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EU Medical Device Regulation 2017/745
Declaration of Conformity

Manufacturer Name Carine Europe GMBH

Manufacturer Adress Ammannstralie 12, 86167 Augsburg- Germany
Manufacturer SRN DE-MF-000014511

Product Group Non Sterile Disposable Medical Bedding

Product Name

- Non Sterile Disposabile Medical Bedding Blue (Pillow, Quilt Cover,Bed Sheet)

{50111132)

- Non Sterile Disposable Medical Bedding Blue (Pillow, Quilt Cover,Bed Sheet)

(50111133)
Descriptive Information and See Annex |
Explanations of the Product
Conformity Assessment - Annex-1V (Annex 11 & lIl)  Declaration of conformity
Procedure (*) L] Annex-IX (Article | & Ill)  Quality Management System

|:| Annex-IX (Article If) Technical Documentation Evaluation

(Additions executed in the [ Annex-X Type Examination
product evaluation are ] Annex-Xl {Chapter A) Production Quality Assurance
marked) 1 Annex-Xi {Chapter B) Product Verification
Other EU Legislation / Common | o \\ »017/745 £ 150 14971:2019, EN 1SO 13485:2016, ISO 15223-1:2021, EN 62366-

Specifications / Harmonized
Standards to which the product
complies

1:2015, EN 150-10993-1:2018, EN 150-10993-5: 2009, EN 1S0-10993-10:2021,
EN 13795:2019,

As Carine Europe GmbH, we declare under our sole responsibility that the devices covered by this declaration
comply with the Regulation (EU) 2017/745 of the European Parliament and of the Council on Medical Devices
and that the requirements set out in the Regulation for these devices are fulfilled.

Signature Date and Place :

Valid Date (if applicable):

MaGSizuns, 04.02. 2022

Approver : Katherine ALPEREN / GENERAL MANAGER

CASIINEY

Mickca! &Parsonal zzd Heatth

[Signature and Seal/Stamp]

ake 12 - B&167 Augsburg

Tel. + 21 45560524
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