4

BAY TEK

TEKNIK TEKSTIL SANAYi ve TICARET A.S.

Digitally signed by Granaci Boris
Date: 2021.09.14 13:49:10 EEST
Reason: MoldSign Signature

Location: Moldova

DISPOSABLE SURGICAL GOWNS AND SURGICAL DRAPES

TECHNICAL DATA SHEET

1. FABRIC DATASHEET

Nonwoven Material “SMS Spunbond” fabric.

Fabric Raw Material Color Weight Properties
Opaque
Hydrophilic

Nonwoven Metal Free ' o
Medical PP SMS Blue 43 gsm Impermeable.u.) Microbial Migration

OEKO-TEX Certified

SMS
ISO 9001
Anti-Allergenic

All Bayteks’ fabrics are metal free and does not contain any radioactif elements neither biological

products. All Bayteks’ Fabrics are certified by Oeko-tex Standard 100 and manufactured under strict
ISO 9001 guidance.

2. PLAIN DRAPE FEATURES

2.1. INTENDED USE

The disposable plain drape provide efficient infection control and allow for rapid application

for short procedures, as well as comfort for patients during surgical procedures.

2.2. CATEGORY

The disposable plain drape of the brand Baymed of Bayteks can be classify in the sterile

category.

2.3. QUALITY ASSURRANCE
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Baymed'’s Plain Drape is manufactured in accordance with the EN ISO 13485 standard. This
ensures that we deliver products and services that consistently meet customer
requirements, guaranteeing full customer satisfaction.

All our products have a CE label and comply with the requirements of the Medical Device
Directive 93/42/EEC.

Baymed’s Plain Drapes are manufactured with Bayteks’ Fabrics that are manufactured under
Oekotex and ISO 9001 quality guidelines.

2.4. DIMENSION

All the dimensions of the plain drape can be customized according to the desir of the
customer.

2.5. PACKAGING

The disposable plain drape sterile is packaged in sterilization pouches. It can -

wrapped or not wrapped in a bundle cover.
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The disposable plain drape in its sterilization pouch pack is then double packed in order to
reduce all the risks it may encounter during their transportation.

The double packed plain drape is put in Baymed standard sized carton which dimensions are:
Height = 44 cm; Length = 40 cm and Width = 60 cm.

2.6. OPTION AVAILABLE
=  Custom dimensions

= Reinforcement area

= Wrap

3. SHELL LIFE

The disposable plain drape has a Shell life of 5 years.
4. STORAGE CONDITION

Store under ambient temperature and dry condition.

5. REGULATORY

Class IS Rule 1 MDD 93/42/ECC Annex / IX MDD 93/42/ECC
ISO 90001

ISO 13485:2016

OEKO-TEX STANDARD 100

EN 13795

6. COUNTRY OF ORIGIN

This plain drape is entirely manufactured in TURKEY.
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