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Directive 931421frY,C on Medical devices, Annex II excluding (4)

Full Quality Assurance Certificate

Notified Body

Company Name

Conrpany Address

Manufacturing Site

Scope

GNIDN Code

Classi{ication Rule

Inspection iteport Number

First lsrue Datg

Validity Date

: Ttirk Standardlan Enstitrisii (TSE) - Necatibey Cad. No:l 12 Bakanhklar
Ankara Turkey (NB 1783)

: KAF CRUP SAdr-rK HIZMETLERI iN$, SAN. VE TlC. L]'D. $Ti.

I AIAKENT MAI'I. 221. SOK. NO:3A ROTA OFSICE A BLOK KA'I i4 D:83

34200 KUQUKQEKMECE/ iSTANtsUL/ TU&KEY

I BARDAKQI MAII. TEKNOKEN'I SK. NO:3 TU$BA/ VAN/ TURKEY

I ONEGEL LUBRICANT GEI- WITH LIDOCAINE (STERILE)

r 377l'l

: Rule 5 and Rule 13, Class III

: 2203-MDD-17312020-02

:. 24.05.2021

: 26.45.2024

Annux II Sectiorr 5. For Class llt products covered hy lhis ccrrificalo, a EC fJcsign Exarnination Ccrli{ioutc issued in accordance with Medical Dcvicc
Directirte ;\nnex [I Settion 4 is also rttluiretl.

Certi{icate No: 1783-MDD-238

Frrat I{ACt0dLU
Deputy Dircctor of Directives
ANKAIIA Rev00, 24105/2021

r.vr.vlv.tse.org.trlNecaiibeyCail.r\o; Il2l3akanlrkhir-;\NKAI{Al r*031241$62Ofi
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[''ull Quality Assurance Certificate Certitication History

Directive 9:3/42NEC on Nledical devices, Annex,II excluding (4)

Certiticate No: I783-MDD-238, Rev 00

CERTIFICATE HISTORY

Date Revision Number Reason of Revision

24.05.2021 Rev 00

Pagu lr I
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Fult Quality Assurance Certilicate Scope Attachment

Directive 93l42lLEC on Medical deviceso Annex I[ excluding (4)

Certificate No: 1783-MDD-238, Rev 00

Br*nd Name: ONECEL

Product List

rvn w.t*iu.orS,tt No: l1l tsa.kanliklar - ANKARA,T +'90 312 4lir 62 OCI

r,r:r.ll rr!,:trr)lrliiSlilt;ttl;r;lrrreirli lr:lliltlri;.ri1rltr!,illlrta, krllilti tc lillnti yli;ttl;tttt:tz

Product Namc Product Reference No GMDN Code

ONEGEL LT]I}RICANT CEL WITH LIDOCAINE
(s'TERIL.E) 6 ml

KAII (i27-6 377 l7

ONEGHI, I,UBRII]ANT GNL WII'FI LIDOCAINI:
(S'IERILE) il ml

i(AF G27-11 371 17

ONECAL LUBRICANT GEL WTIH LIDOCAINE
(sTnRIl,E) 12,5 gr

KAF G27-12,5 377 t7
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