHOI iHhopMaLii, a TakoX y 3B'A3KY i3 3MiHOO
chopmarTy BignoBigHo o 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). Pe3stome MNnaHy
yrnpasniHHA pu3nkamu Bepcis 2.0 AogaeTbes.

11.

ACNIPUH®

Tabnetkn no 500
mr; no 10
TabneTok y
6nictepi; no 1,
abo no 2, abo no
10 6nicTepiB y
KapTOHHIA KopoobLi

Baiiep
KoHcblome
p Kep Al

Lseiiuapi
2

Baiiep
BitTTepcensy,
6X

HimeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu go
y3ara/lbHeHUxX JaHunx npo cuctemy dapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHNX AaHMX NPO CUCTEMY
hapMakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobum,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHarnagy B YKpaiHi, AKLo BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (Bknoyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBiganbHOI 3a
hapmakoHarnsg.

[Oitova pepakuin: Justin Daniels. MNponoHoBaHa
pepakuis: Jutta Pospisil. 3MiHa KOHTaKkTHUX AaHuX
YNOBHOBaXXEHOT 0CO6M 3as1BHYMKA, BignoBigasibHOI 3a
hapmakoHarnsg.

6e3
peyenma

UA/4018/02/02

12.

AYITMEHTUH
ES

NOpPOLLOK A5
opasibHOI
cycneHsii, 600
mr/42,9 mr/5 mn 1
hnakoH 3
NOPOLLKOM 3

nakcoCmi
TKnsanH
ExcnopTt
Nimiteq,

Benuka
BpuTaHis

CMITKNsliH Biyem
dapmacbloTrKaic,
Benvka BpuTaHis;
nakco Bennkom
MpogakLuH,
dpaHuis

Benuvka
BpwuTaHis/
PpaHuis

BHECEHHSA 3MiH 0 peecTpaliiiHux maTtepianis: 3MiHu |
MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHu)
3MiHN BHECEHO B TEKCT MapKyBaHHA NEPBUHHOI i
BTOPWHHOT YNakoBKW /liKapCbKOro 3acoby y po3ginm
«[ATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI» Ta

3a
peyenmom

He
niosisieae

UA/0987/04/01




21

Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
aItOMiHIEBOIO «|HLWE>» (yTouHeHHsi onncy npasa BNaCHOCTI Ha
KPYILLEYKOIO, L0 TOproBy Mapky). TepmiH BBELEHHS 3MiH NPOTArom 6
HakKpy4yeTbCs MicALiB nicnsa 3aTBepMKEeHHs. 3MiHu | Tuny -
(micTuTb AfMiHICTpaTUBHI 3MiHN. 3MiHa Ha3BW NiKapCbKoro
BCepeayHi 3acoby - 3miHa Ha3BY NiKapcbKoro 3acoby.
noniMepHy 3ATBEPIXXEHO: AYTMEHTUH™ ES
(nonisiHiNXxnopnaH (AUGMENTIN™ ES) 3ANPOMNOHOBAHO:
y abo AYTMEHTWH ES (AUGMENTIN ES) TepmiH
nonionediHoBy) BBEJEHHS 3MiH NPOTAroM 6 MicALiB nicns
nniBky), 3 3aTBEPMKEHHSA. 3MiHM | TMny - 3MiHW 3 AKOCTI. FOTOBUIA
KOHTpONeM nikapcbknii 3aci6. KOHTponb roToBOro Nikapcbkoro
nepLuoro 3aco06y (iHLWi 3MiHM) OHOBNEHHS BXe 3aTBePKEHNX
BigKpUTTA abo 3 METOZIB KOHTPOJIt0 SIKOCTi likapCbKOro 3acoby, a came:
NAacT1KoBO BUKNAAEHHS TEKCTY AEPXaBHOK MOBOIO 3rifHO
KPYLLIKOHO i3 Cy4acHUX BUMOT. TepMiH BBEL,EHHS 3MiH - NPOTAroM 6
3axMCTOM Bif, MicSLB MiCNSA 3aTBEPAYKEHHS.
BiAKPUTTA AiTbMU
Ta NN1acTUKOBOIO
MipPHOIO JTOXKOIO 3
rnosHaykamu 2,5
MnTasmn,y
KapTOHHI/ KopoobLi
13. | AYKCUNTEH® pO34MH ans AT Nartsis BCi cTagii CnoBayuuHa | BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | 3a UA/17119/01/01
iH'ekuii, 50 mr/2 "Kanuekc" BUPOBHNYOTO / NaTBia MRy - 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta peyenmom
M/1 10 2 M/ B npouecy, Kpim thapmakoHarnsgy. BeegeHHs abo 3miHn go
amnyni; no 5 BUMYyCKy cepii: y3ara/lbHeHUX JaHunx npo cuctemy dapmakoHarnsagy
amnyn B KOHTYPHii XBM dapma (BBEAEHHSA Y3araslbHEHNX AaHNX NPO CUCTEMY
YapyHKOBIl c.p.o., thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
ynakoBLii CnoBav4unHa; BiANOBIAA/IbHOI 3a 34ilicCHEeHHA hapmakoHarnsgy;
(nipaoHi); no 1 BMPOGHUK, SIKWiA KOHTaKTHOT 0CO6U 3 hapmakoHarnsay 3asBHUKa 415
KOHTYPHIl Bignosigae 3a 3[jiCHEeHHs hapmakoHarnagy B YKpaiHi, AKLo BoHa
YapyHKoBIl KOHTPONb BiAMiHHA BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
ynakoBLii cepii/BunpobysaH 3a 3gjlicHeHHs chapmakoHarnsgy (Bknoyaryn
(nipaoHy) B navui Ha: AT "T'piHaekc", KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLieHHI MacTep-
3 KapToHYy NatBisi; BUPO6HUK, thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHOT
SIKWIA BignoBigae 0Cco6M YNOBHOBaXKEHOI 0CO6Y 3asiBHUKA,
3a BMNYCK cepii: BiAgNoBigasIbHOI 3a dpapMakoHarnifg B Ykpaini. Jirova
AT "Kanuekc", pepakuis: €kimosa IpvHa BitaniiBHa. MNponoHoBaHa
NaTtsia pegpakuis: MapTuHuyk Oner Bonogmmuposumy.
3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI 0co6u
YMNOBHOBaXXeHOT 0c06M 3aABHUKA, BiAMOBIga/IbHOI 3a
hapMakoHarnsag Ykpaii.
14. | BENNAPA® TabneTkn, BKpUTI BAT YropwmHa BAT "leneoH YropwuHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a He UA/2059/01/01
NnNiBKOBOH "leeoH PixTep" TMNY - 3MiHKM 3 AKOCTI. [OTOBWIA JTiKAPCLKMIA 3aci6. peyenmom nionsi2ae
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mr/0,03 wr, no 21
Tabnetuiy
6nictepi, no 1 abo
3 6nictepn y
KapTOHHIi
ynakoBLi

napameTpiB cneuudikauii Ta/abo AONYyCTUMMX MEX
roTOBOrO /liKapCbKoro 3acoby (BWyYeHHs HE3HAYHOrO
nokasHuka (Hanpvknag, 3actapifioro nokasHuka, Takoro
SIK 3anax Ta cMak, abo igeHTudikaLis 6apBHUKIB Un
CMakoBux Ao6aBok)) - 3miHa y cneumdikauii MNN3 3a
NOKa3HMKOM «OMUC»: BUYHYEHHS onucy aapa
TabneTok, Tak ik roTOBWIA iKapCbknii 3acio
BBAXAETbCA [AOCTATHLO KBaNithikoBaHO onucaHwui
3rilHO YMHHUX BUMOT.
3MiHU BHeceHi B po3ain "OCHOBHI (i3VKo-XiMiuHi
BN1ACTUBOCTI" B iIHCTPYKL,itO AN51 MEAUYHOTO
3aCcTOCyBaHHS MikapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbknii 3aci6. KOHTpoNb roToBOro Mikapcbkoro
3acoby. 3miHa y MeToAax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHW y MeTogax
BMNpoOGyBaHb (BK/OYa4M 3amiHy abo AONOBHEHHS)) -
3mMiHa y MeToAi BUNpobyBaHHSA 3a MOKa3HWKOM
«lpeHTudpikauis» (JOCTOBIpPHICTb) AiOUYNX PEHOBUH:
BMKOpUCTaHHA xpomartorpacdy 3 AM[, geTekTtopom
npvBeno Ao 3MiH y MeToauLi meToAy Ta Ao
BUKNIOYEHHSA MeToay TLUX i 3miH y cneundikavii M3
3a LM NOKa3HMKOM. 3MiHu | TUny - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. KOHTpob roToBOro
nikapcbKoro 3aco6y. 3MiHa napaMeTpiB cneuudikadliii
Ta/abo foNyCTMMUX MEX rOTOBOrO MiKapCbKOro 3acoby
(3BY)XEHHS 4ONYCTUMUX MEX) - 3MiHa AONYCTUMMNX
MEX rOTOBOrO /ikapCbKOro 3acoby 3a MOKasHUKOM
«CTOPOHHI JOMILLKW». 3rigHO NPOBEAEHNX [OCAIAKEHD
cTabinbHOCTI BiAOY10Ccs 3BY)XEHHS AOMYCTUMUX MEX
Ha TepMiH NpuAaTHOCTI NPOAYKTIB po3nasy
eTuHinecTpagiony, gomiwok 9,11-Didehydro-
ethinylestradiol, Hydroxy-ethinylestradiol, 6-Oxo-
ethinylestradiol. Tako) yTO4YHEHO HanMcaHHA Ha3Bu
powmiwwkm (9,11-Didehydro-ethinylestradiol).
3aTBepakeHo
6-Oxo-ethinylestradiol «He 6inbLue 2,0%»
A°an/s 7)-Didehydro-ethinylestradiol «He 6inblue 1,2%»
Hydroxy-ethinylestradiol «He 6Ginbie 1,0%>»
3anponoHoBaHo
6-Oxo-ethinylestradiol «He 6inbLwe 1,0%» 9,11-

Didehydro-ethinylestradiol «He 6inbLie 1,0%»

Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
060/10HKOI0, 2 PixTep" KOHTpOsb roToBOro nikapcbKoro 3acoby. 3MiHa
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

Hydroxy-ethinylestradiol «He 6inbwe 0,5%>. 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneundikaliii Ta/abo 4ONyCTUMUX MEX
roOTOBOrO /iKAPCHbKOro 3aco0y (3BY)XXEHHS A0NYCTUMUX
MeX) - 3BY)XEHHS [ONYyCTUMUX MEX FOTOBOrO
NiKkapcbKoro 3acoby 3a nokasHukamm «KinbkicHe
BM3HAYEHHS» (Ha TEPMIH NpuAaTHOCTI Ans
eTuHiNnecTpagiony), KoperyBaHHs Kputepito
NPUIAHATHOCTI 40 BUMOT EP y nokasHuky
«OfHOPIAHICTb A030BaHNX OAMHULE». Takox
Big6ynucs 3amiHM y oopmati HanvcaHHs NoKasHuKIB y
BIANOBIAHOCTI [0 3araibHUX BHYTPILLHIX CTaH4apTiB
BMPOGHMKA.
3arsepaxeHo
KinbkicHe BU3HaveHHs ETuHinectpagion
Hopwma npu Bunycky 28,5-31,5 mkr/Tabn. Bkp. o6on.
(95,0-105,0 % Big, 3a8B/1€HOT KiNIbKOCTI)
Hopwma Ha TepMiH npuaartHocTi 27,0-31,5 mkr/tabn.
BKp. 06011. (90,0-105,0 % Big, 3a8BNEHOI Ki/IbKOCTI)
XnopmaguHoHy auetat Hopma npuw BANycKy Ta Ha
TepMiH npugartHocTi 1,900-2,100 mr/Tabn. BKp. 060/1.
(95,0-105,0 % Big, 3a9BNEHOT Ki/TbKOCTI)
OAHOPIAHICTb A030BaHUX 0AMHULL MeTog npsmoro
BU3HAYeHHS Hopma npw BUNycKy Ta Ha TepMiH
npugatHocTi AV < 15 (n=10), AKwo yMoBU He
BUKOHYIOTbCSA, TO AV < 15 (n=30), i ans 30/30
TabneToK, BKPUTMX MIIBKOBOK 0O0/IOHKO, KiflbKICHWI
BMICT fit0HOT PEYOBWHY MOBVMHHO 3HAXOAMTUCH B
iHTepBani 0,75xM -1,25xM, (ge:AV-gonyctume
BiAXWNEHHSA, M-pekoMeHayeEmMa BeNNUMNHa)
3anponoHoBaHo
KinbkicHe BU3HaveHHs ETuHinectpagion
Hopwma npw Bunycky 30,00 mkr/Taén. Bkp. o6on. (95,0-
105,0 %) (28,5-31,5 mkr/Tabn. Bkp. 0601.) Hopma Ha
TepmiH npugaTtHocTi 30,00 mkr/Taén. Bkp. o6on. (92,0-
105,0 %) (27,6-31,5 mkr/Tabn. BKp. 060/1.)
XnopmaguHoHy auertar
Hopma npwv Bunycky Ta Ha TepMiH npuaatHocTi 2,000
mr/Tabn. Bkp. o60n. (95,0-105,0 %) (1,900-2,100
Mmr/Tabn. BKp. 06071.)

OAHOPIAHICTb A030BaHUX 0AMHULL MeTog npsmoro
BU3HAYeHHS Hopma npw BUNycKy Ta Ha TepPMiH
npugartHocTi MNpuiiManbHe uncno AV < L1 (n=10), abo
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

MpuiimanbHe yncno AV < L1 (n=30), i B upomy
BMnagky MiHimym = (1- L2x0,01)M Makcumym = (1+
L2x0,01)M L1=15,0%; L2=25,0. 3miHn | TNy - 3MiHun 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikawlii
Ta/abo fonyCTMMUX MEX rOTOBOrO NikapCbKoro 3acoby
(iHWi 3miHK) - 3MiHa YacToTV BUNPOBYBaHHA y
cneuudikauii M3 3a nokasHUKOM «laeHTudikauis»
(JocToBipHicTb) 6apBHUKIB 3aniza okcuay Ta TutaHy
Aiokeuay 3rifHO BHYTPILLHIX CTaHAapTiB BUPOGHYKA.
3aTBepLKeHO *-Heo60B A3K0BE BUNPOBYBaHHS,
NPOBOAMTLCA AN151 OAHIET cepil B nepios, BUpobHULUTBA
3anpornoHoBaHo *-peryspHo BUNPOGYBaHHSA He
NPOBOAMNTLCA, NEPEBIPAETLCS MPW BUNYCKY OAHA Cepis
Ha pik. 3MiHuW | TMNy - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbknii 3aci6. KOHTpoNb roToBOro Mikapcbkoro
3acoby. 3miHa napameTpis cneyudikauiin Ta/abo
[0NYyCTUMUX MEX rOTOBOTO JliKapCbKOro 3acoby (iHLi
3MiHK) - Y 3B’A3KY 3 HE3HAYHVM NEepernsgomMm MeToay
BMNpOGYyBaHHA Ta NOBTOPHOK Bavtigauieto 3a
NOKa3HUKOM «3a/TULLKOBI OCTATOUHI PO3YUHHUKN»
Bifgbynacs 3MiHa YyacToTu BUNpobyBaHHS 3a
nokasHukoMm y cneuudikauii N3 y BignosigHoCTi A0
KiNIbKOCTi cepili BUrOTOBNEHMX 3a pik. 3aTBEPAKEHO
¥~ BUNPOBYBaHHsI NPOBOANTLCS /151 KOXKHOI 20 cepii,
npuHalimMHi, A58 OAHIET cepii B pik. 3anponoHoBaHO
™ nepiognuHe BUNPO6YBaHHS, NPOBOAUTLCS /151
KOXHOT 10-1 cepii npu BUNycKy, ane He pigle ogHiel
cepii Ha pik. 3MiHuW | TMNy - 3MiHW 3 AKOCTI. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NikapCbKoro
3acoby. 3miHa napameTpiB cneungikauiii Ta/abo
[OMNYCTUMMX MEX FOTOBOrO /iKapCbKOro 3aco6y (iHLui
3MiHK) - 3MiHa 4acToTW BUNPOBYBAHHSA 3@ NOKA3HUKOM
«MikpobionoriyHa yactota» y cneuundikauii M3y
BiANOBIAHOCTI [10 KiNbKOCTi Cepiii BUrOTOB/IEHNMX 3a PiK.
Takox y MaTepianiax peectpauiiiHoro gocbe 3.2.P.4.1.
Cneuudpikanisi 6yn10 yTOUHEHO HANMCAHHS
hopmyntoBaHHS (Ha3Ba MiKpoopraHiamis) 3a
nokasHNKoMm «MiKpo6ionoriyHa YnctoTax.
3artBepaKeHo™
<™~ npu BUNYCKy BUNPOBYBaHHS NMPOBOANTLCS AN
OfHiel cepii B nepiog BUPOGHMLITBA, MO KpaiHii Mipi,
0N OfHI€ET cepii B pik
3anponoHoBaHo
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
- nepiognuHe BUNPOGYBAHHS, NPOBOANTLCS A4/151

MeToziB KOHTPO/IO SKOCTi 3a LM NOKa3HUKOM. 3MiHW |

MeTozax BUNPOGYBaHHSA rOTOBOTO JiKapCbKoro 3acoty

KOXHOT 10-1 cepii npu BUNYycKy, ase He pigle oaHiel
cepii Ha pik. 3MiHuW | TMNy - 3MiHK 3 AKOCTIi. FOTOBMIA
nikapcbknii 3aci6. KOHTponb roToBOro Mikapcbkoro
3acoby. 3miHa y MeToAax BUNpobyBaHHS roTOBOro

nNiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEepPIKEHNX

mMeTofax BUNPOOyBaHHS) - 3MiHa y MeTogji
BMNPOGYBaHHSA 3a NokasHukamm «lgeHTrdikauis»
(JocToBipHicTb), «KisibKiCHE BU3HAYEHHS»,

«OfHOpPIAHICTb A,030BAHNX OAVHNLE»: BUKOPUCTaHHS

xpomaTtorpady 3 AM/, 4eTEKTOPOM NPUBESO A0 3MiH y
MeToaumLi MeToay. Y HacnigoK Yoro 3MiHUBCS KOp,

meToay y cneumdikauii MeToAis KOHTPO/IO AKOCTI 3a

LMV NMOKa3HUKaMK Ta Onuci aHaliTUiHOro MeToay.

3MiHu | TUNYy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii

3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHsA roOTOBOTO /iKapCbKOro

3acoby (He3HayHa 3MiHa y 3aTBEpPKEHUX MeTofax

BMNPOOGYBaHHS) - Y 3B'A3KY 3 BUKOPUCTaHHAM HOBOrO,
wemaworo anapaty BEPX 3 6inblu eheKTUBHOW

KOJTIOHKOIO Bif6ynuncst 3amiHn y meTtofi BunpobysaHHs 3a

NoKa3HUKOM «CTOPOHHI AOMILLKM». Y HAcnifoK voro,
3MiHMBCS KOoA MeToAy y cneuudikauii Ta onmc
aHanTMYHOT MeToAMKN MeTO/IB KOHTPOJIIO AKOCTI 3a

LM NOKa3HUKOM. 3MiHu | Tuny - 3MiHM 3 SKOCTI.

[oTOBWIA Nikapcbkumii 3aci6. KOHTpob roToBOro

niKkapcbKoro 3acoby. 3mMiHa y MeToAax BUNpobyBaHHS
roTOBOro MiKapCbKoro 3acoby (He3HayHa 3miHa y

3aTBEpMXEHUX MeTogax BUnpobyBaHHs) - LLLo6

BiAnoBigaT YUHHUM HOpPMaM LLOA0 aHasliTUYHOT

Banigavii, MeTog BuNnpobyBaHHs 6yno nepernsHyTo Ta

NOBTOPHO MepeBIipeHO, a TakoXx AeLlo MoAMNgiKOBaHO

BiANOBIAHO A0 3i6paHOro aHaniTUYHOTO AOCBIAY AN

3abe3neyeHHs BiAMNoBIgHOT NEPEBIPKN AKOCTI i

BiANOBIAHO A0 LbOro BiAbymMcs 3MiHM y MeTogj

BUNPOOYBaHHA 3a NoKasHWKaMn «3a/IULLKOBI
PO3YMHHUKM». Y HACAIAOK YOro, 3MIHUBCS KO, MeToay
y cneyudikauii Ta ONMc aHasliTU4HOT MeTOAUKA

TMny - 3MiHM 3 AKOCTI. [O0TOBWI NikapcbKWii 3acib.
KoHTposb rotoBoro fikapcbkoro 3acoby. 3miHa y

BUNPOGYBaHHS!) - Y 3B'AA3Ky 3 BUKOPUCTAHHSIM HOBOTO,

(He3HauHa 3MiHa y 3aTBEPAKEHUX MeTOohax
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
wemaworo anapaty BEPX 3 6inblu ehekTMBHO
KOJIOHKOIO BifGYy/IMcs 3MiHU Y MeTOAi BUNpobyBaHHA 3a
NOKa3HUKOM «PO3UMHEHHS». Y HAcnifokK voro,
3MIHMBCA Ko MeTody Y cneuudikauii Ta onuc
aHaniTM4yHoi MeToamkn MeToaiB KOHTPOJIHO AKOCTI 3a
LIMM NOKa3HWKOM
15. | BENNIOPETUH Kancysm m'ski no Benyno, Xopsaris nepBrHHa Ta Xopsaris/ BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3miHu | 3a UA/20248/01/02
20 mr, no 15 nikn Ta BTOPWHHA LLBenuapis/ T1ny - 3MiHn 3 AkocTi. CepTudpikar BignosigHOCTI/TE- peyenmom
Kancyny énictepi, | kocmeTuka ynakoBKa, Hosa cepTudikaT BignoBigHOCTI EBponeichkili
no 2 abo 4 , 4.0, KOHTPO/b SKOCTI 3enaHgis hapmakonei/moHorpadii. NMogaHHA HOBOro abo
6nictepu y Ta BUNycK cepii: OHOBJIEHOrO cepTudikaTa BiAnoBigHOCTI abo
KapTOHHII naui Benyno, nikn Ta BU/TYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii
KocMeTvKa, 4.4., thapmakonei: gna A®l; ana BuxigHoro
Xopsaris; MaTepiany/peareHTy/NpoMiKHOro NpPoaykTy, LWo
BUPOGHMLITBO BUKOPVCTOBYIOTbCS y BUPOOHMLUTBI ADI; ans
6as1Ky, KOHTpO/ib [OMOMDKHOT peyoBMHY (cepTuddikaT BiAgnoBigHOCTI
AKocTi: CBICC €Bponelicbkiii hapmakonei) - OHOBNeHWin cepTuddikaT
KATC AT, Bif, y)Xe 3aTBepKeHOro BUpobHuka MogaHHA
LLiseiiuapis; OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI €EBponeichkii
BMPOGHMLTBO thapmakonei Ne R1-CEP 1996-082 - Rev 12
6anky, KOHTPO/b (3aTBepmkeHo: R1-CEP 1996-082 - Rev 11) ansa Adl
sakocTi: AYTNAC i30TPETMHOIHY Big, 3aTBEpAKEHOro BUpo6Hnka OLON
MAHY®EKTOPIH S.P.A,, ITanis.
I NTA, Hosa
3enangis
16. | BENNIOPETUH Kancynum m'ski no Benyno, Xopsaris nepBrHHa Ta Xopsaris/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/20248/01/01
10 wr, no 15 nikn Ta BTOPUHHA Lseliuapis/ T™Mny - 3MiHK 3 akocTi. CepTudikar BignosigHOCTI/ME- peyenmom
Kancyny énictepi, | kocmeTuka ynakoBKa, HoBa cepTudikaT BiAMOBIAHOCTI €EBPONENCHKIi
no 2 a6bo 4 , 4.4, KOHTPO/b AKOCTI 3enaHgis thapmakonei/MmoHorpadii. NogaHHs HOBOro abo
6nictepu y Ta BUNycK cepii: OHOBJ/IEHOrO cepTudpikaTa BiAgnoBigHOCTI abo

KapTOHHIW navuj

Benyno, nikn Ta
KocmeTuka, 4.4.,
XopsarTis;
BMPOOHMLTBO
6asiKy, KOHTpOJIb
akocTi: CBICC
KAMC Arl,
LLiBeiiuapis;
BMPOGHMLTBO
6asKy, KOHTPO/Ib
akocTi: AYTNAC
MAHY®EKTOPIH
I T4, HoBa
3enaHgis

BW/TyYEeHHS1 cepTudikaTa BignoBigHOCTI €Bponeiicbkiii
thapmakonei: gns A®l; ans BUXigHOro
mMarepiany/peareHTy/npOMIKHOTO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS y BUPOOHMLTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€sponeiicbkili hapmakonei) - OHoBneHuii cepTuddikaT
Bif] y)XXe 3aTBepKeHoro Bupo6Huka MogaHHs
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeichbkiii
apmakonei Ne R1-CEP 1996-082 - Rev 12
(3aTBepaxeHo: R1-CEP 1996-082 - Rev 11) ans Adl
i30TPeTVHOIHY Big, 3aTBEpPAXEHOro BUpo6bHUka OLON
S.P.A., ITanis.
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
17. | BEHOAMYCTU NMOPOLLOK AN1A TOB Ykpaina BTOPUHHE Himeuunna/ BHECEHHS 3MiH [J0 peecTpavjiiiHux maTepianis: 3miHu | 3a UA/18860/01/02
H CAHAO3® NPUroTyBaHHSA "CaHgo3 nakyBaHHs: i | Yecbka Tuny - 3MiHK 3 akocTi. A®I. BupobHuuTtBo. 3miHa peyenmom
KOHUEHTpaTy A5 YkpaiHa" dapmacbioTikanc Pecny6nika/ | BUPOGHMKaA BUXiAHOrO/MPOMDKHOIO NPOAYKTY/peareHTy,
NPUroTyBaHHsA Nta, Bonrapis; Yexis LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci A,
pO3unHy Ans BMNYCK cepil: abo 3miHa BUpoGHYKa (BKIOUaKoun, ae HeobxigHo,
iHcpysiit, 25 mr; 1 Cantotac ®apma MicLe NpoBefeHHS KOHTPOo AkocTi) AdI (3a
hnakoH 3 M6X, HimeyunHa; BiICYTHOCTI cepTucpikaTta BignoBigHOCTI €BpONenchbkili
MOPOLLKOM B in bulk hapmakonei y 3aTBepAXeHOMY J0CLE)(3MiHN 40
KapTOHHIA KOopoo6Li BMPOBHULTBO, 3axofiB, NoB'A3aHnX 3 kKOHTponem A®l, abo
nepBuUHHE [0faBaHHA 4iNbHULI, Ae NPOBOAUTLCSA
nakyBaHHs: KOHTPO/b/BMNpoGYyBaHHSA cepii) JoAaBaHHS AiTbHUL
OHKOME[, ALS Czech Republic, s.r.o., Na Harfe 336/9, 190 00
MaHyeKYYpPiHT Praha 9 — Vysocany, Czech Republic, ge
a.c., Uecbka npoBoAuTbCs BUNpobyBaHHs for Palladium (Pd) in
Pecny6nika; Bendamustine hydrochloride monohydrate drug
KOHTPOL/BMNPOBY substance according to Ph. Eur. 2.2.58 3minun | Tuny -
BaHHS cepii: AZMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo
KBIHTA- afpecu Micusa npoBamkeHHs AisANbHOCTI BUPOGHMKA
AHANITUKA (Bkntovaroun, 3a HeobXiAHOCTI, MiCLle NPOBEeAEHHS
c.p.o., Yecbka KOHTPO/I0 SIKOCTi), ab0 BlacHuka macTep-ghaiina Ha
Pecny6nika; A®l, abo noctavanbHuka API/BUXiAHOrO
BTOPUHHE MaTepiany/peareHTy/MpoOMIKHOro NPoAayKTy, Lo
nakysaHHsa: CBYC 3aCTOCOBYHOTbCS Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO
$apwma a.c., Yexis y [lOCbE Ha Nikapcbkuii 3aci6) 3a BifCYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
dhapmakonei y 3aTBepkeHoMy A0Cbe, abo BUPOOHMKA
HOBOI JONOMIXXHOI PEYOBUHY (SIKLLLO 3a3Ha4YeHo y
focbe) 3MiHa HaliMeHyBaHHS [04aTKoBOro testing
site(s) 419 Aitoyoi pevyoBUHN 6eHaamyCcTuHy
rippoxnopuay Labor L+S AG to Labor LS SE & Co.
KG. Editorial change: 3atBepmxeHo: Additional testing
site(s) ITEST plus s.r.o. Kladska 1032 500 03 Hrades
Kralove Czech Republic Synthon Hispania, S.L. C/
Castello no 1 Pol. Las Salinas Sant Boi de Llobregat
08830 Barcelona Spain 3anponoHOBaHO: yTOYHEHHS
aapecu y signosigHocTi o Czech law (additional
numbering) ITEST plus s.r.o. Kladska 1032/44c
Slezske Predmesti 500 03 Hrades Kralove Czech
Republic CnpolleHHs agpecu y BiANOBIAHO A0
noro4yHoi GMP
Synthon Hispania, S.L. C/ Castello no 1 Sant Boi de
Llobregat 08830 Barcelona Spain
18. | BEHOAMYCTU MOPOLLIOK AN TOB Ykpaina BTOPUHHE Bonrapisi/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu | 3a UA/18860/01/01
H CAHA03® NpUroTyBaHHs "CaHao3 nakyBaHHs: i | HimeuuynHa/ MY - 3MiHK 3 skocTi. APl Bupo6bHMUTBO. 3MiHA peyenmom
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
KOHUeHTpaTy A/1s YkpaiHa" dapmacboTikanc Yecbka BMPOOGHUKA BUXIAHOro/NpoOMIKHOrO NPOAYKTy/peareHTy,
NPUroTyBaHHs NTa, Bonrapis; Pecny6nika/ LLI0 BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY npoueci AdI,
pO34MHYy oNns BUMYCK cepil: Yexis a60 3MiHa BUPOGHYMKa (BKNOYakoun, ae HeobxigHo,
iHcpy3ii, 100 mr; 1 Cantotac Papma MiCLie NpoBeAEHHS KOHTPOIO aKocTi) AdI (3a
chnakoH 3 vM6X, HimeuunHa; BiICYTHOCTI cepTudcpikaTa BignoBigHOCTI EBponechbkili
NOpPOLLKOM B in bulk hapmakonei y 3aTBeppKeHOMY A0CLE)(3MiHN A0
KapTOHHI/ KopoobLi BMPOBHMLITBO, 3axopis, NOB'A3aHUX 3 KOHTponem Adl, abo
nepBuHHe fJofaBaHHA AiNbHUL, Ae NPOBOANUTLCA
nakyBaHHs: KOHTPONb/BUNPOGYBaHHSA cepil) JoaaBaHHS AiNbHULL
OHKOMe[, ALS Czech Republic, s.r.o., Na Harfe 336/9, 190 00
MaHypekvypiHr Praha 9 — Vysocany, Czech Republic, ge
a.c., Uecbka nposoauTbes BUNpobysaHHs for Palladium (Pd) in
Pecnyb6nika; Bendamustine hydrochloride monohydrate drug
KOHTPO/b/BMNPOGY substance according to Ph. Eur. 2.2.58 3minu | Tuny -
BaHHA cepii: AAMiHICTpaTMBHI 3MiHWU. 3MiHa HaliMeHyBaHHs Ta/abo
KBIHTA- afpecy Micus NPoBafKEHHS Ais/IbHOCTI BUPO6HMKA
AHANITUKA (BkNtOYaKOUM, 3a HEOOXiAHOCTI, MiCLle NPOBEeAEHHS
c.p.o., Yecbka KOHTPOJH0 SIKOCTi), a60 BlacHUKa mMacTep-ghaiina Ha
Pecnyb6nika; Adl, ab6o noctavanbHuka AdI/BMXiZHOTO
BTOpPUHHE Marepiany/peareHTy/npoOMiXHOTO MPOAYKTY, L0
nakysaHHs: CBYC 3aCTOCOBYIOTLCSA Y BUPOOHULTBI ADI (KLLO 3a3HaYEHO
dapma a.c., Yexis y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiAHOCTI EBpoONeChKii
dhapmakonei y 3aTBepkeHoOMy A0Cbe, abo BUPOOHYMKa
HOBOI OMOMiXXHOI PEYOBMHY (SKLLO 3a3HA4YeHO y
pocbe) 3miHa HaliMeHyBaHHS [0AaTKOBOro testing
site(s) 4na Aitoyoi pevoBUHM 6eHaaMyCTUHY
rigpoxnopugy Labor L+S AG to Labor LS SE & Co.
KG. Editorial change: 3atBepmxeHo: Additional testing
site(s) ITEST plus s.r.o. Kladska 1032 500 03 Hrades
Kralove Czech Republic Synthon Hispania, S.L. C/
Castello no 1 Pol. Las Salinas Sant Boi de Llobregat
08830 Barcelona Spain 3anpornoHOBaHO: YTOYHEHHS
agpecu y BignosigHocTi o Czech law (additional
numbering) ITEST plus s.r.o. Kladska 1032/44c
Slezske Predmesti 500 03 Hrades Kralove Czech
Republic CnpolueHHs agpecy y BiANOBIAHO A0
notoyHoi GMP
Synthon Hispania, S.L. C/ Castello no 1 Sant Boi de
Llobregat 08830 Barcelona Spain
19. | BEHE®IKC niodpinizat ans Mdpaiizep CWA BMPOGHMLTBO IcnaHis/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/16134/01/01
pO34MHy oNns Eiiu.Ci.Mi. niocpinizaty 3a Himeuunna/ MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuyenmom
iH'exuii no 250 Kopnopeii NOBHUM LMK/TOM; CWA hapmakoHarnsgy. 3miHa 4acToTv Ta/abo TepMiHiB
MO, 1 chnakoH 3 LUH KOHTPO/1b SKOCTI noJilaHHsA perynsipHo OHOB/IOBAHMX 3BITiB 3 6e3nekn
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
nioghinizatom, 1 PO34nHHKKA (KpiM nikapcbkyx 3acobiB. 3MiHM y YacToTi Ta AaTax
ronepeAHLO Tecty "Cuna tepts nofaHHA perynspHO OHOB/IIOBAHOIO 3BITY 3 6e3neku.
HanoBHeHU nopLuHs"); [Litova pepakuin: Yactota nogaHHsA perynsipHo
wnpuy, 3 nakyBaHHs OHOB/IOBAHOTO 3BITYy 3 6e3nekn 1 pik. KiHueBa gata
PO3UYMHHUKOM PO3YMHHMKA Y ONA BKNOYeHHA AaHunx o PO3b - 10.08.2018 p. faTa

(0,234 % po3unH
HaTpilo xnopugy y
BOAj 4N15 iH'eKw;in)
no5wmn, 1
apantep gns
thnakoHy, 1
cuctemy ans
iHcpy3ii, 2 TamnoHn
3i cnmpTtom, 1
nnacTtup, 1
mapnesy
nogyLueyky
BK1ajalTb Yy
KapTOHHY KOpOOKy

Habip; KOHTPO/b
SIKOCTI,
36epiraHHs,
nakyBaHHs Ta
BWMNYyCK Habopy;
BignoBiganbHW
3a BUNYCK cepii:
Baet ®apma C.A,,
IcnaHis;
anbTepHaTuBHa
naboparopia Ans
TecTyBaHHs
npenapary 3a
NOKa3HUKOM
«CTepubHICTb»:
BioNa6, C.J1.,
IcnaHis;
BMPOOHULITBO Ta
KOHTPONb SKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4YaTKoBOro
3CyBY MOPLUHSA",
"Cuna Teptsa
nopLuHs",
"flocnimpKeHHs
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr Frm6X &
Ko. KT,
HimeuumnHa;
BMPOOHULITBO Ta
KOHTPO/b SKOCTI
PO3YMHHMKA (KpiM
TecTiB "Cuna gns
noYaTKoBOro
3CyBY MOpLUHA",
"Cuna tepta
nopLuHs",

nofaHHs - 19.10.2018 p. NponoHoBaHa pefakuis:
YactoTa nogaHHs perynsipHoO OHOB/THOBAHOIO 3BiTY 3
6e3neku 5 pokiB. KiHueBa farta 4719 BKIOUYEHHS JaHuX
0o PO3b - 10.08.2028 p. Aarta nogaHHA - 08.11.2028
p. PekomeHfo0BaHO [0 3aTBEPMAKEHHS BIAMNOBIAHO A0
nepioAnNYHOCTi NOAAHHA PEryNsiPHO OHOB/TIOBAHNX
3BITiB 3 6e3nekn nikapcbkmx 3acobis y €C.
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
"flocnimpKeHHs

repmMeTnyHoCTI"):
Betep dapma-
depTuryHr Frm6X &
Ko. KT,
HimeuumnHa;
Bi3yaslbHWi
KOHTPO/b,
KOHTPONb SKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4YaTKoBOro
3CYBY MOPLUHSA",
"Cuna Tepts
nopLuHs",
"flocnimpKeHHs
repmMeTnyHoCTI"):
BeTtep dapma-
depTuryHr Frm6X &
Ko.Kl, HimeuuunHa;
Bizya/lbHWiA
KOHTPO/b,
KOHTPO/b SKOCTI
PO34MHHMKA
(nMwe TecTn
"Cuna gnsa
no4YaTKoBOro
3CyBY MOPLUHSA",
"Cuna Teptsa
nopLuHs",
"flocnimpKeHHs
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr Frm6X &
Ko.Kl, HimeuuunHa;
KOHTPONb SKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4YaTKoBOro
3CyBY MOPLUHSA",
"Cuna Tepts
nopLuHs",
"flocnimpKeHHs

repMeTUYHOCTI"):
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
Baet bio®apma
AiBixH oh BaeT
dapmaceyTukanc
NNC, CLWA
20. | BEHE®IKC niodpinizat ans Mdpaiizep CWA BMPOGHMLTBO IcnaHis/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/16134/01/02
pO34MHy oNns Eiiu.Ci.Mi. niocpinizaty 3a Himeuunna/ MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuyenmom
iH'exuii no 500 Kopnopeii NOBHUM LMK/TOM; CWA hapmakoHarnsgy. 3mMiHa 4yacToTv Ta/abo TepMiHiB
MO, 1 dpnakoH 3 LH KOHTPO/b AKOCTI NoAaHHsA perysisipHo OHOBJIIOBAHMX 3BITiB 3 6e3nekn

niocpinizatom, 1
nonepegHL0
HanoBHeHW
wnpuy, 3
PO3YMHHUKOM
(0,234 % po3unH
HaTpito xnopuay y
BOAj A4N15 iH'eKw;iin)
no5wmn,1
ajanTep gns
thnakoHy, 1
cuctemy ans
iHdpy3ii, 2 TaMNoHK
3i cnupTtom, 1
nnacTtup, 1
mapneBy
noAayLueyky
BKMajatTb y
KapTOHHY KOPOGKY

PO34MHHMKA (KpiM
Tecty "Cuna tepta
nopLuHA");
nakyBaHHs
PO3UMHHMKA Y
Habip; KOHTPO/Tb
AKOCTI,
36epiraHHs,
nakyBaHHA Ta
BUNyCK Habopy;
BiANOBiAaIbHNI
3a BUNYyCK cepil:
Baet ®apma C.A.,,
IcnaHis;
aibTepHaTUBHa
nab6opartopis Ans
TecTyBaHHS
npenapary 3a
NOKa3HUKOM
«CTepubHICTb»:
BioNla6, C./.,
Icnanis;
BMPOOHULITBO Ta
KOHTPO/1b AKOCTI
PO34MHHMKA (KpiM
TecTiB "Cuna gns
noyaTkoBoro
3CyBY MOPLUHA",
"Cuna tepTa
nopLuHsa",
"[ocnimKeHHs
repmeTuyHoCTI"):
Betep ®apma-
PepTuryHr rmoX &
Ko. KT,
HimeuumnHa,

nikapcbknx 3acobiB. 3MiHM y 4aCTOTi Ta AaTax
nofaHHs perynsipHO OHOBJ/IKOBAHOrO 3BIiTY 3 6Ge3neKu.
[itova pepakuis: Yactota nofaHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neku 1 pik. KiHueBa gata
ON5 BKNOYeHHA AaHunx o PO3B - 10.08.2018 p. flata
nogaHHs - 19.10.2018 p. NponoHoBaHa pefakuis:
YacToTa nofaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekn 5 pokis. KiHueBa garta 4715 BKIOUYEHHS JaHuX
0o PO3b - 10.08.2028 p. daTta nogaHHs - 08.11.2028
p. PekomeHa0BaHO [0 3aTBEPLKEHHS BiNOBIAHO 0
nepioguYHOCTI NOAAHHS PEry/IIPHO OHOB/TKOBAHNX
3BITIB 3 6e3nekn nikapcbknx 3acobis y €C.
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

BMPOOHULITBO Ta
KOHTPO/b SKOCTI
PO3UMHHMKA (KpiM
TecTiB "Cuna gns
no4aTkoBoro
3CyBY MOpLUHA",
"Cuna tepTa
nopLuHa",
"[ocnimkeHHs
repmeTuyHocTI"):
Betep ®apma-
PepTuryHr NmoXx &
Ko. KT,
HimeyvunHa;
BizyaslbHWi
KOHTPO/b,
KOHTPO/b AKOCTI
PO3UMHHMKA (KpiM
TecTiB "Cuna gns
noyaTkoBoro
3CyBY MOpPLUHA",
"Cuna tepTa
nopLuHa",
"[ocnimkeHHs
repmeTuyHocTI"):
Betep ®apma-
PepTuryHr rmox &
Ko.KT, HimeuuunHa;
BisyasibHWi
KOHTPO/b,
KOHTPO/b AKOCTI
PO3UMHHKKA
(mMwe TecTn
"Cwna ans
noyaTkoBoro
3CyBY MOpLUHA",
"Cuna tepta
nopLuHa",
"[ocnimKeHHs
repmeTuyHocTI"):
Betep ®apma-
PepTuryHr rmox &
Ko.KT, HimeuuunHa;
KOHTPO/b SIKOCTI
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
PO34nHHKKA (KpiM
TecTiB "Cvna gns
no4YaTKoBOro
3CyBY MOPLUHSA",
"Cuna Teptsa
nopLuHs",
"flocnimpKeHHs
repmMeTnyHoCTI"):
Baet bio®apma
AiBixH och Baet
dapmaceyTukanc
NNC, CWA
21. | BEHE®IKC niogpinizat gna Mdpaiizep CLUA BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu | 3a UA/16134/01/03
pPO34MHYy N Eiu.Ci.Mi. niocpinizaty 3a HimeyunHa/ TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
iH'ekuili no 1000 Kopnopeii NOBHUM LMK/IOM; CWA hapmakoHarnagy. 3miHa 4actoTu Ta/abo TepMIHIB
MO, 1 chnakoH 3 LIH KOHTPO/b SKOCTI NnoJaHHs perynsipHO OHOB/IOBaHMX 3BITIB 3 6e3nekn

niocpinizatom, 1
nonepeaHLo
HarnoBHeHN
Lnpuy, 3
PO3YNHHVKOM
(0,234 % po3unH
HaTpito xnopuay y
BOAji oNs iH'eKwin)
no5wmn, 1l
afanTep gns
donakoHy, 1
cucTemy ans
iHdoy3ii, 2 TaMNoHK
3i cnupTtom, 1
nnactup, 1
mapneBy
noayLueyky
BKNa4alTb y
KapTOHHY KOPOGKY

PO3YMHHMKA (KpiM
Tecty "Cuna tepta
nopHs");
nakyBaHHs
PO3YMHHMKA Y
Habip; KOHTPO/b
AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BMMNyCK Habopy;
BiANoBigabHNI
3a BUNycCK cepil:
Baet ®apma C.A,,
Icnanis;
anbTepHaTUBHa
naboparopia aAns
TeCTyBaHHs
npenapary 3a
MOKa3HNKOM
«CTepUnbHICTb»:
bioNla6, C./.,
Icnanis;
BMPOOHULITBO Ta
KOHTPO/b SKOCTI
PO3YMHHMKA (KpiM
TecTiB "Cuna gns
no4yaTkoBOro
3CyBY MOpLIHA",

nikapcbkyx 3acobiB. 3MiHM y YacToTi Ta AaTax
NoAaHHA PerysiipHO OHOBJIIOBAHOTO 3BITY 3 6e3neku.
[itoua pepakuis: YactoTta nogaHHsA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekm 1 pik. KiHLeBa gaTa
019 BKNHOYEHHA aaHmx o PO3b - 10.08.2018 p. data
nogaHHs - 19.10.2018 p. MNponoHoBaHa pefakuis:
YacTtoTta nofaHHs peryasipHo OHOB/THOBAHOIO 3BiTY 3
6e3nekn 5 pokis. KiHLeBa fata 15 BKIYEHHS AaHnX
[o PO3b - 10.08.2028 p. flata nogaHHs - 08.11.2028
p. PekomeHf0BaHO [0 3aTBEPKEHHSA BiANOBIAHO A0
nepiofMYHOCTI NOAaHHSA PEryNsiPHO OHOBJIOBAHMX
3BiTiB 3 6e3nekn nikapcbknx 3acobis y €C.
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
"Cuna tepta
nopLuHa",

"[ocnimkeHHs
repmeTuyHocTI"):
Betep ®apma-
PepTuryHr rmox &
Ko. KT,
HimeyvunHa;
BMPOOHULITBO Ta
KOHTPO/b AKOCTI
PO34UnHHKKA (KpiM
TecTiB "Cuna gns
no4yaTkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHs",
"[ocnimpKeHHs
repMeTUyHocCTI"):
Betep dapma-
®epTuryHr Nv6X &
Ko. KT,
HimeuuunHa;
BisyasibHWi
KOHTPO/b,
KOHTPO/b AKOCTI
PO34UHHKKA (KpiM
TecTiB "Cwna gns
no4aTkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHS",
"[ocnimpKeHHs
repMeTUYHoCTI"):
Betep dapma-
®epTuryHr Nv6X &
Ko.KI", HimeuunHa;
Bi3yaslbHWi
KOHTPO/b,
KOHTPONb SKOCTI
PO3UYMHHMKA
(nvwe Tectn
"Cuna gnsa
no4yaTkoBOro
3CYBY MOpLIHA",
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

"Cuna tepta
nopLuHa",
"[ocnimkeHHs
repmeTuyHocTI"):
Betep ®apma-
PepTuryHr rmox &
Ko.KT, HimeuuunHa;
KOHTPO/b SKOCTI
PO3UMHHMKA (KpiM
TecTiB "Cuna gns
no4aTkoBoro
3CyBY MOpLUHA",
"Cuna tepTa
nopLuHa",
"[ocnimkeHHs
repmeTuyHocTI"):
BaeT biodapma
niBbkH oh Baet
PapmaceyTukanc
Nnc, CWA

22.

BEHE®IKC

niocpinizat ans
pO34nHYy A1A
iH’ekujn no 2000
MO, 1 chnakoH 3
niocpinisatom, 1
nonepegHL0
HanoBHeHW
wnpuy, 3
PO3YNHHVKOM
(0,234 % po3unH
HaTpito xnopugy y
BOAji 4N15 iH'eKwin)
no5wmn, 1
apantep gns
donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TamnoHu
3i cnupTtom, 1
nnacTtup, 1
mapnesy
nogyLueyky
BKafalTb Yy
KapTOHHY KOpOOKy

Mdpaiizep

Eiiu.Ci.Mi.

Kopnopeii
LH

CWA

BUPOBHULTBO
niocpinizaty 3a
MOBHUM LMK/IOM;
KOHTPONb SIKOCTI
PO34nHHMKA (KpiM
TecTy "Cuna TepTa
nopLuHs");
nakyBaHHs
PO3YMHHMKA Y
Habip; KOHTPO/Ib
SKOCTI,
36epiraHHs,
nakyBaHHs Ta
BWMYyCK Habopy;
BignoBiganbHWi
3a BUNYCK cepii:
Baet ®apma C.A.,
IcnaHist;
anbTepHaTuBHa
nabopartopia Ans
TecTyBaHHs
npenapary 3a
NoKa3HUKOM
«CTepu/bHICTb»!

Icnanis/
HimeuunnHa/
CWA

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
T1ny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3miHa 4yacToTv Ta/abo TepMiHiB
NoAAaHHA perysiipHo OHOBJIIOBAHWMX 3BITiB 3 6e3neku
nikapcbkyx 3acobiB. 3MiHM y YacToTi Ta AaTax
nofaHHA perynspHoO OHOB/IIOBAHOIO 3BITY 3 6e3neku.
[itoya pepakuis: Yactota nofaHHsA perynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3nekn 1 pik. KiHueBa gata
ON5 BKNOYeHHA adaHunx o PO3B - 10.08.2018 p. faTa
nofaHHs - 19.10.2018 p. NponoHoBaHa pefakuis:
YactoTa nogaHHs perynsipHoO OHOB/IHOBAHOIO 3BITY 3
6e3nekn 5 pokis. KiHueBa farta 419 BKIYEHHS AaHnX
0o PO3b - 10.08.2028 p. Aarta nogaHHA - 08.11.2028
p. PekomeHfo0BaHO [0 3aTBEPMAKEHHS BIAMNOBIAHO A0
nepiognYHOCTI MOAaHHA PErynsspHO OHOBJOBaHMX
3BiTiB 3 6e3nekn nikapcbkmx 3acobis y €C.

3a
peyenmom

UA/16134/01/04




36

Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
BioNa6, C.11.,
Icnanis;

BMPOOHULITBO Ta
KOHTPO/b AKOCTI
PO34UHHKKA (KpPiM
TecTiB "Cuna gns
no4yaTkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHS",
"[ocnimpKeHHs
repMeTUYHOCTI"):
Betep dapma-
®epTuryHr Nv6X &
Ko. KT,
HimeuuunHa;
BMPOOHULITBO Ta
KOHTPONb SKOCTI
PO34nHHKKA (KpiM
TecTiB "Cvna gns
no4YaTKoBOro
3CyBY MOPLUHSA",
"Cuna Teptsa
nopLuHs",
"flocnimpKeHHs
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr Frm6X &
Ko. KT,
HimeuumnHa;
Bi3yaslbHWi
KOHTPO/b,
KOHTPONb SKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4YaTKoBOro
3CyBY MOPLUHSA",
"Cuna Tepts
nopLuHs",
"flocnimpKeHHs
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr Frm6X &
Ko.Kl', HimevuunHa;
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

Bi3yaslbHWi
KOHTPO/Ib,
KOHTPO/b AKOCTI
PO3UYMHHMKA
(nvwe Tectu
"Cuna gnsa
no4yaTkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHS",
"[ocnimpKeHHs
repMeTUYHOCTI"):
Betep dapma-
®epTuryHr Nv6X &
Ko.KI", HimeuunHa;
KOHTPO/b AKOCTI
PO34UHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHS",
"[ocnimpKeHHs
repMeTUyHOCTI"):
Baet bio®apma
AiBixH oh BaeT
dapmaceyTukanc
NINC, CWA

23.

BEHE®IKC

niodpinizat ans
pO34nHy AnA
iH’ekuii no 3000
MO, 1 cpnakoH 3
niocpinizatom, 1
nonepegHL0
HanoBHeHW
wnpuy, 3
PO3YMHHUKOM
(0,234 % po3unH
HaTpito xnopuay y
BOAj A4N15 iH'eKw;in)
no5wmn,1
afanTep gns
thnakoHy, 1
cuctemy ans

Mdpaiizep

Eiiu.Ci.Mi.

Kopnopeii
LUH

CLUA

BMPOGHMLTBO
niocpinizaty 3a
NOBHUM LMK/IOM;
KOHTPO/b SKOCTI
PO34MHHMKA (KpiM
Tecty "Cuna tepta
nopLuHA");
nakyBaHHs
PO3UMHHMKA Y
Habip; KOHTPO/Tb
AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUNyCK Habopy;
BiANOBIAaIbHNI
3a BUMYCK cepii:

Icnanis/
Himeyunna/
CLWA

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
hapmakoHarnsgy. 3miHa 4acToTv Ta/abo TepMiHiB
nofAaHHA perynsapHoO OHOB/IIOBaHMUX 3BITIB 3 6e3nekn
nikapcbknx 3acobiB. 3MiHM y 4aCTOTI Ta AaTax
nofaHHs perynsipHO OHOB/IKOBAHOrO 3BIiTY 3 6GE3NeKu.
[itova pepakuis: Yactota nofaHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neku 1 pik. KiHueBa gata
ON5 BKNOYeHHA AaHnx o PO3b - 10.08.2018 p. faTta
nogaHHs - 19.10.2018 p. NponoHoBaHa pefakuis:
YacToTa nofaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekn 5 pokis. KiHueBa garta 4715 BKIOUYEHHS JaHuX
0o PO3b - 10.08.2028 p. daTta nogaHHs - 08.11.2028
p. PekomeHa0BaHO [0 3aTBEPKEHHS BiNOBIAHO 0
nepioguYHOCTI NOAAHHS PEry/IIPHO OHOB/TKOBAHNX
3BITIB 3 6e3nekn Nnikapcbknx 3acobiB y €C.

3a
peyenmom

UA/16134/01/05
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
iHdpy3ii, 2 TaMnoHK Baet ®apma C.A,,

3i cnmpTtom, 1
nnacTtup, 1
mapsieBy
nogyLueyky
BK1ajalTb Yy
KapTOHHY KOpOOKy

IcnaHis;
anbTepHaTuBHa
naboparopia Ans
TecTyBaHHs
npenapary 3a
NOKa3HUKOM
«CTepubHICTb»:
BioNa6, C.J1.,
IcnaHis;
BMPOOHULITBO Ta
KOHTPONb SKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4YaTKoBOro
3CYBY MOPLUHSA",
"Cuna Tepts
nopLuHs",
"flocnimpKeHHs
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr Frm6X &
Ko. KT,
HimeuumnHa;
BMPOOHULITBO Ta
KOHTPO/b AKOCTI
PO3UMHHMKA (KpiM
TecTiB "Cuna gns
roYaTKoOBOro
3CyBY MOpLUHA",
"Cuna tepTa
nopLuHa",
"[ocnimKeHHs
repmeTuyHocTI"):
Betep ®apma-
PepTuryHr rmox &
Ko. KT,
HimeyvunHa;
BizyaslbHWi
KOHTPO/b,
KOHTPO/b SKOCTI
PO3YMHHMKA (KpiM
TecTiB "Cuna gns

Nno4yaTkoBOro
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n/n

Hassa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

3CyBY MOPLUHSA",
"Cuna Teptsa
nopLuHs",
"flocnimpKeHHs
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr Frm6X &
Ko.Kl, HimeuuunHa;
BizyaslbHWi
KOHTPO/b,
KOHTPO/b SKOCTI
PO34MHHMKA
(nMwe TecTn
"Cuna gnsa
no4YaTKoBOro
3CYBY MOPLUHSA",
"Cuna Tepts
nopLuHs",
"flocnimpKeHHs
repmMeTnyHoCTI"):
Betep dapma-
depTuryHr Frm6X &
Ko.Kl, HimeuunHa;
KOHTPONb SKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4YaTKoBOro
3CyBY MOPLUHSA",
"Cuna Teptsa
nopLuHs",
"flocnimpKeHHs
repmMeTnyHoCTI"):
Baet bio®apma
AiBxH och Baet
dapmaceyTukanc
NNC, CWA

24,

BEH3UAAMIHY
rAPOXIOPUS,

KpucTanivyHui
MOPOLLIOK
(cybeTaHuis) y
noABiliHMX
nonieTMNeHoBux
nakeTtax gns
hapmav,eBTUUHOT
0 3aCTOCYyBaHHS

MpAT
"®apmave
BTUYHA
ipma
"AapHuus"”

Ykpaina

LIEHTAYP
®APMACBIOTIKA
N3 MPANBET
NIMITE/,

IHais

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
YTOYHEHHS HanncaHHA Ha3Bu cybcTaHuii B Hakasi MO3
Ykpainm Ne 1216 Big 12.07.2024 B npovreci peecTtpad;i.

Pepakuis B Hakasi - BEH3VAAMIHY TAPOXN0OPUA,
BENZYDAMINE HYDROCHLORIDE. BipHa pegakuis -
BEH3VAAMIHY APOXNOPUA,.

UA/20515/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
25. | BEMAHTEH®MN Kpem; no 100 r, 30 Baiep Lsenuapi I'M F'peH3ax HimeuunHa BHECEHHS 3MiH [J0 peecTpavjiiiHux maTepianis: 3miHu | 6e3 UA/7805/01/01
ntoc rab6o 3,5ry Ty6i; KoHcblome a MpoaykTioHc MM6X Tmny - 3MiHM 3 akocTi. A®Il. KoHTponb AdL. 3miHa y peyenma
no 1 1y6i B p Kep Al MeTofax BUNpobysaHHA APl abo BUXIAHOTO
KapTOHHI/ Kopoo6Li mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTBa Ad! (iHLWi
3MiHM Y MeToAax BUNpobyBaHHSA (BKOHAKOUM 3aMiHy
ab6o gonosHeHHs) A®| abo BUXiAHOro/NPOMIKHOTO
npoAyKTy) - 3amiHa NOTOYHOr0 METOAY BU3HAYEHHSA
po3noziny 4acTUHOK 3a po3Mipom B AdI
Xnoprekcuanny gurigpoxnopug. BupobHuk Ad|
Medichem S.A. 3amiHioe npunag Malvern Mastersizer
S Ans BU3HAYEHHS PO3MoAiNy 4acTok 3a PO3MipoM Ha
Malvern Mastersizer 3000. 3miHM CTOCYOTbCSH YMOB
npoBeAeHHs BUNPo6byBaHHA Ta Npo60onigroToBKu.
26. | BEMAHTEH®MN cnpeii HaLlKipHWA, Baiiep Leiiuapi NixTeHxensaT HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/7805/02/01
noc po3uuH; no 30 mn KoHcblome A 6X TIny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenma
y thnakoHi 3 p Kep Al dapmauoiiTiwe thapmakoHarnsgy. BeegeHHs abo 3miHu o
po3npuckyBayem Pabpik y3araslbHeHUxX faHnx npo cucTemy hapmakoHarnsgy
Ta NNacTUKoOBO (BBEAEHHSA y3araslbHEHUX AaHWX NPo cucTemy
KpyiLLeykoto; no 1 chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
dhnakoHy B BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KapTOHHI Kopoo6Li KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa 415
3[jiCHEeHHs1 hapmakoHariaay B YKpaiHi, SKLo BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0c06y, BignoBiganbHOT
3a 3gjiicHeHHs chapmakoHarnsagy (Bknoyaryn
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0CO6M 3as1BHYMKA, BignoBigasibHOI 3a
hapmakoHarnsag.
[Oitoua pepakuin: Justin Daniels. NponoHoBaHa
pegakuist: Jutta Pospisil. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXXeHOT 0c06M 3aABHUKA, BiAMOBIga/IbHOI 3a
hapmakoHarnsg.
27. | BEPOAYAN® PO34MH ANns BepiHrep HimeuunH | IcTiTyTO Aie AHxeni ITais BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/10751/01/01
iHransyii; no 20 IHrenbxai a C.p.n. TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
mn abo 40 mny M thapmakoHarnagy. BeegeHHsa abo 3miHu o
chnakoHi 3 IHTepHeww y3ara/lbHeHUx JaHunx npo cuctemy hapmakoHarnsgy
KpanenbHULEL; HN TMEX (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTeEMy

no 1 donakoHy B
KapTOHHI KOpooL

thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHol ocobu,
Bi4NOBiAA/IbHOI 3a 34jICHEHHST chapMakoHarnsaay;
KOHTaKTHOI 0CO6U 3 chapmMakoHarnsay 3asiBHVKa AN
3pjiicCHeHHs chapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BigMiHHa Bij, yNMOBHOBaXKEHOI 0CO6W, BignoBigasibHOT
3a 3flificHeHHs1 chapmakoHarnagy (BKIYarym
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHOT
0cobu 3as1BHMKa, BIANOBIA&/IbHOT 3a (hapmakoHarnsg,
B YKpaiHi.
[itoua pepakuis: Yymak Aptem Bonogummnposuy.
MponoHoBaHa pepakuis: JlyueHko Onbra
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX JAaHWUX KOHTaKTHOT
0cob6u 3asBHMKa, BiANOBIAa/IbLHOI 3a hapMakoHarnsag,
B YKpaiHi.
28. | BETA®EPOH® NOPOLLOK Baviep Al HimeyuunH Hepo3dhacoBaHwWit HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/15287/01/01
niodpinizoBaHuii a NPOAYKT, TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
ONA NPUroTyBaHHsA nepBuHHa thapmakoHarnagy. BeefeHHsa abo 3miHu o
po3unHy ans ynakoBka: y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
iH'ekyin no 0,3 mr BepiHrep (BBEAEHHA y3araslbHEHUX AaHUX NPO cUCTeMy
(9,6 maH MO); 1 IHrenbxaim hapmMakoHarnsgy, 3mMiHa yrnoBHOBaXeHO! 0cobum,
hnakoH 3 dapma M'v6X i Ko. BiANOBIAA/IbHOI 3a 34iliCHEHH:A ddapmakoHarnsgy;
NOPOLLUKOM Yy K", HimeuunHa, KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa 415
KOMM/EKTI 3 BTOPUHHA 3pjiicHeHHs hapmakoHarnagy B YkpaiHi, SKLL0 BOHa
PO3UYMHHUKOM ynakoBka, f,03BiN BiAMiHHa BiJ YNOBHOBaXeHOI 0Co6M, BiANOBIAA/IbHOI
(0,54 % po3unH Ha BUNycK cepii: 3a 3gjlicHeHHs chapmakoHarnsagy (Bknyaryn
HaTpito xnopuay) Baiiep AT, KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
nolz2mny HimeuunHa tpaiina cuctemu thapmakoHarnsgy) 3miHa
nonepeaHL0 YMOBHOBaXXeHOT 0c06M 3aABHUKA, BiAMOBIgaIbHOI 3a
3anoBHEHNX thapmakoHarnag,.
wnpuyax Ta [itova pepakuin: Justin Daniels. MNponoHoBaHa
HacagKow pepakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX AaHuX
(apantepom) 3 YNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
roJIKolo, 2 thapmakoHarnag.
CNUPTOBUMU
cepseTkamu B
ynakoBLii 3
KapToHy; no 15
yMnakoBOK B
KapTOHHI/ KopoobLi
29. | BIBNOK pO34MH ans TOB Ykpaina TOB "lOpia-®apm” YKpaiHa BHECEHHS 3MiH [0 peecTpauliiiHnx maTepianis: 3a UA/16313/02/01
iHcpysiin, 10 mr/mn, "HOpis- YTOUHEHHS peecTpauiliHoro Homepa B Hakasi MO3 peyernmom
no 50 mn a6o 250 dapm"” Ykpainn Ne 1470 Big, 21.08.2024 B npoueci

M1y KOHTeHepi
noniMepHomy; no
1 KOHTelHepy
nosiMepHomy y
BaKyymMOBaHOMY
nakerti 3
namiHoBaHoi

nepepeecTpauii. Pegakuis B Hakasi -
UA/16313/01/01. BipHa pepgakuis -UA/16313/02/01.
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
donbru; no 1
nakeTy y nauuj 3
KapToHy
30. | BIOBEH pPO34rH Nns TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepiaiis: 3a UA/14526/01/02
iHcpysiii 10 %; no "BIODAP MNA3MA", YTOUYHEHHSA1 HANUCaHHA yNaKkoBKu B Hakasi MO3 peyenmom
10 mn, 25 mn, 50 MA YkpaiHa Ykpainu Ne 1470 Big 21.08.2024 B npoueci
mn abo 100 mny MNA3MA" (BpPOGHMLTBO, BHECEHHSA 3MiH (3MiHu | Tuny - 3MiHM 3 SKOCTI.
c¢hnakoHi; no 1 nepBrHHE Ta [oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
chnakoHy B nauui BTOPWUHHE nikapcbKoro 3acoby. 3MiHa napaMeTpiB cneuudikadiii
3 KApTOHY nakyBaHHs, Ta/abo foNyCTUMUX MEX roTOBOrO /TiKapCbKOro 3acoby

KOHTPOSb SKOCTI,
BWMYCK Cepiid)

(3BYXXEHHS fONYCTUMUX MeX) - 3MiHa KpUTepito
NPUAHATHOCTI AN15 NokasHuka «Cknag, 6inkie» y
cneumdikavii roTOBOro JliKapcbKoro 3acofy.
3arBeppkeHo: He 6GinbLue 5% 6inkiB MOXyTb
BiApi3HATUCA Bif iIMyHOrNobyniHy 3a
€/1eKTPOIOPETUYHOK PYX/IMBICTIO. 3anpONOHOBAHO:
He 6inblue 2% 6inkiB MOXyTb Bigpi3HATHCSA Big,
iMyHOrN06yniHy 3a enekTpoOPETUUHOIO PYX/IUBICTHO.
3MiHn BHOCATbCA A0 MKA. TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicsuiB nicns 3atBepkeHHs - CynyTHA
3MiHa - 3MiHuK 3 aKocTi. A®Il. KoHTponb A®L. 3miHa y
mMeTofax BunpobyBaHHs A®| abo BMXigHOro
MaTepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuLTBa AdI
(He3HauHi 3MiHN Y 3aTBEP)KEHNX MeToAax
BMNPO6YBaHHA) 3MiHa KpUTEPI0 NPUIHATHOCTI AN
nokasHuka «Cknag 6inkis» y cneuudikauii Ha
NPOMiXHY (Hepo3chacoBaHy NPOAYKLil0 Npenapary
«BIOBEH». 3aTBEpaxeHo: He 6inbLie 5% 6inkis
MOXYTb Biipi3HATUCSA Bif, iIMyHOr106Yy/iHY 3a
€N1eKTPOOPETUYHOK PYX/IMBICTIO. 3anNpONOHOBAHO:
He 6inbLue 2% 6inkiB MOXyTb Bigpi3HATHCSA Big,
iMyHOrN06yniHy 3a enekTpoOPETUUHOIO PYX/IUBICTHO.
PepakuiiHi 3mMiHK: Ha3Ba AONOMIDKHOT PEYOBUHM
«rniyyH (kcnota amiHooUTOBa)» 3MIHEHA Ha «T/TiLUH»
BIANOBIAHO [0 HA3BM BiANOBIAHOI MOHOrpagii
«nigynH» 0614 y NdY/Ph. Eur., nocnnaHHs Ha
€Bponelicbky ®apmakoneto 3 Eur. Ph. 3miHeHo Ha Ph.
Eur. TepMiH BBEAEHHS 3MiH - NPOTArOM 6 MicALiB
nicns 3atBepgkeHHs - 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWMIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa y
NepBUHHIM yNakoBLji rOTOBOrO Jlikapcbkoro 3acoby (Tun
KOHTeliHepa abo AoAaBaHHs HOBOro KOHTelHepa) -
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

BunyyeHHs1 NepBUHHOI YNAKOBKK, LLIO HE NPU3BOAUTL
[10 NOBHOTO BUJTYYEHHS NiKapCbKOro 3acoby 3 NeBHO
cunoto Aii abo y neBHili nikapcbkili hopmi - BunyueHHs

OfHI€l 3 aNbTEPHATUBHNX CUCTEM
KOHTeliHep/3aKyrnopoBaibHWii 3acib, a came «nsLWKn
Tuny | y KOMINEKTi 3 ryMOBVMMW Npo6kamMu Ta
KOBMaykamv afitoMiHiEBMMMW». PefakuiiiHi 3MiHu:
nocunaHHs Ha €sponelicbky ®apmakoneto 3 Eur. Ph.
3MiHeHo Ha Ph. Eur. 3miHM BHeceHi B po3gin
"YnakoBka" B iHCTPYKL,tO 4719 MEANYHOIO
3acTOCyBaHHSA Nikapcbkoro 3acoby Ta KopoTKy
XapakTepucTuKy nikapcbkoro 3acoby y 3B'A3Kky 3
BU/TyYEHHAM NEBHOTO po3mipy ynakosku ("y nnswwi"),
AK HACMIJOK - BUNYYEHHSI TEKCTY MapKyBaHHS
Bi4NOBIAHOT yNakoBkn. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsAiB nNicnsA 3aTBepayKeHHs. 3MiHu | Tuny
- 3miHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOBYBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BUNPOBYBaHHS) - He3HauHi 3MiHW [0 aHaNiTUYHUX
MEeTOAMK BUNPOOYBaHHS roTOBOro /iKapcbKoro 3acoby
3a nokasHukamu «lgeHTudikauis» ta «CneuudivHa
aKTMBHICTb»: BUAANEHHS iH(hOpMALLT MPO peakTuB Ta
TEeCT-CUCTEMY, BUPOBHNKOM SIKMX € Pocilicbka
depepauis. 3aTBepKeHo: 2. |geHTudikauis. «...
cupoBatky ans IE® («CbiBOpoTKa A1
UMMYHO3/1eKTpochopesa NPOTHB CbIBOPOTOUHBIX
6e1KoB KpoBY YenoBeka cyxas» 3A0 «MukporeH» abo
aHasnorivyHoi SKoCTi).» - 14. CneyudivyHa akTUBHICTb. -

14.1. AHTUTINA O Bipycy renatuty A. «... METOAOM

IDA 3 BUKOPUCTaHHAM BiAMNOBIAHWX TECT-CUCTEM A5

KiNIbKICHOTO BU3HauYeHHs1, Hanpuknag, «Bektopren A»

(kat.Ne D-0362, Bektop-becT, Pocis) abo «Anti-HAV

ELISA» (kaT.Ne KAPG4AGE3, Diasourse
ImmunoAssays S.A., benbrist) a60 aHaNoriYHKX.» -
14.3. AHTuTina fo HBsAg. «... meTogom IPA 3
BUKOPWUCTAHHAM BifMOBIAHVX TeCT-cucTemM Ans

KifIbKICHOrO BU3HaueHHs1, Hanpuknag «BektTopHBsAQ-
aHTMTena» (D-0562, 3AT «Bektop-BecTt», Pocis) abo

«BVD MONOLISA Anti HBs Plus» (72566, Bio-Rad)
a60 aHasoriyHuX. 3anponoHoBaHo: 2. laeHTudikaLis.
«... cupoBatky ans IE® («Anti-Human Serum antibody

produced in rabbit, H3383, Sigma a60 aHas0ri4yHoi
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AkocTi).» - 14. CneundyivHa akTuBHICTb - 14.1.
AHTUTINA Ao Bipycy renatuTy A. «... MeTogoM IDA 3
BUKOPWUCTaHHAM BifNOBiAHNX TECT-CUCTEM ANA
KifIbKICHOTO BU3HauYeHHs, Hanpuknag «Anti-HAV
ELISA» (kaT.Ne KAPG4AGE3, Diasourse
ImmunoAssays S.A., benbrist) abo aHanorivyHmUX.»
14.3. AHTuTiNna fo HBsSAg. «...meToAoMm |DA 3
BUKOPWUCTAHHAM BifMOBIAHVX TeCT-cucTemM Ans
KiNbKiCHOro BM3Ha4eHHs, Hanpukniag «BVD
MONOLISA Anti HBs Plus» (72566, Bio-Rad) a6o
aHanoriyHnx. 3MiHyM BHocATbCA y po3gin 3.2.P.5.2 Ta
MKSA. TepMmiH BBeEHHS 3MiH - NPOTArom 6 MicsiLiB
nicns 3aTBepmxeHHs). Pegakuis B Hakasi - no 10 mn,
25 mn, 50 mn1 a6o 100 mn y naswui abo dhiakoHi; no 1
hnakoHy B nauyui 3 kapToHy. BipHa pegakuis - no 10
M, 25 mn, 50 mn a60 100 ma y chaiakoHi; no 1
thakoHy B nauli 3 KAPTOHY.
31. | BIPOH® CKIH PO3UMH HaLLKipHWIA TOB YkpaiHa Mi6e MTmM6X HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 6e3 UA/13616/01/01
1 % no 15 a6o 35 "MIBE ApuHaiimitTenb MRy - 3MiHK WoA0 6e3nekn/epeKTNBHOCTI Ta peyenma
MJ/T PO3YUHY Y YKPAIHA" thapmakoHarnagy (iHwi 3mMiHn). 3MiHU BHECEHO Y TEKCT
donakoHi- MapKyBaHHSi BTOPVHHOI YNakoBKM NiKapCbKOro 3acoby
KpanenbHuui, no LLIOA0 HAsABHOCTI 10rOTUMNY BUPOGHYKA.
25 mn—-y
donakoHi-cnpei 3
[03aropom, no 1
donakoHy y
KapTOHHIM nayui
32. | BOHAEPM Masb, 20 mr/r no Benyno, Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/15555/01/01
15ryTy6i, no 1 nikn T2 KOCMeTuKa, A.4. TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
Ty6i Yy KApTOHHiiA KocMeTuKa hapmakoHarnsagy (iHwi 3MiHn) 3MiHn BHeceHo y n.17.
naui , 4.4 "IHLLUE" TekcTy MapKyBaHHA NMEPBUHHOT YNaKoBKU
nikapcbkoro 3acoby, a came: 3a3Ha4YeHHA OAMHULb
BMMIiptOBaHHA y cuctemi Sl.
33. | BPIMO®TAN Kpanni ouHi, BPYCYET ITanisa TOB "CaHToHika" NntBa BHECEHHS 3MiH O peecTpaviiiHux maTepiasniB: 3miHu | 3a UA/19259/01/01
PO34uH, 2 Mr/mn, TIHI - TMNy - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta peyenmom
no 5 mMn posyvHy y C.P.J. thapmakoHarnsgy. BeegeHHs abo 3miHu o

h1akoHi 3
nosnietTuneny
HM3bKOI LLiNIbHOCTI
3 KpanesbH1Leo
Ta 6inoto
KpULLIEYKOIO 3
nonieTunexy
BUCOKOI

y3arasibHeHVX AaHnx Npo cuctemMy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTeMy
hapMakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0CO6U 3 chapMakoHarnsay 3asiBHVKa AN
3pjiicCHeHHs hapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs1 hapMakoHariaay (BkKYakum
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LWiNbHOCTI; no 1

chnakoHy y
KapTOHHIA KOpooLi

KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHOT
0cobu 3as1BHMKa, BIANOBIA&/IbHOT 3a (hapmakoHarnsg,

B YKpaiHi.

[itoua pepakuis: MacnsHiuuH Cepriin FOpilioBuY.
MponoHoBaHa pepfakuis: YaneHko OnekcaHapa
IropiBHa. 3MiHa KOHTaKTHVX AaHNX KOHTaKTHOI 0co6u
3asBHUKA, BiANOBIAA/IbLHOI 3a (hapMakoHarnsg, B
YKpaiHi.

34.

BPOHXOMEL
BANMb3AM

po3unH Ans
nepopasibHOro
3acTocyBaHHs No
100 mn a6o no
200 MmN B NASWL;
no 1 nnawui B
KapTOHHI/ KopoobLi

€8Bpo
Naiidkep
nTg

Benvka
BpuTaHis

Benn CaH3 &
KomnaHi

(Oparrictc)
Nimiteq

Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKunii 3acib.
CucTema KoHTeliHep/3akynoptoBasibHUiA 3aci6. 3miHa
PO3Mipy ynakoBK/ roTOBOrO NikapCbKoro 3acoby (3miHa
macu/o6'eMy BMICTy KOHTeliHepa 6araTof030B0ro
nikapcbKoro 3acoby AN HenapeHTepasibHOro
3acTocyBaHHs (a60 04HOA030BOr0, YaCTKOBOrO
BMKOPUCTaHHSA)) — BBEEHHA [404AaTKOBOr0 po3mipy
ynakoBku, a came rno 200 mn B nAsLLLi, 6e3 3MiHu
NepBMHHOTO NakyBaslbHOro Marepiany, 3 BiANOBIAHUMY
3MiHaMK y p. «YnakoBka» MK$ /13 3aTBepaeHo:
Ynakoska. Mo 100 mn B nAAWLi; No 1 nAswLyi pasom 3
IHCTPYKLUi€0 4719 MeAMYHOro 3aCTOCYBaHHS B
KapTOHHI Kopo6Li 3anponoHoBaHo: Ynakoska. Mo 100
M1 a6o 200 ma B nasAWLi; no 1 naswui pasom 3
IHCTPYKLi€E0 4719 MeMYHOro 3aCTOCYBaHHS B
KapTOHHI kopobLi 3MiHM BHECEeHi B po3Ain "YnakoBka"
B iHCTPYKLiI0 ANt MeANYHOr0 3aCTOCYBaHHS
NiKapcbKoro 3acoby y 3B"A3Ky 3 BBEAEHHSIM
[0AATKOBOT YNakoBKW, IK HACNIOK - 3aTBEPAKEHHS
TEKCTY MapKyBaHHS JOAATKOBOI YNakoBKW NiKapCbKOro
3acoby. BBegeHHs 3MiH NpOTAromM 6-Tu micsuis nicns
3aTBepKEHHSA. 3MiHN | Tuny - 3MiHW Woa0
6e3nekun/edheKTUBHOCTI Ta hapMakoHarnsay (iHwi
3MiHM). OHOBNEHHSA TEKCTY MapKyBaHHS NepBUHHOT Ta
BTOPMHHOT yNakoBKM NikapCbKoro 3acoby. BeegeHHs
3MiH NPOTArom 6-TW MiCALIB NiCAA 3aTBEPAKEHHS

6e3
peyenma

nionsiecae

UA/12716/01/01

35.

BYAEHO®A/b
K

niHa pekTasibHa, 2
Mr/f03Y; KOXHUIA
6as1oH MICTUTB 5K
MiHiMyMm 14 003 no
1,2 r niHn
pekTasibHOT; Mo 1
6asioHy 3
[03aTopoM y

[p. ®anbk
dapma
6X

HimeuumnH
a

BignosigansHuii
3a BUNyCK cepiit
KiHL,EBOro
NPOAYKTY:

Ap. ®anbk dapma
vM6X, HimeuunHa

Brpo6HMK

HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu |
TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSO SKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo fofaBaHHS
AiNbHWLI, Ha SKili 34iCHIOETbCA
KOHTPO/b/BUNPOGYBaHHSA cepii) - JlogaBaHHA CI'C
AHanituk HimevyunHa 'm6X, Ayg ae Xwonbc 183,

3a
peyenmom

UA/6964/02/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
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3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
KomnnekTi 3 14 [o30BaHoi chopmu, 52068 AaueH, HimeuunHa/SGS Analytics Germany
annikatopamu ons nepBuHHe Ta GmbH,Auf der Huls 183,52068 Aachen, Germany, sk
BBEEHHS NiHN Y BTOPUHHE aNbTepHaTUBHOT AiNbHUL, BiANOBIgaNbHOI 3a
nNacTUKOBOMY nakyBaHHs, KOHTPO/1b/BUNPOGYBAHHS Cepii FOTOBOTO JliKapCbKOro
notky Ta 14 KOHTPO/Ib SIKOCTI: 3ac06y. 3miHu | TUny - 3MiHK 3 SKOCTi. FoToBUIA
NNacTUKOBUMMN ACM Aepo307/ib- nikapcbkuii 3aci6. KOHTPOb roTOBOro NikapCbKoro
naketTamu ans Cepsic Al, 3acoby. 3miHa napameTpiB cneungikauiii Ta/abo
ririeHivyHOT LLiBefiuapis [OMNYCTUMUX MEX FOTOBOrO /iKapCbKOro 3acoby
yTunisauii (oonoBHeHHs ab0 3amiHa nokasHuka cneyudikadii 3a
annikaTopis y Brnpo6HMK, pesynbTaTaMmu AoCNigkeHb 3 6e3nekn abo sKocTi (3a
KapTOHHIA KopooLi BiANOBIAabHNI BVHSITKOM JlikapCbknx 3aco6iB
3a 6i0N10riYHOro/iMyHONONYHOTO NOXOKEHHS)) -
KOHTPONb/BMNPOGY [lonoBHeHHs cnevmdikaii npyu BUNYyCcKy HOBUM
BaHHS cepii: noKasHUKOM “YucToTa HiTpo3amiHy” 3 AONYCTUMOIO
CIrcC AHanituk mexeto NMPA ?17.1 5ppm Ta BiANOBiAHUM METOA0M
HimeuunHa Mmo6X, BunpobysaHHs (MX-MC). PegakuiiiHi npasku:
Himeuunna nocunaHHsa Ha USP nokasHuka “BunpobyBaHHs Ha
repMeTuYHICTb” 6y/10 BUNpaB/ieHo 3 <601> Ha <604>.
36. | BAJIEPIAHA HacToika ans AT YkpaiHa AT "ly6Hndpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu | 6e3 nionsi2ae UA/5387/01/01
nepopasibHOro "Nly6Hnha TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkunii 3acib. peyenma
3acTOoCyBaHHSA Mo pm" CucTema KoHTeliHep/3akynoptoBasibHUiA 3aci6. 3miHa

25 mny
donakoHax-
KpanenbHUUAX
CcKNsiHMX,no 100
MY hakoHax
CKNAHMX, no 100
My dhN1aKkoHi
CKsitHOMY, no 1
donakoHy B nauui 3
KapToHy

PO3Mipy ynakoBKM roTOBOrO /ikapCbKoro 3acoby (3miHa
macun/06'eMy BMICTy KOHTeliHepa 6araTof030B0ro
nikapcbKoro 3acoby AN HenapeHTepasibHOro
3acTocyBaHHs (a60 04HOA030BOr0, HaCTKOBOroO
BMKOPUCTaHHS))

— BBE[IEeHHA [04aTKOBOro BMAy YNakoBKu, @ came no
100 My chnakoHax CKISIHMX 3aKyrnopeHrx npobkamu i
KpYLLKaMK, L0 HarBUHYYTbCA, 6€3 3MiHN NepPBUHHOTO
nakyBasIbHOro maTepiany (3aTBepAxeHo: no 25 mny
dhnakoHn-KpanebHULL 3aKyrnopeHi npobkamu-
KpanenbHULAMU | KpULLIKaMK, LLIO HAarBUHYYTbCS), 3
BIANOBIAHMMU 3MiHAMU A0 p. «Ynakoska» MKA N13.
3MiHV BHECEHO B IHCTPYKLitO 4719 MeANYHOro
3aCcTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Cknag" Ta "YnakoBka" ( fofaBaHHA A04ATKOBOT
yNakoBkM - chnakoHu cknsHi no 100 M) Ta sik Hacnigok
— 3aTBEeP/PKEHHA TeKCTY MapKyBaHHS 40AAaTKOBOT
ynakoBKU fikapcbKoro 3acoby. BeefeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/A 3aTBEPMKEHHS. 3MiHN |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib.
CucTema KoHTeliHep/3akynoptoBasibHUiA 3aci6. 3miHa
chopmu abo po3mipy KOHTeliHepa um
3aKynoplBasIbHOT0 3aco6y (NEPBUHHOI YNakoBKM)
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(HecTepunbHI nikapcbki 3ac06u) — AoAaBaHHA
3aKyrnoproBasibHOro 3acoby (MPO6KU | KPULLIKK, Lo
HarBMHYYOTbLCS), Y 3B’A3KY 3 BBEAEHHSM A0AATKOBOrO
BMAY NakyBaHHs (chnakoH 06’emom 100 Mn). 3miHK
BHECEHO B iHCTPYKLit0 A1 MEAUYHOIO 3aCTOCYyBaHHS
nikapcbKoro 3acoby o po3ainy "Cnocié 3actocyBaHHs
Ta 031" y 3B’A3KY 3 BBEJEHHSAM NEPBUHHOIO
3aKynopBasIbHOTO 3ac00y NepBMHHOT yNakoBkW A1S
hnakoHis 06’emom 100 Mn. BBefeHHA 3MiH NPOTATOM
6-Tv MicsALiB nicns 3aTBepAKEHHSA. 3MiHu | Tvny -
3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO MiKapCbKOoro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BMNPOBYBAHHS) - BHECEHHS 3MiHW A0 N. «O6’eM BMICTY
dnakoHy», a came y MeToi BUNpPoGyBaHHS 06’eMy
BMicTy cpnakoHy no 100 mn (3MiHa KiflbKOCTi
pN1aKoHIB).

37.

BAHKOBALM],

NOPOLLOK AN
PO34nHy AnA
iHcpysiii no 1000
Mr; no 1000 mr
MOPOLLKY Y
donakoHi, no 1 abo
no 10 chnakoHiB y
KapTOHHIA KopoobLi

MicTpan
Kenitan
MeHeaxm
eHT
Nimitepq,

AHrnis

NNABOPATOPIO
PEUI )KXO®PE,
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkunii 3acib.
CucTema KoHTeliHep/3akynoptoBasibHUiA 3aci6. 3miHa
chopmu abo po3mipy KOHTeliHepa um
3aKynopB&asIbHOT0 3aco6y (MEPBUHHOT YNakoBKM)
(cTepunbHi nikapcbki 3aco6u), 3mMiHa po3mipy (Bucota
Ta giameTp) chnakoHa 3 MeToo 3abe3neyeHHs nepesar
040 nocTavaHHA donakoHis. fitova pegakuis: 55 x
29,5 mm lMponoHoBaHa pepakuis: 56 x 30 mm 3MiHu |
TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWii 3acib.
MpoeKTHWIA NpoCTip Ta NicspeecTpayiiHin NPOTOKON
ynpaB/liHHA 3MiHAMW. BHECeHHSs 3MiH, Lo
nepegb6ayeHi y 3aTBepaxeHoMy NpOTOKONi yNpaBAiHHA
3MiHaMu (BHECEHHS 3MiHW BUMarae noAasibLumx
nigTBEPLXKYBA/IbHUX AaHWX), BNPOBAMKEHHS 3MiHU,
Lo nepeabayeHa B NPOTOKO/Ii yNpaBiHHA 3MiHaMK, a
came 36inbLUeHHS po3Mipy cepii /13 BHacnigok
[ofaBaHHs 6inbLIol BUPOOHUYOT 30HW. 3MiHK | Tuny -
3MiHu 3 sKocCTi. FoTOBMIA Nikapcbkuii 3aci6. MNpoekTHNI
NpOCTip Ta NicNApeecTpaLjiiiH1iA NPOTOKON YNPaB/liHHA
3MiHamu. BHeCeHHs 3MiH, Lo nepenbdayeHi y
3aTBEPLKEHOMY NPOTOKOAI yNpaBiHHA 3MiHaMK
(BHECEHHSA 3MiHN BUMarae NogasbLUmnx
NigTBEPLXKYBA/IbHUX AAHWX), BHECEHHS 3MiHW, L0
nepegbayeHi y 3aTBepxeHoMy NpOTOKONi yNpaBAiHHA
3MiHaMK, a came BNpoBaMKEHHsS1 HOBOI BUPOGHMYOT

3a
peuyernnmom

UA/20250/01/02
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38.

BEPKYBO®

TabneTku, BKPUTI

Baiiep Al

HimeyunH

Baiiep Al

30HM (ZE3:cTepunbHa 30Ha). HoBa BNpo6GHMYa 30Ha
nobygosaHa (ZE3)nobyposaHa Ha TOMy camoMy
BMPOGHMYOMY MaiigaHumky Reig Jofre, Sant Joan
Despi (BapcenoHa), AONOBHIOKYM NOTOUYHY BUPOGHNYY
30Hy ZE2. Y HOBIli BUPO6HUYIi 30Hi 061aaHaHHS Mae
6iNbLUY NOTYXHICTb, L0 A03BOMUO 36i/1bLUATU PO3MIP
cepii N3

39.

BEPKYBO®

NNiBKOBOIO
060/10HKO No 2,5
mr; no 14
Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHI nayi

TabneTkn, BKpUTI

Baiep Al

a

HimeyunH

Baiiep Al

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:3miHu |
TMny - 3MiHK 3 AKocTi. A®Il. KoHTposib A®L. 3miHa y
napameTpax cneuudikauii Ta/abo JoNyCTUMMX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPMCTOBYHOTbCS Y npoueci BUpobHuytea Ad|
(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BWUTYYEHHS 3acTapifioro nokasHuka)) - BunyyeHHs
He3Ha4yHOro napametpa “3anax” i3 cneymdikawin
CUPOBUHM N-MeTUNNipoNifoHY, Akl
BMKOPUCTOBYETHLCA Y NPOLIECi BUPO6HMLITBA Aoyl
PeyoBVHM BEpULMTyaT, OCKINIbKM AaHWii NokasHuK byB
KnacudikoBaHWin Sk 3acTapinunii. Takox 3asBHUKOM
BHOCATbCS pefAakLiliHi npaBku fo po3giny 3.2.5.2.3, a
came BUMNpaB/IEHHA MeToAY BUNPOGYBaHHA ANsi
napameTpa laeHTudikauii B cneuudikadii CMpoBuHM
Tpuetunamin xiMmiyHuiA, koTpa byna gonylieHa i3 3a
OpYKapCbKOT MOMWUAKKL. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
A®I. CtabinbHicTb. 3MiHa nepioy NOBTOPHUX
BMNpo6yBaHb/nepiody 36epiraHHa abo yMoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpIKEHOMY
[0Cbe cepTudiikaTa BignoBiAHOCTI EBpONECHKIi
dhapmakonei, Wwo BKkItoYae nepiog NOBTOPHOrO
BMNpobyBaHHs) (Nepiog NOBTOPHOTO
BMNpo6yBaHHsA/nepios 36epiraHHs) - 36iNbLLEHHS abo
BBE/IeHHs Nnepiofy NOBTOPHOrO
BMNpo6yBaHHsA/nepiody 36epiraHHA Ha OCHOBI
pesynbTaTiB AOC/iMKEHb Y peasibHOMY yaci -
36iMbLUEeHHS TEPMiIHY NOBTOPHOrO BUNPOOYBaHHS
Aito4oi peyoBrHY Bepuyuryart (6yno: 24 micsyis;
cTano: 36 micsauis)

Ba peyerimom

UA/20116/01/01

NNiBKOBOIO

a

HimeyunHa

BHECEHHS 3MiH [0 peecTpaliitHux maTepiasis:3miHu |

Ba peyenmom

TMNy - 3MiHK 3 AKocTi. APl KoHTposib A®L. 3miHa y

UA/20116/01/02
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsi0YeHHs1
ynakosKa)
060/10HKOI0 N0 5 napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
mr; no 14 BM3HAUEHX y crielymdikalisx Ha APl abo
Ta(.SHET(.)K y BUXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
6nictepi; no 1 abo -
2 6ricTepa B BWKOPWUCTOBYIOTLCA Y NPOLECI BI/IpOﬁHI/!LlTBa AdI
KapTOHHiiA nauL (BnyYeHHs He3HaqH9ro noKasHuka aKoCTi (Hanpuknag,
BUJTYYEHHS 3aCTapifioro nokasHvka)) - BunyyeHHs
He3HayHoro napametpa "3anax" i3 cneyudikadiii
cMpoBUHM N-MeTUNMiponiaoHy, Skni
BUKOPVCTOBYETLCA Y NPOLLECi BUPOBGHMLITBA o401
PEeyYOoBVHN BEPULUTyaT, OCKINIbKV AaHWii NokasHuK byB
KnacudikoBaHuii ik 3acTapinuii. TakoXx 3asiBHUKOM
BHOCATbCS pefakuiliHi npaBku fo po3giny 3.2.5.2.3, a
came BUMNpaB/IEHHA MeToAy BUNPOGYBaHHA ANsi
napameTpa lgeHTudikauii B cneumndikaii cupoBuHn
TpueTtunamin xiMmiuHuii, koTpa byna gonylieHa i3 3a
OPYKapCbKOT MOMUAKKL. 3MiHM | TRy - 3MiHW 3 SIKOCTI.
A®I. CtabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNPOGYBaHb/Nepiogy 36epiraHHsA abo ymoB
36epiraHHa A®| (3a BigCyTHOCTI y 3aTBEPAKEHOMY
[ocbe cepTudpikata BignoBiAHOCTI €BpONenchbkil
dhapmakonei, Wwo BKI0Ya€E nepio NOBTOPHOIO
BMNpobyBaHHsA) (Nepiog, NOBTOPHOIO
BMNpoGyBaHHsA/nepios 36epiraHHs) - 36iNbLUEHHS abo
BBE/leHHs nepiogy NOBTOPHOrO
BMNpo6yBaHHA/nepiody 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOCNIMKEHb Y peasibHOMY Yaci -
36iMbLUEHHS TEPMiIHY NOBTOPHOIO BUNPOOYBaHHSA
Lito4oi pevoBuHY Bepuuuryat (6yno: 24 micsauis;
cTasno: 36 micAuis)
40. | BEPKYBO® TabneTkn, BKpUTI Baiiep Al HimeyuunH Baiiep Al HimeuyunHa BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis:3miHn | Ba peyernmom UA/20116/01/03
nNiBKOBOLO a MRy - 3MiHK 3 akocTi. A®l. KoHTponb A®L. 3miHa y
06o/ioHKoto o 10 napameTpax cneuudikalliii Ta/abo fonyCTUMMX MEX,
mr; o 14 BM3HauYeHux y cneuudcpikauisx Ha Adl, abo
Tabnetok y

6nictepi; no 2 abo
7 6nictepis B
KapTOHHIM nayui

BUXiHUA/NPOMIDKHWIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(BUTyYEHHSA HE3HAYHOrO NOKa3HUKa AKOCTI (Hanpuknag,
BWJ/IyYEHHS 3aCTapifioro nokasHuka)) - BunyyeHHs
He3HayHoro napameTpa "3anax" i3 cneyudikauiii
CMpPOBUHM N-METUNNIPONIAOHY, AKNA
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

BMKOPUCTOBYETLCA Y NPOLIECi BUPO6HMLITBA AjloyOoT
PeyoBVHM BEpPULMTYaT, OCKINIbKM AaHWiA NokasHuK byB
KnacudikoBaHWii Sk 3acTapinunii. Takox 3asBHNKOM
BHOCATbCS pefAakLiliHi npaBku fo po3giny 3.2.5.2.3, a
came BUMNpaB/IEHHA MeToAy BUNPOGYBaHHA ANsi
napameTpa lgeHTudikauii B cneyudikadii CMpoBuHM
Tpuetunamin ximiuHuii, koTpa byna gonylieHa i3 3a
OpYKapCbKOT MOMWUAKKL. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
A®|. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiody 36epiraHHa abo yMoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpIKEHOMY
[0Cbe cepTudiikaTa BignoBiAHOCTI EBpONECHKIi
dhapmakonei, Wwo BKkIoYae nepiog NOBTOPHOrO
BMNpobyBaHHs) (Nepiog NOBTOPHOTO
BMNpo6yBaHHsA/nepios 36epiraHHs) - 36iNbLLEHHS abo
BBE/IeHHS nepiofy NOBTOPHOrO
BMNpo6yBaHHsA/nepiody 36epiraHHA Ha OCHOBI
pes3ynbTaTiB AOC/iMKEHb Y peasibHOMY yaci -
36iMbLUEeHHS TEPMiIHY NOBTOPHOrO BUNPOOYBaHHS
Aito4oi peyoBrHY Bepuyuryart (6yno: 24 micsyis;
cTano: 36 micsauis)

41.

BIAOPA MIKPO

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, 3,0
mr/0,02 mr no 28
Tabnetok B
6nictepi (21
Tabnetka
POXEBOrO KO/IbOpPY
Ta 7 TabneTok
6i10ro0 KoNbopYy);
no1a6o 3
6nictepu B
KapTOHHI/ Kopoo6Li

3eHTiBa,
K.C.

Yecbka
Pecny6nik
a

Nab6opaTtopioc
NeoH dapma, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
YTOYHEHHS HanncaHHS nikapcbkoi hopMK B Hakasi
MO3 Ykpainm Ne 1350 Big 31.07.2024 B npoveci
BHECEHHS 3MiH (3MiHu | Tvny - 3MiHn Wwoao
6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsagy. 3MiHu y
KOPOTKIil XapakTepuCTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta iHCTPYKLiT 4519 MeANYHOro
3aCTOCYBaHHSA reHepUYHUX/TiIGpPUAHNX/6I0N0AIGHNX
nikapcbkunx 3acobiB Nic/isi BHECEHHS TiET camol 3MiHN
Ha pedhepeHTHUI NpenapaT (3MiHa He NoTpebye
HafaHHSA XOAHVX HOBVX AOAATKOBUX JaHWNX) 3MiHM
BHECEHO A0 iHCTPYKLT AN MeANYHOro 3aCTOCyBaHHS
niKapcbKoro 3acoby y po3gisun: "Ocobnusi 3axoam
6e3nekn”,"B3aemogis 3 iHWMMU NTiKapCbKuMu
3aco6amMu Ta iHLWi BUAY B3aemogiii”, "OcobnmBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS Ta fo3n",
"Mo6iuHi peakuyii" BigNoBigHO A0 iHhopMmavii Wwoao
MeAMYHOro 3acToCcyBaHHA pehepeHTHOro NikapcbKoro
3acoby (OXKA3, TabneTkn, BKPUTI 060/TI0HKOLO).
BBegeHHs1 3MiH NpOTAroM 6-Tu MicsAUiB nicas

3a
peyernmom

He
niosisieae

UA/13405/01/01
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n/n

NiKapcbKo20
3acoby

(nikapcbka
¢hopma,
ynakosKa)

3asiBHUKa

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

42.

BI3AH

TabneTkn no 2 mr,

Baiiep Al

HimeyunH

Baiiep Baiimap

HimeyunHa

3aTBEpAXEHHS). Pefakuisi B Hakasi - No 28 TabneTok B
6nicTepi (21 TabneTka X0BTOro Konbopy Ta 7
TabneTtok 6inoro konbopy); no 1 a6o no 3 6nictepu B
KapTOHHI kopobui. BipHa pegakuis - no 28 TabneTok B
6nicTepi (21 TabneTka poXeBoro KosbLopy Ta 7
Tabnetok 6i10ro konbopy); no 1 a6o 3 6nictepu B
KapTOHHI/ Kopoobui

BITANPOCT

no 14 tabneTtok y
6nictepi, no 2
6nictepu B
KapTOHHII naui

nioghinizat gna

TOB "®3

a

YkpaiHa

'm6X i Ko. KI

TOB "®3

BHECEHHS 3MiH 1O peecTpaviiiHux maTepianis: 3miHu |
MRy - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn go
y3ara/lbHeHUX JaHunx npo cuctemy dapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHNX AaHNX NPO CUCTEMY
hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0cobm,
BiANOBIAA/IbHOI 3a 34iliCHEeHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHarnagy B YKpaiHi, AKLo BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (Bknoyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg.

[Oitova pepakuin: Justin Daniels. MNponoHoBaHa
pepakuis: Jutta Pospisil. 3MiHa KOHTaKkTHUX AaHUX
YNOBHOBaXEHOT 0CO6M 3as1BHYMKA, BignoBigasibHOI 3a
hapmakoHarnsg.

3a
peyenmom

UA/11260/01/01

PO34nHYy A1A
iH'ekuinn; 5
donakoHIB 3
niocpinisatom y
6nictepi; no 2
6nictepu y nauui 3
KapToHy

"BIO®AP
MA"

"BIO®PAPMA"

YkpaiHa

0o cneumadikauii Cn. 5.14-01-97 fONOMIXHI pe4OBUHN

BHECEHHSA 3MiH 10 peecTpavliiiHux maTtepianis: 3MiHu |
TMny - 3MiHKU 3 AKOCTI. [OTOBUIA NliKapCbKUiA 3aci6.
KOHTpPO/Ib AONOMDKHUX peyoBUH. 3MiHa napameTpis
cneuudikauii Ta/abo JONyCTUMUX MEX A5
[0NOMKHOT peyoBMHM (JONOBHEHHS cneuudikauii
HOBUM MOKa3HUKOM 3 BiNOBIiAHUM METOAOM
BUNPOBYBaHHSA)

[JlofaBaHHA nokasHuka «bakTepiasibHi eHA0TOKCUHN»

«NiLMH» 3 KPUTEPIAMU NPUAHATHOCTI «MeHLUe 3
MO/r» Ta BiANOBIAHUM METOAOM KOHTPO/IH. 3MiHM |
TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpO/b fONOMIKHUX PeYOBMH. 3MiHa Y MeTodax
BUNPOOGYBaHHS [OMNOMiXKHOI pe4oBMHY (iHLWI 3MiHW Y
MeToAax BUNPOOyBaHHS (BKIOYaKUM 3aMiHy abo
[ofaBaHHs)) BHeceHHs 3MiH 0 NOKa3HMKa AKOCTi
«MikpobiosioriyHa ymctoTa» cybcTaHuii MiiymH
cneymdikauii BXigHoro koHTposto Cn. 5.14-01-97

3a
peyenmom

UA/2988/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
«niyyH», a came — 3MiHa METOAVKN NPOBEAEHHS
TeCTyBaHHS 3 METOAY «IMTMOUHHOTO BUCIBAHHA» Ha
MeTo/, «MeMbpaHHOT (hinbTpauii»
44. | BO/NNbTAPEH emynbrenb gns XaneoH Lsenuapi BMPOGHMLTBO LLiBeiuapis/ | BHECeHHS 3MiH A0 peecTpaviiiHux maTepianis: 3miHu | 6e3 nionsi2ae UA/1811/01/01
EMYNbIrE/b 30BHILIHLOIO KX CAPN A nikapcbKoro ITanis TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkunii 3acib. peyenma
3acTocyBaHHA 1 3acoby, nepBnHHe 3MiHV Yy BUpOBHULTBI. 3amiHa abo BBeAEHHS
%; no 20 r, abo no Ta BTOPUHHE [04aTKOBOT AiNbHNL BUPOGHMLITBA A1 YaCTUHM ab0
50r,a6ono 75, nakyBaHHs, BCbOr0 BYPOBHNYOro NPOLLECy roTOBOrO /iKapCbKoro
abono 100ry KOHTPO/Ib SIKOCTI, 3aco6by (4ibHMUA 418 BTOPUHHOTO NaKyBaHHS) -
Ty6i, no 1 Ty6i B BWMYCK Cepiii: BBE/EHHS A04ATKOBOI AifIbHUL, L0 Bignosigae 3a
KapTOHHI Kopo6Li XaneoH KX BTOPWHHE NakKyBaHHA. BBeeHHs 3MiH NpoTsArom 6-tu
C.a.p.n., MicaLiB nicna 3aTBepKeHHs. 3MiHu | Tuny - 3miHu 3
LLiseiiuapis AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 10AATKOBOI
nepBrHHe Ta OiNbHAL BUPOBGHULITBA A1 YaCTUHM ab0 BCbOro
BTOPUHHE BMPOBHNYOTr0 NPOLECY FOTOBOIO /iKapCbKOro 3acoby
nakyBaHHs, (BiNbHMLA ANS NEPBUHHOTO NakyBaHHS) - BBEAEHHS
KOHTPO/Ib SIKOCTI, [04aTKOBOT Ai/ibHUL, LU0 BiANOBIAAE 3a NEPBUHHE
BWMYCK Cepiii: nakyBaHHs1. BBeeHHs 3MiH NpOTArom 6-Tu micauis
XaneoH Itani nicna 3aTBepikeHHs. 3MiHu | Tuny - 3MiHW 3 AKOCTI.
MaHyhekuypiHr [oTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULITBI.
C.p.N1, Itania 3MiHa iMnopTepa/3miHK, L0 CTOCYOTLCSA BUNYCKY cepii
Ta KOHTPOJII0 SAKOCTi FOTOBOTO NiKAPChKOro 3acoby
(3amiHa abo fofaBaHHS BMPOOHMKa, LLO BiAMNOBigaE 3a
BBE3€EHHA Ta/abo BMNyck cepii) - Bknrovatoun
KOHTPO/b/BMNPOGYBaHHS cepii - BBEAEHHS A0AaTKOBOI
OinbHUL, WO BiANOBIAAE 3@ KOHTPOMb AKOCTI
nikapcbKoro 3acoby Ta BuUNyck cepiil. 3MiHN BHECEHO B
IHCTPYKLUiO 4151 MeANYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginu "BupobHuk" Ta "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLsa NPOBaMKEeHHS Moro
LisANbHOCTI" 3 BigNOBIAHMMW 3MiHAMW B TEKCTI
MapKyBaHHS1 yNakoBOK. BBeleHHs 3MiH NpoTArom 6-Tn
MicsILiB NiCNs 3aTBEPAKEHHS.
45. | BONNIbTAPEH emMy/ibrenb A XaneoH Lseiiuapi BMPOGHMLTBO LBenuapis/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 niossieae UA/1811/01/02
®OPTE 30BHILUHLOIO KX CAP/I, A nikapcbKoro ITanis TUNy - 3MiHW 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acib. peuyenma
3acTOCyBaHHS LLseliyapi 3acoby, nepBnHHe 3MiHV Yy BUpOOHMLTBI. 3amiHa abo BBeAEHHS
2,32%; no50r a Ta BTOPUHHE [04aTKOBOI [i/bHUL BUPOGHMLUTBA A/151 YACTUHW abo

a60 100 r B Ty6i;
nolry6iy
KapTOHHIA Kopoo6Li

nakyBaHHs,
KOHTPO/Ib SIKOCTI,
BUWMYCK Cepiii:
XaneoH KX
C.a.p.n.,
LLiBeliLapis

BCbOr0 BUPOGHMYOTrO NPOLECY rOTOBOrO MiKapCbKoro
3aco6y (gibHMUA 4719 BTOPUHHOTO NakKyBaHHS) -
BBefeHHA 404aTKOBOT AiNbHULI, WO Bignosigae 3a
BTOPUHHE NakyBaHHA: XaneoH Itani MaHydekuypiHr
C.p.n. (Bia HeTTyHeHca, 90, Anpinis, 04011, ITanis) /
Haleon Italy Manufacturing S.r.l. (Via Nettunense 90,
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b AKOCTI,
BUWMYCK Cepiii:
XaneoH Itani
MaHydhekuypiHr
C.p.J1., Itanisa

Aprilia, 04011, Italy). BBegeHHs 3MiH NpOTArom 6-Tn
MicALIB Micns 3aTBEpAXKEHHS - 3MiHM | Tuny - 3MiHK 3
sKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AAaTKOBOI
AiNbHULI BUPOBHMLTBA /18 YacTUHM abo BCbOro
BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro 3acoby
(AiNbHUUSA ANA NEPBMHHOIO NakyBaHHS) - BBegeHHA
[0[aTKOBOI AiNbHULI, LLO BigNOBigae 3a NepBUHHE
nakyBaHHs: XaneoH Itani MaHydek4ypiHr C.p.n. (Bia
HeTTyHeHca, 90, Anpinis, 04011, Itanis) / Haleon ltaly
Manufacturing S.r.l. (Via Nettunense 90, Aprilia,
04011, Italy). BBefieHHA 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3arBepgkeHHs - 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHu, WO CTOCYTbCS BUNYCKY cepil
Ta KOHTPOJIt0 AKOCTi FOTOBOTO /1iKapCbKOro 3acoby
(3amiHa abo foAaBaHHS BMPOGHMKa, Lo BiANOBIAAE 3a
BBE3€eHHA Ta/abo Bunyck cepii) - Bknovatoun
KOHTPO/b/BUNPOBYBaHHA cepil - BBegeHHs AoaaTkoBoi
AiNbHWL, WO BiANOBIAAE 3@ KOHTPO/Ib AKOCTI
nikapcbKoro 3acoby Ta BUNycK cepiii: XaneoH Itani
MaHydekuypiHr C.p.n. (Bia HeTTyHeHca, 90, Anpinis,
04011, Itanis) / Haleon ltaly Manufacturing S.r.l. (Via
Nettunense 90, Aprilia, 04011, Italy). 3miHK BHECEHO B
IHCTPYKLi0 A58 MeAMYHOro 3acTOCYyBaHHS NiKapCbKoro
3aco6y y po3ginu "BupobHuk” Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLs NpoBafXeHHS oro
AISNbHOCTI" 3 BiANOBIAHNMMMW 3MiHAMM B TEKCTI
MapKyBaHHS YNakoBOK. BBefleHHA 3MiH NpoTAarom 6-Tu
MicsILiB Micns 3aTBepAKEHHS

46.

FTABAHA®

Kancynu no 75 mr,
no 10 kancyn B
6nictepi; no 2
6nictepu B nayuj

MAT
"Knismegn
penapat"

Ykpaina

MAT
"Knismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu |
TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn). 3MiHK BHECEHO 0
IHCTPYKLi 4159 MeAUUYHOro 3acTOCyBaHHS /1ikapCbKoro
3acoby y po3ginm "Cknag”, “flikapcebka chopma” (Lono
OCHOBHUX (Pi3UKO-XiMiYHUX BNacTnBOCTEl), "TepMiH
npuaaTHocTi" y 3B'A3Ky 3 3aTBEPMKEHHSAM EANHOT
IHCTPYKLi 415 BCiX A03yBaHb JlikapCbKOro 3acoby.
3MiHu | TUnYy - 3MiHK Wono 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu). 3MiHY BHECEHO A0
IHCTPYKLi 419 MeAUYHOTrO 3aCTOCYBaHHSA J1iKapCbKOro
3acoby y po3gain "Mo6iyHi peakyii" Lo040 BaXIMBOCTI
3BiTYyBaHHS Npo No6iyHi peakuii. 3MiHu | TUny -
AaMiHICTpaTMBHI 3MiHK. 3MiHa kogy ATX. 3MiHK

3a
peuyernmom

He
nionsieae

UA/14764/01/01




54

n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

BHECEHO 0 IHCTPYKL,i 419 MeAUYHOTO 3acTOCyBaHHSA
nikapcbKkoro 3acoby A0 po3ainy
"®apmakoTepaneBTuyHa rpyna. Kog ATX" BignosigHo
[0 MbkHapogHoro knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/). 3minu | Tuny -
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,i
ON8 MeAUYHOro 3aCTOCYBaHHS
reHepuYHUX/TiGpPUAHMX/6I0NOAIGHMX NiKAPCKNUX
3aco6iB Nic/1A BHECEHHSA TiEl caMoi 3MiHM Ha
pethepeHTHW1 NpenapaT (3MiHa He NOTPebye HafaHHS
XOAHUX HOBUX J0AATKOBUX faHMX). 3MiHW BHECEHO [0
IHCTPYKLUIT 4719 MEANYHOrO 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ginun "OcobnnBocCTi 3aCTOCyBaHHA",
"3acTocyBaHHA y nepio BariTHOCTi abo rogyBaHHA
rpyaao”, "TobiuHi peakuii” 3rigHo 3 iHchopmavieto
00 MELMYHOIO 3aCTOCyBaHHS peddepeHTHOro
nikapcbkoro 3acoby (/lipuka, kancynv no 50 mr, no 75
Mr, no 150 mr, no 300 mr). 3miHu | Tuny - 3MiHK Woao
6e3nekun/edeKkTBHOCTI Ta thapmakoHarnagy.
BHeceHHs abo 3miHa(1) fo 3060B's13aHb Ta yMOB
BMAAYi peecTpaviliHoro NoCBiAYEHHS, BKOYaUn
MnaH ynpasniHHA pu3nkamu (3acTocyBaHHS TEKCTY,
AKWIA NOTOKEHWUI 3 KOMNETEHTHNM OPraHoM).
3asaBHMKOM HalaHO OHOBJIEHWIA [NaH ynpasiHHA
pusmkamm Bepcisa 1.0. 3MiHY BHECEHO A0 YacTuH: |
«3arasibHa iHhopmauis» Il «Cneuundikauis 3 6e3nekm»
(mogyni VIl Ta VIII) V «3axoau 3 MiHiMi3av,i pu3nkiB»
VI «Pe3tome nnaHy ynpaBniHHA pusnkamu» VII
«logatkn» (gogatkn 7 Ta 8) y 3B’A3Ky 3 OHOB/IEHHAM
iHchopmawuii 3 6e3nekn Ajto4oi peyoBUHM NperadastiH
BiANOBIAHO [0 aKTyaslbHOI pethepeHTHOT iHhopmali, a
TakoX y 3B'A3KY i3 3MiHOIO dhopmaTy BifgnoBigHO A0
sumor 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). Pe3tome MnaHy ynpasniHHA pysmkamun
Bepcis 1.0 gogaetbes.

47.

FTABAHA®

Kancynu no 300
mr, no 10 kancyn B
6nictepi; no 2
6nicTepn B nayLi

MAT
"Kuismepn
penapat"

YKpaiHa

MAT
"Knismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMx MmaTepiasis: 3MiHu |
MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu). 3MiHY BHECEHO A0
IHCTPYKLUIT 4719 MEANYHOIO 3aCTOCYBaHHS NiKapCbKOro

3a
peyenmom

He
nionsieae

UA/14764/01/03
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

3acoby y po3ginu "Cknag", "Nlikapcbka chopma” (om0
OCHOBHUX (Pi3VKO-XiMiYHUX BNacTuBocTei), "TepMiH
npuaaTHoOCTI" y 3B'A3KY 3 3aTBEPLAKEHHAM €ANHOT
IHCTPYKLi 415 BCiX A03YyBaHb /liKapCbKOro 3acoby.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn). 3MiHM BHECEHO 0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS /1iKapCbKOro
3acoby y po3gin "MobiuHi peakuii" Woa0 BaXXMBOCTI
3BiTyBaHHA Npo NobivHi peakuii. 3miHu | Tuny -
AgfMiHicTpaTuBHi 3MiHK. 3miHa kogy ATX. 3MiHK
BHECEHO f10 iHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHS
nNiKapcbKoro 3acoby A0 po3ainy
"®apmakoTepanesTuyHa rpyna. Kog ATX" BignoBigHo
[0 MbkHapoaHoro knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/). 3miuu | Tuny -
3MiHu Wwopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKU,i
015 MeAUYHOTO 3acTOCyBaHHS
reHepuYHUX/TibpUAHMX/6ioNoAIGHMX NiKapCbKUX
3ac06iB NicNs BHECEHHS TiET camoi 3MiHM Ha
pedepeHTHUIA npenapart (3MiHa He noTpebye HagaHHSA
XOLHVX HOBVX AOAATKOBUX JaHWUX). 3MiHN BHECEHO A0
IHCTPYKLUIT ANA MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginm "OcobaMBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHS
rpyaar”, "rMo6iyHi peakyii” 3rigHo 3 iHopmadieo
LLIOA0 MEANYHOrO 3aCTOCYBaHHA pediepeHTHOro
nikapcbkoro 3acoby (Mlipuka, kancynm no 50 mr, no 75
Mmr, no 150 mr, no 300 mr). 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) A0 3060B'13aHb Ta yMOB
BMAAYi peecTpaLiiHoro NOCBiAYEHHS, BKOUAKUN
Mnax ynpaBniHHS pu3vkamu (3acTOCyBaHHS TEKCTY,
AKUIA NOTOPKEHUIA 3 KOMNETEHTHUM OpPraHoMm).
3asBHMKOM HajaHO OHOB/IEHWIA MNaH ynpaBniHHA
pu3nkamm Bepcia 1.0. 3MiHM BHECEHO A0 YacTuH: |
«3aranbHa iHhopmauis» Il «Cneundikauis 3 6e3nekms
(mozyni VIl Ta VIII) V «3axoam 3 MiHiMi3aLjii pusunkis»
VI «Pe3tome nnaHy ynpasniHHA puankamu» VI
«[lopatkv» (gogatkv 7 Ta 8) y 3B’A3Ky 3 OHOB/IEHHAM
iHchopMaLii 3 6e3nekun Ajtyoi pevoBuHY nperadasiH
BiANOBIAHO A0 aKTyanbHOI pedhepeHTHOI iHdopmaLii, a
TaKOX Y 3B'AA3Ky i3 3MiHOIO dhopMaTy BignoBigHO A0
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
sumor 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 ynpaBniHHA pusukammn
Bepcia 1.0 gofaeTbes.
48. | TABAHA® Kancynu no 150 NAT YKpaiHa MNAT Ykpaina BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiB: 3MiHu | 3a He UA/14764/01/02
Mmr, no 10 kancyn B | "KuviBmean "KuiBmegnpenapa Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niossicae
6nictepi; no 2 penapat" T thapmakoHarnsgy (iHwi 3miHn). 3MiHKM BHECEHO [0

6nictepu B nayuj

IHCTPYKLi 419 MeAUYHOro 3acTOCyBaHHS /1ikapCbKoro
3acoby y po3ginm "Cknag”, “flikapcbka chopma” (LLono
OCHOBHUX (Pi3UKO-XiMiYHUX BNacTnBOCTel), "TepMiH
npuaaTHocTi" y 3B'A3Ky 3 3aTBEPMKEHHSAM EANHOT
IHCTPYKLi 415 BCiX A03yBaHb JlikapCbKOro 3acoby.
3MiHu | TUNYy - 3MiHK Wono 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu). 3MiHY BHECEHO A0
IHCTPYKLUT 4719 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3gain "Mo6iyHi peakuii" L040 BaXIMBOCTI
3BiTYBaHHS Npo No6iyHi peakuii. 3MiHu | TUny -
AAMiHIiCTpaT1BHI 3MiHW. 3MiHa kogy ATX. 3MiHY
BHECEHO A0 iHCTPYKLi AN MeANYHOro 3aCTOCYBaHHS
nNiKkapcbKoro 3acoby A0 po3ainy
"papmakoTepaneBTuyHa rpyna. Kog ATX" BignosigHo
[0 MixXHapogHoro knacudikaropa BOO3
(http://www.whocc.no/atc_ddd_index/). 3minun | Tuny -
3MiHu oo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKL,i
ON19 MeANYHOI0o 3aCTOCYBaHHS
reHepuYHUX/riopuaHNx/6ionoaibHMX NikapcbKux
3ac06iB MNicns BHECEHHS TiEl camoi 3MiHU Ha
pethepeHTHW1 NpenapaT (3MiHa He NoTpebye HagaHHSA
XOJHVX HOBYVX AOAATKOBUX faHWUX). 3MiHW BHECEHO A0
IHCTPYKLi 4159 MeAUUYHOro 3acTOCyBaHHS /1ikapCbKoro
3acoby y po3zinm "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "rMo6iyHi peakyii” 3rigHo 3 iHdhopmadieo
LLOA0 MELMYHOrO 3aCTOCyBaHHS petepeHTHOro
nikapcbKoro 3acoby (Nlipuka, kancynv no 50 mr, no 75
Mmr, no 150 mr, no 300 mr). 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BMAAYi peecTpauiliHoro NoCBiAYEHHS, BKIOYaUn
MnaH ynpasniHHA pu3nkaMu (3aCTOCyBaHHS TEKCTY,
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

AKWIA NOTOKEHUI 3 KOMNETEHTHNM OPraHoM).
3asaBHMKOM HalaHO OHOBJIEHWIA [NaH ynpasiHHA
pusmkamm Bepcisa 1.0. 3MiHY BHECEHO A0 YacTuH: |

«3arasibHa iHhopmauis» Il «Cneuundikauis 3 6e3nekm»
(mogyni VIl Ta VIII) V «3axoau 3 MiHiMi3aw,i pu3nkiB»
VI «Pe3tome nnaHy ynpaBniHHA pusnkamu» VII
«logatkn» (gogatkn 7 Ta 8) y 3B’A3Ky 3 OHOB/IEHHAM
iHchopmawuii 3 6e3nekn Ajto4oi pevyoBUHM NperadatiH
BiANOBIAHO A0 aKTyasbHOI pethepeHTHOT iHhopmali, a
TakoX y 3B'A3KY i3 3MiHOIO dhopmaTy BifgnoBigHO A0
sumor 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). Pe3stome MnaHy ynpasniHHA pysmkamun
Bepcis 1.0 gogaetbes.

49.

FTABAHA®

Kancynu no 50 mr,
no 10 kancyny
6nictepi; no 2
6nictepu B navwj

MAT
"Kuismepn
penapat"

YKpaiHa

MAT
"Knismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 0 pEeECTPaLiiHMX MaTepiasiB: 3MiHW,
L0 NoTPebyoTh HOBOI peecTpauii - 3miHa cuau 4,
nikapcbkoi hopmMu Ta cnocoby 3acTocyBaHHsS. 3MiHa
abo foJaBaHHS HOBOI cunu fji/pa3BeeHHs
(3aTBEpmKeHo: kancynm no 75 mr, no 150 mr ta no 300
Mr).

MepiognyHiCTb NOAAHHA PerysispHO OHOBIIOBAHOIO
3BiTY 3 6e3neku, BignoBigHO A0 Mopsaky 34iiCHeHH:
hapmakoHarnagy, 3aTBepyKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
O0XOPOHU 340pOB's YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4eHMU
y NepioANYHOCTI NOAAHHA perynsipHux 3BiTiB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/14764/01/04

50.

FENATOKC

KOHLieHTpaT Ans
PO34nHy An1A
iHdpysiit, 500
mr/mn; no 10 mn B
amnyni; no 10
amnyn y nadui 3
KapTOHy

TOB
«PAPMA
CEN»

YkpaiHa

MoBHWiA
BMPOGHUYNIA LIMKN:
TOB
"®APMACEJT",
YkpaiHa; abo
KoHTponb, BUnyck
cepii: TOB
"®APMACE/",
YKkpaiHa,;
BTopuHHa
ynakoBka,

YkpaiHa/
HimevunHa

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu |
TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHVX AaHnx Npo cuctemy chapmakoHarnsgy
(BBEAEHHS y3araslbHEHUX AaHKX NPO cucTeMy
thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHol ocobu,
Bi4NOBiAA/IbHOI 3a 34jICHEHHST chapMakoHarnsaay;
KOHTaKTHOI 0CO6U 3 chapmMakoHarnsay 3asiBHVKa AN
3pjiicCHeHHs chapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BigMiHHa Bij, yNMOBHOBaXKEHOI 0CO6W, BignoBigasibHOT
3a 3flificHeHHs1 chapmakoHarnagy (BKIYarym

3a
peyenmom

UA/12890/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
KOHTPO/b: KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
XONOMNAK thaiina cuctemmn chapmakoHarnsgy) - 3miHa
depnakyHrcTexHik KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asBHYKA,
M6X, HimeyunHa; BIANOBIAA/ILHOI 3a 34iiCHEHHA dhapmakoHarnsgy B
Brpo6HMLTBO YkpaiHi.
Hepo3acoBaHo!
npoAyKuii,
nepBuHHA Ta
BTOPVHHA
ynakoBka,
KOHTPO/b!
XONOMNAK
depnakyHrcTexHik
rm6X, HimeyunHa
51. | MAPACEK rpaHynun ans A660TT HimeuuunH CodhapTekc PdpaHuis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/13273/01/02
OpasIbHOT Na6oparto a MRy - 3MiHM 3 AKOCTI. [O0TOBWIA NikapcbkWii 3acib. peyenma
cycneHsii no 30 pi3 F'm6X KOHTpO/b roToBOro nikapcbkoro 3acoby (iHLi 3MiHW).
mr; no 16 cawe B OHOB/EHHS BXE 3aTBEPAKEHNX METOZIB KOHTPOSIO
KapTOHHI/ KopoobLi SIKOCTi Nikapcbkoro 3acoby, a came: BUKNafeHHs
TEKCTY Aep>XXaBHOK MOBOIO 3riHO Cy4acHUX BUMOT (3
pefakuiiHUMN YTOYHEHHSAMM). BBEAEHHS 3MiH
NPOTAroM 6-T1 MICALIIB MiCNS 3aTBEPKEHHS.
52. | MIAPACEK rpaHynun ans A6GOTT HimeyuunH CodhapTekc PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | 6e3 UA/13273/01/01
opasbHol Na6oparto a TUNy - 3MiHW 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. peyenma
cycneHsii no 10 pi3 TM6X KOHTPO/1b rOTOBOr0 MiKapCbKoro 3acoby (iHLwi 3MiHK).
mr; no 16 cawe B OHOB/IEHHS BXe 3aTBEPAKEHNX METOZIB KOHTPOSIO
KapTOHHIiA KOpo6Li AKOCTI NiKapCbKoro 3acoby, a came: BUKIaAeHHS
TEKCTY iep>KaBHOK MOBOIO 3riHO Cy4aCHUX BUMOT (3
peaakuiiHUMN YyTOUYHEHHAMY). BBeeHHS 3MiH
NPOTArom 6-T1 MICALIIB MiCNSA 3aTBEPKEHHS.
53. | TNEBO TabneTku, BKPUTI "neHmapk IHAis neHmapk IHAjs BHECEHHS 3MiH O peecTpaviiiHux maTepiasiB: 3miHu | 3a UA/8751/02/01
060/10HKOI0, MO dapmacb dapmacbloTukan3 ™ny - 3MiHKW Wwopao 6e3nekn/edekTUBHOCTI Ta peyenmom
250 mr; no 5 0TUKan3 nra. thapmakoHarnsgy. BeegeHHs abo 3miHu o
TabneTtok y n1g. y3ara/lbHeHUx JaHnx npo cuctemy hapmakoHarnsgy

6nictepi; no 1 a6o
no 2 6nictepun y
KapTOHHIi
ynakoBLi

(BBEAEHHSA Y3araslbHEHVX A@HNX NPO CUCTEMY
hapmMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT 0cobum,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;

KOHTaKTHOI 0c0o6M 3 hapMakoHarnagy 3asBHuKa Ans
3pjiicCHeHHs hapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jicCHeHHS1 hapMakoHarnaay (BkIyakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy pO3MilLieHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOI 0CO6M 3as1BHMKA, BifnoBiganbHOI 3a
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

hapmakoHarnsg.
[itoua pepakuis: JHiaHewBap ApiyH CaHan / Dr.
Dnyaneshwar Sanap. lNMponoHoBaHa pefakuis:

MoHTep MapteHmaliep / Dr. med. Gunter Gartenmaier.

3MiHa KOHTaKTHMX AaH1X YNOBHOBaXKEHOT 0CO6H,
BifNoBiganbLHOI 3a papMakoHariag,.

54.

rNEBO

TabneTkn, BKpUTI
060/10HKOI0, NO
500 mr; no 5
TabneTok y
6nictepi; no 1 abo
no 2 6nictepu y
KapTOHHIi
ynakoBLii

"neHmapk
dapmacb
1oTMKan3

nra.

IHais

rneHmapk
dapmMacbioTKan3
nra.

IHais

BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3miHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu go
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHA y3arasibHeHUX AaHuX Npo cuctemy
hapmMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBiAA/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa 45
3[jiCHEeHHs1 hapMakoHarnaay B YKpaiHi, AKLL0 BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsagy (Bknyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
(paiina cuctemmn chapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0c06M 3a8BHUKA, BiAMOBIgaIbHOI 3a
hapmakoHarnsag.

[itoua pepaxuin: JHiarewsap ApiyH CaHan / Dr.
Dnyaneshwar Sanap. lNponoHoBaHa pegakuis:
MoHTep MapTeHmaliep / Dr. med. Gunter Gartenmaier.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0co6M,
BiZNOBigaNbHOI 3a thapmakoHarnag.

3a
peuyerimom

UA/8751/02/02

55.

OANALVH L,

Kancynu no 150
Mr; no 8 kancyny
6nictepi; no 2
6nictepu B
KapTOHHI KOpooL

Mdpaiizep
IHK.

CLUA

Papesa Ambyas

PpaHLin

BHECEHHSA 3MiH 10 peecTpavliiiHux maTtepianis: 3MiHu |
MRy - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn 1o
y3arasibHeHVX faHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHA Y3araslbHEHVX AiaHNX NPO cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
BiNOBIAabHOI 3a 3iiCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHVKa 415
3[jiCHEeHHs1 hapmakoHarniaay B YKpaiHi, kLo BoHa
BifIMiHHa Bif, YNOBHOB&aXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs1 chapmakoHarniagy (Bkvarum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
dhaiina cuctemu chapmakoHarnagy) 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CcOobu 3asiBHMKA, BiAMNOBIAA/IbHOT 32
3AilicHEHHs1 chapMakoHarnsay B YKpaiHi.

3a
peyenmom

UA/1903/02/01

56.

OANALVH L,

Kancynu no 300
MTr; 1Mo 8 kancyny
6nictepi; no 2

Mdpaiizep
IHK.

CLUA

dapesa Ambyas

PpaHLin

BHECEHHSA 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu |
TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHu 1o

3a
peyerimom

UA/1903/02/02
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
6nictepu B y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
KapTOHHIA KopooLi (BBEAEHHSA y3araslbHEHUX AaHKX NPo cucTemy
hapmakoHarnagy, 3amiHa yrnoBHOBaXeHOT 0ocobu,
BiANOBiAa/IbHOI 3a 34iCHEHHST chapMmakoHarnsay;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuKa 45
3[jiCHEeHHs1 hapmakoHarnaay B YKpaiHi, KL0 BoHa
BiAMiHHa BiJ YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI fiaHi) Ta/abo 3MiHW Y PO3MILLEHHI MacTep-
thaiina cuctemmn thapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0Cco6M 3asiBHMKA, BiANOBIAA/IbHOT 3a
34iicCHEHHs chapMakoHarnsay B YKpaiHi.
57. | BEKCAMMTIH®C | rpaHynu ans MeHapiHi Iokcemby Na6opaTopioc Icnanis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu | 3a UA/9258/02/01
ALWE OpasIbHOIO IHTepHeLw pr MeHapiHi C.A. TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
pO34rHy no 25 wmr; oHan hapmakoHarnagy (iHwi 3miHn) 3MiHW BHECEHO Y M. 6.
no 10 a6o no 30 Onepeiiw IHLWE TekcTy MapKyBaHHS NEPBUHHOT YNakKoBKU
OfHOA,030BMX OHC NikapCcbKoro 3acoby LL0A0 HasABHOCTI TEXHIYHOT
nakeTiB 3 Nokcemby iHbopmawii.
rpaHynamu y pr C.A.
KapPTOHHI KOpooOLyi
58. | AEKCAMETAS3 po3yUMH Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHSA 3MiH 10 peecTpavliiiHux maTtepianis: 3MiHu | 3a He UA/20423/01/01
OH-4- iH'ekuin, 4 mr/mn "dbapmaue "®apmMavueBTnyHa MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peyenmom | nidsisizae
OAPHUUA no 1 mn B amnyni; BTUYHA ipma "dapHnus” thapmakoHarnsgy. 3MiHa y KOpOoTKili XxapakTepucTuLi
no 5 amnyny ipma NiKapCbKOro 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKL,i
KOHTYpHil "OapHnuya™ 0151 MegUYHOro 3aCToCyBaHHA Ha MigcTaBi perynsipHo
YapyHKOBIi OHOBJ/IIOBAHOTO 3BITY 3 6e3Mekn NiKapcbKoro 3acoby,
ynakoBLi; no 1, no ab0o pocnimkeHb 3 6e3neky 3acTOCyBaHHS NiKapCbKOro
2 abono5 3acoby B micnsipeecTpauiiHnii nepiog, abo sk
KOHTYPHUX pe3ynbTaT OLiHKW 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
YapyHKOBUX BIAANOBIAHO A0 NnaHy neaiatpuyHux gocnigxers (PIP)
yNakoBOK y nauLli (3MiHy y3rofXeHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom)
3MiHWM BHECEHO B iIHCTPYKLiO A8 MeANYHOro
3acToCcyBaHHS MikapCbKoro 3acoby Ao po3giny
"Oco6nMBOCTI 3aCTOCYBaHHA" BiANOBIAHO [0
OHOBEHOT iHhopMaLii Woao 6e3neky 3acToCyBaHHS
Lir0Y0i pevyoBuMHM 3rigHo 3 pekoMeHaauieto PRAC.
TepMiH BBEAEHHS 3MiH - NPOTATOM 6 MicALiB nicns
3aTBEPAKEHHS.
59. | OEKCAMETA3 pO34nH AN MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaviiiHux maTepiasiB: 3miHu | 3a He UA/0992/02/01
OH-AAPHULUA iH'ekyii, 4 mr/imn; "papmaue "®apmMaueBThYHa TMNy - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta peyenmom | niossicae
no 1 mn B amnyni; BTUYHA dipma "AapHuua” chapmakoHarnsgy. 3mMiHa y KOpoTkili xapakTepucTui
no 5 a6o no 10 ipma nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,i
amnyn y KOHTYpHiA | "AapHuus" 0151 MeMYHOro 3acToCyBaHHA Ha NifgcTasi perynspHo
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

YapyHKOBIl OHOBJIHOBAHOrO 3BiTY 3 6E3MNEKN NiKapCbKoro 3acooby,

ynakosLi; no 1 abo gocnimxeHb 3 6e3neky 3acTocyBaHHS JlikapCbKoro

KOHTYPHili 3acoby B nic/isipeecTpaviiiHuii nepiod, abo sk

YapyHKOBIl pe3ynbTart OLiHKV 3BITy 3 AOCMILKEHb, NPOBEAEHNX

yMakoBLi B nauuj; BiANOBIAHO [0 NiaHy negiatpuyHux gocnigxexb (PIP)

no 1 mn B amnyni; (3MiHY y3rofXeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM

no 5 amnyny opraHom)

KOHTYPHiIl 3MiHM BHECEHO B IHCTPYKLiO AN MeAUYHOr0

YapyHKOBIli 3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy

ynakoBLi; no 2 "Oco61MBOCTI 3acTOCyBaHHA" BigNoOBIgHO 40

KOHTYpHi OHOB/IEHOT iHhopMaLil LWoA0 6e3nekn 3acTocyBaHHS

YapyHKOBI Liro40i pevyoBuHHM 3rigHo 3 pekoMeHaauieto PRAC.

yMakoBKM B MauLi TepMmiH BBEAEHHS 3MiH - NPOTAroM 6 micauis nicns

3aTBEPAKEHHSA

60. | AEHIFTMA® TabneTkn, BKpUTI TOB YkpaiHa KYCYM IHais/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/13254/01/02

060/10HKOt0 No 10 «NMEAPA XENTXKEP MNBT Ykpaina MRy - 3MiHM 3 AKOCTI. [O0TOBWIA NikapcbkWii 3acib. peyenmom

Mmr; no 14 PM NTAO» NTA, IHajs; 3MiHM y BUPOBHMLTBI. 3MiHa po3Mmipy cepii

Tabnetok y AnbTepHaTUBHWIA (BKKOYAKOUM giana3oH po3mipy cepii) roToBoro

6nictepi; no 1 BMPOGHWK, LLIO nikapcbkoro 3acoby (36inbweHHsA go 10 pasis

6nictepy B 3[jicHI0E MOPIBHSHO i3 3aTBEPAXEHUM PO3MipoM) 36i/TbLUEHHS

KapTOHHIi BTOPWUHHE po3mipy cepii M3 go 10 pasis (BBeAEHHSA

ynakoBLi; no 14 nakyBaHHs, [ofaaTtkoBoro po3mipy cepii 1 000 000 TabneTok), y

TabneTtok y KOHTPO/b SKOCTI 3B’A3KY 3 ONTUMI3aLEI0 BUKOPUCTaHHA 061afHaHHS

6nictepi; no 1 Ta BUNycK cepi: npu BUPOBHULITBI FOTOBOTO JliKapCbKOro 3acoby (6e3

6nictepy B TOB "KYCYM 3MiHW TeXHONOrii BUPOOHULITBA Ta MPOMMC/IOBOrO

KapTOHHIi SAPM", YkpaiHa 06nagHaHHs).

ynakosLi; no 10 3arBepaXeHo:

KapTOHHUX Po3mip cepii 100 000 TabneTok

yMakoBOK y Ne 14 Ta6. no 1 6nictepy — 7142yn.

KapTOHHIA KopooLi

Nel4 ta6. no 1 6n. no 10 yn. — 714 yn.
Nel4 ta6. no 200 6nicTepis — 35 yn.
Po3wmip cepii 200 000 TabneTok
Ne 14 T1a6. no 1 6nictepy — 14285yn.
Nel4 ta6. no 1 6n. no 10 yn. — 1428 yn.
Nel4 ta6. no 200 6nicTtepiB — 71 yn.
Po3mip cepii 250 000 Ta6neTok
Ne 14 Ta6. no 1 6nictepy — 17857yn.
Nel4 ta6. no 1 6n. no 10 yn. — 1785 yn.
Nel4 ta6. no 200 6nictepis — 89 yn.
Po3mip cepii 500 000 TabneTok
Ne 14 Ta6. no 1 6nictepy — 35714yn.
Nel4 ta6. no 1 6n. no 10 yn. — 3571 yn.
Nel4 ta6. no 200 6nicTtepis — 178 yn.
3anponoHoBaHo
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
Po3wmip cepii 100 000 TabneTok
Ne 14 Ta6. no 1 6nictepy — 7142yn.
Nel4 ta6. no 1 6n. no 10 yn. — 714 yn.
Nel4 ta6. no 200 6nictepis — 35 yn.
Po3wmip cepii 200 000 TabneTok
Ne 14 T1a6. no 1 6nictepy — 14285yn.
Nel4 ta6. no 1 6n. no 10 yn. — 1428 yn.
Nel4 ta6. no 200 6nicTtepiB — 71 yn.
Po3mip cepii 250 000 Ta6neTok
Ne 14 Ta6. no 1 6nictepy — 17857yn.
Nel4 ta6. no 1 6n. no 10 yn. — 1785 yn.
Nel4 ta6. no 200 6nictepis — 89 yn.
Po3mip cepii 500 000 TabneTok
Ne 14 Ta6. no 1 6nictepy — 35714yn.
Nel4 ta6. no 1 6n. no 10 yn. — 3571 yn.
Nel4 ta6. no 200 6nicTtepis — 178 yn.
Po3wmip cepii 1000 000 TabneTok
Ne 14 T1a6. no 1 6nictepy — 71428yn.
Nel4 ta6. no 1 6n. no 10 yn. — 7142 yn.
Nel4 Ta6. no 200 6nicTepiB — 357 yn.
61. | AEHIFTMA® TabneTkn, BKpUTI TOB YkpaiHa KYCYM IHais/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/15791/01/02
060/10HKOt0 No 10 «NMEAPA XENTXKEP MNBT Ykpaina MRy - 3MiHM 3 AKOCTI. [O0TOBWIA NikapcbKWii 3acib. peyenmom
mr; in bulk: Ne PM NTAO» NTA, IHajs; 3MiHM y BUPOBHMLTBI. 3MiHa po3Mmipy cepii
14x200: no 14 AnbTepHaTUBHWIA (BKKOYAKOUM giana3oH po3mipy cepii) roToBoro
TabneTtoky BMPOGHWK, LLIO nikapcbkoro 3acoby (36inbweHHsA go 10 pasis
6nictepi; no 200 3[jicHI0E MOPIBHSHO i3 3aTBEPAXEHUM PO3MipoM) 36i/TbLUEHHS
6nictepiB y BTOPWUHHE po3mipy cepii M3 go 10 pasis (BBeAEHHSA
KapTOHHI KOpooL;i nakyBaHHs,

KOHTPO/1b AKOCTI
Ta BUNycK cepi:
TOB "KYCYM
DAPM", YKpaiHa

[ofaaTkoBoro posmipy cepii 1 000 000 TabneTok), y
3B’A3KY 3 ONTUMI3aLEI0 BUKOPUCTaHHA 061aAHaHHS
npu BUPOBHULITBI FOTOBOTO JiKapCbKOro 3acoby (6e3
3MiHN TeXHO/IO0riT BUPOBGHULTBA Ta MPOMMWC/IOBOrO
06nagHaHHs).
3arsepaXeHo:
Po3wmip cepii 100 000 TabneTok
Ne 14 Ta6. no 1 6nictepy — 7142yn.
Nel4 ta6. no 1 6n. no 10 yn. — 714 yn.
Ne14 ta6. no 200 6nicTepis — 35 yn.
Po3wmip cepii 200 000 TabneTok
Ne 14 T1a6. no 1 6nictepy — 14285yn.
Nel4 ta6. no 1 6n. no 10 yn. — 1428 yn.
Nel4 ta6. no 200 6nicTepiB — 71 yn.
Po3mip cepii 250 000 Ta6neTok
Ne 14 Ta6. no 1 6nictepy — 17857yn.
Nel4 Ta6.no 1 6n.no 10 yn. — 1785 yn.
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

Nel4 ta6. no 200 6nicTtepis — 89 yn.
Po3wmip cepii 500 000 TabneTok
Ne 14 1a6. no 1 6nictepy — 35714yn.
Nel4 ta6. no 1 6n. no 10 yn. — 3571 yn.
Nel4 ta6. no 200 6nicTtepiB — 178 yn.
3anponoHoBaHo
Po3wmip cepii 100 000 TabneTok
Ne 14 Ta6. no 1 6nictepy — 7142yn.
Nel4 ta6. no 1 6n. no 10 yn. — 714 yn.
Nel4 ta6. no 200 6nictepis — 35 yn.
Po3wmip cepii 200 000 TabneTok
Ne 14 T1a6. no 1 6nictepy — 14285yn.
Nel4 ta6. no 1 6n. no 10 yn. — 1428 yn.
Nel4 ta6. no 200 6nicTtepiB — 71 yn.
Po3mip cepii 250 000 Ta6neTok
Ne 14 Ta6. no 1 6nictepy — 17857yn.
Nel4 ta6. no 1 6n. no 10 yn. — 1785 yn.
Nel4 ta6. no 200 6nictepis — 89 yn.
Po3mip cepii 500 000 TabneTok
Ne 14 Ta6. no 1 6nictepy — 35714yn.
Nel4 ta6. no 1 6n. no 10 yn. — 3571 yn.
Nel4 ta6. no 200 6nictepis — 178 yn.
Po3wmip cepii 1000 000 TabneTok
Ne 14 T1a6. no 1 6nictepy — 71428yn.
Nel4 ta6. no 1 6n. no 10 yn. — 7142 yn.
Nel4 Ta6. no 200 6nicTepiB — 357 yn.

62.

[ENO-
MEAPON

cycneHsisa gns
iH'ekuin, 40 mr/mn;
nolmny
donakoHi; no 1
hakoHy B
KapTOHHIA KopoobLi

Mdpaiizep
IHK.

CWA

Mdpaiizep
MeHtodekuypuHr
Benbria HB

Benbris

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
IRy - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3araslbHeHUX JaHnx npo cucTemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHuX Npo cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa 415
3[jiCHEeHHs1 hapmakoHariaay B YKpaiHi, SKLo BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0Cc06M, BignoBiganbHOT
3a 3fjiicHeHHs chapmakoHarnsagy (Bknoyaryn
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CcOobM 3asiBHMKA, BIAMNOBIAA/ILHOT 32
3Ai/icHEeHHs1 chapMakoHarnsay B YKpaiHi.

3a
peyenmom

UA/10030/01/01

63.

JENO-
NPOBEPA®

cycneHsia ans
iH'ekyi, 150
mr/mn; no 3,3 Mny

Mdpaiizep
IHK.

CLUA

Mdpaiizep
MeHtohekuypuHr
Benbris HB

Benbris

BHECEHHSA 3MiH 10 peecTpavliiiHux maTtepianis: 3MiHu |
MRy - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta
dapmakoHarnsgy. BeegeHHsa abo 3miHu 1o

3a
peyenmom

UA/0499/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
chnakoHi; no 1 y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
chnakoHy B (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTemy
KapTOHHIA KOpooLi hapmakoHarnagy, 3amiHa yrnoBHOBaXeHOT 0ocobu,
BiANOBiAa/IbHOI 3a 34iCHEHHST chapMmakoHarnsay;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuKa 45
3[jiCHEeHHs1 hapmakoHarnaay B YKpaiHi, KL0 BoHa
BiAMiHHa BiJ YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI fiaHi) Ta/abo 3MiHW Y PO3MILLEHHI MacTep-
thaiina cuctemmn thapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0Cco6M 3asiBHMKA, BiANOBIAA/IbHOT 3a
34iicCHEHHs chapMakoHarnsay B YKpaiHi.
64. | DEPUBA C renbno15ry neHmapk IHAisA neHmapk IHAjsa BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a He UA/9245/01/01
rENb Ty6i; no 1 Ty6i B $apmach PapmacboTukan3 YTOUYHEHHSA cTaTycy peknamyBaHHs B Hakasi MO3 peyenmom nionsea
KapTOHHI KopooLi l0TUKan3 nra. Ykpainu Ne 1470 Big 21.08.2024 B npoueci €
nra. BHECEHHSA 3MiH (3MiHu | Tuny - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akKynoproBasibHWiA 3aci6. 3MiHa po3mipy
yNaKoBKM FOTOBOTO /1iKapCbKOro 3acoby (BUyYeHHs
yNaKkoBKW NMEBHOI0 PO3Mipy) BUIYYEHHS PO3Mipy
YMaKoBKM Mo 5 'y Ty6i. IHWKWIA po3mip ynakoBKu
3amwaeTbesa 6e3 3MiH. 3MiHWM BHECEHO B pO34in
"YnakoBka" B iIHCTPYKLIitO 4719 Me4NYHOro
3aCTOCYBaHHSA NikapcbKkoro 3acoby y 3B'A3Ky 3
BWTyYEHHAM MEBHOr0 PO3Mipy ynakosku (no 5 ry Ty6i)
Ta AK HaCNifoK - BUYYEHHS TeCTy MapKyBaHHS
BifNOBIAHOT YNakoBKM NiKapcbkoro 3acoby. BBeaeHHs
3MiH NPOTAroM 6-TW MicALiB Nicns 3aTBEpPAKEHHS).
Pepakuis B Hakasi - nignsarae. BipHa pegakuia - He
nignsarae.
65. | ANDPEPENIH® nopoLuokK no 3,75 INCEH dpaHuis Mopoulok: dpaHuisn/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3miHun |l 3a He UA/0695/01/02
MT Ta PO3YUHHWK DPAPMA Brpo6HMUTBO Ta Benbris TIny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | nidsisicae
AN cycnensii ans nakyBaHHs: chapmakoHarnsgy. 3MiHW y KOpoTKili xapakTepucTui
iH'eKUin INCEH ®APMA NiKapCbKOro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,i
NPOJIOHroBaHOro BIOTEK, ®paHLuis; 0151 MeMYHOro 3acToCyBaHHS y 3B’A3KY i3 HOBUMMU
BMBI/IbHEHHS; 1 Mamma- [aHVMK 3 SKOCTI, JOKNIHIYHUMU, KNIHIYHUMW AaHNMK
chnakoH 3 BUMPOMIHIOBAHHS: Ta gaHumu 3 hapmakoHarnsgy. 3MiHM BHECEHO [0
NOPOLUKOM Yy INMCEH ®APMA IHCTPYKUIT 418 MeAMYHOr0 3aCTOCYBaHHS JiKapCbKOro
KOMMEKTI 3 BIOTEK, ®paHuis 3acoby Ao posginy "MobiyHi peakwii" BigNoBsigHO A0
PO3UYMHHMKOM MO 2 abo iHhopmalii 3 6e3nekn nikapcbkoro 3acoby. BeeaeHHs
M (MaHiT (E 421), CTEPIOXEHIKC 3MiH NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPAKEHHSA
BOJA ANS iH'eKLilA) ITANIA C.N.A,
B amny i, ITanis abo

LUNPULLOM AN1S

CTEPIOXEHIKC
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
0fHOpPa30BOro BENbIA CA
BMKOPWCTaHHA Ta (Pnepyc),
ABoMa ronkamu (y Benbrig;
6nicTepHin BTopuHHe
ynakoBLj) y nakyBaHHs,
KapTOHHIA KOopoo6Li KOHTPO/b AKOCTI
Ta BMNycK
nikapcbKoro
3acoby: INMCEH
®APMA BIOTEK,
dpaHuis;
PO3UMHHYK:
Brpo6HMUTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI:
CEHEKCI,
dpaHuis;
BTopuHHe
nakyBaHHA Ta
BUMYCK cepil:
INCEH ®APMA
BIOTEK, ®paHuis
66. | JNDEPE/NIH® nopotuok no 11,25 INCEH PpaHuis Mopouiok: PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiiHux matepianis: 3MiHu || 3a He UA/9454/01/01
Mr Ta PO3UYNHHUK DPAPMA Bupo6bHMLTBO Ta Benbris MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyernmom nionsiecae
ONs cycneHsii gna nakyBaHHs: thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuui
iH'eKLil INCEH ®APMA NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKU,i
NpPOJIOHrOBaHOIoO BIOTEK, ®paHuis; A5 MeMYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMM
BUBINbHEHHS; 1 Famma- OaHVMK 3 AKOCTI, AOKMIHIYHUMU, KNIHIYHUMUW JaHUMK
hnakoH 3 BUNPOMIHIOBAHHS: Ta fJaHumu 3 dpapmakoHarnsagy. 3MiHM BHECEHO [10
NOPOLLKOM Yy INCEH ®APMA IHCTPYKUIT AN MEAMYHOro 3aCTOCYBaHHS MiKapCbKOro
KOMMNEKTI 3 BIOTEK, ®paHuis 3acoby Ao po3ainy "MobiyHi peakuyii” BignosigHoO 40
PO3UYMHHMKOM MO 2 abo iHdbopmawii 3 6e3nekn nikapcbKoro 3acoby. BeeaeHHs
M (MaHiT (E 421), CTEPIOXEHIKC 3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKEeHHS
BOAA ANS iH'eKLin) ITANIA C.M.A,,
B amnyni, ITanis abo
Lwnpuuom ansa CTEPIOXEHIKC
0/ HOpPa30BOro BENbIIA CA
BMKOPUCTAHHSA Ta (PNEPYC),
TpbOMa ronikamu Benbris;
(y 6nicTepHil BTopuHHe
ynakoBLi) y nakyBaHHs,

KapTOHHI/ KopoobLi

KOHTPO/b SKOCTI
Ta BUMYyCK
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
nikapcbKoro
3acob6y: INMCEH
®APMA BIOTEK,
PpaHuis;
PO3UMHHNK:
Brvpo6H1UTBO,
nepBuHHE
nakyBaHHA Ta
KOHTPO/Ib SIKOCTI:
CEHEKCI,
dpaHLis;
BTopuHHe
nakyBaHHs Ta
BMNYCK cepil:
INCEH ®APMA
BIOTEK, ®paHuis
67. | AOMTIT® KPEM | kpewm, 50 mr/r, no [Jonoprit HimeyuunH BMPOGHMLTBO HimeuyunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/4117/01/01
20 ra6o 50T, abo v6X i Ko. a Hepo3acoBaHo! MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peuenma
100, a6o 150 ry KI npoayKuir, thapmakoHarnsgy. BeegeHHs abo 3miHn go
Ty6i, no 1 Ty6i B nepBuHHe Ta y3araJ/ibHeHVX AaHunx Npo cuctemy hapmakoHarnsgy
KapTOHHiiA KOpo6L BTOPUHHE (BBEAEHHSA y3araslbHEHUX AaHuX Npo cucTemy
nakyBaHHs, thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobu,
KOHTPO/b Cepil, BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
BUMYCK cepii: KOHTaKTHOT 0CO6U 3 hapmakoHarnsay 3asBHUKa A1
[Jonoprit Tm6X i 3[jiCHEeHHs hapmakoHarnagy B YKpaiHi, AKLo BoHa
Ko. KT, BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
HimeuuunHa; 3a 3gjlicHeHHs chapmakoHarnsgy (Bknoyaryn
BUPOBHMLTBO KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
Hepo3acoBaHo! thaiina cuctemm chapmakoHarnsgy) 3MiHa KOHTaKTHUX
npoaykuir, [aHUX KOHTaKTHOI 0coby 3asiBHUKa, BIANOBIAA/ILHOT 38
nepBrHHe Ta hapmakoHarnsg B Ykpaii.
BTOPUHHE
nakysaHHs: p.
Taiicc
HarypsapeH

'M6X, HimeyunHa;

nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Cepil:
[Op. Taiicc
HarypsapeH
vm6X, HimeyuunHa;
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
KOHTpO~b cepii
(hiznyHMA/XIMIYHN
n): FTBA ®apma
'M6X, HimeuunHa;
KOHTpOsb cepii
(Mikpo6ionoriyHi
BMNPOGYBaHHS):
BAB IHCTUTYT
ririeHn Ta
3a6e3neyeHHs
AkocTi FTM6X,
Himeuunna
KOHTpO~b cepii
(mikpoGionoriyHi
BUNPOBYBaHHS):
MikpobBionori
Kpemep Mv6X,
Himeuumnna
68. | AOMPNA® cycneHsis TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu | 3a UA/8976/02/01
opasibHa, 1 mr/mn, "TNEADA DPAPM" TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
no 60 mn a6o 100 PM NTA" thapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO Y TEKCT
My thiakoHi, no MapKyBaHHs BTOpUHHOT (M.17. IHLWE) Ta nepBuHHOI
1 chnakoHy 3 (n.6. IHLWE) ynakoBoK nikapcbkoro 3acoby. TepMiH
MiPHOI NTOXKOH Y BBEJEHHS 3MiH NPOTAroM 6 MicALiB nicas
KapTOHHIi 3aTBEPKEHHS.
ynakoBLii
69. | AOMPNA® TabneTku, BKPUTI TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHSA 3MiH 10 peecTpavliiiHux maTtepianis: 3MiHu | 6e3 UA/8976/01/01
060/10HKOH0, Mo 10 "TNEADA DAPM" MRy - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peyenma
mr, no 10 PM NTA" thapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO Y TEKCT
TabneToky MapKyBaHHA BTOPMHHOT N.17. "IHLLIE" Ta nepBuHHOI Nn.
6nictepi; no 1 abo 5. "HaliMeHyBaHHs1 BUPOGHYKa i, 3a He0bXigHOCTi —
no 3 6nictepu B 3asBHMKA" YNaKkoBOK MikapcbKoro 3acoby. TepMiH
KapTOHHil BBE/IEHHS 3MiH - NPOTArom 6 micauis nicns
yNakoBLi 3aTBEPAKEHHSA
70. | AOMPUO® SR Tabnetkn, TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3MiHu | 3a UA/8976/03/01
NPOJIOHroBaHoI fji "TNEAPA DAPM" TIny - 3MiHu Wwoao 6e3nekn/ethekTMBHOCTI Ta peyenmom
no 30 mr, no 10 PM NOTAO" chapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO Y TeKCT
Tabnetok y MapKyBaHHs1 BTOpUHHOI (M.17. IHLWE) Ta nepBUHHOI
6nictepi; no 1 abo (n.6. IHLWE) ynakoBoK nikapcbKoro 3acoby. TepMiH
no 3 6nictepu B BBEJEHHS 3MiH NpoTArom 6 micauis nicns
KapTOHHil 3aTBEPAKEHHS.
ynakoBLi
71. | EBKA®ININT® cnpeii HasasTbHUiA, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/17019/01/01
Kcuno fo3oBaHuii 0,1 %; "Ximchapm "Ximdhapmsasop TMNy - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapcbKunii 3acib. peuenma
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
no 10 mny 3aB0[ "YepsoHa 3ipka" KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa 'y
chnakoHax "YepBoHa MeToAax BUNPOGYBaHHSA rOTOBOrO /liKapCbKoro 3acoby
CKNSAHKX 3 3ipka" (He3HayHa 3MiHa y 3aTBEPMKEHNX MeToAax
posnuaosayemM BMNPO6YyBaHHA) HesHauHi 3MiHM 3a NOKa3HUKOM
HasasibHUM; no 1 "KinbkicHe B13HaueHHsi. BeHsasnkoHito xopug”, a came
donakoHy B nauui 3 YTOUYHEHHS hopMynu po3paxyHKy KiflbKicCHOro BMiCTy
KapToHY; no 10 mn 6GEH3a/IKOHII0 X10pnay 3 ypaxyBaHHAM BMICTY
y dhnakoHax roMOJIOriB y CTaHAapTHOMY 3pa3Ky GeH3a/KoHilo
noniMepHuX 3 xnopugy.
po3nuaBayem
HasabHUM; no 1
dhnakoHy B nauui 3
KapToHy
72. | EQBAPBIKNIOP® | TabneTku, BKPUTI AciHo LBeiiuapi BMPOBHULITBO 3a Ipnangis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/15205/01/01
NNiBKOBOIO dapma Al a NOBHUM LMK/IOM: My - 3MiHK 3 AKOCTi. A®l. BUpO6GHMLTBO. 3MiHN B peyenmom

o60s0oHKoto, 40
Mmr/25 mr; no 14
Tabnetok y
6nictepi; no 1 abo
no 2 6nictepu y
KapTOHHI KopooLi

Takepa lpnaHgis
nrg,

npoueci BupobHuytea APl (HesHayHa 3MiHa y npoueci
BMPOGHMLTBA ADI)

HesHauHi 3MiH1 B onuci npouecy BUPOGHULITBA
asuncapTaHy MefoKCOMiny, WO BUPOGASETLCA Ha
3aBogj "Takeda Pharmaceutical Company" B Hikari,
Japan 3 MeTOI OHOB/IEHHS OMUCY BUPOBHNYOro
npouecy B peecTpauinHnX fOKyMeHTax A404AaTKOBUMU
AeTansiMu 4Na NpMBeAEHHS 0T Y BifMNoBIgHICTb B
NOTOYHOrO NPOLLECY HA BUPOBHUYIN AiNbHULI, SIK
onmcaHo B 3anuci Npo cepito. He Bigdynocs XoaHNX
3MiH Y haKTMYHOMY BUPOGHMYOMY MPOLECi, KOHTPOST
BMpPO6HMYOro npouecy. He Biabynocs XO4HUX 3MiH Yy
npodini 4OMILLIOK, CXeMi CMHTe3Y, cneumndikauii AdI
asuncaptaHy megokcoMminy. OHOBMEHHA po3ainy
"3.2.S.2.2. Onnc BUPOGHMYOro npoLiecy Ta ioro
KOHTPON". 3MiHK | TMny - 3MiHW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMUTBI. 3MiHU Y
npoLeci BUPOGHULITBA FOTOBOrO NikapCbKoro 3acoby,
BK/THOYAKOUM MPOMDKHMIA NPOAYKT, L0 3aCTOCOBYETLCS
npy BUPOBHMLITBI FOTOBOIO /1iKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoLeci BUPO6HMLITBA) HesHauHi
3MiHM Y npoueci BUPOGHNLTBA NiKapCbKOro 3acoby Ha
BMPO6HMUIN AinbHuui "Takeda Ireland Limited”, Bray,
Ireland. 3miHM BUPOGHMYKX onepaviliHix NnapameTpiB
nifg Yac npouecy rpaHysiloBaHHS asuncapTaHy
Megokcominy (TAK-491), a came 3miHa Temneparypu
noBiTPs Ha BxoAi (rpaHynsuia 1, posnuneHHal) 3 60-
70 0C Ha 70-80 OC, spray quantity trip from 9,50 kr to
2,85 Kr, 3MiHM 06'eMy BXigHoro nositps 3 1700-2300
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

m3/h 2000-2600 m3/h y 3B'A3Ky 3 yTBOPEHHAM IpyL0K
nig yac rpaHynsayii Cneundikauii rotoBoro NpoaykTy
Ta NPOMDKHUX NPOAYKTIB 3a1MWATLCA HE3MIHHUMMU

73.

EHANANPUN
H-TEBA

Tabnetkn 10 mr/25
mr; no 10
Tabnetok y
6nicTepi; no 2 abo
no 3, abo no 5,
a6o no 6, abo no
10 6nicTepiB y
Kopoo6Ui

TOB
«TeBa
YKpaiHa»

Ykpaina

AT
dapmaLleBTUYHNI
3aBof TeBa

YropLmHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |
T1ny - 3MiHK 3 AkocTi. CepTudpikar BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJIEHOrO cepTudikaTa BiAnoBigHOCTI abo
BU/YYEHHS cepTudikaTta BifgnoBigHOCTI EBponeiichkiii
dhapmakonei: gns A®l; ana BuxigHoro
MaTepiany/peareHTy/NpoMiKHOro NpPoaykTy, LWo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ans
[OMOMDKHOT peyoBuHY (cepTuddikaT BiAnoBigHOCTI
€Bponelicbkiii hapmakonei) - OHOBNeHWii cepTuddikaT
Bifj y)ke 3aTBEPAXEHOr0 BUPOGHMKa, NoAaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI €Bponeichkii
hapmakonei Ne CEP 2000-091 - Rev 06
(3aTBepmkeHo: R1-CEP 2000-091 - Rev 04) ansa Adl
rigpoxnopoTiasnay Bif, 3aTBEPAXEHOr0 BUPOOHUKA
Unichem Laboratories Limited, IHaisi. 3MiHu | TUny -
3MiHu 3 siKocTi. CepTudikat BignosigHOCTI/lE-
cepTudikaT BiAMNOBIAHOCTI EBpPONENCHKIN
thapmakonei/MoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a6o
BUYYEHHS cepTudikaTta BignoBigHOCTI €EBponeicbkiii
thapmakonei: gns A®l; ans BUXigHOro
MaTepiany/peareHTy/NpoOMiKHOro NPoAayKTy, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0NOMDKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEeHWIA cepTuddikaT
Bif y)Xe 3aTBEpXEHOro BUPOOHUKA, NOAAHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponeichkiii
thapmakonei Ne R1-CEP 2003-078 - Rev 14
(3aTBepaxeHo: R1-CEP 2003-078 - Rev 13) ana Al
eHananpuiy Maseary Bif, BXe 3aTBEPAKEHOrO
BMpo6Huka Neuland Laboratories Limited, IHAjs.

3a
peuyernnmom

UA/16668/01/01

74.

EHTEPOXXEPMI
HA®

cycneHsis
opanbHa, Ne 10;
Ne 20 (10x2): no 5
M1y ¢h/1aKkoHi; no
10 chnakoHis,
3'eAHaHNX MK
co6oto
nonieTMIEHOBO

TOB
"Onenna
Xerckea
YkpaiHa"

YkpaiHa

Onenna Xenckea
ITani C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHW. BUny4YeHHs BUpOGHMYOT
AinbHUUI (BKOYaoumn AinbHui Ana A®l, npoMixHoro
npoAayKTy abo roToBOro NikapCbKoro 3acoby, AiNbHUUI
AN NPOBeAEeHHs NakyBaHHS, BUPOOHMKa,
BiiNOBIAAIbHOTO 3a BUMYCK Cepiid, MicLie NpoBeAeHHs
KOHTPO/I0 cepii) abo nocTavasibHMKa BUXIGHOTO
mMarepiany, peareHTy abo AONOMiXHOI peYOBUHM

6e3
peyenma

niosisieae

UA/A234/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
nepemMmnykoro, y (AKLLLO 3a3HAYEHO Y A0CHE) - BunyyeHHss BUPO6HMYOT
kaceTi; no 1 a6o 2 ainbHnui TABOPATOPIT FOHITEP, ®paHuisi.
KaceTu B 3anmwaeTbes 3aTBEpAXEHN BUPOBHKK Onenna
KapTOHHI/ Kopoo6Li Xenckea Itani C.p.n., ITanis. 3MiH1 BHECEHO B
IHCTPYKLUiO 4151 MeANYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginv «BupobHuk» Ta
«Micue3HaxomKeHHs BUPOGHYKa Ta agpeca micus
NPOBaPKEHHS OT0 AiS/ILHOCTI», K HACNIAOK -
BUTYYEHHS TEKCTY MapKyBaHHA yNakoBKW MiKapCbKoro
3ac06y NeBHOr0 BUPOOHMKA. BBEAEHHS 3MiH NPOTArOM
6-TU MicsLIB Nicn1sA 3aTBEPKEHHS.
75. | EHTEPOXXEPMI | nopoluok ans TOB YkpaiHa BMPOBHULTBO, ITania BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiB: 3MiHW, 6e3 nionsicae UA/4234/04/01
HA® nepopasnibHoOro "Onenna nepBuHHE Ta LLIO NOTPeBYOTHL HOBOI peecTpauil - 3mMiHa cunwu gii, peyenma
3acTocyBaHHA No Xenckea BTOPVIHHE nikapcbkoi hopMu Ta cnocoby 3acTocyBaHHS. 3MiHa
6x10° KYO cnop YkpaiHa" nakyBaHHs, abo fofaBaHHA HOBOT NiKapcbkoi hopmMu
Nosipe3nCTeHTHOr KOHTPO/Ib SIKOCTI, (3aTBeppxeHo: EHTepoXepMiHa®, cycneHsis opasibHa,
o wramy Bacillus BWMYCK Cepili: 1 chnakoH no 5 mn mictutb KYO cnop
clausii; Ne 9, Ne Onenna Xenckea nonipesncteHTHoro wramy Bacillus clausii 2x10°)
12, Ne 18, Ne 24: ITani C.p.n.
no 2 ry cauwe, no MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOMO
9, 12, 18 a6o 24 3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
calle y KapTOHHIi thapmakoHarnsgy, 3aTBep)KeHOro Hakasom
Kopoo6Ui MiHicTepcTBa OXOPOHU 3[0POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3iAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NoAaHHA perynsipHuX 3BiTiB 3
6esneku.
76. | EPIYC® TabneTkn, BKpUTI Baiiep LLiseliyapi Baiiep HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/5827/01/01
NNiBKOBOIO KoHcblome A BiTTepcensy, TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHoCTI/TE- peuenma
060/10HKOI0, N0 5 p Kep Al 6X cepTudikaT BigNoBiAHOCTI EBpONeNChKii

mr; no 7 abo no 10
TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIi
Kopo6ui; no 15
TabneTok y
6nictepi, no 2
6nictepu B
KapTOHHI KOpooL

hapmakonei/moHorpadii. MogaHHA HOBOro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHA cepTudikaTa BifnoBiAHOCTI EBpONechkiii
thapmakonei: gns A®l; ons BUxigHoro
MaTepiany/peareHTy/NpoMKHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
[0NOMKHOT peyoBMHM (CepTudikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHOBMeHWiA cepTuddikaT
Bifj y)Xe 3aTBEPAXEHOro BUPO6HMKa. MogaHHsA
OHOBJIEHOTO cepTudlikaTa BignoBigHOCTI €EBPONENChKii
hapmakonei Ne R1-CEP 2013-319 - Rev 01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
(3aTBepmxkeHo: R1-CEP 2013-319 - Rev 00) gns Adl
fJesnopatafvHy Bif 3aTBepAKeHOro BUpPo6HMKa
MYLAN LABORATORIES LIMITED.
77. | EPIYC® cupon, 0,5 mr/mn; Baiep Lsenuapi OpraHoH XelicT Benbris BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/5827/02/01
no 60 mn a6o no KoHcblome A B.B. TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
120 M1y hNakoHi; p Kep Al thapmakoHarnsgy. BeegeHHs abo 3miHu go
no 1 donakoHy y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
pasom 3 MipHOHO (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTemy
NoXeukoro abo hapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobu,
[03ylounm BiANOBIAA/IbHOI 3a 34iicCHEeHH:A ddapmakoHarnsgy;
LUMPULIOM Y KOHTaKTHOI 0c0bM 3 hapMakoHarnagy 3asBHuKa 45
KapTOHHIA KopooLi 3[jiCHEeHHs1 hapmakoHarnaay B YKpaiHi, AKL0 BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsagy (Bkiyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
chaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0c06M 3a8BHUKA, BiAMOBIgaIbHOI 3a
hapmakoHarnsag.
[itova pepakuin: Justin Daniels. MNponoHoBaHa
pepakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
dhapmakoHarnsg.
78. | ETOPUKOKCHU TabneTku, BKPUTI Mictpan AHrniA CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |1 3a UA/19770/01/02
B-BICTA NNiBKOBOIO Kenitan C.J. MYy - 3MiHK 3 AKOCTi. ADI. (iHWi 3MiHWM) OHOB/EHHSA peyernmom
060/10HKOH 1Mo 60 MeHemkm ASMF 3 Bepcii ETB-ETR-AP-2019-00 go Bepcii ETB-
Mr; no 7 TabneTok eHT ETR-AP-2022-00 Ha A®| eTopuKOKcU6G Bif, BUPOGHMKa
y 6nicTepi, no 1 Nimitep Alembic Pharmaceuticals Limited, IHgjs1.
abo 4 6nictepn B
nayui
79. | ETOPUKOKCH TabneTkun, BKPUTI MicTtpan AHrnis CiHTOH Xicnaris, Icnanis BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3MiHu Il 3a UA/19770/01/03
B-BICTA NAiBKOBOO Kenitan C.n. TMny - 3MiHK 3 akocTi. A®L. (iHwi 3mMiHWM) OHOBNEHHSA peyenmom
060/10HKO0 Nno 90 MeHeaxm ASMF 3 Bepcii ETB-ETR-AP-2019-00 fo Bepcii ETB-
Mr; Mo 7 TabneTok eHT ETR-AP-2022-00 Ha A®| eTOPUKOKCMO Bif BUPOGHMKA
y 6nicTepi, no 1 Niviten Alembic Pharmaceuticals Limited, IHais.
abo 4 6nictepu B
navj
80. | ETOPUKOKCHU TabneTku, BKPUTI MicTtpan AHrnis CiHTOH Xicnanis, Icnarnis BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu || 3a UA/19770/01/04
B-BICTA NNiBKOBOIO Kenitan C.J. MYy - 3MiHKU 3 AKOCTI. ADI. (iHWi 3MiHWM) OHOB/IEHHSA peyenmom
060/10HKOI0 MO MeHemxm ASMF 3 Bepcii ETB-ETR-AP-2019-00 go Bepcii ETB-
120 mr; no 7 eHT ETR-AP-2022-00 Ha A®| eTopukoKkcu6b Bif, BUpOGHMKa
Tabnetok y Nimitep Alembic Pharmaceuticals Limited, IHgjs1.
6nictepi, no 1 abo
4 6nicTepy B nayuj
81. | ETOPUKOKCHU TabneTkn, BKpUTI MicTpan AHrnis CiHTOH XicnaHisi, IcnaHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepiasis: 3MiHu || 3a UA/19770/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
B-BICTA NNiBKOBOIO Kenitan C.J. TMny - 3MiHK 3 AKOCTi. ADI. (iHwWi 3MiHWM) OHOB/EHHSA peyernmom
o60s10HKot0 no 30 MeHepxm ASMF 3 Bepcii ETB-ETR-AP-2019-00 go Bepcii ETB-
MTr; o 7 TabneTok eHT ETR-AP-2022-00 Ha A®| eTOPUKOKCMG Bif BUPOGHMKA
y 6nicTepi, no 1 Niviteq Alembic Pharmaceuticals Limited, IHgjs1.
abo 4 6nictepn B
naui
82. | EBPOMOHT TabneTku AkKopg, Monbwa BMPOGHMLTBO IHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/19125/02/02
XyBasbHi, No 5 mr, Xenckea nikapcbKoro Benvka YTOUHEHHS1 HanucaHHsA BMPOGHUKIB B Hakasi MO3 peyenmom
no 14 tabneTtok y Moncka 3acoby, nepBnHHe BpuTaHis/ Ykpainu Ne 1470 Big 21.08.2024 B npoueci
6nictepi; no 2 Cn. 3.0.0. Ta BTOPUHHE YroplumHa/ BHECEHHA 3MiH (3MiHun | Tuny - AgMiHicTpaTuBHi
6nictepun y nauui nakyBaHHs, MonbLia 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
KOHTPO/b SKOCTI NpoBaPKEHHSA AiS/IbHOCTI BUpOOHUKa/imnopTepa
cepii: IHTac rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaun AiflbHUL

PapmacbioTikasc
Niviten, HAis;
BMPOGHMLTBO

nikapcbKoro
3acoby, nepBuHHe

Ta BTOPUHHE

nakyBaHHs,

KOHTPO/b AKOCTI

cepii: IHTac

PapmacbioTikasc
Niviten, HAis;

poparkosa
LiNbHAUA 3
NepBUNHHOTO Ta
BTOPUHHOTO
nakyBaHHs:
AKKOP[,
XEJNICKEA
NIMITEL, Benuka
BpuTaHis;

KOHTPO/Ib SIKOCTI:
SAPMABANIA

nra.

Mikpob6ionoriuHa
nab6oparopis,

YropumHa;
KOHTPO/1b AKOCTi:

€BpocdpiHc

AHaniTikan
Cepsices XaHrepi
K., YropwumHa;

BUMYyCKy cepii abo MicLie NPOBEeAEHHS KOHTPO/IO
AKOCTI. (QisNIbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOpPTEpP, HE BK/IKOYAKUM BUMYCK Cepilf)
3MiHa Ha3BW [iNSHKK, Bi4NOBI4aIbHOI 38 KOHTPO/Ib
AKOCTI cepil roToBoi Npoaykuii. [itoya pegakuis:
Beccninr XaHrepi Kgot. Wessling Hungary Kift.,
MponoHoBaHa pefakuis: €spodiHc AHaniTikan
Cepsices XaHrepi KipT. Eurofins Analytical Services
Hungary Kft.). Pegakuisi B Hakasi - BUpO6HULTBO
NiKapcbKoro 3acoby, NnepB1MHHe Ta BTOPVHHE
nakyBaHHs1, KOHTPOJ1b AKOCTI cepii: IHTac
dapmacstoTikanc Nlimites, IHAiA; BUPO6HMLTBO
NiKapcbKoro 3acoby, NnepB1MHHe Ta BTOPVHHE
nakyBaHHs1, KOHTPOJ1b AKOCTI cepii: IHTac
dapmacsbtoTikanc Nlimiteq, IHAiA; gogaTkosa AinbHULA
3 MePBMHHOIO Ta BTOPUHHOTO nakysaHHA: AKKOP/,
XENCKEA NIMITE/L, Benuka BputaHisi; KOHTPOIb
akocTi: PAPMABANIA N1T4. MikpobionoriyHa
nabopartopis, YropLuvHa; KOHTposb SKOCTi: BeccniHr
XaHrepi K., YroplwmHa; BignosigansHuii 3a Bunyck
cepii: AKKOP/[ XE/ICKEA NIMITE/L, Benuka
BpuTaHis; BignoBiganbHUiA 3a BUNYyCK cepii: AKKopZ,
Xenckea lMoncka Cn. 3 0.0. Cknag Imnoptepa,
Monblwa. BipHa peaakyis - BUpOGHULTBO
nikapcbKoro 3acoGy, nepBUHHEe Ta BTOPUHHe
nakyBaHHS, KOHTPOJIb AKOCTI cepil: IHTac
®dapmacbloTikanc Nimiteg, IHAIA; BUPOGHULTBO
nikapcbKoro 3acoGy, nepBUHHEe Ta BTOPUHHe
nakyBaHHSA, KOHTPOJIb AKOCTI cepii: IHTac
®dapmacbloTikanc flimites, IHAiIA; poaaTkoBa
AiNbHULA 3 NePBUMHHOIO Ta BTOPUHHOIO
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
BiANOBIAaIbHNI nakyBaHHs: AKKOP/J XEJ/ICKEA NIMITEA, Benuka
3a BUNyCK cepil: BpuTaHis; koHTponb skocTti: PAPMABANIA Nt1a.
AKKOP[, MikpoGionoriyuHa na6opatopisi, YropLimHa;
XENNICKEA KOHTPO/b AKOCTi: EBpochiHc AHanitikan Cepsices
NIMITEL, Benvka XaHrepi KdT., YropuwmHa;
BpuTaHis; BignoBiganbHMii 3a Bunyck cepii: AKKOPJ,
BiANOBIAaIbHNI XENNICKEA NIMITE/L, Benuka Bputanis;
3a BUNyCK cepii: BinoBiganbHUi1 3a BUNYyCK cepii: AKKoppg, Xernckea
Akkopg Xenckea Moncka Cn. 3 0.0. Cknapg ImnopTtepa, NMNonbwa
Moncka Cn. 3 0.0.
Cknag, Imnoprepa,
MNonblua
83. | EBPOMOHT TabneTku AkKopg, Monbwa BMPOGHMLTBO IHgis/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a UA/19125/02/01
XyBaJsbHi, N0 4 mr, Xenckea nikapcbKoro Benvka YTOUHEHHS1 HanucaHHsA BMPOGHUKIB B Hakasi MO3 peyenmom
no 14 tabneTtok y Moncka 3acoby, nepBnHHe BpuTaHis/ Ykpainu Ne 1470 Big 21.08.2024 B npoueci
6nictepi; no 2 Cn. 3.0.0. Ta BTOPUHHE YroplmHa/ BHECEHHA 3MiH (3MiHun | Tuny - AgMiHicTpaTuBHi
6nictepun y nauui nakyBaHHs, MonbLia 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
KOHTPO/b SKOCTI NpoBaPKEHHSA AiS/IbHOCTI BUpOOHUKa/imnopTepa
cepii: IHTac rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaun AiflbHUL
dapmacbloTikanc BUMYyCKy cepii abo MicLie NPOBEeAEHHS KOHTPO/TO
Niviten, HAis; AKOCTI. (QisNIbHICTb, 3a 5Ky Bignosifae
BMPOGHMLTBO BMPOGHMK/IMNOpPTEpP, HE BK/IKOYAKYM BUMYCK Cepilf)

nikapcbKoro
3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPONb SIKOCTI
cepii: IHTac
PapmacbioTikasc
Niviten, HAis;
poparkosa
LiNbHAUA 3
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHS:
AKKOP/,
XEJNNICKEA
NIMITEL, Benuka
BpuTaHis;
KOHTPO/Ib SIKOCTI:
SAPMABAIA,
nra.
Mikpob6ionoriuHa
na6oparopis,

3MiHa Ha3BW [iNAHKK, Bi4NOBIAaIbHOI 38 KOHTPO/Ib
AKOCTI cepil roToBol NpoAykuii. [itoya pegakuis:
Beccninr XaHrepi Kgot. Wessling Hungary Kift.,
MponoHoBaHa pefakuis: €spodiHc AHaniTikan
Cepsices XaHrepi KipT. Eurofins Analytical Services
Hungary Kft.). Pegakuisi B Hakasi - BUpO6HMLTBO
NiKapcbKoro 3acoby, NnepB1MHHe Ta BTOPVHHE
nakyBaHHs1, KOHTPOJ1b AKOCTI cepii: IHTac
dapmacstoTikanc Nlimites, IHAGiA; BUPO6HULTBO
NiKapcbKoro 3acoby, NnepB1MHHe Ta BTOPVHHE
nakyBaHHs1, KOHTPOJ1b AKOCTI cepii: IHTac
dapmacsbtoTikanc Nlimiteq, IHAiA; gogaTkosa AinbHULA
3 MePBMHHOIO Ta BTOPUHHOTO nakysaHHA: AKKOP/,
XENCKEA NIMITE/L, Benuka BputaHisi; KOHTPO/Ib
akocti: PAPMABANIA N1T4. MikpobionoriyHa
nabopartopis, YropLuvHa; KOHTpob SKOCTi: BeccniHr
XaHrepi K., YropwmHa; BignosigansHuii 3a Bunyck
cepii: AKKOP/[ XE/ICKEA NIMITE/L, Benuka
BpuTaHis; BignoBiganbHUiA 3a BUNYyCK cepii: AKKopZ,
Xernckea lMoncka Cn. 3 0.0. Cknag Imnoptepa,
Monblwa. BipHa peaakyis - BUpOGHULTBO
nikapcbKoro 3acoGy, NnepBUHHE Ta BTOPUHHE
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
YropLumHa; nakyBaHHS, KOHTPOJ1b AKOCTi cepii: IHTac
KOHTPO/b SIKOCTi: ®dapmacbloTikanc fNimiteg, IHAiA; BUPOGHULTBO
€BpodpiHC nikapcbKoro 3acoo6y, nepBUHHe Ta BTOPUHHE
AHanitikan NaKyBaHHSA, KOHTPOJIb AKOCTI cepil: IHTac
Cepsices XaHrepi dapmacbloTikanc fivites, IHAiNA; poaaTkoBa
KdbT., YropwuHa; AiNbHULA 3 NEPBUHHOIO Ta BTOPUHHOTO
BiANOBIAaIbHNI nakyBaHHs: AKKOP/A XEJ/ICKEA NIMITEA, Benuka
3a BUNyCK cepii: BpuTaHis; koHTponb skocTti: PAPMABANIA NT1a.
AKKOP[, MikpoGionoriyuHa na6opatopisi, YropLiuHa;
XENNICKEA KOHTPO/b AKOCTi: EBpochiHc AHanitikan Cepsices
NIMITEL, Benuka XaHrepi KdT., YropuwmHa;
BpuTaHis; BignoBiganbHMii 3a Bunyck cepii: AKKOPJ,
BiANOBIAaIbHNI XEJNNICKEA NIMITE/L, Benuka Bputanis;
3a BUNyCK cepil: BinoBiganbHUi1 3a BUNYyCK cepii: AKKoppg, Xernckea
Akkopg Xenckea Moncka Cn. 3 0.0. Cknapg ImnopTtepa, NMNonbwa
Moncka Cn. 3 0.0.
Cknag Imnoprepa,
MNonblua
84. | 30KAPAIC® TabneTku, BKPUTI MeHapiHi Iokcemby Brpo6HMuTBO "in Himeuunna/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu | 3a UA/3246/01/01
7,5MIr NNiBKOBOIO IHTepHeww pr bulk", nepBuHHe ITanis TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKOI0, MO oHan Ta BTOPUHHE hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHI B TEKCT
7,5 wmr;n0 7 Onepeiiw nakyBaHHs, MapKyBaHHS yMakoBKU MiKapcbKoro 3acoby y po3gin
TabneTtok y OHC KOHTPONb Ta «|HWE>» wopo norotuny komnaHii «<BERLIN-CHEMIE
6nictepi; no 1 Nokcemby BUWMYCK Cepiii: MENARINI».
6nictepy B pr C.A. MeHapiHi - ®oH
KapTOHHIi XeligeH MM6X,
Kopobui; no 14 HimeuuunHa;
TabneTok y BupobHMuTBO "in
6nictepi; no 1 abo bulk", nepBuHHe
2 6nictepu B Ta BTOPUHHE

KapTOHHI Kopoo6Li

nakyBaHHs,
BMNYCK cepiit: A.
MeHapiHi
MaHydakTypiHr
JloricTikc eHa
Cepsicec C.p.J1,,
ITanisa
KoHTpornb cepiii:
Jomne
thapmaveyTiui
C.n.A, ltanis; A.
MeHapiHi
MaHydhakTypiHr
JIoricTikc eHa
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
Cepsicec C.p.J1.,
ITanis
85. | 30HIK Kancynu Teepgi no TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/16350/01/01
150 wmr, no 14 "TNEADA XENTXKEP MNBT TMny - 3MiHM 3 AKOCTI. [O0TOBWIA NikapcbKWii 3acib. peyenmom
Kancyn y 6nictepi; PM NTA" nTa 3MiHN Yy BUPOGHUMLTBI. 3MiHa po3mipy cepii
no 1 a6o no 2, a6o (BKKOYAKOUM giana3oH po3mipy cepii) roToBoro
no 4, abo no 6 nikapcbkoro 3acoby (36inbweHHsA go 10 pasis
6nictepiB y MOPIBHSHO i3 3aTBEPAXEHUM PO3MIpOM) - 36i/bLUEHHS
KapTOHHIi po3mipy cepii M3 go 10 pasis (BBeAEHHSA
ynakoBLii [ofaTtkoBoro posmipy cepii 1 000 000 kancyn), y
3B’A3KY 3 ONTUMI3aLEI0 BUKOPUCTaHHA 061afHaHHS
npu BUPOBHULITBI FOTOBOTO JliKapCbKOro 3acoby (6e3
3MiHM TeXHO/IO0riT BUPOBGHULITBA Ta MPOMMWC/IOBOrO
o6naaHaHHs). 3aTBepakeHo: Po3mip cepii 100 000
Kancyn: 14 kan. no 1 6nictepy- 7 142 yn., 14 kan. no 2
6nictepu- 3 571 yn., 14 kan. no 4 6nictepu- 1 785 yn.,
14 xan. no 6 6nictepis- 1 190 yn.; Po3mip cepii 500
000 kancyn: 14 kan. no 1 6nictepy- 35 714 yn., 14 kan.
no 2 6nictepu- 17 857 yn., 14 kan. no 4 6nictepu- 8
928 yn., 14 kan. no 6 6nictepis- 5 952 yn.
3anponoHoBaHo: Po3mip cepii 100 000 kancyn: 14
Kan. no 1 6nictepy- 7 142 yn., 14 kan. no 2 6nictepu-
3571 yn., 14 kan. no 4 6nictepu- 1 785 yn., 14 kan. no
6 6nicTepis- 1 190 yn.; Po3mip cepii 500 000 kancyn:
14 kan. no 1 6nictepy- 35 714 yn., 14 kan. no 2
6nictepu- 17 857 yn., 14 kan. no 4 6nictepu- 8 928
yn., 14 kan. no 6 6nictepis- 5 952 yn.; Po3mip cepii
1000 000 kancyn: 14 kan. no 1 6nictepy- 71 428 yn.,
14 kan. no 2 6nictepu- 35 714 yn., 14 kan. no 4
6nictepu- 17 857 yn., 14 kan. no 6 6nictepis- 11 904
yn.
86. | IBYNPO®EH- Kancynum m'ski no TOBAPUC Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 niossieae UA/19233/01/01
3400POB'A 200 wmr; no 10 TBO 3 BMPOOHULITBA, TMny - 3MiHu Wwoao 6e3nekn/etpekTUBHOCTI Ta peuyenma
YNbTPAKAN Kancyny énicrtepi; OBMEXE BUMYCK cepii: hapMakoHarnsgy. 3miHa y KopoTKiii XxapakTepucTuui
no 1 a6o no 2, a6o HOKO ToBapucTBO 3 nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,i
no 6 6nictepis y BIANOBIA 06MexeHo 019 MeMYHOro 3acTocyBaHHs Ha nifcTasi perynspHo
KOpo6Li 3 KAPTOHY AJTbHICT BigNoBifa/IbHICTIO OHOBJIHOBAHOrO 3BiTY 3 6E3MNeKN NiKapcbKoro 3acooby,
o "dapmaveBTnyHa abo gocnimkeHb 3 6e3neky 3acTocyBaHHA MikapCbKoro
«KOPIOP KOMMaHis 3aco6y B nic/isipeecTpaviiiHuii nepiod, abo sk
AUIA "3p0pos'a”, pesynbTaT OuiHKM 3BITY 3 fOCNIAKEHDb, NPOBEAEHNX
«340POB YkpaiHa; BifiNOBIAHO [0 NnaHy negiatpuyHux gocnimxers (PIP)
A KOHTPO/Ib AIKOCTI: (3MiHY Y3rogKeHo 3 KOMNETEHTHUM YNOBHOBAXKEHUM

ToBapucTtso 3
06MEXEHOK

opraHom)
3MiHM BHECEHO A0 IHCTPYKUIT A8 Meam4Horo
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
BigNoBiAa/IbHICTIO 3aCTOCYBaHHS NMikapCbKOro 3acoby A0 po3AiniB:
"®APMEKC "Oco6nmBOCTi 3acTocyBaHHS", "Mo6iYHI peakyji” Wwono
FPYN", YkpaiHa; 6e3rnekun 3aCToCyBaHHA Ajito4oi peqyoBuHM ibynpodieH
KOHTPO/Ib SKOCTI, BiANOBIAHO A0 pekomeHAauin PRAC. BBefeHHs 3MiH
BMNYCK cepil: NPOTAroM 6-T MICALIB MiC/1A 3aTBEPKEHHS.
ToBapucTBO 3
0bMexeHot
BignoBiga/bHICTIO
"®apmaueBTuyHa
KOMMaHis
"3popos'a’,
YKpaiHa
87. | IBYNPO®EH- Kancynm m'ski no TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 6e3 niosnsiecae UA/19233/01/02
3400POB'A 400 wmr; no 10 TBO 3 BMPOGHMLITBA, TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
YNbTPAKAN Kancyn y énictepi; OBMEXE BUMYCK cepii: thapmakoHarnsgy. 3MiHa y KOpoTkKili xapakTepucTuLi
no 1 a6o no 2, a6o HOKO ToBapucTso 3 niKapcbKoro 3acoby, TEKCTi MapkyBaHHS Ta iHCTPYKL,i
no 6 6nicTepiB y BIANOBIA 0bMexeHot 0151 MeMYHOro 3aCToCyBaHHA Ha NigcTasi perynspHo
KOpobLi 3 KapTOHY AJTbHICT Bi4NoBiAa/IbHICTIO OHOBJIHOBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro 3acooby,
{0] "®apmaveBTnyHa ab0 JocnigpkeHb 3 6e3neky 3acTOCyBaHHS NliKapCbKOro
«KOPTIOP KOMMaHis 3aco0y B nicnapeecTpauiiiHuii nepiogd, abo Ak
AUIA "3p0pos'a”, pes3ynbTaT OLiHKM 3BITY 3 fOCNIMKEHb, NPOBEAEHUX
«30POB YkpaiHa; BIANOBIAHO A0 NnaHy negiatpuyHux gocnigxexn (PIP)
"A» KOHTPO/b AKOCTI: (3MiHy y3rofXeHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
ToBapucTBO 3 opraHom)
06MEXeHOo 3MiHV BHECeHO A0 IHCTpyKUii AN MeguyHoro
BiANoBiAa/IbHICTIO 3aCToCyBaHHS NikapcbKoro 3acoby [0 po3zinis:
"®APMEKC "Oco6mBoCTi 3acTocyBaHHsA", "MoB6IYHI peakwii" Wwoao
FPYM", YkpaiHa; 6e3Mekn 3aCTOCyBaHHA Ajit40i pevyoBuHM ibynpodieH
KOHTPO/1b SIKOCTI, BiANOBIAHO [0 pekomeHAauin PRAC. BBefeHHS 3MiH
BUMYCK cepii: NPOTAroM 6-TW MICALIB NICNA 3aTBEPAKEHHS.
ToBapucTBO 3
0bMeXxeHoto
Bi4NoBiAa/IbHICTIO
"®apmaveBTnyHa
KoMmMnaHis
"3p0pos'a”,
Ykpaina
88. | IBYTAPA 300 Kancynm My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 niossieae UA/6013/01/01
NPOSIOHroBaHoI fii | akuioHepH aKujioHepHe TMny - 3MiHu WwoAo 6e3nekun/ethekTBHOCTI Ta peuyenma
no 300 mr, no 10 e TOBapuCTBO hapMakoHarnsgy. 3miHa y KopoTKiii XxapakTepucTuui
Kancyn y 6nictepi; | ToBapucTs "HaykoBo- nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,i
no 1 a6o 2 o] BUPOGHNUNIA 019 MeMYHOro 3acTocyBaHHs Ha nifcTasi perynspHo
6nictepn y nauui 3 | “"HaykoBo- LEeHTp OHOBJIHOBAHOrO 3BiTY 3 6E3MNEKMN NiKapCbKoro 3acooby,
KapToHy BUPOGHNY "BopLuariBCcbkuii abo focnimpkeHb 3 6e3neky 3acTocyBaHHA 1ikapCbKoro
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
W UeHTp XiMmiKo- 3acoby B nicnsipeecTpayiiHuii nepiog, abo sk
"Bopuaris hapmaneBTUUHNI pe3ynbTaT OLiHKV 3BITy 3 AOC/iIKEHb, MPOBEAEHNX
CbKUi 3aBof" Bi4NOBIAHO [0 NNaHy negiatpuuHux gocnigxeHs (PIP)
Ximiko- (3MiHY Y3rogKeHo 3 KOMNETEHTHUM YNOBHOBaXKEHUM
thapmaues opraHom) - 3MiHVM BHECEHO [0 iHCTPYKLiT Ans
TUYHWI MeAMYHOr0 3aCTOCYBaHHS NikapcbKoro 3acoby y
3aBog" po3ginu "OcobmBocTi 3acTocyBaHHA", "Mo6iYHi
peakujii" BiANOBIAHO A0 OHOBMEHOI iHGhopMaL;i 3
6e3nekun Ait4voi peqyoBuHU. 3MiHK | TUNY - 3MiHK WoA0
6e3nekun/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM) - 3MiHU BHECEHO [0 IHCTPYKUiT NS MeANYHOro
3acTocyBaHHA Nikapcbkoro 3acoby y po3ain “MobivHi
peakuii™ WoA0 BaXXIMBOCTI 3BITYBNPOAHHS NPO NOGiYHi
peakuii.
89. | NTOH® KNIACIK | ma3b, no 25T, no Llecpa HimeuuunH Bunyck cepii: HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 nionsicae UA/16843/01/01
50r,no100ry ApuHainmit a Llecpa TMny - 3MiHKU 3 AKOCTI. FOTOBUIA NiKapPCbKUiA 3aci6. peyenma
Ty6i, no 1 Ty6i y Tenb ApuHaiimiTTens CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
KapTOHHI kopobui | Mm6X i Ko. vm6X i Ko. KI, 6y/Ab-AKOI YaCTUHW MaTepiany NepBUHHOT yNakoBKuU,
Kr HimeuumnHa; LLIO HE KOHTAKTYE 3 FOTOBUM JliKapCbKMM 3aCO060M
Bnpo6HnuTBO (Hanpuknag Konip KpULLEYOK 3 KOHTPOMIEM MEPLUOro
Hepo3dhacoBaHOro BiAKPUTTSA, KONIP KOAOBUX KiNleub Ha amnynax,
NPOAYKTY, KOHTeliHepa 415 ronok (pisHi Buay nnacTmacw) (3miHa,
nepBuHHe Ta AKa He BMN/IMBAE Ha KOPOTKY XapakTepucTuky
BTOPUHHE nNiKapcbkoro 3acoby) — OHOBNEHHA p. 3.2.P.7. Cuctema
nakyBaHHs: eTonN KOHTelHep/ 3aKynoploBasibHWI 3acib, a came 3MiHEHO
lesynaxaitcndne KOMip KPULLIOK, L0 3arBUHYYHTbCS, YCiX Ty6iB (ycCix
re- yHa PO3MipiB YNakoBOK) i3 3e/1eHOro Ha 6invii. Matepian
dapmanpogykre HOBUX BINNX KPULLOK 3a/TMLLAETHCA HE3MIHHUM

m6X, HimeuunHa

(nonieTnneH BUcokKoi winbHocTi Purell ACP 6541A a6o
€KBiBa/IEHTOM, Sk 3a3Ha4eHO B A0CbE). [J0AaTKoBO
OHOBJ/IEHO 3Pa3KO0Bi TEXHIYHI Kpec/1eHHs (6e3 3MiH
po3mipiB). 3miHW | TUNy - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (3mMiHa B ymoBax 36epiraHHs
roTOBOro Nikapcbkoro 3acoby abo nicns
PO3UYMHEHHA/BIAHOBNEHHS) - 3MiHA B yMOBaXx
36epiraHHsA roTOBOrO /liKapCbKOro 3acoby:
3arBepmKeHo: 36epiratv Npu Temnepartypi He BuLle
25°C; 3anponoHoBaHo: : «He noTpebye cneuiaibHuX
YMOB 36€epiraHHs». 3MiHN BHECEHO B po34i/a "YMOBU
36epiraHHa" B IHCTPYKLiO 4158 MeguyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby, K HaCNifokK -
BiZNOBIAHI 3MiHM Y TEKCTi MapKyBaHHs YNaKoBKM
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
nikapcbKkoro 3acoby. 3miHu | Tuny - 3MiHK WoA0
6e3nekun/edpekTnBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHuM). 3MiHM BHeceHo y n. 17. IHLWIE TekcTy
MapKyBaHHS BTOPWMHHOI Ta n. 6. IHLLWE nepBuHHOI
YNaKoBKW NliKapCbKoro 3acoby.
90. | IMIAAP NOpPOLLOK AN1A AAP O6'efHaHi BeHyc Pemegic IHais BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/20147/01/01
pPO3UMHY AN DPAPMA Apabebki Niviten IRy - 3MiHK Wwoao 6e3nekn/ehekTNBHOCTI Ta peyenmom | niosisg2ae
iHcpysiin, no 500 d3-N1N1C Emipatu thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
Mr/500 mr no 1 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKU,i
hnakoHy y O/19 MeAUYHOT0 3acTOCyBaHHS
KapTOHHIA Kopoo6Li reHepuYHUX/TibpUAHMX/6IoNOAIGHMX NiKApPCbKUX
3ac06iB NicNs BHECEHHS TiET camoi 3MiHN Ha
pedepeHTHUIA npenapar (3MiHa He NoTpebye HagaHHSA
YXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHW BHECEHI [0
IHCTPYKLUT ANA MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginu "®apmakosiorivyHi BAacTMBocCTi",
"MokasaHHA" (YTOUYHEHHS iHdhopmauiT),
"MpoTunokasaHHA", "B3aeMogis 3 iHLIMMKU NiKapCbKuMu
3acobamu Ta iHWi BUAY B3aemogiii", "OcobamBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS Ta fo3un",
"Mo6iuHI peakui™ 3rigHo 3 iHhopmaLlieto Wwoao
MEeAMYHOro 3acToCyBaHHA pedhepeHTHOro MikapcbKoro
3acoby (Primaxin, powder for solution for injection 500
mg/500 mg).
91. | IHOOBAS3UH- renb, no45ry TOB YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/0400/01/01
TEBA Ty6i; no 1 Ty6i y «TeBa TposiH AT TMny - 3MiHK 3 AkocTi. CepTudpikar BignosigHOCTI/ME- peuyenma
KapTOHHI nauui YkpaiHa» cepTudikaT BigNoBiAHOCTI EBPONENChKii

hapmakonei/moHorpadii. MogaHHA HOBOro abo
OHOBJIEHOrO cepTudikaTa BianoBigHOCTI abo
BUTyYEHHN cepTudikaTa BifnoBiAHOCTI EBpoNechkiii
thapmakonei: gns A®l; ons BUXigHoro
MaTepiany/peareHTy/NpoMKHOro NPoAayKTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; Ans
[0NOMKHOT peyoBMHM (CepTudikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHOBNeHWiA cepTuddikaT
Bifj y)Xe 3aTBEPAXEHOro BUPO6HMKa. MogaHHsA
OHOBJIEHOTO cepTudlikaTa BignoBigHOCTI €EBPONENChKii
thapmaxonei Ne R1-CEP 2005-263 - Rev 08
(3aTBepaxeHo: R1-CEP 2005-263 - Rev 07) ana Adl
TPOKCEPYTUHY Bif} BX€ 3aTBEPKEHOTO BUPOGHUKA
PCAS, France. 3miHu | Tuny - 3MiHu 3 skocTi. ADI.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHa AP|
abo BUXigHOro martepiasny/npoMikKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MeToJax BUNPo6yBaHHs) He3HauHi 3MiHM Yy MeTogukax
Bu3HauveHHs «Composition by HPLC» Ta «Residual
solvent by GC» ans aito4oi peyoBMHN TPOKCEPYTUHY
BMpo6HMKa PCAS, France BignosigHo €¢ ta CEP.
92. | IHPAHPUKC cycneHsis gns nakcoCmi Benvka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/13939/01/01
InB iH'ekuin no 0,5 mn TKnanH BpuTaHis Bionogxikans C.A. MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyernmom
KOMBIHOBAH y nonepeaHbLo Ekcnopt hapmakoHarnsgy. 3miHa 4yacToTv Ta/abo TepMiHiB
A BAKUVHA 3anoBHEHOMY Nimitep noJaHHsA perynsipHO OHOB/IOBaHMX 3BITIB 3 6e3nekn
ana 0fiHopa3oBOMY nNikapcbKunx 3aco6iB - 3MiHM Y AaTax NogaHHA
MPO®PINAKTUK | wnpuyiy perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3neku.
N QUNDTEPII, KOMMNEKTi 3 [Litova pepakuis: KiHuesa gata 15 BKIHYEHHSA AaHUX
NPABLA, rosikoto; no 1 aéo 0o PO3b - 09.07.2025 p.
KALLUJTFOKA 10 nonepefHbO [ara nogaHHs - 07.10.2025 p.
(ALENONAPH 3anoBHEeHNX MponoHoBaHa pepakuis: KiHueBa fata ans
nin 0HOpPa3oBuUX BK/IOYEHHs AaHux go PO36 - 08.07.2025 p.
KOMMOHEHT) Lnpuyis y [ara nogaHHs - 06.10.2025 p.
TA nnacTKoBoMy PekomeHa0BaHO 10 3aTBEPLKEHHS BiANOBIAHO A0
MONIOMIENITY | koHTeliHepi; no 1 nepiogMYHOCTI NOAaHHSA PErynsipHO OHOBJIOBaHMX
KOHTeliHepy B 3BITIB 3 6e3nekn nikapcbknx 3acobis y €C.
KapTOHHI KOopoo6Li
93. | IHPAOUNA Tabnetku no 20 AnbneH HimeuumnH [p. N'yctas KnsinH HimeuunHa BHECEHHS 3MiH 40 pPeeCcTpauliiHNX MaTepiasiB: 3MiHu | 6e3 niosisieae UA/6740/01/01
TabneTtok y dapma a v6X & Ko. KI TUny - AAMIHICTPaTVBHI 3MiHW. BUny4YeHHs BUpOGHMYOT peyenma
6nictepi; no 2 abo 6X OinbHUUI (BKNOYatoun AinbHULi ana APl npoMikHOro
3 6nictepn y npoAayKTy abo roToBOro NikapCbKoro 3acoby, AiNbHUUI
KapTOHHI KOpooLi [N NpoBefeHHA NakyBaHHs, BUPOOHNKa,
BifiNOBIAAIbLHOTO 3a BUMYCK Cepiid, MicLe NpoBeAeHHs
KOHTPO/I0 cepii) abo nocTavasibHMKa BUXIGHOTO
maTepiasy, peareHTy abo JONOMiXHOT pe4oBUHU
(AKLLLO 3a3HAYeHO Y A0CbE). BunyyeHHsa BUpo6HUYOT
LiNbHULL TOTOBOIO NiKapCbKoro 3acoby - [loinve
Xomeonari-YHioH AXY - ApuHalimitTTens Mm6X & Ko.
KI, HimeuunHa. 3anvwaetbes 3aTBepaKeHui
BUpPO6HMK — [p. MN'ycTas KnsiiH TM6X & Ko. KT,
HimeuyunHa. 3MiHM BHECEHI y po3ainu "BupobHuK” Ta
"MicLe3HaxoKeHHs1 BUpOGHMKa Ta iioro agpeca Micus
NPOBaZKEHHS AiS/IbHOCTI" B IHCTPYKL,i0 ANs
MeAMYHOro 3aCTOCYBaHHA Yy 3B'A3KY 3 BUNYHYEHHSM
O[1HOTO 3 BUPOGHMKIB Ta SIK HAC/IAOK - BUNYYEHHS
TEKCTYy MapKyBaHHS yNakoBKW A1 BifNOBigHOMo
BMPOGHMKA.
94. | IPUHOTEKAH KOHLeHTpaT Ans Mepak HimeuunH Brpo6HuK, LWo HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/11702/01/01
MEAAK NPUroTyBaHHs [esenblia a BignoBsigae 3a TexHiYHa nomuska (3rigHo Hakaly MO3 Big 23.07.2015 peyenmom
PO34KMHY Ansa T dorop MapKyBaHHsA Ne 460). BunpaBneHHs1 TeXHIYHOI NOMWJIKK, & came:
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
iHdysilA, 20 mr/mn; KNiHiwe nepBUHHOI HOMepy peecTpauiiHOro NOCBIAYEHHS, L0 He
no 2 mn (40 mr), Lneyianb yMakoBKM, BigHOCMTbCA A0 AaHoro /13 Ta BUAA/IeHHs
ab6o no 5 mn (100 npenapar BTOPUHHE HeakTyaslbHOro BUpo6HuKa. BkasaHi nomunku y MKA
mr), abo no 15 mn e M6X nakyBaHHs, noB'si3aHi i3 NnepeHeceHHaM iHdhopmauii. 3a3HaueHe
(300 mr) y HaHeceHHs BMMNpaB/ieHHS BiAnoBifae MaTepiasiam peecTpavjiiiHoro
CKNSAHOMY 3aXMCHOI NNiBKY nocbe. Po3pin «BupobHuk, kpaiHa»
chnakoHi; no 1 (onuioHanbHo),
chnakoHy B naui KOHTPO/b/BUNPOGY
BaHHA cepii Ta 3a
BMNYCK cepil:
Mepak
[esenbwadT drop
KMiHiwe
Lneujanbnpenapa
Te M6X,
HimeuuunHa;
Brpo6HWK, LWo
Bignosigae 3a
BMPOGHMLTBO
nikapcbKoro
3acoby, nepBrHHe
nakyBaHHs,
MapKyBaHHS
nepBUHHOI
yMakoBKM,
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b/BUNPOBY
BaHHS cepii:
OHkoTek Papma
MpopgakwH MbX,
HimeyunHa.
95. | KAAYET 5/10 TabneTkun, BKPUTI Biatpic CWA Mdpaiizep HimeuunHa BHECEHHS 3MiH 0 peecTpavyiiiHux maTtepianis: 3MiHu | 3a UA/5635/01/02
NNiBKOBOIO CnewenTi MeHohekuypuHr TMny - 3MiHK 3 AkocTi. CepTucpikat BignosigHOCTI/TE- peyernmom
060/10HKOHD, M0 5 nnc Loliuneng Mo X cepTudiikaT BignoBigHOCTI EBponechbkili
mr/10 mr, no 10 hapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
TabneTtoky HeoOXiAHICTIO NpUBELEHHS Y BigNOBIAHICTb A0
6nictepi; no 3 MoHorpadii AdY abo €poneiicbkoi hapmakonei, abo
6nictepu B iHLWOT HauioHanbHOT thapmakonei aepxasn €C (iHLWi
KapTOHHI Kopoo6Li 3MiHn). MpuBeaeHHs cneundikauii A®| atopsactaTnHy
KasibLito Y BifNOBIAHICTL 4O BUMOT MOHOrpadit
€Bponeiicbkoi hapmakonei Ta BUuasieHHs Aekisibka
BHYTPILLHIX a/IbTEPHATUBHUX METO/IB.
96. | KAHAMBIOTUK | kpanni ByLWHi; no5 | neHmapk IHAjs neHmapk IHAja BHECEHHS! 3MiH 10 peecTpauiiHux martepianiB: 3MiHu | 3a UA/8208/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
My thakoHi; no dapmach PapmacboTukan3 TIny - 3MiHu Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom
1 donakoHy pasom loTMKan3 nTp. hapmakoHarnsgy (iHwi 3MiHn) - 3MiHWM BHECEHO B
3 nineTkoto- n1p. TEKCT MapKyBaHHsi NEPBUHHOI YNakoBKW Nikapcbkoro
KOBMaYKoM 3acoby, a came go n. 6. "IHWE" gogaHo iHhopmauito
BK/1afleHoMy Y LLLOZI0 HAABHOCTI I0rOTUMY KOMMaHii FaeHMapkK.
nonieTuaeHoBui TepMiH BBEEHHS 3MiH NPOTAroM 6 micsAuiB nicns
nakeTuk y 3aTBEPMKEHHS.
KapPTOHHI KOpooLy
97. | KAPCUN® TabneTkn, BKpUTI AT Bonrapis AT "Cochapma” Bonrapis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasnis: pMiHu | 6e3 UA/2773/01/01
060/10HKOI0, NO "Codhapma TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpOGHMYOT peyenma
22,5 mr, no 10 " OinbHUUI (BKNOYaOUW AinbHULI A8 APl TPOMKHOIO
Tabnetok y npoAyKTy abo rotToBOro Nikapcbkoro 3acoby, AinbHULI
6nictepi; no 8 [ONA NPOBeAEeHHs NakyBaHHS, BUPOOHUKA,
6nictepiB y BiANOBIAA/ILHOrO 3a BUMNYCK CEPiii, MicLie NPOBeAEHHS
KapTOHHI nayi KOHTPOIO cepii) abo nocTavasibHMKa BUXIGHOTO
mMaTtepiany, peareHTy abo fOMOMDKHOI pe4OBUHMN
(AKLLO 3a3HaYeHo Yy Aocbe)/ BunyyeHHs BUpoGHMKa
BiANoBiAa/IbHOrO 3a BUPOGHULITBO HEpo3dhacoBaHOT
npoayKuii, NepByHHa Ta BTOPMHHA yrnakoBka: AT
"Codcpapma"” (6yn. "23 LUnnueHcbKnii NiXoTHWI NoskK",
110, KazaHnwuk, 6100, Bonrapist) / Sopharma AD (110,
23rd Pehoten Shipchenski Polk Blvd., Kazanlak, 6100,
Bulgaria). 3annwaeTbcs anbTepHaTUBHNI BUPOOHNK,
KOTpUiA BUKOHYE Taki cami COyHKLi, SiK | BUTyuyeHuin: AT
"Codhapma” (Byn. lnieHcbke woce, 16, Codist, 1220,
Bonrapis). 3MiHM BHeceHO y n. 11. HAMEHYBAHHSA
| MICLLESHAXO>KEHHA BUPOBHWKA TA/ABO
3AABHMVKA TekcTy MapKyBaHHA BTOPUHHOT YNaKoBKU
NiKapCbKoro 3acoby y 3B'A3Ky 3 BUTYYEHHAM
BMPOBHUYOT AiNbHULI, BigNOBIAaIbHOT 32 BUPOOHULTBO
Hepo3acoBaHOi NPOAYKLii, NEPBUHHY Ta BTOPUHHY
YMaKoBKy.
98. | KENBEP® rpaHynu ans AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/18685/01/01
CALWIE Opa/IbHOTO "dbapmak” TMny - 3MiHKU 3 AKOCTI. FOTOBUIA NliKapPCbKUiA 3aci6. peyenmom

pPO34mHy, no 25 mr
no 2,5 ry cauwe,
no 10, 20 a6o 30
calle y nauui

CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM FOTOBOrO NiKapCbKOro 3acoby

(BUYYEHHS HE3HAYHOrO NOoKa3HMKa (Hanpuknag,
3acTapifioro nokasHuka)) — OHOBMEHHs po3ainy 3.2.P.7
Cuctema KoHTelHep/ 3aKynoproBasibHUiA 3aci6, a
came: BUNy4YeHHs 3 cneumaikaLii Ha hosibronneHy
(chonbru antomiHieBoi namiHoBaHOT Nanepom Ta
nosieTuneHom) n. «Matepian», «CTilkiCTb
NOBEPXHEBOTO Liapy doNbronsaeHy 0 BUCOKOI
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

99.

KEPABOPT

Temneparypu (TemnepartypHuii TecT)» Ta
«CketoBaHHs». 3MiHW | TUny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AONYyCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOrO /liKkapCbKOro 3acoby
(iHLWi 3MiHW) — OHOBNEHHS po3ainy 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynoproBasibHUiA 3acib, a came:
BHECEHHS 3MiH Yy cneuudikauito Ha honbronneHy
(dbonbra antomiHieBa namiHoBaHa nanepom Ta
nonietuneHom) 3a n. «WinbHicTb dhonbronneHys.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3akynoptoBanbHUii 3aci6.
3MiHa nocTayasibHKKa NakyBasibHUX MaTtepianis abo
KOMMNNEKTYIOUMX (SIKLLLO 3a3HAYEHO B ,0CLE) (3aMiHa
abo gofgasBaHHA nocTavyasibHUKa) — BHECEHHS
a/IbTEPHATUBHOIO BUPOOHYVKA NEPBUHHOIO NaKyBaHHHS
(cawe) chonbronneHy (honbru antoMiHieBol
namiHoBaHOi nanepom Ta nosietuneHom) — dinii
«BiHnak» TOB «CTOMUYHWIA MIUH», YkpaiHa.
3aTtBepmxeHo: MTC Polska Sp.Z.0.0.,Monbwa TOB
AnTpelig, Ykpaina MM Jaxap, Ykpaina
3anponoHoBaHo: MTC Polska Sp.Z.0.0.,Monbwa TOB
Antpeiig, Ykpaina MM JaHap, YkpaiHa ®inis «BiHnak»
TOB «CTONNYHUI MMH», YKpaiHa

Kpem 5 % no 250
MF Kpemy B catue;
no 12 a6o 24
calle y KapTOHHIiA
Kopo6Li

Fnenmapk

dPapmacb

loTUKan3
nro.

IHAjA

rneHmapk
dapmacbioThKan3
nra.

IHAja

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn go
y3araJ/ibHeHVX AaHunx Npo cuctemy hapmakoHarnsgy
(BBEAEHHA y3araslbHEHUX AaHuX Npo cucTemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobum,
BiANOBIAA/IbHOI 3a 34iliCHEeHHA hapmakoHarnsgy;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3asiBHuKa A1
3[jiCHEeHHs hapmakoHarnagy B YKpaiHi, AKLo BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (Bknoyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBAaXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHarnag. fitova pegakuisa: AHiaHewsap ApiyH
Canan / Dr. Dnyaneshwar Sanap. MNponoHoBaHa
pepakuisi: MoHTep MapTteHmaiiep / Dr. med. Gunter
Gartenmaier. 3MiHa KOHTAKTHUX AaHWX
YNOBHOB&XEHOT 0c06M, BiANOBigaIbHOI 3a

3a
peyenmom

UA/13581/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
dhapmakoHarnsg.
100. | KETOPOJ TabneTtku, Wo O-p IHAjA O-p Peppi'c IHAja BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/18105/01/01
EKCINPEC ONCnepryTbes B Pepgi'c Na6opaTtopic TMNy - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
pOTOBIiA Na6oparto Niviten KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa 'y
MOPOXHWHI, No 10 pic MeToAax BUNPOGyBaHHSA rOTOBOrO /liKapCbKoro 3acoby
mr, no 10 Nimitep (oHOBMEHHSA npouenypu BUNpobyBaHHA ANs
TabneTok y

6nictepi; no 1 abo
10 6nicTepiB B
Kopoo6ui

npuBeAeHHs Yy BiANOBIAHICTb 3i 3MIHEHOO 3araibHO
ctarTeto A®Y abo €Bponeiicbkoi hapmakoner)
CynyTHS 3MiHa - 3MiHM 3 SIKOCTi. OTOBWIA SliKapCbKuii
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikaliii Ta/abo AONYyCTUMMX MEX
roTOBOrO NikapCbKoro 3acoby (iHLWi 3mMiHM) He3HauHi
3MiHM y creumdikaLii Ta MeTogax KOHTPOsIo 3a
nokasH1KoM "Po3nafaHHs", a came akTyasisauis
iHbopmaLii y 3B'A3Ky 3 MpUBEAEHHSIM Y BiANOBIAHICTb
[0 oHoBNeHoi MoHorpadii Eur. Ph. "Disintegration test
for tablets and capsules”. 3miHu cTocylOTbCA
Temneparypu NpoBefeHHs BUNpobyBaHHS.
3arBepaxeHo: MeToan KOHTposo Po3nagaHHa TecT
NpoBOAATb BIANOBIAHO A0 BMMOT €Bp. ®. 2.9.1 npu 25
°C. Cneuundpikauis PosnagaHHsa (npy Temnepartypi 25
°C)**: Bci LWicTb Tab1eTOK NOBMHHI po3nagaTncs
BMpoAoBX 3 XBWIVH. .11 MKA €p.®.*2.9.1.
3anponoHoBaHo: MeToau KOHTposlo Po3nagaHHA TecT
npoBoAATb BiAMoBigHO A0 BuMor €sp. @. 2.9.1 npu 37
+2 °C.

Cneuudpikanis PosnagaHHa**: Bei wicTb TabneTok
MOBMWHHI po3nagaTncs BNpogoBxX 3 xBuauH. M.11 MKA
€8p.®.*2.9.1.
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA NiKapCbKUi
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa
y MeTogax BunpobyBaHHA roOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHK) He3HayHa 3MiHa 3a NOKa3HUKOM
«3a/INLLKOBI PO3YMHHMKM» MeTOAOoM X, a came
NpvBeLEeHHs y BiANOBIAHICTb A0 aKTyaslbHUX
opuvriHafIbHNX MEeTO/IB aHasi3y BUPOOHMKa
NiKapcbKoro 3acoby TabNMNYHNX AaHUX YNCIOBUX
3HayeHb LOD (mexa BusaBneHHs) 1a LOQ (mexa
KiNbKICHOTrO BM3HAYeHHSA) CNUPTY i30MponisioBOro.
3arBepmkeHo: CnupT izonponinosuii N'yctuHa (r/mr):
0,785; LOD (vkr/Tabnetka): 6,1; LOQ (mkr/Tabnetka):
20. 3anponoHoBaHo: CnmpT i3onponinosuii MN'ycTuHa
(r/mr): 0,785
LOD KoHLeHTpaujs B: ppm — 6; (Mkr/Tabnetka) — 0,4;
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
LOQ koHueHTpauig B: ppm — 20; (Mkr/Tabnetka) — 1,4.
101. | KNCEHb ras, y 6anoHax MpAT Ykpaina NOBHUIA LMK YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/3603/01/01
MEAVNYHNI o6'emomno 1 n, 2 “XapKiBCbk BUpPOGHMLUTBA ANs MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peyenmom
rA30onoAiBHN | n,3n,5n,6n,8 ni YyNakoBKW y thapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHI Y TEKCT
n n, 10 n, 20 n, 40 aBTOreHHU 6asnoHu, rpynu MapKyBaHHS! yakoBKM NikapcbKoro 3acoby y n. 4.
n, 50 n; y rpynax i 3aBog” 6anoHis, NIKAPCbKA ®OPMA TA KIJTIbKICTb OANH/LUb B
6as10HiB 06'eMoM Meranaku Ta 3 YNAKOBLI| w080 yTO4UHEHHS 06'€MYy HANOBHEHHS
480 n (40 n x 12), rasudikatopis 6asoHiB.
600 n (50 n x 12), KpioreHHux: MpAT
640 n (40 n x 16), “XapkiBCbKuit
720 n (40 n x 18), aBTOrEHHWI
800 n (50 n x 16), 3aBoj”, YkpaiHa;
800 n (40 n x 20), NOBHWI LMK
840 n (40 n x 21), BMPOGHMLITBA 3
1050 n (50 n x rasudikaTopis
21); y meranakax KpiOreHHUX:
C4 (4 x 150 n), C6 [ovipHe
(6 x 150 n); 3 nigNPUEMCTBO
rasunduikatopis «Meccep
KpioreHHUX YKpaiHa», YKpaiHa
102. | KNOAUNDEH renb, 10 mr/r; no TOB YkpaiHa K.O. C/1ABIA PymyHis BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3MiHu Il 6e3 UA/10810/02/01
45 1B TY6i; no 1 «YOPN[, OAPM C.P.J1. MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peyenma
Ty6i y KapTOHHiIl MEAOMUN thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
Kopoo6Li H» 3060B'A3aHb Ta YMOB BuAavi peectpauiiiHoro

NOCBiAYEeHHs, BKoYatouy MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHSA 3MiH(M), siki(a) BUMaratoTb(€)
noAasbLIOro 06rpyHTYBaHHSA HOBUMU [OAATKOBUM
JaHuMu, Lo MatoTb HaAaBaTUCA KOMNETEHTHUM
opraHoMm, OCKiflbkvi BUMaraeTbCs CyTTEBA OLiHKa
KOMMNETEHTHVUM OpraHoM) - 3asBHUKOM HafaHo
OHOB/EHWI MnaH ynpaBniHHA pru3nkamu Bepcis 2.0.
3MiHM BHECEeHO [0 YacTuH: | «3aranbHa iHhopmauis»
Il «Crneumndikauis 3 6e3nekn» V «3axoam 3 MiHiMiaLii
pusukiB» VI «Pe3stome nnaHy ynpaBiHHA pU3nkammn»
VIl «dopaTkn» (noaatkv 1-8) y 3B’3Ky 3 BULAIEHHAM
BaX/MBUX iAEHTUIKOBAHUX PUSUKIB, BEXKIMBUX
MOTEHLAHNX PU3NKIB, & TaKOX BUAANEHHS BifCYTHLOI
iHdbopmauii BignosigHo o HaRP Assessment Report
for diclofenac, a Takox y 3B'A3Ky i3 3mMiHOIO chopmaTty
BiAnoBiaHO o 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).
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

Pestome MnaHy ynpaBniHHA pu3nkamu Bepcis 2.0
JofaeTbes

103.

KNOAN®DEH

renb, 50 mr/r; no
45 ry Tybax; no 1
Ty6i y KapTOHHiIl
Kopo6Li

TOB
«YOPN[,
MEANLUN

H»

YKpaiHa

K.O. C/1ABIA
®APM C.P.J1.

PymyHis

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu |
T1ny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
3000B'A13aHb Ta YMOB BUJadi peecTpauiiHoro

nocBigYeHHs, Bkovaoum MNnax ynpasaiHHA pyu3nkamm

(3acToCcyBaHHS TEKCTY, KW NOrOMKEHNI 3
KOMNETEHTHUM OpraHom) 3MiHV He PeKOMEHYI0TbCS
[0 3aTBEPKEHHS Y 3B'A3KY i3 HEBIAMOBIAHICTIO
3asB/1I€HOro TVNy 3MiH BUMoram ropsaaky npoBeAeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha nikapcbki
3acobu, L0 NoAaloTbCA Ha flepXaBHy peectpaLiiio
(nepepeecTpadito), a TakoX ekcrnepTu3n marepianis
NpO BHECEHHS 3MiH [0 peecTpauiliHix maTepianis
NPOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepxeHoro Hakasom MO3 Big 26.08.2005 Ne 426
(31 3MiHamn). 3miHn Il TUNY - 3MiHW WOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'13aHb Ta yMOB
BMAAYi peecTpailiHoro NocBiAYEHHS, BKIOUYAKUN
MnaH ynpaBniHHA py3vkamu (3acTocyBaHHS 3MiH(1),
sKi(a) BUMararoTb(€) NoA4asbLIOr0 06I'pPyHTYBaHHS

HOBUMM [OAATKOBMM AaHUMK, L0 MatoTb HaJaBaTucs

KOMMETEHTHMM OpraHoM, OCKiflbKM BUMaraeTbCcs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom). 3asiBHKOM
Ha/iaHo OHOB/IeHWIA MnaH ynpaeniHHA pU3nkamm
Bepcis 2.0 3mMiHM BHeCeHo [0 YacTuH: | «3aranbHa
iHchbopmavisx» 1l «Cneyndikauisi 3 6esnekn» V «3axoam

3 MiHimMi3ayii pu3ukie» VI «Pe3tome nnaHy ynpasniHHA

pusukamu» VIl «Jogatkn» (gogatkm 1-8) y 38’'A3ky 3
BUAANEHHAM BaXK/IMBUX iAEHTUIKOBAHUX PU3NKIB,
BaXK/IMBMX NOTEHLIHUX PU3NKIB, & TAKOX BUAASIEHHSA
BiACYTHbOI iHchopma,i BignosigHo go HaRP

Assessment Report for diclofenac, a Takox y 3B'A3ky i3

3MiHOI chopmaTy BiANOBIAHO A0 BUMoOr 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). Pe3stome

MNnaHy ynpasniHHA pusmkamm Bepcis 2.0 goaaeTbes.

6e3
peuyenma

UA/13861/01/01

104.

KOMBIrPUM
XOT CIN®

NOPOLLIOK ANsi
opasibHOro
PO3UKHy 3

OPTAHO
CUH
NAAGCA

OAE

EBepTomxeH
Naiicp CaeHcus
NimiTeq

IHais

BHECEHHSA 3MiH 10 peecTpavliiiHux maTtepianis: 3MiHu |
MRy - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHM) 3MiHM BHECEHO B

6e3
peyenma

nionsieae

UA/11503/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

JIMMOHHUM E€HCU3 IHCTPYKLUitO 47151 MEeANYHOTO 3aCTOCYBaHHS JliKapCbKOro
cMakom mo 5r (E® 3ET 1) 3aco6y Ao po3giny "MNo6iyHi peakuii” LWoAo 3BiTyBaHHS
NopoLLKY B calle, npo No6iyHi peakuii. BBeAEHHS 3MiH NPOTAroM 6-Tu
no 10 cawe B MiCALIB MiCNA 3aTBEPLKEHHS
KapPTOHHI KOpooLy

105. | KOMBIrPUMN NOpPOLLOK AN1A OPIAHO OAE EBepTomxeH IHais BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 6e3 nionsicae UA/11504/01/01

XOT CIN® opasibHOro CVH Naiicp CaeHcus MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenma

PO34uMHy 3 NAN®CA NimiTen thapmakoHarnagy (iHwi 3MiHu) 3MiHW BHECEHO B
Ma/IMHOBUM E€HCU3 IHCTPYKLitO A5 MeANYHOTr0 3aCTOCYBaHHS JliKapCbKOro
CMakoM no 5r (E® 3ET 1) 3acoby A0 po3giny "MobiyHi peakuii” Wo[0 3BITyBaHHSA
NOpOLLKY B calle, npo no6ivHi peakLii. BBeAeHHSA 3MiH NpoTArom 6-Tu
no 10 cawe B MicsILiB Micns 3aTBepIKEHHS
KapTOHHI/ KopoobLi

106. | KOMBIUMATPOH | nopoLiok ans AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/19918/01/01
OpasILHOro "®papmak” TUNy - 3MiHW 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. peuyenma

po3umnHy no 13,60
r B cawe; no 10
calle y nayuj

Cunctema KoHTeliHep/3aKynoproBasibHUiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM FOTOBOrO MiKapCbKoro 3acoby

(BUTyYEHHS HE3HAYHOrO NoKasHuka (Hanpuknag,
3acTapifioro NokasHuka)) OHOBJIEHHA po3giny 3.2.P.7
CurcTeMa KoHTelHep/ 3aKynoptoBasibHWiA 3aci6, a
came: BUyYeHHs 3 cneumadikauii Ha hosibronaeHy
(thonbru antomiHieBoi 1amiHOBaHOT nNanepom Ta
nonietuneHom) n. «Matepian», «IpagiuHe
0(POPM/IEHHS, MPABU/IBHICTb HAHECEHHS TEKCTY»,
«Po3Mipu pynoHa», «LlupuHa conbronneHy»,
«BU3HAYEHHA HAAINHOCTI HAHECEHHS APYyKapCbKUX
thapb Ta 3axXMCHOro naky Ha thonbronsieH (agresis
chnekcorpaddCbKoro Apyky)», «CTilKiCTb NOBEPXHEBOTO
Lwapy onbronaeHy A0 BUCOKOT TeMnepatypu
(TemnepatypHuii TeCT)», «CKNeBaHHs». 3MiHW | Tuny
- 3MiHK 3 sKOCTi. F0TOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHUii 3aci6. 3MiHa
napameTpiB cneundikayiii Ta/abo 4oNyCTUMUX MEX
NepBUHHOT YNaKoBKM FOTOBOrO NiKapCbKoro 3acoby
(iHwWi 3MiHW) oHOBNEHHA po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3aKynoploBasibHWiA 3acib, a came:
BHECEeHHS 3MiH A0 crneundikauii Ha dponbronneHy
(chonbru antomiHieBoi namiHoBaHOT Nanepom Ta
nonieTuneHom) 3a n. «LlLinbHicTb honbronneHy».
3MmiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBMIA NiKApPCbKUi
3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUii 3aci6.
3MiHa nocTavasibHMKa NakyBaslbHUX MaTepianis abo

KOMMNEKTYHUMX (KLU0 3a3HA4YEHO B A0CLE) (3aMiHa
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Ha3ssa

3asaBHUK

dopma sunycky KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
abo gofaBaHHS nocTavyasibHUKa) BHECEHHS
a/lbTEPHATUBHOIO NocTavasibHUKa ghobLronseHy
(chonbru antomiHieBoi 1amiHoBaHOT Nanepom Ta
nonietuneHom) — dinii «BiHnak» TOB «CTonnyHmi
MAuH», YKpaiHa. 3aTBepmkeHo: MTC Polska
Sp.Z.0.0., Monblwa TOB AnTpeiia, Ykpaida MM daHap,
Ykpaina 3anponoHoBaHo: MTC Polska Sp.Z.0.0.,
Monbwa
TOB Antpeiig, Ykpaina MM JaHap, YkpaiHa dinis
«BiHnak» TOB «CTONUYHWIA MAUH», YKpaiHa
107. | KOHTPUBEH pPO34MH ans TOB "®3 Ykpaina TOB "$3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/10355/01/01
iH'ekyiii, 10 000 "BIODAP "BIO®APMA" TMNYy - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
KIO/mn; no 1 mn B MA" KOHTPO/Ib AONOMIKHMX PEYOBUH. 3MiHA y MeToAax
amnyni; no 5 BMNPOOYBaHHA [OMNOMDKHOI PEYOBUHM (iHLUI 3MiHU Y
amnyn y 6nictepi; MeTofax BUNpobyBaHHA (BK/IOUaUuM 3amMiHy abo
no 2 6nictepu y [oaaBaHHs)) 3MiHa METOAVKM NPOBEAEHHS
nadui 3 KapToOHY; TecTyBaHHS 3a n. MikpobiosioriyHa umctoTa cybcTaHuii
no 5 mn B amnyni; HaTpito xnopuga 3 metogy "rMMenHHOro BMUCiBaHHA" Ha
no 5 amnyny MeToZ "MeMbpaHHoi dinbTpavi.
6nictepi; no 1
6nictepy B nauui 3
KapToHy
108. | KCANKOPI Kancynu no 250 Mdpaiizep CWA Mdpaiizep HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/14081/01/02
mr; no 10 kancyny | Ei4.Ci.Mi. MeHtodekuypuHr TMny - 3MiHu WwoaAo 6e3nekn/etpekTUBHOCTI Ta peyenmom
6nictepi; no 1 abo Kopnopei Loiiuneng M6 X thapmakoHarnsigy. BeegeHHs abo 3amiHn go
no 6 6nictepis y LUH y3araslbHeHUX JaHux npo cuctemy hapmakoHarnsagy
KapTOHHil (BBEAEHHA y3araslbHEHUX AaHuX Npo cucTemy
Kopobui; no 10 hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0cobwm,
Kancyn y 6nicrepi; BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
no 1 aéo no 6 KOHTaKTHOT 0C06U 3 chapmakoHarnsay 3asBHUKa 415
6nictepiB y 34iicHeHHs hapmakoHarisagy B YKpaiHi, SKL0 BOHA
KapTOHHIA Kopoo6Li BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3fiiicHeHHs hapmakoHarnsgy (Bkiovaoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKa, BIANOBIAA/ILHOT 32
3AiiCHEHHS1 chapMakoHarnsay B YKpaiHi.
109. | KCANKOPI Kancynu no 200 Mdpaiizep CWA Mdpaiizep HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/14081/01/01
mr; no 10 kancyny | Ei4.Ci.Mi. MeHtodekuypuHr TIny - 3MiHu Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom
6nictepi; no 1 abo Kopnopeii Honuneng MoX thapmakoHarnsgy. BeegeHHs abo 3miHu o
no 6 6nictepis y LIH

KapTOHHii
Kopo6ui; no 10
Kancyn y énictepi;

y3arasibHeHUX JaHunx npo cuctemy dapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHNX AaHWX NPO CUCTEMY
chapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iicCHEHHA dapmakoHarnsay;
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
no 1 a6o no 6 KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHVKa AN1s
6nictepiB y 3[jiCHEeHHs hapmakoHaragy B YKpaiHi, SKLo BoHa
KapTOHHIA KOpooLi BigMiHHa BiJ, yNOBHOBaXEHOI 0c0o6u, BignosiganbHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bkioyaryn
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CcOobu 3asiBHMKA, BIAMNOBIAA/ILHOT 32
3Ai/icHEeHHs1 chapMakoHarnsay B YKpaiHi.
110. | KCANKOPI Kancynu no 200 Mdpaiizep CWA Mdpaiizep HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiitHux MmaTepianis: 3a UA/14081/01/01
mr; no 10 kancyny | Eiu.Ci.Mi. MeHtodekuypuHr YTOUHEHHS! peecTpauiiiHoi npoueaypy B Hakasi MO3 peyenmom
6nictepi; no 1 abo Kopnopeii Lonuneng MmoX Ykpaitu Ne 1056 Big 17.06.2024 - 3miHu | Tuny -
no 6 6nictepis y LUH AAMiHICTpaTVBHI 3MiHW. 3MiHa kogy ATX - 3MiHK

KapTOHHIi
Kopo6ui; no 10
Kancyn y énictepi;
no 1 a6o no 6
6nictepiB y
KapTOHHIA KopooLi

BHECEHO A0 IHCTPYKLi 415 MeAUYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby A0 po3ainy
"®apmakoTepanesTuyHa rpyna. Kog ATX." BignosigHoO
[0 MbkHapogaHoro knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/): 3atBepaeHo
— "AHTMHeONNacTU4Hi 3acobu. IHribiTopn
npoTeiHkiHasun. Kog ATX L01X E16.", 3anponoHoBaHO
— "AHTMHeONNacTUYHi 3acobu. IHriGiTopn
npoteiHkiHasn. Kog ATX LO1E DO1." BBeAeHHS 3MiH
npoTArom 9-Tu MiCALIB NicAsa 3aTBEPMKEHHS. 3MiHu ||
TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
chapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
nokasaHHsX (40AaBaHHA HOBOro TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBEpXEHOMY NoKasaHHi) - Y
3B'A3KY 3 PO3LUMPEHHSAM MOKa3aHb [0 3aCTOCYBaHHS
N3y negiatpuuHin nonynauii (Bikom Big ?6 Ao <18
POKiB), BHOCATbCA 3MiHV Wwogo A®Il ta M3 go
HacTynHux po3ginis 3.2.S.3.2 Impurities, 3.2.S.4.5
Justification of Specification, 3.2.P.5.5
Characterization of Impurities, 3.2.P.5.6 Justification of
Specifications. 3miHM BHeceHO A0 IHCTpyKLii ans
MEeAMYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby Ao
po3ainy "Moka3aHHA" fofaBaHHSA HOBOro
TepaneBTUYHOrO NoKa3aHHA [0 3aTBEPKEHOrO, a
came: - nikyBaHHs aitel (Big ? 6 Ao < 18 pokis) 3
peunavBHOO abo pehpakTepHO CUCTEMHOIO
aHan1acTMYHOI BESTIMKOKNITUHHO NIMYOMOI0
(ABKJT), no3vTBHOK A0 KiHa3W aHannacTU4HoI
nimcoomu (ALK); - nikyBaHHS giTeli (Big ? 6 go < 18
POKiB) 3 peunanBHO abo pedppaKkTepHO0
HeonepabenbHO 3anasibHOK MiodibpobacTUYHO
nyxanHoto (3MIM), NO3UTUBHOK A0 KiHa3n
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

aHannactuyHoi nimcomm (ALK). Ak Hacnigok,
YTOYHEHHS Ta JOMOBHEHHS iHchopMaLii B po3ginax
"apmakosoriyHi BnactusocTi’, "OcobnBoCTi
3acTocyBaHHs ", "Cnocib 3acTocyBaHHA Ta fo3u",
"AiTn", "Mo6iuHi peakyii”. B mexax npoueaypun HagaHo
OHOBJ/IEHMIA MNaH ynpaBniHHA pusnkamu, Bepcis 9.0.
BBefeHHs1 3MiH NpoTArom 9-Tm MicAuiB micns
3aTBep/MxeHHs. 3miHn Il Tuny - 3milu Wwoao
6e3nekun/edheKTUBHOCTI Ta hapMakoHarnsagy. [Hwi
3MiHW, SKi HE BBIMLLAW Y Liei po34in, SKi BKNoYaTb
nofaHHA pe3ynbTarTiB AOCAiMKEHb O KOMNETEHTHOTO
opraHy - 3asiBHUKOM HafaHO OHOB/EHY Bepcito MnaHy
ynpasniHHa pusmkamu (7.5) BignoBsigHo Ao
pe3ynbTaTiB KiHLeBoro gocnimxkeHHs PASS cat 3 study
A8081062 111010 ONNCOBOr0 AOC/IKEHHS MOTEHLiAHOT
3arposu 30py Ta Cepinio3Hoi BTpaTh 30py nicns BNAMBY
KPU30TUWHIBY, Ha migcTasi KiHIYHOro ornsay,
NiATBEPAKEHHSA 3aTBEPAKEHHS 3MiH B KpaiHi
3a9BHNKa/BMPOOHMKA. 3MIHU BHECEHO A0 YacTuH: Il
«Cneundpikauis 3 6e3nekm», I «MnaH 3
hapmakoHarnagy», VIl «Joaatkus.

111.

KCANKOPI

Kancynu no 250
Mmr; no 10 kancyny
6nictepi; no 1 a6o
no 6 6nictepis y
KapTOHHIi
Kopo6ui; no 10
Kancyny énictepi;
no 1 a6o no 6
6nictepiB y
KapTOHHI Kopoo6Li

Mdpaiizep

Eiu.Ci.Mi.

Kopnopeii
LUH

CLUA

Mdpaiizep
MeHtohekuypuHr
Loiunena MmexX

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
YTOYHEHHS! peecTpauiiiHoi npoLeaypy B Hakasi MO3
Ykpainn Ne 1056 Big 17.06.2024 - 3miHu | Tvny -
AAMiHICTpaTuBHI 3MiHW. 3MiHa kogy ATX - 3MiHK
BHECEHO [0 iHCTPYKLT N5 MeANYHOro 3aCTOCyBaHHS
nNiKapcbkoro 3acoby A0 po3ainy
"®apmakoTepanesTuyHa rpyna. Kog ATX." BignosigHo
[0 MixXHapogHoro knacudikaropa BOO3
(http://www.whocc.no/atc_ddd_index/): 3aTBepaXeHo
— "AHTMHeoNnNacTUYHI 3acobu. IHribiTopn
npoteiHkiHasn. Kog ATX LO1X E16.", 3anponoHoBaHO
— "AHTMHeONNacTU4Hi 3acobu. IHribiTopn
npoteiHkiHasun. Kog ATX LO1E DO1." BBefeHHS 3MiH
NPOTArom 9-Tu MiCALIB Nicns 3aTBepaXeHHs. 3MiHu |l
MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
thapmakoHarnsgy. 3MiHu y TepaneBTUYHNX
nokasaHHsAX (fofaBaHHs HOBOTO TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBeppKEHOMY NoKasaHHi) - Y
3B'A3KY 3 PO3LUMPEHHSAM NoKa3aHb A0 3aCTOCYBaHHS
N3y negiatpuuHiin nonynauii (Bikom Big ?6 0o <18
POKiB), BHOCATbCA 3MiHM Wwono A®l ta M3 go
HacTynHux posginis 3.2.S.3.2 Impurities, 3.2.S.4.5
Justification of Specification, 3.2.P.5.5

3a
peuyernnmom

UA/14081/01/02
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

Characterization of Impurities, 3.2.P.5.6 Justification of
Specifications. 3miHu BHeceHo A0 IHCTpyKuii Ans
MeAMYHOro 3acTOCYBaHHSA NikapCcbKoro 3acoby [0

po3giny "MokasaHHs" AoAaBaHHA HOBOrO
TepaneBTUYHOTO NoKa3aHHA [0 3aTBEPPKEHOrO, a
came: - nikyBaHHA Aiteli (Big ? 6 fo < 18 pokiB) 3
peumanBHOK abo pedhpakTepPHOK CUCTEMHO
aHan1acTUYHOK BE/TMKOK/TITVHHOW NMiMOMOL0
(ABKJ1), NO3UTMBHOIO [0 KiHa3u1 aHannacTUYHoI
nimcoomu (ALK); - nikysaHHA giteli (Big ? 6 go < 18
pOKiB) 3 peunanBHO abo pedpakTepHOo
HeonepabesibHO 3anasibHO Miogi6PO6/1ACTUYHOID
nyxnnMHow (3MIT), NO3UTUBHO A0 KiHa3n
aHansacTuyHoi nimcomu (ALK). Ak Hacnigok,
YTOUYHEHHS Ta AOMOBHEHHS iHGhopMaLiT B po3ainax
"dapmakosioriyHi BnactusocTi’, "OcobamBoCTi
3acTocyBaHHs ", "Cnocib 3acTocyBaHHs Ta fo3un",

"Aitn", "Mo6ivHi peakuii". B mexax npoueaypu HafaHo

OHOB/IEHWIA [MNnaH ynpasniHHA pusmnkamu, sepcis 9.0.
BBefeHHs 3MiH NpoTArom 9-Tm MicAuiB micns
3aTBEpPKEHHS. 3MiHu Il TUny - 3MiHK Woao

6e3nekn/edpekTnBHOCTI Ta chapmakoHarnagy. IHuwi
3MiHW, SKi HE BBIMLLAW Y Liei po34in, SKi BKIoYaTb
nofaHHa pe3ynbTartiB AOCNiMKeHb 1O KOMNETEHTHOrO
oprany - 3asBHVKOM HaZaHo OHOB/EHY Bepcito Mnany
ynpasniHHA pusnkamu (7.5) BignoBigHo [0
pesynbTaTiB KiHLeBoro gocnimkeHHs PASS cat 3 study
A8081062 14040 ONNCOBOTO AOC/IIKEHHS MOTEHLiNHOT
3arposu 3opy Ta Cepiio3Hoi BTpaTu 30py Nic/1s BNAUBY
KPW30TUHIBY, Ha NiagcTasi KIiHIYHOro ornsaay,
NiATBEPMKEHHS 3aTBEPAKEHHS 3MiH B KpaiHi
3asBHNKa/BMPOGHMKA. 3MiHU BHECEHO A0 YacTuH: |l
«Cneuudikauis 3 6esnekm», lll «MnaH 3
dhapmakoHarnsay», VIl «doaaTku».

112.

KCAPENTO®

TabneTku, BKPUTI
NAiBKOBOO
060/10HKO0, Mo 10
mr; Ne 5 (5x1): no
5 TabneTok y
6nictepi; no 1
6nictepy y
KapTOHHI nauui;
Ne 10 (10x1), Ne
100 (10x10): no 10

Baiiep Al

HimeyunH
a

Baiiep Al

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHMx MmaTepiasiB: 3MiHu |
MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
hapmakoHarnsgy. 3miHa 4acToTv Ta/abo TepMiHiB
nofAaHHA perynsapHoO OHOB/IIOBaHMUX 3BITIB 3 6e3nekn
nikapcbknx 3acobiB. 3MiHa 4acToTu Ta AaTu NOLAHHS
perynsipHo OHOBJ/IOBAHOrO 3BIiTY 3 6e3nekn
[itova pepakuis: Yactota nofaHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neku 6 micauis Jata
nofaHHs - 24.11.2018 p.

MponoHoBaHa pefakuis: Yactora nogaHHs perynspHo

3a
peyenmom

UA/9201/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
TabneTtoky OHOB/IHOBAHOrO 3BITY 3 6e3nekn 2 poku lata nogaHHs -
6nictepi; no 1 abo 14.12.2024 p.
no 10 6nicTepis y PekomeHf0BaHO 10 3aTBEPIKEHHS BIANOBIAHO A0
KapTOHHIM nayu; nepiogMYHOCTI MOAaHHSA PErynsipHO OHOBJIOBaHMX
Nel4 (14x1): no 14 3BITiB 3 6e3nekn fikapcbkmx 3acobiB y €EC
Tabnetok y
6nictepi; no 1
6nictepy y
KapTOHHIM nayui
113. | KCAPENTO® TabneTku, BKPUTI Baiep Al HimeuunH Baiiep Al HimeuunHa BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis: 3MiHu | 3a UA/9201/01/02
NNiBKOBOIO a TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKO10, Mo 15 hapmakoHarnagy. 3miHa 4actoTu Ta/abo TepMIHIB
mr, Ne 14 (14x1); NoAaHHsA perynsipHO OHOBJIIOBAHWX 3BITiB 3 6e3nekn
Ne 42 (14x3): no nikapcbKkux 3acobiB. 3MiHa 4acToTu Ta AaTh NoAaHHSA
14 TabneTok y perynsipHoO OHOB/IKOBAHOTO 3BITY 3 6e3nekn
6nictepi, no 1, [itoua pepakuis: Yactota nogaHHs perynspHo
abo no 3 6nictepun OHOB/IHOBAHOTO 3BITY 3 6e3nekn 6 micAuiB JaTa
B KapTOHHII nauyi nofaHHs - 24.11.2018 p.
MponoHoBaHa pegakuis: Yactota nogaHHsA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn 2 poku [lata nogaHHS -
14.12.2024 p.
PekomeHpoBaHO [0 3aTBEPAXXEHHS BiANOBIAHO A0
nepioAnNYHOCTI NOAaHHA PErynspPHO OHOB/TIOBAHNX
3BiTIB 3 6e3neku sikapcbknx 3acobis y €C
114. | KCAPENTO® TabneTkn, BKpUTI Baviep Al HimeuumnH Baiiep Al HimeuunHa BHECEHHS 3MiH 40 pPeecTpauliiHNX MaTepiasiB: 3MiHu | 3a UA/9201/01/03
NNiBKOBOIO a TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKOI0, N0 20 hapmakoHarnsgy. 3mMiHa 4yacToTu Ta/abo TepMiHiB
mr, Ne 28 (14x2); NnoJaHHs perynsipHO OHOB/IOBaHMX 3BITIB 3 6e3nekn
Ne 100 (10x10): no nikapcbKkunx 3acobiB. 3MiHa 4acToTu Ta AaTh NoAaHHs
10, a6o no 14 perynsipHo OHOB/IIOBAHOrO 3BiTYy 3 6e3neku
TabneTtok y [itova pepakuis: Yactota nofaHHa perynspHo
6nictepi; no 2, OHOBJIHOBAHOTO 3BITY 3 6e3nekun 6 micsAuiB JaTa
abo 10 6nicTepis y nogaHHs - 24.11.2018 p.
KapTOHHI naui MponoHoBaHa pegakuis: Yactota nogaHHA perynisipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn 2 poku [lata nogaHHs -
14.12.2024 p.
PekomeHA0BaHO [0 3aTBEPLKEHHS BiANOBIAHO A0
nepioAnNYHOCTI NOAaHHA PErynsipHO OHOB/TIOBAHNX
3BITIB 3 6e3neku fikapcbknx 3acobis y €C
115. | KCAPENTO® TabneTku, BKPUTI Baiiep Al HimeuunH Baiiep Al HimeuunHa BHECEHHS 3MiH O peecTpaviiiHux maTepiasiB: 3miHu | 3a UA/9201/01/01
NNiBKOBOIO a TMNy - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta peyenmom

060/10HKO0, Mo 10
mr; Ne 5 (5x1): no
5 Tabnetok y

thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHVX AaHnxX Npo cuctemMy chapmakoHarnsgy
(BBEAEHHSA y3araJlbHEHUX AaHKX NPO cUCTEMY
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Ha3ssa

dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
6nictepi; no 1 thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobu,
6nictepy y BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KapTOHHI navui; KOHTaKTHOT 0C06U 3 hapmakoHarnsay 3asBHUKa /15
Ne 10 (10x1), Ne 3[jiCHEeHHs hapmakoHariagy B YKpaiHi, AKLO BoHa
100 (10x10): no 10 BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
Tabnetok y 3a 3gjlicHeHHs chapmakoHarnsgy (Bkioyaryn
6nictepi; no 1 abo KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
no 10 6nictepiB y thaiina cuctemun chapmakoHarnsgy) - 3miHa
KapTOHHI navui; YMNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
Nel4 (14x1): no 14 hapmakoHarnsg.
TabneTtok y [itoua pepakuis: Justin Daniels. MNponoHoBaHa
6nictepi; no 1 pegakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX AaHUX
6nictepy y YNOBHOB&XXEHOI 0CO6U 3aABHUKA, BiANOBiAa/IbHOI 3a
KapPTOHHIW nayuj hapMakoHarag,
116. | NTAKO3AM® TabneTkn, BKpUTI TOB YkpaiHa Brpo6H1uTBO, Ipeuis BHECEHHS 3MiH [0 peecTpaLjiitHux maTepiasnis: 3a UA/18538/01/01
NAiBKOBOO "ACIHO nepBuHHE Ta BUMNPaB/IEHHS TEXHIYHUX NOMMUOK 3riAHO N.2.4. peyenmom
060/10HKOI0, M0 50 | YKPAIHA" BTOPUHHE po3ainy VI Hakazy MO3 YkpaiHu Big, 26.08.2005p. Ne
Mmr; no 14 nakyBaHHs, 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p
TabneTtoky KOHTPONb Ta Ne 460), gonyLeHnx npu NoBeLeHHi npoueaypu
6nictepi; no 4 BUNYCK cepii peecTtpauii (PN NeUA/18538/01/01; PN
6nictepn y nikapcbKoro NeUA/18538/01/02 Haka3 MO3 YkpaiHu Big
KapTOHHIM nayi 3acoby: 26.01.2021 p. Ne134) ans pgosysaHb 50 mr Ta 100 mr B
xeHedhapm CA, MKA N3, B cneumdikavii Ha BUNycK Ta Ha TEPMIH
Mpeuis; KoHTponb npuUAATHOCTI B BUMOrax Ao p. «Onuc», ae NnoM1KoBO
cepii: 3a3HayeHo: «TabneTkn, BKPUTI M/1iIBKOK 060T0HKOK»
KioEiCiEc N14., 3aMicTb: «TabneTku, BKpUTi NIIBKOBOK 0O0IOHKO»,
Mpeuis L0 € peaKLiiHOI NOMWKO, AONYLLEHOHD Mij, Yac
nepeknagy
117. | NAKO3AM® TabneTku, BKPUTI TOB Ykpaina Brpo6HMLTBO, Ipeuis BHECEHHS 3MiH [10 peecTpaLiiiHnX 3a UA/18538/01/02
NNiBKOBOIO "ACIHO nepBuHHe Ta MaTepianis:BuUNpaBieHHSA TEXHIYHUX MOMWUSIOK 3rifHO peyenmom
060/10HKOH, MO YKPAIHA" BTOPUHHE n.2.4. po3giny VI Hakasy MO3 YkpaiHu Big
100 mr; no 14 nakyBaHHs, 26.08.2005p. Ne 426 (y pegaxkuii Hakaszy MO3 Ykpainu
TabneToky KOHTpONb Ta Bif 23.07.2015 p Ne 460), AonyLieHVUX Npy NOBEAEHHI
6nictepi; no 4 BUNYCK cepii npoueaypv peectpauii (PN NeUA/18538/01/01; PN
6nictepu y nikapcbKoro NeUA/18538/01/02 Haka3 MO3 Ykpainu Big
KapTOHHI nauui 3acoby: 26.01.2021 p. Ne134) ana pgosysaHb 50 mr Ta 100 Mr B
xeHedpapm CA, MKA N3, B cneymdikayii Ha BUNycK Ta Ha TEPMIH
peuis; KoHTponb npuMAATHOCTI B BUMOrax Ao p. «Onunc», ae noM1KoBo
cepii: 3a3HavyeHo: «TabneTku, BKPUTI N/1iIBKO 060I0HKO»
KioEWCiEc NTg,, 3aMiCTb: «Tab1eTKN, BKPUTI N1IBKOBOK 0GOTOHKOHD»,
Mpeuis L0 € pefaKLifiHOI NOMWKO, AOMNYLLEHOHO Mif Yac
nepeknagy
118. | NAKTUHET®- TabneTku, BKPUTI BAT YropuHa BAT "lepeoH YropwuHa BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu || 3a He UA/9036/01/01
PIXTEP NNiBKOBOIO "lefeoH PixTep" My - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI Ta peyenmom | nionsi2ae
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

060/10HKOI0, NO PixTep" thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuui
0,075 wmr; no 28 nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,i
TabneTtok y ON8 MeAUYHOro 3aCTOCYBaHHS
6nictepi; no 1 reHepuYHUX/TiGpPUAHNX/6IoNoAIGHMX NiKapPCbKNUX
6nictepy y nakeri 3ac06iB Mic/s BHECEHHS TiEl camoi 3MiHU Ha
3 namiHoBaHol pedhepeHTHUI npenapar (3MiHa, sIky HeobXifHO B
atOMiHIEBOT noAasibLoMy 06r'pyHTYBaTU HOBUMY A0AATKOB/MMU
conbru; no 1 abo JaHvMK (Hanpykiag, MopiBHAHHICTb 6ioNoriYHNX
3 nakeTu pasom 3 nikapcbknx npenaparTis)) - 3MiHX BHECEHi 0 IHCTPYKLT
KapTOHHUM 0151 MeAUYHOro 3aCTOCYBaHHSA NiKapCbKoro 3acoby y
dyTnspom ans po3ginu "®apmMakosoriyHi BnacTueocTi"”,
36epiraHHs "MpoTunokasaHHsA", "B3aemMogis 3 iHLIMMU NiKapCbKMu
6nictepa B 3acobamu Ta iHWi BUAY B3aemogiii", "OcobamBocCTi
KapTOHHIi 3acTocyBaHHs", "3acTocyBaHHS y nepiof BariTHOCTI
ynakoBLii a6o rogyBaHHA rpyaar”, "3aaTHiCTb BNAMBATU Ha

LWBMAKICTb peakuii Npu kepyBaHHi aBTOTPaHCNOPTOM

ab0 iHWKYMK MexaHi3mamu”, "Crocib 3acTocyBaHHs Ta

no3un", "Mob6ivHi peakuii” 3rigHo 3 iHhopMaLieto Woao

MEeAMYHOro 3acToCyBaHHA pethepeHTHOro MikapcbKoro

3acoby (Cerazette). BBegeHHs 3MiH NpoTArom 6-tn
MiCALIB Nic/1a 3aTBEPAKEHHS.
119. | NTAMIPEH® Tabnetkn no 250 MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | 3a He UA/6136/01/01

Mr; no 7 TabneTok "®ITOPA "®ITOPAPM" TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | nionsicae
y 6nictepi, no 1 PM" thapmakoHarnsgy. 3MiHU y KOPOTKili xapakTepucTuLi

abo 2, abo 4
6nictepm y nauui 3
KapTOHY

nNiKapcbKoro 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKL,i
ON19 MeAUYHOI0 3aCTOCYBaHHS
reHepuYHUX/riopuaHNx/6ionoibHMX NikapcbKux
3ac06iB MNicns BHECEHHS TiEl camoi 3MiHU Ha
pethepeHTHW1 NpenapaT (3MiHa He NOTpebye HafaHHSA
XOJHVX HOBVX AOAATKOBMX fAHWUX). 3MiHW BHECEHO A0
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS /1ikapCbKoro
3acoby y po3ainun "®apmakonoriyHi BnactmeocTi”,
"MpoTunokasaHHsA", "B3aeMogis 3 iHLIMMKU NiKapCbKMu
3acobamu Ta iHWi BUAY B3aemogiii”, "OcobamBocCTi
3acTocyBaHHSA", "3acToCyBaHHSA Yy nepiog, BarirTHOCTi
a6o rogyBaHHA rpyaar”, "3aaTHiCTb BNAMBATU Ha
LIBMAKICTb peakuii Npn kepyBaHHi aBTOTPaHCNOPTOM
abo iHWKYMK MexaHi3mamMu”, "Cnocib 3acTocyBaHHsA Ta
no3un", "Mob6ivHi peakuii” 3rigHo 3 iHhopMaLjieto Woao
MEeAMYHOro 3acToCyBaHHA pedhepeHTHOro MikapcbKoro
3acoby (JIAMI3WN, TabneTkun no 250 mr). BBeaeHHS
3MiH NPOTArom 6-Tu MICALIB Nicna 3aTBepAKEHHS. B
MexXax 3MiHY HafaHO OHOBJIEHUIA NaH ynpasiHHA
pusnkamu, Bepcis 1.1 Pestome naaHy ynpasaiHHA
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
py3nKaMmn AOAAETHCS.
120. | NEBOMIH® 30 TabneTku, BKPUTI TOB Ykpaina Mi6e MM6X HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/16583/01/01
NNiBKOBOIO «MIBE ApuHaimiTTens TMNy - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
060/10HKO0, MO YKPATHA» CucTema KoHTelHep/3aKynoptoBasibHUI 3aci6. 3MiHa
0,03 mr/0,15 mr no nocTavasnbHvKa nakyBa/bHVUX MaTtepianis abo
21 Tabnetuiy KOMMNIEKTYOUNX (SIKLLLO 3a3HAYEHO B OCLE)
6nictepi; no 1 abo (BNyYeHHs nocTavanbHVKa) OHOBEHHS p. 3.2.P.7.
no 3, abo no 6 CuncTeMa KoHTelHep/ 3aKynoploBasibHUIA 3acib, a came
6nictepiB y BUYYEHHS iHhopmaLil WoA0 Ha3BK NocTavasibHUKIB
KapTOHHI Kopoo6Li NepPBUHHOT YNaKoBKM, 3a BUHATKOM Ha3B, 3a3HavyeHux y
TUNOBIN TEXHIYHI/ foKymeHTauii. 3MiHu | TUny - 3MiHK
3 AKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHUIA 3aci6. 3miHa y
NepBUHHIN yNakoBL,i rOTOBOrO JlikapcbKoro 3acoby
(AKicHWIA Ta KinbKicHWIA cknag) - TBepai nikapcbki
chopmu, oHoBMeHHSA p. 3.2.P.7. Cuctema koHTelHep/
3aKynoploBaUTbHUI 3acib, a came 3asBHUK AOAAE
NOCU/aHHA Ha Te, L0 XOAeH 3 MaTepianis, Ak
BVIKOPVCTOBYIOTbCS A1 MEPBUHHOTO NaKyBaHHS, He
MicTuTb nitrocellulose, ockinbkn B AeskmMx 0co6/IMBO
CTapmx 3asBax nocTayasibHUKIB 3a3HaYeHO, Lo
nitrocellulose BMKOPNCTOBYETLCS SIK OCHOBA 4115
Apykapcbkoi dhapbu. AntoMiHieBa chosbra 3
HITPOLLE/I0/103010 BXE [AaBHO HE BUKOPUCTOBYETLCS.
3axucHuii edpekT antoMiHIEBOT (hoNbri 06yMOBEHUI
a/IlOMiHIEBMM LLAPOM, SKuii He ByB 3MiHeHWiA. Cknag,
PVC/PE/PVdC foils 3anmwumBcs He3MiHHUM. XKOAHUX
3MiH He 6yn0 BHECEHO A0 cneundikauiii Ta MeTogiB
BUNPOGYBaHHS YMakKoBKK.
121. | NEVNPOPENIH | iMnnaHTaT no MicTtpan AHrnis Brpo6HMLTBO LlBeliuapisa/ | BHeCeHHs 3MiH A0 peecTpauiiiHux maTtepianis: 3MiHu | 3a He UA/19863/01/01
-BICTA 11,25 mr,no 1 Kenitan roTOBOI NiKaPCbKOT HimeuunHa MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peyenmom | nidsisizae
iMnnaHTary y MeHekm hopmu, NepBuHHaA thapmakoHarnsgy. 3MiHa y KOpOoTKili XxapakTepucTuLi
LnpuLy- eHT Ta BTOPUHHA NiKapCbKOro 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKL,i
ansnikatopi Nimiteq ynakoBKa, 0151 MegUYHOro 3aCToCyBaHHA Ha MigcTaBi perynsipHo

(wnpuu-annikatop
CKNnajaeTbeca 3
noslimepHoro
Kopnycy 3
Tpymavem ans
iMnNaHTary, rosku
Ta nopLuHs); no 1
LNpuLy B NakeTi
pasom 3
BOJ10rONorAvHa b

KOHTPO/b Cepil,
BUMNYCK cepii: AMB
vM6X, HimeyunHa;

Crepwunisaujs:
CuHepaxi Xeanc
[aHikeH Enxi,

LLiBeiiuapis;

Crepunisadis,

MiKpOGionoriyHe
TeCTyBaHHA: BB®

OHOBJ/IIOBAHOTO 3BITY 3 6e3Mekn NikapcbKoro 3acooby,
abo gocnifmkeHb 3 6e3nekn 3acTocyBaHHS liKapCbKoro
3acoby B micnsipeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKW 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NnaHy neaiatpuyHux gocnigxexs (PIP)
(3MiHy y3rofXeHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHI [0 IHCTPYKLi A1s MegnyHoro
3acTOCyBaHHS NiKapCbKoro 3acoby y po3gim
"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iYHi peakuii”
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
HOK Kancysoto, no CTepiniseiwHcep BIAMOBIAHO 4O OHOBNEHOT iHGhopMaLi 3 6e3nekn
1 nakeTy B Bi3 'M6X, [ilo4oi peyoBrHW. BBeeHHS 3MiH NpoTArom 6-tu
KapTOHHIM nayi HimeuuunHa; MicAILiB Micns 3aTBepIKEHHS
Mikpob6ionoriuHe
TeCcTyBaHHS:
Nabop /IC CE &
Ko. KT,
HimeyvunHa;
Mikpob6ionoriyHe
TECTYBaHHS:
€BpodiHc
Bio®apma
MpogakT TecTiHr
MioHxeH M'M6X,
Himeuumnna
122. | NETPO30N TabneTku, BKPUTI KPKA, CnoBeHis BiANOBiAaIbHNI MonbLa/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/14992/01/01
KPKA NNiBKOBOIO n.4., Hoso 3a BUpPOGHULTBO " CnoseHis/ TUny - AAMIHICTPaTVBHI 3MiHW. BUnyyeHHs BUpOGHMYOT peyenmom
060/10HKOH0, MO MecTo in bulk", nepsuHHy | HimeuunHa/ OinbHUUI (BKNOYatoun AinbHUL Ana APl npoMiKHOro
2,5 wmr; no 10 yNakoBKY, IHgis/ nNpoAyKTy abo roToBOro Nikapcbkoro 3acoby, AiNbHULI
TabneTtok y BTOPVIHHY YropuuHa [N NpoBefieHHA NakyBaHHs, BUPOOHNKa,
6nictepi; no 3, 6 yNaKoBKY: BiZANOBIAA/IbLHOrO 3a BUNYCK CEPiii, MicLie NPOBeAEHHS
abo 9 6nicTepiB y IHTac KOHTPOI0 cepii) abo nocTavasibHMKa BUXIGHOTO
KapTOHHI Kopo6Li dapmacbloTkas3 maTepiasy, peareHTy abo JONOMiXHOI pe4oBUHU
Niviten, HAis; (AKLW0 3a3HAYEHO Y [OCbE) - BUTYYEHHS] BUPOOHMKA,
BiANOBiAaIbHNI BiANOBIAA/IbHOrO 3a BTOPUHHY yNakoBkKy MpecTunx
3a BTOPUHHY MpomoyLieH BepkaydcchoepaepyHr & Bepbecepsic
yNaKoBKY: M6X, HimeyunHa. 3anvwalTbesa anbTepHaTUBHI

KPKA Monbwa Cn.
3 0.0., MNMonbLya;
KPKA, a.4a., Hoso
mecTto, CnoBeHis;

TAL dapma 'M6X,

HimeuyuunHa;
BiANOBiAaIbHNI
3a KOHTPOJIb cepil:
ans isnko-
XimMi4yHOro
TeCTyBaHHS:
€ypodiHc
AHanitukan
Cepsicec
YropumHa K.,
YropLmHa;
ans

BMPOGHMKK, BiAMOBIAaUTbHI 3@ BTOPUHHE MaKyBaHHS:
KPKA MOJbLWA Cn. 3 0.0., Monbwa; IHTac
dapmacsioTukans Nlivites, IHais; KPKA, a.4., HoBo
mMecTo, CnoseHis; TA[ ®apma MM6X, HimeuunHa. -
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLsa NPOBaXEHHS
AisNbHOCTI BUpOOHMKa/iMnopTepa roToBoro
NiKapCcbKOro 3aco6y, BKIOYAKUY [i/TbHNL BAMYCKY
cepii abo MicLe NpoBeAEeHHS KOHTPOJIIO AKOCTI.
(misnbHicTb, 3a AKy Bignosigae BUPOGHMK/iMNopTep, He
BK/10HAKUY BUMYCK Cepiii) - 3MiHa agpecu BUPoOHMKa
N3 IHtac ®apmacbioTukans flimites, IHais/Intas
Pharmaceuticals Limited, BignosigansHoro 3a
BMPOGHMLUTBO "“in bulk", NEpBUHHY yNakoBKy, BTOPUHHY
ynakoBKy. BUpo6Huya AinbHuuA Ta yci BUpobHuui
onepavii 3a/MWaoTbCs HE3MIHHUMU. 3MiHK | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo
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Ha3ssa

3asaBHUK

dopma sunycky KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
MiKpO6ionoriYHoro agpecu Micus NPOBaXEHHS Ais/IbHOCTI
TECTYBaHHS: BMPO6GHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
PAPMABAIA BK/IIOYAOUN AiNbHULI BUMYCKY cepii abo micue
nra. NPOBELEHHS KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a Ky
Mikpob6ionomxkikan BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/IHOYAKUM
Na6opaTopi, BUMYCK Cepiid) - 3MiHa HallMeHyBaHHs Ta afpecu
YropLumHa; BMPO6HUKa /13, BiANOBIAA/ILHOIO 3a KOHTPO/Ib cepii
BiANOBIAaIbHNI Ans gi3MKo-XiMIYHOro TecTyBaHHs. BupobHmnya
3a [,03BiN Ha OiNbHULA Ta yci BUPO6HMYI onepavuii 3a1mwaiTbes
BUMYCK cepii: He3MiHHUMW. [jitoya pegakuis: BeccniHr YropwuHa
KPKA, a.4., HoBo KdpT., YropwmHa/Wessling Hungary Kift., Hungary.
mecTo, CnoBeHis; MponoHoBaHa pefakLis: €ypodiHc AHaniTuKa
TAL ®apma M'M6X, Cepsicec YropwuHa KdT., YropwumHa/Eurofins
Himeuunna Analytical Services Hungary Kft., Hungary
123. | NIHKOLUWH po3unH Ans Mdpaiizep CLUA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/10038/01/01
iH'ekuinn, 300 IHK. MeHtohekuypuHr TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
Mr/mn; o 2 My Benbris HB thapmakoHarnsgy. BeegeHHs abo 3miHu go
chnakoHi; no 1 y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
chnakoHy B (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTemy
KapTOHHI KopooLi hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuKa 45
3[jiCHEeHHs1 hapMakoHarnaay B YKpaiHi, AKLL0 BoHa
BiAMiHHa Bif YNOBHOBaXeHOI 0C06M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsagy (Bknyaryn
KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemun chapmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHnX KOHTaKTHOT 0Co6Y 3asBHYKA,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A dapmakoHarnsgy B
YKpaiHi.
124. | NO3AN® TabneTku, BKPUTI TOB Ykpaina Brpo6HMLTBO CnoBaubka BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/3906/01/03
060/10HKO10, 1Mo 50 «CaHoi- N3, nepeuHHe Ta | Pecnybnika/ TMNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peyenmom | nidsisizae
mr, Ne 30 (15x2), ABEHTIC BTOPUHHE Yecbka CuncTema KoHTeliHep/3aKynoproBasibHUiA 3aci6. 3MiHa
Ne 60 (10x6), Ne YkpaiHa» nakyBaHHs, Pecny6nika PO3Mipy YnakoBK¥ roTOBOrO /iKapCbKoro 3acoby

60 (15x4), Ne 90
(10x9), Ne 90

KOHTPO/Ib Ta
BUNYCK Cepii:

(BUYYEHHST YNaKOBKM NEBHOTO PO3MipY) - BUTyYEHHS
ynakoBku Ne30 (10x3): no 10 TabneTok y 6aicTepi; no

(15x6): no 10 AT "CaHeka 3 6nicTepu y KapTOHHI kopobL,i. TakoX 3MiHU BHECEHI
Tabnetok y dapmacbtoTikans"”, B IHCTPYKLitO 4711 MEANYHOTO 3aCTOCYBaHHSA
6nictepi; no 6 abo CnoBaubka NiKapcbKoro 3acoby y po3gin «Ynakoska» (415

9 6nicTepiB y Pecny6nika; [03yBaHHs 50 Mr), K HACNiQOK — BUTyYEHHS YNaKkoBKU
KapTOHHil TOB "3eHTiBa", NeBHOro po3mipy. BBeAeHHA 3MiH NPOTArom 6 MicsALiB
Kopobui; no 15 Yecbka nicnsa 3aTBepMKeHHS. 3MiHM | Tuny - 3MiHK WoA0
TabneTok y Pecny6nika 6e3nekn/edheKTMBHOCTI Ta dapMakoHarnsay (iHwi
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
6nictepi; no 2, 4 3MiHW) - 3MiHU BHECEHI B TEKCT MapKyBaHHS NePBUHHOI
abo 6 6nicTepiB y yMakoBKM NikapcbKoro 3acoby y n. 6. «IHWE» Ta
KapTOHHIA KOpooLi BTOPWHHOI ynakoBku B . 12. «<HOMEP
PEECTPALIHOIO NMOCBIAYEHHSA», n. 17. «IHLWE».
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.
125. | NO3AN® TabneTku, BKPUTI TOB Ykpaina Brpo6HMLTBO CnoBaubka BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3miHu | 3a UA/3906/01/04
060/10HKOI0, NO «CaHodi- N3, nepBuHHe Ta | Pecnybnika/ TUny - 3MiHW 3 IKOCTIi. FOTOBWIA Nikapcbkuii 3acio. peyenmom
100 mr Ne30 ABeHTIC BTOPWUHHE Yecbka CucTema KoHTeliHep/3akynoptoBasibHUiA 3aci6. 3miHa
(10x3), Ne30 YkpaiHa» nakyBaHHs, Pecny6nika nocTavanbHvKa nakyBabHVUX maTtepianis abo
(15x2), Ne 60 KOHTpONb Ta KOMMNEKTYIOUMX (SIKLLLO 3a3HAYEHO B [,0CbE) (3amiHa
(10x6), Ne 60 BUMNYCK cepiii: AT a60 fofaBaHHA NOCTavasibHUKa) OHOBMEHHSA p. 3.2.P.7
(15x4), Ne 90 "CaHeka CucTema KoHTelHep/3aKynoploBasibHUIA 3aci6, a came
(10x9), Ne90 PapmacbtoTikans", 3aMiHa nocTavyasibH1Ka aitoMiHIEBOT hONbIv
(15x6): no 10 Cnosavbka TOBLUMHOK 0,020 MM, sika BUKOPUCTOBYETLCA AN
TabneTok y Pecnyb6nika; NepBMHHOT YNakoBKM fikapcbkoro 3acoby (bnictep) 3
6nictepi; no 3, 6 TOB "3eHTiBa", Constantia, Austria Ha Flexaprint s.r.o., Slovak
abo 9 6nictepiB y Yecbka Republic.
KapTOHHIi Pecny6nika 3MmiHu | TURYy - 3MiHK 3 SKoCTi. FOoTOBMIA NiKAPCbKN
Kopo6ui; no 15 3aci6. Cuctema KoHTeliHep/3akynopoBanbHuii 3aci6.
Tabnetok y 3MiHa noctavanbHMKa NakyBasibHUX MaTepianis abo
6nictepi; no 2, 4 KOMMAEKTYIOUMX (SIKLLLO 3a3HAYEHO B A,0CLE) (3aMiHa
abo 6 6nicTepiB y abo gofaBaHHA MocTavyasibHUKA) OHOBMIEHHSA p. 3.2.P.7
KapTOHHI KopooLi CucTeMa KoHTelHep/3aKkynoptoBasibHUA 3aci6, a came
[ofaBaHHA nocTavasibHYKa asTlOMIHIEBOT hOsbrn
TOBLWWMHO 0,020 MM, fika BUKOPUCTOBYETLCA A/1A
NepPBUHHOI YNakoBKM /ikapcbKoro 3acoby (bnictep)
Radaflex s.r.o., Slovak Republic. 3minn | TMny - 3MiHn
3 AKocTi. FoTOBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHUii 3aci6. 3MiHa
nocTavanbHvKa nakyBabHVUX maTtepianis abo
KOMMNEKTYIOUMX (SIKLLLO 3a3HAYEHO B [,0CbE) (3aMmiHa
a60 fofaBaHHA NOCTaYasibHUKa) OHOBMEHHS p. 3.2.P.7
Cuctema KoHTeiHep/ 3aKynoproBasibHWIA 3aci6, a came
[ofaBaHHs noctavansHuka PVC/PVDC dhonbru, sxka
BMKOPWUCTOBYETLCS /181 NEPBUHHOT YNaKoBKU
nikapcbKoro 3acoby (bnictep) ACG, India.
126. | NO3AN® TabneTku, BKPUTI TOB Ykpaina Brpo6HMLTBO CnoBaubka BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/3906/01/03
060/10HKOI0, N0 50 | «CaHodi- N3, nepsuHHe Ta | Pecnybnika/ TUNy - 3MiHW 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acib. peyenmom
mr Ne30 (10x3), ABEHTIC BTOPUHHE Yecbka CuncTema KoHTeliHep/3aKynoproBasibHUiA 3aci6. 3MiHa
Ne30 (15x2), Ne 60 | YkpaiHa» nakyBaHHs, Pecny6nika nocTayasnibHuKa nakyBasibHVUX MaTepiasiis abo

(10x6), Ne 60
(15x4), Ne 90
(10x9), Ne90

KOHTPO/Ib Ta
BMNycK cepiit: AT
"CaHeka

KOMMMEKTYUMX (SKLLO 3a3Ha4YeHo B [0CbE) (3aMiHa
abo fofaBaHHS NocTavYasibHUKa) OHOBMEHH: p. 3.2.P.7
Cuctema KoHTeliHep/3aKynoploBasibHUIA 3aci6, a came
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
(15x6): no 10 dapmacbtoTikans", 3aMiHa nocTavyasibHMKa asitoMiHIEBOT (hoNbrn
TabneTtok y Cnosaubka ToBLWMHO 0,020 MM, fika BUKOPUCTOBYETLCA A1
6nictepi; no 3, 6 Pecny6nika; NepBUHHOT YNakKoBKM fiKkapcbkoro 3acoby (bnictep) 3
ab6o 9 6nicTepiB y TOB "3eHTiBa", Constantia, Austria Ha Flexaprint s.r.o., Slovak
KapTOHHIi Yecbka Republic.
Kopobui; no 15 Pecny6nika 3MiHu | TUNYy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
TabneTtoky 3aci6. Cuctema KoHTeliHep/3akynoptoBanbHWii 3aci6.
6nictepi; no 2, 4 3MiHa nocTayasibHKKa NakyBasibHUX MaTtepianis abo
abo 6 6nictepiB y KOMMNNEKTYIOUMX (SIKLLLO 3a3HAYEHO B ,0CLE) (3aMiHa
KapTOHHI/ KopoobLi abo gofasaHHA NocTavyasibHUKA) OHOBMEHHSA p. 3.2.P.7
CurcTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6, a came
[oflaBaHHA nocTavyasibHYKa asltoMiHIEBOT dhOsbri
TOBLMHOK 0,020 MM, iKa BUKOPUCTOBYETLCA A1
NepBUHHOT yNakoBKM NikapcbKoro 3acoby (6nictep)
Radaflex s.r.o., Slovak Republic. 3MiHu | Tuny - 3miHn
3 aKocTi. FoToBWI Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBanbHuii 3aci6. 3MiHa
noctavasnbHUKa nakyBasibHUX MaTepiasis abo
KOMMIEKTYOUMX (SKLLO 3a3Ha4YeHo B A0CbE) (3amiHa
abo fofaBaHHA nocTavYasibHUKa) OHOBMIEHH: p. 3.2.P.7
CucTeMa KoHTelHep/ 3aKynoptoBasibHUIA 3aci6, a came
[ofaBaHHs noctavansHuka PVC/PVDC dhonbru, sika
BMKOPWUCTOBYETLCSA /19 NEPBUHHOT yNaKkoBKu
nikapcbkoro 3acoby (bnictep) ACG, India.
127. | NO3AN® TabneTku, BKPUTI TOB Ykpaina Brpo6HMLTBO CnoBaubka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3MiHK 3a He UA/3906/01/04
060/10HKOI0, NO «CaHodi- N3, nepBuHHe Ta | Pecny6bnika/ BHECeHI B IHCTPYKL,0 415 MeAMyYHOro 3acTocyBaHHs peyenmom | nionsg2ae
100 mr, Ne 30 ABeHTIC BTOPWUHHE Yecbka NiKapcbkoro 3acoby y po3zin «Ynakoska» (415
(10x3), Ne 30 YkpaiHa» nakyBaHHs, Pecnybnika | posysaHHs 50 Mr). BBeAeHHS 3MiH NpOTArom 6 MicsuiB
(15x2), Ne 60 KOHTpO/b Ta nicna 3aTBepmXeHHs. 3MiHu | Tiny - 3MiHW Woa0
(10x6), Ne 60 BUMNYCK cepiii: AT 6e3nekun/edheKTUBHOCTI Ta hapMakoHarnsay (iHwi
(15x4), Ne 90 "CaHeka 3MiHW) - 3MiHU BHECEHI B TEKCT MapKyBaHHS NepPBUHHOI
(10x9), Ne 90 PapmacbtoTikans", yMakoBKM MikapcbKoro 3acoby y n. 6. «IHWE» Ta
(15x6): no 10 Cnosaubka BTOPMHHOI ynakosku B n. 12. <HOMEP
TabneTtoky Pecny6nika; PEECTPALIHOIO NMOCBIAYEHHSA», n. 17. «IHWE>.
6nictepi; no 3, 6 TOB "3eHTiBa", BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicns
abo 9 6nictepiB y Yecbka 3aTBEPAKEHHS.
KapTOHHIi Pecny6nika
Kopo6ui; no 15
Tabnetok y
6nictepi; no 2, 4
abo 6 6nicTepiB y
KapTOHHI KOopoo6Li
128. | noKkcunaon PO34MH ANns TOB YkpaiHa dapmaBixH CaH. TypeyunHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a He UA/18268/01/01
iH'ekUin 15 mr/1,5 «YOPN[ Be Timx. A.LL. My - AAMIHICTpaTUBHI 3MiHW. 3MiHA HaiMeHyBaHHs peyenmom niosisieae
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
manol1l5wmne MEOMUN Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
amnyni, no 3 H» BMPO6GHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
amnynu B BK/IIOYAOUN AiNbHULI BUMYCKY cepii abo micue
KapTOHHI/ Kopoo6Li NPOBELEHHS KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a Ky
BiANOBIAAE BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK
cepiid) - 3MiHa afpecy MicLst NPOBAKEHHS AiSSIbHOCTI
BMPOBHMKA rOTOBOTO liKapCbKOro 3acoby. 3MiHn
BHECEHO B iHCTPYKLit0 A1 MEAUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLsa NPOBaMXEHHS M0ro
LOisiNbHOCTI" 3 BigNOBIgHMMM 3MiHAMW B TEKCTI
MapKyBaHHS1 yNakoBOK.
129. | NTOPU3AH® Tabnetkn no 10 mr MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/0905/01/01
no 10 TabneTok y "Kuismegn "KuiBmegnpenapa TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
6nictepi; no 1 penapat" T thapmakoHarnsagy (iHwi 3MiHn) - OHOBEHHSA TEKCTY
6nictepy y nauuj MapKyBaHHS yNakoBKM MiKapCbKOro 3acoby y 3B'A3Ky 3
BUTYYEHHAM iH(hopMaL,ii LWOA0 HAaHECEHHS NIoroTuUMy
KOMMaHii.
TepMmiH BBefleHHS 3MiH NpOTArom 6 micauis nicns
3aTBEPAKEHHS.
130. | MATHE-B6® po3unH Ans TOB Ykpaina KOMEPACbBOH PpaHLin BHECEHHSA 3MiH 10 peecTpavliiiHux maTtepianis: 3MiHu | 6e3 nions2ae UA/5476/01/01
nepopasibHOro "Onenna SAPMACBHOTIK MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peyenma
3acTocyBaHHs, Ne Xernckea ®PAHCE3 thapmakoHarnagy (iHwi 3miHn) "Oco6nmnBocTi
10: no 10 mn B YkpaiHa" 3acTocyBaHHa" " BifNoBIAHO [0 OHOB/EHOI iHdopMaLLii
amnyni; no 10 o0 6e3neKky 3aCTOCYBaHHS AOMOMIXKHOI PEUOBUHN.
amnyn 3 iBoMa BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicns
NiHiAMY po3siomy y 3aTBEPAXKEHHS. 3MiHW Il TUny - 3MiHK Woao
nigaoHi 3 KapPTOHY, 6e3nekn/edhekTVBHOCTI Ta hapMakoHarisay. 3mMiHn y
B KapTOHHIlA KOPOTKIil XapakTepuCTuLi NikapcbKoro 3acoby, TEKCTI
Kopoo6ULi MapKyBaHHA Ta iHCTPYKLIT 4719 MeANYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY JaHUMM 3 SIKOCTI,
OOKNIHIYHUMUA, KNIHIYHUMW JaHMK Ta JaHMK 3
thapmakoHarnsgy. 3MiHM BHECEHO B IHCTPYKLitO A1
MeAMYHOro 3acTOCYBaHHS ikapCbKoro 3acoby [0
po3giniB «lMpoTunokasaHHsa», «B3aemopgis 3 iHWMMKN
NikapcbKMK 3aco6amu Ta iHLWi BUAW B3aEMOSili»,
«OC06MBOCTI 3aCTOCYBaHHS», «[M06GIUHI peakLii».
BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS.
131. | MEBIKAP IC Tabnetkm no 0,3 1 ToBapucT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHMx maTepiasiis: 3MiHu | 3a He UA/8823/01/01
no 10 TabneTtok y BO 3 [04aTKOBOK TUny - AgMiHICTpaTnBHI 3MiHW. 3MiHa Ha3Bu APl abo peyenmom | niossicae
6nictepi; no 2 [04AaTKOBO BiANOBIAA/IBHICTIO [OMOMDKHOT PEYOBUHW.
6nictepm y nauui 3 10 "IHTEPXIM" 3MiHa Ha3BM Ajil040T PEYOBMHU Ha TEMTIKOMYpUII.
KapToHy BignoBsiga 3arBepmkeHo: Mebikap Mebicar. 3anponoHoBaHo:
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
NBHICTIO Tewmrikonypun Temgicoluril.
"IHTEPXI 3MiHU BHECEHO A0 IHCTPYKLii 418 MegnyHoro
M 3acToCyBaHHSA nikapcbkoro 3acoby Ao po3ainy "Cknaa”

(3aTBEpMAKEHO: Mebikap; 3anpPONOHOBAHO:
TeMriko/lypus) Ta siKk HacnifokK, 3MiHW BHECEHO A0
po3giny "®apmakoTepaneBTuyHa rpyna. Kog ATX" Ta
TEKCT MapKyBaHHS yNnakoBKM NiKapCbKoro 3acoby.
BBeaeHHs 3MiH NpoTarom 3-x MicAuiB nicns
3aTBEePKEHHS. 3MiHN | TUNy - 3MiHK LWoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3MiHu y
KOPOTKIil XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT AN MeAnYHOro
3aCTOCYBaHHSA reHepPUYHNX/TIBPMAHNX/6I0NOAIGHNX
nNiKapcbKnx 3acobiB Micns BHECEHHS TiEi camol 3MiHN
Ha pedhepeHTHW1 npenaparT (3mMiHa He NoTpebye
HalaHH$ XOAHMX HOBUX AOAATKOBUX JAHUX). SMiHU
BHECEHO A0 IHCTPYKLIi 415 MEeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3zinis "MokasaHHS"
(peparoBaHo TeKCT 6e3 hakTUUHOT 3MiHW
3aTBEpMXEHUX MoKasaHb) , “MNpoTunokasaHHsA"
"Oco6nMBOCTI 3aCTOCyBaHHA" , "3acTOCyBaHHSA Y
nepiog, BariTHOCTi abo ronlyBaHHs rpy4a” (YTOUHEHHS
iHhopMmawii), "3aaTHiCTb BIIMBATY Ha LIBWAKICTb
peaxuii Npu kepyBaHHiI aBTOTPaHCNOPTOM abo iHWMMK
mexaHismamn" , "Cnocib 3actocyBaHHs Ta Ao3n"
(yTouHeHHs iHdhopmawii), "MepenosyBaHHsa", “MoGiyHi
peaxui” BignosigHo A0 iHhopmMauii pedhepeHTHOro
niKkapcbKoro 3acoby AganTon, TabseTkun, a Takox
BHECEHO pefakUiliHi NpaBku [0 TEKCTY MapKyBaHHs
yrnakoBKU fikapcbKoro 3acoby. BBefeHHs 3MiH
npoTArom 3-x MicAUIB NiCNsA 3aTBepmXeHHS. CynyTHA
3MiHa- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(M) fo
3060B'13aHb Ta YMOB Buadi peecTpawiiHoro
NOCBiAYEHHS, BKNoYatoun MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHA TEKCTY, SKWIA NOTOMXEHNI 3
KOMMETEHTHWUM OpraHom). 3asBHUKOM HafaHo
OHOBJ/IEHWIA NaH ynpasiHHA pusukamu Bepcia 2.1.
3MiHM BHeceHo A0 YacTuH Il mogynb CV, V «3axoau 3
MiHiMi3aLii pu3nkiB», VI «Pe3tome nnaHy ynpas/iHHA
pusnkammn» Ta VII «JoaaTtkm» y 3B'A3Ky 3 OHOBNIEHHAM
iHbopMmaii 3 6e3neku Ajtoyoi pevoBuHU. Pestome
nnaHy ynpasniHHA pu3nkamu Bepcia 2.1 gogaeTbes.
3MiHu | TMNy - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
thapmakoHarnagy. 3MiHa y npaBoBoMy CTaTyCi
nikapcbKoro 3acoby (ons
reHepuYHUX/riGpuaHNX/6ionoaibHMX NiKapCbKUX
3aco06iB nic/a 3MiHW 3aTBEPAKEHOr0 NPaBOBOroO
cTatycy pechepeHTHOro npenapary). 3MiH1 BHECEHO
00 IHCTPYKUIT AN5 MeAMYHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao po3ainy "Kareropis Bignycky"
(3aTBepmxeHo: bes peuenTa.; 3anponoHoBaHo: 3a
peLenTom) BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[0Cbe. BBEAEHHS 3MiH NpoTArom 3-x MicAUiB nmicns
3aTBEPAKEHHSA
132. | MEBIKAP IC Tabnetkm no 0,5 r Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a He UA/8823/01/02
no 10 TabneTok y BO 3 [,00,aTKOBOKO My - AGMIHICTpaTUBHI 3MiHW. 3MiHa Ha3Bu Ad| abo peyernmom niosnsiecae
6nictepi; no 1 abo | gopatkoBo Bi4NOBIfANbLHICTIO [O0MNOMDKHOT PEYOBUHM.
2 6nictepun y nayui 10 "IHTEPXIM" 3MiHa Ha3BY Ai40T PEYOBMHU Ha TEMTIKOAYPUI.
3 KapTOHY Bignosiga 3aTtBepmkeHo: Mebikap Mebicar. 3anponoHoBaHo:
NbHICTIO Tewmrikonypwn Temgicoluril.
"IHTEPXI 3MiHV BHEeCeHO A0 IHCTpyKUii Ans MeguyHoro
M 3acTocyBaHHS NMikapcbkoro 3acoby Ao po3giny "Cknag”

(3aTBEpPMAXEHO: Mebikap; 3anponoHOBaHO:
TEMriKO/ypun) Ta K HacnigoK, 3MiHU BHECEHO A0
po3giny "®apmakoTepaneBTuyHa rpyna. Kog ATX" Ta
TEKCT MapKyBaHHS YNakoBKW NikapCbKoro 3acoby.
BBefeHHA 3MiH NpoTArom 3-X MicALiB nicas
3arBepKeHHs. 3MiHu | Tvny - 3MiHu Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3MiHu y
KOPOTKIil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLIiT 4719 MeANYHOro
3aCTOCYBaHHS reHepUYHUX/TiIGPUAHMX/6I0NoAIGHNX
niKapcbkunx 3acobiB Nic/isi BHECEHHSA TiET camoi 3MiHK
Ha pedhepeHTHUI NpenapaT (3MiHa He NoTpebye
HaaHHS XXOAHUX HOBUX A04ATKOBUX AaHUX). 3MiHW
BHECEHO A0 IHCTPYKLIi 415 MEeAMYHOrO 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3sginis "MokasaHHs"
(peparoBaHo TekcT 6€3 hakTUYHOT 3MiHN
3aTBEPKEHNX NoKasaHb) , "MpoTunokasaHHsA" ,
"Oco6nMBOCTI 3acTOCyBaHHA" , "3acTocyBaHHs y
nepioz, BaritTHoOCTi abo ronyBaHHs rpyaao” (YTOUHEHHS
iHhopMawii), "34aTHiCTb BNANBATY Ha LUBUAKICTb
peakuii Npy kepyBaHHiI aBTOTPAHCMOPTOM ab0 iHWMMK
MexaHismamun" , "Cnoci6 3acTocyBaHHs Ta go3n"
(yTouHeHHs iHdopmadii), "MepenosysaHHA", "MoGIYHI
peakuii” BignoBigHO A0 iHchopMmav,ii pedhepeHTHOro
nikapcbkoro 3acoby AAanTon, TabneTky, a Takox
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

BHECEHO pefakuiliHi NpaBkun [0 TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby. BBeAeHHS 3MiH
NpoTArom 3-X MicALUiB nicnia 3aTBepAxeHHs. CynyTHSA
3MiHa- 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
3000B'A13aHb Ta YMOB BUJadi peecTpaLiiHoro
NOCBIAYEHHS, BKOYatouy MNnaH ynpasiHHSA pu3nkamu
(3acTocyBaHHs TEKCTY, SKWIA NOTOKEHNT 3
KOMNETeHTHUM OpraHoMm). 3asiBHUKOM HafaHo
OHOBJ/IEHWIA NNaH ynpasniHHA pusukamu Bepcia 2.1.
3MiHU BHeceHo A0 YacTvH Il mogynb CV, V «3axoam 3
MiHiMi3aLii pu3nkiB», VI «Pe3ome nnaHy ynpas/iHHA
pusnkamm» 1a VII «4ogatkm» y 38'A3Ky 3 OHOB/IEHHAM
iHchopmawii 3 6e3nekun gjtoyoi pevyoBuHn. Pestome
nnaHy ynpas/iHHA pu3nkamu Bepcia 2.1 AoAaeTbCs.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y npaBoBOMy CTaTyCi
nikapcbKoro 3acoby (415
reHepuYHUX/TiGpPMAHNX/6I0NOAIGHMX NiKAPCKNX
3ac006iB NicNs 3MiHN 3aTBEP)KEHOr0 NPaBoOBOro
cTatycy pedepeHTHOro npenaparty). 3MiHW BHECEHO
00 IHCTPYKUiT 4151 MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posainy "Kareropis Bignycky"
(3aTBepaxeHO: bes peuenTa.; 3anponoHoBaHo: 3a
peLenTom) BIANOBIAHO A0 MaTepianis peecTpauiiHoro
[OCbe. BBeAEeHHS 3MiH NpoTArom 3-x MicAuiB nicns
3aTBEPAKEHHS

133.

MEBCIH
PETAPA®

Kancynu no 200 mr
no 10 kancyny
6nictepi; no 3
6nictepn y nauui 3
KapToHYy

OPFAHO
CWH
NAN®CA
€HCU3
(E® 3ET )

OAE

EBepTomxeH
Naiicp CaeHcns
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu |
TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) 3MiHW BHECEHO B
IHCTPYKUit0 AN MEAUYHOTO 3acTOCYBaHHS iKapCbKOro
3aco6y Ao po3ainy "MNo6iyHi peakuii” LWoAo 3BiTyBaHHS
npo No6iyHi peakuii. BBeAEHHS 3MiH NPOTAroM 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS

3a
peuyernnmom

He
nionsieae

UA/8968/01/01

134.

MEAOLIMNPUH

TabneTku, BKPUTI
nNiBKOBOO
060/10HKOI0, NO
500 wmr; no 10
Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHIiA KOpo6Li

Megokemi
nTa

Kinp

BMPOBHULITBO 3a
NMOBHUM LK/IOM:
Megokemi NT/,
(3aBog AZ), Kinp
BMPOGHMLTBO
roTOBOro
nikapcbKoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHS:

Kinp/
B'eTHam

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHu WwoaAo 6e3nekun/ethekTUBHOCTI Ta
hapMakoHarnsgy. 3mMiHN y KOpoTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,i
015 MeAUYHOTO 3acTOCyBaHHS
reHepUYHUX/TiGpMAHNX/6IoNOAIGHMX NiKapCbKNX
3ac006iB Nic/si BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUIA Nnpenapar (3MiHa He NoTpebye HafaHHSA
YKOOHMX HOBUX [OAATKOBMX JaHWX) - 3MiHN BHECEHI A0
IHCTPYKLUIT 4719 MEANYHOIO 3aCTOCYBaHHS NiKapCbKoro

3a
peuenmom

He
nionsieae

UA/6922/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

Mepokemi (Pa IcT)
NTA - Opan
daciniTi, B'eTHam

3acoby y po3ginu: "dapmakoTepaneBTuyHa rpyna. Kog
ATX " (pegaryBaHHs iHhopmauii 6e3 3miHu Kogy
ATX)", "®apmakonoriyHi BnactusocTi”, "MokasaHHs"
(yTouHeHHs iHchbopmauii), "B3aemogis 3 iHwWmmun
nikapcbknMn 3acobamu Ta iHWi BUAW B3aeMogiii",
"Oco6mBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHS
Ta gosu", "Mob6iuHi peakuii" 3rigHo 3 iHchopmaLjiero
LLOA0 MENYHOIO 3aCTOCyBaHHS petepeHTHOro
nikapcbkoro 3acoby (Ciproxin 500 mg film-coated
tablets). BBefeHHs1 3MiH NpoTArom 6-T MicALIB nicas
3aTBEPMKEHHSA. 3MiHK | TUNY - 3MiHW WoA0
6e3nekun/edheKTUBHOCTI Ta hapMakoHarnsay (iHwi
3MiHW) - 3MiHWN BHECEHI A0 IHCTPYKLii 418 MeanyHOro
3acToCyBaHHS NikapcbKoro 3acoby y po3gin “MNo6iyHi
peakuii” Wwoao 3BiTyBaHHA NPO NO6GiYHI peakLil.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBEPAKEHHS.

135.

MEAPON

TabneTkn no 4 wmr;
no 30 TabneTok y
donakoHi; no 1

donakoHy y
KapTOHHI Kopoo6Li

Mdpaiizep
IHK.

CWA

Mdpaiizep ITanis
C.p.n.

ITanis

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu |
IRy - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3araslbHeHUxX faHnx npo cucTemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHuX Npo cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa 415
3[jiCHEeHHs1 hapmakoHariaay B YKpaiHi, SKLo BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0Cc06M, BignoBiganbHOT
3a 3fjiicHeHHs chapmakoHarnsagy (Bknoyaryn
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CcOobM 3asiBHMKA, BIAMNOBIAA/ILHOT 32
3Ai/icHEeHHs1 chapMakoHarnsay B YKpaiHi.

3a
peyenmom

UA/2047/02/01

136.

MEAPON

Tabnetkun no 16
mr; no 10
TabneTtok y
6nictepi, no 5
6nictepiB y
KapTOHHIA KOopooLi

Mdpaiizep
IHK.

CLUA

Mdcpaiizep ITanis
C.p.n.

ITanis

BHECEHHSA 3MiH 10 peecTpavliiiHux maTtepianis: 3MiHu |
MRy - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn fo
y3arasibHeHVX faHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHA Y3araslbHEHVX AiaHNX NPO cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
BiNOBIAaNbHOI 3a 3iiCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa 415
3[jiCHEeHHs1 hapmakoHarnaay B YKpaiHi, kL0 BoHa
BifIMiHHa Bif, YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs1 chapmakoHarniagy (Bkvarum
KOHTaKTHI f1aHi) Ta/abo 3MiHM Y pPO3MILLEHHI MacTep-

3a
peyenmom

UA/2047/02/02
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
thaiina cuctemmn thapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0Cco6M 3asiBHMKA, BiANOBIAA/IbHOT 3a
34iicCHEHHs chapMakoHarnsay B YKpaiHi.
137. | MEAQPON Tabnetkun no 32 Mdpaiizep CWA Mdpaiizep ITanisa ITanisa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/2047/02/03
Mmr; no 10 IHK. C.p.n. TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
Tabnetok y thapmakoHarnsgy. BeegeHHs abo 3miHu go
6nictepi; no 2 y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
6nictepn y (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTemy
KapTOHHIA KopooLi hapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c0bM 3 hapMakoHarnagy 3asBHuKa 45
3[jiCHEeHHs1 hapmakoHarnaay B YKpaiHi, AKL0 BoHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsagy (Bkiyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0Co6M 3asiBHMKA, BiANOBIAA/IbHOT 3a
34jiicCHEHHs chapMakoHarnsay B YKpaiHi.
138. | METANI3E® niocphinisat gns BepiHrep HimeuumnH BepiHrep HimeuunHa BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHu | 3a UA/8168/01/01
pO3unHy ans IHrenbxai a IHrenbxainm TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenmom
iH'ekyjin no 10 000 M dapma MvbX i Ko. CucTeMa KoHTeliHep/3akynoptoBasibHUIA 3aci6. 3miHa
o4 (50 mr); 1 IHTepHeLw K noctavyasibHUKa nakyBasibHUX MaTepiasiiB abo
dhnakoH 3 HN TM6X KOMMNEKTYIOUMX (SIKLLLO 3a3HAYEHO B 0CLE) (3amiHa
nioghinizatom Ta 1 abo fofaBaHHA nocTavyasibHUKa). 3MiHa 415 NOPLUHA
wnpuvy, 3 wnpuya TopPac® Ha 10 M ANns po3vymHHMKA
PO34YMHHVKOM NO BHOCWTbCS pefakLiiHa npaska, a came B MaTtepiasiax
10 mn (BoAa gns P/l noctayanbHYK WToKa nayHxepa Schott Polymer
iH'eKwjn) y GmbH BkasaHO siK BUPOOGHMK NOMU/IKOBO. BMPOGHNKOM
KOMMNAEKTI 3i LITOKa NnyHxepa 3aBxan 6ys Fischer Sohne AG.
CTepUIbHUM Brpo6HuK, MicLe BUPOGHMLTBA, CUPOBMHA Ta PO3Mipu
nepexigHum LUTOKA NyHXepa 3a/IMLIAI0TLCSA HE3MIHHUMU.
NPUCTPOEM ANA
donakoHa y
KapPTOHHI KOpooLj
139. | MIKOTE/1b® renb, 20 mr/r; no MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3MiHu | 6e3 niossieae UA/1316/01/01
15 r B Ty6ax; no 1 "Kuismegn "KuiBmepnpenapa TIny - 3MiHu Wwoao 6e3nekn/ethekTMBHOCTI Ta peyenma
Ty6i y nauui penapart” T thapmakoHarnagy (iHwi 3MiHN) - 3MiHWM BHECEHO [0

IHCTPYKLUT A9 MEAUYHOrO 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ginis "Cknag'", "®apmakonorivHi
BnacTmBocTi", "MNpoTunokasaHHs", a came Ha3By
L0401 peYOBUHM "MiKOHA30/1y HITpaT MiKpOHI30BaHWIA"
npuBEAEHO Y BIANOBIAHICTb 3 iHhopMaLjieto
3a3Ha4yeHoIo B peECTpaLiiiHoOMy NocBigYeHHi. BHeceHo
OHOBJIEHHS iHhopMmauii Ao TekcTy n.2, n.17
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Ha3ssa

3asaBHUK

dopma sunycky KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
MapKyBaHHs1 BTOPVHHOI yNakoBku Ta .2, n.6
MapKyBaHHS NepBUHHOT YNaKoBKM /liKapCbKOro 3acoby.
BunyyeHo iHCTPYKLitO 4151 MEAUYHOTO 3aCTOCYBaHHSA
NiKapcbKoro 3acoby, BUKIaAeHY POCICbKOK MOBOO.
TepMmiH BBeZleHHS 3MiH NPOTAroM 6 MicauiB nicns
3aTBEPKEHHS.
140. | MINAPOKAPA- po3unH Ans TOB Ykpaina MoBHWiA YkpaiHa/ BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3miHu | 3a UA/10376/01/01
H iH'ekuin, 100 «PAPMA BMPOGHUYMNIA LMKN: HimeyunHa Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
Mmr/mn; no 5 mn B CEN» TOB thapmakoHarnsgy. BeegeHHs abo 3miHu go
amnyni; no 10 «®PAPMACE/», y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
amny/n y nadui 3 YkpaiHa abo (BBEAEHHA y3arasibHeHUX AaHuX Npo cuctemy
KapToHY KoHTposb, Bunyck thapmakoHarnsgy, 3miHa ynosBHOBayKeHoI 0ocobu,
cepii: TOB BiANOBIAA/IbHOI 3a 34ilicCHEeHHSA ddapmakoHarnsgy;
«PAPMACE/N», KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa 4N
YKpaiHa; 3[jiCHEeHHs1 hapMakoHarnaay B YKpaiHi, AKLL0 BoHa
BTopuHHa BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
ynakoBka, 3a 3fificHeHHs dhapmakoHarnsagy (Bkiovaoun
KOHTPONb: KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
XOJTONAK thaiina cuctemun chapmakoHarnisgy) - 3miHa
PepnakyHrcTexHik YMNOBHOBaXeHOT 0c06M 3a8BHUKA, BiAMOBIgaIbHOI 3a
'M6X, HimeuyunHa,; hapmakoHarnsag.
Bupo6HMLTBO [itouva pegakuisi: boray TetaHa OnekcaHgpiBHa.
Hepo3acoBaHo! [MponoHoBaHa pepakuin: boray Bonogumup
npoaykuir, Bonogumuposuy.
nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/b:
XONOMAK
depnakyHrcTexHik
'm6X, HimeyunHa
141. | MINOPOKAPA- pO34MH ans TOB Ykpaina MoBHWiA YkpaiHa/ BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis:3miHu | 3a UA/10376/01/01
H iH'ekuili, 100 «®APMA BUPOBHNUUIA LUKN: HimeuunHa T™Mny - 3MiHK 3 akocTi. CepTudikat BignosigHOCTI/ME- peyenmom
Mmr/mn; no 5 mn B CEN» TOB cepTudikaT BiAMOBIAHOCTI €EBPONENChKIi
amnyni; no 10 «PAPMACE/N», thapmakonei/MmoHorpadii. NogaHHs HOBOro abo
amnyn y nadui 3 YkpaiHa abo OHOBJ/IEHOrO cepTudpikaTa BiAgnoBigHOCTI abo
KapTOHYy KOHTpOsb, BUMyCK BW/TyYEHHST cepTudikaTa BignoBigHOCTI €Bponeiicbkiii
cepii: TOB thapmakonei: gns A®l; ans BUXigHOro
«PAPMACE/», mMarepiany/peareHTy/npOMIKHOTO NPOAYKTY, LLO
YKpaiHa; BMKOPUCTOBYHOTLCS Y BUPObHMUTBI ADI; ans
BTopuHHa [0NOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
ynaKoBKa, €Bponeiicbkiii hapmakonei) - Houii cepTudikaT Big,
KOHTPO/b: HOBOrO BMPOOGHMKA (3aMiHa abo JOMOBHEHHS) -
XOJTIOMAK noAaHHA HOBOro cepTudiikaTa BignoBigHOCTI
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
depnakyHrcTexHik €poneiicbkin hapmakonei Ne RO-CEP 2022-113 -
'M6X, HimeuunHa; Rev 00 gnsa A®| menbAoHilo gurigpaTy Big, HOBOro
Bupo6HMLTBO anbTepHaTMBHOIO BUpo6HMKa Shandong Chenghui
Hepo3dacoBaHoi Shuangda Pharmaceutical Co., Ltd., China/ LUaHgoHr
NpPOoAyKLUii, YeHryeii LLyaHpa ®apmac’toTikan Ko., ITa., Kntaii.
nepBrHHa Ta BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
BTOPUHHA 3aTBEPMKEHHS.
ynakoBka,
KOHTPO/b!
XONOMAK
depnakyHrcTexHik
mM6X, HimeuynHa
142. | MI®EHAKC® Kancynu Teepai no TOB Ykpaina AT YropuHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu | 3a He UA/11519/01/01
250 mr no 10 "TeBa dapmaLleBTUYHNI TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | nionsicae
Kancyn y énictepi; YkpaiHa" 3aBog, TeBa thapmakoHarnsgy. 3MiHa y KOpoTkKili xapakTepucTuLi
no 3 a6o 10 niKapcbKoro 3acoby, TEKCTi MapkyBaHHS Ta iHCTPYKL,i
6nictepiB y 0151 MeMYHOro 3aCToCyBaHHA Ha NigcTasi perynspHo
Kopobui OHOBJIHOBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro 3acooby,
abo gocnimxeHb 3 6e3nekn 3acTocyBaHHS /likapCbKoro
3acoby B nic/isipeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OLiHKW 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NnaHy negiatpuyHux gocnigxexn (PIP)
(iHWi 3MiHW). 3MiHW BHECEHO A0 IHCTPYKLUIT AnA
MeAMYHOI0 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain "3acTtocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpygaro” BignosigHo 40 OHOB/IEHOT
iHhopmaLii 3 6e3neku Aitoyoi pevoBuHU. BBegeHHs
3MiH NpOTArom 6-T1 MiCALIB Nicns 3aTBEPAKEHHS.
143. | MOKCU®DNOKC | Tabnetku, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/17766/01/01
ALUVH 060/10HKOI0, MO "TexHonor TMny - 3MiHK 3 AkocTi. CepTudcpikat BignosigHOCTI/TE- peyernmom

400 mr; no 5 abo
no 7, aéo no 10
Tabnetok y
6nictepi; no 1
6nictepy B navui 3
KapTOHY

cepTudikaT BiAMOBIAHOCTI EBPONENCHKIi
thapmakonei/MmoHorpadii. NMogaHHs HOBOro abo
OHOBJIEHOrO cepTudikaTa BiAgnoBigHOCTI abo
BW/TyYEeHHS1 cepTudikaTa BignoBigHOCTI €Bponeiicbkiii
thapmakonei: gns A®l; ans BUXigHOro
mMarepiany/peareHTy/npoOMIKHOTO NPOAYKTY, LLO
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€sponeiicbkili hapmakonei) - OHoBneHuii cepTuddikaT
Bif] y)Xe 3aTBEPKEHOro BUPOBHMKA, NOAaHHS
OHOBJ/IEHOTO cepTudikaTy BifnNoBiAHOCTI EBpONECHKiIi
thapmakonei CEP 2016-327-Rev 04 Big,
3aTBepAxeHoro BupobHnka CHROMO
LABORATORIES INDIA PRIVATE LIMITED, India
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
[i040T peYOBVHM MOKCUADNIOKCALMHY TiAPOX/10pUA,
(3atBepmxeHo: RO-CEP 2016-327-Rev 03;.
3anponoHoBaHo: CEP 2016-327-Rev 04).
144. | MOKCUD/IOKC | po3uunH ans MicTtpan AHrnis BEM lnay CaH. Be TypeyunHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/19205/01/01
ALUVH - BICTA iHcpysiit, no 400 Kenitan Tik. A.C. TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
mr/250 mn, no 250 MeHexm thapmakoHarnagy. BHeceHHs abo 3miHa(n) o
M1y dh1aKkoHi, no eHT 3060B'A3aHb Ta YMOB BuJaqi peecTpawiiHoro
1 chnaxoHy B Nimitep NocBigYeHHs, BKtoYatoum MnaH ynpasniHHA pysnkamu
KapTOHHIA KopooLi (3acTocyBaHHsI TEKCTY, SIKWIA NOTOKEHNIA 3
KOMMETEHTHUM opraHom) 3asBHUKOM HagaHo
OHOBJ/IEHWIA NNaH ynpasniHHA pusukamu Bepcia 1.0.
3MiHV BHECEHO A0 YacTuH: | «3aranbHa iHhopmavis»,
Il «MnaH 3 hapmakoHarnagy», V «3axoam 3
MiHiMi3aLii pu3nkiB», VI «Pe3toMe nnaHy ynpas/iiHHA
pusukammn», VIl «Jlogatku» y 38’a3Ky 3 oAaBaHHAM
iHchopmawii LWoAo oLiHKM edheKTUBHOCTI A0AATKOBUX
3axofiB 3 MiHiMi3auiT pu3ukiB 4ns pusnky "AHespusma
Ta [ecekuis aopTu Ta perypritalis/HefocTaTHICTb
cepueBoro knanaHa'. Pestome nnaHy ynpasniHHA
pu3snkamu Bepcisa 1.0 foaaeTbCs.
145. | MOJIECKIH® Kpem 0,1 %; no 15 AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a He UA/7002/01/01
ry 1y6i; no 1 Ty6i "dbapmak” MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peyenmom | nidsisizae

y nauui 3 KapToHy

thapmakoHarnsgy. 3MiHa y KOpOoTKili XxapakTepucTuLi
NiKapCbKOro 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKL,i
AN19 MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi peryisapHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3Mekn NiKapcbKoro 3acoby,
abo gocnifmkeHb 3 6e3nekn 3acTocyBaHHS liKapCbKoro
3acoby B micnsipeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKW 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BIAANOBIAHO A0 NnaHy neaiatpuyHux gocnigxers (PIP)
(3MiHy y3rofXeHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom).
3MiHWM BHECEHO B iIHCTPYKLiO A8 MeANYHOro
3aCcTOCyBaHHS flikapCbKoro 3acoby Ao po3ginis
"Ocob6nmBoCTi 3acTocyBaHHA" Ta "lMo6iyHi peakuii”
BiANOBIAHO A0 OHOB/EHOT iH(hopMaLii Lwoao 6e3neku
3aCTOCYBaHHS Aito40i pevoBUHN. TepMiH BBEAEHHS
3MiH NPOTAroM 6 MicALiB Nicna 3aTBepAKeHHs. 3MiHu |
TMny - 3MiHu WwoAo 6e3nekun/ethekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO B TEKCT
MapKyBaHHS NePBMHHOT YNakoBKM NikapCbKoro 3acoby
(BMNYUYEHHS TEKCTY, BUKIAEHOr0 POCiiiCbKO0 MOBOI).

TepMmiH BBeAleHHS 3MiH NpoTsroM 6 Micsuis nicns
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

3aTBEPKEHHS

146.

MOJIECKIH®

masb 0,1 % no 15
ry 1y6i; no 1 Ty6i
y nayui 3 KapToHYy

AT
"®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKiil xapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKL,i
O/ MeMYHOro 3acTOCyBaHHs Ha MnifcTasi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6E3MNEKMN NiKapCbKOro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acToCcyBaHHA ikapCbKoro
3aco6y B nic/isipeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOCMILKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuuHux gocnigxeHs (PIP)
(3MiHY Y3roKeHo 3 KOMNETEHTHUM YNOBHOBAXKEHUM
opraHoMm) - 3MiHM BHECEHO B iHCTPYKLiito Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby [0
po3ainis "OcobmBOCTi 3acTocyBaHHA" Ta "lMNobiuHi
peakuii" BiANOBIAHO A0 OHOBMEHOT iHhopMaLii Wwoao
6e3nekn 3aCTOCyBaHHS [1il040i pe4oBMHU. TepMiH
BBEEHHS 3MiH — NPOTArom 6 MicsuiB nicns
3arBepKeHHs. 3MiHu | Tvny - 3MiHu Woao
6e3nekun/edhekTnBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHW) - 3MiHW BHECEHO B TEKCT MapKyBaHHS
NepBUHHOT YNakoBKU MiKkapCbKoro 3acoby (BUyyYeHHs
TEKCTY, BUK/1aEHOr0 POCiiCbKOK MOBOH). TepMiH
BBEEHHS 3MiH — NPOTArom 6 MicsLiB nicns
3aTBEPMAKEHHS.

3a
peyenmom

He
nionsieae

UA/7002/02/01

147.

MOMETA3OH-
TEBA

cnpeii HasaslbHUiA,
cycneHsis, 50
MKr/go3y, no 10 1
(60 po3) y
donakoHi 3
[03ylounm cnpei-
Hacocom Ta
posnuntoBayem,
3aKpUTUM
KoBna4ykom; rno 1
h1aKkoHy B
KapTOHHI KOpooL

TOB
«TeBa
YKpaiHa»

YKpaiHa

BMPOBHULITBO 3a
NMOBHUM LK/IOM:
TeBa Yex
IHpacTpi3 c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
T™Mny - AAMIHICTPaTUBHI 3MiHW. BUnyyYeHHs BUPOGHUYOT
OinbHUUI (BKNOYatoun ginbHuLi ans AL, TpoMibkHOro
npoaykTy abo roToBOro NikapcbKoro 3aco6y, AifbHULI
[N NpOBefieHHsA NakyBaHHS, BUPOOHNKa,
Bi4NOBIAa/IbHOIO 3a BUMYCK Cepiii, MicLie NPOBeAEHHS
KOHTPO/H0 cepii) abo nocTayasibHM1Ka BUXigHOro
mMaTtepiany, peareHTy abo 4OMNOMDKHOI pe4oBUHU
(SIKLLO 3a3HAYEHO Y AOCbE) - BUAASIEHHSA BUPOOGHNYOI
OinbHULI BiANOBIZaNbLHOI 38 KOHTPOSb cepii /13 3a
nokasH1KoM «Bu3HayeHHs MomeTasoHy dypoarty y
Mannx kpannsix/yactkax» - MensoypH CaliHTndik
Nimiten, Benvika bputaHis (Melbourn Scientific
Limited, United Kingdom). Bupo6xuua finbHnusa Tesa
Yex IHgacTpis c.p.o., Yecbka Pecny6nika (Teva Czech
Industries s.r.o0., Czech Republic), BignosigancHa 3a
BMPOGHULTBO 3a MOBHUM LIMK/IOM 3a/IMLLIAETLCA 6e3
3MiH - 3MiHuK | TMNY - 3MiHK 3 AKOCTI. FoTOBMIA
niKkapcbkuii 3aci6. KOHTpob roToBOro NikapcbKoro

3a
peuenmom

UA/15611/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
3acoby. 3miHa y MeTogax BMNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (iHWwi 3MiHM y meTodax
BMNPO6YBaHb (BK/OYAOUM 3aMiHy abo [ONOBHEHHS)) -
3MiHa METoAy BM3HAYEHHS 38 MOKa3HWKOM
«Bu3HaueHHA MOMeTa30Hy dypoaty y Masinx
Kpannsax/Jyactkax» y 3B’A3Ky i3 3amiHoto npuniagy NGI
(Next Generation Impactor) Ha FSI (Fast screening
impactor). 3anponoHoBaHuii npunag, FSI aHanisye
po3nogin kpanenb/4acTok Ha Agi dopakLii, BignoBigHO
rpy6y i TOHKY, ki yTBOPIOKTLCSA MPU PO3MUAEHHI
HasanbHoro cnpeto. MNepesara npunagy FSI nonsrae y
LUBMALLINA NiAroToBL,i, NPOCTOTi BUKOPUCTAHHS, i
6iNbLUili TOYHOCTI pe3ynbTaTiB aHanidy. Takox
OHOB/IEHA YacTnHa MeToankun BEPX, B OCHOBI SIKOI
NeXunTb MeToAVKa BU3HAYEHHS OAHOPIAHOCTI 403K, L0
[ocTaBnseTbCs. BBeaeHHs 3MiH npoTsarom 6-Tu
MicALiB Mic/1A 3aTBEPAKEHHS.
148. | MOMETA3O0OH- cnpeii HasaslbHUiA, TOB YkpaiHa BMPOOHULITBO 3a Yecbka BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/15611/01/01
TEBA cycnensis, 50 «TeBa NOBHUM LMK/TOM: Pecny6nika MRy - 3miHK 3 skocTi. CepTudiikart BignoBigHOCTI/ME- peyenmom
MKr/no3y, no 10 r YkpaiHa» TeBa Yex cepTudikaT BignoBiAHOCTI €BPONENChKIi
(60 no3) y IHaacTpi3 c.p.o. thapmakonei/moHorpadii. NMogaHHA HoBOro abo
donakoHi 3 OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI abo
[03y04nM crpei- BU/YYEHHS cepTudikaTta BignoBigHOCTI EBponeichbkiii
Hacocom Ta thapmakonei: gns A®l; ans BUXigHOro
po3nusioBavem, MaTepiany/peareHTy/MpoMIKHOro NPOAyKTY, Lo
3aKpUTUM BUKOPVCTOBYIOTbCS y BUPOOHMLTBI ADI; ans
KOBMaykom; no 1 [0NOMDKHOT peyoBUHU (cepTudikaT BignoBigHOCTI
chakoHy B €poneiicbkili hapmakonei) - HoBuii ceptudikaT Big,
KapTOHHI KOpo6Li BXe 3aTBepKeHOro BUPO6HYMKa, NOAaHHS HOBOrO
cepTudpikaTa BignoBiAHOCTI EBponeiichkii
hapmakonei Ne RO-CEP 2022-287 - Rev 01
(3aTBepaxeHo: DMF 40400-EUDMF.12.2019) ans Adl
MOMeTa3oHy thypoaTy MOHOriApaT Bif 3aTBEPXEHOro
BMpo6HuKa Sicor de Mexico S.A. de C.V., Mekcuka.
149. | MOP®IHY Tabnetku no 0,005 | Tosapuct Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/12735/01/01
CYNb®AT r, no 10 Tabnetok BO 3 [,00,aTKOBOKO MRy - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta peyernmom nionsieae
y 6nicTepi; no 5 [04aTKOBO BigNoBifa/IbHICTIO hapMakoHarnsgy. 3miHa y KopoTKiii XxapakTepucTuui
6nictepiB y naui 10 "IHTEPXIM" nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,i
3 KapTOHY Bignosiga 019 MeMYHOro 3acTocyBaHHs Ha nifcTasi perynspHo
NBHICTIO OHOBJIHOBAHOrO 3BiTY 3 6E3MNeEKMN NiKapCbKoro 3acooby,
"IHTEPXI abo gocnimxeHb 3 6e3nekn 3acTocyBaHHS JlikapCbKoro
M" 3acoby B nicnsapeecTpauiliHuii nepiog, abo Sk

pe3ynbTaT OLiHKV 3BITy 3 AOCMiLKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NaaHy negiaTpuyHnx gocnimkexs (PIP)
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

(3MiHyY Y3rof)keHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHoMm) - 3MiHV BHECEHO B IHCTpYKLilo 4N
MeAMYHOro 3acTOCYBaHHSA NikapCcbKoro 3acoby [0
po3ginis "B3aemogis 3 iHWMMK nikapcbkummn 3acobamu
Ta iHWi B1nan B3aemogiin”, "Oco6/mBOCTi
3acTocyBaHHA", "Cnoci6b 3acTocyBaHHA Ta 4o3un",
"Mo6iyHi Beakuii" BIiANOBIAHO 4O OHOBMEHOT
iHchopmawii LWwoao 6e3nekn 3acTocyBaHHS AjitoHOoi
peyoBuHM 3rigHo 3 pekomeHaauieo PRAC. BeeaeHHSA
3MiH NPOTArom 3-X MIiCALIB MiCNSA 3aTBEPAKEHHS.
CynyTHS 3MiHa - 3MiHM Woao 6e3neku/edhekTnBHOCTI
Ta (papmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B's13aHb Ta YMOB Buadi peecTpawiiHoro
NOCBiAYEHHS, BKNoYatoun MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHA TEKCTY, AKWIA NOTOMXEHNI 3
KOMMNETEHTHVM OpraHoMm) - 3asBHUKOM HafaHo
OHOBJ/IeHWiA MnaH ynpaBniHHA pu3nkamm Bepcis 2.1.
3MiHM BHECEHO [10 YaCTUH:
| «3aranbHa iHthopmaLlis»

Il «Cneundpikauis 3 6esnekm» (mogyni Cl
«Enigemionoria nokasaHb 0 3aCTOCyBaHHA Ta
yinbosa(i) nonynauis(i)»,

Il «MnaH 3 hapmakoHarnsagy»,

V «3axoau 3 MiHiMi3aLil pu3nkie»,

VI «Pe3tome nnaHy ynpasniHHS pu3nkamms»

VIl «Jopatkn» Ha MigcTaBi OHOBNEHHS iHhopMaLii 3
6e3nekn B IM3 BignoBigHO pekomeHaauin PRAC,
y3romkeHunx 3 CMDh.

150.

MOP®IHY
CYNb®AT

Tabnetku no 0,010
r, no 10 Tabnetok
y 6nicTepi; no 1
abo no 5 6nictepis
y naulli 3 KApTOHYy;
no 10 TabneTok y
6nictepi; no 14
6nictepiB y
rpynosiii Tapi

Tosapuct
BO 3
[04aTKOBO
10
Bignosiga
NBHICTIO
"IHTEPXI
M

YKpaiHa

ToBapucTBO 3
[04,aTKOBO
BiANOBIAA/TbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKiil xapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKL,i
AN MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6E3MNEKMN NiKapCbKOro 3acooby,
abo gocnimpkeHb 3 6e3neky 3acTocyBaHHA ikapCbKoro
3aco6y B nic/isipeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOCMIAKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHy Y3rof)XeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHO B IHCTpyKLito A1
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby [0
po3ainis "B3aemMogis 3 iHLWIMMK fikapCbkrMuK 3acobamu
Ta iHWi BuAaun B3aemogiii", "OcobamBocCTi

3acTocyBaHHs", "Cnoci6b 3acTocyBaHHs Ta 4o3un”,

3a
peyenmom

He
nionsieae

UA/12735/01/02
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
"Mo6iyHi Beakuii" BIANOBIAHO 4O OHOBMEHOT
iHchopmawii LWwoao 6e3nekn 3acTocyBaHHS AjitoHOoi
peyoBuHM 3rigHo 3 pekomeHaauieo PRAC. BeeaeHHSA
3MiH NPOTArom 3-X MIiCALIB MiC/A 3aTBEPAKEHHS.
CynyTHS 3MiHa - 3MiHM Woao 6e3neku/edhekTnBHOCTI
Ta (papmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B'13aHb Ta YMOB Buadi peecTpawiiHoro
NOCBiAYEHHS, BKoYatouy MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHA TEKCTY, SKWIA NOTOMXEHNI 3
KOMMNETEHTHVMM OpraHoMm) - 3asBHUKOM HafaHo
OHOBJ/IeHWIA MnaH ynpaBniHHA pu3nkamm Bepcis 2.1.
3MiHM BHECEHO [10 YaCTUH:
| «3aranbHa iHthopmalis»
Il «Cneundpikauis 3 6e3nekm» (mogyni Cl
«Enigemionoria nokasaHb [0 3aCTOCYBaHHA Ta
yinbosa(i) nonynauis(i)»,
Il «MnaH 3 hapmakoHarnsagy»,
V «3axoau 3 MiHiMi3aLil pu3nkie»,
VI «Pe3tome nnaHy ynpasniHHS pu3nkaMmms»
VIl «JopaTkn» Ha MigcTaBi OHOBNEHHS iHhopMaLii 3
6e3nekn B IM3 BignoBigHO pekomeHaauin PRAC,
y3romkeHux 3 CMDh.
151. | MYNIMEH Kpanni opasbHi, no | Bionoriwe HimeyuunH Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/3698/01/01
50 mn 'y chnakoHi- Xahnbmitt a XaiinbMmitTens MRy - 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta peuenma
KpanenbHuui; no 1 | enb Xeenb Xeenb M6X thapmakoHarnagy (iHwi 3MiHn) - TeKCT MapKyBaHHS
donakoHy- M6X BTOPVHHOT ynakoBku (n. 14. KATEITOPIA BIAMNYCKY)
KpanesnbHuui y npvBeLEeHo Y BiANOBIAHICTb A0 IHCTPYKLIi AnA
KOpO6Lii 3 KApTOHY Me[IM4HOro 3aCTOCYBaHHS NiKapCbKOro 3acoby.
152. | HANNIBY®IH- pO34MH ans TOBAPUC Ykpaina BCi cTagii, YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | 3a He UA/11606/01/01
DAPMEKC iH'ekyiii, 10 mr/mn TBO 3 BK/IHOHAKOUN TMNYy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyernmom nionsieae
no 1 mn a6o no 2 OBMEXE BUMYCK cepii: CT1abifibHICTb. 3MiHa Yy TepMiHax NpuaaTHocTi abo
My nonepeaHLo HOKO TOB "®APMEKC ymMoBax 36epiraHHsi roTOBOr0 NikapCcbKoro 3acoby
HanoBHeHOMY BIANOBIA reymn" (36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
wnpuyi; no 1 aéo AJTbHICT YKpaiHa; nikapcbKkoro 3acoby) - [ns TOproBoi ynakoBku
5 nonepeaHbO 0] BCi cTagii, okpim (niaTBEPOKYETLCA AAHUMWN PEAsTbHOIO Yacy).
HanoBHEHMX «KOPIMOP BUMNYCKY Cepii: 36inbLUEeHHs TEPMiIHY NPpUAATHOCTI FOTOBOrO
wnpuyis y ALIA TOB "Xon nikapcbkoro 3acoby HA/IBY ®IH-OAPMEKC, po3unH
KOMMNEKTi 3 «340POB "3p0poB's AN iH'ekuiii, 10 Mr/mn - Ana TOproeoi ynakosku (415
rofikamvt y "HA» Hapogy", amnys). 3aTBepixeHo: 3 poku
KOHTYpHil YkpaiHa; 3anponoHoBaHo: Ans amnyn: 4 poku. Ansa criakoHis: 3
YapyHKoBIli BCi cTagii, poku. [ns wnpuuis: 3 pokn. 3MiHW BHECEHI B pO34iNn
ynakosLji a6o BK/1tOHa0UM "TepMiH NpUAATHOCTI" B IHCTPYKLiO A1 MeAUYHOro
6nictepi; no 1 BTOPUHHE 3acToCyBaHHS Mikapcbkoro 3acoby. BBeAeHHs 3MiH

KOHTYpHi

NnakyBaHHA Ta

NpoTArom 6-T1 MicsiLiB NicAsi 3aTBEPAKEHHS.
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

YapyHKOBIl
ynakoBLji abo
6nictepy y nauuj;
no 1 mn a6o no 2
M B amnyni; no 5
amnyn y énictepi;
no 1 a6o 2
6nictepun y nauui;
no 1 mn a6o no 2
M/1 B amnyni; no
10 amnyny
6nictepi; no 1
6nictepy y nauuj;
no 1 mn abo no 2
M1y hnakoHi; no
5 chnakoHis y
KOHTYPHiIl
YapyHKOBIli
ynakosLji a6o
6nictepi; no 1 abo
2 KOHTYpHI
YapyHKOBI
yMakoBku abo
6nictepu y navui,
no 10 chnakoHiB y
KOHTYPHiIl
YapyHKOBIli
ynakosLji a6o
6nictepi, no 1
KOHTYPHili
YapyHKOBIl
ynakoBLji abo
6nictepy y navui

KOHTPO/Ib SIKOCTI,
38 BUHATKOM
BUNYCKy cepii:
ToBapucTBO 3
0bMexeHot
BigNoBigaIbHICTIO
"®apmaveBTnyHa
KOMMaHis
"3popos'a”
Ykpaina

153.

HATPIIO
TIOCY/Ib®AT-
JAPHMLA

PO34MH AN
iH'ekuin, 300
mr/mn, no 5 mn B
amnyni; no 5
ammnys y KOHTYpHIi
YapyHKoBIli
ynakoBLi; no 2
KOHTYPHI
YapyHKOBI
yMakoBKM B MauLi

MpAT
"®apmave
BTUYHA
ipma
"AapHuus"”

Ykpaina

MpAT
"GapmateBTuyHa
ipma "dapHuus”

Ykpaina

BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AkocTi. APl KoHTposb A®L. 3miHa y
napameTpax cneuugikauii Ta/abo AoNyCTUMMX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAYKT/pearexT, Wwo
BMKOPUCTOBYIOTLCS Y Npoueci BupobHuuTea APl
(A0ONOBHEHHA creumdikalii HOBUM NOKa3HWKOM SKOCTI
Ta Bi4NOBIAHM METOAOM BUNPOGYBaHHS) - A0
cneuundikauii A®l Hatpito Tiocynbhat Bupo6Huka M3
BK/IIOYEHO MOKa3HWK «bakTepianbHi eHA0TOKCUHN»
(ADY, 2.6.14, meToa A, KpUTepIili NPUIAHATHOCTI

3a
peuyernmom

UA/6106/01/01
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Ha3ssa

3asaBHUK

dopma sunycky KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
«meHwe 0,01 MO/mMr») 3 BiANOBIAHUM METOA0M
BMNPOGYBaHHS.
154. | HEBIAP® Tabnetkn no 5 mr, TOB YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/17235/01/01
no 10 TabneTok y "APTEPIY "Knismegnpenapa MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyernmom nionsiecae
6nictepi; no 3 MNTA" T", YKpaiHa thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumui
6nictepn B nauLi (BUPOGHMLTBO 3 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUi
npoaykuii in bulk L)1 MeUYHOTO 3aCTOCYBaHHSA
hipMmn-BMPOGHMKA reHepu4HUX/TibpUAHMX/6ioNoAIGHMX NiKapCbKUX
AKTABIC NTA, 3aco6iB nicna BHECEHHSA TiET caMol 3MiHU Ha
ManbTa, dipmu- pedhepeHTHW1 NpenapaT (3MiHa He NoTpebye HadaHHSA
BUPOGHMKaA XOJHWX HOBUX AOAATKOBUX JaHWX) - 3MiHN BHECEHO
"BankaHdapma- [0 IHCTPYKLUIT N8 MeANYHOro 3aCTOCYBaHHS
[ynHiya" AL, NiKapcbKoro 3acoby y po3aim "dapmakonoriyHi
Bonrapis, BN1acTMBOCTI", "3acTocyBaHHS Y nepiog, BariTHOCTi abo
KOHTPO/Ib SIKOCTI, rofyBaHHs rpyaar”, "3aatHicTb BNMBaTu Ha
BUMYCK cepii) LIBMAKICTb peakuii Npu kepyBaHHi aBTOTPaHCNOPTOM
abo iHWKYMK MexaHi3mamMu”, "Cnocib 3acTocyBaHHs Ta
nosun", "Oitn" (pegaryBaHHs) 3rifHO 3 iHopmaLieto
LLIOA0 MEANYHOrO 3aCTOCYBaHHA pediepeHTHOro
nikapcbkoro 3acoby (HEBIJIET, TabneTtku no 5 mr).
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS
155. | HEO- cynosuTopii 3eHTiBa, Yecbka EkcenrTic lnay TypeyunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/5477/01/01
NEHOTPAH® BariHasibHi; no 7 K.C. Pecny6nik CaHai Be TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE- peyernmom
POPTE Cyno3nTopiiB y a TigxapeT AHOHIM cepTudikaT BiAMOBIAHOCTI €EBPONENChKIi
6nicTepi B LipkeTi thapmakonei/MmoHorpadii. NogaHHs HOBOro abo
KapTOHHIA KOopoo6Li OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHST cepTudikaTa BignoBigHOCTI €Bponeiicbkiii
thapmakonei: gns A®l; ans BUXigHOro
mMarepiany/peareHTy/npOMIKHOTO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - Houii cepTudikaT Big,
BXe 3aTBep/pKeHOro BUpobHuKa. MofaHHs HOBOTO
cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
thapmakonei RO-CEP 2020-052-Rev 00 gns fjtoyoi
pevoBUHM MiKOHa30/y HITpaT Bif 3aTBEPAYKEHOTO
BMpOGHMKa Quimica Sintetica, S.A., Spain. Takox y
3B'A3KY 3anponoHoBaHo| 3MiHM ASMF oHoBNeHO
BignoBigHo Ao HoBoro CEP RO-CEP 2020-052-Rev 00.
156. | HIMEOAP renb, 10 mr/r no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 niossieae UA/15433/02/01
30 ry Ty6i; no 1 "papmave "®apmMaLeBTnyHa TIny - 3MiHu Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenma
Ty6i B nayy,j BTUYHA dipma "AapHuusa” thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
hipma NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKU,i
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky
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yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

"NapHILA”

L1151 MeQUYHOro 3aCTOCyBaHHA Ha MiAcTaBi perynsipHo
OHOBJIIOBAHOrO 3BITY 3 6€3Mekn Nikapcbkoro 3acoby,
abo pocnimkeHb 3 6e3nekn 3aCTOCyBaHHS NiKapCbKOro
3acoby B nicnsipeecTpaviiiHnii nepiod, abo K
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHy Y3rof)xeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO A0 IHCTPYKUIT 415 MeAUYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ginis
"MpoTunoka3saHHa" Ta "3acTocyBaHHA y nepiog,
BariTHOCTi abo rofyBaHHA rpyAat" BignoBigHoO 40
pekomeHgauin PRAC. TepMiH BBEAEHHS 3MiH -
npoTsarom 6 MicsiLiB Micns 3aTBepAKeHHs!

157.

HIMIZ®

Tabnetkun no 100
Mr, 4ns
BMPOGHMKa
KYCYM
XENTXKEP MBT
NTA, IHgis: no 10
Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHIi
ynakosLi; no 10
TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIi
ynakosLi; no 10
yMakoBOK y
KapTOHHIi
Kopobui; ana
BMpO6HMKa TOB
"KYCYM ®APM",
YkpaiHa: no 10
TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIi
ynakosui; no 10
Tabnetok y
6nictepi; no 10
6nictepiB y

TOB
"TNEQ®A
PM NTAO"

YKpaiHa

KYCYM
XENTXKEP MBT
NTA, IHpis abo
TOB "KYCYM
PAPM", YkpaiHa

IHais/
Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
MRy - 3MiHM 3 AKOCTI. [O0TOBWIA NikapcbkWii 3acib.
3MiHM Yy BUPOGHULTBI. 3MiHa po3mipy cepii
(BKKOYAKOUM giana3oH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHs fo 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM PO3MIpOM) - 36i/bLUEHHS
po3mipy cepii M3 go 10 pasis (BBeAEHHSA
[o4aTkoBoro posmipy cepii 1 000 000 TabneTok) ans
BMpo6HuKa KYCYM XENTKEP MBT NATA, IHAis, y
3B’A3KY 3 ONTUMI3ALi€l0 BUKOPUCTaHHSA 06naHaHHSA
npy BUPOBHMLTBI FOTOBOTO NiKapCbKoro 3acoby (6e3
3MiHW TeXHONOril BUPOBHMLTBA Ta NPOMUC/IOBOTO
o06nagHaHHsA). 3aTBepaxeHo: Ansa BupobHka KYCYM
XENTKEP MBT NTA, IHAaia: Po3mip cepii: 500 000
Tabnetok, 10 Ta6. no 1 6nictepy — 50 000 yn., 10 Tab.
no 1 6nictepy, no 10 ynakosok — 5000 kop.; Po3mip
cepii: 1 500 000 TabneTok, 10 Tab. no 1 6nictepy —
150 000 yn., 10 Ta6. no 1 6nictepy, no 10 ynakoBoK —
15 000 kop. Ans supobHMKa TOB «KYCYM ®APM»,
YkpaiHa: Po3mip cepii: 750 000 TabneTtok, 10 Ta6. no 1
6nictepy — 75 000 yn., 10 Ta6. no 10 6nictepiB — 7
500 kop. 3anponoHoBaHo: [ns BupobHuka KYCYM
XENTKEP MBT NTA, IHAaia: Po3mip cepii: 500 000
Tabnetok, 10 Ta6. no 1 6nictepy — 50 000 yn., 10 Tab.
no 1 6nictepy, no 10 ynakosok — 5000 kop.; Po3mip
cepii: 1 000 000 TabneTok, 10 Tab. no 1 6nictepy —
100 000 yn., 10 Ta6. no 1 6nictepy, no 10 ynakoBoK —
10 000 kop.; Po3mip cepii: 1 500 000 TabneTtok, 10
Tab. no 1 6nictepy — 150 000 yn., 10 Ta6. no 1
6nictepy, no 10 ynakoBok — 15 000 kop. A5

3a
peyenmom

UA/7649/02/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
KapTOHHI/ Kopoo6Li BMpO6HMKa TOB «KYCYM ®APM», YKpaina: Po3mip
cepii: 750 000 TabneTok, 10 Ta6. no 1 6nictepy — 75
000 yn., 10 Ta6. no 10 6nictepis — 7 500 Kop.
158. | HO-WWNA® po3unH Ans TOB Ykpaina XiHOIH 3pT. YropuHa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu | 3a He UA/0391/02/01
iH'ekyin, 20 mr/mm; "Onenna TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHs peyenmom | nionsicae
Ne 25 (5x5): no 2 Xenckea Ta/abo agpecun micLa NpoBaMKEHHS AisNbHOCTI
M/1 B amnyni; no 5 YkpaiHa" BMpPOGHUKa/iMNopTepa roToBOro Jlikapcbkoro 3acooy,
amnyn, BK/IOYA0UM OiNbHUL BUMYCKY cepii abo micue
PO3MILLEHNX Y NpoBeAEeHHS KOHTPOSIIO AKOCTI. (AiANbHICTb, 3a AKY
nigaoHi; no 5 BignoBiAae BUPOGHMK/iIMNOPTEp, BK/OHAKOUM BUMYCK
nigaoHIB y cepiii). 3MiHa Ha3BU Ta agpecy BUPOGHMKa roTOBOro
KapTOHHIA KopooLi NiKapcbkoro 3acoby. 3MiHU BHECEHO B iHCTPYKLiO ANns
MeAUYHOro 3aCToCyBaHHS NiKapCbKoro 3acoby y
po3ainv «BupobHuk» Ta «MicLe3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLs NPoBa[XeHHS oro
AiSNbHOCTI» 3 BigNOBIAHUMMN 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby. BeefeHHs
3MiH NPOTAroM 6-TW MICALIB Nic/A 3aTBEPKEHHS.
159. | HYPODEH® cynosuTopii no 60 PekkiTT Benvka damap A.B.E. Ipeuis BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHu | 6e3 UA/6642/02/01
AN pITEN Mrno5 BeHkizep BpuTaHis 3aBof AB/OH TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peuenma
CynosunTopiie y Xenckep thapmakoHarnagy (iHwi 3MiH1). OHOBNIEHHS TEKCTY
6nictepi; no 2 IHTEepHeLw MapKyBaHHA NepBUHHOT Ta BTOPUHHOI YNakoBOK
6nictepu y HA JlimiTeq, nikapcbKkoro 3acoby
KapTOHHiii Kopo6Lli
160. | HYPOPEH® TabneTku, BKpUTI PexkkiTT Benuka PexkkiTT BeHkizep Benuka BHECEHHS 3MiH O peecTpaviiiHux maTepiasniB: 3miHu | 6e3 UA/6313/02/01
POPTE 060/10HKOI0, NO BeHkizep BpuTaHis Xenckep BpuTaHis TMNy - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta peuenma
400 mr no 12 Xenckep IHTepHeLHN thapmakoHarnagy (iHwi 3MiH1) OHOBIEHHSA TEKCTY
TabneTtoky IHTepHeLw Niviten MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
6nictepi; no 1 abo | HA NlimiTeq niKapcbkoro 3acoby.
2 6nictepu B
KapPTOHHI KOpooLj
161. | OKY/TOXEE/b Kpanni o4Hi, no Bionoriwe HimeyuunH Bupo6HuK, Lo HimeuyunHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3MiHu | 6e3 UA/8258/01/01
0,45 Mn1 po3unHy y | Xainnbmitt a Bignosigae 3a TIny - 3MiHu Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenma
nonieTuIeHoBI enb Xeenb BMNYCK cepil: hapmakoHarnagy (iHwi 3MiHn) 3MiHU BHECEHO Y TeKCT
Kancyni; no 5 6X Bionoriwe MapKyBaHHSi BTOPVHHOI YNakoBKKM JliKapCbKOro 3acoby
nonieTuIeHoBmX Xaiinemittens LLI0A0 HaHeceHHs iHchopMmali, Ska HaHOCUTbCA
Kancysny nakeri 3 Xeenb Mv6X, wpudptom Bpaiins.
atOMiHIEBOT HimeuumnHa;
donbru; no 3 Brpo6HMK
naketay Hepo3dacoBaHoro
KapTOHHIA KOopoo6Li NpoAaYyKTY,
nepBuHHE
nakyBaHHs,

BTOPUHHE
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

nakyBaHHs:
Xononak
PepnakyHrcTekHik
'M6X, HimeuunHa;
MNepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs:
Xononak
depnakyHrcTekHik
M6X,
HimeuuuHa;
B1po6HMK
Hepo3dacoBaHoro
NPoAaYyKTY,
nepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs:
®apma LWTynbH
'm6X, HimeyunHa

162.

NMENOHA

po3unH Ans
iHcpysii Ta
opasibHOro
3acTocyBaHHs, 20
mr/Mn; no 1 mn B
amnyni, no 5
amnys y KOHTYpPHIi
YapyHKoBIl
ynakosLi, no 2
KOHTYPHi
YapyHKOBI
ynakoBK1 B
KapTOHHI KopoobLi

K'e3i
dapmac'to
Tikens
M6X

ABCTpis

BMPOGHMLTBO
bulk, nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHs,
KOHTPO/Ib SIKOCTI:
Anbcpacirma
C.n.A., ltanis;
MapKyBaHHA Ta
BTOPUHHE
nakyBsaHHs: ".J1.
dapma 'M6X,
ABCTPiIst; BUMYCK
cepii: K'esi
dapmac'ioTikens
'M6X, ABCTpISi;
MapKyBaHHsA Ta
BTOPUHHE
nakyBaHHs: TOB
"®apma lMak
XyHrapi",
YropLumHa

ITanis/
AscTpisi/
YropLimHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkunii 3acib.
KOHTpPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikaliii Ta/abo 4ONyCTUMUX MEX
rOTOBOrO JlikapcbKoro 3acoby (BHECEHHS 3MiH A0
[10Cb€ NiCNA OHOBMIEHHA 3arasibHOT CTaTTi Ha FOTOBY
nikapcbky dopmy y AdY/EBponeiickkii
thapmakonei)3miHn go martepianis P/, y 3B'A3ky 3
npvBeLeHHAM [0 3arasibHOT MoHorpadii €® ana
nepeHTepasibHMX Npenaparis, a came BKIHOUYEHHS
nokasHuka "Buammi yactkn" go Cneyndikauii Ta
MeToziB KOHTPOIO 3rigHO 3 MoHOrpadieto € 2.9.20.
TakoX BHOCATbCA pefakLiin 3MiH1 Ao po3ginis
3.2.P5.1,3.2P52 32P.54,32P.56, 3.2.P.8.1,
3.2.P.8.2,3.2.P.8.3.

3a
peuyernnmom

UA/15097/01/01

163.

NMEPrOBEPIC®

NOPOLLUOK Ta

Apec

Lseliuapi

Mepk CepoHo

LLiBeliLapist

BHECEHHS! 3MiH 10 peecTpauiiHux martepianiB: 3MiHu |

3a

UA/10624/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
PO3YMHHUK AN TpengiHr A C.A., BigfineHHs y TMny - 3MiHn 3 akocTi. A®l. KoHTponb AdL. 3miHa y peyenmom
pO3uunHy Ans C.A. M. OBOHH MeTofax BUNpobyBaHHS AD| abo BMXigHOro
iH'ekyit 1 abo 3 MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
hakoHu 3 BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea AP (iHwi
MOPOLLKOM Y 3MiHM y MeTogax BUNpobyBaHHs (BK/IOUAUM 3aMiHy

KomnnekTi 3 1 abo
3 dhnakoHamu 3 1
MJ1 PO34YMHHMKA
(Boga ons
iH'ekujn) y
KOHTYPHiIl
YapyHKOBIli
ynakosLi; no 1
KOHTYPHiIl
YapyHKOBIli
ynakoBLii B
Kopobui; 5
donakoHiB 3
MOPOLLKOM Y
KomnnekTi 35
dhnakoHamu 3 1
MJ1 PO3UMHHMKA
(Boga ans
iH'ekyin) y
KOHTYPHIl
YapyHKOBIl
ynakoBLi; no 2
KOHTYPHi
YapyHKOBI
ynaKkoBku1 B
Kopoo6ui

a60 fonoBHeHHs) APl abo BMXiZHOrO/MPOMIKHOTO
nNpoAaykTy) 3amiHa npoueaypv i30eneKTpu4Horo
dhoKyCcyBaHHs 3 BiZNOBIAHUMY KpUTEPIAMUA
NPUAHATHOCTI Cy4acHOI NpoLieaypoto enekTpodopesy
i3 Bidyanizauieto (iCE), sika BUKOPUCTOBYETLCSA ANA
ineHTudpikauii A®| dponiTponiHy anbdga. Takox,
BHECEHHS pefiakLUiiiHux 3MiH fo p.3.2.S5.4.2 ans
aHaniTM4Hoi meToankn «KinbkicHe BU3HaUYeHHS Ginky»
MeToA0M ekckno3uBHoi BEPX ans Adl chonitponiH
anba. 3miHu Il Tuny - 3miHn 3 AkocTi. APl KoHTposb
A®|. 3miHa y napameTpax cneuudikauiii Ta/abo
OONyCTUMKX MEX, BU3Ha4YeHuX y crneuudikalisx Ha
A®I, ab60 BUXigHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BMKOPMCTOBYHOTbCS Yy npoueci BUpobHuytea Ad|
(3miHa no3a mexamu 3aTBEpAKEHOr0 AianasoHy y
crneundikanii Ha A®Il). JoaaBaHHS NOKa3HUKa
cneumdikauii «lgeHTudikalisa MeToA0M eKCKIH03UBHOT
ynbTpaecekTBHOl BEPX>» 3 BignoBigH1MM
KpUTepisimu NpuitHATHOCTI «lMpodinb 3pa3ka
Bignosigae npodinto ctaHaapTy. CniBBiAHOWEHHS
yaciB yTpumyBaHHs (Rt,%) 4155 OCHOBHMX MiKiB B
mMexax Big 0,97% 1o 1,03%. RARY a1s 3aranbHoil
nnoui B Mexax Big 80% 0 120%>», a Takox 3MiHa
KpUTEepIiB NPUAHATHOCTI cneumdikavii A5 nokasHuka
«Arperatn» 3 «He 6inbLue 0,5%» Ha «Ipu BUMYCKY:
«He binblwe 0,5%», MpoTarom TepmiHy NpuaaTHOCTI:
«He binbLue 1,0%>», K HacnifgoK 3aMiHn MeToay
eKCcKNto3nBHOI BEPX Ha eKCK/13nBHY
ynbTpaedektmsHy BEPX. 3miuu Il Tuny - 3miHn 3
akocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneumndikayisx Ha A®l, abo BUXigHWIA/MPOMKHWIA
NPOAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLECI
BMpo6HULTBa API (3MiHA No3a Mexamu
3aTBEPMAXEHOr0 diana3oHy y cneuudikadii Ha AdPl).
3amiHa nokasHuka cneumdikauii «lgeHTudikayisa
mMeTogom O®-BEPX» Ha nokasHuk «laeHTudikauis
meTogom Od-ynbTpaedekTmeHa BEPX» 3
BiANOBIAHVMMMN KpUTEPISIMY NPUIAHATHOCTI Ta, AK
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

HacnifoK-3MiHy KpUTepiiB NPUAHATHOCTI cneumdikawii

Ans nokasHuka «OkucneHi hopmu» AD| choniTponiHy

anba 3 «<NMT 3% of alpha subunits oxidized forms»

Ha «NMT 5% of total oxidized forms» y BignoBigHocCTi
0o EP.

164.

NIPALIETAM-
JOAPHULA

Tabnetkun no 400
mr; no 10
TabneTtok y
KOHTYPHili
YapyHKOBIl
ynakosLi; no 3
KOHTYPHi
YapyHKOBI
yNakoBKuM y nauli

MpAT
"papmaue
BTUYHA
ipma
"fapHuus”

YKpaiHa

MpAT
"®apmaveBTnyHa
ipma "dapHnus”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiitHux MmaTepianis:
YTOUHEHHS! peecTpauiinHoi npoueaypy B Hakasi MO3
Ykpainu Ne 1056 Big 17.06.2024 - 3miHu | TUNY - 3MiHK
3 AkocTi. CepTucpikat signosigHocTi/lE-cepTudpikat
BiANOBIAHOCTI €Bponeiickkili hapmakonei/MmoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii 4dPY abo €Bponeincekoi
thapmakonei, abo iHLIOi HaLioHa/IbHOI thapmakonei
nepxasun €C (iHWi 3miHn) - MpuBegeHHsA Cneundikauii
Ta MeTogiB KOHTPOO AONOMDKHOT PEYOBMHU MarHito
cTeaparT, [0 BUMOr fjto4oi pegakuii MoHorpadii €
"Magnesium Stearate” 3 BpaxyBaHHAM BUMOT po3/iny
€0 1.5.1.8 |geHTndhikayisa, a TakoX BUMOr Ta
pekomeHgauin AdY, 3a nokasHukamu: "laeHTudikauis
(8o posginis C i D, Wwo € nepwoto igeHTudikauieto 3a
BiANOBIAHOI MOHOrpadieto E€d)", "KncnotHicts abo
NyXHicTb", "KinbkicHe BU3HaYeHH:". 3MiHu | Tuny -
3MiHu 3 sKocCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
[L0MOMDKHMX pevoBUH. 3MiHa napameTpis
cneuudikauin Ta/abo gonyctummnx Mex ans
[L0MOMDKHOT PeYOBUMHM (BUTYYEHHS 3i cnevumdikawi
He3Ha4yHOro MokasHuka (Hanpuknag, 3actapinoro
nokasHuka)) - BunyyeHHs i3 cneumdikaii 4ONOMiXHOT
peyoBMHM MarHito cteapar iHpopmal,ii 3a3HaveHoT B
po3aini "lgeHTudpikauis" npo Apyry igeHTudikalio Ta
BiANOBIAHI po3ainu apyroi iaeHTudikawyii:
"lpeHTudpikauisa A" Ta "lgeHtudikauia B". KoHTponb
nokKasHMka NpoBOANTLCS 3a NEPLLOID ifeHTudikalieo
MoHorpadii €®, wo signosigae sumoram €d 1.5.1.8
laeHTudiKaLia oe Bka3aHo, Wo "nepLua igeHTudikauis”
BMKOPUCTOBYETLCA A1 iAeHTUiKaLi y BCIX BUNaaKax,
a "pgpyra igeHTudikayis" Moxe BUKOPUCTOBYBAaTUCH
npy anTe4HOMY KOHTPONI, AKLLO € rapaHTis
cepTudikaLii NpoayKTy Ha Bi4NOBIAHICTL YCIM BUMOram
MoHorpadii.

3a
peyenmom

UA/3225/01/02

165.

NNETON

Tabnetkn no 100
Mmr; no 10
TabneTok y
6nictepi; no 3 abo

CEM
dapmach
toTikasic
JlimiTeq

Kinp

AT «Apamep,
dapma»

MonbLua

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHu Wwoao 6e3nekn/etpekTUBHOCTI Ta
thapmakoHarsisagy. 3miHa 4actoT Ta/abo TepMiHIB
nofaHHA perynsapHO OHOB/IIOBAHMX 3BITiB 3 6e3nekn

3a
peuenmom

UA/15004/01/02
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
6 6nicTepis B nNikapcbkyx 3aco6iB 3MiHW y 4aCTOTi Ta Aarax NofgaHHs
KapTOHHIi perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3neku.
ynakoBLi [itova pepakuis: Yactota nogaHHa perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn 6 micauis. KiHuesa
Aara ans BKoYeHHs faHux o PO36 - 28.02.2018 p.
Jarta nogaHHs - 08.05.2018 p. MNMponoHoBaHa
pepakuis: Yactota nogaHHa perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn 3 poku. KiHueBa gaTa
019 BKNHOYEHHA AaHmx o PO3B - 19.01.2026 p. data
nogaHHs - 19.04.2026 p. PekomeHg0BaHoO [0
3aTBEPIXEHHS BiANOBIAHO A0 NEPIOANYHOCTI NOAAHHS
perynspHo OHOB/OBAHUX 3BITiB 3 6e3neKkun NikapCbknx
3acobiB y EC.
166. | NZIETON Tabnetku no 50 CEM Kinp AT «Apamep, Monbwa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/15004/01/01
mr, no 10 $apmach dapmax» MRy - 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta peyenmom
TabneTtok y toTikasc hapmakoHarnsgy. 3miHa 4yacToTv Ta/abo TepMiHiB
6nictepi; no 3 abo Nimitep NoAaHHsA perysisipHO OHOBJIIOBAHMX 3BITiB 3 6e3nekn
6 6nicTepis B nikapcbknx 3aco6iB 3MiHM Y 4acToTi Ta AaTax NogaHHs
KapTOHHIi perynsipHoO OHOB/OBAHOTO 3BiTYy 3 6e3neku.
ynakoBLi [itova pepakuis: Yactota nofaHHA perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3nekn 6 Mmicayis. KiHuesa
hara ans BkoyeHHa gaHnx no PO3b - 28.02.2018 p.
[ara nogaHHs - 08.05.2018 p. NMponoHoBaHa
pepakuis: Yactota nogaHHa perynspHo
OHOB/tOBAHOTO 3BITY 3 6e3nekn 3 poku. KiHueBa gata
ONS BKNOYeHHA aaHunx o PO3B - 19.01.2026 p. faTa
nogaHHa - 19.04.2026 p. PekomeHa0BaHO [0
3aTBEPKEHHS BigNOBIAHO [0 NEPIOANYHOCTI NOAAHHS
perynsipHo OHOBJIIOBAHWX 3BITIB 3 6e3Meky NikapCbknux
3acobis y €C.
167. | NPEBEHTOP TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/17500/01/01
NNiBKOBOIO "papmaue "®apmMaueBThyHa TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHoCTI/TE- peyenmom
060/10HKO0, MO 10 BTUYHA dipma "fapHuua” cepTudikaT BigNoBiAHOCTI EBpONeNChKii
mr, no 10 tipma thapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
TabneTtok y "OapHuus” HeOoOXiAHICTIO NPUBELEHHS Y BiANOBIAHICTbL A0
KOHTYPHil MoHorpadgii AdY abo €sponeiicbkoi hapmakonei, abo
YapyHKOBIl iHLWWOT HauioHaTbHOT thapmakonel aepxasn €C (iHLWi

ynakoBLi, no 3 abo
Nno 9 KOHTYPHUX
YapyHKOBUX
yNakoBOK B NauLl

3MiHK) - BHOCATBCA 3MiHM A0 po3ginis 3.2.P.4.1.
Cneuucpikauii Ta 3.2.P.4.2. AHaNiTUYHI METOAUKN HA
[0noMixkHY pevoBuHy «Calcium Hydrogen
Phosphate», a came: - Noka3HUK "PO34MHHICTL":
BignosigHo Ao sumor A®Y, 1.4 "MoHorpadi” Ta €EP
1.5.1.7 "Characters" mae pekomeHgauiinHWin xapakTep,
Ha nigcTasi Yoro iHopMau,ito WoA0 PO3YNMHHOCTI
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
[0MOMDKHOT PEYOBVHW NEPEHECEHO A0 3arasibHNX
BnacTvBocTel. -HopMyBaHHsA Ta METOAVKN KOHTPOSIO
0151 NoKa3HWKiB «BTpaTa B maci nif yac
NPOXaprBaHHs», «KiflbKICHE BU3HAUYEHHS», a TaKoX
METOAVKN KOHTPOSIO AN1S MOKA3HUKIB «HEepOo3UnHHI y
KMCNOTi peYOBUHM», «KapboHaTu» NpuBeseHo A0
BMMOT aKTyasibHOT MoHorpadii €® «Calcium Hydrogen
Phosphate»
168. | NPEBEHTOP TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/17500/01/02
NAiBKOBOO "papmaue "®apmaveBTnyHa TMny - 3miHK 3 skocTi. CepTudiikart BignoBigHOCTI/ME- peyenmom
o060s10HKoto, Nno 20 BTUYHA ipma "dapHnus” cepTudiikaT BignoBigHOCTI EBponenchbkili
mr, no 10 ipma thapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
TabneTtoky "fapHuus” HeoOXiAHICTIO NpUBELEHHS Y BigNOBIAHICTb A0
KOHTYPHiIl MoHorpadii AdY abo €sponelickbkoi hapmakonei, abo
YapyHKOBIli iHLWOT HauioHanbHOT thapmakonei aepxasn €C (iHLWi
ynakoBLii, no 3 abo 3MiHM) - BHOCATBLCA 3MiHM 40 po3ginis 3.2.P.4.1.
N0 9 KOHTYPHUX Cneupndpikauii Ta 3.2.P.4.2. AHaNiTUYHI METOAMKM Ha
YapyHKOBUX [onomMikHy peyvoBuHy «Calcium Hydrogen
yMakoBOK B MauL Phosphate», a came: - MokasHuK "PO34MHHICTb":
BignosigHo o sumor A®Y, 1.4 "MoHorpagii” Ta €
1.5.1.7 "Characters" Mae pekoMmeHgauiiH1ii xapakTep,
Ha nigcTasi Yoro iHhopmaLiio LWoA40 PO3YMHHOCTI
[OMOMiXHOT PeYOBVHW NEePeHeceHo A0 3arasibHuX
BnacTnBocTell. -HopMyBaHHsA Ta METOAVKM KOHTPO/IO
0151 NOKa3HWKiB «BTpaTa B maci nig vac
npoxapoBaHHs», «KifbKiCHe BU3HAYEHHS», a Takox
METOAVKN KOHTPOSIO A1 NOKA3HUKIB «HEepo3umnHHI y
KUCMOTi peyoBuHW», «KapboHaTu» npuBegeHo 40
BMMOT aKTyasibHoT MoHorpadii €® «Calcium Hydrogen
Phosphate»
169. | NPENIANN renb ons Mdpaiizep CWA Mdpaiizep Benbris BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/9727/01/01
eHfoLepBikasibHOr IHK. MeHtohekuypuHr TIny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
0 BBefleHHs, 0,5 Benbria HB thapmakoHarnagy. BeefeHHsa abo 3miHu o

mr/3 1; no 31 rento
B 0JHOPa30BOMY
Lwnpuui; no 1
Lnpuuy B
6nicTepHii
ynakosui Ta 1
CTEpPUIbHOMY
KaTeTopy B
6nicTepHii
ynakoBLi B
KAPTOHHII KOpoO6Lyi

y3ara/lbHeHUx JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTeMy
thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHol ocobu,
Bi4NOBiAA/IbHOI 3a 34iICHEHHST chapMakoHarnsaay;
KOHTaKTHOI 0c0bM 3 hapMakoHarnagy 3asBHuKa A5
3pjiicCHeHHs chapmakoHarnagy B YkpaiHi, SKL0 BOHa
BigMiHHa Bij, yNMOBHOBaXKEHOI 0CO6W, BifgnoBigasibHOT
3a 3gjlicHeHHs chapmakoHarnsgy (Bknyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
thaiina cuctemun chapmakoHarniagy) - 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asiBHMKA,
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy B
YKpaiHi.
170. | NPOCTWH €2 resib BariHanbHWiA, Mdpaiizep CWA Mdpaiizep Benbris BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/10048/01/01
1wmr/3r;no3rB IHK. MeHtohekuypuHr MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyernmom
nonepeaHL0 Benbria HB thapmakoHarnsgy. BeegeHHs abo 3miHu o
HanoBHEHOMY y3araslbHeHUx faHnx npo cucTemy hapmakoHarnsgy
wnpuui; no 1 (BBEAEHHSA y3araslbHEHUX AaHVX NpPo cucTemy
LUnpu1LYy B chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobu,
KapTOHHIA KopooLi BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa 415
3[jiCHEeHHs1 hapmakoHariaay B YKpaiHi, SKLo BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0c06u, BignoBigansHOT
3a 3gjiicHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CcOobu 3asiBHMKA, BiAMNOBIAA/ILHOT 32
3iicHeHHs1 dpapMakoHaraisay B YkpaiHi
171. | NYNIbMOBPI3® | TabneTtkun, BKpUTI Mosi Xenc | LWBeliyapi CaBa Xesnckea IHais/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3MiHu || 6e3 UA/10213/01/01
060/10HKOH, in 6X a Ntp, Hais; YropwuHa TMny - 3MiHK 3 AKOCTi. ADI. (iHWi 3MiHW) HagaHHA peyenma
bulk: no 10000 Megiton MacTep-caiina Big BUpobHrka ADl ambpokcony
TabneToky PapmacbloTikan rigpoxnopug Ami Lifesciences Private Limited, India,
noABIAHNX N14., YropwuHa 3aTBEPPKEHOr0 3a NpoLielyporo HafaHHA
nosieTuIeHoBMX CepTudikaTy BignoBigHOCTI €EBponeichkiii
naketax thapmakornei.
3arBepmkeHo: BnacHuk ceptucpikata BignoBigHOCTI
€Bponelicbkoi hapmakonei Ami Lifesciences Private
Limited CEP RO-CEP 2014-135-Rev 00 gaTta
ocTaHHboro nepernagy 10.09.2015 3anponoHoOBaHoO:
BnacHuk mactep-chaiina Ami Lifesciences Private
Limited gata octaHHboro nepernsigy 02.2022
172. | NYNbMOBPI3® | Tabnetku, BKpUTI Mosi Xenc | Lseliyapi CaBa Xenckea IHpis/ BHECEHHS 3MiH 0 peecTpauiiiHux matepiasis: 3MiHu || 6e3 UA/10212/01/01
060/10HKO0, MO 9 M6X A Ntp, HAis; YropwumHa MYy - 3MiHU 3 AKOCTI. ADI. (iHLWi 3MiHW) HaJaHHA peuenma
Tabnetok y Megiton MacTep-aiina Big Bupo6Huka ADl amGpokcony
6nictepi; no 1 dapmacbloTikan rigpoxnopug Ami Lifesciences Private Limited, India,
6nictepy B N14., YropwyHa 3aTBEPAKEHOr0 3a NpoLieypor0 HagaHHS
KapTOHHii CepTudpikaTy BignoBigHOCTI €Bponeichbkii
ynakosLi; no 20 thapmakoner.
Tabnetok y 3arBepmKeHo: BnacHuk ceptucdpikata BianoBigHOCTI
6nictepi; no 1 abo €Bponelicbkoi dhapmakonei Ami Lifesciences Private
no 2 6nictepu B Limited CEP RO-CEP 2014-135-Rev 00 gata
KapTOHHIi ocTaHHboro nepernagy 10.09.2015 3anponoHoBaHo:
ynakoBLi BnacHuk macTep-cbaiina Ami Lifesciences Private
Limited gata octaHHboro nepernsigy 02.2022
173. | PEBALMO TabneTkn, BKpUTI BiaTpic CWA Papesa AMb6Yya3 PpaHuis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepiasis: 3MiHu Il 3a UA/6839/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
NNiBKOBOIO CnewenTi MRy - 3MiHKN WoA0 6e3nekn/edpeKkTBHOCTI Ta peyernmom
o60s10HKot0, No 20 nnc thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
Mmr; no 15 3000B'AA3aHb Ta YMOB BUJadi peecTpaLliiiHoro
TabneTtoky nocBigYeHHS, BKoYaoum MNnax ynpasniHHA pu3nkamm
6nictepi; no 6 (3acTocyBaHHs 3MiH(1), siki(a) BUMararTb(€)
6nictepiB y noAanbLIoro 06rpyHTyBaHHA HOBMMU A0AaTKOBUM
KapTOHHI/ KopoobLi AaHuMK, Lo MaloTb HaAABaTUCA KOMMETEHTHUM
OpraHoMm, OCKifIbKV BUMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) - 3asiBHVKOM HafaHo
OHOB/IEHWIA MnaH ynpasniHHA pu3nkamm Bepcis 8.0.
3MiHM BHeceHi go yacTuH: |l «Cneuudikauis 3
6e3nekn» lll «MnaH 3 hapmakoHarnagy», V «3axogu 3
MiHiMi3aLii pu3nkiB», VI «Pe3tome nnaHy ynpas/iHHA
pusnkammn» VIl «ogatku» 2,3,8 3a pesynbratamu
pocnimpkeHHs A1481324. PestoMe nnaHy ynpas/iiHHA
pv3nkamm Bepcis 8.0 fogaeTbes.
174. | PEMECYNIA® Tabnetkun no 100 AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/8173/01/01
mr no 10 Tabnetok | "®apmak” MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peyenmom
y 6nicTepi; no 1 thapmakoHarnagy (iHwi 3MiHu) - OHOBIEHHSA TEKCTY
abo 3 6nictepn y MapKyBaHHS1 YNakoBKv Nikapcbkoro 3acoby, a came
nauui 3 KapToHy BW/Ty4€HO iHChOpMaLito pocilicbkor MOBO, A0AAHO
Ha3By fitoyoi pevoBuHN y N. "Hassa nikapcbKoro
3aco6y" y n. "[HLwe" yTOYHEeHO N1oroTun 3asiBHMKa.
BBeaeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS
175. | PUBOKCWH- pO34MH ans MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/6209/01/01
OAPHUUA iH'eKUili, 20 mr/mn, "®papmave "®apmMaLieBThyHa TUny - 3MiHu 3 akocTi. A®I. CTabinbHICTb. 3MiHa peyenmom
no 5 mn B amnyi; BTMYHA ipma "dapHuus” nepiogy NOBTOPHMX BUNPOGYBaHb/Nepiogy 36epiraHHs
no 5 amnyny hipma abo ymoB 36epiraHHa A®I (3a BigCcyTHOCTI y
KOHTYpHili "fapHuus” 3aTBEPMKEHOMY [OCbE cepTudikarta BifnoBifHOCTI
YapyHKOBIl €BponelicbKiii hapMakonei, Lo BKIOHaE nepios
ynakosLi; no 2 NOBTOPHOro BMNpo6yBaHHS) (Nepiog NOBTOPHOTO
KOHTYPHi BUNPOGYBaHHsA/Nepiog, 36epiraHHs) - 36inbLUeHHs a60
YapyHKOBI BBE/IeHHs Nnepiofy NOBTOPHOrO
yNakoBKW y naulLy; BMNpo6yBaHHsA/nepioy 36epiraHHA Ha OCHOBI
no 10 mn B pesynbTaTiB AOCMIHKEHb Y peaslbHOMY Yaci -
amnyni; no 5 MpuBeaeHHs po3ainy «TepmiH NpUAATHOCTI» Ha gitouy

amnys y KOHTYpHIi
YapyHKOBIli
ynakoBLi; no 2
KOHTYPHI
YapyHKOBI
yNaKkoBKM y nauli

pe4voBUHY Pn6oKcuH (IHO3MH) y BigNOBIAHICTb A0
aKTyaslbHUX MaTepianis Lboro BUPOOHMKa
(3aTBEpMKEHO: CPOK rogHOCTU -4 rofa;
3anpornoHoBaHo: TepMiH NEPEKOHTPOSTI0 — 4 POKK).
3MiHn | TURY - 3MiHK 3 aKkocTi. APl KoHTponb AdI.
3MmiHa y napameTpax cneundikauii Ta/abo
[0NYCTUMUX MEX, BU3HAYEHUX Y cneumndikauisx Ha
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

A®I, ab0 BUXigHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYHOTbCSA Y npoueci BupobHuytea A®I (iHwi
3MiHK) - CynyTHA 3MiHa - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHs Ad|
abo BMXigHOro marepiany/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMpo6HMLUTBa API (iHLWI 3MiHM Y MeTofdax
BMNPOoOYyBaHHA (BK/THOYaOUM 3amiHy abo JONOBHEHHS)
A®I ab0 BUXigHOro/NPOMKHOrO NPOAyKTy) - Ao
po3ginis 3.2.S.4.1 Cneundikauis ta 3.2.5.4.2
AHanITUYHI METOAVKY Ha Ajtoyy peyoBrHY PMOOKCKH
(IHO3MH) BHOCATLCA 3MiHU 3@ NOKa3HWKOM "CynpoBiaHi
[OMILLKV" HOPMYBaHHSA NPUBEAEHO Y BiANOBIAHICTb A0
aKkTyaslbHUX MaTepianis BUPO6HWKa, a came: Ans
[OMILLOK ryaHO3VHY Ta riNOKCaHTVHY 3BY)XXEHO
KpuTepilii NPUIAHATHOCTI, AoAaHO NiMITK ANs
HeigeHTN(IKOBaHMX AOMILLOK Ta CyMU BCiX JOMILLOK;
akTyaslizoBaHO MeTOAMKY KOHTPOJIO: ONTVUMI30BaHO
npo6oniAroToBKY Ta BHECEHO 3MiHW B YMOBU
XpomaTorpadyyBaHHs. MeToAmka KOHTPOso
BaslifoBaHa. 3MiHu | TMny - 3MiHK 3 AKoCTi. AdI.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHs Ad|
abo BMXigHOro marepiany/npomiKHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMPOGHMLTBA AD| (BUNYyYEHHS MeToAy BMNPOGYBaHHS
ana Adl/peareHTy/MpoMiXXHOTO NPOAYKTY, AKLLO
anbTepHaTVBHUI MeTof BXe 3aTBepkeHunii) CynyTHs
3MiHa - 3MiHuM 3 akocTi. APl KoHTponb AdI. 3miHa 'y
napameTpax cneuudikauii Ta/abo JoNyCTUMMX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAYyKT/pearexT, Wwo
BMKOPUCTOBYHOTbCSA Y npoueci BupobHuytBa A®I (iHwi
3MiHK) - [o po3ginis 3.2.S.4.1 Cneuudpikauisa Ta
3.2.5.4.2 AHaniTN4Hi METOAMKMN Ha Ailo4y PEYOBUHY
Pn6okcuH (IHO3MH) BHOCATLCA 3MiHK, a came: -Ans
nokasHuka "laeHTudikalis - HopMyBaHHSA NPUBEAEHO Y
BiANOBIAHICTb A0 aKTyaNbHNUX MaTepianis BUPO6HMKa:
3a/IMLLEHO KOHTPO/Ib METOAO0M abCcopOLiiHOI
cnekTpodomMeTpii B iHppayepBoHOMY Aiana3oHi (4dPY,
2.2.24), meToamnKy KOHTPOo MeToAom 1Y 3anuweHo
6e3 3MiH, BHECEHO pefakLiiiHi npaBku, ski ochopMmneHi
BiANOBIAHO 0 pekoMeHaaLii Ta cTunicTuku JOY;
pewTy MeTogiB igeHTudiKaLii BUIy4YeHo y 3B'A3ky 3 iX
BU/TYYEHHSM 3i cneyudpikauii. -1 nokasHuka
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

"KinbkicHe Bu3HaueHHs" - Metog | (4®Y, 2.2.25,
meToa CP): METOAMKY KOHTPO/IIO 3aUTMLLEHO 6€3 3MiH;
BIAMNOBIAHO [0 pe3ynbTartis Banifauii BHECEHO TepMiHM

npuaaTHOCTI po3umHiB (3.2.S.4.3. Banigauis
aHaniTMYHNX Metoavk). BHeceHo pedakuiiiHi npasku,
siKi ochopM/IEHi BIANOBIAHO A0 pekoMeHaaLiin Ta
ctunictukn A®Y; MeTog Il (4PY, 2.2.20,
NoTeHLOMeTPUYHE TUTPYBAHHS): METOANKY KOHTPOSIO
BWJ/TYYEHO Y 3B’AI3KY i3 BiICYTHICTIO MOTPE6U B Hild,
KOHTponb A®| 3abe3sneuyeTbesa MmeTogom |; metog Il He
€ ap6iTpaXHUM, a TakoX BiH BiACYTHIl y maTepianax

BMPOGHMKA, TOMY 0r0 BU/TYHYEHHS HE CMIPUYMNHSIE
pu3unkiB g5 akocTi M13. 3mibm | Tuny - 3MiHK 3 AKOCTI.

A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikayisx Ha A®Il, abo BUXigHWIA/MPOMKHWIA
NPOAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLIECI

BUpo6HMLTBa AP (iHLWi 3MiHM) - CynyTHA 3MiHa

- 3MiHM 3 sikocTi. APl KoHTponb AdI. 3miHa y meTogax
BMNpobyBaHHA APl abo BMXigHOTO
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA y NpoLieci BupobHuutea AdI
(He3HauHi 3MiHN Y 3aTBEepPKEHNX MeToAax
BUNPO6YBaHHsA) - o po3ginis 3.2.S.4.1 Cneuundikaw,i
Ta 3.2.5.4.2 AHaniTVYHI METOAMKM Ha Ailovy PeyOBUHY
Pn6okcuH (IHO3MH) BHOCATLCA HE3HAYHI 3MiHM 3a
NoKa3HUKOM "PO3UYMHHICTL", SIKMI1 NepeHeceHo Ao
3araslbHUX BNaCTUBOCTEN, OCKINIbKN Mae
pekomeHaauiliHuin xapakTep 3rigHo BumMor oY, €0,
Ta nokasHuk "MikpobionoriyHa umctoTa" - npuBeLEeHO y
BIANOBIAHICTb A0 BUMOr €E®. 3MiHN | TUNY - 3MiHN 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneuudikaLin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikayisx Ha A®Il, abo BUXigHWIA/MPOMKHWI
NPOAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLIECI
BUPOGHMLTBA AD| (BUTyYEHHSA HE3HAYHOTO NOKa3HUKa
AKOCTI (Hanpuknag, BUy4eHHs 3actapinioro
nokasHuka)) - 3miHa y napameTpax crneuudikauiii Ha
nito4vy peyoBuHy PM60oKcUH (IHO3MH), a came
BWYYEHHS MOkasHuKa "lMuTome onTuyHe obepTaHHA"
BiANOBIAHO A0 MaTepianiB BUPOOHUKA Ta BUTyHYEHHS
nokasHvka "Baxki MeTann" Ha nigcrasi HagaHol
BVMPOGHMKOM OLiHKU pU3KnKy BignosigHo fo sumor ICH
Q3D Guideline for Elemental Impurities. 3MiHu | Tuny -
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

3MmiHu 3 sKocTi. APl KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JoNyCTUMMX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAYyKT/pearexT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(oonoBHeHHS cneumdikaLii HOBUM NOKA3HUKOM SIKOCTI
Ta BigNoBigHM METOAOM BUNPOBYBaHHS) -
[JlonoBHeHo cneuudikaLitio Ha AjtoYy pevoBUHY
Prn6okcuH (IHO3uH) nokasHuKoM "BakTepianbHi
€HOTOKCUHM" 3 Bi4NOBIAHUM METOAOM BMMPOGYBaHHS,
LLIO Y3ropKy€eTbCs 3 BUMoramu AdY. 3minm | Tuny -
3MiHu 3 siKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKOro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNycTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHK) - CynyTHSA 3MiHa -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOTO NiKapCbKOro 3acoby (iHLwi
3MiHM Yy MeTogax BUnpobysaHb (BK/IHOHAK0UN 3aMiHy
abo gonoBHeHHS)) - [lo maTepianiB peecTpauiiHoro
[0CbE BHOCATLCSA 3MiHK, a came po3fin:«linokcaHTnH
Ta ryaHo3uH» 3amMiHeHo Ha po3gain «CynposigHi
OOMiLLKM». MeTofmKa KOHTPO/Ilo BanigoBaHa. 3MiHu |
TMNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikadii Ta/abo JONYyCTUMMX MEX
rOTOBOrO JIiKapCbKOro 3acoby (iHLUi 3MiHK) - 3MiHU 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbKoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS
roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMAXEHNX MeTogax BunpobysaHHs) - 1o
marepianiB peecTpauiiHoro JOCbE BHOCATLCS 3MiHU
[0 MeToZIiB KOHTPOJIHO AKOCTI NiKapcbKoro 3acoby 3a
nokasHukom "lgeHTudikauis A" Ta "lgeHTudikauis B"-
BHECEHO pefiakLiliHi NpaBKu.

176.

PUCNEPNAOH-
TEBA

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKOHD, M0 4
Mmr no 10 TabneTok
y 6nicTepi; no 2
abo 3, abo 6, abo
9 6nicTepiB y
KapTOHHI/ KopoobLi

TOB
«TeBa
YKpaiHa»

YKpaiHa

AT
dapmaLleBTUYHNIA
3aBof TeBa

YropLimHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
MRy - 3miHK 3 skocTi. CepTudiikart BignoBigHOCTI/ME-
cepTudiikaT BignoBigHOCTI EBponenchbkili
thapmakonei/moHorpadii. NMogaHHA HoBoOro abo
OHOBJ/IEHOrO cepTudikaTa BiANoBigHOCTI abo
BU/TYYEHHS cepTudikaTta BignoBigHOCTI EBponeichbkiii
thapmakonei: gns A®l; ans BUXigHOrO
mMarepiany/peareHTy/npoOMIKHOT0 MPOAYKTY, L0
BVMKOPUCTOBYHOTbCS Y BUPO6HMUTBI API; ans

3a
peyenmom

UA/20419/01/02
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
[OMNOMDKHOT peyoBMHY (cepTuddikaTt BiAnoBIgHOCTI
€Bponelicbkiit hapmakonei) - OHOBNeHWii cepTuddikat
Bifj y)Xe 3aTBEpAXEHOro BUPo6HMKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI €EBponeinchkii
hapmakonei Ne R1-CEP 2009-243 - Rev 03
(3aTBepmkeHo: R1-CEP 2009-243 - Rev 02) ansa Adl
pucnepuaoHy Bif 3aTBEpKEHOro BUpo6HMKa DR.
REDDY'S LABORATORIES LIMITED, Ingis.
177. | PUCNEPUAOH- | TabneTtkun, BKpUTI TOB YkpaiHa AT YropwumHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/20419/01/01
TEBA NAiBKOBOO «TeBa dapmaLleBTUYHNI TMny - 3miHK 3 skocTi. CepTudiikart BignoBigHOCTI/ME- peyenmom
060/10HKOI0, MO 2 YkpaiHa» 3aBoy, TeBa cepTudikaT BignoBiAHOCTI €BPONENChKIi
Mr no 10 TabneTok thapmakonei/moHorpadii. NMogaHHA HoBOro abo
y 6nicTepi; no 2 OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI abo
a6o 3, abo 6, abo BU/TYYEHHS cepTudikaTta BignoBigHOCTI EBponeichbkiii
9 6nictepiB y thapmakonei: gns A®l; ans BUXigHOro
KapTOHHI/ KopoobLi mMarepiany/peareHTy/npoOMiKHOT0 MPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBNeHWn cepTuddikat
Bif] y)Xe 3aTBepAKEHOro BUpo6HMKa. MogaHHsA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeiichkiii
hapmakonei Ne R1-CEP 2009-243 - Rev 03
(3aTBepaxeHo: R1-CEP 2009-243 - Rev 02) ans Adl
pvicnepuaoHy Bif, 3aTBEPAXEHOrO BUPO6GHUKa DR.
REDDY'S LABORATORIES LIMITED, IHgijsi.
178. | PUULNHOBA 0/is opasibHa rno MPAT Ykpaina BiANOBiAabHNI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasiB: 3MiHu | 6e3 UA/9198/01/01
onAa 30ra6ono100r "®ITOPA 3a BUPOGHMLTBO, ™Mny - AAMIHICTPATMBHI 3MiHWU. 3MiHa HaliMeHyBaHHS peuyenma
y thriakoHax PM" nepBuHHE Ta/abo agpecun micusa NPoBaAKEHHS LisNbHOCTI
nakyBaHHs, BUPOGHMKa/iMNopTepa roToBOro Nikapcbkoro 3acoby,

KOHTPO/b AKOCTI
Ta BMNycK cepil:
MPAT
«PITOPAPM»
YkpaiHa
BiANOBiAabHNI
3a BUPOGHMLTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
TOB "®apma
Yepkac"
Ykpaina
BignoBigabHW
3a BUNycK cepii,

BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpPoBeAEHHS KOHTPOJIIO SKOCTI. (AisiNbHICTb, 3a AKY
BiANOBiAAE BMPOGHMK/IMNOPTEP, HE BK/IHOYAKOUM
BUMYyCK cepiii) 3mMiHa agpecy Bupo6Huka TOB "®apma
Yepkac", YkpaiHa, BignoBigasibHOro 3a BUPOGHULTBO,
NepBUHHE MakKyBaHHS Ta KOHTPOSIb AKOCTI, Y 3B'A3KY 3
pilLeHHAM YepkacbKoi MicbKoi paau, 6e3 3MiHu Micua
BMpPOGHMLTBA.




127
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He BK/oYaun
KOHTPO/b/BMNPOGY
BaHHA cepii:
MPAT
"GITOPAPM"
YKpaiHa
179. | PIEKO TabneTku, BKPUTI BAT YroplmHa BMPOGHMLTBO Kanapa/ BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3miHu | 3a UA/20261/01/01
NNiBKOBOIO "T'epeoH Hepo3dhacoBaHoOro YropwmHa Tuny - 3MiHn 3 akocTi. A®I. CTabinbHICTb. 3MiHa peyenmom
060/10HKO0, 40 PixTep" NPOAaYyKTY, nepiogy NOBTOPHMX BUNPOGyBaHb/nepioay 36epiraHHA
mr/1 mr/0,5 mr, no KOHTPO/Ib SIKOCTI: abo ymoB 36epiraHHa A®I (3a BigCcyTHOCTI Y
28 TabneTtok y MaTeoH IHK., 3aTBepXXeHOMY [0Cbe cepTuddikarta BiAnoBiAHOCTI
donakoHi 3 KaHaga; nepBuHHe €Bponelicbkiil thapmakonel, Lo BK/oYae nepiog,
nosieTuneny nakyBaHHs, NOBTOPHOro BUNpo6yBaHHS) (Mepios NOBTOPHOro
BMCOKOT LUiNIbHOCTI BTOPUHHE BMNpo6yBaHHsA/nepios 36epiraHHs) - 36iNbLLEHHA abo
3 nakyBaHHs1, BBE/IeHHS nepiofy NOBTOPHOrO
BOJIOronorimHave KOHTPO/Ib SIKOCTI, BMNpoGyBaHHsA/nepiody 36epiraHHA Ha OCHOBI
M, 3aKpuTOMY BUNycK cepii: BAT pe3ynbTaTiB AOC/iOXeHb Y peasibHOMY Yaci
iHOYKLjHO "l'epeoH Pixtep", 36inbLUeHHA nepiody NOBTOPHOrO BUNPOGYBaHHSA Ha
repMeTUyHO YropmHa OCHOBI pe3ynbTaTiB AOCMIAKEHb Y peasibHOMY Yaci
KPULLIKOKO 3 ana A®l penyronikc (6yno: 36 micsyis; ctano: 60
noninponinexy i3 MicsLiB)
3axMCTOM Bif
BiAKPUTTA AITbMU;
no 1 a6o 3
hnakoHn y
KapPTOHHI KOpooLyi
180. | PIHA3AN® cnpei HasanbHWiA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHSA 3MiH 10 peecTpavliiiHux maTtepianis: 3MiHu | 6e3 UA/17751/01/01
EKCTPA nosoBaHuii 0,5 "bapmaue "®apmavueBTNyHa MRy - 3MiHK 3 AkocTi. CepTucpikat BignosigHOCTI/TE- peyenma
mr/mn, no 10 mny BTUYHA ipma "dapHnus” cepTudikaT BignoBigHOCTI EBponenchkili
haKoHi 3 ipma thapmakonei/MoHorpadii. 3MiHun, Nos'a3aHi 3
[,03yBa/TbHUM "NapHuus” HEeOoOXigHICTIO MPUBEAEHHS Y BigMNOBIAHICTE A0
Hacocom; no 1 MoHorpadii AdY abo Eponeiicbkoi hapmakonei, abo
hakoHy y nauui iHLOT HaujoHasbHOT thapmakonel Aepxasu €C (iHLi
3MiHK) [N 4ONOMIKHOT pevoBrHM Cop6iToN piaKuiA,
L0 He KpucTanisyeTbes i3 Cneuudikauii Ta
AHaNIITUYHNX METOAMK BUSTYHEHO NOKa3HUK «Hikenb»
BiAMOBIAHO A0 BUMOr MoHorpadii «Sorbitol, liquid (non
crystallising)» €Bponeiicbkoi thapmakonei i maTepianis
BMPOOHUKA — aHaTi3y PU3NKY BMICTY efleMEHTHUX
Aomiwok 3rigHo 3 ICH Q3D Guideline for Elemental
Impurities. BunyyeHHs nokasHuka «Hikenb» He
CNPUYNHSAE pU3KNKKN Ansa akocTi 13
181. | POOVHIP MOPOLLOK A5 TOB YkpaiHa dapmaBixH CaH. TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a He UA/18546/01/01
opasibHOT "YOPNA Be Timk. A.LL. TMny - AAMiHICTpPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHs peyenmom | nionsi2ae
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cycnensii no 250 MEOMUN Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
mr/5 ms; no 60 mn H" BMPO6GHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
ab6o no 100 mny BK/IIOYAOUN AiNbHULI BUMYCKY cepii abo micue
chnakoHi; no 1 NPOBELEHHS KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a Ky
h1akoHy 3 MipHOIO BiANOBIAAE BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK
JIOXKOIO B KOPOOLL cepili) 3mMiHa agpecu Micus NPOBaKEHHS AisiNIbHOCTI
BMPOBHMKA rOTOBOTO liKapCbKOro 3acoby. 3MiHn
BHECEHO B iHCTPYKLit0 A1 MEAUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLsa NPOBaMXEHHS M0ro
LOisiNbHOCTI" 3 BigNOBIgHMMM 3MiHAMW B TEKCTI
MapKyBaHHs1 yNakoBOK. BBeleHHA 3MiH NpoTArom 6-Tn
MiCALIB MiC/1A 3aTBEPKEHHS
182. | POKCUMNIM NOpPOLUOK AN1A TOB Ykpaina dapmaBixH CaH. TypeyunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/15288/01/01
pO34MHy oNns "YOPNA Be Timk. A.LL. TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHs peyenmom | nidsisizae
iH'ekyinno 1,0r; 1 MEOMUN Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
dhnakoH 3 H" BMPO6GHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
NOpPOLLKOM B BK/IIOYAOUN AiNbHULI BUMYCKY cepii abo micue
KomnekTi 3 1 NpoBeLEeHHS KOHTPO/IIO AKOCTI. (AIANbHICTb, 3a AKy
amnynor BiANOBIAAaEe BMPOGHMK/IMNOPTEp, BKOYAUM BUMYCK
pO34MHHKKa (BOAM cepiid) - 3MiHa agpecy MicLs NPOBaKEHHS AiSSIbHOCTI
Ans iH'ekuiin) no 10 BMPOGHMKA rOTOBOTO NiKapCbKOro 3acoby. 3MiHu
MY KapPTOHHIl BHECEHO B iHCTPYKLit0 4151 MEAUYHOIO 3aCTOCYBaHHS
Kopobui nikapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NPoBaMXEeHHS Moro
LisANbHOCTI" 3 BigNOBIAHMMW 3MiHAMW B TEKCTI
MapKyBaHHS1 yNakoBOK.
183. | POHOUUT PO34MH Ans TOB YkpaiHa dapmaBixH CaH. TypeyunHa BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHu | 3a He UA/18484/01/01
iH'ekyin 500 mr/4 "YOPNA Be Timk. A.LL. TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHs peyenmom | nidsisicae
M/1; N0 4 MN1 B MEOMLUN Ta/abo agpecy MicusA NPoBaKEHHS AiS/IbHOCTI
amnyni; no 5 H" BMPOGHUKa/iMNopTepa roToBOro Jlikapcbkoro 3acooy,
amnysn B KOHTYPHil BK/IOYA0UM OiNbHUL BUMYCKY cepii abo micue
YapyHKOBIi NPOBELEHHS KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a AKy
ynakoBLi; no 1 BignoBiAae BUPOGHMK/iIMNOPTEp, BK/IOHAKOUM BUMYCK
KOHTYPHili cepiii). 3MiHa agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
YapyHKOBIi BMPOGHMKA rOTOBOTO NiKapCbKOro 3acoby. 3MiHu
ynakoBLji y BHECEHO B iHCTPYKLit0 A1 MEAUYHOIO 3aCTOCYBaHHS
KapTOHHIA KOopooLi nikapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLs NPoBaKeHHS 1oro
LisiNbHOCTI" 3 BigNOBIgHMMM 3MiHAMMW B TEKCTI
MapKyBaHHS yNakoBOK.
184. | POHOUUT pO34MH Ans TOB YkpaiHa dapmaBixH CaH. TypeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a He UA/18484/01/02
iH'ekuin 1000 mr/4 "YOPNL Be Timk. A.LL. TMny - AAMIHICTPaTWBHI 3MiHU. 3MiHA HaliMEeHyBaHHS peyenmom | miosig2ae

M; No 4 M B

MEANLV

Ta/abo agpecy MicLs NPOBaKEHHS Ais/IbHOCTI
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amnyni; no 5 H" BMpPO6HUKa/iMNopTepa roToBOro Jlikapcbkoro 3acoby,
amnys B KOHTYPHil BK/IIOUA0UM OiNbHUL BUMYCKY cepii abo micue
YapyHKOBIli NpoBeAEeHHS KOHTPOSIIO AKOCTI. (AiANbHICTb, 3a AKY
ynakoBLi; no 1 BignoBiAae BUPOGHMK/IMNOPTEP, BKOHAKOUM BUMYCK
KOHTYPHiIl cepiii). 3MiHa agpecy Micus NPOBaKEHHS AiS/IbHOCTI
YapyHKOBIli BUPOGHMKa rOTOBOrO iKapCbKOro 3acoby. 3MiHu
ynakoBLji y BHECEHO B iHCTPYKL,iO 4719 MEANYHOIO 3aCTOCYBaHHS
KapTOHHIA KopooLi nikapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLs NpoBafXeHHS oro
AISNbHOCTI" 3 BiANOBIAHNMMMW 3MiHAMM B TEKCTI
MapKyBaHHS YNakoBOK.
185. | POMINOHI pO34MH AN TOB YkpaiHa TOB "HOpis- YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/19109/01/01
iH'ekuin, 7,5 mr/mn "HOpis- Papm”, MRy - 3MiHK WoA0 6e3nekn/epeKTUBHOCTI Ta peyernmom niosnsiecae
no 10 mny Papm"” thapmakoHarnsgy. 3MiHa y KOpOoTKili XxapakTepucTuui
amnynax CKIsiHuX, NiKapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKU;i
no5amnyny L1151 MeQUYHOro 3aCTOCyBaHHA Ha NigcTaBi perynsipHo
KOHTYpHili OHOBJ/IIOBAHOTO 3BITY 3 6e3Mekn NiKapcbKoro 3acoby,

YapyHKOBIli
ynakosLi, no 1
KOHTYPHiIl
YapyHKoBIli
ynakoBLji y nayui 3
KapToHy

ab0o pocnimkeHb 3 6e3nekn 3aCTOCyBaHHS NikapCbKOro
3acoby B nicnsipeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NNaHy negiatpuuHux gocnigxeHs (PIP)
(3MiHyY Y3rof)keHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) - 3MiHW BHECEHO A0 IHCTPYKUii ANns
Me[MYHOro 3acTocyBaHHsA Ta KopoTkol
XapakTepuUCTUKKN NikapcbKoro 3acoby o posainy
"Mo6iyHi peakuyji" Woa0 6e3nekn 3acTocyBaHHSA Aitoyoi
peyoBMHM poniBakaiH BiAnoBigHO A0 pekoMeHaaLii
PRAC. BBefeHHs 3MiH NpoTAarom 6-Tu micauis nicns
3aTBEpMAXEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NikapCbKoro
3acoby. 3miHa y MeTofax BMNpo6yBaHHA rOTOBOTO
nikapcbKoro 3acoby (iHWi 3MiHM y MmeTogax
BMNPOGYBaHb (BKOUAOUM 3aMiHy ab0 [ONOBHEHHS)) -
3MiHM B MeToZi KOHTPOosIto /13 3a NOKa3HMKOM
«CynpoBigHi AOMILLKM», a came onTUMi3aLis
nposeAeHHs NpoboniaroToBky 6e3 3MiHn hiHanbHOT
KOHLeHTpaL,ii po34mnHiB, koediLieHT cumeTpil
npviBefeHuii Ao sumor Ph.Eur., fofaBaHHA
iHcbopmawii Wwoao0 TepMiHy NPUAATHOCTI PO3YMHIB.
3MmiHu | TUNYy - 3MiHK 3 SKoCTi. FOoTOBMIA NiKAPCbKN
3aci6. KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
rOTOBOrO /iKapCbKoro 3acoby (iHLWi 3MiHK) - 3MiHN B
crneymdikauii 3a NokasHNKOM «lgeHTudikayis». 3MiHu |
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TMny - 3MiHM 3 AKOCTI. [O0TOBWIA NiKapcbKWii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
yMoBax 36epiraHHsi TOTOBOrO NikapCcbKoro 3acoby
(36inbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [115 ToproBoi ynakoBku
(niaTBEPAKYETLCA AAHUMN pPeasibHOro yacy) -
36iNbLUEHHS TepMiHYy npugaTHocTi /13 Ha nigcTasi
BMBYEHHS CTabinbHOCTI. [iloya pefakuis: 2 poku
MponoHoBaHa pefakuis: 3 poku 3MiHM BHECEHO [0
IHCTPYKUIT AN MeanyHOro 3actocyBaHHs Ta KopoTkoi
XapakTepuCTVKM NiKapCbKOro 3acoby A0 po3ainy
"TepMmiH npugaTHOCTI". BBeAEHHS 3MiH NPOTAroM 6-Tu
MicsLiB nicns 3aTBepayKeHHs. 3MiHn | Tuny - 3MiHN
Loao 6e3nekn/edeKTMBHOCTI Ta papmakoHarnsgy
(iHWi 3MiHW) - 3MiHX BHECEHI [0 TeKCTY MapKyBaHHSs
NepPBUHHOT Ta BTOPMHHOI YNakoBKU /liKapcbKoro
3acoby. BBegeHHs 3MiH NpoTAromM 6-Tu MicsuiB nicns
3aTBEPKEHHSA. 3MiHN | TUNy - 3MiHK WoA0
6e3nekun/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM) - 3MiHM BHECEHO A0 IHCTPYKLi 415 MeanyHoro
3acTocyBaHHsA Ta KOpPOTKOT XapakTepucTuKkn
nikapcbKoro 3acoby go po3ainy "rMNobiyvHi peakwi”
LLI0A0 3BiTyBaHHS NPO NOGiYHi peaxLii. BBeAeHHS 3MiH
NPOTArom 6-Tu MiCALIB Nica 3aTBepAXEHHS. 3MiHN |
TMny - 3MiHM 3 AKOCTI. [O0TOBWIA NikapcbkWii 3acib.
3MiHN Yy BUPOGHMLTBI. 3MiHN BUNpo6yBaHb abo
L0oNyCTUMUX MeX, BCTAHOB/IEHNX Y crieuudiikaisx, nig
yac BMPOBHMLTBA FOTOBOIO /iKapCbKoro 3acoby
(nopaBaHHS HOBOTO MeTOAY BUNPOOYBaHHS Ta
O0oNyCTUMMUX MeX) - 3MiHa B cnevmdikavii npomMiKHOro
KOHTPO/II0 Ha cTagii «HanoBHeHHs», a came
[OMOBHEHHSA NokasHMkom «Onuc» (Appearance) 3
HopMyBaHHsIM «Clear, colourless solution». 3MiHu |
TMny - 3MiHM 3 AKOCTI. [O0TOBWIA NikapcbkWii 3acib.
3MiHN Yy BUPOGHMLTBI. 3MiHN BUNpo6yBaHb abo
L0oNyCTUMUX MeX, BCTAHOB/IEHNX Y crieuudiikaisx, nig
yac BMPOBHMLTBA FOTOBOIO /iKapCbKoro 3acoby
(nopaBaHHS HOBOTO MeTOAY BUNPOOYBaHHS Ta
O0oNyCTUMMUX MeX) - 3MiHa B cnevmdikavii npomiKHOro
KOHTPO/II0 Ha cTagii «HanoBHeHHs», a came
[ONOBHEHHS MOKa3HWKOM "MikpobionoriyHe
HaBaHTaxeHHs"(Microbial burden) 3 HopmyBaHHAM 100
CFU/100 ml. 3miHwn | Tuny - 3MiHK 3 aKkocTi. FoToBwMiA
NiKapcbKuii 3aci6. 3MiHN Y BUPOOHULUTBI. 3MiHK
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BMNpoGyBaHb abo AOMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpoOHNLTBA rOTOBOrO
nikapcbKoro 3acoby (fofaBaHHA HOBOTO MeToay
BMNPOGYBaHHA Ta AOMYCTUMUX MEX) - 3MiHa B
cneuudikaLii MPOMIXHOIO KOHTPOSIO Ha cTagi
«HanoBHeHHs», a caMme JOMOBHEHHS MOKa3HNKOM
«O6'em, Wo BuTAraeTbea» (Extractable volume) 3
HopMyBaHHAM «Not less than nominal volume». 3miHu
| Tuny - 3MiHM 3 AKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3MiHN BUNpOByBaHb abo
[ONYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisx, nig
yac BMPOOHMLTBA FOTOBOIO /iKapCbKOro 3acoby
(BTyYEHHSI HECYTTEBOrO BUNPOOYBaHHA B MPOLECI
BMPOGHMLTBA) - 3MiHa B crnieyudikaLlii NpoMiKHOro
KOHTPOJI0 Ha cTagii «[puroTyBaHHs», a came
BUTYYEHHS MOKa3HKKa "MexaHiuHi BKIoYeHHs"
(Particulate matter: Visiable matter).
186. | POTALE® NOpPOLLOK ANs TOB YkpaiHa dapmaBixH CaH. TypeyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/14808/01/02
pPO3UMHY AN "YOPNA Be Tigpk. A.LL. TMny - AOMIHICTPaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHsA peyenmom | nidsis2ae
iH'ekuinno 0,5r; MEANLN Ta/abo agpecy MicLs NPOBaXEHHS AiS/IbHOCTI
10 cknsHMX H" BMpO6HUKa/iMNopTepa roToBOro Jlikapcbkoro 3acoby,
h1aKoHiIB 3 BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NOPOLLKOM Y NpoBeAeHHSA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY
KapTOHHIi Bi4noBigae BUPOGHMK/iMNOPTEp, BKIOYAKOUM BUNYCK
Kopobui; 1 cepiii). 3MiHa agpecu MicLus NPOBaL)KEHHS AiSNIbHOCTI
CK/ISIHWI doNakoH 3 BMPOGHMKA rOTOBOTO NiKapCbKoro 3acoby. 3MiHu
MOPOLLKOM Y BHECEHO B iHCTPYKLit0 415 MEAUYHOIO 3aCTOCYBaHHS
KomnekTi 3 1 nikapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
amnyso BMPOGHMKa Ta afpeca MicLs NPoBaKEHHS oro
po3uMHHKKa (BOga LisinbHOCTI" 3 BigNOBIAHMMMW 3MiHAMUW B TEKCTI
ANA iH ekuiin) no 5 MapKyBaHHs YNakoBOK.
M1y KapTOHHii
Kopobui; 1
CKNSIHWI doNakoH 3
MOPOLLKOM Y
KomMekTi 3 1
amnysoto
PO34MHHMKA
(po3uuH nigokainy
rigpoxnopugy 1
%) no2mny
KapTOHHI KOopoo6Li
187. | POTALE® NMOPOLLOK A5 TOB YkpaiHa dapmaBixH CaH. TypeyunHa BHECEHHS 3MiH 40 pPeecTpauliiHNX MaTepiasiB: 3MiHu | 3a He UA/14808/01/01
PO34MHY Ans "YOPN[, Be Timx. A.LL. My - AAMIHICTpaTUBHI 3MiHW. 3MiHA HaiMeHyBaHHs peyenmom nionsi2ae
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
iH'ekyin no 1 r; 10 MEOMUN Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
CKNSIHWX (hN1akKoHiB H" BMPO6GHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
3 MOPOLLKOM Y BK/IIOYAOUN AiNbHULI BUMYCKY cepii abo micue
KapTOHHIi NPOBELEHHS KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a Ky
Kopo6bui; 1 BiANOBIAAE BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK
CK/ISIHWI doNakoH 3 cepiid). 3MiHa aapecy MicLs NPOBAKEHHS Ai/IbHOCTI
MOPOLLKOM Yy BMPOGHMKA rOTOBOTO NiKapCbKOro 3acoby. 3MiHu
KomnnekTi 3 1 BHECEHO B iHCTPYKLit0 A1 MEAUYHOIO 3aCTOCYBaHHS
amnynok nikapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
po3unHHKKa (BOAa BMPOGHMKA Ta agpeca MicLsa NPOBaMXEHHS M0ro
ONs iH eKuiin) no LOisiNbHOCTI" 3 BigNOBIgHMMM 3MiHAMW B TEKCTI
10 M y KapTOHHIi MapKyBaHHS yNakoBOK.
Kopobui; 1
CKNSIHWI doNakoH 3
MOPOLLKOM Y
KomnekTi 3 1
amnysio
PO34MHHMKA
(po3umH nigokainy
rigpoxnopugy 1
%) no 3,5 Mmny
KapTOHHI/ KopoobLi
188. | CANNA30MIPUH | TabneTtku, BKpUTI Mdpaiizep CWA BMPOGHMLITBO, Lseuis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/4201/01/01
EN-TABC 060/10HKOH, IHK. nepBrHHe Ta MRy - 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta peyenmom
KMLLKOBOPO3YMHHI BTOPUHHE thapmakoHarnsgy. BeegeHHs abo 3miHn go
no 500 mr; no 100 nakyBaHHs, y3araslbHeHNX AaHux nNpo cuctemy dpapmakoHarnsgy
TabneTok y KOHTPO/b AKOCTI, (BBEAEHHSA Y3araslbHEHNX AaHNX NPO CUCTEMY
chnakoHi; no 1 BMNYCK cepil: thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
donakoHy B Peuichapm BiANOBIAA/IbHOI 3a 34ilicCHEeHHA hapmakoHarnsgy;
KapTOHHIA KopooLi Ynncana AB, KOHTaKTHOT 0CO6U 3 hapmakoHarnsay 3asBHUKa 415
LLIBewjis; KOHTPONb 3[jiCHEeHHs hapmakoHarnagy B YKpaiHi, AKLo BoHa
AKOCTI: BiAMiHHA BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
Peuichapm 3a 3gjlicHeHHs chapmakoHarnsgy (Bknoyaryn
Ynncana Ab, KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
LBeuis; thaiina cuctemm chapmakoHarnsgy) 3MiHa KOHTaKTHUX
MiKpO6ionoriyHe [aHnX KOHTaKTHOI 0coby 3asiBHMKa, BIANOBIAA/ILHOT 38
TEeCTyBaHHS: 3[ificHeHHs thapmakoHarnsgy B YKpaiHi.
€BpodhiHC
Biochapma
MpogakT TecTiHr
CeigeH Ab,
LIBeuis
189. | CAJIOPANbK rpaHynun Op. ®anbk | HimeyuunH Brpo6Huk Himeuunna/ BHECEHHS 3MiH 40 pPeecTpauliiHNX MaTepiasiB: 3MiHu | 3a UA/3745/01/01
racTpope3nCTEHTH dapma a BignoBiganbHW TMNy - 3MiHK 3 AKOCTI. FOTOBWIA NliKAPCbKWUIA 3aci6. peyenmom
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
i, NPO/IOHroBaHoI 6X 3a BUNyCK cepii 3MiHN y BUPOGHMLTBI. 3amiHa abo BBEAEHHSA

aii no 500 mr; no
930 Mmr rpaHyn y
nakeTmkax
«["paHy-CTuKC»;
no 50 nakeTukiB y
KOpo6Li 3 KApTOHY

KiHLLeBOro
NPOAYKTY:

[p. ®ansk Papma
m6X, HimeuunHa,;
Brpo6HuK,
BiANOBIAaIbHNI
3a BUPOGHNLTBO
[030BaHoOl hopmu,
NepBuHHeE,
BTOPVIHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI:
JNlo3aH ®apma
M6X, HimeyuunHa;
Papbin Papma
mM6X, HimeuunHa,;
Brpo6HuK,
BiANOBIAaIbHNI
3a NepBuHHe,
BTOPVHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
JNo3aH ®apma
'M6X, HimeuunHa;
B1pO6GHMK,
BiANOBiAabHNI
3a BTOPWHHE
nakyBaHHS:
Jlokcecc dapma
'M6X, HimeuunHa;
B1pO6GHMK,
BiANOBigabHNI
3a KOHTPO/1b
AKOCTI:
Haykoso-
[ocnigHwin
iHCTUTYT
Xennenep MvbX,
HimeuuunHa;
anndamves
PAPBIN
ApuHaimiTTens
rm6X, HimeyunHa

[0[aTKOBOI [i/TbHUL BUPOGHMLUTBA A1 YACTUHM abo
BCbOr0 BYPOBHMYOro NPOLLECY roTOBOrO NiKapCbKoro
3acoby (ginbHULUSA 418 BTOPUHHOTO NakyBaHHS).
JlogaBaHHA aflbTePHATUBHOIO BUPOBHMKA,
BifiNOBIAANbHOrO 3a BTOPMHHE NakKyBaHHS: Jlokcecc
dapma Mvb6X (Ambeprep WTp. 1-3, 82538 MepeTcpia-
lenbTiHr, HimeuunHa) / Loxxess Pharma GmbH
(Amberger Str. 1-3, 82538 Geretsried-Gelting,
Germany). TakoX BHOCATbCS HE3HAYHI peakLiliHi
3MiHM Ao po3giny 3.2.P.3.1 Bupo6Huk(n).
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

190. | CAJIOPANBbK rpaHynu Op. ®anbk | HimeyuunH Brpo6HMK HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHMX MmaTepiasiB: 3MiHu | 3a UA/3745/01/02
racTpope3ncTeHTH dapma a BiANoBigabHNI TMNy - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
i, MPO/IOHroBaHoI 6X 3a BUNycCK cepii 3MiHu y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
Aji no 1000 mr; no KiHLEeBOro [04aTKOBOI [i/TbHUL BUPOGHMLUTBA A1 YACTUHU abo
1860 mr rpaHyn y NPOAYKTY: BCbOr0 BYPOBHMYOro NPOLLECY rOTOBOrO /iKapCbKoro

naketukax "l'paHy-
Ctukc"; no 50
nakeTukiB y
Kopoo6ui

[p. ®ansk Papma
mM6X, HimeuunHa;
Brpo6HuK,
[o30BaHoi chopmu,
nepBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI:
JNo3aH ®apma
'M6X, HimeuunHa;
dapbin dapma
'M6X, HimeuunHa,;
Brnpo6HmK,
BignoBiganbHWi
3a NepBuHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOJIb SIKOCTIi:
No3aH ®apma
mM6X, HimeuunHa;
Brpo6HuK,
BiANOBiAaIbHNI
3a BTOPUHHE
nakyBaHHs:
Jlokcecc dapma
mM6X, HimeuunHa;
Brpo6HuK,
BiANOBiAaIbHNI
3a KOHTPO/1b
AKOCTI:
HaykoBo-
nocnigHui
IHCTUTYT
Xennenep MvbX,
HimeuuunHa;
Brpo6HuK,
BiANOBIAaIbHNI
3a KOHTPO/1b

3acoby (ginbHULUSA 418 BTOPUHHOTO NakyBaHHS).
JlogaBaHHA aflbTePHATUBHOIO BUPOGHMKA,
BiZiNOBIAAIbHOrO 3a BTOPMHHE NakKyBaHHS: Jlokcecc
dapma Nvb6X (Ambeprep LWTp. 1-3, 82538 epeTcpia-
lenbTiHr, HimeyunHa) / Loxxess Pharma GmbH
(Amberger Str. 1-3, 82538 Geretsried-Gelting,
Germany). TakoX BHOCATbCS HE3HaUHI pefakLiiiHi
3MiHM go po3giny 3.2.P.3.1 Bupo6Huk(1).
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
AKOCTI:
anndamves
Papbin
ApuHelnmiTTeNb
Mm6X, HimewunHa
191. | CANTIOPANBK rpaHynu [p. ®anbk | HimeyunH BignosiganbHuii HimeuunHa BHECEHHS 3MiH 40 peecTpauiinHmx maTepiasis: 3MiHu | 3a UA/3745/01/04
racTpopesncTeHTH Papma a 3a BUNyCK cepiii TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenmom
i NponoHroBaHoi 6X KiHLLeBOro 3MiHM Yy BUpOBHULTBI. 3amiHa abo BBeAEHHS
aiino 1,5r; no NPOAYKTY: [0[aTKOBOI Ai/bHUL BUPOGHMLTBA A1 YaCTUHW abo

2,79 r rpaHyny
nakeTi "paHy-
Crtukc"; no 35
nakeTiB y kopobui
3 KapTOHY

Ap. ®anbk dapma
'M6X, HimeuunHa,;
BMPOGHMK
[030BaHol hopmu,
nepBuHHeE,
BTOPUHHE
nakyBaHHs Ta
KOHTPO/b SKOCTI:
No3aH ®apma
mM6X, HimeuunHa;
$apb6in Papma
'M6X, HimeuunHa;
BMPOGHMK,
BiAnoBigabHN
3a nepBuHHe,
BTOPVIHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI:
JNlo3aH ®apma
'M6X, HimeuunHa,;
Brnpo6HmK,
BignoBiganbHWi
3a BTOPWHHE
nakyBaHHs:
Jokcecc dapma
'M6X, HimeuunHa,;
BMPOGHUK,
BignoBiganbHWi
3a KOHTPO/b
AKOCTI:
Haykoso-
[ocnigHnia
iHCTUTYT
Xennenep M'v6X,

BCbOr0 BYPOBHMYOro NPOLLECy roTOBOrO /iKapCbKOro
3aco06y (4ibHULA ANS BTOPUHHOTO NaKyBaHHS).
[logaBaHHsA anbTepHaTUBHOIO BUPOOHNKA,
Bif}NOBIA4a1bHOrO 3a BTOPMHHE MakKyBaHHS: Jlokcecc
dapma Mvb6X (Ambeprep WTp. 1-3, 82538 epeTcpia-
lenbTiHr, HimewunHa) / Loxxess Pharma GmbH
(Amberger Str. 1-3, 82538 Geretsried-Gelting,
Germany). TakoX BHOCATbCS HE3HAUHI pefakLiliHi
3MiHM Ao po3giny 3.2.P.3.1 BUpo6HuK(1).
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
HimeuuunHa;
BMPOGHMK,
BiANOBiAAbHNI
3a KOHTPO/1b
AKOCTi:
anndgamep,
PAPBIN
ApuHaiimiTTens
mM6X, HimeuunHa
192. | CANIOPANBbK rpaHynu Op. ®anbk | HimeyuunH BignosigansHuii HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHMX maTepiasiB: 3MiHu | 3a UA/3745/01/03
racTpope3ncTeHTH dapma a 3a BUNYCK cepiit TMNYy - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
i NPONIOHroBaHoI M6X KIHL,EBOro 3MiHN y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
agiino 3r; no 5,58 NPOAYKTY: [0[aTKOBOI [i/bHUL BUPOGHMLUTBA A1 YACTUHU abo

I rpaHyn y nakeri
"IpaHy-CTukc"; no
50 nakeTiB y
KOpobLi 3 KapTOHY

Op. ®anbk Papma
'M6X, HimeuunHa;
Brpo6HMK
[030BaHoOl hopmu,
NepBuHHeE,
BTOPVIHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI:
JNlo3aH ®apma
'M6X, HimeyunHa;
dap6in Papma
m6X, HimeuunHa,;
Brpo6HuK,
BiANOBiAaIbHNI
3a NepBuHHe,
BTOPVHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
JNo3aH ®apma
'M6X, HimeuunHa;
B1pOGHMK,
BiANoBigabHNI
3a BTOPUHHE
nakyBaHHS:
Jlokcecc dapma
'M6X, HimeuunHa;
BMPOGHMK,
BiANoBigabHNI
3a KOHTPO/b
AKOCTI:

BCbOr0 BUPOBHMYOro NPOLLECY rOTOBOrO /iKapCbKoro
3acoby (ginbHULUSA 418 BTOPUHHOTO NakyBaHHS).
JlogaBaHHA aflbTepHATUBHOIO BUPOGHMKA,
BiZiNOBIAAbHOrO 3a BTOPMHHE NakKyBaHHS: Jlokcecc
dapma N'vb6X (Ambeprep LWTp. 1-3, 82538 lepeTcpia-
lenbTiHr, HimeyunHa) / Loxxess Pharma GmbH
(Amberger Str. 1-3, 82538 Geretsried-Gelting,
Germany). TakoX BHOCATbCS HE3HaUHI pedakLiiiHi
3MiHM go po3giny 3.2.P.3.1 Bupo6Huk(1).
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
HaykoBo-
nocnigHui
IHCTUTYT
Xennenep M'vbX,
HimeyvunHa;
BMPOOBHUK,
BiANOBIAaIbHNI
3a KOHTPO/b
AKOCTI:
anndamep,
DAPBIN
ApuHaiimiTTens
'm6X, HimeuunHa
193. | CE/TIO®EH Kancynu no 10 mr; AT Monbwa BMPOGHMLTBO MonbLa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/5258/01/01
no 10 kancyny "Afamvep, Hepo3dacoBaHo| TIny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom
6nictepi; no 1 abo dapma” npoayKuir, thapmakoHarnagy (iHwi 3mMiHn). 3MiHM BHeceHo y . 17.
no 2 6nictepu y nepBuHHE i IHLUE TekcTy MapKyBaHHA BTOPUHHOI YNaKoBKU
KapTOHHI/ KopoobLi BTOPUHHE NiKapCbKOro 3acoby LoA0 3a3HAYEHHS TEXHIYHUX
nakyBaHHs: AT KoZiB Ta hapmakogis. BBefeHH:A 3MiH NpoTArom 6-1u
«Apaven MiCALIB MiCNA 3aTBEPLKEHHS
Papmax, MonbLua;
BUNycK cepii: AT
«Afamves
Papmay, MNosnbLya
194. | CONY-KOPTE® | nopowok ans Mdpaiizep CWA Mdpaiizep Benbris BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/9873/01/01
pO3yUMHYy Ans IHK. MeHtoekuypuHr TMny - 3MiHu WwoaAo 6e3nekun/ethekTUBHOCTI Ta peyenmom
iH'ekuin no 100 wr, Benbris HB hapmakoHarnsigy. BeegeHHs abo 3miHn go
1 donakoH 3 y3ara/lbHeHUX JaHunx npo cuctemy apmakoHarnsgy
MOPOLLKOM Y (BBEAEHHA y3araslbHEHUX AaHuX Npo cucTemy
KapTOHHIN hapMakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
Kopobui; 25 BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
h1aKoHiIB 3 KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuKa A1
NOPOLLKOM Y 34iicHeHHs chapmakoHarsisagy B YKpaiHi, SKL0 BOHA
nigaoHi ans BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
TpaHCnopTyBaHHSA 3a 3iiicHeHHs hapmakoHarnsgy (Bkiovaoun
(6e3 BTOPUHHOT KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
ynaKkoBKW) thaiina cuctemm chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0coby 3asiBHUKA, BIANOBIAA/ILHOT 32
3AiiCHEHHS1 chapMakoHarnsay B YKpaiHi.
195. | CONY-MELPO/T | nopoLok Ta Mdpaiizep CWA BMPOGHMLITBO, Benbris BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/2047/01/01
PO3UMHHUK AN IHK. nakyBaHHs, TIny - 3MiHu Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom
pO3unHy ans KOHTPO/Ib SIKOCTI, thapmakoHarnsgy. BeegeHHs abo 3miHu o
iH'exuili no 40 BUMYCK cepil: y3ara/lbHEHNX AaHuX Npo cuctemy dpapmakoHarnsay
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
mr/mn; 1 donakoH Mdpainzep (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
Tuny Act-O-Vial MeHtodekuypuHr thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
(ABOEMHICHWIA Benbrist HB, BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
hnakoH) 3 Benbrisi; KOHTPOb KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHVKa 41
NMOpOLLKOM Ta SAKOCTi Npun 3[jiCHEeHHSs hapmakoHaragy B YKpaiHi, SKLo BoHa
PO3UYMHHUKOM BUNYCKy Ta nif yac BigMiHHa Bif, yNOBHOBaXEHOI 0c06W, BignosiganbHOT
(Boga ans CTabifIbHOCTI: 3a 3fjiicHeHHs thapmakoHarnsagy (Bkioyaryn
iH'ekyin) mo 1 mny EcOxiEc N1ab KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
KapTOHHIA KOopoo6Li CaiimoH CA, thaiina cuctemm chapmakoHarnsgy) 3MiHa KOHTaKTHUX
Benebrisa [aHVX KOHTaKTHOI 0CO6M 3asBHYKa, BigNOBIAaIbHOT 3a
3Ai/icHEHHs1 chapMakoHarnsay B YKpaiHi.
196. | CO/TY-MELPO/T | nopoLok Ta Mdpaiizep CWA BMPOBHULTBO, Benbris BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/2047/01/04
PO3UMHHUK ANs IHK. nakyBaHHs, IRy - 3MiHK Wwoao 6e3nekn/ethekTBHOCTI Ta peyenmom
PO34nHy AnA KOHTPO/b AKOCTI, dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
iH'ekuili no 500 mr; BUMYCK cepii: y3ara/lbHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
1 chnakoH 3 Mdpaiizep (BBEAEHHS y3araslbHEHUX AAHUX MPO cUCTEMy
nopotukom Ta 1 MeHtodhekuypuHr chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
dhnakoH 3 Benbrist HB, BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
PO3UYMHHUKOM Benbrisi; KOHTPOb KOHTaKTHOI 0co6u 3 chapmakoHarnsgy 3asiBHVKa 415
(cnmpt SAKOCTi Npu 3[jiCHEeHHs1 hapmakoHariaay B YKpaiHi, SKLo BoHa
6eH3nnoBuii (9 BUNYCKy Ta nig yac BiAMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBiganbHOT
mr/mn), Boga ans cTabinbHoCTI: 3a 3gilicHeHHs chapmakoHariagy (Bkvarun
iH'ekwji) o 7,8 mn EcOxiEc N1ab KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
Y KapPTOHHil CaiimoH CA, thaiina cuctemm chapmakoHarnsgy) 3MiHa KOHTaKTHUX
Kopoo6ui Benebrisa [AaHVX KOHTaKTHOI 0CO6U 3asBHYKa, BigNoBigaIbHOT 3a
3Ai/icHEeHHs1 chapMakoHarnsay B YKpaiHi.
197. | CONY-MEAPO/T | nopoLuUok Ta Mdcpaiizep CWA BMPOGHULITBO, Benebris BHECEHHSA 3MiH 10 peecTpavliiiHux maTtepianis: 3MiHu | 3a UA/2047/01/03
PO3YMHHWK ANsi IHK. nakyBaHHs, MRy - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peyenmom
PO34nHy An1A KOHTPO/b AKOCTI, dhapmakoHarnsgy. BeegeHHsa abo 3miHn 1o
iH'ekuii no 1000 BUNYCK cepil: y3arasibHeHVX faHnx npo cuctemy hapmakoHarnsgy
Mr; 1 doiakoH 3 Mdpaiizep (BBEAEHHS y3araJ/lbHEHUX AaHUX NP0 CUCTEMY
nopotukom Ta 1 MeHtodhekuypuHr chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
hnakoH 3 Benbria HB, BiNOBIAabHOI 3a 3iiCHEHHS hapmakoHarnsgy;
PO3UYNHHVKOM Benbris; KOHTPoNb KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHVKa 415
(cnmpt SAKOCTI Npu 3[jiCHEeHHs1 hapmakoHarniaay B YKpaiHi, kLo BoHa
6eH3nnoBuii (9 BUMNYCKy Ta nig, yac BifIMiHHa Bif, YNOBHOB&aXeHOI 0co6M, BiANOBIAA/IbHOI
mr/mn), Boga ans cTabinbHoCTI: 3a 3gilicHeHHs1 chapmakoHarniagy (Bkvarum
iH'ekyiit) no 15,6 EcOxiEc N1ab KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
MY KapPTOHHIl CalimoH CA, dhaiina cuctemu chapmakoHarnagy) 3miHa KOHTaKTHUX
Kopobui Benbrist [aHNX KOHTaKTHOI 0CcOobu 3asiBHMKA, BiAMNOBIAA/IbHOT 32
3AilicHEHHs1 chapMakoHarnsay B YKpaiHi.
198. | CONY-MEAPO/T | nopowok Ta Mdpaiizep CLWA BMPOBHULTBO, Benbris BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/2047/01/02
PO3YNHHVIK ANS IHK. nakyBaHHs, TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom

pOo34MHYy Anisi

KOHTPO/1b AKOCTI,

hapmakoHarnsgy. BeegeHHa abo 3miHu o
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
iH'ekyin no 125 BUMYCK cepii: y3araslbHeHNX gaHux Npo cuctemy dpapmakoHarnsgy
mr/2 mn; 1 donakoH Mdpaiizep (BBEAEHHSA y3araslbHEHUX AaHKX NPo cucTemy
Tmny Act-O-Vial MeHtohekuypuHr hapmakoHarnagy, 3amiHa yrnoBHOBaXeHOT 0ocobu,
(ABOEMHICHWIA Benbria HB, BiANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnagy;
chnakoH) 3 Benbrisi; KOHTPOb KOHTaKTHOI 0cO6U 3 chapmakoHarnsay 3asiBHVKa A5
MOPOLLKOM Ta AKOCTi NpK 3fjlicHeHHs hapmakoHarnagy B YkpaiHi, kL0 BOoHa
PO3UYMHHUKOM BMMNYCKy Ta nig, yac BiAMiHHa BiJ YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI
(Boga ans CTabisIbHOCTI: 3a 3gjiicHeHHs chapmakoHarnsagy (Bkioyaryn
iH'ekuiin) no 2 mny EcOxiEc N1a6 KOHTaKTHI fiaHi) Ta/abo 3MiHW Y PO3MILLEHHI MacTep-
KapTOHHI/ KopoobLi CaimoH CA, thaiina cuctemmn thapmakoHarnsgy) 3MiHa KOHTaKTHUX
Benbrist [aHUX KOHTaKTHOI 0Cco6M 3asiBHMKA, BiANOBIAA/IbHOT 3a
34iicCHEHHs chapMakoHarnsay B YKpaiHi.
199. | CTPENCIIC® NbOASHUKM; Nno 12 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/13607/01/01
ONs DITEN 6+ NbOASHUKIB Y BeHkizep BpuTaHis Xenckep BpuTaHis TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
6nictepi; no 1 a6o Xenckep IHTEepHeLHN thapmakoHarnsgy (iHwi 3miHn) OHOBNEHHS TEKCTY
2 6nictepu B IHTepHeLw Niviten MapKyBaHHA NMePBUHHOT Ta BTOPUHHOI YNakoBOK
KapPTOHHIN kopobui | HA flimiTeq NiKapcbKoro 3acooy.
200. | CTPEMNCIIC® 3 | nbogsAHukKuM; no 12 PekkiTT Benuvka PekkiTT BeHkiszep Benuvka BHECEHHSA 3MiH 10 peecTpavliiiHux maTtepianis: 3MiHu | 6e3 UA/6401/01/01
MEHTO/IOM NbOASHUKIB Y BeHkizep BpuTaHis Xenckep BpuTaHis MRy - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peyenma
TA 6nictepi; no 2 Xernckep IHTEpHeLLHN thapmakoHarnagy - OHOBNEHHS TEKCTY MapKyBaHHS
EBKANINTOM 6nictepu B IHTepHeL NimiTen NepPBUHHOI Ta BTOPUHHOI YNakoBOK NikapCbKoro
KapTOHHIN kopobui | HA JlimiTeq 3acoby.
201. | CTPEMNCINC® NbOASHWUKN MO PekkiTT Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/7696/01/01
IHTEHCUB 3 8,75 mr; no 8 BeHkizep BpuTaHis Xenckep BpuTaHis MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peyenma
MEOOM TA NbOASAHUKIB Y Xenckep IHTEpHeLWHN thapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHS TEKCTY
NMMOHOM 6nictepi; no 2 IHTepHeLw NimiTen MapKyBaHHS NePBUHHOT Ta BTOPUHHOI YNakoBOK
6nictepu y HA NimiTeq, nikapcbKoro 3acoby
KapPTOHHI KOpooLyj
202. | CTPEMNCIIC® NbOASHUKK; MO0 12 PekkiTT Benuka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3MiHu | 6e3 UA/6479/01/01
OPUIHANBLHU | nbogsHukie y BeHkizep BputaHis Xenckep Bputanis TIny - 3MiHu Wwoao 6e3nekn/ethekTnBHOCTI Ta peyenma
n 6nictepi, no 2 Xenckep IHTEpHeLWHN hapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHI Y TekCT
6nictepu B IHTepHeLw NimiTen MapKyBaHHS YNakoBOK JliKapCbKoro 3acoby y n.1.
KapTOHHI Kopobui | Hi JlimiTeg, «HasBa nikapcbkoro 3acoby», n.16 «lHcopmauis, sxka
HaHocuTbCS WpndTom Bpaiinsa», n.17. «IHWE», a
came: Ha3By Nikapcbkoro 3acoby 3a3HayeHo MavMu
nirepamu.
203. | CTPEMNCIIC® NbOASAHUKM; MO0 8 PekkiTT Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH 0 peecTpaLiiiHMx MmaTepiasiB: 3MiHu | 6e3 UA/3915/01/01
nnoc NbOASHUKIB Y BeHkizep BpuTaHis Xenckep BpuTaHis MRy - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta peuenma
6nictepi; no 2 Xenckep IHTEpHeLWHN thapmakoHarnagy (iHwi 3MiHn). OHOBEHHS TEKCTY
6nictepu B IHTepHeLw NimiTen MapKyBaHHs NepBUHHOT Ta BTOPUHHOT YNakoBOK
KapTOHHI Kopobui | Hn JlimiTeq NiKapcbkoro 3acoby.
204. | CYHITUHIB- Kancynu Teepai Mini Benvka LLivnna Megikea IHais BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a He UA/20446/01/01
Mini-12,5 xenaTtunHosi 12,5 Xenckepe BpuTaHis NimiTen TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | nidsisicae
Mr, M0 7 Kancyny Nimiteq chapmakoHarnsgy. 3mMiHa y KOpoTkili xapakTepucTuui
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

6nictepi, no 4
6nictepu y
KapTOHHIM nayi

nNiKapcbKoro 3acoby, TEKCTi MapkyBaHHS Ta iHCTPYKL,i
AN19 MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi peryisapHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3neKkun NiKapcbkoro 3acooby,
abo gocnimkeHb 3 6e3nekn 3acTocyBaHHSA liKapCbKoro
3acoby B nic/isApeecTpaviiitnii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NnaHy negiatpuyHunx gocnigxexn (PIP)
(3MiHy y3rofXeHO 3 KOMMETEHTHUM YNOBHOBaKEHNM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLUii A1 MEAUYHOTO
3acToCyBaHHS NiKapCbKOro 3acoby y po3ginu:
"Oco6nmBocTi 3acTocyBaHHA", "MobiuHi peakuii”
BIANOBIAHO [0 OHOBMEHOT iHhopMmaLii 3 6e3neku
[ito4oi peyoBrHY. BBeAeHHS 3MiH NpoTArom 6-tu
MiCALIB Nic/A 3aTBEPAKEHHS.

205.

CYHITUHIB-
Mini-25

Kancynu Teepai
XenatuHosi 25 wr,
no 7 kancyny
6nictepi, no 4
6nictepu y
KapTOHHI nayi

Mini
Xernckepe
Nimitep

Benvka
BpuTaHis

LLinnna Megikea
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |
TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOoTKili xapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKL,i
AN19 MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi peryisapHo
OHOBJIHOBAHOrO 3BiTY 3 6e3NeKkun NiKapcbkoro 3acooby,
abo gocnimxeHb 3 6e3nekn 3acTocyBaHHS /likapCbKoro
3acoby B nic/isipeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NnaHy negiatpuyHux gocnigxexn (PIP)
(3MiHy y3rofXeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLUii A1 MEeAUYHOTOo
3aCTOCYBaHHSA Nikapcbkoro 3acoby y po3ainu:
"Ocob6nmBocTi 3acTocyBaHHs", "MobiuHI peakuii”
BIANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3neku
[ito40i pevoBUHW. BBeeHHA 3MiH MPOTAroM 6-Tu
MiCALIB NiC/A 3aTBEPAKEHHS.

3a
peuyernmom

He
nionsieae

UA/20446/01/02

206.

CYHITUHIB-
Mini-37,5

Kancynu Teepai
xenatunHosi 37,5
Mr, No 7 Kancyny
6nictepi, no 4
6nictepu y
KapTOHHI nauui

Mini
Xernckepe
Nimiteq,

Benuka
BpuTaHis

LLinnna Megikea
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu |
TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
chapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTui
NiKapcbKOro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,i
0151 MeMYHOro 3acTOCyBaHHS Ha MiAcTaBi perynsipHo
OHOBJIHOBAHOrO 3BIiTY 3 6€3NeKn NiKapcbkoro 3acooby,
ab0 JocnigpkeHb 3 6e3neky 3acTOCyBaHHS liKapCbKOro
3acoby B nic/isipeecTpaviiiHuii nepiod, abo sk
pesynbTaTt OLiHKV 3BITy 3 AOCMIKEHb, NPOBEAEHNX
Bi4MOBIAHO A0 MNaHy negiatpuyHnx gocnigkeHs (PIP)
(3MiHY y3ropKeHo 3 KOMNETEHTHUM YNOBHOBAXEHUM

3a
peyenmom

He
nionsizae

UA/20446/01/03
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
opraHom)
3MiHU BHECEHO A0 IHCTPYKLUIi A1 MeAUYHOro
3acTocyBaHHA NikapcbKoro 3acoby y po3ginu:
"Oco6nmBoCTi 3acTocyBaHHA", "MobiuHI peakuii”
BiANOBIAHO 4O OHOBNEHOT iHGhopMaLii 3 6e3neku
[ito40i pevoBUHW. BBeEHHS 3MiH NPOTAroM 6-Tu
MicsILiB NiCNs 3aTBEPAKEHHS.
207. | CYHITUHIB- Kancynu Teepai Mini Benuka Lvnna Megikea IHais BHECEHHS 3MiH 1O peecTpaviiiHux maTepianis: 3miHu | 3a He UA/20446/01/04
MiniI-50 xenaTtnHosi 50 mr Xenckepe BpuTaHis NimiTen MRy - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peyenmom | nidsisicae
no 7 kancyny Nimviteq thapmakoHarnsgy. 3MiHa y KOpoTKiil xapakTepucTuui
6nictepi, no 4 nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKL,i
6nictepn y 0151 MeAUUYHOro 3acToCyBaHHA Ha NiAcTasi perynsipHo
KapTOHHI nayuj OHOBJIHOBAHOrO 3BiTY 3 6E3MNeEKMN NiKapCbKoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acTocyBaHHA ikapCbKoro
3aco6y B nic/isipeecTpaviiiHuii nepiod, abo siK
pe3ynbTar OLiHKV 3BITy 3 AOCMiAKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHy Y3rof)XeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO A0 iHCTPYKUIT 415 MeaUYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y po3ginu:
"Oco6nmBoCTi 3acTocyBaHHA", "MobiuHI peakuii”
BiANOBIAHO 4O OHOBMEHOT iHGhopMaLii 3 6e3neku
[ito40i pevoBUHW. BBeEHHS 3MiH NPOTArOM 6-Tu
MicsILiB NiCNs 3aTBEPAKEHHS.
208. | TAPDA® ANA cycneHsis AT Ykpaina ANKANOIL AL Pecny6nika BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 6e3 nionsea UA/17749/01/01
AITEIZ opasbHa, 100 mr/5 "®apmak” Ckon'e MiBHIiYHaA YTOUHEHHA CcTaTyCcy pek/amyBaHHA B Hakasi MO3 peyenma €
m/1; no 100 mny MakefoHis Ykpainn Ne 1470 Big, 21.08.2024 B npoueci
dhnakoHi, no 1 nepepeecTpadii. Pefakuis B Hakasi - He nignsarae.
h1aKoHy 3 MipHUM BipHa pepgakuis - nignsarae.
LUMPULIOM Y
KapPTOHHII KOpoO6Lyi
209. | TEBATPACTU po3unH Ans TOB Ykpaina Brpo6HMuTBO 3a I3pains/ BHECEHHSA 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu | 3a He UA/15237/01/01
M iH'eKUin abo «TeBa NOBHVM LMK/TOM: NntBa TUny - 3MiHM Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | miosisg2ae
iHcpysiii no 30 MH YkpaiHa» TeBa thapmakoHarnsgy. 3MiHa y KOpOoTKili XxapakTepucTuLi
MO/0,5 mn; no 0,5 dapmaveBTikan NiKapcbKoro 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKL,i
mn (30 maH MO) B IHgacTpi3 N14., O/15 Me4MYHOro 3aCTOCyBaHHS Ha MiAcTaBi perynsipHo

CKNAHOMY LUNPUL
0/IHOPa30BOro
BUKOPVCTaHHS 3
nepMaHeHTHO
npueaHaHo
rOMIKOK Ta
3aX1MCHUM

13painb; KoHTposib
sakocTi: 3AT TeBa
BanTikc, JlutBa

OHOBJ/IOBAHOIO 3BITY 3 6e3MneKku NikapcbKoro 3acooby,
abo gocnimxkeHb 3 6e3nekn 3acTocyBaHHS /iKapCbKoro
3acoby B Mic/isipeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NnaHy negiatpuyHux gocnigxern (PIP)
(iHLWi 3MiHW) 3MiHVM BHECEHO A0 IHCTPYKLiT ANA
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby [0
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
KOBMa4koMm, 3 abo po3ainy "OcobanBoCTi 3aCcTOCyBaHHA" BigNoOBIAHO 40
6e3 npucTpoto Ans OHOBJ/IEHOT iHdhopMaLii 3 6e3Mneku 3acTocyBaHHS
6e3neyHoro nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH -
BBE[EHHA Ta npoTArom 6 micAuiB nicns 3aTBepKeHHS.
3anobiraHHs
nopaHeHb rosKoto
4M MOBTOPHOrO
BUKOPVCTaHHS; N0
1 wnpuuy y
KapTOHHI/ Kopoobui
210. | TEBAFPACTU pPO34MH ans TOB Ykpaina Brpo6HMLUTBO 3a I3paine/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/15237/01/02
M iH'eKLin abo «TeBa NOBHUM LMK/IOM: NutBa MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peyenmom | nionsg2ae
iHcpy3iii no 48 mH YkpaiHa» TeBa thapmakoHarnsgy. 3MiHa y KOpoTKiil xapakTepucTumui
MO/0,8 mn; no 0,8 dPapmaLeBTikas nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKL,i
M (48 mnH MO) B IHpacTpi3 NTa,, 0151 MeQUUYHOro 3acToCyBaHHA Ha niAcTasi perynspHo
CKISHOMY LUMPUL I3painb; KoHTponb OHOB/IOBAHOIO 3BiTY 3 6e3neky NikapcbKoro 3acoby,
0/IHOPa30BOro akocTi: 3AT Tesa abo gocnigpkeHb 3 6e3neky 3acTocyBaHHA MikapCbKoro
BUKOPUCTaHHS 3 BanTikc, NlutBa 3aco6y B nic/sipeecTpaviiiHuii nepiod, abo sk
nepmMaHeHTHO pe3ynbTaT OLiHKV 3BITy 3 AOCMIAKEHb, NPOBEAEHNX
NPUELHAHOI0 Bi4NOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
rofikoto Ta (iHWi 3MiHW) 3MiHM BHECEHO A0 IHCTPYKUIT ANs
3aXUCHUM MEeAMYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby Ao
KOBMaykoMm, 3 abo po3gainy "OcobnnBOCTi 3aCTOCYBaHHA" BiANOBIAHO [0
6e3 npucTpoto ans OHOB/EHOT iH(hopMaLlii 3 6e3nekn 3acTocyBaHHS
6e3neyHoro nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
BBE/lEHHA Ta NPOTArom 6 MicsLiB NicNs 3aTBEPXKEHHS.
3anobiraHHs
nopaHeHb roKo
41 NOBTOPHOIO
BUKOPVCTaHHS; No
1 wnpuuy y
KapPTOHHI KOpooLyi
211. | TEPANIB® TabneTkun, BKPUTI Baviep LBeliuapi Baiiep HimeuunHa BHECEHHSA 3MiH 10 peecTpavliiiHux maTtepianis: 3MiHu | 6e3 UA/19482/01/01
NNiBKOBOIO KoHcblome a BitTTepdensy, MRy - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta peyenma
060/10HKOI0, NO p Kep Al 6X thapmakoHarnsay. BeegeHHs abo 3miHu o
220 mr; no 12 y3araslbHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
TabneTtok y (BBEAEHHA Y3araslbHEHVX AiaHNX NPO cucTemy
6nictepi; no 1 thapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0coou,
6nictepy B BiNOBIAaNbHOI 3a 3iiCHEHHS hapmakoHarnsgy;

KapTOHHI KOpooL

KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa 415
3[jiCHEeHHs1 hapmakoHarnaay B YKpaiHi, kL0 BoHa
BifIMiHHa Bif, YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs1 chapmakoHarniagy (Bkvarum
KOHTaKTHI f1aHi) Ta/abo 3MiHM Y pPO3MILLEHHI MacTep-
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Ha3ssa

dopma sunycky

3asaBHUK

KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
thaiina cuctemmn thapmakoHarnsgy) 3miHa
YMOBHOBaXXeHOT 0c06M 3a8BHUKA, BiAMOBIfa/IbHOI 3a
hapmakoHarnsag.
[Litoua pepakuisn: Justin Daniels. MNponoHoBaHa
pegakuis: Jutta Pospisil. 3MiHa KOHTaKTHMX AaHKX
YMNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
dhapmakoHarnsg.
212. | TEPA®NHO NOpPOLUOK AN1A XaneoH LBeiiuapi OENb®APM PpaHuis BHECEHHS 3MiH 1O peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/5797/01/01
EKCTPA 3I OpasIbHOIO KX CAPN a OPNNEAH TMNy - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuenma
CMAKOM po3uunHy; 1 naket 3 Cunctema KoHTeliHep/3aKynoproBasibHUiA 3aci6. 3MiHa y
NMOHA nopotukom; 10 NepBUHHI yNakoBLji rOTOBOrO Jlikapcbkoro 3acoby (Tun
nakeTiB 3 KOHTeliHepa abo foAaBaHHA HOBOTO KOHTeliHepa) -
NMOPOLLKOM Y TBepAi, M'saKi Ta HecTepusbHI pigki nikapcbki hopmu -
KapTOHHI Kopo6Li [JlogaBaHHA aflbTEPHATUBHOMO Matepiasy NepBUHHOI
ynakoBku (nakeTta) nikapcbKoro 3acoby, Lo
cknagaeTbces 3 4-x wapis (four layers pouch: PET 23
um (32 g/m?) / LDPE 12 g/m?/ Aluminium Foil 9 um /
LDPE coating (product contact) 25 g/m?) go
3aTBepmxeHoro marepiany (five layers pouch: Paper
35 g/m?/ PET 23 um (32 g/m?) / LDPE 12 g/m?/
Aluminium Foil 9 pm / LDPE coating (product contact)
25 g/m?), 3 BiANOBIgHUMYM 3MiHAMM 10 P. «YTNAKOBKa».
213. | TIMO3UA TabneTku no 8 wmr; HOBEN TypeyunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis:3miHu | 3a UA/17844/01/01
no 10 TabneTok y INAY a CAHAI BE TMny - 3MiHu WwoaAo 6e3nekn/etpekTUBHOCTI Ta peyenmom
6nictepi, no 1 abo | MA3APJIA TIIKAPET A.LL. thapmakoHarnsigy. BeegeHHs abo 3amiHn go
2 6nictepu y MA BE y3araslbHeHNX AaHux nNpo cuctemy dpapmakoHarnsgy
KapTOHHil CAHAI (BBEAEHHA y3araslbHEHUX AaHuX Npo cucTemy
yNakoBLii nTAa. hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0cobwm,
LUIPKETI

BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3asBHuKa A1
34iicHeHHs hapmakoHarisagy B YKpaiHi, SKL0 BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI

3a 3fiiicHeHHs hapmakoHarnsgy (Bkiovaoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapMakoHarnsg.

[itova pepakuis: Dr. Rasit Sidan. NMponoHoBaHa
pepakuis: Kevser Cure. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6MU, BiANOBiZa/IbHOT 3a
hapmakoHarnsg. 3mMiHa KOHTakTHOT 0cobm
YNOBHOBaXEHOI 0CO6M 3as1BHYKA, BifnoBigasibHOI 3a
hapmakoHarnsg B Ykpaii.

[Oitoua pepgakuis: Mykolenko Olexandr Pavlovich.
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

MponoHoBaHa pepakuis: Stefanska Olga Valeriivna/
CredpaHcbka Onbra BanepiisHa.
3MiHa KOHTaKTHUX AaHUX KOHTakTHOI 0cobu
YNOBHOBaXXEHOT 0CO6M 3as1BHYMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi.
3MiHa MicLs 3[iiCHEHHST OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnsgy. 3miHa MicLie3HaxoMKeHHs macTep-
chaiina Ta iforo Homepa.

214,

215.

TIOTPUASO/IH
®

Tabnetkn no 200
mr, no 10
TabneTtok y
6nictepi; no 3 abo
no 9 6nictepis y
nauyui; no 15
Tabnetok y
6nictepi; no 6
6nicTtepiB y naui

MAT
"Kuismegn
penapat"

YKpaiHa

MAT
"KuiBmegnpenapa
™

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHM 3 AKOCTI. [O0TOBWIA NikapcbkWii 3acib.
CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM FOTOBOrO NiKapCbKoro 3acoby
(BMNYyYEHHS1 HE3HAYHOTO NoKasHKKa (Hanpuknag,
3acTapisioro nokasHuka)) CynyTHs 3MiHa - 3MiHM 3
AKocTi. FoToBwWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWiA 3aci6. 3MiHa y MeTofax
BUNPOOYBaHHA NEPBUHHOI YNakoBKV rOTOBOrO
nikapcbKoro 3acoby (iHWwi 3MiHM y meTogax
BMNpoGyBaHb (BK/OYakumM 3amiHy abo gofaBaHHs))
BunyuyeHHs i3 cneumdikauii Ha TpyLwapoBuii MaTepian
(noniamig/antomiHiii/nonisBiHiNXxnopuna) NOKasHWKIB
«lLunpuHa maTepiany, Mm» Ta «Po3Mipu, MM: TOBLYMHA
mMaTtepiany» 3 BignoBigHVM BUYYEHHSIM METOAMK
KOHTPOJIHO LMX NOKA3HUKIB. 3MiHW | Tuny - 3MiHM 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHUii 3aci6. 3MiHa
napameTpiB cneundikayiii Ta/abo 4ONyCTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOTO /liKapCbKOro 3acoby
(BMNYyYEHHst HE3HAYHOTO NoKasHKKa (Hanpuknag,
3acTapinoro nokasHvka)) CynyTHs 3MiHa - 3MiHM 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa y MeTofax
BMNPOGYBaHHSA NEPBMHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM y MmeTogax
BMNPOGYBaHb (BK/IOYaUM 3aMiHy abo fofaBaHHs))
BunyueHHs i3 cnevymdpikaii Ha honbry astomiHieBy
MoKasHWKiB «BifcyTHICTb 3anaxy» Ta «OCHOBHi
po3mipun, MM: TOBLUMHA MaTepiasy» 3 BifnoBigHUM
BWIYYEHHSAM METOAMK KOHTPOJIKO LMX NMOKA3HUKIB.

3a
peyenmom

UA/5819/01/02

TPA3040H MC

Tabnetkn no 100
Mmr no 10 TabneTok
y 6nicTepi, no 3

6nictepun y

Megokemi
nTa

Kinp

BMPOGHMLITBO,
KOHTPO/b SKOCTI,
BUMYCK cepii:
dapmaueBTil

HigepnaHnamn
/ Kinp

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHu Wwoao 6e3nekn/etpekTUBHOCTI Ta
hapMakoHarnsgy. 3mMiHN y KOpoTKili XapakTepucTuui
NiKapCbKOro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLI

3a
peuenmom

He
nionsieae

UA/18391/01/02
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
KapTOHHI/ Kopoo6Li Ananitiw AN MeMYHOro 3aCTOCyBaHHSA
Na6opaTopiym reHepuYHUX/TibpUAHMX/6ioNoAIGHMX NiKapCbKUX
[OyiseH B.B., 3aco6iB nicna BHECEHHA TiET caMol 3MiHU Ha
Higepnanguy; pedhepeHTHWn NpenapaT (3MiHa He NoTpebye HadaHHSA
nepBuHHe Ta XOAHWX HOBWX AOAATKOBUX JaHWX) 3MiHW BHECEHI A0
BTOPVHHE IHCTPYKLUIT ANA MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
nakyBaHHs, 3acoby y po3ginu "®apmakosiorivyHi BAacTMBocTi",
KOHTPO/Ib SIKOCTI, "B3aemogis 3 iHWMMM flikapcbkuMm 3acobamm Ta iHLwi
BUMYCK cepil: BMAM B3aemogiit", "Ocob1MBOCTI 3aCTOCyBaHHA",
Megokemi Nimiteq, "3acTocyBaHHA y nepio BariTHOCTi abo rogyBaHHA
Kinp rpyaao”, "Cnocib 3actocyBaHHs Ta fo3mn”,
"MepeposyBaHHsa", "Mo6GIYHI peakuii™ 3rigHo 3
iHhopMmaLi€eto WwoA0 MegnyHoro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (Molipaxin 100 mg
capsules). BBegeHHs1 3MiH NpOTAroM 6-Tu MicsALiB
nicns 3aTBepAKEHHS.
216. | TPA3OAOH MC | Ta6netku no 50 Mepokemi Kinp BMPOGHMLITBO, HigepnaHan BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/18391/01/01
mr, no 10 nTa KOHTPO/Ib SIKOCTI, / Kinp MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peyenmom | nidsisizae
TabneTtoky BMNYCK cepil: thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuui
6nictepi, no 3 PapmaLeBTiW nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKL,i
6nictepn y AHaniTiw 0151 MeQUYHOro 3aCTOCyBaHHS
KapTOHHI Kopoo6Li Na6opaTopiym reHepuYHUX/TiGpMAHMX/6iIoNoAIGHMX NiKapPCbKUX
[OyiseH B.B., 3ac006iB Mic/si BHECEHHS TiEl camoi 3MiHM Ha
HigepnaHau; pethepeHTHW1 NpenapaT (3MiHa He NOTPebye HafaHHs
nepBrHHe Ta XXOAHUX HOBUX A0AATKOBUX AAHNX) 3MiHW BHECEHI A0
BTOPVIHHE IHCTPYKLUT 4719 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
nakyBaHHs, 3acoby y po3ginu "®apmakosiorivyHi BnactuBocTi",
KOHTPO/Ib SIKOCTI, "B3aemogis 3 iHWMMK flikapCbkuMm 3acobamm Ta iHLwi
BUMYCK cepii: BMAM B3aemogiit", "OcobmMBOCTi 3acToCcyBaHHA",
Megokemi Nimiten, "3acTocyBaHHS y nepiog, BariTHOCTi abo rogyBaHHs
Kinp rpyaar”, "Cnocib 3actocyBaHHs Ta 4o3n",
"Mepepo3yBaHHs", "Mob6iuHi peakuyii” 3rigHo 3
iHbopMmaLieto WoA0 MeanyHOro 3acTocyBaHHs
pedhepeHTHOro likapcbkoro 3acoby (Molipaxin 100 mg
capsules). BBegeHHs1 3MiH NpoTAroM 6-Tu micsAuis
nicns 3aTBepKeHHS.
217. | TPAMALON-M PO34MH Ans TOBAPUC YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a He UA/7148/01/01
iH'ekyiii, 50 mr/mn TBO 3 06MexeHo TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niossicae
no 1 mn a6o no 2 OBMEXE BiAANOBIAA/IBHICTIO chapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTui
M/1 B amnyni; no 5 HOO "XapkiBcbke NiKapcbKOro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,i
amnyn y 6nictepi; BIAMOBIA thapmaueBTNyHe 0151 MeMYHOro 3aCTOCyBaHHA Ha NifcTasi perynspHo
no 1 a6o 2 ANTbHICT nigNpPUEMCTBO OHOBJ/1OBAHOIO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
6nictepn B {0] "3p0poB's ab0 gocnigpkeHb 3 6e3nekn 3acTOCyBaHHS NliKapCbKOro
KopobLi 3 KapToHy | «KOPIOP Hapoay" 3acoby B nic/sipeecTpauiiiHuii nepiod, abo siK
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

AUIA pe3ynbTart OLiHKV 3BITy 3 AOCMILKEHb, NPOBEAEHNX
«340POB BiANOBIAHO [0 NiaHy negiatpuyHux gocnigxexb (PIP)

"A» (3MiHy y3rofXeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM

opraHom)
3MiHU BHECEHI A0 iHCTPYKLi 415 MeauyHoro
3aCcTOCyBaHHSA NikapcbKoro 3acoby y po3aim
"B3aemogis 3 iHWMMK flikapCbkuMn 3acobamm Ta iHLwi
BMAM B3aemogiin", "OcobnmMBOCTi 3acTocyBaHHA",
"Cnoci6 3acTocyBaHHA Ta fo3u", "Mo6iuHi peakuii”
BIANOBIAHO [0 OHOBMEHOT iHhopMmaLi 3 6e3neku
Ait0401 PEYOBUHN.
218. | TPAHKBIIAP® | Tabnetku no 0,3 r TosapucT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/8851/01/01
IC no 10 TabneTok y BO 3 [,00,aTKOBOKO My - AGMIHICTpaTUBHI 3MiHW. 3MiHa Ha3Bu Ad| abo peyernmom niosnsiecae

6nictepi; no 2 [0[aTKOBO Bi4NOBIfANbLHICTIO [OMOMDKHOT peYOBMHU. 3MiHa Ha3BW Ail0H0I peYOBUHN

6nictepu B nayuj 3 10 "IHTEPXIM" Ha Temrikonypun. 3aTBepmkeHo: Mebikap Mebicar.

KapToHy Bignosiga 3anponoHoBaHo: Temrikonypun Temgicoluril. 3miHu
JbHICTIO BHECEHO A0 IHCTPYKLIi 415 MEeAMYHOro 3aCTOCyBaHHS

"IHTEPXI nikapcbkoro 3acoby no posgainy "Cknag"
M" (3aTBEpAXEHO: Mebikap; 3anponoHOBaHO:

TEMTIKO/Typu) Ta AK HacnifoK, 3MiHA BHECEeHO 40
po3ainy "®apmakoTepanesTuyHa rpyna. Kog ATX" Ta
TEKCT MapKyBaHHS ynakoBKM NiKapCbKoro 3acoby.
BBefeHHA 3MiH NpoTArom 3-X MicALiB nicns
3aTBEPMKEHHS. 3MiHN | TUNy - 3MiHK WOoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3MiHu y
KOPOTKIil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta iHCTPYKLIT A/19 MeANYHOro
3aCTOCYBaHHSA reHepUYHNX/TiIBPUAHNX/6I0N0AIGHNX
nNikapcbKnx 3aco6iB Micns BHECEHHS Tiei camol 3MiHK
Ha pedhepeHTHWi1 npenapaT (3mMiHa He NnoTpebye
HafaHHS XXOAHWX HOBUX AOAATKOBUX AaHWX). 3MiHW
BHECEHO A0 IHCTPYKLT /19 MeAUYHOro 3acToCyBaHHsA
nikapcbKoro 3acoby Ao po3zinis "MokasaHHS"
(peparoBaHo TeKCT 6e3 (hakTUUHOT 3MiHW
3aTBepKEHNX NOKasaHb), "lMpoTunokasaHHA" ,
"Oco6nMBOCTI 3aCTOCyBaHHA" , "3acTOCyBaHHSA Y
nepiog, BariTHOCTi abo roslyBaHHs rpy4at” (YTOUHEHHS
iHbopMawii), "34aTHicTb BNMBATK Ha LWBUAKICTb
peaxuii Npy kepyBaHHiI aBTOTPaAHCNOPTOM abo iHWMMK
mexaHismamn" , "Cnocib 3actocyBaHHs Ta 4o3n"
(yTouHeHHs iHdhopmauii), "MepenosysaHHsa", “MoGiYHI
peaxuii” BignosigHo A0 iHhopmauii pedhepeHTHOro
niKkapcbKoro 3acoby AganTon, TabseTku, a Takox
BHECEHO pefakLiiHi NpaBku [0 TEKCTY MapKyBaHHS
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NiKapcbKo20
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ynakoBKM NikapcbKoro 3acoby. BeeAeHHs 3MiH
npoTArom 3-x MicAUiB Mic/1A 3aTBepmXeHHs. CynyTHs
3MiHa- 3MiHu Woao 6e3nekn/epeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(n) o
3000B'A3aHb Ta YMOB BuJadi peecTpauiiHoro
NOCBIAYEHHS, BKOYatouy MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHsI TEKCTY, KW NOTOMKEHNI 3
KOMNETEHTHUM OpraHoMm). 3asBHUKOM HafaHo
OHOB/IEHUIA MNaH ynpas/iHHA pu3nkammn Bepcia 2.1.
3MiHM BHeceHo A0 YactuH Il mogynb CV, V «3axogu 3
MiHimi3aLii pusukiB», VI «Pe3tome nnaHy ynpasniHHA
pusnkamm» 1a VII «JoaaTtkm» y 38'A3Ky 3 OHOBNIEHHAM
iHchopmawuii 3 6e3nekun gjroyoi pevyosuHn. Pestome
nnaHy ynpas/iHHA pu3nkamu Bepcia 2.1 AoAaeTbCA.
3MiHu | TUNYy - 3MiHK Wono 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y npaBoBoMy cTaTyCi
nikapcbKoro 3acoby (ans
reHepuYHUX/riopuaHNX/6ioNoaibHNX NiKapCbKUX
3aco06iB nic/1a 3MiHW 3aTBEPAKEHOr0 NPaBOBOroO
cTatycy pechepeHTHOro npenapary). 3MiH1 BHECEHO
00 IHCTPYKUIT AN5 MeAMUYHOro 3acToCyBaHHS
nikapcbKoro 3acoby Ao po3ainy "Kareropis Bignycky"
(3aTBepmxeHo: bes peuenTa.; 3anponoHoBaHo: 3a
peLenTom) BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[0Cbe. BBEAEHHS 3MiH NpOTArom 3-x MicAUiB nicns
3aTBEPAKEHHS

219.

TPUTALE
NC® 10
Mri/12,5 Mr

Tabnetku; Ne 28
(14x2): no 14
TabneTtok y
6nictepi; no 2
6nictepu B
KapTOHHIA KopoobLi

TOB
"CaHodpi-
ABeHTIC
YkpaiHa"

YKpaiHa

CAHO®I C.P.J.

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux matepiasnis: 3MiHu |1
IRy - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKU,i
A5 MeMYHOro 3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMM
OaHVMK 3 AKOCTI, AOKMIHIYHUMU, KAIHIYHUMW JaHUMKU
Ta AaHumuy 3 hapmakoHarnsgy. 3MiHM BHECEHO 10
IHCTPYKLi 4159 MeAUUYHOro 3acTOCyBaHHS /1ikapCbKoro
3acoby Ao po3giny "®apmakonoriyHi BnactmBocTi”
(nigpo3ain JokniHivHi gaHi 3 6e3nekn). TepMiH
BBE/EHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPAKEHHS
3MiHu 1l TUny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKL,i
AN MeAUYHOro 3acTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHVMK 3 SIKOCTi, JOKNIHIYHMMU, KAIHIYHUMW faHnMKn
Ta flaHumu 3 chapmakoHarnagy. 3miHM BHECEHO A0

3a
peyenmom

He
niosnsiecae

UA/10165/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS J1ikapCbKOro
3acoby Ao po3giny "®apmakonoriyHi BnactmBocTi”
(nigpo3ain JokniHivHi gaHi 3 6e3nekn). TepMiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPAKEHHS
220. | TPUTALE Tabnetku; Ne 28 TOB YkpaiHa CAHO®I C.P.J. ITania BHECEHHS 3MiH [0 peecTpaLiiiHux matepiasnis: 3MiHu || 3a He UA/10164/01/01
NAC® 5 (14x2): no 14 "CaHodi- MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyernmom nionsiecae
Mr/12,5 mMr TabneTtok y ABeHTIC thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
6nictepi; no 2 YkpaiHa" NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKU,i
6nictepu B A5 MeMYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMM
KapTOHHIA Kopoo6Li OaHVMK 3 AKOCTI, AOKMIHIYHUMU, KAIHIYHUMUW JaHUMKU
Ta AaHumuy 3 hapmakoHarnsgy. 3MiHM BHECEHO [10
IHCTPYKLi 419 MeAUUYHOro 3acTOCyBaHHS /1ikapCbKoro
3acoby Ao po3giny "®apmakonoriyHi BnactmBocTi”
(nigpo3ain JokniHivHi gaHi 3 6e3nekn). TepMiH
BBE/EHHS 3MiH - NpoTArom 6 micsuis nicns
3aTBEPAKEHHS
3MiHu 1l TUny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKL,i
AN MeAUYHOro 3acTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHVMK 3 SIKOCTi, JOKNIHIYHMMU, KAIHIYHUMW faHnMKn
Ta gaHumu 3 papmakoHarnsagy. 3MiHM BHECEHO [0
IHCTPYKLUT ANA MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3giny "®apmMakosiorivyHi B1acTMBoCTi"
(nigpo3ain okniHiuHi AaHi 3 6e3nekn). TepmiH
BBEJEHHS 3MiH - NPOTArom 6 MicsLiB nicns
3aTBEPAKEHHS
221. | YPCOCAH® TabneTku, BKPUTI NMPO.MEL Yecbka BCi cTagii Yecbka BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/17770/01/01
®OPTE nNiBKOBOO .UC Mpara | Pecny6nik BMPOOHULITBA, Pecny6nika T™Mny - 3MiHK 3 akocTi. CepTudikart BignosigHOCTI/ME- peyenmom
060/10HKOH, MO a.c. a KOHTPO/b SKOCTI cepTudikaT BiAMOBIAHOCTI EBPONENCHKIi
500 wmr; no 10 Ta BUNycK cepi: thapmakonei/MmoHorpadii. NMogaHHs HOBOro abo
Tabnetok B NMPO.MEZA.LIC OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI abo
6nictepi, no 1 abo Mpara a.c., BW/TyYEeHHS1 cepTudikaTa BignoBigHOCTI €Bponeiicbkiii
2, abo 3, abo 5, Yecbka thapmakonei: gns A®l; ans BUXigHOro
abo 6, abo 9, abo Pecny6nika; mMarepiany/peareHTy/npoOMIKHOTO NPOAYKTY, LLO
10 6nicTepiB y nepBuHHE i BMKOPUCTOBYHOTbCS Y BUPObHMUTBI ADI; ans
KapTOHHIA KOopooLi BTOPUHHE [0NOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
nakyBaHHs: €Bponeiicbkiii hapmakonei) - OHOBNEeHWIA cepTuddikaT
KOO®APMA Bif, y)Ke 3aTBEpPKEHOr0 BUPOOHMKA, NOgaHHS
c.p.o., Yecbka OHOBJ/IEHOTO cepTudikaTy BifnNoBiAHOCTI EBpONECHKiIi
Pecny6nika; thapmakonei CEP Ne R1-CEP 2018-115-Rev 00

KOHTPO/1b SIKOCTI:
Mikpo6ionoriyHui

(nonepegHs Bepcisi: RO-CEP 2018-115 - Rev 02) ans
Ajtoyoi pevosuHm Ursodeoxycholic acid Big Bxe
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

KOHTPO/b AKOCTI
TecTyBaHHS (He
CTEPUSIbHUIA);
XiMiYHWIA/pi3nyHmn
1 KOHTPO/b AKOCTI
TecTyBaHHsa: AJIC
Yecbka
Pecny6nika,
C.p.o., Yecbka
Pecny6nika

3aTBEpAKeHOro Bupo6Hnka PHARMAZELL GMBH,
Germany. BHacnigok oHoBnieHHsi CEP, nepiog,
NOBTOPHOro BUNpobysaHHA AP| cTaHOBUTL 60 MicALiB.
3MiHn | TURY - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiii hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BunyyeHHs cepTtudikaTta BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ansi BuxigHoro
marepiany/peareHTy/npOMIKHOTO NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[L0NOMDKHOT peyoBrHU (CepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBNeHWn cepTuddikat
Bif} y)ke 3aTBEPAKEHOro BUPOOHMKa, NoAaHHSA
OHOBJ/IEHOTO cepTudikaTy BifNoBiAHOCTI EBPONEACHKIi
thapmakonei CEP Ne RO-CEP 2018-115-Rev 02
(3atBepmxeHo: RO-CEP 2018-115 - Rev 01) ans
nitoyoi pevosuHn Ursodeoxycholic acid Big Bxe
3aTBEpAKeHOro Bupo6Hnka PHARMAZELL GMBH,
Germany. BHacnigok oHoBnieHHsi CEP nepernsiHyto
cneundikauito A®l. JoaaeTbCs KOHTPO/Ib AOMILLKN 77?-
hydroxy-5?-cholan-24-oic acid 3 HopmyBaHHAM NMT
0.15% meTtopom (in-house HPLC). 3miHun | Tuny -
3MiHu 3 siKocTi. CepTudikat BignosigHOCTI/E-
cepTudikaT BiANOBIAHOCTI €EBPONENCHKIN
thapmakonei/MoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BUIyYEHHS cepTudikaTta BignoBigHOCTI €EBponeicbkii
thapmakonei: gns A®l; ans BuxigHoro
MaTepiany/peareHTy/NpoOMKHOro NPoAayKTy, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[ONOMDKHOT peyoBMHY (cepTuddikaTt BiAnoBigHOCTI
€Bponelicbkii hapmakonei) - OHOBNeHWIA cepTuddikaT
Bif y)X& 3aTBEPXEHOr0 BMPOOHUKA, NOAAHHS
OHOBJ/IEHOTO cepTudikaTy BifnNoBiAHOCTI EBPONEACHKIi
hapmakonei CEP Ne R1-CEP 2001-245-Rev 06
(3atBepmxeHo: R1-CEP 2001-245-Rev 05) ans gitoyoi
peyoBuHM Ursodeoxycholic acid Big Bxe
3aTBepxeHoro Bupo6Hrka APl Mitsubishi Tanabe
Pharma Corporation, AnoHis. BHacnifok oHOBAEHHSA
CEP, oHOBNIOETLCA Ha3Ba BUPO6HUKa APl —
International Chemical Entity Japan Co., Ltd., AnoHis.
3MiHn | TURYy - 3MiHK 3 akocTi. A®Il. KoHTponb AdI.
3MmiHa y MeTogax BunpobyBaHHs A®| abo BUxigHoro
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTBa Ad! (iHLWwi
3MiHM Y MeToAax BUNpobyBaHHSA (BKIOHYAKOUM 3aMiHy
abo gonosHeHHs) A®l abo BUXIAHOro/NPOMIKHOTO
NpoAyKTy), AOMOBHEHHS cneundikauii Al BUpobHuka
/13 OHOBNEHUM METOAOM KOHTPO/0 BEPX foMiLku
C (Lithocholic acid) 3 HopmyBaHHaM NMT 0.1% Ta 7?-
hydroxy-5?-cholan-24-oic acid 3 HopmyBaHHAM NMT
0.10% Ha ocHoBi nepernsHyToro CEP BMpo6Huka AdI
PHARMAZELL GMBH, Germany. 3mitu | Tuny - 3MiHu
3 AKocTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHSI TOTOBOTrO NiKApCbKOro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobyBaHb (BK/IHOHYAKOUMN 3aMiHY
ab0 [ONOBHEHHS)), HE3HAaYHI 3MiHX B MeTogax
KOHTponto 13 3a nokasHukamu «laeHTudikauis
YPCOAEOKCHXONEBOT KUCOTU», «laeHTudikauisa TutaHy
Jiokeunay», a caMe BHECEHHS MPaBOK, TakmX AK
BUNpaBNeHHA HyMepauii Ta nepeiMmeHyBaHHS Ha3Bn
nokasHuka 3 «ldentity» Ha «ldentification». MNpwu ubomMy
po3gin «lgeHTudpikauis» MK He noTpebye BHECEHHS
3MiH. 3MiHu | TUny - 3MiHK 3 AkocTi. FoToBWMiA
nikapcbknii 3aci6. KOHTponb roToBOro Nikapcbkoro
3acoby. 3miHa y MeTofax BMNpo6yBaHHA roTOBOr0
nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepKeHNX
MeToAax BUNPoOyBaHHS), BHECEHHA HE3HAYHUX 3MiH
00 MeToAy BUNpo6yBaHHSA /13 3a NOKa3HWKOM
«BU3HaAYEHHS YMCTOTK NikapcbKOro Npenapary
MeTogom TLUX», a came gofdaHo iHhopmaLiio LWoao
Hacu4eHHs xpomaTorpad)iyHoi kamMmepy pyxomoto
dha3oro Ta iHWi pefakuiiHi 3mMiHK. 3MiHu | TURY - 3MiHK
3 AKocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOBYBaHHSA rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToaax
BUNPOOYBaHHS), BHECEHHA HE3HAYHUX 3MiH [0 MeToay
KOHTPO/0 /13 3a NOKa3HNKOM «PO3UNHEHHA» Y
BiANOBIAHICTb A0 MaTepianiB BUPOGHYMKa, a came
[04aHO MOX/IMBICTb BUKOPUCTaHHSA aHas10riYHOT
KOMTOHKM, 3MIHEHO Yac aHanisy 3 7 0 9 XBUVH, B
OL|iHKY NPMAATHOCTI XpomaTorpadgiuHoi cructemm
[ofaHo napameTpu — KoedilieHT cMMeTpil Ta KislbKiCTb
TEOpPeTUYHNX Tapisiok.
3MiHM | TMNy - 3MiHK 3 AKOCTIi. [OTOBWIA NiKapCbkni
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roOTOBOTO /liKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEpPKEHUX MeTofax
BMNPOGYBaHHS), BHECEHHSA HE3HAYHUX 3MiH [0 MeToAy
KoHTposnto 13 3a nokasHnkoM «KinbkicHuiA BMIiCT
YPCOAEOKCHXO0MEBOT KUCIOTH B 1 TabneTui, MeTogoM
BEPX», a came fofaHO MOX/IMBICTb BUKOPUCTAHHSA
aHas10rivyHOI KOJIOHKM, A0AaHO Yac
XpomaTtorpadyyBaHHs B XpomatorpadgivHi yMoBMu.
222. | ®ACHIK TabneTkn, BKpUTI 3am60H ITanis 3am60H C.M.A. ITanis BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiaiis: 6e3 niossiea UA/5137/02/01
060/10HKOI0, MO C.M.A. YTOUYHEHHS1 HanMcaHHA YMOB BifNyCcKy Ta ctatycy peyenma €

400 wr; no 6
TabneTok y
6nictepi; no 1
6nictepy y
KapTOHHI nauui

peknamyBaHHA B Haka3i MO3 Ykpainu Ne 1470 Big
21.08.2024 B npoueci BHeCeHHA 3MiH (3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkKili xapakTepucTuLi
niKapcbKoro 3acoby, TEKCTi MapkyBaHHS Ta iHCTPYKL,i
AN19 MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro 3acooby,
abo gocnimxeHb 3 6e3nekn 3acTocyBaHHS /likapCbKoro
3acoby B nic/isipeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OLiHKW 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NnaHy negiatpuyHux gocnigxexn (PIP)
(iHWi 3MiHW) - 3MiHX BHECEHO [0 iHCTPYKUiT AN
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby [0
po3ainiB "3acTocyBaHHS y nepiog, BariTHOCTi abo
rogyBaHHs rpyaar” BiANOBIAHO [0 pekoMeHaaLlii
PRAC. 3MiHu | Tvny - 3MiHu Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3MiHu y
KOPOTKIil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT ANsi MeAnYHOro
3aCTOCYBaHHSA reHepUYHNX/TiIBPUAHNX/6I0N0AIGHNX
nNikapcbKunx 3acobiB Micns BHECEHHS Tiei camol 3MiHN
Ha pedhepeHTHWi1 npenaparT (3mMiHa He NnoTpebye
HafaHHS XXOAHVX HOBMX A0AATKOBUX AaHWX) - 3MiHU
BHECEHO [0 iHCTPYKLT N5 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainis "®apmMakonorivHi
BnactmsocTi", "MpoTunokasaHHs", "B3aemogis 3
iHLIMMKM nikapcbKMKM 3acob6amMu Ta iHLWi BUan
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHs",
"3acTocyBaHHs y nepio BariTHOCTi abo rogyBaHHS
rpyaar”, "3aaTHiCTb BNAVBATY Ha LIBUAKICTb peakuil
npu KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMU
mexaHismamu", "Mepepo3ysBaHHa", "MobiyHI peakwii”
BifNoOBIAHO A0 iHhopMmaLlii pedpepeHTHOro /likapCbKoro
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
3acoby HYPO®EH® ®OPTE Tabnetku, BKpUTI
060s10HKoI0, No 400 mr). Pepakuis B Hakasi - 3a
peuenTom, He nignsrae. BipHa pegakuis - 6e3
peuenTa, nignsarae.
223. | ®EPCIHON pO34MH ans TOB Ykpaina dapmaBixH CaH. TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHMX MmaTepiasis: 3MiHu | 3a He UA/14652/01/01
iH'ekuyii1, 100 mr/2 "YOPNA Be Timk. A.LL. TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHs peyenmom | nidsisicae
MJT; MO 2 MA1 MEOMUN Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
PO34MHY B amnyni; H" BUPOGHMKa/iMNopTepa roToBOro Nikapcbkoro 3acoby,
no 5 amnyny BK/IIOHAOUN AiNbHWLI BUMYCKY cepii abo micue
YapyHKOBOMY NpoBeLEeHHS KOHTPO/IIO AKOCTI. (AIANbHICTb, 3a AKy
NOTKy Ta BiANOBIAae BMPOGHMK/IMNOpTEp, BKOYaUM BUMYCK
KapTOHHIA KopooLi cepiii). 3MiHa aapecy MicLs NPOBAKEHHS AisSSIbHOCTI
BMPOBHMKA rOTOBOTO JliKapCbKOro 3acoby. 3MiHn
BHECEHO B iHCTPYKLit0 A1 MEAUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLsa NPOBaMXeHHS Moro
LisANbHOCTI" 3 BigNOBIAHMMW 3MiHAMW B TEKCTI
MapKyBaHHS1 YNaKkoBOK.
224. | ®NIEBABEH® Tabnetku, no 1000 KPKA, CnoBeHis BMPOGHMLTBO "in CnoseHisi/ BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHu | 6e3 UA/16995/01/02
1000 mr no 10 Tabnetok | A.4., HoBo bulk", nepsuHHe Kutaii TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peuenma
y 6nicTepi; no 3 MecTo Ta BTOPUHHE 3MiHN y BUPOGHMLTBI. 3amiHa abo BBEAEHHSA

abo 6 6nicTepiB y
KapTOHHIA KopooLi

nakyBaHHs,
KOHTpO/b cepii Ta

BUNYCK cepil:
KPKA, a.4., HoBo
mecTo, C/ioBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHS:
HiHr6o MeHoBo
TiaHkaHr
dapmacbloTrKanc
Ko., NiTa., Kutaii

KOHTPO/b Cepil:
KPKA, a.4a., Hoso
mMecTo, CroBeHis

[04aTKOBOT AiNbHNL BUPOGHMLITBA A/181 YaCTUHN ab0
BCbOr0 BYPOGHMYOTr0O NPOLECY rOTOBOrO NMiKapCbKoro
3acoby (AiNbHULA, Ha AKi NPOBOAATLCA By Ab-AKi
BUPOGHMUI CTagji, 3a BUHATKOM BUNYCKY Cepil,
KOHTPOJI0 SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, /191 HECTEPWU/TbHUX NiKapCbknX 3acobis).
BBepgeHHs1 HiHr6o MeHoBo TiaHkaHr ®apmackloTukanc
Ko., NiTg., Kutaii/ Ningbo Menovo Tiankang
Pharmaceuticals Co., Ltd., Kutaii Ak gogartkosuii
BUPOGHMK «in bulk», BBeAeHHS 3MiH NPOTSArom 6-1n
MicaLiB nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3miHu 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHK y
BUPOGHMLTBI. 3amiHa abo BBeAEHHS 404aTKOBOT
AiNbHULI BUPOBHMLTBA 11 YacTUHM abo BCbOro
BMPOGHMYOrO NpoLiecy roToBOro NMikapCbKoro 3acoty
(AiNbHUUSA 4N BTOPMHHOIO NakyBaHHS). BBeAeHHS
Ningbo Menovo Tiankang Pharmaceuticals Co., Ltd.,
KnTaii, ik 4oAaTKOBWIA BUPOBHWK 4151 BTOPUHHOIO
nakyBaHHs1. BBeA€HHSs1 3MiH MPOTAroM 6-Tn MicsliB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWI NiKapCbkunii 3aci6. 3MiHW Y BUPOGHULITBI.
3amiHa ab0 BBeAEHHS1 4OAATKOBOI Ai/TbHUL
BMPOBHULITBA A/151 YHACTUHM ab0 BCbOTO BUPOGHMYOro
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
npouecy roToBOro Nikapcbkoro 3acoby (AinbHuus ons
NepBMHHOTO NakyBaHHs). BeegeHHs Ningbo Menovo
Tiankang Pharmaceuticals Co., Ltd., Kutaii, sik
[04aTKOBUIA BUPOBHUK A1 NEPBUHHOTO NaKyBaHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepXeHHS. 3MiHW | TUny - 3MiHK 3 AKoCTi. ADL.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs Ad|
abo BMXigHOro marepiany/npomiKHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMpo6HMLTBa API (iHLWI 3MiHM Y MeTodax
BMNPoOyBaHHA (BK/IHOYaOUM 3amiHy abo JONOBHEHHS)
A®| abo BUXiAHOrO/NPOMIXHOro NPoAyKTy). 3aMiHa
npoueaypu TeCTyBaHHSA PO3Mipy YaCTUHOK AN5 Aio4ol
peuoBuHm fiocmiH (by laser diffraction) (3 DS AP
001443 Ha DS AP 002314), 6e3 3MiHu KpuTepiis
NPUAHATHOCTI BBEAEHHSA 3MiH MPOTAroM 6-TW MicsLiB
nicns 3aTBepayKeHHs.
225. | ®JIEBABEH® TabneTkn, BKpUTI KPKA, CnoseHis BMPOBHULTBO "in CnoseHis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/16995/01/01
500 NAiBKOBOO A.4., Hoso bulk", nepsuHHe Kutaii TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWii 3acib. peyenma
060/10HKOI0, NO MecTo Ta BTOPUHHE 3MiHU Yy BUPOGHMLTBI. 3amiHa abo BBeAEHHS
500 mr no 15 nakyBaHHs, [0[aTKOBOT AiNbHUL BUPOBGHULITBA A1 YaCTUHM ab0
TabneTok y KOHTPO/b cepii Ta BCbOr0 BUPOHHMYOrO NPOLECy roTOBOTO JliKapCbKOro
6nictepi; no 2 abo BMNYCK cepil: 3aco06y (AinbHULSA, Ha Sk NPoBOAATLCA OyAb-AKi
4 6nictepu B KPKA, a.4., Hoso BUPOGHWYI CTagii, 32 BUHATKOM BUMYCKY Cepil,

KapTOHHI KopoobLi

mecTo, CnoBeHis
BMPOGHMLTBO «in
bulk», neperHHe
Ta BTOPUHHE
nakyBaHHs
HiHréo MeHoBo
TiaHkaHr
dapmacboTrKanc
Ko., Nitg., Kutai,
KOHTPO/b cepii:
KPKA, a.4., HoBo
mecTo, CrnoBeHis

KOHTPOJIH0 SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS, 4151 HECTePUIbHUX NiKapPCbKNX 3aco6iB).
BBepneHHs HiHréo MeHoBo TiaHkaHr ®apmacbkloTukanc
Ko., NiTa., Kutaii/ Ningbo Menovo Tiankang
Pharmaceuticals Co., Ltd., Kutaii sik gogatkoBuii
BUPOGHMK «in bulk», BBeAeHHS 3MiH NPOTArom 6-1u
MiCALIB MiC/1A 3aTBEPKEHHSA. 3MiHW | TUNy - 3MiHKW 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeLEeHHS 004aTKOBOT
AiNbHULI BUPOBHMLTBA 19 YacTUHM abo BCbOro
BMPOGHMYOro NpoLecy roTOBOro MiKapCbKOro 3acoby
(4inbHULA AN BTOPUHHOIO NakyBaHHS). BBeaeHHs
Ningbo Menovo Tiankang Pharmaceuticals Co., Ltd.,
KuTaid, ik foaaTkoBUiA BUPOOHUK A4/151 BTOPMHHOMO
nakyBaHHs1. BBe4eHHs1 3MiH NpOTAroM 6-Tn micsLiB
nicns saTBepkeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULITBI.
3amiHa ab0 BBeeHHA [0AAaTKOBOI Ai/TbHUL
BMPOBHULITBA A4/15 YACTUHM ab0 BCbOTO BUPOOGHNYOrO
npoLecy roToBOro Nikapcbkoro 3acoby (AibHWUS Ans
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n/n

Ha3ssa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakosKa)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

nepBMHHOTO NakyBaHHs). BeegeHHs Ningbo Menovo
Tiankang Pharmaceuticals Co., Ltd., Kutaii, sik
[08aTKOBUIA BUPOGHUK ANt NEPBUHHOMO NaKyBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBepMXeHHS. 3MiHKM | Tuny - 3MiHKW 3 AkocTi. API.
KoHTposib A®L. 3miHa y MeToax BunpobysaHHsa AdI
abo BUXigHOro marepiany/npoMiKHOro
NpOAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLEC
BMpo6GHULUTBa API (iHLLI 3MiHK Y MeTogax
BMNPoByBaHHA (BK/IKOYaOUM 3amiHy abo JONOBHEHHS)
A®| ab0 BMXigHOrO/MPOMIXKHOIO NPoAyKTy). 3aMiHa
npoLieaypy TeCTyBaHHA pPO3Mipy YaCTUHOK A5 Aitoyoi
pedoBuHmn [iocmin (by laser diffraction) (3 DS AP
001443 Ha DS AP 002314), 6e3 3miHW KpUTepiiB
NPUAHSATHOCTI. BBEAEHHS 3MiH NPOTAroM 6-TU MicALiB
nicns 3aTBepAKEHHS.

226.

DNEBOAIA 600

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, MO
600 mr; no 15
Tabnetok y
6nictepi; no 1 abo
no 2 6nictepu y
KapTOHHI KopooLi

Na6oparto
pist
IHHOTEK
IHTepHacL
noHanb

PpaHuis

IHHOTepa LUys3i

PpaHuis

TexHiYHa nomuska
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
BunpaBneHHs1 TexHIYHOI nomunkn y cknagi 13 y
3MiHax 8o MK# (Haka3 MO3 Big 06.08.2021 Ne1680),
a came B Ha3Bax AesAKVX AOMOMIXKHUX PEYOBYH.
[itoua pepakuis
MeToau KOHTPOSIO AKOCTI
1. Cknap,

[AOMOMDKHI pEYOBMHU: LieNtoi03a MiKpokpucTaniyHa,
TauTbK, KNC/IOTa CTeapyHOBa, KPEMHIIO fioKeug,
KONOIgHWIA rinpocho6HWMiA, 06010HKa (rinpoMesnosa,
L,eNto103a MiKpokpucTaniyHa, cteapaT Makporons
400), Opaglos 6000 (Bick NabMOBWIA, BICK 64KONNHWIA
6inuiA, ryminak, eTaHon 6e3B0OAHWIA, GapBHUK
(koweHinb yepsoHa A (E 124), nponineHrnikons,
rinpomenosa, TutaHy giokeung (E 171), 3anisa oknc
yepBoHWUii (E 172), 3asii3a okuc YopHuii (E 172)).
MponoHoBaHa pepakuis
MeToau KOHTPOIO AKOCTI
1. Cknap,

[AOMOMDKHI pEYOBUHW: LieNtoi03a MiKkpokpucTaniyHa,
TauTbK, KNC/IOTa CTeapyHOBa, KPEMHIIO fioKeug,
KONOIgHWIA rinpocho6HWMiA, 06010HKa (rinpoMesnosa,
Lie/1t0/103a MiKpOKpUCTasliyHa, Makporosy creapat
400), Opaglos 6000 (Bick NabMOBWIA, BICK 64KONNHWIA
6inuii, ryminak, etaHos 6e3BoAHUIA), 6apBHUK
Sepisperse (koweHinb YyepBoHa A (E 124),
NpOoNISIEHINIKONb, FiNpoMenosa, TuTaHy giokeung (E

6e3
peyenma

UA/8590/01/01
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
171), 3ani3a okcug, yepsoHuii (E 172), 3aniza okeng,
yopHuii (E 172))
3a3HayeHe BUMNpaB/IeHHSA BignoBigae maTepianam
peECTpaLiHOro A0ChE siki NpeAcTaB/eHi B
227. | ®JTYKOHA3O/ | Tabnetku, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/0276/01/01
060/10HKO0, M0 50 | "TexHonor MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peyenmom | nidsisicae
Mmr; no 4 a6o no 7 " thapmakoHarnsgy. 3MiHa y KOpoTKiil xapakTepucTuui
a6o no 10 nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKL,i
TabneTok y AN MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynspHo
6nictepi, no 1 OHOBJIHOBAHOrO 3BiTY 3 6E3MNeEKMN NiKapCbKoro 3acooby,
6nictepy B nauui 3 abo gocnigpkeHb 3 6e3neky 3acTocyBaHHA iKapCbKoro
KapToHy; no 10 3aco6y B nic/sipeecTpaviiiHuii nepiod, abo sk
TabneTtoky pe3ynbTaT OLiHKV 3BITy 3 AOCMILKEHb, NPOBEAEHNX
6nictepi, no 100 Bi4NOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
6nictepiB y (3MiHY Y3rof)keHO 3 KOMNETEHTHVM YNOBHOBaXKEHUM
KOpo6Li 3 KapTOHY opraHom)
3MiHV BHECEHO A0 iHCTPYKUIT 415 MeAUYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepio BariTHOCTi abo rogyBaHHSA
rpyaaro” BianoBiAHO [0 OHOBAEHOI iHChopMaLi Woa0
6e3nekn 3aCTOCyBaHHS Ail40l pevyoBrHU. TepMiH
BBE/EHHS 3MiH - NpoTArom 6 micsuis nicns
3aTBEPAKEHHS
228. | ®JTIYKOHA3O0/ | Tabnetku, BKPUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHSA 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu | 3a He UA/0276/01/02
060/10HKOH, MO "TexHonor MRy - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta peyenmom | nidsisizae
100 wr; no 4 abo " thapmakoHarnsgy. 3MiHa y KOpOoTKili XxapakTepucTuLi
no 7 aéo no 10 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKU,i
TabneTtok y AN19 MeAUYHOIo 3acTOCYBaHHS Ha NiAcTasi perynsapHo
6nictepi, no 1 OHOBJIHOBAHOTO 3BITY 3 6e3Mekn NikapcbKoro 3acoby,
6nictepy B nayi 3 abo gocnifmkeHb 3 6e3neku 3acTocyBaHHS liKapCbKoro
KapToHy; no 10 3acoby B micnsipeecTpauiiHmii nepiog, abo sk
TabneTtok y pe3ynbTaT OLiHKW 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
6nictepi, no 100 BIANOBIAHO A0 NnaHy neaiatpuyHux gocnigxers (PIP)
6nictepiB y (3MiHyY y3rof)xeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
KOpPOOGLii 3 KapTOHY opraHom)
3MiHN BHECEHO [0 IHCTPYKLUT 415 MeAUYHOro
3acToCcyBaHHS MikapCbKoro 3acoby Ao po3giny
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpy4ar0” BignoBiAHO [0 OHOBEHOT iHchopMaLil Wwo0
6e3nekn 3acTOCyBaHHS Ailo4voil pevyoBrHU. TepMiH
BBEJEHHS 3MiH - NPOTArom 6 MicsLiB nicns
3aTBEPKEHHS
229. | ®JIYKOHA3O/ | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH O peecTpaviiiHux maTepiasiB: 3miHu | Ne 1 — 6e3 He UA/0276/01/03
060/10HKOH, N0 "TexHonor My - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI Ta peyenma; niossieae
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
150 mr; mo 1 " thapmakoHarnsgy. 3miHa y KOpoTKiil xapakTepucTumui Ne 2 —3a
Tabnetui y nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,i peyenmom
6nictepi, no 1 a6o 0151 MeMUYHOro 3aCToCyBaHHA Ha NiacTasi perynspHo
2 6nictepun B nauui OHOBJIHOBAHOrO 3BiTY 3 6E3MEKMN NiKapCbKoro 3acooby,
3 KapTOHy; Mo 2 abo gocnimxeHb 3 6e3neky 3acTocyBaHHS JlikapCbKoro
Tabnetkn y 3aco6y B nic/isipeecTpaviiituii nepiod, abo sk
6nictepi, no 1 pe3ynbTart OLiHKV 3BITy 3 AOC/ILKEHb, NPOBEAEHNX
6nictepy y nauui 3 BiANOBIAHO [0 NiaHy negiatpuyHux gocnigxexb (PIP)
KapToHy (3MiHY y3rofXeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLUIi A1 MEeAUYHOro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHA y nepio BariTHOCTi abo rogyBaHHA
rpyAAt0” BiANOBIAHO A0 OHOB/EHOT iHchopMaLii Wwoao
6e3nekn 3aCTOCyBaHHA Ail40l pevyoBrUHU. TepMiH
BBE/EHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPAKEHHS
230. | DYUNC® AT TabneTkun TOB YkpaiHa KYCYM IHAisa BHECEHHS 3MiH 10 peecTpavuiiiHux maTtepianis: 3MiHu | 3a He UA/7617/02/01

aucneprosaHi no «TNEADA XENTXKEP MNBT MRy - 3MiHK WoA0 6e3nekn/epeKTNBHOCTI Ta peyenmom | nidsisizae
50 mrno 4 PM NTAO» nTa thapmakoHarnsgy. 3MiHa y KOpOoTKili XxapakTepucTuui

Tabnetkny ctpuni
abo 6nictepi, no 1
cTpuny abo
6nictepy B
KapTOHHIi
ynakoBLii

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKU,i
0151 MeQUYHOro 3aCTOCyBaHHA Ha NigcTaBi perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3Mekn NiKapCcbKoro 3acoby,
abo pocnimkeHb 3 6e3nekn 3aCTOCyBaHHS NiKapCbKOro
3acoby B nicnsipeecTpaviiiHnii nepiod, abo K
pe3ynbTaT OLiHKK 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NNaHy negiatpuuHux gocnigxeHs (PIP)
(3MiHyY Y3rof)xeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) .
3MiHV BHECEHO A0 IHCTPYKUIT 415 MeAUYHOIO
3acTocyBaHHSA NikapCcbKoro 3acoby A0 po3giny
"3acTocyBaHHs y nepiof BariTHoCTi abo rogyBaHHs
rpyaato” BignosiAHO 40 OHOBAEHOI iHGhopMaLi Woao
6e3nekn 3aCToCyBaHHS [il040i pe4yoBMHW. TepMiH
BBEJEHHS 3MiH - NPOTArom 6 MicsLiB nicns
3aTBEPMAKEHHS. 3MiHN | TMNy - 3MiHK LWoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'13aHb Ta yMOB
BMAAYi peecTpaviliHoro NoCBiAYEHHS, BKOUYAKUN
MnaH ynpaBniHHS pu3vkamu (3acTocyBaHHS TEKCTY,
AKNIA NOTOPKEHUIA 3 KOMNETEHTHUM OpPraHoMm).
3asBHMKOM HaJaHO OHOBIEHWIA MNaH ynpaBniHHA
pusmkamm Bepcia 3.0. 3MiHM BHECEHO A0 YacTuH: |
«3arasibHa iHpopmauis» Il «Cneumndikalin 3 6e3nekm»
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
V «3axoau 3 MiHimi3auji pusmkie» VI «Pe3tome nnaHy
ynpaBniHHa pusnkamu» VIl «JoaaTku» (gogaTtku 1-8) y
3B’A3KY 3 OHOBJ/IEHHAM iHhopMmaLii 3 6e3neku Aitoyol
peyoBuHM hNyKOHA30 BiAMNOBIAHO pekoMeHAawii
PRAC 3a pesynbtatamu ouiHkm PSUSA, a Takox y
3B'A3KY i3 3MiHOK hopmarty BignoBigHO 40 BUMOrT
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 ynpaBniHHA pusukammn
Bepcia 3.0 fofaeTbes.
231. | XENMMNEKC® obnonickysay ans Mosi Xenc | Lseliyapi [esa XonguHr TypeyunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu | 6e3 UA/18887/02/01
NnAP ropsia, po3uuH; no M6X A A.C. TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenma
200 M1 po34mHy Y KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
naswuyi; no 1 MeTo4ax BUNpPobyBaHHS rOTOBOrO JliKapCbKOro 3acoby
NAAWLi 3 MipHAM (He3HayHa 3MiHa y 3aTBEpIKEHUX MeTofax
CTakaH4yMKoM y BUNpobyBaHHsA) He3HayHa 3MiHa 3a NoKa3HMKOM
KapTOHHI/ KopoobLi "BmicT eTaHony" metogom X, a came npuBefeHHs
MEeTOAMKN BU3HAYEHHS Y BIAMOBIAHICTb A0 MaTepianis
BMPOBHMKA. 3MiHN CTOCYOTbCA LWO0A0
XpomMaTtorpadiyHoi KONMOHKM, 06'eMy IHXeKLT,
npoBefieHHA NPobonigroToBKM Ta PO3paxyHKIB.
232. | LE®GOTAKCUM | nopoLuok ans MicTtpan AHrnis ALC NOB®AP ITanis BHECEHHSA 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu | 3a He UA/19849/01/01
-BICTA PO34MHYy aNns Kenitan C.N.A. MRy - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta peyenmom | nidsisizae
iH'ekyiinolr; 1 MeHekm thapmakoHarnsgy. 3MiHa y KOpOoTKili XxapakTepucTuLi
a6o no 10 eHT NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKU,i
hnakoHIB 3 Nimiteq 0151 MegUYHOro 3aCToCyBaHHA Ha MifcTaBi perynsipHo
MOPOLLKOM Y OHOBJ/IIOBAHOTO 3BITY 3 6e3Mekn NiKapcbKoro 3acoby,

KapTOHHiiA KOpo6Li

abo gocnifmkeHb 3 6e3neku 3acTocyBaHHS liKapCbKoro
3acoby B micnsipeecTpauiiHmii nepiog, abo sk
pe3ynbTaT OLiHKW 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NnaHy neaiatpuyHux gocnigxers (PIP)
(3MiHy y3rofXeHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO 0 IHCTPYKLUIi 4115
MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
po3ginu: "OcobmBOCTi 3acTocyBaHHS", "MoGIYHI
peaxuii” BignoBigHO 4,0 OHOBNEHOT iHchopMaLlii 3
6e3nekun Ailo4oi peyoBrHN. BBeAeHHS 3MiH NpoTArom
6-TN MicAUIB NiC/1A 3aTBEPAKEHHS.

CynyTHS 3MiHa - 3MiHM Woao 6e3neku/echekTUBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3000B'A3aHb Ta YMOB Buaui peecTpawiiHoro
NOCBiAYEHHS, BKNOYatoUy MNaaH ynpasaiHHSA pu3nkamu
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
(3acTocyBaHHs TEKCTY, AKWIA NOTOKEHNI 3
KOMNETEHTHUM OpraHoMm) - 3asiBHVKOM HafaHo
OHOBJ/IEHWIA MnaH ynpaBniHHS pu3nkamu Bepcis 1.0.
3MiHV BHECeHOo A0 YacTuH: |l "Cneyudpikauis 3
6e3nekn”, V" 3axoan 3 MiHimisauii pusukis" Ta VI
"[ofaTkn" Ha OCHOBI OHOBJ/IEHOT iH(popMmaLlii 3 6e3neku
Lit0Y0l pEYOBMHN.
Pestome MnaHy ynpasniHHA pusukamu Bepcis 1.0
[003€ETbCS.
233. | LE®TPAKTAM NOPOLLOK AN1A My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis: 3MiHu | 3a He UA/13736/01/01
pPO34MHYy N aKuioHepH akuioHepHe TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | nionsicae
iH'ekujin, 500 e TOBapuCTBO thapmakoHarnsgy. 3MiHa y KOpOoTkKili xapakTepucTuLi
mr/250 wr; 1 TOBapucTB "HaykoBo- nNiKapcbKoro 3acoby, TEKCTi MapkyBaHHS Ta iHCTPYKL,i
chnakoH 3 o} BUPOGHNUNIG AN19 MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi peryisapHo
nopoLukom; 1 "HaykoBo- LeHTp OHOB/IIOBAHOTO 3BITY 3 6e3Mnekn NikapcbKoro 3acoby,
hnakoH 3 BMPOGHWY "BopLyariscbkuii abo gocnimxeHb 3 6e3nekn 3acTocyBaHHS /ikapCbKoro
MOPOLLKOM Y mayi WA LEHTP Ximiko- 3acoby B nic/isipeecTpaviiiHuii nepiod, abo sk
3 KapToOHy; 5 "BopLyaris thapmaueBTUYHUIA pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
h1aKoHiIB 3 CbKUii 3aBog" BIANOBIAHO A0 NnaHy negiatpuyHux gocnigxexnb (PIP)
MOPOLLKOM Y XiMiKO- (3MiHy y3rofXeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
KaceTi; no 1 kaceTi | hapmaues opraHom).
B neHani 3 TUYHWIA 3MiHV BHECEHO A0 IHCTPYKUIT 4151 MEAUYHOTO
KapToHy 3asof” 3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ainm
"Oco6nmBocTi 3acTocyBaHHA" Ta "Mo6iyHI peakujii™
BIANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3neku
Aito4oi pevoBuHW. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MicsILiB Micns 3aTBepAKEHHS
234. | UE®GTPAKTAM NMOPOLLOK A5 My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHu | 3a He UA/13736/01/02
pO34MHy aNns akuioHepH akuioHepHe TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | nidsisicae
iH'ekuili, 1000 e TOBapucTBO chapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTui
mr/500 wmr; 1 TOBapuCTB "HaykoBo- NiKapcbKOro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,i
chnakoH 3 o} BUPOGHNUNIG ON19 MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi perynsapHo
nopoLuKom; 1 "HaykoBo- LEeHTP OHOBJIIOBAHOrO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby,
hnakoH 3 BUPOGHNY "BopLuariBcbknii ab0 gocnigpkeHb 3 6e3nekn 3acTOCyBaHHS liKapCbKOro
NMOPOLLKOM Y MayLli WA LEHTP Ximiko- 3acoby B nic/isipeecTpaviiiHnii nepiod, abo sk
3 KapToHy; 5 "Bopuuaris thapmaueBTUYHUI pesynbTaTt OLiHKV 3BITy 3 AOCMIIKEHb, NPOBEAEHNX
hnakoHIB 3 CbKuit 3aBog" Bi4MOBIAHO A0 MNaHy negiatpuyHnx gocnigkeHs (PIP)
MOPOLLKOM Y XiMiKO- (3MiHy y3rofXeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
KaceTi; no 1 kaceTi | chapmaues opraHom).
B neHani 3 TUYHWIA 3MiHV BHECEHO A0 iHCTPYKUIT 4151 MeANYHOTO
KapToHy 3asog” 3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ainm

"OcobnmBocTi 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
BIAMOBIAHO 4O OHOBNEHOT iHGhopMaLii 3 6e3nekn
AitoYyoi pevyoBuHW. TepMiH BBEAEHHS 3MiH - NPOTArom 6
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
MiCALIB MiC/1A 3aTBEPKEHHS
235. | LE®TPUAKCO NOpPOLLOK AN1A TOB Ykpaina TOB "tOpis- YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/18131/01/01
H IOPIA-®APM NpUroTyBaHHsA "HOpis- dapm", YkpaiHa TMNy - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
pPO3UMHY AN Papm"” (nakyBaHHs i3 3MiHn Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

iH'ekuUin no 1000
mr 1 a6o no 10
hnakoHIB 3
MOPOLLKOM Y
Kopo6Li

dhopmu in bulk
HCIMC Xebelii
XyamiH
PapmacboTikau
Komnasi fMimites,
Kutait)

CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOO AKOCTI
roToBOro fikapcbKkoro 3acoby (3amiHa abo foaaBaHHSA
AiNbHULI, Ha AKil 34iACHIOETbCS
KOHTPO/Ib/BUNPOBYBaHHSA cepil)

BBEJEHHS 404ATKOBOI KOHTPaKTHOI nabopaTopii no
3[iICHEHHI0 KOHTPO/O sikocTi /13 SlabopaTopis
hapmakoneiHoro aHanisy A «YkpaiHCbkuii HayKoBUiA
hapmakoneiHuii LEHTP SIKOCTi NiKapCbKux 3aco6iB» —
hi3nKO-XiMiuHi BUNpo6oBYyBaHHA MicLie3HaxoaKeHHs
Ta MicLe npoBakKeHHs AisnbHocTi: 61085, M. Xapkis,
BY/1. ACTPOHOMIYHa, 33 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKnit 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3amiHu, Lo CTOCYITLCA BUMYCKY cepii
Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHA AifbHUL, Ha SKil
3[iICHIETLCA KOHTPO/L/BUNPOBYBaHHSA cepil)
BBEJEHHS A04ATKOBOI KOHTPaKTHOI nabopaTopii no
3[iiCHEHHIO0 KOHTPO/TIO AKoCTi /13 HaykoBo-gocnigHe
BigAiNeHHA Ximii pyHKUiOHaIbHUX MaTepianis
[epxaBHOi ycTaHOBM «HayKOBO-TEXHO/OTMYHWI
KOMMAeKC «IHCTUTYT MOHOKpUCTanis» HauioHanbHOT
akafeMii Hayk YKpaiHu — i3nKo-XiMiuHi
BMNPO60BYBaHHA MicLe3HaX04KeHHS Ta MicLe
npoBafXeHHs fAisnbHocTi: 61001, m. Xapkis, np.
Hayku, 60 3MmiHu | Tuny - 3miHK 3 AKkocTi. FoToBWiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/II0 SIKOCTi FOTOBOrO NlikapcbKoro 3acoby (3amiHa
ab0 fofaBaHHs OinbHULI, Ha sKili 34ilicHI0ETLCSA
KOHTPONb/BMNPOGYBaHHS cepii), BBEAEHHS A0AaTKOBOI
KOHTpaKTHOT Nabopatopii No 34iiCHEHHI0 KOHTPOJTHO
akocTi 13 AN «LeHTpansHa nabopatopia 3 aHanisy
AKOCTI NlikapCbknX 3aco6iB | MeANYHOI NPOAYKLiT» —
hi3MKO-XiMiYHi, 6io/I0riYHi BUNPO6OBYBaHHS.
MicuesHaxomKeHHs Ta MicLe NpoBaXKeHHs
AisnbHocTi: M. Kni, Byn. Kyapsscbka, 10-I , 3minu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib.
3MiHV Yy BUpOOHMUTBI. 3MiHa iMnopTepa/3aMiHu, LWo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roTOBOrO JiKapCbKOro 3acoby (3amiHa abo gofaBaHHA
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
AiNbHULI, Ha AKil 34iACHIOETLCSA
KOHTPO/b/BMNPOGYBaHHS cepii), BBEAEHHS A0AAaTKOBOI
KOHTPaKTHOT Nabopatopii No 34iiCHEHHI0 KOHTPO/THO
akocTi /13 lepxaBHa HayKoBO-gocnigHa naboparopis
3 KOHTPOJIO SKOCTi NiKapCbKUxX 3aco6iB JepxaBHoi
YCTaHOBU «IHCTUTYT ririeHN Ta MeANYHOI eKosoriT iM.
O.M. Map3eesa AMH YkpaiHu» — ti3nKO-XiMiyHi,
6ionorivHi BUNPo60oBYyBaHHs. MicLe3HaxomKeHHs Ta
MicLie NpoBaKEHHSA Ais/IbHOCTI: M. KuiB, By”.
MonyapeHka, 50
236. | LE®TPIAKCOH | nopotuok ans My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/4174/01/01
-BX®3 pO34MHy oNns akuioHepH akuioHepHe MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peyenmom | nidsisicae
iH'ekuin no 500 wmr; e TOBapuCTBO thapmakoHarnsgy. 3MiHa y KOpoTKiil xapakTepucTumui
donakoHu 3 TOBapucTB "HaykoBo- nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKL,i
nopoLukom; 1 o} BUPOGHNUNIG AN MeAUYHOr0o 3aCTOCYBaHHS Ha NiAcTasi perynspHo
hnakoH 3 "HaykoBo- LEeHTp OHOBJ/IOBAHOTO 3BITY 3 6e3MneKkn NikapcbKoro 3acoby,
MOPOLLKOM B BUPOOHNY "BopLyarisCcbkuii abo gocnigpkeHb 3 6e3neky 3acTocyBaHHA MikapCbKoro
naJui; 1 donakoH 3 WA LEHTP XimiKo- 3aco6y B nic/sipeecTpaviiiHuii nepiod, abo sk
NMOPOLLKOM Y "Bopuaris hapmaueBTUYHNI pe3ynbTaT OLiHKV 3BITy 3 AOCMIAKEHb, NPOBEAEHNX
KOMMNAEKTI 3 CbKuit 3aBofg" Bi4NOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
PO3YNHHVKOM XiMiKo- (3MiHY y3rof)XeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
(Boga ans thapmaves opraHoMm) - 3MiHVM BHECEHO [0 iHCTPYKLiT Ans
iH'eKuili) no 5 mn B TUYHWIA MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby y
amnyni B nayui 3 3aBog" po3gainu: "OcobamBoCTi 3acTocyBaHHS", "MoBIYHI
KapTOHHOI peakuii" BiANOBIAHO A0 OHOBMEHOI iHdhopMmaL;i 3
neperopogxoo 6e3nekn Aiyoi pevoBUHU. TepMiH BBEEHHS 3MiH -
NpoTArom 6 MicsiLiB NicNs 3aTBEPIKEHHS.
237. | UE®TPIAKCOH | nopouwok s My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a He UA/4174/01/02
-BX®3 pO34MHy aNns akuioHepH akuioHepHe TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | nidsisicae
iH'ekuili no 1000 e TOBapucTBO chapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTui
Mr, chakoHmn 3 TOBapuCTB "HaykoBo- NiKapcbKOro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,i
nopoLUKom; 1 o} BUPOGHNUNIG ON19 MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi perynsapHo
donakoH 3 "HaykoBo- LeHTp OHOBJ/1OBAHOIO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
NOpPOLLKOM B BUPOGHNY "BopLuariBcbknii ab0 gocnigpkeHb 3 6e3nekn 3acTOCyBaHHS liKapCbKOro
nauuj; 1 donakoH 3 WA LEHTP Ximiko- 3acoby B nic/isipeecTpaviiiHnii nepiod, abo sk
MOPOLLKOM Y "Bopuuaris thapmaueBTUYHUI pesynbTaTt OLiHKV 3BITy 3 AOCMIIKEHb, NPOBEAEHNX
KOMMNIEKTIi 3 CbKuit 3aBog" Bi4MOBIAHO A0 MNaHy negiatpuyHnx gocnigkeHs (PIP)
PO3YNHHVKOM XiMiKO- (3MiHy y3rofXeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
(sBoga ans hapmaves opraHoMm) - 3MiHWM BHECEHO [0 iHCTPYKLiT Ans
iH'eKUin) no 5 mn TUYHWIA MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y
a6o no 10 mn B 3aBog" po3ginu: "OcobnmBocTi 3acTocyBaHHsA", “IMoGiYHI

amny”ni B nav 3
KapTOHHOIO
neperopojkoto; 1

peakuii" BiANOBIAHO A0 OHOBMEHOI iHhopMmaL;i 3
6e3nekn Aitoyoi pevyoBuHN. TepmiH BBEAEHHS 3MiH -
npoTArom 6 mMicauiB nicns 3aTBEPAYKEHHS.
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
dhnakoH 3
MOPOLLKOM Y
KOMM/EKTi 3
PO3YMHHUKOM
(nigokainy
rigpoxnopug,
po3unH Ans
iH'ekyin, 10 mr/mn)
no 3,5 vmn B
amnyni B nav 3
KapTOHHOIO
neperopojxo
238. | LE®TPIAKCOH | nopotuok gns My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu | 3a He UA/4174/01/03
-BX®3 pPO34MHYy N aKuioHepH akuioHepHe TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | nionsicae
iH'ekyjii o 2 r, no e TOBapuCTBO thapmakoHarnsgy. 3MiHa y KOpoTkKili xapakTepucTuLi
1 donakoHy 3 TOBapucTB "HaykoBo- niKapcbKoro 3acoby, TEKCTi MapkyBaHHS Ta iHCTPYKL,i
MOPOLLKOM B nauyj o} BUPOGHNUNIG AN19 MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
"HaykoBo- LeHTp OHOBJIHOBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro 3acooby,
BUPOGHMNY "BopLuariBcbkuii ab0 JocnigpkeHb 3 6e3neky 3acTOCyBaHHS NliKapCbKOro
WA LEHTP Ximiko- 3acoby B nic/isipeecTpaviiiHnii nepiod, abo sk
"BopLuaris hapmaLeBTUYHNI pes3ynbTaT OLiHKM 3BITY 3 fOCNIMKEHb, NPOBEAEHUX
CbKUii 3aBog" BIANOBIAHO A0 NnaHy negiatpuyHux gocnigxexn (PIP)
XiMiKO- (3MiHY Y3rof)xeHo 3 KOMMNETEHTHVM YNOBHOBaXKEHUM
hapmaves opraHom) - 3MiHW BHECEHO A0 IHCTPYKLUIi Ans
TUYHUIA MeAUYHOro 3aCToCyBaHHS NiKapCbKoro 3acoby y
3aBog" po3ginu: "OcobnmBocTi 3acTocyBaHHsA", “IMoGiYHI
peaxuii” BignoBigHO A0 OHOBNEHOT iHchopmMaLi 3
6e3nekun Aito4oi pevoBrHN. TepMiH BBEAEHHS 3MiH -
npoTArom 6 mMicauis nicnsg 3aTBEPAYKEHHS.
239. | UATPIK® MOPOLLIOK A5 AT Ykpaina AT "dapmak” YkpaiHa BHECEHHSA 3MiH 0 peecTpavliiiHux maTtepianis: 3MiHu | 6e3 UA/15885/01/01
Opa/IbHOTO "dbapmak” My - 3MiHKU 3 AKOCTI. [OTOBUIA NliKapCbKUiA 3aci6. peyenma

po34mHy, no 13,60
I B caile; no 10
calle B nauuj 3
KapToHy

CucTema KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM FOTOBOrO NiKapCbKOro 3acoby

(BUYYEHHS HE3HAYHOTO NOoKa3HMKa (Hanpuknag,
3acTapifioro nNokasHuka)) OHOBEHHA po3giny 3.2.P.7
Cuctema KoHTelHep/ 3aKynoproBasibHUIA 3aci6, a
came: BUNy4YeHHs 3 cneumaikaLii Ha hosibronneHy
(chonbru antomiHieBoi namiHoBaHOT Nanepom Ta
nosieTuneHom) n. «Matepian», «pagiyHe
0(hOPM/IEHHSI, MPABU/LHICTb HAHECEHHS TEKCTY»,
«Po3mipu pynoHa», «LnpuHa honsronneHy»,
«Bu3HaYeHHs1 HaAiNHOCTI HAHECEHHST APYKAaPCbKNX
hapb Ta 3axXMCHOro aky Ha chonbronseH (aaresis
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
donekcorpadcbkoro apyky)», «CTiliKicTb NOBEPXHEBOIO
wapy donbronsieHy Ao BUCOKOI Temnepatypu
(TEeMnepatypHuii TecT)», «CKnetoBaHHs». 3MiHu | Tuny
- 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBanbHuii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM FOTOBOrO NiKapCbKoro 3acoby
(iHwWi 3miHM)oHOBNEHHA po3gainy 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynoproBasibHWiA 3acib, a came:
BHECEHHS 3MiH A0 cneuudikauii Ha honbronneny
(cbonbru antoMiHiEBOT NaMiHOBaHOT nNanepom Ta
nonietuneHom) 3a n. «lWinbHiCTb honbronneHy».
3MmiHu | TUnYy - 3MiHK 3 SKOCTi. FOTOBMIA NiKAPCbKNI
3aci6. Cuctema KoHTeliHep/3aKkynopoBanbHuii 3aci6.
3MiHa noctavanbHMKa NakyBasibHUX MaTepianis abo
KOMMIEKTYOUMX (SKLLO 3a3Ha4YeHo B A0CbE) (3amiHa
abo fofaBaHHA nocTaYasibHUKa), BHECEHHS
anbTepHaTUBHOIO NocTtavasibHuka doNbLronseHy
(thonbru antomiHieBOI TamiHOBaHOT nanepom Ta
nonietuneHom) — dinii «BiHnak» TOB «CTonnyHwii
M/IUH», YKpaiHa. 3aTBepmkeHo: MTC Polska
Sp.Z.0.0., Monbla TOB AnTtpeia, Ykpaina MM JaHap,
YkpaiHa 3anponoHoBaHo: MTC Polska Sp.Z.0.0.,
Monbwa
TOB Antpeiig, Ykpaina MM Janap, YkpaiHa dinis
«BiHnak» TOB «CTOAMYHMIA MIMH», YKpaiHa
240. | UNDPAH OD Tabnetku CaH IHais CaH IHais BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/2897/03/01
NPOSIOHroBaHoI g, dapmach PapmacboTnKas TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWii 3acib. peyenmom
BKPWTI NNiBKOBOIO roTuKan IHoacTpi3 NlimiTeq, KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa y
060/10HKOH0, MO IHAacTpi3 MeToAax BUNpobyBaHHSA rOTOBOrO JliKapCbKOro 3acoby
500 mr, no 5 Nimviteq (He3HayHa 3MmiHa y 3aTBEpMKEHNX MeTofax
TabneTtok y BUNpobyBaHHA) HesHayHa 3MiHa 3a NoKa3HVKOM
6nictepi; no 1 "lpeHTudpikauis” metogom TLUX, a camMe BHECEHHS
6nictepy B [opaaTtkoBoi iHhopMauii LWoAo po3mipy Ta
KapTOHHI KOpo6Li KaTasIokHOro HomMepy XpomMarorpadiiyHoT NAaCTUHKK
6e3 3MiHN 3arasibHOi METOAMKN TECTy.
241. | UNDPAH OD TabneTku CaH IHais CaH IHais BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/2897/03/02
NPOMOHIoOBaHOTI Aji, dPapmacb dapmMacboTUKa TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
BKPUTI NNiBKOBOIO toTuKan IHaacTpi3 NimiTeq, KoHTposb roToBoro nikapcbKoro 3acoby. 3miHa 'y
060/10HKOH, MO IHAacTpi3 MeTo4ax BUNpPobyBaHHSA rOTOBOFO JliKapCbKOro 3acoby
1000 mr, no 5 Nimitep (He3HayHa 3MiHa y 3aTBepKeHNX MeToAax
TabneToky BMNpo6yBaHHA) HesHauHa 3miHa 3a NOKa3HWKOM
6nictepi; no 1 "lgeHTucpikauis" metogom TLUX, a caMe BHECEHHSI
6nictepy B [04AaTKOBOI iHGhopmalLlii Woao po3Mipy Ta
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Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)

KapTOHHI/ Kopoo6Li

KaTasIo)KHOro HOMepy XpoMaTorpadivyHoi NIaCTUHKK

6e3 3MiHM 3ara/ibHOi METOAMKM TECTY.

*y pa3i BHeCeHHs1 3MiH 00 iHCMpYyKYii npo medu4yHe 3aCmMocyBaHHs

B.o. Haua/ILHUKA
dapMaLeBTUYHOT0 yIIPaB/IiHHA

ITIEPEJIIK
JIIKAPCHBKHMX 3ACOBIB, AKM BIIMOBJIEHO B IEP)KABHIM PEECTPAIIII, IEPEPEECTPAIIIL TA
BHECEHHI 3MIH /IO PEECTPAIIMHNX MATEPIAJIIB

Onekcanpap I'PIITEHKO

Hoparok 4

Ji0 HaKa3y MiHicTepcTBa 0X0poHH

30pOB’s Ykpaiau «IIpo JlepXKaBHY
peecTpaniio (mepepeecTpanii) JTKapCbKUX
3aco0iB (MeaaHMX iMyHoGioToriunmx
mpemnapariB) Ta  BHeCeHHA  3MiH  JI0

peecTpaniiHUX MaTepiasiB»
Biz 05 BepecHs 2024 poky Ne 1543

Ne Hassa Popma sBunycky 3asasHuUK KpaiHa Bupo6HuUK KpaiHa rliocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. ACUNBPOKC PO34nH NS iH'EKLRA TOB "YOPN[, Ykpaina Mecdpap Inay Caw. TypeuunHa 3acigaHHa HTP Ne 30 BigmoBuTM y 3aTBEpMKEHHi - 3MiHM | Tuny - 3MiHK
Ta iHransauin, 300 MEANLINH" A.LL. Big 15.08.2024 woao 6esnekn/eddekTMBHOCTI Ta hapMakoHarnsgy.

Mmr/3 ma; no 3 Mn B
amnyni, no 5 amnyn
Y KOHTYpHI#A

BHeceHHs abo 3miHa(u) 4o 30608B'A3aHb Ta YMOB BuAadi
peecTpauiiHOro  noceigyeHHsi,  BkItovaroun  [MnaH
ynpaBAiHHA pu3nkamMn  (3aCTOCyBaHHSA TEKCTY, SKWii
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KapTOHHiiA Kopo6Li

Ne Hassa dopma surnycKy 3assHuK KpaiHna Bupo6Huk Kpaina rliocmasa lMpoyedypa
n/n NiKapcbKo20
3acooby
YapyHKOBIli NnorofpkeHnii 3 KOMMETEHTHUM opraHom) (B.l.11. (a)
ynakosLi, no 1 a6o 2 IAHM), y 3B'A3KY i3 HEBIAMOBIAHICTIO 3asBMEHOr0 Tuny
KOHTYpPHi YapyHKOBI 3MiH  BuMoram [lopsagky nNpOBeAeHHs  eKcnepTusn
ynakoBKu y peecTpauiiiHux Mmatepianis Ha nikapcbki 3aco6u, Lo
KapTOHHI Kopoo6Li nogjaroTbcs Ha OepXaBHy peecTpadiito
(nepepeecTpauito), a TakoX ekcnepTusn matepiasis npo
BHECEHHS 3MiH 10 peecTpauiliHnx Martepianis NpoTArom
Al peecTpauiiiHOro  MOCBiJYEHHS,  3aTBEPAKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (3i 3MiHamMu)
2. ACUNBPOKC TabneTku WwWuny4i no TOB "YOPN[, YkpaiHa K.O. YOPNA4 PymyHis/ 3acigaHHa HTP Ne 30 BigMoBuUTU y 3aTBEPMXKEHHI - 3MiHM | Tuny - 3MiHK
600 mr, no 12 MEANLNR" MEOMUWH EcToHis Big 15.08.2024 woao 6esnekun/ecdekTMBHOCTI Ta hapmakoHarnsgy.
Tabnetok y neHani; E€BPOMNA C.P.J1., BHeceHHs abo 3miHa(v) Ao 3060B'A3aHb Ta YMOB BuAadi
no 1 neHany B PymyHis; peecTpauiiHoro  nocBigyeHHsi,  BkIoYaoun  MnaH
KapTOHHI kopobLyj; dapmaEcrTika yNpaBniHHA pusuMkamy (3aCTOCYBaHHS TEKCTy, SKWii
no 2 Tabnetkn y MaHydakTypiHr NorofpkeHnii 3 KOMMETEHTHUM opraHom) (B.l.11. (a)
cTpuni; no 5 aéo 10 (PapmaEcTika IAHN), y 3B'A3KYy i3 HEBIAMOBIAHICTIO 3asB/EHOro Tuny
CTPUNIB Y KAPTOHHIl MaHyhakTypiHr 3MiH Bumoram [opsigky MPOBEAEHHS — eKcrnepTusun
KopooLi TOB), EcToHis peecTpauiiHux MmatepianiB Ha nikapcbki 3acobu, LWo
nojatTbCa Ha AepxaBHy peecTpaLiito
(nepepeecTpadiio), a TakoX eKcnepTu3n mMaTepianis npo
BHECEHHS 3MiH [0 peecTpauiliHnx Martepianis NpoTArom
AOi peecTpauiiiHOro  MoCBiAYEHHSsl,  3aTBEpPAYKEHOrO
Haka3om MO3 Big 26.08.2005 Ne 426 (3i 3MiHamu)
3. ACUNBPOKC TabneTku Wwmnydi no TOB "YOPN[, Ykpaina K.O. YOPNA PymyHis/ 3acigaHHa HTP Ne 30 BigMmoBuUTK y 3aTBEpPMKEHHI - 3MiHW | TUNy - 3MiHK
200 wmr, no 24 MEANUNH" MEAOMUWH EcToHis Bifg 15.08.2024 wopo 6esnekun/ethekTMBHOCTI Ta hapmakoHarnsgy.
TabneTkn y nexHani; €BPOMNA C.P./., BHeceHHs1 abo 3miHa(n) 4o 3060B'sA3aHb Ta YMOB BuAadi
no 1 neHany B PymyHis; peecTpauiiHoro  nocBigyeHHs,  BKkIoYaoun  MnaH
KapTOHHiiA Kopo6Lj; PapmaEcTika ynpaBAiHHA pU3MKamMn (3aCTOCyBaHHS TEKCTY, SKuii
no 2 Tabnetkn y MaHydhakTypiHr NnorofpKeHnii 3 KOMMeTeHTHMM opraHom) (B.1.11. (a)
cTpuni; no 5 a6o 10 (PapmaEcrTika IAHN), y 3B'A3KY i3 HEeBIAMNOBIAHICTIO 3asBJ/IEHOro TUMNy
CTPUNIB Y KAPTOHHIi MaHyhakTypiHr 3MiH BuMoram [opsigky MPOBEAEHHA  eKcrnepTusn
Kopoo6ui TOB), EcToHis peecTpauiiHMx martepiasliB Ha fikapcbki 3acobu, wWo
nogatTbCa Ha AepXaBHy peecTpaLiito
(nepepeecTpadiio), a TakoX ekcnepTu3n mMaTepianis npo
BHECEHHS! 3MiH [0 peecTpauiiiHux MaTepianis NpoTAroMm
Aii peecTpauiiiHOro  MOCBiAYEHHSl,  3aTBEpAKEHOro
Haka3om MO3 Big 26.08.2005 Ne 426 (3i 3MiHamu)
4. KNOAN®EH renb, 10 mr/r; no 45 TOB "YOPN[, YkpaiHa K.O. C/IABIA PymyHis 3acigaHHa HTP Ne 30 BigmoBUTM Yy 3aTBEepMKEHHi - 3MiHM | Tuny - 3MiHK
r B Ty6i; no 1 Ty6iy MEANLNH" ®APM C.P.J. Big, 15.08.2024 wono 6e3nekn/eddeKTMBHOCTI  Ta hapMakoHarnsay.

BHeceHHs1 abo 3miHa(u) 4o 30608B'A3aHb Ta YMOB BuAadi
peecTpauiiHoro  noceifyeHHs,  BkA4awum  [naH
yNpaB/iHHA pusMKamy (3aCTOCYBaHHA TEKCTY, SIKWiA
NnoropkeHnii 3 KOMMETEHTHUM opraHom) (B.l.11. (a)
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Ne Hassa dopma surnycKy 3assHuK KpaiHna Bupo6Huk Kpaina rliocmasa lMpoyedypa
n/n NiKapcbKo20
3acooby
IAHN), y 3B'A3KYy i3 HEBIAMOBIAHICTIO 3asB/IEHOro TUNy
3MiH Bumoram [opsigky NPOBEAEHHS  eKcnepTusun
peecTpauiiHux martepianiB Ha nikapcbki 3acobu, LWwo
nojatTbCa Ha AepxaBHy peecTpaLiito
(nepepeecTpadiio), a TakoX eKkcnepTv3n maTepianis npo
BHECEHHS 3MiH [0 peecTpauiliHnx Martepianis NpoTArom
AOiil peecTpauiiiHOro  MOCBiAYEHHSsl,  3aTBEPAKEHOrO
Haka3om MO3 Big 26.08.2005 Ne 426 (3i 3MiHamu)
5. KNoAN®EH renb, 50 mr/r; no 45 TOB "YOPN[, Ykpaina K.O. CN1ABIA PymyHis 3acigaHHa HTP Ne 30 BigmoBuUTU y 3aTBEpPMKEHHI - 3MiHW | TUNy - 3MiHK
ry tybax; no 1 1y6i MEANLINH" ®APM C.P.J. Big, 15.08.2024 wono 6esneku/epekTMBHOCTI Ta  hapmakoHarnsgy.
Y KapTOHHIl kopobLi BHeceHHs abo 3miHa(v) Ao 3060B'A3aHb Ta YMOB BuAavi
peecTpauiiHoro  MocBifg4yeHHs,  BKIoYawoun  MnaH
ynpaBAiHHA pU3MKamMn (3aCTOCyBaHHS TEKCTY, SKuii
NnorofpKeHnii 3 KomneTeHTHMM opradom) (B.1.11. (a)
IAHN), y 3B'A3KY i3 HEeBIAMNOBIAHICTIO 3asBJIEHOro TUNy
3MiH  BMMoram [lopsgky NpPOBeAEHHs  eKcnepTusn
peecTpauiiHix martepiasliB Ha nikapcbki 3acobu, LWo
nogatTbCa Ha AepXaBHy peecTpaLiito
(nepepeecTpadito), a TakoX ekcnepTu3n maTepianis npo
BHECEHHS 3MiH [0 peecTpauiliHnx martepianis NpoTArom
Ail peecTpauiiiHOro  MOCBiAYEHHSl,  3aTBEpPAKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (3i 3MiHamu)
6. UMMAYNOKC TabneTkn TOB "34PABO" YKpaiHa Apamveg dapma Monbwa 3acigaHHa HEP Ne 16 BigMoBUTN y AepxaBHilA peecTpauii Ha nigcTaBi -
racTopesuCcTeHTHI, C.A, Monbla Big, 15.08.2024 BigMOBa Yy pekomeHzauii [0 [AepxXaBHOI peecTpauil Ha
no 30 mr ta 60 mr; (BpO6HMLTBO eTani cneuianisoBaHoi ekcnepTu3u  BIAMOBIAHO [0
no 7 TabneTok y "rpanynaty"); BWCHOBKY YMpaB/liHHS ~ eKCnepTu3n  MaTepianis 3
6nictepi, no 4 Apamveq ®apma 6i00CTYNHOCTI Ta 6i0EKBIBa/IEHTHOCTI. 3a
6nictepu B C.A,, MonbLa pesynbTatamMmn eKkcnepTu3v peecTpauiiHux maTepianis
KapTOHHIN navuj (BMPOGHMLTBO, BCTaHOB/IEHO, o npeacTaBneHi marepianu
nepBuHHe Ta peecTpauiiHoro fOoCbe He MOXYTb OyTV NpUIAHATI Ans
BTOPUHHE nokasy 6ioekBiBa/IEHTHOCTI 3asiB/IEHOr0  NiKapCbKOro
nakyBaHHs, 3acoby UMMAYNOKC, TabneTkm racTpopesncTeHTHi, No
KOHTPO/b Ta 30 mr Ta 60 Mr, OCKifIbKM 3asiB/IEHWIA NliKapCbKuii 3acib He
BUNYCK cepil, BiANOBigae BUMOram LWOAO BU3HAYEHHS TEHEepPUYHOro
BMPOBGHULITBO nikapcbkoro 3acoby 3rigHo Bumor Hakaszy MO3 YkpaiHu

"rpaHynsaTy")

Bif, 26 cepnHs 2005 poky Ne 426 3i 3miHamu

B.o. Haua/ILHUKAa

Onekcanpap I'PIIEHKO
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dapmareBTUYHOr0 ynpaB/IiHHSA
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