lMnuea XpBaTcka 4.0.0.
CepTudmkart Ha BbINyck

Ne 10030589/ 106016

1.Ha3Banwme mporykra

JlmaaMuKo

2.Ctpana

Poccuiickas ®denepanus

3.Homep perucTpannoHHOro yJ0CTOBEPEHHUS

JIT-Ne(000510)-(PT-RU)

4.Jlo3upoBKa

100 mr

5.JlexkapcTBeHHas popma

Ta6HeTKI/I, MOKPBITHIC IJIEHOYHOM 000I0YKOM

6.Pa3mep u THI yTakKOBKH

bimcrep 1*1

7.Homep cepun 106016
8./laTa mpousBoacTBa 19.12.2025
9.Cpok rogHoCcTu 31.12.2028

10.ITpou3BoauTENb OaNKa:
e Ha3ssanue
e Anpec
e Howmep nunensuu
e Ccpuika Ha GMP ceprudukat

IlnuBa XpBarcka 11.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, XopBaTus
UP/I-530-01/24-25/03; 381-13-08/310-25-10

177336

KonTponb kauecTna:
e Haspanue
e Anpec
e Howmep nunen3uu
o Ccpuika Ha GMP ceptudukar

ITInuea XpBarcka 1.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, XopBaTus
UP/I-530-01/24-25/03; 381-13-08/310-25-10

177336

YnakoBka:
e Haspanue
e Anpec
e Howmep nunen3uu
o Ccpuika Ha GMP ceptudukar

[InuBa XpBarcka 1.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Xopatus
UP/I-530-01/24-25/03; 381-13-08/310-25-10

177336

11.Pe3ynpTaThl aHAK3A:

CepTudukar aHaIM3a NPUIOKEH

12.Kommenrapun/3ameuanus: Haumenosanne ADC u npomsBoaurens ADC: Cunaenadpuna uurpat - Tuanuim
Jlaboparopus Ilpaiteat Jlumuren Unit-9, Plot No. 5, Road No.12, Jawaharlal Nehru Pharma City, Tadi Village,
Parawada Mandal, Anakapalli District - 531019, Andhra Pradesh, Mumusa. Homep cepun ADC: 67884075,
68504105. CymiecTBeHHBIX/ KpHTHYECKUX OTKJIOHEHHH HE BBISIBJICHO.

13. Hacrosmum noATBepKaato, 4TO yKa3aHHas BbIIIE HHPOpMAIHUs JOCTOBEPHA M TOYHA. DTa MapTUs MPOIyKTa
ObLITa M3rOTOBJICHA, BKJIFOYAs YIIAKOBKY / MApPKUPOBKY U KOHTPOJIb KQUECTBa Ha BHIIIEYTOMSHYTOMN(-bIX)
IUIOIA/IKe(-ax) B TIOJIHOM COOTBETCTBUU ¢ TpeboBaHuAMU GMP MecTHOro perynmpymoiero oprasa u
creun(puKausIMU B pa3pelieHUH Ha IPOAAXY CTPAHBI-UMIIOPTEPA HIIH IPOEKTAMU HOPMAaTHBHOM JOKYMEHTALIUU
JUTSL UCCTIEIOBATENLCKUX JIGKAPCTBEHHBIX CPEJICTB. 3aliCH O MTPOU3BOJICTBE, YIIAKOBKE U aHAIN3E MapTHH ObLIH
paccMOTpeHbI U IPU3HAHBI COOTBETCTBYIOIIMME TpeboBaHusM GMP.

14. YnonHomoyeHHoe nuuo MNnuea XpeaTtcka 4.0.0

15. Mognuck
16. aTa

Vanja Sabljic
/noonuck/
14.04.2026
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