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JIEPAUIIKCITYKEA
JIEPKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMHM Y KIPOBOI'PAJICHKII OBJIACTI

nyJ1. [Tpeobpanenceka, 2, M. Kponusnmunkuit, 25006, ten. (0522) 32-14-41
e-mail; dis.kri@dls.gov.ua. https://www.dls.gov.ua Koa srigso 3 CAPIIOY 37059505
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Kepieunkam Ta YnoBuosaxenum ocobam
anTeyHHX Ta MeIHYHHUX 3aKJIa1iB
Kiposorpaaceskoi obiacri

Mo yBaru ¥YnoBHoBakeHHX ocid!

Hanaemo posnopspkenns Jlepxasroi ciy:xOn Ykpainu 3 nikapchKux 3acobiB Ta KOHTPOIO
33 HAPKOTHKaMM 111010 3a60pouu obiry Jikapcbkoro 3acody.

3a_nasBHOCTI, BKA3aHMX Yy PO3MOPAIKEHHI JKAPChKMX 3acobis, mosigomutu JlepikasHy
cyx0y 3 Jikapcbkux 3acobiB Ta KOHTpoOM 3a HapkoTHkamu y KipoBorpajcekiii obnacti mpo
BAMTI 3aX0/IM 111010 BUKOHAHHS PO3IOPSDKEHHS,

[Hopmaliio HagaBaTH 1A NallepOBUX HOCIAX MOLITOIO, 3a ajipecolo: eya. Hpeodpancencoka, 2,
M. Kponusnuybkuir, 25006, 3 pjojarkamu:
a) IPH BMILICHHI B KADAHTHH /10A€TBCA KOMiA NpHOYTKOBOI HAKIAIHOT;
0) OpH NOBEePHEeHH] NOCTAYANBHHUKY JOMAOTLCA: KOMiA NpruOyTKOBOI HAKIAIHO;
KOMIst HAKJIAAHOT Ha MOBEPHEHHS.

B) Y BHUNAAKY MCpcaayi BiAXOMAIB JIKApPChKOro 3acoby Ha yruiizauird abo 3HUILICHHS,
Y JIBOTHIKHEBHH CTPOK moiHpopMyBaTi JlepxaBHy cayx0y 3 mikapchkux 3aco0iB Ta KOHTPOIIO 3a
HapkoTukamu y Kiposorpajchkiil obnacti Ta HaaaTi Konito npudyTKOBOT HAKAIHO.

llpy HacTynuux nocrapkax IKapcbKMX 3aco0iB, BKA3aHHX Y PO3NOPSKEHHAX, CYO €KT
rocroIapioBaHHs [OBHHEH BXHTH 3aXO[MIB 1MoA0 3anodiranHs npuabaHHs, peaiizauii Ta
3aCTOCYBAaHHA JIIKAPCHKUX 3ac00IB, 3a3HAYCHHUX Y PO3NOPSKEHHAX.

Y BHUAAKY BUICYTHOCTI Nikapchkux 3aco0iB, BKA3aHMX Y PO3NOPAUKEHHAX YM JMCTAaX
HepxmkenyxOn, BIINOBidl B 1HCHEMOBOMY BHITIAII HAZABATH HE NOTPifHO.

OnHOYacHoO HArajyeMo, 10 3 PO3NOPA/KeHHsMM Ta nuctamu Jlepkiikenyxbu moxkHa
O3HaHoOMMTHCA Ha oiuiiinomy Bebeaiiti JlepxasHoi cinyxOu Ykpaiuu 3 nikapcekux 3acobiB Ta
KOHTposiw 32 Hapkotukamu  (https:/www.dls.gov.ua/) B posaini  PO3TOPSI/DKEHHSA
AEPAJTIKCITY KB,

HJonatku:
1. Konis posnopsixenns JepkaBHoi cyk6u YkpaiHu 3 JliKapchbKHUX 3aC00iB Ta KOHTPOIIO 3a
HapxoTHkamu Bia 11.06.2026 Ne 290-001.2/002.0/17-26 Ha 1 apk.;
2. Konis posnopsmwkenns [lepxasHoi cnyxk0Ou YKpainu 3 1iKapcbkux 3aco6iB Ta KOHTPOIIIO 3a
napkoTkamu Bia 11.06.2026 Ne 291-001.2/002.0/17-26 na 1 apk.

Havaabnuk cayxou Jinia TAH®IJIOBA
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JEPKABHA CJIYXBA VKPATHM 3 JIKAPCHbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMU
(epxaikenmyxba)

npocnext bepecteiicbkuii, 120-A, M. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
hitps://www.dls.gov.ua, Ko €IPTIOY 40517815

Ne Ha Ne BiX
KepiBHnkam cy0’exTiB
rocnoaAapioBaHHs, AKi
3aliMaroThes peaJizanicio,

30epirasusiM 1 3aCTOCYBaHHIM
JiKapChbKHX 32C00iB

KepiBHukam  TepHTOPiaJbHUX
opranis Jlepatikcayou

PO3NOPSIIKEHHSA

Bignosiguo ao Kosctutynii Vkpainn, crateit 15, 22, 55 3akoHy YKpaiHu
«OcHOBY 3aKOHOJABCTBa Y KpaiHH PO OXOPOHY 3710pOB’si»,, cTatelt 9, 15, 21 3axkony
Vxpainu «IIpo nikapchki 3aco6uy», Tlonoxenns npo JlepxaBHy ciyxOy Yxpainu 3
JMKapChKUX 3aco0iB Ta KOHTPOJIO 33 HAPKOTHKAMH, 3aTBEPIKEHOr0 NOCTaHOBOIO
KaGinety MinictpiB VYkpaiHu Bif 12.08.2015 Ne 647, Ilopsiaxy 3miCHEHHS
JEPHKABHOTO KOHTPOIIO AKOCTI JHKapChKUX 3aco0iB, 0 BBO34TECS B YKpaiHy,
3aTBEpIKEHOr0 TOCTaHOBOKW Kabinery Minictpis Ykpainu Big 14.09.2005 Ne 902,
mynkty 3.2.2 Ilopsaky BCTaHOBICHHA 3a6opory (TEUMUacoBoi 3a00pOHH) Ta
IOHOBJIGHHsSI OOIry IiKapChKUX 3aco0iB Ha tepuTopil YKpaiHH, 3aTBEPIKEHOTO
HakasoM MiHICTEpCTBA OXOPOHH 3/I0POB’S Vxpaiau Big 22.11.2011 Ne 809
(31 3MmiHamu), 3apeECTPOBAHOTO MinicTepcTBoM FOCTHLIT YKpaiHH 30.01.2012
3a No 126/20439, [TopsiiKy KOHTPOITIO AKOCTI JIKapChKUX 3aco0iB Iiji 4ac ONTOBOI Ta
po3piGHOL TOPriBNi, 3aTBEPIKEHOTO HAKA3OM MiHicTepcTBa OXOPOHH 3JI0DOB'S
Ykpainu Big 29.09.2014 Ne 677, 3apeecTpoBaHOro MinicTepcTBoM rocTHLIT YKpaiHu
76.11.2014 3a Ne 1515/26292, TIpasu yTritizanii Ta SHALICHHS NiKapChKHX 3ac001B,
3aTBEpIUKEHMX HakazoM MIiHiCTepCTBa OXOPOHH 3710poB's Yxpainu Bix 24.04.2015
sa Ne 242, 3apeectpoBanux MiHicTepcTBOM FOCTHIT YKpaigia %mngany%gaQ
sa Ne 550/26995, Ha migcTaBl HaJXOKEHHS TEPMiHOBOTO “‘ﬁﬁméﬁ 3; 4
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Big 11.06.2026 Ne 122-01.1/01.0/06.17-26 JepxaHoi caTyx6m 3 JiKapchKKX 3ac00iB
Ta KOHTPOMIO 3a HapkoTMKamu y IlonTaBchkii obnacTi 100 BUHUKHEHHS
HemepenbaueHoi  106idHOI  peakuii  TpH sacrocyBanHi cepii PBA25056
He3apeecTPOBAHOTro JiKapchKoro 3aco0y Re N Tox™, clostridium botulinum toxin
type A, 100 units, 1 vial, BupoGruuTsa Pharma Research BIO Co., Ltd., Republic of
Korea, 1o odilliifHO He BBO3WBCS HA TepUTOPiIO YKpaiHHU.

3 METOI0 aKTHBHOI MPOTH/Iil MOIIHPEHHIO JTiKapChKUX 3aco6iB, 3 OrsAy Ha Te,
10 TaKa IPOAYKIlsl € HeGe3NeuHO Ta MOXE HECTH 3arpo3y XHUTITIO Ta 3JI0POB 10
HAaCEJCHHS:

3ABOPOHSIIO peanizauito, 30epiraHHs Ta 3aCTOCYBaHHA BCix__cepiii
HE3apeeCTPOBaHOTO  JIIKapCHKOIO 3aco0y  HE3apeecTPOBAHOTO  JiKapChKOTO
3aco0y Re N Tox™, clostridium botulinum toxin type A, 100 units, 1 vial,
supo6nnnTBa Pharma Research BIO Co., Ltd., Republic of Korea, mo odiwiiiHo
He BBO3MBCS HA TEPUTOPIIO Y KpalHH.

Cy6’exTaM. TOCHOAaPIOBAHHS, SKi 3MiMCHIOIOTH pealtizaiiiio, 30epiraHHs Ta
3aCTOCYBaHHS JIIKAPCHKHUX 3acobiB, HEBIAKIAAHO, Ticsd OJIEPXKaHHS JaHOro
POBMOPSDKEHHS, [IEPEBIPUTH HASBHICTH BKA3AHOTO JIiKapChKOTo 3aco0y, BXKUATH
3aX0/M LIONO BMIyYeHHs #oro 3 oOIry MUIAXOM 3HUIICHH: a00 TTOBEepHEHHS
[IOCTAYANbHHKY, TIPO 1O IIOBiJOMHUTH TepUTOpialbHUN OpraH JleprKtiKeIy KOu.
ITicis 3HMIIEHHS BiAXOAIB Tpemapary y MABOTH)KHEBHHM CTPOK HanpaBUTH [0
TEpUTOPIANBLHOrO OpraHy JlepsxImikCay>KOU KOMiI0 aKTa MpO 3HUILIECHHS BiIXOIIB
iKapCBKOro 3acoly.

KoHTpoJib 38 BAKOHAHHSAM [[aHOTO PO3MOPSDKEHHS 3/1i/ICHIOIOTh TEPUTOPiaIbHI
oprauu Jlepxikciyx0n Ha BiamoBiaHi# TepuTOPIi.

HeBUKOHAHHS JAHOTO POMOPSIDKEHHS TATHE 32 CODOK0 BiATIOBITATEHICTD
3riHO 3 UHHHUM 3aKOHOJIABCTBOM Y KpalHH.

Komii aHOro po3TOPSDKEHHs HATIPaBTIeHi:
MiHICTEPCTBO OXOPOHH 3/I0pOB'st Y KpalHH;

T «JlepkaBHUH EKCIEPTHAN LEHTP MiHicTepcTBa OXOPOHH 310pOB'S
Ykpainu» o

3acrynuuk [osioBH 4‘ /;/ /” “ Tapac ITIPOHIB

Onena BSI3OBCBKA, Ten.(044) 422-55-76 (127)



JEPJKABHA CJTYKBA YKPAIHH 3 JTIKAPCHKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHU
(Hdepanikciay:xoa)

npocnekT bepecreiicbkuii, 120-A, m. Kuis, 03115, ten/daxc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
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Neo Ha Ne BIJ
KepiBuukam cy0’ekTiB
rocnojapoBaHHs, sIKi
3alMaTbes peanizauicio,

30epiraHHsIM i  3acToCyBaHHSIM
JiKapchbKHX 3ac00iB

KepiBuukam TePUTOPIaJILHHX
opraHiB depxmikcay:kou

PO3MOPSIKEHHS

Binnosinno no Konctutynii VYkpainu, crareit 15, 22, 55 3akony Ykpainu
«OcHOBH 3aKOHO/IaBCTBA Y KpaiHM IIPO OXOPOHY 30pOB'sh», cTateit 15, 17, 21 3akony
Yxpainn «IIpo nikapceki 3aco6m», TTonoxenHs npo Jlepxasny crnyx6y Ykpaiuu
3 JIIKApChKMX 3aC0O0IB Ta KOHTPOJIIO 38 HAPKOTHKAMM, 3aTBEPIKEHOr0 MOCTAHOBOIO
Kabinety Minictpis Yxpainm Bin 12.08.2015 Ne 647, Tlopamky 3mificHeHHs
AACPIKaBHOTO KOHTPOJIIO SIKOCTi JIKAapChKMX 3aco0iB, IO BBO3ATBCS B YKpaiHy,
3aTBep/KeHOro noctaHoBolo Kabinery MinictpiB Ykpainu Bin 14.09.2005 Ne 902,
nyHkry 3.2.3 Tlopsaky BcTaHOBNEeHHs 3a6OpoHH (TUMYacoBOT  3aGOpOHK)
Ta NOHOB/IEHHS 00Iry JiKapchKUX 3aco0iB Ha TepuTOpil YKpaiHH, 3aTBEepIKEHOro
Haka3oM MiHicTepcTBa OXOpPOHM 310poB’s VYkpainum Bix 22.11.2011 Ne 809
(31 3MiHamum), 3apeectpoBaHoro MiHnicrepcTBom tocTuiii Vipainun 30.01.2012
3a Ne 126/20439, Tlopsiiky KOHTPOJIIO SKOCTI JiKapChKUX 3aco6iB Mil 9ac OMToBoi
Ta PO3ApPiOHOI TOPTriBIi, 3aTBepIKEHOro HaKka3oM MiHicTepcTBa OXOPOHH 310pOB's
Yxpainu Big 29.09.2014 Ne 677, 3apeecrposanoro MinicTepeTBOM focTHIi Ykpaiuu
26.11.2014 3a Ne 1515/26292, IMpasun yTHIi3amii Ta 3HALIEHHS J1KapChKHX 3ac00iB,
3aTBEP/DKEHUX Haka3oM MiHicTepcTBa 0XOpOHH 310poB’s Ykpainu Bix 24.04.2015
Ne 242, sapeectposanux MinictepeTBoM tocTuuii  Ykpainw Bin  18.05.2015
32 Ne 550/26995, wa mincraBi HamXOIKEHHS MIXHAPOLHOrO MOBiTOMIICHHS
Bil peryistopHoro oprady Icmanii Ne 1/2026/03/01 wmomo BIIKJIMKY JiKapChKMX
3ac00iB, BupoOHuLTBa B. Braun Medical, S.A. Carretera de Terrassa, Icnanis, mwo
ohiliiHO He BBO3WIWCA HA TepUTOpilo Ykpainu, Yy 3B’S3KYy 3 BUSBIIEHHSM

Bi/ICYTHOCTI XJIOpPUY KaJbIiO Y CKIIaJi pO34uHY. UB  [lepkasHa ciysk0a 3
JNIKapCbKUX 3ac00iB Ta
KOHTPOJIIO 3a

i HapKOTUKaMH
M2 Nepwanikcnyxba P Y
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3 METOI aKTHUBHOI NMPOTUII NOLIKMPEHHIO JIIKAPChKUX 3ac00iB, 3 OTJIAAY Ha Te,
IO TaKa MPOAYyKilid € HeOE3MEeYHO Ta MOXKE HECTH 3arpo3y XXHUTTIO Ta 3J0POB’ 10
HaceJIeHHS:

3ABOPOHSIO peanizatiito, 30epiradHs Ta 3aCTOCYBaHHS JIIKapCHKUX 3ac00iB,
BupoOHULTBa B. Braun Medical, S.A. Carretera de Terrassa, Icnanis:

- cepii 2621340258, 2621340259, 2621340260, 2621340261 nikapchkoro
3acoby CARDIOPLEGIC SOLUTION (HB) WITH POTASSIUM, 500 ml,
BHYTPIlIHbOCEpPUEBHI PO3UHH,

- cepiii 2621340250, 2621340251, 2621340252, 2621340253, 2621340255,
2621340256, 2621340257, 2621340414 nikapcekoro 3acody CARDIOPLEGIC
SOLUTION (HB) WITHOUT POTASSIUM, 500 ml, BuyTpiminbsocepuesnii
PO3YHH,

- cepiil 2621440229, 2621440230, 2621440231, 2621440232, 2621440233,
2621440234, 2621440235, 2621440236, 2621440237, 2621440287, 2621440288,
2621440289, 2621440290, 2621440291, 2621440292, 2621440293,2621440294,
2621440295, 2622240318, 2622240319, 2622240320, 2622240321, 2622240322,
2622240323, 2622240324, 2622240325, 2622240326, 2622240327,
2622240328,2622240329 nikapcbkoro 3acoby CARDIOPLEGIC SOLUTION IB,
500 ml, BHyTpimIHbOCEpUEBHII PO3YHH,

o o(ilifHO He BBO3HIIUCS HA TEPUTOPIIO YKpaiHH.

CyG’ektam rocmojaproBaHHsi, SKi 3IIHCHIOIOTh peatizalito, 36epiraHHs
Ta 3aCTOCYBaHHs JIKapChKMX 3aco0iB, HEBIJKIAIHO, TICNIA OJEpKaHHA OaHOTO
PO3MOPSI/KEHHS, IEPEBIPUTH HAsIBHICTD BKA3aHUX CEpPill iKapCchbKUX 3aC00iB, BKHTH
3aX0[M IOAO BHJIYYEHHS iX 3 00iry UUISAXOM IIOBEPHEHHS MOCTAYajbHUKY
ab0 3HUILEHHS, NMPO L0 IMOBiJIOMUTH TepUTOpianbHU opran Jlepximikcnyx6u.
Y pasi 3HMILEHHS BifXOJiB 3a3Ha4Y€HUX Cepiil MKApChKUX 3acOGiB B IBOTHXHEBUIL
CTPOK HalpaBHTH [0 TEepUTOpialbHOro opraHy Jepiiikcnyx6u Komilo axTiB
NpO 3HUIIEHHs BIAXOMIB JIIKAPChKUX 3ac00iB.

KoHTpOJIb 38 BUKOHAHHAM JaHOTO PO3HOPSHKEHHS 311 HCHIOIOTh TePUTOPIaNbH]
opraHu Jlepxikemy:x6u Ha BiOBiqHil TepuTOpii.

HeBuKOHaHHS J1TaHOTO PO3MOpPSKEHHA TATHE 3a COGOM BiAMOBINANBHICTD
3TiIHO 3 YUHHUM 3aKOHOIABCTBOM YKpaiHH.

Komii nanoro posnopsiaxeHns HarpaBieHi:
MiHicTepcTBO OXOpOHH 300POB's pralHH

ATl «JlepkaBHUil eKCHepTHUIA ueHTp
Ykpaiumy.

IHICTEpCTBA OXOPOHH 3I0POB'S

3actynuuk INosioBu Tapac IIPOHIB

Onena BA3OBCBKA, ten.(044) 422-55-76 (127)



