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IEPKABHA CIYXKBA YKPAIHH 3 JIIKAPCBKHX 3ACOBIB
(Hepacnikestyxba Ykpaiin)
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Ha Ne BiJT

KepisuukaM cy0’exTiB rocrnofapioBain,
siki 3afiMaloThes peasizauieio (Toprisiero),
36epiraHHAM i 3aCcTOCYBaHHAM JiKapCcbKHX
3ac00iB

KepiBHukam  TepUTOpiaJbHAX opraHis
Tepanikeay:0n Ykpainn

PO3NOPAJKEHHA

Ha mnigcraBi BCTGHOBIEHHS (aKTy HeBIAMOBIAHOCTI BUMOTaM aHaJliTHYHOI
HOPMATUBHOI JOKyMeHTalii [0 peecTpaLiiiHOro TOCBIAYEHHS UA/7588/01/01
npenapary 3a IOKa3sHHKOM "TlepekucHe 4HCJIO'" Ta Y BigmoBigHoCcTi HO cT. 15
3akony Ykpainu "IIpo nikapcbki 3acobu”, omoxeHHs Ipo JlepxaBHy cryx0y
VKpaiHu 3 JiKapChKUX 3acobiB, 3atBepmxeHoro Ykasom [IpesuneHta Yxkpainu Bif
08.04.2011 Ne 440, n. 3.1., 3.1.1, 4.1.1. "Tlopsnky BCTaHOBJIECHHS 3a00pOHH
(TuMuacoBoi 3a00pOHM) T2 MOHOBICHHA o6iry mikapchkux 3aco0iB Ha TEPUTOPIT
Yxpainu", 3aTBEPKEHOTO HaKasoM MO3 VYxpainu Big 22.11.2011 3a Ne 809
(3i 3MiHaMHM), 3apEECTPOBAHOTO MinicTepcTBoM OCTAL{T YKpaiHu Bif 30.01.2012 3a
Ne 126/20439, "IacTpykuii Mpo NOpSA0K KOHTPOJIO AKOCTI JiKapChKUX 3acobiB mid
uac omTOBOI Ta po3apiGHOI TOpriBAi", sarBepmxeHoi Hakazom MO3 Ykpainu
Bin30.10.01 3a Ne 436, 3apeecTpoBaHOi MinicrepcTBoM focTHLil  YKpalHH
Bix 05.02.02 3a Ne 107/6395 (3i sminamu), TUMYACOBO 3ABOPOHSIIO
peamizaiilo (TOPriBMi0) Ta 3aCTOCYBAaHHA nikapchkoro 3aco0y OBJIIIINXOBI
CVYIIO3UTOPIL, CYNo3HTOPil pextaabhi mo 03 r Ne 5x2, cepii 140312,
pupobuunTBa BAT "Mondapm', Ykpaina, 10 OKpEMOro pimesHs JlepxaBHOI
cny>x61 Y KpaiHu 3 JTIKapChKHX 3aco0iB.

Cy6’ektaM rOCIOAaPIOBaHHI, gKi 3mifiCHIOIOTH peanizaliio  (TOprismio),
3GepiraHHs Ta 3aCTOCYBAHHS JIKAPCHKUX 3ac00iB, HEBIJK/JIAMHO MICHA OASPKAHHA
JaHOTO  PO3MOPSIKEHHSI  [I€PEBIPUTH HasBHiCTH  JKAapchKOro  3aco0y
OBJINNXOBI CYIIO3UTOPII, cynosutopii pexranbni mo 0,3 r Ne 5x2, cepili
140312, Bupo6unursa BAT "Mondapm'', Ykpaina.

Tlpu BUSBJIEHHi 3pasKiB LBOTO nixapchkoro 3acoby BXHUTH 3ax0ly INONO0
BHUTydeHHS HOTro 3 06Iry LUIAXOM BMillleHHsl B KapAHTHH.

Cy6’eKTy TOCrOAaproBaHHS, MPH BUSBJIEHHI BKA3aHOTO JiKapchbKoro 3acoly,
MOBiIOMUTH TEPUTOPiaIbBHANA Oprax Jlepxmikenyxbu YkpaiHu  3a MicLeM
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pO3TalllyBaHHS IIPO BXKHTI 3aXOOH IIOJO0 BHKOHAHHSA AAHOTO po3ropsmkeHHs. [Ipu
HaCTyNHMX IIOCTaBKaxX JiKapchbkoro 3acofy cy6’€KT TrocronaproBaHHS IIOBUHEH
BXHUTH 3ax0AiB moAo0 3anobiraHHs mpuabGaHHIO, peanmizalii Ta 3acTOCYBaHHIO
TiKapchKoro 3acofy, HaBeIeHOIO B 1aHOMY pO3HOPSIKEHHI.

Kontpone 3a BHUKOHaHHSM  [J@HOTO  PO3NOPSDKEHHSA  3MiHCHIOIOTH
TepuTopianbHi opranu Jepxiikciyx6u YkpaiHu 3a MiclieM po3TalllyBaHHS.

HeBuKOHaHHsS [JaHOTO pO3NOPSAIKEHHS TATHe 3a COOOK BiANOBINATBHICTH
3riIHO YMHHOTO 3aKOHOJABCTBa Y KpaiHHu.

Konmnii nanoro po3nopsmkeHHs HaIlpaBJIeHi:

JAIT " TepxxaBHuit excnieptHrit neHTp MO3 Ykpainu",
[TAT "Moudapm"

3acmynnuk I'onoeu AA. 3axapaw

OnexoBChKH A.B.
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