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UDEM hereby dedares that the requirements of Amex It exduding section 4 of the 93/42/EEC Directive have been met 
for the listed produc1s. The d:x>ve ncmed n1<n.lfocturer bes esktiished end q::iplied a QJCify assurcnce ~em, wlich is 
subject to periodc surveikrlce OJdits. defhed by Amex I, section 5 of the foremenfioned drectNe. Accordhg to Amex 
II, seclion4m EC desigr-exarh:llicncerliicateisreqjedforplaci"gtheClass !lde'lt'ices onitemaket. lDfM'sresporl5hily 
for doss I devices covered by the EC certilicate is fmited to mcnJocttmg issues rek:Jfed to sdegJCJR:i)g end mcirtciirg 
steriecordlior6.ftredeviceissterie;cndrraufoclui1gissuesrelaledtopod.Jct'sccrlomilyv..11hme1rologc:dreqiemenls, 
if it has measurernent function. llis certficate remahs as the pmperlyof UDEM hternaliond Cemfication Audlhg Trarirg 
Centre Industry 01d Trade Inc. Co. to whom it must be returned upon request. The ooove named corrpany and UDEM 
must keep a copy ofttis certificate for 5 years from the regstration of the certificate. Usage of the CE mark is under the 
responsibi~ty of the manufacturer with the complefion of EC Dedaration of Conformity. The above mentioned company 
must nofffy all changes related vvith the approved product to UDEM. If UDEM wil not renew the validity of this certificate 
in question, the mentioned company should stop placing the product on the market. The validity of the 
certificate can be checked through www.udem.com.tr. 

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:lO Conkovo -Ankara- TURKEY 
Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 7 6 
E-mail: info@udemltd.com.fr www.udem.com.tr 

and Trade Inc. Co. : 08.05.2020/01 
: 27.05.2024 

Revision Date /No 
Expiry Date 

Recertification Assessment Date : 24. 10.2019 
Reissue Date I No : 27.04.2020/01 

: M.2016.106.7244 
: MD.3098. YB 
: 22.07.2016 
: 07.12.2016 

Certificate Number 
Report Number 
Initial Assessment Date 
Registration Date 

Product Types are attached. 

: 10729,37278,46979, 16048 GMDN 

Product : - Sterile Central Venous Catheter, Kits and Accessories - Class Ill 
- Sterile Long Term Haemodialysis Catheter, Kits and 

Accessories - Class Ill 
- Sterile Short Term Haemodialysis Catheter, Kits and 

Accessories - Class Ila 
- Sterile Polypropylene Surgical Mesh - Class lib 

Related Directives and Annex : 93/42/EEC Medical Devices Directive-Annex II (Excluding Section 4) 

Company Address : Serifali Mah. Beyan Sok. No:36/A Omraniye ISTANBUL I TURKEY 

Company Name : DLR Medikal San. ve D1~ Tic. Ltd. ~ti. 

M.2016. l 06.7244-1 Desingn Examination Certificate Was Prepared for Class Ill Products Defined in This Certificate. 

Full Quality Assurance System 
Medical Devices Directive 93/42/EEC Annex II 

(Excluding Section 4) 

CERTIFICATE 
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Fixation Wings 
Stylet 
Tunneler 
Peel Away Sheath 
YConnector 
Scalpel 
Dilator 
Guide Wire 
Syringe (Sec - lOcc) 
Y Needle 
Introducer Needle 
Injection cap 

2.1 Long Term Haemodialysis catheter Kit Accessories 

19cm-55cm 12Fr-16Fr Dual Lumen 
Length Size Lu mens 

2. Long Term Haemodialysis catheter (GMDN:37278) 

Injection cap 
Introducer Needle 
Y Needle· 
Syringe (Sec -10cc) 
Guide Wire 
Dilator 
Scalpel 
YConnector 
End Cap 
EKG cable 
Fixation Wing 
Touhy Borst Adaptor 
catheter Fixation Band 
Unifix 
Suture 
Sterile Cover 
Patient ID card 

1.1 Central Venous catheter Kit Accessories 

Lu mens Size Length 
Single Lumen 02Fr-08Fr 05cm-60cm 
Dual Lumen 03Fr-08Fr 0Scm-60cm 
Triple Lumen 04Fr-8,5Fr 08cm-60cm 
Quatra Lumen 05Fr-08Fr 08cm-30cm 
Penta Lumen 02Fr-08Fr 15cm-30cm 

1. Central Venous catheter (GMDN:10729) 

This document containing 2 (two) pages is the Annex of the Certificate with the revision number 
01, with the number M.2016.106.7244 and with the registration date of 07.12.2016 and with the 
revision date of 08.05.2020 issued for "DLR Medikal San. ve D1~ Tic. Ltd. Sti." by UDEM Uluslararas1 
Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.~. that is giving service as Notified Body with 
the ID No: 2292 according to 93/42/EEC Medical Devices Directive 
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Hernia Meshes 

Oval Meshes 
Rectangular Meshes 

Round Meshes 

4. Polypropylene Surgical Meshes(GMDN:16048) 

Injection Cap 
Introducer Needle 
YNeedle 
Syringe(Scc - lOcc) 
Guide Wire 
Dilator 
Scalpel 
YConnector 
Fixation Wings 
Catheter Fixation Band 
Unifix 
Clamp 
Suture 
Sterile Cover 
Patient ID card 

3.1 Short Term Haemodialysis Catheter Kit Accessories 

Lu mens Size Length 
Dual Lumen 6,5Fr-14Fr 10cm-35cm 
Triple Lumen 08Fr-14Fr 10cm-20cm . 

3. Short Term Haemodialysis Catheter (GMDN:46979) 

Unifix 
Catheter Fixation Band 
Clamp 
Repair Kit 
Suture 
Sterile Cover 
Patient ID card 

This document containing 2 (two) pages is the Annex of the Certificate with the revision number 
01, with the number M.2016.106.7244 and with the registration date of07.12.2016 and with the 
revision date of 08.05.2020 issued for "DLR Medikal San. ve 01~ Tic. Ltd. ~ti."' by UDEM Uluslararasi 
Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.~. that is giving service as Notified Body with 
the ID No: 2292 according to 93/42/EEC Medical Devices Directive 
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