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Certificate No: TR/GMP/2024/13
CERTIFICATE OF GMP COMPLIANCE OF MANUFACTURER

Part1

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 regulations are in line with the requirements of
Pharmaceutical Inspection Co-operation Scheme (PIC/s) and the Directives of the European Commission.

Turkish Medicines and Medical Devices Agency confirms the following:

Manufacturer’s Name : NOBEL iLAC SANAYIi VE TICARET A.S.

Head Office / Correspondence Address: Saray Mah. Dr. Adnan Biiyiikdeniz Cad. No: 14
Umraniye / istanbul

Site Address : Sancaklar Mah. Eski Akgakoca Cad. No: 299
Merkez / Diizce

Manufacturing Authorization Date  : 30.01.2024
Manufacturing Authorization Number : TR/UY/2019/18-8

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
04-07/04/2023, 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 laying down the principles and
guidelines of good manufacturing practice for medicinal products for human use, and Directive 2001/83/EC g
Community code relating to medicinal products for human use.

Ferhat GONGOR
Vice President of the Agency
Address: Sofiitozii Mahallesi 2176. Sok. No:5 06520 Cankaya/ANKARA
Tel: (0312) 218 30 00 Fax: (0312) 218 34 60
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Part 2

B Human Medicinal Products *

1 MANUFACTURING OPERATIONS

If the company is engaged in manufacture of products with special requi;e;nems, eg radiopharmaceulicdls 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

‘orm.

1.1 |

Sterile Products
1.1.1 Aseptically prepared (processing operations for the following dosage forms)
1.1.1.2 Lyophilisates
1.1.1.4 Small volume liquids
1.1.1.5 Solids and implants
- Powder for solution for injection
Special Requirement - Cephalosporin
1.1.1.6 Other ascptically prepared products (... free fext)
- Powder and solvent for solution for injection

1.1.3 Batch certification

Non-sterile products
1.2.1 Non-sterile products (processing operations for the following dosage forms)
1.2.1.1 Capsules, hard shell
- Modified-release capsule, hard
- Capsule, hard
1.2.1.5 Liquids for external use
- Cutaneous spray, solution
- Rectal suspension
1.2.1.6 Liquids for internal use
- Oral solution
- Oral suspension
- Syrup
1.2.1.8 Other solid dosage forms
- Granules
- Lozenge/Pastille
- Powder for oral suspension
Special Requirement — Cephalosporin
- Micropellet
1.2.1.11 Semi-solids
- Cream
- Gel
- Ointment
1.2.1.13 Tablets
- Orodispersible tablet
- Soluble tablet
- Gastro-resistant tablet
- Film-coateqd tablet
Special Requirement — Cephalosporin
- Coated tablet
- Tablet
— - Prolonged-release tablet
e~ 1.2.2 Batch certification
| 113 | Biological medicinal products

, |

rhat GUNGOR
Vice President of the Agency
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" [1.3.1 Biological medicinal produc?s__ ‘
1.3.1.8 Other biological medicinal products (... free text)

1.3.2 Batch certification

1.5 |Packaging - -
1.5.1 Primary Packaging
1.5.1.1 Capsules, hard shell
1.5.1.5 Liquids for external use
1.5.1.6 Liquids for intemal use
1.5.1.8 Other solid dosage forms
1.5.1.11 Semi-solids
1.5.1.13 Tablets

1.5.2 Secondary packaging

1.6 | Quality control testing

1.6.1 Microbiological (sterility)

1.6.2 Microbiological (non-sterility) _ -

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

1.1.1.2 Applicable for lyophilized powder production in sterile vial line.

1.1.1.4 Applies to the production of sterile vials under aseptic conditions.

1.1.1.5 Cephalosporin products are in vial primary packaging.

1.1.1.6 Applies to the production of sterile pre-filled syringes.

1.2.1.6 Also applies to emulsion.

1.2.1.8 Applies to micropellet capsule.

1.3.1.8 “ALVENOAC 10 ml IV Powder and Solvent for Preparation of Injection Solution (Horse Origin
Scorpion Antiserum)”, “ALVENOBAL 10 ml IV Powder and Solvent for Preparation of Injection
Solution (Horse Origin Polyvalent Scorpion Antiserum)”, “VIPERLAX 10 ml IV for Injection Primary
packaging (filling) and secondary packaging activities of Biotechnological/Biological products named
"Powder and Solvent for Solution Preparation (Horse Origin Polyvalent Snake Antiserum)" and
"ALBICOV 10 ml IV Injection Solution (Horse Origin Covid-19 Antiserum)" and "ALBIES 1000IU/ It
is valid for primary packaging (filling), lyophilization and secondary packaging processes of the product
named 5 ml (IMISC) Solution for injection (Rabies antiserum (Sera))”.

1.2.1.13 Applies to the production of water-dispersible tablets.

B Human Investigational Medicinal Products (for Phase 1, II, I1I Clinical trials)* ~

1 MANUFACTURING OPERATIONS

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

| form. —— —
1.3 | Biological medicinal products - ]

1.3.1 Biological medicinal products
1.3.1.8 Other biological medicinal products (... free text)

11.3.2 Batch certification

1.5 | Packaging o i____ —
1.5.2 Primary Packaging o~

1.5.2 Secondary packaging __( ,}___ \

13.02.2024 _
Ferhat GUNGOR

£ Vice President of the Agency
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Any restrictions or clarifying remarks related to the scope of this certificate *:
1.5.2 Applies to the primary packaging (filling) activity of the VLP-Based Sars Cov-2 Vaccine for use

in clinical research (phase studies on humans).
1.5.3 Applies to the secondary packaging activity of the VLP-Based Sars Cov-2 Vaccine for use in

clinical studies (phase studies on humans).
1.3.1.2 Applies to bulk production (formulation and sterile filtration) activities of VLP-Based Sars

Cov-2 Vaccine for use in clinical studies (phase studies on humans).

13.02.2024 TR/GMP/2024/13

Ferhat GUNGOR
Vice President of the Agency
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Tiirkiye ila¢ ve Tibbi Cihaz Kurumu

T.C. SAGLIK BAKANLIGH
TORKIVE ILAG VE
TigBt CIHAZ KURUMU

Sertifika No: TR/IGMP/2024/12
URETIM TESISi iYi IMALAT UYGULAMALARI SERTIFIKASI

Béliim 1

Bu sertifika 1262 sayih Ispengiyari ve Tibbi Miistahzarlar Kanunu ile Beseri Tibbi Uriinler
imalathaneleri Yonetmeligi* ve giincel yi imalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda
gergeklestirilen denetim sonucu diizenlenmigtir. S6z konusu mevzuat Avrupa Birligi Direktifleriyle ve
Farmasdtik Denetim Isbirligi Konvansiyonu (PIC/s) gereklilikleriyle uyumludur.

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

Ureticinin Unvam . NOBEL ILAC SANAYIi VE TICARET A S.

Merkez/Yazigma Adresi : Saray Mah. Dr. Adnan Biiyiikdeniz Cad. No: 14
Umraniye / istanbul

Tesis Adresi - Sancaklar Mah. Eski Akg¢akoca Cad. No: 299
Merkez / Diizce

Uretim Yeri izin Belgesi Tarihi :30.01.2024

Uretim Yeri 1zin Belgesi Sayis: : TR/AUY/2019/18-8

1262 saysh lspengiyari ve Tibbi Miistahzarlar Kanunu ile Begeri Tibbi Uriinler imalathaneleri
Yénetmeligi ve giincel fyi imalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda denetlenmistir.

04-07/04/2023, tarihinde gergeklestirilen en son denetime gore iiretim yerinin GMP kosullarina uygun
oldugu anlasilmigtir.

Bu sertifika iiretim yerinin denetim sirasindaki durumunu belirtir ve denetim tarihi iizerinden 3 yil
gegmis ise dretim yerinin GMP uygunlugu konusunda Tiirkiye ilag ve Tibbi Cihaz Kurumu’na
damigiimahidir, Ancak sertifikanin gegerlilik siiresinin risk bazli degerlendirmeler sonucunda uzatiimast
veya kisaltilmast durumunda kisitlamalar veya agiklamalar kisminda bu durum belirtilir.

Bu sertifika Boliim 1 ve Boliim 2 ile birlikte tiim sayfalarin ibraz edilmesi durumunda gegerlidir.
Talep edilmesi halinde bu sertifika Tiirkiye {lag ve Tibbi Cihaz Kurumu tarafindan dogrulanabilir.

*Avrupa Birliginin 2003/94/AT sayili Begeri Tibbi Uriinler Igin lyi Imalat Uygulamalar: likeleri ve Kilavuzu
hakkindaki direktifi ile 2001/83/EC sayi begeri tibbi sirtinler hakkindaki direktifine paraleldir.

13.02.2024
Ferhat GONGOR

Kurum Bagkan Yardimcis:
Adres: Sopiitdzii Mahallesi 2176. Sok. No:5 06520 Cankaya/ANKARA
Tel: (0312) 218 30 00 Fax: (0312) 218 34 60
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Tiirkiye Ilag ve Tibbi Cihaz Kurumu

GLIK BAKANLIGI

1188 GHAZ KURUMU

Boliim 2 )
E Beseri Tibbi Uriinler* ] -

1 URETIM ISLEMLERI

Uretici efer ozel sartlar gerektiren iiriinleri diretiyor ise ilgili iiriin tipi ve dozaj formu boélimlerin altinda
belirtilmelidir (6rnegin radyafarmasotikler veya penisilin, siilfonamid, sitotoksikler, sefalosporinler, hormonal
aktivite iiriinleri veya diger potansivel tehlikeli aktif maddeler iceren iiriinler)

1.1 | Steril Uriinler i ]
1.1.1 Aseptik hazirlanan Giriinler (agagidaki dozaj formlan igin iglemleri yiiriitiir)
1.1.1.2 Liyofilize Uriinler
1.1.1.4 Kiigiik Hacimli Sivilar
1.1.1.5 Katilar ve Implantlar
- Enjeksiyonluk gizelti tozu
Ozel Gereklilik - Sefalosporin
1.1.1.6 Diger Aseptik Hazirlanan Uriinler (... agiklaymz)
) - Enjeksiyonluk ¢6zelti tozn ve gdziiciisii
1.1.3 Seri serbest birakma

1.2 | Steril Olmayan Uriinler

1.2.1 Steril Olmayan Uriinler (agagidaki dozaj formlan igin iglemleri yiiriitiir)
1.2.1.1 Sert Kapsiiller
- Degistirilmis salimh sert kapsiil
- Sert kapsiil
1.2.1.5 Harici Likitler
- Deri spreyi ¢ozelti
- Rektal siispansiyon
1.2.1.6 Dihili Likitler
- Oral gozelti
- Oral siispansiyon
- Surup
1.2.1.8 Diger Kat1 Dozaj Formlan
- Graniil
- Pastil
- Oral siispansiyon tozu
Ozel Gereklilik - Sefalosporin
- Mikropellet
1.2.1.11 Yan Katilar
- Krem
- Jel
- Merhem
1.2.1.13 Tabletler
- Afizda dagilan tablet
- Coziinebilir tablet
- Enterik tablet
- Film kapl tablet
Ozel Gereklilik ~ Sefalosporin
- Kaplanmis tablet
- Tablet
- Uzatilmug salimh tablet N
1.2.2 Seri serbest birakma

1.3 | Biyolojik Tibbi Uriinler I
1.3.1 Biyolojik Tibbi Uriinler

1.3.1.8 Diger biyolojik tibbi ﬁrﬁnletf.‘.‘»pﬁkla}ﬂg)_ (

1.3.2 Seri serbest birakma iglemleri

13.02.2024

rhat GUNGOR
Kurum Bagkan Yardimcis:
Adres: SOgiitozii Mahallesi 2176. Sok. No:5 06520 Cankaya/ANKARA
Tel: (0312) 218 30 00 Fax: (0312) 218 34 60
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Ambalajlama

1.5.1 Primer Ambalajlama
1.5.1.1 Sert Kapsilller
1.5.1.5 Harici Likitler
1.5.1.6 Dahili Likitler
1.5.1.8 Digger Kati Dozaj Formlan
1.5.1.11 Yan Katilar
1.5.1.13 Tabletler
1.5.2 Sekonder Ambalajlama

1.6 | Kalite Kontrol Testleri _ ]
1.6.1 Mikrobiyolojik (steril)

1.6.2 Mikrobiyolojik (steril olmayan)
1.6.3 Kimyasal/fiziksel -
Bu sertifikanin kapsamu ile ilgili ssmrlamalar veya aciklayici yorumlar*:

1.1.1.2 Steril flakon hattinda liyofilize toz tiriinlerin iiretimi igin gegerlidir.
1.1.1.4 Aseptik sartlarda steril flakon tretimi igin gegerlidir.
1.1.1.5 Sefalosporin tiriinler flakon primer ambalajindadur.
1.1.1.6 Steril kullanima hazir enjektdr tiretimi igin gegerlidir.
1.2.1.6 Emiilsiyon igin de gegerlidir.
1.2.1.8 Mikropellet kapsiil igin gegerlidir.
1.3.1.8 “ALVENOAC 10 ml IV Enjeksiyonluk Cozelti Hazirlamak Igin Toz ve Céziicii (At Kaynakh
Akrep Antiserumu)” ,“ALVENOBAL 10 ml IV Enjeksiyonluk Cozelti Hazirlamak I¢in Toz ve
Coziicii (At Kaynakh Polivalan Akrep Antiserumu)”, “ViPERLAX 10 ml IV Enjeksiyonluk Cozelti
Hazrlamak lgin Toz ve Coziicii (At Kaynakl Polivalan Yilan Antiserumu)” ve “ALBICOV 10 ml IV
Enjeksiyonluk Cozelti (At Kaynakh Covid-19 Antiserumu)” isimli Biyoteknoljik/Biyolojik iiriinlerin
primer ambalajlama (dolum) ve sekonder ambalajlama faaliyetleri ile “ALBIES 10001U/5 ml (IMISC)
Enjeksiyonluk ¢bzelti (Kuduz antiserumu (Sera))” isimli tiriiniin primer ambalajlama (dolum),
liyofilizasyon ve sekonder ambalajlama islemleri igin gegerlidir.
1.2.1.13 Suda daiilabilen tablet iiretimi igin gegerlidir.

[ Beseri Tibbi Aragtirma Uriinleri*

1 URETIM iSLEMLERI

Uretici eger ézel sartlar gerelm‘re_n driinleri tiretiyor ise ilgili dirin tipi ve dozcﬁ)rmu béliimlerin altinda
belirtilmelidir (6rnegin radyofarmasétikler veya penisilin, sitlfonamid, sitotoksikler, sefalosporinler, hormonal
| aktivite diriinleri veya diZer potansiyel tehlikeli aktif maddeler iceren driinler)
1.3 | Biyolojik Tibbi Uriinler
[ |1.3.1 Biyolojik Tibbi Uriinler
| 1312 Immiinolojik iiriinler
1.5 Ambalajlama .
1.5.1 Primer Ambalajlama
1.5.2 Sekonder Ambalajlama
Bu sertifikanin kapsam ile ilgili simrlamalar veya agikla
1.5.2 Klinik aragtirmalarda (insanlar {izerinde yapilan ffz galigmalar) kullanilmak iizere
Sars Cov- 2 Asismin primer ambalajlama figlum) faali ti icin gegerlidir.

13.02.2024

Kurum Bagkan Yardimcisi
Adres: Sogitozii Mahallesi 2176. Sok. No:5 06520 Cankaya/ANKARA
Tel: (0312) 218 30 00 Fax: (0312) 218 34 60
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1.5.3 Klinik aragtirmalarda (insanlar iizerinde yaplan faz gahgmalari) Kkullamlmak iizere VLP Tabanl

Sars Cov-2 Agisimin sekonder ambalajlama faaliyeti igin gecerlidir.
arda (insanlar fizerinde yapilan faz caligmalar) kullalmak iizere VLP

1.3.1.2 Klinik aragtimal
bulk iiretim (formiilasyon ve steril filtrasyon) faaliyetleri igin gegerlidir.

Tabanli Sars Cov-2 Agisiun
13.02.2024 TR/GMP/2024/12
Ferhat GONGOR
Kurum Bagkan Yardimcisi
Qéé“k F, ;k 3

Adres: Sogatozii Mahallesi 2176. Sok. No:5 06520 Cankaya/ ANKARA
Tel: (0312) 218 30 00 Fax: (0312) 218 34 60
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BU iSLEM EVRAKLARDAKI IMZALARIN ONAYINI KAPSAMAYIP YALNIZCA
METIN TERCUME TASDIK ISLEMIDIR.

Bu terciimenin noterligimiz Yeminli Tercimani BURCU CALISKAN tarafindan TURKGE
dilinden iNGILIZCE diline terciime edildigini onaylarim.
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