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CERTIFICATE OF PRODUCTION FACILITY GOOD MANUFACTURING PRACTICES

Section 1

This certificate has been issued as a result of the audit carried out in line with the requirements of the Pharmaceutical
and Medical Preparations Law No. 1262 and the Regulation on the Manufacturers of Medicinal Products for Human
Use* and the current Good Manufacturing Practices Guide. The legislation in question is in line with the European
Union Directives and the Pharmaceutical Control Cooperation Convention (P1C/s) requirements.

The Turkish Medicines and Medical Devices Agency approves the following information about the manufacturer:

Title of the Manufacturer :IDOL ILAC DOLUM SANAYI VE TICARET A.S.

Headquarters / Correspondence Address : Davutpasa Caddesi Cebeali Bey Sokak No: 20 Topkapi
Zeytinburnu Istanbul '

Facility Address : Davutpaga Caddesi Cebealibey Sokak No:20 Topkapi
Zeytinburnu Istanbul

Date of Production Site Permit :09/06/2021

Number of Production Site Permits : TR/UY/2020/6-2

Inspected in line with the requirements of the Pharmaceutical and Medical Preparations Law No, 1262, the Regulation
on Medical Products for Human Use and the current Good Manufacturing Practices Guide.

According to the latest inspection carried out on 17-20/09/2018, it has been understood that the production site
complies with the GMP conditions.

SOGUK MUHURLUDUR

This certificate indicates the status of the production site at the time of inspection and if 3 years have passed since the
inspection date, the Turkish Medicines and Medical Devices Agency should be consulted about the GMP compliance
of the production site. However, if the validity period of the certificate is extended or shortened as a result of risk-
based assessments, this situation is stated in the restrictions or explanations section.

This certificate is valid if all pages are submitted along with Part 1 and Part 2.
If requested, this certificate can be verified by the Turkish Medicines and Medical Devices Agency.

‘It is in parallel with the Directive of the European Union No. 2003/94/EC on the principles and Guidance of Good
Manufacturing Practice for Medicinal Products for Human Use and with the Directive 2001/83/EC on medicinal products for
human use,

(Signature)
Dr.Phar.Sevil AZAK SUNGUR
Corporate Vice President

Digitally signed by Chitic EcHférina
Date: 2022.10.01 20:10:57 EEST
Reason: MoldSign Signature
Location: Moldova




REPUBLIC OF TURKEY
MINISTRY OF HEALTH

(Logo) Turkish Medicines and Medical Devices Agency

Section 2
Medicinal Products for Human Use

1 MANUFACTURING ACTIVITIES OF MEDICINAL PRODUCT FOR HUMAN USE

If the manufacturer produces products that require special conditions, the relevant product type and dosage form should be specified
under the sections (for example, radiopharmaceuticals or products containing penicillin, sulfonamide, cytotoxics, cephalosporins,
hormonal activity products or other potentially dangerous active substances)

1.1 Sterile Products

1.1:1 Aseptically prepared products (processes for the following dosage forms)
1.1.1.1 Large Volume Liquids
- Solution for infusion
1.1.1.2 Lyophilized Products
1.1.1.4 Small Volume Liquids
- Solution for injection / infusion
- Solution for injection
- Solution for solution for injection
- Solution for suspension for injection
- Eye drops, solution
- Solution for solution for infusion
- Ear / eye drops, solution
- Solution for infusion
- Concentrate for solution for infusion
- Eye drops, emulsion
- Eye drops, suspension
- Ear / eye drops, suspension
1.1.2 Products sterilized in their final container (following procedures for dosage forms)
1.1.2.1 Large Volume Liquids
- Solution for infusion
1.1.2.3 Small Volume Liquids
- Solution for injection / infusion
- Solution for injection
- Solution for solution for infusion
- Solution for infusion
- Concentrate for solution for infusion

1.1.3 Serial release
1.3 Biological Medicinal Products
1.3.1 Biological Medicinal Products
1.3.1.6 Human/Animal Extract Based Products
1.5 Packaging
1.5.2 Secondary Packaging

1.6 | Quality Control Tests P . O
1.6.1 Microbiological (sterile) = 7 ﬂ& U @

1.6.3 Chemical/physical
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Limitations or explanatory comments regarding the scope of this certificate:
- 1.1 Sterile products production activities are also valid for "ampoule and vial" primary packaging production
and "Waler for injection” production activities.
- 11.11Italso applies to the production activity "Nebulization/oral solution”,
- 13.1.6 Human/Animal Extract Based Products applicable for "Sterile filtration of scorpion antiserum, which
is the bulk active ingredient, and filling into vials as lyophilized powder"

The validity period of the certificate has been extended in line with the 03/12/2021 dated and E-24931227-020-6568
numbered Authority's Approval, and this certificate is valid until 31/12/2022.

31/12/2021 TR/GMP/2021/335

(Signature)
Dr.Phar.Sevil AZAK SUNGUR
Corporate Vice President
(Official Senl)
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T.C. SAGLIK BAKANLIG! Tiirkiye ila¢ ve Tibbi Cihaz Kurumu

TORKIYE ILAG VE
Tigel CIHAZ KURUMU

31 0CAK 2022
Sertifika No: TR/GMP/2021/335

URETIM TESISi iYl IMALAT UYGULAMALARI SERTIFIKASI

Boliim 1

Bu sertifika 1262 sayih ispengiyari ve Tibbi Miistahzarlar Kanunu ile Beseri Tibbi Uriinler
Imalathaneleri Yénetmeligi* ve giincel lyi Imalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda
gergeklestirilen denetim sonucu diizenlenmigtir, Séz konusu mevzuat Avrupa Birligi Direktifleriyle ve
Farmasétik Denetim Isbirligi Konvansiyonu (PIC/s) gereklilikleriyle uyumludur.

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

Ureticinin Unvam :IDOL ILAC DOLUM SANAYI VE TICARET A S.

Merkez/Yazisma Adresi : Davutpasa Caddesi Cebeali Bey Sokak No: 20 Topkap:
Zeytinbumu Istanbul

Tesis Adresi : Davutpasa Caddesi Cebealibey Sokak No:20 Topkap:
Zeytinburnu Istanbul

Uretim Yeri Izin Belgesi Tarihi: 09/06/2021
Uretim Yeri Izin Belgesi Sayis:: TRATY/2020/6-2

1262 sayili Ispengiyari ve Tibbi Miistahzarlar Kanunu ile Beseri Tibbi Uriinler Imalathaneleri
Yonetmeligi ve giincel Iyi Imalat Uygulamalari Kilavuzu gereklilikleri dogrultusunda denetlenmistir,

17-20/09/2018 tarihinde gergeklestirilen en son denetime gore tretim yerinin GMP kogullarina uygun
oldugu anlagilmgtir,

Bu sertifika iretim yerinin denetim sirasindaki durumunu belirtir ve denetim tarihi tizerinden 3 yil
gegmig ise iretim yerinin GMP uygunlupu konusunda Tiirkiye llag ve Tibbi Cihaz Kurumu’na
danigtlmahidir, Ancak sertifikanin gegerlilik siiresinin risk bazh degerlendirmeler sonucunda uzatilmas:
veya kisaltilmasi durumunda kisitlamalar veya agiklamalar kisminda bu durum belirtilir,

Bu sertifika Boliim 1 ve Béliim 2 ile birlikte tiim sayfalarin ibraz edilmesi durumunda gegerlidir,

Talep edilmesi halinde bu sertifika Tiirkiye flag ve Tibbi Cihaz Kurumu tarafindan dogrulanabilir,

*Avrupa Birliginin 2003/94/AT sayilt Begeri Tibbi Uriinler lgin lyi Imalar Uygulamalar: lHkeleri ve Kilavuzu
hakkindaki direktifi ife 2001/83/EC sayil: begeri tibbi iiriinler hakkmdaki direktifine paraleldir.

il AZAK SUNGUR
KumumBaskan Yardimeisi

1Ad#Es: S5it6zii Mahallesi 2176, Sok. No:S 06520 Cankaya/ANKARA
Tel: (0312) 218 30 00 Fax: (0312) 218 34 60
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T.CSAGLIK BAKANLIGH Tiirkiye ilag ve Tibbi Cihaz Kurumu

TIBE CHAZ KURUMLU

Boliim 2

-F" Beseri Tibbi Uriinler

1 BESERI TIBBI URUN URETIM FAALIYETLERI

Uretici eger ozel sartlar gerektiren diriinleri tretiyor ise ilgili iiriin tipi ve dozaj formu bolimlerin altinda
belirtilmelidir (6rnegin radyofarmasdétikler veya penisilin, silfonamid, sitotoksikler, sefalosporinler, hormonal
aktivite driinleri veya diger potansiyel tehlikeli aktif maddeler iceren diriinler)

1.1

Steril Uriinler

1.1.1 Aseptik hazirlanan tiriinler (agagidaki dozaj formlar igin islemleri yiiriitiir)
1.1.1.1 Biiyiik Hacimli Sivilar '
- Infiizyoniuk ¢ozelti
1.1.1.2 Liyofilize Uriinler
1.1.1.4 Kiigiik Hacimli Sivilar
- Enjeksiyonluk / inflizyonluk ¢ozelti
- Enjeksiyonluk ¢dzelti
- Enjeksiyonluk ¢ozelti igin ¢ozelti
- Enjeksiyonluk slispansiyon icin ¢ozelti
- G6z damlast, ¢bzelti
- Infiizyonluk ¢bzelti igin ¢bzelti
- Kulak / gbz damlas:, gozelti
- Infizyonluk gézelti
- Inflizyonluk ¢bzelti igin konsantre
- Goz damlasi, emiilsiyon
- Goz damlasi, siispansiyon
- Kulak/géz damlasi, siispansiyon

1.1.2 Son kabinda sterilize edilen iriinler (agagidaki dozaj formlan igin islemleri yiiriitiir)
1.1.2.1 Biiyiik Hacimli Sivilar
- Infiizyonluk cozelti
1.1.2.3 Kiigiik Hacimli Sivalar
- Enjeksiyonluk / infiizyonluk ¢ozelti
- Enjeksiyonluk ¢dzelti
- Infiizyonluk ¢ozelti igin cozelti
- Infiizyonluk gozelti
- Infiizyonluk cézelti icin konsantre

1.1.3 Seri serbest birakma

1.3

Biyolojik Tibbi Uriinler

1.3.1 Biyolojik Tibbi Uriinler
1.3.1.6 Insan/Hayvan Ekstrakts Kaynakli Uriinler

15

Ambalajlama

1.5.2 Sekonder Ambalajlama

1.6

Kalite Kontrol Testleri

1.6.3 Kimyasal/fiziksel

1.6.1 Mikrobiyolojik (steril) 0 P,
i

Sertifika No: TR/GMP/2021/335

Sevil AZAK SUNGUR
Bagkan Yardimcisi

" Adres: S6giitozii Mahallesi 2176. Sok. No:5 06520 Cankaya/ANKARA
Tel: (0312) 218 30 00 Fax: (0312) 218 34 60
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Bu sertifikanin kapsamu ile ilgili simirlamalar veya agiklayict yorumlar:
- L1 Steril iriinler iiretim faaliyetleri “ampul ve flakon" primer ambalajlarinda iiretim ve
"Enjeksiyonluk su" iiretim faaliyetler igin de gegerlidir.
- 1.1.1 "Nebiilizasyon/oral gozelti" iiretim faaliyeti igin de gegerlidir.
- 1.3.1.6 Insan/Hayvan Ekstrakt: Kaynakl: Uriinler "Bulk ctkin madde olan akrep antiserumunun steril
filtrasyonu ve liyofilize toz olarak flakonlara dolumu" igin gegerlidir.

Sertifikanin gegerlilik siiresi 03/12/2021 tarih ve E-24931227-020-6568 sayilh Makam Oluru
dogrultusunda uzatilmig olup, isbu sertifika 31/12/2022 tarihine kadar gegerlidir.

31/12/2021 TR/GMP/2021/335

'\ Adres: S6giitdzi Mahallesi 2176. Sok. No:5 06520 Cankaya/ANKARA
Tel: (0312) 218 30 00 Fax: (0312) 218 34 60
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