




























MDCG 2020-3 DEGi$iKLiK DOGRULAMA FORMU kiwi]) MDCG 2020-3 Change Verification Form 

Tarih: 07.09.2023 
Date: 

Referans No: MY-23-002511 rev.01 
Reference No: 

Dear Sir/Madam, 
Your following proposed change is reviewed according to the MOGG 2020-3 Guidance on significant changes 
regarding the transitional provision under Article 120 of the MOR with regard to devices covered by certificates 
according to MOD or A/MOD. 

I 
EC Sertifika Bilgileri 
Information on EC Certificate I 
EC Sertifika No: 

1984-MDD-21-752, 1984-MDD-21-753, 1984-MDD-21-754, 1984-MDD-21-769, 
EC Certificate No: 

Revizyon bilgileri: 1984-MDD-21-752 Rev.01 (05.05.2021), 1984-MDD-21-753 Rev.OD (16.04.2021), 
Revision: 1984-MDD-21-754 Rev.OD (16.04.2021), 1984-MDD-21-769 Rev.OD (05.05.2021) 
lmalat<;1: 

Speciality Fibres and Materials Limited 
Manufacturer: I 
Son Ge<;erlilik Tarihi: 

27.05.2024 IExpiry Date: 

Degi,iklik Onerisine i1i,kin Bilgiler 
Information on Proposed Change 

1- Replacing the word "brands" on the SFM product names with the word "models"
to align with the Kiwa wording on the CE certificate

2-) Providing to Kiwa the full list of product REF codes assigned to the variants of 
the models under the certificate 1984-MDD-21-769 Annex II including Section 4 
(Venus Ag only) as amended by the amendment MY-21-002017. 

3-) Adding new model variant (new sizes) to model name for Pluto Ag, Venus Ag, 
AgL 130 (Silver Alginate gsm) and AgW330 (Silver Alginate gsm) within the current 
range 

4-) Substituting current cleared model names on the current CE certificate for new 
model names (replace the model name "NanoCel" with "Askina® Calgitrol® Ag+". 

Degi§iklik konusu: And Adding new model variant (new sizes). 
Subject of Change: 

5-) Replacing the current product codes for the Pluto Ag variants with updated 
references for the product sizes. 

6-) Adding a new sterilization supplier, Sterigenics Company to the SFM list of 
critical suppliers for gamma sterilisation for Pluto Ag, Venus Ag and Silver Alginate 
product families within the defined specifications 

A) The full list of Venus Ag models and their variants are listed in this amendment
as Appendix 1
B) The full list of Pluto Ag models and their variants are listed in this amendment as
Appendix 2
C) The full list of Silver Alginate models and their variants are listed in this
amendment as Appendix 3

The implementation of the above change proposed by Speciality Fibres and Materials Limited does not represent 
a significant change in the design and usage purpose within the scope of MOR Article 120(3). 
The above-mentioned EC certificate is valid until its expiration date and is subject to the successful completion 
of periodic surveillance audits. 
This letter is valid when presented together with the EC Certificate mentioned above. 
Sincerely, 
Mustafa Serkan Sevimli 
Medical Devices Divis�-��,Fl',al�--7-

Kiwa Belgelendirme Hizmetleri A.$. 
ITOSB 9. Cadde No:15 Tepeoren Tuzla - Istanbul/ T0rkiye 

Tel: +90 216 593 25 75; Fax: +90 216 593 25 74 
www.kiwa.com.tr 
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