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We

B. BRAUN MEDICAL SAS
SRN FR-MF-000000674
26 Rue Armengaud
92210 Saint-Cloud

déclarons par les présentes et sous notre seule
responsabilité que le/les produit/s

Basic-UDI-DI : 4039239000000153ZN

Ally® Belt
Ceinture pour poche une-pi¢ce ou support 2-piéce pour

stomisé
(numéros d'article voir annexe 1)

Fabriqué a
B. BRAUN MEDICAL SAS
Z.l. de Layats, 64500 Saint-Jean-de-Luz, FRANCE

est [ sont conforme(s) aux exigences du Réglement
(UE) 2017/745 relatif aux dispositifs médicaux amendé
par le Réglement (UE) 2020/561

Procédure d'évaluation de la conformité
selon I'annexe IV
du Réglement mentionné ci-dessus

Classification
conformément a I'annexe VIIl du Réglement
susmentionné : (voir Annexe |)

Date du premier marquage CE
ou premier numéro de lot
2011-06

Valable jusqu'au
2026-12-31

Saint-Jean-de-Luz, See Date of B.DoCS Signature
Name: Riccardo Arico
Function: Site Director

hereby declare under our own responsibility that the

product/s
Basic-UDI-DI: 4039239000000153ZN

Ally® Belt

Belt for collection 1-piece pouch or 2-piece base plate for

ostomates
(article numbers see attachment 1)

Manufactured in
B. BRAUN MEDICAL SAS
Z.l. de Layats, 64500 Saint-Jean-de-Luz, FRANCE

isfare in compliance with the requirements of the
Medical Device Regulation (EU) 2017/745 amended by
Regulation (EU) 2020/561

Conformity Assessment Procedure
according to annex IV
of the Regulation named above

Classification
according to annex VIl of the Regulation named above:
(See Attachment 1)

Date of first EC-marking
or first lot number
2011-06

Valid until
2026-12-31

Saint-Cloud, See Date of B.DoCS Signature
Name: Manuelle Schneider-Ponsot
Function: Regulatory and Scientific Affairs Director
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Annexe | [ Attachment |
Référence /[ Designation Certificat(s) CE/ Classe Stérile/ Basic-UDI-DI
Article number EC Certificate(s) [ Class Sterile
5028 Ally Belt Not applicable | N 4039239000000153ZN
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Annexe Il [ Attachment II: Spécifications communes/ Common specifications

Not applicable
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Document amendment information
Version | Description of the changes
1.0 Initial creation as per MDR
2.0 Change of the Product name from B. Braun Stoma Care Belt to Ally Belt
3.0 Addition of change history deleted by mistake when version 2 was updated.
4.0 Update of date of validity as per #313578
50 Re-alignment of versions between B.Ddocs and the Declaration of Conformity
’ Addition of version 3.0, which had been omitted, in the amendment information.
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Title: RA Specialist

Date: Tuesday, 16 April 2024, 16:42 W. Europe Daylight Time
Meaning: Document signed as Author

UserName: Arico, Riccardo (aricride)
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