i Ap. Eyypagic
(Aoyotuno) 199101010171 (220483-7)

Avayv. S§T: B16-1808-22000008

Méhog mg Top Glove Corporation Bhd, pnog ewonypévng etapeiag ato Bursa Malaysia & Singapore Exchange.
EPI'OXTAZIO 9 : Lot 4969, Jalan Teratai, Batu 6, Off Jalan Meru, 41050 Klang, Selangor D.E., Ma)oaia.

+603 3392 1992 +603 3392 1291/8410 46012 2896 270 sales@topglove.com.my www.topglove.com
KATEYOYNEH EIMIXEIPHEHE : Nomapéyer l'ivnia ZraBepd Yyminig Howwmrag pe Amodonixd Xopmho Koorog,
EFKATALTASELE : 47 gpyooriow (Malmoie, Teikavn, Bietvap ko Kiva), 750 ypaypyés mapayays, 90 Sioexaroppipio yivaa emoiwg, 21.000 Yrdddnhot
ATOPA : EEfryer o 195 yipeg morykooping pe ypageio papketvyk onig HITA, m leppavio ko m Bpatidia.

AHAQZIH ZYMMOP®QZIHZ EE

EykaraaTdoelg Karaokeung - TOP GLOVE SDN. BHD
. Lot 4969, Jalan Teratai, Batu 6,
Off Jalan Meru, 41050 Klang, Selangor D.E.,

MaAaioia. .

|

Eviciog ApiBudg Eyypaeric (SRN) : MY-MF-000009690 ‘
|

E€ouaiobotnuévog EKTTpocwTTog evidg Euplitng . Top Glove Europe GmbH i

Bliersheimer Str. 80A, 47229 Duisburg Meppavia
TnA.: +49-(0)2065-76421-0, |
DaE; +49-(0)2065-76421-19

Eviaiog ApiBuog Eyypagng (SRN) : DE-AR-000004968 '
I

Ovopa ZUoKEUg : Favnia E€etaoTika Adte pe Moudpa |

Kwdikog lMpoidvrog - LPWN

Ta€ivounan (MDR) : Tdén |

Tagivounon (PPER) - Katnyyopia Il

Kavovag (MDR) : Kavovag 5.

Aiadikaoia Aglohdynong Zupudpowang (MDR) § I'Iapdpmpd I, Napaptnua Il kai MapdpTtnua 1V (AutompocbiopiZetar’

Aadikasia Aflohoynong Zuuudppwong (PPER) : Mapaptnpa VII (Evotnra C2)

Mdpka, ApiBuog Karahdyou kar Meyedn . Zuvnuuevo | |

laxuovta Mpoérutra (MDR) - Zuvnupévo |l |

Avogopd ouadag TrpoldvTwy (PPER) tEA101

ApiBuog MototroinTikol EEETaang Tumrou EE (PPER) . 2777/10905-03/E00-00

Tligratromriké E¢éraong tutrou EE

Trou ekd68nke atd (PPER) : SATRA Technology Europe Limited,
Bracetown Business Park, |
Clonee, D15YN2P, lpAavdia.

Ap1Buog Koivotroinuévou Opyaviopou (PPER) (2777

MpoRhetropevn XpRan (MDR) : Ta yavTia TpooplfovTal va popeBolv aTo XEpI TOU
UYEIoVOLIKOU TTPOCWTTIKOU KATA TNV DIGPKEIQ 1aTPIKWV
£€ETOOTIKWY BIABIKACILY YIO TRV TTPOCTOCIA TNG
diaoTaupoupevng péAuvong HETaEU UyElovouikoU

TTROCWITIKOU Kal aoBevr.

(uroypadn) (hoydrumo) DP 03/11/20/TGT

1 RA/DOC/MDRPPE/TG/LPWN/OP3/006/08/24/10/MB



Epeig, n Top Glove Sdn Bhd dnAwvoupe pe BikA Hag euBuvn OTI TO TTPOAVOQEPBEY TTPOTOV:

i. CuppopeuwyveTal TANpwS e Tt Fevik Atraitnon Amédoang Acgahieiag tou Koavoviopold Trepi
larpotexvohoyikwy lMpoidviwy (MDR) 2017/745. Auti n diAwon utmroaTnpiletal eTTiong amd 10 ZUoTNKO
Alaxeipiong Moidtntag £ykpion oUppwva pe 10 1SO 13485 trou ekddBnke amd tnv TUV SUD Poduct
Service GmbH. OAa ta SikaloAoynTiKd QUAGCCOVTAI 0TI EYKATAOTACEIS TOU KATAOKEUOOTH.

ii. akohouBei Tnv e€Eraon TutTou EE kal cuppopeuveTal Pe TIG SIOTAEEIS TWV vEwY Kovoviauwy Trepi MAT
(EE) 2016/425 Kartnyopiog Il kai, 6mmou cupBaivel autd, PE TO €BVIKO TTPOTUTTO TTOU WETAQEPE! TO
EVApUOVIgHEVO TTPOTUTTO WE apiBud EN I1SO 21420:2020, EN 1SO 374-1:2016+A1:2018 (EN ISO 374-
2:2019, EN 16523-1:2015+A1:2018, EN ISO 374-4:2019) ka1 EN SO 374-5:2016.

iil. utTokeltal oTig dladikaaieg TTou opifovtal oTo Mapdprnua VIl (Evotnra C2) twv véwv Kavoviouwy Trepi
MAI (EE) 2016/425 utd tnv emiPAewn Tou Kowvotroinuevou Opyaviopold SATRA Technology Europe
Limited, Bracetown Business Park, Clonee, D15YN2P, |pAavdia.

Bagoikég AvayvwpioTikoG Kwdikog

|

|

larpotexvohoyikoU IMpoidvrog (UDI-DI) : 955760100000F5 |

|

|

Xpovog loxuog AfAdwang Zupudpewaong EE . 28" AuyouaTou 2024 éwg 277 AuyouaTou 2026 |
(uTroypaepn)

Ovopa: Pn Noor Akilah Saidin
Idi6tnTa: Mevikdg AleuBuvtiic PuBpuioTikwy YTToBeaewv
TotroBeaia: Klang, MaAaigia

Huepounvia: 2817 AuyouaTtou 2024

(uTroypaepn)

(urtoypadri)
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ZYNHMMENO I

“Wiapra / Meyédn Ap1Buog Karaloyou (CN)
XS S M L XL
1. Top Glove TG-760100022 | TG-760100023 | TG-760100024 | TG-760100025 | TG-760100026
ZYNHMMENO 11

loyuovrta Mpoétumra (MDR):

Ap. Mpétumno NMepwypadéc :np:ggitz‘:na:

L. | ENIS013485:2016 S tihou o eTBl 50 AT | RSt 20Tk
latplcd yavtia plog xpriong. Mépog 1: Amantriosig koL

2. | EN 455-1:2020+A1:2022 SoKIALE Vit GrouiE GGV, @ePBpoudplog 2022
latplka yavria plac xpriong. Mépog 2: ATOTAOELS Kol

3. | EN 455-2:2015 BoKuEe yia buokéC LBLOTNTEC. Ampiliog 2015
laTpukd yavtia piag xpnons. Mépog 3: AattnoeLg Kot

4. | EN 455-3:2023 AexgpPplog 2023

SokLpég yia Brodoyikn aflohoynon.

loTpLKa yavTa piag xprionc. Mepog 4: ATOUTHOELS Kait

5. | EN 455-4:2009 Oxtwpplog 2009

SOKLUEG yLa Tov Tpocdloplopod Tng SLdpketag Lwng.

latpotexvoloyiko MNpoiov - Ehapuoyn dlaxeipong kivdiuvou

6. | ENISO 14971:2019+A11:2021 Askéupplog 2021

GE Latpotexvoloyikd npoidvra (ISO 14971:2019)

Aladikaoieg Setypartoiniog yia emBewpnon Baosl
XOPOKTNPLOTIKWY - MEpog 1: Zyédia Setypatolniag
I1SO 2859-1:2011 gupeTnpLacpéva Bdoet oplou mowdtntag anodoxrig (AQL) ya lolviog 2011
erBewpnon naptiba-naptida

BloAoyiir) afloAdynon yLa LatpotexvoloyLkd npoiovta -

8 |EN 1SO 10993-1:2020 Méepog 1: AfloAoynon kat £heyyog oTo mAaLoLo pLlag AexépBproc 2020
Slabikooiog Siayeipiong kwduvou (1SO 10993-1:2018)

BloAoyikr aéloAdynon yla LtpoTeXVoAoyLKA tpoiovTa -
9. |ENISO 10993-5:2009 Mépoc 5: AokLUEG yia in vitro kuTtapotogikdtnta (ISO 10993- lovviog 2009
5:2009)

BloAoyukr] a§loAdynon yla ietpoteXvoloyLika poiovia — MEpog
10: Aokipég yia epeBiopd kol euaieBntonoinon tou dépuatog @eBpouvaploc 2023
(1SO 10993-10:2021)

10. | EN 15O 10993-10:2023

BrohoyLkr| a€LoAdynon yLa LATPOTEXVOAOYLKA TIPoioVTa. AOKLUES

11. | EN IS0 10993-11:2018 . y Mdiog 2018
; oLOTNULKNAG TofkotnTag (ISO 10993-11:2017)
BioAoyLkr] o€LoAGynon LOTPOTEXVOAOYLKWY TIPOTOVTWY
- EN ISO 10993-18:2020 - Mépog 18: Xr]p.u(f)q XOLPOKTNPLOROT TWV U?\lKLU'V 10U ; Métoc 2020
’ LatpotexvoloyLkoU mpoidvtog oe pia Siadikooia Siaxeipiong
KwwSUvou (ISO 10993-18:2020)
3
DP 03/11/20/TGT

(untoypadn)
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13 | EN1SO 10093-23:2021 BIDA'OVLKﬁ C[ElO?\éVI:]Ur] chtporexvo'?\oymdm npoiovtwy Méptioc 2021
: - MEépog 23: Aokipeg yia epeBiopo (1SO 10993-23:2021)
latpotexvoloyikd mpoidvta - ZUPola TIou TIpEMEL va
XPNOLUOTIOLOUVTOL e TIANPODOPIES TIOU TIPETEL VI
14. | EN ISO 15223-1:2021 TIOPEXOVTAL AMd TOV Kataokeuaotr — MEpog 1 : Mevikég ZemtepPpiog 2021
anottnoeLs (IS0 15223-1:2021)
lotpotexvoloyikd Mpoiovia-Mepog 1: Edappoyn Tng ]
15. | EN 62366-1:2015/A1:2020 HIXEVIKAC EuxproTioc o€ latpotexvohoytkd Mpoidvta Auyouctog 2020
16. | 150 20417:2021 Iatp?texvohowm npoidvia - MNAnpodopieg mou Méiog 2021
mapéxovral ano tov Kataokeuaotn (1SO 20417:2021)
= ASTM D4169-16 Mpotumn IIIpOtK‘ELI(I’] yla Tnv E,OKLLLI’] uno&oc.nq Twv Anpihioc 2016
. ELMOPEVLUATWY KOl CUOTNULATWY QITOCTOANC
lotpotexvoloyikd tpoidvra - MopakoholBnaon LeTd TNV
18. | I1SO/TR 20416:2020 KaRASHOPLAY B KBTaCKEEOTE, lovALog 2020
MDR 2017/745
i (Keddhawo VII: Tprpa 1: ApBpo 83- MapakolouBnon Metd Tnv Nwinaon (PMS)
’ Ampikiog 2017
86) Mapaptnua lll AR
20. | MDR 2017/745 (Napdptnua VIII) Kavoveg Tagounong Anpihog 2017
21. | MDR 2017/745 (NMopdptnua |) Texvikn tekunpiwen Ampihiog 2017
MDR 2017/745
22, ' ) KAy Aflohdynan Ampihiog 2017
(Mapdptnuo XIV: Mépog A) PSS
AvaBewpnan 4,
23. | MEDDEV 2.7/1 Khwikr AfloAoynon ,
lovviog 2016
MDR 2017/745
24 (Keddhato VII: TuApa 2: ApBpo 87-
' 52) Enaypunvnon Anpilioc 2017
; ; . AvaBewpnon 8,
75. | MEDDEV 2.12/1 Tuotnua Emaypumnvnong latpoteyvoloyikwy Mpolovtwy lavoudpioe 2013
MDR 2017/745 I
26. {l'lo.pdptmfcx XIV: Mipoc B) KAwtikéc Mehétec MapakoAolBnaong petd tnv Kukhodopia Amnpiiiog 2017
. ) ) ! , AvaBewpnon 2,
27 | MEDDEV 2.12/2 KAwikég Mehéteg MapakohouBnaong pera tnv Kukhodopio lavoudptog 2012
To mapdv amoreAsi moTr kal akpiB yETd@paar) Tou
EMICUVATITOUEVOU OTIV TTapoUod EYYPAQPOU Qmmo Ta
AyyAIKG ota EAANVIKG. AnAWvw OT1 EXw ETAPKN yvwon
¢ AyyAiknic, kair 01 To mapdv £xer TARPN 10x0 évavTt
ommolagdnoTe SIKACTIKIS /) GAANG apxic ouu@wva
ue 10 dpBpo 36 mrap.2y rou Kwodika Aiknydpwy (N.4194/2013).
Marpa, v 3-9-2024
O peragpdoac Aiknyopog
SOMAT NIK. %, [POTIOYAOL 4
HIKHTO L, ANA
KANAFA 45L DATPA
: ™™y 4 760 837
; AG.M.: 146834839 - A.O.Y.: I NATPON DP 03/11/20/TGT
(uroypadn) thomstavropoulos@gmail rom
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TOP GLOVE SDN. BHD. 000 b
The World’s Largest Manufacturer of Gloves SR 10 BYAA0e 2200008
GOOD HEALTH, SAFETY FIRST & BE HONEST

TOF QUALITY, FOP EFFICIENCY
:

A mén&brf{op Glove Corporation Bhd, a Public Listed Company on Bursa Malaysia & Singapare Exchange

FACTO £ 101 4969, Jalan Teratal, Batu 6, Off Jatan Meru, 41050 Kiang, Selanger D.E_, Malaysia,
. +60333021992 M +60333921201/8410 [] 460122806270 @ ssles@wpgovecommy & www.lopglove.com
W To Produce Consistently High Quality Gloves At Efficient Low Cost.
[ FACILITIES #J_’ 47 Faclones (Malaysia, Thailand, Vielnam & China), 750 Production Lines, 50 Bilion Gloves Per Annum, 21,000 Employees.
[ MaRKET | Exporis to 185 countries woridwide with Marketing Offices in the USA, Germany and Brazi,

EU DECLARATION OF CONFORMITY (EU DoC)

Manufacturing Site : TOP GLOVE SDN. BHD
: Lot 4969, Jalan Teratai, Batu 6,
Off Jalan Meru, 41050 Klang Selangor D.E.,

Malaysia.
Single Registration Number (SRN) : MY-MF-000009690
European Authorized Representative : Top Glove Europe GmbH

Bliersheimer Str. 80A 47229 Duisburg ,Germany
Tel.: +49-(0)2065-76421-0,
Fax: +49-(0)2065-76421-19

Single Registration Number (SRN) : DE-AR-000004968

Name of Device : Latex Examination Powdered Gloves
Product Code : LPWN

Classification (MDR) :Class | 3

Classification (PPER) : Category lll

Rule (MDR) s Rule 5

Conformity Assessment Procedure (MDR) : Annex |, Annex Il and Annex IV (Self declared)
Conformity Assessment Procedure (PPER) : Annex VIl (Module C2)

Brand Name, Catalogue Number, and Sizes : Attachment |

Applicable Standards (MDR) : Attachment Il

Product Reference (PPER) : EA101

EU Type Examination Certificate Number (PPER) : 2777/10905-03/E00-00

EU Type Examination Certificate Issued by (PPER) : SATRA Technology Europe Limited,
Bracetown Business Park,
Clonee, D15YN2P, Ireland.

Notified Body Number (PPER) 2777

Intended use (MDR) : The gloves are intended to be worn on the hand
of healthcare personnel during medical
examination procedures to protect cross-
contamination between healthcare personnel and
patient.

“TO PREVENT CORRUPTION & BRIBERY. CORRUPTION & BRIBERY IS A CRIME.
BE HONEST AND NO CHEATING"

DP 04711 2WTGT

1
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NV <@
We Top Glove Sdn Bhd herewith declare with our own responsibility that the abovem%\ﬁoﬁéd
pooA

product ;

is fully compliance with the General Safety Performance Requirement of the Medical Device
Regulation (MDR) 2017/745. This declaration is also supported by the Quality Management
System approval to ISO 13485 issued by TUV SUD Product Service GmbH. All supporting
documentations are retained under the premise of ‘manufacturer.

is following to the EU Type Examination and conformity with the provisions of the new PPE
Regulations (EU) 2016/425 Category Ill and, where such is the case, with the national standard
transposing harmonized standard no. EN ISO 21420:2020, EN I1SO 374-1:2016+A1:2018 (EN ISO
374-2:2019, EN 16523-1:2015+A1:2018, EN ISO 374-4:2019) and EN [SO 374-5:2016.

is subject to the procedures set out in Annex VIl (Module C2) of the new PPE Regulations (EU)
2016/425 under the supervision of the notified body SATRA Technology Europe Limited,
Bracetown Business Park, Clonee, D15YN2P, Ireland.

Basic UDI - DI (MDR) : 955760100000F5

DoC Issuance Date : 28" August 2024 until 27" August 2026

1

Name:|Pn Noor Akilah Saidin
Designation: General Manager, RA
Place: Klang, Malaysia.

?ﬁj 28" August 2024

RA/DOC/MDRPPE/TG/LPWN/OP3/006/08/24/10/MB
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RIAIN ATTACHMENT |

No.

Fo)
r

Brand

Sizes

Catalogue Number (CN)

XS

S M E

XL

Top Glove

TG-760100022

TG-760100023 TG-760100024

TG-760100025

TG-760100026

Applicable Standards (MDR) :

ATTACHMENT II

No | Standard Descriptions Date Published
Medical devices - Quality management systems -
i EN ISO 13485:2016 Requirements for regulatory purposes (ISO March 2016
13485:2016)
2. | EN 455-1:2020+A1:2022 Wedicel gloves 1ofsinglelise. For i February 2022
Requirement and testing for freedom from holes.
3, EN 455-2:2015 Medlgal gloves for smgle use, Par:t 2: ‘ April 2015
Requirement and testing for physical properties.
. Medical gloves for single use. Part 3: Requirement
o EN 455-3:2023 and testing for biological evaluation HessinGar 2023
. Medical gloves for single use - Part 4:
. ERljdon 42008 Requirements and testing for shelf life determination Sdiabor S105
6. | EN1S014971:2019+A11:2021 | Medical devices - Application of risk management | oo p e 0021
to medical devices (ISO 14971:2019)
Sampling procedures for inspection by attributes
7. ISO 2859-1:2011 — Part 1: Sampling schemes indexed by acceptance June 2011
quality limit (AQL) for lot-by-lot inspection
Biological evaluation for medical device —
8. EN ISO 10993-1:2020 Part 1: Evaluation and testing within a risk December 2020
management process (ISO 10993-1:2018)
Biological evaluation of medical devices - Part 5:
9. EN ISO 10993-5:2009 June 2009
Tests for in vitro cytotoxicity (ISO 10993-5:2009)
) Biological evaluation of medical devices - Part 10:
10. | EN 130 10995-10:2023 Tests for skin sensitization (ISO 10993-10:2021) Feduant <023
- Biological evaluation of medical devices. Test for
L. | BRSO 0RE-112018 systemic toxicity (1ISO 10993-11:2017) REgenly
Biological evaluation of medical devices - Part 18:
. Chemical characterization of medical device
12. | EN IS0 10993-18:2020 materials within a risk management process (1SO May 2020
10993-18:2020)

RA/DOC/MDRPPE/TG/LPWN/OP3/006/08/24/10/MB
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No | Standard Descriptions Date Published
i Biological evaluation of medical devices - Part 23;
1 ENASEDRGR PR 02 Tests for irritation (1ISO 10993-23:2021) March 2024
Medical devices - Symbols to be used with
14. | ENISO 15223-1:2021 information to be supplied by the manufacturer - September 2021
Part 1: General requirements (1SO 15223-1:2021) "
| 15. | EN 62366-1:2015/A1:2020 Medical Devices - Part 1: Application of usability August 2020
engineering to medical devices
. Medical devices - Information to be supplied by the
16. | EN1SO 20417:2021 manufacturer (ISO 20417:2021) Meg 2021
Standard Practice for Performance Testing of :
17, | AETH D4168-15 Shipping Containers and Systems Aapiill 2
18. | ISO/TR 20416:2020 Medical devices — Post-market surveillance for July 2020
manufacturers
MDR 2017/745
19. | (Chapter VII: Section 1: Article | Post Marketing Surveillance (PMS) April 2017
83-86) Annex lll
MDR 2017/745 b .
20. (Annex VIIT) Classification rules April 2017
zy - [ PAOREOTYAS Technical Documentation April 2017
(Annex 1)
MDR 2017/745 Ay, ; ;
22. (Annex XIV: Part A) Clinical Evaluation April 2017
23. | MEDDEV 2.7/1 Clinical Evaluation Revsion 4
June 2016
MDR 2017/745 ]
24. | (Chapter VII; Section 2: Vigilance April 2017
Article 87-92)
; ; e Revision 8
25. Med D it ’
MEDDEV 2.12/1 edical Device Vigilance System January 2013
MDR 2017/745 6 : ;
26. (Annex XIV: Part B) Post Market Clinical Follow-up Studies April 2017
e ; Revision 2,
27. | MEDDEV 2.12/2 Post Market Clinical Follow-up Studies January 2012

ETTRUPWVETAI TO TTALDV

akpIRéC avTivpapo oo To

ETTionuo TToU Hou ETTEDEIXON
€ HUILIN XPNan
1-C-2e2n0
2 E 1IKL Game? JKNYO00L
BQMAX POMOYAO
ALK , ANA
K ‘ MATPA
6944 760 837

A.®.M.: 146854339 - A.O.Y.: T’ NATPON

thomstavropoulos@gmail com
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