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JEP)KABHA CJIYKBA 3 JTIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU Y KIPOBOI'PAJICBKIN OBJIACTI

gy1. [peobpakeHcbka, 2, M. KpornuBHULbKHI, 25006, Ten/dakc: (0522) 32-14-41,
e-mail: dls.kr@dls.gov.ua, https://www.dls.gov.ua, Koa €JIPTTIOY 37059505
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KepiBuukam T2 YNOBHOBaKEHHM 0c00am
aNTeYHHX Ta MEJIMYHUX 3aKJIA/MIB
Kiposorpaacekoi obaacri

Jlo yBaru YnoBHoBaeHHX 0cif!

Hanaemo posnopsi/keHHs JlepikaBHoi Ciyxou VKpaiHy 3 JIIKapcChKHX 3ac00iB Ta KOHTPOJIIO
3a HAPKOTHKAMH 111010 3260poHH 06iry JiKapcbKoro 3acody.

3a HASIBHOCTi, BKA3aHWX Y PO3MOPSDKEHHI JIIKAPChKUX 3aco6iB, nosijloMuTH JlepkaBHy
cyx6y 3 JIiKapchbKMX 3aco0iB Ta KOHTPOJIIO 33 HAPKOTHKAMM Yy Kiposorpacekiit obnacti  1mpo
BXKHMTI 3aX0/IM 11010 BAKOHAHHS PO3MOPSAUKCHHS.

[HbopMallilo HaJaBaTH HA MANepPoOBUX HOCISX MOLITOKO, 3a aIPecoio: ). IIpeobpaicencoKa,
2, m. Kponusenuubkuii, 25006, 3 1oaTKaMu:

a) MpH BMILIECHHI B KADAHTHH J1I0J1a€ThCS KOst TprOyTKOBOT HAKJIAIHOT;

6) nIpu MOBEPHEHHI MOCTAYAIbHUKY J0AAIOTHCH: KoTisi MpUOYTKOBOT HAKJIAHOT;

KOTIisl HAKJIa/IHOT Ha TOBEPHEHHS.

B) Yy BHNAJAKy nepejadi BiJIXO/IB JIIKApChKOTO 3ac00y Ha YTHJIi3alliio ab0 3HUILLICHHA,
v JIBOTHIKHEBHI cTpok noindopmysatu Jlepxasry cnyxkOy 3 JiKapcbKuX 3ac00iB Ta KOHTPOJIO 32
napkotukamu y KipoBorpaacbkii 06acTi Ta HAaJATH KOTio NpUOYTKOBOI HAKJIAIHO.

[lpy HACTYNHMX TOCTaBKaX JIiKAPChKHUX 3aco0iB, BKa3aHWX Yy pPO3IOPSIUKEHHSAX, CYO eKT
rocro/IapioBaHHs TOBUHEH BKUTH jaxomiB MO0 3anodiraHHs npuabGaHHs, peanizauii Ta
3aCTOCYBAHHS JIIKAPChKUX 3aC001B, 3a3HAUEHUX y PO3MOPA/DKCHHSIX.

Y BUNAAKY BUICYTHOCTI JiKapChKMX 3ac00iB, BKa3aHWX y PO3MOPAIDKCHHAX dH JIMCTAX
JlepotikciyOu, BiANoBii B NUCbLMOBOMY BUTJISI/LI HAIABATH He NMOTPIOHO.

OJIHOYACHO HArajayemo, IO 3 PO3MOPS/DKCHHAMM Ta JIMCTAMH JlepiutikemyOu  MOXHA
o3HaliomuTHes Ha odiuiitnomy Bebcaiiti JlepkaBHol cryxOu Ykpainu 3 JiKapchkux 3aco0iB Ta
KOHTPOJIIO 32  HApKOTHKaMH (https://www.dls.gov.ua/) B posaini  PO3IOPADKEHHA
JIEPXJIIKCJTYKBU.

.

JlonaTku:

1. Komisi posnopsikeHns JlepxaBHOT cnyx6u YKpaiHu 3 JIKapChKUX 3aco0iB Ta KOHTPOJIIO 32
HapkoTHKamu Bix 26.12.2024 p. Ne12303-001.1/002.0/17-24 na 1 apk...

2. Konist po3nopsikeHHs JlepkaBHOT cnyxOu YkpaiHu 3 JIIKapChKUX 3ac00iB Ta KOHTPOJIIO 3a
HapkoTHKamK Bix 26.12.2024 p. Ne 12307-001.1/002.0/17-24 na | apk..
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JEPKABHA CJIYKBA YKPATHH 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHUA
(Jepxnikeay:kba)

npocriekt bepecreiicekuii, 120-A, m. Kuis, 03115, ten/daxc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua, Kog EJIPIIOY 40517815
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PO3IOPSJZKEHH A

Bimnosiguo no Kowcrurynii Ykpainu, crareit 15, 22, 55 3akony Ykpainu
«OCHOBH 3aKOHOJABCTBA Y KpaiHU PO OXOPOHY 310pPOB'si», cTateit 15, 17, 21 3akony
Yxpainu «Ilpo jikapceki 3aco6u», [Tonoxenus npo JlepxkasHy ciyx6y Ykpainu
3 JIIKapChKHUX 3ac00iB Ta KOHTPOIIO 3a HAPKOTHKAMH, 3aTBEP/IKEHOrO MIOCTAHOBOIO
KaGinetry Minictpi Vkpainu Big 12.08.2015 Ne 647, Ilopaaky 3nificHeHHS
JIePXKABHOI0 KOHTPOJIIO AKOCTI JIKapChKMX 3aco0iB, IO BBO3SThCS B YKpaiHy,
3aTBep/KeHoro nocranosoro Kabinery Minictpis Vkpaiuu sin 14.09.2005 Ne 902,
nyekTy 3.2.2 Ilopsaky BCTaHOBIGHHS 3a6OpoHH (TUM4YacoBoi 3abopoHH)
Ta TOHOBJIEHHS 00Iry NiKapchKkux 3aco0iB Ha TepuTOpil YKpaiHu, 3aTBEpAKEHOTO
Haka3oM MiHicTepcTBa OXOpoHH 370poB’st Yxkpaimu sig 22.11.2011 Ne 809
(31 3MiHamH), 3apeecTpoBaHOro MiHicTepcTBOoM focTuiii Ykpainu 30.01.2012
3a Ne 126/20439, Iopsiaky KOHTPOJIO SKOCTI JIKapChbKUX 3acoBiB Mij 4ac ONTOBOI
Ta po3/piGHOL TOPTiBI, 3aTBEPUKEHOr0 Haka3oM MIHICTEPCTBA OXOPOHM 3/10pOB's
Yxpainu Bin 29.09.2014 Ne 677, 3apeectpoBaroro MinictepcTsom rocTunii Yipainu
26.11.2014 3a Ne 1515/26292, ITpaBun yTrnizauii Ta 3HHIUEHHS TiKapChKUX 3aC00iB,
3aTBEP/KEHHUX Haka3oM MiHicTepcTBa OXOPOHHU 310poB’s Ykpainu Big 24.04.2015
Ne 242, 3apeectpoBannx MinicTepctBoM focTHuii Vkpaimu Big 18.05.2015
3a Ne 550/26995, na nizcTasi HOBiTOMJICHHS BiJl AT€HTCTBA 3 PETyIOBaHHS OXOPOHH
3popos'ss  bpasunii  (Anvisa) 1040 BCTaHOBIeHHS — (aKTy (anbcudikauii
HIDKYe3a3HAYEHUX cepill Jikapcekoro 3acoby Dysport® (6otynoroxcun Tumy A)
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300 U, Bnachuk peectpaulifiHoro nocsiguenns B bpzasunii «xommanis Beaufour [psen
Farmacéutica Ltdax:

-cepis  L25060 nixapcekoro 3acoby Dysport® 300U, 3 partoro
surotoBneHus - 05/2022, tepmin npupatHocti - 02/2025 (eNIeMEeHTH eTUKEeTKH
BUIPI3HSIOTBCS Bil OPHTIHANLHOTO MPOAYKTY, He Oyna iMIIOpTOBaHa Ha PHHOK
_bpaszunii Bracaukom peectpauiifnoro nocsigueHHs);

- cepin  T02318 nikapcekoro 3aco0y Dysport® 300U, 3 pgaroio
BUIOTOBJIEHHS - 06/2021, Tepmin npunatrocti - 12/2023 (opurinanbha cepist Oyna
BUroTosyieHa - Dec/2019, tepmin npugatHocti - Nov/2021):

3ABOPOHSIIO peanizauir, 36epiranns Ta 3acrocyBaHHs cepiit L.25060,
T02318 danscudikosanoro nikapcekoro 3acoby Dysport® (6oTysoTokcHH THIY A)
300 U, BracHuk peecTpauiiiHOro nocBig4eHHs B bpasuaii «xkomnanis Beaufour
Ipsen Farmacéutica Ltda».

Cy6’ekram rocmosiapioBaHHs, sKi 3AIHCHIOIOTH peatisalliio, 30epiraHus
Ta 3aCTOCYBAaHHs JiKAapChKUX 3acoGiB, HEBIKIAIHO, TiCIs OMEpKAHHS AHOTO
PO3MOPSIKEHHS, [IePeBiPUTH HASBHICTD BKA3aHHX CEPiM JiKapchKoro 3aco6y, BKHTH
3aXOX IOMO BHIIYYEHHS iX 3 00Iry LIISXOM 3HHMIUEHHS, MO L0 IOBIJOMHUTH
TepuTopiansauil opran Jlepxkiikeayx6u. ITicns sHHIICHHS Bigxonis npenapary
B JIBOTHXKHEBUH CTPOK HAIIPaBUTH [0 TEPUTOPIaNsHOIO OpraHy JlepKiikciyxou
KOTIil0 aKTa PO 3HUINEHHS BiAXO/IB JiKapChKOTo 3ac00y.

Koutpone 32  BHUKOHaHHAM  JAHOIO  DO3MOPSUKEHHS  3/iHCHIOIOTH
TepuTepiabHi opranu JlepxtikeiykGu Ha BiANOBizHiH TepuTOpii.

HeBukonanHs [aHOTO pPO3MOpS/DKEHHS TATHE 32 COGOI0 BiAMOBIAIBHICTD
3TiJIHO 3 YAHHHM 3aKOHOJABCTBOM Y KpaiHH.

Komii 1aHOro po3nopsmkeHHs HalpaB/eHi:

MiHicTepcTBO OXOpOHH 310poB's YKpainu;

Al «/lepxasuuii  excnepTHuM ueHTp MiHicTepcTBa OXOPOHH 37I0POB'S
Ykpaiuuy.

[osoBa s ™ Pomaun ICAEHKO
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Cnena BA3OBCbKA, Ten.(044) 422-55-76 (127)
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AEPKABHA CIYXBA YKPAIHI 3 JIKAPChKHX 3ACOBIB
TA KOHTPOJTIO 3A HAPKOTHUKAMU
(}Iepﬂmixcnymﬁa)

TPOCNEKT Bepec:’reﬁcsxuﬁ, 120-A, m. Kwuis, 03115, Ten/dakc: (044) 422-55 -77, e-mail: dls @dls.gov.ua.
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Kepisrukam cyb’ekTiB
rocrnoaapoBanHf, uki 3aliMaTLCSs
peasizanicio, 30epiranusm i
3aCTOCYBAHHAM JiKapebKUX 32c06in

KepiBuukxam TePHTOPIANbLHUX
oprauin Jlepautikeyxon
PO3NOPSUKEHHS

Binnosinno o Koncrurynii Ykpaiuu, crarei 15, 22,55 3akony Vkpainn
«OcHoBH 3aK0HO1aBCTBA Ykpainu npo OXOpOHY 3110pOB's1», crateii 13, 17,21 3akony
Ykpainn «IIpo JMKapChKi 3aco6uy, [Tonoxenns npo [lepxasny ciyx0y Vxpainn
3 JIKapChKUX 3acobiB Ta KOHTPOIIO 33 HAapKOTHKaMm, 3aTBEPKEHOI0 MOCTAHOBOK)
Ka6inery Minictpis Vkpaiun Big 12.08.2015 No 647, Hopsiaxy 3niiicnenus
ACPIKABHOTO KOHTPOJIO SKOCT JIKAPCHKUX 3acoBiB, mo BBO3AThCS B YKpainy,
3aTBEPIDKEHOIO MTOCTAHOBOIO Kabinery Minictpis Vipaiau sij 14.09.2005 Ne 902,
MyHKTY 3.2.2 Tlopsaky BCTAHOBNEHHS 3a60pCcHU  (TuMuacomof 3a60poHn)
Ta TIOHOBIEHHs 06iry mikapchkux 3acoGip Ha Tepuropii Vkpainw, 3aTBEepKEHOro
HakasoM Minicrepcrga OXOPOHH 3710poB’s Ykpainu Big 22,1 1.2011 Ne 809
(3 3Mminamu), 3apeecTpoBanoro MiHictepcTBom rcTuLii  Ykpainn 30.01.2012
3a Ne 126/20439, Hopsanky xourpomo sxocri JIKapChKUX 3aCOBIB i yac OITOBOT
Ta po3Api6HOI Toprisii, 3aTBEPDKEHOI0 HAKA30M Minicrepcrga OXOpOHH 3JJ0pOB's
YKpa}'.HH Bi1 29.09.2014 Ne 677, 3apeectpoanoro MinicrepeTBoM rocTHuji Ykpainu
26.11.2014 3a Ne 151 5/26292, Mpagun YTHIII3aWil Ta 3HUIeH S JIKapChKUX 3aco0iB,

3110poB's Bpasunii (Anvisa) 110710 BcTarOBNeHHES daxty panscudikarii NKapchKOro
3acoby Dysport® (Gorymorokcun THIY A) 500 U, cepii T02320, Bnacuuk
peecTpaniiHoro noceigyenus s Bpasunii «komnanis Beaufour Ipsen Farmacéutica
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Ltda», 3 naroio BUTOTOBNIEHAS - 01/2024, TSpPMIHOM  npuaaTHoOCT] - 0172026

(opurinansra cepis 6yna BHUTOTOBJIeHA - Dec/2019, TEPMIH
UpugaTHoCTI - Nov/202] ¥

3ABOPOHSIO peanizauiio, 36epiramus -3 3acrocCyBanns cepii T02320
danbcudikosanoro JKapCBKOro 3aco0y Dysport® (6orysoTokcun THITY A) 500 U,
BJIACHHK peecTpaniiinoro NOCBigYeHHs B Bpasuiii «komnanis Beaufour Ipsen
Farmacéutica Ltday.
Cy6’exram FOCTIONapIOBaHHS, sIKi 37iiicHIOIOTE peanisauito, 36epiramns

B JIBOTHXXHEBHH CTpok HalpaBuTH 10 TEPUTOpianbHOro oprany Jlepxnikcayx6u
KOITO aKTa PO 3HMIIEHHS BIIXOJIiB Jlikapcekoro 32c00Yy.
Koutpons  2a BUKOHaHHAM  JJaHOIO PO3MOPSUKEHHS. 31 HCHIOIOTE
TEPUTOPIaNbHI Opranu Hepsxcixenyx6u na BIIOBI L Hii TEPUTODI].
Hesukonauns nanoro POSHOPSDKEHHA TArEe 3a coboro BI/IOBI AABHICTE
3T1/THO 3 YUHHHM 3aKOHONABCTBOM Vkpainu.

Komii ganoro PO3NOPSA/KEHHSI HaNpaBIIeHi:

MinictepcTro OXOpOHM 3710pOB'S VKpainu;

HIT  «/lepxaBuuii ckenepraui  uentp Minicrepersa OXOpOHH  3710pOB'st
Ykpaiumy.

I'osoBa Vo /’ Poman ICACHKO

Onetia BA3OBCBKA, Ten.(044) 422-55-76 (127)
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