Technical Data Sheet

© Medicom

SAFETOUCH ADVANCED HEAVY POWDER-FREE NITRILE GLOVE
1135P CAT lll Personal Protective Equipment & Class | Medical Device

FEATURES & BENEFITS \\’ / -

* Good dexterity. X* < y

* Excellent grip in both wet and dry conditions due to {f': \\
textured fingers. B e o

* Provides great protection and flexible “latex-like” comfort. , =

Ideal for: ‘
* Users allergic to latex. “

* Glove for professional use.

* In the healthcare environment, this glove is used to make barrier against microorganisms between
the healthcare professional, the patient and their environment.

* Inanindustrial environment, this glove is designed to protect the wearer from tested chemicals
(including chemotherapy medicines), radioactive particles and microorganisms (bacteria, molds
and viruses).

* The powder-free glove reduces the risk of airborne contamination and limits the risk of irritation.

PRODUCT DESCRIPTION
Product name : MEDICOM - SafeTouch Advanced Heavy - Glove
Product type : Single use, non-sterile
Material : Nitrile Item Size
Colour: Light Blue
Shape : Ambidextrous 1135P-A 6 XS
Cuff : Beaded 1135p-8 ; s
Surface : Textured fingertips
Length : > 240 mm 1135p-c 8 M
Thickness (palm/finger/cuff) 0,11 mm/0,14mm/0,11mm £ 0,02mm 1135p-D 9 L
Powder free : Yes
: 1135P-E 10 XL
Weight (M) : 7g
Country of origin : Malaysia
Marking on T WP N EMSOM — s a0 ““"
packaging: CE MD A@@ I:]—il ? /ﬂ/ @
0075 e “”‘“5
INDUSTRIES

Industry / Chemistry / Petrochemistry / Health / Medical / Cancerology / Hygiene / Maintenance /
Cleaning / Cleanroom / Laboratory / Pharma / Research
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1135P SAFETOUCH ADVANCED HEAVY POWDER-FREE NITRILE GLOVE

CAT Il Personal Protective Equipment & Class | Medical Device

CERTIFICATION AND STANDARDS

Manufactured under an 1ISO 13485 and I1SO 9001 certified quality system.
Meets the requirements of European Regulation 2017/745 (Medical Devices).
Comply with the standards EN 455-1/2/3/4 Medical gloves for single use.

Meets the requirements of European Regulation 2016/425 (Personal Protective Equipments)

Comply with the EN I1SO 21420, EN I1SO 374-1/2/4/5, EN 16523-1, EN 421, EN 388 and ASTM D6978-05.

Tested chemicals CAS N° Letter Permeation (performance level)
n-Heptane 142-82-5 J 2 (>30 min)
Sodium hydroxide 40% 1310-73-2 K 6 (>480 min)
Hydrogen Peroxide 30% 7722-84-1 P 6 (>480 min)
Formaldehyde 37% 50-00-0 T 6 (>480 min)

& See the information leaflet for the performance of chemotherapy drugs, according to ASTM D6978-05.

PRECAUTIONS OF USE

The mask must be used on intact skin only.

The reuse or extended use may lead to infection or cross-contamination.
Please refer to your national legislation on the subject of disposal of this product once it has been used.

STORAGE CONDITIONS

Normal conditions of conservation & storage : not to be exposed to moisture and sun, must be stored
at a temperature between 5°C and 40°C.

Shelf life of the product : 5 years.

LOGISTIC INFORMATION
Q Specifications Yoo @ Specifications Colour code
outer case inner case inner & outer
Gross
Size . TY, Size
Item weight ary/ QTyY Colour
mm pallet mm
kg
1135P-A  465x270x 235 7,5 54 225x 130x 90 10x 100 -
1135P-B  465x270x 235 8 54 225x130x90 10X 100 -
1135P-C  465x270x 235 8,50 54 225x 130x 90 10x 100 -
1135P-D  465x270x 235 9 54 225x130x 90 10 x 100 |:|
1135P-E  465x270x 235 9,5 54 225x130x 90 10 x 100 -
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1135P

LOGISTIC INFORMATION (Cont.)

M EAN Codes

SAFETOUCH ADVANCED HEAVY POWDER-FREE NITRILE GLOVE

CAT Il Personal Protective Equipment & Class | Medical Device

Items Outer case Inner case
1135P-A 3662036 020 550 3662036020 567
1135P-B 3662036020574 3662036020 581
1135P-C 3662036020 598 3662036 020 604
1135P-D 3662036020611 3662036 020 628
1135P-E 3662036 020 635 3662 036 020 642

N

KOLMI HOPEN

e RO UuU®P

Groupe Kolmi Hopen SAS

Bld de la chanterie | 49124 Saint Barthélemy d’Anjou — France
Bld de la chanterie | BP 10059 — 49181 Saint Barthélemy d’Anjou Cedex — France
T:+33(0)241963434 | F:+33(0) 241963453 | sales@kolmi-hopen.com | www.medicom-eu.com
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