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Kepisnukam cy6' exris rocnnogapiosauss,
fIKi 3aMalOTheA peadizauicto (Topris.ero)
30epiraHHsaM i 32CTOCYBAHHSAM JIKapCchKHX
3aco0iB B MukoaiBebKiit o0acTi

HepxasHa cnyxOa 3 JiKapChKUMX 3acOGIB Ta KOHTPOMO 33 HAPKOTHKAMH
Mukomnaiseskiit obiacti Hajae indopMarlifo mog0 BeTaHOBIEHHS JlepiKaBHOIO CIIy k0010
YKpalHU 3 JIiKapChKuX 3aco0iB Ta KOHTPOMO 3a HApKOTHMKamu (xami — Jepxotikciyx6a)
3a00pOoHU 00Iry JIIKApChKHX 3aCO0IB. :

L. Bignosinno no Komcrurymii Yxpainm, crareit 15, 22, 55 3akony Ykpainu
"OcHoBH 3aKOHOZIABCTBA YKpaiHu PO OXOPOHY 310poB's”, crateit 15, 21 3akony YkpaiHu
"IIpo sixapceki 3acobu”, Ilomoxxenns npo J[lepsxasHy cny>I<6y YKpaiHu 3 JKapChKHX
3ac00IB Ta KOHTPOJIO 3a HAPKOTMKAMM, 3aTBEPIKEHOTO NocTanosolo Kabinery MinicTpis
Yxpainu Big 12.08.2015 Ne 647, Ilopsnky snificHeHHSA AEPKABHOIO KOHTPOMIO SKOCTI
JIKAPCHKUX 3acOBiB, 10 BBO3ATHCA B YKpaiHy, 3aTBepIUKEHOro I0CTaHOBOIO KaGinery
Minicrpie Ykpainu Big 14.09.05 Ne 902, Tlopsiaky BcTaHOBIEHHS 3a60pOHM (THMYacOBOL
3a00pOHM) Ta TOHOBJNEHHA 06iry Jikapchkux 3aco0iB  Ha Tepuropii  Ykpainw,
3aTBEPLKEHOr0 HakazoM MiHicTepcTBa OXOPOHU 3/10poB'st YKpainu Bix 22.11.2011 Ne 809,
3apeecTpoBanuM B MiHicTepcTsi roctunii Yxkpainu 30.01.2012 3a Ne 126/20439, Iopsaxky
KOHTPOMO SIKOCTi JiKAapChKuX 3aco0iB Mifl dYac ONTOBOI Ta po3ApibHOT TOpriBii,
3aTBEPIPKEHOT0 Haka3oM MiHicTepcTBa 0XOPOHM 3100poB'st YKpainu Bix 29.09.2014 Ne 677,
3apeecTpoBaHnM B MinictepceTsi ocTulii Ykpainm 26.11.2014 3a Ne 1515/26292, I1pasun
YTHI3allii Ta 3HMIICHHA JiKapChKUX 3aco0iB, 3aTBepIKEHHMX HakazoM MiHicTepcTBa
OXOpOHM 3710poB's YKpaiuu Bim 24.04.2015 Ne 242, 3apeectposanum B MinicTepcTsi
roctuuii Ykpainum 18.05.2015 3a Ne 550/26995,

1.1. 'Y 3Bs13Ky 3 HaZXOUKEHHAM inpopManil moo peanisauii Ha TepuTopii Ykpainu
nikapepkoro 3acoby "Abixa® 10 mg, H. Lundbeck A/S", 3 MapxyBaHHSM iHO3GMHOIO
MOBOIO, 3 METOIO aKTHBHOI IPOTUIII IIOMMPEHHIO HESKiCHUX JIKapChKHX 3ac0o0iB Ta TaKHX,
1m0 odiniifiHo He BBO3MIMCH HAa TEPUTOPII0 YKpaiHu,

3ABOPOHAECTHCS peanizanis, 30epiraHHs Ta 3aCTOCYBaHHs JiKapchKOro 3acoby:

> "Abixa® 10 mg, H. Lundbeck A/S" Bcix cepiii 3 MapKyBaHHAM iHO3EMHOIO
MOBOIO /Po3nopsdocenns [Jepocnixenyocou 6io 04.03.2020 Ne 1765-001.1/002.0/17-20 /.

Cy6’exTam rocrofapchkoi JiAMBHOCTI, AKi 3AiCHIOTH peanizaliio, 30epiranHs Ta
3aCTOCYBAHHA JIKAPCHKMX 3aC001B, HEBIAKIAIHO TIiCIIs OEPHKAHHS JaHOTO PO3IOPSKCHHA
MEPEBIPUTH HAABHICTh BKA3aHOIO JIIKAPCHKOTO 3ac0o0y, BIKUTH 3aXOAM IIOAO BHIy4YCHHS
ioro 3 o0Iry LLIAXOM 3HHLICIHA.

1.2. Ha nijcrasi indopmanii mogo peanizauii na tepuropii YKpainu JiKapchKux
3aC00IB 3 MAapKYBaHHébasiH ORI H0ikapbIAR 04606 SraMEFRi AKTHBHOT NPOTUIIT MOIIMPEHHIO
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HE3apECCTPOBAHUX JIIKAPCHKHUX 32c06iD T4 Taxyx, o obiliiiHo He BBO3MIHCH HA TEPUTOPIIO
Vxpaily, "
3ABOPOHSIETLCS peanisauia, 30epiradHs Ta 3acTOCYBalHi BCiX cepii

3a3HAUCHIX HIIKUC HE3apEECTPOBAUHX JIIKApChKUX 3ac00iB:

I——i— Popma
Hazpa JlikapcBKOTo 3ac00y | nikapebkoro _ Bupoduuk
-  3acoly ‘
Abixa® _ ~ Smg H. Lundbeck A/S
Brintellix ‘ 5 mg ~ H. Lundbeck A/S
Cipralex® | .. 20mg H. Lundbeck A/S

/Posnopsadxcenna epocnikcayoicou 6id 04.03.2020 Ne 1766-001.1/002.0/17-20/.

Cy6’€KTam TrocnofapChKol JUSTBHOCTI, SIKI 3HCHIOTS peailizaliio, 30epiraHss Ta
3aCTOCYBAHHA JiKapChKUX 3ac00iB, HEBIAKIANHO TicIA OJEPIKAHHS JaHOIO PO3MOPSIKCHHA
TEePEBipUTH HASABHICTH 3PasKiB BKA3AHHUX nikapchKuX 3aco0iB Ta BXUTH 3aX0JM 100
BUJIy4Y€EHHs iX 3 00iry LUIIXOM 3HHHiCHHS.

1.3. SABOPOHSIETHCS peanizaiis, 30epiradHs Ta 3acTOCYBaHH JIKapChKOro
3aco0y: : ,

»> ETHUJIOCEIIT 70, posunn 70% mno 100 mur y ¢aaxonax, cepii 010318,
BHPOOHHITBA/3 MAPKYBaHHSIM pupobauxa HpAT "BioJik', Ykpaina, BpaxoBylouu,
0 OCHOBHOIO O3HaKOIO cepil JliI(t‘.p,CI)I(OrO 3acoby € 1i oauopiaHicTs /Posnopsdoicenis
[epoicnikenyorcou 6i0 04.03.2020 Ne 1770-001.1/0602.0/17-20/.

Cy6’€eKTam rocnofapChKol JHANBHOCTI, sIKi 3/iHCHIOIOTh peatianiio, 30epiraHHs Ta
3aCTOCYBAHHS JIIKAPCHKIX 3ac00iB, UEeBIKIAANIO Hic/s OJICPXKAHHA aHOTO PO3NOPSAKCHHA
[epeBipUTH HASBHICTH BKA3aHOI cepil JHKapCHKOro 3aco0y, BKUTH 3aX0/1 100 BIJIYUCHH!
i 3 0biry mUAxXoM 3HHINEHMsi a00 MOBEPHEHHH MOCTAYAILHHKY (BHUpPOOHMKY) 2Nt

NOoJAJNBIIOro 3HHLICHHA.

Ilpu BUsBJICHHI JIIKAPCHKHX 33c00iB moBimoMuTH JlepKaBHY CIykOy 3 JIIKapChKHUX
3ac00iB Ta KOHTPOJIIO 38 HAPKOTHKAMH Y MukoaaiBehbKiid 00acti 1po BXKUTI 3aX0/U 100
BUKOHAHHS PO3NOPSA/UKCHL 3 HANAHHSM BiUTOBIIHUX OKYyMEHTIB. Y pasl 3HHUIHCHHA
BifxO/iB MpemapaTiB B JBOTIDKHCBUIL CTDOK HANpaBHTH IO JepxaBnol ciayxOu 3
JIKapchKUX 3aC00iB Ta KOHTPOMO 3a HapKOTHKAMU y MukonaiBesKill 00acTi KO0 akTa
TIPO 3HUINEHHS BIIXOIB JIIKapChKOTO 3aco0y.

IIpr HACTYNHMX IOCTABKAX JTIKapChiiX 3aC00iB BIKUTH 3axOJB 100 3armo0iraHus
npuabanHio,  peajizauii Ta  3aCTOCYBAHHIO nikapebKuX — 3aco0iB, HaBeJeHHMX B
PO3MOPAIDKEHHSX JlepKaiKeITyKOH. .

HepuKoHaHHS PO3HOPDKeHE JlepiiikeiyxOu Tarue 3a co00I0 BiJIIOBiIAIBHICTD
3TiIHO YMHHOTO 3aKOHOABCTBA Y KpaTHHu.

VBATA! 3 mexcmom posnopzdscens ma aucmis /lepiicasHol cayxacou Ykpainu 3
AiKapcbKux 3acofie ma KOHMPOMo 34 HADKOMUKAMU Bu mooxceme 03HAUOMUMIUCH, HA
oiuinnomy caiimi epncnixeayancou  hitp//www.dls.gov.ua ¢ po3oini  «Posnopadscenna
Meposcnikenyncouy.

B.o. HaYaJbLHHKA CJIYKOH ,%0@/ Awuntonina KOBAJIbBUYK
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