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Ne Ha Ne BiJ
KepieHnkam cy0’exTiR
rocnoaplBaHHfA, fAKi 3aHMAOThCA
peaJizauiero, 30epiraHHsM i

32CTOCYBAHHSIM JiKapChLKHX 3ac00iB

KepiBuukam TePHUTOPIaJIbHUX
opranis Jdepxkaikcayxou

PO3INOPAAKEHHS

Binnosinno mo Koncturyuii Ykpaiuu, crateit 15, 22, 55 3akony YkpaiHu
«OcHOBH 3aKOHOJABCTBA YKpPalHU [TPO OXOPOHY 30pOB's», cTateit 15, 17,21 3akony
Ykpaiuu «Ilpo nikapceki 3aco6m», [lonoxenns mpo [lepkasHy ciyx6y Ykpaidu
3 JIIKapPCBKHX 3ac00iB Ta KOHTPOJIIO 33 HAPKOTUKAMH, 3aTBEPKEHOTO OCTAHOBOO
Kabinery MinictpiB Vkpainu Bin 12.08.2015 Ne 647, Tlopsiaxy 3mificHeHHs
AEPIKaBHOTO KOHTPOJIKO SKOCTI TKapChKUX 3aco0iB, 1[0 BBO3ATHCA B YKpaiHy,
3aTBeplKeHoro nocraHoBoro Kabinety Minictpi Ykpaiuu Big 14.09.2005 Ne 902,
nyHnkty 3.2.2 Ilopaaky BCTaHOBNIGHHS 3a00pOHH (THMYacoBoi 3a00pOHH)
Ta MOHOBJIEHHA 00Iry JIKapchbKUX 3aco0iB Ha TepUTOpii YKpaiHM, 3aTBEpIKeHOro
Haka3oM MiHicTepcTBa OXOpOHHM 340poB’s VYkpaimu Bim 22.11.2011 Ne 809
(31 3miHamu), 3apeecTpoBaHOro MiHicTepcTBom roctunii Ykpainu 30.01.2012
3a No 126/20439, Iopsaxy KOHTPONO SKOCTI JIKapChbKUX 3aco0iB Mij 4ac omToBol
Ta PO3APIOHOT TOPTiBli, 3aTBEP/KEHOr0 HaKa3oM MiHICTepCTBa OXOPOHH 3[0POB's
Yxpainn Bixg 29.09.2014 Ne 677, 3apeectpoaHoro MinicTepctsom rocThIil Ykpaitu
26.11.2014 3a Ne 1515/26292, IpaBun yTuii3auii Ta 3HALIEHHS TiKapChKUX 3aC00iB,
3aTBEePKEHUX HakazoM MiHicTepcTBa 0XOpoHU 310poB’s Ykpainu Big 24.04.2015
Ne 242, sapeectpoBanux MinicrepctBoM roctuuii  Vkpaimm Bixm 18.05.2015
3a Ne 550/26995, ma mimcTaBi HAOXO/KEHHS MIKXHAPOAHOrO IIOBiIOMIIEHHS
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nikapeekoro 3aco0y Dysport® (botulinum toxin type A), 300 Mxr (TepMiH
npuaarHocTi no 01/2028), 3 mapkyBaHHsM BupoOHuka I[IPSEN BIOPHARM
LIMITED.

3 MEeTOK aKTHUBHOI NPOTHAII MOLIMPEHHIO JIKAPCBKUX 3aco0iB, LUISIXH
HaIXOMKEHHS Ta YMOBHM 30epiraHHs SKHX HEBiJIOMi, BHM3HQUHUTH SKICTb Ta
Oe3neyvHicTh AKUX HEMOXKJIHBO, 3 OTJISAY Ha Te, [0 TaKa MPOIYKIisa € Hebe3meyHOo
Ta MOJKE HECTH MOTEHIIHHY 3arpo3y )KHUTTIO Ta 3JOPOB’I0 HACENIeHHS:

3ABOPOHAIO peanizauito, 36epiranHs Ta 3acTocyBanHs cepii W13035
danscudixosanoro nikapcskoro 3acody Dysport® (botulinum toxin type A),
300 Mkr, 3 mapkyBanHsaM Bupoonnka IPSEN BIOPHARM LIMITED.

Cy0’exTaM rocmnoaproBaHHs, sIKi 3JiHCHIOOTH peaiizaiiro, 30epiraHHs
Ta 3aCTOCYBaHHS JIIKAPCBKMX 3aco0iB, HEBIIKIAIHO, MICIAS OAEpKaHHS JAaHOTO
PO3MOPAIKEHHS, IIEPEBIPUTH HAsBHICTb BKa3aHOI cepil TiKapChKOro 3aco0y, BKUTH
3aX0oaM IOJO0 BHIy4YeHHS 11 3 o0O0Ily LUISIXOM 3HHMINEHHS abo TOBEepHEHHs
[OCTaYaJbHUKY, TIPO 110 IMOBIIOMHMTH TepUTOpiaNbHU# opraH JlepKmikciyxou.
VY pasi 3HMIIEHHS BiAXOAIB 3a3HaueHO! cepil NiKapCchKOro 3acoly B JBOTHIKHEBHUI
CTPOK HAaIIPaBMTH [O TEPUTOpialbHOTO opraHy Jlepskimikcayx0u Komiro axTa
PO 3HUILEHHS BIJIXOIB JiKapchKoro 3acoby.

KoHTpoJb 32 BUKOHAHHSM JIaHOTO PO3NOPAIKEHHS 301HCHIOKTE TEPUTOPIalbHI
opranu Jlep>Knikciy>k0H Ha BIANOBIIHIA TEPHTOPIT.

HeBrKOHaHHS HAHOTO PO3MOPSMIKEHHS TITHE 3a coOOK BiANOBIAANBHICTD
3TiHO 3 YNHHHUM 3aKOHOJABCTBOM YKpaiHH,

Komii 1aHoro po3nopspkeHHs HanpasieHi:
MiHiCTepCTBO OXOPOHH 370poB's YKpainu;
JI1  «JlepxxaBHUM ekcriepTHUH LeHTp MIiHICTEPCTBA OXOPOHHM 3I0POB'

Ykpainmy.
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