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EU DECLARATION OF CONFORMITY

Manufacturer Authorized Representative
Name: Anhui Intco Medical Products Name:Lotus NL B.V.
Co.Litd.

Address:Koningin Julianaplein 10,le Verd,
Address: No. 6, Haitang South Road, Suixi 2595AA,The Hague,Netherlands

Wuhu Modern Industrial Park, Suixi

County, Huaibei City, Anhui Province

Declares that the MDR described hereafter

Product name and model:

Disposable Nitrile Exam Gloves / SYNGUARD® Nitrile Exam Gloves

EMDN code: T01020204

Model: XS/S/M/L/XL/XXL

Product Code: See the following annex 1

Basic UDI-DI: 697306977NitrileFR

SRN: CN-MF-000002356

This declaration of conformity is issued under the sole responsibility of the manufacturer:

Anhui Intco Medical Products Co.,Ltd.

Conformity Assessment Route: Annex IT and Annex 11T according to EU 2017/745.

Applicable Standard:

ENISO 13485:2016;, EN 14971:2019; EN 1041:2008; EN 15223-1:2016

EN 455-1:2020; EN 455-2:2015, EN 455-3:2015; EN 455-4:2009;

ISO 10993-1:2018; ISO 10993-10:2010. ISO 10993-11:2017

Meet the provisions of the Council Regulation EU 2017/745 and Annex I which apply to them,

The medical device has been assigned to Class I, based on rule 1 & rule 5 of Annex VIII

Chapter III of the Regulation EU 2017/745 MDR. It bears the mark
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We agree to develop,implement and maintain a documgiabe sl-production monitoring

process

Anhui 2022-11-01
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Document Number : INTCO-CE-DC-NBR-002

Version: A/0

Annex 1 product code
color iz
XS s M L XL XXL
NGV/B/H/PEM10013 | NGV/B/H/PEM10014 | NGV/B/H/PEM1001S | NGV/B/H/PEMI0016 | NGV/B/H/PEM10017 | NGV/B/H/PEMI00IS
NGV/B/H/PEM20013 | NGV/B/H/PEM20014 | NGV/B/H/PEM20015 | NGV/B/H/PEM20016 | NGV/B/H/PEM20017 | NGV/B/H/PEM20018
SNV/B/H/PE10013 SNV/B/H/PE10014 SNV/B/H/PE10015 SNV/B/H/PE10016 SNV/B/H/PE10017 SNV/B/H/PE10018
e SNV/B/H/PE20013 SNV/B/H/PE20014 SNV/B/H/PE20015 SNV/B/H/PE20016 SNV/B/H/PE20017 SNV/B/H/PE20018
NGV/BMH/PEMIOLI3 | NGV/B/H/PEMIOL14 | NGV/B/HPEMIOLIS | NGV/B/H/PEMIOLI6 | NGV/B/H/PEMIOLIT | NGV/B/H/PEMIOLIS
NGV/B/HPEM20LI3 | NGV/B/VPEM2L14 | NGV/B/HPEM20L1S | NGV/B/HPEM20LI6 | NGVB/HPEMMWCIT || /NGN/BIPEMAOLS
SNV/B/H/PE10L13 SNV/B/H/PE10L 14 SNV/B/H/PE10L15 SNV/B/H/PE10L16 SNVB/ARLIOLTT L SNVAHIPEL0LS
SNV/B/H/PE20L13 SNV/B/H/PE20L14 SNV/B/H/PE20L15 SNV/B/H/PE20L16 SNV/B/E/PE20L17 /| '\ SNV/B/TPE20LIS
NGV/B/H/PEMI0023 | NGV/B/H/PEMI0024 | NGV/B/H/PEMI0025 | NGV/B/UPEMI0026 | NGV/B/EVPEMNGY7 |  N(ryAsH/PEM10028
NGV/B/H/PEM20023 | NGV/B/H/PEM20024 | NGV/B/H/PEM20025 | NGV/B/H/PEM20026 | NGV/B/H/PEM20027 | NGV/B/H/PEM20028
SNV/B/H/PE10023 SNV/B/H/PE10024 SNV/B/H/PE10025 SNV/B/H/PE10026 SNV/B/H/PE10027 SNV/B/H/PE10028
whi | SNV/B/HPE20023 SNV/B/H/PE20024 SNV/B/H/PE20025 SNV/B/H/PE20026 SNV/B/H/PE20027 SNV/B/H/PE20028
NGV/B/H/PEMI0L23 | NGV/B/H/PEMI0L24 | NGV/B/H/PEMIOL2S | NGV/B/HPEMIOL26 | NGV/B/H/PEMIOL27 | NGV/B/H/PEMI0L2S
NGV/B/H/PEM20L23 | NGV/B/H/PEM20L24 | NGV/B/H/PEM20L25 | NGV/B/HPEM20L26 | NGV/B/H/PEM20L27 | NGV/B/L/PEMZOL2S
SNV/B/H/PE10L23 SNV/B/H/PE10L24 SNV/B/H/PE10L25 SNV/B/H/PE10L26 SNV/B/H/PE10L27 SNV/B/H/PE10L28
SNV/B/H/PE20123 SNV/B/H/PE201.24 SNV/B/H/PE20L25 SNV/B/H/PE20L26 SNV/B/H/PE20L27 SNV/B/H/PE20L28




Document Number

: INTCO-CE-DC-NBR-002

Version: A/0

Annex 1 product code

color Size
XS s M L XL XXL
NGV/B/H/PEM10033 | NGV/B/I/PEM10034 | NGV/B/H/PEM10035 | NGV/B/H/PEMI0036 | NGV/B/E/PEMI0037 | NGV/B/H/PEMI0038
NGV/B/H/PEM20033 | NGV/B/H/PEM20034 | NGV/B/H/PEM20035 | NGV/B/H/PEM20036 | NGV/B/H/PEM20037 | NGV/B/E/PEM20038
SNV/B/H/PE10033 SNV/B/H/PE10034 SNV/B/H/PE10035 SNV/B/H/PE10036 SNV/B/H/PE10037 SNV/B/H/PE10038
oot SNV/B/H/PE20033 SNV/B/H/PE20034 SNV/B/H/PE20035 SNV/B/H/PE20036 SNV/B/H/PE20037 SNV/B/H/PE20038
NGV/B/H/PEMIOL33 | NGV/B/H/PEMIOL34 | NGV/BAVPEMIOL3S | NGV/B/H/PEMIOL36 | NGV/B/H/PEMIOL37 | NGV/B/H/PEMIOL3S
NGV/B/H/PEM20L33 | NGV/B/H/PEM20L34 | NGV/B/H/PEM20L35 | NGV/B/H/PEM20L36 NGV/B/H/PEM20L3demetemdNGV/B/H/PEM20L 38
SNV/B/H/PE10L33 SNV/B/H/PE10L34 SNV/B/H/PE10L35 SNV/B/H/PE10L36 SNV/BHPQ\SW I } K &)@‘NH/PEIOLBS
SNV/B/H/PE20L33 SNV/B/H/PE20L34 SNV/B/H/PE20L35 SNV/B/H/PE20L36 SNV/B;*H[@ULB. TV snvmjipE2003s
NGV/B/H/PEM10043 | NGV/B/H/PEM10044 | NGV/B/HPEMI10045 | NGV/B/H/PEM10046 | NGV/B/HMEMI( 9 fi% & W\WH/PEW 0048
NGV/B/H/PEM20043 | NGV/B/H/PEM20044 | NGV/B/H/PEM20045 | NGV/B/H/PEM20046 | NGV/B/H/PEM200ET=F=RGV/B/E/PEM20048
SNV/B/H/PE10043 SNV/B/H/PE10044 SNV/B/H/PE10045 SNV/B/H/PE10046 SNV/B/H/PE10047 SNV/B/H/PE10048
Black | SNV/B/H/PE20043 SNV/B/H/PE20044 SNV/B/H/PE20045 SNV/B/H/PE20046 SNV/B/H/PE20047 SNV/B/H/PE20048
NGV/B/H/PEMI0L43 | NGV/B/H/PEMIOL44 | NGV/B/H/PEMIOL4S | NGV/B/H/PEMI0LA6 | NGV/B/H/PEMIOL4T | NGV/B/H/PEMI0L4S
NGV/B/H/PEM20L43 | NGV/B/H/PEM20L44 | NGV/B/H/PEM20L45 | NGV/B/HPEM20L46 | NGV/B/H/PEM20L47 | NGV/B/H/PEM20L4S
SNV/B/H/PE10L43 SNV/B/H/PE10L44 SNV/B/H/PE10L45 SNV/B/H/PE10L46 SNV/B/H/PE10LAT SNV/B/H/PE10L48
SNV/B/H/PE20L43 SNV/B/H/PE20L44 SNV/B/H/PE20L4S SNV/B/H/PE20L46 SNV/B/H/PE20L47 SNV/B/H/PE20L48




Document Number : INTCO-CE-DC-NBR-002 Version: A/0
Annex 1 product code
Size
color XS S M L XL XXL

NGV/B/H/PEM10053 NGV/B/H/PEM10054 NGV/B/H/PEM10055 NGV/B/H/PEM10056 NGV/B/H/PEM10057 NGV/B/H/PEM10058
NGV/B/H/PEM20053 NGV/B/H/PEM20054 NGV/B/H/PEM20055 NGV/B/H/PEM20056 NGV/B/H/PEM20057 NGV/B/H/PEM20058

SNV/B/H/PE10053 SNV/B/H/PE10054 SNV/B/H/PE10055 SNV/B/H/PE10056 SNV/B/H/PE10057 SNV/B/H/PE10058

Pink SNV/B/H/PE20053 SNV/B/H/PE20054 SNV/B/H/PE20055 SNV/B/H/PE20056 SNV/B/H/PE20057 SNV/B/H/PE20058
NGV/B/H/PEM10L53 NGV/B/H/PEM10L54 NGV/B/H/PEMIQLS55 NGV/B/H/PEM10L56 NGV/B/H/PEMI10L57 NGV/B/H/PEM10L58
NGV/B/H/PEM20L53 NGV/B/H/PEM20L.54 NGV/B/H/PEM20L55 NGV/B/H/PEM20L56 NGV/B/ PR Vi 14 ﬂg a’} " NGV/B/H/PEM20L58
SNV/B/H/PE10L53 SNV/B/H/PE10L54 SNV/B/H/PE10L55 SNV/B/H/PE10LS56 SNV ‘_‘_ IIPEI @}’/B/H/PEIOLSS

SNV/B/H/PE20L53 SNV/B/H/PE20L54 SNV/B/H/PE20L55 SNV/B/H/PE20L56 SNV/R/ Hx'Pg‘z i (1] g }:{V/B/H/PEZOLSS
NGV/B/H/PEM10063 NGV/B/H/PEM10064 NGV/B/H/PEM 10065 NGV/B/H/PEM10066 NGV/B/H/M-—/;IGV/B/H/PEMIOOGS
NGV/B/H/PEM20063 NGV/B/H/PEM20064 NGV/B/H/PEM20065 NGV/B/H/PEM20066 NGV/B/H/PEM20067 NGV/B/H/PEM20068

SNV/B/H/PE10063 SNV/B/H/PE10064 SNV/B/H/PE10065 SNV/B/H/PE10066 SNV/B/H/PE10067 SNV/B/H/PE10068

SNV/B/H/PE20063 SNV/B/H/PE20064 SNV/B/H/PE20065 SNV/B/H/PE20066 SNV/B/H/PE20067 SNV/B/H/PE20068
Yellow NGV/B/H/PEM10L63 NGV/B/H/PEM10L64 NGV/B/H/PEM10L65 NGV/B/H/PEM10L66 NGV/B/H/PEM10L67 NGV/B/H/PEM10L68
NGV/B/H/PEM20L63 NGV/B/H/PEM20L64 NGV/B/H/PEM20L65 NGV/B/H/PEM20L.66 NGV/B/H/PEM20L67 NGV/B/H/PEM20L68

SNV/B/H/PE10L63 SNV/B/H/PE10L64 SNV/B/H/PE10L65 SNV/B/H/PE10L66 SNV/B/H/PE10L67 SNV/B/H/PE10L68

SNV/B/H/PE20L63 SNV/B/H/PE20L64 SNV/B/H/PE20L65 SNV/B/H/PE20L66 SNV/B/H/PE20L67 SNV/B/H/PE20L68




Document Number ;| INTCO-CE-DC-NBR-002

Version: A/0

Annex 1 product code
color Bize
XS S M L XL XXL

NGV/B/H/PEM10073 NGV/B/H/PEM10074 NGV/B/H/PEM10075 NGV/B/H/PEM10076 NGV/B/H/PEM10077 NGV/B/H/PEM10078
NGV/B/H/PEM20073 NGV/B/H/PEM20074 NGV/B/H/PEM20075 NGV/B/H/PEM20076 NGV/B/H/PEM20077 NGV/B/H/PEM20078

SNV/B/H/PE10073 SNV/B/H/PE10074 SNV/B/H/PE10075 SNV/B/H/PE10076 SNV/B/H/PE10077 SNV/B/H/PE10078

Red SNV/B/H/PE20073 SNV/B/H/PE20074 SNV/B/H/PE20075 SNV/B/H/PE20076 SNV/B/H/PE20077 SNV/B/H/PE20078
| NGV/B/H/PEM10L73 NGV/B/H/PEM10L74 NGV/B/H/PEMIQL75 NGV/B/H/PEM10L76 NGV/B/H/PEM10L77 NGV/B/H/PEMI10L78
NGV/B/H/PEM20L73 NGV/B/H/PEM20L74 NGV/B/H/PEM20L75 NGV/B/H/PEM20L76 NGV/B/H/P}EW j ' ,‘-J"" 3/H/PEM20L78

SNV/B/H/PE10L73 SNV/B/H/PE10L74 SNV/B/H/PE10L7S SNV/B/H/PE10L76 SNV/B/i fmhr_m’ = ﬁ&fg&p-r.xpmomx

SNV/B/H/PE20L73 SNV/B/H/PE20L74 SNV/B/H/PE20L75 SNV/B/H/PE20L76 SNV/B HI*PEZOL77r y i " wWWmmoms
NGV/B/H/PEM10083 NGV/B/H/PEM 10084 NGV/B/H/PEM 10085 NGV/B/H/PEM 10086 NGV/B/H/PENf 1‘8148? J 'INGV/B/H/PEMI 0088
NGV/B/H/PEM20083 NGV/B/H/PEM20084 NGV/B/H/PEM20085 NGV/B/H/PEM20086 NGV/B/H/PEM20087 NGV/B/H/PEM20088

SNV/B/H/PE10083 SNV/B/H/PE10084 SNV/B/H/PE10035 SNV/B/H/PE10086 SNV/B/H/PE10087 SNV/B/H/PE10088

Green SNV/B/H/PE20083 SNV/B/H/PE20084 SNV/B/H/PE20085 SNV/B/H/PE20086 SNV/B/H/PE20087 SNV/B/H/PE20088
NGV/B/H/PEM10LS3 NGV/B/H/PEM10L84 NGV/B/H/PEM10L85 NGV/B/H/PEM10L&6 NGV/B/H/PEM10L8R7 NGV/B/H/PEM101.88
NGV/B/H/PEM20L83 NGV/B/H/PEM20L384 NGV/B/H/PEM20L385 NGV/B/H/PEM20LR6 NGV/B/H/PEM20L87 NGV/B/H/PEM20L88

SNV/B/H/PE10L83 SNV/B/H/PE10L34 SNV/B/H/PE101.85 SNV/B/H/PE10L86 SNV/B/H/PE10L87 SNV/B/H/PE10188

SNV/B/H/PE20L83 SNV/B/H/PE20LR4 SNV/B/H/PE20L85 SNV/B/H/PE20L.86 SNV/B/H/PE20L87 SNV/B/H/PE20L88




Document Number ;| INTCO-CE-DC-NBR-002 Version: A/Q
Annex 1 product code
1 Size
color XS S M L XL XXL
NGV/B/H/PEM10093 NGV/B/H/PEM10094 NGV/B/H/PEM 10095 NGV/B/H/PEM10096 NGV/B/H/PEM10097 NGV/B/H/PEM10098
NGV/B/H/PEM20093 NGV/B/H/PEM20094 NGV/B/H/PEM20095 NGV/B/H/PEM20096 NGV/B/H/PEM20097 NGV/B/H/PEM20098
SNV/B/H/PE10093 SNV/B/H/PE10094 SNV/B/H/PE10095 SNV/B/H/PE10096 SNV/B/H/PE10097 SNV/B/H/PE100983
Orange SNV/B/H/PE20093 SNV/B/H/PE20094 SNV/B/H/PE20095 SNV/B/H/PE20096 SNV/B/H/PEZO%: ﬁ ,Tﬁ?gﬁ ?@_‘Hf H/PE20098
NGV/B/H/PEM10L93 NGV/B/H/PEM101.94 NGV/B/H/PEM101.95 NGV/B/H/PEM10L96 NGV/B/H/PE@7 NGV/@@%MIOL%
NGV/B/H/PEM20L93 NGV/B/H/PEM20194 NGV/B/H/PEM20L95 NGV/B/H/PEM20L96 NGV/B/H/PE@IZ-E(LW GV/B/FB@;MZOL%
(x] :
SNV/B/H/PE10L93 SNV/B/H/PE101L.94 SNV/B/H/PE10L95 SNV/B/H/PE101.96 SNV/B/H/PEM ;ﬁ ?WPEIOL%
SNV/B/H/PE20L93 SNV/B/H/PE201.94 SNV/B/H/PE201.95 SNV/B/H/PE20L96 SNV/B/H/PE20L97 NV/B/H/PE201.98




