iy

JTEPXKABHA CJYXBA VKPAIHH 3 JIKAPCBKHUX 3ACOBIB
(Mepsikenyxba Yxpainu)
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Ha Ne BiJT

KepiBHukaM cy0’€KTiB rocrnofapioBaHHs,
siKi 3afiMaloThesl peanizanicio (Toprisieo),
36epiraHHsAM i 3aCTOCYBaHHAM JiKapchKHX
3aco0iB

KepiBHukamM  TepHTOpiaJbHAX 6praﬂia
Tepactikcry:k61 Y KpaiHH

PO3IOPSKEHHS

Ha nincraBi BcTaHOBIEHHS (axTy HeBiAMOBIMHOCTI BMMOTaM aHATITHYHOL
HOPMATHBHOI JOKyMeHTallii 10 peecTpaliifHOro MOCBiAYCHHA Ne UA/2874/01/01
npenapary 3a [MOKa3HHKOM «KinpkicHe BH3Ha4YeHHs» (3aHWKeHuid) Ta Yy
BimmosigHOCTI MO cT. 15, CT. 21 3axony VYkpainu "IIpo nikapceki 3acobu’,
TlonoxerHs npo JlepxaBHy ciryx0y Ykpainu 3 NiKapchKuX 3ac00iB, 3aTBEPIKEHOrO
Vikasom IIpesumenta VYkpainu Bif 08.04.2011 Ne 440, mocranoBu KaGinery
MinictpiB Ykpainu Bin 14.09.2005 Ne 902 "TTpo 3aTBepaxeHHs [TopanKy 3iCHEHHS
ep)KaBHOTO KOHTPOJIO 32 SKICTIO NiKapchKUX 3aco6iB, 1O BBO3ATECA B Vkpainy" (3i
sminamu), 1. 3.2.1. "Ilopsiaky BCTaHOBJIEHHH 3a6opoHM (TUMYacoBoi 3a00pOHH) Ta
IOHOBJIEHHs 006iry mikapcpkux 3acofiB Ha Tepuropil YKpaiHu", 3aTBEPIKEHOr0
nakasom MO3 Vkpaiuu Big 22.11.2011 32 Ne 809 (3i 3MiHaMH), 3apeECTPOBAHOrO
MinicrepcTBoM rocTuLii YKpaiHy Bif 30.01.2012 3a Ne 126/20439, "IncTpykuii 1mpo
NMOPAZOK KOHTPOMIO SKOCTi JiKapChKHX 3aco0iB Tij 4ac ONTOBOI Ta PO3/PiGHOL
TOpriBii", 3aTBEPIUKEHOI HAKa3oM MO3 Vkpaimum Big 30.10.01 3a Ne 436,
3apeecTpoBaHoi MiHiCTepCTBOM roctuwii Yxpainu Bixg 05.02.02 3a Ne 107/6395 (3i
sminamu), SABOPOHSIIO peanizaniio (Topriemo), 30epiraHHs Ta 3aCTOCYBaHHA
JiKapChKOro 3acoly EH3UCTAJI®, TabaeTKH, BKPUTi LYKPOBOi0 000J0OHKOI0,
xnmKkoBoposunnni Ne 10x2, cepil CHS821059, supoGuunTea ToppenT
dapmMacbIOTiKaJIC JIt/L,. Ingis.

Cy6’eKkTaM TOCIIOJApIOBAHHS, K anificHIOOTh pealizaliio  (TOPriBiIo),
36epiraHHs Ta 3aCTOCYBaHHS JIKaPCHKHX 3ac00iB, HEBIAKJIAAHO TMiC/Is OJEPXaHHA
JAHOTO  PO3MOPSUKEHHSl  TIEPEBiPUTH HagBHiCTH  JiKapchKoro  3acoly
EH3UCTAJI®, TabaeTku, BKPUTi LYKPOBOIO 060/I0HKOI0, KHIIKOBOPO34HHHI
Ne 10x2, cepii CH821059, Bupo6uuursa ToppenT ®apmacsiotikasc JIt/,, Inais.

M2 [fepxanikenyxba Yipatun
Ne13571-1.3/2.0/17-13 Big 19.06.2013
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Ilpy BUSBIEHHi 3paskiB LBOrO JiKapcBKOro 3acofy BXHTH 3aXOMH ILIOZO
BHIydeHHs iforo 3 o6iry HMUIAXOM 3HAIIEHHA ab0 NOBepHEHH§l NOCTAYAILHHUKY
(BuUpOOHHUKY).

Cy6’€KTy TOCHONApIOBaHHS, IPH HASBHOCTi BKa3aHOro nikapceKoro 3aco0y,
NOBIZOMUTH TepuToOpianbHuii opraH JlepxrikcnyxGu Ykpainu 32 Miciem
pO3TAlyBaHHs PO BXXHT 3aXOAH IOAO BHKOHAHHS JGHOTO POSNIOPSUKEHHS. Y pasi
SHHUINEHHS BinXoiB JiKapchKoro 3acoby, B JBOTH)KHEBHH CTPOK HAlIpaBHTH [0
TepuTopiansHOro oprany Jlepactikciyx6u Ykpainu 3a MiCIIEM PO3TalllyBaHHS KOIIiIO
aKkTa Hpo 3HHMILEHHA BiIXOMiB JiKapchKOro 3aco0y. [Ipy HACTYNHHX IIOCTaBKax
nikapchKoro 3acofy Cy6’€KT rocmnoiapioBaHHA IOBHHEH BXHTH 3aXO0JiB MO0
3amobiraHns [pUAGaHHIO, peamizamii Ta 3aCTOCYBaHHIO JiKapchkoro —3aco0y,
HABEJIEHOTO B JJAHOMY PO3NOPSIDKEHH.

KoHTpONs 32 BMKOHaHHSIM JAHOTO  DPOSNOPSJ/UKEHHS  3MiMCHIONOTH
TepuTopianbHi opranu Iepxmikcayx6u YkpaiHu 3a MiCIleM pO3TallyBaHHI.

HeBHKOHAHHS JaHOTO DO3MOPSADKEHHS TATHE 3a COGOI0 BiINOBiAANBHICTH
3riZJHO YAHHOT'O 3aKOHOJIaBCTBA Y KPaiHH.

Kormii JaHOTO pO3NOpSIKEeHHS HAIPABJICHi:
JII1 "NeprxaBuuii excrieptHuit nenTp MO3 Vipainu"; |
IpencrasauuTso "Toppent ®apmackiorikanc JIT/", Inais B VYkpaiHi.

3acmynnux I'onosu AJ. 3axapaui
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