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MIHICTEPCTBO OXOPOHH 310POB’SI YKPATHU
HAKA3

4 xxoBTHs 2021 poky Kuis 2147

IIpo npoBegeHHs KJIHIYHUX BHUHNPOOYBaHb JIIKAPCHKHX 3ac00iB  Ta
3aTBepPIKeHHsI CYyTTEBHUX IONPABOK Ta BHECEHHs 3MIiHH 10 Aoxatka Ne 7 no
Haka3dy MinicTrepcTBa 0XxopoHm 310poB’st Ykpainu Big 02 gepBHs 2021 poky
Ne 1102

BignosinHo npo crarti 7 3akoHy VYkpainu «lIpo nikapchki 3acoOuy,
nyHkty 3.2 posauny III, mynkty 2.4 rnaBu 2 po3gury X Ilopsnky mnpoBeneHHs
KJIIHIYHUX BUIPOOYBaHb JIIKAPCHKUX 3aC001B Ta €KCIEPTU3HM MaTepiaiiB KIIHIYHUX
= BUNPOOYBaHb, 3aTBEPAKEHOIO0 Haka3oM MIHICTEPCTBA OXOPOHM 3I0pOB’S YKpaiHu
= Biz1 23 BepecHsa 2009 poky Ne 690, 3apeectpoBanuM B MiHICTEpCTBI FOCTHUINT Y KpaiHu
= 29 xoBTHs 2009 poky 3a Ne 1010/17026 (B penaxiiii Hakazy MiHiCTepcTBa OXOPOHH
= 3nopoB’ss Ykpainu Big 12 munus 2012 poxy Ne 523), ta aG3aiy COpoK TPEThOTO
mianyHkTy 12 nyHkty 4 [omoxxeHHst mpo MiHICTEpCTBO OXOPOHU 3/I0pOB’sl YKpaiHu,
3aTBep/KEHOro moctaHoBolo Kabinery MinictpiB VYkpainu Bim 25 Oepe3Hs
-= 2015 poky Ne 267 (B penakiiii moctaHoBu Kabinery MinictpiB Ykpainu Bij 24 ciuHs

2020 poky Ne 90), Ha mifcTaBl BUCHOBKIB €KCIIEPTU3H MaTEpialiB MO0 MTPOBEACHHS
KIIHIYHUX BHUINPOOYBaHh Ta BHECEHHsS CYTTEBUX TOIMPABOK, HAAHUX € KaBHUM
NIAIpUEMCTBOM «Jlep>kaBHMI eKcepTHUW UeHTp MiHICTepCTBa OXOPOHU 3/I0POB’ S

Ykpainn»,
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HAKA3YIO:

1. Jlo3BOIMTH MPOBEICHHS KIIHIYHUX BHUIPOOYBaHb 3TiAHO 3 J0JIaTKAMH
(momatku 1 —13).

2. BHecTH CyTT€BI IOMPABKY JI0 MPOTOKOJIB KITHIYHUX BUMPOOYBaHb 3TiHO 3
noaaTkamu (nomatku 14 —55).

3. Buectu 3MiHy 110 qonatka Ne 7 no Hakasy MiHicTepcTBa OXOPOHH 3/I0POB’ s
Vkpainn Binm 02 uepBHa 2021 poky Ne 1102 «IIpo mnpoBeneHHsS KIIIHIYHUX
BUNPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta 3aTBEP/KECHHS CYTTEBUX IMOINPABOK, BUKJIABIIH
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nosutito «llepemik mocmipKyBaHUX —JIIKAPCBKUX 3aco0iB  JIiKapchka ¢opma,
JI03yBaHHS, BUPOOHUK, KpaiHa» y TaKli peaKIlii:

«

Ilepenik  mocmimpkyBanux | PinemaroBip  (JNJ-53718678, JNJ-53718678-AAA, INJ-
JNiKapCHKUX 3aco6is | 53718678-ZCL; 1383450-81-4; pinematoBip); Ilopomok mis
MPUrOTYBaHHS opayibHOi cycmensii 1,569 r; 2174 mr/r; Janssen
Research & Development, A Division of Janssen Pharmaceutica
NV, Bensrig; Penn Pharmaceutical Services Limited-,
Benmuko6puranis; Johnson and Johnson Private Limited (DBA
Analytical and Pharmaceutical Development Center), Innis;
Eurofins Pharma Quality Control -Les Ulis, ®panis; Eurofins
PHAST GmbH, I'epmanis; PHAST Development GmbH & Co.
KG, TI'epmanis; Fisher Clinical Services GmbH., IlIBeiimapis;
Catalent CTS, LLC., CIIIA; Catalent Pharma Solutions, LLC.,
CIIA; Fisher Clinical Services, CIIIA; Janssen Pharmaceutica
NV, benpris; SK Biotek Ireland Limited, Ipmanmis;

Pozunaank st JNJ-53718678-ZCL  (JNJ-53718678-ZCL-
solvent; Pozunnnuk nus JNJ-53718678-ZCL ); Po3uuHHuK 11
npuroTyBanHs cycrnensii 19,4 mu; 19,4 mi; Janssen Research &
Development, A Division of Janssen Pharmaceutica NV,
benbris; Penn Pharmaceutical Services Limited-,
BenmukoOpuranis; Johnson and Johnson Private Limited (DBA
Analytical and Pharmaceutical Development Center), Iugis;
Eurofins Pharma Quality Control -Les Ulis, ®panuist; Eurofins
PHAST GmbH, I'epmanis; PHAST Development GmbH & Co.
KG, TI'epmanis; Fisher Clinical Services GmbH., IlIBeiimapis;
Catalent CTS, LLC., CIIIA; Catalent Pharma Solutions, LLC.,
CHIA; Fisher Clinical Services, CIIIA; Janssen Pharmaceutica
NV, benpris; SK Biotek Ireland Limited, Ipmanmis;

wiane6o g0 Pinemarosip (mmane6o no Pinemarosip); Ilopomrok
JUIs TpPUrOTyBaHHS opaibpHOI cycnensii; 1,569 1; Janssen
Research & Development, A Division of Janssen Pharmaceutica
NV, beabris; Penn Pharmaceutical Services Limited-,
Benukob6putanis; Johnson and Johnson Private Limited (DBA
Analytical and Pharmaceutical Development Center), Inais;
Eurofins Pharma Quality Control -Les Ulis, ®panuis;

Eurofins PHAST GmbH, I'epmanis; PHAST Development
GmbH & Co. KG, I'epmanis; Fisher Clinical Services GmbH.,
[einapis; Catalent CTS, LLC., CIIA; Catalent Pharma
Solutions, LLC., CIIIA; Fisher Clinical Services, CIIIA; Janssen
Pharmaceutica NV, bemeria; SK Biotek Ireland Limited,
Ipnannis

JiKapchKa dbopma,
J03yBaHHA, BUPOOHUK,
KpaiHa

».

KoHTpoJb 32 BUKOHAHHSM 1IbOTO HaKa3y 3aJIUIIIai0 3a COO0I0.
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