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CEPTH®HUKAT 3A JOBPA MPOU3BOJACTBEHA MPAKTHKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Ne BG/GMP/2026/335

Yacer 1
Part 1

l’lz,cumen B PEe3YJITAT HA HIBLPIICHA NPOBCPKA HA NPOH3BOJAHTE HA JIEKAPCTBEHH NPOAYKTH CHITIACHO
wi 111, an. 5 or {apexkrasa 2001/83/EC u 4. 63, an. 4 or Peraament (EC) Ne 536/2014.

Issued following an inspection in accordance with Art. 111(3) of Directive 2001/83/EC and Article 63(4) of Regulation
(EU) Na 536/2014.

MansannTe/ina arenuus no Jexapersara Ha Penyfanka Briarapas yaocrosepssa clenoro:
Bulgarian Drug Agency confirms the following:

IMpousBoauTeNuT:

»becra ®apmacwruxsiac” EOO/

The manufacturer:

Besta Pharmaceuticals Ltd.

Anpec Ha obexTa:

oyn. .Uapurpancko woce™ Ne 425, Crpana 1. paiion INanuapero. Cotus, bearapus
Site address:

423, Tzarigradsko Shose Blvd., Building 1. Pancharevo district, Sofia, Bulgaria

Oe¢ mpoBepeH MO HANMOHAIHATA HPOIPAMA 32 HIBLPINBAHE HA NPOBEPKH BLB BPh3Ka C pazpenienHe 3a
npon3eoacTBO BG/MIA-0522 wiganeno cbriacuo paznopeadute na 41. 40 or Jupextusa 2001/83/EC,
TPRAHCNOHHPANH B HANHOHATHOTO 3aKoHOAaTeNcTBO HAa Penybinka Buarapus ¢ un. 146 or 3akona 3a
JIEKAPCTBEHHTE NPOAYKTH B Xymannara meauuana (3J1I1XM).

has been inspected under the national inspection programme in connection with manufacturing authorisation
BG/MIA-0522 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 nocaepnara nposepka Ha APyxKeCcTBOTO, MpoBeicHa Ha (03.10.2025 Ge ycTaHOBEHO, W€ YC/IOBHATA HA
HPOH3BOACTBO €A B CHLOTBETCTBHE ¢ H3HCKBAHHHTA 32 noﬁpa HDPOH3BOACTBCHA NMPAKTHKA, NOCOYCHH B
Jnapexrusa 2017/1572/EC/.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 03.10.2023, it is
considered that it complies with the the principles and guidelines of Good Manufacturing Practice laid down in Directive
(EU) 2017/1572.

HacTosimuaT ceprudukarT 0TpasuBa yCJIOBHATA HA MACTOTO 32 NPOH3BOJACTBO N0 BPEMe HA NPOBEPKAaTa,
nocoyena mo-rope H He Tpuﬁsa Aa €€ CuHHTa, 4Ye oOTpassBa JAeHCTBHTEIHOTO ChCTOSHHE Ha
OPOH3BOJHTE/IH, AK0 €2 HIMHHAJIH NOBeYe OT TPH IO/IHHH OT 1aTara Ha nposeprara. Bbupexu TOBA,
TO3H CPOK Ha BAJHAHOCT MOXKe Ja Objle HamMalen HJIB YALJIKCH Wpe3 HINO0J3BAHC NPHHIOHIHTE HAa
YHIPaBJIEHHE HA PHCKA, KOETO ce NoCcouBa B n0eTo ,,Orpannyenns HiH 3adenexkn’.

AxTyanu3anuf Ha ,Orpanuyenns win 3abenekkn” Morart aa 6uaar wieHTHHUHPAHN upe3 yebcaliTa
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 Clarifiing remarks field.

Updates 1o restrictions or clarifving remarks can  be  identified through the EudraGMDP  website
{http:/fendragmdp.ema.europa.ew).

CepradukarsT e BANHICH CAMO, KOFATO ¢ NPEICTABENH ¢ BCHYKH cTpannny u asere Yacrn | u 2.

This certificate is valid only when presented with all pages and both Parts | and 2.

Hernnnocrra Ha TO3H cepradukar moxe aa 6bae nposepena 8 EudraGMP. Ako e e sbseaen, Mouas
CBBLPAKCTE Ce ¢ H3aBAlllHA OpPraH.

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

X JlekapcTBeHH NPOAYKTH 3a XyMaHHa ynorpeda/Human medicinal products
(X JlexapcTBeHm NPOJYKTH NpEAHAIHAYEHH 33 KIHHHYHO W3nuTBame/Human Investigational medicinal
products

I. ﬂP(i"jBOﬂ,Cr BEHH JNEMHOCTH HA JIEKAPCTBEHM MPOXYKTWMANUFACTURING OPERATIONS —
MEDICINAL PRODUCTS

1.1 | Crepuanu npoaykTH/Sterile products
1.1.3. Ceprudmimpanie va naptuau /Batch certification
1.2. | Hecrepunuu npogyxru/ Non-sterile products s
1.2.2. Ceprudmumpasne va napruum /Baich certification
1.5. | Onakosane/Packaging

1.5.2 DBTOPHYHO ONAKOBAHE - BTOPHYHO ONAKOBAHC/NIPEONAKOBAHE — ETHKECTHUPAHE, MOCTABAHE HAa HOBA JIHCTOBAKa W
BTOPHYIHA OIAKOBKA HA JICKAPCTBECHW MPOAYKTH OT napaneneH BHOC auctpudyuus ! Secondary packaging — secondary
packing/repacking labelling, putting in new leaflet and secondary pack of medicinal products of parallel
import/distribution = R e

1. MPOU3BOJACTRBEHH JEWHOCTHU HA JIEKAPCTBEHMU MNMPOAYKTHU MPEAHAZHAYEHHU 3A KJIWHWYHO
M3NHUTBAHE/MANUFACTURING OPERATIONS OF INVESTIGATIONAL MEDICINAL PRODUCTS

| 1.1 | Crepnann npoayxru/Sterile products
1.1.3. Ceprudpuumpane na naptuau /Baich certification
1.2. | Hecrepuanu npoayxrw/ Non-sterile products
1.2.2. Cepruduunpane Ha naptuun /Balch certification
1.5. | Onaxosaue/Packaging

1.5.2 BTOpHYHO ONAKOBAHE - BTOPHIHO ONAKOBAHE/TIPEONAKOBAHE — ETUKETHPAHE, OCTABAHE HA HOBA JIMCTOBAKA M
BTOPH'HA ONAKOBKA Ha JIEKAPCTBEHH NMPOAYKTH OT NapaielieH BHoC/ANCTpudyuua / Secondary packaging — secondary
packingirepacking — labelling, putting in new leaflet and secondary pack of medicinal products of parallel
import/distribution.

Orpanuqennn HJIH 3860.]]0}!“(!, HMAalIH BPLH3Ka C 00XBATA HA TO3H P ll(bllKaT:
Any restrictions or clarifying remarks related to the scope-ofthis certificate: None

- i‘;”, b ‘ P '-x”i':'.'\)//'
21/01/2026 “mar') Papw Bornan Kupuios

Bogdan Kirilov, MScPharm, MPH
HsnniausTenen lupexrop

Executive Director

HM3nbjHETEIHA ATeHIHS 10 JIEKAPCTBATA
Bulgarian Drug Agency

Codus 1303, yn. Namsn Mpyes NC 8, Ten.: (02) 8903 555, dakc: (02) 8903434

8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,

e-mail: bda@bda.bg
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