)
& Hartalega

EU Declaration of Conformity

Manufacturer : Hartalega Sdn. Bhd.

C-G-9, Jalan Dataran SD1, Dataran SD PJU9, Bandar Sri Damansara,
52200 Kuala Lumpur, Malaysia.

Manufacturer’s Address

EU Representative Medical Device Safety Service (MDSS)

Schiffgraben 41, 30175 Hannover, Germany.
Product Description (MDR) : Latex Polymer Coated Powder Free Examination Gloves

Intended Purpose (MDR) Latex Polymer Coated Powder Free Examination Gloves are
intended to be used to contribute to prevent cross contaminations
in the framework of medical examinations and diagnostic/

therapeutic procedures conducted under non-sterile conditions.

Device Classification Class I, according to Annex VIII of Regulation (EU) 2017/745

Rule (s) : land5

Conformity Assessment Annex Il and Annex III
Procedure

Basic UDI-DI : 955524480HSBTFMD001D5D

Authorised Representative DE-AR-000005430

SRN

Manufacturer SRN MY-MF-000010461

Reference to Trade Name :  Attachmentl

(MDR)

Standard Reference (MDR) : Attachment Il

Product Description (PPER) : HSB-TF-014
5.5mil thickness latex polymer coated, powder free examination
gloves

Device Classification (PPER)

EU Type-Examination
Certificate Number (PPER)

Reference to Trade Name
(PPER)

Standard Reference (PPER)

Hartalega Holdings Berhad (741883-%)

C-G-9, Jalan Dataran SD1, Dataran SD PJU 9

Bandar Sri Damansara
52200 Kuala Lumpur, Malaysia

Tel: +603 - 6277 1733 Fax: +603 - 6280 2533

www.hartalega.com.my

Category III (Type B)
2777/12985-02/E00-00

Attachment I11

EN 420:2003+A1:2009
EN ISO 374-1:2016+A1:2018
ENISO 374-5:2016

Hartalega Sdn Bhd (75398-k)

No.7, Kawasan Perusahaan Suria
45600 Bestari Jaya
Selangor Darul Ehsan, Malaysia

Tel: +603 - 3280 3888 Fax: +603-3271 0135
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We, Hartalega Sdn. Bhd. herewith declared that above mentioned device:

e is in conformity with the Regulation (EU) 2017/745 of The European Parliament and of The
Council of medical devices.

e is in conformity with the provisions of Regulation (EU) 2016/425 on personal protective
equipment.

e issubject to the conformity assessment procedure Module C2 set out in Annex VII of Regulation
(EU) 2016/425, under the surveillance of the notified body SATRA Technology Europe Limited,
Bracetown Business Park, Clonee D15YN2P, Republic of Ireland (Notified Body number 2777).

This EU declaration of conformity is issued under the sole responsibility of the manufacturer,
Hartalega Sdn. Bhd.

Place and Date of Issue : Hartalega Sdn. Bhd./ 13t December 2021

Signed for and on Behalf of Hartalega Sdn.
Bhd.

-
-
Name : NYRUL AISYAH KONG

Position : WEPUTY GENERAL MANAGER -
~ QUALITY ASSURANCE
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ATTACHMENT I

Product or Trade Name

Reference Number

Peppler Sensitive Gel 406

XS: 406XS
S:406S
M: 406M
L: 406L
XL:406XL
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ATTACHMENT I1

Standard

Title

IS0 9001:2015

Quality Management Systems - Requirements

EN ISO 13485:2016

Medical Devices - Quality Management Systems - Requirements for
Regulatory Purposes

EN 455-1:2000

Medical Gloves for Single Use
Part 1: Requirements and Testing for Freedom from Holes

EN 455-1:2020

Medical Gloves for Single Use
Part 1: Requirements and Testing for Freedom from Holes

EN 455-2:2015

Medical Gloves for Single Use
Part 2: Requirements and Testing for Physical Properties

EN 455-3:2015

Medical Gloves for Single Use
Part 3: Requirements and Testing for Biological Evaluation

EN 455-4:2009

Medical Gloves for Single Use
Part 4: Requirements and Testing for Shelf Life Determination

BS EN
1041:2008+A1:2013

Information Supplied by the Manufacturer of Medical Devices

BS EN ISO 14971:2019

Medical Devices - Application of Risk Management to Medical Devices

ISO 15223-1:2016

Medical Devices - Symbols to be Used with Medical Device Labels,
Labelling and Information to be Supplied
Part 1: General Requirements

IS0 10993-1:2018

Biological Evaluation of Medical Devices
Part 1: Evaluation and Testing within a Risk Management Process

ISO 10993-5:2009

Biological Evaluation of Medical Devices
Part 5: Tests for In Vitro Cytotoxicity

IS0 10993-10:2010

Biological Evaluation of Medical Devices
Part 10: Tests for Irritation and Skin Sensitization

[SO 10993-11:2017

Biological Evaluation of Medical Devices
Part 11: Tests for Systemic Toxicity

ISO 10993-18:2005

Biological Evaluation of Medical Devices
Part 18: Chemical Characterization of Materials

ISO 2859-
1:1999/Amd1:2011

Sampling Procedures for Inspection by Attributes
Part 1: Sampling Schemes Indexed by Acceptance Quality Limit (AQL) for
Lot-By-Lot Inspection
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ATTACHMENT III

Product or Trade Name

Reference Number

Peppler Sensitive Gel 406

XS: 406XS
S: 406S
M: 406M
L: 406L
XL:406XL
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