
(Authorized Signature and Title) / (Yetkili İmza ve Ünvan)

SU BIYOMEDIKAL SISTEMLER VE SAGLIK HIZMETLERI SAN. TIC. LTD. STI.

EN 13795-1:2019

Description of The Product :

:

:

:

Certificate of Compliance

Ürün Tanımı
SURGICAL GOWN
CERRAHİ ÖNLÜK

Contact Information :
İletişim Bilgileri

TIBBİ CİHAZLAR DİREKTİFİ 93/42/EEC

Product Reference Numbers
Ürün Referans Numaraları

NG-001-1 / NG-001-2 / NG-001-3 / NG-001-4 / NG-001-5 / NG-001-6
NG-002-1 / NG-002-2 / NG-002-3 / NG-002-4 / NG-002-5 / NG-002-6
NG-003-1 / NG-003-2 / NG-003-3 / NG-003-4 / NG-003-5 / NG-003-6
NG-004 / NG-005-1 / NG-005-2 / NG-005-3 / NG-006-1 / NG-006-2
NG-006-3
SG-001-1 / SG-001-2 / SG-001-3 / SG-001-4 / SG-001-5 / SG-001-6
SG-002-1 / SG-002-2 / SG-002-3 / SG-002-4 / SG-002-5 / SG-002-6
SG-003-1 / SG-003-2 / SG-003-3 / SG-003-4 / SG-003-5 / SG-003-6
SG-004 / SG-006-1

Orhangazi mah. 1673. Sok. No:20/ 2-3 Esenyurt Istanbul Turkey
Tel : +90 212 320 37 53 Fax : +90 212 320 53 51
E-Mail : info@submed.com.tr Web Site : www.submed.com.tr

Applicable EC Directives
Geçerli AT Direktifleri

MEDICAL DEVICES DIRECTIVE 93/42/EEC

Classification/ Sınıflandırma CLASS I / Is
:Certificate Number/ Sertifika Numarası 14-266
:Certificate Code/ Sertifika Kodu S2014266
:Certificate Issue Date/ Sertifika Yayın Tarihi 01.06.2020
:Certificate Validity Date/ Sertifikanın Geçerlilik Tarihi 27.05.2024

Applicable National Technical Standards and Specifications
Uygulanabilir Ulusal Teknik Standartlar ve Özellikler

We declare that the products mentioned above comply wıth Medical Devices Directive 93/42/EEC with 
amented Directive 2007/47/EEC and EN 13795-1:2019 standard.

Yukarıda belirtilen ürünlerin 93/42/EEC Medikal Cihazlar Kararnamesinin 2007/47/EC güncellemeleri ve
EN 13795-1:2019 standart gerekliliklerini karşıladığını beyan ederiz.

City, Date
Name 
Position

Istanbul, 06.08.2020
Yusuf Yiğit Akkuş
General Manager

:
:
:



SU BIYOMEDIKAL SISTEMLER VE SAGLIK HIZMETLERI SAN. TIC. LTD. STI.

SUMMARY OF TEST REPORTS

Description of The Product : Surgical Gown

Product Specifications

Performed Tests Result Test Standard Test Report Number

Microbial Cleanliness
(Bioburden) Pass EN ISO 11737-1 : 2018 20020444-ing

: Blue Nonwoven Gown

Contact Information : Orhangazi mah. 1673. Sok. No:20/ 2-3 Esenyurt Istanbul Turkey
Tel : +90 212 320 37 53 Fax : +90 212 320 53 51
E-Mail : info@submed.com.tr Web Site : www.submed.com.tr

We can confirm that:
The mentioned medical devices (gowns) are designed and manufactured in such way as to guarantee the characteristics 
and perfomance referred to in Section I of "General requirements" of MDD 93/42/EEC. The submitted products have 
been tested by external qualifıed laboratories according to EN ISO 13795-1: 2019 standard. The tests were performed in 
normal operation mode.

Tests carried out for EN 13795-1:2019:

According to test results, the gowns provide all necessary high performance requirements according to
EN ISO 13795-1: 2019 standard requirements..

Dry-Bacterial Penetration Pass EN ISO 22612 : 2005 20020444-ing

Wet-Bacterial Penetration Pass EN ISO 22610 : 2006 20018421-ing

Tensile Stregth / Dry Pass EN 29073-3 : 1996 20020444-ing

Tensile Stregth / Wet Pass EN 29073-3 : 1996 20020444-ing

Bursting Strength / Dry Pass EN ISO 13938-1 : 1999 20020444-ing

Bursting Strength / Wet Pass EN ISO 13938-1 : 1999 20020444-ing

Water Permeability Pass EN ISO 811 : 2018 20020444-ing

Particle release Pass EN ISO 9073-10 : 2004 TURT200077690
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5(3257�180%(5�� 7857���������
$33/,&$17�1$0(�� 6X�%L\RPHGLNDO�6LVWHPOHU�YH�6D÷OÕN�+L]��6DQ��YH�7LF��/WG�ùWL�
$''5(66�� 2UKDQJD]L�0K�������6N��1R����.�����(VHQ\XUW��ø6WDQEXO������785.(<

7(/���������������
$WWHQWLRQ�� %XUFX�<ÕOPD]���EXUFX�\LOPD]#VXEPHG�FRP�WU��

%8<(5 0HGLFDO
6$03/(�'(6&5,37,21�� 2QH�VDPSOH�RI�EOXH�FRDWHG�QRQ�ZRYHQ�JRZQ
'$7(�,1�� ���-XQH������������������
'$7(�287�� ��$XJXVW������

7(67�5(3257
3DJH���RI��

(1'�86(�� 685*,&$/�*2:1
5()(5(1&(�� 0(',&$/�*2:1
),%(5�&20326,7,21�� 1RW�*LYHQ

3529,'('�&$5(�/$%(/�� 1RW�*LYHQ

)RUP�/*�����5HY��

6$03/(
7(67 �

/LQW�$QG�2WKHU�3DUWLFOHV�*HQHUDWLRQ�,Q�7KH�'U\�6WDWH��Á� 3

7KLV UHSRUW �LQFOXGLQJ DQ\ HQFORVXUHV DQG DWWDFKPHQWV� DUH SUHSDUHG IRU WKH H[FOXVLYH XVH RI WKH &XVWRPHU�V� QDPHG LQ WKH UHSRUW DQG VROHO\ IRU WKH SXUSRVH IRU ZKLFK LW LV
SURYLGHG DQG RQ WKH EDVLV RI LQVWUXFWLRQV DQG LQIRUPDWLRQ DQG�RU PDWHULDOV VXSSOLHG E\ ,QWHUWHN¶V &XVWRPHU� 7KH WHVW UHVXOWV UHODWH RQO\ WR WKH VSHFLILF LWHPV WHVWHG DQG DUH QRW
LQWHQGHG WR EH D UHFRPPHQGDWLRQ IRU DQ\ SDUWLFXODU FRXUVH RI DFWLRQ� &XVWRPHU LV UHVSRQVLEOH IRU DFWLQJ DV LW VHHV ILW RQ WKH EDVLV RI VXFK UHVXOWV� 8QOHVV ,QWHUWHN SURYLGH
H[SUHVV SULRU ZULWWHQ FRQVHQW� QR SDUW RI WKLV UHSRUW VKRXOG EH UHSURGXFHG� GLVWULEXWHG RU FRPPXQLFDWHG WR DQ\ WKLUG SDUW\� QRU FRXOG LW EH XVHG IRU 35 DFWLYLWLHV� ,QWHUWHN GR
QRW DFFHSW DQ\ OLDELOLW\ LI WKLV UHSRUW LV XVHG IRU DQ DOWHUQDWLYH SXUSRVH IURP ZKLFK LW LV LQWHQGHG� QRU GR ,QWHUWHN RZH DQ\ GXW\ RI FDUH WR DQ\ WKLUG SDUW\ LQ UHVSHFW RI WKLV
UHSRUW� ([FHSW ZKHUH H[SOLFLWO\ DJUHHG LQ ZULWLQJ� DOO ZRUN DQG VHUYLFHV SHUIRUPHG LV JRYHUQHG E\ ,QWHUWHN 6WDQGDUG 7HUPV DQG &RQGLWLRQV RI 6HUYLFH ZKLFK LV DYDLODEOH RQ
UHTXHVW RU FDQ EH REWDLQHG DW KWWS���ZZZ�LQWHUWHN�FRP�WHUPV� 7HVWLQJ UHSRUWV ZLWKRXW VLJQDWXUH DUH QRW YDOLG� 7KH VDPSOH KDV EHHQ SURYLGHG E\ WKH FXVWRPHU DQG WKH UHVXOWV
DSSO\�WR�WKH�VDPSOH�DV�UHFHLYHG��6DPSOH�LQIRUPDWLRQ�LV�VXSSOLHG�E\�WKH�FXVWRPHU��8QOHVV�RWKHUZLVH�UHTXHVWHG��WKLV�ODERUDWRU\�DSSOLHV�VKDUHG�ULVN�GHFLVLRQ�UXOH�

3  0((76 %8<(5
 6 5(48,5(0(17 � )  '2(6 127 0((7 %8<(5
 6 5(48,5(0(17 � 15  12 5(48,5(0(17 � 6& 67,//
&217,18(6 � ; 127 3(5)250(' � 1$  127 $33/,&$%/( � /6  /$&. 2) 6$03/( � 1&  12 &200(17 � ,  
,1&21&/86,9( � �  6(( 5(68/7 � 1)  1(('6 )857+(5 7(67,1* � $  $%6(17 � 0  0$5*,1$/ $&&(37 � 6'  6((
'(7$,/6�(1&/26('���)6��)857+(5�67(36

$VOL�(*,/0(= øVPDLO�$9&,2ö/8
&XVWRPHU�&DUH�([HFXWLYH 7H[WLOH�/DERUDWRU\�$VVLVWDQW �

0DQDJHU

���������

,QWHUWHN�7HVW�+L]PHWOHUL�$�6�
Merkez Mahallesi Sanayi Cad. No.23 Altindag Plaza Yenibosna-34197 /ISTANBUL

Phone : +���������������� Fax: �����������������
e-mail : LQWHUWHNFJ�WXUNL\H#LQWHUWHN�FRP

   KWWS���ZZZ�LQWHUWHN�WXUNH\�FRP



5�(�6�8�/�7�6 3DJH���RI��
5(3257��7857��������� ��$XJXVW������

0HGLFDO

7HVW�0HWKRG 5HVXOWV 5HTXLUHPHQWV

/LQW�$QG�2WKHU�3DUWLFOHV�*HQHUDWLRQ�,Q�7KH�'U\�6WDWH��Á�
(1�,62��������������,GW�,62�������������
(1�,62���������������6L]H�2I�3DUWLFOHV�&RXQWHG���ȝP到��ȝP

0DWHULDO

&RHIILFLHQW�2I�/LQWLQJ� ORJཡའ 5HTXLUHPHQW

$��)DFH
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&RHIILFLHQW�2I�
/LQWLQJ� ORJཡའ������

�Á�7KH�WHVW�ZDV�VXEFRQWUDFWHG�WR�,QWHUWHN�8.
�&OLHQW�5HTXLUHPHQW
5HPDUN��7HVW�DFFRUGLQJ�WR�FOLHQW�UHTXLUHPHQW�ZKHQ�VDPSOH�LV�QRW�HQRXJK�

,QWHUWHN�7HVW�+L]PHWOHUL�$�6�
Merkez Mahallesi Sanayi Cad. No.23 Altindag Plaza Yenibosna-34197 /ISTANBUL

Phone : +���������������� Fax: �����������������
e-mail : LQWHUWHNFJ�WXUNL\H#LQWHUWHN�FRP

  KWWS���ZZZ�LQWHUWHN�WXUNH\�FRP
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0HGLFDO

���(1'�2)�7(67�5(3257���

,QWHUWHN�7HVW�+L]PHWOHUL�$�6�
Merkez Mahallesi Sanayi Cad. No.23 Altindag Plaza Yenibosna-34197 /ISTANBUL

Phone : +���������������� Fax: �����������������
e-mail : LQWHUWHNFJ�WXUNL\H#LQWHUWHN�FRP
KWWS���ZZZ�LQWHUWHN�WXUNH\�FRP
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