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Jurysdykcja 

 
 
 
 
Historia certyfikatu: 

Wersja Opis Data wydania 

0.0 
Przeniesienie certyfikatu Presafe Denmark A/S 
(jednostka notyfikowana 0543) nr DGM-711 do DNV 
Product Assurance AS (jednostka notyfikowana 2460) 

20 maja 2021 r. 

 
 

Rodzaj wyrobu medycznego i nr identyfikacyjny: 
Klasa wyrobu 
medycznego: 

KOD GMDN: 

MS0001 - SPONGOSTANTM 
 

III 48170 

MS0002 - SPONGOSTANTM 
 

MS0003 - SPONGOSTANTM 
 

MS0004 - SPONGOSTANTM 
 

MS0005 - SPONGOSTANTM 
 

MS0006 - SPONGOSTANTM 
 

MS0007 - SPONGOSTANTM 
 

MS0008 - SPONGOSTANTM 
 

MS0010 - SURGIFLOTM Matryca hemostatyczna 

MS0012 - SURGIFLOTM  

Krótki opis wyrobu medycznego: 

lor. 
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Warunki 
 

• 

 
•  

 
• 

 
• 

 
 

• Zmiany w konstrukcji produktów, których dotyczy niniejszy certyfikat. 
• Zmiany w wymogach systemu, którego dotyczy niniejszy certyfikat. 
 

 
nia 

notyfikowanej. 
 
 
Koniec certyfikatu 
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10000463948-PA-NoMA-DNK wer. 0.0 
26 maja 2024 r. 

 
 

Ferrosan Medical Devices A/S 

 
pierwotnie wydany zgodnie z: 

zmianami 

 

medycznych. 



Miejsce i data: 
Høvik, 9 lipca 2021 r. 

 
DNV Product Assurance AS - Jednostka notyfikowana 
2460 Veritasveien 3, 1363 Høvik, Norwegia 

 
Mariann Jeremiassen 
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Rodzaj wyrobu medycznego i nr identyfikacyjny: 
Klasa wyrobu 
medycznego: 

KOD 
GMDN: 

MS0001 - SPONGOSTAN™1 
 

III  

MS0002 - 
standard (20 szt.) 

MS0003 - 
specjalna (20 szt.) 

MS0004 - 
analna (20 szt.) 

MS0005 - 
dentystyczna (24 szt.) 

MS0006 - 
standard (2 szt.) 

MS0007 - 
analna (5 szt.) 

 
MS0008 - 

 

MS0010 - SURGIFLO™ Matryca hemostatyczna 

MS0012 -  

Krótki opis wyrobu medycznego: 

 

 

Wersja Opis Data wydania 

0.0 Korekta opisu produktu 9 lipca 2021 r. 



 

               

Place and date: 

 

For the issuing office: 
Høvik, 20 May 2021 
 
Check Validity 

 

Notified Body 2460 
DNV Product Assurance AS 
 

 

 
 
 
 

Eugenie Winger Husebye 
Technical Reviewer  

 

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 2460: DNV Product Assurance AS, Veritasveien 3, 1363 Høvik, Norway, Tel +47 67 57 88 00, www.dnv.com  
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Certificate No.: 

10000463948-PA-NoMA-DNK Rev 0.0 

Project No.: 

PRJN-253089-2021-PA-DNK 

Valid Until 

26 May 2024 

 

 

 

This is to certify that : 

Absorbable Gelatin Haemostatics 
 

Manufactured by: 

Ferrosan Medical Devices A/S  
Sydmarken 5, 2860 Søborg, Denmark 

 

 

 

 

 

 

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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Certificate history: 

 

Products covered by this Certificate: 

 

 

Jurisdiction 

 om Medisinsk 
 

Revision Description Issue Date 

0.0 
Transfer of Presafe Denmark A/S (NB 0543) Certificate 
No. DGM-711 to DNV Product Assurance AS (NB 2460) 

20 May 2021 

Type of medical device and identification no.: 
Medical 
Device Class: 

GMDN code: 

MS0001 -  SPONGOSTANTM  Absorbable Haemostatic Gelatin 
Sponge, Film (20 unit) 

III 48170 

MS0002 -  SPONGOSTANTM   
Absorbable Haemostatic Gelatin Sponge, Standard (20 unit) 

MS0003   SPONGOSTANTM Absorbable Haemostatic Gelatin 
Sponge, Special (20 unit) 

MS0004 -   SPONGOSTANTM Absorbable Haemostatic Gelatin 
Sponge, Anal (20 unit) 

MS0005 -   SPONGOSTANTM Absorbable Haemostatic Gelatin 
Sponge, Dental (24 unit) 

MS0006 -   SPONGOSTANTM Absorbable Haemostatic Gelatin 
Sponge, Standard (2 unit) 

MS0007 -  SPONGOSTANTM Absorbable Haemostatic Gelatin 
Sponge, Anal (5 unit) 

MS0008 -   SPONGOSTANTM Absorbable Haemostatic Gelatin 
Powder 

MS0010 -  SURGIFLOTM Haemostatic Matrix 

MS0012 -   SURGIFLOTM Haemostatic Matrix Kit with Thrombin 

Short description of the Medical Device: 

-insoluble, porcine 
gelatin absorbable powder or gel intended for haemostatic use by applying to a bleeding surface. 
The powder is off-white in appearance. 
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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 the Notified Body of any intended change of the products 
detailed above and the Notified Body 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.  

 

End of Certificate 
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