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Ha Ne BiJ

KepiBHnkaM cy0’€KTiB rocnojaproBaHHs,
fKi 3alimaloThes peanisanicto (Toprisiero),
36epiraHHAM i 3aCTOCYBaHHAM JiKapChbKUX
3acobiB

KepiBHHKAM TepHTOpia/JIbHHX OPraHiB
Hepavtikey:k0u YKpaiHu

PO3MOPSATKEHHS

Ha mixcraBi oTpuManHs iHGopMmanii Ipo HEBiATBOPIOBAHHICTb METOIUKH,
nepen6aueHol METOAAMH KOHTPOJIO SIKOCT] IO PeECTPallifHOTo MOCBIXYEeHHS Mpenapary
Ne UA/0108/01/01 3a noxasuukom' KijibkicHe BuzHadeHHs-THTpyBanHsa' (MeToHKa
KUIBKICHOTO BH3HAY€HHs BMICTY IJIiLIEPHUHY HE BiATBOPIOETHCS), 8 TAKOX BCTAHOBJIEHHS
(GakTy  HeBIANOBIAHOCTI  BMMOraM  QHANTHYHO]  HOPMAaTHBHOI JOKyMEeHTAIlil
3a nokasHukamu ''Ommc', "MapkyBaHHsa' Ta y BimoBigHocTi o cT. 15 3akoHy
Vkpaian "TIpo mikapceki 3acobu", ITomoxxenHs mpo JepxasHy ciyxOy YxpaiHu 3
nikapchKHX 3acobiB, 3aTBepmxenoro YxaszoMm Ilpesumenta Ykpainu iz 08.04.2011
Ne 440, mo. 3.1, 3.1.1., 3.1.5. "Tlopsaaxy BcTaHOBIEHHsA 3a60poHM (TMMYacoBOi
3a60pOHH) Ta IIOHOBIEHHS oGiry JikapchKMx 3aco0iB Ha TepuTopii VYkpaiHu',
3aTBepKeHoro HakasoM MO3 Vkpainu Big 22.11.2011 3a Ne 809, 3apeectpoBaHOro
MinictepcTBoM roctumii Ykpainm Bix 30.01.2012 3a Ne 126/20439, "Imctpykuil mpo
TOpAZIOK KOHTPOJIO AKOCTI JiKapchKKX 3aco6iB X gac onToBoi Ta po3api6Hoi Toprism”,
3aTBepmxeHoi HakazoM MO3 Vkpaimu Big 30.10.01 3a Ne 436, 3apeectpoBaHOi
MinicrepcTBom roctunii Ykpaimum Bim 05.02.02 3a Ne 107/6395, 3i 3MiHaMH,
THMYACOBO 3ABOPOHSIO peanizaito (TOpriBiio) Ta 3aCTOCYBaHHS JTiKapChKOTO
3acoby I[JIIIIEPAHOBI CYIO3UTOPII AMEJA, cynosuropii peKTabHi
no 0,88 r Ne 5, cepii A1129, BupoGuunTBa "Amena ®apma IIst. Jta.", Inais, no
okpeMoro pimeHHs JlepxaBHoi ci1yx6u YkpaiHu 3 TikapchKux 3aco6iB.

Cy6’eKTaM rocTIofaproBaHHs, SAKi 30iHCHIOITH peanisallilo (TopriBio), 36epiraHHs
Ta 3aCTOCYBaHHs JIIKAPCBKUX 3aco0iB, HEBIAKIANHO IICIs ONEPXKAaHHS [JAaHOro
PO3NOPS/KEHHsT TEPEBipUTH HasBHICTH Jikapcekoro 3acoby IJIIEPAHOBI
CYNO3UTOPIi AMEJIA, cynosutopii pexraasni mo 0,88 r Ne 5, cepii A1129,
BHpOGHHUTBA ""AMena ®@apma IIeT. JITA.", Inais.

Mz JepwnikenyxGa Ykpainn
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IIpd BHABNEHHI 3paskiB LBOTO JiKapchKoro 3acofy BXHTH 3aXOIH UIOAO
BUJIyUeHHS 1oro 3 o6iry misxoM BMilleHHSl B KAPAHTHH.

Cy6’eKTy TOCIOJApIOBaHHS, TPH BHSBJEHHi BKa3aHOIO nikapcekoro 3acoOy,
TOBiIOMUTH TepHTOpiaibHuit opran Jlepxikcmyx6u Ykpalnu 3a MiclleM po3TallyBaHHA
PO BXHTi 3aXOOd INOJO BHKOHAHHA JAHOTO DO3MNOPSUUKeHHS. IIpu HACTYIHHX
MOCTABKaX JIiKapChKOro 3acoby Cy6’€KT rociofapioBaHHs MOBUHEH BKUTH 3aXO/iB MO0
3anobiraHHs MpUIGaHHIO, peaizallii Ta 3aCTOCYBaHHIO JiKapChKOro 3aco0y, HaBeIeHOro
B JAHOMY PO3IIOPSAIKEHHI.

KOHTpONb 33 BHKOHAHHSAM J@HOTO PO3MOPS/DKEHHS 3AiHCHIOIOTH TepUTOPiAIbHI
opranu JepIIKcIyxOn YKpaiHH 32 MiclieM po3TallyBaHHS.

HeBuKOHaHHS AaHOTO PO3NOPSDKEHHS TACHE 32 co00r0 BiAMOBiAAIBHICTE 3TiJHO
YYHHOT'O 3aKOHOJABCTBAa YKpPaiHH.

Komil AaHOT0 pO3NOpPsAXKEHHS HallPaBIEHi:
IIIT " MepoxapHuii excreprHuit nentp MO3 Ykpainn';

TIpencrasuuuTso "Amena ®apma I1sT. nTA.", Innis, B Yxpaini;
ToBapHCTBO 3 06MexeHoo BiAnosifansHicTio "Exocraryc”, Ykpaina.
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