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Ne Ha Ne Bif

KepiBHUKaM cy6'eKTiB rocnojapoBaHHA,

AKi 3aliMaloTbCs peaisauieto (TopriBneto)
36epiraHHAM i 3aCTOCYBaHHAM JTiIKapCbKUX
3aco6iB B MuKonaiBcbKin 06nacTi

[ep>xxaBHa cnyx6a 3 NiKapcbKMX 3aco6iB Ta KOHTPO/IO 3a HapKOTUKaMu Yy
MuKonaiBCbKin 06nacTi Hagae iH(QOPMaLit0 LWOAO BCTAHOBNEHHS [lep>KaBHOH
CNy>X060K0 YKpaiHM 3 NiKapCbKUX 3aco6iB Ta KOHTPOMK 3a HapKoTukamu (gani -
[epxnikcny>x6a) 3a60poHN 06iry nikapcbKmnx 3acobis.

BignosigHo fo KoHcTuTyuil YkKpaiHu, ctateid 15, 22, 55 3akoHy YKpaiHu
"OCHOBM 3aKOHOJaBCTBa YKpaiHW Npo OXOPOHYy 3fopos'a”, cratei 15, 21 3akoHy
Ykpainn "Tpo nikapcbki 3acobu”, MonoxxeHHs npo [epxaBHy cnyx0y YKpaiHu 3
NIKapCbKMX 3ac06iB Ta KOHTPONIO 3a HAapKOTMKamW, 3aTBEPAXKEHOro MoCTaHOBOK
KabiHeTy MiHicTpiB YkpaiHu Big 12.08.2015 Ne 647, TopsagKy 34iACHEHHS
[lep>KaBHOr0 KOHTPO/IKO 3a AKICTIO NIKApPCbKMX 3aco0iB, W0 BBO3ATLCA B YKpaiHy,
3aTBep)KeHoro nocrtaHoso KabiHeTy MiHicTpiB YKpaiHu Big 14.09.2005 Ne 902, n.
3.2.3 lopaaky BCTaHOB/IEHHSI 3a00POHM (TMMYaAcoBOT 3aO0POHKM) Ta MOHOB/IEHHSA
00iry nikapcbkux 3aco6iB Ha TepuTopii YKpaiHW, 3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM 340P0OB°A YKpaiHu Big 22.11.2011 Ne 809, 3apeecTpoBaHNM B
MiHicTepcTsi tocTuyil YkpaiHn 30.01.2012 Ne 126/20439, TMopsagKy KOHTPOSIO
AKOCTI MIKapCbKMX 3ac06iB nig yac oNTOBOI Ta PO34piOHOT TOPriB/i, 3aTBEpAKEHOro
Haka3oM MiHIicTepcTBa OXOpOHM 340poB'A YkKpaiHn Big 29.09.2014 Ne 677,
3apeecTpoBaHMM B MiHicTepcTBI tOCTUUIT YKpaiHn 26.11.2014 3a Ne 1515/26292,
MpaBun yTunizayii Ta 3HULWEHHS NiKaPCbKUX 3aco6iB, 3aTBepPIKEHUX HaKa3oM
MiHicTepcTBa OXOPOHW 340P0B’A YKpainu Big 24.04.2015 Ne 242, 3apeeCTpOBaHNM B
MiHicTepcTsi tocTuuii YkpaiHm 18.05.2015 3aNe 550/26995,

3SABOPOHAETBLCHA peanisauis, 36epiraHHA Ta 3acTOCYBaHHA NIKApCbKOro
3acooy:

» MC140, cnpeit HaszanbHUN, cycneHsifa, 50 Mkr/gosy; no 140 pos y
(p1akoHax (6e3 eTUKEeTKM) 3 HAaCcOCOM-A03aTOPOM 3 PO3MNUIKBAYEM HAa3a/IbHOMO
NpuU3HayYeHHA 3 HaHeCeHOK Ha3BOK Mpernapaty Ta HOMEPOM cepii Ha [AHi
(p1aKoHY; Mo 56 (nakoHiB y Kopobui, cepii TX5343, BupobHMLTBA AMOTEKC
Ink., KaHaga (APO-MOMETASONE AQUUEOUS NASAL SPRAY
50MCG/METERED SPRAY) (peecTpauiiiHe nocBigyeHHst No UA/14952/01/01),
Ha nigcTaBi HaAXO[KEHHS TepMIiHOBOrO OMOBILLEHHA MPO MOPYLUEHHA AKOCTI
Ne HSA-2024-0002 Big Health Sciences Authority, Singapure w040 BigKIMKaHHA
napTii yepe3 mMoxnuBy npucyTHICTL Burkholderia cepacia complex nikapcbkoro

[JepxaBHa cnyxba 3 nikapcbkux 3aco6iB Ta KOHTPO/O
M2 3a HaSKOTMKaMVI %/MMKOHaTBCbKiI‘/‘I obnacri
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3acoby MC 140, cnipeit Ha3anbHWIA, cycnensis, 50 mKr/ao3y; no 140 go3 y hnakoHax
(Ge3 eTKETKN) 3 HACOCOM-[103aTOPOM 3 PO3MM/IHOBAYEM HA3a/lbHOFO MPU3HAYEHHS 3
HaHeCeHOK Ha3BOM npenapaTty Ta HOMepoM cepil Ha AHI (hnakoHy; No 56 (NakoHiB Y
Kopobui, cepii TX5343, BupobHuutBa Anotekc IHK.,, KaHaga (APO-
MOMETASONE AQUUEOUS NASAL SPRAY 50MCG/METERED SPRAY)
(peecTpauiriHe noceigveHHsA Ne UA/14952/01/01) /Po3nopsig>KeHHs ep>KniKeny>Kou
Bif 14.03.2024Ne 2594-001.1/002.0/17-24/.

Cy6’eKTaM rocnofaproBaHHs, SKi 34iACHIOTL peanisalito, 36epiraHHs Ta
3aCTOCYBaHHS /iKapCbKMX 3acobiB, HeBiAKNaAHO, MIiCNs OAepXKaHHA [aHoro
PO3MOPAMKEHHA, NEPEBIPUTN HAABHICTb BKa3aHOI Cepil NiKapcbKoro 3acoby, BXWUTU
3axoau Logno BU/TIyYEHHSA [ 3 o0iry LLIAXOM NMOBEPHEHHS
nocrtavyasibHUKY/BUPOOHUKY abo 3HWULLEHHA. [py BUABMEHHI 3pa3KiB BKa3aHOro
NiKapCbKOro 3acoby nosifomMuTn [epxaBHY CyX6y 3 NikapCbKuX 3acobiB Ta
KOHTPO/IKO 32 HapKoTMKamu y MWUKONaiBCbKili 06nacTi Npo BXWUTI 3ax04u LW040
BUKOHAHHA PO3NOPALXKEHHA 3 HAAAHHAM BiAMNOBIAHUX AOKYMEHTIB. Y pasi 3HULLEHHSA
BIIXOAIB /liKapCbKOro 3acoby B [ABOTMXXHEBWIA CTPOK HanpaBuTu [0 [ep)kaBHOT
CNYy>X6M 3 NiKapCbKMX 3ac06iB Ta KOHTPOJIO 3a HapKoTWKamu y MUKONaiBCbKil
06nacTi Konito akTy Npo 3HULLLEHHA BIAX04iIB NMiKapCbKOro 3acoby.

Mpn  HAcTynHMX MoOCTaBKax JiKapCbKUX 3aco6iB  BXUTW 3axofiB  LL040
3anobiraHHa npuabaHH, peanisauil Ta 3acTOCYyBaHHKO /NiKapCbKuX 3acobis,
HaBefeHNX B PO3MOPAMKEHHAX [ep>KNiKCyxou.

HeBMKOHaHHA  po3nopsagpkeHb  Jepxnikcayxow  TarHe  3a €060t
BIANOBIAANbHICTb 3riAHO YNHHOIO 3aKOHOAABCTBA Y KPaiHMW.

YBATA! 3 TeKCTOM po3nopsafg>KeHb Ta AUCTIB [ep>KaBHOT Cny>kbu YkpaiHu 3
NiKapcbKMX 3aco6iB Ta KOHTPON 3a HapkoTukamu Bu MO>KeTe 03HaWOMUTUCL Ha
ogpiuiiHomy caTi [ep>knikcny>k6m http://www.dis.sov.na B po3gini «Po3nopsgKeHHsA
Lep>Knikcny>kons.
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