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PERSONAL PROTECTION SUPPLIES



MEDICAL GLOVES

DISPOSABLE GLOVES tenty

Purpose Use of gloves
« To protect the patient and the professional - Medical gloves are always single-use
« To prevent microbes from getting attached to hands « They are used per procedure and per patient
and spreading infection via hands » Depending on the situation either sterile or factory clean
» To protect the hands from gloves are used
Ta ke care Of your h a ﬂdS, - Occupational accidents - Disposable gloves are neither washed nor disinfected
- Cleansing agents
- Chemicals

- Stick injuries

Use the gloves correctly

- Medical gloves are donned onto clean, dry hands

- Hands are disinfected just prior to donning

- After disinfection hands must be allowed to dry before donning

» Hands may get contaminated when undonning the gloves, therefore hands must be disinfected also immediately after undonning
«In all cases involving contaminating materials attention must be paid to correct undonning

= The outer surface of the glove must not get into contact with skin

» When necessary double donning can be applied -> decreased risk of skin contamination while undonning
(e.g. when handling cytostatics)
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EC Certificate EC Certificate
Production Quality Assurance System Production Quality Assurance System
Directrive 93/42/EEC on Medical Devices (MDD), Annex V Directive 9342/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lib or ) (Devices in Class lla, lIb or II)
No. G2 055729 0008 Rev. 01 No. G2 055729 0008 Rev. 01
Manufacturer: Top Glove Sdn. Bhd. Manufacturer: Top Glove Sdn. Bhd.

Lot 4969, Jalan Teratai Batu 6 Lot 4969, Jalan Teratai Batu 6

Off Jalan Meru Off Jalan Meru

41050 Klang, Selangor D. E. 41050 Klang, Selangor D. E.

MALAYSIA MALAYSIA
Product Latex and Nitrile Surgical Powder free Product Latex and Nitrile Surgical Powder free
Category(ies): Glove, Sterile Category(ies): Glove, Sterile

The Certification Body of TUV SUD Product Service GmbH deciares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of the
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class llb and Ilt devices an additional Annex [l certificate is mandatory. See also notes

The Certification Body of TUV SUD Product Service GmbH deciares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of the
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class llb and Ill devices an additional Annex [ll certificate is mandatory. See also notes
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ZERTIFIKAT @ CERTIFICATE & 2iEiiif €« CEPTUOUKAT & CERTIFICADO ¢ CERTIFICAT

overleaf. overleaf.

Report No.: MYQMHO0319070Rev2-721423225 Report No.: MYQMHO0319070Rev2-721423225
Valid from: 2020-02-19 Valid from: 2020-02-19

Valid until: 2024-05-26 Valid until: 2024-05-26

Date, 2020-02-13 c. @Av

Christoph Dicks
Head of Certification/Notified Body

Page 10f2
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TOV SUD Product Service GmbH - Certification Body - Ridlerstrale 65 + 80339 Munich - Germany

ZERTIFIKAT @ CERTIFICATE & 2iiiiiif « CEPTUOUKAT & CERTIFICADO & CERTIFICAT

Date, 2020-02-13 c- @Av

Christoph Dicks
Head of Certification/Notified Body

Page 10f 2
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TOV SUD Product Service GmbH « Certification Body - Ridlerstrale 65 + 80339 Munich - Germany



EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, [Ib or II1)

No. G2 055729 0008 Rev. 01

Facility(ies): Top Glove Sdn. Bhd.
Lot 4969, Jalan Teratai Batu 6, Off Jalan Meru, 41050 Klang,

se'angof D. E., MA].AYS'A -.;LL"—_-—:

: i
Nitril Pudrasiz Mav
Nitrile Powder Free BUE

it ¢ CEPTUOUKAT ¢ CERTIFICADO o CERTIFICAT
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Page 20l 2
TUV SOD Product Service GmbH is Notified Bady with identification no. 0123

ZERTIFIKAT & CERTIFICATE & iiiHaH

TUV SUD Product Service GmbH « Certification Body - Ridlersirafie 65 - 0339 Munich = Germany




f/— Issued to: Top Glove Sdn Bhd ‘\1
Lot 4969 Jalan Teratai
SATRA Gatuo

Off Jalan Meru

TECHNOLOGY 41050 KLANG
Selangor D E

Malaysia

MNotified Body: 2777 SATRA customer number: PO130

TERMS AND CONDITIONS

EU Type-Examination Certificate

Certificate number: 2777/10648-04/E00-00

This EU Type-Examination Certificate covers the following product group(s) supported by testing to the relevant The following conditions apply in addition to SATRA's standard terms and conditions of business and
standards/technical specifications and examination of the technical file documentation: those given in the current certification agreement.
Following the EU Type-Examination this product group has been shown to satisfy the applicable essential health and
safety requirements of Annex Il of the PPE Regulation (EU) 2016/425 as a Category Il product.

Product reference: Description: The certificate holder is licensed to mark the products detailed within this certificate in accordance with
EB201 Nitrile examination powder free gloves available in: Annex V (Module B) of the Regulation (EU) 2016/425 of the European Parliament and of the council of
Black, White, Red, Pink, Blue, Light Purple, Green, Forest Green, Cool Blue, Cornflower 9th March 2016 on personal protective equipment once you have drawn up an EU declaration of product
Blue, Violet Blue, Marlin Blue, Sky Blue, Dodger Blue, Pearlescent Pink, Harmony Blue, conformity. Please note:
Avocado.
Sizes: Classification:
6 (XS) — 10 (XL) EN ISO 374-1:2016/Type B [ EN374-4:2013 1z Where the product is classified as category Ill then CE Marking of production is reliant on
37% Formaldehyde 6 3.1% current compliance with Regulation 2016/425 module C2 or Module D. (Except that specifically
40% Sodium Hydroxide 6 -25 6% produced to fit an individual user).
30% Hydrogen Peroxide 2 17.0% 2. Full details of the certification and product are contained within the manufacturer's technical
documentation.
EN I_SO 374-5:2016 ’ ] 3. Where a translation of this certificate exists, the English language version shall be considered
I;zz:zttz:gz :[[g \E;a;ﬁt:rla and Fungi ﬁg:z as the authoritative text.
4. Certification is limited to production undertaken at the sites listed in the manufacturers technical
documentation.
o Ongoing manufactured product shall be consistent with the product(s) certified and listed on

this certificate.

6. The Manufacturer shall inform SATRA of any changes to the certified product or technical
documentation.

T This certificate shall be kept together with the relevant technical documentation in a safe place
by the client named on this certificate. Production of this certificate and other documentation
may be required by a representative of the EC member state government.

8. This certificate relates only to the condition of the testable items at the time of the certification
procedure and is subject to the expiry date shown.

9. SATRA Technology reserves the right to withdraw this certificate if it is found that a
condition of manufacture, design, materials or packaging have been changed and
therefore no longer comply with the requirements of Regulation 2016/425.
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Standards/Technical specifications applied:
EN 420: 2003+A1: 2009; EN ISO 374-1:2016; EN 1SO 374-5:2016

Technical reports/Approval documents:
SATRA: CHM0265112/1749/EN/A, CHM0265112/1749/EN/B, CHM0265112/1749/SPT, CHM0272621/1826/JS,
CHM0275215/1836/LH, CHMO0275215/1836/LH/E, CHM0275215/1836/LH/D, CHM0275215/1836/LH/A/Final
TUV: 7191143339-CHM16-01-RC

Signed on behalf of SATRA: o> Hannah Coe e .. . Geoff Graham
Date first issued: 25/06/2018 Page 2 of 2
Date of issue: 14/03/2019 Expiry date: 25/06/2023

l‘\._ Page 1 of 2 J

SATRA Technology Europe Limited. Bracetown Business Park. Clonee. D15YN2P. Republic of Ireland.
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B CERTIFICADO = CERTIFICAT

B CEPTUOWKAT

ZERTIFIKAT ®m CERTIFICATE

CERTIFICATE

TV LD Maragone

The Certification Body
of TUV SUD Management Service GmbH

certifies that

Top Glove Sdn. Bhd.

Lot 4969 Jalan Teratal, Batu 6, Off Jalan Meru,
41050 Klang, Selangor

Malaysia

has established and applies
a Quality Management System for

Production and Distribution of
Natural Latex, Nitrile And Synthetic Medical Examination Gloves
(Powdered And Powder Free),Unstarlle

An audit was performed, Report No. 70093569

Prool has been fumished that the requirements
according 1o

ISO 9001:2015

are fullilled.
The cenificate is valid from 2020-02-09 until 2021-06-14
Centficate Registration No.: 12 100 25112 TMS.

A. /h-/ @ (o

Proouct Complance Maragemen
Murich, 2020.02-09
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EC DECLARATION OF CONFORMITY

Manufacturer's Name TOP GLOVE SDN. BHD
Manufacturer's Address : Lot 4969, Jalan Teratai, 6™ Mile, OF Jalan Meru,

41050 Klang, Sefangor D. E. Malaysia

Eurcpean Authornzed Representative - Top Glove Europe GmbH
Bliersheimer Str. 80, D-47229 Duisburg
Deautschiand/Germany
Tel . +49-(0)2065-76421-0, Fax +49-(0)2065-76421-19

Name of Device NITRILE & LATEX EXAMINATION GLOVES
Type . Powdered and Powder Free
Classification Class |, Non Sterile

Conformity Assessment Procedure Anmnax Vil

Conformity Route Seif Dedaration

We herewith declare with our own responsibility that above mentioned product(s) with CE mark is
fully compliance with Essential Requirement of tha EC Council Directive S3/42/EEC 14™ Junae
1993 concemed medical devices, amended by Council Directive 200747/EC

Competent Authority Bezirksreglerung Dusseldorf,
Regstration Date 31 March 2010
Regstration No : DE/CA20/02-TOPGLOVEB-01/10

W

Name: Pn Noor Akilah Saidin
De tion: QA Deputy General Manager

ce [ma| [Tea] [&| Go

GIRMANY EUmO=f LS A ALSTRALIA CANADA MATATRIA
“To Prevent & Against Corruption” and “Be Honest, No Cheating”™
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FDA Certificate

Certificate No.: CTT201808221255F DAC

Applicant MBTWLLC

Address: il Bonewy Proedore: D, Seviennch, GA 37 40R Liniterd Stacrs
MBTW LLC

Manulaclunes

Adibruns: 51 Hon~y I"ardus Or. Savannah, UA 5108 United Statsg

Product Name Disposable Nirile Gloves

Modal No.. 40220-WMS1440

Trade Name: Mid Prcls

Tost Report No.: Cl I201BM2212_56F—DA

Remarks: ;

When tested as speciligd. the submitted sariplefshoom ply with e spectcations for the amount of net
chioroform-soiuble extraciives fesidue used asfood-contact surface of articles i, US.FDA 21 CFR 1802

FDA

Tony BI
Technical Direclors

FDA REGISTRATION CERTIFICATE
Certificate No:JF-FDA-1101-0006

Certificate Holder

Registration Number: 3009960170
Ower/Operator Number:10047539
Data of verification: Nov. 1st, 2019

Listing Number Product codes Device Name

D252570 ElD FACE MASKSINFARED THERMOMETERS AND MEDICAL GLOVES

D224756 IME ?l(t.lnl_ or cold Reuseable
0278009 IMA PACK_HEAT MOIST

Registration Expiration Date:  2021/12/06

JA&F TECHNOLOGY SERVICES LLC has verified and declares that the above stated facility is
registered with the US Food & Drug Administration,Center for Drug Evaluation and
Research, Office of Drug Registration and Listing pursuit to the Code of Federal Regulation 21
CFR 207,0n the date stated above, and makes no other representations and warranties,nor  §
does this certificate makes other representations and warranties to other person or entity
other than the name certificate holder,for whose sole benefit it is issued.J&F TECHNOLOGY
SERVICES LLC Assumes no Liability to any person or entity in connection with the
foregoing J&F TECHNOLOGY SERVICES LLC IS A PRIVATE REGISTRATION AGENT AND IS
NOT AFFILIATED WITH THE FOOD AND DRUG ADMINISTRATION,

ED

J&F TECHNOLOGY SERVICES LLC.
1961 MORRIS AVENUE UNION

NEW JERSEY 07083

UNITED STATE
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