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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.

T.C.
A
4

i No

Turkish Medicines and Medical Devices Agency confirms the following:

ANKARA
Atatiirk Buive

Manufacturer’s Name: VEM ILAC SAN. VE TIC. A. S.

Head Office / Correspondence Address: Maslak Mah. AOS 55.Sok. 42 Maslak A Blok Sit. No. £
2/134 Sartyer/ISTANBUL }‘ y

Site Address Cerkezk8y Organize Sanayi Bolgesi Karaaga¢ Mahallesi >

Fatih Bulvar1 No:38 Kapakly/TEKIRDAG <
Manufacturing Authorization Date: 14/12/2021 %

Manufacturing Authorization Number: TR/UY/2019/5-6

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

06-10/12/2021, 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 2003/94/EC laying down the principles and guidelines of

good manufacturing practice for medicinal products for human use, and Directive 2001/83/EC on the Community
code relating to medicinal products for human use.
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e TURKISH MINISTRY OF HEALTH
Turkish Medicines and Medical Devices Agency

e Part 2V
Hufnan 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.

1.1 [Sterile Products
1.1.1 Aseptically prepared products (processing operations for the following dosage forms)
1.1.1.1 Large Volume Liquids

- Solution for infusion

- Irrigation solution

- Concentrate for solution for infusion
1.1.1.2 Lyophilisates

Special requirement — Hormone, Oncological

1.1.1.4 Small Volume Liquids

- Solution for injection

Special requirement — Hormone

- Eye drops, solution

- Solution for infusion

Special requirement - Hormone

- Eye drops, solvent for reconstitution

- Solvent for parenteral use

- Eye drops, prolonged-release

- Concentrate for solution for injection

Special requirement — Hormone

- Concentrate for solution for infusion

Special requirement — Hormone

- Emulsion for injection

Special requirement - Hormone

- Eye Drop, Emulsion

- Emulsion for infusion

Special requirement - Hormone

- Suspension for injection

Special requirement - Hormone

- Eye Drop, Suspension

1.1.1.5 Solids and implants

- Powder for solution for injection

Special requirement - Beta lactam antibiotics - Penem, Beta lactam antibiotics — Penicillin

- Powder for suspension for injection

- Powder for solution for infusion

Special requirement - Beta lactam antibiotics - Penem, Beta lactam antibiotics - Penicillin

1.1.3 Batch certification

‘TZ | Non-sterile products
12.1 Non-sterile products (processing operations for the following dosage forms)
1.2.1.1 Capsules, hard shell .
- Modified-release capsule, hard r J O O 4 d 6
Special requirement — Hormone A A 2
- Gastro-resistant capsule, hard
Special requirement — Hormone

ss: Sogitozi Mahallesi 2176. Sok. No:5 06520 Cankaya/
Tel: (0312) 218 30 00Fax: (0312) 2183460 2 {1y L
; 2/6 tominti Baskatip
¢ DERYA TOMBAKOGLU



TURKISH MINISTRY OF HEALTH 0 U 4 4 6 Z
Turkish Medicines and Medical Devices Agency

- Capsule, hard \'\ MAY ,' S (ﬂzd

Special requirement — Hormone
- Prolonged-release capsule, hard
Special requirement - Hormone
1.2.1.2 Capsules, soft shell
- Chewable capsule, soft
Special requirement — Hormone
- Modified-release capsule, soft
Special requirement — Hormone
- Gastro-resistant capsule, soft
Special requirement — Hormone
- Prolonged-release capsule, soft
Special requirement — Hormone
- Capsule, soft
Special requirement - Hormone
1.2.1.5 Liquids for external use
- Inhalation vapour, solution
- Rectal solution
Special requirement — Hormone
- Vaginal solution
Special requirement — Hormone
- Rectal emulsion
Special requirement — Hormone
- Vaginal emulsion
Special requirement — Hormone
- Oromucosal spray, solution
- Nasal drop, solution
- Nasal spray, solution
- Cutaneous solution
Special requirement — Hormone
- Cutaneous spray, solution
- Gargle
- Concentrate for cutaneous solution
Special requirement — Hormone
- Nasal drops, emulsion
- Nasal spray, emulsion
- Cutaneous emulsion
Special requirement — Hormone
- Rectal suspension
Special requirement — Hormone
- Vaginal suspension
Special requirement — Hormone
- Cutaneous liquid
- Cutaneous spray, suspension
- Shampoo
- Cutaneous suspension
Special requirement — Hormone
- Nasal drops, suspension
- Nasal spray, suspension
1.2.1.6 Liquids for internal use
- Oral solution
Special requirement - Hormone
- Oral drops, solution
e - Oral drops, emulsion
- Oral emulsion
Special requirement - Hormone
- Oral liquid
Special requirement - Hormone
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- Oral drops, suspension

- Oral suspension

Special requirement — Hormone

- Syrup

Special requirement - Hormone
1.2.1.8 Other solid dosage forms

- Modified-release granules

Special requirement - Hormone

- Effervescent granules

Special requirement - Hormone

- Gastro-resistant granules

Special requirement - Hormone

- Granules

Special requirement - Hormone

- Granules for syrup

Special requirement - Hormone

- Prolonged-release granules

Special requirement - Hormone

- Oral lyophilisate

Special requirement - Hormone

- Pastille

- Effervescent powder

Special requirement - Hormone

- Powder for inhalation

- Powder for oral solution

- Powder for oral suspension

Special requirement - Hormone

- Powder for rectal suspension

Special requirement - Hormone

- Powder for syrup

Special requirement - Hormone
1.2.1.11 Semi-solids

- Cream

Special requirement - Hormone

- Rectal cream

Special requirement - Hormone

- Vaginal cream

Special requirement - Hormone

- Gel

Special requirement - Hormone

- Oral gel

Special requirement - Hormone

- Rectal gel

Special requirement - Hormone

- Vaginal gel

Special requirement - Hormone

- Ointment

Special requirement - Hormone

- Rectal ointment

Special requirement - Hormone

- Vaginal ointment

Special requirement - Hormone

- Oral paste

Special requirement - Hormone

- Pessary

Special requirement — Hormone
1.2.1.13 Tablets

- Orodispersible tablet

Tel: (0312) 218 30 00Fax: (0312) 218 34,60
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Special requirement - Hormone

- Chewable tablet

Special requirement - Hormone

- Chewable/dispersible tablet

Special requirement - Hormone

- Soluble tablet

Special requirement — Hormone

- Modified-release tablet

Special requirement - Hormone

- Gastro-resistant tablet

Special requirement — Hormone

- Film-coated tablet

Special requirement - Hormone

- Coated tablet

Special requirement - Hormone

- Tablet for Suspension

Special requirement - Hormone

- Tablet

Special requirement - Hormone

- Prolonged-release tablet

Special requirement - Hormone
1.2.1.15 Other non-sterile medicinal products (enter text)

- Powder and solvent for oral solution

Special requirement — Hormone

- Powder and solvent for oral suspension

Special requirement — Hormone

- Granules in sachets

Special requirement — Hormone

1.2.2 Batch certification

1.3

Biological medicinal products

1.3.1 Biological medicinal products
1.3.1.5 Biotechnology products

1.3.2 Batch certification
1.3.2.5 Biotechnology products

1.5

Packaging

1.5.1 Primary Packaging
1.5.1.1 Hard Capsules
1.5.1.2 Soft Capsules
1.5.1.5 Liquids for External Usage
1.5.1.6 Liquids for Internal Usage
1.5.1.8 Other Solid Dosage Formats
1.5.1.11 Semi-Solids
1.5.1.13 Tablets
1.5.1.15 Other Non-Sterile Products (enter text)

1.5.2. Secondary Packaging

1:6

Quality Control Tests

1.6.1. Microbiological (sterility)
1.6.2. Microbiological (non-sterility)
1.6.3. Chemical/Physical

1.6.4. Biological
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" Restrictions or clarifying remarks related to the scope of these manufacturing activities*:

- 1.1.1.2: Tt is valid for "Lyophilisate for solution for injection", "Lyophilisate for solution for infusio
"Lyophilisate for suspension for injection".

- 1.1.1.4: “Solution for injection” is valid for production of the vials, ampoules and carpules.

- 1.1.1.4: It is also valid for nebuliser solution/emulsion/suspension in the BFS line.

- 1.1.1.4: Eye drops solution/suspension/emulsion are manufactured in the BFS line.

- 1.1.1.4: It is valid for small volume parenteral vial production activities under oncologic special
requirements in the new oncology building.

- 1.1.1.5: "Powder for solution for injection" and "Powder for suspension for injection" are valid for vial
primer packaging.

- 1.1.1.5: "Powder for solution for infusion" is only valid for vial and penem and penicillin lines.

- 1.1.3: "The batch release of pharmaceutical medicinal products for human use to be produced in the
oncology building without approval by our institution should not be carried out."

- 1.2.1.1: “Modified-release capsule, hard” is valid only for hormone.

- 1.2.1.11: "Rectal cream", "Vaginal cream", "Rectal gel", "Vaginal gel", "Rectal ointment", "Vaginal
ointment", "Oral paste", "Pessary" are valid only for hormone.

- 1.2.1.13: "Chewable/Dispersible tablet", "Soluble tablet", "Tablet for Solution", "Modified-release tablet",
"Tablet for Suspension" are valid only for hormone.

- 1.2.1.15: It is also valid for “MDI (Metered dose inhaler)”. Also, "Powder and solvent for oral solution"
and "Powder and solvent for oral suspension" are valid only for hormone.

- 1.2.1.2: "Capsules, soft", "Gastro-resistant capsule, soft", "Chewable capsule, soft", "Prolonged-release
capsule, soft ", "Modified-release capsule, soft" are valid only for hormone.

-1.2.1.5: "Inhalation vapour, solution", is valid for "Solution for Inhalation, vial" in the BFS manufacturing
line in the additional inhaler facility. '

-1.2.1.5: "Rectal solution", "Vaginal solution", "Rectal emulsion", "Vaginal emulsion", "Rectal
suspension", "Vaginal suspension", "Concentrate for cutaneous solution" are valid only for hormone.

- 1.2.1.6: "Oral emulsion" is valid only for hormone.

- 1.2.1.8: "Modified-release granules", "Effervescent granules", "Gastro-resistant granules", "Granules for
syrup", "Prolonged-release granules", "Oral lyophilisate", "Effervescent powder", "Powder for oral
solution", "Powder for oral suspension", "Powder for rectal suspension", "Powder for syrup" are valid only
for hormone.

-1.2.1.8: "Powder for inhalation" is valid for "MDI (Metered dose inhaler)" and "DPI (Dry powder inhaler)"
forms in the additional inhaler facility.

- 1.2.1.8: It is also valid for “Lyophilized powder for suspension”, “Oral lyophilized powder for suspension
(hormone)”, “Powder (hormone)".

- 1.3.1.5: In the additional biotechnology facility, it is valid for the manufacturing of the biotech active
substance called "erythropoietin".

- 1.3.1.5: It is also valid for the primary packaging of biotechnological products in the pre-filled syringe
line.

- 1.5.1.15: It is also valid for "MDI (Metered dose inhaler). Also "Powder and solvent for oral solution" and

“Powder and solvent for Oral suspension" are valid only for hormone. 0 4 4 6 2

27/04/2022 TR/GMP/2022/158

Dr. Phr. Sevil AZAK SUNGUR
Vice President of Inspectorate

5 MAY | S m (Signature and Seal)
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Sertifika No: TR/GMP/2022/158
URETIM TESISI iYi IMALAT UYGULAMALARI SERTiFiKASI
Biliim 1

Bu sertifika 1262 sayih lIspengiyari ve Tibbi Miistahzarlar Kanunu ile Beseri Tibbi Uniinler
Imalathancleri Yénetmeligi* ve giincel Iyi imalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda
gergeklestirilen denetim sonucu diizenlenmistir. $6z konusu mevzuat Avrupa Birligi Direktifleriyle ve
Farmasétik Denetim Isbirligi Konvansiyonu (PIC/s) gereklilikleriyle uyumludur.

Tiirkiye ilag ve Tibbi Cihaz Kurumu lireticiye ait agagidaki bilgileri onaylar:

Ureticinin Unvam : VEM ILAC SAN. VETIC. A S.
Merkez/Yazigma Adresi : Maslak Mah. AOS 55. Sok. 42 Maslak A Blok Sit. No: 2/134
. Sanyer Istanbul
Tesis Adresi ’ : Gerkezkdy Organize Sanayi Bolgesi Karaagag Mahallesi
_ Fatih Bulvan No:38 Kapakl/ TEKIRDAG
Uretim Yeri izin Belgesi Tarihi  : 14/12/2021 ,
Uretim Yeri Izin Belgesi Sayisi : TRAUY/2019/5-6

1262 sayih Ispengiyari ve Tibbi Mistahzarlar Kanunu ile Beseri Tibbi Uriinler Imalathaneleri
Yonetmeligi ve giincel lyi Imalat Uygulamalari Kilavuzu gereklilikleri dofrultusunda denetlenmistir.

06-10/12/2021, tarihinde gergeklestirilen en son denctime gore iiretim yerinin GMP kogullarina uygun
oldugu anlagilmstir.

Bu sertifika iretim yerinin denetim sirasindaki durumunu belirtir ve denetim tarihi iizerinden 3 yil
gegmig ise iiretim yerinin GMP uygunlugu konusunda Tiirkiye flag ve Tibbi Cihaz Kurumu'na
damgilmahidir. Ancak sertifikanin gegerlilik siiresinin risk bazh degerlendirmeler sonucunda uzatlmas
veya kisaltilmasi durumunda kisitlamalar veya agiklamalar kisminda bu durum belirtilir.

Bu sertifika B6lilm 1 ve Béliim 2 ile birlikte tiim sayfalann ibraz edilmesi durumunda gecerlidir.
Talep edilmesi halinde bu sertifika Tiirkiye ilag ve Tibbi Cihaz Kurumu tarafindan dogrulanabilir.

*Avrupa Birliginin 2003/94/AT sayil Beseri Trbbi Uranler Igin lyi Imalat Uygulamalar: lkeleri ve Kilavuzu
hakkindaki direktifi ile 2001/83/EC sayii beseri tibbi siranler hakkindaki direktifine paraleldir,

" Sevil AZAK SUNGUR
m Bagkan Yardimeis

27/04/2022
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Boliim 2

M Beseri Tibbi Uriinler

1 BESERI TIBBI URUN URETIM FAALIYETLERI

Uretici eger ozel sartlar gerektiren rnieri tiretiyor ise ilgili wiriin tipi ve dozaj formu bolimlerin altinda
belirtilmelidir (6rnegin radyofarmasitikier veya penisilin, siilfonamid, sitotoksikler, sefalosporinler, hormonal
aktivite frinleri veya diger potansiyel tehlikeli aktif maddeler iceren diriinler)

1.1 | Steril Uriinler

1.1.1 Aseptik hazirlanan iiriinler (agagidaki dozaj formlan igin islemleri yiiriitiir)
1.1.1.1 Biiyiik Hacimli Sivilar
- Infizyonluk ¢dzelti
~ Yikama ¢zeltisi
- Infizyonluk ¢ézelti igin konsantre
1.1.1.2 Liyofilize Urlinler
Ozel gereklilik - Hormon, Onkolojik
1.1.1.4 Kiigiik Hacimli Syvilar
- Enjeksiyonluk ¢dzelti
Ozel gereklilik - Hormon
- Goz damlass, ¢bzelti
- Inflizyonluk ¢ozelti
Ozel gereklilik ~ Hormon
"~ Gz damlasi hazirlama ¢ziiciisii
- Parenteral kullamm igin ¢bziicii
- Uzatiloug salimli goz damlas:
- Enjeksiyonluk ¢bzelti igin konsantre
Ozel gereklilik -- Hormon .
- Infiizyonluk ¢zelti igin konsantre
Ozel gereklilik — Hormon
- Enjeksiyonluk emiilsiyon
Ozel gereklilik ~ Hormon
- Goz damlas, emiilsiyon
- Infiizyontuk emiilsiyon
Ozel gereklilik - Hormon
- Enjeksiyonluk siispansiyon
Oze! gereklilik - Hormon
- Goz damlasy, siispansiyon
1.1.1.5 Katilar ve Implantlar
- Enjeksiyonluk ¢ézelti tozu
Ozel gereklilik -- Beta laktam antibiyotikler Penem, Beta laktam antibiyotikler — Penisilin
- Enjeksiyonluk siispansiyon tozu :
- Infiizyonluk ¢ozelti iin toz
Ozel | gereklilik - Beta laktam antibiyotikler - Penem, Beta laktam antibiyotikler - Penisilin
1.1.3 Seri serbest birakma

1.2 | Steril Olmayan Uriinler
1.2.1 Steril Olmayan Uriinler (agagidaki dozaj formlan igin islemleri yum%
1.2.1.1 Sert Kapsiller 0 4
- Degigtiriimis saliml1 sert kapsiil

Ozel gereklilik ~ Hormon 6 2
- Enterik sert kapsill 9 MAY | S m

Ozel gereklitik

- Sert kapsiil D e

27/04/2022- | Dr. Ecz/Sevil AZAK SUNGUR
K Bagkan Yardimcis:
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Ozel gereklilik - Hormon o ELLaz u@m

- Uzatilnug salimls sert kapsiil
Ozel gereklilik - Hormon
1.2.1.2 Yumugak Kapsiiller
- Cignenebilir kapsiil, yamugak
Ozel gereklilik ~ Hormon
- Degigtirilmis salimb yumugak kapsiil
Ozel gereklilik - Hormon
- Enterik yumusak kapsiil
Ozel gereklilik - Hormon
- Uzatilnus saliml yurmugak kapsiil
Ozel gereklilik - Hormon
- Yumugak kapsiil
Ozel gereklilik - Hormon
1.2.1,5 Harici Likitler
- Inhalasyon buharn, ¢ozelti
- Rektal ¢ézelti
Ozel gereklilik - Hormon
- Vajinal ¢ozelti
Ozel gereklilik ~ Hormon
- Rektal emiilsiyon
Ozel gereklilik - Hormon
- Vajinal emiilsiyon
Ozel gereklilik — Hormon
- Agrz mukoza spreyi igin ¢ézelti
~ Burun damlass, ¢ozelti
- Burun spreyi, ¢ozelti
- Deri ¢dzeltisi
Ozel gereklilik ~ Hormon
- Deri spreyi ¢zelti
- Gargara
« Deri gdzeltisi igin konsantre
Ozel gereklilik - Hormon
- Burun damlasi, emiilsiyon
- Burun spreyi, emiilsiyon
- Deri emiilsiyonu
Ozel gereklilik hormon
- Rektal siispansiyon
Ozel gereklilik - Hormon
- Vajinal siispansiyon
Ozel gereklilik — Hormon
- Deriye uygulanan sivy
« Deri spreyi, siispansiyon
- Sampuan
- Deri siispansiyonu
Ozel gereklilik -~ Hormon
- Burun damlas, stispansiyon
- Burun spreyi, siispansiyon
1.2.1.6 Dahili Likitler
- Oral ¢ozelti
‘Ozel gereklilik — Hormon
'« Oral damla gozelti
- Oral damla, emiilsiyon
«Oral emiilsiyon
Ozel gereklilik ~ Hormon

Svi
&?@mkhhku Hormtm
27/04/2022 Wil AZAK SUNGUR
_ rBagkan Yardimcisi
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‘,':M.g S0 Ay Ozel gereklilik - Hormon
- Surup
Ozel gereklilik - Hormon
1.2.1.8 Diger Kat: Dozaj Formlan
- Degigtirilmiy salimls grandil
(Ozel gereklilik - Hormon
- Efervesan graniil
Ozel gereklilik - Hormon
- Enterik graniil
Ozel gereklilik - Hormon
- Graniil
Ozel gereklilik - Hormon
- Surup igin graniil
Ozel gereklilik - Hormon
- Uzatilimg salimh grandi)
Ozel gereklilik - Hormon
- Oral liyofilizat
Ozel gereklilik ~ Hormon
- Pastil
- Efesvesan toz
Ozel gereklilik - Hormon
- Inhalasyon igin toz
- Oral ¢ozelti tozu
- Oral siispansiyon tozu
Ozel gereklilik - Hormon
- Rektal siispansiyon tozu
Ozel gereklilik - Hormon
- Surup igin toz
Ozel gereklilik - Hormon
1.2.1.11 Yan Kaular
- Krem
Ozel gereklilik - Hormon
- Rektal krem
Ozel gereklilik - Hormon
~ Vajinal krem
Ozel gereklilik ~ Hormon
- Jet
Ozel gereklilik - Hormon
- Oral jel
Ozel gerekiilik ~ Hormon
- Rektal jel
Ozel gereklilik - Hormon
- Vajinal jel
Ozel gereklilik - Hormon
~ Merhem
Ozel gereklilik ~ Hormon
- Rektal methem
Ozel gereldilik - Hormon
- Vajinal merhem

Ozel gereklilik - Hormon '
- Oral pat m D 4 4
Ozel gereklilik - Hormon
- Oviil
Ozel gereklilik - Hormon
1.2.1.13 Tabletler
- Agiizda dagilan tablet
Ozel gereklilik - Hormon "9 MAY|S 0%
- Cigneme tableti
Ozel gereklilik ~ n

—— T

e
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- Cignenebilir / Dagilabilir tablet

Ozel gereklilik - Hormon

~ Caziinebilir tablet

Ozel gereklilik -~ Hormon

- Degigtirilmig salim{: tablet

Ozel gereklilik ~ Hormon

- Enterik tablet

Ozel gereklilik - Hormon

- Film kapli tablet

Ozel gereklilik ~ Hormon

- Kaplanmus tablet

Ozel gereklilik - Hormon

- Stispansiyonluk tablet

Ozel gereklilik - Hormon

- Tablet

Ozel gereklilik - Hormon

~ Uzatilnug salimls tablet

Ozel gereklilik - Hormon
1.2.1.15 Diger steril olmayan iiriinler (... agtklaymz)

~ Oral ¢Bzelti tozu ve ¢bziiciisii

Ozel gereklilik - Hormon

~ Oral siispansiyon tozu ve ¢dzilciisii

Ozel gereklilik - Hormon

- Sagede graniil

Ozel gereklilik - Hormon

11.2.2 Seri serbest birakma

1.3 | Biyolojik Tibbi Uriinler

13.1 Biyolojik Tibbi Urtinler -
* 1.3.1.5 Biyoteknolojik Oriinler

1.3.2 Seri serbest birakma iglemleri
1.3.2.5 Biyoteknolojik Uriinler

1.5 | Ambalajlama

1.5.1 Primer Ambalajlama
1.5.1.1 Sert Kapsiiller
1.5.1.2 Yumugak Kapsiiller
1.5.1.5 Harici Likitler
1.5.1.6 Déhili Likitler
1.5.1.8 Diger Kati Dozaj Formlan
1.5.1.11 Yan Katlar
1.5.1.13 Tabletler
1.5.1.15 Diger steril olmayan iiriinler (.. agcikiayniz)

1.5.2 Sekonder Ambalajlama

1.6 | Kalite Kontrol Testleri

1 1.6.1 Mikrobiyolojik (steril)

1.6.2 Mikrobiyolojik (steril olmayan)

1.6.3 Kimyasal/fiziksel )

1.6.4 Biyolojik { ¢
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Bu sertifikanmin kapsam ile ilgili ssmrlamalar veya agiklayict yorumlar:
1.1.1.2: “Enjcksiyonluk cézelti liyofilizaty”, “infiizyonluk ¢ozelti liyofilizats” ve “enjeksiyonluk siispansiyon liyofilizat”,
“liyofilize flakon liretimi” icin gegerlidir.
1.1.1.4: "Enjeksiyonluk ¢bzelti® flakon, ampul ve karpiil {iretim faaliyetleni igin geerlidir..
1.1.1.4; BFS hattinda “nebiilizbr ¢ozeltisi/emiilsiyonu/stispansiyonu” igin de gegerlidir.
1.1.1.4: "Gz damlas: ¢bzeltisi/stispansivonw/emiilsiyony” BFS hattinda iretilmektedir,
1.1.1.4: Yeni onkoloji binasinda ankolojik 6zel gerekliliginde kiigik hacimli parenteral olarak flakon tretim faaliyetleri
igin gegerlidir. _
1.1.1.5: “Enjeksiyontuk ¢ozelti tozu™ ve “Enjeksiyonluk siispansiyon tozu” flakon primer ambalaji iin gegerlidir,
1.1.1.5: “Inflizyonluk ¢ozelti igin toz” sadece penem ve penisilin alanlannda ve flakon primer ambalaj: igin gegerlidir.
1.1.3: “Kurumumuzea uygun bulunmadan onkoloji binasinda firetilecek olan farmasttik begeri tibbi firiinlerin seri serbest
birakma iglemlerinin yapilmamas: gerekmektedir.”
1.2.1.1: “Degistirilmig salimh sert kapsiil™ sadece hormon igin gegerlidir,
1.2.1.11: “Rektal keem”, “Vajinal krem”, “Rekial jel”, “Vajinal jel”, “Rekial merhem”, “Vajinal merhem”, *Oral pat” ve
“Qviil” sadece hormon igin gegerlidir.
1.2.1.13: “Cignenebilir/Dagilabilir tablet”, “Coziinebilic tablet”, “Cozelti tableti”, “Degigtirilis saliml tablet” ve
“Siispansiyoniuk tablet” sadece hormon igin gegertidir,
1.2.1.15: “MDI (Olgiimlendirilmis doz inhaler)” igin de gegerlidir. Aynica “Oral ¢ozelti tozu ve ¢dziiciisi™ ve “Oral
siispansiyon tozu ve ¢oziiciisii” sadece hormon igin gegerlidir.
1.2.1.2: “Yumugak kapsiil”, “Enterik yumugak kapsiil”, “Cignenebilir yumugak kapsiil”, “Uzatiloug salimhi yumugak
kapsiil" ve “Degigtirilmis salimlt yumugak kapsiil” sadece hormon igin gegerlidir.
1.2.1.5: “Inhalasyon buhar, ¢ézelti”, ilave inhaler binasindaki BFS tiretim hattinda “Inhalasyon igin ¢ozelti igeren flakon”
igin gegerlidir.
1.2.1.5: “Rektal gozelti”, “Vajinal ¢ozelti”, “Rektal emulsnyou" “Vajinal emiilsiyon” “Rektal siispansiyon”, “Vajinal
siispansiyon”, “Deri ¢ozeltisi igin konsantre” yalnizca hormon igin gegerlidir.
1.2.1.6: “Oral emiilsiyon™ sadece hormon igin gegerlidir. -
1.2.1.8: “Degistirilmig salimh graniil”, “Efervesan graniil”, “Enterik graniil”, “Surup igin gran®l”, “Uzatihmg salimis
granul" “Oral liyofilizat”, “Efervesan toz”, “Oral ¢bzelti tozu”, “Oral siispansiyon tozu”, “Rektal siispansiyon tozu” ve

“Surup igin toz” sadece hormon igin gegerlidir,

1.2.1.8: “Inhalasyon i¢in toz” ilave inhaler binasinda “MDI (Blgiilii doz inhaler)” ve “DPI (kuru toz mhalct)" formu igin
gegerlidir.
1.2.1.8: “Sitspansiyonluk liyofilize toz”, “Oral siispansiyonluk liyofilize toz (hormon)”, “Toz (hormon)“ igin de gegerlidir.
1.3.1.5: liave biyoteknoloji binasinda “Entmpoc(m" adh bxyotcknolopk etkin maddenin iiretilmesi igin gegerlidir.
1.3.1.5: Kullanima hazir gininga hattinda biyoteknolojik Griinlerin primer ambalajlanmasi i¢in de gegerlidir.
1.5.1.15: “MDI (Olwmlcndlnlmis doz inhaler) i¢in de gecerlidir, Aynca “Oral ¢ozelti tozu ve goziiclisi™ ve “Oral
siispansiyon tozu ve ¢dziiciisii” sadece hormon igin gegerlidir.
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Orszdgos Gyogyszerészeti és Elelmezés-egészségiigyi Intézet
CERTIFICATE NUMBER: OGYEI/66425-8/2020

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection in accordance with :

The competent authority of Hungary confirms the following:
The manufacturer: Idol Ilac Dolum Sanayi ve Tikaret AS
Site address: Davutpasa cad. Cebealibey sokak No. 20 Topkapi, Istanbul, 34020, Turkey

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.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted
on 2021-01-28, it is considered that it complies with:

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon te 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 anentry 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
in EudraGMDP. If it does not appear, please contact the issuing authority.

" The certificate referred to in paragraph 111(5) of Directive 2001/83/EC and 80(5) of Directive 2001/82/EC, shall also be required for imports
coming from third countries into a Member State.

*Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database.
? These requirements fulfil the GMP recommendations of WHO.

Online EudraGMDP, Ref key: 127924 Issuance Date 2021-05-20 Signatory: Confidential Page 1 of 2



Part 2

1 MANUFACTURING OPERATIONS

1.1 Sterile products

1.1.2  Terminally Sterilised (processing operations for the following dosage forms)
1.1.2.3  Small volume liquids

1.5 Packaging

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

Clarifying remarks (for public users)

This GMP certificate is valid for Fluoresceine 100.mg/mL solution for injection for human use
(manufactured in unit Idol 1, Filling Line V). Due to COVID-19 pandemic, it has been granted based on
Distant Assessment. On-site inspection will be performed as soon as the restrictions are lifted.

2021-05-20 Name and signature of the authorised person of the
Competent Authority of Hungary

Confidential

National Institute of Pharmacy and Nutrition
Tel:Confidential

Fax:Confidential

Online EudraGMDP, Ref key: 127924 Issuance Date 2021-05-20 Signatory: Confidential Page 2 of 2



Danish Medicines Agency
CERTIFICATE NUMBER: DK H 00114519

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection in accordance with :
Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of Denmark confirms the following:

The manufacturer: Mefar Ilac Sanayii A.S.

Site address: Ramazanoglu MahallesiEnsar Caddesi 20, Pendik, 34906, Turkey
OMS Organisation Id. / OMS Location Id.: ORG-100011715 / LOC-100018623
DUNS Number: 56-543-7154

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of
the European Economic Area in accordance with Art. 19(3) of Regulation 726/2004/EC.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted
on 2022-06-02, it is considered that it.complies with:

* The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC ’

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. This certificate is valid
only when presented with all pages and both Parts 1 and 2.The authenticity of this certificate may be verified
in EudraGMDP. If it does not appear, please contact the issuing authority.

" The certificate referred to in paragraph Art. 111(5) of Directive 2001/83/EC, shall also be required for imports coming from third countries into a
Member State.

? Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database.
? These requirements fulfil the GMP recommendations of WHO.

Online EudraGMDP, Ref key: 151370 Issuance Date 2022-09-02 Signatory: Confidential Page 1 of 2



Part 2

Human Medicinal Products

1 MANUFACTURING OPERATIONS
1.5 Packaging
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

2022-09-02 Name and signature of the authorised person of the
Competent Authority of Denmark

Confidential

Danish Medicines Agency
Tel:Confidential
Fax:Confidential

Online EudraGMDP, Ref key: 151370 Issuance Date 2022-09-02 Signatory: Confidential Page 2 of 2
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