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MIHICTEPCTBO OXOPOHH 310POB’SI YKPATHU
HAKA3

17 motoro 2022 poky Kuis 333

IIpo npoBeaeHHs KJIIHIYHMX BUIPOOYBaHb JIKAPCHKHUX 32C00iB, 3aTBEPAKEHHS
CYTTEBUX MONMPABOK TAa BHECEHHsI 3MIiHM 10 aogarka Ne 5 1o Haka3sy
MinicrepcTBa 0XOpOoHM 310poB’°st YKpainu Bix 24 sucronaaa 2021 poxy Ne 2616

BignosimHo po crarti 7 3akoHy VYkpainu «lIpo nikapceki 3acoOuy,
nyHkty 3.2 posauny III, mynkty 2.4 rnaBu 2 po3gury X Ilopsnky mnpoBeneHHs
KJIIIHIYHUX BUMPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta €KCIIEPTHU3M MaTepiajiB KITHIYHUX
BUNPOOYBaHb, 3aTBEPKEHOIO0 Haka3oM MIHICTEPCTBA OXOPOHM 370pOB’S YKpaiHu
Bi11 23 BepecHsa 2009 poky Ne 690, 3apeectpoBaHuM B MiHICTEPCTBI FOCTHIIIT Y KpaiHU
= 29 xoBTtHs 2009 poky 3a Ne 1010/17026 (B penakiii Haka3y MiHiCTepCTBa OXOPOHU

3nopoB’ss Ykpainu Big 12 munus 2012 poxy Ne 523), ta aG3aily COpOK TPEeThOTO
= mianyHkTy 12 nmyHkty 4 [omoxxeHHst mpo MiHICTEPCTBO OXOPOHU 3/I0pOB’sl YKpaiHu,
= 3aTBep/KEHOro moctaHoBolo Kabinery MinictpiB VYkpainu Bim 25 Oepe3Hs
2015 poky Ne 267 (B penakiii noctaHoBu Kabinery MinicTpiB Ykpainu Bijg 24 ciuHs
2020 poky Ne 90), Ha mijicTaBl BUCHOBKIB €KCIIEPTU3M MaTepiajiB IMOA0 MPOBEICHHS
= KJIIHIYHUX BUMPOOYBaHb Ta BHECEHHS CYTTEBUX IMOMPABOK, HAJAaHUX JEPKABHUM
HiIIPUEMCTBOM «Jlep>kaBHHIM eKCnepTHHM 1eHTp MIiHICTepCTBa OXOPOHH 310POB’S
Ykpainn»,
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HAKA3YIO:

1. Jlo3BOIMTH MPOBEICHHS KIIHIYHUX BHUIPOOYBaHb 3TiAHO 3 J0JIaTKAMH
(momatku 1 —12).

2. BHecTH CyTT€BI IOMPABKH JI0 MPOTOKOJIB KITHIYHUX BUMPOOYBaHb 3TiHO 3
nonaTtkaMu (ojgatku 13 — 55).

3. Buectu 3Miny 10 noaatka Ne 5 1o Haka3y MiHicTepcTBa OXOPOHH 30POB’s
Vkpainu Big 24 nucronmaga 2021 poky Ne 2616 «IIpo mpoBeneHHS KIIIHIYHUX
BUMPOOYBaHb JIKAPCHKUX 3acO00IB Ta 3aTBEPHKEHHS CYTTEBUX MOMNPABOK [0
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb, BHECEHHs 3MiHU 10 aojatka Ne 38 mo Hakazy
MiHictepcTBa 0XOpoHM 3710poB’sa Ykpainu Bif 11 nucromama 2021 poky Ne 2481y,
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BUKJABIIA Mo3uIi0 «llepemik gociimKyBaHUX JIKApChKUX 3acO0IB JIIKapChKa
dbopma, 103yBaHHs, BAPOOHUK, KpaiHay y Takii peaaKiiii:

«

[Tepenix Lebrikizumab (;e6pikizymad) (DRMO6; Lebrikizumab; LY3650150);
JIOCJTJDKYBAHUX PO3YMH IS 1H €KIIM y TOTIEpEeIHbO HAMOBHEHOMY mmipuili 250 mr/2 mur;
JIKapChKUX 3ac00iB 125 mr/mi; Vetter Pharma-Fertigung GmbH & Co. KG, Germany; Eli
Jikapcbka dopma, Lilly European Clinical Trials Services (ELECTS), Belgium; Fisher
JO3yBaHHSI, Clinical Services, USA; Catalent CTS, LLC, USA;

BUPOOHMK, KpaiHa [Tnane6o mo Lebrikizumab (;1e6pikizymad), po3uuH I 1H €KIIA Yy

MOTepeIHhO HamoBHeHOMY Immpuii 250 wmr/2 mmi; Vetter Pharma-
Fertigung GmbH & Co. KG, Germany; Eli Lilly European Clinical Trials
Services (ELECTS), Belgium; Fisher Clinical Services, USA; Catalent
CTS, LLC, USA»

».

4. KoHTpOJb 32 BUKOHAHHSIM IIHOTO HaKa3y MOKJIACTH Ha MEPIIOro 3aCTyITHUKA
Minictpa Komapiny O.O.

MinicTp BikTop JIALIKO



