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Top quality at manufacturer price
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Disposable medical masks
Product: Disposable medical masks
EN14683:2019 TYPEIIR
Specification: 17.5cm x 9.5cm
Number of layers: 3 layers
Shelf life: 2 years

Packing Box:
Quantity: 50 pcs/ box
Size: 19.5x10x 10

Packing Carton:
Quantity: 48 pieces / carton
Size: 60x40x40

Contact: Tel: IR:+35315137511
CH:+41(0) 7158 80248
E-mail: info@OdemShop.com
Shop: www.OdemShop.com
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Type IR
a Tips

Stilck / Ploces / Pibces / Pazzl | Stuks / Kemads

Top quality at manufacturer price

Top Qualitat zu Herstellerpreisen

Qualite supéricure 3 des prix de fabricant
Massima qualitd a prezzi da produttors
Topkwaliteit voor de prijs van de fabrikant
Wrhunska kvaliteta pe cieni proirvodaca
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EU DECLARATION OF CONFORMITY

MANUFACTURER
CE FASHION TIL SANAYI TICARET LIM IRK
Mehmet Nesih Ozmen Mah. Defne Sk. No:9/1 Giingéren ISTANBUL / TURKEY
ISTANBUL / TURKEY
PRODUCT DESCRIPTION
Layered and molded medical device classified in the Class | - Medical Device to be used as protection against
inhalation of viruses, bacteria, other microorganisms, allergens from the environment

Brand Name: VOINMED
Model: VN102
Type IIR

The Producer / the Manufacturer declares on his sole responsibility that the product above is, under
conditions of normal use and conditions defined by the Producer / the Manufacturer, safe and meets all
the necessary legal conditions and requirements. The product, a medical device that is intended for
single use and solely in accordance with the Producer’s / the Manufacturer's instructions,

The Conformity is assessed especially with the following provisions:

+  Government Regulation no. 93/42/EEC Medical devices establishing technical requirements for
medical devices, in effective wording
Technical standard EN 14683:2019+AC:2019 Medical face masks - Requirements and test methods
Other relevant harmonized legislation
Other relevant local, national and community standards

«  For the assessment of conformity, the following documents were also applied to:

e Tests for irritation and delayed-type hypersensitivity

*  Results of laboratory tests Ekoteks Laboratuvar Testing Laboratory Bavierial filtration efficiency

*  Results of laboratory tests Ekoteks Laboratuvar Testing Laboratory Microbial Cleanliness

«  Results of laboratory tests Ekoteks Laboratuvar Testing Laboratory Differential Pressure

«  Results of laboratory tests Ekoteks Laboratuvar Testing Laboratory Splash Resistance Pressure

MARKING, LABELLING

Annex |, §13, of the Medical Devices Directive (93/42/EEC) or Annex [, §23, of the Medical Device Regulation
(EU) 2017/745 specifies the information that should be specified on the packaging in which the medical face
mask is supplied. The following information shall be supplied

type of mask (as indicated in Table 1). EN 1SO 15223-1:2016 and EN 1041:2008+A1:2013 should be
considered

MEASURES TO ENSURE CONFORMITY

The Producer / the Manufacturer declares that he has taken all necessary measures to ensure the conformity of
products placed on the market with technical documentation and basic requirements for this type of product

General Manager
11/09/2020
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