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KepiBHHKaM Ta YTIOBHOBA/KeHHM 0C00aM
anTeYHHX Ta MeJHTHHX 3aKJIaXiB
Kiposorpaacbskoi o6aacTi

Jlo yBarn YoBHOBaXKeHHX ocif!

HajaeMo posmopskeHHs JlepKaBHOI CITyKOH YKpaiHH 3 JIKapChKHX 3ac0o0iB Ta KOHTPOIIO
33 HApKOTHKAMH 0710 3a6opoHH o6iry Jikapcbkroro 3aco0y.

3a_HAsIBHOCTI, BKA3aHUX y PO3MOPSIKCHHI NIKapCHKUX 3ac00iB, DOBLIOMHTH JlepKaBHY
cnyx6y 3 JMKapchKHX 3aco0iB Ta KOHTPONIO 33 HApPKOTHKAMH Y KipoBorpajacekiit obnacTi Ipo
BKHTI 3aX0H IIOI0 BUKOHAHHS PO3IOPSIKCHHS.

TahopMaIliio HajaBaTH Ha NallepoBHX HOCIAX MOIITOO, 32 afpecoro: 6y Ilpeodpasicencoka, 2,
m. Kponusnuyskuii, 25006, 3 jojaTkaMu:
a) I BMIIIEHH] B KAPAHTHH J0a€ThCA Komisd MpHOyTKOBOI HAKIaHOL;
©) IpH OBEPHEHHI MOCTAYAIbHHKY J0Al0ThCA: KOIliA IPUOYTKOBOT HAKJIaIHOL;
KOIIisl HAKJTaHO1 Ha IOBEPHEHHS.

B) y_BHOAJAKY Mepejadi BiIXOMiB JKapchkoro 3acoly Ha yTHIizanio abo 3HHIIEeHHS,
v JIBOTIDKHEBHIL ¢TpOK moindopMysatu JepikasHy ciyx0y 3 TIKapChKHX 3ac001B Ta KOHTPOTIO 32
HapKoTHKam# y KipoBorpajacekiit ofnacTi Ta HagaTH KOITi0 NMpHOYTKOBOI HAKJIaIHO.

[IpH HAacTyHHHX [OCTAaBKAX JIKAPCHKHX 3ac00iB, BKA3aHHX Yy POSNOPSDKCHHIX, cy0’exT
[OCTIOJAaPIOBAHHSA IIOBHHEH BKHTH 3aXOIiB IIOJIO 3amo0iraHHA npuabaHHs, peanisamii Ta
3aCTOCYBaHHS JTIKAPCHKHX 3ac00iB, 3a3HAYEHHX Y PO3TIOPAIKEHHAX.

V¥V BHIAIKY BiACYTHOCTI JIKapChKHX 3aco0iB, BKa3aHHX Yy PO3NOPAIKEHHAX TH JHICTaX
Jlepsxikcmy:x6u, Bianmosifi B 1HCHMOBOMY BHIJISII HAlaBaTH He MOTPiOHO.

OJIHOYACHO HArayeMo, IO 3 PO3MOPS/DKEHHAMH Ta JHCTaMi JIepxKIKCIyKOH MOKHA
o3HaffoMuTHCS Ha odinifiHoMy Bebcaiiti JlepkaBHoi cTyxOH YKpaiHH 3 JKapChKHX 3aco0iB Ta
koHTpomio 3a Hapkormkamu  (https:/www.dls.gov.ua/) B posmini  PO3INOPSKEHHA
JEPXJIIKCIIVIXBIL.

JonaTki:
1. Komist posnopsukerHs JlepxaBHOI ciyk61 YKpaiHu 3 TIKapChKHX 3ac001B Ta KOHTPOJIIO 3a
HapKOTHKaMH Bix 09.09.2026 Ne 425-001.001/002.0/17-26 Ha 1 apk.;

2. Komis posnopsmkenns JepkaBHoi cITyOH YKpaiHH 3 JIKapChKIX 3aco0iB Ta KOHTPOIIIO 32
HapKoTHKaMH Bix 09.09.2026 Ne 426-001.001/002.0/17-26 Ha 1 apx..
HauanbHHUK caykOH ‘ Jlinia HAH®PLTTOBA
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No Ha Ne Bif
KepiBHukam cy®’exTiB
rocnojaproBaHHsA, fKi 3alMaloTbCH
peaJiizauiero, 30epiraHHsamM i

3aCTOCYBAHHAM JiKapcbKHX 32c00iB

KepiBHukam TEePHTOPIaJIbHHX
oprawnis [lepaxiaikenay:xou

PO3MOPSIIKEHHSI

Bimnosigno no Koncrutyuii Ykpainu, crareii 15, 22, 55 3akoHy YKpalHu
«OcHOBH 3aKOHONABCTBA YKPaiHM PO OXOPOHY 310pPOB'si», crarteii 15, 21 3aKoHy
Yxpainu «Ilpo nikapceki 3aco6u», ITonoxenHs npo JlepxasHy ciyx0y Ykpaiuu
3 JIIKAPChKHUX 3aC00iB Ta KOHTPOJIIO 32 HAPKOTUKAMH, 3aTBEPIKEHOrO MOCTAHOBOIO
Kabinery MinictpiB Ykpaiuu Big 12.08.2015 No 647, Iopsinky 3miticHeHHs
JICPHKABHOTO KOHTPOIO 3a SIKICTIO JIKApChKUX 3aco0iB, IO BBO3AThCA B YKpaiHy,
3aTBEp/PKEHOro nocraHoBoto Kabinery MinictpiB Ykpainu six 14.09.2005 Ne 902,
mynkry 3.2.1 Ilopsaky BcTaHOBNIEHHS 3aGOpOHM (THMHYacoBOT 3a00poHH)
Ta MOHOBJICHHsA 00Iry JIKapchKUX 3aco6iB Ha Tepurtopii YkpaiHi, 3aTBEPIKEHOTO
Haka3oM MiHicTepcTBa OXOpoHH 310poB’s Ykpainu Bim 22.11.2011 No 809,
3apeecTpoBanuM B Minicrepetsi roctunii Ykpainu 30.01.2012 Ne 126/20439,
[lopsiiky KOHTpOMIO SIKOCTI NiKapchbKHX 3acoBiB Mijg 4ac ONTOBOI Ta po3apiOHoT
TOPriBill, 3aTBEPIKEHOro Hakazom MiHicrepcTBa OXOPOHM 3/10pOB'S YKpainu
Bin 29.09.2014 Ne 677, sapeecTpoBaHMM B MinictepcTsi roctruii  Ykpaiuu
Bix 26.11.2014 3a Ne 1515/26292, Tlpasus YTHII3aLil Ta 3HHULIEHHS JTiKapChKUX
3ac00iB, 3aTBepmKeHMX HakazoM MiHictepcTsa OXOpOHM 310pOB’s  YKpaiHu
BiA 24.04.2015 Ne 242, 3apeectpoBaHnM B MinicrepeTBi tocTuiii  Ykpaiuu
Bix 18.05.2015 3a Ne 550/26995, Ha mincrasi HaAXO/UKEHHS. TEePMiHOBOTO
nosifiomnenns Big 04.09.2026 Ne 577-01.1/03.0/06.10-26 JepxaBHol ciyx6u 3
MiKapChKUX 3aCO0iB Ta KOHTPOMIO 3a HAPKOTHKAMM y M. KueBl Ta HeraTuBHOro
cepTU]IKaTy aHaNi3y YIIOBHOBAKEHOT nmaboparopii Big 01.09, 202gBN 1[?35 CTOCOBHO

’KaBHa CJIy)I(

HEBIATOBIAHOCTI  BUMOTaM  MeTOJIiB KOHTPOJIIO  KOCTI  3a HIKW&%H%R@M”

KOHTPOJIIO 3a
Mz Nepxnikcnyx6a
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KipoBorpacekiit
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«MapkyBanHs» (Ha BTOPUHHIN ynakoBLi He 3a3HaveHi AaHi: HOMep cepii, maTa
BUTOTOBJIEHHS], NpUaaTHUil 10) cepii 1008952 nikapcwkoro 3aco6y HEMPOJIAP®,
TabJeTKu, BKpUTI 060M0HKOoI0, 1o 500 Mr, 1o 10 Tabierok y Grictepi; no 1 6ictepy
B KapTOHHIN yNIaKoBLl; M0 3 yMaKoBKH y KapTOHHiH Kopobiii, BupobHuiTBa Kycym
Xentxkep It JIta, Inaia (peectpaniiine nocsiguenus Ne UA/10777/01/01):

3ABOPOHAIO peanizauito, 36epiraHHst ta 3actocyBanus cepii 1008952
nikapcekoro 3acob6y HEMPOIAP®, Tabiaerku, BKpHTI 000J10HKO1I0, 0 500 mr,
no 10 raGaerox y 6uticTepi; mo 1 6nicTepy B kapTOHHIH ynakoBui; 10 3 ynakoBku
Y KapToHHiii kopoOui, BupobGHuuTBa Kycym Xearxkep IIer Jtn, Iuain
(peecTpaniiine nociguenns Ne UA/10777/01/01).

Cy6’extam rocrnofapioBaHHs, siki 3[iHCHIOIOTH peanizamiro, 30epirands Ta
3aCTOCYBaHHS JIIKAPDCHKMX 3aco0iB HEBIAKIAZHO, THCHs OJEep)KaHHSI JIaHOTO
PO3NOPAIKEHHs, IEPEBIPUTH HABHICTh BUILE3a3HAYEHOI cepil JTikapchkoro 3acoby,
BXXKHUTH  3aXOQM M0N0  BWIYYEHHS 11 3 00iry IUIAXOM  TOBEpPHEHHS
MOCTaYaNbHUKY/BUPOOHHKY a0 3HHUILEHHS, MPO 11O MOBIIOMUTH TEPHTOPIaNbHHU
opraH Jlepxitikeny6u. ¥ pa3si 3HULIEHHS BiIXOIiB Mpemapary B ABOTHKHEBHil
CTPOK HalpaBUTH 1O TEPUTOPIATIbHOrO opraHy Jlepsiikciyx6u Komiro akTa mpo
3HMLIEHHS BIAXOZIB JIIKAapChKOro 3acoby. IIpy HACTYNMHMX MOCTaBKaX JiKapChbKOro
3ac00y CyO’€KT TrocCnojapioBaHHs NOBMHEH BXKHTH 3aXOMiB I10N0 3armoGiraHHs
NPUAOAHHIO, pearizalil Ta 3aCTOCYBaHHIO cepii NKapChKoro 3aco0y, HaBeIEHOI B
JAHOMY PO3IOPSAIKEHHI.

KOHTpOJIb 32 BUKOHAHHAM JAHOTO PO3NOPS PKEHHS 31 HCHIOIOTh TepPUTOpiaNbHi
opranu Jlepknixeny 61 Ha BiAnoBiAHIN TepuTOpIl.

HeBHKOHAHHS 1aHOTO PO3NOPSIKEHHs TATHE 3a COBOI BiAMOBIZATBHICT
3TIAHO 3 YUHHUM 3aKOHOJABCTBOM YKpalHH.

Komii nanoro posnopsijukeHHs HanpapieHi:
MiHiCTepCTBO OXOPOHHU 310pOB's YKpalHu;

AT «JlepkaBHuid  excrieptuuii ueHTp MiHicTepeTsa OXOPOHU 3JI0pPOB's
Ykpaiuny; L
TOB «KYCVYM». |

I'onoBa nikBiganiiinoi komicii \ Tapac [IPOHIB

Onena BA3BOBCBKA, ten.(044) 422-55-76 (127)
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No Ha No BT
KepiBHukam cy®’eKxTiB
rocnojapoBaHHA, AKi 3alMaOTbCsH
peaJizanieilo, 30epiraHHAM i
3aCTOCYBAHHAM JIKapcbKHX
3aco0iB
KepiBunkam TEePHTOPIAJIbLHHX

oprasis [epxaikciyxou
PO3IIOPATKEHHS

Binnosigno no Kouctutyuii Ykpainu, crareit 15, 22, 55 3axkoHy Yxkpainu
«OCHOBH 3aKOHO/IaBCTBa YKpaiHH PO OXOPOHY 3M0pPoB's», cTateid 15, 17, 21 3axKoHy
Yxpainu «Ilpo nikapcexi 3acoGu», [lonoxenHs mpo HepxaBHy ciyx0y Vkpainu
3 JIIKAPCBLKHUX 3aC00iB Ta KOHTPOJIO 32 HAPKOTHKAMH, 3aTBEPIKEHOr0 TOCTAHOBOIO
Kabinery MinictpiB Ykpainu Big 12.08.2015 No 647, Ilopsinky 3mikicHeHHs
ACPIKABHOIO KOHTPOJIIO SKOCTI JIIKAPCBKUX 3acobiB, 110 BBO3ATHCS B Ykpainy,
3aTBEPJKCHOTO NocTaHoBOO Kabinery Minictpis Vipaiuu Bin 14.09.2005 Ne 902,
nyHkTy 3.2.3 Ilopsanky BCTaHOBIEHHS 3a60pOHM  (THMYAcOBOI 3a00pOHH)
Ta MOHOBIIEHHs O0Iry JIKapchKUX 3acobiB Ha TepuTopii YkpaiHu, 3aTBEPIKEHOI0
Haka3oM MiHicTepcTBa OXOpOHH 310poB’s Ykpainm Bin 22.11.2011 Ne 809
(31 3miHamu), 3apeecTpoBaHoro MiHicTepcTBOM FOCTHILT Yxpainu Bim 30.01.2012
3a Ne 126/20439, TopsinKy KOHTpPOIIO SIKOCTI JMiKapchbKUX 3aco0iB Mif 49ac onToBoi
Ta PO3APIOHOI TOPriBi, 3aTBEPIKEHOr0 HAKA30M MinicTepcTBa 0XOpOHHU 310pOB'st
Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHoro MiHicTepcTBOM focTuii Ykpainu
Bin 26.11.2014 3a Ne 1515/26292, TlpaBun yrumizauii ta 3HMUILEHHS JIKAPCHKUX
3aC001B, 3aTBEPKEHHX HAKa30M MiHicTepcTBa OXOpPOHH 370POB’S Ykpainu
Bin 24.04.2015 Ne242, sapeectpoBaHmx MiHicrepctBom  rocTuuii  Vkpainu
BiI 18.05.20157 3a Ne 550/26995, na mincrasi Ha/IXOIUKEHPY  MigtHARQARORR 5
TOBIIOMJIEHHS BiJl PEryIsATOPHOrO oprany Manaiizii Ne NPRA/SVA/PP‘Z%%I% fLB a

M2 Nepxnikcnyxba
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CTOCOBHO BIAKIIUKY 3 00iry cepiit 250879, 251988 nikapcekoro 3aco6y MONASAN
INJECTION (Fluphenazine Decanoate) 1ml Ampoule, 25 mr/mMn B amnymni 3i ckia
OypLITHHOBOTO KOJbOPY THMY I, BupoGHuirTBa Duopharma (M) Sendirian Berhad,
Majaiisis, y 3B’S3Ky 3 OTpUMaHHsSM iH(hopMaLil 00 HEeBiAMOBIJHOCTI BUMOram
HOPMATUBHHUX IOKYMEHTIB (BMicT AoMimiku (uydeHasuHy), 3 METO aKTUBHOI
MPOTH/IiT NOIIMPEHHIO JiIKApChKUX 3ac00iB, 3 OMVIAAY Ha Te, IO Taka MPOIYKLis €
HeOE3MEeYHOI0 Ta MOXE HECTH 3arpo3y XKHUTTIO Ta 3[10POB’ 10 HACENECHHS:

3ABOPOHSIIO peanizanito, 36epiranHst Ta 3actocyBaHHs cepiii 250879,
251988 nikapcekoro 3acoby MONASAN INJECTION (Fluphenazine Decanoate)
Iml Ampoule, 25 mr/ma B amnyai 3i ckia GypuTHHOBOro Koabopy Tumy I,
BUpoOHHUTBA Duopharma (M) Sendirian Berhad, Maunaiizis.

Cy0’exktam rocromaproBaHHsa, sKi 3AiMCHIOIOTE peanizaniio, 3GepiraHHs
Ta 3aCTOCYBaHHs JIKapChKHX 3aco0iB, HEBIAKIAJHO, MNCAS OJEep)KaHHS JAHOTO
PO3MOPSAIKEHHS, IEPEBIPUTH HASBHICTD BKa3aHUX Cepill IIKapchKoro 3acody, BKUTH
3aXOIM IIOAO BHJIYyYEHHS 1X 3 0Oiry IISXOM IIOBEpHEHHS MOCTaYaNbHHUKY
ab0 3HHUIUEHHS, NMPO IO MOBIZOMHTH TEPUTOPIANBHUI Oprau HepxItikenyxou.
VY pasi 3HHMILEHHs BiIXOMIB 3a3HA4YECHUX CEpil JiKAPCHKOTO 3aco0y B ABOTHKHEBUH
CTPOK HamnpaBHTH JO TepUTOpiaNbHOro oprany Jlepkaikcayx6M Komiro akra
PO 3HUIIEHHS BIAXO/IB JIIKAPCHKOTO 3aC00y.

KoHTpob 32 BAKOHAHHAM 1aHOTr0 PO3MOPSKEHHS 3/1iHCHIOIOTh TePHTOPIAIbHi
opranu [lepxJikcmyx6u Ha BiANOBIqHIN TepuTOpii.

HeBrkoHaHHS JaHOTO PO3MOPS/UKEHHS TArHE 3a COBGOM BiANOBLIANBHICTD
3riJIHO 3 YHHHMM 3aKOHOJABCTBOM Ykpainu.

Konii manoro posnopsiikeHns HanpasieHi:
MiHicTepcTBO OXOPOHH 310pOB'S YKpaiHH;
AT «JlepxaBHui eKCIEPTHHH LEHTp /N[iHiCTCpCTB& OXOPOHU 3I0pPOB's
Ykpainum».
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I'ostoBa nikBigauiiinoi komicii W\ " Tapac ITPOHIB
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