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Ha Ne Bif

KepiBankam cy6’ekTiB rocmoaapioBaHHs,
fKi 3aiimaloTbes peastizaniero (Toprisaero),
30epiraHHsaM i 3aCTOCYBaHHAM JIIKAPCHKHX
3aco0iB

KepiBHHKamM  TepHTOpiaJbHHX  OpraHis
Hepautikeayxou Ykpainn

PO3IOPAI’KEHHSI

Ha mincTaBi 3akiHYeHHS CTPOKY THMYacoOBOI 3a00pOHM Ta HEMOXIIHBOCTI
3iACHEHHS KOHTPOMIO SKOCTi JIiKapchKoro 3aco0y Ta y BiamosimHocTi zo cT. 15,
ct. 21 3akony Ykpainu "IIpo nikapceki 3aco6u", ITonoxenus npo JepxasHy ciryxGy
YKpaiHu 3 JlikapchKuX 3acobiB, 3aTBepkeHOro Ykasom Ilpesummenta Vkpainu Bif
08.04.2011 Ne 440, n. 4.3. "Ilopsaky BCTaHOBJIEHHS 3a00pOHH (TMMYAcOBOI
3a00pOHHM) Ta TOHOBICHHA O0iry nikapcekux 3aco6iB Ha Tepuropii Vkpainu",
3aTBepIxKeHoro Hakasom MO3 Vkpainu Big 22.11.2011 3a Ne 809, 3apeectpoBaHoro
MinictepcTBoM roctuil Ykpainu Big 30.01.2012 3a Ne 126/20439, "Tactpykuii mpo
NOPANOK KOHTPOJIO SIKOCTi JiKapchkux 3aco0iB mix wyac omroBoi Ta po3api6HOI
TopriBni"”, 3aTBepmxeHol HakazoM MO3 Vkpainu Big 30.10.01 33 Ne 436,
3apeecTpoBaHol MinictepctBoM toctulii Ykpainu Bim 05.02.02 3a Ne 107/6395, 3i
sminamu, 3ABOPOHSIO peanizariito (Toprisimo), 36epiraHHs Ta 3aCTOCYBaHHS
nikapcekoro 3acoby E®EKT, kancyjan nposionrosanoi ait Ne 10, Ne 20, cepii
0010613, 3 mapkyBaHHAM BupoOHnKa Pycan ®apma JIta, Inais.

Cy6’exTaM rocmojapioBaHHs, SKi 3IIMCHIOIOTH peanizanilo (TOPriBio),
30epiraHHs Ta 3aCTOCYBaHHS JiKapChKHX 3aco6iB, HEBIIKIAIHO INCIAS OfEPKaHHA
AQHOTO pO3MOPA/’KEHHS] IIEPEBIPUTH HasABHICTH Jikapcekoro 3acofy E®EKT,
KancyJu npoJionrosanoi aii Ne 10, Ne 20, cepii 0010613, 3 mapkyBaHHAM
BupoOHuKa Pycan ®@apma JIta, Inpin.

Ilpn BUABICHHI 3pa3KiB IHOTO JIIKAPCBKOTO 3acO0y BXKHTH 3aXOMH ILOAO
BWIYYEHHS MOro 3 o0iry muisxoMm 3HHLIeHHSI a0 NMOBEPHEHHS MOCTAYAJILHHKY
(BHpOOHHUKY).

Cy6’exty rocrnojaproBaHHS, IpH HasBHOCTI BKA3aHOTO JIKapChKOro 3acofy,
MOBIIOMMTH TepuTOpiansHuii opran [Jepxiikcayx6u Vkpaisu 3a MicneM
PO3TaIIyBaHHS PO BXHTI 3aX0QH MO0 BUKOHAHHS JNAHOTO PO3IOPSIKEHHS. Y pasi
3HUIIEHHS BifXOJiB JiKapChKOro 3aco0y, B IBOTIXKHEBHMN CTPOK HANPaBUTH OO
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TEPUTOPiaJIbHOTO OpraHy Jlepxnikcnyx6u YKpaiHu 32 MiCLIEM PO3TAlIYBaHHS KOIILItO
aKTa Mpo 3HHUIIEHHS pimxonis nikapchkoro 3acoly. Ilpu HacTymHHX IIOCTaBKax
jiKapceKoro 3acoby C€y0’eKT TOCIOJApIOBAMHS [IOBUHEH BXHTH 3axOJiB IIOJO
3anobiraHHs MpHAOAHHIO, peanmizalii Ta 3aCTOCYBAHHIO nikapceKoro 3aco0y,
HABE/IEHOTO B JAHOMY PO3IOPSIKEHHI.

KonTponb 33  BUKOHaHHAM  JIaHOTO PO3NOPSAKESHHs  3AIHCHIOIOTE
TepUTOpialbHi OpraHu Tepxnikciyx6u YKpainy 3a MiCIIEM pO3TalllyBaHHS.

HeBUKOHAHHS [OAHOrO PO3IOPS/DKCHHSA TArHE 33 co6oI0 BiITNOBIIAIBHICTD
3riiHO YMHHOT'O 3aKOHOZABCTBA Ykpainu.

Komii nasoro po3nopsiKeHHs HampaBJeHi:
TIIT " [epskaBHUi eKCTIEPTHUH LEHTP MO3 Ykpainu";
TIpencrasHuuTBO «Pycan Oapma JItn» B YkpaiHi.
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