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KepisankaM Ta YioBHOBa’keHHM ocobam
anTevHHX Ta MeAHYHHX 3aKjIadiB
KipoBorpaacbkoi o6.acTi

o yBarn YnoBHOBasKeHHX 0¢i0!

Hamaemo posmopsmkeHHs YKpaiHCBKOro (hapMaileBTHYHOTO areHTCTBA INOJO 3a60poHH
06iry Jikapcbekoro 3aco0y.

3a__HagBHOCTi, BKa3aHHX Yy pO3NOPS/UKEHHI JIKApChKHX  3aco0iB, MOBLIOMHTH
Teputopianbuuil opran YkpaiHcekoro ¢apmaneBTHYHOTO areHTcTBa y KipoBorpaachkkiit o0iacTi
PO BXKHTI 3aX0H 11010 BHKOHAHHS PO3NOPSIKECHHS.

[HdopmMallito HaJaBaTH Ha MAaMepOBHX HOCISAX MOIITOIO, 3a afpecoio: gya. Ilpeodpasricencoka, 2,
M. Kponuenuyskui, 25006, 3 1oJaTkamu:
a) OpH BMIMICHH] B KAPaHTHH J0Aa€ThCA KOIMIS MpHOYTKOBOI HAK/IaHOI;
0) mpH NOBEPHEHHI [IOCTAYaJIbHUKY JOAAOTECS: KOS IPHOYTKOBOI HAKJIAHOI;
KOTIiSL HaKJIa{HO1 Ha TOBEPHEHHS.

B) Y BHOAJKY Oepefadi BUIXOIB JTiKapchkoro 3aco0y Ha yTmmizamio abo 3HHINEHHS,
y ABOTIDKHEBHIl cTpoK moiHdopMmyBaTH TepHTOpiajpbHHIl OpraH YKpaiHCHKOTO (papManieBTHUHOTO
areHTcTBa Y KipoBorpajcekiil oGmacTi Ta HajlaTH KO0 MpHOYTKOBOT HAKJIATHOT.

TIpy HacTyNHHX MOCTaBKax JIKAPCBKHX 3aco0iB, BKa3aHHX Y PO3NOPAIKEHHSX, CYO €KT
TOCIO/IApIOBAHHS TIOBHHEH BXHTH 3aXO[iB I[oJ0 3amobiraHHd NpnadaHHA, peamzamii Ta
3aCTOCYBaHHSA JIIKapChKHX 3ac001B, 3a3HaUeHNX Y PO3MOPS/DKEHHSAX.

Y BHOAZKY BiICYTHOCTi MIKapchKHX 3aco0iB, BKa3aHHX Y pPO3IMOPS/DKEHHIX UM JIHCTaX
YKphapMareHTcTBa, BiINOBiAi B IMCLMOBOMY BHIJIAI HAAABATH He MOTPIOHO.

OJIHOYAaCHO HAaragyeMmo, 10 3 pO3NOPSDKEHHSAMH Ta JHcTaMH YKpdapMareHTCTBa MOKHA

O3HalfoMHTHCS Ha ofinifiHoMy BebOcaiiTi YKpaiHCHKOrO  (papMalieBTHYHOTO  areHICTBa
(https://'www.dls.gov.ua/) B po3auni PO3ITOPSAJIDKEHHS VKPOAPMATEHTCTBA.

Jonarok: Konig po3nops/DkeHHS YKpaiHChKOro (hapMaleBTHYHOIO areHTcTBa Big 29.10.2026
Ne 537-001.3/002.1/17-26 na | apk..
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Ne Ha Ne BiJX
KepiBHukam cy0’exTiB
rocnoaaproBaHHs, AKi 3aiiMaloTbeod
peaJizaunicro, 30epiraHHAM i
32CTOCYBAHHAM JiKapchbKHX
3acofiB
KepisHnkam TepHUTOPiaIbHHUX

opraHiB YkpdapmareHrcrsa

PO3IOPSKEHHSI

BignoBizHo no Kosncrwmrymii Ykpainu, crared 15, 22, 55 3akoHy YKpaiHu
«OcHOBH 3aKOHOZABCTBA Y KpaiHH PO OXOPOHY 3I0POB'I», cTateld 15,17, 21 3akony
Vxpaiau «[Ipo mikapceki 3aco6m», TlonoxeHHs mpo JlepixaBHY cnyx0y YkpaiHu
3 JIiKapChKKX 3ac0obiB Ta KOHTPOJIO 32 HAPKOTHKAMH, 3aTBEPKEHOr0 MOCTAHOBOO
KaGinery Minictpie Ykpaiuu Big 12.08.2015 Ne 647, Ilopsaxy 3pificHeHHs:
JEPIKABHOTO KOHTPOJIO SAKOCTI JIKApCHKUX 3ac00iB, IO BBO3ATBECA B YKpaiHy,
3aTBepKeHOro mocTaHoBoro Kabinery Minictpis Ykpainu six 14.09.2005 Ne 902,
nyukty 3.2.2 [lopsaky BeTaHOBIeHHA 3a60pOHH — (TMMYAcOBOT 3a00pOHM)
Ta TOHOBJIEHHS 06Iry JiKapchbkux 3acobiB Ha TEpUTOpil YKpalHH, 3aTBEPLKEHOIO
Hakasom MiHicTepcTBa OXOpOHH 3mopoB’s Ykpaimm Big 22.11.2011 Ne 809
(3i 3MiHamu), 3apeecTpoBaHOro MiHiCTEpCTBOM foctanil Ykpaiau Bix 30.01.2012
3a No 126/20439, Tlopsiaxy KOHTPOMIO SIKOCTI JIKapChKUX 3aco0iB g yac onToBOI
Ta po3Ipi6HOi TOPTiBIi, 3aTBEPKEHOr0 HakazoM MiHicTepCTBa OXOpOHHU 37I0pOB'S
Vkpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHOrO MiHicTepcTBOM FOCTULIT YKpainu
Big 26.11.2014 3a Ne 1515/26292, Tlpasun yTwiiszanil Ta 3HUIUEHHS JiKapChKHX
3aco0iB, 3aTBEpKEHHMX HakasoM MiHicTepcTBa OXOPOHH 3M0pOB’sl  YKpaiHu
pin 24.04.2015 Ne 242, sapeectpoBaHmx MiHicTepcTBOM rocTHIii  YKpaiHu
Bz 18.05.2015 3a Ne 550/26995, Ha niicTaBl HaAXONKEHHA indopmanii Bix KoMmaHii
TOB «IIICEH IOKPEMH CEPBICI3» (mer Big 26.10.2026 Ne 80) mono
pusiBIeHHs B o6iry cepii 029035 (TepMiH mpumaTHOCTI - 09/20@7)?@%@%@%
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Typeupkolo MoBolo Ta cepii P09608 (repmin mpupmatrocTi - 09/2028)
QanscudikoBanoro yikapcexoro 3acody JVICTIOPT/DYSPORT®500 (Clostridium
Botulinum tip-A toxin), 500 unit/vial, 3 3a3HaYeHHSAM BUpOOHUKA
Ipsen Biopharm Ltd.

3 METOX0 aKTHBHOI MIpPOTHIil NONIMPEHHIO JIKAapChKHUX 3acobiB, MUITXH
HaJXO/DKEHHs] Ta YyMOBH 30epiraHHs SKHX HEBiZOMi, BH3HAYUTH HKICTh Ta
0€3MeuHICTh SIKUX HEMOXIIHBO, 3 OIVISAY HA Te, 10 TaKa MPOAYKIIid € HeGe3meuHOo
Ta MOXXE HECTH 3arpo3y JKHUTTIO Ta 340POB 0 HACEIECHHS:

3ABOPOHSIIO peanizanito, 30epiraHHa Ta 3acTtocyBanHs cepii 029035,
3 MapKyBaHHSIM TypeubKoro MoBolo Ta cepii P09608 danscudikosanoro
nikapcskoro 3aco6y JAUCIIOPT/DYSPORT®500 (Clostridium Botulinum tip-A
toxin), S00 unit/vial, 3 3a3Hayennsam BupoOHuka Ipsen Biopharm Ltd.

Cy6’exraM rocmnojaproBaHHA, fKi 3AiMCHIOIOTH pealizamiro, 30epiraHHs Ta
3aCTOCYBaHHA JIKapChbKUX 3aco0iB, HEBIAKI4IHO, IICIA OAEPKAHHA JAHOTO
PO3IOPAMXKEHH: IIEPEBIPUTH HAsABHICTh BKa3aHUX Cepiif JKapchKoro 3aco0y BiKUTH
33X0[M 1IOJO BHIIY4YEHHA iX 3 00iry IIIAXOM 3HHUIICHHA abo0 IOBEpHEHHS
NI0CTa4vajIbHUKY, IIPO 1O IIOBIJOMUTH TEpUTOpialibHU opraH Ykpdapmarentcrea. Y
pasi 3HUIICHHS BiAXOJIB 3a3HaueHUX cepiil JiKapchKkoro 3acoly B ABOTHKHEBHIH
CTPOK HANpaBUTU [0 TEPUTOPIABHOTO OpraHy YKpdapMareHTCTBa KOII aKTa
PO 3HUIIEHHS BIIXOiB JIKapChbKOro 3acoly.

KOHTpOJIb 32 BUKOHAHHAM JaHOT'O PO3NIOPSIKEHHS 311 CHIOIOTH TEPUTOPIaIbHI
opranu YkphapMareHTCTBa 3a Ha BiAMOBiAHIi TepUTOpIi.

HeBrukoHaHHA IOaHOTO PO3MOPSAMKEHHA TATHE 3a COOOK BiAMOBiZalbHICTH
3TiTHO 3 YUHHUM 3aKOHOMABCTBOM Y KpaiHu.

Komii ganoro po3nopspKeHH HalpaBJieHi:

MiHicTepCcTBO OXOPOHH 3[0POB's YKpaiHuy;

JIT «JllepxaBHmMit excnepTHWid IeHTP MiHicTepcTBa OXOpPOHH 3IIOPOB'S
Ykpaian»;

Kowmmasist TOB «ITICEH IOKPEMH CEPBICI3».

3acrynHuxk I'0JIOBH 3 NUTaHb
uudppoBOro po3BHTKY,
undpoBux TpaHchopmauii i nudposizanii
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