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AHAQ>H 2YMMOPO®OQ2HX
KANONIZMOZ 2017/745 TA TA IATPOTEXNOAOTIKA MNMPOIONTA
KANONI2ZMOZ EE 2016/425 TIA TA ME2A ATOMIKHZ NMPO2TAZIAX

H eTaipeia,

F. Bosch International Limited
10/F Lee King Industrial Building,12 Ng Fong Street
San Po Kong, Kowloon, Hong Kong

ONAWVEI YE ATTOKAEIOTIKN TNG €uBUVN OTI,

TO TTAPAKATW PN ATTOOTEIPWHEVO YaVTI £EETAONG / TTPOCTATEUTIKO YAVTI piag xpriong

Ta&ivounon: Katnyopia I, Bdoel Tou Kavova 5 tou Map. VIII Tou Kav. 2017/745- Katnyopia I, Bdoel Tou Kav. MAT
(EE) 2016/425

Aladikaoia AgloAdynong Zuppopewong: Mapaptipata Il kai Il

Ovopacia oikoyévelag: Favria e§éraong F. Bosch AaTé€ pe moldpa / xwpig Toldpa
Basic UDI-DI: 489714698FBGLVELATEXQX
SRN: HK-MF-000029001

Color/Style XSmall Small Medium Large Xlarge
White Model FBGLVE-1021 | FBGLVE-1022 | FBGLVE-1023 | FBGLVE-1024 | FBGLVE-1025
Powdered Number
Product Latex White Latex White Latex White Latex White Latex White
Name Gloves Gloves Gloves Gloves Gloves
White Model FBGLVE-1031 | FBGLVE-1032 | FBGLVE-1033 | FBGLVE-1034 | FBGLVE-1035
Powder-Free | Number
Product Latex White Latex White Latex White Latex White Latex White
Name Gloves Gloves Gloves Gloves Gloves
Blue Model FBGLVE-1041 | FBGLVE-1042 | FBGLVE-1043 | FBGLVE-1044 | FBGLVE-1045
Powdered Number
Product Latex Blue Latex Blue Latex Blue Latex Blue Latex Blue
Name Gloves Gloves Gloves Gloves Gloves
Black Powder- | Model FBGLVE-1051 | FBGLVE-1052 | FBGLVE-1053 | FBGLVE-1054 | FBGLVE-1055
Free Number
Product Latex Black Latex Black Latex Black Latex Black Latex Black
Name Gloves Gloves Gloves Gloves Gloves

MpoBAeropevn xprion: To yavT e€€taong AaTég pe/xwpig TToudpa ival IaTpoTEXVOAOYIKG TTPOIOV hiag Xprong, TO OTToio
TTPOOPICETAI VIO IATPIKOUG OKOTTOUG KAl QOPIETAI OTO XEPI 1) TO DAXTUAO TOU EEETACTN YIA VO aTTOQEUYETAI N OAUVON
MeTagU aoBevoug Kal €EETAOTH XPNOIUOTTOIEITAI GUVABWG YIa 1aTPIKY €EETACT, 0dOVTIATPIKN, KAIVIKF €€£TATN,
O1ayVWOTIKEG Kal BepaTTEUTIKEG DIAdIKATIEG, KOBWG KAl YIA EPYAOTNPIAKOUG OKOTTOUG, EKTOG XEIPOUPYIKNG.

TTANPOI OAeg TiIg diatagelg Tou Kav. (EE) 2017/745 kai kaBe AAANG OXeTIKNG vouoBeaiag Tng EE tmou 1oy Uel.

To avwTépw TTPOIGY Pe ofuavon CE cuppop@wveTal £TTioNG WE TIG Io0XUouoeg diatdéelg Tou Kavoviopou (EE) 2016/425 yia
Ta Méoa Atopikng MNpooTtaciag, Katnyopia Il (Evotnta C2 ) A). H cuppdp@waon 1pog Tov TUTTo Bdoel diac@dAiong TroidTnTag
NG d1adIKaoiag Tapaywyng utrd Tnv ETITHPNOCN TOU KOIVOTTOINUEVOU OPYAVIOHOU:



o/ FE BOSCH

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, D15YN2P, Republic of Ireland

O1 apiBuoi Twv MaoTomroinTikwy Egétaong Tutrou EE €ivai:

2777/10468-05/E21-01
2777/10905-03/E11-01

KatdAoyog e@apuooTéwy TTPOTUTTWV

2777/10906-04/E08-01 2777/11080-04/E19-01
2777/10466-07/E06-01

No. Regulation / Standard Number | Regulation / Standard Name

1 EN ISO 13485:2016 Medical devices — Quality management systems — Requirements for
regulatory purposes

2 EN ISO 14971:2019 Medical devices — Application of risk management to medical devices

3 EN 455-1:2020 Medical gloves for single use — Part 1: Requirements and testing for
freedom from holes

4 EN 455-2:2015 Medical gloves for single use — Part 2: Requirements and testing for
physical properties

5 EN 455-3:2015 Medical gloves for single use — Part 3: Requirements and testing for
biological evaluation

6 EN 455-4:2009 Medical gloves for single use - Part 4: Requirements and testing for
shelf life determination

7 EN 10993-1:2018 Biological evaluation of medical devices — Part 1: Evaluation and
testing

8 ISO 10993-5: 2009 Biological evaluation of medical devices — Part 5: Test for in vitro
cytotoxicity

9 ISO 10993-10: 2010 Biological evaluation of medical devices — Part 10: Test for irritation
and skin sensitization

10 EN 1041:2008+A1:2013 Medical devices — Information supplied by the manufacturer

11 EN ISO 15223-1:2021 Medical devices — Symbols to be used with medical device labels,
labelling and information to be supplied — Part 1: General
requirements

12 EN 374-1:2016+A1:2018 Protective gloves against dangerous chemicals and micro-organisms —
Part 1: Terminology and performance requirements for chemical risks

13 EN ISO 374-2: 2019 Protective gloves against dangerous chemicals and micro-organisms -
Part 2: Determination of resistance to penetration

14 EN ISO 374-4: 2019 Protective gloves against chemicals and micro-organisms - Part 4:
Determination of resistance to degradation by chemicals

15 EN ISO 374-5:2016 Protective gloves against dangerous chemicals and micro-organisms —
Part 5: Terminology and performance requirements for micro-
organisms risks

16 EN ISO 21420:2020 Protective gloves — General requirements and test methods

YT1roypa@r] yia Aoyapiaouo kai €€ ovopatog ¢ F. Bosch International Ltd,

Helen Wong
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MDSS GmbH
Schiffgraben 41, 30175 Hannover, Germany

SRN: DE-AR-000005430



