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.. TURKISH MINISTRY OF HEALTH
Turkish Medicines and Medical Devices Agency
REPUBLIC OF waﬁev
MINISTRY OF:HEALTH
TURKISH MEDICINES AND
MEDICAL DEVICES AGENCY

CERTIFICATE OF GMP COMPLIANCE
MANUFACTURER OF ACTIVE SUBSTANCES

Company name: DEVA HOLDING A.$.

Site address: Cerkezkdy Organize Sanayi Bolgesi Karaagag Mahallesi Fatih Bulvan
Kapakl/TEKIRDAG

Manufacturing authorization date: 28/10/2022

Manufacturing authorization number: TR/EMT/2020/3-4
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Table:
Active substance Special Activities
requirement
(if
applicable)
Sodium Alendronate Trihydrate - Chemical Synthesis
Amlodipine Besylate - Chemical Synthesis
— | Amlodipine Mesylate - Chemical Synthesis
> n; Ezetimibe - Chemical Synthesis
,/ ‘;7 Ibandronate Sodium - Chemical Synthesis
—) ~> | Pioglitazone Hydrochloride - Chemical Synthesis
&:;' Pregabalin - Chemical Synthesis
bt \ Risedronic Acid - Chemical Synthesis
bl Sildenafil Citrate - Chemical Synthesis
Telmisartan - Chemical Synthesis
Zolmitriptan - Chemical Synthesis
Bupropion Hydrochloride - Chemical Synthesis
Risedronate Sodium - Chemical Synthesis
Topiramate - Chemical Synthesis
Valacyclovir Hydrochloride - Chemical Synthesis
Ricobendazole Hydrochloride - Chemical Synthesis
2-Methyl-2-Phenoxy Propionate Sodyum - Chemical Synthesis
Imatinib Mesylate Oncolytic Chemical Synthesis
Benidipine Hydrochloride - Chemical Synthesis
Fingolimod Hydrochloride - Chemical Synthesis
Lenalidomide Oncolytic Chemical Synthesis
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TURKISH MINISTRY OF HEALTH
Turkish Medicines and Medical Devices Agency

REPUBLIC OF TURKEY
MINISTRY OF HEALTH
TURKISH MEDICINES AND
MEDICAL DEVICES AGENCY
Pomalidomide Oncolytic Chemical Synthesis
Oxitropium Bromide - Chemical Synthesis
Indacaterol Maleate - Chemical Synthesis
Glycopyrronium Bromide (Micronized) - Chemical Synthesis
Tiotropium Bromide - Chemical Synthesis
Pazopanib Hydrochloride Oncolytic Chemical Synthesis
Apremilast - Chemical Synthesis
Benserazide Hydrochloride - Chemical Synthesis
Dasatinib Oncolytic | Chemical Synthesis
Eltrompobag Olamine - Chemical Synthesis
Eltrompobag Sesquiethanolamine - Chemical Synthesis
Nilotinib Dihydrochloride Dihydrate Oncolytic | Chemical Synthesis
Nilotinib Hydrochloride Dihydrate Oncolytic | Chemical Synthesis
Teriflunomide - Chemical Synthesis
Isoproterenol Hydrochloride - Chemical Synthesis
Aclidinium Bromide - Chemical Synthesis
Selexipag - Chemical Synthesis
Olaparib Oncolytic | Chemical Synthesis
Enzalutamide - Chemical Synthesis
Vismodegib Oncolytic | Chemical Synthesis

The manufacturing site above is authorized to perform manufacturing activities for active
substances listed in Table and is subject to official periodic inspections by our Agency
according to the Turkish regulations in force. These regulations and GMP guldelme in force a&v P
in line with the requirements of PIC/s and the Directives of European Com i \ ‘B i $
P s ﬁ 5& W

On the basis of the regular inspection carried out on 22-26/08/2022 we certify that the
manufacturing site complies with GMP requirements.
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Address: S6iitézii Mahallesi 2176. Sok. No:S 06520 Cankaya/ANKARA
Tel: (0312) 218 30 00 Fax: (0312) 2183460 ... ans O2V0AR

- 2/2
isbu Teicfime a_s!ma-uygun

olarak tpFatimdan yapsinus
Yenpinli Miitércim




————

>

EE T.C.
N SAGLIK BAKANLIGI 0
T.C. SAGLIK BAKANLIG! Tiirkiye [lag ve Tibbi Cihaz Kurumu ) { ATGUR £V

TORKIVE ILAG VE
TiBEl CIHAZ KURUMU

iYi IMALAT UYGULAMALARI SERTIiFIKASI
ETKIN MADDE URETIM TESISi

Firma adi: DEVA HOLDING A.S.

Tesisin adresi: Cerkezkdy Organize Sanayi Bolgesi Karaagag Mahallesi Fatih Bulvan No:26
Kapakl/TEKIRDAG

Izin belgesi tarihi: 28/10/2022
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Tablo:

Etkin madde Ozel  gereklilik | Faaliyetler

(varsa)

Sodium Alendronate Trihydrate - Kimyasal Sentez

Amlodipine Besylate - Kimyasal Sentez

Amlodipine Mesylate - Kimyasal Sentez

Ezetimibe - Kimyasal Sentez

Ibandronate Sodium - Kimyasal Sentez

Pioglitazone Hydrochloride - Kimyasal Sentez

Pregabalin - Kimyasal Sentez

Risedronic Acid - Kimyasal Sentez

Sildenafil Citrate - Kimyasal Sentez

Telmisartan - Kimyasal Sentez

Zolmitriptan - Kimyasal Sentez

Bupropion Hydrochloride - Kimyasal Sentez

Risedronate Sodium - Kimyasal Sentez

Topiramate : - Kimyasal Sentez

Valacyclovir Hydrochloride - Kimyasal Sentez' ) & | .| (H1DAT Tk

Ricobendazole Hydrochloride - Kimyasal SenteZ - 1< 1A 51N A

2-Methyl-2-Phenoxy Propionate Sodyum - Kimyasal Sentez 1} | AN(LAMAY

Imatinib Mesylate Onkolitik Kimyasal Sentez ’

Benidipine Hydrochloride - Kimyasal Sentez

Fingolimod Hydrochloride - Kimyasal Sentez

Lenalidomide Onkolitik Kimyasal Sentez

Pomalidomide Onkolitik Kimyasal Sentez

Oxitropium Bromide - Kimyasal Sentez

Indacaterol Maleate - Kimyasal Sentez

Glycopyrronium Bromide (Micronized) - Kimyasal Sentez

Tiotropium Bromide - Kimyasal Sentez

Pazopanib Hydrochloride Onkolitik Kimyasal Sentez /

Apremilast - Kimyasal Sentez [

Benserazide Hydrochloride - Kimyasal Sentez
TR/GMP/2022/273 03/1172
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"’ SAGLIK BAKANLIGI
1.C. SAG L“('BAK ANLIGH Tﬁrkiye Ilac ve lebi Cihaz Kurumu

TORKIVE ILAG VE
TiB8] CIHAZ KURUMU

Dasatinib Onkolitik Kimyasal Sentez
Eltrompobag Olamine - Kimyasal Sentez
Eltrompobag Sesquiethanolamine - Kimyasal Sentez
Nilotinib Dihydrochloride Dihydrate Onkolitik Kimyasal Sentez
Nilotinib Hydrochloride Dihydrate Onkolitik Kimyasal Sentez
Teriflunomide - Kimyasal Sentez
Isoproterenol Hydrochloride - Kimyasal Sentez
Aclidinium Bromide - Kimyasal Sentez
Selexipag - Kimyasal Sentez
Qlaparib Onkolitik Kimyasal Sentez
Enzalutamide - Kimyasal Sentez
Vismodegib Onkolitik Kimyasal Sentez

Sz konusu iiretim tesisi tabloda listelenen etkin maddelerin imalat faaliyetlerini izinli olarak
gergeklestirmekte ve yiiriirlikteki mevzuat dogrultusunda diizenli araliklarla Kurumumuzca
denetlenmektedir.

Yiiriilitkteki mevzuat ve GMP Kilavuzu; PIC/s gereklilikleri ve Avrupa Komisyonu direktifleri
ile uyumlu olup, tesisin 22.26/08/2022 tarihinde gergeklestirilen genel denetiminde GMP’ ye
uygun olarak faaliyet gosterdigi anlagilmistir.
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Dr. Ecz. Sevi] AZAK SUNGUR

Bu sertifika Agustos 2025 tarihine kadar gegerlidir.

Adres: Sogiitozii Mahallesi 2176. Sok. No:5 06520 Gankaya’/ ANKARA
Tel: (0312) 218 30 00 Fax: (0312) 218 3460
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