PENYBJ/IUKA BbJITAPUSA 9 e 0
N3nbnHuTenHa aredyuua no NneKapcreaTa
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

CEPTU®HKAT 3A TOBPA IIPOU3BOJCTBEHA ITPAKTUKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
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Yacr 1
Part ]

Msgagen B pe3yaraT Ha M3BBPIICHA NPOBEpPKA HA NPOW3BOAMTEN HA JEKAPCTBEHH NPOAYKTH
cbriaacHo 4. 111, an. 5 or {upexruna 2001/83/EC.
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC.

M3nbiiHATEIHA areHIHs DO JieKapeTBaTa Ha Peny6anka Boirapus yxocroepsia cieXHOTO:
Bulgarian Drug Agency confirms the following:

pon3soguTensr:

»HI TJIOBAJITECT” OO

The manufacturer :

“IC GLOBALTEST” LTD

Anpec Ha o6eKTa:

ya. ,Kpymogckn Bppx” Ne 31, Cousn 1618, Brarapus
Site address:

31“Krushovski vrah” Str, Sofia 1618, Bulgaria

e npoBepen MO HAMOHAIHATA MPOrPaMa 3a H3BbPLIBAHE HA IPOBEPKH BB BPB3Ka ¢ paipelieHne
3a mponssoacTBo Ne BG/MIA-0596 n3naneno cbriaacno pasnopenbure na 4. 40 or JlnpexTnsa
2001/83/EC, TpancHOHMPAHH B HAHOHAIHOTO 32KOHOJATEICTBO HA Peny6auka Buarapns ¢ wi. 146
OT 3aKOHA 32 JIEKAPCTBEHHTE NPOAYKTH B XyMaHHaTa Meaununa (3JIIXM)

has been inspected under the national inspection programme in connection with manufacturing authorisation Ne
BG/MIA-0596 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.

IIpu nociennaTa nposepka Ha APYKecTBOTO, MpoBeaena Ha 22.07.2026 r. Ge ycTaHOBeHO, Ye YCJIOBHATA

Ha NPOH3BOJCTBO €A’ B CHOTBETCTBHE ¢ NMPHHIMIHTE M W3HCKBAHHATA 32 J00pa NMPOH3BOACTBEHA

NpPaKTHKA, nocouenn B lupexTuna 2017/1572/EC/.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 22.07.2026, it

lS considered that it complies with the principles and guidelines of Good Manufacturing Practice laid down in Direciive
017/1572/EC/.

HaCTommmT cepTH(HKAT OTPa3sABA YCJOBHATA HA MACTOTO 32 IPOH3BOACTBO II) BPeMe Ha NPOBEPKATa,

NOCOYeHAa TMO-rope H He TpAOBa 1Na ce cYHTA, 4Ye OTPa3fiBa AeHCTBUTEIHOTO ChLCTOSIHHE HA

NPOH3BOAHTEIIS, AKO €A HIMHHAJIHM N0BeYe OT TPH rOJMHH OT AATATA HA NpoBepkata. Brnpexn ToBa,

TO3H CPOK Ha BAJHMIHOCT MOXe Ja 0bJe HaMa/leH HJIH YABJUKEH 4pe3 H3NO0/I3BaHe NPHHUHMHTE HA

ympagJ/ieHHe Ha PHCK2, KOETO ¢e HOCOYBa B N0JIeTo ,Orpannvenus uin 3abesie;xkn”, :

Axryannsanuu Ha ,,Orpanuvuenus miH 3a6esiexXkn” MoraT Aa 6b1aT HAeHTAGHIHPAKH upe3 yeGcaiita

EudraGMDP (http://eudragmdp.ema.europa.ew/).

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and should not be

relied upon 1o reflect the compliance siatus if more than three years have elapsed since the date of that inspecticn.

However, this period of validity may be reduced or extended using regulatory risk management principles by an entry in

the Restrictions or Clarifying remarks field. _

Updates - to restrictions or  clarifying - remarks can be identified through the EudraGMDP website

(htip://eudragmdp.ema.europa.eu/).

CepTHHKATHT € BATHAEH CAMO, KOTATO € PeACTABeH ¢ BCHYKH CTPAHHIM M nBere Yactn 112,

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

HcTannocTTa HA TO3H cepTHHKAT Moxe Aa Gbae npoBepena B EudraGMP. Axo He e BbBeaeH, Mojs

CBBPIKETE ce ¢ H3JaBalllKs OpraH. -

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

[ JlekapcTBeHH NPOAYKTH 32 XyMaHHA ynotpeda/Human medicinal products -

1. TIPOU3BOJCTBEHHU JEMHOCTH HA JIEKAPCTBEHU IMPOAYKTU/MANUFACTURING OPERATIONS
-~ MEDICINAL PRODUCTS ’ o

1.6. | Kauecrsen xoutpon/Quality conirol testing

1.6.2 MukpoGuonoruanu: Hecrepunnw/ Microbiological: non-sterility

[ 1.6.2 Xwuvmnanu /buswaan/Chemical/Physical

2. BHOC HA JIEKAPCTBEHU ITPOAYKTW/ IMPORTATION OF MEDICINAL PRODUCTS

31  KauectBen KOHTPO.I HA BHECEHH JIeKAPCTBEHH nponyka/Quality control testing of imported medicinal
. products

2.1.2 MuxpoGuonoruunm: Hecrepuau/Microbiological: non-sterility

2.1.3 Xumuaaw/ dguswann/Chemical/Physical

Orpannvenns uin 3a6ee)Kn, HMAINN BPb3Ka ¢ 06XBaTa Ha To3n ceprudukar: Hama
Any restrictions or clarifying remarks related to the scope of this certificate: None

i

09/09/2026 mar. papm, Baraan Kupuios
‘ : Bogdan Kirilov, MScPharm, MPH
M3nbaanrenen upexrop
Executive Director
M3mbAHATE/THA areHIMs [0 JIEKAPCTBATA
Bulgarian Drug Agency
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