JEPXJIIKCIIYIKBA

IEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPO.JIIO 3A HAPKOTHKAMMU Y KIPOBOT'PAJICBKIN OBJIACTI
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BiI

KepiBHukam Ta YIOBHOBAKEeHHM 0c06aM
ANTEYHHUX TA MEAHYHHUX 3aKIA0IB
Kiposorpaacbkoi 061acTi

Jlo yparn Y noBHOBaKeHHX 0Cif!

HagaeMo posmopspkenHs JepxkaBHoi cmyx6u YKpaiHu 3 JNIKapChKUX 3ac00iB Ta KOHTPOIIIO
3a HApKOTHKAaMH 070 3260poHH 06iry JikapcbKoro 3acody.

3a HASBHOCTI, BKa3aHHX Y PO3MOPA/KEHHI JIKapchKuX 3acoliB, nosigomutu JlepxkasHy
cayx0y 3 JiKapchbKUX 3ac00iB Ta KOHTPOJIO 32 HAPKOTHKaMH y KipoBorpa/cekiii obnacti  npo
BXKHTi 3aX0JIM OO0 BUKOHAHHS PO3MOPAKESHHS.

TudbopMallilo HalaBaTH Ha IAIePOBUX HOCIAX MOLITO, 3a aapecoto: eyt IIpeobpadcencoka, 2,
M. Kponuenuyvkuii, 25006, 3 1o1aTkaMu:
a) IIpH BMilICHHi B KapaHTUH T0JA€ThCS KOIIisl MPHOYTKOBOT HaK/IaJgHOI,
6) IpH MOBEpHEHH] NIOCTAYAIBHIKY JOJAIOTHCS: KOMis IPUOYTKOBOT HAKIIAIHOT;
KOIITisl HaKJIaTHOT Ha IOBEPHECHH.

B) Y BHNAJKY nepeiadi  BIiXOJiB JIIKAPCHKOTO 3aco0y Ha yTUNi3aIio _ado 3HUILIEHHS,
v IBOTHKHEBHi CTPOK moindopMyBatn JlepxkaBHy ciyx0y 3 JKapChKHX 3ac00iB Ta KOHTPOJIO 32
HapkoTukamu y KipoBorpacekiit obiacti Ta HaJlaTu KOIIif0 IPUOYTKOBOI HAKJIAAHOL.

Ilpy HACTYNHHX [OCTAaBKaX JiKapChbKuX 3aco0iB, BKA3aHMX Y PO3NOPSIKCHHAX, Cy0’€eKT
TFOCIIONAPIOBAHHsA MOBHHEGH BXKHTH 3aXOMiB IIOJO 3anobiraHns TpuabaHHd, peanizauii Ta
3aCTOCYBaHHS JIKapChKUX 3aC00iB, 3a3HAYCHHX y PO3IOPAKCHHSX.

Y BHOAAKY BiACYTHOCTI JIiKapChKMX 3aco0iB, BKa3aHWX Yy PO3NOPADKCHHAX HH JIMCTaX
JepxmiKciTyxOH, BiANOBiAi B IHCHMOBOMY BUIVIS/II HAIABATH He MOTPiOHO.

OIHOYACHO HAraiyeMo, IIO 3 PO3MOPSAIKCHHAMH Ta jucTamu JIepkiiKCiyxOn MoxHa
o3HatfoMuTHCS Ha odimifiHoMy BebeaiiTi JlepkaBHOi cy)6H YKpaiHd 3 JKapChKHX 3acobiB Ta
‘KOHTpONIIO 32  HApKOTHKaMU (https://www.dls.gov.ua/) B posmini PO3IOPADKEHHA
JEPXIIIKCITY XBH.

Honartku:
1. Komis posmopsimkeHHs JepxaBHoi cy)6u YKpaiHu 3 JiKapchKUX 3ac001B Ta KOHTPOJIO 32
HAPKOTHKaMH Bix 29.04.2026 Ne 223-001.2/002.0/17-26 Ha 1 apk.;
2. Komist posmopskenns JepxkaBHoi clyxOu YKpaiHH 3 JIKapChKHX 3ac00iB Ta KOHTPOJIIO 32
HapKOTHKaMH Bijl 29.04.2026 Ne 224-001.2/002.0/17-26 Ha 1 apk..
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Ocranerko Banentuna 32 14 41 et Jlepaania ciaykGa 3 AIKAPCLKHX 3ac00iB Ta KOHTPOIO 34
X yaproTikamit y Kiposorpancekiit 06aacTi
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KepiBHUKAM cy0’exTiB
rocrnoJapoBaHHs, siki 3aiMalOTLCsE
peaJizaiie€ro, 30epiraHHAM i
32CTOCYBAHHSAM JIKAPCBbKHX
3ac00iB
KepiBHUKAM ~ TepuTOpiaibHUX

opranis Jepkikenyxou

PO3NOPSJKEHHS

BiznosinHo o KoHcruTynii YkpaiuH, crateii 15, 22, 55 3akoHy YKpaiHu
- «OCHOBH 3aKOHOZIaBCTBa Y KpalHH IIPO OXOPOHY 310pOB's», crartei 15, 17,21 3akony
Vipaiau «lIpo nikapchki 3acobm», 1lomoxeHHs Npo JlepxaBHy clyx0y YkpaiHu
3 JiKapchKKX 3aC00iB Ta KOHTPOJIO 33 HAPKOTHKAMHU, 3aTBEP,HKEHOT0 TIOCTAHOBOMO
Kabinery MinicTpiB YKpainu Big 12.08.2015 Ne 647, llopanky 3MiACHEHHA
IepXaBHOTO KOHTPOJIO SKOCTi JIIKapChKHUX 3ac06iB, 10 BBO3ATHCA B YKpaiHy,
3aTBEPIPKEHOT0 MOCTAHOBOIO Kabinery MinictpiB Ykpainu BiJ 14.09.2005 Ne 902,
nynkty 3.2.2 [lopsaxy BCTaHOBJICHHA 3a60poHn  (THMYACOBOT 3a00pOHN)
T4 HOHOBJIEHHS O6Iry JKapchKux 3aco0iB Ha tepuTopii YKpaiHu, 3aTBEPLKCHOTO
Haka3zoM MiHicTepcTBa OXOpPOHU sgopos’s  Yxpainu Bix 22.1 1.2011 Ne 809
(3i 3MiHamMH), 3apeeCcTPOBAHOTO MinicrepcTBoM focTHlil YkpalHu 30.01.2012
3a Ne 126/20439, [TopsiKy KOHTPOIO SIKOCTI JTiKapChKUX 3aco0iB Mmij dac OITOBO1
Ta po3ApiOHOI TOPTiBIi, 3aTBEP/KEHOTO HAKA30M MiHicTepcTBa OXOPOHM 3NOPOB'A
Vipainu Bix 29.09.2014 Ne 677, 3apeecTpOBaHOro MiHicTepcTBOM FOCTHILIT Y KpaiHu
26.11.2014 3a Ne 1515/26292, I1pasuin yTizalii Ta 3HUICHHS JiKapChKHUX 3aco0iB,
3aTBep/KeHHX HakazoM MiHicTepcTBa OXOpOHH 3m0poB’a YKpaiHu BiJ 24.04.2015
No 242, 3apeectpoBaHHX MiHICTEPCTBOM foctuiii  Ykpaiam Bix 18.05.2015
sa Ne 550/26995, wa mifcTaBi HAIXOIKCHHA TepMiHOBOI'O TIOBIIOMJIEHHS

Bin 28.04.2026 Ne 84-01.1/02.0/06.08-26 Bin JlepxaBHoi ciyx0u 3 NiKapChKUX
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3anopi3pkii oGmacti (et Big 24.04.2026 Ne 415/372/56/6-2026) mo10 BUSBIEHHS
B 00iry BBe3eHMX 3 MOPYIUEHHAM JIIKAapChKUX 3acobiB, 3 MapKyBaHHAM 1HO3EMHOIO
MOBOFO, [0 OGQII[IHHO He BBO3WINCH HA TEPUTOPIIO YKpaiHH, 3 METOHO aKTUBHOI
NpOTHAIl TMOMMPEHHIO JIIKapChKUX 3ac00iB, ULIAXA HAAXOJKEHHS Ta YMOBHU
30epiranHs SIKUX HEBiZIOMi, BU3HAYMTH SIKICTh Ta Oe3MeYHICTh SKUX HEMOXXIIHUBO,
3 OrUIsily Ha Te, 1O Taka MPOAYKLis € HeOe3NMeYHO Ta MOXKE HECTH NOTCHIIAHY
3arpo3y KUTTIO Ta 3I0POB 10 HACEJICHHS:
3ABOPOHSAIO peanizanito, 30epiranns Ta 3actocysanns cepii 50958810

HE3aPEECTPOBAHOrO  TKApCBKOIo  3aco0y 5-FROTU® 1000 mg/20 ml
(5-Fluorourasil), 1000 mg/20 ml, 1 flakon, Bupo6Guuursa Onko Ilac San. ve Tic.
A.S., Typeuunna, u1o odiliiiHO He BBO3UBCS Ha TEPUTOPIIO YKPaTHH.

Cy6’eKTaM TOCTONAapIOBaHHs, $Ki 3/IHCHIOIOTH pearnizanito, 306epiranHs
Ta 3aCTOCYBAaHHS JIKapChKUX 3aco0iB, HEBIJKIIAMHO, TICHA OJIEpKaHHs JaHOTO
PO3MOPSIIKEHHSI, IEPEBIPUTH HAsBHICTH BKa3aHOI Cepil J1iKapehKoro 3ac00y, BXKHUTH
3ax0AM IOJO BHIYUeHHS ii 3 O0Iry IUISIXOM 3HUINCHHS abo MOBEPHEHHSs
TOCTAYANBHUKY, TIPO IO TOBITOMHTH TepuTopianbHui opran JlepimiKcmyxOu.
V pasi 3HMIIEHHS BIAXOZiB 3a3HAYEHOI cepil JKapChKOro 3ac00y y JABOTHIKHEBUM
CTPOK HanpaBnTH [0 TepuTOpianbHOTO oprady Jlepxiikcmyx6u Komito aKra
TIpO 3HMILEHHA BiIXOAIB JIIKapCchKOro 3aco0y.

KOHTpPOIb 32 BUKOHAHHSAM JAHOTO PO3MOPAIKEHHS 3AIHCHIOIOTH TepUTOPiabHI
opranu Jlepxikciy>kOU Ha Bi/IOBiIHIA TePUTOPIL.

HeBUKOHaHHS [AHOTO PO3INOPSIDKCHHS TATHE 32 Co00I0 BiINOBIIAJIEHICTE
3riIHO 3 YUHHUM 3aKOHOJIaBCTBOM Y KpaiHH.

Korrii JaHOTO PO3MOPSIKEHHS HATIPaBIIeHi:
MiHicTepcTBO OXOPOHH 30POB’S Y KpaiHu;
T «Jlepxapuuii  excmepTHHE 1eHTp, MiHicTepcTBa OXOPOHM 3/10pOB’ S

Vipainu. !
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AEPXXABHA CJIYXKBA YKPATHH 3 JIKAPCBKHX 3ACOBIB
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Kepisnukam cy0’exTiB
rocnoaaprosanns, ski zaiimalorses
peanizauiero, 30epirannsim i
3aCTOCYBaHHAM JIKAPCLKHX
3aco00iB

Kepieuukam TEPUTOPIAJILHUX

opranis [lep:kiikcuyxou

PO3MOPAIKEHHS

Binnosigao 10 Koncrurymnii Vxpaiuu, crareii 15, 22, 55 3akony Vkpaitu
«OcHOBH 3aKoHOaBCTR Ykpaitu npo OXOPOHY 3110pOB's», cTarteit 15, 17, 21 3akony
Ykpainu «[lpo JIKapehki 3aco6uy, Honoxenns npo Hepxarny CIyx6y Vkpaiun
3 JIiKapChKUX 3aco6iB Ta KOHTPOJIIO 32 HAPKOTHKaMH, 3aTBEPIKEHOr0 MOCTAHOBOO
Kabinery Minictpis Ykpainu Bim 12.08.2015 No 647, Tlopsaaky snificHeHHs
ACPXaBHOTO KOHTPONIO SIKOCTi JUKapCHKUX 3aco6iB, 1o BBO3ATBLCA B YKpainy,
3aTBEPIKEHOr0 OCTaHOBOIO Kabinery MinicTpis Ykpainu Bix 14.09.2005 No 902,
IYHKTY 3.2.2  Tlopsjxy BCTAHOBNICHHA  3a60poHM  (TMMuacoBo] 3a00poHw)
Ta TIOHOBIEHHA 06iry NiKapchKUX 3acoBip Ha TepUTOPil YKpainu, 3aTBEPIKEHOTO
Hakaszom Minicrepcrea OXOpOHHM 3110pOB’ Vkpaiuu Bing 22.] 1.2011 Ne 809
(31 3minamm), 3apeecTpoBaHoro  Minictepersom focTuuii  Ykpainu 30.01.2012
3a Ne 126/20439, Hopsnxy kontpomo sxocri JKAPCBKUX 3ac06iB i/l Yac ONTOBO}
Ta po3/piGHOI Toprismi, 3aTBEPIKEHOT0 HAaKa30M Minicrepcrsa oxoponn 3II0pOB's
Ykpainu Bix 29.09.2014 No 677, 3apeectposanoro MiHnictepersom rocTuii Ykpainu
26.11.20143a No 15 15/26292, IpaBun yrunizanii ta SHUILECHHS JTiKapChKuX 3ac00iB,
3aTBEPINKEHUX Haka3oM Minictepcrsa OXOpOHH 3710poB’st Ykpainu Bin 24.04.2015
Ne 242, sapeectposannx Minicrepcrrom focTHuii  Ykpainu mig 18.05.2015

3a No 550/26995, na MiAcTaBi HaZAXODKEHHS  TepMiHOBOTrO TIOBIJIOMJIEHH S
. 3 . B JlepxkaBHa ciyx0a 3
B 28.04.2026 Ne 81-01.1/02.0/06.08-26 Bi7 JepxasHoi cnymgm 3nHAKAPCHRIPRIB T2
. . .o .o KOHTPOJIIO 32
3aC00iB Ta KoHTpONIO 33 HapKOTHKaMHK y 3anopisbkiii ofiacri, IHOPMAK1IBIN ¥
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Caimuoro ynpasninus I OIIOBHOrO ynpasninds Hationansuof nomuii Yxpainu B
3anopisekiit 061acti (et Bin 24.04.2026 No 415/372/56/6—2026) 1010 BHSIBJICHHS
B 00iry BBesenux 3 TIOPYIIEHHSM JliKapChKUX 3ac00iB, '3 MapKyBaHHsM 1HO3eMHOIO
MOBOIO, 10 0(iNiiiHO He BBO3MIHCH Ha TEPHTODItO VKpainw, 3 meToro aKTUBHOY
NPOTUAIT mowmmpenH:o JTKapChKUX 3ac00iB, nuIAXM HaIXOmKeHHs Ta ymoBu

3 ONIALY Ha Te, WO Taka npoxykuis € Hebe3meyno Ta MOXE HECTH NOTEHIiHY
3arposy JXMTTIO Ta 37J0POB’I0 HACEICHHS:

3ABOPOHSIIO peanizauiro, 36epiranns Ta 3acTocyBaHHs cepil GT2072
HE3apeeCTPOBaHOTO JTiKapchKoro 3acoby MOLNUVIR 200 mg (Molnupiravir),
tablets 200 mg, N40, BHpPoOHHUTBa Kwality Pharmaceuticals Ltd. Nag Kalan,
Majitha Road, Amritsar, Inpin, wo oQiLifHO He BBO3UBCS Ha Tepuropiro Vkpaiuu.

Cy6’exTam TOCNIONAPIOBaHHSA, SIKi 3miHCHIOIOTE peanmizauifo, 36epirammus
Ta 3aCTOCYBAaHHS JKApCHKUX 3aco0iB, HEBIJIKIIAHO, TTiciis OJIep>aHHs JaHOro
PO3IOPSAIOKEHHS, IIePEBIPUTH HASBHICTE BKa3aHOI cepii iikapcbkoro 3aco0y, BXKUTH
3aX0M WOJI0 BWJIYYEHHS ii 3 o0iry IusXoM 3HHMIEHHS abo mnoBepHeHHs
MOCTaYaIBHUKY, MPO IO HOBIAOMHTH TEPUTOPIaNbHUA Opran Hepxuikenyx6u.
Y pasi sHunienns BIIXOXIB 3a3HayeHo] cepii JiKapchKoro 3aco0y y JNBOTIXKHEBHiL
CTPOK HANPABHTH 1O TEPUTOPIANBHOrO oprany [lepxmikciyx6u komiro akxta
TIpO 3HUILEHHS BiAXOMiB TKapcbKOro 3acoly.

Kontpons 3a Bukonanusm nanoro PO3TOPSIKEHHS 3 HCHIOIOTE TEPUTOPiaNbHI
OpraHu JIepxnikcmysou Ha Biqmosinmii TEPUTOPI].

HeBukonanns nanoro PO3LOPAJKEHHA TSTHE 3a COBOO BiJIITOBITAJILHICTE
3TiIHO 3 YUHHUM 34KOHONaBCTBOM YKpaiHH.

Komii nanoro posnopsmxenns HallpagJieHi:
Minicreperso oxoponu 310poB’s YKpainu;
I «/lepxapuuii CKCIEPTHHHA HeHTp M‘i‘ﬁ}cTepcha OXOPOHH 310pOB’s
Ykpaium». L
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