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Ne Ha Ne Bijx

KepiBankam cy0 ekTiB rocrnoaapoBaHHsl,
fKi 3aiiMaloTbCs peanizanicro (Toprisiero)
30epiraHHaM i 32CTOCYBaHHSIM JIKapPCHKHX
3aco6iB B MukoJjiaiBchKiil 006J1acTi

HepkaBHa ciyx0a 3 JIKapchKMX 3aco0iB Ta KOHTPOJIIO 3a HApKOTHKaMHU Y
MuxonaiBcbkiii o0macTi Hazae iHGpOpMAILito 010 BCTAHOBJICHHS J{epKaBHOIO CIIy k0010
Vkpainy 3 nikapcbkux 3aco0iB Ta KOHTPOJIIO 3a HapKoTHKaMH (naii — Jlepaotikeiyxo6a)
3a00poHM 00iry JIIKapChKHUX 3aco0iB.

Binnosinno no Koucturymii Ykpainw, crateir 15, 22, 55 3axony VYxpainu
«OCHOBH 3aKOHOJIaBCTBa YKpaiHU NMpO OXOPOHY 3MI0poB'st», crared 15, 17, 21 3axony
Ykpainu «IIpo mikapceki 3acobu», Ionmoxenus mpo JlepkaBHy cimyx0y YkpaiHu 3
JIKapChKUX 3aco0iB Ta KOHTPONIO 32 HAPKOTUKAMH, 3aTBEPIDKEHOTO IIOCTAHOBOIO
KaGinery Minictpis Yxpainu Bin 12.08.2015 Ne 647, Iopsaaxy 3aicHEHHS AepiKaBHOTO
KOHTPOJIIO SKOCTI JIKapChKUX 3aco0iB, IO BBO3ATHCA B YKpaiHy, 3aTBEPKEHOIO
nocranoporo KabGinery MinicTpiB Vxpaium Bim 14.09.2005 Ne 902, mymkry 3.2.2
Hop;mfcy BCTaHOBJIEHHS 3a00pOoHM (TMM4acoBOi 3a00pOHHM) Ta IOHOBIEHHS OOIry
JIKapchKUX 3acobiB Ha Tepmopu Vxpainy, 3aTBEp/KEHOr0 HaKa3oM MlHlCTepCTBa
OXOpOHM 37I0poB’st YKpainu Bim 22.11.2011 Ne 809 (31 3miHamm), 3apeecTpOBaHOIO
MinictepctBoM rocTunii Yxpainu 30.01.2012 3a Ne 126/20439, Tlopsaky KOHTPOITIO
SKOCTi JTIKapChKUX 3ac00iB Hifl 4ac ONTOBOI Ta PO3APiGHOI TOPTiBII, 3aTBCPAKEHOrO
HakazoM MinicTepctBa 0OXOpoHM 370poB's  Ykpaimu Big 29.09.2014 Ne 677,
3apeectpoBaHoro MinicrepcTBoM rocTulii Ykpaiam 26.11.2014 3a No 1515/26292,
ITpaBun yrumizamii Ta 3HUIIEHHS JIKapChKUX 3acobiB, 3aTBEPIUKEHHX HaKa3oM
MinicTepcrBa OXOPOHHM 370poB’st YKpainu Bin 24.04.2015 Ne 242, 3apeecTpOBaHHX
MinicrepcTBoMm toctunii Ykpainu 18.05.2015 3a Ne 550/26995, 3 MeTor0 aKTHBHOI
IPOTHAIT HOMKpPEeHHIO BaibCHBIKOBAHUX JIKAPCHKHX 3aCO6IB, 10 MOXKYTh CIPUYUHUTHU
p03BHTOK XBOpOOH ab0 HeHaJlexHe JIKyBaHHs, HECTH MOTEHUiHHYy 3arposy *HTTIO Ta
3[0POB’F0 HACEJICHH 1 € HEOE3METHUMH,

SABOPOHAETHCH peanizanis, 30epiranas Ta 3aCTocyBaHH;1 mKapcmoro
3aco0y: ;
» «Evrysdi (risdiplam), for oral solution 60 mg/80ml (0,75 mg/ml)», 2
MAapKYBAaHHAM iHO3E€MHOI0 MOBOI0 Ta BUpoOHHKa Genentech (wieH rpymnmu POIII);
HA NEePBHHHIA ynakoBui AKUX 3a3HAYEHO Homep cepii in bulk B1010, sa mizncrasi
tnpopwai MHP@H nocsiiern ®.Xogmann-Jla
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Pom JIta, IIBeiiuapia 11000 BUSBICHHA B 00iry Ha TepuTOpil YKpalHH JiKapChKOro
3acoby «Evrysdi (risdiplam), for oral solution 60 mg/80ml (0,75 mg/ml)», i3
3a3Ha4YEHHSIM Ha IEepBHHHIN ynaxosui cepii in bulk B1010, 3 mapkyBaHHsIM iHO3€MHOIO
MOBOIO, SKHH BUpOOHUK Knacudikye sk danscudikoBauuil /Poznopsoicers
Hepoicnixenyscou ¢io 11.05.2022 Ne 2507-001.1/002.0/17-22/. |

Cy6’exTaM rocrnoapcbKoi AsUTBHOCTI, sIKi 3IHCHIOIOTh peaizaliito, 30epiranHs
Ta 3aCTOCYBaHHS JIIKApCBKHMX 3aco0iB, HEBIIKJIAAHO TICIIA OHEP)KAHHS JJaHOIO
PO3NOPSIIKEHHS TEPEBIPUTH HASBHICTH CEpil BUIE3a3HAYEHOTO JIIKAPCHKOro 3acoby Ta
Yy pasi BUSIBJICHHSI BHJIYYMTH IX 3 00iry uuisixom pos3mimesnsi B kapautud. [Ipu
BUSIBJIEHHI 3pa3KiB BKAa3aHOro JIKApPChbKOro 3aco0y HeraiHo NOBiZOMHTH
Jepxikeayx6y Ta JlepxaBHy cayx0y 3 JikapecbKux 3acofiB Ta KOHTPOTIO 32
HApKoTHKamMu y MukogaiBebkiid o0macti 0po BXHUTI 3aXOM IHOJO BHKOHAHHS
PO3IIOPSIKEHHS 3 HAJTAHHSIM BIITIOBITHUX JIOKYMEHTIB.

[pu HacTynmHMX TOCTaBKax JIKApCBKUX 3aco0iB  BXXUTH 3aXOiB  ILIOIO
3an00iraHHs IpuaOaHHIO, peallizalii Ta 3aCTOCYBaHHIO JIIKApPChKUX 3ac00iB, HaBEIEHMX
B pO3HOPSMKEHHIX [lepKiikcayx0u. -

HepukoHaHHA po3nOpsAKeHb Jepaitikeiyk0u TsArHe 3a co60r0 BiINOBIAAIbHICTD
3TIHO YHHHOTO 3aKOHOJABCTBA YKpaiHH.

YBAI'A! 3 mexkcmom posnopaoxcernv ma aucmie /[lepracasnoi cayxncou Yrpuinu 3
JAIKAPCbKUX 3ac00ie ma KOHMpO0 3a Hapkomuxamu Bu mooceme osnaiiomumuce Ha
oivitinomy caimi  Jepucnixcayacou http://www.dls.gov.ua ¢ po3oini «Po3nopadicenns
Hepacnikenyscouy.
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