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: Na mapéeyer Uivoo Zralepa Yympais Howwmrag pe Anodotixd Xapmho Kooros,
: 47 spyoaraoto (Mokasia, Toikavan, Bietvap kot Kiva), 750 ypapipids napeyayic, 90 Sicexoaroppipe yavna smaiong, 21.000 Yraldnhot.

.ATCOPA : E&dryer oe 195 yibpec maykooping pe ypageio papkenivyk onig HITA, m leppovia ko m Bpaliie.
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TTou £kB66NKe oo (PPER)

ApiBudg Kovotroinuévou Opyaviopol (PPER)

MpoRActropevn Xprjon (MDR)

(Aoydtumo)
(uTroypagn)

: TOP GLOVE SDN. BHD

. Lot 4969, Jalan Teratai, Batu 6,

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

- MY-MF-000009690

: Top Glove Europe GmbH
Bliersheimer Str. 80A, 47229 Duisburg eppavia
TnA.: +49-(0)2065-76421-0,
Pag: +49-(0)2065-76421-19

. DE-AR-000004968

: Favmia E€etaoTika Nitpidiou Xwpig Moudpa
: NPFN
: Tagn |
: Karnyopia Il
. Kavovaog 5,
; I'Iapdpmpa [, Dapdptnua Il kar Mapdptnua IV (Aurerrpeadiopizerar,
:Napdptnua VII (Evérnra C2)
; ZUVNHPEVO |
D Zuvnupevo
: EB201
. 2777/10848-06/E00-00

: SATRA Technology Europe Limited,
Bracetown Business Park,

Clonee, D15YN2P, IpAavdia.
2777

: Ta yavtia rpoopifovTal va gopeBoulv oTo XEPI TOU
UYEIOVOUIKOU TTPOCWTTIKOU KATA TNV SIGPKEIQ IATPIKWY
g€eTaoTiklv SIadIKaoIWV IO THY TTPOCGTACIA TNG

SIaoTAUPOUNEVNG HOAUVOTNG
MeTa€U uyeiovouikoU TTpoowTrikoU Kol agBevh.
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Eueig, n Top Glove Sdn Bhd &nAwvoupe pe BIkA pag eubivn 611 TO TTpoavagepBiv Tpaidy:
i. ouppopewveTal TTARPwS pe TN Tevikf Atraitnon Amodoong Ac@oAsiac Tou Kavow'cﬁmﬂﬁ TTepi
larpoTexvoAoyikwy MMpoiévtwy (MDR) 2017/745. Autr| n dfAwaon utrooTnpiferal TTiong amméd 1o ZUoTNUA
Niayeipiong lMoidétnTag éykpion clp@wyva pe 1o 1ISO 13485 trou ekddBnke amoé tnv TUV SUD Product

Service GmbH. OAa 1a dikaioAoynTIKA QUAACTOVTOI OTIG EYKATAOTATEIS TOU KOTATKEUOTTH.

ii. akohouBei TNV e€€taon TUTTou EE Kol guppoppveTal Je TIG DIATAEEIS Ty VEWY Kavoviguwy mepi MATT
(EE) 2016/425 Kartnyopiag Il kai, 6mou cupBaivel qutd, pe To €0viKO TTPOTUTTIO TTOU WETAQEPE TO
EVOpUOVIOPEVO TTPOTUTTO HE aplBud EN ISO 21420:2020, EN 1SO 374-1:2016+A1:2018 (EN 1SO 374-
2:2019, EN 16523-1:2015+A1:2018, EN I1SO 374-4:2019) ka1 EN 1SO 374-5:2016.

i utrékelrtal aTig dladikaacieg Tou opiovral ato MapdpTtnua VI (Evotnta C2) Twy vEéwv Kavoviouwy Trepi
MATIT (EE) 2016/425 utrd tnv emifAheywn tou Kovotrainuévou Opyaviopol SATRA Technology Europe
Limited, Bracetown Business Park, Clonee, D15YN2P, IpAavdia.

Baoikég AvayvwpioTikdg Kwdikog

latpotexvoloyikol Mpoidvrog (UDI-DI) 1 955760101940H5
Xpovog loxuog ARAwong Zuppdpewons EE : 28" AuyouaoTou 2024 £wg 271 AuyoloTtou 2026
(uTToypagr)

Ovopa: Pn Noor Akilah Saidin
1B16TNTa: evikdg AleuBuvTHS PuBuioTIKwy YTToBEoewvy
TormoBeoia: Klang, MaAaicia

Huepopnvia: 28" AuyouoTou 2024

(utroypaen)

(utroypaepr) 2
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ZYNHMMENO |

Mapka / Meyétn Ap1Bpog Karohdyou (CN)
XS S M L XL
1. Top Glove TG-760101962 | TG-760101963 | TG-760101964 | TG-760101965 | TG-760101966

loxUovta Mpotutra (MDR):

ZYNHMMENO 1

; ’ Huepopnvia
Ap. Mpotuno Mepypadeg Bifiosteuont
1 | evisosessaots e e e o) i
laTpLkd yavTia piag xprnong. Meépog 1: ATt oeLg Ko
2. | EN455-1:2020+A1:2022 SOKUIEC yLo aTtouaia oV, @efpoudplog 2022
latpikd yavTia piag xpriong. MEpog 2: ATaUTrioEL Kot
3. | EN455-2:2015 Bl via buouds (BibThTeS, AmpiAlog 2015
latpikd: yavTia piag xpriong. Meépog 3: ATOUTrOELS Kol
4. | EN455-3:2023 Sokuéc yia Bohoyiks afloAéynan. AeképPplog 2023
latpikd yavtia piag xpriong. Mépog 4: AmaitioeLg Kot
5. | EN455-4:2009 SOKLUEG yLol Tov TtpoaSLoplopd e Slapketag {wig. Oxtwppiog 2009
latpotexvoloyikd Mpoidy - Edmtpiiovr'] Suayelplong kwbuvou
6. | ENISO 14971:2019+A11:2021 o€ 1aTpoTERVONOyLKE TpaiévTa (IS0 14971:2019) Aeképupplog 2021
Awikaoieg detypatohnpiog yia embewpnon BaosL
XOPOKTNALOTIKWY - Mépog 1: Zxédia Sewypatoindiag
7. ISO 2853-1:2011 £UpETNPLOCUEVO BAGEL opiou TToldTnTag anodoyng (AQL) yia lovviog 2011
erBewpnon noptida-napriba
Blooyikn afloddynon yla LatpotexvoloyLkd mpolova -
8. |EN ISO 10993-1:2020 Mépoc 1: A€loAoynaon Kol EAEYX0C OTO TACLOLO LLLag AekpBptoc 2020
Suadikooiog dloyeiplong kwduvou (ISO 10993-1:2018)
Blohoywr a&LoAoynon yLo LaTpoTEXVOADYLKA TpoiovTa. -
9. |ENISO 10993-5:2009 Mépocg 5: AokLpég yia in vitro kuttapotofdtnta (ISO 10993- lovviog 2009
5:2009)
Blohoyikr] afloAoynan yLa taTpotexvoloyLkd mpoidvta — MEpog
10. | EN ISO 10993-10:2023 10: Aokipéc yia epeBlopd kot evaioBntomnolnon Tov £ppatog Deppoudplog 2023
(1SO 10993-10:2021)
11 | EN 150 10993-11:2018 BLO?\OVLKr‘]'QELOKC’)\fﬂGﬂ YLOL LTPOTEXVOAOY LKA TTPOLOVTO. AOKLHES Méioc 2018
ouoTnuLkng Toikotntag (1SO 10993-11:2017)
Brohoyikr afloAdynon LaTpoTEXVOLOYLKWY TIpoloVTWY
1 | EN SO 10993-18:2020 - Mépog 18:Xr1p.u<f5q )(ccfn'arcrnpwudqrmv ﬁA[KdJ:ITUU , Méioc 2020
. Latpotexvoloyikol Tipoidviog o pio Slabikaoio Staxeiplong
kwdlvou (ISO 10993-18:2020)
(utroypaepn) 3
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Blohoyikn afloAdynan laTpoTEXVOAOYLKWIV TIPOIOVTWY
13, | ENISO 10993-23:2021 ) . ) ; ‘
- Mépog 23: AokipEc yia epeBlopo (1SO 10993-23:2021)
lotpotexvoloyLKa TpoidvTd - ZUPPola TTou TIpENEL va
XPNOLHLOTIOLOUVTAL e TIANPOohopIeg TTOU TIPETIEL VoL
14. | EN IS0 15223-1:2021 TIOPEYOVTOL atd TOV KATOOKELOTTH — MEépog 1 : Mevikég ZemtepBplog 2021
anaitioelg (1SO 15223-1:2021)
latpoteyvoloyika Mpoidvia-Mépog 1: Edappoyn Tng -
15. | EN 62366-1:2015/A1:2020 UNXaVIKiC EuxpNoTiac oe latpotexvohoyikd Mpoidvra Auyouotog 2020
16. | 150 20417:2021 atp?rexvo?\owm mpoiovia I'I?\np'odaomeq ou Méuioc 2021
mapexovtaL amno tov Kataokeuaotn (1SO 20417:2021)
ASTM D4169-16 Mpotumn TI’.'p(lKTLKl'] yLo Tnv Sokuun anoﬁoc’nq Twv Antpihioc 2016
17. EUTTIOPEUHATWY KOL CLOTNUATWY ATOCTOARNG
latpotexvoloyLkd mpoidvta - MapakoholBnan petd tnv
18. | 1SO/TR 20416:2020 KbebeplEp kB R0 nTEG loGALog 2020
MDR 2017/745
(Keddhato VII: Tprpa 1: ApBpo 83- MapakohotBnaon Meta Tnv MwAnon (PMS)
19. ;
: Anplhog 2017
86) Napdptnpua Il
20. | MDR 2017/745 (Napdptnua VIII) Kawvoveg Tagwvounong Ampihiog 2017
21. | MDR 2017/745 (Mopéptnua ) Texvikr) tekpnpiwon Anplhiog 2017
MDR 2017/745
22, . . KAwikr) AfloAdynon Anpihoc 2017
(Mapaptnpa XIV: Mépog A)
AvabBewpnan 4,
23. | MEDDEY 2.7/1 KAwikn AgtoAdynon ’
lovuviog 2016
MDR 2017/745
24 (Keddharo VII: TuApa 2: ApBpo 87-
. 3 Emaypunvnon Ampiliog 2017
, : . AvaBewpnon 8,
25. | MEDDEV 2.12/1 Tuotnua Emaypinvneong latpotexvoloyikwy Mpoioviwy lewondplos 2013
MDR 2017/745 ) ) ) . . .
6. (it XIV: Méptt B KAwikéc Mehéteg MopakoAoUBnong petd tv Kukhodopica Ampihiog 2017
; ; ; ; : AvaBewpnon 2,
77. | MEDDEV 2.12/2 KAwikeg Mehéteg MapakoiotBnong peta tnv Kukhodopia lavoudiploc 2012
To napov anoteAel motr kat okplBr peTdppaan Tou
EMLOUVAITTOUEVOU OTNV ITAPOUCH EYYPAEOU Qo TO
AyyAika ota EAAnvikd. Anddvw OTL Eyw emapkr) yvwon
¢ ApyAiric, kot OTL To mapdv exetl mAfpn Loyu évavtt
onotaabnnote StkaoTikrg 1j dAANG apxric cuppwva
UEe To dpBpo 36 map.2y Tou Kwoika Atknyopwy (N.4194/2013).
Matpa, thyv 3-9-2024
O uetappaoas Awknyopog
@QMAT NIK nYPOZElggAUL
ALKH ’
KA - MATPA
TH 760 BE?HATDC "
i - 146854370 - A.0.Y.: " NIATPL
pTrovaaEn) A'mt'rd'r;stavropoulos@gmall coin 4
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» TOP EFFICIENCY

\, +603 3392 1992 ‘ =603 3382 129178410

T()p GLOVE TOP GLOVE SDN. BHD.
The World’s Ln.rgeat Manufacturer of Gloves

rz’ . p B
e/ 9} /X K embef of Top Glove Corporabon Bhd, a Public Listed Company on Bursa Malaysia & Singapore Exchange
Lot 4969, Jalan Teratai. Batu 6, OFf Jadan Meru, 41050 Kiang, Selangor D.E., Malaysia.
4/

L +60122896 270 M sales@iopglove com.my

Registration No
199104010171 {220483-T)
S8T 1D: B16-1808-22000008

& www.lopglove. com

[numﬁss_mscnqu{ To Produce Consistently High Quaiity Gloves At Eﬁ-cienl Low Cost.
| FAaciLITIES | 47 Factones (Malaysia, Thailand, Vietnam & China), 750 Production Lines, 80 Billion Gloves Per Annum, 21,000 Employees
MARKET | : Exports ta 195 countries woridwide with Marketing Offices in the USA, Germany and Brazi,

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)

: 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

. Nitrile Examination Powder Free Gloves
: NPFN
:Class | 3
: Category Il
' Rule 5
: Annex |, Annex Il and Annex IV (Self declared)
: Annex VIl (Module C2)
: Attachment |
: Attachment I
: EB201
: 2777/10648-06/E00-00
: SATRA Technology Europe Limited,
Bracetown Business Park,
Clonee, D15YN2P, Ireland.
L2TTT
: 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"

g

DP 01 ) 20TGT
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iii.

product ;

is fully compliance with the General Safety Performance Requirement of the Me&ical 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 ISO 374-1:2016+A1:2018 (EN ISO
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 (MDR) : 955760101940H5

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

(e
Name: PnWoor Akilah Saidin

Designation: General Manager, RA
Place: Klang, Malaysia.

33’[?: 28™ August 2024
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ATTACHMENT I

Catalogue Number (CN)

Xs

S M E

XL

Top Glove

TG-760101962

TG-760101963 TG-760101964

TG-760101965

TG-760101966

Applicable Standards (MDR) :

ATTACHMENT II

No |Standard Descriptions Date Published
Medical devices - Quality management systems -
47 EN ISO 13485:2016 Requirements for regulatory purposes (ISO March 2016
13485:2016)
2. | EN 455-1:2020+A1:2022 Medical glgwos forsinplalize - Rart i1 February 2022
Requirement and testing for freedom from haoles.
3 EN 455-2:2015 Medlc-:al gloves for sm.gle use. F’art 2. . April 2015
Requirement and testing for physical properties.
- Medical gloves for single use. Part 3: Requirement
4 EN 455202023 and testing for biological evaluation RRnemaer 2023
. Medical gloves for single use - Part 4:
2 b e Requirements and testing for shelf life determination SR R
6. EN ISO14971:2019+A11:2021 Medicall deviceg - Application of risk management December 2021
to medical devices (ISO 14971:2019)
Sampling procedures for inspection by attributes
7. ISC 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 I1SO 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 10993-5:2008 June 2009
Tests for in vitro cytotoxicity (ISO 10993-5:2009)
' Biological evaluation of medical devices - Part 10:
18- |ERiaapitaagmbts Tests for skin sensitization (ISO 10993-10:2021) Biehuany 2D2s
. Biological evaluation of medical devices. Test for
e e systemic toxicity (ISO 10993-11:2017) BayLid
Biological evaluation of medical devices - Part 18:
. Chemical characterization of medical device
2. | EN196 1602000 materials within a risk management process (ISO May 2020
10993-18:2020)

RA/DOC/MDRPPE/TG/NPEN/OP3/007/08/24/10/MB



No | Standard Descriptions Date Published
. Biological evaluation of medical devices - Part 23:
P s iy Tests for imitation (SO 10993-23:2021) M
Medical devices - Symbols to be used with
14. | EN ISO 15223-1:2021 information to be supplied by the manufacturer - September 2021
Part 1: General requirements (ISO 15223-1:2021)
' 15. | EN 62366-1:2015/A1:2020 Medical I_Devices - Pad 1 Application of usability August 2020
engineering to medical devices
) Medical devices - Information to be supplied by the
18. | ENISO20417:2021 manufacturer (1ISO 20417:2021) May 2021
Standard Practice for Performance Testing of :
1%, | 85IHD1ea16 Shipping Containers and Systems S G0
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 llI
MDR 2017/745 & gl .
20. (Annex VIII) Classification rules April 2017
21. MDRZ017745 Technical Documentation April 2017
(Annex I)
MDR 2017/745 Ao ; ;
22, (Annex XIV: Part A) Clinical Evaluation April 2017
oy . Revision 4,
23. | MEDDEV 2.7/ Clinical Evaluation June 2016
MDR 2017/745 ]
24, | (Chapter VII: Section 2: Vigilance April 2017
Article 87-92)
] : s Revision 8,
25. | MEDDEV 2.12/1 Medical Device Vigilance System January 2013
MDR 2017/745 il : ;
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 January 2012

ETMIKupwyL Al TO TTAL o
AKPIBES avTiypogo amod 1o
etmionuo Tou pou Tedeixen

A.O.M.: 146354339 - A.O.Y.. I’ MATPON
thomstavropoulos@gmail com
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