Specification 3 ply Face Mask Zogear

General documentation:

v

v
v
v

Valid and verifiable EC certificate for non-woven face mask
ISO 13485 certificate

Test report against EN14683

Declaration of Conformity

Visual Appearance:

v
v

Size: 17.5 x 9.5cm (+/- 0.5 cm)
Welding of the ear loop: on inside, always same position
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v’ Ear loop size: 17.5 +1cm

v Nose clip: plastic with a metal core. Fixation of nose clip such that it stays in position .
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Folding layers should be as per picture below
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Quality: compliance to Type lIR according to EN14683 based on tests as described in this specific

norm. Specifically

¥ Bacterial Filtration Efficiency: > 98%

¥v" Splash Resistance (1SO 22069): > 120mm Hg (or 16.0 KPa)
v' Differential Pressure: < 60 Pa/cm2 @SFH ]

¥ Microbial cleanliness (bioburden): < 30 cfu/g

v’ Biocompatibility (EN I1SO 10993): comply

Packaging: Three changes to current box.
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Quality Certificate (inside box):
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Supplier: Shanghai ZOGEAR Industries Co.. Ltd.
Address: Room303, Building 4, No.406, Kangyl Road,
Pudong New district, Shanghai, China

Release documentation: production inspection report, delivery note.
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