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No Ha No Bil

Cy6’exTaw rocnoAapOBaHHA, AKI
NPOBAfYTL TICHOZAPCHKY AISJILHICTH 3
BHpPOOMYLTBA  JIKapchbKHUX  32c00iB,
onToBOi Ta  po3api6Hoi  TopriJi
JiKapcLKHEMH 3acobamu, iMmopry
JiKapebkyXx 3acofiB (KpiM aKTHBHHUX
dapmanesrHIHMX IHIpeTi€HTIB)

TepuropiajabHUM OpraHam
Hepaiikeayxomn

3 Meroro 1HQOPMYBaHHA Cy0’€KTiB TOCMOJAPIOBAHHSA, SKi MPOBAIATH
FOCIOAPCHKY MISNBHICTD 3 BAPOOHUITBA NIKAPCEKUX 34C001B, ONTOBOI Ta po3Api6HOT
TOPriBIi JIKApCEKMMHU 3ac00aMM, IMIODPTY JiK&pChKMX 3ac00iB (KpiM aKTHBHUX
(bapMalleBTUYHUX IHTPEMi€HTIB), IWIOAO JOTPUMAHHS BHMOT JO MAapKyBaHHS
JKapceKux 3ac00iB, JlepixaBHa ciTyx6a YKpaiHu 3 JIKapChbKUX 3ac06iB Ta KOHTPOIIO
33 HAPKOTUKAMH B MEXax KOMIETEHIi1 iHpopMye.

3axkonom Yxpainu «lIpo mikapchki 3aco0m» BperyIbOBaHO MPABOBIIHOCHHY,
[OB’s13aHI 13 CTBOPEHHSAM, DPEECTPALi€ly, BHPOTHULTBOM, KOHTPOIEM SKOCTI Ta
peallizaliero TiKapChKUX 3ac00iB, Y TOMY YMCIA JiiKADCHKUX 3aC00iB, BUPOOISHNX 3
KPOBI  JIOXMHM T4 IUa3MH  KpoBi  (IpemapariB  Kposi), IepepobKoro,
TPAHCHOPTYBAaHHAM, 30epiraHHAM 1 PO3NOAINOM  KOMIIOHEHTIB  KpPOBi, IO
BUKOPHCTOBYIOTBCS Il BHPOOHMITBA JIKApPCHKUX $4CO0IB, BH3HAYa€ IpaBa Ta
000B’ 3K I ATIPUEMCTB, YCTAHOB, OPraHi3awiil i IpoMasiH, a TAKOXK OBHOBAXKEHHS y
1M cepl opranis BUKOHABYOI BIALH 1 TOCAXOBUX 0Ci.

3axorodaecmeo npo NiKApCoKi 3ac06U CKIAUEMbCA 3 Yb020 3aKOHY Ma HULX
(KMI8 30KOHOOABCMBA, NPUUHAMUX BIONOBIOHO GO Hb02O,

Binnosinso mo crarrti 20 3a3HaueHOro 3akouy, ha TEPUTOPii YKPAiHE MOKYTh
peanisoByBaTHCh JIMIIE 3aPEECTPOBAHI JIKapChKi  3aco0M, KpiM  BUIIAIKIB,
niependaueHuX UMM 3akoHoM. Peauizamisi nikapchkux 3ac00iB 3MiCHIOETBCS THIIE 3a
HasABHOCTI ceprudixaTa siKOCTI, 10 BUIAETBCA BUPOOHUKOM (IS iMIIOPTOBAHUX
JIIKApCBKUX 3aC00IB - IMIOpTEpoM (BHpOOHHUKOM alu 0c0000, IO MpeacTaBIe
BUPOOHHUKE JIiKapChKUX 3ac00iB Ha TepUTOpil Yinarti).

JrinHo 31 cTarTero 17 3a3HaueHoro 3akowi. v TePUTOpiIo YKpaiHH MOKYTh
BBO3NTUCA JIKaPChKi 3aC00M, 3apeecTpoBaHi B YKpaiHl, 3a HAsBHOCTI cepTudikara
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SIKOCTI Cepii JTIKapChKOro 3acoly, 0 BUNAETECS BHPOGHUKOM, Ta JIeH3ii Ha iMIIOpT
JKapChKUX 3ac06iB (kpiM ADI), mo BunaeTses iMmoprepy (BUpoGHUKY 260 0cobi, 1o
IPENCTABIIAE BUPOOHMKA JIKAPCHKMX 3ac06iB Ha TepuTopii YKpaiHm), y HOpSIKY,
BCTaHOBJIEHOMY 3aKOHOLABCTBOM.

ringo 3 myrktom 190 JlineHsifeuX yMOB MpOBaIKEHHS T'OCIOZAPCHKOL
JIATBHOCTI 3 BUPOGHMITBA JKApCHKUX 3ac00iB, OMTOBOI Ta po3npibuoi TOpriBmi
JUKaPCBKUMU ~ 3ac0o0aMy, IMIIOPTY  JHKapChKUX — 3acO6iB (KpiM  aKTHBHHX
(GapManeBTUYHUX IHIPENIEHTIB), 3aTBEPIKEHAX MTOCTAHOBOO Kabinery Minictpis
Yxpain Big 30.11.2016 Ne 929, immopr mixapcekux 3acobiB 3miHCHIOETHCS 3a
HAsBHOCTI 10401 NineH3ii Ha iMITOpT 1iKapchkux 3ac0BiB 3 AKTYAIBHAM TOJATKOM 10
Hel, BPaXOBYIOYM TNepeNiK TiKapChKuX 3aco6iB, SKi IMIOPTYIOTBCS Ha TEPUTOPIIO
YKpaiHW, 3aTBEPIKEHOrO Cy0 €KTOM TIOCIIOApIOBAHHS JOCHE iMIoprepa, 3
HOACPXaHHAM BHMOI LUX JliUeHsi#HHX yMOB, BuUMOTr Jiep)KaBHOI bapmakomel
Ykpainu Ta/abo €Bpomeicrkoi dapmaxomei, a 3a BiJICYTHOCTI BHMOT y IIHX
dapmakomesxX - IHIIMX [POBIAHEX (apmakomeil (BpuraHchka bapmaxores,
dapmakones CILA, dapmakomes JANOHIL),  IHWUX — HOPMAMUBHO-MEXHIYHUX
OOKYMeHmie ma HOpMAMUBHO-NPABOBUX AKMIE, SKI BCMAHOBIIOIOMb UMOSU OO0
HIKAPCOKO20 30C08Y, 11020 YNAKOSKU, YMOE [ mepminie sbepieanns ma memoois
KOEIPONIO SKOCMI IIKAPCyKo20 3acoby.

3arajioM, BigIOBIAHO IO nyHKTy 196 JlineHsifinux ymoB, nns 3a6e3neueHHs
SKOCTI JIKApCBKUX 3aCO0IB 3alpoBaKyeTsCs Ta byHKuioHye (apmareBTHyHA
CACTEMA AKOCTI, sIKa TOBHHHA {aPAHTYBAaTH, 30KPeMa, He30iicHeHHs npooascy i
NOCINABKU NIKAPCLKUX 3000018 00 M0o20, AK YNoeHOBAMNCeHa 0coba He HAdacmb Jo36in
Ha 1T eunyck (peanizayio), wjo ceiovume npo me, Wo KOJHCHA ceplis NIKapCbKo20 3acoby
gueomoenena i NPOKOHMPONL08AHA BIONOGIOHO 00 8UMOZ PEECMPAYIiHOZ0 DOChE ma
CYOo-AKUX IHMUX 8UMO2 w000 €ULOMOGTeHHS, KOHMPONIO 1 8UNYCK)Y JIKAPCLKUX
3ac00i1a.

B 101 xe yac, yol mikapeeki 3aco6u, 10 BBOISTHCS Ha TEPUTOPII0 YKpaluu, 3
MeTOR0 IX IHMopaisiic] pearisanii (topricsii) aGo BUKODW TAHHA X y BUPOOHMIITBI,
MIJISTAI0Th JEPXKABHOMY KOHTPOJIO SKOCTI JIKapCHKUX 3ac00iB BiAIOBIIHO 10 BUMOT
Hopsnxy 3nilicaenpg ACPHABHOMD KOHTPONKD SIKOCTL JIIKEPCHKUX 3ac06iB, 110
BEO3HTHCS B YKpPaidy, 3aTBEDKCHOrO MOCTAHOROO Kabimery Minictpis Vkpainu
Bi7 14.09.2005 Ne 902 (31 sminamn), (ram —Iopsinox).

3rigHo 3 myrkroM 3 [Topszky, Ha TEPUTOPIIO YKpaiHyu BBO3ATECS 3apeecTpOBaHi
B VKpaini JiKapceki 3aco6u 3a HasBHOCTI BHNAHOTO IX BHPOOHUKOM CepTudikaTa

£XOCT - cepruikata aHanisy ado ceprudikara cepil (Hani - cepTudikar SxocTi), TKuit
3aCBLA%YE RUNIOEIMHISTE TIKApCHKix 32C00IB CIeIIv(pIKalii SK0CTI METOMIB KOHTPOIIO
S¥0CTL JIKAPCEKMX 3acobis, B TOMy wuwcni BPaxOBYIOYM BHMOTH JO YIIaKOBKH,

MapKyBaHHs, IMO OyiM 3aTBEPAKEHl NpY JePKaBHIMN peectpanii (mepepeectparii)
JIIKapCHKOTO 32c00y.

3rinHo 3 a63anoM 1’ aTUM nyexty & [lopsinky, eizyansnuii koumpons exnouae
NEPesIpKy 306HIUIHL020 GU2IAJY 2DYNOBOT mapt, 308HIUHLO20 (8MOPUNHHO20) ma
SHYMPIWHL020 (NepeurHHo2o) NAKYBAHHA HA YINICHICMb, HAABHICMb NOUIKOONMCEHD,
810N0GIOHICMY®  MaPKY8aHHS epagiunomy  306pasxcenHio  YNakoeox, HaseHiCMb
3ameepodcenoi iHempykyii O meduyurozo 3aCcmocy8anHsL.




Binnosinuo mo mymkry 10 ITopsiaky, naGopaTopHuit aHANi3 HPOBOIKTHCS,
30KpeMa, Y pasi HelOnoGIOHOCMI YNAKOBKU 86€3eH020 NIKAPCHKO20 3acoby
epagiuHOMy 300padNCEHHIO YNAKOBKY, sKe Hadane Jlepocnikciyscbi enacHukom
Dpeecmpayitino2o noceioyenHs.

HonatkoBo iHQOpMyeMO, IO TEKCT MapKyBaHHS NMEPBUHHOI Ta BTOPHHHOI (3a
HasBHOCT!) y[IaKOBOK JIKAPCBHKHX 3aC001B 3aTBEPIKY €THCS MPH JepKaBHil peecTpalil
(epepeecTpanii) mikapchKkux 3aco0iB. Bumoru 1m0 MapxyBaHHS YIIAKOBKH [OTOBOTO
JIIKapCHKOTO 3acoby HaBenmeHi B JlogaTky 22 no IMopsky mpoBeNEHHS eKCIepTH3H
peecTpamiiHuX MarepialmiB Ha JiKapchki 3aco0W, M0 MONAOTECS HA JEPKABHY
peecTpanixo (NepepeecTpaitiin), a TakoX eKCIEPTU3U MATepiaNiB PO BHECEHHS 3MiH
IO peecTpamiiHUX MarspialiB JTPOTAroM Jil  peecTpalifHOro IIOCBimdeHHS,
3aTBEPIPKEHOr0 Haka3oM MiHicTepcTBa 0XOpoHU 310poB’s Ykpainu Bix 26.08.2005
Ne 426 (y pemaxuii Hakasy MiHicTepcTBa 0XOpOHY 3M0poB's Ykpainu Bix 23.07.2015
Ne 460). -
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