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Yacr 1
Part |

Hznagen B pe3sysnTaT Ha H3BbPINEHA IPOBEPK2 HA HPOHM3BOMNTEN HA JIEKAPCTBEHHM NpPOLYKTH
¢braacio wi. 111, ax. 5 or Aupexrusa 2001/83/EC.
Issued following an inspection in accordance with Ari. 111(5) of Directive 2001/83/EC

HambaHHTEANA areHnus 1o Jekaperpara Ba PenyGinika Bearapus yaocrosepsiea ciieAnoTo:
Bulgarian Drug Agency confirms the following:

Ipoussomurennt:
wBAJTKAH®APMA-PA3I'PAN” AL
The manufacturer:

BALKANPHARMA — RAZGRAD AD
Anpec Ha obeKTa;

y/. yIlanopama Codus® Ne 5, rp. Codun 1766, Bnarapus
Site address:

3 Panorama Sir., Sofia 1766, Buigaria

e mpoBepen KO HAUHOHAIHATA NPOTPAMA 32 H3BBLPIIBANE HA NPOBEPKH BbE BPb3KA C paspelenHe
32 npoussoacrso Ne BG/MIA-0560 mspageno curaacuo pasmopeaturte ma wi 40 or Jupexrusa
2001/83/EC, Tpancnonnpani B HAHOHAIHOTO 3aK0HOAATEICTBO Ha Penybmuxa Brarapus ¢ wi. 146
OT 3aKena 3a JeKapcTBeHHTe NPOAYKTH B XyMaHHATa Mexnuusa (3JIIXM).

has been inspected under the national inspection programme in connection with manufacturing anthorisation Ne
BG/MIA-0560 in accordance with Art, 40 of Directive 2001/83/EC, transposed in the following national legislation:
Art 146 of Medicinal Products for Human Use Act,

[Ipu nocaegHaTa NpoBepKa Ha JPYKECTBOTO, NpoBeaeHa Ha 20.11.2025 fe yeranoBeHo, ye YCIOBHATA Ha
NPOH3BOACTBO €A B CLOTBETCTBHE ¢ H3IHCKBANMATA 3a J00pa NpOH3BOACTBEHA NMPAKTHKA, NOCOYEHH B
Jupexripa 2017/1572/EC/ u Henernpan Pernament (EC) 2017/1569 na Komucusra,

From the knowledge gained during in spection of this manufacturer, the latest of which was conducted on 20.11.2025, it is
considered that it complies with the Good Mamyfacturing Practice laid down in Directive 2017/1572 and Commission
Delegated Regulation (EU) 2017/1569.

HacrosuusT cepTipuKaT 0TPa3fABA YCIOBUATA HA MIACTOTO 34 HPOM3BOACTBO [0 BPEME HA TIPOBepKaTa,
nocosena no-rope H He TPsGBa Aa ce CuHTA, Ye OTPA3NBA NEICTRHTIHOTO CHCTOSIHUE HA KPOM3BOAATENY,
AKO €A M3MHHNIE IOBeYE OT TPH FoAMNH 0T JATATA HA NPOoBepKaTa. BLIpekH ToBa, TO3M CpPOK HAa
BAJII/IHOCT MO3Ke A Oble HAaMAJeH HIH yIBLJKEH Ypes H3M0A3BaHe NPHHIKHINTE HA YIPaBIeHHe Ha PHCKa,
KOETO Ce 110C0UBa B 110.1eT0 ,,Orpanmtenus nrd 3abenemru’,

Axryamsauun Ha ,Orpanngenns nau 3afeqexkkn” morat Aa GuaaT upeHTH(EUMPAHH 4pe3 yelcaiiTa
EudraGMDP (http://eudragmdp.ema.europa.eu/).

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and should not be relied
upon to reflect the compliance status if more than three years have elapsed since the date of that inspection. However, this
period of validity may be reduced or extended using regulatory risk management principles by an entry in the Restrictions
or Clarifying remarks fieid.

Updates to  restrictions or clarifying remarks can be identified through the EudraGMDP website
(http./leudragmedp.ema.europa. enl),

CepTdHRATHT € BAIHACH €AMO, KOTATO € NPeNCTABeH ¢ BCHYKH cTpaRHnn | asere Yacrn 1 u 2.

This certificate is vaiid only when presented with all pages and both Parts 1 and 2.

Hcernunocrta na to3u ceprudurar moxe aa 6soae nposepesa 8 EudraGMP. Ako He e pbBeaen, Mo
CBL/KETC Ce ¢ H3JaBanus opraH.

The authenticity of this certificate may be verified in EudraGMP. [f it does not appear, please contact the issuing authority.
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Yacer 2
Part 2

VIeKapcTBeHH NPOAYKTH 32 XyMaHHa ynorpeba/Human medicinal products

JlekapcTBeHH NMpPOAYKTH NpeJHA3HAYEHH 32 KJIHHHTHO u3nurBane/Human Investigational medicinal
products

1. INPOU3BOACTBEHH JEMHOCTU HA JEK
OPERATIONS — MEDICINAL PRODUCTS

1.6 Kauecrsen kourpon/Quality control testing

1.6.3 XuMuyHw/ Qusuann/Chemical/Physical

APCTBEHU TIPOAYKTWU/MANUFACTURING

BHOC HA JIEKAPCTBEHU IPOAYKTH/IMPORTATION OF MEDICINAL PRODUCTS

2.1 KauyecTBeH KOHTpO.1 Ha BHeceHH JIeKapeTBeHn NpoAyKTH/Quality control testing of imported medicinal
products

2.1.3 Xumuy Hu/ pusnann/Chemical/Physical

I. NNPOU3BOACTBEHHM JIEHHOCTH HA JIEKA
KJIMHUYTHO U3NMUTBAHE/MANUFACTURING OPER
1.6. Kauecrsen kontpon/Quality control testing

1.6.3 Xumuunn /busianw/Chemical/Physical

PCTBEHU TPOAYKTU NPEAHA3ZHAUYEHH 3A
ATIONS OF INVESTIGATIONAL MEDICINAL PRODUCTS

Orpanuvenns nin 3abeseskKH, HMAIH BPb3Ka ¢ 00xBaTa Ha To3HCepTHdukaTr: Hama
Any restrictions or clarifying remarks related to the scope of this certificate/ None

19/03/2026 mar. ¢papm. Borgan Kupuios
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