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JEP)KABHA CJIYXBA YKPATHU 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA
(Jepxaikcaysxoa)
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Ha Ne BiJ

KepiBaukam cy6’exTiB rocnogapoBaHHs,

sKi 3aiiMaloThCsd peaJizaniero,
30epiraHHaM i 3aCTOCYyBaHHAM JIIKAPCHLKHX
3aco0iB

KepiBHHKaM TepHTOpiaJlbHHX oOpraHiB
Hdepxiaikcayxon

PO3ITOPAKEHHSI

BignosinHo mo Koncrutyuii Ykpaiuum, crareit 15, 22, 55 3akony Yxpainu
"OcHOBH 3aKOHOAABCTBa YKpaiHH NMPO OXOpOHY 3xopoB's", crareit 15, 21 3akony
Vkpainu "IIpo nikapcbki 3acobu", Ionoxenus npo Jep:kaBHy ciyx0y YkKpainu 3
JIKapCBKHX 3aco0iB Ta KOHTPOJIO 32 HApPKOTHKAMHM, 3aTBEPIKEHOTO IIOCTAHOBOKO
Ka6inery MinictpiB VYkpainm Bixm 12.08.2015 Ne 647, Ilopsaxy 3ailficHeHHS
JEP’KaBHOTO KOHTPONIO 3a SIKICTIO JIKapChKHX 3aco0iB, 110 BBO3ATHCS B YKpaiHy,
3aTBeppKeHoro nocranosoro KaGinery MinictpiB Ykpainm Big 14.09.2005 Ne 902,
Iopsinky BcTaHOBIIEHHS 3a0OpOHH (TUMYAcOBOI 3a00pOHH) Ta IOHOBIEHHS O0O0iry
JiKapChKUX 3aco0iB Ha TepHTOpil YKpailHH, 3aTBepKEHOro Haka3zoM MiHicTepcrBa
OXOpOHHU 3710poB’sl Ykpainu Bix 22.11.2011 Ne 809, 3apeectposanum B MiHicrepcTsi
roctunii Ykpainu 30.01.2012 3a Ne 126/20439, [opsiiky KOHTPOIIO SIKOCTI JTiIKApCHKAX
3aco0iB miJ Yac ONTOBOI Ta pO3APIGHOI TOPTIBI, 3aTBEPIPKEHOTO HAKAa30M
MinicTepcTBa 0X0poHHM 310poB’sl YKpainu Bix 29.09.2014 Ne 677, 3apeecTpOBaHUM B
MinicrepceTsi roctunii Ykpainu 26.11.2014 3a Ne 1515/26292, Tpasui yruiizanii ta
3HMINEHHS JIKapChbKHX 3aco0iB, 3aTBEpPKEHHX Haka3oM MiHicTepcTBa OXOpOHH
310poB’s Ykpainu Bix 24.04.2015 Ne 242, 3apeectpoBanuM B MiHicTepcTBi roCTHULIIT
Yxpainn 18.05.2015 3a Ne 550/26995, Ha miacrasi indopmanii TOB "Canodi-ABenTic
VYkpaina":

3ABOPOHSIO peanizauito, 30epiraHHs Ta 3acTocyBaHHs cepii 9A922
nikapcekoro 3aco6y ''Plavix® 75 mg, film-tablete, Sanofi Winthrop Industrie" 3
MapKYBaHHSIM iHO3€MHOI0 MOBOIO.

Cy6’extaM rocmnopaproBaHHs, sSKi 3IIMCHIOIOTH peaiisaliio, 30epiranHs Ta
3aCTOCYBaHHsl JIKApChPKUX 3aco0iB, HEBIAKIAAHO THCNS OJepKaHHS IaHOTO
PO3IOpPsIKESHHS IEPEBIPUTH HAasBHICTh BKa3aHOT'O JTIKAPCHKOI'0 3200y, BXUTH 3aX01H
IIOZI0 BHIIyYEHHs Horo 3 obiry HUISXOM MOBEpHEHHS NOCTAadaIbHUKY/BUPOOHUKY
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Ta/ab0 3HMINEHHS, PO IO MOBIJIOMUTH TepUTOpiaNbHUi opraH Jepximikcmyxou. Y
pa3l 3HUINEHHS BIIXOJIB IIpemapary B MABOTH)KHEBHI CTPOK HAIpPaBUTH [0
TepUTOpiaNbHOro oprany JlepiiikcioyxOn KOmMilo akTa Hpo 3HUILIEHHS BiIXOMIB
JKapCBKOTo 3ac00y.

KoHTpONE 32 BUKOHAHHSM JaHOTO PO3TOPSIKEHHS 3MIHCHIOIOTH TEPUTOPiaNbHi
oprauu [lepxikenyx0Ou Ha BIIIOBiAHIA TEPUTOPIT.

HeBukoHaHHS [@aHOTO pPO3MOPSAIKEHHS TATHE 3a COOOI0 BiAMMOBITANBHICTD
3riHO 3 YUHHUM 3aKOHOJaBCTBOM Y KpaiHH.

Komii gaHoro po3nopskeHHs HallpaBJIeHi:

MiHICTepCTBO OXOPOHU 310pOB’s YKpalHH;

JI1 " lep>xaBHUI eKcTIepTHUI LeHTp MiHicTepcTBa OXOPOHH 340POB S YKpaiHu'";
TOB "Canodi-ABentic Ykpaina'.

T'osioBa Poman ICA€EHKO

IOnis Kepnuy 422-55-76



Ta/ab0 3HUIIEHHS, PO LIO HOBIJJOMUTH TEPUTOPiAILHUN opraH Jlepxiikcayxou. Y
pasi 3HMINEHHS BiAXOAIB IpemapaTy B [OBOTHXKHEBHHA CTPOK HANPABUTH O
TepPUTOpiallbHOrO oOpraHy JlepXImiKciyxOH KOII0 aKTa Mpo 3HHINEHHA BiAXOIB
JKapCchbKOro 3acoly.

KOHTpOJIb 32 BUKOHAHHSAM JAaHOTO PO3MOPSIKEHHS 3AiHCHIOIOTh TEPUTOpPIAIbHI
opranu JlepxnikciryxOu Ha BiJIOBIJHIN TepUTOPIl.

HeBrkoHaHHA naHOro pO3MOPSIKEHHS TACHE 3a COOOK BiANOBiJABHICTE
3riIHO 3 YUHHUM 3aKOHOJABCTBOM Y KpaiHH.

Konii naHoro posnopsipkeHHs HarpaBieHi:

MiHicTepcTBO OXOPOHU 370pOB’s YKpaiHu;

JAI1 " Iep>xaBHUM eKCIIepTHUI LeHTp MiHicTepcTBa OXOPOHH 3I0pOB’st YKpaiHu'";
TOB "Canodi-ABenric Ykpaina".

T'osoBa Poman ICA€EHKO

Onis Kepnuy 422-55-76



JAEPKABHA CIIYXBA YKPAIHMU 3 JIKAPCBKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA
(depxiikciry:koa)
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Ha Ne Bi

KepiBankaMm cy0’eKTiB rocnoaaproBaHHS,
fKi 3aliMaOThCH peanizauiero,
30epiraHHAM i 3acTOCYBaHHSIM JIIKapCbKHX
3aco0iB

KepiBHHKaM TepuTOpiaJbHHX OpraHis
Hepaxiikeay:xou

PO3IIOPANKEHHSI

Bignmosinno no Koncrutynii Ykpainu, crareit 15, 22, 55 3akony Ykpainu
"OCHOBM 3aKOHOAABCTBA YKpaiHH IPO OXOPOHY 310poB's", craredt 15, 21 3axoHy
Ykpainu "Ipo mikapckki 3aco6u", ITosoxeHHs Tpo I[epxcaBHy ciyx0y Ykpainu 3
JKapchKUX 3aco0iB Ta KOHTPONIO 32 HAPKOTHKAMH, 3aTBEPIKEHOTO IIOCTAHOBOIO
KaGinery Minictpip Vkpainu Big 12.08.2015 Ne 647, Ilopsaxy 3xilicHeHHs
JEpXaBHOTO KOHTPOJIO 3a SKICTIO JIIKApChKUX 3aco0iB, IO BBO3ATHCS B YKpaiHy,
3aTBep/XKeHOro nocranoBoro Kabinery MinictpiB Vkpaium Big 14.09.2005 Ne 902,
Iopsiixy BCTaHOBNEHHS 3a60poHHM (TUM4acoBoi 3aGOPOHM) Ta MOHOBJIEHHS OGIry
JMKapCbKUX 3aco6iB Ha Tepuropii YKpaiHu, 3aTBep/uKeHOro HakaszoM MiHicTepcTsa
OXOpPOHHM 310pOB’st YKpainu Bix 22.11.2011 Ne 809, sapeectpoBanuM B MinicTepcTsi
rocTHLii Ykpainu 30.01.2012 3a Ne 126/20439, TTopsiaKy KOHTPOJIIO KOCT JTIKAPCHKHX
3ac00iB Mg 4ac omroBoi Ta pO3APIGHOI TOPriBi, 3aTBEPIKEHOrO HAKAZOM
MinicTepcTBa 0X0poHH 310poB’s YKpainu Big 29.09.2014 Ne 677, 3apeecTpPOBaHNM B
MiHicrepersi rocTuuii Ykpainu 26.11.2014 3a Ne 1515/26292, TMpasun yrutizanii ta
3HUIICHHS JiKapChKMX 3aco6iB, 3aTBEpIKEHMX Hakazom MiHicTepcTBa OXOpOHHU
370poB’s Ykpainu Bix 24.04.2015 Ne 242, zapeectpoanum B MiHicTepcTBi ocTHIlii
Ykpaitu 18.05.2015 3a Ne 550/26995, na mincrasi indopmanii TOB "Caxodi-ABeHTic
VYkpaina":

3ABOPOHSIIO peanisaniro, 30epiranHs Ta 3acTocyBaHHS cepii 9A922
JiKapcbkoro 3acoby '"Plavix® 75 mg, film-tablete, Sanofi Winthrop Industrie' 3
MapKyBaHHAM iHO3eMHOI0 MOBOIO.

Cy6’exTaM rocmopaproBaHHs, sSKi 3IiHCHIOIOTE pea.m3auuo 30epiraHHsa Ta
3aCTOCYBaHHS JIKApCBKHX 3ac0GiB, HEBIAKNAAHO TICAA OIEpKAHHS JAHOro
PO3NOPSIKEHHS [IEPEBIPUTH HASBHICTH BKA3aHOT'O JIKAPCHKOTO 3aC00Y, BYXHTH 3aXO0/I1
IONO BUJIYYEHHS HOTO 3 0Oiry LLISXOM MOBEPHEHHS MOCTAYATLHHKY/BUPOGHUKY
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