Apnpeca 02093, ™m. Kuig, Byn. bopucninbcmka, 13 i "
Ten./Qakc: (438044)566-68-78 MpuimanbHa I i |
(+38044)207-73~41 Biggin KOHTPONK SKOCTI
(+38044)207-73-04 YnosHosaxeHa ocoba 3 SKOCTI ! X | l

v R '

(+38044)207~73-27 YnosHosaxeHa ocoba 3 dapmakoHarnsgy

Jo3ein Ha BUNycK (peanisauilo) cepii nikapcbkoro 3aco6y N2 170000014436

1. HalimeHyBaHH#, cuna Ail/akTuBHICTD, LIENICTA® BIZ 5O/t0 B TOPJY BE3 LYKPY, nboasHuku no 8,75 mr
nikapcbKa popma Ta po3mip ynakosku Ne12 (Orange)
(IReHTUYHO TeKCTY Ha yNaKkoBLi roToBOI NpoayKLUil):

2. Homep cepii rotoBol npogykKuii: 00004
3. Po3mip cepii: 92097,000 ynK
4. KpaiHa-Bupo6HuK: IcnaHis

5. HaiimeHyBaHHA KpaiHu / KpaiH npusHadeHHs YkpaiHa

ana cepii:

6. Homep peecTpauiitHoro nocsigueHHs: UA/19483/01/01
7. Dara Bupo6HulTBa: 09.2024

8. Nlata 3aKiHuYeHHA TepMiHy NpnaaTHOCTI 09.2026

(TepmiH, nicna Akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta Homepw niyeHsiil BCiX BUPOBGIEHO, BKMOYAIOUM YNaKoBKY/MapKYBaHHA Ta KOHTPO/b AKOCTI Ha
AiNAHOK BUPOBHNLTBA | KOHTPONIO AKOCTI:
LOZY'S PHARMACEUTICALS S.L. Zona Campus Empresarial Lekaroz
1 - Lekaroz Baztan 31 11111 Navarra lcnauin

10. CepTudikaru signosigHocri GMP

11. Dara ceprudikaTa akocri cepii nikapcbkoro 28.10.2024
3acoby, BupaHoro Bupo6HuKom, ynosHoeaxena DAVID CERRO
ocoba AKoro Hagae JO3BIN Ha BUNYCK cepii

nikapcbkoro 3acoby: ‘

12. Homep Ta gara BUCHOBKY Npo fKicTb

. - 63617/24/26 sin 28.11.2024
BBe3eHuX NlikapcbKnx 3acobis:

LUum nigreepaxyto, Wo BCi BUpobHUUi cTagil ana uiei cepii roTosol npoayxuil
6ynun nposegeHi B NOBHIl BIANOBIAHOCTI 3 BUMOramMn, BCTAHOBAEHUMUN B
yuHHOMY KepisHuyTei No GMP, 3aTBepaxeHOMy MiHICTEPCTBOM OXOROHY
300POB'A YKpaiHuW, i 3 BUMOTramu pPeecTpauinHoro 4ocbe KPaiHu NpusHadeHHs

13. 3asBa npo ceptTudikauilo:

Cepia po3BoneHa fo peanisauii / BigBaHTaxeHHsa 3 29.11.2024

3aTBeppxyto

MNIb: HazapeHko M.B.

MNocapa: YnosHoBakeHa ocoba

MipnucaHo enekTpoHHum nignucom: 29.11.2024  10:13
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