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EU DECLARATION OF CONFORMITY 

(8�'(&/$5$7,21�2)�&21)250,7<

GHFODUH�XQGHU�WKHLU�VROH�UHVSRQVLELOLW\��WKDW�WKH�33(�GHVFULEHG�KHUHDIWHU�

%LR&OHDQ�,QGLJR�%13/6
3URGXFWV�PDQXIDFWXUHG�DV�RI��>����������@�DQG�WLOO��>����������@

33(�WR�EH�XVHG�DJDLQVW�FDWHJRU\�,,,�ULVNV

7KH�0DQXIDFWXUHU
1,75,7(;��0��6'1�%+'��
12����-$/$1�-8581,/$,�8�����
6(.6<(1�8���+,&20�*/(10$5,(
,1'8675,$/�3$5.�
������6+$+�$/$0��
6(/$1*25��0$/$<6,$

DQG�DXWKRUL]HG�UHSUHVHQWDWLYH�
1,75,7(;�/7'
81,7����0,1721�(17(535,6(�3$5.
2$.6�'5,9(��1(:0$5.(7
68))2/.��&%���<<��8.

LV�LQ�FRQIRUPLW\�ZLWK�WKH�SURYLVLRQV�RI�5HJXODWLRQ��(8�����������DQG�ZLWK�WKH�(XURSHDQ
KDUPRQL]HG�VWDQGDUGV�(1������������$��������(1�����������(1�,62�������������(1�,62
�����������DQG�LV�LGHQWLFDO�WR�WKH�33(�ZKLFK�LV�VXEMHFW�WR�WKH�(8�7\SH�H[DPLQDWLRQ��0RGXOH
%��$QQH[�9�RI�WKH�5HJXODWLRQ���XQGHU�FHUWLILFDWH�QXPEHU����������������LVVXHG�E\�WKH
1RWLILHG�%RG\�

&(17(;%(/�������
7(&+12/2*,(3$5.���
%������=:,-1$$5'(
%(/*,80

DQG�LV�VXEMHFW�WR�WKH�SURFHGXUH�VHW�RXW�LQ�$QQH[�9,,,��0RGXOH�'��RI�WKH�5HJXODWLRQ�XQGHU
WKH�VXSHUYLVLRQ�RI�WKH�1RWLILHG�%RG\�

6*6�),0.2�2<�������
7$.2027,(���
),�������+(/6,1.,�
),1/$1'

*XLGR�9DQ�'XUHQ�
'LUHFWRU���5HJXODWRU\�DIIDLUV
$QVHOO

3ODFH��%UXVVHOV
'DWH������������
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EU TYPE CERTIFICATE

&(17(;%(/ y 7(;7,/( &203(7(1&( &(175(

7HFKQRORJLHSDUN � y %( ���� *HQW y %HOJLXP y SKRQH ��� � ��� �� �� y ID[ ��� � ��� �� �� y JHQW#FHQWH[EHO�EH y ZZZ�FHQWH[EHO�EH

s�d y �� Ϭϰϱϵ͘Ϯϭϴ͘Ϯϴϵ y /��E y �� ϰϰ ϮϭϬϬ ϰϳϮϵ ϲϱϰϱ y �/� y '�������

,Q DSSOLFDWLRQ RI WKH 5HJXODWLRQ �(8� �������� RI � 0DUFK ���� FRQFHUQLQJ WKH KDUPRQL]DWLRQ RI WKH 0HPEHU 6WDWHV
OHJLVODWLRQ UHODWLYH WR SHUVRQDO SURWHFWLYH HTXLSPHQW� &HQWH[EHO 1RWLILHG ERG\ ���� DXWKRUL]HG E\ WKH )36 (FRQRP\
�)HGHUDO 3XEOLF 6HUYLFHV� KDV LVVXHG WKH IROORZLQJ�

(8 7<3( (;$0,1$7,21 &(57,),&$7(

1U� �������������

7KLV (8 7\SH H[DPLQDWLRQ FHUWLILFDWH LV YDOLG XQWLO �� 2FW ����

WR� 1LWULWH[ �0� 6GQ %KG� 6KDK $ODP� 6HODQJRU

IRU� %LR&OHDQ ,QGLJR %13/6 6WHULOH 1LWULOH *ORYHV

7KH SHUVRQDO SURWHFWLYH HTXLSPHQW DERYH PHQWLRQHG VDWLVILHV WKH DSSOLFDEOH HVVHQWLDO VDIHW\ UHTXLUHPHQWV RI WKH
5HJXODWLRQ �(8� ���������

)RU WKH DUJXPHQWDWLRQ� WKH IROORZLQJ VWDQGDUGV DUH XVHG�
(1 ���������$������ 3URWHFWLYH JORYHV � *HQHUDO UHTXLUHPHQWV DQG WHVW PHWKRGV

(1 �������� 3URWHFWLYH JORYHV DJDLQVW LRQL]LQJ UDGLDWLRQ DQG UDGLRDFWLYH FRQWDPLQDWLRQ

(1 ,62 ���������� 3URWHFWLYH JORYHV DJDLQVW GDQJHURXV FKHPLFDOV DQG PLFUR�RUJDQLVPV � 3DUW �� 7HUPLQRORJ\ DQG
SHUIRUPDQFH UHTXLUHPHQWV IRU FKHPLFDO ULVNV

(1 ,62 ���������� 3URWHFWLYH JORYHV DJDLQVW GDQJHURXV FKHPLFDOV DQG PLFUR�RUJDQLVPV � 3DUW �� 7HUPLQRORJ\ DQG
SHUIRUPDQFH UHTXLUHPHQWV IRU PLFUR�RUJDQLVPV ULVN

,I WKHUH LV D IRUPHU (& 7\SH H[DPLQDWLRQ FHUWLILFDWH DFFRUGLQJ WR WKH 'LUHFWLYH �������((& WKLV FHUWLILFDWH UHPDLQV
YDOLG XQWLO �� $SULO ���� XQOHVV LW H[SLUHV EHIRUH WKDW GDWH� IRU SURGXFWV WKDW ZHUH PDQXIDFWXUHG EHIRUH WKH LVVXDQFH
RI WKLV QHZ (8 7\SH H[DPLQDWLRQ FHUWLILFDWH DFFRUGLQJ WR WKH 5HJXODWLRQ �(8� ���������

7KLV LV 33( RI FDWHJRU\ ,,,� VXEMHFW WR UHJXODU FKHFNV LQ DFFRUGDQFH ZLWK DUWLFOH �� RI WKH (XURSHDQ 33( 5HJXODWLRQ� ,Q
DJUHHPHQW ZLWK WKH PDQXIDFWXUHU·V FKRLFH DXGLWV RI WKH SURGXFWLRQ SURFHVV VKDOO EH FDUULHG RXW WR DVVHVV WKH
&RQIRUPLW\ RI W\SH �0RGXOH '�� 7KH PDQXIDFWXUHU PXVW EH DEOH� RQ UHTXHVW� WR SUHVHQW WKH DXGLW UHSRUW� $ ILUVW DXGLW
VKDOO EH SHUIRUPHG DW WKH ODWHVW RQ �� 'HF ���� DQG DW OHDVW EH UHSHDWHG ZLWK LQWHUYDOV RI RQH \HDU�

7KLV GHFODUDWLRQ DSSOLHV WR WKH HTXLSPHQW DV VXEPLWWHG LQ WKH W\SH WHVWLQJ DQG GHVFULEHG LQ WKH PDQXIDFWXUHU·V
WHFKQLFDO GRFXPHQWDWLRQ �$V GHVFULEHG LQ �������� $QQH[ ,,,� WKDW LV UHJLVWHUHG ZLWK QXPEHU ������

,VVXHG E\ &HQWH[EHO� 1RWLILHG %RG\ ����� LQ *KHQW� RQ �� 2FW ����

,QJH 'H :LWWH
&HUWLILFDWLRQ 0DQDJHU

$WWDFKHG� � $QQH[
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EU TYPE CERTIFICATE ANNEX 

$QQH[ � FHUWLILFDWH ������������� 3DJH � RI �

&(17(;%(/ y 7(;7,/( &203(7(1&( &(175(

7HFKQRORJLHSDUN � y %( ���� *HQW y %HOJLXP y SKRQH ��� � ��� �� �� y ID[ ��� � ��� �� �� y JHQW#FHQWH[EHO�EH y ZZZ�FHQWH[EHO�EH

9$7 y %( ������������ y ,%$1 y %( �� ���� ���� ���� y %,& y *(%$%(%%

$11(;

(8 7<3( (;$0,1$7,21 &(57,),&$7( 1U� �������������

�� $SSOLFDQW

1LWULWH[ �0� 6GQ %KG
1R � -DODQ -XUXQLODL 8����� 6HNV\HQ 8�
+LFRP *OHQPDULH ,QGXVWULDO 3DUN
����� 6KDK $ODP� 6HODQJRU
0DOD\VLD

�� 'HVFULSWLRQ

(1 ��������

£ £

£

(1 ,62 ����� � 7\SH &

£ £

£

(1 ,62 �����

£ £

9,586£

£

�� 0DWHULDOV DQG DFFHVVRULHV

*ORYHV
x 1LWULWH[ 1LWULOH *ORYHV � )LOH �����
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CERTIFICATE OF IRRADIATION EU TYPE CERTIFICATE ANNEX 

$QQH[ � FHUWLILFDWH ������������� 3DJH � RI �

&(17(;%(/ y 7(;7,/( &203(7(1&( &(175(

7HFKQRORJLHSDUN � y %( ���� *HQW y %HOJLXP y SKRQH ��� � ��� �� �� y ID[ ��� � ��� �� �� y JHQW#FHQWH[EHO�EH y ZZZ�FHQWH[EHO�EH

9$7 y %( ������������ y ,%$1 y %( �� ���� ���� ���� y %,& y *(%$%(%%

�� 7HFKQLFDO GRFXPHQWDWLRQ

6XPPDU\ WHVW UHVXOWV

(1 ���������$������ *ORYHV 1LWULWH[ 1LWULOH *ORYHV � )LOH �����

0HWKRG 'HVFULSWLRQ 5HVXOW &ODVV
(1 ���� S+ � WH[WLOH 3$66
(1 ������� $=2 G\HV IRU FRORUHG JORYHV 3$66
(1 ��� OHQJWK /HQJWK 3$66
(1 ��� GH[WHULW\ 'H[WHULW\ 3$66 /HYHO �
������ � ������ � ������ (OHFWURVWDWLF SURSHUWLHV 3$66

(1 �������� *ORYHV 1LWULWH[ 1LWULOH *ORYHV � )LOH �����

0HWKRG 'HVFULSWLRQ 5HVXOW &ODVV
(1 ��� GH[WHULW\ 'H[WHULW\ 3$66 /HYHO �
(1 ����� 3HUPHDWLRQ . 3$66 /HYHO �
(1 ����� 3HUPHDWLRQ 7 3$66 /HYHO �
(1 ����� 3HQHWUDWLRQ 3$66
(1 ��� 0HFKDQLFDO UHTXLUHPHQWV 'H[WHULW\ LV WKH PRVW

LPSRUWDQW SDUDPHWHU
(1 ��� ��� PHWKRG ��� $WWHQXDWLRQ HIILFLHQF\ DQG XQLIRUPDW\ RI

GLVWULEXWLRQ
� �

(1 ,62 ���������� *ORYHV 1LWULWH[ 1LWULOH *ORYHV � )LOH �����

0HWKRG 'HVFULSWLRQ 5HVXOW &ODVV
(1 ����� 3HQHWUDWLRQ 3$66
(1 ������� 3HUPHDWLRQ . 3$66 /HYHO �
(1 ������� 3HUPHDWLRQ 7 3$66 /HYHO �
(1 ����� 'HJUDGDWLRQ . 3$66
(1 ����� 'HJUDGDWLRQ 7 3$66
7\SH RI JORYH 3$66 7\SH &

(1 ,62 ���������� *ORYHV 1LWULWH[ 1LWULOH *ORYHV � )LOH �����

0HWKRG 'HVFULSWLRQ 5HVXOW &ODVV
(1 ����� 3HQHWUDWLRQ 3$66
,62 ����� 3URF� % 3URWHFWLRQ DJDLQVW YLUXVHV 3$66
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CERTIFICATE OF IRRADIATION EU TYPE CERTIFICATE ANNEX 

$QQH[ � FHUWLILFDWH ������������� 3DJH � RI �

&(17(;%(/ y 7(;7,/( &203(7(1&( &(175(

7HFKQRORJLHSDUN � y %( ���� *HQW y %HOJLXP y SKRQH ��� � ��� �� �� y ID[ ��� � ��� �� �� y JHQW#FHQWH[EHO�EH y ZZZ�FHQWH[EHO�EH

9$7 y %( ������������ y ,%$1 y %( �� ���� ���� ���� y %,& y *(%$%(%%

'HVFULSWLRQ�3LFWXUH RI DUWLFOH

$UWLFOH %LR&OHDQ ,QGLJR %13/6 6WHULOH 1LWULOH *ORYHV

7KH DERYH SLFWXUH LV D JHQHUDO SLFWXUH RI WKH DUWLFOH� 3RVVLEOH YDULDWLRQV RI WKH DERYH DUWLFOH FDQ EH
SUHVHQW LQ WKH WHFKQLFDO ILOH�

1RWH �
$Q\ PRGLILFDWLRQ LQ PDWHULDO� GHVLJQ� RU RWKHU WHFKQLFDO IHDWXUHV PXVW EH EURXJKW WR WKH DWWHQWLRQ RI WKH
1RWLILHG %RG\�
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CERTIFICATE OF CONFORMANCE
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CERTIFICATE OF ANALYSIS
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CHEMICAL PERMEATION SUMMARY
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CHEMICAL PERMEATION SUMMARY

916



STERILITY VALIDATION STATEMENT
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QUALITY STATEMENT
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VIRAL PENETRATION RESULT SUMMARY
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PRODUCT STATEMENT
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INSTRUCTIONS FOR USE 
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Contact your Ansell representative for ordering or more information. 

North America
US Tel: 800 952 9916 
CA Tel: 1-844-494-7854 
Email: info@ansell.com

Central & South America
Tel: +52(442) 296 20 50
Email: cslac@ansell.com
Brazil
Tel: +55-11-3356-3100
Email: luvas.medicas@ansell.com

Europe, Middle East & Africa 
Tel: +32 (0)2 528 74 00 
Email: info@ansell.eu

Asia Pacific
Tel: +603 8310 6688
Email: apac.medical@ansell.com

Australia & New Zealand
Tel: +61 3 9270 7270
Email: protection@ap.ansell.com

ansell.com
Ansell, ®  and ™ are trademarks owned by Ansell Limited or one of its affiliates. 
© 2020 Ansell Limited. All Rights Reserved.
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