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Ha Ne Bif

Kepiguukam cy6’eKTiB rocmogapiosanHs,
axi 3afiMaloThECH peajizauicio (Toprieieio),
30epiralHsaM i 32CTOCYBARHAM JIIKAPCHKHUX
3ac00iB

KepiBHHKAM  TepHTOpiaJIbHHX  OpraHis
JNepactikeyx0H YKpainu

PO3MOPS/KEHHSA

Ha mimcrTaBi 3aKiHYeHHS CTPOKYy THMHAcoBoi 3a0OpOHH Ta HEMOMKIHMBOCTI
3MiliCHEHHS] KOHTPOIO AKOCTI Jikapchkoro 3acolby Ta y rignosigHocTi mo cT. 15,
¢t. 21 3axony Ykpainu "Ilpo nikapceki sacobu”, [Toroxenss mpo JepxaBHy ciyx0y
Vxpailu 3 JiKapcekux 3acobis, 3aTBepakeHoro YkasoM Ilpesunenra VYkpalHu Bif
08.04.2011 Ne 440, n. 4.3. "Ilopsaky BcTaHoBNeHHS 3a60poHH (TUMYACOBOI
3a60pOHK) Ta MOHOBNEHHS o6iry NiKapchKux 3aco0iB Ha Teputopii Ykpainu',
3aTBep/pkeHoro HaxkasoM MO3 Vkpainu Bl 22.11.2011 3a Ne 809 (31 3MiHamu),
sapeecTpoBaHoro MinicteperBoM rocTHIii YXpaidu Bia 30.01.2012 3a Ne 126/20439,
"IHCTPYKUIT PO TOPAAOK KOHTPOIO AKOCTi JIKapChKUX 3aco0iB i Yac onTOBOI Ta
po3zpiGrOT Toprisai", 3aTBepKeHol Hakazom MO3 Yipainu Big 30.10.01 3a Ne 436,
3apeecTpoBaHol MiHiCTepCTBOM FOCTHIIT YKpaiHH Bij 05.02.02 3a Ne 107/6395 (3i
aminamu), SABOPOHSIIO peanisamio (Topriemo), 30epiraHHs Ta 3aCTOCYBaHHA
nikapeskoro 3aco0y PEJII® YJIBTPA, cynosuropil pexrannui Ne 12, cepii 1J02,
3 MapKyBaHuaM BHpoOHaka Carmed, Ink., CIIA; IIA (TInerityto e Annzkeani),
Iranis.

Cy6’ekTaM TOCHOAAPIOBAHHSA, AKi 3AIHCHIOITH peanizalfito (TOprismo),
3GepiraHHs Ta 3aCTOCYBAHHA NIKapChKMX 3ac00iB, HEBIIKIAIHO HiCIs OJlepXKaHH
NAHOT0 PO3NOPA/KEHHs IICPCBIPHTY HASBHICTB JIIKAPCHKOIO zacodby PEJII®
VIBLTPA, cynosuTopii pektannni Ne 12, cepii 1J02, 3 MapKyBaHHsIM BHPOOHHKA
Carmeu, Ink., CIIIA; 1JIA (IncrityTo e Anmikeni), ITanis.

IIpy BHABIEHHI 3pa3kiB LBOTO JKAPCHKOTO 3aco0y BXUTH 3aXOAHM MIOAO
BIULy4GHHA HOT0 3 OBIry IVIsiXoM 3HHIIEHH# a0 NOBEPHEHHA NOCTavYaNLHHKY
(BUPOOHHKY).

Cy6’exTy TOCHONAPIOBAHHS, TPH HAABHOCTI BKa3saHOrO nikapchKoro 3acody,
NOBiOMUTH TepuTOpianbHuil opran [lepxurikenyxOn  Vkpainm 32 MicleM
PO3TAIIYBaHHS [IPO BXHUTI 3aXOMH LIOAO BUKOHAHHSA JaHOTO POLOPSIKCHHA. Y pasi
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3HMIIEHHS BiXOAiB JiKapchkoro 3aco0y, B JBOTH)XXHEBMH CTPOK HANMpaBUTH /IO
TepuTOpianbHOro oprany Jepictikenyx6u Yipainu 3a MiCILIeM PO3TalllyBaHHS KO0
aKTa TPO 3HMINEHHS BiIXOAIB Jikapchkoro 3acody. lIpu HaCTyMHHX MOCTaBKax
nikapchkoro 3acofy cy0’e€KT TOCHOAApIOBaHHA IOBHHEH BXHTH 3aXO0MiB 10O
3amobiranHs NpHAGaHHIO, peanizaii Ta 3aCTOCYBaHHIO MiKAPCHKOTO 3aco0y,
HABEJICHOTO B /IAHOMY PO3TIOPSKEHH.

KonTtponp 3a  BHKOHABHAM  J@HOTO  PO3MOPSJDKEHHS 3AIMCHIOIOTE
TepHTOpiaNkLHi oprasu JlepinikciyOn YKpainu 3a MICIIEM PO3TALIYBaHHS.

HepUKOHAHHSA IAHOTO PO3MOPA/KEHHS TATHE 3a c060I0 BiAMOBIJAEHICTE
3riJHO YHHHOTO 3aKOHO/IABCTBA Y KpalHU.

Komii ganoro posnopsiKeHHs HarpanJeHi:

IIIT " Oepskapunit excneptHuit nentp MO3 Vkpainu"
ToBapucTBO 3 OGMEXEHOI0 BiANOBiaNbHICTIO "baiiep”, YKpaiHa.
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