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================================================================: 
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================================================================: 
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                                                                : 

================================================================: 
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3. Dmitrii Kojevnikov 0972305012362 
 
 

 



Certificate
No. Q5 105557 0001 Rev. 00

Page 1 of 1
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Meril Endo Surgery Pvt. Ltd.
Third floor, E1- E3, Meril Park 
Survey No 135/2/B & 174/2, Muktanand Marg, Chala
396191 Vapi, Gujarat
INDIA

Facility(ies): Meril Endo Surgery Pvt. Ltd.
Third floor, E1- E3, Meril Park , Survey No 135/2/B & 174/2, 
Muktanand Marg, Chala, 396191 Vapi, Gujarat, INDIA

Meril Endo Surgery Pvt. Ltd
Type A-2, Shed No. 11, Survey No. 725/P, Phase – I, GIDC, 
396195 Vapi, Gujarat, INDIA

Meril Endo Surgery Pvt. Ltd
Plot No 688/10 & 11, Siddivinayak Industrial Estate, Somnath 
Road, 396210 Daman, INDIA

Certification Mark:

 
Scope of Certificate: Design, Development, Production, Testing, Storage, Sales and Distribution of 

Sterile / Non-sterile Endo Surgical Products e.g., Bulk and Finished Surgical 
Sutures, Polytetrafluroethylene Pledgets, Sutures with Polytetrafluroethylene 
Pledgets, Contraceptive Devices, Surgical Meshes, Mesh Fixation Devices, Bone 
Wax, Umbilical Cotton Tape, Surgical Kits, Surgical Staplers and Staples, 
Tourniquet Devices, Disposable Endoscopic Trocars, Ligating Clips, Surgical 
Haemostats, Skin Adhesives, Surgical Adhesives, Sealants & Surgical Needles”
 

Applied Standard(s): EN ISO 13485:2016
Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned above has 
established and is maintaining a quality management system, which meets the requirements of the listed 
standard(s). See also notes overleaf.
Report No.: IND2019074
Valid from: 2020-03-30
Valid until: 2023-03-29

Date, 2020-03-30 Christoph Dicks
Head of Certification/Notified Body























 

EC Certificate 
Full Quality Assurance System 

 
 

 
 
 

   Certificate No.:   Project No.:    Valid Until: 

  245506-2017-CE-IND-NA-PS Rev. 2.0   PRJC-499089-2014-MSL-IND    27 May 2024 

  

 

 
Place and Date: 

 
PROD 021 

Notified Body No.: 2460 

For: 

Høvik, 16 July 2019 DNV GL PRESAFE AS 
 

                
 

  
Cathrine Wisbech 
 
 

The Certificate has been digitally signed. 

See www.presafe.com/digital_signatures for more info 

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

Meril Endo Surgery Pvt Ltd 
Third Floor, E1- E3, Meril Park, Survey No 135/2/B & 174/2, Muktanand Marg, 
Chala, Vapi, Gujarat, India - 396191 

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

Sterile / non - sterile surgical sutures with and without needle 
 
 
 
Has been assessed with respect to:  
 

The conformity assessment procedure described in Annex II 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. 

 

 



 

EC Certificate 
Full Quality Assurance System 

 
 

 
 
 

   Certificate No.:   Project No.:    Valid Until: 

  245506-2017-CE-IND-NA-PS Rev. 2.0   PRJC-499089-2014-MSL-IND    27 May 2024 
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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. 
 
 

Certificate history: 

Revision Description Issue Date 

0.0 
Supersedes DNVGL (NB 0434) Certificate no: 151561-
2014-CE-IND-NA Rev 3.0 following transfer to notified body 
functions to DNV GL Nemko Presafe AS (NB 2460) 

2017-11-15 

1.0 Remove of Polypropylene Mesh 2018-01-08 

2.0 Recertification and reduction in scope 2019-07-16 

 

Products covered by this Certificate: 

Product Description Product Name Class 

Absorbable Sutures • Megasorb™ / Aspiron™ Polyglycolic acid  
Braided coated Polyglycolic acid suture 
 

• Mitsu™ / Aspiron™ Polyglactin 910 and 
Mitsu FST™ / Aspiron™ Polyglactin 910 
FST. Braided coated Poly (glycolide/l-
lactide) suture 

 

• Filaxyn™ / Aspiron™ Polydioxanone 
suture. Monofilament Poly (p-dioxanone) 
suture 
 

• Filapron™ / Aspiron™ Polyglecaprone 25 
suture. Monofilament poly (glycolide-co-
caprolactone) suture 

 

III* 

Non-Absorbable Sutures • Filaprop™ / Aspiron™ Polypropylene Blue 
Monofilament Polypropylene Suture 

III** 

 



 

EC Certificate 
Full Quality Assurance System 

 
 

 
 
 

   Certificate No.:   Project No.:    Valid Until: 
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*Design assessment is covered by a separate EC-Design Examination Certificate No.: 245507-
2017-CE-IND-NA-PS Rev. 2 
**Design assessment is covered by a separate EC-Design Examination Certificate No.: 245508-
2017-CE-IND-NA-PS Rev. 2 
 
    

Sites covered by this certificate  

 

Site Name Address 

Meril Endo Surgery Pvt 
Ltd 

Third Floor, E1- E3, Meril Park, Survey No 135/2/B & 174/2, 
Muktanand Marg, Chala, Vapi, Gujarat, India - 396191 

 
 

EU Representative  

OBELIS S.A  

Bd. Général Wahis, 53, 1030 Brussels, Belgium. Tel: +32.2.732.59.54. Fax: +32.2.732.60.03  

E-mail: mail@obelis.net, www.obelis.net 



 

EC Certificate 
Full Quality Assurance System 

 
 

 
 
 

   Certificate No.:   Project No.:    Valid Until: 
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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  

 

 



 

EC Design 
Examination Certificate 

 

 
 
 

   Certificate No.:   Project No.:    Valid Until: 

  245507-2017-CE-IND-NA-PS Rev. 2.0   PRJC-499089-2014-MSL-IND    27 May 2024 

 

 

 
Place and Date: 

 
PROD 021 

Notified Body No.: 2460 

For: 

Høvik, 16 July 2019 DNV GL PRESAFE AS 
  

 
  

Cathrine Wisbech 
 
 

The Certificate has been digitally signed. 

See www.presafe.com/digital_signatures for more info 

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

Sutures – Absorbable 
 
Manufactured by: 
 

Meril Endo Surgery Pvt Ltd 
Third Floor, E1- E3, Meril Park, Survey No 135/2/B & 174/2, Muktanand Marg, Chala, Vapi, 
Gujarat, India - 396191 
Has been assessed with respect to:  
 

Examination of the design of the product as described in Annex II 
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. 

 

 



 

EC Design 
Examination Certificate 
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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. 
 

 

Certificate history: 

Revision Description Issue Date 

0.0 
Supersedes DNVGL (NB 0434) Certificate no: 153230-2014-CE-
IND-NA-D rev 2.0 following transfer to notified body functions to 
DNV GL Nemko Presafe AS (NB 2460) 

2017-11-15 

1.0 Editorial Changes 2018-01-08 

2.0 Recertification and reduction in scope 2019-07-16 

 

Products covered by this Certificate: 

Type of medical device and identification no.:  
 
Sutures – Absorbable 

Medical Device 
Class: 
III 

GMDN code: 
 
 

Short description of the Medical Device: 
The absorbable surgical sutures are sterile, flexible strand prepared from synthetic polymers. These Sutures may 

either be in monofilament or multifilament form. They are capable of being absorbed by living mammalian tissue, but 

may be treated to modify its resistance to absorption. They are available dyed / undyed, needled (attached to 

standard stainless steel needles of varying types and sizes) / non needled and in a broad range of suture sizes and 

lengths. These sutures comply with the ‘Sterile Synthetic Absorbable suture’ requirements as per the United States 

Pharmacopoeia (U.S.P.) and European Pharmacopoeia (E.P.).  However, they may be slightly oversize in diameter 

to U.S.P. requirement for some suture sizes. 

 

Types of Absorbable Sutures: 

i. Polyglycolic Acid Suture (MEGASORB™/ASPIRON™ POLY GLYCOLIC ACID) 

Braided Polyglycolic Acid sutures are synthetic, sterile surgical suture coated with polycaprolactone and calcium 

stearate.  
 

MEGASORBTM/ASPIRON™ POLY GLYCOLIC ACID 

MEGASORBTM/ ASPIRON™ POLY GLYCOLIC ACID sutures are either undyed or dyed by adding D and C Violet 

No. 2. These sutures are intended for use in general soft tissue approximation and/or ligation, including use in 

ophthalmic surgery. Significant tensile strength i.e 70% - 80% of the original is retained until initil 14 days and 50% of 

the original is retained until initial 21 days.There is a subsequent loss between four to five weeks post implantation. 



 

EC Design 
Examination Certificate 

 

 
 
 

   Certificate No.:   Project No.:    Valid Until: 

  245507-2017-CE-IND-NA-PS Rev. 2.0   PRJC-499089-2014-MSL-IND    27 May 2024 

 

 

 

MSD-CO-078 Rev. 2.0 DNV GL PRESAFE AS - Veritasveien 3, N-1363 Høvik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 3 of 5 

Complete absorption of MEGASORB suture usually takes place between 60 and 90 days. 

 

ii. Poly (glycolide l-lactide) suture (MITSU™ / ASPIRON™ POLYGLACTIN and MITSU FST™ / 

ASPIRON™ POLYGLACTIN FST) 

Braided coated synthetic absorbable sterile poly(glycolide/l-lactide) surgical suture. It is composed of a 

copolymer made from 90% glycolide and 10% L-lactide. MITSU sutures are coated with a mixture containing 

equal parts of copolymer of glycolide and lactide and calcium stearate. For MITSU FST™ / ASPIRON™ 

POLYGLACTIN FST, the rapid loss of strength is achieved by using polymer material with lower molecular 

weight than that of regular MITSU suture. 

 

MITSU™ / ASPIRON™ POLYGLACTIN  

These sutures are either undyed or dyed using D and C violet No. 2. These sutures are intended for use in general 

soft tissue approximation and/or ligation. MITSU can be used in ophthalmic surgery, and peripheral nerve 

anastomosis The safety and effectiveness of MITSU sutures in microsurgery and cardiovascular have not been 

established. For these sutures, Significant tensile strength i.e 75% of the original is retained until initial 14 days, 40% 

- 55% of the original is retained until initial 21 Days (6-0 and larger) & (7-0 and smaller) and 24% of the original 

is retained until initial 28 Days (6-0 and larger). There is a subsequent loss between four to five weeks post 

implantation. Complete absorption of MITSU suture usually takes place between 56 to 70 days.. 

 

MITSU FST™ / ASPIRON™ POLYGLACTIN FST 

These sutures are used where only short term wound support is required and also where the rapid absorption of the 

suture is desirable. The rapid absorption profile is particularly useful for applications such as skin closure including 

episiotomy repair, paediatric surgery, closure of oral mucosa and also in ophthalmic surgery for conjunctivas 

sutures. Significant tensile strength i.e. 50% of the original is retained until initial 5 days. However, by approximately 

10-14 days post implantation, the original tensile strength is completely lost. Complete absorption of MITSU FST 

suture usually takes place by 42 days. 

 

iii. Polydioxanone Suture (FILAXYN™/ ASPIRON™ POLYDIOXANONE) 

Polydioxanone Sutures are sterile, synthetic, monofilament suture composed of Poly (p-dioxanone). These sutures 

are undyed or dyed with D and C Violet No.2.  

 

FILAXYN™/ ASPIRON™ POLYDIOXANONE  

These sutures are intended for use in general soft tissue approximation including use in ophthalmic surgery. These 

sutures are particularly useful where an absorbable suture with prolonged wound support (up to 42 days) is required. 

Significant tensile strength i.e 75% of the original is retained until initial 14 days (4-0 & smaller), 78% of the original is 

retained until initial 14 days (3-0 & larger), 66% of the original is retained until initial 28 days (4-0 & smaller) and 69% 

of the original is retained until initial 28 days (3-0 & larger). 53% of the original is retained until initial 42 days (4-0 & 

smaller) and 57% of the original is retained until initial 42 days (3-0 & larger). There is a subsequent minimal 

absorption until about 90 post implantation day and complete absorption usually takes place between 180-220 days.  

 

     iv. Poly (glycolide-co-caprolactone) suture (FILAPRON™/ ASPIRON™ POLYGLECAPRONE)  

These sutures are sterile, synthetic, monofilament sutures composed of poly (glycolide-co-caprolactone). poly 

(glycolide-co-caprolactone) sutures are either undyed or dyed using D and C violet No. 2.  
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FILAPRON™/ ASPIRON™ POLYGLECAPRONE 

Poly (glycolide-co-caprolactone) sutures are intended for use in general soft tissue approximation and/or ligation 

where an absorbable material is indicated. In dyed FILAPRON suture, significant tensile strength i.e 68% of the 

original is retained until initial 7 days and 41% of the original is retained until initial14 days. In undyed FILAPRON 

suture, significant tensile strength, i.e.: 76% of the original is retained until initial 7 days and 38% of original is 

retained until initial 14 days.There is a subsequent loss 28 days post implantation. Complete absorption of this 

suture usually takes place between 90 to 120 days.  
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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 inform Presafe of any intended change of the products detailed 
above and Presafe will assess the changes and decide if the certificate remains valid. 

 
The following may render this Certificate invalid: 

• Changes in the design of the products to which this Certificate refers. 

• Changes in requirements of the scheme to which this Certificate refers. 
 

Conformity declaration and marking of product 

This Certificate must be accompanied with a valid EC Certificate Full Quality Assurance 
System. 
 
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  
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Place and Date: 

 
PROD 021 

Notified Body No.: 2460 

For: 

Høvik, 16 July 2019 DNV GL PRESAFE AS 
  

 
   

Cathrine Wisbech 
 
 

The Certificate has been digitally signed. 

See www.presafe.com/digital_signatures for more info 

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

Sutures Non-absorbable 
 
Manufactured by: 
 

Meril Endo Surgery Pvt Ltd 
Third floor, E1- E3, Meril Park, Survey No 135/2/B & 174/2, Muktanand Marg, Chala, Vapi, 
Gujarat, India – 396191 
 
Has been assessed with respect to:  
 

Examination of the design of the product as described in Annex II 
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. 
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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. 
 

 

Certificate history: 

Revision Description Issue Date 

0.0 
Supersedes DNVGL (NB 0434) Certificate no: 153231-2014-CE-
IND-NA-D rev 3.0 following transfer to notified body functions to 
DNV GL Nemko Presafe AS (NB 2460) 

2017-11-15 

1.0 Editorial Changes  2018-01-08 

2.0 Recertification and reduction in scope 2019-07-16 

 

Products covered by this Certificate: 

Type of medical device and identification no.:  
 
Sutures-Non absorbable 

Medical Device 
Class: 
III 

GMDN code: 
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Short description of the Medical Device: 
Non-absorbable surgical sutures are flexible strand of material that are suitably resistant to the action of living 

mammalian tissue hence are not absorbed by the tissue. They may either be in monofilament or multifilament form. 

They are available dyed / undyed, needled (attached to standard stainless steel needles of varying types and sizes) / 

non needled and in a broad range of suture sizes and lengths. These sutures comply with the ‘Non absorbable 

suture’ requirements as per the United States Pharmacopoeia (U.S.P.) and European Pharmacopoeia (E.P.).  

However, they may be slightly oversize in diameter to U.S.P. requirement for some suture sizes. 

 

Types of Non - Absorbable Sutures: 

i. Polypropylene Suture (FILAPROP™/ ASPIRON™ POLYPROPYLENE BLUE) 

Polypropylene sutures are monofilament, synthetic, sterile surgical suture composed of an isotactic crystalline 

stereoisomer of polypropylene, a synthetic linear polyolefin. These sutures are available undyed or dyed with 

phthalocyanine blue.  

Polypropylene suture are intended for use in general soft tissue approximation and/or ligation, including use in 

cardiovascular, ophthalmic and neurological procedures. 
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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 inform Presafe of any intended change of the products detailed 
above and Presafe will assess the changes and decide if the certificate remains valid. 

 
The following may render this Certificate invalid: 

• Changes in the design of the products to which this Certificate refers. 

• Changes in requirements of the scheme to which this Certificate refers. 
 

Conformity declaration and marking of product 

This Certificate must be accompanied with a valid EC Certificate Full Quality Assurance 
System. 
 
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  
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