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Ne Ha Ne Bif

KepiBHukam cy0 €KTiB rocnojaproBaHHs,
AKi 3aiiMaroThest peasizanicio (Toprisiero)
30epiraHHAM i 3aCTOCYBAHHAM JIIKaPCHKUX
3aco0iB B MukoaaiBeskill o0nacti

HepxkaBHa ciayxba 3 JiKapCchKHX 3aco0iB Ta KOHTPOJIO 3a HAPKOTHKAMHU Yy
MiuxonaiBerkiit o6nacti Hagae iHGOpPMAIiFO OO BCTAHOBJICHHS J{ep)KaBHOO CITyKOOk0
VYkpaiH# 3 JikapchbKUX 3aco0iB Ta KOHTPOIIO 3a HapKoTHKaMu (maii — Jdepoxiikciyx6a)
3a00pOoHH 00iry nikapchkux 3aco0iB.

Bigmosigao no Koncrutyuii Ykpainuw, crareit 15, 22, 55 3akony VYkpaiHu
«OcHOBH 3aKOHOAABCTBa YKpaiHM NP0 OXOPOHY 3M0poB'sy, crareit 15, 17, 21 3akony
Yxpainn «IIpo mikapceki 3acobu», [lomoxenns mpo lepxasHy ciayxOy Ykpaidd 3
MIKapChKUX 3aco0iB Ta KOHTPOJIIO 32 HAPKOTHKaMH, 3aTBEPKEHOrO IIOCTAHOBOIO
Kabinery Minictpis Ykpaiuu Bix 12.08.2015 Ne 647, Topsiaky 3ailicHeHHs JeprKaBHOTO
KOHTPOJIIO SIKOCTI JIKapChKuX 3aco0iB, IIO BBO3SAThCSI B YKpaiHy, 3aTBEPIKEHOrO
nocraHoBoro Kabinery MinictpiB VYkpainu Bim 14.09.2005 Ne 902, myskty 3.2.2
Hopsaxy BcraHOBEHHS 3a0OpoHM (THMYacoBOi 3a0OpOHHM) Ta TOHOBIEHHSA 00iry
JIKapChKUX 3aco0iB Ha TepuTopil Ykpainu, 3aTBepmxeHoOro HakasoM MiHicrepcTBa
OXopoHM 3710poB’s YkpaiHu Bim 22.11.2011 Ne 809 (3i 3minamu), 3apeecTpOBaHOrO
MinicrepcrBoM roctruil Ykpaiuu 30.01.2012 3a Ne 126/20439, TlopsaxKy KOHTPOJIO
AKOCTI1 JIIKapCBKMX 3aco0iB Mify wac onmToBOi Ta pO3ApiOHOT TOPriBji, 3aTBEPMIKEHOTO
HakazoM MinicrepcTBa OXOpoHM 370poB'st Vkpainm Bim 29.09.2014 Ne 677,
3apeecTpoBanoro MinicrepcTBoM toctumii Ykpainun 26.11.2014 3a Ne 1515/26292,
IlpaBun yTwmizanii Ta 3HMINEHHS JKapChKMX 3ac00iB, 3aTBEpKEHHX HAKa3oM
MinicrepcTBa oXOpoHH 3m0poB’st Ykpainm Bim 24.04.2015 242, 3apeecTpoBaHMX
MinicrepctBoM roctuiii Ykpaiau 18.05.2015 3a Ne 550/26995, 3 MeTOw aKTHBHOI
TIPOTHIT MOMKUpeHHIo dambeuikoBaHMX TKAPCHKHX 3aC00IB, M0 MOXKYTh CIIPUYMHUTH
PO3BUTOK XBOpOoOM abo HEHaJIeXKHE JIKYBaHHS, HECTH MOTEHI{MHY 3arposy »XHTTIO Ta
3/10pOB’I0 HACENEHHS 1 € HEOE3MEUHMM, '

3ABOPOHAECTHCHA peasizaris, 306epiranHs Ta 3aCTOCYBaHHS
danbcrdikoBaHOTO JTiKapCHKOTO 3ac00y:

> «Actemra® 400 mg/20mL», cepiit B2101B32, B3035B19 3 mapKyBanHsim
TYpeNbKOI MOBOIO, Ha NIACTaBi iHGOpMaLil NpeacTaBHMKA BJIaCHUKA PEECTPalliitHOro
noceigueHHs TOB «Pom Yxpainay mono BUsBIeHHS B 06iry Ha tepuropii YKpaiHu
danscudikosanmx cepiii B2101B32, B3035B19 nixkapcrkoro 3acoby «Actemra® 400
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mg/20mL» 3 MapKyBaHHSM TypeLUbKOI MOBOI, SIKMH BHUPOOHUK KIJacH]IKye sK
banscudikoBanuit /Posnopsodoicenns [epocnikenyocobu 6io  03.02.2022 Ne 934-
001.3/002.0/17-22/.

Cy6’exTaM rocrnoaapchKoi AisyIbHOCTI, AKi 3AIHCHIOIOTH peaizamito, 30epiraHss
Ta 3aCTOCYBaHHS JIIKAPCHKUX 3aco0iB, HEBIOKIAJHO IICJIHS OAEPKAHHS JIaHOTO
PO3TIOPSKEHHS TIEPEBIPUTH HASBHICT BUIIIE3a3HAUCHUX CEPil JIIKapchKOro 3acoly Ta y
pa3l BUSABJIEHHS BWIYYMTH iX 3 00iry HUIAXOM po3MillleHHss B KapaHTHH. [lpu
BUSIBJICHH] 3pa3KiB BKa3aHOTO JIKapChKOTo 3aco0y moBigoMuTH [lepxaBHy cityxOy 3
JKapChKUX 3ac00iB Ta KOHTPOJIIO 32 HAPKOTUKaMU Y MHUKOJIaIBChKil 061acTi Mpo BXKUTI
3aXO[H 100 BUKOHAHHS PO3NOPS/DKEHHS 3 HAJaHHAM BiANOBiAHUX TOKYMEHTIB.

[lpy HacTymHMX TOCTaBKax JIKAapCbKWX 3acO0iB BXWTH 3aXOIiB LIONO
3anobiranHs NpUAOaHHIO, peasnizallil Ta 3aCTOCYBaHHIO JIIKApChbKUX 3ac00iB, HABEJIEHUX
B PO3TIOPSAHKEHHAX JepxITikCiTy K Ou.

HeBukoHaHHS pO3NOPSIDKEHb J{epKITiKciTyOu TsrHe 3a cob0r0 BiAMOBIAATIBHICTS
3riIHO YHHHOT'O 3aKOHOJIAaBCTBA YKpaiHM.

YBAI'A! 3 mexcmom po3nopadicenv ma naucmie /[epicasHoi cayxacou Ykpainu 3
JliKapcokux 3acobie ma KOHmMpoaw 3a Hapkomukamu Bu modxceme o3natiomumuce Ha
oiviiinomy cavimi [epyucnikcayncou http://www.dls.gov.ua e po3oini «Poznopadiicenna
Hepotcnikenyacour.
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