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CERTIFICATE

EN ISO 13485:2016

DEKRA Certification GmbH hereby certifies that the company

IT Dr. Gambert GmbH

Scope of certification:

Design and development, manufacture and distribution of electro-chemical gas sensors for medical 
equipment

Certified location:

Hinter dem Chor 21, 23966 Wismar, Germany

has established and maintains a quality management system according to the above mentioned 
standard. The conformity was adduced with audit report no. 50403-Z6-00.

This certificate is valid from 2018-09-17 to 2021-09-16

Registration No.: 50403-14-00

Ruth Delbeck-Bayer
DEKRA Certification GmbH Stuttgart; 2018-08-31

http://www.dekra-certification.de
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ZAFER MAH. 143. SOK. NO: 8A - 8/3 ESENYURT - ISTANBUL - TURKIYE

TEK KULLANTMLTK srenil vE srERir- olruayAN
ANESTEzi, DRENAJ, JiNExol_o.li UnUruleninin

TASARIMI vE unerinrti

Ttbbi Cihazlar - Kalite ydnetim sistemleri- Duzenleyici amaglar igin gereklilikler

"Standardm aSaltda verilen madde\eri harig tutulmuStur"
"7.5.3" "7.5.4" "7.5.9.2" "7.5.10,,

EN ISO 13485:2016
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CEREN URETIM PLAS
SANAYI VC TICARET A

kapsamrnda

Sertifika No

ilk Belgelendirme Tarihi

Yenileme Tarihi

Son Gegerlilik Tarihi

M 11284

05 Temmuz 2019

05 Temmuz 2019

04Temmuz2022

,ud&\
Genel Mtidiir

Kiwa Belgelendirme Hizmetleri A. g.

ITOSB 9. Cadde No. l 5 Tepe0ren Tuzla - istanbul - Turkiyc

Tel: + 90 216 593 25 75 Faks : + 90 216 593 25 74

Web: rvu,w kiwa.corn.tr E-mail: infblEkiwa com.tr

Sertifikalar periyodik ara denetimlerin baqanh ile tamamlanmasr kaydryla gegerlidir

Detayh bilgi iqin yukandaki numaralara baSvurulabilir.

Sertifika Son Ctlncelleme Tarihi : 05 Temmuz 2019 - R 00
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CEREN URETIM PLASTIK UNUNLERI
sANAyi ve ricenET ANoNilvr Sinreri

ZAFER MAH. 143. SOK. NO: 8A - 8/3 ESENYURT - ISTANBUL - TURKEY

with a scope of

DESIGN AND MANUFACTURING OF DISPOSABLE
STERILE AND NON.STERILE ANAESTHESIA,

GYNAECOLOGY, DRAINAGE PRODUCTS

Medical devices - Quality management systems - Requirements for
regulatory purposes

" Following elements of the standard are excluded"
"7.5.3" "7.5.4" "7.5.9.2" "7.5. 10"

EN ISO 13485:2016

Certificate No

Initial Certification Date

Renewal Date

Expiration Date

,rrd&u
I

General Manager

Kiwa Certification Services Inc.

ITOSB 9. Cadde No. I 5 Tepe0ren Tuzla - Istanbul - Turkey

Tel: + 90 216 593 25 75 Faks : + 90 216 593 25 74

Web: wu,rv liiwa eou lr E-mail: infbt?kiwa com tr
Certificate is valid lill expiration date, subjecl to successful completion of periodical sumeillance audits

Please contact above numbers for detailed information.

M 11284

05 July 2019

05 July 2019

04 luly 2022

Last Modified: 05 July 2019 - R 00
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