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Design Examination

No. CE 561735

Issued to:

Neovasc Inc.

13700 Mayfield Place, Unit 2135
Richmond

British Columbia

V6V 2E4

Canada

In respect of:
Biological Patches

on the basis of our examination under the requirements of Council Directive 93/42/EEC, Annex Il, section 4,
and Commission Directive 2003/32/EC.

For and on behalf of the British Standards Institution, a Notified Body for the above Directive (Notified Body Number
0086):

David W. Ford, Executive Director, Healthcare and Testing Services
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Expiration Date: 3 Feb 2016
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Londitions of Approval
Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directives.

S

raising standards worldwide™

B

The British Standards Institution, Kitemark House, Maylands Avenue, Hemel Hempstead, HP2 45Q United Kingdom Tel: +44 (0)8450 765600 Web: www.bsigroup.com
The British Standards Institution is incorporated by Royal Charter. Principal Office; 389 Chiswick High Road, London W4 4AL UK. Tel: +44 (0)20 8996 9000 PS1023/12100AP




Certificate
AR S R R e

Supplementary Information to CE 561735

Issued to:
Neovasc Inc.
Richmond
Canada
PeriPatch BV
Model Size (cm)
0.8BV8 0.8x8
1BV6 1x6
1BV14 1x14
2BV9 2x9
4BV4 4x4
4BV6 4x6
6BV8 6x8
8BV14 8x14
10BV16 10x16

Additional models within the range of 6.0 cm2 and 160cm2
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XenoSure Biological Patches

Model Size (cm)
0.8BV8 0.8x8
1BV6 1x6
1BV14 1x14
2BV9 2x9
4BV4 4x4
4BV6 4x6
6BV8 6x8
8BV14 8x14
10BV16 10x16

Additional models within the range of 6.0 cm2 and 160cm2
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History of Certificate
Reference .
Date Nomber Action

04 February 2011 10116195 First Issue

First Issued: 4 Feb 2011 Date: 4 Feb 2011

Expiration Date: 3 Feb 2016
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