Mnuesa XpBaTcka A4.0.0. Ne10010964/187091

CepTudmkat Ha BbINycK

1.Ha3Banue npoaykra Kopundap

2.Ctpana Poccuiickast ®enepauust

3.Homep perucTpalluOHHOTO YJIOCTOBEPEHUS 1T N015326/01

4.J1o3upoBKa 10 mr

5.JlekapcTBenHas Gopma TaJIETKH  C  TPOJIOHTMPOBAHHBIM  BBICBOOOXKICHUEM,

MOKPBITHIE MJICHOYHOH 000JI0UKOM

6.PazMep 1 TUIl yIakoBKH

®dmakon/ 1* 100

7.Homep cepun 187091
8./laTa mpou3BoACTBa 02.09.2021
9.Cpok romHOCTH 31.08.2026

10.ITpousBoauTenp Oanka:

Ha3zpanwne

Anpec

Homep nuuensuu

Ccrika Ha GMP ceprudukar

[TnuBa XpBaTcka 1.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, XopBatus

Ne UP/1-530-01/13-03/08

UP/1-530-10/19-03/12

KonTpons kauectna:

HasBanue

Anpec

Homep nunensun

Ccpuika Ha GMP ceprudukar

[TnuBa XpBaTcka 1.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, XopBaTus

Ne UP/1-530-01/13-03/08

UP/1-530-10/19-03/12

YmnakoBka:
e Hasganue
e Anpec
e Howmep nmueHsuun
e Ccpuika Ha GMP ceprudukar

[InuBa XpBaTcka 1.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, XopBaTus

Ne UP/1-530-01/13-03/08

UP/1-530-10/19-03/12

11.Pe3ynbpTaThl aHamM3a:

Ceprudukar aHajanza NPUIOKEH

12.KomMmeHTapun/3aMedaHus:
HanmenoBanne ADC u mpomsBoautens ADC

Hugenunuu - Mosxc Karanana C.JI., Poligono Industrial Sur, Cesar Martinell 1 Brunet, 12A, 08191 Rubi,
Barcelona, Spain (Mcnanus). CyniecTBeHHbIX/ KPUTHUECKUX OTKIOHCHUH HE BBISBICHO.

13. HacrosinimM moaATBep ka0, YT0 yKa3aHHas BbIle HH(OpMAIUs JOCTOBEPHA U TOYHA. DTa MapTHs MPOAYKTa
ObL1a M3rOTOBIICHA, BKIIIOYAs YIIAKOBKY / MApPKUPOBKY U KOHTPOJIb KaueCTBa Ha BHIIICYHOMSHYTOM(-bIX)
IUIOIIA/IKe(-ax) B TIOJIHOM COOTBETCTBHU ¢ TpeOoBaHuAMu GMP MecTHOro peryaupyromero oprada u
cnenu(puKasIMA B pa3pelieHny Ha MMPOJaKy CTPAHBI-UMITIOPTEpa WK MIPOEKTaMU HOPMATHBHON JOKYMEHTAINN
JUISL KCCIIEZIOBATENLCKHX JIEKAPCTBEHHBIX CPEJICTB. 3allUCH O IPOU3BOACTBE, YIIAKOBKE M aHAJIM3€ MapTHi ObLIN
paccMOTpeHBI U MPU3HAHBI COOTBETCTBYIOIMMHE TpeboBanusM GMP.

14. YnonHoMo4eHHoe nuuo

15. Moanuck
16. ata

lMepeBopn BepeH:

lMoanucaHo
undposon

Natalya
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