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KtiEri k9e knrece/lsta n b u l/Tu rkey

EU Meclical Device Regulation 2A171745

Declaration of ConformitY

Manufacttlrcr
N:rn*te{ "}

KAF CRUI\SA6I-IK Hiznanrt,nRi iN$. SAN. VII f ic. LTD' $Ti

I\{anufacturcr
Atldressl") ^t*rt 

ttrlrjrat. to:3A Rota Office A Blok Kat;14 D:83

Kiigti kcekmecc/l stan btr l/1'ulkey

Manufacturer'
Individual Identity
No.
If the product is

producetl by sonrecne
else by the
manufacturcr, the
&Ianufacturer's Nnme
and Atldress (i' !l';llsr')

Name of the
productl''11

WANCARE UI,'I'RASOL]ND LiC]G GEI,

CataloglRe ferente
No.{*}

Name of the Product

WANCARE ULTRASOUND EC6 GEL 1OOOMI

WANCARE ULTRASOUND ICG GEL 500 ml

WANCARE ULTRASOUND ECG GEL 25OMI

WANCARE ULTRASOUND ECG GEL 5 It

Catalog No

KAF G31

KAF G31-1

KAF G31-2

KAF G31-3

Purpose of usage{*}

Basic UDI-DI{':! 8682079003 KAr]C3 1 9',r

Protl uct Classilication
/ Classilication
Rrrlet,i't

:r\i'%''P.
.i r,\,ifi,L:*IClass I

GMDN Code{'i3 15321

EMDN Code
{ 
{' A {'a{'r uttir'*{irsx }

A i 08002

Conformity
Assessment
Procedure{':1

a ANNIIX-IV (Annex II et lll) Dcclaration of confbnnity

il ANNEX-lX (CIHAP'|FIR I & 
euality rnanagement system

ru)
ANNliix-lX (PAIII'll) Techttical Docurnentation Mod.

ANNIIX-X 'lype Examination

Pagell2

tt .rts tlr" 
^ii 

between the skin atrd the probe itt all kinds of
ultrasonography, Droppler, IKG, Exercise Test applicatiotts, and enstlres

that the ulirasonography waves colne t0 the device screen more clearly

andurrinterrtrnteclly. /^-- , t-
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ii,,1l.j l-l ld l.-i ilMi:"l t"ii nl

Kri ekmece/lstanbu t/Tu

(Additions executed in
the product
evaluation are
marl<ed)

tl ANNEX-XI (PAIfT A) Proclr"rction Qual4y Aqquqryc

tl ANNLjX-XI (PART B) Product Velification

Notified Borly Narne

and Nnmber
{r'r':}

EU Certificate No antl
lleseription
Start/Bffective rlatc
{ 

r'.i r:r 
}

Other IiI") l.,egislation
/ Common
Specifications /
Harmonized
Standrrrds to which
thc product complies

[I:rrmonizcd Stanclards

HN ISO 13485:2016
EN rS0 r0993-5:

2009

EN 1S0 10993-1:

2420

EN ISO 1s223-l:2021
[iN ISO 10993-10:

2013
EN ISO 2041"/:2021

KAF 6RUp SA6L|K HIZMETLER| irv$. saru, ric. tro. $ti
Atakent Mahatlesi 221 Sk. No:3A Rota Office A Blok Kat:14 D:83

r "' 
j Sections trcginning with arc required.

t',."1T[0 contbrmity assessrr]ent is mandatory ft.lr proclucts rnacle by thc notified body.

As a company KAF GRUP SAdLIK HiZMnTl,Eni iN$. SAN. TiC. LTD, $Ti. rve declare under

our sole responsibility that the ilevices covered try this declaration cornply rvitlr the Regulation (EII)

20171745 of the ELrropean Parliament arrclof'the Courrcilon Medical f)evices anclthat tho requiretnents

specifiecl irr tlre Regulation are lirlfillcd fbr these clevices. (<t0, a Gzlzl/t'7,/t-
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"'- ''t /n / t* ( c+'t

Signature Date and Place : 06,12.2021 C4, l'l y/*d
Effective Ilate (if appticablc) ?
Signattxy :

I\{ission :

[Signature and Seal/Stampl

CCIkmen Aytin

1247\42 tioF{x: 011;:l 4'/1n?01
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