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Ha Ne BIJ

KepiBHukam cy0’eKTiB rocnoaaproBaHHd,

AKI 3aHMaK0THCA peaJiizanicio,
30epiraHHAM i 32CTOCYBaAHHSAM JiKAPCbKHX
3ac00iB

Ke¢piBHUKAM  TepUTOpPiaJIbHHX  OpraHiB
Hepxaikeayxon

PO3IIOPSAVKEHHSA

Bignosigso g0 Komcrutymii Vkpainu, crareit 15, 22, 55 3akoHy YKpainu
"OCHOBM 3aKOHOZABCTBa YKpaiHW NMPO OXOpOHY 3mopoB's", craredt 15, 21 3akony
Vkpainu "IIpo mikapceki 3acobu”, IlonoxenHs mpo I[epmaBHy cryx0y Ykpaind 3
NMKapchKUX 3aco0iB Ta KOHTPOJIO 32 HApKOTHKaMM, 3aTBEPDKEHOIO IOCTaHOBOIO
Ka6inery MinictpiB Ykpainu Bix 12.08.2015 Ne 647, mynxty 3.2.2. Ilopsaky
BCTAHOBIIEHHS 3a00poHM (THMYacoBoi 3a00pOHH) Ta MOHOBIEHHS OOIry JIKapChKHX
3aco0iB Ha TepuTOpil YKpaiHd, 3aTBEpPKCHOro Haka3oM MIiHiCTepcTBa OXOPOHH
3ncpoB'st Yipainu Bix 22.11.2011 Ne 809, 3apeectpoBaHuM B MiHIiCTEPCTBI FOCTHUIT
Vxpaian 30.01.2012 3a Ne 126/20439, TTpaBui yTumizaiiii Ta 3HAIIEHHS JIIKAPCHKAX
3ac00iB, 3aTBepIKEHHX HaKa3oM MiHiciepcTBA OXOpPOHH 3J0pOB'S YKpaiHH Bil
24.04.2015 Ne 242, 3apeectpoBanuM B MinicTepcTBi ocTunii Yxpainu 18.05.2015 3a
Ne 550/26995, Ha miacrasi iHgopManii TOB "Opranon Ykpaina" 11010 BHSBICHHS Ha
TepuTopii YKpainu HesapeecTpoBaHoro Jikapchkoro 3acoby (IPEIHLI®)/
"Pregnyl ®", "5000 IU/AMP (IM)", cepii "N960326", 3 MapKyBaHHSAM BUPOOHHMKa
"N.V.Organon", ska 3a pe3yJbTaTaMy BHYTpIIIHBOIO PO3CHiAyBaHHS KOMII@HIl
OpraHoH He BilNOBiZa€ XOMHIH AlMCHIM cepii OpPUTIiHANBEHOIO ;1iKapCchKOro 3acoly
[IPEI'HIJI®, a 306pakeHHA IaKyBaJbHAX MaTepialliB BKa3yloTh Ha HAasBHICTH O3HAK
MiApo6KH, 3 METOK AKTMBHOI HPOTHAIT OUIMPEHHIO (QaTbCHQiKOBAHUX JTIKAPCHKUK
3aC00iB, [0 MOXYTh CIPAYHHMTH PO3EMLOK XBOPOOM 400 HEHANEKHE JIKyBaHHS,
HECTH MOTEHIIHHY 3aTpo3y XKHUTTIO Ta 310POB’I0 HACEIEAHS i € HeOe3NeYHIMMU:

3ABOPOHSIIO peaqizanilo, 30epiranHs Ta 3aCTOCYBaHHS
danbcudikoanoro nikapebkoro sacoby (IIPETHLI®)/ "Pregnyl ®", "5000
TU/AMP (IM)", cepii '"N960326", 3 mapkysanusim Bupo6Huka ""N.V.Organon".

Cy6’€eKTaM roCIoAapChKOL AsUIbHOCT, K1 3AIACHIOIOTE peallizaito, 30epiraHHs

Ta 3acTOCYBaHHS JIKApChKHX 3ac00iB, HEBIIKNAIHO micias oJep)XaHHS OaHoro
M2 fepxnikcnyx6a
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PO3MOPSIIDKEHHS MTePeBIPUTH HasIBHICTh BUII[E3a3HAYEHOI cepii 1IKapChKOro 3acoby Ta
y pasi 3WsABJIEHHS BIIYYUTH 11 3 06iry UUISXOM pO3MINIEHHS B KaDAaHTHH, IPO LIO
HEeraifHO T0BinoMHUTH JlepXIiKCIy)0y Ta TepUTOpianbHuii oprad [lepxiikciyxou Ha
BIATIOBiAHIY TepHUTOPII.

KOHTpOoIB 32 BAKOHAHHSM [JaHOTO PO3IOPSIKEHHS 3/iICHIOIOTh TEPUTOPIiaNbHi
oprauu Jlep)xiIiKcny>KOu Ha BiJIIOBIAHINA TepUTOPII.

HeBUKOHAHHS [aHOTO PO3MOPSDKEHHS TATHE 3a COOOK0 BiNTIOBINAIBHICTD
3T1/IHO 3 YHHHUM 3aKOHOJIaBCTBOM Y KpaiHH.

Kormii gaHoro po3nopsmKeHHs HallpaBleHi:
MiHiCTepCTBO OXOPOHH 370pOB'sl YKpaiHu;

JTI " [TepxaBHU# eKCrIepTHHIA 1IeHTp MiHicTepcTBa OXOPOHH 3[10POB'S YEpa‘HH'";
TOB "Opranon Ykpaina".

ToJioBa — Poman ICAEHKO
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