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650104 Surgical Gown CLASSIC

Surgical Gown

Product details

Product group name : CLASSIC, Standard performance

Size : L-L

Descriptive feature : Alcohol repellant, Antistatic treated, Standard performance,
Two towels, Wrapped

Colour : Ocean

Sterile : Sterile

Brand : BARRIER®

Images

Delivered items

650104-00

Country of origin: Thailand

Shelf life: 5 years

Sterilization method: Irradiation

Production Responsibility: Moélnlycke Health Care (Thailand) Ltd, Amata Nakorn (Bang Pakong),
Industrial Estate, 700/461 Moo 7 Bangna-Trad Road, Km 57 Tambol Donhuaroh, Amphur Muang Chonburi
20000, Thailand

Packing information: First packaging layer is a peel-open sterile barrier, plastic/plastic. Once
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opened the sterile barrier cannot be closed again. Second layer is a plastic liner / bag. Third layeris a
corrugated board dispenser box. Fourth layer is a corrugated board transport box.
Is suitable for Tray: Yes

Packing Quantity GTIN Code UDI-DI Volume Weight

level

Piece 1 7332430791474 1893.9 272.7g¢
cm3 /-
Consumer 1 7332430875631 7332430875631
pack
Dispenser box 20 7332430791504 7332430791504 279x310x384
mm
Transport box 40 7332430791498 7332430791498 397x580x329 75.8 10.9/
mm dm3 8.5 kg
Pallet 800 7332430791481 800x1200x1789
mm
Technical

Dimension

Dimension reference Dimension text Dimension value
A Shoulder 22 cm

B Chest (most narrow part at front) 54 cm

C Top sleeve 58 cm

D Armhole 29 cm

E Cuff length 7 cm

F Neck 66 cm

G Length, highest point at shoulder 131 cm

H Circumference 154 cm

Disposal instructions

Non-hazardous waste used BARRIER products and sterility barriers should, in the majority of cases, be
classified as non-hazardous waste. They contain high amounts of energy and are well suited for
incineration. BARRIER products do not contain any hazardous substances that can leach out if the
products are land filled. Transport boxes are designed to fit existing recovery systems. The new
BARRIER packaging system complies with the Packaging Waste Directive of the European Union.
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Storage instructions

MélInlycke Health Care recommends that BARRIER products are stored under normal storage conditions.
All layers of packaging should be kept intact until access to the underlying layers is needed. Storage
facilities for products only protected by the sterility barrier should be kept under conditions where low
level of particulate air contamination prevail, so that it would not constitute a risk to the patient when
the package is opened and the product is used.

Classifications
Regulation type(s) MDR Class IS Locally Locally Locally
Regulated Regulated Regulated

CE Certificate Number : MDR 722028

Intended Purpose : The Surgical The Surgical The Surgical The Surgical
Gowns are Gowns are Gowns are Gowns are
single use, single use, single use, single use,
disposable, fluid disposable, fluid disposable, fluid disposable, fluid
repellent repellent repellent repellent
garments garments garments garments
intended to be intended to be intended to be intended to be
used as sterile used as sterile used as sterile used as sterile
by operating by operating by operating by operating
room personnel room personnel room personnel room personnel
during surgical  during surgical  during surgical  during surgical
procedures to procedures to procedures to procedures to
protect both the protect both the protect both the protect both the
patient and the patient and the patient and the patient and the
operating room operating room operating room operating room
personnel personnel personnel personnel
(users) from the (users) from the (users) from the (users) from the
transfer of transfer of transfer of transfer of
microorganisms, microorganisms, microorganisms, microorganisms,
body fluids and body fluids and body fluids and body fluids and
particulate particulate particulate particulate
material. material. material. material.

MDR Classification Rule : 1

Conformity Annexes : IX

Measuring Function : No

Notified body medical devices/PPE : BSi 2797 Local Authority  Local Authority  Local Authority

MEA EU Non EEC APAC
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Classifications

Regulation type(s)

CE Certificate Number :

Locally Regulated

Locally Regulated

Locally Regulated

Intended Purpose :

The Surgical Gowns
are single use,
disposable, fluid
repellent garments
intended to be used
as sterile by
operating room
personnel during
surgical procedures
to protect both the
patient and the
operating room
personnel (users)
from the transfer of
microorganisms,
body fluids and
particulate material.

The Surgical Gowns
are single use,
disposable, fluid
repellent garments
intended to be used
as sterile by
operating room
personnel during
surgical procedures
to protect both the
patient and the
operating room
personnel (users)
from the transfer of
microorganisms,
body fluids and
particulate material.

The Surgical Gowns
are single use,
disposable, fluid
repellent garments
intended to be used
as sterile by
operating room
personnel during
surgical procedures
to protect both the
patient and the
operating room
personnel (users)
from the transfer of
microorganisms,
body fluids and
particulate material.

MDR Classification Rule :

Conformity Annexes :

Measuring Function :

Notified body medical devices/PPE :

Local Authority
Americas

Local Authority
United Arab
Emirates

Local Authority
Kuwait

Applied standards : The standards presented below is a selection of the most
essential standards that are adhered to.

ANSI/AAMI PB70, EN 1041, EN 556-1, EN 13795, EN 62366, EN ISO 9001, EN ISO 13485, EN ISO 10993-1,
EN I1SO 10993-5, EN ISO 11607-1, EN ISO 11607-2, EN ISO 15223-1, ISO 15223-2, EN I1SO 10993-10, ISO

14001, 1SO 11137-1,1SO 11137-2
Removable label

Yes

GMDN Code (Global Medical Device Nomenclature)

35091 Operating room gown, single-use

UNSPSC
42131702 Surgical gowns

Commodity Code

4818500000 Wearing apparel mainly made of tissue/pulp paper

Find out more at www.molnlycke.com

MolInlycke Health Care AB, Box 13080, Gamlestadsvagen 3 C, SE-402 52 Goteborg, Sweden. Phone +46 31 722 30

00.

The Mdlnlycke trademarks, names and logotypes are registered globally to one or more of the Mdlnlycke Health Care

Group of Companies.
©2024 Moélnlycke Health Care AB. All rights reserved.

4/5

.’...
Molnlycke



Product data sheet 23 February 2024
|

CE Responsibility / Legal Manufacturer
Molnlycke Health Care AB, Gamlestadsvagen 3¢, Box 13080, SE-402 52 Goteborg Sweden

Basic UDIDI
733243000000000186KH
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