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fIKI 3aHMAalOTBCH peaJizantielo (Toprisieio),
30epiraHHsM i 3acTocyBaHHnM JIKapcbKHX
3acobiB '

KepiBanKkam ::Tepﬂmpia.rlbnux oprasis
Hepacnikenyx6n Ykpainu

PO3TIOPSKEHHST

Y 3B’43Ky 3 BHUKPHTTAM HeNiLeH3IMHUX cKinafiB i AiHIl [0 BUPOGHULTBY
npoaykuii i3 cupoBunm "in bulk", Ta y BigmoBizHOocT] Ao cT. 15 3akoHy Ykpainu
"IIpo nikapceki 3acobu”, Ionoxenns npo Jepxapry ¢ityx06y YKpaiHu 3 Jikapchkux
3aco0iB, 3aTBepAkeHoro Ykazom Ilpesunenta Ykpaiuu Big 08.04.2011 Ne 440,
n. 3.1. "Ilopsaaky BcraHoBieHHs 3a00poHU (THMLIaGOBibi' 3a60poHH) Ta NOHOBIECHHA
obiry J'[iKapCBKHX 3aco01B Ha TepuTopil Ykpainu", 3aTBepIUKeHoro HakasoM MO3
Vkpainu Big 22.11.2011 3a Ne 809, 3apeectpoBanoro MinicTepcTBoM KOCTHLIT
VYkpainn Biz 30.01.2012 3a Ne 126/20439, "luctpyKuii mpo mopsaoK KOHTPOIIO
AKOCTI JiKapChKUX 3acobiB mix yac onToBoi Ta po3npifHoi Toprismi”, 3aTeepmxeHol
Hakazom MO3 Vkpainm Big 30.10.01 3a Ne 436, sapeectpoBanoi MiHicTepcTBOM
rocTulii Ykpainu Big 05.02.02 3a Ne 107/6395, 3i 3MiHaMu, Ta y 3B’ 43Ky 3 OiI03pOIO
wogo ¢anscupikauii, TAMYACOBO 3ABOPOHSYO peanizauiro (Toprismo) Ta
3aCTOCYBaHHs JiKapchkoro 3acoby Mosanic®, posund ans in'ekuiit, 15 mr/1,5 mu
no 1,5 ma B ammygax Nt 5, cepii 127523, 3 mMapkyBaHHAM BHpPOGHHKA
BupoGuaurse Ta nepsuHHe nakyeaHusa: Bepinrep IHrensxaiim Ecmana, CA,
Icnanis; ado Cenexci, ®pannisn BropuHHe naxyBAHHA, KOHTpPO/ABb AKOCTI Ta
BHNycK cepii: bepinrep Inreasxaiim Ecnana, CA, Icnamﬂ 10 OKPEMOr0O pilieHHS
HeprkaBHol c1yx0n YKpaiHu 3 JiKapChKUX 3aco0iB.

Cy6’exTaM rocrnogapioBaHHs, sKi 3OIMCHIOITE peanizamiio  (TOpriBimo),
30epiraHHsa Ta 3aCTOCYBaHHs NIKapchKHX 3aco0iB, HEBIIKTATHO ICHsS OZepXAaHHS
JAHOrO PO3MOPS/DKEHHS MEPEBIPUTH HasBHICTH JiKapchkoro 3acoby Moatic®,
PO3YHH ANA in'ekuiii, 15 mr/1,5 ma mo 1,5 Ma B ammyJax Ne 5, cepii 127523, 3
MapKyBaHHAAM BHpoOHHMKa BupobHunTBO Ta mepBAHHe nmakyBamHs: Bepinrep
Inrensxafim Ecnmana, CA, Icnanis; a6o Cenékci, ®panuis Bropuhhe
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NaKyBaHHS, KOHTPOJb AIKocTi Ta BUNyck cepil: Bepinrep Inreanxaiim Ecnana,
CA, Icnanmig. |

Ilpu BusBIBHHI 3pa3KiB I1IBOTO JKapCBKOrO 3aco0y BXKHTH 3aXOOM ILIOJO
BUJTy4eHHA Horo 3 oﬁlry IAXOM BMIIEHHS B KapaHTHH.

Cy6’exty rbcnonapfoBaHH,q NpH BMABJEHHI BKA3aHOTO JKapchKoro 3acofy,
NOBIZOMUTH TepHTOpiansHuit oprad [lepxikeayx6n VYikpalan 3a MiclieM
po3TaIlyBaHHA IO BXHTi 3aX0IH MIOA0 BHKOHAHHS TAHOTO PO3NOPAIKEHHL. [Tpu
HaCTyNHHX noc:'rqlalcax nikapcekoro 3acoby cy0’ekT rOCTONApIOBatHA NOBHHEH
BXHTH 3aXoJiB IOZO 3anobiraHHs NpuADaHHIO, pean13au11 Ta 3aCTOCYBAHHIO
NiKapcbKoro 3acofly, HaBeIEHOTo B JAHOMY PO3IIOPSUKEHH.

KOHTpOJIB | 33 BUKOHAHHAM  JIaHOTO  PO3NOPSKEHHA 31 HCHIOIOTD
TepUTopiaNbHI Op]I'aHH Hepxnixcayx6u Yxpainu 3a MicLIEM po3TaLIyBAHHS.

HeBHKOHAHHA [JAHOrO PO3NOPS/KEHHS TATHE 3a COGOKX BiANMOBIIATBHICTH
3TiTHO YHHHOTO 33KOHONABCTBA YKpaiHu.

Komnii naHOIf,o pPO3MIOpAIKEHHS HANPABIEHO:

JI1 " Nepxapunii excnepTHui nearp MO3 Ykpainn";;
Ilpencrasryurso "Bepinrep InrensxaiiM Ecniana, CA" B VkpaiHi

B.o. I'onosu LB. Jemuenxo



