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TomoBeoia Kataokeurg : TG MEDICAL SDN. BHD.
: Lot 5091, Jalan Teratai, Batu 5, Off
Jalan Meru, 41050 Klang, Selangor DE
Mahaigia

Egouaiobotnuévog Exmipéowtog eviog Eupwng : Top Glove Europe GmbH
Bliorchoimor €tr. 80, D 17220 Duisburg Meppavia
TnA - 149-(0)20R5-76421-0,
Dag: +49-(0)2065-76421-19

Ovopa ZuoKeung - AnooTeipwpévo Xelpoupyiko Favn Adre€ pe Mondpn
Kwdikég avagopdg ouokeurc (PPER) : SA101

MéyeBog :5,5,6,0,65,7,0,75,8,0,85,9,0

Ta&vépnon (MDD) : Katnyopia lla

Tafivopnon (PPER): Karnyopia llI

Aiadikagia AgloAdynong Zuppopewong (MDD) : Mapdaptnua V

Aladikagia AgloAdynong Zuppopewong (PPER) :MNapéaptnua VI (EvotnTa IM'2)

Ap1Bu6g MototoinTikoU E&éTaong Tumou EE (PPER) :2777/11101-03/E00-00

MoTomoinTikd E§éraong Tuou EE mou ekd60nke amé (PPER): SATRA Technology Europe Limited,
Bracetown Business Park, Clonee,
D15YN2P, IpAavdia.

ApiBu6¢ Kovotroinpévou Opyaviopol (PPER) s 27T
Ap18u6¢ Koivorroinpévou Opyaviapol (MDD) : 1639
Koivotroinuévog Opyaviopés (MDD) : 8SGS Belgium NV,
SGS House Noorderlaan, 872030
Antwerp BéAyio
Ap1Budg MoTotroinTikou EK (MDD) :MY19/1811030189
(AoydTuTro) DP 03/11/20/TGT
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Epeig, n TG Medical Sdn. Bhd., 8nAwvoupe pe Sk pag euBivn 611 To TTpoavagepBéy Tpoiov pe orfjpa CE.

MAnpoi Tig diatateig Tng Odnyiag 93/42/EOK Tou ZupBouhiou tng EK ¢ 14ng louviou 1993 Tepi latpoTexvoloyikuov
MpoidvTwy, n otoia TpoTroTroINOnke amd Tnv odnyia 2007/47/EK tou ZupBouAiou. Oha Ta SikaiohoynTika puAdoocovTal
OTIG EYKATAOTACEIG TOU KATAOKEUQOTH.
AxohouBei Tnv egétaon TUTIOU EE Kol ouppopguveral pe Tig Siatageic Twv véwv kavoviopwv MATM (EE) 2016/425
Kartnyopiag Il kai, katd@ TepiTTwon, Ye To €8VIKO TIPOTUTIO TTOU UETOQEPElI TO evappoviopévo TpoTutio ap. EN ISO
21420:2020,ENISO 374-1:2016+A1:2018 (EN ISO 374-2:2019,EN 16523-1:2015+A1:2018,EN ISO 374-4:2019) ka1 EN

ISO 374-4:2019 5:2016.

Ymokerral oTig diadikaaieg Tou opifovral oto Mapdaptnua VI (Evotnta M2) Twy véwv Kavoviopwv MAM (EE) 2016/425
Ut TNV eTiBAewn TOoU KolvoTroINuévou opyaviopol SATRA Technology Europe Limited, Bracetown Business Park,

Clonee, D15YN2P, IpAavdia.

loyUovTta mpoTUTTA oUpQwva e Tnv Odnyia MDD:

Ap. Mpérutro Mepiypapég Huepopnvia
dnuooisuong
. EN ISO 13485:2016 larpotexvohoyikd Mpoidvra - ZuoTipara d1ayeipiong TOIOTNTAG - Mépmioc 2016
ATTaim o€Ig yia puBpioTikoUg oko o ug (1SO 13485:2016)
2. | EN 455-1:2020+1:2022 S L SIS RS A AT EEC R R ®eBpoudploc 2022
3. EN 455.2:2015 :ngogaTi:]dT;{gd.vna piag xpriong. Mépog 2: Al el Kal 8 OKIPES Yia QUOIKEG ATtpiAIo 2015
4, EN 455-3:2015 ﬂp&zﬁ&?zgsj\%gvﬁ%ﬁn?ng MéEpog 3: ATTaITrj O€Ig Kal DOKIPEG yIa AmtpiAiog 2015
5 EN 455-4:2009 latpikd yavTia piag xprions. Mépog 4: ATraitiioig Kal SoKIPES yia ToV OkTwBpIOC 2009 dq#
Tpoadiopiopd G dIapKEIag {wng. 4—0}' 4;4;‘.
EN latpotexvohoyikd Mpoidvia - Epappoyr diaxeipiong Kivdovou o : K 4?0};04"5
6. | 1S014971:2019+A11:2021 N : Aeschlh ezl - a0
1arpoTeEXVOAOYIKA TTpoidvTa (ISO 14971:2019) "’.m,-,_ f)‘f"
7. ISO 2859-1:2011 Aiadikaoieg deypaToAnyiag Ko Tivakag yia emBewpnon cudQwva He louviog 2011 , :
XOPaKTN PIOTIKG
AtrooTeipwon TpoidvTwy uyEIovopIKAS TTEpIBaAwn ¢ MikpoBioAoyikég
8. EN IS0 11737-1:2018/ A1:2021 peBodol- Mépog 1: Mpoadiopiopog TANBUCHO U HIKPOO pYaVICHWY & loUviog 2021
mpoiovia - TpomroAoyia 1 (ISO 11737-1:2018/Tp. 1:2021)
ATTOOTEI pWON TTPOIOVIWY UYEIOVOUIKNAG TTEPIBaAwnG - MikpoBioAoyIKEG
9. EN ISO 11737-2:2020 HEBOBoI- Mépog 2: AoKipég OTEIPOTNTAG TTOU TTPQYHOTOTTOIoUVTal Yia Méioc 2020
ToV oplopd, Vv emahfiBeuon kal TN cuvtipnon piag diadikagiag
amroateipwong (1SO 11737-2:2019)
AmrooTeipwon TpoidvIwy uyelovopikA¢ TTepiBaAyng - AkTivoBolia -
10. EN ISO 11137-1:2015/ A2:2019 Mépoc 1: ATaiTioeig yia avaTrTuEn, emaAOeuon Kar cuviBn éAeyxo NoépBpiog 2019
Hiag Biadikaciag armoaTeipwong yia 1aTpoTeXVOAOYIKG TTpoidvTa -
TpotroAoyia 2: AvaBewpnon omg4.3.4 kar 11.2
(ISO 11137-1:2006/Tp. 2:2018)
11. | entso 11137-2:2015 AmrooTeipwon TpoidvIWY UYEIOVOHIKIG TTEPIOaAyng - AkTivoBoAia - looviog 2015
Mépog 2: KaBopiopog g ddong arrooteipwong (ISO 11137-2:2013)
BioAoyikf agioAdynon yia 1arpoTeXVOACYIKG TTpoTov —
12. | ENISO 10893-1:2020 Mépoc 1: AfloAdynon kai Sokipf oTo TAdiolo piag Siadikaaiag Aeképppiog 2020
diaxeipiong kivduvou (1SO 10993-1:2018)
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. BioAoyikn agloAdynon iatpoTeXvoAOyIKWY TTPOIOVTWY - Mépag 5: Aokiuédg .
13. | ENISO 10993-5:2009 yiain vitro kuttapoTogikétnTa (ISO 10993-5:2009) lotviog 2009
. BioAoyikr| agioAdynon 1atpoTeXVoAOYIKWY TPoidvTwy - Mépog 10: 5
14. | ENISO 10993-10:2013 Aokipég yia epeBioud kal euciaBnToToinan Tou Sépparoc (1SO 10993- AuyouoTog 2013
10:2010)
. BioAoyikry a§loAdynon 1aTpoTEXVOAOYIKWY TTROIGVTWY. AoKIpA ;
15. | EN1SO10093-11:2018 ouoTpaTKAg TogIKOT Tag (ISO 10993-11:2017) Marog 2018
BioAoyikr) afioAdynon 1aTpoTeEXVOAOYIKWY TPOIOVTWY - Mépog 23:
16. | ENISO 10993-23:2021 DokipEg yia epeBiopd (1SO 10993-23:2021) Mapriog 2021
Zuokeuaoia yia TEPUATIKG QTTO OTEIPWHEVT IQTPOTEXVOAOYIKG TTpOIGVTA - )
17. | ENISO 11607-1:2020 Mépog 1: ATTaiTi oIS yia UAIKG, QTTOOTEIpWHEVA GUGTH HOTA QPay o U lavoudpiog 2020
Kal guoTA para cuokeuaoiag (1SO 11607-1:2019)
ZuoKeuaoia yia TEAIKUIG OTTO OTEIPWHEVT IATPOTEXVOAOYIKG TTpoiévTa - )
18. | ENISO 11607-2:2020 Mépog 2: ATraimijoelg emikUpwong yia d1adikagieg diapépewong, levoudipiog 2020
aQpayiong kal cuvappoAoynaong (1ISO 11607-2:2019)
latpoTexvohoyiké Mpoidvia - Z0pPBoAa TTpog Xprion Pe TTANPOYOpIEC TTOU .
19. | EN SO 15223-1:2021 TTPETTEN VA TIApEXOVTl TG TOV KATAOKEUAOT - Mépo¢ 1: TeVikéC ZemtépBpiog 2021
arraimoeig (1ISO 15223-1:2021)
: ovIa— BT : ;
20. | ISO/TR 20416:2020 L?I,pf;f;‘,‘;sﬁ‘,?x;f;[“’""""“ TTenon Pt m d168eon omy ayopd loGAIoG 2020
. g AvaBewpnon 9,
21. | MEDDEV 2.4/1 2.4/1 Ta§ivopnon larpotexvoAoyikoU Mpoidviog lotviog 2010
. . A lavoudpiog 2012
22. | MEDDEV 2,5/10 2.5/10 Odnyia yia E€ougiodotnpévo AVIITIpG owTio
' ] AvaBewpnon 4,
23. | MEDDEV 2,7/1 2.7/1 Khivikny ASlohdynan looviog 2016
. . . AvaBewpnon 8,
, 24, | MEDDEV 2.1211 2.12/1 Zbompa MapakoAoUBnong latpotevoAoyikwv Mpoidviwv lavoudpiog 2013
“
0, %
3257
“ "ﬂﬂ'ff
g /;(’

: 15 AuyouoTou 2023
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Registration No.
199301028620 (283358-W)

SSTID: B10-1808-22000011

TG MEDICAL SDN. BHD.
The World’s Largest Manufacturer of Gloves
TOP QUALITY, TOP EFFICIENCY | GOOD HEALTH, SAFETY FIRST & BE HONEST

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

: Lot 5091, Jalan Teratai, Batu 5, Off Jalan Meru, 41050, Klang, Selangor D.E., Malaysia.
S, +60333927880/7350  J§ +603 33929160  [] +6012 2896 270 sales@topglove.com.my

: To Produce Consistently High Quality 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.

@ www.topglove.com

DECLARATION OF CONFORMITY

: TG MEDICAL SDN. BHD.

: Lot 5091, Jalan Teratai, Batu 5,
Off Jalan Meru, 41050 Klang,
Selangor D. E. Malaysia

Manufacturing Site

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

MMN-I\HN\N‘\L
- AM. 3822

« 54b 25 GELTANONIK
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Name of Device : Sterile Latex Surgical Powdered Glove

Device Reference Code (PPER) : SA101

Size :565,6.0,6.5,7.0,7.5,8.0,85,9.0
Classification (MDD) : Class lla

Classification (PPER) : Category lll

Conformity Assessment Procedure (MDD) : Annex V

Conformity Assessment Procedure (PPER)
EU Type Examination Certificate Number (PPER)

: Annex VIl (Module C2)
1 2777/11101-03/E00-00

EU Type Examination Certificate Issued by (PPER) : SATRA Technology Europe Limited,

Notified Body Number (PPER)
Notified Body Number (MDD)
Notified Body (MDD)

EC Certificate Number (MDD)

Bracetown Business Park,
Clonee, D15YN2P, Ireland.
2 2TTH
: 1639
: SGS Belgium NV,
SGS House Noorderlaan,
872030 Antwerp Belgium
: MY19/1811030189

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

DP 03/11/20/TGT
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We, TG Medical Sdn. Bhd., herewith declare with our own responsibility that abovementioned product
with CE mark;

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 ISO 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, Bracetowqui

Business Park, Clonee, D15YN2P, Ireland. fﬁ“"’r‘r;y-
4';0 rvra;;ﬁg;‘fl‘ozg 4
2 Ui ¥ 3
Applicable standards under MDD : N"’”Wffqp:f-/r.s;
"%bf'dc
W,
No Standard Descriptions Date Published
1 EN ISO 13485:2016 Medir?al devices - Quality management systems - March 2016
Requirements for regulatory purposes (ISO 13485:2016)
- ' Medical gloves for single use. Part 1: Requirement and
2. EN 455-1:2020+1:2022 testing for freedom from holes. February 2022
e Medical gloves for single use. Part 2: Requirement and ;
3. B0 testing for physical properties. AprL2015
4. EN 455-3:2015 Mec_iical gloyes fqr single use. Part 3: Requirement and April 2015
testing for biological evaluation.
: Medical gloves for single use. Part 4: Requirements and
3. 1 EReas-Ld testing for shelf life determination. October 2009
EN Medical devices - Application of risk management to
December 2021
0. | 15014971:2019+A11:2021 medical devices (ISO 14971:2019)
7. 1ISO 2859-1:2011 Sampling procedures and table for inspection by attributes June 2011
Sterilization of health care products Microbiological
8 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 meth.o'ds - Pgrt .2: Tests of_ sterility performed- _m ?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: F\’_equirements for deyglopment, validation anq Klavaiitier
10. A2:2019 routine control of a sterilization process for medical 2019
’ devices - Amendment 2: Revision to 4.3.4 and 11.2
(ISO 11137-1:2006/Amd 2:2018)
Sterilization of health care products - Radiation - Part 2:
. | EN -2:2
- IS0 11137-2:2015 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 (1ISO 10993-1:2018)
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Biological evaluation of medical devices - Part 5: Tests for

13. | EN ISO 10993-5:2009 . . June 2009
in vitro cytotoxicity (ISO 10993-5:2009)
. Biological evaluation of medical devices - Part 10: Tests
14. | ENISO 10993-10:2013 | ¢ itation and skin sensitization (ISO 10993-10:2010) Augis 20
. 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. EN ISO 10993-23:2021 for irritation (|SO 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 (ISO 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
%Q 19. | ENISO 15223-1:2021 be supplied by the manufacturer - Part 1: General September 2021
M_J”fi,,-,, requirements (1ISO 15223-1:2021)
?955&92 % Medical devices — Post-market surveillance for
am {’“f!t; 20, | ISO/TR 20416:2020 S July 2020
» Vit —— isi
Cop, — , , Revision 9,
21. | MEDDEV 2.4/1 2.4/1 Classification of Medical Device June 2010
o ) ) January 2012
22. | MEDDEV 2.5/10 2.5/10 Guideline for Authorized Representative
o ) Revision 4,
23. | MEDDEV 2.7 2.7/1 Clinical Evaluation June 2016
. . - Revision 8,
24. | MEDDEV 2.12/1 2.12/1 Medical Device Vigilance System January 2013

DoC Issuance Date

: 15" August 2023

(Ma}*’/

Name: Pn Noor Akilah Saidin
Designation: General Manager, RA
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