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CERTIFICATE
Number: 2194636

The management system of the organization(s) and locations mentioned on the addendum belonging to:

Assut Medical Sàrl
Avenue de Rochettaz 57
1009  Pully
Switzerland

including the implementation meets the requirements of the standard:

EN ISO 13485:2016
Scope:
Design, manufacturing and distribution of sterile surgical sutures, pacing wires, micro-surgical knives and 
non-sterile atraumatic needles for the area of surgery

Certificate expiry date: 22 February 2023
Certificate effective date: 22 February 2020
Certified since: 20 September 2016

This certificate is valid for the organization(s) and/or locations mentioned on the addendum.
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ADDENDUM
To certificate: 2194636

The management system of the organization(s) and/or location(s) of:

Assut Medical Sàrl
Avenue de Rochettaz 57
1009  Pully
Switzerland

DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands

T +31 88 96 83000  F +31 88 96 83100  www.dekra-certification.com  Company registration 09085396

Certified additional organization(s) and/or locations:

Organization/Location

Assut Medical Sàrl
Sur le Crêt 13
2606  Corgemont
Switzerland

Scope:
Design and manufacturing of sterile surgical sutures, pacing wires, micro-surgical knives and non-sterile 
atraumatic needles for the area of surgery

Assut Medical Sàrl
Av. De Lavaux 35 P.O. Box 5

CH-1009 Pully / Lausanne

Switzerland

Scope:
Design and distribution of sterile surgical sutures, pacing wires, micro-surgical knives and non-sterile 
atraumatic needles for the area of surgery

Addendum expiry date: 22 February 2023
Addendum effective date: 22 February 2020
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EC CERTIFICATE

Number: 2194636CE01

Full Quality Assurance System
Directive 93/42/EEC on Medical devices, Annex II excluding (4) 
(Devices in Class IIa, IIb or III)

Manufacturer:

Assut Medical Sàrl
Avenue de Rochettaz 57
1009  Pully
Switzerland

For the product category(ies)

Non-absorbable surgical sutures

DEKRA grants the right to use the EC Notified Body Identification Number illustrated below to accompany 
the CE Marking of Conformity on the products concerned conforming to the required Technical 
Documentation and meeting the provisions of the EC-Directive which apply to them:

0344
Documents, that form the basis of this certificate:

Certification Notice 2194636CN, initially dated 20 September 2016
Addendum, initially dated 23 September 2016

DEKRA hereby declares that the above mentioned manufacturer fulfils the relevant provisions of 'Besluit Medische 
Hulpmiddelen', the Dutch transposition of the Council Directive 93/42/EEC of June 14, 1993 concerning Medical 
devices, including all subsequent amendments. The manufacturer has implemented a quality assurance system for 
design, manufacture and final inspection for the above mentioned product category in accordance to the provisions of 
Annex II of Council Directive 93/42/EEC of June 14, 1993 and is subject to periodical surveillance. For placing on the 
market of Class III devices an additional EC design examination certificate according to Annex II (4) is mandatory.
The necessary information related to the quality management system of the manufacturer, including facilities and the 
reference to the relevant documentation, of the products concerned and the assessments performed, are stated in the 
Certification Notice which forms an integrative part of this certificate.

This certificate is valid until: 12 December 2022
Issued for the first time: 23 September 2016
Reissued: 12 December 2017
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Belonging to certificate: 2194636CE01 1/1

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Non-absorbable surgical sutures

Issued to:

Assut Medical Sàrl
Avenue de Rochettaz 57
1009  Pully
Switzerland
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This certificate covers the following product(s):

 Astralen (Polyester) with or without pledgets – Class III
 Nylon (Polyamide) – Class III
 Polypropylene – Class III
 Silk  – Class III
 PTFE Pledgets – Class III
 Supramid (Polyamide) – Class IIa
 Surgical Steel  – Class IIb
 Astralen/Polyester Tape – Class IIb
 AssuTopFiber® (UHMWPE) – Class IIb, Rule 8

Initial date: 23 September 2016
Revision date: 4 April 2019
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EC CERTIFICATE

Number: 2194636CE03

Full Quality Assurance System
Directive 93/42/EEC on Medical devices, Annex II excluding (4) 
(Devices in Class IIa, IIb or III)

Manufacturer:

Assut Medical Sàrl
Avenue de Rochettaz 57
1009  Pully
Switzerland

For the product category(ies)

Absorbable surgical sutures

DEKRA grants the right to use the EC Notified Body Identification Number illustrated below to accompany 
the CE Marking of Conformity on the products concerned conforming to the required Technical 
Documentation and meeting the provisions of the EC-Directive which apply to them:

0344
Documents, that form the basis of this certificate:

Certification Notice 2194636CN, initially dated 20 September 2016
Addendum, initially dated 23 September 2016

DEKRA hereby declares that the above mentioned manufacturer fulfils the relevant provisions of 'Besluit Medische 
Hulpmiddelen', the Dutch transposition of the Council Directive 93/42/EEC of June 14, 1993 concerning Medical 
devices, including all subsequent amendments. The manufacturer has implemented a quality assurance system for 
design, manufacture and final inspection for the above mentioned product category in accordance to the provisions of 
Annex II of Council Directive 93/42/EEC of June 14, 1993 and is subject to periodical surveillance. For placing on the 
market of Class III devices an additional EC design examination certificate according to Annex II (4) is mandatory.
The necessary information related to the quality management system of the manufacturer, including facilities and the 
reference to the relevant documentation, of the products concerned and the assessments performed, are stated in the 
Certification Notice which forms an integrative part of this certificate.

This certificate is valid until: 12 December 2022
Issued for the first time: 23 September 2016
Reissued: 12 December 2017
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CE MARKING OF CONFORMITY
MEDICAL DEVICES

Absorbable surgical sutures

Issued to:

Assut Medical Sàrl
Avenue de Rochettaz 57
1009  Pully
Switzerland
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This certificate covers the following product(s):

• AssuCryl® MonoSlow (PDO) 
• AssuCryl® Lactin (PGLA) 
• AssuCryl® (PGA) 
• AssuCryl® Rapid (PGA) 
• AssuCryl® MonoRapid (PGCL) 

Initial date: 23 September 2016
Revision date: 4 April 2019











Suture Materials and Colour Codes

Monofilament synthetic absorbable PGCL
(Poliglecaprone).Available in violet or
undyed. Easy to handle and smooth passage
through tissue. Absorption essentially
complete between 90 to 120 days.

MonoRapid

Absortion essentially
complete between 40 to 45 days.

Absortion essentially complete
between 180 to 210 days.

Monofilament stainless steel with very high tensible

AssuCryl    Lactin
synthetic absorbable





















PTFE Pledgets
Additional information 

Information complémentaire 
Zusatzinformation

Product N°
Produit N°
Produkt N°

POF7315x6 
POF7315x5

Unit per envelope 
Unité par sachet 
Einheit per Beutel

Description 
Description 

Beschreibung

7x3x1.5mm oval firm pledgets 
tampons ovales 7x3x1.5mm
  ovales Pledget 7x3x1.5mm

6
5

POF9515x6
9x5x1.5mm oval firm pledgets 
tampons ovales 9x5x1.5mm
  ovales Pledget 9x5x1.5mm

6

7x3x1.5mm rectangular firm pledgets
tampons rectangulaires 7x3x1.5mm
Rechteckiges Pledget 7x3x1.5mm

PRF7315x6 
PRF7315x5

6
5

9x5x1.5mm rectangular firm pledgets
tampons rectangulaires 9x5x1.5mm
Rechteckiges Pledget 9x5x1.5mm

PRF9515x66

Specialties - Spécialités  - Spezialitäten



Assut sutures

Assut Medical Sàrl
P.O. Box 5

CH-1009 Pully-Lausanne
Switzerland

Tel: ++ 41-21 - 728.64.35
Fax:++ 41-21 - 728.64.49

e-mail: info@assutsutures.com
www.assutsutures.com



 
 

 

 

LETTER OF AUTHORIZATION 
 
 

To: whom it may concern 

 

 

We, Assut Medical Sàrl located in Pully-Lausanne, Switzerland (tel.+41.21.728.64.35), 

are a manufacturer of sterile surgical sutures. Our general catalogue show only the most sold 

products worldwide but do not reflect the thousands of different sutures we are able to 

manufacture. We are a manufacturer of atraumatic needles (not an assembler like many other 

companies) and we are thus able to offer various products that sometimes are not mentioned in 

our general catalogue. 

 

We, thus hereby authorize our representative for the Republic of Moldova – Medec 

Service SRL, or Chişinău, str. Academiei 3, of. 120, Republica Moldova, represented by Mr. 

Alexandru Captari to bid on their behalf and their own account in the Tender Nr. 21047547 with 

all our sterile surgical sutures including the following products manufactured by Assut Medical 

Sàrl, Switzerland which are not included in our catalog: 

 

 

- lot. 24 - REF CV739706x4 ,HSRG 50 (1/2c. cutting taper, 50mm) USP -6-, 4x45cm 

- lot. 25 - REF CV739707x4 (HSRG 50 (1/2c. cutting taper, 50mm) USP -7-, 4x45cm  

               REF CV73980x4 HSRG 50 (1/2c. cutting taper, 50mm) USP -7-, 4x75cm    

- lot. 30 - Silk black braided HR 25-25mm USP -0-, 75cm black REF 62456   

 

 

 

Assut Medical Sàrl 

 

 

Pully, 03 December 2021 

 

 
 



 
 

Assut Medical Sàrl/November 2019 

 

TECHNICAL SPECIFICATION / PRODUCT DESCRIPTION 
 

 PTFE Pledget 

 
The Assut Pledgets are made of undyed non-absorbable polytetrafluorethylene 
(PTFE) polymers fibers. They are pre-punched and available in various sizes and 
shapes. 

Name of the product Assut Pledget 

Manufacturer 

 

Assut Medical Sàrl 

Av. De Rochettaz 57 

CH-1009 Pully  Switzerland 

Factory location CH-2606 Corgémont, Switzerland 

Description of the product PTFE Pledget – non-absorbable pre-punched  

Composition  Polytetrafluorethylene (PTFE) 

General characteristics The Assut Pledgets are made of undyed non-absorbable polytetrafluorethylene 
(PTFE) polymers fibers. The Assut Pledgets are sold in packs or directly fixed to a 
sterile surgical suture. Refer to the catalogue for details. 

Application The Assut Pledgets are commonly used as a patch, a buttress for sutures, when non-
absorbable sutures are used. The Assut Pledgets to be used are selected in 
accordance with the patient’s condition, the surgeon’s experience, the surgical 
procedure and the size of the wound. 

Sterility By ethylene oxide gas (EO)  

Packaging Primary packaging  & Secondary packaging: Double envelope made in PET/PE 
Tyvek 

Sizes Available in various sizes and shapes including oval, round and rectangular 

Shelf-life 5 years 

Storing Keep in a dry place away from direct heat.  

CE Mark CE-0344 

 



 
 

Assut Medical Sàrl/Janvier 2018 
 

 
 

TECHNICAL SPECIFICATION / PRODUCT DESCRIPTION 
 
 

 

 

SURGICAL STEEL 
 
Monofilament stainless steel with very high tensile strength and excellent knot 
security. This strand causes minimum tissue reaction.  
 

 
Name of the product Surgical Steel  
Manufacturer 
 

Assut Medical Sàrl, Po Box 5,  
Av. De Rochettaz 57, 
CH-1009 Pully  Switzerland 

Factory location CH-2606 Corgémont, Switzerland 
Description of the product Surgical Steel is a metallic, monofilament, non-absorbable suture  made of Stainless steel. 
Colour Natural (Steel) 
Chemical Composition Stainless steel type 316 LVM compliant with ISO 5832-1 

General characteristics Assut Surgical Steel is a metallic, monofilament, non-absorbable suture made of Stainless 
steel, with very high tensile strength and excellent knot security. This strand causes 
minimum tissue reaction. Steel sutures are the most inert among all suture materials and 
provide maximum tensile strength. Tensile strength remains permanent. 

Application Steel sutures are indicated for use in sternal closure  
Absorption Non absorbable 
Sterility By ethylene oxide gas (EO)  or by gamma irradiation (R) 
Packaging envelope made in PET/PE Tyvek 
Sizes E.P.  6  to 9      USP -4- to -7- 
Shelf-life 5 years 
Storing Keep in a dry place away from direct heat.  
CE Mark CE-0344 
Other Surgical Steel is available in different thicknesses and lengths with stainless-steel needles 

in various types and sizes 
See general ‘’Assut sutures’’ catalogue 
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