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FINESS HEALTHCARE GROUP CO,, LTD
AnAwon Zuppopdwong

AnAwon Zuppopdwaonc e EE
Ap. Eyy.:FN-QS9.3-GL0101-R-BBD230911 Ava6.00

Finess Healthcare Group Co., Ltd
i Eviaio
Karaorevaotic: No. 1503 Al Block, No.203 Lantian C CN-MF-000004124
Road ApBuog
315000 Nigbo Eyypacrig
AATKH AHMOKPATIA THE KINAS (SRN):
; ) ZOUSTECH S.L.
vpwnaio
: i ) § Pso. Castellana, 141-Planta 19, 28046 | Eviaioc ES-AR-000002008
knpdownog: :
EEIRS Madrid, lomavia AplBuog
Ovopacio npoidviog: ravrio E€staotikd Nitpthiou

FN-GL010102010101 (M2y£Boc XS)
ApLBu6 povtedou: FN-GL010102010201 (Méye8oc S)
FN-GL010102010304 (Méye8oc M)
FN-GL010102010401 (MéyeBoc L)
FN-GL010102010501 (Méye8oc XL)

Baolkog AVOyVu pLOTLKOG 697391169GL0O10102KE
Kwéikdg
lazpikol Bondnparog (UDI-DI):

Tatwopnon (MDR, Napaptnua VII): Khéon | Mn anootsipwpévo, Kavovag 5
Awadpopn Afohdynong tng Zuppdpdwonc: ApBpo 19 + Napdptnua Il + MNapaptnua 1

Me to mapdv Snhwvou e OTL N Tiapouod AnAwaon Zuppdppwong tng EE exdibetan pe amoxkhetotikr euBuvn tou
KATQOKELOOTH. T TOPOTIAVW TIPOTOVTA CUpHOp¢uVOVTOL LE Tov Kavoviouo niepl latpotexvoloyikwy Mpoildviwy
(EE) 2017/745. Oho ta dukoiodoynTikd GUAACOOVTOL OTLG EYKOTAOTACELS TOU KOTOOKEUOTTH.

Evappoviopéva poTuTio:
EN455-1:2020 EN455-2:2015  EN455-3:2015 EN455-4:2009
EN IS010993-10:2013 ENISO 10993-11:2018 EN ISO 15223-1:2021

Tomog, Huepopnvia Exboong: Ningbo, 2023-09-11
Ynoypadn:
Ovopa: Michelle Zhang

Qéon: YnevBuvn Pubuotikwy YroBéoewv (PRRC) (urtoypagi] kaL obpayida)

bilH
—
b=
=




To napov armotelel ot ko akpibri LeTdppacn Tou
EMLOUVATITOLUEVOU OTNV MAPOUCH EYYPAPOU Qs T
ApyAikd ota EAAnvikd. Andwvw Ot Exw emapkn yvwon
¢ AyyAikric, ko OTt To mapov Exet RAAPN Loy Evavtl
onoLocOHTOTE StkaoTiki)G fj dAAnG apxric olppwva

UE To dplpo 36 nap.2y tou Kwdike Atknyopwv (N.4194/2013).

MNatpe, v 13-09-2023
O petappaoac Atknyopog

OQMAZI NIK. EITAYFOTIOYAOE
AIKHTOPOZI, ANA
KANAPHﬂ RA-

261302628 5944760837
www.tho javropoulos.gr
info@thomasstavropoulos.gr
ADM146854339, AOY NATPQN




G}J FINESS HEALTHCARE GROUP CO.,LTD

9q Declaration of Conformity
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oy ejg, Iop 500_3

Oyfufof 9r .
Hragy EU Declaration of Conformity
Doc.No.:FN-QS9.3-GL0101-R-BBD230911 Rev.00
Finess Healthcare Group Co.,Ltd
No.1503 A1 Block,No.203 Lantian Road SRN
g -MF-000004124

Manufacturer 315000 Ningbo NG.- CN-MF-00
PEOPLE'S REPUBLIC OF CHINA
ZOUSTECH S.L.

Europea_n tative: Pso. Castellana,141-Planta 19, 28046 :RN ES-AR-000002008

epresentative: Madrid, SPAIN a

Product Name: | Nitrile Examination Gloves
FN-GL010102010101(Size XS)

FN-GL010102010201(Size S) AKPIBEG enikupw revo avriypag
; . anos To npwréTy /
;| FN-GL01010201 M g
Model Number GL010102010304 (Size M) avHiypagpo QxPTREG

FN-GL010102010401(Size L)
FN-GL010102010501(Size XL)
Basic UDI-DI: 697391169GL0O10102KE

Classification (MDR, Annex VIII): Class | Non sterile,Rule 5

Conformity Assessment Route: Article 19+Annex II+Annex Il info@tho
AOM14€3 5f3 39, e TN

We herewith declare that this EU Declaration of Conformity is issued under the sole
responsibility of the manufacturer.The products above are in conformity with the Medical
Device Regulation (EU) 2017/745.All supporting documentation is retained under the
premises of the manufacturer. '

Harmonized Standards:

EN455-1:2020 EN455-2:2015 EN455-3:2015 EN455-4:2009
EN ISO10993-10:2013 EN ISO 10993-11:2018 ENIS015223-1:2021
Place,Date of Issue: Ningbo,2023-09-11

Signature:

Name: Michelle Zhang

Position: PRRC

Michelle - 2
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[Aoybruno] FINESS HEALTHCARE GROUP CO., LTD

AHAQZH 2YMMOPOQIH? EE
Z0pdpwva pe Tov Kavoviopd (EE) 2016/425 nept Méowv Atopkric Mpootactag

Ap. Eyyp.: FN-Q55.3.1-GLO1-FN Ava#. 03

Mepwypadn: Efetootwd Mviio Nuapihiou

Mpobiaypadi: MeyeBog XS, MéyeBog S, MeyeBog M, Méyeboc L,
MéyeBog XL

Xpwpa: MAe

Ap. Tepayiou Finess: FN-GL010102010101 FN-GL0O10D102010401
{MéyeBog XS) {MéyeBog L)
FN-GL010102010201
(MéyeBoc S) FN-GLO10102010501
FN-GL010102010304 {MéyeBoc XL)
{(MéyeBog M)

Kotaokevaothg: Finess Healthcare Group Co., Lid

Ap. 1503 Tetpaywvo A1, Ap. 203 O84d¢ Lantian
315000 Ningbo, Kiva

Miotontomnpévog Avtampdownoc: ZOUSTECH S.L.
Pso. Castellana, 141 ~ Planta 19, 28406 Mabpitn,
IZMTANIA

H ouykexpinevn §Awan ouppdpdwong ekbidetol und ty arokhetatiky eudivn Tou Karaoksuaot

Avrieipevo tne ARRwonc E€etaotikd Mdvtia Nitpillou (MéyeBog S, MéyeBog M,
MéyeBog L, Méyeboc XL)
Katnyopia Il

Kavovioudc Avadopdc Kavoviopog (EE) 2016/425 nepi Méowv Atopukric
MNpootaociag

Edapuoldpeva npatuna EN 15021420:2020 ENISO374-1:2016+A1:2018
EN374-2:2014 Tarou B
ENIS0374-5:2016 ENISO374-4:2019

EN16523-1:20154A1:2018

Kowonownpevog Opyaviopds Satra Technology Europe Ltd, Eruyxeipnpacikd Ndpko Bracetown,
Clonee, Dublin 15 AouBhivo IpAavsic,

Appog Kowonownpévou Opyaviopot: 2777

Ap. [lwotomonTikow: 23777/15337-02/E00-00

To avtkeipevo g Swdkaociog a§loAéynong we mpog T cUUUSPDWON OXETIKG L& Tov TUTo Bdost
E0WTEPLKOU EAEYXOU TTOPOYWYIG KOl EMONTEVOUEVIY EAEYYWY POTOVTWY 08 TuXatia Slothipota
{(Evétnta €2} urtd Ty enomteia TOU KOWOTIONUEVOU OpYaviopoy SATRA Technology Europe Limited
(CE2777).

Exet amobeixBel T n opdSa mpoidvTwy mhnpol 1ig Wwxlouoes Baolkéc anaioeg vyelac kat
aoddAeiag tov Napaptipatos Il tou Kavoviopod PPE (EE) 2016/425 wg npoidv tg Kaxtnyopiog 1.

YIOYPADIKE YLO KOL EK HEPOUC TOU Finess Healthcare Group Co., Ltd
Ovopoa/Hugpounvia Michelle Zhang 2024-12-11
Oéon: RA Exnpdowmog

Ynoypadrn: [Yrnoypadn]

IeAlba t ano 1




To mapov amoteAel moti) kot akplBij petdppaon Tou
ENMLOUVATTTOIEVOU 0TV Napoloa EYypd@ou oo Ta
ApyAikd ota EAAnvikd. Anddivw 0Tt éxw Enapkij yvworn
¢ ApYALKNG, KoL OTL TO Tapov EXeL Arpn Loy Evavtl
onotaoSNote StkaoTikig 1) AAANS apyric ouupwva

JE T dpYpo 36 rap.2y tou Kbtia Auknyopwv (N.4194/2013).

Mdtpo, v 11-12-2024

O petappaoog Atknyépog
OOMAEL N OIIOYAOX
£ NA-
AATPA
944760837
www. tl stavropoulos.gr

: 7
info@thonasstavropoulos.gr
A®M146854339, AOY NATPON
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| § :JJ FINESS HEALTHCARE GROUP CO.,LTD

EU DECLARATION OF CONFORMITY

In according to the Regulation (EU) 2016/425 for Personal Protective Equipment
Doc.no.;FN-QS59.3.1-GLO1-FN Rev.03

Description: Nitirle Examination Gloves
Specification: Size XS,Size S,Size M,Size L,Size XL
Color; Blue
FN-GL010102010101(Size XS :
_ (Size XS) | £\ 6L010102010401(Size L)
Finess Item no.: FN-GL010102010201(Size S) FN-GLO10102010501(Size XL)
FN-GL010102010304(Size M)

Finess Healthcare Group Co.,Ltd
Manufacturer No.1503 A1 Block,No.203 Lantian Road
315000 Ningbo,China

ZOUSTECH S.L.

Auinetized Regigagyiaitve Pso. Castellana, 141—Planta 19, 28046 Madrid, SPAIN

This declaration of conformity is issued under the sole responsibility of the Manufacturer.

Nitirle Examination Gloves(Size S,Size M,Size L,Size XL)

Object of the Declaration Category Il

Relevant regulation Regulation(EU)2016/425 for personal protective equipment

ENIS021420:2020 ENISO374-1:2016+A1:2018 Type B
ENISO374-5:2016 EN16523-1:2015+A1:2018

Notified body Satra Technology Europe Ltd,Bracetown Business Park, Clonee, Dublin 15 Dublin Ireland,
Notified Body number: 2777
Certificate No.:2777/15337-02/E00-00

The subject to the conformity assessment procedure conformity to type based on internal production control
plus supervised product checks at random intervals(Module C2)under surveillance of the notified body SATRA
Technology Europe Limited(CE2777).

Product group has been shown to satisfy the applicable essential health and safety requirements of Annex Il of
the PPE Regulation(EU)2016/425 as a Category Il product,

Signed for and in the name of Finess Healthcare Group Co.,Ltd

Name/Date: Michelle Zhang 2024-12-11 gﬁgfgqnsprg:ggfnuogymg e

Position: RA Representative OVTW‘D

ﬂdTpCl ( /(l-—/ 2L
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Signature: MI CW . 2; O emixupwv Alknyoépoc

OOMAY NIK. ¥ POTIQVAOY
K PO —AP-A—

/ wStavropoulos.gr
info@thomasstavropoulos.gr
A®M146554339, ADY NATPON






