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EC Design-Examination Certificate

Directive 93 I 42 ff'F,C on

Notificrt Body

Company i\ame

Comprny Address

Manufacturing Sitc

Scope

GIVIDN Codn

Classification Rule

Inspection Report Number

First Issuc Date

Valklity Date

Medical Devices, Annex If (4)

: Tiirk standarcllan Enstitiisii (TSE) - Necatibey cad. No: I 12 Bakanltklar

Ankara Turkey (NB 1783)

: KAF GRUP SAdLIK HiZMETLERI iN$. SAN. VE f iC. LrD. $Tl.

: ATAKENT MAH. 221. SOK. NO:3A ROTA OFFICE A BLOK KAT 14 D:83

34200 KUQUKQEKMECE/ IST'ANI3UIJ TURKEY

: BARDAKQI MAH. TEKNOKENT SK. NO:3 TU$llA/ VAN/TURKEY

: ONECEL LUBRICANI.GEL WITH I,IDOCAINE (STERILE)

z 3'17l7

; Rule 5 and Rule 13, Class III

: 2203-MDD-l73l2O2O-02

t 24.05.2021

r 26.05.2024

Full Quality Assurnnce Certificate Number : 1783-MDD.238

euolity Assurancc (Anqex II cxclurlirrg Scction 4). The Notificd Body has thc righl to oarr out tho nccessary insper;lions irr accordance wiUr Medical

Dcvice Ditectivc Anrtex II Section 5.

Certificate No: I 783-MDD-239

rIr&I HACIOdLU
Deputy Dircctor of Directives

ANKARA tlcv00, 24105/2021

wiv\v.tse.org.rr 1 r.\ecatibry Crrci. No: 1 l2 B*linnhklar - ANKARA / +90 312 416 63 $0

Tlris rertill{ate rtrrrturl: li* irltr.,.r'erl.1;ariiallr, rlubijcrituxl or crt;iscd ft:r ruisrritrlerstrttrtlittg.
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EC Design Examination Certificate Annex

Certilicate No: 1783-MDD-239, Rev 00

Ilrand Namc: ONEGEL

Product List

Product Name Product Ileference No GMDN Code

ONIJGEL LUBRICANT GEi,, WITH LIDOCAINT
(S1'HRILE) 6 mt

KAI]G27-6 37717

ONEGEL LUBRICANT CEL WITLI LIDOCAINE
(STERILE) 11 ml

KAF G27-11 377t7

ONE.GEL LUBRICANT GEL WTTH LIDOCAINE
(STERILH) 12,5 gr

KAF G27.12,5 377t7

CERTIT'rcATtr HISTORY

Date Revision Number Reason of Revision
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