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EC CERTIFICATE 
Production Quality Assurance 

Medical Devices Directive 93/42/EEC Annex V 
Company Name : Tunçel Silikon San. ve ne. Ltd. Şti. 

, Company Address 
~ : lvedik O.S.B. Mahallesi 1537. Sok. No: 33 Yenimahalle 

ANKARA / TURKEY A 
ı-1 

Related Direetives and Annex : 93/42/EEC Medieal Deviees Directive - Annex V 

Produet : Non-Sterile High Flow Nasal Cannula - Class lla 

Brand : TUNÇEL®, EDDA ® 

GMDN : 35201 

Certifıeate Number 
Report Number 

Product Types are attached. 

: M.2021 .106.14645 
: MD.3340.1B 

: 26.03.2021 lnitial Assessment Date 
Registration Date 

Revision Date /No 
Expiry Date 

: 25.05.2021 

: 25.05.2021 /01 
: 27.05.2024 

Auditing Training 

and Trade ine. Co. 

UDEM hereby declofes !hol !he requirements of Annex V of !he direcflve 93/42/EEC hove been met lor lhe lsted products. 
The obove nomed monulocturer hos eslobUshed ond opples o quoily ossuronce syslem, whlch Is subJect to periodlc 
survelllonce oudi ts, denned by Annex v . secllon 4 of lhe oloremenfloned diıecflve. UDEM's responslbllly lor closs ı devlces covered by !he EC serllficote Is lmlted to monulocturing lssues reloled lo sofeguording ond molntolnlng sterile condlHons. 
lf !he dev,ce Is sterile; ond monulocluring lssues reloled to product's conlormlly wlth metrologlcol requlrements, il it has meosurement luncflon. nıı, cerflficote remolns os the properly ol UDEM ıntemoHonol CertincoHon Audlfing Trolnlng Centre 
lnduslry ond Trode ine. Co. ıo whom it musl be relumed upon requesl. The obove nomed compony ond UDEM mus1 keep o copy ol lhls certlflcole lor 5 yeor1 from lhe reglstroflon ol lhe certlflcole. Usoge of lhe CE mor'ıc Is under !he responslbllly 
ol !he monufocturer wllh the compleflon of EC Declorotton ol Conformlly. nıe oboııe menfloned compony musl noflly on 
chonges reloled wlth !he opproııed product ta UDEM. il UDEM wll not renew !he explry dote ol lt>s certlflcote in quesflon, 
the menfloned compony should stop ploclng the product on !he market. nıe ııoldlly ol !he cerllflcote can be checked 
through www.udem.com. tr. 

Address: Mutlulcent Mahallesi 2073 Solcalc (Esle! 93 Solcalc) No:10 Çanlcaya-Anlcara -TURKEY 
Phone: +90 0312 443 03 90 fax: +90 0312 443 03 7 6 
E-mall: info@udemltd.com.tr www.udem.com.tr 
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This document containing 1 (one) pages Is the Annex of the Certlfıcate with the revision 

number 01, with the number M.2021.106.14645 and wlth the reglstratlon date of 

25.05.2021 and with the revislon date of 25.05.2021 issued for ''Tunçel Silikon San. ve ne. 

Ltd. Şti." by UDEM Uluslararası Belgelendirme Denetim Eğitim Merkezi San. ve ne. A.Ş. that 

is giving service as Notified Body wlth the 1D No: 2292 according to 93/42/EEC Medical 

Devlces Dlrective. 

EDDA • PRODUCTS LIST 

Product GMDN 

Reference Product Name Measure 
Code 

Number 

TS20YANK-S EDDA High Flow Nasal Cannula Non- s 35201 
Sterile S 

TS20YANK-M EDDA High Flow Nasal Cannula Non- M 35201 
Sterile M 

TS20YANK-L EDDA Hlgh Flow Nasal Cannula Non- L 35201 

Sterile L 

TUNÇEL• PRODUCTS LfST 

Product GMDN 

Reference Product Name Measure Code 

Number 

TS20TYANK-S 
TUNÇEL High Flow Nasal Cannula Non- s 35201 

Sterile S 

TS20TYANK- TUNÇEL High Flow Nasal Cannula Non- M 35201 

M Sterile M 

TS20TYANK-L TUNÇEL High Flow Nasal Cannula Non- L 35201 

Sterile L 

ti f llltlm Merkezi San. ve Tıc. A.Ş. 

UDfM Uluslararası Belgelendirme Dene m ıs O O "tk" Çankaya-ANKARA 

Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:1 mı oy- d tr 

UOEM fnlernollono erlillcotion 

Auditing Trainlng ntre lndustıy 

. r (al d ltd com tr www.u em.com. 

T:03124430390 F:03124430376 ın o u em . . Sayfa 1 / 1 ond Trade ine. Co. 



{"type":"Document","isBackSide":false,"languages":["tr-tr"],"usedOnDeviceOCR":false}




{"type":"Document","isBackSide":false,"languages":["tr-tr"],"usedOnDeviceOCR":false}



