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KepiBHuKkaM anTeyHHux Ta
JiKyBaJbHHX 3aKJIaJiB 06J1acTi

Jlo yBaru ynoBHoBa’keHHX 0ci0!

Hapmaemo /U1 o3HalOMIIEHHS Ta BUKOHAHHS po3nopsikeHHs lepkaBHoi ciyx6u Ykpainu
3 JIKApChKHX 3ac00iB Ta KOHTPOJIO 32 HAPKOTHKAMH mOA0 3a00poHu o0iry JikapchbKux
3aco0iB.

3a HasiBHOCTI, BKa3aHWX y PO3NOPS/DKEHHSX JIKapChKUX 3acobiB, moBijioMuTH JlepiKaBHY
cimyx0y 3 JiKapChKHX 3aco0iB Ta KOHTPONIO 3a Hapkothkamu y KipoBorpaicekiii o6nacti mpo
BXXHTI 3aXO/JM IOZI0 BAKOHAHHS PO3IOPSKEHb.

Iaopmarniiro HalaBaTH HA MANEPOBUX HOCISX IOIITOO, 32 anpecoro: 8yi. Ilpeobpascencoka,
2, m. Kponuenuywxuii, 25006, 3 tonaTkaMu:

a) IpH BMIIIEHH] B KAPAHTHUH A0AAETHCS KOs MPUOYTKOBOI HAKJIaHOI;

0) Opu NOBEPHEHHI MOCTAYAIBHUKY JI0AIOTHCS: KOsl IPUOYTKOBOI HAKJIAIHOT;

KOIIisl HAKJIAHO1 Ha MOBEPHEHHS.

B) Y BHNAJKy Ilepejadvi BiIXOMIB JiKapchkoro 3aco0y Ha yTWii3amino a6o 3HMINEHHS,

Y JBOTHXXHEBHH cTpok moiHdopMmyBatu JlepxkaBHy ciyx0y 3 JiKapchKHX 3ac00iB Ta KOHTPOJIIO 32

HapkoTHKamHu y KipoBorpazchekiii o6acti Ta HagaTH KOIiio MpuOyTKOBOI HAKJIaIHOI.

IIpy HacTymHHMX MOCTaBKaX JKapChbKHX 3aco0iB, BKa3aHHX y pO3MOPSIDKEHHSX, Cy0 €KT
rOCIIOJIAPIOBAHHs IIOBMHEH BXXHTH 3aXOMIB INOJAO 3amobiraHHs npuadaHHs, peanisamii Ta
3aCTOCYBaHHS JIKapChKHUX 3ac00iB, 3a3HaUYCHUX y PO3MOPSAIKEHHSX.

Y BHNAAKY BiJICYTHOCTI JIiKapchKHX 3aco0iB, BKa3aHHX Y PO3MOPSKEHHAX YH JIMCTAX
JlepxumikemyxO1, BUINOBiIi B NHCbMOBOMY BUTJIS/Ii HA/IABATH He MOTPiOHO.

OnHovacHO HaragyeMo, INO 3 PO3MOPSDKEHHSMH Ta JUCTaMH JIep)KIiKCIyOH MOXHa
o3HaifoMuTHCS Ha odiuiiiHoMy BebGcaiiti [lepkaBHOI ciyx6u YKpaiHH 3 JiKapchKuX 3acobiB Ta
KoHTpomo 3a Hapkotukamu (https://www.dls.gov.ua/) B posumini  PO3IIOPSJDKEHHS
JEPXIJIIKCITY)XXBU.

OxpiM TOro, 03HaHOMHUTHCS 3 MOBIJOMIICHHSMH [IPO BCTAHOBJIEHHS 3a00POHH Ta IOHOBJICHHS
obiry mikapchkuX 3acobiB, siki BumaHi Jlepximikciyx0o0r0, MOXHAa Ha odimiiiHomy BeGcaiiTi
JlepxaBHO1 cIyXOM 3 JIKapchKHX 3aco0iB Ta KOHTPONIO 3a HapkoTHKamu Yy KipoBorpaachkiit
obnacti (quB. muct Bix 16.06.2020 Ne 169-02.1/01.1.1/05.12-20).

Honatku: 1. Komis posnopskenHs [lepxaBHOI coyx0Ou VYkpaiHu 3 JTiKapChbKuX 3aco0iB Ta
KOHTPOJTIO 32 HapKOTHKaMH Bix 21.12.2022 Ne 8220-001.1/002.0/17-22 na 1 apk.

2. Komis posnopsupkeHHst [lepxaBHoi cinyx0u YKpaiHu 3 JiKapchKUX 3aco0iB Ta KOHTPOJIO 3a
HapKoTHKaMH Bix 21.12.2022 Ne 8226-001.1/002.0/17-22 na 1 apk.

HavanbHuK coryx0m /4/ Jlinis TIAHOLJIOBA
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Myp3ak Haranis 32 14 41 pepxasna cnyx6a 3 nikapcbkux 3acobis Ta KOHTPOMIO
M2 3a HapkoTUkamu y Kiposorpagcekiit oGnacti
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Hepanikemy:xou

PO3NOPAKEHHS

Bimnosinno no Koucrurymii Ykpainn, crareit 15, 22, 55 3akoHy Ykpaiuu
«OcHOBH 3aKOHOaBCTBA YKpaiHu TPO OXOPOHY 310pOB'sy, cTatel 15, 17, 21 3akony
Yxpainu «Ilpo nikapcexi 3aco6uy», [TonoxeHHs npo [lepxaBHy ciyx0y Ykpainu 3
NKapceKuX 3acoGiB Ta KOHTpOMO 3a HAapKOTHKaMH, 3aTBEPDKEHOI0 IIOCTAHOBOIO
KaGinery Miuictpis Vipaiuu six 12.08.2015 Ne 647, Ilopsnky 3milicHeHHs
ACPKABHOrO KOHTPOJIIO SIKOCTi JIIKapChbKHX 3aco6iB, IO BBO3STHCH B Ykpainy,
3aTBEPIDKCHOro nmocraHoBoro Kabinery Minictpis Yipaiuu sin 14.09.2005 No 902,
Hopsinky BeTanOBieHHS 3a60poHH (THMYacoBoi 3a60pPOHH) Ta IOHOBJIECHHS obiry
TMKapChKUX 3acoGiB Ha TepHTOPIi YKpaiHu, 3aTBepI)KEHOr0 HakazoM Minicrepcrsa
OXOpPOHHM 310poB’s Ykpainu Bix 22.11.2011 Ne 809 (31 3miHam¥u), 3apeecTpoBaHOro
MinicrepctBom roctuuii Vipainu 30.01.2012 3a Ne 126/20439, Tlopsinky koHTpoOIIIO
SIKOCTI JIIKapChKHX 3aco6iB MiJ yac onToBof Ta po31piGHoi TopriBii, 3aTBepIKEHOrO
HakasoM MiHicTepcTBa OXOpOHH 370pOB's Ykpainn Bix 29.09.2014 Ne 677,
3apeecTpoBanoro Minicteperom roctuwii Yipainu 26.11.2014 3a Ne 1515/26292,
[lpaBun ytunizauii Ta 3uumenHs JMIKAapCBKUX 3ac00iB, 3aTBEpIKEHHX HAKA30M
MinicrepcTBa 0XOpoHH 310poB’s Ykpainu Bin 24.04.2015 Ne 242, 3apeeCTPOBaHHX
MinicrepctBoM foctuuii Vkpainu 18.05.2015 3a Ne 550/26995, Ha mincTasi
HaJXOJUKEHHSA TEPMIHOBOTO IIOBIiIOMIGHHS Bij HeprxaBHoi ciyxOu 3 Nikapchkux
3ac00iB Ta KOHTPOMIO 338 HAPKOTHKAMH y YepHiBenpkiit o6nacTi mogo BHSBIEHHS
nmikapcskoro 3acoby «ALFLUTOP® solutie injectabila 10%, 10 fiole x 1 ml,
Concentrat bioactive din peste marin marunty, cepiit 3460820, 3130321, BupobHuLTEA
«S. C. BIOTEHNOS S.A., ROMANIA», 3 MapKyBaHHSM iHO3eMHOIO MOBOI0, II10
oQiLiiHO He BBO3MBCH Ha TEPUTOPII0 YKpaiHu 3 MeToo peaizauii, BPaxoBYIOYH, III0
TIOXO/UKCHHA, LIIAXH HaJXOUKEHHSA Ta YMOBH 30epiraHHS 3a3HAYEHOro npemnapary
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HeBifOMI, BU3HAUMTH SKiCTH Ta OE3MEUHICTh — HEMOXIHBO, Taka IPOAYKIiA €
HeGe3MeYHOI0 Ta MOYKE HECTH MOTEHLINHY 3arpo3y XUTTIO Ta 3[10POB’I0 HACETEHHS!

3ABOPOHSIIO peanizauito, 30epiraHHs Ta 3acTOCyBaHHA BCIX cepiil
nikapebkoro 3aco6y «ALFLUTOP® solutie injectabila 10%, 10 fiole x 1 ml,
Concentrat bioactive din peste marin marunt», Bupo6muurBa «S. C.
BIOTEHNOS S.A., ROMANIA», 3 MapKyBaHHSM iHO3€MHOIO MOBOK, Ta fKi
peanizyloThes 6e3 HassBHOrO BUCHOBKY IO SIKICTh BBE3EHOr0 B YKpaiHy nucapcmcoro
3aco0y.

Cy6’eKTaM rocroaapchKoi AisIbHOCTI, SKi 31 CHIOIOTE peaisaLiio, 30epiraHHs
Ta 3aCTOCYBAaHHS IiKapChbKMX 3aco0iB, HEBINKIAAHO TIC/IA OJAEPXKAHHA HAHOTO
PO3MOPSKEHHS NepeBiPUTH HAsBHICTh BKA3aHOTO J1iKapChKOro 3aco0y, BXHUTH 3aX0NH
OI0 BHJIYYeHHs Horo 3 o6iry UUISIXOM 3HHMIUIEHHH, NpO WO MOBIIOMHUTH
TepuTOpianbHuit opran JlepkiikcaykOu. Y pasi 3HUIIEHHS BIIXOAIB Ipernapaty y
JBOTHXHEBHiI CTPOK HaMpaBUTH IO TEPUTOPialbHOro oprany Jlepxiikeiy 6 Koo
aKTa Mpo 3HMILEHHS BiIXOAIB JIIKapChbKOro 3aco0y.

KoHTposib 38 BAKOHAHHSM JAaHOTO PO3MOPAUKEHHS 3IHCHIOIOTH TEPUTOPIANIbHI
oprauu Jlepikcmyx01 Ha BiNOBiaHI# TepUTOPII.

HeBUKOHAHHS [JAHOTO PO3MOPAIKEHHs TATHE 3a COOOK BiINOBIAATBHICTH
3riJJHO 3 YAHHHUM 3aKOHOJABCTBOM Y KpaiHH.

Jlane po3snopaddiceHHs He NOWUPIOEMbCA HA cepil NiKapcoko2o 3acoby, wjo
HAOTIWAU 3 MemOIo 3a6e3neyYeHHA HaCeNeHH MA 3aK1adie 0OXOPOHU 30008 ' 8 AKOCMI
2YMaHimapHoi Qonomoau, Cynpo8oodICyiombCa  6i0N0GIOHUMU  NIOMBEPONHCYIOUUMU
OOKYMEHMaMu ma cepmugpikamom aKocmi 6upobHUKa.

Komii faHoro po3nopsmkeHHs HanpaBneHi'
MiHicTepcTBO OXOPOHH 340pOB’A YKpalHH;
JIIT "JlepxaBHuil excnepTHUI LeHTp MiHicTepcTBa OXOPOHH 310pOB’s YKpaiHu'.

TI'onoBa Poman ICAEHKO

Onena llleBuenko, Ten.422-55-76
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KepiBaukam TEPHTOpPiaNLHAX  oprauis
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PO3IIOPSII)KEHHS

Bignosigno no Koncrurynif Ykpainu, crarei 15,22, 85 3akoHy Vkpaiuu
"OcHOBH 3aK0OHOZaBCTBa YKpainu npo OXOpOHY 3110poB's", crareii 15, 17, 21 3aKony
Yxpainu "TIpo TKapceki 3aco6u”, IMomoxeHHs npo [lepxasHy ciryxGy Ykpaiuu 3
JTIKapChKUX 3acobiB Ta KOHTPOJIIO 332 HapKOTHKaMu, 3aTBEPIKEHOIO IMOCTAHOBOIO
Kabinetry Minicrpis Ykpaiuu Bim 12.08.2015 No 647, Tlopsnky 3milicHeHHs
ACPXKABHOIO KOHTPOJIIO 3a SKiCTIO JIKapChKUX 3aco6is, mo BBO3ATECS B YKpaiHy,
3aTBEPKEHOIO MOCTAaHOBOIO KaGinery Minictpis Ykpainu Bix 14.09.2005 No 902,
Hopsinky BeranoBnenns 3a00poHH (THMYacoBof 3a00pPOHH) Ta IOHOBNIEHHS o0iry
NiKapchKUX 3aco6iB Ha TePUTODIi YKpaiHH, 3aTBepmkeHoro HakaszoM MinicrepcTsa
OXOPOHH 3110poB’st Ykpainu Bix 22.11.2011 No 809, 3apeecTpoBanum B Minicrepcrsi
PocTHLIT Ykpainu 30.01.2012 3a No 126/20439, Iopsaxy KOHTPOJIIO SIKOCTI JiKapchKuX
3ac00iB mix wyac onrtoBoi Ta Po3api6Hoi TOpriB, 3aTBEPKEHOT0 HaKa3oM
Minicrepersa oxoponu 30pOB’st YKpaiHu Big 29.09.2014 No 677, 3apeecTpoBaHuM B
Minicrepetsi rocTumii Ykpainu 26.11.2014 3a Ne 1515/26292, Ipasun yTHITi3anii Ta
SHHIICHHA JKAapChKHX 3acobiB, 3aTBEPIDKEHUX HAaKa30oM Minicrepcrsa OXOPOHH
310pOB’st Vkpaiuu Bix 24.04.2015 No 242, 3apeectpoBanuM B Minicrepersi roctumnii
Ykpainu 18.05.2015 3a Ne 550/26995, wa mincrasi HaIIXOIDKCHHA TepMiHOBOro
NOBIZIOMJIEHHS Bif HepxaBHoi ciyx6u 3 JKapChKuUX 3acobiB Ta KOHTPOIIIO 3a
HAapKoTHKaMu y YepHiBenpkiii o6macti IO  BHABJIEHHS HE3apeeCTPOBAHOIrO
JiKapCBKOro 3acoly «TROPICAMIDA, 10mg/ml, picatun oftalmice, solutie,
cepiii 1804435, 18145 11, 1821321, 1901255, 1909452, BHPOOHHULITBA «Romfharmy,
3 MApKyBaHHAM IHO3EMHOIO MOBOIO, T4 3 METOIO aKTHBHOI NpOTHAIi MomHMpeHHIo
HE3apeeCTPOBAHMX JIIKAPChKHX 3ac06iB, mo odiuiiiHo He BBO3MIMCEH Ha TEepUTOpito
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Vkpain#, € HeOe3NeyHUMH Ta MOXYTb CIHPHYMHUTH pPO3BUTOK xBopobu abo
HeHaIe)KHe JTiKYBaHHs, HECTH MOTEHLIHY 3arpo3y HUTTIO Ta 310POB’0 HACE/ICHHSL:

3ABOPOHSIIO peanizamito, 36epiraHHs Ta 3acTOCyBaHHs BCiX cepii
HE3apeeCTPOBAHOr0 JIiKapchKoro 3acody «TROPICAMIDA, 10mg/ml, picatun
oftalmice, solutie», Bupo6uuuTBa «Romfharmy.

Cy6’ eKTam rocrnoaapehKol AisIbHOCTI, SKi 341HCHIOIOTE peaiizaio, 30epiraHus
Ta 3aCTOCYBaHHS IiKAapchKMX 3aco0iB, HEBIKIAJHO MiCIA ONEPKaHHS MAHOTO
PO3NOPAKEHHS [IEPEBiPHTH HAsBHICTh BKa3aHOTO JIKapCBKOro 3aco0y, BXKUTH 3aX011
LIOZ0 BHIy4eHHs #oro 3 o6iry wuIsXoM 3HMIUEHHA, [pO IO TIOBIIOMHTH
TepuTOpianbHuil opran Jlepxkiikcayk6u. ¥ pasi 3HHIIEHHS BiIXOHIB mpenapary y
[IBOTHIKHEBHii CTPOK HANPABUTH 10 TEPUTOPianbHOro oprany Jepxiikeiyxou KOIIit0
aKTa Mpo 3HMILEHHA BIAXOiB JIIKapchKOro 3acody.

KOHTPOJIb 33 BUKOHAHHSM JAHOTO PO3MOPAIKEHHS 3MIHCHIOIOTE TEPUTOPiIBHI
oprauu Jlepitikeity:kGu Ha BiMOBiAHiH TepUTOPIL.

HeBHKOHAHHS [I@HOTO DO3NOPAMKeHHs TATHE 3a COOOIo BiITIOBiANBHICT
3riIHO 3 YUHHUM 3aKOHOJABCTBOM Y KpaiHH.

Jlane po3nopaoddicents He NOWUPIOEMbCA HA cepil NKapceko2o 3acoby, wo
naditiunu 3 Memoio 3abe3neueHHs HaceneH s ma 3aKNadie OXopoHU 300p08 ' 6 AKOCI
2yMaHimaproi 00NoMo2u, CynpoBOOIICYIOMbCA 8IONOBIOHUMU  NIOMEEPONCYIOHUMU
doKymenmamu ma cepmugixamom saxocmi 8UpobHUKA.

Komii ZaHOro po3nopsiKeHHs HalpaBJieHi:
MiHicTepcTBO OXOPOHH 3/10pOB’sl Y KpalHH;
JII1 " JlepxaBHuii excriepTHHIH eHTp MiHICTEPCTBA OXOPOHH 3m0poB’s Ykpainu'.

TosoBa A e Poman ICAEHKO

Onena Lllesuenko, Ten.422-55-76



