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Ha Ne BiX

KepiBuukam cy6’exris rocnoJapioBaHHs,
fIKi 3aliMaloTLC peadizamicro (Toprisaero),
30epirannsm i 3acrocyBaHHsIM JIKapcbKHX
3aco0iB

KepiBunkam  Tepuropiainunx opranie
Mepaikesyx6u Ykpainu

PO3IIOPSIA)KEHHSA

BiamosigHo mo crartri 49 Koucturynii Yxpainu, srigno crarri 15, yactunm 2
cratri 17 3akoHy Vkpaihu "Ilpo nikapceki 3aco6u”, ITonoxeHHs npo JlepxaBHy
cyx0y YkpalHH 3 nikapcekux 3acobiB, 3aTBepmkeHOro VYkazom Ilpe3unenra
Ykpainu Big 08.04.2011 Ne 440, nyHKTiB 5, 6 "Ilopanxy 3nificHeHHs JEePKaBHOTO
KOHTPOJTIO 32 AKICTIO JiKapChKHX 3ac0GiB, 110 BBO3SATECS B Ykpainy", 3aTBepkeHoro
noctaHoBoro Kabinety Minictpis Vikpainu six 14.09.05 Ne 902, n. 3.1.2 "Topsaxy
BCTaHOBJICHHA 3a00pOHM (THMYacoBOj 3a00pOHHM) Ta MOHOBJIEHHS 0b6iry mikapcpkux
3ac00iB Ha Tepuropii Vkpainn", 3aTBep/UKeHOro HakazoM MO3 Vkpainu Bin
22.11.2011 3a Ne 809, 3apeecTpoBaHOro MiHicTepcTBOM IocTHILil Vkpaiaun Big
30.01.2012 3a Ne 126/20439, Ta 3 MeToMO aKTHBHOI TpPOTHJIl NOLIMpEeHH!O
CyOCTaHaapTHUX (HesKiCHHX) Ta hanbcudikoBanux Nikapcrkux 3aco6iB Ha TEPUTOPIT
Yxpainn, Ha migcraBi BcTaHOBNEHHS ¢axty obiry nikapcskoro 3aco0y 6e3 HasgBHOTO
TMOSHTHBHOIO BHCHOBKY IpO SKICTH BBE3€HOr0 B VkpaiHy JiKapceKOro 3acoby,
TAMYACOBO 3AFOPOHSIO peanmisanito (toprismo) Ta 3aCTOCYBaHHS,
BBe3seHOro IlpuBaTHe mianpuemerso "I'IP" (M.{HinponerpoBchK, YkpaiuHa),
nikapcekoro 3aco6y HAHOTAH, Tab/eTKH, BKPUTI MIBKOBOIO 060/10HKOID,
Ne 4, cepii TUNG1201, BHpoOHHnTBa "BpaBo Xelickea Jdrn.", Inpis
(peecTpaniiine nocBinuenns UA/11683/01/01).

Cy6’extaM rocnomaproBaHHs, sKi 3IiHCHIOIOTE peanizanito (Toprismo),
30epiraHHs Ta 3acTOCyBaHHS JiKapChKUX 3aco6iB, HEBIOKIamHO mMmiciisa OZlEpXKaHHS
AQHOr0 pO3NOPA/XKEHHNA IEPEBIPUTH HAsABHICTh BHINE3a3HAYEHOIO JiKapCEKOro
3ac00y Ta BHCHOBKY NpO SKICTh BBE3CHOIO B YkpaiHy nikapcekoro 3aco6y Ha
BKa3aHHi Npemnapar.

M2 LepwnikenywBa Ykpainu
Ne16089-1.2/2.0/17-
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Y pasi BiACYTHOCTI BHCHOBKY ITPO gKicTh BBE3€HOr0 B YKpaiHy JiKapChKOro
3ac0o0y Ha BKa3aHMP Ipenapar, BXUTH 3aXOJiB IIOAO BUIY4eHHs #oro 3 obiry
[IISXOM NOMillleHHsl B KADAHTHH [0 OTPHMAHHS 3a3HA4CHOTO BHCHOBKY MO AKiCTh
BBE3EHOr0 B YKpaiHy JiKapChKOro 3acoby a60 MoBepHEHHs MNOCTa4aJbLHUKY
IpusaTHe NiANPHEMCTBO "TI®" (m.JuHinponeTpoBChHK, VYkpaina) s
OTpHMAHHSI HHM BifOBiTHOrO BHCHOBKY npo AKiCTE BBE3EHOTO B Vkpainy
nikapceKoro 3acoby.

Cy6’€exTaM roCIofaproBaHHs, TIpH BUSBJICHHI BKA3aHOTO JIKAPCHKOTO 3ac00y
6e3 BUCHOBKY IIPO SKiCTH BBE3CHOIO B YkpalHy NiKapCbKOro 3aco0y, MOBIIOMHTH
TEepUTOpiabHAN OpraH Ilepxnikcnyx6u YkpalHu 32 MicLleM poO3TallyBaHHSA PO
BYKHTL 3aXO/I¥ [IOI0 BUKOHAHHs JaHOT0 PO3MOPADKEHHA.

KoHTponb 32  BHKOHAHHAM  JIAHOTO PO3TOPS/UKEHHs  3/iHCHIOITH
TepHUTOpiaNbHi OpraHu Tlepxnikcinyx6u YKpaiHy 3a MicIieM po3TallyBaHHS.

HeBUKOHAHHS IAHOTO PO3MOPSDKCHHA TATHE 3a co60I0 BiIIOBiIATBHICTE
3riHO YMHHOTO 3aKOHOJaBCTBA YkpaiHu.

O6ir nikapchbKoro 3aco0y AO03BOJAETHCA 34 HasIBHOCTI BHCHOBKY PO SKICTB
BBe3eHOro B YKpaiHy HiKapChKOro 3aco0y, BUAAHOTO TEPUTOPiaNbHUM OpraHOM
Tlepxmikcyx0u Ykpainu IpuBaTHe NiANPUEMCTBO "TID"
(m.AHinponerpoBChK, Ykpaina).

Kormiro gaHOTO pO3NOPAIKEHHS HANpaBJICHO:
I[TpuBaTHE MiAIIPHEMCTBO "TId" (m.AHITPONIETPOBCEK, VxpaiHa)

3acmynnux I'onosu ' AJT. 3axapaw

SpupsoBa 3.51., Ten.393-21-43




