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POLA date: 2021-05-26

BETAtex amendment of: 2024-11-13

MANUFACTURER: ZARYS International Group sp. z 0.0. sp.k.

ADDRESS: ul. Pod Borem 18, 41-808 Zabrze, Poland; T: +48 32 376 07 00-02,06 F: +48 32 370 38 08; www.zarys.com

! CLASSIFICATION Class | medical device compliant with Medical Devices Regulation (EU) 2017/745 (MDR)

INTENDED PURPOSE

= Single-use medical device intended for use by medical personnel during
surgical interventions carried out in the operating theatre in order to prevent
exfoliated epidermal particles and hair with infectious microorganisms
present on them from reaching the operative wound from the operator’s
head, used for the prevention of surgical site infections.

FEATURES

= made of durable Spunlace 45 g/m? and polypropylene non-woven 25 g/m?

=  forage cap

= cap with an elastic rubber band in the back part

= the front part is elongated with the possibility of turning up l
= packaging: ergonomic cardboard box to remove individual pieces and foil bag

= dust-free non-woven fabric

= available colours: blue, green, white, yellow, pink
= |atex-free

= single-use

= non-sterile

= shelflife: 5 years

A

SALES PACKAGING TRANSPORT PACKAGING
BOX and FOIL CARTON

CATALOGUE NUMBER GRAMMAGE COLOUR MATERIAL

45 g/m? blue Spunlace
BT-001-45B-SPN (C|rcumferenc2e-5|des) (urcumfergnce-mdes) (circumference-sides) 100 pes 6 x 100 pcs
25 g/m white polypropylene non-woven

(top) (top) (top)

45 g/m? white Spunlace
(circumference-sides) (circumference-sides) (circumference-sides)
25 g/m? white polypropylene non-woven

(top) (top) (top)

6 x 100 pcs

BT-001-45W-SPN 100 pcs

45 g/m? pink Spunlace

(circumference-sides) (circumference-sides) Djgitall{cifgHEA BrEGEEnHEEBbris
| - . 6x100
BT-001-45P-5PN 25 g/m? white Dhte: 2025106 2drle |22 ABE&ET xEEpe
(top) (top) Reason: MoldSigtopignature

Location: Moldova
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