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Guantes de nitrilo
con certificacion 374-5 y EN455-1-2-3(Caja de 100 unidades)
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SIZE: 210x110x73MM
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* Latex-free

* Powder-free

* Protein-free

* Ambidextrous
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Caracteristicas técnicas:

- Cumple con la normativas: 374-5 y EN455-1-2-3
- Peso: 3.5 g - 3¢

- Material: Nitrilo

- Color: Azul o negro CRDUGHT Disposable
- Talla: S, M, L, XL CCo- Nitrile Gloves
- Elongacion: 500 +

- Caja de 100 unidades
- Fecha de caducidad: 3 afios desde su apertura @ — ﬁfm@i
- No son reutilizables ni lavables -

- - -

CRDUIGHT
100D Nitrile Gloves
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Disposable
Nitrile Gloves
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DISPOSABLE NITRILE CRADUIGHT

G LOV ES DISPOSABLE NITRILE

GLOVES

QUANTITY 1,000 PCS

DATE
N.W. KGS

CRDUIGHT
MEAS 38x23%x22 C M

Powder-free LI MLl LLO XL L |
Non-sterile Black [1 Blue [
Latex-free 374 A @ W f

Floor 1-5 Building No.7 & Floor 1-4 uHu:Hn’ No.5, No.18 Xinyi Road,
S l n g I e U Se ' Jianghai Di:tﬁct,g.!iangmn City, Euungdﬂﬁg Province, I.':I'rirll'.twa

Ambidextrous C € 0075 Qf iﬁ“

Calle Sierra Filabres 1. Poligono Industrial La Olivilla.
CP:28946. Fuenlabrada (Madrid).

916327740

tienda@fisaude.com




EC Declaration of Conformity

Manufacturer: whose single Authorized EU-Representative:

CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO., LTD. CMC Medical Devices & Drugs S.L

Floor 1-5 Building No.7 & Floor 1-4 Building No.5, No.18 C/Horacio Lengo N° 18 CP 29006, Mélaga-Spain
Xinyi Road, Jianghai District, Jiangmen City, Guangdong Tel: +34951214054

Province, China. Fax: +34952330100

Wei Zou

Tel: +86 13929086806
Email: 307027966@qq.com

We, the manufacturer, herewith declare that the products:

Disposable Nitrile Examination Gloves
Models: KDNG0O1M / KDNG02M :

meet the provisions of Directive2017/745(EU) which apply to them.

The medical device has been assigned to class | according to Annex IX of the Directive2017/745(EU) . It bears the mark

i
(€ i

following the procedure relating to the EC Declaration of Conformity set out in Annex VIl of Directive2017/745(EU).

This Declaration of Conformity covers all medical devices as specified in the product list belonging to this declaration.

The above mentioned declaration of conformity is exclusively under the responsibility of CRDLIGHT OPTOELECTRONIC
TECHNOLOGY CO., LTD.

CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO., LTD.
Floor 1-5 Building No.7 & Floor 1-4 Building No.5, No.18 Xinyi Road, Jianghaiistrict, Jiangmen City,

B
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EDICAL)?)EVIC S

CMC MEDICAL DEVICES & DRUGS SL
NO.CMC/CE/2020/11022021.1

CONFIRMED THAT CMC MEDICAL DEVICES &DRUGS S.L. Is the European Authorized
Representative of
CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO., LTD.
Floor 1-5 Building No.7 & Floor 1-4 Building No.5, No.18 Xinyi Road, Jianghai District,
Jiangmen City, Guangdong Province, China

The certificate remains valid until the expiration.agreement of EC REP, manufacturing
conditions, the quality system or relevant legislation are changed. The validity is conditioned
by positive results of periodic surveillance audits.

The product liability rests with the manufacturer in accordance with applicable directive and
standard, after fulfilling of the relevant EU legislation requirements, the manufacturer shall
affix relevant CE marking to all above mentioned models of the medical device.

Complies with the applicable essential requirements of the council directive 93/42/EEC on

medical devices as amended.

The products in Annex [ was registered in Spanish MOH with number RPS/277 /2021

Issued on: 11/02 /2021

www.ecmcmedicaldevices.com



Disposable Nitrile Examination Gloves
Models: KDNGO1M / KDNGO2M

‘ Disbosable Vinyl Examination Gloves
Models: KDPCO1M / KDPC02M

Disposable Vinyl/Nitrile Blended Examination Gloves
Modeils: KDBGO1M / KDBGO2M

www.ecmcmedicaldevices.com



NOTIFIED BODY
n* 0075

EU-TYPE EXAMINATION CERTIFICATE T
A e = XS

to an EU-type examination in ac
sfy to essential health'and safety

ance with 2 i
quirements

Certificate N° 0075/4279/162/03/21/0537
Issued by CTC, Notified Body N°0075, to the following model of personal protective equipment :

Manufacturer : CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO.,LTD
1F,2F,3F,4F,5F Floor 1-5 Buliding No.7& Floor 1-4 Buliding No.5,No,18 Xinyi
Road,jianghai District,Jiangmen City,Guangdong Province

China
Description
PPE Type : protective glove against microorganisims risks
Product reference : KDNGO1C _BLACK, KDNG02C _BLUE
Article code : /
Glove description : DISPOSABLE NITRILE GLOVES
Availabie sizes : 7/S8/M9/L RS e

FNHLN ITEvseasia ¢

Pictures :

DISPOEARLE NITRILE

GLOVES

KDNGOI1C _BLACK | <

DISPOSABLE NITRILE
GLOVES

Avtidentraus - Posderdee -+ Leesfre

AN IRy chDUIGHT |

€

Reference standard : Levels of performance [ class of protection

« ¥ » indicates that the glove has not been submitted to the test or the test method appears not to be suitable for the glove design or material.
« 0 » indicates that the glove falls below the minimum performanca level for the individual hazard.

EN 1SO 21420:2020 -

EN 1SO 374-5:2016 MICRO-ORGANISMS

This glove is intended to activity that does not involve 2 deliberate intention to work with or use a biological agent but may result in
the workers' baing exposed to a biological agent.

At the date of the certificate, the product is in compliance with Annex XVIl of REACh regulation (n® 1907/2006 and revisions)

Full description of the PPE, reference rules verified in the context of the EU-type examination and information given on the product are detailed in the
manufacturer's technical file and the Instruction for Use index 01 dated from MARCH, 2021

NOTA : Any modification to new items of the personal protective equipment object of this EU type approval certificate or any modification of the information contained in the
manufacturer technical file which served for the deliverance of the EU type approval certificate (change of address, change of company status) should be brought to the
attention of the notified body in accordance with Annex V §7.2 of Regulation 2016/425. Any marking on the PPE which is not concerned by the Regulation (UE) 2016/425, is not
covered by this certificate.

Issued in Lyon by Date of first issue : 19 March 2021
Didier GUISADO End of validity date : 19 March 2026
Certification and Quality Manager

www.ctcgroupe.com

In application of the Regulation 2014/425 of the European parliament

and the Council-of 9th March 2014 related to Personal Protectiy cemarking@ctcgroupe.com
Equipment and repealing the Directive 89/684/EEC.

cofrac

z Accreditation ng 50594

W Scope available on:
T SERVICES  www.cofrac.fr



CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO.,LTD

MANUFACTURER’S TECHNICAL FILE TO THE

PPE REGULATION 2016/425

KDNGO01C _BLACK,

Reference of the product : KDNG02C _BLUE
Article code : /

Technical file index : 01

Last update : MARCH, 2021

C0537 - CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO LTD - N°0075-4279-162-03-21-0537 xIsm - Dossier technique 1/6




IDENTIFICATION

KDNGO01C _BLACK, KDNGO2C

Reference of the product : : _BLUE

Article code : : /

Basic Model

Technical file index : : 01

Last update : : MARCH, 2021
Manufacturer :

CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO.LTD
1F,2F,3F,4F ,5F Fioor 1-5 Buliding No.7& Floor 1-4 Buliding No.5,No,18 Xinyi
Road,jianghai District,Jiangmen City, Guangdong Province

China
tel : 07503766087
fax : 07503808345

Factory :
CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO.,LTD

1F,2F,3F,4F ,5F Floor 1-5 Buliding No.7& Floor 1-4 Buliding No.5,No,18 Xinyi
Road,jianghai District,Jiangmen City,Guangdong Province

China
tel: 07503766087
fax: 07503808345

C0537 - CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO LTD - N°0075-4279-162-03-21-0537 xIsm - Dossier technique 216



GLOVE DESCRIPTION

General glove description and intended use:

DISPOSABLE NITRILE GLOVES
This glove is designed against microorganisms risks .

This glove is intended to activity that does not involve a deliberate intention to work with or use a biological
agent but may result in the workers' being exposed to a biological agent.

Type of coating finish : no coating
Visual description (picture hack and palm sides) :

KDNGOZC  BLUE

KDNGO1C~ BLACK

Risk assessment (Essential Health and Safety Requirement. Annex il - PPE Regulation)

Applicable Covered by
Standard
§1 Requirements defined in the Annex 1l §1 are applicable to all PPE Instruction for use
Marking
[ ] Standard
§1.4 |Manufacturer's instructions and information is available [ /] Instruction for use
[_| Marking
If itis known that the design performance of new PPE may be significantly affected by Standard
ageing, the month and year of manufacture and/or, if possible, the month and year of -
2.4 | Instruction for use
: obsolescence must be indelibly and unambiguously marked on each item of PPE
placed on the market and on its packaging. Marking
[_] Standard
§2.5 |PPE which may be caught up during use || Instruction for use
[ ] Marking
PPE bearing one or more identification markings or indicators directly or indirectly | Standarul;l
§2.12 . |/ | Instruction for use
relating to health and safety = ;
|| Marking
PPE intended to protect against substances and mixtures which are hazardous to &4 Standarf:l
§3.10.2 i i . || Instruction for use
health and against harmful biological agents - Cutaneous contact —
Marking
Glove constitution :
: Surfacic .
Reference Color Material Gauges Thickness
mass
black or L
Palm Nitrile 0.115MM
blue
black or 2%
Back Nitrile 0.115MM
blue
black or -
Cuff Nitrile 0.115MM
blue
C0537 - CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO LTD - N°0075-4279-162-03-21-0537 xlsm - Dossier technigue 3/6




PROTECTION SCOPE

This glove meets the essential requirements of the Personal Protective Equipment Regulation 2016/425.
This glove is designed against microorganisms risks .
It is a category Il product.

GENERAL REQUIREMENTS

Standard EN ISO 21420 : 2020

Dexterity : 5
Avalla.ble size 7/S-9/L
range:

A different hand sizing system from the one defined in EN ISO 21420 Annex B table B.1 is used:

Hand size Hand circumference (mm) Hand length (mm)
78 170 161
o/M 190 168
9/L 210 175

SPECIFIC REQUIREMENTS AND PERFORMANCE LEVELS

« X » indicates that the glove has not been submitted to the test or the test method appears not to be suitable
for the glove design or material.

« 0 » indicates that the glove falls below the minimum performance level for the individual hazard.
Microorgqanism EN ISO 374-5: 2016

This glove protect against microorganism.

The glove shall be used in following conditions :

Work place or similar :

- Work in food production plants

- Work in agriculture.

- Work activities where there is contact with animals and/or products of animal origin.

- Work in healthcare, including isolation and post-mortem units.

- Work in clinical, veterinary and diagnostic laboratories, excluding diagnostic microbiological laboratories.
- Work in refuse disposal plants

- Work in sewage purification installations

The activity does not involve a deliberate intention to work with or use a biological agent but may result in the
workers' being exposed to a biological agent

Uncontrolled against viruses.

TEST REPORTS

Laboratory Cihe Other
EN ISO 21420 = - 141005701
INNOCUCUSNESS
EN iSO 374-5 $210100570_1

C0537 - CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO LTD - N°0075-4279-162-03-21-0537 xIsm - Dossier technique 4/6



MARKING - PACKAGING

Information printed on the box :
Logo of Manufacturer :

Logo (¢
Glove's reference : KDNGO01C _BLACK, KDNG02C _BLUE
Article Code : /

Size indicator

Pictograms related to risks against which protection is offered with performance levels
information pictogram

Address of Manufacturer :

Date of Manufacture (month/year) and/or serial/batch number :

Date of obsolescence (month/year) if applicable:

Marking of packaqging example :
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Method of marking on the glove :

Print on the box

Packaging suitable for transport:

100 pcs per box, 1000 pcs per carton

PPE subject to ageing :

Peremption period : 3 years when stored in appropriate conditions (humidity, temperature, clean , ventilated,

light). Before use, the glove shall be visually controlled, in case of deterioration the gloves must be scrapped
(abrasion, cut, tear, ...).

Cleariing instructions:
The gloves are not washable.

MEANS OF CONTROL

1. According to certain chemical standard, we test and check the raw material before we accept them from our
supplier, we keep the material at proper place and condition, marked available date and code of supplier.

2. Mainly we check the raw material for every batch. We put them at the certain place in warehouse.

3. For coating, packing precessing, every step check the last step, signing the name of the last one.

4. We do a simple and tested by a competent laboratory CTC Shanghai as per Air leak & Water leak testing
every onie month. If the test result compliance with the relevant standards and reach to our requirement, we will
procduce mass production same as the samples, and check at least 2% of total quantity before shipment.

C0537 - CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO LTD - N°0075-4279-162-03-21-0537 xIsm - Dossier technique 6/6
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CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO. LTD

1F,2F,3F,4F,5F Floor 1-5 Buliding No.7& Floor 1-4 Buliding No.5,No, 18 Xinyi Road,jianghai
District,Jiangmen City, Guangdong Province

China

Glove reference : KDNGO01C _BLACK, KDNG02C _BLUE
Article code: /

User notice index : 01

Last update : MARCH, 2021

Glove description :

DISPOSABLE NITRILE GLOVES

This glove is a personal protective equipment belonging to the category Il

It meets the requirementis of the PPE Regulation 2016/425 : innocuousness, comfort, solidity.
It has been subject to a UE-type Examination performed by :

CTC. (0075)

4 rue Hermann Frenkel
69367 LYON Cedex 07
FRANCE

BBUNBIET s BEUIBNMOJ. & SNOSMEPIqUY

S3IA01TO ._/f

JTM™LIN 318vS0dSIa

| \\/\ ¥ DISPOSABLE NITRILE @
N\ el - >
\ GLOVES i
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MADE IN CHINA

R __Sw ________________________________________WLW
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Applicable standards :

The glove meets the requirements of the standard EN 1SO 21420:2020 « Protective Gloves - General requirements and test methods ».

Dexterity: 5
Available size range: 7/5-9/L
A different hand sizing system from the one defined in EN 1SO 21420 Annex B is used.
Hand size Hand circumference (inm) Hand length (mm)
7/S 170 161
8/M 190 168
9/L 210 175

Moreover, this glove has been designed for the following applications :
« X »indicates that the glove has not been submitted to the test or the test method appears not to be suitable for the glove design or material.

« 0 » indicates that the glove fails below the minimum performance level for the individual hazard.

Application -
Microorganism - EN 1SO 374-5 : 2016

Microorganism resistant Conform

I:]:i:l Read carefuily the instructions for use provided with the product

Protection limit :
Users should be warned that gloves should not be worn when there is a risk of entanglement by moving parts of machines.

This model does not contain any substances at levels that are known to, or suspecied to, adversely affect user hygiene or health.

The protection against risks or hazards which are not mentioned in this document is not warranted.

These levels of performance are obtained from the tests done according to conditions defined by the applicable standards.

The levels of performance mentioned are only valid for new gloves, not washed, nor regenerated.

Before use, the glove shall be visually inspected for any defect or imperfections. In case of delerioration, the gloves must be scrapped (abrasion, cut,
No flame protection is claimed. This glove shall not be in contact with naked flame.

The penetration resistance has been assessed under laboratory conditions and relates only to the tested specimen.

The glove shall be used in following conditions -

Work place or similar -

- Work in food production plants

- Work in agriculture.

- Work activities where there is contact with animals and/or products of animal origin.

- Work in healthcare, including isolation and post-mortem units.

- Work in clinical, veterinary and diagnostic laboratories, excluding diagnostic microbiological laboratories.
- Work in refuse disposal plants

- Work in sewage purification installations

The activity does not invoive a deliberate intention to work with or use a binlogical agent but may result in the workers' being exposed to a biological
agent.

Uncontrolled against viruses.

Storage and cleaning notice
Keep in its original packaging, under ordinary temperature and humidity conditions and in clean, covered and ventilated premises.

The gloves are not washable.

PPE subject to ageing :
Peremption period : 3 years when stored in appropriate conditions (humidity, temperature, clean , ventilated, light). Before use, the glove shall be visually
controfled, in case of deterioration the gloves must be scrapped (abrasion, cut, tear, ..).

Declaration of conformity :
Available with product.

C0537 - CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO LTD - N°0075-4279-162-03-21-0537 xIsm - User notice 212
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HANGHAI

3F, Building Block 2, No. 3400 Gonghexin Road,
Jing'an District - Shanghai 200436, P.R. CHINA
F T 22 LSRR R 31005 2183 B2
Tél. : +86 21 68 55 50 32
Fax : +86 21 68 55 50 33

E-mail : cteshanghai@ctegroupe.com

307027966@qq. com

TEST REPORT
Report No.: 5210301983 _1

APPLICANT: CRDLIGHT OPTOELECTRONIC TECHNOLOGY

CO. , LTDIT[ 717 Dl iR A7 IR 23+
(C41964)

FLOOR 1-5 BULIDING NO. 7&FLOOR 1-4
BULIDING NO.5,NO, 18 XINYL ROAD,
JTIANGHAT DISTRICT

JTANGMEN GUANGDONG

CHINA

Date of receipt :18 Mar. 2021

Testing period  :22 Apr. 2021
122 Apr. 2021

:FIRST TEST

Buyer: —

Sample description:  size:X,M, L, XL

Style / Article no.  : 5 5 KDNG02C

Test(s) requested :— For CE Marking : Yes
Service :REGULAR Previous report

Brand / Section  :— Product category 17~
Season — Product type

End use — T HEFZE Disposable Nitrile Gloves Test stage

Factory name = Supplier name

Factory code £

1. Conclusion:

=y

Pass: requirements met

The report is issued by CTC Shanghai  under its General Conditions printed overeaf The results shown in this report refer only to the s
Except by special arrangement, the test items will not be retained by CTC Shanghai
in full, without the written approval of the testing laboratory.

Exported to

Tests description

Page 1/4

22 April 2021

Fail: requirements not met

Resistance to penetration by blood-borne pathogens - Test method using Phi-X174 bacteriophage

Approved by

" \

None: no requirement for this test  N/A: not applicable

Henry YAN j™ii%
Laboratory Manager

for more than 3 months. The test report shall not be repl

To declare the conformity to the requirement, the uncertainty of measurement, associated to the test results, has not been taken into account.

<{> Conformity

Pass




CTC

—

TEST REPORT [+

Report No.: $210301983_1 22 April 2021

APPLICANT: CRDLIGHT OPTORLECTRONTC TECHNOLOGY
CO. , LTDYL[ )1 itk e rRHE B B2 ]

(C41964)
2. Sample(s) description assigned by laboratory:
Size Analyzed product Description Sample information
GLOVE

blue nitrile glove

210301983

The report is issued by CTC Shanghai  under its General Conditions printéd overleaf. The results shown in this report refer only to the s

ey @y
Except by special arrangement, the test items will not be retained by CTC Shanghai for more than 3 months. The test report shall not be rep Y oxCe
in full, without the written approval of the testing laboratory. ) i

To declare the conformity to the requirement, the uncertainty of measurement, associated to the test results, has not been taken into account.



3. GLOVE/

hlue nitrile glove

TEST REPORT
Report No.: $210301983_1

Page 3/4

22 April 2021

APPLICANT: CRDLIGHT OPTOELECTRONTC TECHNOLOGY
CO. , LTDYL[ 11 itk e rRHE B B2 ]
(C41964)

Method

Client
Requirement

Unit

Result

Conformity

A Resistance to penetration by
blood-borne pathogens -
Test method using Phi-X174
bacteriophage

Type of sample

Dimension of the test specimens
Sampling

Paraffin-sealed edges

Test specimens condition
Sterilization

Pre treatment performed

Side in contact with the bacteriophage
suspension

Test procedure used

Retaining screen specifications

Surface tension of the bacteriophage
suspension

Used bacteriophage
Host bacteria

Compatibility ratio

Starting bacteriophage challenge titer
Starting bacteriophage challenge titer (2)
Starting bacteriophage challenge titer (3)
Ending bacteriophage challenge titer
Ending bacteriophage challenge titer {2)
Ending bacteriophage challenge titer (3)

Environmental plate results
Number of PFU/mI of assay fluid

Number of PFU/mI of assay fluid (2)

ISO/FDIS
374-5:2016

<1 (No
penetration)

<1 (No
penetration)

PFU/mI
PFU/mI
PFU/mI
PFU/mI
PFU/mI
PFU/mI

Glove
7.5cm x 7.5¢cm
Palm
No

2145°C and 60+10%RH

None

None

Outer side

Procedure B (OkPa 5min

+ 14kPa 1min + OkPa
4min - With screen)

0.042 + 0.002N/m

Bacteriophage Phi-X174
(ATCC13706-B1)

Escherichia coli (ATCC
13706)

1.1
2.46 108
2.46 108
246 108
2.37 10"8
2.40 108
249 108

0 PFU on each settle
plate

<1 (No penetration)

<1 (No penetration)

Pass

The report is issued by CTC Shanghai under its General Conditions printed overeaf The results shown in this report refer only to the s
Except by special arrangement, the test items will not be retained by CTC Shanghai
in full, without the written approval of the testing laboratory.

for more than 3 months. The test report shall not be rep

To declare the conformity to the requirement, the uncertainty of measurement, associated to the test results, has not been taken into account.




CTC
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SHANGHAI

TEST REPORT

Report No.: 5210301983 _1

Page 4/4

22 April 2021

APPLICANT: CRDLIGHT OPTORLECTRONTC TECHNOLOGY
CO. , LTDYL[ 1 itk e rURHE B B2 ]

(C41964)
Method Client Unit Result Conformity
Requirement
Number of PFU/mI of assay fluid (3) <1 (No <1 (No penetration)
penetration)

The report is issued by CTC Shanghai

Except by special arrangement, the test items will not be retained by CTC Shanghai

in full, without the written approval of the testing laboratory.

END OF TEST REPORT
A The test was carried out by external accredited laboratory under their accreditation scope.

To declare the conformity to the requirement, the uncertainty of measurement, associated to the test results, has not been taken into account.

under its General Conditions printed overdeaf. The results shown in this report refer only to the s gl té/§t d.
for more than 3 months. The test report shall not be repl
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DISPOSABLE NITRILE EXAMINATION
Sample Description:
GLOVE

= £ B (LT DRt A A IR

CRDLIGHT OPTOELECTRONIC

Applicant:
TECHNOLOGY CO.,LTD

R Wl 2l g3 amall

Test Type: SUBMITTED BY CLIENT
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\ A=
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Test Report
—WHEER T RERA
~ FE& ,
SR i, i
. DISPOSABLE
Sample Description NITRILE Color BLUE
EXAMINATION
GLOVE
WesIHE R
Received sample S/MIL: 500 H
quantity/ 500PCS/ e RETES N v
KDNG02M
. i B S/M/L: 230 H Type/ Specifications
LIRS Tested sample 230PCS
guantity
_Sanps 7 it P e i R pL it
information
Lot No. NOT PROVIDED Lot Quantity NOT PROVIDED
A = H S AR A RO 3 F
Manufacture Date NOT PROVIDED Expiration Date THREE YEARS
A B W 2 Th TRAF AT A g it
Material/ Appearance NITRILE Storage Condition NOT PROVIDED
K R IRLE
Manufacturer NOT PROVIDED
ES i A VI T Rt B R TR 4 7
g)ﬁ{—‘ﬁ-‘4|§1 5 L
_ Applicant CRDLIGHT OPTOELECTRONIC TECHNOLOGY CO.,LTD
. FdT 247 Ml AL THT# XS B4 18 5 5 i 1F,2F 3F 4F,7 & 1F,2F,3F 4F 5F
_ inf{ghn?gttion ST FLOOR 1-5 BULIDING NO.7& FLOOR 1-4 BULIDING NO.5,NO,18

Applicant address

XINYI ROAD,JIANGHAI DISTRICT,JIANGMEN CITY,GUANGDONG

PROVINCE,CHINA

b R AR %555 5) AR 2 7]

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
& 2 Ji4k 13 1

A

!‘FE'[E

Page 2 of 13
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(MEAfEE ) PHEEXR&SEWE, Rl hitp:
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hitps/lwww, s9s.comien/ Tarms-and-Conditions/Terms-g<Documentaspx #IL. WIFRIRERLmE LR ERE. B
MUEMERAOBERE. CTAMYHBNIMDE. ARESHFRLEREGERER TR RFAT, BESHAMEE.
SOSUTHEF NS, FALMSTRLN TR FRMETR CHBRTHEHRERTHLE. RERERANERE. £
THTFHETEN. $rHt. EHRSREAMBESAGRELRITOHEN. WRREdERUETS, S8 5%i0 T
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Test

e UEEPS!

information

o 2021 4. 01 A 25 0 &
FE b H A - p
e 2021 4 01 A 25 H p— 2021 .02 11 08 H
Samp'%gtfe"“"g JAN.25,2021 TestPeriodDate | . | \\105.2021 TO
FEB.08,2021
LT TR QDHL2101000813MD o Bl FFEER
(TAOHG2100385701) - |
Sample No. (TAOHG2100385702) | Test environment Meet requirement

AR, RSP CKBE, WD . fifsRfE (ELdiatli, EE
LRl ik 710, LIS H

Water tighthess test, Dimensions(Length, Width), Tensile strength
(Force at break, Force at break after challenge testing), Proteins,
leachable

Test items

EN 455-1:2020 — &k HE(EHBE H PE-5 1 3o AF KR &% 5.1

EN 455-1:2020 Medical Gloves for Single Use — Part 1: Requirements
and Testing for Freedom from Holes clause 5.1

EN 455-2:'2015 — KT TFE- 2 34 A H M g BRI e 4
K g s # 4.2,43,5.2,5.3

Testing EN 455-2:2015 Medical Gloves for Si ngle Use—Part 2: Requirements
Accordance and Testing for Physical Properties clause 4.2,4.3,5.2,5.3

EN 455-3:2015 +{R{EEH R H F8-5 3 Ao AV =i FAr ER A 06
Rk 4.5

EN 455-3:2015 Medical Gloves for Single Use—Part 3: Requirements
and Testing for Biological Evaluation clause 4.5

)
s
-l
_—

|""'

ix&ﬂ

o RN,
hmmj#ﬁm:

T eyl

AR R AR %G5 5B AR AW
SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
% 3 W4k 13 |
Page 3 of 13

AT EEDN, ARTmLLTER ( BEFESHERK ¥ R,
{ MEPAFFE ) OBTFEXRSEWE, L@d hitp: a5 comien/Terms-and-Conditions aspx #f #, d-FEA
. FRARE pitodfiwww,sas. comien Terms-and-Conditions Terme-e-Documentaspx #I. #GHAEXPELREMRE. B
HUBMERREBREER. CARTHET IR, ARSHTERSREGEZERTEFAHEFT, RELSHFEMHAR.
SESMNMAEFAE, FACNEGTFRARZREFRMTACANSNONAAEETHLE. *ERELANERE, £
:ﬁ?ﬁﬁﬁ!ﬂ-ﬁlﬁ%.ﬁﬂﬁﬁﬁﬂﬁﬂﬁﬁﬁﬁﬁiﬁﬁmﬁﬂ~ﬁﬂﬁﬂﬂﬂﬁﬂiﬁﬁ.ﬁﬁﬁﬁ%ﬁmﬁﬁ
i
":- ® il W iE P f__'
# Lk
et
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$ﬁﬁﬂ%ﬁiﬂﬁﬁmmmﬂi,ﬁm@@%mmmﬁu 1
i 2 it Th hls report only provides the test results and individual judgment, conclusion please see
follow pages.
Test Y
_#_,.fcﬂnclusi}un P 4 %k H ﬁﬂ 2021 %02 H 08 H
7 & . o e
f.-. e b -
2 da Issue date: FEB.08,2021 F A
#iE r
Adt e
Remark ) 7
' d g \ r %
2
% 2% G
,, % ANE G
fHeHE N : A% E‘ﬁﬁ)\ff\m ‘—/; Sl A - "'h
Hil: 20214602 H08 H « HMl: 2021 4602 H08 H  HMi: 20214 02 H 08 H
f....x -~ F . > i II.-""..-.#
I 3 3
e
- f.;#.‘
&
e J &
4 - 1 -
& €
5 :
¥ — p e j -~
e AR R AR %G5 5) A A ] -
SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd
> & 4 4k 13 i 7 2
( Page 4 of 13
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HREA

Sample Photo

AT AR I 565 &) IR AR

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd
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AT HESRE, ARTHLSTHEE ( RESHREK ) HR,
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. failit Mmammmmﬂmmm . WHRKER R REME, B

MUEMERAOBERE. CTAMYHBNIMDE. ARESHFRLEREGERER TR RFAT, BESHAMEE.
SCSUTHEFNE, HALMRGTRLN TR/ RETR CANRTONAAERTHLE. RERELTNERD, £
THFMETES. S, EHREEEAMEYATRELETHEL. 0lREdERlETS. ﬁﬁﬂ?ﬁﬁﬁlﬁﬂﬁ-
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Test Results

R A ik PRAEE R ?! T BIAE
Test Method Requirement Te sult | Assessment
g BEMEE: Si20037 ¢ > e i
| m200 5 L2065 ‘*(X
EN2333'1' Sample quantity: 331"?-?%[#”.1 @f‘
; S:200pcs M: 200pcs -
ki 5.1 L: 200pcs Found: \ it
ENzggﬁ -1: ﬁﬁiiﬁﬁﬁﬁ S: 0 y S - Pass
% AQL: 1.5 (“‘/ >
Cladse I
B{ R Ac: 7 > \ S
JEISCH Re: 8 C)
_'/’ EN 455- X
2:2015 Q, v
<)% %k 4.2 {fi Median value: |~ S -
/% EN 455- f%ﬁ 2240 d ¢ Pass
( wg D EI e e o
Rt W Cle &5 T
Dimensions appendix 1 N
\ 01 5 HF1{f Median value: for details () o
B E .1g;y %ﬁ43 san ﬁg;*&
p i Widt "S'-* EN 455- {i jf’ ’
2:2015
x / Clause 4.3 \\;/V
EN 455-
LALHT 2:2018 % -1
ik 1 4 N \ % b 11{fi Median value: 4 -\
> { Force at —"16 )Ez 23?2 b): 26.0 &’ g o Pass ( f -
b break : RN
\{X ' ﬁﬁlﬁﬁg | Clause5.2 / f See b’
9 S-I;E“s"?h Zn EN 455- appendix 2
) b ik W 41 2:2015 { for details
Force at N %%{5.3. ()4 Median value: gL
p < break after b): 26.0 &, g Pass <
)Y challenge { |
( “/X testing Ciaﬁoe 5.3 X
£\ P
A
}> EFR bR A

Fie kA A7 S50 B

f5 A il o i

Hlﬁf.f
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i LR LR} W 7 i PREE R LR UEAE S BLITH
Test ltems Unit Test Method Requirement Test Result Assessment
S: Akaih
Not Detected
: M: A
] 08 B H 2L ?g}%i 2015 Not Detected
Proteins, M99 | N 4553 2015 / L: R /
leachable clause.4 5 Not Detected
' (R P : 10D
(Method Detection
Limit: 10)
HtF—: R~
Appendix 1: Dimensions
B i UG
Size
EIRE TR T RE Wi i
No. Length (mm) Width (mm)
1 250 86
2 249 86
3 249 86
4 254 86
5 249 86
6 252 86
7 245 86
8 250 86
9 248 86
10 250 86
11 255 86
12 248 86
13 250 86
RN
Standard requirement Sl AL
e
Median value o e

i Rl
"" hi{:u:mr ITtsh1f5|mm

bR bR ER AR IR % (5 &) AR A ]
SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
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SECEMUKXEFAE. FAERGTRELAETEA I RETRE CAMETONBANERFHLS:. fERELAIERE, ¥
CHFMETES. SOt EARSHEMEGTATEELBTHES. WRREAGERLUETS. HiEEE ol Rk
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B i RS M
Size
FE RS KHE B
"No Length (mm) Width (mm) -
1 245 98
. 2 245 “ -\ 98
3 248 C D 97
4 : 245 97
5 ( 250 98
6 249 97 :
a4 250 98 )
8 248 98
9 245 . 98
10 248 98
11 ’ 247 98
12 248 98
13 248 97
PR Bk AR
Standard requirement f240 ' 10 g
H{H N
Median value P 98

bR BRI % (5 ) R A =

SGS-CSTC Standards Technical Services {angdan} Co., Ltd

% 8 3L 13 |
Page 8 of 13

FRlERfHmehi, ERFMASTEE ( BAFAMWER > WA, -
(BEAfESR ) PREESR&SAWE, Ry Mqﬁnﬂlﬂwﬂﬂ . RFRAL

o FEndat pttpcfiwww.sgs.comien/Terms-and-Conditions/ Terma-e-Dosumentatoy #M. RBHREX PSR RETME. B

BLUENERHHBESE. FARNOBTHNDE, SEMAFURERSGSERTRANRST. HESH MMM,
SGEMinfHEFMA, #ﬂ.n‘hiﬁ%?ﬁt!&kﬂ&bMﬂiﬁxﬁﬂ#ﬁmﬂﬂﬂm!hﬁiﬁ EEAELANERRE:. =

LM METES. EXEA. FAREEEHEGARERETAHES. HilREhELNETS. EE#%E‘E#&

e fE .

|8 ERESHEIEMETE . MED N FBE-TES IT1443 8 B 6§ CN Do aoh @ g o :'i'

=1 4%
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FERRG CL
Size '
B K GNid
No. Length (mm) Width (mm) -
38 260 “119
. 2 255 .\ _Zald
3 265 ' 110
4 260 109
5 258 110
6 258 109
a 260 1102 /
8 265 109
9 260 ( 11@
10 255 110
11 (Z 7 260 110
12 \ 260 109
13 &% 256 110 g
PR BER ~ '
Standard requirement i240 ' 110+10g
EF‘{E '
Median value 260 110

bR bR AR AR %5 5) AR A ]
SGS-CSTC Standards Techmcal Services (Qingdao) Co., Ltd
®9 WAL 13 |
Page 9 of 13
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R REE
Appendix 2: Tensile Strength

A5 Size: S
L1677 Force at break (N)
11 Before aging %‘H’,I— After aging
B ) B /
No. Nn.
1 8.4 1 7.6
2 8.1 2 8.7
'3 6.8 3 7.0
4 6.9\~ 4 &a
5 Bt 5 7.5
6 6.8 6 6.1
T 8.4 7 6.6
8 8.2 8 8.0
9 “' 9.0 9 7.6
2 10 8.1 10 8.1
11 8.3 11 I8
12 6.5 | - 12 7.0
Lk 7.7 13 6.8
i SIN Pt E R
Standard | 26.0 Standard 26.0
requirement requirement
FHE . CP{E
Median value A1 . Median value 5
A bR bR AER AR IR AT ) AR A

SGS-CSTC Standards Technical Services (angdao} Co., Ltd.
10 I3k 13 |
Page 10 of 13

RESHEmbE, EESFHELLTER ( MAEMEE » 1.
(HRFAREE ) PHTEXREENE. a9 _Lﬁm_*aﬂrﬁq_ﬂumtﬂﬁd-ﬂﬂﬂglﬂnnga!nx fiig, MTHAL

BORMERWOBARE., CTARSHETHAMUE, LHAAFAERSGSERTR MR T, ESMHFMEAE.
SGSNUKXANN. HACESTREETRE SR CEFATHBANRETHLS. FERELAPNERE. +
LHFMETEY. SUES. FARENAHASTAERELHTHES. DARAGELBETS. ﬁﬁﬁﬁb@ﬁ‘ﬁ'ﬁtf&
W—H'FE

= ERHSFEERARNES . WM IE W E(B6-765) 030714430 B 5§ CN_Doock k ...-?-' ]

an  EHRERNE ¥
"“ hi{:a:fq:-lTashiilmu _,
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J i e i

i Size: M
; . fIkI§7 }1 Force at break (N)
<A1 Before aging #1LJ5 After aging
o / (ETE RS A
No. No. )
C 4.1 1 6.3
2 6.0 2 6.7
3 6.8 3 T
4 6.5 4 7.4
5 Tt 5 6.9 .
| 6 5.5 6 6.7.-) y
7 5.8 7 A6
( 8 7.2 8 \ 7.9
9 o1 9 7.1
10 7.3 10 6.7
11 7.8 11 8.0
12 ) 54 ' 12 6.9
13 7.0 } S 13 71
*rw[ﬁﬁﬁ : bR ER
Standard 26000\ Standard 26.0
requirement requirement
HE ; 68 ok ] 7 1
Median value | A Median value ‘

AR R AR AR %55 5) H R A A
SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd
£ I 1T i B
Page 11 of 13
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T RUATERAOEEER. CERNONTIRNS, KRAAFRRARSCSER TR ANTT. Fl&"'llﬁﬁﬂ'ﬂﬁ
g ECLVETE L S WS Ee TS RS FL R s ST E R B h EERELENERE,
THFMETES. S, EHREEEAMEYATRELETHEL. 0lREdERlETS. ﬁﬁ#l‘(ﬁ-‘ﬁ'ﬁlﬁﬂﬁ
i {E.
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Jf5 Size: L
; . fIkI§7 }1 Force at break (N)
<A1 Before aging #1LJ5 After aging
[RtE TR / FE it 4 y
No. No. )
6.7 1 6.0
2 8.0 2 9.2
3 7.6 3 8.3
4 6.0 4 6.8
5 8.1 5 6.5
6 6.0 6 8.3
7 7.6 7 7.7
8 7.2 8 7.6
9 P ik 9 T
10 6.2 10 8.0
11 7.6 11 8.6
12 ) 6.6 , 12 7
13 6.2 13 7.6
#Fr[ﬁfﬁ : bR ER
Standard 26,000\ Standard 26.0
requirement requirement
W e
Median value | ) 772 Median value 7

Remark:

FF A U T A R S B S i s A S, AT 2 IS8 5 375 50 B0 0 B Al o BE B N
The declaration of conformity is only based on the actual value of laboratory activity, measurement
uncertainty of the results not take into account.

ttt?% ﬂittt
***End of Report***~
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Statement

1. RS TMEANET . MR NE AR e imel, LA BNt A I i S Al
BRI AE LR
The report is considered invalidated in one or more of the following conditions: no approval
signature; no testing seal of SGS; altered; a copy without the red testing seal of SGS.

2. FER AR BEHE PR IA, SGS AAIHIESL % P HEALE B I HERIE .
& S A () e BEPE DA
Above information and sample(s) was/were submitted and certified by the client, SGS quoted
the information with no responsibility as to the accuracy, adequacy and/or completeness.

3. BRARAA R, Al s 4 ROGE &2 A& Reilik SR T2 5
W, e, WEBm RS, et RSFE, NN EZ%,
Unless otherwise stated the results shown in this test report refer only to the sample(s) tested.

The test report shall only be used for clients’ scientific research, teaching, internal quality
control, product research and development, etc... and just for internal reference;,

4. ReRAwHE, G EH|(ECEHIFRIN RS BT .
The test report cannot be reproduced in any way, except in full content, without prior approval
in writing by the laboratory.

5. Xl EE ARG NMTUERE Z HE T H A m A AL .
Should you have any queries or objection to the test report, please contact us whthin 15 days
after receiving the report.

Mo nik: F E L X PRI RS 143 5
Address: SGS Center, No.143, Zhuzhou Road, Laoshan District, Qingdao, China.
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. 15: 0532-68999187 ME%e. 266101 A% EL: 0532-80991952
Tel: 0532-68999187 Zip: 266101 Fax' 0532-80991952

E-mail: Emily.Zhang@sgs.com
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SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
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(BEMAFR ) DBMTESRSEMHE, R hip/iwww.sgs com/sp/Termp-and-Condilions.aspx 8, &F IR L
ff o @it hitpi/'www.sgs comien/Terms-and-Conditions(Terms-g-Document aspx M. #HHXERTELNERE. B
EURA&FRAAXRE. CARSABRTIMNE, SHNSASLERSGERRTEAHET,. BN FHMWmE.
B SGEOMNEF AN, FALNGETELORTREARBTN CABEAHENOERTH LS. RERSELT EMR, &
R - el I THARLTEM, TR CHREREHATMERESA TSN SN WERETYS, A0S HENIE T
a.{i._‘l'lip:!:hhﬁ Tesag '=.|.|-l--1vh_‘.:I fEWiT.
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