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TECHNICAL

Standard Surgical Gowns—Sterile

Reinforced Surgical Gowns—Sterile

DATA SHEET

€

Description:
201001 :
201002:
201003:
201004:
202001 :
202002:
202003:
202004 :

Standard Surgical Gowns—Sterile, M
Standard Surgical Gowns—Sterile, L
Standard Surgical Gowns—Sterile, XL
Standard Surgical Gowns—Sterile, XXL
Reinforced Surgical Gowns—Sterile, M <

Reinforced Surgical Gowns-Sterile, L

Reinforced Surgical Gowns—Sterile, XL

Reinforced Surgical Gowns—Sterile, XXL
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Standard Surgical

Gowns—Sterile

SMS Fabric, Raglan sleeves, Adjustable Neckline — Hook and Loop,
White Binding, Book fold, Package with 2 Towels.

Dimensions:
M L XL XXL

Length 113cm 124cm 134cm 144cm
(front, neck to bottom)

Length 122cm 134cm 143cm 152cm
(back, neck to bottom)

Sleeve length 50cm 60cm 65cm 67cm
(underarm to cuff)

Neck length (overall) 58cm 58cm 58cm 60cm
Body width (chest) 69cm 70cm 77cm 80cm
Properties:

Basic weight of base material: 40 g/m?

Basic weight of reinforcement: 40 g/ m?

Standard Performance Gowns as defined by EN 13795
Test results as per EN 13755 available upon request.

Indication:

To prevent the transfer of infective agents between the operating
room personnel and the patient.
Single use product.

Counter indication:

None in particular.

Main materials:

Base material: SMS Fabric (polypropylene), topically treated for
alcohol repellency and static dissipation.

Cuffs and Threads: Polyester

Hook and Loop Fastener: Nylon, Polyethylene

Does not contain Natural rubber latex.

Reinforced Surgical Gowns—Sterile

Sterilization:

Products are sterilized by ethylene oxide (ETO).

Packaging:

201001, 201002, 201003, 201004

: Shipping case of 30units.
202001, 202002, 202003, 202004

All units are placed within one polyethylene bag.

Unit packaging: CSR wrap, FFS (Form/Fill/Seal) peal-bag,

2 traceability stickers. Bar coding: GS1-128 symbology, linear, on
shipping case and unit packaging. -

Manufacturing:

Products are manufactured in China
The quality system of the manufacturing sites is ISO 13485 complia

Regulatory information:

Products CE marked as per 93/42/EEC Directive on Medical Devices

Class of the device: |.sterile.

These productsare EN 13795-1: 2019, EN ISO 22610 : 2006 , EN ISO 22612 : 2005,
EN 1SO 9073-10:2004 , EN 20811:2018 compliant.

Storage:

Store in a dry and cool place, away from intense sources of heat.
Keep as much as practicably possible in its shipper box.

Shelf life:

3years, from date of manufacture.
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TECHNICKY LIST

Standardni chirurgicky plast — sterilni

Zesileny chirurgicky plast’ — sterilni ce

Popis:
201001: Standardni chirurgicky plast — sterilni, M

201002: Standardni chirurgicky plast — sterilni, L
201003: Standardni chirurgicky plast — sterilni, XL
201004: Standardni chirurgicky plast — sterilni, XXL
202001: Zesileny chirurgicky plast — sterilni, M
202002: Zesileny chirurgicky plast — sterilni, L
202003: Zesileny chirurgicky plast — sterilni, XL
202004: Zesileny chirurgicky plast — sterilni, XXL

Tkanina SMS, raglanové rukavy, nastavitelny prikrénik — na suchy zip.
Bilé vazani, pfelozené, baleni se 2 ruéniky.

Rozmeéry:

M L XL XXL
Délka 113cm  124cm 134cm 144 cm
(predni &ast, od krku dolt)
Délka 122cm  134cm  143cm 152 cm
(zadni ¢ast, od krku dol(i)
Délka rukavi 50 cm 60 cm 65 cm 67 cm
(od podpazi k manzeté)
Obvod u krku (celkovy) 58 cm 58 cm 58 cm 60 cm
Sitka (pres prsa) 69 cm 70 cm 77 cm 80 cm

Viastnosti:

Ploind hmotnost zakladniho materidlu: 40 g/m?

Ploind hmotnost vyztuZe: 40 g/ m?

Pl&5té pro standardni vykony podle definice EN 13735
Vysledky zkouiek podle EN 13755 k dispozici na wyzadani

Indikace:
Uréeno k zabranéni pfenosu infekce mezi personalem operacniho salu

a pacientem.
Vyrobek na jedno pouZiti.

Kontraindikace:

Zadné.

Hlavni materialy:

Zakladni material: SMS textilie (polypropylén), povrchové upraveny tak,
aby odpuzoval alkohol a statickou elektfinu.

Manzety a vazani: polyester

Suchy zip: nylon, polyetylén
Neobsahuje pfirodni kau€ukovy latex.

-

Sterilizace:
Vyrobky jsou sterilizované etylenoxidem (ETO).
Baleni:
201001, 201002, 201003, 201004

: pfepravni karton po 30 ks
202001, 202002, 202003, 202004
Vs8echny kusy jsou umistény v jednom polyetylenovém pytli.
Baleni jednotlivych kust: baleni CSR, FFS (Form/Fill/Seal) satek
s lepici klopou, 2 zaznamové §titky. Carovy kod: symbol GS1-128,
linearni, na pfepravnim kartonu a kusovém baleni.

Vyroba:

Vyrobeno v Ciné.
Systém kvality ve vyrobnich zavodech splfuje normu ISO 13485.

Regulaéni udaje:

Vyrobky jsou ozna¢ené CE podle Smérnice 93/42/EHS o
zdravotnickych prostredcich, tfida |, sterilni.
Tyto vyrobky spliiuji normy EN 13795-1: 2019, EN I1SO 22610 : 2006 ,

EN SO 22612 : 2005 , EN ISO 9073 - 10 :2004 , EN 20811 : 2018 .

Skladovani:

Skladujte na suchém a chiadném mist& mimo dosah
intenzivniho zdroje tepla.

Pokud mozno, uchovejte v plvodnich piepravnich obalech.
Skladovatelnost:

3 roky od data vyroby.



