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DECLARATION OF CONFORMITY

1) Manufacturer: SanoMed Manufacturing BV
Address: Transportweg 13-001, 4501 PS Oostburg, The Netherlands

2) Products : SanoSkin® Melladerm® Plus (Class Ila)

SanoSkin® Cleanser (Class Ila)
SanoSkin® OXY (Class Ila)
SanoSkin® FIRST (Class I)
SanoSkin® Melladerm® Plus TULLE (Class Ila)
Melloxy® (Class Ila)

3) The product(s) described above are in conformity with:

Document No.

Title

Edition / Date of issue

L 169; 93/42/EEC

Medical Device Directive

1993-06-14
ammended:2007-09-21

Second page shows all the code numbers and different sizes of those products

4) Additional information:

All products are Medical devices and contain no active (medicinal ingredients) and no
such claims are made. All products have an intended use: wound care.

Conformity assessment procedure for CE marking: Medical Device Directive, Annex V
In combination with annex VII
the tariff code of duties is: 3005 (include dressings and gels/ointments)

5) The quality of the products listed above is the responsibility of SanoMed Manufacturing bv

By ECM 0481 CE certificate number 7/18/04272E Valid until 2023-07-30, annex \Y

Oostburg 01/08/2018

Jan Vandeputte: Director Quality, SanoMed Manufacturing BV
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SanoSkin Product overview with codes and pack sizes

REF | name information descrip | amo | boxes

tion unt | in
in overb
box | ox

SFR1 | SanoSkin Foam | MCF.03 G02 L01 5mm Format: 100 | 1 per 5 45

010 x 100 mm per 5 in box blister

SFR1 | SanoSkin Foam | MCF.03 G02 LO1 4 mm 1per |3 14

515 150 x 150 mm blister

SFR1 | SanoSkin Foam | MCF.03 G02 LO1 4 mm lper |5 14

520 150 x 200 mm blister

SFR2 | SanoSkin Foam | MCF.03 G02 LO1 4 mm 1 per 3 14

050 200 x 500 mm blister

SN85 | SanoSkin Net 8,5*12 cm 1 per 5 60

120 blister

SF744 | SanoSkin First | island dressing oval 1 per 5 60

5 74 x 45mm blister

SC250 | SanoSkin Cleans | cleansing bottles 250 CC 1 bottle | 1 12

MDP2 | SanoSkin 20g 1tube |1 70

0 Melladerm plus

MDP5 | SanoSkin 50g 1tube |1 14

0 Melladerm plus

MO50 | Melloxy 50g lTtube |1 14

MO20 | Melloxy 20g l1tube |1 70

OX30 | SanoSkin Oxy | 30g 1tube |1 24

STME | SanoSkin 10x10 per 10 in box 1 per 10 60

1010 | Melladerm Tulle blister
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