i

JTEP)KABHA CJIYIKBA YKPATHHU 3 JTIKAPCHKHX 3ACOBIB
(Hepxaixeny:xba Ykpainu)

npocriekT Mepemorn, 120, M. Kuis, 03115, ren/daxc: (044) 450-12-66,
e-mail: diklz@diklz.gov.ua, http://www.diklz.gov.ua Kog €APIIOY 37769430

Ha Ne BiJ

Kepipnukam cy0’ekTiB rocmoaaproBaHHs,
AKi 3afiMaloThLen peadizanicio (Toprisaero),
30epiraHHAM i 3acTOCYyBaHHSM JiKAPCHKHX
3ac00iB

KepiBHukaM TepHTOpiaJIbHUX  Oprakis
Hepaikessy:x01 YKpainn

PO3MNOPSKEHHSNA

Ha migcraBi 3axiHdeHHs CTPOKY THMYacoBOi 3a00OpOHH Ta HEMOMNJIMBOCTI
3AiHCHEHHS KOHTPOJIO SKOCTi JiKapcskoro 3acoby Ta y BiamoBimsocti mo cT. 13,
ct. 21 3axony Yxpainn "Ilpo mikapceski 3acobu”, lonoxenus npo HepxasHy cyx0y
VkpaiHu 3 JiKapchKuX 3aco0iB, 3aTBEP/DKEHOTO Vxasom Tlpesunenta YKpaiHu Bif
08.042011 Ne 440, n. 4.3. "Tlopaaky BCTaHOBNCHHS 3abopoHH (THM4YacoBOl
3a60poHHM) Ta MOHOBIEHHS OOiry nikapcekux 3acobiB Ha Tepuropii  YkpaiHu",
3aTBEpIKCHOro HakasoM MO3 Vkpainu Bix 22.11.2011 3a Ne 809 (31 3MiHaMm),
sapeecTpoBasoro MinicrepersoM toctuuii Ykpainu Big 30.01.2012 3a Ne 126/20439,
"[HCTPYKLi TIPO TOPSIOK KOHTPOMIO AKOCTI JIKAPCHKAX 3aco0iB mij| yac ONITOBO] Ta
posapi6roi Toprirni", saTBepmxerol HakazoM MO3 Ykpainu i 30.10.01 3a Ne 436,
3apeecTpoBaHoi MinicTepersom rocTinii Yikpainy Bix 05.02.02 32 Ne 107/6395 (3t
aminamu), SABOPOHSIO peanizaniio (Toprimo), 30epiraHHs Ta 3aCTOCYBaHHA
nmixapeskoro 3aco6y PABOMYHLIL, Tabnerxu Ne 12 y Gaicrepax, cepii G00157, 3
mapkyBanusm BupoGHuKa IT'ep ®abp Meanxament Ipoaaxius, ®panuis.

Cy6’ekTaM TOCIOZAPIOBAHHA, fAKi 3/HCHIOIOTH peaisaliio (TOpriBimo),
3GepiraHHs Ta 3aCTOCYBAHHS JIKApCHKUX 3aco0iB, HEBIMKIAIHO IiC/Is OJiepKaHHs
JAHOTO  pO3MOPSUUKEHHS  [IEPEBIPUTH  HAABHICTH  JIKApCHKOTO 3aco0y
PUBOMYHLI, Taéaerkn Ne 12 y Gaicrepax, cepii G00157, 3 mapkyBanHaM
BupoGHuka IT'ep ®a6p Menuxament Mponakiun, ®pannis.

Ilpu BusBNEHH] 3pas3KiB LBOTO NiKAPCBKOTO 34cO0Y BXHTH 32XOAU IIOAO
BHIy4eHHS Horo 3 ofiry wuIsiXoM 3HHIUEHRst a0 NMOBepHEHHS NOCTAaANLHHKY
(BHPOGHHKY).

Cy6’€KTy TOCIIONAPIOBAHHSA, MPY HAsBHOCTI BKA3aHOTO JiKapChKOIo 3aco0y,
MOBIHOMMTH TepuTOpiambHMiM opran [epxmikcayx6u VYkpaiHn 3a MicueMm
PO3TAIITyBAHHS PO BXHTI 3aXO0IH MO0 BMKOHAHHA JAHOTO PO3NOPSUKEHHS. Y pasi
3HHUIIEHHS BiIXOJiB IKapChKOro 3aco0y, B [BOTHXXHEBHH CTPOK HANPABHTH JI0
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TEPUTOPIATFHOTO OpTaHy Hlepxnikenyx6u YKpailu 32 MiCLIeM pO3TAllyBaHH KOTIi}O
aKTa TpO 3HMIIEHHS BifIXOIB JiKapCBKOro 3acoby. [IpM HacTyNmHHX IOCTaBKaX
niKapchKoro 3acofy cy6’exT TrocmojaproBafHsi IOBMHEH BIKHIH 3aXO/iB IIOA0
samobirannsi npuabaHHio, peamizanii Ta 3acTOCYBaHHIO JiKapceKoro  3acoly,
HABEICHOTO B AHOMY PO3IIOPS/KEHH.

Kontpone 3a  BUKOHaHHAM  JAHOTO  PO3TOPAILKEHHA 3IiHCHIOIOTH
TepUTOpiaiibHI OpPraHyu Tepxikemyx6u YKpaiHu 3a MicueM po3TallyBaHH.

HeBuxoHaHHS HAHOTC pPO3NOPANKEHHS TACHE 34 coB0I0 BiNOBIIANBHICTE
3TijIHO YMHHOTO 32KOHOJABCTBA Y KPaiHH.

Kormii ZaHOTro po3NOpAIKEHHS HAIPpaBJIeHi:
JII1 " lepxaBHUH eKCIEPTHIA LEHTP MO3 VYkpaiau".

3acmynnux I'onosu
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