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Manufacturer SRN

Product Description (EU PPER)

Device Classification (EU PPER)

EU Type-Examination
Certificate Number (EU PPER)

Intended Purpose

Standard Reference

Reference to Trade Name

Hartalega Holdings Berhad (741883-x)
C in SD1, Dataran SD PJU 9

ild
pur, Malaysia

Hartalega NGC Sdn. Bhd.

No.1, Persiaran Tanjung, Kawasan Perindustrian Tanjung,
43900 Sepang, Selangor Darul Ehsan, Malaysia.

MDSS GmbH
Schiffgraben 41, 30175 Hannover, Germany.

Nitrile Powder Free Examination Gloves

Class I, according to Annex VIII of Regulation (EU) 2017/745
1land 5

Annex II and Annex III

955100777HNGCTFMDO005AQ8

DE-AR-000005430

MY-MF-000010459

Nitrile Powder Free Examination Gloves (= 2.2 mil)
Available in standard minimum 240mm length or a longer
cuff variant of 280mm

Category III (Type B)

2777/11578-03/E00-00

Nitrile 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.

and

Nitrile Powder Free Examination Gloves is intended to
protect users from substances and mixtures which are
hazardous to health and harmful biological agents that may
cause very serious consequences or irreversible damage to
health.
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Attachment II
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We, Hartalega NGC Sdn. Bhd. herewith declared that above mentioned device:

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

¢ isin conformity with the provisions of Regulation (EU) 2016/425 on personal protective
equipment.

e is subject to the conformity assessment procedure Module D set out in Annex VIII 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 NGC Sdn. Bhd.

Place and Date of Issue : Hartalega NGC Sdn. Bhd./ 12t December 2024

Signed on Behalf of Hartalega NGC

Sdn. Bhd.
Name : NURUL AISYAH KONG
Position : GENERAL MANAGER - QUALITY
ASSURANCE
Rev 31

Harlalega Holclmgs Berhad (741883-x) Hartalega NGC Sdn Bhd (sa4586-p)

No. 1, Persiaran Tanjung




ATTACHMENT I

STANDARD REFERENCE (MDR)

Standard

IS0 9001:2015

Title

Quality Management Systems - Requirements

ENISO 13485:2016+A11:2021

Medical Devices - Quality Management Systems —
Requirements for Regulatory Purposes

EN 455-1:2020+A2:2024

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

BS EN 455-1:2020+A2:2024

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

EN 455-2:2024

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

BS EN 455-2:2024

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

EN 455-3:2023

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

BS EN 455-3:2023

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 455-4:2009

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

BS EN ISO 20417:2021

Medical devices - Information to be Supplied by the
Manufacturer

BS EN ISO

14971:2019+A11:2021

Medical Devices — Application of Risk Management to
Medical Devices

[SO 15223-1:2021

Medical Devices -Symbol to be Used with Information to be
Supplied by the Manufacturer
Part 1: General Requirements

ISO 10993-1:2018

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

BS ENISO 10993 - 1: 2020

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

1SO 10993-5:2009

Biological Evaluation of Medical Devices

Part 5: Tests for In Vitro Cytotoxicity
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Standard

Title

BSENISO 10993 - 5:2009

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

[SO 10993-10:2021

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

BS EN ISO 10993 - 10:2023

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

[SO 10993-11:2017

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

BS ENISO 10993 -11:2018

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

[SO 10993-18:2020/ Amd
1:2022

Biological Evaluation of Medical Devices

Part 18: Chemical Characterization of Medical Device
Materials Within A Risk Management Process
Amendment 1: Determination of the uncertainty factor

BS ENISO 10993 -
18:2020+A1:2023

Biological Evaluation of Medical Devices
Part 18: Chemical Characterization of Medical Device
Materials Within A Risk Management Process

ISO 10993-23:2021

Biological Evaluation of Medical Devices
Part 23: Tests for Irritation

BS EN ISO 10993 - 23:2021

Biological Evaluation of Medical Devices
Part 23: Tests for Irritation

[SO 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

ASTM D4169-23el

Standard Practice for Performance Testing of Shipping
Containers and Systems
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STANDARD REFERENCE (PPER)

Standard

Title

EN ISO 21420:2020

Protective gloves - General requirements and test methods

ENISO 374-1:2016+A1:2018

Protective gloves against dangerous chemicals and micro-
organisms -

Part 1: Terminology and performance requirements for
chemical risks

EN ISO 374-5:2016

Protective gloves against dangerous chemicals and micro-
organisms -

Part 5: Terminology and performance requirements for micro-
organisms risks

EN 421:2010

Protective gloves against ionizing radiation and radioactive
contamination

Rev 31



ATTACHMENT II

Product or Trade Name

Reference Number

Vasco Nitril blue

XS5:9209809
5:9209817
M: 9209825
L: 9209833
XL: 9209841

Vasco Nitril white (150pcs)

XS: 9208402
S: 9208410
M: 9208429
L: 9208437
XL: 9208445

Vasco Nitril white (100pcs)

XS: 9207902
$:9207910
M: 9207929
L: 9207937
XL: 9207945

Vasco Nitril Soft white

XS:9201100
$:9201110
M:9201120
L: 9201130
XL: 9201140
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(ZANNIS M. KOKOLIAS & SIA O.E.)

Product or Trade Name Reference Number
PROFENCE 300 (100) (MEDICA LUBIN) XS, S, M, L, XL
GloveOn Celeste (UAB PREVINA) XS, S, M, L, XL
GloveOn Maverick (UAB PREVINA) XS, S, M, L, XL
PROFENCE NITRILE 350 S M, L XL

Wedo Gloves Black

XS: DS-WD-240-21
S: DS-WD-240-21
M: DS-WD-240-21
L: DS-WD-240-21
XL: DS-WD-240-21

Wedo Gloves Blue

XS: DS-WD-240-21
S: DS-WD-240-21
M: DS-WD-240-21
L: DS-WD-240-21
XL: DS-WD-240-21

XS: 444XS
S: 444S
PEPPLER NITRIL BLACK 444 M: 444M
L: 444L
XL: 444XL
ILICO NITRILE XS, S, M, L, XL
PROFENCE 320 (CONFEZIONI CAMBIANO) SSM,L
MANOXX PREMIUM NITRILE VIOLET BLUE SM, L, XL
MANOXX PREMIUM NITRILE WHITE S;M, L, XL

BAL PROTECT NITRIL LIGHT BLUE (150)

XS:26181301012
S:26181301022

M: 26181301032
L: 26181301042

XL: 26181301052

XXL: 26181301062

BAL PROTECT NITRIL LIGHT WHITE (150)

XS:26181301013
S:26181301023

M: 26181301033
L:26181301043

XL: 26181301053

XXL: 26181301063

BAL PROTECT NITRIL SENSE BLUE (200)

XS:2618122101
S:2618122102
M: 2618122103
L: 2618122104
XL: 2618122105
XXL: 2618122106

BAL PROTECT NITRIL SENSE WHITE (200)

XS: 26181221011
S:26181221021
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Product or Trade Name

Reference Number

GREENSHINE

L: 26181221041
XL: 26181221051
XXL: 26181221061

S:90120
M:90121
L:90122
XL: 90123

GREENSHINE BLACK

S: 90124
M: 90125
L:90126
XL:90127

FAVORIT MAX VELVET

XS: 37006 (Inner)/ 37001 (Outer)
S: 37007 (Inner)/ 37002 (Outer)
M: 37008 (Inner)/ 37003 (Outer)
L: 37009(Inner)/ 37004 (Outer)
XL: 37010 (Inner)/ 37005 (Outer)

IBERIAN CARE 3.0 (WITH LDPE FILM)

XS, S, M, L, XL

IBERIAN CARE 3.0 (WITHOUT LDPE FILM)

XS, S, M, L, XL

MEDIBASE NITRILE BLACK

XS:3160186
S:3160187
M: 3160188

FAVORIT MAX WHITE

XS: 20252 (Inner) / 20246 (Outer)
S: 20253 (Inner) / 20247 (Outer)
M: 20254 (Inner) / 20248 (Outer)
L: 20255 (Inner) / 20250 (Outer)
XL: 20257 (Inner) / 20251 (Outer)

ILICO PINK

XS, S, M

MEDBRUN NITRILE EXPERT

S: 14995
M: 14996
L: 14997
XL: 14998

MEDBRUN NITRILE EXPERT WHITE

XS: 30968
S: 18684
M: 18685
L: 18686
XL: 18687

MEDBRUN NITRILE EXPERT BLACK

XS:27911
S: 15277
M: 15278
L: 15279
XL: 15280

ALLPAC GLOVES

S;M, L, XL

BECARE NITRILE (100)

XS:50403101
S: 50403102
M: 50403103
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Product or Trade Name

Reference Number

L: 50403104
XL: 50403105

BECARE NITRILE (200)

XS: 50403001
S: 50403002
M: 50403003
L: 50403004
XL: 50403005

BECARE NITRILE GOODPAC+

XS: 50403201
S: 50403202
M: 50403203
L: 50403204
XL: 50403205

PROFENCE NITRILE 320 (LINEA FLESH SRL)

XS: P-NBPF-320-VBLU-XS
S: P-NBPF-320-VBLU-S
M: P-NBPF-320-VBLU-M
L: P-NBPF-320-VBLU-L
XL: P-NBPF-320-VBLU-XL

GLOVEON CELESTE (FINN TECHNOLOGIES &
PARTNER GmbH)

EMDAMED SOFT TOUCH

XS: CLS121XS
S: CLS121SS
M: CLS121MM
L: CLS121LL
XL: CLS121XL

XS:300.101
S:300.111
M: 300.121
L:300.131
XL:300.141
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