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AEP)XABHA CJIYXBA 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTUKAMM Y KIPOBOTI'PAACBHKIN OBJIACTI

By [peobpaxencbka, 2, M. Kponuauubkuii, 25006, Ten/akc: (0522) 32-14-41,
e-mail: dls.kr@dls.gov.ua, https:/www.dls.gov.ua, Kox €JIPITIOY 37059505
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KepiBunkam ta YnosHoBaxkenum ocobam
aNTEeYHHUX Ta MeAWYHHX 3aK/Ia/1iB
KipoBorpaacskoi o6sacri

Mo yBaru YnoBHoBaxeHnx oci6!

Hanaemo posnopsimkenns Jlepkaproi CiyxOu YKpaiHu 3 JlikapchKHX 3aco6iB Ta KOHTPOJIIO
33 HAPKOTHKaMH 110/10 3a00poHu 00iry Jikapcebkoro 3acoby.

3a_HAsIBHOCTI, BKa3aHMX y pO3MOpPSKEHH] NKapChKUX 3aco0iB, MOBLIOMHTH HepxaBHy
ciyx0y 3 JIIKApChKHMX 3acO0iB Ta KOHTpOIIO 3a Hapkotukamu y KipoBorpaacekiit o6macti  mpo
BXMTI 3aX0/IM IO/I0 BUKOHAHHSI PO3MOPSIKEHHS.

[ndopmartito HaaBaTi Ha maNepoOBMX HOCIAX TMOWITOO, 33 anpecoro: eya. Ilpeobpaxcencoka,
2, m. Kponusnuuwkuii, 25006, 3 nonatkamu:

a) Npy BMILIIEHH] B KADAHTHH JIOAETHCS KOTIist NpuOYTKOBOT HaKJIaIHOI;

0) Iy IOBEPHEHHI 110CTAYATBLHUKY JOIAOTHCS: KOs npuOYTKOBOT HAKJIA/IHOI;

KOTIisl HAKJTaZHOT Ha MMOBEPHEHHSI.

B) Y BMNAQJKy TiepeJadi BiJXOMiB JKApchKOTO 3acoby Ha YTHJII3alii0 ab0 3HMIIEHHS,
Y ABOTHXXHEBUH CTPOK moinpopmysatu JlepkasHy ciyx0Oy 3 JTiKapchkux 3acobiB Ta KOHTPOJTIO 3a
HapkoTukamH y KipoBorpaacekii 061acTi Ta HagaTH KOMio MpUOYTKOBOI HAKJIAHOT.

Ilpy HacTymHMX mocCTaBKax JiKapchbKMX 3aco6iB, BKa3aHMX Y PO3MOPSKEHHSX, Cy0 eKT
FOCTIOIAPIOBAHHS  MOBHHEH BXWTH 3aXOMiB OO 3amobiraHHs npuabanHs, peamizamii Ta
3aCTOCYBaHHsI JIIKaPChKHMX 3ac00iB, 3a3HAYEHUX Y PO3MOPSIKEHHSX.

Y BHDaAKy BIICYTHOCTI NiKapchKuX 3aco6iB, BKa3aHMX Y PO3NOPS/DKEHHAX YH JIHCTaX
JlepxtikcmyxOu, BUINOBIAL B IMCbMOBOMY BHTIISI HAXABATH He MOTPIGHO.

OnHoYacHO Haraayemo, WO 3 PO3NOPSIDKEHHAMH Ta JIMCTAMM Jepxnikenyxbu MoxHa
o3HaHoMHTHCS Ha odiuiiinomy BeGceaiiti [epxaBHoi ciyx6u YKpaiHu 3 miKapcekux 3acobiB Ta
KOHTpo/1o ~ 3a  HapkoTHkamM  (https://www.dls.gov.ua/) B posmini  PO3IIOPSIJ/DKEHHS
JEPXJIIKCJTY)XXBU.

Jlomatku:

1. Konisi posnopsmxkenns JlepkaBHoi ciyx6u Ykpainu 3 JIIKapChKUX 3aco0iB Ta KOHTPOJIIO 3a
HapkoTHKamMu Bix 24.07.2024 Ne 7145-001.3/002.0/17-24 wa 1 apk.;

2. Komisi posnopsmkenns JlepxkaBHoi cayx6u Ykpainu 3 JIKapChKMX 3aco0iB Ta KOHTPOMO 3a
HapKoTHKaMH Bix 24.07.2024 Ne 7167-001.3/002.0/17-24 ua 1 apk.;

B.o. HavasbHUKA CoTyKOH %) Haranis MYP3AK

Ocranenko BanenTtrna 32 14 41
AepxasHa cnyx6a 3 nikapcbknx 3acobis Ta KOHTPONK

M2 3a HapkoTukamu y Kiposorpaackkin o6nacri

Ne220-01.1.1/02.0/05.12-24 Bin 25.07.2024
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AEP)XABHA CJIYKBA YKPATHH 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM
A (Aepanikciyx6a)

CbkuH, 120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua, Koa €IPIIOY 40517815

Ne Ha Ne Bi
Kepiguukxam cy6’exrin
FOCIIOJAPIOBAHHA, #AKI  3afiMaIOThCS
peanizamiero, 30epirannam i

3aCTOCYBAHHSAM JIIKAPCHLKHX 32c00iB

Kepisunkam TEPHTOPIaALHUX OpraHis
Hepaxiikeayxon

PO3IOPSIKEHHST

Bignosigxo no Koncrutyuii Vipaiuu, crareit 15, 22, 55 3akony Vkpainu
"OcHOBH 3aKOHOABCTBa YKpainu 1po oxopony 3100poB'a", crareii 15, 21 3akony
Ykpainu "TIpo mikapceki 3acobu", ITosoxeHHs npo JlepxaBHy Ciryx0y Ykpainu
3 JIKapChKUX 3acobiB Ta KOHTPOJIIO 32 HAPKOTHUKAMH, 3aTBEPIKEHOTO II0CTAHOBOO
Kabinery MiunicTpis Yxpaiam Bin 12.08.2015 Ne 647, Tlopsiiky 3nificHenHs

‘I[er(aBHOI‘O KOHTPOJIIO AKOCTI NiKapChKHX 3acobiB, 110 BBO3ATbCA B YKpainy,
3aTBEPIKEHOTO 110cTaHOBOK Kabinery Minicpis Ykpainn six 14.09.2005 Ne 902,
myHKTy 3.2.3 Tlopsiaky BCTaHOBICHHS 3a00pOHU  (TUMYACOBO] 3a00pPOHH )
Ta IIOHOBICHHS O0Iry JKapChKUX 3aco0iB Ha TepUTOpii YKpaiHH, 3aTBepaKeHoro
HakasoM MinictepcTBa 0XOpoHH 300poB’ss Ykpainum Big 22.11.2011 No 809,
(31 3minamu), 3apeectposanoro MinicrepctBoM  rocTHI Ykpainu 30.01.2012
3a Ne 126/20439, Topsnky KOHTPOIO SAKOCTI JMiKapChKMX 3aCOBiB Mig uac onToBoj
Ta po3/pibHOI TOpriBi, 3aTBepIKEHOr0 HaKkazOM MiHictepcrsa oxoponu 3JI0pOB's
Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHoro MiHicTepcTBOM FoCTHIT Ykpaiuu
26.11.20143a Ne 15 15/26292, Ipasun YTUII3amil Ta 3HAIIEHHS JIIKapChKHX 3aco0iB,
3aTBEPIDKEHNX Haka3oM MiHicrepcrra OXOpOHH 3110pOB’st YKpainu Bix 24.04.2015
Ne 242, 3apeecrpoBanux MinicrepetBom  roctumii Ykpainu  18.05.2015
3a Ne 550/26995, ta ma mincrasi HalXOJUKeHHsA sucta Bix 15.07.2024 No 43/]
TOB "Codapma Vxpaina" mosno BCTaHOBJICHHS ()aKTy HEBiAMOBIIHOCTI TEKCTY
MapKyBaHHA (Ha Ouicrepi Bincyrns indopmanis mono wazeu Ta A03YBaHHS
JKAPCHLKOro 3acoby) Ta inimianii BIIKIUKY BUPOGHHKOM 3 PHUHKY cepii 358KA24

M2 Nepxnikcnyxba
N27145-001.3/002.0/17-
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JIIKapchKOro 3acoby BAJIEPIAHA, Ta6nerku, BKPUTI 000JI0HKOK, 110 30 M
no 20 tabnerok y Gumictepi; mo 5 OricTepiB y kaprouHiit kopobui, BUPOOHHUITBA
AT "Codapma", Bonrapis (peectpauiiite mocsimyenns No UA/ 8806/01/01):

3ABOPOHSIIO pearizariio, 30epiraHHs Ta 3acTOCyBaHHS cepii 358KA24,
JiKapchKOro 3acoby BAJIEPIAHA, Ta6aerxw, BKPHTI 000/10HK010, no 30 wmr;
no 20 Tabaerok y Gaicrepi; no 5 OaicTepiB y kaprouuiii Kopo6ui, BHPOOHHUIITBA
AT "Codapma", Boarapis (peecTpauiiine nocpizuenns Ne UA/8806/01/01).

CyG’extaMm rocrmomaproBaHHS, sKi 3MIHCHIOIOTH peanizauito, 30epiraHHs
Ta 3aCTOCYBAaHHS JIIKApPCBKOTO 3acoly, HeBiAKIAAHO, Micis OJIEPKaHHA NaHOTo
PO3IIOPSAJUKEHHS, NIEPEBIPUTH HASBHICTH BKa3aHOI cepii JIKapChKOro 3aco0y, BXKHTH
3aXOJH MO0 BUITyY€HHS i1 3 06iry IIUIIXOM OBEepHEHHS nocravyaibHUKY/BUPOOHHKY
ab0 3HUILEHHS, T1PO L0 TOBIIOMHTH TepuTopianbHuii opran lepskikenyx6u. V pasi
BHUIIEHHA  BIAXOMIB  Mmpemapaty B  JABOTHKHEBHIA CTPOK  HanpaBHTH
A0 TEPHUTOPIaNbHOrO oprany JlepiikcnyxOu Konifo akra MPpo 3HUILEHHS BIIXO/IB
JIIKapChKOro 3acoby.

Kontpons 3a  Bukonaumsm  jmanoro PO3NOPS/KEHHST  3/1HCHIOIOTh
TePHTOpiabHi oprany JIepxIikcayxk6u Ha BiAToB THiil TepUTOpIi.

HeBrKoHaHHA NAHOrO pO3NOpSIKEeHHS TATHE 33 COBOIO BIANOBIAANILHICTh
3T1THO 3 YUHHMM 3aKOHOJABCTBOM VYkpainu.

Komii ganoro posnopsmkenns HallpaBJieHi:

MinicTepcTso oXopoun 310pos's Vkpaiuu;

HIT "JlepxaBuuii excnepTHuii UeHTp MiHicTepcTBa OXOpOHH 370pOB's
Ykpaiuu";

TOB "Codapma Vkpaina".

3acrynunk I'osioBu Bosioaumup Kopostenko

Onena BA3OBCBKA, Ten.(044) 422-55-76 (127)




AEPKABHA CJIVIKBA YKPAIHHU 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMU
(Aepxaikcayx6a)
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3aCTOCYBAHHAM NIKAPCLKHX 3aC06iB

KepiBnukam TePHTOPIaJIbHUX Opramis
Hepxnikenyxou

PO3MOPSIIKEHHST

Binnosiguo mo Konrcrutynii YKkpainu, crarei b 20555 3akony Vkpainu
"OcHOBH 3aKOHOIABCTBA Ykpaiuu npo OXOpOHY 310poB's", cTateit 15, 21 3aKoHy
Yxpainu "ITpo JiKapcuKi 3acobu”, TMonoxkenus npo [lepxaBuy ciyx6y YKpainu
3 JIIKapChKMX 3acobiB Ta KOHTPOMO 3a HAPKOTHKAMH, 3aTBEPIKEHOr0 MIOCTaHOBOIO
Kabinery Mimictpis Yxpairu Big 12.08.2015 No 647, Tlopsaxy 3milicHeHns
ACPXKABHOI'O KOHTPOIIO SKOCTI JUKapChKUX 3aco6iB, 1o BBO3ATECS B YKpainy,
3aTBEPIDKEHOro nocTaHoBoio Kabinery Misictpis Vkpaiuu sin 14.09.2005 Ne 902,
OyBKTYy 3.2.2 TlopsaKy BCTAaHOBIIEHHS 3a00pOHH  (TMMuYacoBol 3a00poHH )
Ta TIOHOBJIEHHS 00Iry JKapchKHX 3acO6iB Ha TepUTOpii YKpaiHu, 3aTBepmKkeHoro
HakasoM MiHnicTepcTBa OXOPOHH 310pOB’st Ykpaiuu Bin 22.11.2011 Ne 809,
(31 3miHamm), 3apeecTpoBanoro MinicrepeTBoM  rocTHmii Yxpainn 30.01.2012
3a Ne 126/20439, Hopsnky xontpomo sxocri KapChKHUX 3acobiB mijx yac OITOBOI
Ta po3/pibHOI Toprigii, 3aTBEPIDKEHOr0 HakasoM MiHicteperaa OXOPOHHM 310pOB'st
Ykpainu Bing 29.09.2014 Ne 677, 3apeecTpoBanoro MisnictepcrBom rocTuii Ykpaiuu
26.11.2014 3a Ne 151 5/26292, IMpasun yrumizauii ta SHHULICHHS JIIKapChKKX 3acobiB,
3aTBEPIDKCHUX Haka3oM MiHictepcrra OXOPOHH 310pOB’st YKpainu Bix 24.04.2015
Ne 242, 3apeecTposanux  MiHictepcTBom OCTHLIT  Ykpainu  18.05.2015
3a Ne 550/26995, ta Ha nincrasi HaZXOKeHHs iH(opmauii Bin TOR "Actpa3eneka
Yxpaina" (muct Bix 11.07.2024 No 276 -24) mono BusBIeHHs B o0iry Ha Tepuropii
Ykpainu cepii VHVU TIKapchKOro 3acoGy Brilinta, 90 mg, 56 tablet, Bupo6uuTRa
Actpa3enexka AB, Benis 3 MapKyBaHHAM TYPEUBKOIO MOBOI, 10 odiuiiino
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HE BBO3WBCS Ha TEPHUTOPiIO VKpaiHH, 3 METOI0 aKTHBHOI MPOTUAIT MOUIMPEHHIO
JNKapChKHX 3ac06iB, MLISIXH HAXXOIKEHHS Ta YMOBH 30€piraHHs SKHX HEBiOMI,
BU3HAYUTH SKICTb Ta GE3NedHiCTh SKMX HEeMOXKIMBO, 3 OISy Ha Te, IO Taka
NPOIYKIlis € HeOE3MEYHOIO Ta MOXKE HECTH NOTEHLIHHY 3arpo3y KHUTTIO Ta 3T0POB’I0
HaCeJIeHHS:

3ABOPOHSIO peanizauito, 36Gepiranus Ta 3acrocyBanHs cepii VHVU
nikapcpkoro 3acoby Brilinta, 90 mg, 56 tablet, BupoGuuuTBa AcTpa3eneka AB,
IBeuisn, 3 Mapkysannam mypeyskoro mosoro.

Cyb’extaM rocropaproBanHs, ski 3MiHCHIOIOTH peanizanito, 30epiranHns
Ta 3aCTOCYBaHHs JIKapChKHX 3aco0iB, HEBiIKIamHO, mMic/s OJIEpXKAHHs JTaHOTO
PO3NOPA/IKEHHS, IePEeBIPUTH HASBHICTh BKA3aHO! Cepii J1iKapchKoro 3acoby, BKUTH
3axoly INOAO BUIYYEHHS I 3 00Iry NUSIXOM 3HHUILEHHS, PO 10 IMOBIAOMHTH
TepuTOpianbHuil opran Jlepxikcayx6u. ITicis 3Humenns BIAXONIB mpernapaty
B JIBOTHKHEBMH CTPOK HANpPABUTH [0 TEPUTOPIalbHONO oprany JlepxIikcayxOu
KOIIi0 aKTa PO 3HMIIEHHS BiIXO/iB JIIKapChKOTO 3aco0y.

Konrpone 32 BukoHaHHSM  jaHOro PO3MNOPSA/DKEHHs  3IIHCHIOIOTH
TEPUTOpialbHi opranu Jlepxtikeryk6u Ha BiamoBi ik TEPUTOPIi.

HeBuKoHaHHA NaHOrO po3mopspKeHHS TSArHE 3a CoBoko B1JITIOBI TaIbHICTD
3TiIHO 3 YHHHHM 3aKOHOABCTBOM VYkpainu.

3acrynuuk IosioBH

Onena BA3OBCBKA, ten.(044) 422-55-76 (127)




