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AEPKABHA CYKBA 3 JIIKAPCbKUX 3ACOBIB
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Kepisnukam ta Ynosnosaxkenum ocodaw
ANTEYHUX TAa MEIMYHUX 3aKJIA/IB
Kiposorpaacbkoi o6.1acTi

Jlo yBaru YnoBuoBaxkeHux ocio!

Haznaemo posnopsokenns Jlepiashoi ciyxOu Ykpainm 3 ikapebknx 3aco0is Ta KOHTPOJIIO
33 HAPKOTHKAMH 111010 3a00poHu 06iry Jikapcbkoro 3acody.

3a_HasBHOCTI, BKa3aHMX y PO3NOPS/LKEHH] JIKApChbKUX 3acO0iB, MOBIIOMUTH Jlepxkagny
ciyx0y 3 nikapchbkMX 3ac00iB Ta KOHTPO/IO 3a HapkoTukamu y KipoBorpajacbkiii obsacti  1po
BXHTI 3aX0/IH 11010 BUKOHAHHS PO3NOPSIIKEHHS.

IHdopmaltito HagaBaTH Ha nanepoBMX HOCIAX MOLITOK, 3a aapecoto: eya. Hpeoopancencora,
2, m. Kponusnuyskui, 25006, 3 101atkamy:

a) MpU BMILIEHHI B KAPaHTHH JIOIA€TLCS KOs NpUOYTKOBOT HAKJIAHOT:

0) npu NOBEPHEHH] NOCTAYATLHUKY A0OAAIOTHCS: KOS NPUOYTKOBOT HAKIJIAIHOT:

KOMIsi HAKJIa/IHOT Ha MOBEPHCHHS.

B) Y BMNAAKY nepejavi BIAXOAIB JIKAPCLKOro 3acoby Ha yTHII3auilo abo 3HMLIEHHS,
Y ABOTHXXHEBMH CTPOK noindopmysatu [lepxkasuy cy®0y 3 nikapebknx 3acoGiB Ta KOHTPOIIO 3a
HapkoTHkaMu y KipoBorpaacskiii o61acTi Ta HagaTH Komio MpUOYTKOBOT HAKIATHOT.

[Tpn HacTynHux nocraBkax jikapchbkux 3acoBiB. BKaszannx Y PO3HOPAIKEHHAX, Cy0 eKT
FOCMOAAPIOBAHHSA  MOBUHCH  BXKWTH  3aXOAiB 11040 3anobiranns  npuabanms. pcanisauii ra
3aCTOCYBaHHs JIKAPChKUX 3aCOBIB, 3a3HAUCHUX Y POBIOPSIKCHIAX.

Y _BuUDaAKy BiACYTHOCTI mikapchkuX 3aco0iB. BKasanmux Y PO3MOPSTKCHHAX UM TUCTaX
HepxunikcnyxOu, BIANOBIAI B NMCHLMOBOMY BUIIIS/1 HAZABATH He NnoTpPidHo.

OnHowacHO Harazyemo, IO 3 PO3NOPS/KEHHIMM Ta IHCTaMMK Jlepxaikeayx0Ou moxHa

O3HaHoMHUTHCA Ha odiuiiinomy BeGeaiiti [lepkashoi CAyxkOn Ykpainu 3 nikapcbknx 3acobiB Ta
KOHTpOIlO  3a  HapkoTukamyu  (https:/'www.dls.gov.ua/) 8 posaini PO3IOPSJIKEHIS
JEPXITIKCITY XXBHN.

a
Honarox: Konis posnopskenns [lepkashoi cilyKOn YKpainu 3 nikapcbkux 3aco0iB Ta KOHTPOJI10
3a HapkoTHKamu B 21.01.2025 No.27-001.3/002.0/17-25 na | apk..
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JIEP)KABHA CJIYXBA YKPAIHH 3 JIKAPCBKUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKEOTUKAMMU
(Mepaxaixeayx6a)
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Ne j Ha Ne BiJ
KepiBHukxam cy0’exTiB
roCIoAapIOBaNHs, #AKi 3aliMaloTbLes
peaJizanieio, 30epirannsm i

3aCTOCYBaHHAM JiKapCLKHX 3ac00iB

KepiBHukam Tepuropianbnux opranis
Hep:kaikesy:xou

PO3MOPSITKEHHS

BignosinHo no KOHCTHTyuu YKpainu, crareii 15, 22, 55 3axoHy YKpainu
«OcHoBY 3aK0HONABCTBA YKPaiHH IIPO OXOPOHY 30CPOB's», cTated 15, 17, 21 3akony
Ypainu «IIpo ikapeeki 3aco6u», ITonokeHHs npo [lepxasHy ciyx0y Ykpainu
3 JiKapChKUX 32C06iB; Ta KOHTPOIIO 33 HAPKOTHKAMH, 3aTBEPIKEHOTO MTOCTAHOBOK)
KaGinety Minictpis Ykpainu Big 12.08.2015 Ne 647, Ilopsinky 3milicHeHHA
AEPKABHOTO KOHTPOIIIO AKOCTI JIKAapChbKUX 3aco0iB, IO BBOIATHCS B Vkpainy,
3aTBEP/DKEHOTO II0CTaHOBOKO Kabinety MinicTpis Vkpainu Bix 14.09.2005 Ne 902,
MyHKTYy 3.2.2 Hopsrmcy BCTaHOBJICHHs 3a00poEM (THMuacoBoi 3aboponn) Ta
[TOHOBJICHHS 00Iry nikapchkux 3aco0iB Ha TepUTOpii VKpaiHu, 3aTBepIKeHOTo
HakazoM MiHicTepcTBa OXOpoHHM 370poB’s Vkpaimu Bix 22.11.2011 Ne 809,
3apEECTPOBAHOTO Mii{iCTepCTBOM roctuuii Yxpainm 30.01. 3a Ne 126/20439,
[opsinxy xouTpOIIO SIKOCTI JIIKAPChKMX 3aco0iB 1Mif Yac onToBoi Ta po3apioHOL
TOPTiBIi, 3aTBepz[>1<eHoro HakasoM MinictepcTBa OXOpOHH 3710poB's Ykpainu
Big 29.09.2014 Ne 677, 3apeectpoBaHOrO MirictepcrBom roctuuii  Vkpainu
26.11.2014 3a Ne 1515/26292, TTpasui yTruti3anii Ta SHACHHS NiKapCHKUX 3ac00iB,
3aTBEPIKCHUX HaKa3OM MinictepcTBa oxoponu 310poB’s Ykpainu Bin 24.04.2015
Ne 242, 3ape€CTp0BaHI/IX MinictepcTBoM foctuuii Vipainu Bix 18.05.2015
3a No 550/26995, H&IIXOII)KGHH}I TEPMIHOBOTO [OBifOMIeHHs Bin 16.01.2025
Ne 25-01.1/02.0/06.18-25 HepxasHoi ciyx0u 3 JlixapchKux 3aco6iB Ta KOHTPOJTIO
3a HapKOTUKaMH B PiBHeHChKil oCutacTi LpAo BUARTICHHS .

HepiaBHa'C

B JIKYBaNBHO - NpOGLIAaKTHYHOMY 3aKiami Ha TepUTOPIi PiBHeHéﬁmﬁKI@Gﬁ‘é’g?
‘; KOHTPOJIIO
| HapKOTHUKaMH y

M2 n,epmnm ny Kﬁa 0/17-25 Big 21.01.2025 KipoBorpazchkii

l\\lll\ﬂ‘!\\l s v IIﬁglllllgl/fiii(flzjlli;:iiiliizl'lolllilolzlsl| '

<

o
o |
oo
f=]




He3apeecTpOBaHOro Jiikapchkoro 3acoby Amchafibrin 500mg, comprimidos Acido
Tranexamico Ne 30, ,fBI/IpO6HI/ILITBa Meda Pharma SL Madrid Representante local:
Mylan Pharmaceuticdls, S.L., Icmanis, 3 Mapkysanuam iHO3EMHOI MOBOIO Ta 3 METOIO
AKTUBHOI TIPOTHUIIT HbmnpeHHIo BBE3CHHX 3 MOPYIIECHHIM JIIKAPChKHX 3ac00iB, IO
odiuifino He BBOSW/IUCH Ha TepUTOpil0 YKpaiHH, € HeOe3lmeyHUMH Ta MOXYTh
CITPUYMHUTH PO3BUTOK XBOpoOM ab0 HeHaneXXHe JiKyBaHHS, HECTH IOTEHLIAHY
3arpo3y XHUTTIO Ta 3)150p0B’}0 HaCeJICHHS:

SAEOPOHHID pearnizauilo, 30epiraHHs Ta 3acTOCYBaHHSA BCiX cepil
He3apeecTPOBaHOro Jikapchkoro 3aco0y Amchafibrin 500mg, comprimidos Acido
Tranexamico Ne 30€, pupoonuurea Meda Pharma SL Madrid Representante
local: Mylan Pharmaceuticals, S.L., Icnanisi, 3 napxysannsm inozemnoio moeoro.

Cy6’extam récnonameaHHﬂ, SK1 3AIACHIOIOTH peanizaliiio, 30epiraHHs
Ta 3aCTOCYBaHHHA niéxapcsxnx 3ac00iB, HEBIOKI&THO, MICNS ONSpXKaHHS AAHOIO
PO3MOpsIIKEHHS, IePeBiPUTH HASBHICTh JIIKAPCHKOTO 3aC00y, BXKUTU 3aX0[H LIOLO
BHITyHeHHS HOro 3 06iry MUIIXOM 3HHIIEHHS, TIPO L0 TOBITOMHTH TePHTODiabHIH
opraH Hepmni1<cny>1§<6n. ITicng 3HUINEHHS BiOXOMIB Ipenapary B JBOTHXXHEBUH
CTPOK HAIPaBUTH A0 TepUTOpianbHOro oprany Jlepximikciyx6u Komilo akta Hpo
SHUIICHHS BiIXO/iB MIKapChKOro 3aco0y.

KoHTponb 32 BHKOH@HHAM JAQHOTO  POSHOPSMXKEHHA  3MiHCHIOIOTH
TEPUTOpiaTbHI opranu JlepXIiKcTyK6u Ha BiAIOBiAHil TEPUTOPL.

HeBuKOHaHHS JIaHOTO PO3IOPSIKCHHS TSACHE 34 co0010 BIAIIOBIAANBHICTE
3TiIHO 3 YAHHUM 3aKOHOZABCTBOM Y KpaiHH.

Jlarne po3nopaosxcents He NOMUPIOEMbCA HA MIKAPCOLK 3aco0u, wo Haoiluiau
3 Memoio 3abesneyeHHs HACeNeHHs MA 3aK1adie O0XOpPOHU 300p08’s 6 AKOCMI
2yMaHimapHoi OONoMOzU, CYNPOBOOICYIOMbCA 6/0NOGIOHUMU NIOMEEPONCYIOHUMU
QoKyMeHmamu ma cépmuqbikamamu AKOCMI 8UPOOHUKA.

Komii gaHoro po3nopsmxeHHs HaTpaBJIeHi:
MiHicTepcTBO OXOPOHU 3[0POB'A Y KpainH;
JIT «Jlepxapauii excriepTHUM 1eHTp MiHiCTepcTBA OXOPOHM 3/I0POB'sS

Ykpainu». ’
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3acrynuuk osoBn /L Bonogumup KOPOJIEHKO

Onena BSI3OBCBKA, ten.(044) 422-55-76 (127)



