BSN..= Declaration of Conformity JBX 40000593.07
medica PFD Leukoplast flesh-coloured Page 1von 2

BSN medical GmbH

Quickbornstrasse 24
e 20253 Hamburg

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 1.25CMX5M 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
01537-00000-06 LP SUT PSP 9,2X2,5 TA 12" INT
01539-00000-06 LP SUT PSP 9,2X5 gﬁ%&i&N?QQ\-
01546-00000-02 LP SUT CCORE MPERF 5X18/TA 1 GB I P
01691-00000-03 LP SUT CCORElgm@%§§@§'TA 24 INT.
01692-00000-03 LP SUT REC9,9X2,5 TA 12 INT
01693-00000-03 LP SUT CCQRE"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. 24/BOX
72668-00001-00 LP PLSR 2,5CMX4.6M TA 1 INT. 12/BOX
72668-00002-00 LP PLSR 5CMX4.6M TA 1 INT. 6/BOX

comply with the applicable regulations of the Medical Device Directive 9%{@2/§§G-:if°:f:;;"¢luding

change directive 2007/47/EC, and that the products fulfil the essen\ iaf %qw‘é\mﬁﬁts as
defined in Annex |. )
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The Declaration of Cq ﬁ&w%g;v‘}%@‘éﬁormed in compliance with the Quality Management

System according t& N<_~r§§:§c.‘.‘l°?3485.

04.06.2012
See expiry date of the attached EN ISO 13485 certificate.

Date of Declardiant
V a I i d u nti l_:()\::I\\“\“.'\I{:.:\ﬁ..Lb.

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 7

L/
04.06.2012, Oliver Opitz // /’/&'{‘0{/&

signature



BSN . Declaration of Conformity JBX 40000593.07
_ _:)med'”" PFD Leukoplast flesh-coloured Page 2von 2

The Declaration of Cbhformlty fs performed in compliance with the Quality Management
System accordmg tor EN 180" 13485.

Date of Deq!_g_mtlon: 04.06.2012
Valid untilt™ 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 /‘&% (7{(0{ A2

signature



' Declaration of Conformity JBX 40000097.08
,B__S__@ BPF Leukofix Page 1 von 1

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 2.5CMXSM 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/BOX
02137-00000-09 LF PLC 2.5CMX9.2M MAT 1 INT. 127BO¥"
02138-00000-09 LF PLC 5.0CMX9.2M MAT 10 T g BoxX

comply with the applicable regulations™ ‘\._._.he ‘Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, and':'f'hat"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 134865.

Date of Declaration: 21.07.2011
Valid until: See expiry date of the attached EN ISQ 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 ([x,f//

signature




BSNmedicm) Declaration of Conformity JBX 40000094.11
' PFD Leukopor 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:

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 _
02471-00004-00 LPO PLSR 1.25CMX5M W 1 NL FR DE ”ﬁROHOLE
02472-00000-09 LPO A
02472-00003-00 LPO
02474-00000-09 LPO
02481-00000-09 LPO
02481-40000-00 LPO SUT W PLC BY 5%1,25
02482-00000-09 LPO SUT PLYP 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.
72355-00000-00 LPO SUT DISPE 2.5CMX5M 1 FR
72355-00001-00 LPO SUT DISPE LPPR 2.5CMXS5M 1 FR
72355-00002-00 LPO SUT DISPE LPPR 2.5CMX9.2M 1 FR

A
A



L

, Declaration of Conformity JBX 40000094.11
@ PFD Leukopor Page 2 von 2

76446-00000-03 LPO swé‘nmgép ,2X1,25 W 1 NL FR DE
76446-00001-00 LB@\ng DTSPE 9,2X1,25 W 1 GB I
76447-00000-03 L#O.§UT DPEN 9,2X2,5 W 1 DE FR NL
76447-00001-08 JPO SUT DISPE 9,2X2,5 W 1 GB I

o

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 1SO 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

18.07.2011, Oliver Opitz

signature



8130 02.12

Form

. | Declaration of Conformity JBX 40000741.08
BSN@ PFD Leukosilk Page 1 von 1

BSN medical GmbH

Quickbornstrasse 24
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 1.25CMX5M 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 2.5CMX5M 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
01032-00000-09 Ls SUT PLSP 5X2,5 W 12 &Mﬁ
01034-00000-09 LS SUT PLSP 5X5 W i\ ¢
09566-00000-01 LS SUT PLSP 9,2X1,2 p
09567~-00000~-01 LS SUT PLSP 9,2%@
09569-00000-01 LS SUT PLSP &) %X-
72669-00000-00 LS PLSR 1. 25@MX4 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 |.

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

Date of Declaration: 22.05.2012
Valid until: See expiry date of the attached EN ISO 13485 certificate.

This Declaration of Conformity is only valid in conjunction with the current\gemf[caté(s ) issued
by 0124 DEKRA Certification GmbH, Handwerkstrasse 15, D-70565_\§‘g0%§ art) “'Qaﬁnany
CJ&\ s

Compiled and released /)(;/
22.05.2012, Oliver Opitz //‘f:]}%’}zﬂj/&

signature



BSN..... D

Declaration of Conformity
PFD Elastomull

JBX 40000425.04
Page 1 von 2

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

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

containing the products:

02094-00000-02 EM WRA
02095-00000-02 EM WRA
02095-00000-03 EM WRA
02096-00000-02 EM WRA
02096-00000-03 EM WRA
02097-00000-02 EM WRA
02097-00000-03 EM WRA
02098-00000-02 EM WRA
02098-00000-03 EM WRA

02099-00000-02 EM 4CMX4M W 20 INT \“”
02100-00000-02 EM 6CMX4M W 20 IN?"
02101-00000-02 EM BCMX4M W 20“INTV

CE-class |

4CMX4M W 20 INT.
6CMX4M W 20 INT.
TIPS 4X6 W 20 INT,
8CMX4M W 20 INT.
TIPS 4X8 W 20 INT.
10CMX4M W 20 INT.
TIPS 4X10 W 20 INT.
12CMX4M W 20 INT.
TIPS 4X12 W 20 LnTﬁ

02102-00000-02 EM 10CMX4M We

02103-00000-02 EM 12CMX4M

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 {.

The Declaration of Conformity is performed in compliance with the Quality Management
System according to EN I1ISO 134865.

Date of Declaration: 16.05.2012

Valid until:

See expiry date of the attached EN ISO 13485 camﬁcaxes




Form 8130 02.12

BSN . ) Declaration of Conformity JBX 40000425.04
e PFD Elastomull Page 2 von 2

\, .-\\- " _‘\\‘\
This Declaration of COR cﬂ%‘ﬁ\lt\w%“@wkvahd in conjunction with the current certificate(s) issued
by 0124 DEKRA Ceﬁﬁlg\at’?bm@‘mbH Handwerkstrasse 15, D-70565 Stuttgart, Germany.

et i\"
- \\\\ W
4 o e

Compiled and released

16.05.2012, Oliver Opitz

signature



Form 8130

BSN.... D

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

containing the products:

45470-00000-02
45470-05001-02
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
76194-00004-00

CE-class |

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
4X8 W 1 INT.

EM HA TIPS
ELASTOMULL
EM HA 4X10
EM HA TIPS
ELASTOMULL
EM HA 4X12
EM HA TIPS

HAFT BENDA
W 1 INT
4X10 W@

HAFT BENDA &
W J\J\:\"»"- T‘I\\I\ \ )

F;\\.\'\

3

4X8 MUTUA

MUTUA

WR1eMW 1 INT,

ELASTOMULIs ‘HAFT BENDE 4X12 MUTUA

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

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

EM HA 20X10 W 1 INT

ELASTOMULL

HAFT BENDA

EM HA 20X12 W 1 INT

ELASTOMULL
EM HA 20X6
EM HA 20X8

EM HA HOSP
EM HA HOSP
EM HA HOSP
EM HA HOSP
EM HA HOSP

HAFT BENDA

20X4 MUTUA

20X6 MUTUA

20X8 MUTUA

20X10 MUTUA

20X12 MUTUA

W 1 INT. 6/BOX
W 1 INT. 6/BOX
EM HA 20X10 W 1 INT.

4CMX20M W

6/BOX
1 INT.

6CMX20M W 1 INT.
8CMX20M W 1 INT.

10CMX20M W
12CMX20M W

1 INT.
1 INT.




rm B130 02,12

Fo

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

76194-00005- oo(%MMHAQHOSP 6CMX20M W 1 INT.
76194-00006- Q&‘EM\HA HOSP 8CMX20M W 1 INT.
76194-00007-00"EM HA HOSP 10CMX20M W 1 INT.

e
. t‘\‘-"\\" V

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 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.

Compiled and released .
31.08.2011, Oliver Opitz /7" / /," o —

signature -



Declaration of Conformity
PFD Fixomull S

BSN...o D

JBX 40004987.05
Page 1von 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:

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

09085-00000~02 FMS 10X10 W 1

09086-00000~02 FMS 10X15 W 1

09087-00000-02 FMS 10X20 W 1

09088-00000~02 FMS 10X30 W 1

47272-00000-04 FMS 5X5 W 1waw&3 T W.0.8PLIT
47375-00000-03 FMS 20X10 Wg “INT W.0.SPLIT

47376-00000-03 FMS 20X15°W 1 INT W.O.SPLIT

47377-00000-03 FMS 20X20 W 1 INT W.0.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 |.

.\’ \\\'\

The Declaration of Conformity is performed in compliance with the Qt{a{sin} axﬁ" gﬁﬁ“nent

System according to EN ISO 13485.




@ Declaration of Conformity JBX 40004987.05
medical PFD Fixomull S Page 2von 2

=
A
\
¥

Date of Declaration;38,0;
3 - See expiry date of the attached EN ISO 13485 certificate.

Valid until:

This Dec|at‘5¥i‘\on 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 e L4




o

8130 0O

BSN Declaration of Conformity JBX 40012647.03
, :De“‘“‘ PFD Leukomed IV Film Page 1 von 1

00
on

We,
BSN medical GmbH

e L 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 products:-fulhl the essential requirements
as defined in Annex 1. C

The Declaration of Conformity is perform\é}j in qmﬁhance with the Quality Management
System according to EN ISO 13485 apd ﬁ.(}@f’nphance with the Quality Assurance System

C,

according to MDD 93/42/EEC Arméx

Date of Declaration: 13.04. 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 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

sighature



Form 8130

BSN.... D

Declaration of Conformity
PFD Leukomed

JBX 40012643.02
Page 1 von 2

BSN medical GmbH

Quickbornstrasse 24

20253 Hamburg

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

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
72380-00021-00
72380-00022-00
72380-00023-00
72380-00024-00
72380-09007-01
72380-09008-01
72380-09009-01
72380-09010-01
72380-05011-01
72380-059012-01
72380-09013-01

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

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

CE-class Is

SCMX7.2CM W 50 INT.
8CMX10CM W 50 INT.
8CMX15CM W 50 INT.
10CMX20CM W 50 INT.
10CMX25CM W 50 INT,
10CMX30CM W 50 INT.
10CMX35CM W 50 INT.
5CMX7.2CM W 5 INT.

8CMX10CM W 5 INT‘QQHARMf
e

8CMX15CM W 5. @N%
1ocmx20cm-ﬁ

X3 “ﬂ SAINT
10CMX35CM W 5 INT.

5CMX7.2CM W 50 INT.

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

HOSP.
HOSP,
HOSP.

HOSP.

HOSP.

HOSP.

HOSP.
PHARM

PHARM.

PHARM.

PHARM.

HOSP NO PHARM
HOSP NO PHARM
HOSP NO PHARM

10CMX20CM W 50 INT. HOSP NO PHARM
10CMX25CM W 50 INT. HOSP NO PHARM
10CMX30CM W 50 INT. HOSP NO PHARM
10CMX35CM W 50 INT. HOSP NO PHARM
5CMX7.2CM W 5 FR LPPR

8CMX10CM W 5 FR LPPR
8CMX15CM W 5 FR LPPR
10CMX20CM W 5 FR LPPR
10CMX25CM W 5 FR LPPR
10CMX30CM W 5 FR LPPR
10CMX35CM W 5 FR LPPR

\\\\\

comply with the applicable regulations of the Medical Device Directive NB‘DL@‘?.Z\@@?EEC
including change directive 2007/47/EC, and that the products fulflt‘iiﬁ\e es&éﬂﬁﬁf requirements
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Form 8130

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

as defined in Annep&\l\\

The Declaratkeﬂ‘bﬁ\ﬁionformlty is performed in compliance with the Quality Management
System acccmﬁhg to EN ISO 13485 and in compliance with the Quality Assurance System
accordmg‘to MDD 93/42/EEC Annex V.

Date of Declaration: 13.07.2012

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 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 / ) —
13.07.2012, Oliver Opitz // "//*

- T S g3 07 2012
signature




JBX 40012645.03
Page 1 von 2

Declaration of Conformity
PFD Leukomed T plus

BSN..cc. )

i

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

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

CE-class Is
containing the products:

72382-00000-01 LM T PL STE 5CMX7.2CM TR 50 INT. HOSP.
72382-00001-01 LM T PL STE 8CMX10CM TR 50 INT. HOSP.
72382-00002-01 LM T PL STE 8CMX15CM TR 50 INT. HOSP.
72382-00003-01 LM T PL STE 10CMX25CM TR 50 INT. HOSP.
72382-00004-01 LM T PL STE 10CMX30CM TR 50 INT. HOSP.
72382-00005-01 LM T PL STE 10CMX35CM TR 50 INT. HOSP.
72382-00006-01 LM T PL STE SCMX7.2CM TR 5 INT. PHARM.
72382-00007-01 LM T PL STE 8CMX10CM TR S5 INT. PHARM,
72382-00008-01 LM T PL STE B8CMX15CM TR @jENTwrﬁhﬁﬁM
72382-00009-01 LM T PL STE 1ocmx25cmm¥k'ﬁ TN PHARM.
72382-00010-01 LM T PL STE 10CMXIBCMcTR S"INT. PHARM.
72382-00011-01 LM T PL STE 1ocm§asé;ﬁTR'5 INT. PHARM.
72382-00014-01 LM T PL STE lﬁéMxxhCM TR 50 INT. HOSP.
72382-00015-01 LM T PL STE, ao&mxzocm TR S INT. PHARM.
72382-00016-01 LM T PL STE 5CMX7.2CM TR 5 NL EN PHARM.
72382-09006-01 LM T PL STE 5CMX7.2CM TR 5 FR LPPR
72382-09007-01 LM T PL STE 8CMX10CM TR 5 FR LPPR
72382-09008-01 LM T PL STE 8CMX15CM TR 5 FR LPPR
72382-09009-01 LM T PL STE 10CMX25CM TR 5 FR LPPR
72382-09010-01 LM T PL STE 10CMX30CM TR 5 FR LPPR
72382-09011-01 LM T PL STE 10CMX35CM TR 5 FR LPPR
72382-09015-01 LM T PL STE 10CMX20CM TR 5 FR LPPR
72382-09908-01 LM T PL STE 8CMX15CM TR 5 PHARM. BELGIUM

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 h(\Qna Qmﬁ‘ht
System according to EN ISO 13485 and in compliance with the Qualit i@&é ranc S%tem
according to MDD 93/42/EEC Annex V. OV )

Oy

Form 8130



o

8130

Form

BSN > Declaration of Conformity JBX 40012645.03
medes PFD Leukomed T plus Page 2 von 2

See expiry date of the attached EN ISO 13485 Quality
e 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.

gL
Compiled and released ) //
26.04.2012, Oliver Opitz - 7
v
726402

signature




BSN . 1) Declaration of Conformity JBX 40012644.03
S PFD Leukomed T 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 Is
containing the products:

72381-00000-01 LM
72381-00001-01 LM
72381-00002-01 LM
72381-00003-01 LM
72381-00004-01 LM
72381-00005-01 LM
72381-00008-01 LM
72381-00009-01 LM

STE 5CMX7.2CM TR 50 INT. HOSP,.
STE 8CMX10CM TR 50 INT. HOSP.
STE 11CMX14CM TR 50 INT. HOSP,.
STE 5CMX7.2CM TR 5 INT. PHARM,
STE 8CMX10CM TR 5 INT. PHARM.
STE 11CMX14CM TR 5 INT. PHARM,
STE 10CMX12.5CM TR 50 INT. HOSP.
STE 15CMX20CM TR 50 INT. HQ&E

72381-00010-01 LM STE
72381-00011-01 LM STE
72381-00012-01 LM STE

72381-00013-01 LM
72381-00014-01 LM
72381-00015-00 LM
72381-09003-01 LM
72381-09004-01 LM
72381-09005-01 LM
72381-09011-01 LM
72381-09012-01 LM
72381-09013-01 LM
72381-09015-00 LM

STE 1 PR
STE 1ogmx§§GM~TR 50 INT. HOSP.

STE 1ogmxﬁscm TR 5 INT. PHARM,

STE 5MX7.2CM TR 5 FR LPPR

STE 8CMX10CM TR 5 FR LPPR

STE 11CMX14CM TR 5 FR LPPR

STE 10CMX12.5CM TR 5 FR LPPR

STE 15CMX20CM TR 5 FR LPPR

STE 15CMX25CM TR 5 FR LPPR

STE 10CMX25CM TR 5 INT. PHARM. LPPR

H-"HAdddA39-93x X333 33-8-3

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 Systgm
according to MDD 93/42/EEC Annex V.




8130 0212

Form

. Declaration of Conformity JBX 40012644.03
@ PFD Leukomed T 2

Page 2 von

\ O

A\ ,m}ﬁb'@ﬁ$'
\wm’\\‘*\ et
AR

Date of Declaratiort;@‘\‘.li‘(aﬁ %Qﬂﬁ

Valid until: '-.\‘fi;j\_\\.\as’ée expiry date of the attached EN ISO 13485 Quality
" Management Certificate and the Quality Assurance Certificate

according to MDD 93/42/EEC Annex V.

=14
& W
f{\ h*

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

21.06.2012, Oliver Opitz

signature



BSN...c

Declaration of Conformity

JBX 40008567.05
PFD Leukosan Strip Page 1 von 2

hereby declare under our own

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

STR
STR
STR
STR
STR
STR
STR
STR
STR
STR
STR
STR
STR
STR
STR
STR
STR
STR

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

responsibility, that the above mentioned product family

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

ETE
STE
STE
STE

CE-class Is

6X38MM W 60 INT. PHARM
3X75MM W 50 INT. PHARM
6X75MM W 30 INT. PHARM
6X100MM W 100 INT. PHARM
12X100MM W 60 INT. PHARM
25X100MM W 40 INT. PHARM
6X38MM W 12 INT. PHARM
3X75MM W 10 INT PH&RM

GXQSMM\W 300 INT. HOSP
ST@x@XTSMM W 250 INT. HOSP
S%EN6X75MM W 150 INT. HOSP

6X100MM W 500 INT. HOSP
12X100MM W 300 INT. HOSP
25X100MM W 100 INT. HOSP
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 1SO 13485 and in compliance with the Quality Assurance System
according to MDD 93/42/EEC Annex V.




Form 8130 02.12

B‘S—D Declaration of Conformity JBX 40008567.05
medica PFD Leukosan Strip Page 2 von 2

G
Date of Declaratior‘@(Oﬁ_,__QS:‘%’Qﬁ ai
Valid until: s 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.

NS
—
T

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
05.05.2011, Oliver Opitz

signature




n 8130 02.12

BSN dical Declaration of Conformity JBX 40012071.01
—-D“ PFD Leukosan Adhesive Page 1von 1

il it

BSN medical GmbH

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 1.

The Declaration of Conformity is performed in compliance withsthe, Quality Management
System according to EN ISO 13485 and in compha{qx’e rth“ihe ‘Quality Assurance System

according to MDD 93/42/EEC Annex Il \ s\\
\3\\

Date of Declaration: 16.09.2010 o

Valid until: See expiry d\b“e@? the attached EN ISO 13485 Quality
Managemen% Certificate and the Quality Assurance Certificate
accordihg 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 /% 7
16.09.2010, Oliver Opitz 7 /({ ?/0

signature




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

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

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

CE-class Ilb
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 Devicq_\__\\[_g_ire(‘%tive 93/42/EEC, including
change directive 2007/47/EC, and that the prodq?{g\’fu!f'h:-tﬁ“"<:_\.\e§"§éntial requirements as
defined in Annex . ARARYT o e

.\B‘L-_‘-:\‘_ X
The Declaration of Conformity is performﬁfm:;ﬁbmpiiance with the Quality Management
System according to EN (SO 13453\@533?};;'@583&11;)!iance with the Quality Assurance System
according to MDD 93/42/EEC Aq_qgﬁxf"-‘ﬁi"

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

10.01.2012, Oliver Opitz

signature



BSN 5 l) Declaration of Conformity JBX 40004903.06
e PFD Cuticell Classic Paraffin Gauze Page 1 von 1

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:

72538-00000-01 CCE CLC STE S5CMX5CM 1 INT.
72538-00001-01 CCE CLC STE 5CMX5CM 1 INT.
72538-00002-01 CCE CLC STE 10CMX10CM 1 INT.
72538-00003-01 CCE CLC STE 10CMX10CM 1 INT.
72538-00004-01 CCE CLC STE 10CMX40CM 1 INT.
72538-00005-01 CCE CLC STE 10CMX10CM 36 INT.
72538-00006-01 CCE CLC STE 10CMX7M 1 INT.
72538-00007-02 CCE CLC STE 15CMX2M 1 INT.
72538-09000-01 CCE CLC STE 5CMXSCM 1 F, \WPER
72538-09002-01 CCE CLC STE 1OCMx1ogme& Eaﬂmp@ﬁ
72538-09004-01 CCE CLC STE 10cmx46cmaikxﬁ¥: LPPR

comply with the applicable regulat&ané of the Medical Device Directive 93/42/EEC, including
change directive 2007/47/EC, ahd 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 ta 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 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

08.07.2011, Oliver Opitz

signature



BSN '> Declaration of Conformity JBX 40011222.02
m= PFD Cuticell Epigraft Page 1 von 1

Form 8130 02

R,y o

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:

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 [. \

W
\ \\l
\ \
The Declaration of Conformity is performed. @@B}‘(\{ahﬁ nes' With the Quality Management
System according to EN ISO 13485 and m\‘&ompi‘lgn%% with the Quality Assurance System
according to MDD 93/42/EEC Annex Il @™

Date of Declaration: 04.08.2011 o\®

Valid until; See ex‘plry 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. Andreags Weth, von der M/,
7
signature %&L A “”f/




8130

Form

BSN . [> Declaration of Conformity JBX 40002372.07
e PFD Cutimed Sorbact dressing pad Page 1von 1

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

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

CE-class lib
containing the products:

72161-00000-03 CMED SOR STE 7CMXSCM 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 Device g}uec\t:ve 93/42/EEC, including

change directive 2007/47/EC, and that the produqit&\’ﬁ Iﬂ{ thie ____\\eséentual requirements as
defined in Annex I. < Qb -

X130

The Declaration of Conformity is performed Tq-m pllance with the Quality Management
System according to EN [SO 13485,&?&31 Eomphance with the Quality Assurance System
according to MDD 93/42/EEC Annepx 1.

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 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

02.05.2012, Oliver Opitz

signature



nalal) 02.12

BSN ) ) Declaration of Conformity JBX 40002379.06
i PFD Cutimed Sorbact swab Page 1 von 1

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:

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 7CMXS9CM 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
change directive 2007/47/EC, and that the products fulfil the@ssential requirements as
defined in Annex |. AR > et

The Declaration of Conformity is performé&%{k}xéﬁ%ﬁaﬁée with the Quality Management
System according to EN ISO 13485 apg;\-m‘\é@ﬁbfiance with the Quality Assurance System
according to MDD 93/42/EEC Annegx°lL, o™

Date of Declaration: 14.05.2012

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 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

signature



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

P

c \\\"\\"'\\"

We,
BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

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

CE-class Ilb
containing the products:

72166-00000-02 CMED SOR RGAU STE 2CMX50CM 20 INT.
72167-00000-02 CMED SOR RGAU STE S5CMX200CM 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,

The Declaration of Conformity is performed in comh‘ange \\N\kml*the Quality Management
System according to EN ISO 13485 and in C\{&@h apﬁé\vm‘ﬁ the Quality Assurance System
according to MDD 93/42/EEC Annex Il. \E Goiave

Date of Declaration: 05.06.2012

Valid until: See exp{w ate of the attached EN 1SO 13485 Quality
Mana@ement 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

05.06.2012, Ofiver Opitz

signature




orm 8130 02.12

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

BSN medical GmbH

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 wmh,thg\ Quality Management
System according to EN ISO 13485 and in compl@g&e‘ "th‘ th?e buahty Assurance System
according to MDD 93/42/EEC Annex II. a® N

Date of Declaration: 27.06.2012

Valid until: See exmw«d‘@’ge bt the attached EN (SO 13485 Quality
Managqgné\‘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

27.06.2012, Oliver Opitz

signature




ES—D Declaration of Conformity JBX 40007625.03
medica PFD Cutimed Sorbact gel Page 1 von 1

We,
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:

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 essentlal requirements as
defined in Annex I. 5

-~ \'}\

The Declaration of Conformity is performed m%%\)nph 2] a wuth the Quality Management
System according to EN ISO 13485 and nﬂ%‘ mt)ilam‘ﬁ:% with the Quality Assurance System
according to MDD 93/42/EEC Annex II\

Date of Declaration: 25.01.2012 .

Valid until: See ef}‘ﬁ‘)iry 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

25.01.2012, Dr. Andreas Weth, von der

signature MM - /(/%



02

BSN . > Declaration of Conformity JBX 40007571.07
e BPF Cutimed Gel Page 1 von 1

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:

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 fulfll the\eassannm requirements as
defined in Annex I. ¢

The Declaration of Conformity is performet}\m dbfnpﬁ nce with the Quality Management
System according to EN 1SO 13485 alng_,m CQmphance with the Quality Assurance System
according to MDD 93/42/EEC Annex A

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, Otliver Opitz

signature



8130

Form

BSN. ... Declaration of Conformity JBX 40008698.03
——D' : PFD Cutimed Hydro B Page 1 von 1

i

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:

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 .@sse,nttal requirements as
defined in Annex I. ¢ 1 v

The Declaration of Conformity is performed h qoﬁ'pg]m ce with the Quality Management
System according to EN 1SO 13485 anc__j\ ‘th}hance with the Quality Assurance System
according to MDD 93/42/EEC Ann&x\m G

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

signature




BSRI sical Declaration of Conformity JBX 40008712.03
—-D PFD Cutimed Hydro L Page 1von 1

We,
BSN medical GmbH

R\l Quickbornstrasse 24
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 thqe&sa@ntlal requirements as
defined in Annex I,

The Declaration of Conformity is performe‘ﬂi{nﬂb p!'%nce with the Quality Management

\'.v_'.

System according to EN ISO 13485 anq.,m*qupllanoe with the Quality Assurance System

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 |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.

Compiled and released

22.07.2011, Oliver Opitz

signature



Form 8130 02.12

BSN ot ) Declaration of Conformity JBX 40008697.03
A PFD Cutimed Alginate Page 1 von 1

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

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

CE-class 1Ib
containing the products:

72634-00000-01 CMED ALG STE 5X5CM 10 INT.
74634-00001-01 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 fulfll th@ _fésefnttai requirements as
defined in Annex I. RN e

P

The Declaration of Conformity is performecjgn tpmp tance with the Quality Management
System according to EN ISO 13485 aqgﬁﬂﬁga?ﬁphance with the Quality Assurance System
according to MDD 93/42/EEC Anrmi""l '

Date of Declaration: O2.04.201§
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 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.

Cbmpiled and released

02.04.2012, Dr. Andreas Weth, von der
e - i
A - d i
) Y U R A v A
signature (.-~ LEETS ‘



BSN ui ,> Declaration of Conformity JBX 40008427.04
: == PFD Cutimed Cavity / Foam Page 1 von 1

Y

of ~ et
Qo el

We,
BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

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

CE-class lib
containing the products:

72621-00000-00 CMED CAV STE 5CMX6CM 10 INT.
72621-00001-00 CMED CAV STE 10CMX10CM 10 INT.
72621-00002-00 CMED CAV STE 15CMX2CM 10 INT.
72621-00003-00 CMED CAV STE 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,.

Y\ e

KA
comply with the applicable regulations of th&%ﬁi@&f*@ﬁﬂée Directive 93/42/EEC, including
change directive 2007/47/EC, and that the® \\[__Qd\fl'_(;_\_‘eé'?‘*ﬁlfil the essential requirements as

defined in Annex I, A

The Declaration of Conformity igfpé};‘r-*foﬁned in compliance with the Quality Management
System according to EN I1SO 13485 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

signature



BSN.... > Declaration of Conformity JBX 40008824.03
med s PFD Cutimed Siltec Page 1 von 1

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

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

CE-class lIb
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
72632-09003-01 CMED SLC STE 15X15CM 10 NORDIC
72632-09004-01 CMED SLC STE 20x20c§3$w QRﬂ&f ‘

comply with the applicable regulauqns me "‘Medlcal Device Directive 93/42/EEC, including
change directive 2007/47/EC, and thét 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 S A7 Ry

signature /
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BSN...... Declaration of Conformity JBX 40015550.01
) De = PFD Cutimed Siltec B Page 1 von 1

We,
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:

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.

Uwowoww

comply with the applicable regulations of the Medical Devnce ;quc,t;ve 93/42/EEC, including
change directive 2007/47/EC, and that the produc@g&fulfﬂ@ha.eSSentlal requirements as
defined in Annex I. b . W@

The Declaration of Conformity is perfomwﬁ @;:ﬂ)mphance with the Quality Management
System according to EN ISO 13485\aﬁ¢md‘compllance with the Quality Assurance System
according to MDD 93/42/EEC Anngx“i\l

Date of Declaration: 29.06.2012
Valid until: See expiry date of the attached EN SO 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

signature
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Declaration of Conformity JBX 40008825.01
PFD Cutimed Siitec L Page 1 von 1

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

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

CE-class Ilb
containing the products:

72630-00000-01 CMED SLC L STE 5XeCM 10 INT.
72630-00001-01 CMED SLC L STE 10X10CM 10 INT.
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 ngpjlanﬁé With the Quality Management
System according to EN ISO 13485 and i ﬁ‘e mnﬁnc.&\““wnh the Quality Assurance
System according to Medical Device Qt{% %v&f(M@ﬁ 93/42/ECC Annex |l.

Date of Declaration: 16.01, 20&9

Valid until: See exXfiryate of the attached EN ISO 13485 Quality
Man@é@ment Certificate and the Quality Assurance
Certificate according to MDD 93/42/ECC 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

16.01.2009, Dr. Kjbu

signature /

tfen KSN Nippe
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e PFD Cutisorb ultra ST Page 1von 1

ALY

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

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

CE-class lIb
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. HOSP .
72644-00000-02 CSB ULT STE 10CMX10CM 5 INT. H@%R ol
72644-00001-02 CSB ULT STE 10CMX20CM}
72644-00002-02 CSB ULT STE
72644-00003-02 CSB ULT STE

comply with the applicable regu’i‘%i‘i"ons 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 Management
System according to EN ISO 13485 and in compliance with the Quality Assurance System
according to MDD 93/42/EEC Annex |l.

Date of Declaration: 13.02.2012

Valid until; See expiry date of the attached EN 1SO 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 Germarw

Compiled and released
13.02.2012, Oliver Opitz i

signature
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BSNmedim) Declaration of Conformity JBX 40010483.01

PFD Co-Plus Latex Free Page 2von 2

Date of Declaration: 22,;(%7\%@1 0“\ -
Valid until: OV ¢ Y—;Q e&plry date of the attached EN ISO 13485 certificate.

This Declaration"of C‘bnformlty is only valid in conjunction with the current certificate(s) issued

by 0124 DE&RA\Certlflcatlon GmbH, Handwerkstrasse 15, D-70565 Stuttgart, Germany.

Compiled and released
22.07.2010, Oliver Opitz

signature
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- ] PFD Cutisorb LA Page 1 von 1

Ao

BSN medical GmbH

Quickbornstrasse 24
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 5CMX5CM 10 INT.
72594-00001-00 CSB LAD STE S5CMX5CM 25 INT.
72594-00002-00 CSB LAD STE 5CMXSCM 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 1QCENT
72594-00009-00 CSB LAD STE 1ocmx%gg\%§6
GRS

comply with the applicable regulaj;‘igﬁ‘_é:fg the Medical Device Directive (MDD) 93/42/EEC,
including change directive 2007/_{1}3-&@, 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.

Compiled and released ,
14.06.2011, Qliver Opitz //{f/é‘? (v

signature
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\ Declaration of Conformity JBX 40008421.03
@ PFD Leukotape K Page 1 von 1

e
A\

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

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

CE-class |
containing the products:

72978-00010-01 LT
72978-00011-01 LT
72978-00012-01 LT
72978-00015-01 LT
72978-00016-01 LT
72978-00017-01 LT
72978-00020-01 LT
72978-00021-01 LT
72978-00022-01 LT
72978-00023-00 LT
72978-00024-00 LT
72978-00025-00 LT
72978-09023-00 LT

2.5CM X 5M FLES 1 INT.
5CM X 5M FLES 1 INT.
7.5CM X 5M FLES 1 INT.
2.5CM X 5M R 1 INT.
5CM X 5M R 1 INT.
7.5CM X 5M R 1 INT,.
2.5CM X 5M BLUE 1 INT.
5CM X SM BLUE 1 INT.
7.5CM X S5M BLUE 1 xNT
5CM X 5M BL 1.
5CM X 5M LIB" 1~$&$w
5CM X SM _LRED 2N
5CM X 5M

RARARARARARARIRARARNANANR

BI 9 FR AcL

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 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.

Compiled and released
02.05.2011, Oliver Opitz

signature




BSN... D

Declaration of Conformity
PFD Co-Plus Latex Free

JBX 40010483.01
Page 1von 2

BSN medical GmbH

Quickbornstrasse 24
20253 Hamburg

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

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
CcO
CO
CO
CO
CO
CO
CO
CO
CO
Co
CO
CO
CO
CO
CO
CO
CO
CO

LAFR
LAFR
LAFR
LAFR
LAFR
LAFR
LAFR

CE-class |

2.5CM X 2M(4.5M) FLES 60 INT.
SCM 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.
COLPK 7.5CM X 2M(4.5M) ASS 24
COLPK 10CM X 2M(4.5M) ASS 18 INT

7X3 W 24 FR LATEX FREE 2020602010BA
7X3 G 24 FR LATEX FR§@62039€Q2010CA

10X3,
10X3,
LAFR
LAFR
LAFR
LAFR
LAFR
LAFR
LAFR
LAFR
LAFR
LAFR

5 W 18 FR LATBN FREE.$0206020108

5 TA 18 FRCT ﬁx FREE 2020602010

2.5CM xzmoq sm) W 72 FR
-v;M%é‘SM) W 36 EN FR

M™% 2M(4.5M) W 24 EN FR

1d%M X 2M(4.5M) W 16 FR EN

15CM X 2M(4.5M) W 12 FR

COLPK 5CM X 2M(4.5M) 36 INT.

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.

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 Management

System according to EN ISO 13485.
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BSN..o D

JBX 40011659.02
Page T 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
09832-00000-00
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

12¢M X 1M SIZE G 1 NL
6.75CM X 1M C 1 INT.
8.75CM X 1M E 1 INT.
7.5CM X IM D 1 INT.

10CM X 1M F 1 INT.

TU BA 4.5CM X 10M A 1 INT.

TU BA 6.25CM X 10M B } INT
6.25CM X 10M B sgsﬁi\zﬂﬂq,
TU BA 7.5CM X dOM T

7.5CM X 10M D, Fﬁﬁg INT.
TU BA 1ocMUx 1@M F 1 INT.
F FLES 1% 8T .
17.5CM X 10M 1
TU BA 6.75CM X
6.75CM X 10M C
X
E

INT. SIZE J
ioM C 1 INT.
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

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 Ouah‘gé{\m\?an
System according to EN ISO 13485. R

D

S AN
aggment

HQ&‘\
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Form 8130

BSN _ ) Declaration of Conformity JBX 40011659.02
- e PFD Tensogrip Page 2 von 2
a

MR

Date of Deolarat:on Wﬁ)

Valid until: o caw&“w\\\\“ See expiry date of the attached EN ISO 13485 certificate.
L\\

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

e A
o t\\\ ?

co W

Compiled and released

07.09.2011, Oliver Opitz //;%/44;; o7,/

signature



