= [R5 [R5 |3 [AR | AR IR IR LR
R [RR (AR [RRR [R R (AR (R [N wﬁ?ﬁﬁgﬁr‘\?ﬁf‘\;ﬁ%%%-.\ﬂmiﬂv'r.ﬂws\ﬂms\gw
LB B A B R B B AR B B B ".ﬁ@%{%}éﬁ»ﬂ,ﬁﬁ!ﬁi}i&,‘li}i@,"ﬁ}ﬂ\%"‘i\}%“'J,,\%"‘%Q%‘F“é,\\n R A A A AP AP Pl
T e T T o
A A S
L‘:: ks .;';04
=t KXY
=i MHKMEDIKAL  Ey DECLERATION OF s
. CONFORMITY 2696 o
=3 SR
K9 o
S5y . AN. TIC. LTD. STI A
%{% Manufacturer Name : MHK MEDIKAL TEKSTIL S 5;.{_5
0> = A
Y . . SR : KEY s
'\?\% Address : Kérkiin Mahallesi Hidayet Caddesi N0:23/1 Oguzeli /Gaziantep / TUR ?;:3%5
S . N
e Trade Name : Disposable Sterile Drapes, Gowns And Procedure Packs (Trays) (See 20y
< Product Trade : _ ,oj.l‘_,*
R Annex List of the Product) %
% : i i lation =
CSY) . . . 45 on Medical Device Regula S
=i Directive - Regulation (EU) 2017/745 %\:\.}:’i
oUW + =3
RS . K]
= Brand : MHK MEDIKAL &
o ==
&% Basic UDI-DI : 0868082921DRPGWNFX r\_‘ i
S : - v
ISls : : - i u) 2017/745 (Medical Device .7
QC‘Q'" Classification : According To Annex VIII Of Regulation (Eu) ( %&‘
J . - -
=lr . i : -Acti Class I R
E\E?':;} Regulation (MDR) ) Non-Invasive, Non-Active Medical Device, %::%
et S
S{‘?‘;’; Sterile, Rule 1 ’r’\:%f‘%
I )
e . . Sl
S : : | devices e
R Conformity Assessment  : According to Regulation (EU) 2017/745 Igr|:/| Tﬁ\d("\:?ERIFICATION "\“ﬁ‘
:‘\:*;,{; Annex — Xl Part A PRODUCT CONFO %{%
S R
45w Report Number : MDR.1183 %{%
e oY
= Date Of Issue : 24.02.2023 S
Ay . . . i
»_3;.“1705' Recertification Date : - r\i‘ﬁ
2 [A - . Y
&% Reissue Date / No : - r.\%(‘%
= Date of Expiry : 23.02.2028 S
e 513
K] ,“‘.‘Q%p
e g
:’ v H - L::‘:‘(a
br:%\.;?:;j We herewith declare that: 1 comply with ;:g\%(:"}
S . i i by our company a P
*3\‘}“:'] Those above products with CE marking which are manufactured by pany Al i Eé‘}"r;j
St d realize their expected uses. lles =
»r«\;‘;»t_rj REGULATION (EU) 2017/745 ON MEDICAL DEVICES, an P d %
=in . i icity has been guaranteed. RSY)
*3\*?:" have been certified by the company, consequently their authenticity g %
S . ’0“:‘04
“.li STANDARDS APPLIED _: p— %
G EN ISO - R3]
ﬁ‘%*""ﬁ!i EN ISO 13485 EN ISO 11135 &
B2
N i EN ISO 10993-1 2l
= |ENISO 15223-1 EN ISO 14698-1 S
S 993-5 e
SN/ - EN ISO 10 KSHO
= |en1so 14971:2019 EN ISO 14698-2 S
oy =3y
S - N
= |EN1S0 10993-10 ISO 11737-1 S
%5;@ fact Q“’"'}
IS : i is i nsibility of the manufacturer. i
&“ﬁ?ﬁ A statement that the declaration of conformity is issued under the respo y i\f‘v{;
By : i Signatuge, Stamp S
1 Place/Date : GAZIANTEP / 18.07.2023 g 3
?;'I?ﬁ Authorized Person : MURAT KEKEC \‘, X 3’%5;
S Title : General Manager —~\/ R
S N A0V
F{‘{;"‘ Korkun Mahallesi Hi Fﬁ%ﬁﬁ‘ﬁ%;;
S S I AT Tif: 0342 341 93 66 A SN AN
R e e e e e e Gl Sicil No: 40345 SUBURCU VD USSR SRS
R I T e S DR R I D RS ISR T S



ANNEX I: LIST OF THE PRODUCTS:
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