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Wsnanen B pesynrar na H3BBPIIEHA NPOBEPKA HA MPOH3BOAHTEI HA JIEKAPCTBEHH NPOAYKTH ChIIACHO
wi. 111, ax. 5 or npexrusa 2001/83/EC.,
Issued following an inspection in accordance with Art. 111 (3) of Directive 2001/83/EC.

M3nbaaATEIHA areHL U 0 JIEKAPCTBATA HA Peny6uuxa Brarapus ynocrosepsra cieqnoro:
Bulgarian Drug Agency confirms the following:

IIponzeoauTesnsiT Ha NekapeTBenu NPOAYKTH:

The manufacturer:

WORLD MEDICINE ILAC SAN. VE TIC. A.S.

Anpec Ha obekra:

Site address:

COSB G.0. PASA MAH.6.CADDE, NO30 CERKEZKOY/ TEKIRDAG

0Oe npoBepen BLB BPB3Ka ¢ paspeLIeHHe 3a YHOTpeda Ha JICKapCTBEHH NPOAYKTH, NPOH3BeIeHH H3BHH
EBpomneiickara nKoHOMHYECKA 30HA CHIVIACHO L. 111(4) ot {upexrusa 2001/83/EC.

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.

IIpn nocnennara mpoeepka Ha ApyxkecTBOTO, uporenena Ha 28/10/2022 6e yeranoseno, ue ycaoBuaTa na
POH3BO/ICTBO €2 B CHOTBETCTBHE € NMPHHUMNNTE H H3UCKBANUNATA 32 A00pa NPON3BONACTBEHA NPAKTHKA,
nocovenu B Jlupexruna 2003/94/EC/.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 28/1 0/2022, it is

considered that it complies with principles and guidelines of Good Manufacturing Practice laid down in Directive
2003/94/EC/.

Hacrosmusit ceprudpurar 0TpassBa yCIIOBHSATA HA MECTATA 34 NPOH3BOACTBO MO BpeMe Ha NpoBeprara,
Hocovena mo-rope H ue TpsudBa Ja ce CYHTA, Ye OTPA3ABA JeHCTBHTENHOTO ChCTOSHEE HA MPOH3BOIHTEI,
4KO0 ca M3MHHAJIH IOBEYEe OT TPH TOJHHH OT NATATA HA nposepkaTa. Benpexkn ToBa, T03M cpok Ha
BATHIHOCT MOzKe Aa ObJe HAMAIeH HJIH YALJDKEH YPe3 H3IO0I3BAHe OIeHKA HA PHCKA, KOETO ¢¢ MoCoYBa B
n0J1eT0 ,Orpanuy4eHusTa HIH 3a0enexKn”,

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.

CepTu(HKATBT e BATHIEH ¢aMO, KOTATO e NPeICcTABEeH ¢ BCHYKH CTpAaHUIH i aBere YacTtn 1 u 2.
This certificate is valid only when presented with all pages and both Parts I and 2.

HerunHocTTa HA TO3M cepTHdHUKAT MOKe 1a Ghie nposepena B EudraGMP. Ako ue e pnBeaen, Moas
CBLPIRETE Ce ¢ H3AaBAlHA 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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Part 2
JIekapeTBeHu npoayKTH 32 XyManna ynorpeba/Human medicinal products T

1. TIPOU3IBOACTBEHU AERHOCTH MANUFACTURING OPERA TIONS

1.1 _| Crepwanu nponykru/Sterile products

1.1.1 Acentuuno wsrotsenw/4septically prepared
ILL.1.1 Teunocru ¢ ronam obem/ Large volume liquids
1.1.1.2 Jlnodunuzaru/ Lyophilisates
1.1.1.4 Teunoctu ¢ mamsk 06eM/ Smail volume liquids
- Mxexumonen/undysuonen pastsop/Solution for injection/infusion;
- Mmxexuuonen pastsop/ Solution for injection;
- PastBop 32 umkexuuonen pasteop/ Solution Jor solution for injection;
- Kanku 3a oum, pasteop/ Eye drops, solution;
- PastBOpuTeN 3a napenTepanto npunoxenne/ Solvent Jor parenteral use;
- Kanku 3a oun, cycnensus/ Eye drops, suspension;
- Kankw 3a yww/oun, cycnensus/ Ear/eye drops, suspension.
1.1.2 Crepunusupanu B kpaiina onakoexa/ Terminally sterilised
1.1.2.1 Teuanoctu ¢ romam oGem/Large volume liquids
1.1.2.3 Teunoeru ¢ Marsk o6em/Small volume liquids
- Mmxexumonen pastsop/ Solution for injection

1.2 | Hecrepuinu nponyxru/Non-sterile products

1.2.1 Hecrepumnu nponyxtu/Non-sterile products

1.2.1.1 Teepau kancynu /Capsules, hard shell

1.2.1.8 Jlpyru teppu JekapcTBenn hopmu - Karcyna ¢ yb/JukeHo 0cBOO0KaaBaKe, TBbPIA; TableTka 3a IbBUeHe:;
Tabnerka ¢ ¥3MEHEHO OCBOGOKNABAHE; CTOMAILHO-yCTOHYHBA TabneTka; dunMupana tabnerka/Other solid dosage

Jorms - prolonged-release capsule, hard: chewable tablet; modified-release tablet; gastro-resistant tablet: Silm-coated
tablet, lozenge/pastille.

1.2.1.13 Tabnerku/Tablets

1.2.1.17 lpyra HecTepHIHY JIEKAPCTBEHH MPOLYKTH - Ilpax 3a mepopasen pasTsop B came; rpaHyaH B caue./Other
non-sterile medicinal products: Powder for Oral solution in Sachet: granules in Sachet.

1.5. | OnaxoBane/Packaging

1.5.1. TTepBuano onakosaue/Primary packing

1.5.1.1 Tewpnu xancynu /Capsules, hard shell

1.5.1.8 [lpyru T6bpau eKapcTBeHH GOPMHE - KANCYIA C YbIIKEHO 0cBOOOXK1aBaHe, TBbP/A; TAONETKa 32 JbBYCHE;
TalJIeTka ¢ H3MEHEHO 0CBOBGOKABAHE; CTOMAILIHO-YCTOHYMBA Tabnerka; punmupana Tabnetka/Other solid dosage
Sforms - prolonged-release capsule, hard: chewable tablet; modified-release tablet; gastro-resistant tablet; Jilm-coated
tabler, lozenge/pastilie.

1.5.1.13 Tabnerkw/Tablets

1.5.1.17 [Ipyrn HeCTEpHJIHU JIEKAPCTBEHH TpozykTu - IIpax 3a nmepopaieH pasTBop B calue; rpaHynu B cauwie./Other
non-sterile medicinal products: Powder for Oral solution in Sachet: granules in Sachet.

1.5.2 BTopudHo onakosane/Secondary packing

1.6. | Kauecrsen koutpon/Quality control testing

1.6.1 Mukpobuonoruunu: crepunuu/Microbiological: sterility

1.6.2 MukpoGuonoruisn: vecrepuinu/Mierobiological: non-sterility

1.6.3 Xumuanu /dusuaaw/ChemicgltPhysiealtr; | ot g

Orpannyenns nian 3abe/1exKH, UM "g?% E3Ka g-dﬁi&-:;g‘;_ra HA Te3H/NPOH3BOACTEEAH HeiiHoCTH;
Any restrictions or clarifying remarks related (o-th
HHCHeKIHATA € H3BbPIICHA JHCTA
It has been distant inspection
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20/12/2022 Ny, 4 ¢ Mar;@%m Borpau Kup#iio
==Rogdan Kirilov, MScPharm, MPH
Wsnbanurtenen Tupextop
Executive Director
H3nbiaaATe IHA areHNMA 0 JeKaperBaTa

Bulgarian Drug Agency

Codpusa 1303, yn. JamsH Mpyes N? 8, Ten.: (02) 8903 555, dakc: (02) 8903434
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