bsi.
Certificate of Registration

ENVIRONMENTAL MANAGEMENT SYSTEM - ISO 14001:2015

By Royal Charter

This is to certify that: Mefar Ilac Sanayii A.S.
No:20
Ramazanoglu Mah. Ensar Cad.
Kurtkoy/Istanbul
Istanbul (Asia Side)
34906
Turkey

Holds Certificate No: EMS 690815
and operates an Environmental Management System which complies with the requirements of ISO 14001:2015 for

the following scope:

Production of sterile human pharmaceuticals in the form of ampoules, vials, BFS, lyophilized
vials, lyophilized ampoules and PFS (ready-to-use syringes), filling and packaging of
bioequivalent products and recombinant inactivated vaccines, production of sterile water for
injection, research, development and quality control activities.

warze

Theuns Kotze, Managing Director Assurance - IMETA

For and on behalf of BSI:

Original Registration Date: 2015-07-24 Effective Date: 2024-07-24
Latest Revision Date: 2024-07-09 Expiry Date: 2027-07-23
o Page: 1 of 1
SEAR ..making excellence a habit.
0003

ssued electronically and remains the property of BSI and is bound by the conditions of contract.
cated online.
bsigroup.com/ClientDirectory

This certificate w
An electronic cert
Printed copies can b

can be authe
validated at ww

BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.
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Tescil Sertifikasl

CEVRE YONETIM SISTEMI - ISO 14001:2015

By Royal Charter

Asadida ismi ve adresi verilen kurulus: Mefar Ilac Sanayii A.S.
No:20
Ramazanoglu Mah. Ensar Cad.
Kurtkoy/Istanbul
Istanbul (Asia Side)
34906
Turkey

EMS 690815

no.lu sertifikaya sahiptir ve asagidaki kapsam icin ISO 14001:2015 gerekliliklerine uygun bir Cevre Yonetim Sistemi
uygulamaktadir.

Ampul, Flakon, BFS, Liyofilize Flakon, Liyofilize Ampul ve PFS (Kullanima Hazir Siringa)
formunda steril beseri ilag Uretimi, biyoesdeder Uriin ve rekombine inaktif agi dolumu ve
ambalajlanmasi ile steril enjeksiyonluk su Gretimi arastirma — gelistirme ve kalite kontrol

faaliyetleri.
/7
BSI adina: M
Theuns Kotze, Managing Director Assurance - IMETA

Belgelendirme tarihi: 2015-07-24 Son Belgenin Gegerlilik Tarihi: 2024-07-24
Son basim tarihi: 2024-07-09 Son gegerlilik tarihi: 2027-07-23

i o ] Sayfa: 1/1

SEAR ..making excellence a habit.

0003

Bu sertifika elektronik olarak yayinlanmistir, BSI'ya aittir ve sozlesme hilkiimlerine tabidir.
Elektronik sertifika internet lGzerinden tasdik edilebilir,
Basili kopyalar www.bsi-global.com/ClientDirectory adresinden veya +90 216 445 90 38 numarall telefondan kontrol edilebilir.

Bilgi ve Iletisim: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: +44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
BSI Grup Sirketleri Gyesi.



bsi.
Certificate of Registration

OCCUPATIONAL HEALTH & SAFETY MANAGEMENT SYSTEM - ISO 45001:2018

By Royal Charter

This is to certify that: Mefar Ilac Sanayii A.S.
No:20
Ramazanoglu Mah. Ensar Cad.
Kurtkoy/Istanbul
Istanbul (Asia Side)
34906
Turkey

Holds Certificate No: OHS 690816

and operates an Occupational Health and Safety Management System which complies with the requirements of
ISO 45001:2018 for the following scope:

Production of sterile human pharmaceuticals in the form of ampoules, vials, BFS, lyophilized
vials, lyophilized ampoules and PFS (ready-to-use syringes), filling and packaging of
bioequivalent products and recombinant inactivated vaccines, production of sterile water for
injection, research, development and quality control activities. Previously certified for OHSAS
18001 since 01/07/2012

Tz

Theuns Kotze, Managing Director Assurance - IMETA

For and on behalf of BSI:

Original Registration Date: 2018-07-23 Effective Date: 2024-08-04
Latest Revision Date: 2024-07-09 Expiry Date: 2027-08-03
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issued electronically and remains the property of BSI and is bound by the conditions of contract.
cated online.
bsigroup.com/ClientDirectory

This certificate w
An electron
Printed copies

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.
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Tescil Sertifikasl

Is Saghgi ve Guvenligi Yénetim Sistemi - ISO 45001:2018

By Royal Charter

Asadida ismi ve adresi verilen kurulus: Mefar Ilac Sanayii A.S.
No:20
Ramazanoglu Mah. Ensar Cad.
Kurtkoy/Istanbul
Istanbul (Asia Side)
34906
Turkey

OHS 690816
no.lu sertifikaya sahiptir ve asadidaki kapsam icin ISO 45001:2018 gerekliliklerine uygun bir Is Saghgi ve Giivenligi
Yonetim Sistemi uygulamaktadir.

Ampul, Flakon, BFS, Liyofilize Flakon, Liyofilize Ampul ve PFS (Kullanima Hazir Siringa)
formunda steril beseri ilag Uretimi, biyoesdeder Uriin ve rekombine inaktif agi dolumu ve
ambalajlanmasi ile steril enjeksiyonluk su Gretimi arastirma — gelistirme ve kalite kontrol
faaliyetleri.

Ilk belgelendirme OHSAS 18001 standardina gére 01/07/2012 tarihinde yapilmistir.

warze

Theuns Kotze, Managing Director Assurance - IMETA

BSI adina:

Belgelendirme tarihi: 2018-07-23 Son Belgenin Gegerlilik Tarihi: 2024-08-04
Son basim tarihi: 2024-07-09 Son gegerlilik tarihi: 2027-08-03
o e Sayfa: 1/ 1
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Bu sertifika elektronik olarak yayinlanmistir,
Elektronik sertifika internet Gzerinden tas
Basili kopyalar

BSI'ya aittir ve sozlesme hikimlerine tabidir.
ir,
adresinden veya +90 216 445 90 38 numarali telefondan kontrol edilebilir.

ww.bsi-global.com/ClientDirectory

Bilgi ve Iletisim: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: +44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
BSI Grup Sirketleri Gyesi.



KALITE YONETIM SISTEMi BELGESI -+~

QUALITY MANAGEMENT SYSTEM CERTIFICATE : IQNET

Kalite Yénetim Sistem|
TS EN ISONEC 1702141

AB-0002-YS

TURK STANDARDLARI ENSTITUSU TURKISH S_TANDARDS INSTITUTION
bu belge ile hereby certifies that the organization
F MEFAR ILAC SANAYIL A'S. MEFAR ILAC SANAYIL A.S.
RAMAZANOGLU MAH.ENSAR CAD. NO:20 RAMAZANOGLU MAH.ENSAR CAD. NO:20
PENDIK PENDIK
K = Q ISTANBUL / TURKIYE

TSE-ISO-EN

| ISTANBUL / TURKIYE

has a QUALITY MANAGEMENT SYSTEM which fulfills
the requirements of the TS EN ISO 9001:2015

kurulugunun TS EN ISO 9001:2015 gartlanna uygun bir KALITE
| YONETIM SISTEMINE sahip oldugunu onaylar.

TURK STANDARDLARI ENSTITUSU
Belge kapsami Ek'te verilmigtir TURKISH STANDARDS INSTITUTION Scope of the certificate Is given in annex

Belge No / Certificate No
KY-8194/21

Belge Tarihl / Date of Certificate
20.02.2024

Gagerlliik Tarihi / Valid Until

m‘mﬂ;mum
20.02.2024

Tik Belge Tarihi / Initial Certification Date
29,04.2021

: Thia cartifcate 1s vabd provided thal compliance
e ot S s Tiirk Standardlan Enstitiisii Tiirk Akreditadyon Kurumu TURKAK tarafindan akredite edilmistir blekippsmsonhd b sy

| Turkish Standards Institution, has been accredited by the Turkish Accreditation Agency TURKAK.

341403202409582577



KALITE YONETIM SiSTEMi BELGEST =~

e ET QUALITY MABAGEMENT SYSTEM CERTIFICATE :IQNET
EX / APPENDIX '

Belge No / Certificate No: KY-8194/21 Belge Tarihi / Date of Certificate: 20.02.2024
Belgeli Kurulug Adi, Adresi: MEFAR ILAC SANAYI1I A S.
Name and Address of the Certified Organization: m?iANOGLU MAH.ENSAR CAD. NO:20
ISTANBUL KIYE
K o Q / TUR

Belge Kapsam; TSE-ISO-EN Scove o the Certiicate:

TS EN ISO 9001:2015 TS EN 1SO 9001:2015

AMPUL, FLAKON, PFS, BFS, LIYOFILIZE FLAKON, AMPOULES, VIAL, PFS, BFS, LYOPHILIZED

LIYOFILIZE AMPUL, INAKTIF ASI ORETIMI VE VIAL, LYOPHILIZED AMPOULES, INACTIVE

DOLUMU VACCINE PRODUCTION AND FILLING
STERIL ORUNLERIN KALITE KONTROL ANALIZi QUALITY CONTROL ANALYSIS OF STERILE
PRODUCTS

341403202409582577



TiBBl CIHAZLAR KALITE YONETIM SISTEMI BELGESI =™

Tibbi Cihaziar KYS

15 EN ISONEC 1702141
AB-0002-YS

MEDIGAL DEVIGES QUALITY MANAGEMENT SYSTEM GERTIFICATE :

TURK STANDARDLARI ENSTITUSU
bu belge ile

MEFAR ILAC SANAYIi A.S.
RAMAZANOGLU MAH.ENSAR CAD. NO:20
PENDIK

ISTANBUL / TORKIYE

kurulugunun TS EN ISO 13485:2016 gartlarina uygun bir TIBBI
CIHAZLAR KALITE YONETIM SISTEM1 ne sahip oldugunu
onaylar.

Belge kapsami Ek'te verilmistir

Bu belgs belgelendime gartlanna
K saiandidh sOrece gegerid)

TSE
TS EN ISO
13485

TURK STANDARDLARI ENSTITUSU
TURKISH STANDARDS INSTITUTION

fstanbul Belgelendirme Miidiirit V.
fstanbul Certification

Tiirk Standardlan Enstitiisii Tiirk Akreditasyon Kurumu TURKAK tarafindan akredite ediimistir,
Turkish Standards Institution, has been accredited by the Turkish Accreditation Agency TURKAK.

341704202411022577

TURKISH STANDARDS INSTITUTION
hereby certifies that the organization

MEFAR ILAC SANAYII A.S.
RAMAZANOGLU MAH.ENSAR CAD. NO:20
PENDIK

ISTANBUL / TORKIYE

has a MEDICAL DEVICES QUALITY MANAGEMENT
SYSTEM which fulfills the requirements of the TS EN ISO
13485:2016

Scope of the certificate is given in annex

Belge No / Certificate No
TY-34/21

Belge Tarihi / Date of Certificate
16.04.2024

Gegerlillk Tarihi / Valid Until

—18.06.2027
Revizyon Tarihi | Date of Revision
16.04.2024

Ik Belge Tarihi / Initial Certification Date
18.05.2021

—Thia carlificate Is vaid provided that compiiance
with tha certification raquirement Is malntalned,
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TIBBI CIHAZLAR KALITE YONETIM SISTEMI BELGESI oo,

MEDICAL DEVICES QUALITY MANAGEMENT SYSTEM CERTIFICATE ° IQNET

§ [ -
Tibbi Cihazlar KYS
TSENISONEC 170214 EK I A?PENBIX
L]

AB.0002-YS

Belge No / Certificate No: TY-34/21 Belge Tarihi / Date of Certificate: 16.04.2024
Belgeli Kurulug Adi, Adresi: MEFAR ILAC SANAYII A.S.
Name and Address of the Certified Organization: RAMAZANOGLU MAH.ENSAR CAD. NO:20
PENDIK
ISTANBUL / TORKIYE
TSE
Belge Kapsams: TS EN ISO Scope of the Certificate:
TS EN ISO 13485:2016 13485 TS EN ISO 13485:2016
AMPUL, FLAKON, PFS, BFS, LIYOFILIZE FLAKON AMPOULES , VIAL, PFS,BFS, LYOPHILIZED
, LIYOFILIZE AMPUL URETIMI VIAL, LYOPHILIZED AMPOULE PRODUCTION

341704202411022577



i Building

.°. trust
H IQNET together.

Certificate

TSE has issued an IQNet recognized certificate that the organization:
MEFAR ILAG SANAYIi A.S.

RAMAZANOGLU MAH.ENSAR CAD. NO:20 PENDIK
ISTANBUL / TURKIYE

has implemented and maintains a

MEDICAL DEVICES QUALITY MANAGEMENT SYSTEM

for the following scope:;
Scope of the certificate is given in annex

which fulfills the requirements of the following standard:

TS EN ISO 13485:2016

Issued on: 16-04-2024
First Issued on: 18-05-2021
Expires on: 18-05-2027

Registration Number : TR-TY-34 /21

Y

Alex Stoichitoiu OGAN BULUT
President of IQNet istanbul Certification Manager \@

This attestation is directly linked to the IQNet Member's original certificate and shall not be used as a stand-alone document,
1QNet Members*:
AENOR Spain AFNOR Certification France APCER Portugal CISQ Italy CQC China CQM China ©QS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazil FONDONORMA Venczuela
ICONTEC Colombia ICS Bosnia and Herzegovina INTECO Costa Rica IRAM Argentina JQA Japan
KFQ Korea LSQA Uruguay MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ircland NYCE México PCBC Poland
Quality Austria Austria SII Isracl SIQ Slovenia SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Tiirkiye YUQS Serbia

* The list of IQNet Members is valid at the time of issue of this certificate, Updated information is available under www.ignet-certification.com
341704202411032577
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Building
: IQNET et

Certificate

Annex to IQNET Certificate Number :TR-TY-34/21
Name and Address of the certified organization

MEFAR ILAG SANAYii A.S.
RAMAZANOGLU MAH.ENSAR CAD. NO:20 PENDIK ISTANBUL / TURKIYE

Scope of the Certificate
AMPOULES , VIAL, PFS,BFS, LYOPHILIZED VIAL, LYOPHILIZED AMPOULE PRODUCTION

This annex is only valid in connection with the original certificate number mentioned above.

IQNet Members*:
AENOR Spain AFNOR Certification France APCER Portugal CISQ Italy CQC China CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazil FONDONORMA Venezuela
ICONTEC Colombia ICS Bosnia and Herzegovina INTECO Costa Rica IRAM Argentina JQA Japan
KFQ Korea LSQA Uruguay MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland NYCE México PCBC Poland
Quality Austria Austria SII [srael SIQ Slovenia SIRIM QAS International Malaysia SQS Switzerland SRAC R ia TSE Tiirkiye YUQS Serbia

'ﬂwliﬂdIQNﬂMmmisvﬂdumcmﬁwdﬂﬂmmwtﬁrmﬁmismkhhmm‘wmn‘m

341704202411032577



ISTANBUL VALILIGI
Cevre Sehircilik il Miidiirligi

CEVRE IZIN BELGESI

: 224467274.0.1

Baslangi¢c Tarihi : 17.12.2020
Bitis Tarihi 1 17.12.2025

Tesis Adt : MEFAR ILAC SANAYIlI ANONIM SIRKETI

. . ) ISTANBUL . RAMAZANOGLU Mahallesi, ENSAR CADDE, No: 20-1, PENDIK,Tﬁrkiye
Tesis Adresi :

isletme Vergi No : 6130083544

Cevre izin ve Lisans Konusu . Hava Emisyon

Yukarida adi ve agik adresi belirtilen tesise Cevre Izin ve Lisans Yonetmeligi kapsaminda CEVRE IZIN BELGESI verilmis olup
17.12.2020  tarihli ~ ve  35848554-150/E.755  sayih  yazi  ile  birlikte  gegerlidir. =~ Ayn  kullamlmaz.
x e-imzalidir

Haci Mehmet GUNER
il Midiirii

5070 sayih Elektronik imza Kanunu geregi bu belge elektronik imza ile imzalanmistir.




T.C. ISTANBUL VALILIGI CEVRE,SEHIRCILIK VE iKLiM DEGISIKLIGI iL MUDURLUGU

SIFIR ATIK BELGESI

(Temel Seviye)
Belge No: TS/34/B3/16/46 Tarih: 23/12/2021

Adi:  MEFARILAG SANAYii AS. _
Adresi: ISTANBUL,RAMAZANOGLU Mahallesi, ENSAR CADDE, No: 20-1, PENDIK, Tiirkiye
Vergi No:6130083544

\
PR -
12/07/2019 tarihli ve 30829 sayili Resmi Gazete'deiayir 'rali}[]n’]rh‘j@e giren Sifir Atik
Yoénetmeligi'nce Sifir Atik Yonetim Sistemi'ni ku g 1k Belgesi'ni almaya hak kazanmistir.

Haci Mehmet GUNER
Cevre,Sehircilik ve iklim Degisikligi
Il Midirt

Belge Son Gegerlilik Tarihi: e . * E-iIMZALIDIR
23/12/2026




