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Ha Ne BiJ

KepiBuukam cy6’ekriB rocnosaproBanns,
fAKi 3ailiMaloThes peasnizanicro (ToprisJero),
30epiranuaM i 3acTOCYyBaHHAM JIIKAPCHKHX
3aco0iB

KepiBuukam TepuTOpianbHHX opraHis
Hepaiikeay:xon Ykpainu

PO3SNOPSA)KEHHS

Ha migcraBi BCTaHOBNEHHs (aKTy HEBiAMOBIXHOCTI BHMOraM aHAJITHYHOL
HOpPMAaTHBHOI NOKyMeHTallii A0 peecTpauiiiHoro mocsimuenns Ne UA/1182/01/01
Ipernaparty 3a okasHukoM ''BrpaTa B maci npu Bucymysanni' Ta y BigmosigHocTi
mo ctr. 15, cr. 21 3akony Vkpaium "Ipo mikapceki 3aco6u”, ITonoxeHHs po
HepxaBry cmyx6y VYxpaiHm 3 nikapcekux 3aco6iB, 3aTBepIKEHOro Ykasom
Ilpesupenta Yxpainu Bin 08.04.2011 Ne 440, nocranosm KaGinery Minictpis
Ykpainu Bin 14.09.2005 Ne 902 "Ilpo 3arsepmxenHs Ilopsaxy 3mificHeHHs
AEPXKABHOTO KOHTPOJIIO 34 SKICTIO JIIKapCBKHX 3ac00iB, IO BBO3ATECA B YKpainy", 3i
3miHamy, 1. 3.2.1. "TlopsanKy BCTaHOBIEHHsS 3a60pOHH (THMYacoBoi 3a6OpOHH) Ta
TOHOBNEHHs 00iry iikapchkux 3aco0iB Ha TepuTOpii VkpaiHH", 3aTBEpIKEHOro
HakazoM MO3 Vkpainu six 22.11.2011 3a Ne 809, 3apeectposanoro MinicTepcTsoM
toctHuii Ykpainu Bix 30.01.2012 3a Ne 126/20439, "Inctpykuii mpo mnopszox
KOHTPOJIIO AKOCTi JIKapChKHX 3aco6iB mij 4ac omToBoi Ta po3mpi6HOi TOpriem",
3aTBep/uKeHOl HakazoM MO3 Vkpainm Bix 30.10.01 3a Ne 436, 3apeectposanoi
MinicrepctBoM focTumii Vkpainm Bim 05.02.02 3a Ne 107/6395, 3i 3MiHaMH,
3ABOPOHAIO peanizanito (Toprieio), 36epiraHHs Ta 3aCTOCYBaHHS JiKapCHKOTO
saco6y KAJIIIO MOIU, nopouok (cy0craHuis) y mimkax noJieTn/ieHOBHX
AJIA  BHPDOOHHITBA CTEPHJILHHX TAa HECTePHIbLHMX JiKapchbKHX (opm,
cepiii P 264/11, P 251/11, Bupo6uunrsa G. Amphray Laboratories, Ingis.

Cy6’exTaMm rocmonapioBaHHA, siKi 3AIHCHIOIOTE pearisamio (Toprismo),
30epiranHs Ta 3aCTOCYBaHHS JIKapCHKUX 3acO0iB, HEBIIKIAMHO Micis OJlepXKaHHS
AAHOr0 pO3NOPANKEHHS] [EPEBipUTH HAABHICTH Jikapcskoro 3acoby KAJITIO
omuna, nopomok (cyOcranuis) y milmkax nosieTHaeHOBHX 111 BHPOGHHLTBA
CTEPHJIBLHHX Ta HECTePHJIbLHHX JlikapchKHX dopm, cepiii P 264/11, P 251/11,
BHpoOHHUTBa G. Amphray Laboratories, Ingis.
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Ilpu BHUSBICHHI 3pa3KiB LBOTO JiKapCHKOro 3aco6y BXHUTH 3aXONH IIOAO
BUIYUEHHs Horo 3 ofiry HLIfXoM sHHIeHHs: a6o MoBepHEHHs NMOCTaYaJbHUKY
(BHpOGHHKY).

Cy6’exTy TOCIIOAApIOBAHHA, IIPH HASBHOCTI BKa3aHOTO JiKapChKOIo 3acoby,
[OBIIOMUTH TEpHUTOpialbHUIl OpraH Tepxorikenyx6u  Ykpainun 3a MicueM
pO3TAlTyBaHHS PO BYKHT] 3aXO/H LOJI0 BUKOHAHHS JaHOrO POSTOPAOKEHHA. V pasi
3HUIIEHHS BiAXOZiB JiKapchKOro 3acofy, B IBOTIKHEBUH CTPOK HAMpaBHTH 1o
TEPUTOPIATBHOTO OpraHy Tlepikcyx6u Yxpainu 3a MICIIEM PO3TAIIYBAHHS KOIIO
aKTa Ipo 3HMIICHHA BiZXomiB NiKapchkoro 3acoly. Ilpy HACTYNMHHMX MOCTaBKaxX
niKapchKOro 3acoby Cy6’€KT TOCTIOAPIOBAHHS MOBHHEH BXWTH 3aXOAiB IIOAO
samobiragHs  NpUAOaHHIO, peanisanii Ta 3aCTOCYBAHHIO nikapcekoro 3acofy,
HABEJICHOTO B IAHOMY PO3MOPSAIKEHHI.

KoHTponp 33  BUKOHAHHAM  JIAHOTO PO3MOPSUKEHHS  3MiHCHIOIOTH
TepuTOpiapHi OpraHu Tleprxnikciyx6u YKpalHH 3a MicLieM po3TalllyBaHH.

HeBUKOHAHHS NGHOTO DO3MOPA/KEHHA TATHE 33 co6oI0 BiMOBiAANBHICTD
3riJHO YUHHOI'O 32aKOHOJIAaBCTBA YkpaiHH.

Komil gaHoro po3nopsKeHH HalpaBlIeHi:
T " {ep>xaBHUM excreprHuii nenTp MO3 Vkpainn";
TOB «Bitex-®apm», YKpaiHa.

3acmynuux I'onosu AJ. 3axapaw
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