T.C.SAGLIK BAKANLIGI
TURKIYE ILAC VE
TIBBi CIHAZ KURUMU

Sertifika No: TR/GMP/2025/318
URETIM TESISI iYi IMALAT UYGULAMALARI SERTIFIKASI

Boliim 1

Bu sertifika 1262 sayili Ispengiyari ve Tibbi Miistahzarlar Kanunu ile Beseri Tibbi Uriinler
Imalathaneleri Yonetmeligi* ve giincel tyi Imalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda
gergeklestirilen denetim sonucu diizenlenmistir. S6z konusu mevzuat Avrupa Birligi Direktifleriyle ve
Farmasétik Denetim Isbirligi Konvansiyonu (PIC/s). gereklilikleriyle uyumludur.

Tiirkiye flag ve Tibbi Cihaz Kurumu iireticiye ait agagidaki bilgileri onaylar:

Ureticinin Unvam : TAB ILAC SANAYI ANONIM SIRKET{

Merkez/Yazisma Adresi :Akgaburgaz Mabh. Akgaburgaz Cad. No:42
Esenyurt/ISTANBUL \

Tesis Adresi :Akgaburgaz Mah. Akgaburgaz Cad. No:42
Esenyurt/ISTANBUL

Uretim Yeri izin Belgesi Tarihi :11.09.2025

Uretim Yeri izin Belgesi Sayis1 :TR/TY/2021/8-2

1262 sayili Ispengiyari ve-Tibbi Miistahzarlar Kanunu ile Beseri Tibbi Uriinler Imalathaneleri
Yonetmeligi ve giincel Iyi imalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda denetlenmistir.

23 Eyliil 2025, tarihinde gergeklestirilen en son denetime gore iiretim yerinin GMP kogullarina uygun
oldugu anlagilmstir.

Bu sertifika iiretim yerinin' denetim sirasindaki durumunu belirtir ve denetim tarihi {izerinden 3 wil
gegmig ise iretim yerinin GMP uygunlugu konusunda Tirkiye Ilag ve Tibbi Cihaz Kurumu’na
damigilmahdir. Ancak sertifikanin gegerlilik siiresinin risk bazh degerlendirmeler sonucunda uzatilmas:
veya kisaltiimas1 durumunda kisitlamalar veya agtklamalar kisminda bu durum belirtilir.

Bu sertifika Béliim 1 ve Boliim 2 ile birlikte tiim sayfalann ibraz edilmesi durumunda gegerlidir.

Talep edilmesi halinde bu sertifika Tiirkiye Ilag ve Tibbi Cihaz Kurumu tarafindan dogrulanabitir.

*Avrupa Birliginin 2003/94/AT sayili Begeri Tibbi Uriinler Igin lyi Imalat Jlygulamalar: Hkeleri ve Kilavuzu
hakkindaki direkeifi ile 2001/83/EC sayut beseri tibbi diriinler hakkindaki dinfgktifine paraleldir.

. D¥. Ahmet A
Kurum Baskani




Boliim 2

Il Beseri Tibbi Uriinler*

1 BESERI TIBBI URUN URETIM FAALIYETLERI

Uretici eger ozel sartlar gerektiren iirtinleri iiretiyor ise ilgili iiriin tipi ve dozaj formu bilimlerin altinda
belirtilmelidir (6rnegin radyofarmasétikler veya penisilin, siilfonamid, sitotoksikler, sefalosporinier, hormonal
aktivite driinleri veya diger potansiyel tehlikeli aktif maddeler iceren iiriinler)

1.2 |Steril Olmayan Uriinler

1.2.1 Steril Olmayan Uriinler (asagidaki dozaj formlan igin iglemleri yiiriitiir)

1.2.1.1 Sert Kapsiiller

1.2.1.2 Yumusak Kapsiiller

1.2.1.6 Dahili Likitler

1.2.1.13 Tabletler

1.2.1.15 Diger steril olmayan iiriinler (... agiklayntz)
- Apizdan gozelti igin sagede graniil
- Agizdan siispansiyon i¢in sagede graniil
- Sagede afizdan ¢ézeltilik toz
- Sagede kaph graniil
- Sasede uzatilrmg salimli graniil

1.2.2-Seri serbest birakma

1.5 | Ambalajlama

1.5.1 Primer Ambalajlama
1.5.1.1 Sert Kapsiiller
1.5.1.2 Yumugak Kapsiiller
1.5.1.6 Dahili Likitler
1.5.1.13 Tabletler
1.5.1.15 Diger steril olmayan iirinler (... agtklaymz)

1:5:2 Sekonder Ambalajlama

1.6 |Kalite Kontrol Testleri

1.6.2 Mikrobiyolojik (steril olmayan)
1.6.3 Kimyasal/fiziksel

Bu sertifikanin’kapsamu ile ilgili siirlamalar veya agiklayici yoru'nilar*:
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Prof. Dr. Ahmet A
Kurum Bagkam
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B Beseri Tibbi Aragtirma Uriinleri (Faz I, 11, 11l Klinik ¢alismalar igin)*

1 BESERI TIBBi ARASTIRMA URUNLERI URETIM FAALIYETLERI

Uretici eger ozel sartlar gerektiren iiriinleri iiretiyor ise ilgili iiriin tipi ve dozaj formu biliimlerin altinda
belirtilmelidir (6rnegin radyofarmasotikler veya penisilin, siilfonamid, sitotoksikler, sefalosporinler, hormonal
aktivite diriinleri veya diger potansiyel tehlikeli aktif maddeler iceren iiriinler)

1.2 |Steril Olmayan Uriinler

1.2.1 Steril Olmayan Uriinler (agagidaki dozaj formlan igin iglemteri yiiriitiir)
1.2.1.2 - Yumugak Kapsiiller

1.2.2 Seri serbest birakma

L5 |Ambalajlama

1.5.1 Primer Ambalajlama
1.5.1.2 Yumusak Kapsiiller
1.5.2 Sekonder Ambalajlama

1.6 | Kalite Kontrol Testleri
1.6.2 Mikrobiyolojik (steril olmayan)
1.6.3 Kimyasal/fiziksel

Bu sertifikanmn kapsamu ile ilgili snnftiamalar,veya'a:;lklaylci -yorum1ar"‘:

TR/GMP/2025/318 27.11.2025

Prof.:Dr. Ahmet AYAR
Kurum Bagkam

Adres: Sogiit6zii Mahallesi 2176. Sok. No:5 06520 Cankaya/ANKARA
Tel: (0312) 218 30 00 Fax: (0312) 218 34 60
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REPUBLIC OF TURKIYE
MINISTRY OF HEALTH
MEDICINES AND MEDICAL
DEVICES AGENCY OF TORKIYE

Certificate No: TR/GMP/2025/319
CERTIFICATE OF GMP.COMPLIANCE OF MANUFACTURER

Part 1

Issued following an inspection in accordance with current Good Manufacturing Practice Guidelines, and
the Regulation on‘Manufacturing Plants of Medicinal Products for Human Use* and the Law No 1262
on Pharmaceutical and Medicinal Preparations.-These: regulatlons are'in line with the requirements of
Pharmaceutical . Inspection Co:operation Scheme (PIC/s)and the Directives of: the European
Commission,

Turkish Medxcmes and Medlcal Devices Agency confirms the following:

Manufacturer’s Name ' TABILAC SANAYI ANONIM SIRKETi
Head Office / Cotrespondence Address :Akgaburgaz Mah: Akcaburgaz Cad. No:42
Esenyurt/ISTANBUL

Site Address :Akcaburgaz Mah. Akgaburgaz Cad. No:42
| ‘ Esenyurt/ISTANBUL

Manufacturing Authorization'Date ~ : 11.09.2025

Manufacturing Authorization Number : TR/UY/2021/8-2

Has been inspected in accordance with current Good Manufacturing Practice Guidelines, the Regulation

on Manufacturing Plants of Medicinal 'Products for Human Use, the, Law No 1262 on/Pharmaceutical

- |and Medicinal Products.

From the knowledge gained during inspection of this manufacturer, the latest of.which was conducted
on 23.09.2025, it is considered that it complies with the requirements of Good Manufacturing Practice
(GMP).

This certificate reflects the status of;the, manufacturing site at.the time of the inspection, and Turkish
Medicines and Medical Devices Agency should be consulted to verify compliance of the manufacturing
site with GMP requirements if more than 3 years have elapsed since the date of 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.

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

The authenticity of this certificate may be verified by Turkish Medicines and Medical Devices Agency
upon request.

*This regulation is aligned with European Union Directive Directive 2003/94/EC [gying down the principles and
guidelines of good manufacturing practice for medicinal products for human use, fand Directive 2001/83/EC on
the Community code relating to medicinal products for human

Prof. Dr. e R
President of the Agency
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Part 2

[ Human Medicinal Products *

1 MANUFACTURING OPERATIONS - MEDICINAL PRODUCTS*

If the company is engaged in manufacture of products with special requirements, e.g. radiopharmaceuticals or
products containing penicillin, sulphanomides, cytotoxics, cephalosporins, substances with hormonal activity or
other potentially hazardous active ingredients, this should be stated under the relevant product type and dosage

form.

1.2 | Non-sterile products

1.2.1 Non-sterile products (processing op¢rationsifor the following dosage forms)
1.2.1.1 Capsules, hard shell =

1.2.1.2 Capsules, soft shell

1.2.1.6 Liquids for internal use

1.2.1.13 Tablets
1.2.1.15. 0ther non-sterile medicinal products (... free text)

-Granules for oral solution in sachet
Granules and solvent for oral suspension
-Powder for oral solution in sachet
~Coated granules in sachet

-Prolonged- relwnules in sachet

1.2. 2 Batch certlﬁcatlon

1.5 | Packaging j
1.571 Primary Packagmg
1.5.1.1 Capsules, hard shell
1.5.1.2 Capsules, soft shell"
1.5.1.6 Liquids for, internal use
1.5.1.13 Tablets’
1.5.1.15 Other non-sterile medicinal products (....free text)

1.5.2 Secondary packaging

1.6 | Quality control testing .

1.6.2'Microbiological (non-sterility)

1.6.3 Chemical/Physical

Any restrictions or clarifying remarks related to the scope of thls certlﬁcatc

TR/GMP/2025/319 rof. Dr. Ahmet AYAR 27.11.2025
President of the Agency

Adres: S6gtitozii Mahallesi-2176.- Sok. No:5 06520 Cankaya/ ANKARA
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B Human Investigational Medicinal Products (for Phase I, 11, HI Clinical trials)*

1 MANUFACTURING OPERATIONS - MEDICINAL INVESTIGATIONAL
PRODUCTS*

If the company is engaged in manufacture of products with special requirements, e.g. radiopharmaceuticals or
products containing penicillin, sulphanomides, cytotoxics, cephalosporins, substances with hormonal activity or
other potentially hazardous active ingredients, this should be stated under the relevant product type and dosage
form.
1.2 | Non-sterile products
1.2.1 Non-sterile products (processing operations for the following dosage forms)

1.2.1.2 Capsules, soft shell

1.2.2 Batch certification

1.5 |[Packaging
1.5.1 Primary Packaging
1.5.1.2 Capsules, soft shell-

1.5.2 Secondary packaging
1.6 | Quality.control testing . U
1.6.2 Microbiological (non-sterility)

1.6.3'Chemical/Physical:
Any restrictions or.clarifying remarks related to the scope of this'certificate *:

TR/GMP/2025/319 27.11.2025

Prof. Dr. Ahmet AYAR
President of the Agency
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