Form 8130 02.12

Declaration of Conformity
PFD Leukoplast flesh-coloured

BSN.... D

JBX 40000593.07
Page 1 von 2

Q o®
xW&ﬁ@N @&
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\Q?\ “%\)‘5 (\\d\ R
0O o ™ BSN medical GmbH
&Wﬁ§&®®6
o OOV \ .
\\\\%\26\\&\\““\) Quickbornstrasse 24

0@\\\0\@ 20253 Hamburg
V)

hereby declare under our own responsibility, that the above mentioned product family

CE-class |
containing the products:

01521-00000-06 LP SUT PS 5X1,25 TA 24 INT.
01521-00003-00 LP PLSR 1.25CMXSM TA 12 DE EN NL
01522-00000-06 LP SUT PS 5X2,5 TA 12 INT
01524-00000-06 LP SUT PS 5X5,0 TA 6 INT
01531-00000-06 LP SUT PSP 5X1,25 TA 24 INT
01532-00000-06 LP SUT PSP 5X2,5 TA 12 INT
01534-00000-06 LP SUT PSP 5X5 TA 6 INT
01536-00000-06 LP SUT PSP 9,2X1,25 TA 24 INT o
01537-00000-06 LP SUT PSP 9,2X2,5 TA\&QA grﬁgﬁaw
01539-00000-06 LP SUT PSP 9,2X5 TAQE" ©
01546-00000-02 LP SUT CCORE MPEﬁ%d&Xi&ﬁ%% 1 GBI
01691-00000-03 LP SUT CCORE 9,3%X: 95 TA 24 INT.
01692-00000-03 LP SUT CCO%E*%ﬁ§§2 5 TA 12 INT
01693-00000-03 LP SUT ccQgg“9 2X5 TA 6 INT
01696-00000-03 LP SUT CCORE 9,2X10 TA 4 INT
47535-00000-02 LP SUT PSP 5X7,5 TA 4 INT.
47536-00000-02 LP SUT PSP 5X10 TA 4 INT
47546-00000-01 LP SUT PSP 10X10 TA 1 IT EN
47714-00000-02 LP SUT TA PSP MPERF 5X5
47715-00000-02 LP SUT PSP MPERF 5X10 TA 4 E GB I
47725-00000-02 LP SUT PS 5X7,5 TA 1 INT.
47726-00000-02 LP SUT PS 5X10 TA 1 INT.
47826-00000-02 LP SUT PLSP 10CMX10M TA 1 ES
72668-00000-00 LP PLSR 1.25CMX4.6M TA 1 INT.
72668-00001-00 LP PLSR 2,5CMX4.6M TA 1 INT.

72668-00002-00 LP PLSR 5CMX4.6M TA 1 INT. 6/BOX

RN

P

24 /BOX
12/BOX

comply with the applicable regulations of the Medical Device Directive 9%(@2/@@@’“mcludmg

change directive 2007/47/EC, and that the products fulfil the essen;(
QQ

defined in Annex I.
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Form 8130 02.12

BSD Declaration of Conformity JBX 40000593.07
medical PFD Leukoplast flesh-coloured Page 2 von 2
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<\P™
The Declaration of Cog\ﬁgﬁmgty‘?%f@%ﬁormed in compliance with the Quality Management
System according t@%@v@@eﬂ%§485.
N e
O g

Date of Declarafion?04.06.2012
Valid untilg:%@\\\‘*‘@ See expiry date of the attached EN ISO 13485 certificate.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released /

04.06.2012, Oliver Opitz %{l 06 A2

signature



Form 8130 06.11

BSN ' Declaration of Conformity JBX 40000593.07
, D’“ed'“' PFD Leukoplast flesh-coloured Page 2 von 2

\
'\\pz\ ‘Q\}\

S
The Declaration of @'b?ﬁ Mﬁ?w performed in compliance with the Quality Management
System according @@&m@ 13485.

\x\\E"\Q@\\\G“\
Date of Declaration: 04.06.2012
Valid untils™ See expiry date of the attached EN ISO 13485 certificate.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.
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Compiled and released /
04.06.2012, Oliver Opitz % /"
° D4 0. A2

signature



Form 8130 06.11

" Declaration of Conformity JBX 40000097.08
@ BPF Leukofix Page 1 von 1

N
\ P\z o (X\\Q,%Q (&\G&\ ()(\

o
\ .
@ e ® BSN medical GmbH

¥ Quickbornstrasse 24
20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class |
containing the products:

02121-00000-10 LF PLSR 1.25CMX5M MAT 1 INT. 24/BOX
02122-00000-10 LF PLSR 2.5CMX5M MAT 1 INT. 12/BOX
02122-00001-10 LF PLSP 2.5CMX5M MAT 1 ES
02124-00000-10 LF PLSR 5CMX5M MAT 1 INT. 6/BOX
02131-00000-10 LF PLSP 1.25CMX5M MAT 1 INT. 24/BOX
02132-00000-10 LF PLSP 2.5CMX5M MAT 1 INT. 12/BOX
02134-00000-10 LF PLSP 5CMX5M MAT 1 INT. 6/BOX
02136-00000-09 LF PLC 1.25CMX9.2M MAT 1 INT. 24/§QX“‘

02137-00000-09 LF PLC 2.5CMX9.2M MAT 1 ¥ @9@“\%
02138-00000-09 LF PLC 5.0CMX9.2M W u\B\IW\%‘“@%‘on
W€ wd ©
“?z <\ ‘\\(’ \,Q N\%\'\’b\\\g

%\\\(\ “\1\
comply with the applicable regulatnogs“&vf@h%%edncal Device Directive 93/42/EEC, including
change directive 2007/47/EC, and :@ﬁ’ﬁhe products fulfil the essential requirements as
defined in Annex . S

The Declaration of Conformity is performed in compliance with the Quality Management
System according to EN ISO 13485.

Date of Declaration: 21.07.2011
Valid until: See expiry date of the attached EN ISO 13485 certificate.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released

21.07.2011, Oliver Opitz 7 ([),Z//

signature




Form 8130 06.11

BSNmediCm) Declaration of Conformity JBX 40000094.11
v PFD Leukopor Page 1 von 2

A OF «\‘0\)\
\R- \Qi\“g%k 6\9?’\%

‘X®“ﬁ§$w

\O% s
OV 0¥ @ BSN medical GmbH

\@\*\W\‘\ Quickbornstrasse 24
W 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class |
containing the products:

02453-00000-08 LPO SUT PLC 9,2X1,25 W 24 INT
02453-40002-00 LPO SUT W PLC BU 9,2X1,25
02454-00000-08 LPO SUT PLC 9,2X2,5 W 12 INT.
02454-40002-00 LPO SUT W PLC BU 9,2X2,5
02455-00000-08 LPO SUT PLC 9,2X5 W 6 INT
02456-00000-08 LPO SUT PLC 7.5CMX9.2M W 4 INT.
02471-00000-09 LPO SUT PLSR 5X1,25 W 24 INT
02471-00003-00 LPO PLSR 1.25CMX5M W 12 DE EN NL

\\(\Q Q.
02471-00004-00 LPO PLSR 1.25CMX5M W 1 N @ngﬁﬁgyﬁgﬁOLE
02472-00000-09 LPO SUT PLSR 5X2,5 W Qyﬁ$§@@%@wﬁ
02472-00003-00 LPO PLSR 2.5CMX5M wﬁﬁﬂwﬁ§@ﬁ®%E EUROHOLE
02474-00000-09 LPO SUT PLSR 5X5&&@?§ ‘
02481-00000-09 LPO SUT PLSP.@&@Q@SW% 24 INT
02481-40000-00 LPO SUT W PLE\BU 5X1,25
02482-00000-09 LPO SUT PLSP 5X2,5 W 12 INT
02482-40001-00 LPO SUT W PLC BU 5X2,5
02484-00000-09 LPO SUT PLSP 5X5 W 6 INT
47451-00000-04 LPO SUT PLSP 1.25CMX5M W 1 ES
47452-00000-04 LPO SUT PLSP 2.5CMX5M W 1 ES
47454-00000-04 LPO SUT PLSP 5CMX5M W 1 ES
47456-00000-04 LPO SUT PLSP 10CMX10M W 1 ES
71074-00000-01 LPO SUT PCORE 1.25CMX10M W 24 EN
71074-00001-01 LPO SUT 2.5CMX10M W 12 EN
71074-00002-01 LPO SUT PCORE 5CMX10M W 6 EN
71074-00003-01 LPO SUT PCORE 7.5CMX10M W 3 EN
72353-00000-00 LPO SUT PLC 1.25CMX5M W 24 INT.
72353-00001-00 LPO SUT PLC 2.5CMX5M W 12 INT.
72353-00002-00 LPO SUT PLC 5CMX5M W 6 INT.

72353-00003-00 LPO SUT PLC 7.5CMX5M W 4 INT. SN
72355-00000-00 LPO SUT DISPE 2.5CMX5M 1 FR @aﬁ\ﬁwpi@w
72355-00001-00 LPO SUT DISPE LPPR 2.5CMXSM 1 FR OV o
72355-00002-00 LPO SUT DISPE LPPR 2.5CMX9.2M 1 FR \R\%Q%\\‘gi‘)“\®%%

@G““\%‘\" RN

R



Form 8130 02.12

g . Declaration of Conformity JBX 40000094.11
@ PFD Leukopor Page 2 von 2

IR
A %Q\c,%\
76446-00000-03 LPO & Uﬁ“@@@%@\* 2X1,25 W 1 NL FR DE
76446-00001-00 LBO @W@m@m 9,2X1,25 W 1 GB I
76447-00000-03 &@B@@@‘i’ DPEN 9,2X2,5 W 1 DE FR NL
76447-00001- w@w&% SUT DISPE 9,2X2,5 W 1 GB I
oo
cﬁl‘(\“\\\\
comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil the essential requirements as

defined in Annex I.

The Declaration of Conformity is performed in compliance with the Quality Management
System according to EN ISO 13485.

Date of Declaration: 18.07.2011
Valid until: See expiry date of the attached EN ISO 13485 certificate.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.
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Compiled and released

18.07.2011, Oliver Opitz

signature



Form 8130 02.12

“ , Declaration of Conformity JBX 40000741.08
BSN‘@ PFD Leukosilk Page 1 von 1

\
A% \o®
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We' ?\Q% \)cﬁ,ﬁ\‘ “‘%%“

BSN medical GmbH

@ Quickbornstrasse 24
PO\ 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class |
containing the products:

01021-00000-09 LS SUT PLSR 5X1,25 W 24 INT.
01021-00002-00 LS SUT PLSR 1.25CMXSM W 1 DE EUROHOLE
01021-00003-00 LS PLSR 1.25CMX5M W 12 DE EN NL
01022-00000-09 LS SUT PLSR 5X2,5 W 12 INT
01022-00001-10 LS SUT PLSP 2.5CMX5M W 1 ES
01022-00003-00 LS SUT PLSR 2.5CMXS5M W 1 DE EUROHOLE
01024-00000-09 LS SUT PLSR 5X5 W 6 INT
01031-00000-09 LS SUT PLSP 5X1,25 W 24 INT ® g
01032-00000-09 LS SUT PLSP 5X2,5 W 1209@ﬁ‘@m§$®6*
01034-00000-09 LS SUT PLSP 5X5 W i, N
09566-00000-01 LS SUT PLSP 9, 2x1‘% 4*&
09567-00000-01 LS SUT PLSP 9, gggwg\wﬂlz INT
09569-00000-01 LS SUT PLSP @ﬁﬁg ‘W 6 INT
72669-00000-00 LS PLSR 1.258MX4.6M W 1 INT. 24/BOX
72669-00001-00 LS PLSR 2.5CMX4.6M W 1 INT. 12/BOX
72669-00002-00 LS PLSR 5CMX4.6M W 1 INT. 6/BOX

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil the essential requirements as
defined in Annex I.

The Declaration of Conformity is performed in compliance with the Quality Management
System according to EN ISO 13485.

Date of Declaration: 22.05.2012
Valid until: See expiry date of the attached EN ISO 13485 certificate.
W
This Declaration of Conformity is only valid in conjunction with the curren ,geul @a‘t%?s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D- 70565&\0 ;\t’?‘ eﬂ‘nany
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e
@ o o

Compiled and released
22.05.2012, Oliver Opitz //J/

signature




Form 8130 02.12

BSNmedica( Declaration of Conformity JBX 40000425.04
PFD Elastomull Page 1 von 2

\- ®
AR o
We ) Q0

Quickbornstrasse 24
20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class |
containing the products:

02094-00000-02 EM WRA 4CMX4M W 20 INT.
02095-00000-02 EM WRA 6CMX4M W 20 INT.
02095-00000-03 EM WRA TIPS 4X6 W 20 INT.
02096-00000-02 EM WRA 8CMX4M W 20 INT.
02096-00000-03 EM WRA TIPS 4X8 W 20 INT.
02097-00000-02 EM WRA 10CMX4M W 20 INT.
02097-00000-03 EM WRA TIPS 4X10 W 20 INT.
02098-00000-02 EM WRA 12CMX4M W 20 INT.
02098-00000-03 EM WRA TIPS 4X12 W 20 INTV 1% .
02099-00000-02 EM 4CMX4M W 20 INTQQQP\wwwﬁﬁﬂﬁ
02100-00000-02 EM 6CMX4M W 20 IN¥§«@“°\*
02101-00000-02 EM 8CMX4M W 2oggu@ ot
02102-00000-02 EM 10CMX4M w@%&ﬁﬁﬁﬁ.
02103-00000-02 EM 12CMX4%}W§§O INT.
45250-00000-02 EM 4CMX4M W 50 INT.
45251-00000-02 EM 6CMX4M W 100 INT.
45252-00000-02 EM 8CMX4M W 100 INT.
45253-00000-02 EM 10CMX4M W 50 INT.

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil the essential requirements as
defined in Annex I.

The Declaration of Conformity is performed in compliance with the Quality Management
System according to EN ISO 13485.

Date of Declaration: 16.05.2012

Valid until: See expiry date of the attached EN ISO 13485 cg\r&q)‘lc\X g@’b‘\%
0 o
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Form 8130 02.12

B‘S—D Declaration of Conformity JBX 40000425.04
medical PFD Elastomull Page 2von 2
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This Declaration of CO{R‘%‘”%EW%@@W\%V""”C’ in conjunction with the current certificate(s) issued
by 0124 DEKRA Ceﬁtﬁl&m\ﬁg\e@%bﬂ Handwerkstrasse 15, D-70565 Stuttgart, Germany.

ko
o
S St
ENSR
\)

\) ¥ Q\\Q‘Q’
& ?\Pg\\‘\ “‘fgw@‘“
. e
\ <\(\\Q\\X o NS
\\“\%“\6%%““\1\.*
LA\
. cRD o
Q\?ﬁ’ e‘)\(,%\
3
LA
NG

Compiled and released

16.05.2012, Oliver Opitz

signature



Form 8130 02.12

BSN....

Declaration of Conformity
PFD Elastomull haft (Hospital)

JBX 40000426.04
Page 1 von

2

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class |

containing the products:

45470-00000-02
45470-09001-02
45471-00000-02
45471-00000-03
45471-09001-02
45472-00000-02
45472-00000-03
45472-08001-02
45473-00000-02
45473-00000-03
45473-09001-02
45474-00000-02
45474-00000-03
45474-09001-02
45475-00000-03
45475-09001-03
45476-00000-04
45476-09001-04
45477-00000-03
45477-09001-03
45478-00000-03
45478-09001-03
45479-00000-03
45479-09001-03
47246-00000-01
47249-00000-01
47303-00000-01
76194-00000-00
76194-00001-00
76194-00002-00
76194-00003-00
76194-00004-Q0

EM HA 4X4 W 1 INT

ELASTOMULL HAFT BENDA 4X4 MUTUA
EM HA 4X6 W 1 INT

EM HA TIPS 4X6 W 1 INT.
ELASTOMULL HAFT BENDA 4X6 MUTUA
EM HA 4X8 W 1 INT

EM HA TIPS 4X8 W 1 INT.

ELASTOMULL HAFT BENDA 4x%\)\MU'IigM_\“§@e®%“
EM HA 4X10 W 1 INT P\“\ w\\g\\@z%‘ &
EM HA TIPS 4X10 w“@?\@]‘\\(ﬂ\s%\@w\“

W
ELASTOMULL HAFT Begg\miﬁ%\‘qe}?‘io MUTUA
EM HA 4X12 W 1o9fN® &
EM HA TIPS YXi&*W 1 INT.

ELASTOMULIs:‘HAFT BENDE 4X12 MUTUA

EM HA 20X4
ELASTOMULL
EM HA 20Xe6
ELASTOMULL
EM HA 20X8

W 1 INT
HAFT BENDA
W 1 INT
HAFT BENDA
W 1 INT

20X4 MUTUA

20X6 MUTUA

ELASTOMULL HAFT BENDA 20X8 MUTUA
EM HA 20X10 W 1 INT
ELASTOMULL HAFT BENDA
EM HA 20X12 W 1 INT
ELASTOMULL HAFT BENDA 20X12 MUTUA
EM HA 20X6 W 1 INT. 6/BOX

EM HA 20X8 W 1 INT. 6/BOX

EM HA 20X10 W 1 INT. 6/BOX

EM HA HOSP 4CMX20M W 1 INT.

EM HA HOSP 6CMX20M W 1 INT.

EM HA HOSP 8CMX20M W 1 INT.

EM HA HOSP 10CMX20M W 1 INT.

EM HA HOSP 12CMX20M W 1 INT. 000

20X10 MUTUA



Form 8130 02.12

BSNmedical > Declaration of Conformity JBX 40000426.04
PFD Elastomull haft (Hospital) Page 2 von 2

NV
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76194-00005-00('3%\)‘5“%3 SP 6CMX20M W 1 INT.

76194—00006_—&@“*‘%&(\%@1& HOSP 8CMX20M W 1 INT.

76194—0000‘%@5@‘“‘%»4 HA HOSP 10CMX20M W 1 INT.
Q,Q“\«\\\“\

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil the essential requirements as
defined in Annex I.

The Declaration of Conformity is performed in compliance with the Quality Management
System according to EN ISO 13485.

Date of Declaration: 31.08.2011
Valid until: See expiry date of the attached EN ISO 13485 certificate.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

’i\i‘\“\“‘?@e@?’“

X\ e
P‘\S\’\Qg\“%<\g§%‘ o

Compiled and released

1] P I
31.08.2011, Oliver Opitz // VA
’u//éf/

signature



Form 8130 02.12

" ‘ Declaration of Conformity JBX 40004987.05
E_S_@ PFD Fixomull S Page 1 von 2

BSN medical GmbH

Qe Quickbornstrasse 24
20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class |
containing the products:

02033-00000-06 FMS 2X15 W 1 D F NL
02033-00001-06 FMS 2X15 W 1 INT.
02036-00000-08 FMS 10X5 W 1 INT.
02037-00000-08 FMS 10X10 W 1 INT.
02038-00000-08 FMS 10X15 W 1 INT.
02039-00000-08 FMS 10X20 W 1 INT.
02040-00000-08 FMS 10X30 W 1 INT.
09084-00000-02 FMS 10X5 W 1 D

W) .
09085-00000-02 FMS 10X10 W 1 D a‘@vﬁgggw@“
09086-00000-02 FMS 10X15 W 1 D < N e
09087-00000-02 FMS 10x20 W 1 D N ot (o
09088-00000-02 FMS 10X30 W 1:D®¢®f§@ﬂ“

47272-00000-04 FMS 5X5 W \@®§§®f W.O.SPLIT
47375-00000-03 FMS 20X10 wﬁw® NT W.O.SPLIT
47376-00000-03 FMS 20X15°W 1 INT W.O.SPLIT
47377-00000-03 FMS 20X20 W 1 INT W.O.SPLIT
70022-00000-02 FMS 2X10 W 1 D F NL
70022-00001-02 FMS 2X10 W 1 INT
70022-00003-02 FMS 2X10 W 1 S
72592-00000-00 FMS 5CMX20M W 1 DE
72592-00001-00 FMS 10CMX20M W 1 DE
72592-00002-00 FMS 15CMX20M W 1 DE
72592-00003-00 FMS 20CMX20M W 1 DE
72592-00004-00 FMS 30CMX20M W 1 DE

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil the essential requirements as

defined in Annex . 5
\2e \\%\‘
The Declaration of Conformity is performed in compliance with the QQ(Q{) ‘\Qg Q
System according to EN ISO 13485. \%\\% *Q\Q o
g& X
QA Ve
m&ﬁ“&ﬁﬁ\



Form 8130 02.12

BSN , > Declaration of Conformity JBX 40004987.05
et PFD Fixomull S Page 2 von 2

c&\s
Date of Declaratiore“;(\a\ N
Valid until: X“\%\z(;@«“““\ See expiry date of the attached EN ISO 13485 certificate.
e
This Declaf"é\ﬁtion of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released

18.05.2011, Dr. Andreas Weth, von der

signature W S L d—




Form 8130 02.12

BSN > Declaration of Conformity JBX 40012647.03
: medical PFD Leukomed IV Film Page 1 von 1

N\
We, QQ\ “\“%\§0? o Q‘%e\‘\%
@@0“\%‘\\\\\%"‘\6 BSN medical GmbH

o Quickbornstrasse 24
‘ 20253 Hamburg

hereby declare under our own responsihility, that the above mentioned product family

CE-class Is
containing the products:

72390-00000-01 LM IV STE 6CMX8CM TR 50 INT. HOSP.
72390-00003-01 LM IV STE 8.5CMX11.5CM TR 50 INT. HOSP.
72390-00004-01 LM IV STE 4.5CMX4.5CM TR 50 INT. HOSP.
72390-00005-00 LM IV STE 7CMX9CM TR 50 INT. HOSP.

comply with the applicable regulations of the Medical Device Directive (MDD) 93/42/EEC,
including change directive 2007/47/EC, and that the produ(\%mfé&laﬁl the essential requirements
as defined in Annex |. R \W\Q‘i\‘\%‘\g@\f’:@\\a\«
W\ VO et
The Declaration of Conformity is performﬁ%&@‘@g&vﬂf“ﬁnce with the Quality Management
System according to EN ISO 13485 %gf&\“@g@@ﬁbliance with the Quality Assurance System
N .

according to MDD 93/42/EEC AnpgX

ne®
%‘%%
Date of Declaration: 13.04.20‘1\2
Valid until: See expiry date of the attached EN ISO 13485 Quality

Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex V.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released

13.04.2012, Oliver Opitz /

signature




Form 8130 02.12

Declaration of Conformity
PFD Leukomed

JBX 40012643.02
Page 1 von 2

BSN.... D

BSN medical GmbH

Quickbornstrasse 24
oo 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class Is
containing the products:

72380-00000-01
72380-00001-01
72380-00002-01
72380-00003-01
72380-00004-01
72380-00005-01
72380-00006-01
72380-00007-01
72380-00008-01
72380-00009-01
72380-00010-01
72380-00011-01
72380-00012-01
72380-00013-01
72380-00018-00
72380-00019-00
72380-00020-00

LM
LM
LM
LM
M
LM
LM
LM
LM
LM
LM
LM
LM
LM
LM
LM
M

STE
STE
STE
STE
STE
STE
STE
STE
STE
STE
STE
STE
STE
STE
STE
STE
STE

5CMX7.2CM W 50 INT.

8CMX10CM W 50 INT.
8CMX15CM W 50 INT.
10CMX20CM
10CMX25CM

10CMX35CM

5CMX7.2CM 5 INT.

8CMX10CM W 5 INT.®

W 50 INT.
W 50 INT.
10CMX30CM W 50 INT.
W 50 INT.
W

HOSP.
HOSP,
HOSP.

HOSP.

HOSP.

HOSP.

HOSP.

PHARM.
\«\“\\)(\Q;\\% ‘(X%‘\ .

HPQ-RM‘Q\@)@X

8CMX15CM W SX@NQ&«Eﬁ%BMﬂ
lOCMX2OCM\W§§&ﬁﬁ$$W§HARM.

1ocmxzsc§@w&§¢&ﬁT.

10CMX30EMsW 5 INT.

10C SM W 5 INT.

5CMX7.2CM W 50 INT.

8CMX10CM W 50 INT.
8CMX15CM W 50 INT.

PHARM.
PHARM.
PHARM.
HOSP NO PHARM
HOSP NO PHARM
HOSP NO PHARM

72380-00021-00 LM STE 10CMX20CM W 50 INT.
72380-00022-00 LM STE 10CMX25CM W 50 INT.
72380-00023-00 LM STE 10CMX30CM W 50 INT. HOSP NO PHARM
72380-00024-00 LM STE 10CMX35CM W 50 INT. HOSP NO PHARM
72380-09007-01 LM STE 5CMX7.2CM W 5 FR LPPR
72380-09008-01 LM STE 8CMX10CM W 5 FR LPPR
72380-09009-01 LM STE 8CMX15CM W 5 FR LPPR
72380-09010-01 LM STE 10CMX20CM W 5 FR LPPR
72380-09011-01 LM STE 10CMX25CM W 5 FR LPPR
72380-09012-01 LM STE 10CMX30CM W 5 FR LPPR
72380-09013-01 LM STE 10CMX35CM W 5 FR LPPR

HOSP NO PHARM
HOSP NO PHARM

G
\ ?’\’ " Q’,\“g(\%((\\
comply with the applicable regulations of the Medical Device Directive"{ﬂ,@@)‘@ﬁ@@?\EEC,

including change directive 2007/47/EC, and that the products fulfit,%?%\%“@d@;%{iﬁ@frequirements
N &R




Form 8130 02.12

BSN.... Declaration of Conformity JBX 40012643.02
D“'“' PFD Leukomed Page 2 von 2

X
\ A0 N\
?’«\\?; ‘%\)@é\%i\ &
oL &®
as defined in Anne@Qﬁ (O e
Q,\\\ Q\\Q‘ o

The Declarat@@ﬁ(@bnformlty is performed in compliance with the Quality Management
System acc%{\cﬁ?\g to EN [SO 13485 and in compliance with the Quality Assurance System
according®to MDD 93/42/EEC Annex V.

Date of Declaration: 13.07.2012

Valid until: See expiry date of the attached EN ISO 13485 Quality
Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex V.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

. AW\ N\
Compiled and released ® o

4/
13.07.2012, Oliver Opitz ////%/;3 0%, 2012

signature




Form 8130 02.12

BSN > Declaration of Conformity JBX 40012645.03
medice! PFD Leukomed T plus Page 1 von 2

BSN medical GmbH

«\&\\@\% Quickbornstrasse 24
o 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class Is
containing the products:

72382-00000-01 LM
72382-00001-01 LM
72382-00002-01 LM
72382-00003-01 LM
72382-00004-01 LM
72382-00005-01 LM
72382-00006-01 LM
72382-00007-01 LM
72382-00008-01 LM
72382-00009-01 LM
72382-00010-01 LM
72382-00011-01 LM
72382-00014-01 LM
72382-00015-01 LM
72382-00016-01 LM
72382-09006-01 LM
72382-09007-01 LM
72382-09008-01 LM
72382-09009-01 LM
72382-09010-01 LM
72382-09011-01 LM
72382-09015-01 LM
72382-09908-01 LM

PL STE 5CMX7.2CM TR 50 INT. HOSP.
PL STE 8CMX10CM TR 50 INT. HOSP.
PL STE 8CMX15CM TR 50 INT. HOSP.
PL STE 10CMX25CM TR 50 INT. HOSP.
PL STE 10CMX30CM TR 50 INT. HOSP.
PL STE 10CMX35CM TR 50 INT. HOSP.
PL STE 5CMX7.2CM TR 5 INT. DPHARM.
PL STE BCMX10CM TR 5 INT. PHARM,
PL STE BCMX15CM TR &NINT,<'DHARM.
PL STE 10CMX25CMHR &INTS" PHARM.
PL STE 10CMX3DCMoTRSINT. PHARM.
PL STE 10CMX3StM¢TR 5 INT. PHARM.
PL STE_JLO®MX#0CM TR 50 INT. HOSP.
PL STE_10EMX20CM TR 5 INT. PHARM.
PL STE 5CMX7.2CM TR 5 NL EN DPHARM.
PL STE 5CMX7.2CM TR 5 FR LPPR

PL STE 8CMX10CM TR 5 FR LPPR

PL STE 8CMX15CM TR 5 FR LPPR

PL STE 10CMX25CM TR 5 FR LPPR

PL STE 10CMX30CM TR 5 FR LPPR

PL STE 10CMX35CM TR 5 FR LPPR

PL STE 10CMX20CM TR 5 FR LPPR

PL STE 8CMX15CM TR 5 PHARM. BELGIUM

e I B B e B I B e I I I B B B B B B e B B

comply with the applicable regulations of the Medical Device Directive (MDD) 93/42/EEC,
including change directive 2007/47/EC, and that the products fulfil the essential requirements
as defined in Annex I.

N
The Declaration of Conformity is performed in compliance with the Quality Mgna%c\;m@fi’t

System according to EN ISO 13485 and in compliance with the Qualit ?&ﬁ&!\\r%am@@@\%tem
MOV QN
Giﬁéﬁagﬁswg

a®

according to MDD 93/42/EEC Annex V.

Qﬁwﬂﬂw

® QXQQ\N\@ ¥



Form 8130 02.12

BSN... Declaration of Conformity JBX 40012645.03
)’"“'ca' PFD Leukomed T plus Page 2 von 2

Ny
3¢ \&®
\\\\P‘\' W A
O (b et
w \8

QQ“ %\‘\0\ ‘%g\‘\%“
Date of Declaratiop “\%.@4?301 2
Valid until: z\\g\s‘\z?ﬁ\\\\e“" See expiry date of the attached EN ISO 13485 Quality
“\@\@\% Management Certificate and the Quality Assurance Certificate
o® according to MDD 93/42/EEC Annex V.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released

26.04.2012, Qliver Opitz

signature




Form 8130 02.12

BSNmedical ) )

Declaration of Conformity
PFD Leukomed T

JBX 40012644.03
Page 1 von 2

hereby declare under our own

containing the products:

72381-09011-01 LM
72381-09012-01 LM
72381-09013-01 LM
72381-09015-00 LM

STE
STE
STE
STE

72381-00000-01 LM T STE
72381-00001-01 LM T STE
72381-00002-01 LM T STE
72381-00003-01 LM T STE
72381-00004-01 LM T STE
72381-00005-01 LM T STE
72381-00008-01 LM T STE
72381-00009-01 LM T STE
72381-00010-01 LM T STE
72381-00011-01 LM T STE
72381-00012-01 LM T STE
72381-00013-01 LM T STE
72381-00014-01 LM T STE
72381-00015-00 LM T STE
72381-09003-01 LM T STE
72381-09004-01 LM T STE
72381-09005-01 LM T STE

T

T

T

T

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

responsibility, that the above mentioned product family

CE-class Is

5CMX7.2CM TR 50 INT. HOSP.
8CMX10CM TR 50 INT. HOSP.

11CMX14CM TR 50 INT. HOSP.
5CMX7.2CM TR 5 INT. PHARM.
8CMX10CM TR 5 INT. PHARM.

11CMX14CM TR 5 INT. PHARM.
10CMX12.5CM TR 50 INT. HOSP.
15CMX20CM TR 50 INT. HOSB.
15CMX25CM TR 5Q§jN?%v@§@ﬂﬁ

Q!
10CMX12. 5CMTR’ 5 ENT “ PHARM .

W

15CMX20CH “TRS, FNY.  PHARM.
15CMX25GM" TR”S INT. PHARM.
10GME25CH TR 50 INT. HOSP.

10CMX25CM TR 5 INT. PHARM.
§EMX7.2CM TR 5 FR LPPR
8CMX10CM TR 5 FR LPPR
11CMX14CM TR 5 FR LPPR
10CMX12.5CM TR 5 FR LPPR
15CMX20CM TR 5 FR LPPR
15CMX25CM TR 5 FR LPPR

10CMX25CM TR 5 INT. PHARM. LPPR

comply with the applicable regulations of the Medical Device Directive (MDD) 93/42/EEC,
including change directive 2007/47/EC, and that the products fulfil the essential requirements

as defined in Annex 1.

The Declaration of Conformity is performed in compliance with the Quality Management
System according to EN ISO 13485 and in compliance with the Quality Assurance Systgm

according to MDD 93/42/EEC Annex V.

™



Form 8130 02.12

BSN ) Declaration of Conformity JBX 40012644.03
, medicel PFD Leukomed T Page 2 von 2

B \G®
\0@/\\%@ ev‘,fé\s\w%‘\‘@
Date of Declaration; &1 %\Q@‘?\;Qd X
Valid until: \\«\eﬂ\ \%Qx\csbee expiry date of the attached EN ISO 13485 Quality
\\\\%% «o" Management Certificate and the Quality Assurance Certificate
Q® according to MDD 93/42/EEC Annex V.

(V)

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-705665 Stuttgart, Germany.

Compiled and released

21.05.2012, Oliver Opitz

signature



Form 8130 02.12

Declaration of Conformity
PFD Leukosan Strip

BSN..o >

JBX 40008567.05
Page 1 von 2

f“% & os® BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

containing the products:

72628-00000-00
72628-00001-00
72628-00002-00
72628-00003-00
72628-00004-00
72628-00005-00
72628-00006-00
72628-00007-00
72628-00008-00
72628-00009-00
72628-00010-00
72629-00000-00
72629-00001-00
72629-00002-00
72629-00003-00
72629-00004-00
72629-00005-00
72629-09003-00

LSAN
LSAN
LSAN
LSAN
LSAN
LSAN
LSAN
LSAN
LSAN
LSAN
LSAN
LSAN
LSAN
LSAN
LSAN
LSAN
LSAN
LSAN

CE-class Is

STR STE 6X38MM W 60 INT. PHARM
STR STE 3X75MM W 50 INT. PHARM
STR STE 6X75MM W 30 INT. PHARM
STR STE 6X100MM W 100 INT. PHARM
STR STE 12X100MM W 60 INT. PHARM
STR STE 25X100MM W 40 INT. PHARM
STR STE 6X38MM W 12 INT. PHARM
STR STE 3X75MM W 10 INT. PHARM,
STR STE 6X75MM W QyﬁNT @ﬁﬁguw?
STR STE 6X100 1009 PHARM
STR STE 12xﬂ&@@ﬂ «ﬂ@élNT PHARM

STR STE 6X@$MMN¢-BOO INT. HOSP
W 250 INT. HOSP

STR sg§@?X%s
STR STECGX75MM W 150 INT. HOSP

STRQgTE 6X100MM W 500 INT. HOSP
STR STE 12X100MM W 300 INT. HOSP
STR STE 25X100MM W 100 INT. HOSP
STR STE 6X100MM W 500 FR HOSP ACL

comply with the applicable regulations of the Medical Device Directive (MDD) 93/42/EEC,
including change directive 2007/47/EC, and that the products fulfil the essential requirements
as defined in Annex I.

The Declaration of Conformity is performed in compliance with the Quality Management
System according to EN ISO 13485 and in compliance with the Quality Assurance System
according to MDD 93/42/EEC Annex V.

é\



Form 8130 02.12

BSN... Declaration of Conformity JBX 40008567.05
Ded'ca' PFD Leukosan Strip Page 2 von 2

QY e,
Date of Declarationy08. Q5204
Valid until: \)@e\\*\‘“\:ﬁ(\ﬁﬁe expiry date of the attached EN ISO 13485 Quality
\\Q\SQQQ:“\\\\Q\)\K\\ Management Certificate and the Quality Assurance Certificate
W according to MDD 93/42/EEC Annex V.
o
This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued

by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released

TR
05.05.2011, Oliver Opitz M/&S . oS /4

signature




Form 8130 02.12

BSN . |> Declaration of Conformity JBX 40012071.01
= PFD Leukosan Adhesive Page 1 von 1

X

é Q\\\‘\\Q
%&“waﬁgwﬁﬁ
@,\Y) Rt
We/ GQ %,\(\(3\“ ‘%QS“Q"\
s o™ BSN medical GmbH
< OOV
RASHART\
- aed

Quickbornstrasse 24
20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family
CE-class lla
containing the products:

72541-00000-00 LSAN AD STE 0.7ML 10 INT. HOSP

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil the essential requirements as
defined in Annex I.

The Declaration of Conformity is performed in compliance withsthe Quality Management
System according to EN ISO 13485 and in complie{qu‘e \ggi[cﬁ\‘ﬁ\\@\‘ﬁuality Assurance System
X

according to MDD 93/42/EEC Annex Il. “@W;t\iwiiiii\@%‘“‘*
A N

Date of Declaration: 16.09.2010 PEAREE

Valid until: See expir@g@?ﬁi@@*the attached EN ISO 13485 Quality

Manage t"Certificate and the Quality Assurance Certificate
accordthg to MDD 93/42/EEC Annex ll.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany,

o
% . QJ\\‘
\()%“\:J \E‘Q‘Q \i\tﬁ\“\\
QQ\“ N %*Q\Q&‘«\@\@
QR
’K‘\%\)\ GQQ\
: 530 gm/7 gﬁgﬁiggﬁw
Compiled and released / 4
16.09.2010, Oliver Opitz /6/ ?/
' . (4]

signature




Form 8130 02.12

BSN.... '> Declaration of Conformity JBX 40004902.04
: = PFD Cuticell Ointment Dressing Page 1 von 1

BSN medical GmbH

«\w\@\% Quickbornstrasse 24
o 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class llb
containing the products:

72539-00000-00 CCE STE 7.5CMX7.5CM 1
72539-00001-00 CCE STE 7.5CMX7.5CM 1
72539-00002-00 CCE STE 7.5CMX20CM 1

72539-00003-00 CCE STE 7.5CMX20CM 1
72539-00004-00 CCE STE 20CMX40CM 1 INT.

comply with the applicable regulations of the Medical Devic;e“\@;re‘;@t_ive 93/42/EEC, including
change directive 2007/47/EC, and that the produ%@&fu_l{ébﬂ@%\\ﬁgential requirements as
defined in Annex . R N et

N
The Declaration of Conformity is perfor@@ﬁ?&@bﬁ;pliance with the Quality Management
System according to EN |SO 1348‘)§g@ﬁ\g\m‘éompliance with the Quality Assurance System
according to MDD 93/42/EEC AQ‘Q@M?.

Date of Declaration: 10.01.2012

Valid until: See expiry date of the attached EN ISO 13485 Quality
Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex Il.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released o
10.01.2012, Oliver Opitz //{4{/

signature




Form 8130 02.12

Declaration of Conformity
PFD Cuticell Classic Paraffin Gauze

BSN.... D

JBX 40004903.06
Page 1 von 1

e BSN medical GmbH

R Quickbornstrasse 24
20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class llb
containing the products:

72538-00000-01
72538-00001-01
72538-00002-01
72538-00003-01
72538-00004-01
72538-00005-01
72538-00006-01
72538-00007-02
72538-09000-01

CCE
CCE
CCE
CCE
CCE
CCE
CCE
CCE
CCE

CLC
CLC
CLC
CLC
CLC
CLC
CLC
CLC
CLC

STE
STE
STE
STE
STE
STE
STE
STE
STE

SCMX5CM 1
5CMX5CM 1
10CMX10CM
10CMX10CM
10CMX40CM
10CMX10CM
10CMX7M 1
15CMX2M 1
5CMX5CM 1

INT.

INT.

1 INT.

1 INT.

1 INT.

36 INT.

INT.

ENT@PP 1\36\\ “\Q«w\%‘\'

72538-09002-01 CCE CLC STE 10cmx1og\m& m‘“i@sp
72538-09004-01 CCE CLC STE 10CMX
wﬁﬁawﬁ
%“\> N
()\QfD Q’&\%
comply with the applicable regula ions of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, aﬁd that the products fulfil the essential requirements as

defined in Annex |.

The Declaration of Conformity is performed in compliance with the Quality Management
System according to EN ISO 13485 and in compliance with the Quality Assurance System
according to MDD 93/42/EEC Annex Il.

Date of Declaration: 08.07.2011

Valid until: See expiry date of the attached EN ISO 13485 Quality
Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex Il.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.
o

N
& qov
&X\ xc‘\“\m\)k\

Compiled and released

08.07.2011, Oliver Opitz

signature



Form 8130 02.12

BSN sical Declaration of Conformity JBX 40011222.02
—;D = PFD Cuticell Epigraft Page 1von 1

O
DO AT
AR O et
GO
We, O @&ﬂgﬁwﬂ
\V .
o e BSN medical GmbH
e OOV ok
A0S \\\\\‘\Q
Y .
w«\\\\\'@@ Quickbornstrasse 24
® 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class llb
containing the products:

72650-00001-01 CCE EPIG STE 7.5X10CM 10 INT.
72650-00003-01 CCE EPIG STE 10X15CM 10 INT.
72650-00004-01 CCE EPIG STE 15X20CM 10 INT.

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including

change directive 2007/47/EC, and that the products fulfil the essential requirements as

defined in Annex I.
\Q6 %1§‘®\

The Declaration of Conformity is performed i @3&1@ ‘h@i@‘%lth the Quality Management

System according to EN ISO 13485 and m\%&m@‘h@@&\wnh the Quality Assurance System

according to MDD 93/42/EEC Annex Il. gw%“)‘k\@\\\“\

Q\‘?ﬁ% S \(3“\\Q
Date of Declaration: 04.08.2011 ¢\ ™
Valid until: See ex(blry date of the attached EN ISO 13485 Quality

Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex Il.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released

04.08.2011, Dr. Andreas Weth, von der M/]
signature %Z&L A "‘/f/




Form 8130 02.12

BSN i Declaration of Conformity JBX 40002372.07
Dﬂw'ca PFD Cutimed Sorbact dressing pad Page 1von 1

X
“\\P\\’ xﬁﬁ“(’% eﬁ&\q‘\\(} '
QOF @ (g
We, Q@sﬁﬁﬁﬁgwﬁ
@g\s«\%f;‘j\\%\g@‘& BSN medical GmbH
AR\
«\@\@\@ Quickbornstrasse 24
o 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class llb
containing the products:

72161-00000-03 CMED SOR STE 7CMXS9CM 40 INT.
72161-00001-03 CMED SOR STE 7CMX9CM 5 INT.
72162-00000-03 CMED SOR STE 10CMX10CM 40 INT.
72162-00001-03 CMED SOR STE 10CMX10CM 5 INT.
72163-00000-03 CMED SOR STE 10CMX20CM 20 INT.

comply with the applicable regulations of the Medical Devige@@@re&@;jve 93/42/EEC, including

change directive 2007/47/EC, and that the produgt\q,‘éﬁu_lféh&ﬁ%é@s@ential requirements as

defined in Annex |. ) R

The Declaration of Conformity is perforqug“\@b“r%pliance with the Quality Management

System according to EN ISO 1348@ﬁ\g\m‘%ompliance with the Quality Assurance System

according to MDD 93/42/EEC Ag&gw‘f.

Date of Declaration: 02.05.2012

Valid until: See expiry date of the attached EN ISO 13485 Quality
Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex II.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

N
A©
NPT
WO o
“?\Q \(;\\QJ“% Q\(‘,’a\%
0 o N %\\\xﬂ\%
3 A &
‘\,\ (\?, Q\, %(SJQ\Q
A, 9&2'(’
[V N\

Compiled and released /
s
02.05.2012, Oliver Opitz //f //‘ ,
OS¢

signature



Form 8130 02.12

BSN , > Declaration of Conformity JBX 40002379.06
T PFD Cutimed Sorbact swab Page 1 von 1

BSN medical GmbH

e Quickbornstrasse 24
w 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class llb
containing the products:

72164-00000-02 CMED SOR SW STE 4CMX6CM 40 EN ES
72164-00001-02 CMED SOR SW STE 4CMX6CM 5 EN ES
72165-00000-02 CMED SOR SW STE 7CMXSCM 40 EN ES
72165-00001-02 CMED SOR SW STE 7CMX9CM 5 EN ES

comply With the applicable regulations of the Medical Device Directive 93/42/EEC including
defined in Annex I.

The Declaration of Conformity is performé\g” @%&@‘ﬁance with the Quality Management
System according to EN ISO 13485 an@«ﬂ‘c&ﬁi&nance with the Quality Assurance System
according to MDD 93/42/EEC An%@ﬁiﬁ,&%‘“
g\\
Date of Declaration: 14.05.201‘5
Valid until: See expiry date of the attached EN 1ISO 13485 Quality
Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex il.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released

14.05.2012, Oliver Opitz % %‘
A%08. 2602

signature



Form 8130 02.12

BSNmedical) Declaration of Conformity JBX 40002375.06
PFD Cutimed Sorbact ribbon gauze Page 1 von 1

1 o
\ QJQ,QQA %\%“\
'\\P‘ Y NS
?\0\’& o e
W e, QJQ$ \35’\ (\Q\“; Q,Q;\\\Q"\K
e e BSN medical GmbH
o« OO W
SASRERRTAS

O .

‘\\\(\\W‘Q’?{\% Quickbornstrasse 24
w 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class llb
containing the products:

72166-00000-02 CMED SOR RGAU STE 2CMX50CM 20 INT.
72167-00000-02 CMED SOR RGAU STE 5CMX200CM 10 INT.

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil the essential requirements as
defined in Annex |.

VAT
The Declaration of Conformity is performed in cowﬁ’aq@ww‘ah\?ﬁse Quality Management
System according to EN ISO 13485 and in b\ﬁ\\ g\dé%igm’ﬁ‘ the Quality Assurance System
according to MDD 93/42/EEC Annex Il. \ @\Q\\\\?%N\%@\\g
\\

Date of Declaration: 05.06.2012 ",
Valid until: See ex;‘)@w“@ate of the attached EN ISO 13485 Quality

Mana&eement Certificate and the Quality Assurance Certificate

according to MDD 93/42/EEC Annex |l.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

72N
P P8 062042

Compiled and released
.
05.06.2012, Oliver Opitz %&‘Y :

signature /




Form 8130 02.12

BSN . l> Declaration of Conformity JBX 40002383.05
e PFD Cutimed Sorbact round swabs Page 1 von 1

o BSN medical GmbH

Q\\&*\““\Q Quickbornstrasse 24
20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class lib
containing the products:

72168-00000-02 CMED SOR BAL STE 70 INT.

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil the essential requirements as
defined in Annex I.

The Declaration of Conformity is performed in compliance w‘i\gmtl%@ﬂuality Management
System according to EN ISO 13485 and in compl'@@ée,\Q i ‘;\“ghé“ﬁuality Assurance System
according to MDD 93/42/EEC Annex I \?\P\\ o e
N\3) @\\“‘2\ R\
Date of Declaration: 27.06.2012 et "
Valid until: See exp%(eyé&(\%;e“%k} the attached EN ISO 13485 Quality
Manag@é\?ﬁt Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex |I.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released ////75,// >
27.06.2012, Oliver Opitz //%/2?_ 06 /2
/ S

signature




Form 8130 02.12

BSN D Declaration of Conformity JBX 40007625.03
medice! PFD Cutimed Sorbact gel Page 1 von 1

\
We, QQ“? (\0\\)%\%“\%‘\
& BSN medical GmbH

“\\gi\@\% Quickbornstrasse 24
o 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class lIb
containing the products:

72611-00000-01 CMED SOR GEL STE 7.5CMX7.5CM G 10 INT.
72611-00001-01 CMED SOR GEL STE 7.5CMX15CM G 10 INT.
72611-09001-00 CMED SOR GEL STE 7.5CMX15CM G 10 FR LPPR

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil the essential requirements as
defined in Annex I. PR

O 1 %»\\W%\\%N%
The Declaration of Conformity is performed i %bhph@?wzw\mth the Quality Management
System according to EN ISO 13485 and lﬁiﬁqmﬂlm\*?\é with the Quality Assurance System

according to MDD 93/42/EEC Annex II \ﬂ\%‘\\:zx\““\
QO

\)\%‘5% @\Q’\
Date of Declaration: 25.01.2012 .\ ®°
Valid until: See e)&\i‘fnry date of the attached EN ISO 13485 Quality
Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex Il.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released

25.01.2012, Dr. Andreas Weth, von der

signature M"A & //(A’/é\



Form 8130 02.12

BSN ) Declaration of Conformity JBX 40007571.07
, = BPF Cutimed Gel Page 1von 1

X o
\¥ GQQQ‘ ,&\Q)
‘\\ \(56“ “\%ﬁ\(’
\\.\%\“&i@@‘fﬁ\@“
We, O \)%\“g\“@%%@ex\
RN BSN medical GmbH
o X N
»\\'\\% J N‘\\\’\Q
«\«\\\‘\\"?’\% Quickbornstrasse 24
«® 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class llb
containing the products:

72610-00000-01 CMED GEL STE 10X8 GRAMS INT.
72610-00001-01 CMED GEL STE 10X15 GRAMS INT.
72610-00002-01 CMED GEL STE 10X25 GRAMS INT.
72610-00003-00 CMED GEL STE 1X15 GRAMS INT. PHARM

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil th@&s%@ntlal requirements as
defined in Annex I. \ov e ‘g\\%\“%
P\S 0\\\%‘ NQ"\O
The Declaration of Conformity is performé\g'l Q “rup‘ﬁ% ce with the Quality Management
System according to EN 1SO 13485 an da\\ @Nb lance with the Quality Assurance System
according to MDD 93/42/EEC AnQ@x‘aW Lo
\%(‘3$

Date of Declaration: 10.08.201%
Valid until: See expiry date of the attached EN ISO 13485 Quality

Management Certificate and the Quality Assurance Certificate

according to MDD 93/42/EEC Annex Il.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released
10.08.2012, Oliver Opitz %Z, J

signature




i Form 8130 02.12

l
|
|
|
I

‘ Declaration of Conformity JBX 40008698.03
BSI\I_E PFD Cutimed Hydro B 1

Page 1 von

)
&®

\ AN e

i)@“ e
&Q\ %\)%Q’ \Q’\%
We, Q}Q %\‘\Q\‘Q ‘%% e\
s o™ BSN medical GmbH
A s
»\\\\5 \N\\‘(\Q
) .
“\@\sﬁ‘% Quickbornstrasse 24
o® 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class b
containing the products:

72635-00000-00 CMED HY B STE 7.5CMX7.5CM 5 INT.
72635-00001-00 CMED HY B STE 10CMX10CM 5 INT.
72635-00002-00 CMED HY B STE 15CMX15CM 5 INT.
72635-00003-00 CMED HY B STE SACRAL 15CMX18CM 3 INT.

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil the 2 @ssgntial requirements as
defined in Annex I. AR ‘%\’\%\\“%

?\P\S 0““%‘ 6\\‘9"“
The Declaration of Conformity is performeﬂ‘ﬁ @Dﬁp&i@ﬁce with the Quality Management
System according to EN ISO 13485 aniwﬁ‘%mﬁhance with the Quality Assurance System
according to MDD 93/42/EEC Ann@g@? ,b\w“

o\

Date of Declaration: 22.07.201 1\%‘

Valid until: See expiry date of the attached EN ISO 13485 Quality
Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex Il.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released '

/
22.07.2011, Oliver Opitz %/ ooz

signature



Form 8130 02.12

BSNmed‘ca|> Declaration of Conformity JBX 40008712.03
: PFD Cutimed Hydro L Page 1 von 1

We, W
o BSN medical GmbH

\C Quickbornstrasse 24
w 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class lIb
containing the products:

72636-00000-00 CMED HY L STE 5CMX25CM 12 INT.
72636-00001-00 CMED HY L. STE 7.5CMX7.5CM 10 INT.
72636-00002-00 CMED HY L STE 10CMX10CM 10 INT.
72636-00003-00 CMED HY L STE 15CMX15CM 5 INT.

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil th%@ss‘@@tlal requirements as

\\N
defined in Annex . ‘\?\P“\/\GQ‘\\%‘Q%E“%{Q‘%\%
”Q ©
The Declaration of Conformity is perform ‘él?’ \%ce with the Quality Management

System according to EN ISO 13485 anq\m“\c\igm‘blfance with the Quality Assurance System
according to MDD 93/42/EEC Ann@sﬂi@w‘“
o\
Date of Declaration: 22.07.201 ?%‘
Valid until: See expiry date of the attached EN ISO 13485 Quality
Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex Il.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

S
A
W\ MR
?\g?»,\%\ G Qgﬁ\“
(‘_,Q“ OO e
QQ’“\ %\‘Q& ® %%$
\
AT T\t
® G
0(,\) ,6\\%

Compiled and released

22.07.2011, Oliver Opitz /Z////lv 7 4

signature



Form 8130 02.12

BSNmed . Declaration of Conformity JBX 40008697.03
| D PFD Cutimed Alginate Page 1 von 1

y O ‘(3\‘5 .
& e BSN medical GmbH

@«\“‘“@ Quickbornstrasse 24
20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class llb
containing the products:

72634-00000-01 CMED ALG STE S5X5CM 10 INT.
72634-00001-01 CMED ALG STE 10X10CM 10 INT.
72634-00002-01 CMED ALG STE 10X20CM 10 INT.
72634-00003-01 CMED ALG STE 2,5X30CM FLAT ROPE 5 INT.

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products_fulfil t{g@@%@@ﬁ‘tia! requirements as
. . \ ) 'L\)%\ e
defined in Annex . WY o
Q\‘\?\ \\(\%\\?‘4 5 O 3
. . . “?’ '(,\\)\Q ; ’\?*\\'\Q’ . .

The Declaration of Conformity is performeq&gﬁ‘?@m‘%ance with the Quality Management

System according to EN ISO 13485 a@k\i‘fﬁ&@@“ﬁp”ance with the Quality Assurance System

according to MDD 93/42/EEC AnmiX JiA

S

Date of Declaration: 02.04.2012

Valid until: See expiry date of the attached EN ISO 13485 Quality
Management Certificate and the Quality Assurance Certificate

according to MDD 93/42/EEC Annex Il.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released

02.04.2012, Dr. Andreas Weth, von der

A7 - 7 L
signature (. ¢



Form 8130 02.12

BSNmedical )

Declaration of Conformity
PFD Cutimed Cavity / Foam

JBX 40008427.04
Page 1 von 1

We,

N

\ S A
NN e
\\ “g%(\ Q\%%

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

containing the products:

72621-00000-00
72621-00001-00
72621-00002-00
72621-00003-00

CMED
CMED
CMED
CMED

CAV STE
CAV STE
CAV STE
CAV STE

CE-class lIb

5CMX6CM 10 INT.
10CMX10CM 10 INT.
15CMX2CM 10 INT.
15CMX15CM 5 INT.

72663-00000-00 CMED FO STE 5CMX6CM 10 INT.
72663-00001-00 CMED FO STE 10CMX10CM 10 INT.
72663-00002-00 CMED FO STE 15CMX15CM 10 INT.

‘3‘ P g8
® \Q,\
comply with the applicable regulations of th@\m%\é\i\gm“b@aﬂﬁe Directive 93/42/EEC, including
change directive 2007/47/EC, and that thﬁ%‘(a 0Q(a%@?‘ulfn the essential requirements as
defined in Annex I. \)@%“ %“\\\1

The Declaration of Conformity is rmed in compliance with the Quality Management
System according to EN ISO 13%85 and in compliance with the Quality Assurance System
according to MDD 93/42/EEC Annex Il

Date of Declaration: 21.03.2011

Valid until: See expiry date of the attached EN ISO 13485 Quality
Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex Il.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released
21.03.2011, Oliver Opitz /f
C

signature



Form 8130 02.12

BSN “D Declaration of Conformity JBX 40008824.03
_ meces PFD Cutimed Siltec Page 1 von 1

BSN medical GmbH

Rt Quickbornstrasse 24
20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class llb
containing the products:

72632-00000-01 CMED SLC STE 5X6CM 10 INT.
72632-00001-01 CMED SLC STE 10X10CM 10 INT.
72632-00002-01 CMED SLC STE 10X20CM 10 INT.
72632-00003-01 CMED SLC STE 15X15CM 10 INT.
72632-00004-01 CMED SLC STE 20X20CM 5 INT.
72632-09000-01 CMED SLC STE 5X6CM 10 NORDIC
72632-09001-01 CMED SLC STE 10X10CM 10 NORDIC
72632-09002-01 CMED SLC STE 10X20CM 10 NORDIC. wﬁg‘&&
72632-09003-01 CMED SLC STE 15X15CM 10 1\\1@&13\&®%‘“§®\\e\\“%
72632-09004-01 CMED SLC STE 2ox20cg3@‘if<\gmi@w%‘
Q?, . \\\0‘“ A%\s\f&\\\%
3 & 1\.\‘%‘“\
. . . Q\k““\%“ Q%“\)\ . . . . , .
comply with the applicable regulat@a@e‘(m‘?‘é Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and@kﬁ% the products fulfil the essential requirements as
defined in Annex I. &

The Declaration of Conformity is performed in compliance with the Quality Management
System according to EN ISO 13485 and in compliance with the Quality Assurance System
according to MDD 93/42/EEC Annex Il.

Date of Declaration: 30.03.2011

Valid until: See expiry date of the attached EN ISO 13485 Quality
Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex Il.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released

30.03.2011, Oliver Opitz DS A7

signature



Form 8130 02.12

BSN D : Declaration of Conformity JBX 40015550.01
. e PFD Cutimed Siltec B Page 1 von 1

BSN medical GmbH

«\@\@‘\ Quickbornstrasse 24
o 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class b
containing the products:

72631-00000-02 CMED SLC
72631-00001-02 CMED SLC
72631-00002-02 CMED SLC
72631-00003-02 CMED SLC
72631-00004-02 CMED SLC

STE 7.5X7.5CM 10 INT.
STE 12.5X12.5CM 10 INT.
STE 15X15CM 10 INT.

STE 17.5X17.5CM 5 INT.
STE 22.5X22.5CM 5 INT.

U wwww

comply with the applicable regulations of the Medical Devic%@r gtive 93/42/EEC, including
change directive 2007/47/EC, and that the produc\tgﬁulgﬂ\\ﬁg\\@@%ential requirements as
defined in Annex . )¢ @x‘\%‘\%@\“‘“

The Declaration of Conformity is perforr\g\eh“zg\n\o“%wpliance with the Quality Management
System according to EN ISO 134%@@?\2&@“%0mp|iance with the Quality Assurance System
according to MDD 93/42/EEC A(\g@swﬁ.

Date of Declaration: 29.06.2012

Valid until: See expiry date of the attached EN ISO 13485 Quality
Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex II.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released
29.06.2012, Oliver Opitz / /,/
S

signature

77 08.2




Form 8130 02.12

BSN . Declaration of Conformity JBX 40008825.01
—_-D 2 PFD Cutimed Siltec L Page 1 von 1

g

o &% BSN medical GmbH

ot Quickbornstrasse 24
20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class lIb
containing the products:

72630-00000-01 CMED SLC L. STE 5X6CM 10 INT.
72630-00001-01 CMED SLC L. STE 10X10CM 10 TINT.
72630-00002-01 CMED SLC L STE 15X15CM 10 INT.

comply with the applicable regulations of the Medical Device Directive 93/42/ECC and
that the products fulfil the essential requirements as defined in Annex |.

The Declaration of Conformity is performed in &Qmp @m‘& w\‘)ﬁh the Quality Management
System according to EN ISO 13485 and | \%@m Q@“’\\Nlth the Quality Assurance
System according to Medical Device Qﬂ;%} W@“XMNSQS 93/42/ECC Annex |l.
’\6 \1\“‘
Date of Declaration: 16.01. 2%&@‘\‘“\ R
Valid until: See e k(wéate of the attached EN I1SO 13485 Quality
Manageément Certificate and the Quality Assurance

Certificate according to MDD 93/42/ECC Annex Il

This Declaration of Conformity is only valid in conjunction with the current certificate(s)
issued by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart,
Germany.

Compiled and released ) (&x\% & «\“Y\
/ Q“?\g 0% AP
16.01.2009, Dr. Klau QQ%&%*\&%(\Q&Q,S
Q of
signature 60“““\ ‘\»\;‘%(’\‘%@



Form 8130 02.12

Declaration of Conformity
PFD Cutisorb ultra ST

BSN..... ) ]

JBX 40009308.05
Page 1 von 1

\3‘3\
s c‘\ '&Q’
<\B O
C\S

A\
\ W Q\%
We, W o ot
N .
e BSN medical GmbH
QP Sk
ST e
3 .
N\\@\% Quickbornstrasse 24
o® 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class llIb
containing the products:

72639-00000-02 CSB ULT STE 10CMX10CM 20 INT.
72639-00001-02 CSB ULT STE 10CMX20CM 20 INT,
72639-00002-02 CSB ULT STE 20CMX20CM 20 INT.
72639-00003-02 CSB ULT STE 20CMX30CM 20 INT.
72640-00000-02 CSB ULT STE 10CMX10CM 50 INT. HOSP
72640-00001-02 CSB ULT STE 10CMX20CM 50 INT. HOSP
72640-00002-02 CSB ULT STE 20CMX20CM 50 INT. HOSP
72640-00003-02 CSB ULT STE 20CMX30CM 50 INT. HOGP
72644-00000-02 CSB ULT STE 10CMX10CM 5 %ﬁ&ﬁgg“
72644-00001-02 CSB ULT STE 10CMX20 P@‘;N¥®eﬂésp
72644-00002-02 CSB ULT STE 20CMX3DCMS Nt Hosp
72644-00003-02 CSB ULT STE 2ocn§®§§x®§ INT. HOSP

Q\Q'%% 5 %\g ‘“

N

comply with the applicable regu?%tions of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil the essential requirements as

defined in Annex I.

The Declaration of Conformity is performed in compliance with the Quality Management
System according to EN ISO 13485 and in compliance with the Quality Assurance System

according to MDD 93/42/EEC Annex Il.

Date of Declaration: 13.02.2012
Valid until:

See expiry date of the attached EN ISO 13485 Quality

Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex Il.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany:

Compiled and released

13.02.2012, Oliver Opitz / A 02 A2

signature



Form 8130 02.12

Bi"\ID Declaration of Conformity JBX 40010483.01
medica) PFD Co-Plus Latex Free Page 2 von 2

o
@
Date of Declaration: 22? “2 610 QN
Valid until: (,0“\ \@%Q@e,e“)‘?plry date of the attached EN ISO 13485 certificate.
\&((\Qﬂ\\ &(\%Q 0‘
This Declaratlom&f\“@nformlty is only valid in conjunction with the current certificate(s) issued
by 0124 DEW ertification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released )y

22.07.2010, Oliver Opitz

/

signature



Form 8130 02.12

BSN.... I> Declaration of Conformity JBX 40006468.03
e PFD Cutisorb LA Page 1 von 1

We, Q)Q$i%“\(§\ e
PN BSN medical GmbH
e QO St
WS W
«\\3@\@\%‘& Quickbornstrasse 24
N 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class Is
containing the products:

72594-00000-00 CSB LAD STE S5CMX5CM 10 INT.
72594-00001-00 CSB LAD STE SCMX5CM 25 INT.
72594-00002-00 CSB LAD STE 5CMX5CM 100 INT.
72594-00003-00 CSB LAD STE 7.5CMX7.5CM 12 INT.
72594-00004-00 CSB LAD STE 10CMX10CM 10 INT.
72594-00005-00 CSB LAD STE 10CMX10CM 100 INT.
72594-00006-00 CSB LAD STE 7.5CMX20CM 10 INT.
72594-00007-00 CSB LAD STE 10CMX20CM 5 INT. (@ .
72594-00008-00 CSB LAD STE 10CMX20CM gggﬁNpﬂﬁﬁ g&w
72594-00009-00 CSB LAD STE 1ocmxzognh

\ §
«\%(\ (\%(;‘:\\B\l’\ S
comply with the applicable regulatign % @“me Medical Device Directive (MDD) 93/42/EEC,
including change directive 2007/ % and that the products fulfil the essential requirements
as defined in Annex |. @

The Declaration of Conformity is performed in compliance with the Quality Management
System according to EN ISO 13485 and in compliance with the Quality Assurance System
according to MDD 93/42/EEC Annex V.

Date of Declaration: 14.06.2011

Valid until: See expiry date of the attached EN ISO 13485 Quality
Management Certificate and the Quality Assurance Certificate
according to MDD 93/42/EEC Annex V.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

S

A
%\/ .\QJ\\-‘
Vc“‘\ oV
\O " 0 A N
GQ“? 0@ Q\Q\K“\%‘\\Q
RSV
W c,\?&(’QKX

.me\\“\ RN
o

Compiled and released
14.06.2011, Oliver Opitz //

signature

y'é 4



Form 8130 02.12

BSN 'D Declaration of Conformity JBX 40008421.03
mescs PFD Leukotape K Page 1 von 1

ot o
R° AT
5 \3@&\\% (\\QQ\G%
w\““@%%““fo\%%\\
We, ¢Q “%\@\“@%%«\eﬂ\
o e BSN medical GmbH
o OO0V
AT (e
3 .
N\\@\% Quickbornstrasse 24
o® 20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class |
containing the products:

72978-00010-01 LT K 2.5CM X 5M FLES 1 INT.
72978-00011-01 LT K 5CM X 5M FLES 1 INT.
72978-00012-01 LT K 7.5CM X 5M FLES 1 INT,.
72978-00015-01 LT K 2.5CM X 5M R 1 INT.
72978-00016-01 LT K 5CM X SM R 1 INT.
72978-00017-01 LT K 7.5CM X 5M R 1 INT.
72978-00020-01 LT K 2.5CM X 5M BLUE 1 INT.
72978-00021-01 LT K 5CM X 5M BLUE 1 INT. JROE
72978-00022-01 LT K 7.5CM X 5M BLUE 1. wﬁ“ﬁ&‘y&
72978-00023-00 LT K 5CM X 5M BL 1 AWNT ol g
72978-00024-00 LT K 5CM X 5M LI§£%ﬁm$@@@N
72978-00025-00 LT K 5CM X SM Q@ﬂg\@N&NT
72978-09023-00 LT K 5CM xg@m“@ﬁﬂi FR ACL

& «

I\

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil the essential requirements as
defined in Annex |I.

The Declaration of Conformity is performed in compliance with the Quality Management
System according to EN 1SO 13485.

Date of Declaration: 02.05.2011
Valid until: See expiry date of the attached EN ISO 13485 certificate.

This Declaration of Conformity is only valid in conjunction with the current certificate(s) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

S

\ AR
“‘\\ N 6\3\ ‘(\Q\e\

\© o¢ o Qg\ﬁ'é\%
ON e
V) NG 5\\
GO ae®
Qo ® GQQ& ’

(& G\X‘(\% \\Q’Q'\

Compiled and released
02.05.2011, Oliver Opitz

signature




Form 8130 02.12

BSN.... D

Declaration of Conformity
PFD Co-Plus Latex Free

JBX 40010483.01
Page 1 von 2

Quickbornstrasse 24
20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

CE-class |

containing the products:

72100-00014-00
72100-00016-00
72100-00017-00
72100-00018-00
72100-00019-00
72100-00020-00
72100-00021-00
72100-00022-00
72100-00025-00
72100-00026-00
72100-00027-00
72100-00028-00
72100-00029-00
72100-00030-00
72100-00031-00
72100-00032-00
72100-00033-00
72100-00034-00
72100-00035-00
72100-00036-00
72100-00037-00

CO
CO
CO
CO
CO
CO
CO
CO
CO
CO
CO
CO
Co
Co
CO
CO
CO
Co
CO
CO
CO

LAFR
LAFR
LAFR
LAFR
LAFR

2.5CM X 2M(4.5M) FLES 60 INT.
5CM X 2M(4.5M) FLES 36 INT.
7.5CM X 2M(4.5M) FLES 24 INT.
10CM X 2M(4.5M) FLES 18 INT.
15CM X 2M(4.5M) FLES 12 INT.
LAFR COLPK 7.5CM X 2M(4.5M) ASS 24
LAFR COLPK 10CM X 2M(4.5M) ASS 18 INT
7X3 W 24 FR LATEX FREE 202060201QBA
7X3 G 24 FR LATEX FRg@%Z%@Q@&Q@%OCA
10X3,5 W 18 FR LATEX FREE.$0206020108
10X3,5 TA 18 FR® ﬁ&&@ﬁEE 2020602010
LAFR 2.5CM X2M ;@Mf’w 72 FR

LAFR 5CM ¥<IM¢#.5M) W 36 EN FR

O

LAFR 7-§@N“§ 2M(4.5M) W 24 EN FR
LAFR 10CM X 2M(4.5M) W 16 FR EN
LAFR 15CM X 2M(4.5M) W 12 FR

LAFR
LAFR
LAFR
LAFR
LAFR

COLPK 5CM X 2M(4.5M)
7.5CM X 4.5M R 1 INT.
10CM X 4.5M R 1 INT.
7.5CM X 4.5M B 1 INT.
10CM X 4.5M B 1 INT.

36 INT.

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil the essential requirements as

defined in Annex |.

The Declaration of Conformity is performed in compliance with the Quality Managemg@t
System according to EN ISO 13485.

S
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N D gae
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¥ o



Form 8130 02.12

BSN... D

JBX 40011659.02
Page 1 von 2

Declaration of Conformity
PFD Tensogrip

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

hereby declare under our own responsibility, that the above mentioned product family

containing the products:

09831-00000-00
098832-00000-00
09833-09001-01
09835-09001-01
09838-09001-01
09840-09001-01
71513-00000-01
71514-00000-01
71514-00001-01
71515-00000-01
71515-00001-01
71516-00000-01
71516-00001-01
71517-00000-01
71519-00000-01
71519-00001-01
71520-00000-01
71520-00001-01
71521-00000-01
71521-00001-01
71522-00000-01
71523-00000-01
71524-00000-01

TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG
TEG

CE-class |

6.25CM X 1M B 1 NL
12CM X 1M SIZE G 1 NL

6.75CM X 1M C 1 INT.

8.75CM X 1M E 1 INT.

7.5CM X 1M D 1 INT.

10CM X 1M F 1 INT.

TU BA 4.5CM X 10M A 1 INT.

TU BA 6.25CM X 10M BQ% INENwﬁﬁﬁﬁﬁ
6.25CM X 10M B FLESVT & o

TU BA 7.5CM X g%ﬁ@vﬁm\\m

7.5CM X 10M D&EﬁéﬁﬁfﬁINT

TU BA 1OC@®%‘§®ﬁ°F 1 INT.

F FLES 90 g

17 .5cMs® 10M 1 INT. SIZE J
TU BA 6.75CM X 10M C 1 INT.
6.75CM X 10M C FLES INT.

TU BA 8.75CM 10M E 1 INT.
8.75CM X 10M FLES 1 INT.

TU BA 12CM X 10M 1 INT. SIZE G
12CM X 10M FLES 1 INT. SIZE G

TU BA 32.5CM X 10M 1 INT. SIZE L
TU BA 21.5CM X 10M K 1 INT.

37.5CM X 10M 1 INT. SIZE M

X 0 X P

comply with the applicable regulations of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and that the products fulfil the essential requirements as

defined in Annex I,

e
The Declaration of Conformity is performed in compliance with the Quali M%?B« dt nt
System according to EN ISO 13485. \\?\“ oo Qg\c%\(’
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Y
Date of Declarauon:&)@?ﬁ&% 11

. BN ) 0(’\&
Valid until: /\\\\SQ\N\\

N
This Decla,m@‘??on of Conformity is only valid in conjunction with the current certificate(s) issued

“Q\Q\x\“\ﬂ See expiry date of the attached EN ISO 13485 certificate.

by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.
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Compiled and released
07.09.2011, Oliver Opitz

signature



