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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. PAJIBCHUDIKALIA

1.1. Ha migcraBi Haaxoxxenus ingopmanii Bix Kommnanii TOB «IIICEH
IOKPEH CEPBICI3» (mer Bin 09.04.2026 Ne36) mio0 BHSIBJICHHSI B 00iry
cepii P31330 danbcudikoBaHoro Jdikapcbkoro 3aco0y, 3 MapKyBaHHAM
AHIIIICBKOK MOBOKW (TepMiH mnpuaaTtHocTi — 04/2027), 3 MeTO0 AKTHBHOIL
NPOTHAII MOIIMPEHHI0 JIKAPCHKHUX 3aC00iB, HIISAXH HAAXOJKEHHSI Ta YMOBH
30epiraHHsl SIKMX HeBIIOMi, BH3HAYMTH HAKICTH Ta O0€3MEeYHICTh JKHX
HEMOKJINBO, 3 OIJISI/IY HA Te, 10 TaKa NMPOAYKUIA € He0e3MeYHO Ta MOKe HeCTH
3arpo3y SKHTTIO Ta 3/0POB 10 HaceJleHHsI — 3a00pOHSIETLCH peaJtizailis,
30epiranHs Ta 3acTocyBaHHs (ajbCcu(PIKOBAHOIO JIKAPCHKOI0 32c00Y:

- Dysport®500, 500 unit/vial, cepii P31330, 3 MapKkyBaHHSIM BHPOOHHUKA
IPSEN BIOPHARM LTD.

/Posznopsioaicenns Jlepocrixcayacou Nel87-001.3/002.0/17-26 sio 10.04.2026/.

IIpu BuSIBJICHHI 3pa3KiB BKAa3aHOI0 JIKAPCHKOr0 3ac00y B:KUTH 3aX01U
HI0J0 BHWJIYYeHHs IX 3 00iry NLIAXOM 3HHUIICHHS 200 INOBEPHEHHS
NOCTAYAJIBLHUKY.

2. TUMYACOBO 3ABOPOHAETHCA

2.1. Ha nmixcraBi Haaxo/a:KeHHs1 TepMiHOBOTO noBinomuienns Bix 08.04.2026
Ne75-01.1/02.0/06.12-26 [dep:kaBHOI cJ1y:K0M 3 JiKapCcbKHUX 32C00iB Ta KOHTPOJIIO
3a HapkoTukamu y KipoBorpaachbkiii 00/1acTi Ta HeraTUBHOI0 BHCHOBKY II0/10
sikocTi Bix 07.04.2026 Ne99 JlaGopaTopii 3 KOHTPOJIIO AKOCTI JiKapcbKHX 3ac00iB
Ta MeJINYHOI MPOAYKIIiL I[epmasﬂéﬁ'___cv%% 3 JIiKaApChKHUX 3aC00iB Ta KOHTPOJIIO

T}i:"- JlepxaBHa ciry»x06a 3 TiKapChKUX 3ac001B Ta KOHTPOJIIO 33
~} HapkoTHKaMu Y XMeJIbHUIIBKiH 06acTi

Ne83-01.1/02/05.23-26 Bix 13.04.2026
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3a HapkoTMKamMu Yy JIHimpomeTpoBcbKiid 00J1acTi CTOCOBHO HEBiANOBIXHOCTI
BUMOraM MeTOJIB KOHTPOJII SKOCTI 32 MNOKa3HUKOM «Omnmc» (Y4acTuHA
JbOJASHUKA BIIKOJOTAa Ta BiACyTHA B OJicrepi; HasiBHI 3aHBI YaCTHHKH
JbOASHUKOBOI Macu) cepii VB598 Jjikapcbkoro 3acody — THMYacoBO
3a00pOHAETHCA peasizalif Ta 3aCTOCYBAHHSA JIKAPCHKOro 3ac00y:

- CTPEIICUIC® 3 MEHTOJIOM TA EBKAJIIIITOM, Jboasinuku, mo 12
JbOASIHUKIB y OJicTtepi, mo 2 OJiictepu B KapTOHHi kopoOuwi, cepii VB598,
pupoOHnuTBa Pekkitr benkizep Xeisickep InrepHemna JlimiTen, Benauka
Bpuranis (peecrpauiiine nocBiguennss NeUA/6401/01/01).

/Po3znopsooicenns Jlepocnixeayarcou Nel86-001.3/002.0/17-26 sio 10.04.2026/.

IIpn BusiBJIeHHI 3pa3KiB BKa3aHOIO JIKApPCbKOro 3ac00y B:KHUTH 3aXO01H
1[0/10 BUJIyYEeHHS iX 3 00iry HUISIXOM MOMIllIEHHSI B KADAHTHH.

YBAT'A!

1. Hep:xkiaikcayxoa ingpopmye, mo nocranoBor Ilocroro ameasimiiiHoro
aagMinictpaTuBHoro cyay Bix 06.04.2026 y cmpasi Ne320/30280/25 pimenns
KuiBCbKOro OKpyxkHOro aaminicrpatusHoro cyay Big 01.12.2025 ckacoBaHo;
YXBAJICHO HOBe Cy/J0Be pillleHHsI; Y 3a/0BOJIEHHi AJMiHICTPATHBHOIO MO30BY
ToBapucTBa 3 00Me:KeHOK BiANOBiAAJbHICTIO «3aiaekc YA» a0 /lep:kaBHoi
CIYKOM YKpaiHu 3 JIKapCbKHUX 32C00IB Ta KOHTPOJIIO 32 HAPKOTHKAMH, TPETH
ocoda - /lep:xaBHe nmianpuemcTBo «llenTpajabHa J1adoparTopis 3 aHadi3y AKOCTI
JIKAPCHKHUX 3aC00IB I MeAUYHOI NMPOAYKUID» NP0 BU3HAHHS NMPOTHIPABHUM Ta
CKACyBaHHSI PO3NOPSIAKEHHSI BiAMOBJIEHO.

Posnopsimxennss Big 06.06.2025 Ne355-001.1/002.0/17-25 (IToBizomuieHHs
JepxkaBHOI Ccayk0u 3 JIKAPCHKUX 3aC00iB Ta KOHTPOJIIO 32 HAPKOTHKAMH Y
XmeabHuUbKIi o0aacti Nel22-01.1/02/05.23-25 Big 06.06.2025), npo 3a00pony
peasizamii, 30epiraHHsi Ta 3aCTOCYBaHHSI BCiX cepiii JiKapcbKOro 3aco0y
AM®OJIIII, cycnen3is ajsi po3unHy A iHQy3ii, SMr/mJi, mo 2mJ, a60 mo 10mu,
a0o mo 20mua y ckasinomy ¢uiakoni; mo 1 ¢oaakony B Ogicrepi; mo 1 OJicrepy
pa3oM 3 rojkow-puibTpoM y OJjicTepi B KapTOHHII KopoOuUi, BUPOOHMUTBA
bxapar Cipamc ena Baxkunumnc Jlimiten, Ingis (peecTpamiiine mnocBigueHHS
NeUA/5704/01/01) € ynHHMM, TA MiAJIAra€ 0008’ I3KOBOMY BUKOHAHHIO.

Ilpy HacTymHMX TMOCTABKAaX BKUTH 3aX0Ad I1HOAO0 3amodiraHHs
NnpuI0aHHI0, 3aCTOCYBAHHIO Ta peaJizanii JikapcbKHUX 3ac00iB, HaBeJIeHUX B
MOBiTOMJICHHI.

Pe3yjbTaTH  OnmpamioBaHHA TOBiJOMJIEHHSI HAJaTH MNHCbBMOBO [0
Jep:xaBHOI ciay:k0u 3 JIKAPCHLKHUX 3aC00IB Ta KOHTPOJK 32 HAPKOTHKAMH Yy
XMeabHULBbKIA o0aacTti (29016 M. XmeabHuubkuii, JIbBiBchbke moce,10/1) go
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20.04.2026p. 3 BiINOBIIHMMH JOKYMeHTaMHu. BinnoBigaJbHICTL 3a BUKOHAHHA
PO3MOPSI/IZKEHDb NMOKJIAAETHCSA HA KEPIBHUKIB Cy0’€KTIB rocrnogapoBaHHs.
HeBukonannst po3nopsig:kennsi /lep:kaBHol cuayx0u TsrHe 3a co0010
BIAMOBIAAJBbHICTD 3riJIHO 3 YUHHUM 3aKOHOJAABCTBOM Y KpPaiHM.

HavanbHuK ciry:k0m Irop MIUVITHYYK

I'anna TAJIAIIYYK 66-01-07



