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KepiBaukam cyG’€KTiB rocnoaapoBanns,
ski 3aliMaloTbes Peadizauicio (Toprisieio),
30epiraHHfM i 3aCTOCYBAHHAM JTiKapchbKHX
3acobiB

KepiBHHKaM TepHTOpiaILHHX OpPraHis
Jepaxixenyxon Yipainn

PO3MOPSUKEHHS

Ha mniacrasi nagxomxenus Big TOB "Canodi-AseHTic - Ykpaina", mo €
YIOBHOBaXeHHM 3aaBHUKOM "J[ximzaiim FOpon B.B.", Hinepnanau, indopmanil moxo
IPOrHO30BaHO! HEBIANOBIMHOCTI  pe3ynbTaTiB  ROCHimkeHHA crabineHOCTI  Ccepii
C0074H06  nikapcekoro  3acoby THMOIJIOBYJIIH (THYMOGLOBULINE)
IMyHOrIOOYTiH HPOTH TUMOUMTIB ORWMHU Kposauwmii, Jliodinizosanuii mopolIok Ans
IIPHroTyBaHHA KOHLEHTpaTy UIA po3uuHy mins iHGy3id nmo 25 Mmr y dnaxoni Nel,
BupobHunTBa "Genzyme Polyclonals S.A.S."/"Genzyme Ireland Ltd"/"Genzyme Ltd",
ans "Genzyme Europe B.V.", Hinepnanau, ta y BignosigHocti 1o ct. 15, ¢T. 21 3akoHy
Vkpainu "TIpo nikapcski 3aco6u", IlTonoxenus npo JlepxasHy cnyx6y Ykpaiuu 3
NiKapchbKUX 3acoliB, 3aTBepmxeHoro YkasoM IIpesunenra Vkpainun Bix 08.04.2011
No 440, "Tlopanky BcTaHOBNEHHs 3a00poHH (TUMHYacoBOi 3a00OpOHM) Ta IMOHOBJIECHHS
ofiry mixapcekux 3acofiB Ha Tepuropil Ykpainm", sarBepmkeHoro Hakasom MO3
Vkpainn Big 22.11.2011 3a Ne 809, 3apeecTpoBanoro MiHICTepCcTBOM IOCTHIIIT Y KpaiHu
B 30.01.2012 3a Ne 126/20439, "IucTpykuii npo Mopsgok KOHTPOJIO SKOCTI JIIKapChKHAX
3aco0iB mix yac onToBOI Ta po3apibHol Toprisni", 3aTBepmreHol Hakazom MO3 Vikpaiuu
Big 30.10.01 3a Ne 436, 3apeectpoBanoi MinicTepcTBoM foeTuIlil Yxpainu Bix 05.02.02
3a Ne 107/6395, 31 sminamu, 3ABOPOHSIO peanizaniio (Topripmo), 36epiranus Ta
3aCTOCYBaHHA Jikapcekoro 3acoby THMOIJIOBYJIH (THYMOGLOBULINE)
Imynorio6ynin nporn THMOUMTIB JnoauHH Kpoasumii, Jiodinizopannii nopomox
AAS MPHTOTYBAaHHS KOHUEHTPATy AJdfA po3uHHy s ingysii mo 25 mr y duiakoni
Nel, cepii C0074H06, BupoOomuuTBa ''Genzyme Polyclonals S.A.S."/"Genzyme
Ireland Ltd"/" Genzyme Ltd", nus ""Genzyme Europe B.V.", Higepiaunau.

Cy6’exTaMm rocrnogapioBaHHs, fKi 30iHCHIOIOTH pealisarito (TOpriBio), 36epiraHHs
Ta 3aCTOCYBAHHA JiKapChbKHX 3aco0iB, HEBIAKIAMHO IICIS OHEpPXKAHHSA JAHOro
PO3NOPAIKENHST IIEPeBIPUTH HafABHICTL Jlikapcbkoro 3acody THMOTJIOBYJIIH
(THYMOGLOBULINE) Imynorjio0yaiH NpOTH THMONHTIE JHAHHH KpPOJAYHI,
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Jliodirizopannii mopomoxk IS MPHrOTYBAHHSI KOHIEHTPATy MJiA PO3YHHY A
indysiii mo 23 Mr'iy daaxoni Nel, cepii C0074HO06, BmpoGuuursa "Genzyme
Polyclonals SA S. "I"Genzyme Ireland Ltd"/"Genzyme Ltd", aas "Genzyme
Europe B. Hmemnaunn

ITpu BHS[B.IICHHI 3pa3KiB LBOTO JHKApPChKOTO 3aco0y BXKHTH 3aXOAH IIOZAO
BIJIydeHHs Horo 3 06iry mIsixoM 3HHIIEHHA 200 MOBEpHEHHS MOCTAYAIBHHKY
(BHpoOOHHKY).

Cy0’exty rocn;onaploBaHHﬂ Mpd HAaABHOCTI BKA3aHOTO JiKapchkoro 3acody,
TIOBIIOMHUTH Tepmopmnbmm opran Hepsmikcnyx6u YKpalHH 33 MicLeM po3TalyBaHHS
PO BIKHUTI 3aXO0H MIGA0 BUKOHAHHS JJAHOTO PO3MOPSDKEHHs. Y Pasi 3HHILEHHs BigxomniB
JiKapchKoro 3acofy, 'B HBOTHXHEBUI CTPOK HANpPAaBUTH [0 TEPUTOPIaNbHOrO opramy
Hepxnikcmyx6u YKpamH 33 MiCIIEM PO3TAllyBaHHs KOIIIK aKTa IIPo 3HUIEHHS BiIXO/1iB
nikapeskoro  3acoby; Ilpu HACTYITHHX MOCTaBKaX nixapcekoro  3acody cy0’ext
rOCTIOaPIOBaHHA IOBHHEH BXHTH 3aX0/1iB IOAO 3a1100iraHHA npnnﬁaﬂmo peaizauii Ta
3aCTOCYBAHHIO JKaPCLKOro 3acofy, HABEAEHOTO B JAHOMY PO3IOPAIKEHHI,

KOHTpO/b 32 BHKOHAHHSAM [AHOTO PO3IOPSDKCHHA 3AIHCHIOOTH TEPHTOpiaibHi
opraHu I[epxmmcnyxcﬁn VkpaiH# 3a MicLieM po3Tallly BaHHS.

HeBHKOHAHHS JAaHOTO PO3NOPS/DKEHHS TATHE 3a CODOKO BiINOBiHATEHICTD 3TiAHO
YHHHOTO 3aKOHOABCTBa YKpaiHu,
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Komii gasoro PP3TOPSUKEHHS HarpaBieHl:

JITT " Jlep>xaBryi excriepTauit nentp MO3 Ykpainn";

TOB "Canodi-AsenTic Ykpaina", YkpaiHa.

3actynuuk l'oJjioBH AL, 3axapawm




