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Ha Ne BiJ

KepisaukaM cy0’exTiB rocnojapioBaHus,
K saiiMaThes peadisauicio (Toprisiero),
3GepiraHHsIM 1 3aCTOCYBAHHAM JIKAPCHKHX
3aco0iB

KepiBHHKAM  TepHTOPiaIbLHAX opraHiB
Jlepskaikeayxk0n YKpainn

PO3MOPSJUKEHHSA

Bixnosizao 1o crarti 49 Konctutyuil Ykpainu, craTti 15, 9acTuHM 2 CTaTTi
17 3axony Yxpaiuu "ITpo nikapcski zaco6u”, Tlomoxenns npo JdepikaBHY cyx0y
VxpaiHu 3 JiKapChKHX 3acobis, 3aTBeplKeHOro YkasoM IIpesHneHTa Vkpain# Bifl
08.04.2011 Ne 440, Tlopsiaky 3AifCHEeHHs JAEPKABHOTO KOHTPOMO 34 AKICTIO
nikapebkux 3acobiB, WO BBO3ATLCA B Ykpainy", 3aTBEpXKEHOT0 TOCTaHOBOIO
Kabinetry Minictpie Ykpainy Bin 14.09.05 Ne 902 (3i 3minamu), 1. 3.1.2 "Tlopsaky
BCTAHOBNEHHS 3a60pOHM (THMYACOBOL 3a60pOHM) Ta HOHOBJIEHHS 00iry JTKapChKHX
3aco6iB Ha TepuTopii YxpaiHn", 3aTBEP/DKCHOIO HAKA3OM MO3 Vkpaiau Bif
22.11.2011 3a Ne 809 (3i 3MiHamu), 3apeECTPOBAHOTO MiHiCTEPCTBOM HOCTHIII
Vxpainm Big 30.01.2012 3a Ne 126/20439, Ta 3 MeTOI0 AKTHBHOI IPOTHAIT
HOUIAPERHIO CyBCTanjapTHAX (Hesaxicamx) Ta QanbChpiKoBAHUX nikapchKHX 3acobiB
Ha TepuTOpil YKpaiHH, Ha MiJCTaBl BCTAHOBICHHA dakry 06iry niKapceKoro 3aco0y
Ges HASBHOTO MO3UTUBHOTO BUCHOBKY MPO AKICTH BBE3EHOTO B YkpaiHy JiKapChKOTO
saco6y, THAMYACOBO 3ABOPOHSIIO peanizauiio (TOPTiBIO) T2 33CTOCYBAHHA,
ppeseroro TOB "Excnorpeiiat" (m.Xapkis, VYkpaina), nikapcskoro 3acoBy
METPOHILIA30Jl, nopoilok kpucratiukuii  (cydcTaHUist) |y HoABIHHUX
HoJieTHJIEHOBHX MilIKAX AJA BHPOOHAKTBA HECTCPHILHUX nikapcbkHX GopmM,
cepii 20111030, BUPOOHHIITBA Pharmaceutical Works Polpharma S.A., Ilonbina
(peecrpauiiine nocBiI4eHHs UA/4429/01/01).

Cy6’ekTaM rocrofaprOBaHhs, gKi 3MifiCHIOIOTH peanizallito (TOpriBio),
30epiraHHsa Ta 3aCTOCYBaHHA JKapchKUX 3aco0iB, HEBINKIIAKHO micis OAepIKaHHA
JAHOTO PO3NOPSKEHAsl TEPEBIPUTH HasIBHICTH BHLIE3a3HAYEHOrO JIIKApCHKOIo
3acoby TA BHCHOBKY IIPO SKICTh BBE3CHOIO B VkpaiHy Jnikapcekoro 3acofy Ha

BKa3aHUH npenapar.
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V pasi BiICYTHOCTi BHCHOBKY IIpO SKICTh BBE3€HOIO B YKpaiHy IKapChKOTO
3aco0y Ha BKa3aHWM Ipenapar, BXKMTH 3aXOMiB IIOAO BHIy4YeHHs Hore 3 obiry
LUTAXOM NOMIIEHHS B KAPAHTHH JI0 OTPUMAHHS 3a3HAY€HOTO BUCHOBKY NPO SIKICT
BBE3EHOI0 B YKpaiHy Jikapchkoro 3acoby a0 moBepHeHHs mocradanabuuky TOB
"Excnorpeia+" (m.Xapkis, VYkpaina) ans OTpuMaHHA HHM  BiZNOBIZHOrO
BUCHOBKY TIPO SIKIiCTh BBE3€HOTO B YKpaiHy JiKapchkoro 3acoly.

Cy6’ekTaM rocrofiaploBaHHs, IPM BUSBIEHHI BKa3aHOTO JHKAapCchKOTO 3acoly
0e3 BUCHOBKY NP0 SKICTH BBE3€HOTO B YKpaiHy JiKapchKOro 3acody, HMOBLIOMHTH
TepuTopiansumit oprad Jepxnikcayx6u YKpalHH 3a MICUEM pO3TallyBaHHS [pPO
BXKHTI 3aXO0/IH IIOJIO BUKOHAHHS JAHOTO PO3IOPSKEHHS.

KoHTpons 32 BHKOHAaHHSM  JaHOTO  DO3MNOPSAMXEHHA  3/iHCHIOIOThH
TepuTOpiaNbHi opranu Jepxnikemyx6u YKpaiHM 3a MICIIEM poO3TalllyBaHHS.

HeBukoHAHHA JAaHOTO DO3MOPAMKEHHS TATHE 3a CO0OI0 BiANOBiAANBHICTB
3r1IHO YHHHOTO 32aKOHOZABCTBa Y KpaiHH.

O6ir mikapcekoro 3aco0y MO3BONAETBCA 3a HASIBHOCTI BHCHOBKY IIPO JKICTE
BBE3CHOTO B YKpaiHy JNiKapChKoro 3aco0y, BHAAHOIO TEPUTCPIATBHUM OPraHOM
Hepxuikenyx6un Yipainn TOB ""Excnorpeiia+" (m.Xapkis, Ykpaina).

Kortiro AaHOTO pO3NOpS/KEHHS HANIPaBJIeHO:
TOB "Excnortpeiin+" (m.XapkiB, Ykpaina).
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