JIEPXKABHA CJTIYKBA YKPAIHU 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
JAEPKABHA CJIYXBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO

3A HAPKOTUKAMM Y XMEJBbHUIBKIN OBJIACTI

JIsBiBCBKE IOCE, 10/1, M. XMempHUIBKMH, 29016, Ten/dake: (0382) 66-01-07
e-mail: dIs.km@dls.gov.ua, Koxg €JIPIIOY 37098188

KepiBankam cy0’ekTiB rocnogapoBaHHs,
JiKYBAJbHO-NPOQIIAKTHYHHX 3aKJIA/TIB,
sIKi 3aliMal0ThCsl peaJiizanicio
(ToprisJiero), 30epiraHHAM Ta MeIUIHUM
3aCTOCYBAaHHSAM JIIKAPCHKHUX 32c00iB
(3a ciUCKOM)

IHOBIJOMJIEHHSA

1. PAJIBCUDIKALIA

1.1. Ha migcraBi HagxomxeHHs1 iHpopmauii Bix I'os10BHOr0 ynpasJiHHA 3
NPOTHAII CHCTEMHHMM 3arpo3aM YNpaBJiHHIO Jep:kaBoio /lemaprameHTy 3axucry
HalioHAJbHOI Aep:xkaBHOCTI CayxOu Oe3smexku Ykpainm (mmer Big 01.01.2026
Nel4/3/1-185) mono BusiBjieHHss B 00iry cepii 06/01/2025 ¢anbcudikoBanoro,
HE3aPEeECTPOBAHOIO0 JIIKAPCHKOr0 3aco0y, 3 METOK AKTHUBHOI NPOTHAIL
NMOIIMPEHHIO JIIKAPCbKUX 3aC00iB, IIJISIXM HAJXOJKEHHSI TA YMOBHU 30epiraHHsi
SIKUX HEBiJIOMi, BU3HAYHUTH AKICTH Ta 0€3MEYHICTh IKMX HEMOMKJIUBO, 3 OIJISIAY
Ha Te, 0 TAKA MPOAYKIisl € He0e3MEeYHOI0 Ta MOKe HEeCTH NMOTEHUIHYy 3arpo3y
JKUTTI0O Ta 310POB’K0 HAcCeJIeHH — 3a00pPOHSIETHCH peaJtizallisi, 30epiraHHst Ta
3acTOoCyBaHHA (PpajibcH(PiKOBAHOI0 HE3apPEECTPOBAHOIO JIKAPCHKOI0 3ac00y:

- REFINEX 100 ui (Botulinum Toxin Type A for therapy), Jgiodginizar,
(p1akoH y KapTOHHiH kopoOui (Tepmin mpuaatHocti 06/01/2027), Beix cepiid, i3
3a3HaYeHHAM BHpoOHUKaA Refinex Japan, 3 MapkyBaHHAM Ta IHCTPYKUi€IO
iH03eMHOI0 MOBOIO, 1110 0(iliiiHO He BBO3MBCH HA TEPUTOPiK0 YKpPaIHH.

/Posnopsooicenns Jlepocnixcayarcou Ne5-001.3/002.0/17-26 6io 09.01.2026/.

IIpn BusiBJIeHHI 3pa3KiB BKa3aHOIO JIKApPCbKOro 3aco0y B:KHUTH 3aXO01H
00 BHWJIYYeHHs IX 3 00iry NILJIAXOM 3HHUIIEHHS 200 NOBEPHEHHS
NOCTAYAJIbHUKY.

"o JlepkaBHa ClIyKk0a 3 TiKapchKHX 3aC06iB Ta KOHTPOIIO 3a
HapKOTHKaMH y XMeJIbHUIIbKii 06acTi
Nel4-01.1/02/05.23-26 Bin 14.01.2026
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2. 3ABOPOHACTHCHA

2.1. Y 3B’a3Ky i3 3akiHYeHHSIM CTPOKY THMYacOBOi 3a00poHH —
3a00pOHSETHCS peastizanisi, 30epiraHHs Ta 3aCTOCYBAHHA JIKAPCHKOI0 3ac00y:

- HI®YPOKCA3U/, cycnensis opaiabHa, 220mr/Smui; mo 90mua vy
¢porakoni; mo 1 ¢uakoHy 3 J03YHWUY0K CKJISHOYKOKW Yy maudmi, cepii A50125,
pupooHuuTea TOB «JAKIl «®apmaneBTuuHa  ¢adpuxka», VYkpaiHa
(peectpauniiine nocBinuenuss NeUA/11387/01/01).

/Poznopsooicenns Hepocnixcayaucou Ne6-001.3/002.0/17-26 sio 09.01.2026/.

IIpn BusiBJIeHHI 3pa3KiB BKa3aHOI0 JIKApPCbKOro 3ac00y B:KHUTH 3aX01H
100 BHJIYYEHHS IX 3 00iry LLISIXOM NOBEPHEHHS MOCTAYAJIbHUKY/BUPOOHHUKY
200 3HUIIIEHHS.

3. HEBAPECCTPOBAHI

3.2. Ha miacraBi HaaXoJKeHHS MIKHAPOJAHMX MOBIIOMJIEHb Bij
peryastopuoro oprany Ioabmi NePL/II/129/01, Bix peryJATOpHOro opraHy
Himeuuunun NeDE BY 04/1/2025/973/1 miono BuUSIBJeHHSI HEBIANOBITHOCTI
cnenudikanii 32 nmokasHUKOM  «3aMMIIOK  MiCJA  BHIIAPOBYBAHHSD)
cepiii. M2407509, M2408141, siki MmicTaThb pO3YMHHUKH cepiii M2407512,
M2408075 Ta cepii po3uMHHUKIB, BUroToBJieHI 3 in bulk cepii M2407509,
HE3aPeECTPOBAHOI0 JIIKAPCHKOI0 3aco0y, 3 MeTOKW AKTHBHOI NPOTHAIL
MOLIUPEHHIO JIKAPCbKUX 3aC00iB, HIIAXH HAJXOMKEHHSI Ta YMOBHU 30epiraHHs
SIKUX HEBiOMi, BU3HAYHUTH AKICTHh Ta 0€3MEYHICTh SIKMX HEMOMKJIUBO, 3 OIJISIAY
Ha Te, 0 TAKA MPOAYKIisl € He0e3MEeYHOK Ta MOKe HeCTH NMOTEHUIHY 3arpo3y
JKUTTIO Ta 30POB’I0 HACeJIEHHSI — 3a00pPOHSIETHCA peaJiisaiisi, 30epiranisi Ta
3aCTOCYBAHHS HE3aPEECTPOBAHOIO JiKApPCHKOI0 3ac00y:

- Carmustin Accord (Carmustin) 100mg, nopomoxk 3 po34YUHHUKOM, cepiii
M2407509, M2408141, siki micTsaTh po3unHHuku cepiit M2407512, M2408075 Ta
cepii po34YMHHNKIB, BUroToBJIeHi 3 in bulk cepii M2407509, BupoonuurBa Intas
Pharmaceuticais Limited, Ahmedabad. Gujarat, Ingisa, mo od¢iuiiino He
BBO3HMBCS HA TEPUTOPi0 YKpaiHM.

/Po3znopsoacenns Jlepocnixenyarcou Ne7-001.3/002.0/17-26 6io 12.01.2026/.

IIpn BusiBJIeHHI 3pa3KiB BKa3aHOI0 JIKAPCbKOro 3ac00y B:KHUTH 3aX01H
100 BHJIYYEHHS IX 3 00iry LLISIXOM NOBEPHEHHS MOCTAYAJIbHUKY/BUPOOHHUKY
200 3HUIIIEHHS.

Ilpy HACTYmHHX MOCTABKAX BKUTH 3aX0Ad I1I0J0 3amo0iraHHs
NPUAOAHHIO, 3aCTOCYBAaHHI0 Ta peaJi3amii JikapcbKHX 3ac00iB, HaBeJIeHUX B
MOBiIOMJICHHI.
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Pe3yabTaTH ompamoBaHHS NOBiJOMJIEHHSI HAJAaTH NHCHMOBO /10
JepxkaBHOI Cayk0uM 3 JIKAPCHKUX 3aC00iB Ta KOHTPOJIIO 32 HAPKOTHKAMH Y
XmeabHuUbKiA o0gacti (29016 m. XmeabHuubkui, JIbBiBcbke moce,10/1) xo
20.01.2026p. 3 BiANOBIiAHUMH JOKVMEHTAMH. BianoBigajJbHICTL 32 BHKOHAHHSA
PO3NOPS/IZKeHb MOKJIAJAETHCA HA KEPIBHUKIB Cy0’€KTIB rocnoiaproBaHHs.

HeBukonanns posnopsimxkeHns J[lepxxaBHoi ciay:kOMm TsArHe 3a co0010
BiAMOBIAQJBHICTD 3riJIHO 3 YUHHUM 3aKOHOJAABCTBOM Y KpaiHM.

HavajabHUK ci1y:KOM Irop MIVITHYYK

T'anna TAJIAITYYK 66-01-07



