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ScarSil Silicone Scar Gel
Declaration of Conformity

This European Declaration of Conformity is issued under the sole responsibility of the manufacturer.

MANUFACTURER
Name of Company Address SRN
Scar Heal 13191 Starkey Rd
Unit 11
Largo, FL 33773
USA
Name of Company Address SRN Phone/email
Emergo Europe Prinsessegracht 20 NL-AR-000000116 +31.70.345.8570
2514 AP The Hague EmergoEurope@ul.com
The Netherlands

PRODUCT IDENTIFICATION
Product Name wa ' ‘Code / Catalog Number
Rejuvasil® Silicone Scar Gel a/k/a ScarSil® Silicone Scar Gel | 80000 85000 85044 85815 80115
80002 85001 85102 85830 SGO6A
80004 85004 85115 85801 SGOBA
80010 85010 85804 85802

80015 85015 85810 85860
Intended Purpose - : | Basic UDI-DI

RejuvaSil®/ScarSil® is indicated for use on epltheltallzed 6427905S5G8008Z

(closed) skin for the purpose of improving the appearance of
surgical and traumatic scars.

R A ORD

Device Classification =~ | Common Specifications / Standards
Class: 1 Annex VIl of MDR (EU) 2017/745
Rule: 1

Scar Heal declares that the above-mentioned products meet the provision of the following EU legislation:
Medical Devices Regulation (EU) 2017/745
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