Appeca 02093, M. Kuig, Byn. bopucninbceka, 13 ; "
Ten./Qakc: (+38044)566~68-78 MNpuimanbHa i |
(+38044)207~73~41 Bigain KOHTPONK AKOCT
(+38044)207-73-04 YnosHosaxeHa ocoba 3 AKOCTI | ) | '

J o F '

(+38044)207-73-27 YnosHosaxeHa ocoba 3 cdapmakoHarnagy

Ho3sin Ha BUNYycK (peanisauilo) cepii nikapcbkoro zaco6y N2 170000014436

1. HalimeHyBaHH#, cuna gii/akTruBHicTb, LENICTA® BIf, 6OJO B TOPJI BE3 LUYKPY, nbogaHukn no 8,75 mr
nikapcbka ¢popma Ta po3mip ynakosku Ne12 (Orange)
(iAeHTUYHO TeKCTY Ha yraKkoBLi roToBoi npogykyii):

2. Homep cepii roTosofl npoaykuii: 00004
3. Po3smip cepil: 92097,000 YNK
4. KpaiHa-Bupo6GHUK: IcnaHis

5. HaitmeHyBaHHsa KpaiHu / KpaiH npusHaueHHs YkpaiHa

ana cepii:

6. Homep peecTpauiitHoro nocBigyeHHs: UA/19483/01/01
7. Dara Bupo6HuLTBa: 09.2024

8. Nara 3aKiHueHHs TepmiHy NpnaaTHocTi 09.2026

(TepmiH, nicna skoro J13 He 3acTOCOBYETbCA):

9. HazBa, agpeca Ta HoMepw nilyeHsiN Bcix BUPOBIIEHO, BKMOYAIOHM YIaKOBKY/MapKYBaHHA Ta KOHTPOJIb AKOCTI Ha
AiNAHOK BUPO6HULTBA | KOHTPONIO AKOCTI:
LOZY'S PHARMACEUTICALS S.L. Zona Campus Empresarial Lekaroz
1 - Lekaroz Baztan 31 11111 Navarra lcnauin

10. CepTudikaru signosigHocri GMP

11. Nara cepTudikara sKkocri cepii nikapcokoro 28.10.2024
3acoby, BugaHoro Bupo6HuKom, ynosHosaxena DAVID CERRO
ocoba AKoro Haflae JO3BiN Ha BUNYCK cepii

nikapcbkoro 3acoby: '

12. Homep Ta pgara BUCHOBKY Npo fAKicTb

: AN 63617/24/26 sin 28.11.2024
BBe3eHNX NiKapcbKuX 3acobis:

Uum nigTeepaxyio, wo BCi BUpobHuYi ctagil ana Wiei cepii roTosoi npoayKuirl
6ynn nposegeHi B NOBHIl BIANOBILHOCTI 3 BUMOramn, BCTAHOBEHUMU B
yuHHOMY KepisHyuTBI no GMP, 3atBepaxeHoMy MiHICTEPCTBOM OXOROHY
300poB’'A YKpaiHu, i 3 BUMOramun peecTpauiiHoro AOCbE KPaTHK MpU3HaueHHa

13. 3asBa npo cepTudikauito:

Cepia gosBoneHa po peanisauii / BigBaHTaxeHHA 3 29.11.2024

3aTBepaxyio
[Ib: HazapeHko M.B.

Mocapa: YnosHoOBaxeHa ocoba

MNipnucano enekTpoHHuMm nignucom: 29.11.2024  10:13
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