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MEDICAL DEVICE DATA:

CATALOGUE NUMBER BT-046-R31B, BT-046-R31G, BT-046-R31W, BT-046-R31P

MANUFACTURER ZARYS International Group sp. z 0.0. sp. k, Poland

CLASSIFICATION Class | RULE 1
METHOD OF N/A CODE OF GENERIC DEVICE 19458
STERILIZATION GROUP ACCORDING TO UMDNS f'L\

Protects operative field against exfoliated epidermis, hair and droplet mfeqwns It is a barrier that

PERFORMANCE
CHARACTERISTICS minimizes the transmission of infectious agents between medical peﬁ’s}) el and patients. It also

protects the user from splashes of contaminated liquids. It is an elemed/of hospital infection control.
CURRENT TECHNICAL
STANDARDS ARE N 5019 4 ACH . ‘{‘:)
APPLICABLE TO THE 14683: 2019 + AC:2019 e
DEVICE O

¢
TECHNICAL DATA: ./;;\"}
AN

MASK TYPE ,V
ACCORDING TO A\

IR L™
EN 14683:2019+ \"\,

N

AC:2019 0

Inner layer (white colour): Po p}@}a?lene non-woven Spunbond type
RAW MATERIALS Filter layer (white colour): b’ropylene non-woven Meltblown type

Outer layer (blue/ greeWhWe/ pink colour) : Polypropylene non-woven Spunbond type
GRAMMAGE 25 g/m (£2g/m c}\ﬁ g/m (£2 g/m )+ 25 g/m (£2 g/m )

BT-046-R31B: bli&™
COLOUR BT-046-R3] @ ¢green

BT-046 83 /white

BT-Q46°RE1P: pink

;‘\‘»? Made of three layers of non-dusting and hypoallergenic non-woven

<§“‘ »  With modelling nose-piece
Q& = Splash resistant

FEATURES = With earloops

Latex-free
Single-use

Prepared by: Aneta Kotazirnska— Product Manager ZARYS International Group sp. z 0.0. sp.k.
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EARLOOPS
\ B
"
B
TECHNICAL DRAWING
Q
~Pimension Tolerance Unit
A M +5 mm
7
DETAILED DIMENSIONS ° 4.\;‘\ > = T
EARLOOPS (not
/ SPECIFICATION Mot & 2% 165 +10 mm
stretched) A‘Q«
nose—piec‘e_’—{@%gth 105 +5 mm
nose—p@gé\"&vidth 3 +0,02 mm
\0)\7 Number of pieces Packaging material Packaging size
PACKAGING Il’g\anediate packaging 50 pcs flat cardboard 18,0x10,0x7,5cm
_{'Bulk packaging 20 x 50 pcs corrugated cardboard 52,0x19,0x32,0cm
STORAGE CONDITIO@ Temperature: RS
Humidity: 30% - 80%
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