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Document Number : INTCO-CE-DC-NBR-002

Version: A/l

EU DECLARATION OF CONFORMITY

Manufacturer

Name: Gaomi Xingiang Safety Protection
Products Co., Ltd

Address: Production Room 1, Building 1, No. 5009,
Chongde Street(South), West Yanzi Road,Baicheng 2595AA,

Authorized Representative

Name: Lotus NL B.V.

Town, Gaomi City, Weifang City,Shandong Province
Declares that the MDR described hereafter

Product name and model:

The Hague, Netherlands

Disposable Nitrile Exam Gloves / SYNGUARD® Nitrile Exam Gloves

EMDN code:

Model: XS /S /M /L /XL/XXL
Product Code: NGV/B/H/PEM; SNV/B/H/PE (Please refer to the attachment for more
details.).
Basic UDI-DI: 697024575Nitrile7G

SRN: CN-MF-000002100
This Declaration of Conformity is issued under the sole responsibility of the manufacturer:

Shandong Intco Medical Products Co., Ltd.

T01020204

Conformity Assessment Route: Annex Il and Annex IIl according to EU 2017/745.

Applicable Standard:
EN ISO 13485:2016; EN 14971:2019; ISO 20417:2021; EN 15223-1:2021;

EN 455-1-2020+A1:2022; 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

C€

PTOCESS.

Shandong 2023-11-11

Place , date

Attached: Product code

DE
HIN LINAMEG

Address: Koningin Julianaplein 10, 1e Verd,

Size
color S
XS g M L XL XXL
NGV/B/HPEMIO0I3 | NGV/EBHPEMION4 | NGVWBHPEMIONS | NGV/BHPEMIOOG | NGV/EBHPEMIO? | NGV/BH/PEMI00IS
NGV/B/HPEM20013 | NGV/BA/PEM20014 | NGV/B/HPEM20015 | NGV/B/HPEM20016 | NGV/B/HPEM20017 | NGV/B/HPEM20018
SNV/B/H/PE10013 SNV/B/H/PE10014 SNV/B/H/PEL0015 SNV/BH/PEI0016 SNV/B/H/PE10017 SNV/BH/PEI0018
i SNV/BH/PE20013 SNV/B/H/PE20014 SNV/B/H/PE20015 SNV/B/H/PE20016 SNV/B/H/PE20017 SNV/RH/PE20013
NGV/BH/PEMIOLI3 | NGV/B/MPEMIOLIA | NGV/BMHPEMIOLIS | NGV/BAUPEMIOLIG | NGV/BAPEMIOLLT | NGV/B/H/PEMIOLIE
NGV/B/H/PEM20LI3 | NGV/B/HPEMI0L14 | NGV/BMHPEM20LIS | NGV/BMH/PEM20L16 | NGV/B/HPEM20L1T | NGV/B/H/PEM20LIS
SNV/B/H/PE10T.13 SNV/B/H/PEI0T.14 SNV/B/H/PE0L15 SNV/B/H/PELOL16 SNV/BH/PE]OL17 SNV/B/H/PEI0LIR
SNV/B/L/PE20L13 SNV/B/IL/PE20L 14 SNV/B/LPE20LIS SNV/B/LPE20L 16 SNV/B/LLPE20L 17 SNV/BALPE20LLS
NGV/B/H/PEMI0023 | NGV/BAUPEMI0024 | NGV/BE/PEMIO02ZS | NGVB/APEMIN6 | NGV/BAPEMI02T | NGV/BHPEMI00ZS
NGV/BHPEM20023 | NGV/BH/PEM20024 | NGV/BHPEM20025 | NGV/BM/PEM20026 | NGV/BHPEM20027 | NGV/BH/PEM20028
SNV/R/H/PE10023 SNV/B/H/PE1 0024 SNV/B/H/PEL0025 SNV/B/H/PE10026 SNV/B/H/PE10027 SNV/BH/PE] 0028
SN V/B/H/PE20023 SNV/B/H/PE20024 SNV/B/H/PE20025 SNV/BH/PE20026 SNV/B/H/PE20027 SNV/BH/PE20028
Tk NGV/B/MPEMIOL23 | NGV/BAPEMIOL24 | NGV/BAPEMIOL2S | NGV/BALUPEMIOL26 | NGV/B/HPEMIOL2? — NGV/B/H/PEMIOLIS
NGVBHPEM20L23 | NGVBH/PEM20L24 | NGV/BMHPEM20L25 | NGV/BMHPEM20L26 | NGV/ARHPEM20L2?  NGV/BH/PEM20L28
SNV/B/L/PELOL23 SNV/B/H/PEL0L24 SNV/B/H/PEL0L2S SNV/B/H/PELOL26 SNV/BALPELOL2T SNV/B/H/PELOL2S
SNV/B/H/PE20L23 SNV/B/H/PE20L24 SNV/B/H/PE20L2S SNV/B/H/PE20L26 SNV/B/H/PE20L27 SNV/B/H/PE20L2S
DIE
NGV/B/H/PEMI00I3 | NGV/BMH/PEMINNI4 | NGV/B/HPEMINIS | NGV/BHPEMIOS | NGV/BMHPEMIOT7 | NGV/B/H/PEMIOOIS
NGVIB/HPEM20033 | NGV/BALPEM20034 | NGV/BMPEM2003S | NGV/MPEM20036 | NGVBM/PEM20037 | NGV/BMHPEM2003S
SNV/B/H/PE10033 SNV/B/H/PE10034 SNV/B/H/PE10034 SNV/B/H/PE10036 SNV/B/ILPEI0037 SNV/B/H/PE10038
oo 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/BHPEMIOL33 | NGV/BMH/PEMIOLI4 | NGV/BHPEMIOLIS | NGV/EBHPEMIOLIG | NGV/BHPEMIOLYT | NGV/B/H/PEMIOLIR
NGV/BALPEM20L3 | NGV/BALVPEM20L34 | NGV/BAUPEM20L3S | NGV/RBILPEMOLIS | NGV/B/PEM20L37 | NGV/B/H/PEM20L3S
SNV/B/LPE10L33 SNV/B/H/PELOL34 SNV/B/H/PELOL3S SNV/BHPEIOLI6 | SNV/BALPEIOL3T SNV/B/LPELOL3S
SNV/B/H/PE20L33 SNV/B/H/PE20L34 SNV/B/H/PE20L3S SNV/B/H/PEIOLIG SNV/B/H/PE20L3T SNV/B/H/PE20L38
NGV/B/HPEMI0043 | NGV/B/HPEMIONA | NGV/BHPEMI004S | NGV/BHPEMIONM6 | NGV/BHPEMI04T | NGV/BHPEMI00S
NGV/BH/PEM20043 | NGV/RBHPEM20044 | NGV/BH/PEM20045 | NGV/RHPEM20046 | NGV/RH/PEM20047 | NGV/BHPEM20048
SNV/B/H/PE10043 SNV/B/H/PE 10044 SNV/B/H/PE 10045 SNV/B/H/PE 10046 SNV/B/H/PEI 0047 SNV/B/H/PE10048
SNV/B/H/PE20043 SNV/B/H/PE20044 SNV/B/H/PE20045 SNV/B/H/PE20046 SNV/B/H/PE20047 SNV/B/H/PE20048
Black NGV/B/H/PEMI0L43 | NGV/B/H/PEMIOL44 | NGV/B/H/PEMIOLAS | NGV/B/HPEMIOL4G = NGV/BH/PEMIOLAT | NGV/B/H/PEMIOLAS
NGV/B/H/PEM20L43 | NGV/BH/PEM20L44 | NGV/BMH/PEM20L4S | NGV/B/HPEM20L46 = NGV/EBHPEM20LAT | NGV/BH/PEM20L4R
SNV/B/H/PEIOLA3 SNV/B/H/PEL0L44 SNV/B/LPEL0L4S SNV/B/H/PELOLAG SNV/B/H/PEL0L4T SNV/B/H/PELOLAS
SNV/B/H/PE20T 43 SNV/B/H/PE20T 44 SNV/B/H/PE20T A5 SNV/B/H/PE20L46 SNV/B/H/PE20LAT SNV/R/H/PE20T 48
S
NGV/B/H/PEMIN0SI | NGV/B/HPEMIONS4 | NGV/EBMHPEMID0SS | NGV/HPEMIO0S6 | NGV/B/HPEMIONST | NGV/B/H/PEMI0OSS
NGV/B/LPEM20053 | NGV/BALPEM20054 | NGV/BALPEM20055 | NGV/BALPEM20056 | NGV/BHPEM20057 | NGV/B/APEM20058
SNV/B/H/PEL 0053 SNV/BH/PEI0054 SNV/BH/PEI 0055 SNV/B/H/PE10056 SNV/B/H/PEI0057 SNV/B/H/PE0058
- SNV/B/H/PEZ0053 SNV/B/H/PE20054 SNV/B/H/PEI0SS SNV/B/H/PE20056 SNV/B/H/PE0ST SNV/B/H/PEZ005S
NGV/BHPEMIOLSS | NGV/BHPEMIOLSG | NGVEBM/PEMIOLSS | NGV/BHPEMIOLSS | NGV/BHPEMIOLST | NGV/BH/PEMIOLSR
| NGV/BHPEM20LSI | NGV/B/HPEMMLSS | NGV/BHPEMIOLSS | NGV/BHPEMOLSG | NGV/BHPEMOLST | NGV/BH/PEM2OLSE
SNV/B/H/PELOLS3 SNV/B/H/PELOLS4 SNV/B/H/PE10LSS SNV/B/H/PE10LS6 SNV/B/H/PELOLST SNV/B/H/PELOLSS
SNV/B/H/PE20L.53 SNV/B/H/PE201 .54 SNV/B/H/PE20155 SNV/B/H/PEI0T.56 SNV/B/H/PE20L5T SNV/R/H/PE20LSR
NGV/BHPEMI0063 | NGV/RHPEMIO064 | NGV/BHPEMION6S | NGV/BHPEMI0066 | NGV/RHPEMI06T | NGV/BHPEMI006S
NGV/B/H/PEM20063 | NGV/B/H/PEM20064 | NGV/EBM/PEM20065 | NGV/MH/PEM20066 | NGV/BHPEM20067 | NGV/B/H/PEM20068
SNV/B/H/PEL0063 SNV/B/LPE10064 SNV/BALPE10065 SNV/B/L/PEI0066 SNV/BAUPEIONST | SNV/BALPEIOOSS
SNV/B/H/PE20063 SNV/B/H/PE20064 SNV/B/H/PE20065 SNV/B/H/PE20066 SNV/B/H/PE20067 SNV/B/H/PE20068
R NGV/B/HPEMIOLG | NGV/BHPEMIOLGS | NGV/ERHPEMIOLGS | NGV/BHPEMIOLG | NGV/BHPEMIOLGT | NGV/BHPEMIOLGR
NGV/BHPEM20L63 | NGV/B/HPEM20L64 | NGV/RF/PEM20L6S | NGV/BF/PEM20L66 = NGV/BHPEM20LGT | NGV/BH/PEM20L6S
SNV/B/H/PE10L63 SNV/B/H/PEI0L64 SNV/B/H/PE10L6S SNV/B/H/PE10L66 SNV/B/H/PE10L6T SNV/B/H/PE10L6R
SNV/B/H/PE20L63 SNV/B/H/PE20L64 SN'V/B/H/PE20L6S SNV/B/H/PE20LG6 SNV/B/H/PE20LGT SNV/B/H/PE20LGR
D5
NGV/BMHPEMI0073 | NGV/BMHPEMIONT4 | NGV/BH/PEMINOTS | NGV/BHPEMI00TS | NGVBHPEMIO?? | NGV/BHPEMIOOTS
NGV/B/H/FEM20073 | NGV/BM/PEM20074 | NGV/BM/PEM20075 | NGV/BMH/PEM20076 | NGV/BHPEM20077 | NGV/B/H/PEM20078
SNV/B/H/PEL0073 SNV/B/H/PE10074 SNV/B/H/PEI0075 SNV/B/H/PE10076 SNV/B/H/PEL0077 SNV/BH/PEI0078
SNV/B/H/PE20073 SNV/B/H/PE20074 SNV/B/ALPE20075 SNV/B/H/PE20076 SNV/B/ILPE20077 SNV/B/H/PE20078
el NGV/B/HPEMIOLT | NGV/BALPEMIOL74 | NGVW/BALPEMIOLTS | NGV/BALPEMIOL?6 | NGV/BAUPEMIOLT? | NGV/BALPEMIOLTR
NGV/B/H/PEM20LT3 | NGV/B/HPEM20LT4 | NGV/EBMPEM20LTS | NGV/BHPEM20L76 | NGV/BHPEM20LT? | NGV/B/H/PEM20LTR
SN'V/B/H/PEIOLT3 SNV/B/H/PEI0L74 SNV/B/H/PE10LTS SNV/B/H/PE10L76 SNV/B/H/PE1OLTT SN'V/B/H/PE10LTS
SNV/BILPE2OLT3 SNV/BALPE20L74 SNV/B/H/PE20LTS SNV/B/H/PE20L76 SNV/B/H/PE20L77 SN'V/B/H/PE20L 7R
NGV/B/H/PEMI0083 | NGV/BAIPEMIOONS4 | NGV/BALPEMIOOSS | NGV/BHPEMI0086 = NGV/BF/PEMI0NST | NGV/BH/PEMI00SS
NGV/B/H/PEM20083 | NGV/B/H/PEM20084 | NGV/BH/PEM20085 | NGV/BH/PEM20086 | NGV/BH/PEM20087 | NGV/B/H/PEM2008S
SNV/B/H/PE10083 SNV/B/H/PE10084 SNV/B/H/PE1008S SNV/B/H/PE10086 SNV/B/H/PELO0ST SNV/B/H/PE10088
Green SNV/B/H/PE20083 SNV/B/H/PE20084 SNV/B/H/PE20085 SNV/B/H/PE20086 SNV/B/II/PE20087 SNV/B/H/PE20088
NGV/B/IPEMIOLSY | NGV/BIPEMIOLSS | NGV/BH/PEMIOLES | NGV/BILPEMIOLSS | NGV/BAIPEMIOLET | NGV/BHF/PEMIOLSS
NGV/B//PEM20L83 | NGV/BAIPEM20L84 | NGV/BALPEM20LES | NGV/BIUPEM20L36 = NGV/BAIPEM20LET | NGV/BF/PEM20LER
SNV/B/H/PE10LS3 SNV/B/H/PE10LEA SNV/B/H/PE10LES SNV/B/H/PE10LEG SNV/B/H/PE10LET SN'V/B/H/PE10LSE
SNV/B/H/PEIOLE3 SNV/B/H/PE20LES SNV/B/H/PEIOLES SNV/B/H/PEIOLEG SNV/B/H/PEIOLET SNV/B/H/PE20LEY
DIRE
NGV/B/H/PEMIONO3 | NGV/BMHPEMIONA | NGVBHPEMIONS | NGV/BHPEMIONs — NGV/BHPEMIDNT | NGV/BH/PEMIOOYS
NGV/B/H/PEM20093 |  NGV/BHPEM20094 | NGV/BHPEM20095 | NGV/BHPEM20096 — NGV/BH/PEM20097 | NGV/B/H/PEM20098
SNV/B/H/PE10093 SNV/B/H/PE10094 SNV/B/H/PEI0095 SNV/B/H/PE10096 SNV/B/H/PE1D097 SNV/B/H/PE10098
5  SNVIBH/PE20093 SNV/B/H/PE20094 SNV/B/H/PE20095 SNV/BH/PE20096 SNV/B/H/PE20097 SNV/BH/PE200Y8
—

NGV/B/H/PEM10LY3

NGV/B/H/PEM10LY4

NOV/BHPEMIOLYS

NGV/B/HPEM10L9%

NGV/B/HPEM10LST

NGV/B/HPEM10LYS

NGV/B/H/PEM2OLY3

NGV/BH/PEM20L94

NOV/BH/PEM20L95

NGV/B/H/PEM20L9%

NV /B/HPEM2OLYT

NOV/B/H/PEM2ZOLYE

aNV/BH/PEINLY3

SHY/BHPEINLS4

SNV/BH/PEINLSS

aNV/BHPEIOLYG

SNV/BHTEIOLYT

SNVBHPEIDLIR

SNV/B/H/PEZ0LY3

SNY/B/HAPE2OLY

SNV/B/H/PE20LYS

sNV/B/H/PEZOLY

SNV/BHPEZOLYT

SNV/B/H/PEZOLYS
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