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il.

Epeic, n TG Medical Sdn. Bhd., nAwvoupe pe Sikry pag eublvn 611 1o TpoavagepBév Tpoidv pe orjpa CE.

MAnpoi Tig diardgeig g Odnyiag 93/42/EOK Tou ZupBouhiou tng EK tng 14" louviou 1993 mepi larpoTexvoloyikwv
lMpoidvTwy, n otoia TpoTroTroIfBnKE ammd tnv odnyia 2007/47/EK tou ZupBouliou. OAa 1a SikalohoynTikd QUAdToovTal OTIG

EYKATAOTAOEIS TOU KATAOKEUQOTH).

AkohouBei v e€étaon TOTTOU EE ko guppoppaveral pe mig diatdfeig Twv vewv kavoviopwy MAT (EE) 2016/425
Karnyopiag I ko, katd TepimTwon, He To €BVIKG TIPOTUTTO TTOU HETOWEPEI TO evapuoviopévo mrpoétuto ap. EN 1SO
21420:2020, EN I1SO 374-1:2016+A1:2018 (EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN 1SO 374-4:2019) ka1 EN

ISO 374-4:2019 5:2016.

Yokerrar oTig Sladikagicg ou opifovtal oto Mapdptpa VI (Evomta I'2) twv véwv Kavoviopwv MAT (EE) 2016/425 utrd
v emiBAewn Tou kovotroinpévou opyaviopol SATRA Technology Europe Limited, Bracetown Business Park, Clonee,

D15YN2P, |pAavdia.

loyUovra péTutra gUpQuva He Ty Odnyia MDD:

Ap. MpoéTutro Mepiypapég Huepopnvia
dnuogisuong

1. EN ISO 13485:2016 larpotexvohoyikd Mpoidvia - ZuaTipata dlaxeipiong moIdTnTag - Mdpriog 2016

ATTaIToEIS yia puBuioTikoUs okotrolg (ISO 13485:2016)
i . larpikd yavria piag xpriong. Mépog 1: ATTaiTiOEIG Kal DOKIJEG yia

2 EN 455-1:2020+1:2022 T deBpoudplog 2022

3 EN 455-2-2015 larpikd yavria piog xprions. Mépog 2: ATTaITioelg Kal SOKIMEG VIO QUOIKES AmpiNiog 2015
1810 TEG,

. latpikd yavria piag xprions. Mépog 3: ATTaiTiioeI§ Kol DOKIES Yia

4, EN 455-3:2015 BIOAOYIKT GEIOAGYNOT. Arrpihiog 2015

5, EN 456-4:2009 larpikd yévria piag xpriong. Mépog 4: ATraitiioeig kal SoKIHES Yo Tov OkTGBpIoC 2009
poadiopIopo TG SIGPKEIag wis.

5: EN _ ) larporexvoloyikd Mpoidvra - EQapuoyr| diaxeipiong kivdivou oe Aeképppiog 2021

1S014971:2019+A11:2021 "

1arpoTeXVoOAOYIKA TrpoiovTa (ISO 14971:2019)

T 1SO 2859-1:2011 Aladikaaieg delyparoAnyliag kai ivakag yia emBewpnan clppwva pe loviog 2011
XAPaKTNPIOTIKA
Atrooteipwon TrpoiévTwy uyeiovouikrg TepiBaAyng MikpoBiohoyikég

8. EN ISO 11737-1:2018/ A1:2021 uEBodol - Mépog 1: Npoodiopiopds TTANBUCHOU HIKPOOPYAVIOHWY TE lodviog 2021
mwpoiovIa - Tpotrodoyia 1 (ISO 11737-1:2018/Tp. 1:2021)
ATroaTeipwaon TPoidvTwy uyelovopikig TepiBaAyng - MikpofioAoyikég

9. EN ISO 11737-2:2020 HéBoBOI - Mépog 2: AOKIPEG OTEIPGTNTAG TTOU TTPAYHOTOTTOIOUV TN VIO TOV Mdiog 2020
opiopé, Tnv emoAnBeuon kol T ouviipnon Miag  Siadikaoiag
amooTeipwong (1ISO 11737-2:2019)
ATrooTeipwon TrPoiévTwy uyeiovoHIkhG TrepiBaAyng - AkTivoBoAia -

10 EN ISO 11137-1:2015/ A2:2019 Mépoc 1: ATTAITHOEIC i avaTTTugn, emahfBeuon kan cuvien EAeyXo piag Noéuppiog 2019
Biadikaoiag arooTEIpWONG YIa IATPOTEXVOAOYIKA TTpoidvTa - TpoTroAoyia
2: AvaBewpnon otig 4.3.4 kai 11.2
(1SO 11137-1:2006/Tp. 2:2018)

1. EN ISO 11137-2:2015 AtrooTeipwan mpoidvTwy uyelovouikis mEpiBaiyng - AxTivoBoAia - lodviog 2015
Mépog 2: KaBopiopog tng ddong amooreipwong (1ISO 11137-2:2013)
BioAoyiki agioAdynon yia 1aTpoTEXVOAOYIKG TTPOIGY —

12. | ENISO 10893-1:2020 Mépoc 1: AfioAéynon kal dokip oro Thaiolo piag Sladikaaiag Aexépppiog 2020

n

diayeiplong kivdovou (1ISO 10993-1:2018)
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BioAoyikn agloAéynon 1arpotexXvohoyikiv Trpoidvtwy - Mépog 5: AoKILEG

13/}, EN,ISO 10993-5:2009 yia in vitro kuttapotogikéTnTa (ISO 10993-5:2009) lodviog 2009
) BioAoyiki) agloAdynon iatpoTexvoloyikuwy TTpoidvTwy - Mépog 10: 2
14. | ENISO 10993-10:2013 AokIpég yia EpeBIoNd Kai euaioBnTtomolnan tou Sépuarog (1ISO 10993- Alyouorog 2013
10:2010)
: BioAoyikr| agloAéynon iatpoTexvoAoyIKWY TPOTOVTWY. AOKIMK
5. | ENISO10PRS-11:2015 ouoTaTIKAG TogIkGmTag (SO 10993-11:2017) oS 2018
BioAoyikn agloAbynon 1arpoTeXvoloyIKwy TTpoidvTwy - Mépog 23
16. | EN ISO 10993-23:2021 Aokipég yia epeBiopé (ISO 10993-23:2021) Mdpmog 2021
ZUOKEUOOIO YiO TEPHATIKG CTTOOTEIDWHEVT IATPOTEXVOAOYIKG TTPOIGVT -
17. | EN S0 11607-1:2020 Mépog 1: ATQITHOEIG Yia UNKG, OTTOCTEIPWMEVT GUOTAPATA QPayLoU Kai lavoudpiog 2020
ougoTyara ouckevaaiag (ISO 11607-1:2019)
ZUOKEUOOTID YIO TEAIKWG ATTOOTEIPWHEVT IATPOTEXVOAOYIKA TTpOidVTa ~
18. | ENISO 11607-2:2020 Mépog 2: Amamrioels emkipwong yia dlodIkaoles BIOUGPQWONG, lavouGpiog 2020
a@paylong kai ouvappohéynong (ISO 11607-2:2019)
larporexvohoyikd Mpoiévra - ZouBoAa Tpog Xprion e TTAnpopopieg TTou )
19. | ENISO 15223-1:2021 TPETTEN Vol TIAPEXOVTON TG TOV KATAOKEUADTH - MEPOG 1: Mevikég Zemrépppiog 2021
araitioelg (1ISO 15223-1:2021)
) larporexvohoyikd Mpoibvra — Emitipnon petd m didBeon oty ayopd ;
20. | ISO/TR 20416:2020 VIOl KATQOKEUQGTES loOAiog 2020
: ; . AvaBewpnon 9,
21. | MEDDEV 2.4/ 2.4/1 Tagvépnon larporexvooyikol Mpoidvtog lodviog 2010
. lavoudpiog 2012
22. | MEDDEV 2.5/10 2.5/10 Odnyla yia E€ouoiobotnuévo AvTiTpéowTto
; AvaBewpnon 4,
23. | MEDDEV 2.7/1 2,71 Khwikr) Aglohdynon lowviog 2016
’ 4 ; AvaBewpnon 8,
24. | MEDDEV 2.12H1 2.12/1 Z0ompa MapakohoGBnong larpotexvohoyikiv Mpoidviwy lavoudpiog 2013

Huepopunvia Ekdoong AfAwong Zuppdpepwong

: 157 AuyouaTou 2023

(utroypaer))

Ovopa: Pn Noor Akilah Saidin
IBiomTa: Tevikdg AleuBuvrig, PuBpioTikég
YmoBéoeig

(urroypagr)) (uTroypagr) (UTToypapr)

To mapdv amoteAsi moT) kar aKkpiBr perdepaot) Tou
EMOUVATITOUEVOU OTNV TTapoUoa Eyypapou amé ra

AyyAika ora EAMnvika. AnAdivw 611 éxw mapkn) yvwon

¢ AyyAIKIig, kar 611 To Tapdv Exel mARpN 10x0 évavr
ormroiacdrjmore dIKaoTIKAS 1) GAANS apyric ouupwva

e 10 dpBpo 36 map. 2y Tou Kwoika Aiknydpwy (N.4194/2013).

OQMAZL NIK. ETAYPOIIOYAOZX

larpa, v 11-12-2024
O perappdoag Aiknyépog

AIKHTOEBGO
KANAPH AS
> , 6944760837
www.thofasstavropoulos.gr
info@thomasstavropoulos.gr
ADM146854339, AOY NATPON
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TG MEDICAL TG MEDICAL SDN. BHD. ?9399;?111'.35?&3 (253356-)
; The World’s Largest Manufacturer of Gloves °°''®810-1808-22000011
"WJ{%I;& LITY, TOP EFFICIENCY GOOD HEALTH, SAFETY FIRST & BE HONEST
. ’m;ﬁié’r‘rﬁh;%f Top Glove Corporation Bhd, a Public Listed Company on Bursa Malaysia & Singapore Exchange.

: Lot 5091, Jalan Teratai, Batu 5, Off Jalan Meru, 41050, Kiang, Selangor D.E., Malaysla.
€, +603 3392 7880/7350  (Iff +603 33929160  []+60122896 270 &= sales@lopglove.com.my () www.lapglove.com

: To Produce Consistenlly High Qualily Gloves At Efficient Low Cost.
: 47 Factories (Malaysia, Thailand, Vietnam & China), 750 Production Lines, 90 Billion Gloves Per Annum, 21,000 Employees.

: Exports to 195 countries worldwide with Marketing Offices in the USA, Germany and Brazil.

‘alf

DECLARATION OF CONFORMITY

Manufacturing Site : TG MEDICAL SDN. BHD.
: Lot 5091, Jalan Teratai, Batu 5,
Off Jalan Meru, 41050 Klang,
Selangor D. E. Malaysia

European Authorized Representative : Top Glove Europe GmbH
Bliersheimer Str. 80, D-47229 Duisburg
Germany
Tel.: +49-(0)2065-76421-0,
Fax: +49-(0)2065-76421-19

Name of Device : Sterile Latex Surgical Powder Free Glove
Device Reference Code (PPER) 1 SA201

Size :5.5,6.0,6.5,7.0,7.5,8.0,85,9.0
Classification (MDD) : Class lla

Classification (PPER) : Category lll

Conformity Assessment Procedure (MDD) : Annex V

Conformity Assessment Procedure (PPER) : Annex VIl (Module C2)

EU Type Examination Certificate Number (PPER) : 2777/11102-03/E00-00

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

Notified Body Number (PPER) i 2717
Notified Body Number (MDD) : 1639
Notified Body (MDD) : SGS Belgium NV,

SGS House Noorderlaan,
872030 Antwerp Belgium
EC Certificate Number (MDD) : MY19/1811030189

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

DP03/11/20/TGT
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We, TG Medical Sdn. Bhd., herewith declare with our own responsibility that aboveméntioned product
with CE mark; G

I Meet the provisions of the EC Council Directive 93/42/EEC 14" June 1993 concerned medical
devices, amended by Council Directive 2007/47/EC. All supporting documentations are retained
under the premise of manufacturer.

i, 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 ISO
374-2:2019, EN 16523-1:2015+A1:2018, EN 1SO 374-4:2019) and EN ISO 374-5:2016.

iii. is subject to the procedures set out in Annex VII (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.

Applicable standards under MDD :

No Standard Descriptions Date Published

| EN 1SO 13485:2016 Medic.;al devices - Quality management systems - March 2016
Requirements for regulatory purposes (ISO 13485:2016)

) EN 455-1:2020+1:2022 Medical gloves for single use. Part 1: Requirement and February 2022

' ’ ’ testing for freedom from holes. &4
s Medical gloves for single use. Part 2: Requirement and i
3. EN4RG-2:2018 testing for physical properties. Apr2015
) Medical gloves for single use. Part 3: Requirement and .
4. EN 455-3:2915 testing for biological evaluation. Agril 2015
; Medical gloves for single use. Part 4: Requirements and
5. EN 455-4:2009 testing for shelf life determination. Cetaber2008
EN Medical devices - Application of risk management to
December 2021

0. | 15014971:2019+A11:2021 medical devices (ISO 14971:2019)

% 1SO 2859-1:2011 Sampling procedures and table for inspection by attributes June 2011
Sterilization of health care products Microbiological

] EN I1SO 11737-1:2018/ methods - Part 1: Determination of a population of June 2021

T | A1:2021 microorganisms on products - Amendment 1 (ISO

11737-1:2018/Amd 1:2021)
Sterilization of health care products - Microbiological

9 EN ISO 11737-2:2020 me.th_o.ds - Pgrt .2: Tests of‘ sterility performed‘ .|n t.he May 2020
definition, validation and maintenance of a sterilization
process (ISO 11737-2:2019)
Sterilization of health care products - Radiation - Part

EN ISO 11137-1:2015/ 1: Requfrements for dEVEIOpment. validation and
10. A2:2019 routine control of a sterilization process for medical No;g;ngber
' devices - Amendment 2: Revision to 4.3.4 and 11.2
(1ISO 11137-1:2006/Amd 2:2018)
Sterilization of health care products - Radiation - Part 2:
-2:2015

il ER =0 ITIar-2a0t Establishing the sterilization dose (ISO 11137-2:2013) June 2015
Biological evaluation for medical device —

12, | ENISO 10993-1:2020 Part 1: Evaluation and testing within a riskmanagement | December 2020
process (ISO 10993-1:2018)
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Biological evaluation of medical devices - Part 5: Tests for

. | EN 1SO 10993-5:2009 , n June 2009
i in vitro cytotoxicity (ISO 10993-5:2009) ©
; Biological evaluation of medical devices - Part 10: Tests
14. | EN1SO10993-10:2013 | ¢\ iitation and skin sensitization (SO 10993-10:2010) ARG
) Biological evaluation of medical devices. Test for systemic
15. | ENISO 10993-11:2018 toxicity (ISO 10993-11:2017) May 2018
Biological evaluation of medical devices - Part 23; Tests
16. | ENISO 10993-23:2021 for irritation (ISO 10993-23:2021) March 2021
Packaging for terminally sterilized medical devices - Part
17. | ENISO 11607-1:2020 1: Requirements for materials, sterile barrier systems and January 2020
packaging systems (1SO 11607-1:2019)
Packaging for terminally sterilized medical devices - Part
18. | ENISO 11607-2:2020 2. Validation requirements for forming, sealing and January 2020
assembly processes (ISO 11607-2:2019)
Medical devices - Symbols to be used with information to
19. | ENISO 15223-1:2021 be supplied by the manufacturer - Part 1: General September 2021
requirements (1ISO 15223-1:2021)
. Medical devices — Post-market surveillance for
20. | ISO/TR 20416:2020 manufaskirars July 2020
I ) . Revision 9,
21. | MEDDEV 2.4/1 2.4/1 Classification of Medical Device June 2010
o , . January 2012
22. | MEDDEYV 2.5/10 2.5/10 Guideline for Authorized Representative
. . Revision 4,
23. | MEDDEV 2.7/ 2.7/1 Clinical Evaluation June 2016
. . L Revision 8,
24. | MEDDEV 2.,12/1 2.12/1 Medical Device Vigilance System January 2013

DoC Issuance Date

: 15" August 2023
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Name: Pn Noor Akilah Saidin
Designation: General Manager, RA
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