. Ap. Eyypagng
(Aoyotuno) 199101010171 (220483.)

Avayv. SST: B16-1808-22000008

Méog g Top Glove Corporation Bhd, puog eronypévng etanpeiog oto Bursa Malaysia & Singapore Exchange.
EPTOYTALIO9 : Lot 4969, Jalan Teratai, Batu 6, Off Jalan Meru, 41050 Klang, Selangor D.E., Mokonoia.

+603 3392 1992 +603 3392 1291/8410  +6012 2896 270  salcs@topglove.com.my www.topglove.com
KATEYOYNEH EMIXEIPHEHY : Na ropéeyes I'ivrin Zraepa Yymars Howmrag ue Anodorkd Xapnho Kooros,.
EFKATASTAZEIX : 47 gpyootaocia (Makaoia, Taravon, Bietviy ke Kiva), 750 ypappis mapayays, 90 Sioekaroppipia yavaia emoicg, 21.000 Yaaddnhor.
ATOPA 1 E&ryar ot 195 yhopeg morykooping pe ypageia paprenivyx ong HIA, m Veppavia ko m Bpalnia.

AHAQZIH ZYMMOP®QZIHZ EE

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

MaAaioia.
Eviaiog ApiBués Eyypagng (SRN) : MY-MF-000009690
Egouoiodortnuévog EkTpoowTTog eviog Eupwring : Top Glove Europe GmbH

Bliersheimer Str. 80A, 47229 Duisburg l'epuavia
TnA.: +49-(0)2065-76421-0,
dag: +49-(0)2065-76421-19

Eviaiog ApiBuog Eyypagnis (SRN) : DE-AR-000004968

Ovopa Zuokeung : Favnia EgeraoTmika AdTeg xwpig Moudpa
Kwdikédg MNpoidvrog . LPFN

Ta€ivépunon (MDR) :TaEn |

Tagivounaon (PPER) - Karnyopia lil

Kavévag (MDR) : Kavévag 5

Aiadikacia AgioAdynong Zupuopewong (MDR) : NMapdprnua |, Napdaprnua ll kai Mapdaptnua IV (AutompoadiopiZerar
Aladikacia AZloAoynong Zuppopewong (PPER) : Mapdptnua VIl (Evétnra C2)

Mdpxa, ApiBudg Kartahdyou kal Mey£0n : Zuvnupévo |

loxuovra Mpétutra (MDR) : Zuvnppévo li

Avagopd opadag Tpoioviwy (PPER) : EA201

ApiBuo6g Miototrointikou Egéraong Tutrou EE (PPER) : 2777/11077-02/E00-00
MototroinTiké E&ETaong Tutrou EE
Trou exd6Onke amé (PPER) - SATRA Technology Europe Limited,
Bracetown Business Park,
Clonee, D15YN2P, IpAavdia.
ApiBubd¢ Koivotroinuévou Opyaviouou (PPER) 22777

MpoBAemrduevn Xprion (MDR) : Ta yavmia mpoopidovral va gopeBolv 610 XEPI TOU
UYEIOVOUIKOU TTPOCWITIKOU KATE TNV DIGPKEIN IATPIKWY
g€eTaoTikwyv diadikaoiwy yia TNV TTPOOTACIA TNG

SlaoTaupouuevng HoAuvong HeTa&l UyEIOVOUIKOU
TTPOCWTTIKOU KAl aCOEevH).

(urovpadii) (AOV(')TU T[O) DP 03/11/20/TGT (uroypadh)

1 RA/DOC/MDRPPE/TG/LPFN/OP3/003/10/24/10/MB



Epeig, n Top Glove Sdn Bhd dnAwvoups e ik pag euBlvn 611 To TTpoava@epBEiy TTpoidv:

i. gugpopewvetal TAAPWS Me TN Tevikh Amaitnon Atmodoong AcQaAeiag Tou Kavoviopou Trepi
larpoTexvohoyikwv MpoidvTwv (MDR) 2017/745. Autr n driAwon utrooTnpileTal etriong amd To XuoTnua
Aiaxeipiong Moidtnrag €ykpion oUugwva pe 1o 1ISO 13485 trou ekd6Bnke amé v TUV SUD Poduct
Service GmbH. OAa 1a SikaiohoynTiKA QUAGCCOVTAI OTIG EYKATAOTACEIG TOU KATAOKEUAOTH).

ii. akoAouBei Tnv e€éraon T0TToU EE Kai guppopewvetal ye TS SIATAEEIS Twv VEWV Kavoviouwy Trepi MAT
(EE) 2016/425 Katnyopiag Il kai, émou cuuBaivel autd, pe TO €BVIKO TTPOTUTTO TTOU METOPEPE! TO
evapuoviguévo TTpdTuTo pe apiBudé EN 1SO 21420:2020, EN ISO 374-1:2016+A1:2018 (EN ISO 374-
2:2019, EN 16523-1:2015+A1:2018, EN ISO 374-4:2019) ka1 EN 1SO 374-5:2016.

iii. akohouBel Tnv e€étaon TutTou EE Kal cuppop@uveral JE TIG IaTAgelg Twv VEWY Kavoviouwy Trepi MATT
(EE) 2016/425 Karnyopiag Il ka1, 6mmou oupBaivel autd, pe 10 €BVIKO TTPOTUTTO TTOU HETAPEPEI TO
gvapyoviopévo TrpéTuTio pe apibud EN ISO 374-1:2016, EN420:2003+A1:2009, EN374-2:2014, EN374-
4:2013 ka1 EN374-5:2016.

iv. utrékeital oTig diadikaoieg Tou opigovrai oto Mapdptnua VI (Evernta C2) Twv vEwV Kavoviouwy Trepi
MAI (EE) 2016/425 umé v emiBAhewn tou Koivotroinuévou Opyaviouou SATRA Technology Europe
Limited, Bracetown Business Park, Clonee, D15YN2P, IpAavdia.

Baoikég AvayvwpioTikdg Kwdikdg

larpotexvohoyikou Mpoidvrog (UDI-DI) : 955760101080G4
Xpovog loxuog AnAwaong Zuppépewong EE . 7" OkTwpRpiou 2024 - 61 OkTwPpiou 2026
(utroypaery)

Ovoua: Pn Noor Akilah Saidin

I016TNTA: MEVIKOG AlguBuvTG PUBHIOTIKWY YTTOBECEWV
TomoBeoia: Klang, MaAaicia

Hpepopnvia: 71 Oktwppiou 2024

(utroypaen)

(uroypaer) 2
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ZYNHMMENO |

No Mdapka / Meyébn Ap1Bp66 KataAdyou (CN)
XS S M L XL
1. Top Glove TG-760101182 | TG-760101183 | TG-760101184 | TG-760101185 | TG-760101186
ZYNHMMENO II

loxtovta Mporumra (MDRY):

Ap. Npétuno Nepiypadég :::::;3‘:;:

1 | ewiso assaons ramond TooreTueiuere SOEOON TN g 016
latpikd ydvria piag xpriong. Mépog 1: AtautrioeLg kat

2. | EN 455-1:2020+A1:2022 Sokuéc yia anouaia onav. ®eBpoudptog 2022
latpikd yavua plag xpriong. Mépog 2: AltoutroeLg kat

3. | EN455-2:2015 BOKUEC Y1a UBLKEC LBLOTNTEC. Anpiliog 2015
latpikd yavria piag xpriong. Mépog 3: Altaitriioglg kau

4. | EN455-3:2023 Sokuuéc yia frohoyuxri atohdynon. Noéppprog 2023
latpikd yavua ptag xprions. Mépog 4: AlautroeLs Kal

5. EN 455-4:2009 SokipEg yia tov npoodioplopd g Stapketag Lwng. Oxtwpprog 2009
latpotexvoloyiko MNpoiov - Edappoyn Staxeipiong kivduvou

6. EN ISO 14971:2019/A11:2021 AekéuBprog 2021

O€ LATPOTEXVOAOYLKA Tipoiovta (ISO 14971:2019)

Awadikaoieg SewypatoAnyiag yia emBswpnon Baoet
XApaKTNPLOTIKWV - MEpog 1: SxéSa SetypatoAndiag
1ISO 2859-1:2011 eupetnplacpéva Baocet opiou modtntag arodoxic (AQL) yia lovviog 2011
emBewpnon naptida-naptida

BloAoyikr aloAdynan yLo LatpotexvoAoyLKA ipoldvra -

8. |ENISO 10993-1:2020 Mépog 1: A§loAdynon kat éAeyxog ato mAaioLo pLag AexéuBprog 2020
Sradikaoiag Staxeiptong kvduvou (1SO 10993-1:2018)

BloAoyikr} a§LoAdynon yLa LaTpoTeXVOAOYIKA IpoiovTa -

9. |ENISO 10993-5:2009 Mépoc 5: Aokipéc yia in vitro kuttapotofikdtnta (1SO 10993- louviog 2009
5:2009)
BloAoyikri a§loAdynon yia Latpotexvoroyikd npoidvta — Mepog
: 3 ‘ { ¢ Nogupprog 2021
10. | EN I1SO 10993-10:2021 10: Aokupég yla epeBiopd kat evalcdntonoinon tov dépuaros HBpLog

(1SO 10993-10:2010)

BloAoytkr} a€loAdyNnon yLa LATpOTEXVOAOYLKA TTPOLOVTA. AOKLUEG

11. | ENISO 10993-11:2018 . j Mauog 2018
) GUCTNHLKAG ToétkoTNnTag (1SO 10993-11:2017)
BioAoyikr} a€loAdynon LaTtpoTEXVOAOYLKWY TIPOIOVTWY
EN ISO 10993-18:2020 - MEpoC 18: XNUIKOG XUPOAKTNPLOKOG TWV UALKWY TOU Méuoc 2020
12. ' LOTPOTEXVOAOYLKOL TIPOISVTOE of pia Siadikaoia Siayeipiong
kwvSUvou (1SO 10993-18:2020)
EN 1SO 10993-23:2021 BLoAoyikr} a§LoAGynon LatpoTEXVOAOY LKWV TIPOIOVTWY Méptiog 2021
13. e

- M£pog 23: AOKLpEG yLa epeBLopd (1SO 10993-23:2021)

(uTroypaen) 3
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, , Hp.ebbunvia
Ap. Npétuno Nepiypadég Anpooisuong
latpotexvohoyLkd npotdvta - ZUBOAQ TOU TIPEREL va
XPriowonolouvTal Ue MANPogople; O NPETEL va
14. 1 EN 150 15223-1:2021 TAPEXOVTAL aMd TOV KATAOKEUAOTH — MEPOG 1 : TEVIKEC ZentépBplog 2021
anatioets (1ISO 15223-1:2021)
latpotexvoloyika Mpoidvia-Meépog 1: Edappoyr tng .
15. | EN 62366-1/A1:2020 HNXavikiG Euxpnotiag ot latpotexvoAoyikd Mpoidvta Avyouatog 2020
16. | 150 20417:2021 latpotexvoAoyikd npoidvra - NMAnpodopieg rou Méuoc 2021
’ napéxovrat anod tov Kataokevaotr (ISO 20417:2021)
ASTM D4169-22 Mpotumn npaktiky yia tnv dokiur anddoong twv DeBpoudploc 2022
17. EUMOPEVUATWY KAL CUCTNUATWY AOCTOANC
larpotexvoloyikd ripoidvra - MapakolouBnon petd tnv
18. | 1SO/TR 20416:2020 kurhodopia yia kataokeuaoTés loUALog 2020
MDR 2017/745
(KeddAawo VII: Turjpa 1: ApBpo 83- MapakoAouBnon Metd Tnv MwAnon (PMS)
19. AnpiAtog 2017
86) Napaptnua lli puitog
20. | MDR 2017/745 (Map&ptnpa Vi) Kavoveg Tagvounong AnpiAtog 2017
21. | MDR 2017/745 (Napdptnua ) Texvikn Tekpnpiwon AnpiAiog 2017
MDR 2017/745
22. , , KAwuikii A€LoAdynon .
(Napaptnua XIV: Mépog A) Anpihiog 2017
AvaBewpnon 4,
23. | MEDDEV 2.7/1 KAwikr A§loAdynon )
loUviog 2016
MDR 2017/745
24 (Kedpdato VII: Turua 2: ApBpo 87-
’ 92) Enaypdnvnon AnpiAiog 2017
25. | MEDDEV 2.12/1 Zvotnua Enaypinvnong latpotexvoAoyikwv Mpoidviwv Avafewpnon 8,
lavoudplog 2013
MDR 2017/745 KAwiké A€ Aouvd ) KA { AnpiAiog 2017
26. (Nap&ptnpa XIV: Mépog B) wikeq MeAeteg NMapakoAouBOnang petd tnv KukAodopia TIPLALOG
. , AvaBswpnon 2,
MEDDEV 2.12/2 M ) : { ,
27. / KAwikég MeAéteg NapakoholBnong petd tnv Kukhodopia lavoudpLog 2012

To napdv aroteel motr kat akpLBri petappacn tou
EMOUVATTTOUEVOU OTNV TOPOUCH EYYPAPOU Ao T

AyyAikd ata EAAnVikd. AnAwvw Ot éyw emapkr yvion
6 AyyAwkrig, kau 6Tt To napov éxel mAripn oyt évava

onoLaobrnote SIKACTTKNG 1} aAANG apxric ouupwva

He To dpBpo 36 map.2y tou Kwbika Aknydpwv (N.4194/2013).

Marpa, tnv 09-10-2024

O petappaoac Atknyépoc
OQMAZL NIK. ZTaAYPOTIOYAOZ
ATKHT
KANA

264H G :
¥ R R LavronGues.gr
(omojp o RResCavropouics.or
info@thomasstavropoulos. g

ACM

145854336, A0Y NATPON
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T P o N
TOP GLOVE [t St riidblors
{TOP QUALITY, TOP EFFICIENCY | 0,0 HEALTH, SAFETY FIRST & BE HONEST

.. Amember of Top Glove Corporation Bhd, a Public Listed Company on Bursa Malaysia & Singapore Exchange.

Registration No.
199101010171 (220483-T)
88T ID: 816~1808-22000008

el - L0t 4969, Jalan Teratai, Batu 6, Off Jalan Meru, 41050 Klang, Selangor D.E., Malaysia.
‘ \, 80333021992 #ff +603 339212018410 [] 460122806270 W sales@topglove.commy ) www.lopglove.com
[BusnESS DIRECTION] - To Produce Consistently High Quality Gloves At Efficient Low Cost.
47 Factories (Malaysia, Thailand, Vietnam & China), 750 Production Lines, 90 Bilion Gloves Per Annum, 21,000 Employees.
- Exports to 195 countries worldwide with Marketing Offices in the USA, Germany and Brazil.

EU DECLARATION OF CONFORMITY (EU DoC)

Manufacturing Site

Single Registration Number (SRN)

European Authorized Representative

Single Registration Number (SRN)

Name of Device

Product Code

Classification (MDR)

Classification (PPER)

Rule (MDR)

Conformity Assessment Procedure (MDR)
Conformity Assessment Procedure (PPER)
Brand Name, Catalogue Number, and Sizes
Applicable Standards (MDR)

Product Reference (PPER)

EU Type Examination Certificate Number (PPER)
EU Type Examination Certificate Issued by (PPER)

Notified Body Number (PPER)
Intended use (MDR)

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

: TOP GLOVE SDN. BHD
: Lot 4969, Jalan Teratai, Batu 6,

Off Jalan Meru, 41050 Klang Selangor D.E.,
Malaysia.

: MY-MF-000009690

: Top Glove Europe GmbH

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

: DE-AR-000004968

: Latex Examination Powder Free Gloves
: LPFN

: Class |

: Category il

:Rule5

: Annex I, Annex Il and Annex IV (Self declared)
: Annex VIl (Module C2)

: Attachment |

: Attachment i

: EA201

1 2777/11077-02/E00-00

: SATRA Technology Europe Limited,

Bracetown Business Park,
Clonee, D15YN2P, Ireland.
12777

: 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.

0P 03/11720/TGT ;BE ;m !



We Top Glove Sdn Bhd herewith declare with our own responsibility that the abovementioned produét ;

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 1SO
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 Il and, where such is the case, with the national standard transposing harmonized
standard no. EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018 (EN 1SO 374-2:2019, EN 16523-
1:2015+A1:2018, EN ISO 374-4:2019) and EN ISO 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 : 955760101080G4
DoC Issuance Date : 7" October 2024 — 6" October 2026

M/

Namel,Pn'Noor Akilah Saidin
Designation: General Manager, RA
Place: Klang, Malaysia.

Date: 7" October 2024

p




ATTACHMENT |

Brand

g Catalogue Number (CN)
o.
1. Top Glove TG-760101182 | TG-760101183 | TG-760101184 | TG-760101185 | TG-760101186
ATTACHMENT Il
Applicable Standards (MDR):
No | Standard Descriptions Date Published
Medical devices - Quality management systems -
1. | ENISO 13485:2016 Requirements for regulatory purposes (I1SO March 2016
13485:2016)
. ] Medical gloves for single use. Part 1:
2. | EN455-1:2020+A1:2022 Requirement and testing for freedom from holes. February 2022
3 EN 455-2:2015 Medlf:al gloves for smgle use, Part_ 2: . April 2015
Requirement and testing for physical properties.
. Medical gloves for single use. Part 3: Requirement
4. EN 455-3:2023 and testing for biological evaluation Noverber 2023
Medical gloves for single use - Part 4:
5. EN 455-4:2009 Requirements and testing for shelf life October 2009
determination
6. EN ISO14971:2019+A11:2021 Medica‘l device‘s - Application of risk management December 2021
to medical devices (ISO 14971:2019)
Sampling procedures for inspection by attributes
7. 150 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:
. -5: J 2009
? EN 150 10993-5:2009 Tests for in vitro cytotoxicity (SO 10993-5:2009) une
Biological evaluation of medical devices - Part 10:
10. | ENISO 10993-10:2021 Tests for irritation and skin sensitization (ISO | November 2021
10993-10:2010)
) Biological evaluation of medical devices. Test for
11. | ENISO 10953-11:2018 systemic toxicity (1SO 10993-11:2017) May 2018
Biological evaluation of medical devices - Part 18:
12. | EN 15O 10993-18:2020 Chemn.cal ch.arzjlctenlzatlon of medical device May 2020
materials within a risk management process (ISO
10993-18:2020)
. Biological evaluation of medical devices - Part 23:
13. | EN15010993-23:2021 Tests for irritation (ISO 10993-23:2021) March 2021




No | Standard Descriptions Date Published
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 (ISO 15223-1:2021)
15. | EN 62366-1/A1:2020 Meqlcal I?evices - P.art 1: Application of usability August 2020
engineering to medical devices
) Medical devices - Information to be supplied by the
16. | ENISO20417:2021 manufacturer (IS0 20417:2021) May 2021
17. | ASTM D4169-22 Sta?ndgrd Practl.ce for Performance Testing of February 2022
Shipping Containers and Systems
18. | 1SO/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 IlI
MDR 2017/745 e e :
20. (Annex Vi) Classification rules April 2017
21, | MDR2017/745 Technical Documentation April 2017
(Annex 1)
MDR 2017/745 L . .
22, (Annex XIV: Part A) Clinical Evaluation April 2017
23. | MEDDEV 2.7/1 Clinical Evaluation Revision 4,
June 2016
MDR 2017/745
24. | (Chapter VII: Section 2: Vigilance April 2017
Article 87-92)
. . .. Revision 8,
25. | MEDDEV 2.12/1 Medical Device Vigilance System January 2013
MDR 2017/745 . . .
. - 12
26 (Annex XIV: Part B) Post Market Clinical Follow-up Studies April 2017
Revision 2
27. | MEDDEV 2.12/2 Post Market Clinical Follow-up Studies evision 2,
January 2012

Axpifge erupmpdve avTlypago

Qid TO MEpETOTUTIO [ QKPHEES
QVLipaTo
, o, LS
Nérpa 3/,/2’7
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OOMAY NIK. I7
ATKHT QDD
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26130249
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