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CERTIFICATE OF GMP COMPLIANCE OF MANUFACTURER
Part 1

Issued following an inspection in accordance with the 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 information which belongs
to the manufacturer:

Manufacturer’s Name : AROMA ILAC SAN. LTD. STI.
Head Office/Correspondence Address : Vakiflar OSB Mahallesi, Sanayi Caddesi, No: 22/1 Kat 2
Ergene/Tekirdag

Site Address : Vakiflar OSB Mahallesi, Sanayi Caddesi, No: 22/1 Kat 2
,Ergene/Tekirdag

Manufacturing Licence Date : 20/02/2024

Manufacturing Licence Number : TR/UY/2019/9-7

It has been inspected 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.

From the knowledge gained during inspections of this manufacturer, the latest of which was conducted
on 25-27.06.2024, it is considered that it complies with the requirements 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 the compliance of
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 2003/94/AT laying down the principles and
guidelines of good manufacturing practice for medicinal products for human use, and Directive 2001/83/EC on
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Part 2

m Human Medicinal Products*
~ Human medicine research products (For Phase 1, 11, 11I of clinical trials) *

1. MANUFACTURING OPERATIONS FOR MEDICINAL PRODUCTS FOR HUMAN USE

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.

1.1 | Sterile Products

1.1.1. Aseptically prepared products (conducting operations for the following dosage forms)
1.1.1.1 Large Volume Liquids
1.1.1.2 Lyophilized Products
[.1.1.4 Small Volume Liquids
-Injectable / infusion solution
-Solution for injection
-Eye drops, solution
-Ear / eye / nose drops, solution
-Solution for infusion
-Solvent for parenteral use
-Concentrate for solution for infusion
-Injectable / infusion emulsion
-Eye drops, emulsion
-Extended-release injectable suspension
-Eye drops, suspension
1.1.1.6 Other Aseptically Prepared Products (... explain)
- Eye drops, solution in a single-dose container
- Eye drops, emulsion in single dose container
- Eye drops, suspension in a single-dose container
- Solution for injection in ready-to-use injector
- Solution for injection in a ready-to-use syringe
- Extended-release injectable suspension in pre-filled syringe

1.1.2 Terminally sterilized products (conducting operations for the following dosage forms)
1.1.2.1 Large Volume Liquids
1.1.2.3 Small Volume Liquids
-Injectable / infusion solution
-Solution for injection
-Solution for infusion
-Solvent for parenteral use
-Concentrate for solution for infusion
-Injectable / infusion emulsion
-Extended-release injectable suspension
1.1.2.5 Other Terminally Sterilized Products (....explain)
- Solution for injection in ready-to-use injector
- Solution for injection in a pre-filled syringe
- Injectable extended-release suspension in pre-filled syringe

1.3 | Biological Medicinal products

1.3.1 Biological Medicinal products
1.3.1.2 Immunological products
1.3.1.6 - Human / Animal Extract Sourced Products

1.5 | Packaging

1.5.2 Secondary packaging

1.6 | Quality Control Tests e

1.6.3. Chemical/physical
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Any restrictions or clarifying remarks related to the scope of this certificate®:

-1.1.1 The ability of the Plant to operate also in the BFS (Blow-Fill-Seal) production line was considere

applopnata % %
-1. 1. 1.2 It is alse valid for concentrated powder for solution for infusion and powder for oral sol @n

-1. I 1.4 Valid for ampoule and vial.

-1.1.1.6 It is also valid for nebulizing solution, inhalation with nebulizer for suspension and ear, nose drops for

suspension.

-1.1.2.3 Valid for ampoule and vial,

-1.3.1.2 Valid for ** Partial bulk production (mixing the sterile supplied bulk product prior to filling), primary and
secondary packaging procedures for the Chinese Inactivated Coronavac vaccine developed by SINOVAC

Company”.

COHuman Medicinal Products®
m Human medicine research products (For Phase I, I1, 111 of clinical trials) *

1. MANUFACTURING OPERATIONS FOR MEDICINAL PRODUCTS FOR HUMAN USE

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.

1.1 | Sterile Products

I.1.1. Aseptically prepared products (conducting operations for the following dosage forms)
1.1.1.1 Large Volume Liquids
1.1.1.2 Lyophilized Products
1.1.1.4 Small Volume Liquids
-Injectable / infusion solution
-Solution for injection
-Eye drops, solution
-Ear / eye / nose drops, solution
-Solution for infusion
-Solvent for parenteral use
-Concentrate for solution for infusion
-Injectable / infusion emulsion
-Eye drops, emulsion
-Extended-release injectable suspension
-Eye drops, suspension
1.1.1.6 Other Aseptically Prepared Products (... explain)
-Eye drops, solution in a single-dose container
-Eye drops, emulsion in single dose container
-Eye drops, suspension in a single-dose container
-Solution for injection in ready-to-use injector
-Solution for injection in a ready-to-use syringe
-Extended-release injectable suspension in pre-filled syringe

1.1.2 Terminally sterilized products (conducting operations for the following dosage forms)
1.1.2.1 Large Volume Liquids
1.1.2.3 Small Volume Liquids
-Injectable / infusion solution
-Solution for injection
-Solution for infusion
- Solvent for parenteral use
-Concentrate for solution for infusion
-Injectable / infusion emulsion
- Extended-release injectable suspension
1.1.2.5 Other Terminally Sterilized Products (....explain)
- Solution for injection in ready-to-use injector
- Solution for injection in a pre-filled syringe
- Injectable extended release suspension in pre-filled syringe

(Signature)
06.05.2025 Eray KAPLAN
Vice President of the Institution
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1.3 | Biological Medicinal products

1.3.1 Biological Medicinal products
1.3.1.2 Immunological products
1.3.1.6 Human / Animal Extract Sourced Products

1.5 | Packaging

1.5.2 Secondary packaging

1.6 | Quality Control Tests

1.6.3. Chemical/physical

- 1.1. 1.2 1tis also valid for concentrated powder for solution for infusion and powder for oral solution.
-1.1.1.4 Valid for ampoule and vial.

-1.1.1.6 It is also valid for nebulizing solution, inhalation with nebulizer for suspension and ear, nose drops for
-1.1.2.3 Valid for ampoule and vial.

(Signature — Seal)
06.05.2025 Eray KAPLAN TR/GMP/2025/100
Vice President of the Institution
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T.C.SAGLIK BAKANLIGI
TURKIYE ILAC VE
Tiagl CIHMAZ KURUMU

Sertifika No: TR/GMP/2025/100
URETIM TESIiSI iYi IMALAT UYGULAMALARI SERTIFIKASI

Boliim 1

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

Tiirkiye Ilag ve Tibbi Cihaz Kurumu ii.réti.ciyc ait agagidaki bilgileri onaylar:

Ureticinin Unvan : AROMA ILAC SAN. LTD. $Ti. .
Merkez/Yazisma Adresi : Vakiflar OSB Mahallesi, Sanayi Caddesi, No:22/1 Kat:?
Ergene Tekirdag R
Tesis Adresi : Vakiflar OSB Mah. Sanayi Cad. No:22/1 Kat:2
Ergene Tekirdag
Uretim Yeri Izin Belgesi Tarihi :20.02,2024
Uretim Yeri lZin'Belgcsis'Saylsx s TRATY/2019/9-7

1262 sayih Ispengiyari ve Tibbi Miistahzarlar Kanunu ile Beseri Tnbbi Uriinler imalathaneleri
Yénetmeligi ve giincel lyi Imalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda denetlenmistir.

25-27.06.2024 tarihinde gergeklestirilen en son denetime gore tiretim yerinin GMP kogullarina uygun
oldugu anlagilmistr, '

Bu sertifika diretim yerinin denetim sirasindaki durumunu belirtir ve denetim tarihi iizerinden 3 yil
gegmug ise dretim yerinin GMP uygunlugu konusunda Tiirkiye [lag ve Tibbi Cihaz Kurumu’na
damigiimahidir. Ancak sertifikanin gegerlilik siiresinin risk bazh degerlendirmeler sonucunda uzatilmas
veya kisaltilmasi durumunda kisitlamalar veya agiklamalar kisminda bu durum belintilir,

Bu sertifika Bolim [ ve Béliin 2 ile birlikte tiim sayfalann ibraz edilmesi durumunda gegerlidir,

Talep edilmesi halinde bu sertifika Tiirkiye {lag ve Tibbi Cihaz Kurumu tarafindan dogrulanabilir.

“Avrupa Birliginin 2003/94/AT sayis Beseri Tibbi Uriinler Ipin Iyt Imalat Uygulamalar: Hkeleri ve Kilavuzu
hakkindaki direktifi ile 2001/83/EC sayili begeri ubbi iirinler hakkindaki divektifine paraleldir.
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Boliim 2

I Beseri Tibbi Uriinler*
(2 Beseri Tibbi Aragtirma Uriinleri (Faz L, I1, 11 Klinik galigmalar igin)*

1 BESERI TIBBI URUN URETIM FAALIYETLERI

Uretici eger ozel gartlar gerektiren iirtinleri tiretiyor ise ilgili diriin tipi ve dozaj formu béliimlerin altinda
belirtilmelidir (6rnegin radvofarmasétikler veya penisilin, silfonamid, sitotoksikler, sefalosporinler, hormonal
aktivite fiviinleri veya diger potansivel tehlikeli aktif maddeler iceren iiriinler)
1.1 |Steril Uriinler
1.1.1 Aseptik hazirlanan iiriinler (agafidaki dozaj formlart igin iglemleri yiiriitir)
1.1.1.1 Biyiik Hacimli Sivilar
1.1.1.2 Liyofilize Urlinler
i.1.1.4 Kiigiik Hacimli Sivilar
- Enjeksiyonluk/infizyonluk ¢ézelti
- Enjeksiyonluk gozelti
- Gz damlasy, gtizelti
- Kulak/ g6/ burun damlasi, ¢ozelti
~ Infiizyonluk ¢ozelti
- Parenteral kullanim igin ¢dziicit
- Infiizyonluk ¢dzelti igin konsantre
- Enjekstyonluk/ inflizyonluk emiilsiyon
- Gidz damlasy, emiilsiyon
- Enjeksiyonluk uzatilnug saliml siispansiyon
- Gz damlasy, siispansiyon
1.1.1.6  Diger Aseptik Hazirlanan Urlinler (.. agiklaymz)
- Gz damlas, tek dozluk kapta ¢ozelti
- Goz damlasy, tek dozluk kapta emillsiyon
- Géz damlasy, tek dozluk kapta siispansiyon
« Kullamma hazir enjektorde enjeksiyonluk ¢bzeln
- Kullanima hazir siringada enjeksiyonluk ¢ozelti
- Kullanima hazir sirngada enjeksiyonluk uzatilims sahmb siispansiyon
1.1.2 Son kabinda sterilize edilen iiriinler (agagidaki dozaj formlart igin islemleri yiiritiir)
1.1.2.1 Biiyiik Hacimli Sivilar
1.1.2.3 Kiigitk Hacimli Swvilar
- Enjeksiyonluk/ inflizyonluk ¢ozelti
- Enjeksiyonluk ¢hzelt
- Infiizyonluk ¢ozelti
- Parenteral kullamm igin ¢dziicl
- Infiizyonluk ¢ozelti igin konsantre
- Enjeksiyontuk/ inflizyonluk emiilsiyon
- Enjeksiyonluk uzatilmg salimls sispansiyon
1.1.2.5 Diger Son Kabinda Sterilize Edilen Uriinler (... agiklayniz)
- Kullanima hazir enjektdrde enjeksiyonluk gbzelti
- Kullanima hazir siringada enjeksiyonluk ¢ozelti
- Kullanima hazir siringada emcks:yonluk uzatilomg salimb slispansiyon

1.3 | Biyolojik Tibbi Uriinler

1.3.1 Biyolojik Tibbi Urtinler
1.3.1.2 Immunolojik Uriinler
1.3.1.6 Insan/Hayvan Ekstraktt Kaynakh Uriinler

1.6 | Kalite Kontrol Testleri
1.6.3 Kimyasal/fiziksel

1.5.2 Sekonder Ambalajlama
06.05.2025
Kurum Bagkan Yardimcis
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Bu sertifikanin kapsamu ile ilgili sinrlamalar veya agiklayici yorumlar®:
I.1.1 Tesisin BFS (Blow-Fill-Scal) iiretim hattinda da faaliyet gosterebilmesi uygun bulunmustur.
1.1.1.2: Infiizyonluk ¢ozelti igin konsantrelik toz ve oral ¢bzelti tozu igin de gecerlidir,
1.1.1.4 Ampul ve flakon igin gegerlidir.
1.1.1.6 : Nebulizasyon ¢ozeltisi igin, Nebiilizer ile inhalasyon siispansiyon igin ve Kulak, burun
damlasi, siispansiyon igin de gegerlidir.
1.1.2.3 Ampul ve flakon i¢in gegerlidir.
1.3.1.2 "SINOVAC sirketinin geligtirdigi Cin mengeli Inaktif Coronavac asisinin kasmi bulk iiretim
(steril temin edilen bulk tiriiniin dolum dncesi kangtirilmast), primer ve sckonder ambalajlama
islemleni” igin gegerlidir.

(] Begeri Tibbi Uriinler* )
B Begeri Tibbi Aragtirma Uriinleri (Faz I, 11, 11T Klinik galismalar igin)*

1 BESERI TIBBI URUN URETIM FAALIYETLERI

aktivite srinleri veya diger potansiyel tehlikeli akilf maddeler iceren iiriinler)

Uretici eger ozel sartlar gerektiren iranleri dretiyor ise ilgili driin tipi ve dozaj formu bolimlerin altinda
belirtilmelidir (srnegin radyofarmasétikier veya penisilin, silfonamid, sitotoksikier, sefalosporinler, hormonal

1.1 | Steril Uriinler

111 Aseptik hazirlanan tiriinler (asagidaki dozaj formlar icin islemleri. yiiriitiir)
L1 I'Biiylik Hacimli Sivilar
1.1.1.2 Liyofilize Uriinler
1.1.1.4 Kiigiik Hacim!i Sivilar ;
- Enjeksiyonlul/infizyonluk ¢dzeli
- Enjeksiyonluk ¢dzelu
- GOz dumlasy, ¢ozelti
- Kulak/ gdz/ burun damlasi, gozelti
- Infiizyonluk gozelti
» Parenteral kullanim igin ¢6ziicii
- Infizyonluk ¢dzelti igin konsantre
- Enjeksiyonluk/ inflizyonluk emiilsiyon
- Gz damlast, emiilsiyon
- Enjeksiyonluk uzatilimg salunh siispansiyon
- Goz damlasy, siispansiyon
VL6 Diger Aseptik Hazirlanan Uriinler (.. agiblaynz)
- Gz damlasy, ek dozluk kapta ¢ozelti
- Géz damlast, tek dozluk kapta emitlsiyon
- Gz damlasy, tek dozluk kapta siispansiyon _
- Kullanima hazir enjektirde enjeksiyonluk ¢ézelti
- Kullanuma hazie girmgada enjeksiyonluk ¢ozelti
- Kullanuma hazsr sirimgada enjeksiyonluk uzanims salimli siispansiyon

1.1.2 Son kabinda sterilize edilen driinler (ayagidaki dozaj formlarigin iglemleri yiiriitiir)
1.1.2.1 Bliyiik Hacimli Sivilar
1.1.2.3 Kiigtik Hacimli Sivilar
- Enjeksiyonluk/ infiizyonluk ¢ozelti
- Enjeksivonluk ¢zelti
- Infiizyonluk cozelti
- Parenteral kullanun igin ¢éziich
- Infiizyonluk gézelti igin konsantre
- Enjeksiyonluk/ inflizyonluk emiilsiyon
- Enjeksiyonluk uzatilmig saliml stispansiyon
1.1.2.5 Diger Son Kabinda Sterilize Edilen Uriinler {...agiklayniz)
- Kullamma hazir enjekibrde enjeksiyonluk cozelti
- Kullanima hazir pinngadgegnjeksiyonluk ¢ozelti
- Kullanima hazir gmngaﬁnjeksiyonluk ugatilmis salunl siispansivon
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1.3 | Biyolojik Tibbi Uriinler

1.3.1 Biyolojik Tibbi Urtinler
1.3.1.2 tmmunolojik Uriinler )
1.3.1.6 Insan/Hayvan Ekstrakt: Kaynakl Uriinler

1.5 | Ambalajlama
1.5.2 Sekonder Ambalajlama

1.6 | Kalite Kontrol Testleri

1.6.3 Kimyasal/fiziksel

1.1.1.2: infiizyonluk gdzelti igin konsantrelik toz ve oral ¢ézelti tozu igin de gegerlidir.

1.1.1.4 Ampul ve flakon igin gegerlidir.

1.1.1.6 : Nebulizasyon gbzeltisi igin, Nebiilizer ile inhalasyon siispansiyon igin ve Kulak, burun
damlasi, siispansiyon igin de gegerlidir,

1.1.2.3 Ampul ve flakon i¢in gegerlidir.

06.05.2025 TR/GMP/2025/100

Eray KAPLAN
Kurum Baskan Yardimecisi
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