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Ne BG/GMP/2019/159

Yacr 1

Part 1
H3pageH B pe3yarar Ha H3BBLPIIEHA NPOBEPKA HA NPOH3BOINTE HA JIEKAPCTBEHH NMPOAYKTH CbIJIACHO
ya. 111, as. S or AupexruBa 2001/83/EC.
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC.

UsnbinuTeHa areHnys no Jekaperpata Ha PemyGamka Bbarapust yiocrosepsiBa ciieAHOTO:
Bulgarian Drug Agency confirms the following:

TIpou3BOANTENAT HA JEKAPCTBEHH MPOLYKTH:

The manufacturer:

Atabay Kimya Sanayi ve Ticaret A.S. (Gebze Sterile Plant, Gebze Non-sterile Plant and Gebze Beta-lactam antibiotic
Plant)

Anpec Ha o0eKTa:
Site address:

Dilovasi Organize Sanayii Bolgesi 4, Kisim Sakaraya Caddesi No:28 Gebze/Kocaeli, Republic of Turkey

Ge npoBepen BbB Bpb3Kka ¢ pa3pellieHHe 33 yIoTpeda HAa JeKapCTBeHM NMPOAYKTH, NPOH3BEIeHH N3BbH
EBponefickaTa NKOHOMUYECKA 30HA ChIiacHo 4. 111(4) ot Jupextusa 2001/83/EC, TpaHcHOHUpPaHH
B HAUMOHAJIHOTO 3aK0HOAATEACTBO HA Penybuuka Buarapus ¢ win. 269, aun.4 or 3JIITXM.

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of the European
Economic Area in accordance with Art. 111(4) of Directive 2001/83/EC transposed in the following national legislation
of Bulgaria Art.269(4) of Medicinal Products for Human Use Act .

IIpu nocsieAHaTa NpoBepPKa HA APY’KECTBOTO, NpoBeaeHa Ha 12/06/2019 Ge ycranoBeHO, Ye YCJIOBHATA HA
NPOH3BOACTBO €A B CHOTBETCTBHE ¢ MPHUHIMIIUTE M H3UCKBAHMATA 33 A00pa MPOH3BOACTBEHA MPAKTHKA,
noco4enH B [lnpexruna 2003/94/EC /.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 12/06/2019, it is
considered that it complies with principles and guidelines of Good Manufacturing Practice laid down in Directive
2003/94/EC /. .

HacTossmusaT ceanquaT 0Tpas3siBa yCJIOBHSITA H2 MeCTaTa 32 MPOU3IBOACTBO MO BpeMe Ha MMPOBEepPKaTa,
NoCoYCHA MO-rope U HE TpﬂﬁBa Aa ¢e CHIuTa, 4e 0Tpa3saBa JeHCTBUTEIHOTO CHCTOSTHHE HA NpoMIBOANTE/IA,
4aKo0 Ca H3MHHAJH NMoBe€4Ye OT TPH IOAWHH OT OAaTAaTA HA NpoBepKaTa, anpelm TOBAa, TO3N CPOK HAa
BaJNHIHOCT MOKe 12 Obe HAMAJICH HJIH YAbJIKEH Ype3 H3M0/I3BaHe OLIEHKA HA PUCKA, KOETO Ce M0COMBA B
1oJero ,,OrpaHH4YeHMATA WJIH 3a0eJIeRKu”,

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 field.

CepTudhukaTsT € BaJHICH CaMO, KOTaTo € MPeICTABeH ¢ BCHYKM CTPanuuy U Asere Yacru 1 u 2.

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

HeTHHHOCTTA Ha TO3M cepTHdUKAT Moxe 13 Gbae nposepena B EudraGMP. Ako He e BbBeaeH, MoJs
CBDBPIKETE ce ¢ H3JaBallusl 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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Crepmnnn np onyxru/Sterile products
L1.1 Acentuung HSTOTBCHU/ Aseptically prepared
1.1.1.4 Teunocry ¢ Maltek obem (duakon u)/Small voi
HH MponykTH/Non-sierile products
1.2.1 Heerepunuu OponyKTH/Nop-s
1.2.1.8

Cycrnensuu, Gera-maktam
ion, beta-lactam antibiotic
~MaKTaMHH aHTHGHOTH i /Tablets/Film-coated tablets/ Betq-

OFpaHH'-leHHﬂ HJIu 3366.!18)!(‘!(", HMaimn Bpb3ka ¢ 06XBaT2 Ha Te3n l'lpOH3BO}.ICTBeHPl HeﬁHOCTH:
Any restrictions or clarifying remarks related 1o the Scope of this manufacturing operation:

Tasu uncnexus BKIIIOYBA ClieiHuTe Nekaperpeny NIPOIYKTH;

PAROL INFUSION 10 mg/ml sterile medicinal produgcts, aseptically prepared, small volume solutions for
infusion;

KLAVUNAT BID 875/125 mg non-sterile medicinal products, beta-lactam antibiotic, film-coated tablets;
KLAVUNAT BID 400/57mg/5 m] non-sterile medicinal products, beta-lactam antibiotic, powder for oral
suspension

This inspection covers the Jollowing medicinal Products;

PAROL INFUSION 10 mg/ml stevile medicinal broducts, aseptically prepared. smajl volume .s;tym.fom Jor infusion;
KLAVUNAT BID 875/125 mg non-sterile medicinal products, beta-lactam antibiotic, film-coatbd tablets;

KLAVUNAT BID 400/5 7mg/5 mil non-sterile medicinal products, beta-lactam antibiotic, powtier Jor oral suspension
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