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Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid. 

NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA . 

 

 

EC CERTIFICATE 
Full Quality Assurance System 

Certificate No.: 

10000409145-PA-NA-CZE Rev. 2.0  

Project No.: 

PRJC-595657-2019-PRC-CZE  

Valid Until: 

01 November 2023 

This is to certify that the quality system of: 

Biosintex S.R.L. 

 4 Vladiceasca Str. 077168 Snagov, Romania 

For design, production and final product inspection/testing of: 

 

STERILE SURGICAL SUTURES 

Has been assessed with respect to: 

THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN 

ANNEX II EXCLUDING SECTION 4 OF COUNCIL DIRECTIVE 

93/42/EEC ON MEDICAL DEVICES, AS AMENDED  
 

and found to comply. 

Further details of the product(s) and conditions for certification are given overleaf. 

Place and date: 

Høvik, 02 November 2020 

 

 For: 

DNV GL PRESAFE AS 

Notified Body No.: 2460 

 

 

 

 

______________________________________________________________________________ 

Tone Elise Kolpus 

The certificate is digitally verified by blockchain 

technology. For more info, see 

www.dnvgl.com/assurance/certificates-in-the-

blockchain.html   
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Certificate history: 

 

 

Products covered by this Certificate: 

 

 

The complete list of devices is filed with the Notified Body 

 

 

 

  

Jurisdiction 

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om Medisinsk Utstyr” 

by the Norwegian Ministry of Health and Care Services. 

Revision Description Issue Date 

0.0 

Original Certificate   

Removing of HERNIPRO Polypropylene Meshes and Prosthesis. 

Previously in the certificate N.:11713-2017-CE-NA-PS rev.1.0 

13 October 2020 

1.0 Editorial change 13 October 2020 

2.0 

Reintroduced old device names (covered by 11713-2017-

CE-NA-PS Rev. 1.0 until 2020-03-11) NYLON MULTI and 

NYLON MONO 

02 November 2020 

Product Description Product Name Class 

Sterile surgical sutures  

 

BIOSTER Polyester suture multifilament 

synthetic coated non-absorbable 

IIb 

BIOSILK Silk suture multifilament  

natural coated non-absorbable 

BIONIL MULTIx &  NYLON MULTI 

Polyamide (tip 6.6) suture multifilament 

synthetic coated non-absorbable 

BIONIL MONOx &  NYLON MONO 

Polyamide (tip 6.6) suture monofilament 

synthetic non-absorbable 

Sites covered by this certificate  

Site Name Address 

BIOSINTEX S.R.L. 4 Vladiceasca Str., RO 077168, Snagov, Romania 
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Terms and conditions 

The certificate is subject to the following terms and conditions: 
 Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his 

product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of defective 

products. 

 The certificate is only valid for the products and/or manufacturing premises listed above. 

 The Manufacturer shall fulfil the obligations arising out of the quality system as approved and uphold 

it so that it remains adequate and efficient. 

 The Manufacturer shall inform Presafe of any intended updating of the quality system and Presafe will 

assess the changes and decide if the certificate remains valid. 

 Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the 

quality system. Presafe reserves the right, on a spot basis or based on suspicion, to pay unannounced 

visits. 

The following may render this Certificate invalid: 
 Changes in the quality system affecting production. 

 Periodical audits not held within the allowed time window. 

Conformity declaration and marking of product 

When meeting with the terms and conditions above, the producer may draw up an EC declaration of 

conformity and legally affix the CE mark followed by the Notified Body identification number of Presafe. 

End of Certificate 



  
Place and date: For the issuing office:
Høvik, 30 March 2022 DNV Product Assurance AS

Veritasveien 3, 1363 Høvik, Norway

 

Cecilie Gudesen Torp
Management Representative

  

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

ACCREDITED UNIT: DNV Product Assurance AS, Veritasveien 3, 1363 Høvik, Norway - TEL: +47 67 57 99 00. www.dnv.com

MANAGEMENT SYSTEM

CERTIFICATE  

Certificate no.:
257642-2018-AQ-CZE-NA-PS

Initial certification date:
11 April 2019

Valid:
12 April 2022 – 11 April 2025

This is to certify that the management system of

BIOSINTEX S.R.L.
4 Vladiceasca Str., RO 077168, Snagov, Ilfov County, Romania

has been found to conform to the Quality Management System standard:

ISO 13485:2016 / EN ISO 13485:2016

This certificate is valid for the following scope:

Design, development, manufacturing, sales and distribution of sterile surgical sutures,
with/ without needles.

http://www.dnv.com






Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Teleflex Medical
IDA Business and Technology Park
Dublin Road
Athlone
Westmeath
Ireland

Holds Certificate No: FM 544574
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

The design and manufacture of non-active digestive tract devices; non-active gynaecological
devices, non-active regional anaesthesia devices, non-active respiratory devices, non-active
surgical devices, non-active urology devices and active surgical devices.

For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2009-03-09 Effective Date: 2020-02-12
Latest Revision Date: 2020-02-12 Expiry Date: 2023-02-11

Page: 1 of 1

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+544574&ReIssueDate=12%2f02%2f2020&Template=inc
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