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FIRST LICENCE NUMBER 2008/08

LICENCE NUMBER TR/UY/2020/16-4

DATE 21.12.2022
6 ' APPROVING AUTHORISED OFFICER  Dr. Asim HOCAOGLU
S Head of Institution ] y }
< m NAME OF AUTHORISATION DEVA HOLDING ANONIM SIRKETI
- 5 HOLDER
% % ADDRESS OF HALKALI MERKEZ MAH.BASIN EKSPRES
D) > AUTHORISATION HOLDER CAD.NO.I KUCUKCEKMECE / ISTANBUL
O / Kiigiikgekmece Istanbul

/ Dumlupinar Mah. Ankara Cad. No.2 Kartepe Kocaeli

ADDRESS OF PRODUCTION SITE

>

SCOPE OF AUTHORISATION/  ANNEX 1 and/or ANNEX 2

DOSAGE FORMS
LEGAL BASIS 1262 numbered Pharmaceutical and Medical Preparations
Law
Regulation on Manufactories of Medicinal Products for Human Use
ANNEX 1 - Scope of Authorisation (Medicinal Products for Human Use)
ANNEXES

ANNEX 3 - Contracted Production Facility Information

[sbu Te e ashna uygun
olarak tafsfimdan yapilmis
Yeminli Mitercim

21.12.2022
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REPUBLIC OF TURKEY
T.C. SAGLIK BAKANLIGI MH_\HSTRY OF HEALTH
TURKIVE ILAG VE Turkish Medicines and Medical Devices Agency

TIBBi CIHAZ KURUMU

SCOPE OF AUTHORISATION ANNEX 1

DEVA HOLDING ANONIM SIRKETI

Facility Name and Address: .
% Dumlupinar Mah. Ankara Cad. No.2 Kartepe Kocaeli

Medicinal Products for Human Use

Authorised Activities

Production Operations (according to Section 1)

1 —-PRODUCTION OPERATIONS
1.1 Sterile Products
1.1.1- Aseptically Prepared Products
1.1.1.1 - Large Volume Liquids
1.1.1.2 - Lyophilised Products
1.1.1.4 - Small Volume Liquids
- Solution for injection / infusion
- Solution for injection
- Extended-release solution for injection
- Eye drops, solution
- Eye lotion
- Ear / eye drops, solution
- Solution for infusion
- Solvent for eye drop preparation
- Solvent for parenteral use
- Extended-release eye drops
- Emulsion for injection
- Eye drops, emulsion
- Emulsion for infusion
- Suspension for injection
- Eye drops, suspension
1.1.1.6 - Other Aseptically Prepared Products (Indicate description.)
1.1.2- Sterilised Products in the Final Container
1.1.2.1 - Large Volume Liquids
- Solution for infusion
1.1.2.3 - Small Volume Liquids =
- Solution for injection a..r'; sy
- Solution for infusion N6 0 3 3
- Solvent for parenteral use 1
1.1.2.5 - Other Final Container Sterilised Products
1.1.3- Batch Release Operations

T e

1.5 Packaging

1.5.2 - Secondary Packaging
1.6 Quality Control Tests

1.6.1 - Microbiological (sterility)
1.6.2 - Microbiological (except sterility)

isbu Tergiime ashn:u_yu
olara rafimdan yapilmis
vhfninii Miite WA -

Dr. Asim HOCA
M.42.2023 . «
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REPUBLIC OF TURKEY
MINISTRY OF HEALTH
?ﬁmm Turkish Medicines and Medical Devices Agency

10 Subat 2023

UMy

1.6.3 — Chemical / Physical

Limitations or clarifications regarding the scope of these Production activities*:

1.1.1.1 The heading "Large Volume Liquids" applies only to "solution for injection".

1.1.1.2 The heading "Lyophilised Products" applies only to "lyophilisate for solution for injection",
"lyophilisate for solution for infusion" and "lyophilisate for suspension for injection".

1.1.1.6 The heading "Other Aseptically Prepared Products" applies to "Inhalation Solution for
Nebulisation" and "Inhalation Suspension for Nebulisation". :

1.1.2.5 The heading "Other Final Container Sterilised Products" applies to "Nebulisation Solution".

1.1.3 "Batch Release Operations" heading includes solvents named "Bactrim 400/80 mg I.V. Am
Containing Solution for Injection", "Biteral 500 mg/3 ml |.V. Ampoule Containing Solution fo aﬂ
"Kemoset 4 mg/2 ml [.M./I.V. Ampoule Containing Solution for Injection", "Kemoset 8 mg/4

Ampoule Containing Solution for Injection”, "Furomid 20 mg/2 ml |.M./.V. Ampoule", "Spazmol 20 mg/mi I.
M./1.V./S.C. Ampoule", "Hepargrizovim |.M. Ampoule, 1 ml (Type 1)", "Ciflosin 200 mg/100 m! I.V. Infusion
Solution", "Ciflosin 400 mg/200 ml I.V. Infusion Solution", "Floxilevo 500 mg/100 ml IV Infusion Solution"
and "0.5% Lidocaine HCI 4 ml Ampoule", "1% Lidocaine HCI 2 ml Ampoule" for medicinal products for
human use and also includes parametric release activities for "Tilcotil 20 mg/2 ml IM/IV Lyophilised
Powder Containing Vial, Cefaks 250 mg IM/IV Vial, Cezol 250 mg IM/IV Injectable Powder Containing
Vial, Cezol 500 mg IM/IV Injectable Powder Containing Vial, Devapen 400 IM and 800 IM Vials, Devasid
0.5 g IM/IV Injectable Powder Containing Vial" contains 2 ml "Ampoule Containing Water for Injection"; 3.5
ml "Ampoule Containing Water for Injection" contained in the product named "Devasid 1 g IM/IV Injectable
Powder Containing Vial", 4 ml "Ampoule Containing Water for Injection" contained in the product named
"Cezol 1 g IM/IV Injectable Powder Containing Vial"; "Adrimycin 10 mg Lyophilised Injectable Vial, Pirucin
10 mg Lyophilised Injectable Vial, Desefin 0.5 g IV mg Injectable Powder Containing Vial" containing 5 ml
"Ampoule Containing Water for Injection"; 6 ml "Ampoule Containing Water for Injection" contained in the
product named "Cefaks 750 mg IM/IV Injectable Powder Containing Vial* and 10 ml "Ampoule Containing
Water for Injection" contained in the product named "Desefin 1 g IV Vial".

B8a RIRKOY
L...—tz‘q &
Dr. Asim HOCAOGL '

isbu Jergiime ashina uygun
A olarak tpyafimdan yapilmis
2d22022. ' ebhinli Miitercim
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@ REPUBLIC OF TURKEY
MINISTRY OF HEALTH
[TC-SAGLIKBAKANLIGI  Tyrkish Medicines and Medical Devices Agency

TiBBI CiHAZ KURUMU

Contracted Production Facility Information ANNEX 3
1 Facility Name Sumo Tamtim Organizasyon Depolama Ambalaj
Sanayi ve Ticaret Limited Sirketi
Facility Address Ikitelli Organize Sanayi Bolgesi Ziya Gokalp Mah.
Eski Turgut Ozal Caddesi No: 19, 19A, 19B
Bagaksehir/Istanbul
Country Turkey '
Date/Number of Licence Certificate  10.01.2019 - TR/SAY/2019/1-0
Services Received Secondary packaging

2 Facility Name Altimsik Ambalaj Kimya Sanayi Ticaret Limited

Sirketi

Facility Address Tuzla Organize Sanayi Blgesi 2. Cadde No: 19
Tepeodren Tuzla/Istanbul

Country Turkey

Date/Number of Licence Certificate 21.02.2011 -2011/1

Services Received Secondary packaging

3 Facility Name Deva Holding A.S.

Facility Address COSB, Karafigaq Mabhallesi, 8.Sokak No:3A
Kapakly/Tekirdag

Country Turkey

Date/Number of Licence Certificate  20.07.2018 - TR/SAY/2018/12

Services Received Secondary packaging, Storage

4 Facility Name idol ila¢ Dolum San. ve Tic. A.S.

Facility Address Davutpasa Caddesi Cebe’%b (3k :20)Tgpkapi
Zeytinburnu/Istanbul

Country Turkey

Date/Number of Licence Certificate  09.06.2021 - TR/UY/2020/6-2

Services Received Bulk Production, Storage, Quality Control, Primary
packaging

10 Subat 2023
Isbu Terciime ashina uygun BAKIRKOY 25. NQI}ﬁ o
olarakltafafimdan yapiimis Sle'a'l‘a“z';‘ EROL /2.
li Miitgrci w erine Im ¢y AN Y
Yprpinhl Mitere Dr. Asim HOCAOGLU Conglz KARR@HA 2
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@. T.C.
SAGLIK BAKANLIGI ,
. Tiirkiye Ilag ve Tibbi Cihaz Kurumu 105ubat 2023
URETIM YERI iZiN BELGESI
iLK iZIN NUMARASI 2008/08
iZIN NUMARASI TR/UY/2020/16-4 NG Q 3 3 3 “L
TARIH 21.12.2022
ONAYLAYAN YETKILI Dr. Asim HOCAOGLU
Kurum Bagkam
iZiN SAHIBININ ADI DEVA HOLDiNG ANONIM SiRKETI
iziN SAHIBININ ADRESI HALKALI MERKEZ MAH.BASIN EKSPRES
CAD.NO.1 KUCUKCEKMECE / ISTANBUL
Kiigiikgekmece Istanbul

URETIM YERININ ADRESI Dumlupinar Mah. Ankara Cad. No.2 Kartepe Kocaeli

iZIN KAPSAMI / EK 1 ve/ veya EK 2
DOZAJ FORMLARI
YASAL DAYANAK 1262 Sayili Ispengiyari Ve Tibbi Miistahzarlar
Kanunu 3y :
Begeri Tibbi Uriinler Imalathaneleri Yonetmeligi
EKLER EK 1 - zin Kapsami (Beseri Tibbi Uriinler)

MUSTENIDATTIR
EK 3 - Kontrath Oretim Tesis Bilgileri 1 =1 BASINA
KULLANILAMAZ.

21.12.2022
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T.C.
SAGLIK BAKANLIGI

TC IR U Turkiye Ilag ve Tibbi Cihaz Kurumu

T8B! CIHAZ KURUMU
iZIN KAPSAMI EK 1
Tesis Ismi ve Adresi: DEVA HOLDING ANONIM SIRKETI
Dumlupinar Mah, Ankara Cad. No.2 Kartepe Kocaeli
Begeri Tibbi Uriinler
Izinli Faaliyetler

Uretim Islemleri (Bsliim 1'e gore)

1- URETIM ISLEMLERI
1.1  [Steril Uriinler
L.L.I - Aseptik Hazirlanan Urtinier
1.1.1.1 - Bilyitk Hacimli Stvilar
1.1.1.2 - Liyofilize Urtinler
1.1.1.4 - Ktigtik Hacimli Swvilar
- Enjeksiyonluk / infiizyonluk cozelti
- Enjeksiyonluk ¢&zelti
- Enjeksiyonluk uzatilmig salimls gozelti
- Gbz damlasi, ¢dzelti
- Gbz losyonu
- Kulak / g6z damlas), ¢ézelti
- Infizyonluk ¢ozelti
- Gtz damlas: hazirlama goziiciisii
- Parenteral kullanim igin ¢8ziicii
- Uzatilmug salimh g6z damlas;
- Enjeksiyonluk emlsiyon
- Gz damlasa, emiilsiyon
- Infazyoniuk emalsiyon
- Enjeksiyonluk slispansiyon
- Goz damlas:, slispansiyon
1.1.1.6 - Diger Aseptik Hazirlanan Orginler (Agiklama giriniz.) —
1.1.2 - Son Kabinda Sterilize Edilen Uriinler -
1.1.2.1 - Bilylik Hacimli Sivilar N@ 0 3 3 3 1
- Inflizyonluk ¢ozelti
1.1.2.3 - Kiigtik Hacimli Sivilar
- Enjeksiyonluk ¢8zelti e,
- Infuzyontuk cOzelti vy AT LT
- Parenteral kullamm igin ¢bziic TT-0 L b
I.1.2.5 - Diger Son Kabinda Sterilize Edilen Orinfes. | = BAZINS o
1.1.3 - Seri Serbest Birakma Islemleri TE ™0 i MA&
LS | Ambalajlama W UL
1.5.2 - Sekonder Ambalajlama il
1.6 Kalite Kontrol Testler;

1.6.1 - Mikrobiyolojik (sterilite) ﬁm
1.6.2 - Mikrobiyolojik (sterilite disinda) 1 0 SUbat /
KIRKOY 25. NOTF* 27
A 2 gelahattin ERGE. i :
w'\ ‘erine Imza Ye4« | &%
Dr. Asim HOCAOG Cenglz 9 | | R 7
21122022 . S TRADYD ¥
b A i S LB A
clarak tarajgndar iy Sayfa2/4 T Y
Yemin iwatercim walit "



T.C.
SAGLIK BAKANLIGI 4 0Subat 2023

! G s . % PR
T ! Tiirkiye Ilag ve Tibbi Cihaz Kurumu
THBBA CIHAZ KURUMU
| 1.6.3 - Kimyasal/Fiziksel ]

21.12.2022

Bu dretim faaliyetlerinin kapsam ile ilgili simrlamalar veya agiklamalart:

1.1.1.1 "Biiylik Hacimli Sivilar” bagh@ sadece "enjeksiyonliuk ¢zelti” igin gecerlidir. i
1.1.1.2 "Liyofilize Uriinler" bagh sadece "enjeksiyonluk gozelti liyofilizau®, "inﬁ]zyonluk‘}ﬁj.o _
¢Ozelti liyofilizat" ve “enjeksiyonluk siispansiyon liyofilizatt” igin gegerlidin, il W
1.1.1.6 Diger Aseptik Hazirlanan Uriinler bashig “Nebiilizasyon [gin inhalasyon Cozeltisi” ve
“Nebtlizasyon Igin fnhalasyon Stspansiyonu” igin gegerlidir.
1.1.2.5 “Diger Son Kabinda Steril Edilen Uriinler” bagh: “Nebiilizasyon Cozeltisi” igin
gecerlidir.
1.1.3 "Seri Serbest Birakma Islemleri” baghg “Bactrim 400/80 mg 1. V. Enjektabl Cozelti Igeren
Ampul”, “Biteral 500 mg/3 ml L.V. Infiizyon Igin Cozelti Igeren Ampul”, “Kemoset 4 mg/2 ml
1.M./1.V.Enjeksiyonluk Cdzelti Igeren Ampul”, “Kemoset 8 mg/4 ml 1M/, V. Enjeksiyonluk
Cozelti Igeren Ampul”, “Furomid 20 mg/2 ml LM./L.V. Ampul”, “Spazmol 20 mg/ml
IM.A.V./S.C. Ampul”, “Hepargrizovim LM. Ampul, 1 ml (Tip [)”, “Ciflosin 200 mg/100 m!
1.V. Infizyon Solisyonu”, “Ciflosin 400 mg/200 m! 1.V, {nfizyon Solisyonu”, “Floxilevo 500
mg/100 ml [V Enfiizyon Cozeltisi” isimli beseri tibbi tirinler ile “%0,5 Lidokain HC14 ml
Ampul”, “%]1 Lidokain HCI 2 ml Ampul” isimli begeri tibbi iiriin ¢éziicitlent igin ve “Tilcotil 20
mg/2 mt IM/IV Liyofilize Toz igeren Flakon, Cefaks 250 mg IM/IV Flakon, Cezol 250 mg
IM/IV Enjektabl Toz Igeren Flakon, Cezol 500 mg IM/1V Enjekiabl Toz Igeren Flakon,
Devapen 400 IM ve 800 IM Flakon, Devasid 0.5 g IM/IV Enjekiabl Toz Igeren Flakon™ isimli
trtinlerin igeriginde bulunan 2 ml “Enjeksiyonluk Su igeren Ampul”; “Devasid | g IM/IV
Enjektabl Toz Igeren Flakon” isimli tirtinGn igeriginde bulunan 3.5 m! “Enjeksivonluk Su Igeren
Ampul”, “Cezol | g IM/IV Enjektabl Toz Igeren Flakon™ isimli tirtintin igeriginde bulunan 4 ml
“Enjeksiyonluk Su Igeren Ampul™; “Adrimisin 10 mg Liyofilize Enjektabi Flakon, Pirucin 10
mg Liyofilize Enjektabl Flakon, Desefin 0.5 g IV mg Enjekiabl Toz I Flakon™ isimli
tiriinlerin igeriginde bulunan 5 ml “Enjeksiyonluk Su lgeren Ampul”; “Cefaks 750 mg IMAIV
icksivonluk Su lceren

Enjektabl Toz Igeren Flakon” isimli firiiniin i¢eriginde bulunan 6 ml “En
Ampul” ve “Desefin 1 g I'V Flakon™ isimli tritnitn igeriginde bulunan 10 m! “Enjcksiyonluk Su
Igeren Ampul” igin parametrik serbest birakma faaliyetlcrini de kapsamakiadir,

KULLANIDARGAZ

Isbu TqrEiime ashina uygun
olarak tgrafimdan yapilms
Yeminli Mitercim

Dr. Asim HOCAOGLU
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Kontrath Uretim Tesis Bilgileri

. SAGLIK BAKANLIGI
mm%:m Turkiye flag ve Tibbi Cihaz Kurumu

1 0 Subat 2023

EK3

1 Tesis Ad Sumo Tamitim Organizasyon Depolama Ambalaj
Sanayi ve Ticaret Limited Sirketi
Tesis Adresi ikitelli Organize Sanayi Boigesi Ziya Gokalp Mah.
Eski Turgut Ozal Caddesi No:19, 19A, 19B
Bagakgehir/Istanbul -
Ulke Turkiye kao K 3 3 3 1
Izin Belgesi Tarih / Sayist  10.01.2019 - TR/SAY/2019/1-0 '
Alnan Hizmetler Sekonder ambalajlama
2 Tesis Adi Altimgik Ambalaj Kimys Sanayi Ticaret Limited
Sirketi
Tesis Adresi Tuzla Organize Sanayi Bolgesi 2. Cadde No:19
Tepedren Tuzla/istanbul
Ulke Tiirkiye
izin Belgesi Tarih / Sayis1 ~ 21.02.2011 - 2011/1
Alman Hizmetler Sekonder ambalajlama
3 Tesis Adi Deva Holding A.S.
Tesis Adresi COSB, Karaaga¢ Mahallesi, 8.Sokak No:3A
KapaklyTekirdag
Ulke Tiirkiye
izin Belgesi Tarih / Sayis1  20.07.2018 - TR/SAY/2018/12
Alinan Hizmetler Sekonder ambalajlama, Depolama MUSTEN! EAT Y ¥
4  TesisAd fdol ila¢ Dolum San. ve Tic. A.S. TEK Bﬁ%’"ﬁ ! Niﬂ i
Tesis Adresi Davutpaga Caddesi Cebealibey Sokak No:20 T&»Hn LANILANMAZ
Zeytinburnuw/istanbul
Ulke Tirkiye
Izin Belgesi Tarih / Sayis1  09.06.2021 - TR/(JY/2020/6-2
Alinan Hizmetler Bulk Uretim, Depolama, Kalite Kontrol, Primer
ambalajlama
isbu Tergime ashina uygun
olarak tag@fimdan yapiimis
Yemigli Miitercim
Dr. Hsum HOCAOG’ U
21.12.2022 ¥
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