Gants d’Examen Médical et Gants Jetables

EN455 & EN 420+EN 374 & ASTM D6319

= PRODUCT DESCRIPTION

Product Model GVN GV GVC

Type Nitrile M Synthetic protective Vinyl &

Material Nitrile (Latex-Free) Nitrile / Vinyl (Latex-Free) Vinyl (Latex-Free)

Standard EN455 / EN420+EN374-5 / EN455 / EN420+EN374-5 / ASTM D5250 /
ASTM D6319 / GB10213 GB24786 / GB4806.7

Colour Bluen Pinkm Purplest White M

All Size: Small(S) / Medium(M) / Large (L) / Extra Large(XL)

Powder Powder-Free

Usage Medical Use / General Protection

Availability Intended to be used on one individual during a single procedure

Country of Origin CHINA

Manufacturer u XXXXXXKXXXKXXXXKXKXX

= Weight & Size
Pour vous assurer que vos gants ont le meilleur ajustement et la meilleure sensation, nous avons créé ce
tableau de tailles pratique. Veuillez garder a I’ esprit que les gants sont comme des chaussures: il existe des
tailles générales, mais différents styles s' adapteront différemment. Veuillez trouver la taille de votre gant
mesurant votre main en utilisant le guide ci-dessous.

Small(S) Hand width 80-90 mm, 3.50.5g af 0 /
Medium(M) Hand width 90-100mm , 4.0£0.5g j / })
Large (L) Hand width 100-110 mm, 4.5+0.5g \T) /1'""%,,,,;_]
X Large (XL) Hand width 110-120 mm, 5.0+0.5g \\\\_I _’_/
= Color
Blue Pink Purple White

Y
% |

=




Gants d’Examen Médical et Gants Jetables

EN455 & EN 420+EN 374 & ASTM D6319

= Description des graphiques et des symbols

Symbol for CE Mark. This symbol certifies that a product has met European
Union consumer safety, health, or environmental requirements.

Indicates the medical device manufacturer, as defined in EU Directives 93/42/EEC
and EU PPE 2016/425.

er | | Indicates the Authorized representative in the European Community.

indicate the date of manufacture

Do not re-use

Use-by date

Lot number

EC | R
4 fffl DATE OF MANUFACTURE. This symbol shall be accompanied by a date to
LOT

[Ii] = INSTRUCTION

7

Veuillez couper vos ongles avant de porter les gants, car vos ongles peuvent casser les gants s' ils sont trop
longs ou trop tranchants. Pulpe des doigts le long de I' intérieur des gants, puis mettez votre main dans les

gants; (3) Lorsque vous enleverez les gants, veuillez enrouler le brassard, face aux doigts.



Gants d’Examen Médical et Gants Jetables

EN455 & EN 420+EN 374 & ASTM D6319

m Executive Standard

PRl

Product sequence

IEREAME

Registration or certification area

PUTIRAE

Executive Standard

FE NMPA GB10213
ERTHERNEFE
RREE CE EN455
Nitrile Examination Gloves
=E[E FDA, 510k Exempt ASTM D6319
F[E NMPA GB24786
ER PVCHREFE
EXER CE EN455
Vinyl Examination Gloves
=5 FDA. 510k Exempt ASTM D5250
TEARER GB4806.11
—XUFERTRFE EN ISO 21420
®KEE CE PPE
Disposable Nitrile Gloves EN ISO 374
=5 FDA. 510k Exempt ASTM D7866
HERmK GB4806.7
—RUEFER PVCFR EN 1SO 21420
®REE CE PPE
Disposable Vinyl Gloves EN ISO 374
=5 FDA. 510k Exempt ASTM D7866
TERRK GB4806.7
SRIHRFE EN 1SO 21420
RXEE CE PPE
Synthetic Protective Gloves EN ISO 374
=E[E FDA, 510k Exempt ASTM D7866




Gants d’Examen Médical et Gants Jetables
EN455 & EN 420+EN 374 & ASTM D6319

Certificate & Test report

u CHINA Certificate For Exportation Of Medlical Products

m Business License

m Export enterprise registeration form

m Customs filing form

m GS1 China Membership License

m NMPA Medical Examination Gloves registration certificate

m NMPA Medical Examination Gloves production license

m FDA 510(K) Exempt

m [SO13485 certificate

m Declaration of Conformity

m Certificate of registration with the EU authorities

m Doc of authorized representatives of the EU Union

m SGS Test Report—Nitrile Examination Gloves ( EN455 )

m SGS Test Report—Nitrile Examination Gloves ( ASTM D6319 )
m CTC Test Report—Disposable Nitrile Gloves ( EN420+EN374-5)
m CTT Test Report—Disposable Nitrile Gloves ( GB4806.11 )

m SGS Test Report—Vinyl Examination Gloves ( EN455 )

m CTC Test Report—Disposable Vinyl Gloves ( EN420+EN374-5)
m CTT Test Report—Disposable Vinyl Gloves ( GB4806.7 )

m CTC Test Report—Synthetic Protective Gloves ( EN420+EN374-5)
m GTTC Test Report—Synthetic Protective Gloves ( GB4806.7 )



Gants d’Examen Médical et Gants Jetables

EN455 & EN 420+EN 374 & ASTM D6319

m  Certificat CHINE pour I’ exportation de produits médicaux

AR A BRI RI[E
PEOPLE’S REPUBLIC OF CHINA
By Y 2 bl ™ b 1 10 5 £ ME ]
CERTIFICATE FOR EXPORTATION OF MEDICAL PRODUCTS

HEHHE: AITHIE) a1
Certificate NO.:

Fhith: ERAREFE

Product (s): Medical Examination Gloves

HARE: Mo THABRFZE (GN). PVCERFZE (GVC); R T4
BB (XS), NE (S) #F (M). X5 (L), X5 (XL)

Model: According to the material points: Nitrile powder free gloves (GN)
and PVC powder free gloves (GVC) ; According to size points: XS. S. M.
Ly X4

FREMSAELLYS:  Hak liae b
Registration certificate(s): Registered NO. = & of Sichuan Chengdu
Medical products Administration

AFAY: AR ITEEImAN

Manufacturer: TH N RENSES & PEEEN | )

AEASVER: R NLAI BTETEER = I AT R E e
K95

Address of manufacturer: = 2 = = pEm "= rme
L3 :. i - - el ‘ & - - L. B 2 1 [ = !

e “SE_ N

EFFTRERLES: CEAMEELS b -
Manufacturing License (s): Production Registered NO. = & of Sichuan
Chengdu Medical products Administration

B ERFRERTETEAT I E.
This is to certify that the above products have been registered to be
manufactured and sold in China.

AR AEME: 2022411 A12E

This certification valid until:

ik e
Remark; : %“‘*'-f.‘ﬁ\'

| 2020 }ptgﬂ £3 1
| CHAREF)

- . " 4
WA KK SRR
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EN455 & EN 420+EN 374 & ASTM D6319

= Business License

FUR TP
Lk S 200 ]
S Yy Ty
9151011 Fw i RNERE.
L%, W, R
woa.

% B e bedsgsed e A Y A RTRIEER ST ST SRS TR

E'3 R ATBRIEE A T AR AR SR ) B 3L B #A 20184105310

EERRA oo & Al HA PR 2018%10/31H & K

2 5 5 Bl Errsm. LEER0eE, Bk, kR, SNREARN, = fr E=TEa
BAVAL, HRBF, &=, 00 08, HRER, HHR
dh, SR, REME. VAR (REIREER) .
WG, HALE, CRTES, CUTEENRE.
WEHARLD, (RESSIRONE , SH X
H A RTF LR ER) .

T80 Ml AT T B2 R hk: tp: //www, gsxt gov. en




Gants d’Examen Médical et Gants Jetables

EN455 & EN 420+EN 374 & ASTM D6319

m  Formulaire d’ enregistrement des entreprises d’ exportation

HIAZEEEEREER

sEBEIRRES. R —

BEERXZR LR
BEERXER e e B 0
S ZEEAL =
i o (hERETHEas) | ARKEELE
& B A - JEEENETEN © ) ™ Pe————— D
., d. AR s = poma bas B w0 T
GESHF (B -
_-—,A_l._h e wa’-_
BRBIE BRAER e el 1
ﬁfﬁ&gﬁ@ = 1‘ %%mgﬁg
ImsinEmas 2018-10-31 THs TR ———— e
HEMETHERHNELEARTUTHE wE
ﬁﬂfiﬂﬂ‘.ﬁ)\i&% < | = ’ ﬁ}iﬁ{% 2 ﬂ FAE 2 =—mmE =)
. ﬁtﬁﬁﬁﬁlﬁ?ﬁ*&f—iﬁ}:&ﬁ
At t (i %0)
EMETHBIENNE (BR) CURPMMEIEH, RREEE) TAREUTHE
W EBREANS ~
METERFRALER FROEHS
%

RRANFARAIEEEAIRR,




Gants d’Examen Médical et Gants Jetables
EN455 & EN 420+EN 374 & ASTM D6319

» Customs filing form

HESSHE Y O B B R B\ & SR IR

NEA Py ETEEEY

Z—HLEHNIE [ et
HXR&HERAM 2019-10-10

i K - %
RRKEE RS &
2 S

BN, EASEIEE ARSI “ PSSR O (SHE RARTE” (h
tpi//eredit. customs. gav. en) 2R “ GEH@-#EH " (htip://online. customs. gov. cn)
X AR RE S,
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EN455 & EN 420+EN 374 & ASTM D6319

Licence d’ adhésion GS1 Chine

o R e B S D 4 s B Y AT o S5 20 Tl v T TR S e o RV I R e

SEAGE NG AU I AASAD VIR OV OS B ru\n, “’*‘ Qs VLAY ENFA ;\ A \/m AN
9% L T O T S T L TG R G E TR L TSR <) 4&« b i jiTaloTil it ST TGS T
HEBREBRERRIER o oo 0
Catificate No Al
GS1 China Membership License
i
TAngq & MY - gy el
- Prefix Lkensee’s Name = )
O s
M 2 = erER Q) = PRy v S e & e gda
.-I'- - = - - - = e EE— QR .Ea‘.;
B SIS
o i
Al )RR e b o8
»- J) GS1 Company Prefix (GOP) E.:’}
) T BRI A S AR e
S Company Prefix 16 used to create thefollowing GS1 Identification Keys. ! ?
AW HHAARS (GTIN) AL (GLN) AAREORARS (55CC) AHBFRE (GMN) %’(
& AHTWFE SRS (GRAI) 2 EAF RS (GIAL) AW E X AN (GSRN) LHLHRNNES (GDTI) A
‘ LU RMIEIRRS (GING) AL R (GSIN) f&i\-‘*
.\.‘u

~

SRR 8 A H R RS AL AR A M &
‘The (81 Company Profiz and other 112 keys shown above are hicensed for the sole use of the member aumed on this certificas, E.i l‘) 5
hd '
— i
B R T T S
mmchuun;hriu-bumw; f‘if‘ i
% 20205R08J] 06 < 20224108 H 06 W O
A0} FOsJI061 | 45 20220E08 1061 | |j‘
RN L .. | B AR 0N
B\ “Ihis License shall become effectivessof __ o "~ (d/mly) and remain valid until /082022 A
@y | { a‘n\
&5 o, e 4y B> o 8 o o8
S ek ﬁ - 1 v \
SN & 2@ ES
A 5 ~ TR T E TSI M LS T L B m.xmmwmusmm 2
} A v\l\ S 9 /\; NP /\N\. AT A SR SN /\1\: LAY RATAY v\/\ N /\1 PP ‘:' 0 -/\ ANy
L /) “‘_A A.’N..Is NI IR ER qﬂ.m‘\_h\u‘_&.ﬂ A A Ay \,- M ot SO A,J\ A
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EN455 & EN 420+EN 374 & ASTM D6319

= Certificat d’ enregistrement des gants d’ examen médical NMPA

B—RETFRMEREER

FRS: DN E——

“ S5k
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Gants d’Examen Médical et Gants Jetables

EN455 & EN 420+EN 374 & ASTM D6319

= Licence de production de gants d’ examen médical NMPA

—
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Gants d’Examen Médical et Gants Jetables

EN455 & EN 420+EN 374 & ASTM D6319

= FDA 510K Exempt / Gants d’ examen en nitrile

Health & Human Services

Follow FDA | En Espadiol

n7Y U.S. FOOD & DRUG [ B

ADMINISTRATION

itting Products | Vaccines, Blood & Biologics | Animal & Veterinary

Establishment Registration & Device Listing & o
© FDAHome ® Medical Devices @ Databases

New Search Back To Search Results

Proprietary Name: nitrile examination gloves, XS, 8, M, L, XL

Classification Name: POLYMER PATIENT EXAMINATION GLOVE

Product Code: LZA

Device Class: 1

Regulation Number: 880.6250

Medical Specialty: General Hospital

Registered Establishment Name:
Registered Establishment Number:

Owner/Operator: = —
Owner/Operator Number: é
Establishment Operations: Contract Manufacturer, Manufacturer

Page Last Updated: 02/08/2021
Note: If you need help accessing information in different file formats, see Instructions for Downleading Viewers and Players.

Language Assistance Available: Espanol | #8843 | Tiéng Viét | #=2% | Tagalog | Pycckud | sl | Kreydl Ayisyen | Frangals | Polski | Portugués | Italiano | Deutsch | BZSEE | wlé |
English

Accessibility | ContactFDA | Careers FDABasics | FOIA | NoFEARAct | Mondiscrimination Website Pollcies / Privacy

U.S. Food and Drug Administration Gambsitation Prodixts ¢ U.S. Department of Health & Human Services
10903 New Hampshire Avenue Advisory Committees
Silver Spring, MD 20993
Ph. 1-888-INFO-FDA (1-888-463-6332) Hetpron kReyermd
Contact FDA Reguiatory Informstion

=4 Safety

USA.gov. = “ U n _a_,‘ 2 Emergency Preparedness

Internationat Programs

For Government For Press News & Events

Tralning and Continuing Education
Inspections/Compliance

State & Local Officials

Consumers

Industry

Heaith Professionals

FDA Archive



Gants d’Examen Médical et Gants Jetables
EN455 & EN 420+EN 374 & ASTM D6319

t & Human

Folow FOA | En Expasel

Radiation-Emitting Preducts | Vaccmes, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Product Classiﬂcation

© FDAHome @ Medical Deyices @ Databases ‘ e
New Search Back to Search Resufts
Deviee Polymer Patient Examination Glove
i Ner-p patient examination glove.
Defnition A nitrile (or polymer) patient examination glove is a

disposable device made of nitrile rubber or synthetic
polymers that may or may not bear a trace amount of
residual powder, and Is intended to be warn on the
hand for medical purposes to provide a barrier against
potentially infectious materials and other

contaminants.

Regutiation Madical Specialty  General Hospital

Roviaw Panel Gonecal Hosplial

Product Code LZn

Promarket Review Suigical and Infection Contre! Devicas (OHT4)
Infection Gontrol and Plastic Surgery Devices (DHT48)

Submission Type 5106k}

Requlation Number 8805250

Davice Class 1

Total Product Life Cycle (TPLE)  TPLC Procuct Code Report

GMP Exampr? Ne

::g;ma.z Malfunction Bigible

Recognized Consensus Standards

-« 5-62 ANSI ASQ Z1.4-2003 (R2018)
Sampling Procedures and Tables for Inspection by Attributes
« 6-145 ASTM D3578-05 (Reapproved 2015)
Standard Specification for Rubber Examination Gloves
+ 6147 ASTM D6978-05 (Reapproved 2019)
! Standard Practice for Assessment of Resistance of Medical
Gloves to Permeation by Chemotherapy Drugs
« 6-165 ASTM D6977-04 (Reapproved 2016)

Standard Specification for Polychloroprene Examination
Gloves for Medical Application
. 6-176 ASTM D7103-06 (Reapproved 2013)

« 6-178 ASTM D6124-06 (Reapproved 2017)

» 6-183 ASTM D5250-06 (Reapproved 2015)
Standard Specification for Poly(vinyl chloride) Gloves for
Medical Application \
» 6-244 ASTM D6319-10 (Reapproved 2015) ‘
Standard Specification for Nitrile Examination Gloves for
Medical Application
+ 6-338 ASTM D7866-14
Standard Specification for Radiation Attenuating Protective

Gloves
. 6-354 ASTM D7907-14 (Reapproved 2019)

Efficacy,
« 6-401 ASTM D7160-16
Standard Practice for Determination of Expiration Dating for
Medical Gloves
« 6-424 ASTM D5151-19
Standard Test Method for Detection of Holes in Medical Gloves
+ 6-440 ASTM D3578-19

Standard S
. 6-442 ASTM D6977-19
Standard Specification for Polychloroprene Examination
plication

Gloves for Medical Ap
« 6-444 ASTM D7103-19
|
» 6-445 ASTM D5250-19
Standard Specification for Poly(vinyl chloride) Gloves for
Medical Application
+ 6-446 ASTM D6319-19
Standard Specification for Nitrile Examination Gloves for
Medical Application
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EN455 & EN 420+EN 374 & ASTM D6319

= FDA 510K Exempt / Gants d° examen en vinyle

Cepartment of Health & Human Servic

U.S. FOOD & DRUG

ADMINISTRATION

Aot

Follow FDA | En Espanol
SEARCH

Food | Drugs i i R

Tobacco Products

 Establishment Registration & Device Listing

© FDAHome @ Medical Devices @ Databases

Emitting P

d i Blood & Biologics | Animal & Veterinary | Cosmetics

& o

“ New Search

‘ Back To Search Resufts J
| Proprietary Name: Vinyl Examination Glove, XS, S, M, L, XL
Classification Name: VINYL PATIENT EXAMINATION GLOVE
‘ Product Code: wz
| Device Class: 1
‘ Regulation Number: 880.6250
Medical Specialty: General Hospital
' Registered Establishment Name: VE. S BE e

Registered Establishment Number:

‘ Owner/Operator: i == == £
‘ Owner/Operator Number:
Establishment Operations: Contract Manufacturer; Manufacturer

Page Last Updated: 02/08/2021

Note: If you need help accessing information in different file formats, see Instructions for Downleading Viewers and Players.

Language Assistance Available: Espafiol | BER8H32 | TIgng Vist | B3¢ | Tagaloy | Pycekud | auysll | Kreydl Aylsyen | Frangais | Polski | Portugués | ftalianc | Deutsch | B 2588 | wyls |

English

Accessibility

| Contact FDA |

Careers FDA Basics 1 FOIA No FEAR Act \ Nondiscrimination Wehbsite Policies / Privacy

U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332)

Contact FDA

Uﬂkm

For Press

USA.0¢

For Government

SN Crues 4 U.S. Department of Health & Human Services
Advisaory Committees

Science & Research

Regulatory Information

Safety

Emergency Preparedness
International Programs

News & Events

Training and Continuing Education
Inspections/Compliance

State & Local Officials

Consumers

Industry

Health Professionals

FDA Archive



Gants d’Examen Médical et Gants Jetables
EN455 & EN 420+EN 374 & ASTM D6319

Health & Human Services

Folow FOA | En Espanol

(p7Y U.S. FOOD & DRUG [

ADMINISTRATION

Home | Focd | Druga | M i iation-Emitting Products | Vaccines, Blood & Biologics | Animal &

Product Classification

© FDAHome @ Medical Devices @ Databases LI
New Search Back 1o Search Results
| £ — ———— - ——— e RN
Device Vinyl Patient Examination Glove
Regulation Description Nor-powdered patient examination glove
Definition A vinyl patient examination glove is a disposable

device made of poly(vinyl chloride) that may or may not
bear a trace amount of residual powder, and is
intended to be worn on the hand for medical purposes
to provide a barrier against potentially infectious
materials and other contaminants.

Regulation Medical Specialty ~ General Hospital

Review Panel General Hospital

Product Code wz

Premarket Review Surgical and Infection Control Devices (QHT4)
Infection Controi and Plastc Surgery Devices (DHT4B)

Submission Type 5107k)

Regulation Number 880.6250

Device Class 1

Total Product Life Cycle (TPLC) TPLC Product Code Report

CMP Exempt? Na

m’:’:g Malfunction Elighle

Recognized Consensus Standards

» 5-62 ANSI ASQ Z1.4-2003 (R2018)
Sampling Procedures and Tables for Inspection by Attributes
« 6-145 ASTM D3578-05 (Reapproved 2015)
Standard Specification for Rubber Examination Gloves
« 6147 ASTM D6978-05 (Reapproved 2019)
Standard Practice for Assessment of Resistance of Medical
Gloves to Permeation by Chemotherapy Drugs
+ 6-176 ASTM D7103-06 (Reapproved 2013)
tan ide fi sess edical Gl
« 6-178 ASTM D6124-06 (Reapproved 2017)
Standard Test Method for Residual Powder on Medical Gloves
. 6-183 ASTM D5250-06 (Reapproved 2015)
Standard Specification for Poly(vinyl chloride) Gloves for
Medical Application
« 6-354 ASTM D7907-14 (Reapproved 2019)
Standard Test Methods for Determination of Bactericidal
Efficacy on the Surface of Medical Examination Gloves
+ 6-401 ASTM D7160-16
Standard Practice for Determination of Expiration Dating for
Medical Gloves
« 6-424 ASTM D5151-19
Standard Test Method for Detection of Holes in Medical Gloves
« 6-440 ASTM D3578-19
Standard Specification for Rubber Examination Gloves
» 6-444 ASTM D7103-19
Standard Guide for Assessment of Medical Gloves
« 6-445 ASTM D5250-19
Standard Specification for Poly(vinyl chloride) Gloves for

Medical Application
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= FDA 510K Exempt / Gants d’ examen Symax en vinyle

=it of Health & Human Services

Follow FDA | En Espafiol
SEARCH

2y U.S. FOOD & DRUG

ADMINISTRATION

Food | Drugs ical Devices jati i Vacei Blood & Biologi Animal & Veterinary | Cosmetics | Tobacco Products
Establishment Registration & Device Listing & o
© FDAHome @ Medical Devices @ Databases -
New Search Back To Search Results \
Proprietary Name: Vinyl Synmax Examination Gloves, XS, S, M, L, XL ‘

|

Classification Nama: ;)(()LNP‘/[')I%FZ_DFFOES SE(!’_\Y/(EIHLOROPRENE PATIENT
Product Code: OPC
Device Class: 1
Regulation Number: £80.6250
Medical Specialty: General Hospital

Registered Establishment
Name: : e

Registered Establishment
Number:

|
|
} Owner/Operator:

Owner/Operator Number:
Establishment Operations: Contract Manufacturer; Manufacturer

Page Last Updated: 02/08/2021
Note: If you need help accessing informaticn in different file formats, see Instructions for Downloading Viewers and Flayers.
Language Assistance Available: Espafiol | 85887 | Tigng Viét| 220 | Tagalog | Pycokuit | au.wll | Kreydl Ayisven | Frangais | Polskl | Portugués | italiano | Deutsch | BARE | .5 |

English

Accessibliity | ContactFDA | Careers | FDABasics | FOIA | NoFEARAct | Nondiscrimination | Website Policies / Privacy

U.S. Food and Drug Administration Combistation Prosucts # U.5. Department of Health & Human Services
10903 New Hampshire Avenue Advisory Comimittees
Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332) SRerak Ressaech

Contact FDA Regulatory Information
Safety
— ‘
S Ao . m D ‘j .g 22 Emergency Preparedness

Internationel Programs
For Government For Press News & Events
Training and Continuing Education
Inspections/Compllance
State & Locsl Officials
Consumers
Industry
Health Professionals

FDA Archive




Gants d’Examen Médical et Gants Jetables
EN455 & EN 420+EN 374 & ASTM D6319

Health & Human Services

U.S. FOOD & DRUG

ADMINISTRATION

Food | Drugs

Medical Devices

Product Classification

© FDAHome @ Medical Devices g Databases

Radiation-Emitting Product

Follow FDA | En Espariol

SEARCH

Animal & Veterinary

Page Last Updated: 02/08/2021
Note: If you need help accessing information in different file formats, see Instructions for Downlcading Viewers and Players.
Language Assistance Available: Espafiol | 35#8FR3Z | Tiéng Viét | #3¢{ | Tagalog | Pycekui | <..sll | Kreydl Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | BA&E | w5 |

English

New Search

Device
Regulation Description
Definition

Physical State

Technical Method

Target Area

- Tatinn Modical &

P

Review Panel
Product Code
Premarket Review

Submission Type
Regulation Number
Device Class

Total Product Life Cycle (TPLC)

GMP Exempt?

Summary Malfunction
Reporting
Implanted Device?

Life-Sustain/Support Device?

Third Party Review

Back to Search Results

Powder-Free Polychloroprene Patient Examination Glove

Non-powdered patient examination glove.

A powder free polychloroprene patient examination
glove is a disposable device made of polychloroprene
rubber tthat bears powder to facilitate donning, and is
intended to be worn on the hand for medical purposes
to provide a barrier against potentially infectious
materials and other contaminants.

A powder free polychloroprene patient examination
glove is a disposable device made of polychloroprene
rubber tthat bears powder to facilitate donning, and is
intended to be worn on the hand for medical purposes
to provide a barrier against potentially infectious
materials and other contaminants.

A powder free polychloroprene patient examination
glove is a disposable device made of polychloroprene
rubber tthat bears powder to facilitate donning, and is
intended to be worn on the hand for medical purposes
1o provide a barrier against potentially infectious
materials and other contaminants.

glove

General Hospital
General Hospital
oPC

Surgical and infection Control Devices (OHT4)
infection Control and Plastic Surgery Devices (DHT4B)

510(k)

880.6250

1

IPLC Product Code Report
No

Eligible

No

No

* Eligible for Accredited Persons Program

Accredited Persons

re e

Accessibility |

Contsct FDA |

Accelerated Device Approval Services
Center For Measurement Standards Of Industrial
< Seri

uality And Regulatory
Requlatory Technology Services, Lic
Sgs North America
Third Party Review Group, Llc

Careers FDABasics | FOIA No FEAR Act |

Nondiscrimination

Website Policies / Privacy
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EN455 & EN 420+EN 374 & ASTM D6319

= FDA 510K Exempt / Gants de protection

[ Health & Human

Follow FDA | En Espaiiol

U.S. FOOD & DRUG I

DMINISTRATION

Home | Food | Drugs | Medicai Devices | Radiation-£mitting Products | Vactines, Biood & Hiologics | Animat & Velermary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing
© FDAHome © Medical Devices @ Databases LR
New Searcn Back To Searen Resuits |
Propriotary Name: Protectve Glove
Classification Name: RADIOGRAPHIC PROTECTIVE GLOVE
Product Code: IWe
Device Class: 1
Regulation Number: 202 8500
Medical Specialty: Radsology
Registered Establishment Name:! [ - B &=
Registered Establishment Number:
Owner/Operator: -y Y ——
Owner/Operator Number:
Estabiishment Operations: Caontract Mansaciurer, Manutacturer
Page Last Updated: 11(16/2020
Note: | you need help accessing information o different file formals, see Insiructions for Dowrkoading Viewsrs and Play=rs
:.anouene Assistance Availzble: Espariol | =07 | Titng Vist | =3 | Tagaiog | Pycohnd | = | Kreydl Ayisyen | Frangss | Polski | Portugues | Halano | Deutscn | 53351 — 4
English
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¢ Health &

Fatiaw FOA |

ADMINISTRATION

ﬁ U.S. FOOD & DRUG

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Product Classification

0 FDAHoma © Medical Dovices ® Databases ‘ [
New Search Back 1o Search Resuits
Device Radiographio Protective Glove
Regulation Description Personnel protective shield
Definition A protective radiographic glove is a 'personnel protective shield.” The gloves

are intznded to protect the ator, patient, or nther person fram
unNecessary exposure 1 radiation dunng radsological procediires by
providing an atienuating barrier 1o radiasion. Note: These devices are not
patient exsmination gloves of sirgeons gloves -

Regulation Medical Specialty  Rsdwlogy

Review Panel Radiology
Product Code Iwe
Premarket Review Dffice of In viro and ! Health (IR)
Submission Type ST0(x] Exempt
Regulation Number £92.6600
Device Class 1
Total Product Life Cycle (TPLC) TPLC Product Code Report
GMP Exempt? No
bosimid Malfunction Eligible
Note: FDA has exempied almost sl class | devices (with the exception of esgrved devizes) from the
premarket rotification requirement, Including those devices that were ted by finst published n

the Federal Registers of Decernber 7, 1994, and January 16,1996 Itis :mpmlam*u confim the exsmpl status
and any limitations that apply with 21 CFR Parts 862892, Lenitations of device exemptions are covenad under
21 CFR XXX.9, where XXX refers to Parts 862-392,

it amanufacturer's device falls into a gunnc calegwy ol exempled clase | devices a¢ defined n 2] CER Pacls
d fi

262.392 apramarket ion an is not required Delore marketing the device in
theU.S. however, these manufacturers are required Io regisiar ther establichment Please see he Device
Registation and Listing website for addivional informaticn
Recognized Consensus Standard

* 6-338 ASTM D7866- 14

Standard Specification for i Prgiaciive Gloves

Implanted Device? No
Life-Sustain/Support Device? No
Third Party Review Not Thied Party Eligible
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Note If you need help accessing Information in different file formats, see instructions for Download ing Viewers and Players
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m 1SO13485 Certificate

MEDICAL DEVICE QUALITY MANAGEMENT
SYSTEM CERTIFICATE

HL R P = 1 ] 0, = 5

Building?,Sectionl No.18 of West Kelin Road, Chengdu Cross-Straits Technology Industry Development Zone, Wenjiang District, Chengdu

0:

The established quality management system has been reviewed and approved.
YY/T 0287-2017 idt ISO 13485:2016

Certification range:

R&D,Production and Sales of Medical Face Mask,Surgical Mask,Disposable Mask,Particle Filtering Half

Mask,KN95 Mask,Filtering Half Mask,FFP2 Mask,Respiratory Protection Products,Medical Nitrile

Examination Gloves,Medical Vinyl Examination Gloves,Disposable Gloves, Disposable Protective

Gloves,Medical Isolation Gown,Medical Protective Shoes,Anti-fog Medical Goggles,Isolation

Mask,Labor Protection Products,Needle Textiles,Medical Nebulizers Houttuyniacordata Extract,
Medical Cold Compresses.

Under the condition that the certificate bolder's management system continues to met the medic device quality management system standards, the certification is valid for three years,
And check it online at www.ukas-china.com. The validity of this certificate shall be confirmed by the Center through regular supervision and approval.

Certificate registration date: 28 April, 2020 Certificate is valid until; 27 April, 2023

Signed by:

UKASES@ERIAE (hE ) FR2E
www.ukas~-china.com
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m Déclaration de conformité / CE
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M anufacturer:

European _
Representative: e e?  —
P roduct Name Disposable Gloves
SRGY (S.M.L D
Model Number. SR-GWM (S.M.L D
SR-GVC (S.M.L

UMDNS-Code: 11879
Registration Mum ber: RPSHME01/2020
Executive Standard: EN455
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Classification (MDD, Annex IX): Class | Rule 1

D
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Confarmity Assessment Route: Annex VI
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We herewith declare that the above mentioned products meet the transposition into
national law, the provisions of the following EC Council Directives and Standards.
All supporting documentations are retained under the premises of the manufacturer.

2

e
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Manufacturer takes full responsibility of the content of Declaration of Conformity.

DIRECTIVES
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()
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General applicable directives:

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC modified with the Directive

2007 47 },
Signature: \7{&2)

Name: Pan Yuzhang
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m Certificat d’ enregistrement aupreés des autorités de I’ UE
Envios Telemdticos Page | of 1

eacumuatse ? Envios Telematicos .
Usuario: RUBEN VALLE TBASETA Desconectar
gistro de bles de Prod: itarios - RPS/1601/2020

Datas de Ia notificacion

Datos de registro

E s,
N° Registro RPS/ 12020 R 019712020

Datos del Responsable

Tipo de o —— 7] Tipo de T — 1 |

CIF(*) E— Nombra(®) [ ]
TP ]

Localldad (*) [ |

erovindats) [FE Jemtmy [EB  ]
Tektoro(*) | Fax =— — 4
e-mail( %) [ =

Datos del Fabricante

Nombre o Razén = |
Social (*)

ey e e - e S ]

Localida;
(%) | 2 — ]

Pais(*) [Fepibiica Popular China_| ce i
o oo [T rex Ee——
el e = — —
*) » Weab

Datos de Productos Comunicados

Estatus{*) | PAmera Comunicacibn v

Relacion de Productos

Listado de Productos Sanitarios

Se encontro una fila.

———Ustadode Productos Sanftarios.
| Nombre Comercial Tipo de Producto Estado del producto Accian
DISPOSABLE GLOVES (NON-STERILE) Clase 1 |Pimerz Comunicackbn 1)-‘;

Comentarios

Envier Sollciud
Wi B Agencia Espaiiola de Medicamentos v Productos Sanitarios
arque Empresanal “Las Marcedes®, Edif. 8, €/ Campezo 1 - 28022 MADRID | e-Mall: inddendas_aplicadonesfizemps. es

https://enviotelematico-cc.aemps.es/enviotelematico/rps/solicitud.do?metodo=detalle...  02/07/2020
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= Doc des représentants autorisés de I’ Union européenne

CONFIRMATION OF PRODUCT NOTIFICATION

This is to confirm that = nas registered under the AEMPS (Spanish Agency for Medicines
and Medical Devices), the following medical devices:

N z
ymbec: i fhe Product name in English
contract
5 Disposable Gloves (Non-Sterile)

Manufacturer: IS TEESTEEES TAE WS ¥ =

Address: IE==  EEmNN. S I EEE S == - -— I EET

_ I === =

Registered under number: RPS; 2020 (See attached the electronic notification)

The Manufacturer has declared that these devices comply with the regulation including all the general
safety and performance requirements.

B ¥ has complied with its commitment of registering the abovementioned devices under the
AEMPS and will not have any other further obligation, compromise or responsibility.

1 July, 2020

» sl s &
-
-

Mr. Rubén Valle Ibaseta
On behal of o W
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= SGS Test Report / Nitrile Examination Gloves ( EN455-1)

SGS &&=

’@\ Segl”  TESTNG

CNAS L0604

Test Report

Report No.: QDHL20 1 "D

Sample Description: DISPOSABLE GLOVES

Applicant:
aq N | -

Test Type: SUBMITTED BY CLIENT

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 1 of 6

Unlees otherwise agreed In writing, this docum-m h bsuad by the Cnmpsny suh}oc& to lte Gdnnral Condilions of Service printed
overieaf, avaliable on raquest or accesalble g and, fi edwtmnlc fumle(deournsms
subject to Terms and Conditiona |oovnn cuments o ditio Do

Atténtion is drawn 10 the limitation of liability, mdamnmmton L y

advised that information containad harson raflacts the Company's findings al thc Hma of its mtarvanuun on and wnhin ms Ilmlts oi
Client’s Instructions, if any. The Campany'n sole mpnndbll |s to its Client and this uuun¥snl does not exonerate parties t

s o &
transaction from .xerclsmg all their rights and under the cannof be
except in full, wnhout prior wrlmn PP of C y ? lon of The content or
63 £ i pp of thi and may be p d to the fullest wxlonl of the (w.

goion B Texing Sevens .-

7380884
R SGS Canter, No. 143, Zuuzhou Rozd, Laoshan Disirict, Qingdac, China 266101 WWW.SE8310Up,com.cn
t (86-532) 68959838 | (86-532) 80981855 & sgs.china@sgs.com

Member of the SGS Group (SGS SA)
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CNAS L0504
Report No.: QDHL201:" TSl
Test Report
; DISPOSABLE
Sample Description GLOVES Color BLUE
Received sample
quantity/ 200PCS/
SpeIi%gZ(ions SR-GVNM)
Tested sample 200PCS
quantity
S |
s Lot No. 20201109 Lot Quantity 35000PCS
Manufacture Date 2020-11-09 Expiration Date 2022-11-08
Material/Appearance NITRILE cség;‘l’g:n HOME TEMPERATURE
Manufacturer EE e mase - =m = u
Applicant e e~ R e
s TR o B Jala e e
|nf0rmau0n S8 - === 3 e hoEE S SR B EEOs o
Applicant address O RS S FEN EE O SR OSEmsew
‘ 3 S TECTER SRR, R )

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 2 of 6

Unless otherwise agreed In writlng, this documsm is ksued by m- CO"IDS'W :ubjact to II- General Conditions of Service printed
averleaf, available on requast or accessible at co 51 Iaﬁmnlc hrgloa: documanls

AA »
subject to Terms and Conditions for Electronl! s
Attention is drawn to the imitation of liability, Indemnlﬁmﬂ n Tssues 0 &d y
advised that In!onn-hon contained heraon reflects the Company's ﬂndings a! the time ol lls lnlorv.n!lon on lnd wu|hln mc limlu o&
Client's instructions, if any. The Company's sole rospomiblllg is 1o its Client and this document does n sxnnernts pariies to a
tran: from oxerumnn all their rights and under the This cann
axcept in full, without prior written approval of Any fbr?s
appearance of this uocnmonl Is untawful and cﬂanders may be prosscuted 10 ‘the fullest extent of the luw

ot

of lhe cantent or
7390885
WWW.Sgsgroup.com.cn

] Mhaosgsm
Member of the SGS Group (SGS SA)

GS Centr,No. 143, Zhuzhou Road, Laoshan Diski, Gingdo, Clina 256104
|1 (66-532) 63099888 1 (86-532)80991955
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daswsk CNAS .
£ ~

CNAS L0504

Report No.: QDHL20 & el

Sample Receiving ; DEC.01,2020 TO
Date DEC.01,2020 Test Period Date DEC.16.2020
Sample No. QDHL20 R — Test environment | Meet requirement
Test
information
Test items Water tightness test
Testing EN 455-1:2020 Medical Gloves for Single Use — Part 1: Requirements
Accordance and Testing for Freedom from Holes Clause 5.1
This report only provides the test results and individual judgment, conclusion please see
follow pages.
Test .
conclusion i
Issue date: DEC.16,2020 -
Remark /

Approver: %a/@"vo Auditor: 29”3@4'0 Compiler: LMA/W {760‘-’0

Date: 7,0’20_/2.(6 Date: 2020 af2.t 6 Date: 2029 . \ 2 16

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 3 of 6

Uniess otherwise agreed in wriling, this documenl Is lssuod by Ihn company sub]ecl to l(s Ganeul Canditions of Service printed
overleal, avallable on mqunsloracmsiblc at 1] “ondition: and, lonhcuonlc (omm documunls
g §/1

d

subject to Terms and Condltions for Electronic ih!',
Attention is drawn to the llmllnﬂon nl l|nbl|ny 1ndumnlﬂoanan and d ny

advised that information contained hereon reflects the Company's findings at the ||ma of its Inlarvenllnn on and wlmln Iha llmm o!
Client’s lnstrucliom Il |ny The Compnny‘s sole responsibliit l! lo its Client and this docum anl does no! oxnnormo partias to &
transaction from exercising all their rights and obligations
except in full, wlthout pﬂor written o val of the Company. Any unamhorlzsd giteration, fnl?ery or (al-iﬁca!bn c( the content or
appearance of thia dacument is uni i and offenders may be prosecutad to tha fuliest extent of the law,

73830886

| SGS Center, No. 143, Zhuzhou Road, Leoshan District, Qingdso, China 266101 WWW.5g3group. com.cn
't (86—532)68999!}88 1(86-532) 80991955 e sgs.china@sgs.com

Member of the SGS Group (SGS SA)



Gants d’Examen Médical et Gants Jetables

EN455 & EN 420+EN 374 & ASTM D6319

S, 1l

Y s
CNAS .

K2
>

D

”I/@: el TESTING
bromon CNAS L0604
Report No.: QDHL20" 0" e
Sample Photo

Zaly. |

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 4 of 6

Unless otherwise agraed In writing, this dowmenl is Issued by the Company subject to ita General Conditions of Sarvice printed
overleaf, available on request or accassible &t hitp://www.s com/enl‘!arma and-Conditions.aspx and, for slectronic format documents,
subject fo Terms and Cammiunn for Electronic wwvu n. Col erml-e-Dnnumcnl u 4
AttwnUun |5 drawn 1o of liability, N @rain, Any

advised th; Infofmatlon contained hereon reflects the Company’s d ngs al the ﬂms of its Intarvention only -nd vmhln ths llmlts of
Cilant's |nmmctlona. If any, The Company's sole responslbmty is to lla Client and this document dose not oxnnsmu partles to a

umen

transaction from axercising all thair rights and under the
excapt in full, without prior written app of the G y r? ry or ma:ﬁcauan or 'ho content or
of this is and offenders may be p dto lhn lullnl axtent of the law.
: 7390887
SGS Cantar, No. 143, Znuzhou Road, Laoshen District, Qingdao, China 265101 WWW.SgSQIOUp.Com.cn
1 (86-532) 68099888 | (B6-532) 80691955 @ sgs.china@sgs.com

Member of the SGS Group (SGS SA)
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CNAS L0604

Report No.: QDHL20 "9 e

Test Results

Test Items Unit | Test Method Requirement Test Result | Assessment
Sample quantity:
; 200pcs
Water tightness test / EN65-1:-2020 AQL: 1.5 Found: 0 Pass
Clause 5.1 Ac:

"o 4

Re: 8
***End of Report™*

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 5 of 6

Unisss otherwise agreed in writing, this document is lasued by the Company subject to Ite Gonarnl Condltluns of Sarvice printed
overleaf, availabia on request or accessible at http://www.

‘or slectronic format documents,
subject te Tarms and Conditions for Elsctronic Document n wwws 3.com/en! Terms- con mon /Terms-o-| Docu ent.a x
Altention is drawn to the ion of fiability, ; on 18SUS in. Any holder of ihis documen!
advised that informalion contained herson reflects the Compa 's findings at the time of its intarvention only and within the fimits nf
Client's instructions, If any. The Co

iy
mpany's sale ueponslblll? Is tu lh Cllent and this document does not exonerate parties fo &
transaction from exerciging ail thair rmml This document cannol be rt

except In full, without prior written approval uf the C An

lucod
y rv ry or faigification of the content or
appearance of this documen! is unlawful and offenders may be prosecuted lo Iha fullast extent of the law,

spection b Festing .wnn: 4 ’_.‘, ‘) ,’} 8 d H
5 SGS Canler, No. 143, Zhuzhou Road, Laoshen Districl, Qingdao, China 266101 WAYW.Sg8group.com.cn
1 (86-532) 68999886 1 (66-532} 80901955 - o sga china@sgs.com

Member of the SGS Group (SGS SA)
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TESTING
CNAS L0604

2 ] AN 4

Statement

1. The report is considered invalidated in one or more of the following
conditions: no approval signature; no testing seal of SGS; no cross-
page seal; altered;a copy without the red testing seal of SGS.

2. 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. Unless otherwise stated the results shown in this test report refer
only to the sample(s) tested. This document cannot be used for
publicity, without prior written approval of the SGS.

4. The test report cannot be reproduced in any way, except in full
content, without prior approval in writing by the laboratory.

5. Should you have any queries or objection to the test report, please
contact us whthin 15 days after receiving the report.

Address:

SGS Center, No.143, Zhuzhou Road, Laoshan District, Qingdao,
China.

Tel: 0532-68999187 Zip: 266101

Fax: 0532-80991952

E-mail: Emily.Zhang@sgs.com

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 6 of 6

Unless otherwlse agreed In writing, this ducumant ls lzsuad by lho Company auh;ocl lu M: Gnneml Conditions of Service printed
ovarleal, available on rmuoslor scm:lhleal ditlons and, forelecuonlcfo:maldocunmu
subject to Terms and Conditions for Electronic T - ditio rr
Attantion is drawn 1o the nmhmon od liabifity, lndemnlﬂeaﬂon

arfs g ny hol Goumon
y's indm s .t tha ﬁme ol‘ ﬁs Inhmnhon Dﬂl und whhln (he fimits of

advisad that information cnmllnou haraun reflects the Compa u x
Ciient's instructions, if any. ny's sole rnpomiblmcr is 1o its Client and this documsnl does nol axansuta parties to a
transaction from exerclslnn uII their rﬁhu and nnet be
axcapt in full, without prior written approval of tha Ci An: y r?cry ar !alslﬂcitlnn of the content or
eppearance of this document Is unl I and offenders may be pmsecuted to lhe fullest extent of the law,

73580889
SGS Center, No., 143, Zhuzhou Read, Laoshan District, Qingdao, Chinz 266101 WWW.SGSgroup.com.cn
1 (86-532) 68939888 1 (86-532) 80891955 @ sgs.china@sgs.com

Member of the SGS Group (SGS SA)
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= Rapportd’ essai SGS / Gants d’ examen en nitrile(EN455-2)

‘ Ny, AT
, SN CNAAS MR
% 2
TN el ™™
—_— T oW CHAS L0604

Test Report
: Report No.: QDHL27 0 7 s

Sample Description: DISPOSABLE GLOVES

e A

ol gl 7 TE G N
Applicant:
SIS el | L

Test Type: SUBMITTED BY CLIENT

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 1 of 7

Unlgss otherwise agrood In writing, this documnnl I luund by the Comaony subhcl o lu Gnnom\ Condltions of Servica printad
overloaf, available on raquest or accussible at hitp: /) '] ditioris and, for electronic format documents,
subfac! o Tgnm and Conditions lo;,Eladmnl D ditio

ttention the il an n di definad 0

ndv‘sed that information contained hereon gﬂocll the Compe find! mg: at thn Bma of lln m!arvanhon);nl nnd vmhln lho hmns el
Client's instructions, if any, The Company's sols rasponﬂbﬂll! in m its Client and this document does nof exonlralo partiea to a
transaction from exercising all their rights and This
excepl in full, withoul prior writien 3
appeasance of this document s unhwful and u'fendou may be prosnculld to U‘Q fulleﬂ exten! of the law

r :—o—Documan x_

stior cl Ih- content or

ap 7352535
U | SGS Center, No. 143, Zhuzhou Road, Laoshan District, Qingdan, China 286101 p WWW.SgEproup.com.en
[1[66-5¢2)60690688 [ (86-502)6009105 & NedREg.

Member of the SGS Group (SGS SA)
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e, ks P
A
SN=% W ED.
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= KIARY CNAS LOSD4
Report No.: QDHL: == =
Test Report

: DISPOSABLE
= Sample Description Color BLUE
c GLOVES
: Received sample GVN(M)/
: quantity/ 80PCS/ Type/ EXAMINATION/
Tested sample 30PCS Specifications PROCEDURE
Sample quantity GLOVES: b)
i information
z Lot No. 20200926 Lot Quantity NOT PROVIDED ’

Manufacture Date 2020-09-26 Expiration Date 2022-09-25 ;
: Material/Appearance | BUTYRONITRILE | Storage Condition | ROOM TEMPERATURE !
- "
Manufacturer o bl =lewen” . o Few o k- i‘
Applicant ol b
3 el w SN oW MmN S cEE EEem e
H Client
= SEERs 8 S EEeg § S E 2 T PR =
s information Applicant address
& & =2 = ?- * W _7 == Vq_—‘- . 3 = ]

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 2 of 7

Unless otherwise agreed In wiiting, this documunt ln luuod by mo Compuny sub]nct ln Ils Gonoral Condltlons of Service printed
overleaf, available on request or aoeen;bla L i com/el nd fnroloclronle Iocma! dmmum:
subject {o Terms and Conditions for Elecironic hitp./ § o0 1
Attentlon is drawn (o the I!mlmlcn cl Ilablllly lmiomnlﬂcallan and u
advisad thal i nbrmaﬁon hhlv:ad reon rahacts he Compan:

sdici definad 0! ;i o um J'
v's findings at (ha ume of Ils lniuvenuon‘{ml und Mthin lhu nmlh av
Client's any. The C sole resp ibllnl Is to Its Client and this document does nol excnerate parlies to &

transaction from exaﬂ:'sina all their rights and obli trons undar the Thl cannot be
axcept In full, without prior written approval of the y. Any ? of the content or
appearance of this dacument (s uniawful and oﬂannun rnny be prnsecuud 1o tha fulieat mem o the faw:

ab 7352536
| SGS Canter, No. 143, Zhuzhou Roed, Lacshan District, Qingdao, Chine 286701 WWW_Sgsgraup com.cn
it (66332} 66999866 1 (86-532) 6089196 & sgs.china@sgs com

Member of the SGS Group (SGS SA)
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P AT
o 1L
22 3
TESTING
CNAS L0604
Report No.: QDHL2j=s wm
Sample Receiving NOV.04,2020 TO
NOV.04,2020 Test Period Date
Date NOV.06,2020
3 Sample No. QDHL2: = - Test environment | Meet requirement
Test
itsriation ' Dimensions(Length, Width), Tensile strength (Force at break, Force at
Test items
break after challenge testing)
F Testing EN 455-2:2015 Medical Gloves for Single Use — Part 2: Requirements
2 Accordance and Testing for Physical Properties Clause 4.2,4.3,5.2,5.3
' This report only provides the test results and individual judgment, conclusion please see
2 Test
: follow pages. -
- conclusion ‘
g Issue date: NOV.06,2020 ¢
The test results were transferred from test report No. QDHL2010010792MD, Date: y
Remark
NOV.02,2020. 2

Approver; %&S‘&G‘O Auditor: %}?@&M Compiler: L.IU/;LWV\ W27 %3) 3

Date: 2025 ”‘06 Date: 2020 //-06 Date:  L000. l(\Oé
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Test Results

Test ltems Unit | Test Method Requirement Test Result | Assessment
EN 455-2: 2015 Median value:
. R Lerigth L clause 4.2 M: 2240 See appendix Pass
Dimensions - :
Width | mm | EN456-2: 2015 Median value: 1 for details et
E clause 4.3 M: 95£10
Force at N EN 455-2: 2016 Median value: Pass
break clause 5.2 26.0
Tensile See appendix
: strength Fgrce kat 2 for detzils 5
3 rea o 2
EN 455-2: 2015 Median value:
: after N Pass 3
: challenge clause 5.3 26.0
testing ¥
Appendix 1: Dimensions A
z B
Size M
> No. Length (mm) Width (mm) ¢
2 1 261 98
2 258 98
3 258 98
4 258 98
g 5 259 98
C 6 259 98
3 7 257 97
3 8 255 08
: 9 255 98
2 10 260 98
4 11 255 98
: 12 262 98
13 260 98
Standard requirement 2240 8510
: Median value 258 98

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
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Appendix 2: Tensile strength

Size: M
Force at break (N)
= Before aging After aging
Z No. / No. /
1 9.4 1 8.0
2 8.9 2 3
3 3 95 3 7.8
z 4 8.7 4 76
3 5 8.7 5 7.2
6 9.1 6 9.3
s 7 9.9 7 9.3
i 8 8.4 8 8.1
9 7.6 9 7.9
10 7.8 10 74 -
11 7.6 11 8.0 4
B 12 8.8 12 74 4
s 13 7.4 13 7.5
3 Standard Standard 4
< requirement 6.0 requirement i -
Median value 8.7 Median value 7.8 P
-

Remark:The declaration of conformity is only based on the actual value of laboratory activity,
measurement uncertainty of the results not take into account.

***End of Report™*

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
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Statement

1. The report is considered invalidated in one or more of the following
conditions: no approval signature; no testing seal of SGS; no cross-
page seal; altered;a copy without the red testing seal of SGS.

2. 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. Unless otherwise stated the results shown in this test report refer
only to the sample(s) tested. This document cannot be used for
publicity, without prior written approval of the SGS.

4. The test report cannot be reproduced in any way, except in full
content, without prior approval in writing by the laboratory.

5. Should you have any queries or objection to the test report, please
contact us whthin 15 days after receiving the report.

Address:

SGS Center, No.143, Zhuzhou Road, Laoshan District, Qingdao,
China.
Tel: 0532-686999187 Zip: 266101

Fax: 0532-80991952

E-mail: Emily.Zhang@sgs.com

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
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SGS

Test Report
Report No.: QDHL20{ s sy

Sample Description: DISPOSABLE GLOVES

plicant:
Test Type: SUBMITTED BY CLIENT

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 1 of 7

el EN Dovemechthags e

lmo.-_mnmuu-mmma—am | (B8-S BOUORIE  wunGUGING TR S g o
|

Member of the SGS Group (SGS 5A)



Gants d’Examen Médical et Gants Jetables

EN455 & EN 420+EN 374 & ASTM D6319

SGS
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Test Report
DISPOSABLE
Sample Description Style/ltem No. 5R-GVN
GLOVES
Received sample
quantity/
NOT PROVIDED | Type/Specifications NOT PROVIDED
Tested sample
guantity
Sample :
Lot No. 20200926 Lot Quantity NOT PROVIDED
information
Manufacture Date 2020-09-26 Expiration Date 2022-09-25
Material/Appsaaranca NOT PROVIDED Storage Condition NOT PROVIDED
Manufacturer NOT PROVIDED

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
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Report No.: QDHL200

Applicant Rl T, § W
Chent e L N R R e L
information | Applicant address | —") = e
TR, 37 W
Sample Receiving SEP.27,2020 TO
SEP.27,2020 Test Period Date
Date 0OCT.16,2020
Test Sample No. Vs LESSSsSes | Testenvironment | Meet requirement
information Testitems | Labelling
Tasting EN 455-3:2015 Medical Gloves for Single Use — Part 3:
Accordance Requirements and Testing for Biclogical Evaluation Clause 4.6

This report only provides the test results and individual judgment, conclusion please

Test
see follow pages.
conclusion
Issue date: OCT.186,2020
Remark !
T s T "
A rous i ——— [ u 2 '\")\ J

Approver. - )’? AATON (P o itar, S EYSTON L0 Complier;

Date: OCT.16,2020 Date: OCT.16,2020 Date: OCT.16,2020
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Labelling Artwork
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Standard: EN 455-2015
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Report No.: QDHL20

Labelling Artwork (Detall View)

Lintended Usel

General Protection

Linstructions for usel

1. How o put on disposable gloves

1. Tear or cot the package from one end of the glove cuff. Pull the glove out of the
packaging bag while holding the glove cuff. Be sure that your hands not touching
the lower part of the glove cuff, that Is, the part where the goods will be hoid

2. Mold the glove cuff with your fingers and open the gloves

3. Hold the glove cuff In one hand, and put your other hand into the glove,

11, How to remove disposable gloves

1. Hold your hand into fist in the gloves.

Mig. Dase: 53 Exp. Date 2. Grab the culf of the glove with your gloved fingers, tumn it over, and then pull it
2020-09-26 - 020828 down aver the fist.
ook 3. When the gloves are turned over and pulled down over the fist, loosen the
"rst-wc .g Refative humidity <80% gloved hand so as to pull the glove on other hands down,

4. Dispose of the removed gloves, do not reuse.
[157] 20200926

MADE IN CHINA

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd,
Page Sof 7
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Test Results
Test items Unit | Test Method Requirement Test Result | Assessment
a) The relevant
requirement of EN

1041:2008+A1.2013
and EN ISO 15223-
1:2012
¢ | ENass | b)The labeling shall / Pass
¢ include a prominent
indication of whether
the glove is
powdered or powder-
free

Labelling

Remarks:

Labelling assessment was based on the information provided by the customer, excluding the
verification of the authenticity of the content. SGS is not responsible for verifying the accuracy of
the information provided by customers.

***End of Report*™

SGS-CSTC Standards Technical Services (Qingdaa) Co., Ltd.
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statement

1. 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. 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. Unless otherwise stated the results shown in this test report refer
only to the sample(s) tested.

4. The test report cannot be reproduced in any way, except in full
content, without prior approval in writing by the laboratory.

5. Should you have any queries or objection to the test report, please
contact us whthin 15 days after receiving the report.

Address: SGS Center, No.143, Zhuzhou Road, Laoshan District, Qingdao, China.

Tel: 0532-68999187 Zip: 266101 Fax: 0532-80991952
E-mail: Emily.Zhang@sgs.com

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
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Test Report
Report No.: QDHL2( = -

Sample Description: DISPOSABLE GLOVES

Applicant:

Test Type: SUBMITTED BY CLIENT

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 1 of 10
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Test Report

Sample Description DI%T_%?,EELE Calor BLUE
Received sample
S:200PCS,
ety L:100PCS/
4 Type/Specifications 5R-GVN (S/L)
Tested sample 4 y
quantity S:200PCS, L:35PCS
Sample
information Lot No. 20201026 Lot Quantity 35000
Manufacture Date 2020-10-26 Expiration Date 2022-10-25
. HOME
Material/Appearance BUTYRONITRILE Storage Condition TEMPERATURE
Manufacturer ME VN IETIITASE T ™ :
Applicant EY ST TTEEEs S L™
Client U R S S TRk ¢ Weeend Mes T Mo Gl
information ’ Tl T e i Tl” T el TR T
Applicant address R o e " B i’ TATE T S i
i J- = dﬁ:ut;:-u i‘ ¥ -*

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
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Report No.: QDHL2011 55 s

Sample Receiving : NOV.04,2020 TO
Date NOV.04,2020 Test Period Date NOV.27.2020
Sample No. QDHL20 T = Test environment | Meet requirement
Freedom from holes (For size S only), Physical dimensions (Length,
Tes‘, Width, Thickness) (For size L only), Physical property characteristics
information Test items (Tensile strength & Ultimate elongation before aging, Tensile strength &
Ultimate elongation after aging)(For size L only), Powder residue for
powder free gloves (For size L only), Packaging and package marking
(For size L only)*
Testing ASTM D6319-19 Standard Specification for Nitrile Examination Gloves
Accordance for Medical Application Clause 6.1.2, 6.1.3,6.1.4, 6.1.5, 9*
This report only provides the test results and individual judgment, conclusion please see
: Test follow pages.
g conclusion
Issue date: NOV.27,2020
Remark /

Approver: 2&4-‘&,&0 Auditor: 2‘201\"’&9 Compiler: LW?LGW\ SDlCLO

Date: 0022 il )') Date: 2020. //. )_7 Date: 20~ 0 . )/7
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Test Results

Test Test
Test items Unit Method Requirement Result Assessment
Performance Requirements
ASTM Sample quantity:
D6319- S: 200pcs Foni:
Freedom from Holes / 19 AQL: 2.5 S0 Pass
Clause Ac: 10 ’
6.12 Re: 11
Length mm L: 2230 Pass
Sample
Width mm 353%— L: 110£10 | quantity: See Pass
Physical 19 L:13pcs | appendix
dimensions AQL: 4.0 1 for
Clause | Median 4
Thickness-finger | mm 613 | Value:0.05 Ac: 1 details Pass
= Re: 2
ian
Thickness-palm mm Value:20.05 Pass
Tensile
Before | strength MPs ASTM i Sample rast
3 Aging | Ultimate " quantity: See
Physical Elongation % | DB8319- =500 L:13pes | appendix Pass
P Tensle | vox | ciocse | a4 | AQLI40 [ 2for .
After strength 6.1.4 Ac: 1 details a5R
Aging | Ultimate g Re: 2
Elongation % 2400 Pass
ASTM
: D6319-
Powder Resud(tsj;z \F’-':; Powder Free mg 19 0 L 0.80 Bage
Clause
6.1.5

SGS-CSTC Standards Technical Services (Qingdac) Co,, Ltd.
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Test Items Unit MI:?;d Requirement R?sitlt Assessment
Packaging and Package Marking*
ASTM
Sterile Packaging / D8319-19
Clztgﬁ?j See appendix 3 for | a s::dix See
Nonsterile and Bulk Packaging ! | De3tg-19 ‘;‘;ta“s "g ks appendix 3
Clause 9.2 details for details
ASTM
Package Marking / D6319-19
Clause 9.3
Appendix 1: Physical dimensions
Size: L
Median value /mm
SampleNo. | | oaathimm Width /mm ;
Thickness-finger Thickness-palm
1 256 112 0.125 0.096
2 253 113 0.125 0.085
3 254 113 0.137 0.095
4 255 112 0.125 0.094
= 5 256 113 0.126 0.096
6 257 113 0.124 0.094
7 253 113 0.122 0.084
8 254 113 0.121 0.093
9 258 113 0.124 0.094
10 258 113 0.126 0.098
11 254 113 0.122 0.096
12 256 113 0.122 0.093
13 259 113 0.132 0.097
Standard
raquirement 2230 110£10 20.05 20,05
Found 0 0 0 0

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
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Appendix 2: Physical property characteristics
Size: L
Before Aging After Aging
Tensile Ultimate Tensile Ultimate

Sample No. strength (Mpa) | Elongation (%) Sample No: strength (Mpa) | Elongation (%)
1 21.8 563 1 23.0 498
2 255 520 2 14.8 516
3 241 521 3 20.9 522
4 20.0 575 4 25.1 531
5 241 596 5 21.5 523
6 20.3 574 6 21.5 506
7 23.3 582 7 226 513
8 238 569 8 238 527
9 236 567 9 26.3 511
10 22.2 574 10 24.3 509
11 26.2 574 11 234 500
12 25.7 549 12 245 523
13 24.1 582 13 22.0 509

Standard Standard
requirement S 2300 requirement =14 =400
Found 0 0 Found 0 0

Faiberi
m“chqanw
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Appendix 3: Packaging and Package Marking
Contents specified in the standard Conformity r;ﬁ:’;:‘;g‘s Comments
0 Not ASTM D6318-19
1 Sterile Packaging applicable a1 f
2 Nonsterile and Bulk Packaging
The gloves shall be enclosed in an outer
package that has sufficient strength to &
2.1 withstand normal transportation and storage congss:te d ASTM90261319 L N%’c;t;teggzgl;zge
within the cartons or shipping cases, or s P
both.
None of the packaging material shall contain Na visible
22 | any material likely to impair the quality and Pass ASTM9D26§ 19-18 damage was
use of the gloves. £ found on gloves.
Cartons and shipping cases shall be of
sufficient strength to maintain the quality of Not ASTM De31g-1g | N cartons and
2.3 | the product during normal transportation and | conducted 8.2.3 PRINg &
were provided.
storage.
3 Package Marking
Sterile packages shall bear markings for the
contents to include the glove size, Not ASTM D6319-19 Non:stsils
3.1 instructions for opening, the legend “sterile,” | applicable 9.3.1
and a manufacturing lot number.
Nonsterile and bulk packages shall bear Glove size: L.
3.2 | markings for the contents to include the Pass ASTMQ%SS e Lot number:
glove size and a manufacturing lot number. = 20201026
The outermost case shall be labeled with
the glove size and a manufacturing lot Not ASTM D6319-19 Nc;::ée‘;r::st
3.3 | number. Sterile product cases shall alsobe | conducted 933 coidadt
marked with the legend "sterile." P :
All levels of packaging shall conform to all
3.4 | appropriate government labeling Pass ASTM903614319-19 /
regulations. g
Remarks:

1.

3

* Test items were not included in the CNAS accredited schedule for our laboratory.

2. The declaration of conformity is only based on the actual value of laboratory activity, measurement
uncertainty of the results not take into account.

Packaging and Package Marking assessment was based on the information provided by the
customer, excluding the verification of the authenticity of the content. SGS is not responsible for
verifying the accuracy of the information provided by customers.

oa d Tooting Semices, o

***End of Report*™

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
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Statement

1. The report is considered invalidated in one or more of the following
conditions: no approval signature; no testing seal of SGS; no cross-
page seal; altered;a copy without the red testing seal of SGS.

2. 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. Unless otherwise stated the results shown in this test report refer
only to the sample(s) tested. This document cannot be used for
publicity, without prior written approval of the SGS.

4. The test report cannot be reproduced in any way, except in full
content, without prior approval in writing by the laboratory.

5. Should you have any queries or objection to the test report, please
contact us whthin 15 days after receiving the report.

Address:

SGS Center, No.143, Zhuzhou Road, Laoshan District, Qingdao,
China.

Tel: 0532-68999187 Zip: 266101

Fax: 05632-80991952

E-mail: Emily.Zhang@sgs.com

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
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=SS TESTING
—— 3 i Sl casust

SHANGHA)

3F, Bullding Block 2, No._ 3400 Gonghexin Road TEST REPORT Page 1/4

Jing'an District - Shanghat 200435 P R CHINA
11N 1 G X 3R REBA00 5 2PRD 1

Tél - +86 21 68 55 50 32 Report No.; S-S § 03 February 2021
Fax - +86 21 68 55 50 33 8

E-mail : cteshanghai@ctcgroupe com

1764336324094, com H 3 1 - 4 -

Date of receipt  :26 Jan. 2021

Testing pericd  :28 Jan. 2021
Buyer: — :29 Jan. 2021
Sample description:  EN IS0 374-5:2016

Reference no, (S, L, XL
Style/ Article no. ;1

Test(s) requested For CE Marking : Yes

Service :REGULAR Previous report =

Brand / Section o Product category  :—

Season g Product type g==x

End use :Disposable Gloves Test stage :FIRST TEST
Factory name Y— Supplier name P

Factory code {— Exported to 21—

Revision ;Amend sample information.

1. Conclusion:

Tests description Conformity
1 42 A amines derived from azo 180 14362-1:2017 (w/o extraction) Pass

2 4.2. pH - Textile (KCl solution) : ISO 3071:2020 Pass

3 42, Polycyclic Aromatic Hydrocarbons (8) : ISO/TS 16180 2013 Pass

4 52. Dexterity - EN ISO 21420: 2020 Level §

] Air Leak Test : EN ISO 374-2:2019 Pass

6 Water Leak Test . EN ISO 374-2:2018 Pass

Pass: requirements met  Fail: requirements not met  None: no requirement for this test  N/A: not applicable

Approved by
> i
3 2
Henry YAN /i Yvonne MAO 33t
Laboratory Manager Senior Analytical Chemical Engineer

This test regort in version S210100683_2 supersedes the repart $210100683_1

The report |s issued by CTC Shanghal under #s Genersl Conditions printed overeaf The results shown in this report refer only to the s a
Except by specal arrangement, the test tems will not be retained by CTC Shanghal for more than 3 months The test repert shall not be repyod
in full. without the written approval of the testing laboratory

To declare the y to the req ent the of rated to the test results, has not been taken into account.
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SHANGHA| TEST REPORT Page 2/4

Report No.: By umEy o 03 February 2021
APPLICANT: s i ’
2. Sample(s) description assigned by laboratory:
Size nalyze uct Description ample informatio
GLOVE
Whole glove
blue nitrile palm(glove)

10100682
ELL;;;.@

210100683

This test report in version $210100683_2 supersedes the report 5210100583 _1
The report is issued by CTC Shanghai under its General Conditions printed overleaf The results shown in this report refer only to the sdw
Except by special arrangement, the test tems will not be retained by CTC Shanghai for mere than 3 months. The test report shall not be reprotl
in full, without the written approval of the testing laboratory.

To declare the conformity to the reguirement, the ur y of d to the test results, has not been taken into account.
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TEST REPORT Pege 34
Report No.: orasww © | 03 February 2021
APPLICANT:
3. GLOVE/
Whole glove
Mathod Client Unit Result Conformity
Requirement
5.2. Dexterity EN 1SO 21420 2020
Smallest diameter of pin fulfilling test mm 5.0
condition
Smallest diameter of pin fulfilling test mm 50
condition (2)
Smallest diameter of pin fulfilling test mm 50
condition (3)
Smallest diameter of pin fulfilling test mm 50
condition (4)
Performance level 5
® Air Leak Test EN IS0 374-2.2019 Pass
Glove thickness mm 0.07
Air pressure used to test kPa 25
Resuft No air bubbles No air bubbles
* Water Leak Test EN IS0 374-2.2019 Pass
Result No water leak No water leak
blue nitrile palm(glove)
Method Client Unit Result Conformity
Requirement
(+) 4.2. pH - Textile (KCI 18030712020 Pass
solution)
pH value 35<-<95 79
4.2. Aromatic amines IS0 14362-1:2017 Pass
derived from azo colorants Jwramiracion)
Accessible without fibre extraction <30 mg/kg <5
A 4.2 Polycyclic Aromatic ISO/TS 16180 2013 Pass
Hydrocarbons (8)
Benzo(a)anthracene <1 malkg <01
Chrysene <1 ma’ka <01
Benzo(b)fluoranthene <1 malkg <01
Benzo(k)fluoranthene <1 malkg <01
Benzo(a)pyrene <1 malkg <01
Dibenzo(a.h)anthracene <1 mgrkg <01
Benzo(e)pyrene <1 malkg <01
Benzo(j)fiuoranthene <1 mglkg <01

This test report in version 210100583 2 supersedes the report 5210100583 _1

The report is Issued by CTC Shanghai under Its General Conditions printed overleaf. The results shown in this repart refer only to the sa
Except by special arrangement, the test tems will not be retained by CTC Shanghal for more than 3 months. The tfest report shall not be rep
in full, without the written approval of the testing laboratory.

To declare the conformity to the requirement, the ur y of it d lo the test results, has not been taken into account,
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SHANGHAI TEST REPORT Page 4/4

Report No.: o ww =« | 03 February 2021
APPLICANT: s v
END OF TEST REPORT
(+)CNAS accreditation

A: The test was carried out by external accredited laboratory under their accreditation scope.
= The test was carmied out by external accredited laboratory, not within their accreditation scope.

Unless otherwise specified, the physical tast items in this report performed in CTC Shanghai lab were conditioned
and tested in the environment of T 23+2°C / RH 50+4%.

Table of Performance Level for Glove

Test tem 2 Performance Level

0 1 2 3 4 5
Finger dexterity (EN 1SO 21420) & 1.0 a5 8.0 8.5 5.0
Smallest diameter of pin fulfilling test condticns (mm)

## Performance level 0 means the glave falls below the minimum performance level for the given individual hazard

This test report in version 5210100683 _2 supersedes the report 5210100683 _1

The report is Issued by CTC Shanghai under its General Conditions printed overleaf. The results shown In this report refer only to the sd Pl st
Except by special arrangement, the test ems will not be retained by CTC Shanghal for more than 3 months. The test report shall not be repofluced &
in full, without the written approval of the testing laberatory

To declare the conformity to the requirement. the ur ty of it d to the test results, has not been taken into account,
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Test Report

Report No.: = o & = wmoan Page 1 0of 3

Applicant: S ey W RS = S8
Address: e TNt SECE N B g e s eSS =
T e o RS S s O

Sample Received Date:  Oct. 12, 2020
Completed Date: QOct, 16, 2020
Report Date: Oct. 22, 2020

The following merchandise was (were) submitted and identified on behalf of the applicant as:

Sample Name: Disposable Gloves
Model No.: L.S. M, XL
est : Please refer
Test Requested and Conclusion(s):
No. Standard and Requirement Conclusion(s)
GB 4806.7-2016 National food safety standard plastic materials and
1 products for food contact PASS

- Sensory requirements
GB 4806.11-2016: National Food Safety Standard Food contact rubber
articles.

P
< - Heavy metal (express as Pb) ARE

- Potassium permanganate consumption

Organization: W b7 Wi To examine: Z‘ ’ 7

Signed for and on Behalf of CTT:

Hlary e

Hilary He
Technical Manager

This test report o] @ company subect 1o s General Conditions of Services available on request and accessibie at hitp /Aww ctiiab com/order/201505050400480820 pal
Attention is drgi Bt Audnens of liabity, indemnification and junsdictional issues defined therein. Unless othervise stated the results shown in this report refer only to the
sample(s) ngee] Vi phcgvritien permssion of the company, this test report cannot be reproduced, axcept (n full Any nquiry about this report, please raise from the date of
fecept of i geport ’ overdue will not be acoept Items marked with *n" means they are not accredited by CNAS (If with CNAS logo), *s” means the item of
subcontract
‘ = No 7, Gongye Beisl Road, 0! High-Tech (ndustrial Ck p Fark, Dongguan, Guangdong, China
Donggig ef Testi
99 N Ltd ng [fel 86-0789-8898 9888 Fax 86.0769-8808 8308 Hot Line 400 6789 666
) 5 Mebsite hitp (Awww citiab com Email enquity@cttiab com
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I |
ey Test Report

Report No.: " " s Page 2 of 3

Test Result(s):
Sensory requirements - GB 4806.7-2016: National Food Safety Standard Food contact plastic articles
Method: GB 4806.7-2016

Mar::nal Test ltem Requirement Result Conclusion
Color of outlook is normal, no | Color of outlook is normal,
Sensory foreign smell, no foreign no foreign smell, no PASS
1 matter. foreign matter.
Soaki Migration of solution should | Migration of solution clear,
.ng clear, no bad smell, no no bad smell, no foreign PASS
solution 4
foreign smell smell
Test Result(s):
Heavy metal (express as Pb) - GB 4806.11-2016: National Food Safety Standard Food contact rubber —
articles. l,\’_t_ & I‘I
Method: GB 31604.9-2016
Material Test Item .Re_pomng Limit Result Ehsiliion
No. Limit (mg/kg) (mg/kg) (mg/kg)
1 Heavy metal (express as Pb) 1 1 N.D. PASS
%
NOTE: 1.m = milligram per kilogram (ppm).
a/kg g per kilog (ppm)

2. N.D. = Not Detected (Less than Reporting Limit).
3. Test condition: 4% Acetic acid(v/v), 60°C, 0.5hour.

Test Result(s):

Potassium permanganate consumption - GB 4806.11-2016: National Food Safety Standard Food contact
rubber articles.

Method: GB 31604.2-2016

Material Takt Hati Reporting Limit Limit Result Conbisilan

No. (mgl/kg) (mglkg) | (mglkg)
1 Potassium perm.anganate 1 10 ND. PASS
consumption

NOTE: 1. mgrkg = milligram per kilogram (ppm).
2. N.D. = Not Detected (Less than Reporting Limit).
3. Test condition: distilled water, 60°C, 0.5hour.

This test report is Issued by the company subject tn 15 General Condiflons of Services available on request and accessibie 2 hitp Jwww ctiiab com/order201205050400480820 paf
Aftzntion is drawn to the limitations of iability, ion and ct issuss defined therain. Unless ctherwise stated the results shown in this report refer only to the
sampie(s) receved. VWithout prior written parmisseon of the company, this test report cannot be reproduced, except In full Any inquiry about this report, please raise from the date of
recept of the report wathin 30 days overdue will not be accept Mems marked with *n” means they are not accredited by CNAS (if with CNAS logo), *s” means the item of
subsontractor,

. T, R hanhu High-Tech | P
Dongguan Consumer Test ng pio7, Go:gyesets cad, Songshanhu High-Tech Industnal Development Park Dongguan, Guangdong, China.
Techriol c Ltd Tel 86-0762-8808 9838 Fax 86-0769-8896 8808 Hot Ling 400 6789 636
echnology Lo., o Mebsite: hitp [lwvav.citlab. com Email_erquiry@ctiiab.com
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I |
e Test Report

Report No.: I & " & ww wmwaw Page 3 of 3

Test Material List
Material No. Sample Description Location

1 Blue rubber Gloves

Remark: This report supersedes CTT2010010616EN which is withdrawn.

Photo of Sample:

***End of Report*™

This test report is issued by the company subject to its General Condtions of Services available cn request and accassitie at hitp Jiwww ctifab comiorder201 505050400480820 paf
Attention 1s drawn to the [imitations of liabifity, ion and jurisdictional 1ssues defined thersin Unless otherwise stated the results shown in this report refer only to the

sampie(s) receved. Without prior written permission of the company, this test report cannot be reproduced, except in full. Any inguiry about this report, please rase from the date of
ret:;ptofme report wathin 30 days, overdue will not be accept Rems marked with “n® means they are not accredited by CNAS (if with CNAS logo), “s*” means the item of >
subcontractor;

.7, , Sor d P: ? ¢
Dongguan Consumer Testlng Gongye Beis Road, High-Tech Development Park, Donglguar\ Guangdong, China.
el 86-0769-3898 9838 Fax: 86-0769-8898 8808 Hot Line: 40D 6789 666

Technology CO., Ltd. te. hitp. ffuvav.ctttab.com Email_enquiry@otilab.com
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BRERML L
i BAERESR g
GB 4806.7-2016 %4 [H5hndt £ T fl Fl YR B B il i
U meEs e
GB 4806.11-2016: R ahREEZRIAE A Al BB A R i &
2 |- HE&ER (LD REy
- TR

bl Tdsk i (@u@

BREFA:
AL

- B BHEIETE LSRR LN RE LE LM 7 %
A PR T i sc-0760-s898 gsge {l}: 86-0769-8853 8308 /8. 400 6789 666
St: hitp /Avww ottlat com H: enquirvg@ottiab com




Gants d’Examen Médical et Gants Jetables

EN455 & EN 420+EN 374 & ASTM D6319

CEL e

MREHS: -

W2W H3IM
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EHIR - GB 4806.7-2016: &imLAMKIRAE B &S Ah MR BB
Jitk: GB 4806.7-2016
HR&S | WERSHE 2R &R HIUHE
e BRER, TRE, T | BFER, ERR. A &
. HYE =
1 AR ARFRRIBELE | IBRRITEREEL
R | W, Y. RESEERER | Eh. UUE. RREE L
F%. BRI
RALR:

HE&B (L) - GB4806.11-2016: M ZA&EFnAE & el HBM KL & H
Jii%: GB31604.9-2016

MERME FRAE LR 7 b
HHRE KRR E (moig) | (mghig) | (meni) BT E Aoz
1 EE&E (LD 1 1 N.D. £ '
TR 1. mg/kg = ZETEAT 7L(ppm)-
2, N.D. = KEBBI(ATRERE). %
3. WRELE: 4% EEE(viv), 60°C, 0.5 /hAt.
R

BRFER:

HERHNFER - GB 4806.11-2016: RREZEEFIE & SEAFREE R 2
Jitk: GB31604.2-2016

ERE | WE | &R
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1 AEREERE 1 10 | ND. i

be 1. mg/kg = ZER T (ppm).

2. N.D. = RENBI(NTI0HEIRE) -
3. WK ZE1EK, 60°C, 0.5 /hEf.
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= SGS Test Report——Vinyl Examination Gloves ( CE EN455-1 )
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PN TESTING
AR CNAS L0604

Test Report

Report No.: QDHL = i Ear

Sample Description: DISPOSABLE GLOVES \

™ . WY EAET Y
Applicant:
A T T

Test Type: SUBMITTED BY CLIENT

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 1 of 6

Uniass otherwise agroed In writing, this dnwmom is isaued by the Company subject 1o tll Ganml Condttlons of Servica printed
ov.mf h:vmlhloonnquut or accessible ‘ www, u) mhnl‘rtrm:-nnd-candlm fi alscvoruc 'ormat dawmm
subj Teims QI a : R
tion is dmwn ta the (knlmhn of l(abmly lndornnmcnlon e d Jurisdiciio: d ny I 0

advised that infol n refiocts the Company's ﬂndlngs al lha llme ol ns Mlafvanllon only and wlthln lhe Ilrnnc ot
cllml s lmtruclmm |f nny Tno Complny s sole rupomwrlll is to iis Client and this document does nol exonerate parties 1o &
- ction from oxm:lnng all their rights umi er the This document cannot be reproduced

= oxupl in full, without prior writtan approval of the C Any forgery or falsification of the content or
v bR o pearance of this document is unk I and nﬂendm may be prosacuted to lhe fullast extant o lhe law.

5 bapection d Tndtieg Bovias
QD 7419482
SGS Center, No. 143, Zhuzhou Road, Laoshan Distriet, Qingdao, China 788101 1 (88~5532)68299888  www.sgsgroup.com.cn  sgs.chinai@sgs.com

Mamberof the SGS Group (SGS SA)
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Report No.: QDHLZE & = ol

Test Report

o DISPOSABLE
Sample Description GLOVES Color WHITE
Received sample
: quantity/ 300PCS/
’ Spe;¥|§lons ROVl
2 Tested sample 200PCS
- quantity
@ Sample
3 information Lot No. 20201224 Lot Quantity 35000
: Manufacture Date 2020-12-24 Expiration Date 2022-12-23
; Material/Appearance PVC Storage Condition | HOME TEMPERATURE
Manufacturer I e HEE s Y ._-ﬂ = =¥

g Applicant S am camames & Semesews - B ~
_3 : fCIientQ E T SN e BN B g R
; nrormation Ee—s “—‘a-qx 1‘1—
: Applicant address e g e ¥ ;
5 o - ==, S

SGS-CSTC Standards Technical Services (Qingdao) Co., Lid.
Page 2 of 6

Unless otherwise sgreed (n writing, this dm;urnom Is Issu.d hy me CDmpany subpct to its General Conditions of Servics printed
overisaf, av-ilnbl-onnquniurmcubloa hitp /i n/Terms: lnd-Con ns. & :‘nd !ordsctmnlc 1ermaldocumen!s
subject fo Terms and Conditions for Electranic Do Hp: wwwA gs_com,a d T X,
Aﬂonlﬂon is drawn 1o the limitation of liability, indamnmultorl and dict L a y

advised that information contained hereon reflects the Company's ﬂnanws al the umo ct II: imorv tion ouly lM whhln m limnt of
Cllent’s Instructions, If any. The Company's sole responalbiiity is to Ite Client and this dowmcn oas not exonerate parties to a

transaction from lumlslng all their dgms and obl tlons under the cannot bs
_ except In full, without prior writtnn ngpmv-l the omyany Any ry of the content or
b T pp: of this may be p ted unha fullest a:dsnl the lm
petiod B Tesling Survizes__° Y .
Qo 7419483

‘s@wmmmwmmmo\hmm I(&E—S&)ﬂm www.sgsgroup.com.en  sgs.china@sgs.com

Member of the SGS Group (SGS SA)
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TESTING
= CNAS L0604
Report No.: QDHL20' & 8 0 &
Sample Receiving ; DEC.30,2020 TO
Date DEC.30,2020 Test Period Date JANA5,2021
Tast Sample No. QDHL2012014000MD | Test environment | Meet requirement
es
information
Testitems Water tightness test
Testing EN 455-1:2020 Medical Gloves for Single Use — Part 1: Requirements
Accordance and Testing for Freedom from Holes Clause 5.1
This report only provides the test results and individual judgment, conclusion please see
Test follow pages.
conclusion
Issue date: JAN.15,2021
Remark /

Approver: 2@{31\&/&» Auditor: &MZ/&"Compﬂer: L}}A}L@V\ Viao

Date: 2021 .0/-15 Date: ‘2024- 0/ £ Date: 20 .0l \_f

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 3 of 6

Unless otherwise agreed in wrifing, this document is Inuad by the Company subject to lls Ganeral Conditions of Service printed
overleaf, available on raquest or lcuulhls at h oy com/en/Tarms-and-Canditions.aspx and, 10( dm'romc !umn! aocumant:
aubject to Terms and Conditions Documonts u T\r?lr"‘mmlnmr" gnditions 18 030X,
Amnuon ls dmvm o me llmnauon of llnblllty Indomnlﬁenﬁ 8 ction definad ny 0

al ulm ereon refiects the camp nyu ﬂnulnm at m :Imo of Its. lmarvomlun only nnd wlthln me lmhs uf
CIlenrs lnslmnuons Il any. ny's solo msponslblllg"ls to its Client and this document does not oxonomn parties o a
transaction from exon:lllng all ihalr réhts und o ﬂgatlons un This snt cann P
except In full, without prior wrl\ton P Any thorized g 1 Mlha conlent or
sppearance of this Is ful s may be p 1o the fullest extent of the |nw

QD 7419484
éssscm:.u«m.mu,mmmmmm 1 (86-532) 68099588  www.spsgroup.comen  sgs.china@sgs.com

0 S —— S —e — ——————————

Member of the SGS Group (SGS SA)
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Report No.: i B i

Sample Photo
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SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 4 of 6

Unless otherwise zgreed In wrlting, this dm;uman( Is iuued by the Company sub;ncl Io In Genersl Gonditions of Sarvice printed
ov'r('d available on request or accessible at hi leww com/enfTerms-and-Condi and, for alactronh?am\u!dowmnnh
to Terms and Conditions for Electronic Rt wWw. S0 8. com! .

Amnuon 5 drnvm to the limitation of llahlllly. h\dumnlﬁeetlm an urla ny G
2dviged that information con lmd rumon s the Compal ndings at the time ite lnlvmntlon on and wlthln m. limits or
Client's Inmmtons. if any. Tne e u!a £ nnﬁnlm u fo its Client and this document does not exonerats pariies 0 @
transaction from exercising all mnlr ghu and obligc°uni under the This cannol be rep
of the content or

except in full, without prio wrillan mvnl of the Com)
a of this o il g;ay (ny d h (h. fullest extent n? the Iaw.

Qb 7419485
S&WNO 143, mwmmmmm 265101 1(86-532)68993888  www.sgsgroup.comen  sgschina@sgs com

Member of the SGS Group (SGS SA)
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Report No.: QDHL20120 s

Test Results

Test items Unit | Test Method Requirement Test Result | Assessment
Sample quantity:
< 200 pcs
Water tightness test | A R0 AQL: 1.5 Found: 0 pass
Clause 5.1 Ao 7
Re: 8
“*End of Report**™*

ctiea ) e Y
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SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 5 of 6

Unless otherwise agreed In writing, this duwmanl ls lasuad by the Compsny suh)oct to ﬂs Genulul Conditions of Ssrvice printed
overleaf, avallable on request or accessidle at hity s 51 !orolwtronl 'ormudoeumems
subject to Terms and Conditions for Electronic D i e ‘u onditio e ..4 5
Attention is drawn 1o the |imitation nr iiabliity, Indomnmeatbn n d 5 F 0

advised that lnformat]on ennblnnd aroun roﬂlull the Company’ d m at mo umo of its lnmvenl!on onl and wllhln lh' llmlm ol
Client's instructions, if m‘p y's solo responsibilit ls 1o lts Client and this donnmenl does not exonerale parties o 2
transaction from uovdn!ng nil thdv rights and obl!%guom er the This cannot be reproduced
excepl in Iull wlthoul prior wii of ny ized ry of tha contant or
p d to the 1uuoat extent of the lew.

Qb 7419486

itten |
ffik and offendsrs may ba

| SGS Center, No, 143, Zruzhou: Road, Laoshan Districl, Qingdao, China 285101 | (86-532) 68935888  www.sgsgroup.comen  sgs.china@sgs.com

Member of the SGS Group (SGS SA)
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Statement

1. The report is considered invalidated in one or more of the following
conditions: no approval sighature; no testing seal of SGS; no cross-
page seal; altered;a copy without the red testing seal of SGS.

2. 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. Unless otherwise stated the results shown in this test report refer
only to the sample(s) tested. This document cannot be used for
publicity, without prior written approval of the SGS.

4. The test report cannot be reproduced in any way, except in full
content, without prior approval in writing by the laboratory.

5. Should you have any queries or objection to the test report, please -
contact us whthin 15 days after receiving the report.

Address:
: SGS Center, No.143, Zhuzhou Road, Laoshan District, Qingdao,
China.
Tel: 0532-68999187 Zip: 266101
£ Fax: 0532-80991952

E-mail: Emily.Zhang@sgs.com

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 6 of 6

Unless otherwise agreed in writing, this document is Iasued by lha Onmpany sub]ad Io l‘ls General Conditions of Service printed

overleat, available on request or lcnosalbla al ml Iwww 809 M 10( nlawonln 'umn! documems

snhiscl 1o Terms and Gonditions u k- I‘I’ 1s :]
itantion is drawn lo the Ilmhallon of l}nblmy lndemnlﬂcaﬂon and Ju d y

ndvlsod that information contsined nurm reflacts the Company’'s ﬂnding al the umn of Hs !nlemnuon on!y and wnhln me Ilmna of

CHlent’s instructions, if any. The Company's scle re ntlblll Is to Its Ciient and this document does not exonerate parties to a
transaction from exercising all their rights and obl ations un -r the Thls cannot be
excopt in full, without prior wrilten approval of the i of the content or

&ppearance of this document is uniawlul and offendars may be prosecntod to the fullast axlanl Grs,o law.
ao 7419487
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Member of the SGS Group (SGS SA)
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Test Report

Report No.: QDH L 5 e v

Sample Description: DISPOSABLE GLOVES

vl gl 1 gl Ty
Applicant:

TR A

Y repati & teet

Test Type: SUBMITTED BY CLIENT

sting

the authahiicity of s

Attentlon: To eheek

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 1 of 6

Unless otherwise agreed In writing, thls douumont is qu-d by kh- Cﬂmpany mbjncl lo lls Gemml Condiltions ol Serviea printed
overleal, availablo on request or sccessible at Wy 5-2nd-Condili and, for slectronic format documents,
subject fo Terms and Conditions for Ebwvn =.-- fmirsess 5.C0 T ~ln Condlllamfrorma -6~ Documlnl nx.
Amntinn is druw-n 1o the limitation of Tabllity, Indomnlncaﬂon ang d y holder o

advist infarmation conulned hsreon raﬂoen the Company’s ﬂndlnm al mu llmc o{ Ils Inuwenﬂon ox und wllhln (hc Ilmlu ai
Client's lnotmellonn it any, The Comps; nols ragponsibillly is to Its Ciient and this document does not exonerate parliss to &
transaction from oxercmnq all thair ngm an obl loaﬂonn under the transaction documents, This document cannol be reproduced
except in full, without prior written approval of the C Any forgery or falsificalion of the content or
appearancs of this document is uniawful and offenders may bs prosecuted to the fullest extent of the law.

QD 7419237
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Member of the SGS Group (SGS SA)
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Report No.: QDHL201 =
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Test Report
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© e DISPOSABLE
Sample Description GLOVES Color WHITE
Received sample
quantity/ 50PCS/
Spe;)f,lg:{ions SR-GUE(L)
Tested sample 5PCS
quantity
|
Tl Lot No. 20201224 Lot Quantity 35000
Manufacture Date 2020-12-24 Expiration Date 2022-12-23
: Storage
Material/Appearance PVC Condition HOME TEMPERATURE
Manufacturer wad e Sali-ln amial 1 N
Applicant - -GS TEm T EEa e =
_ -Client TE R I W W i e e W RS
information it add B e e I T S S
G e e WSS Y L e e
B R VL L, < I

ng Anspestion repori A ¢

Atlontion: To eheth the authenticily of 1egh

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 2 of 6
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&

Member of the SGS Group (SGS SA)
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i CNAS 1

el CNAS L0804

Report No.: QDHLE e

sheth@sus. cam

Sample Receiving g DEC.30,2020 TO
: Date DEC.30,2020 Test Period Date JAN.06,2021
" Sample No. aEscam £ M e Testenvironment | Meet requirement
® Test
S information
Test items Removabie surface powder
Testing EN 455-3:2015 Medical Gloves for Single Use — Part 3: Requirements
& Accordance and Testing for Biological Evaluation Clause 4.4
& This report only provides the test results and individual judgment, conclusion please see
follow pages.
Test
3 conclusion =
1
z Issue date: JAN.06,2021 4
N
% Remark / J
C

%

Approver: 2&}0‘ Cavé'& Auditor: 9%?0-—@0 Compiler: [ MW \7'{0/0

Date: o2 -Ol-oé Date: 7/02»(‘0/06 Date: 2w . o], 26

°
a
a
°

chach (he auihontic

To

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 3 of 6

Unless otherwise agreed in wriling, this documcmt is huued by the Company mb{scl to Iln Gsnaml Conditions of Service printad
overlaal, available on request or nccclslb ‘en/Terms-and-Conditions a 1oul mtcnnn ducumnnu
subject o Terms and Conditions for “'F g o -Cond s -8-Dog asp
Attention is drawn to the llmnaﬁon of ummy lndemnlﬂcaﬂun ano &g

advised that information conumad ereon mﬂscta the Company's ﬂnulnga l! m nmo or It marvonﬂon om nnd vdmln m- llmm ol
Glenla it any. The gole responsibliity Is to it Client and thiz document does uxonoralo parties 1o &
transaction from exemhlng all lholr fights -nd obllqal)l:‘ns under the This annot D
axcept in full, without prior written approval of the any. Any unauthorized alierstion, 1o§¢ry or fahmcaﬂon of the content er
sppearance of this document is unlawful and offenders may be prosecutad fo tha fullest extent of the law.

QD 7419239
’sesm.mm.mmm,mmm,m 206101 1 (86-532) 58099886 www.sgsgroup.comen  sgs.china@sgs com

Member of the SGS Group (SGS SA)
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\‘.\up:l," gl

A LSRN
CNAS

7y

K

A

=, .,,ﬁ\\. e’ | TESTHG
A CNAS L0604
" Report No.: QDHL20"
' Sample Photo

ftox

Attentiun; To chock the authenticity of lastihg /inapaciion report & curtifieats, pleaus contactue atelephone: (A4 TOS)BI07 1443, or emall

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 4 of 6

Unless otherwise agread in writing, this documum Is lssuad by ma Company subjocl to [ts General Conditions cf su\dco printed
avcrlul avallable nnmqun\ or -mulbln at ..u p:ih and, nlo fo docum nh
b Terms - ana Conditions for Elsctronic Lo % i
tion is drawn to the [imitation of llubﬂﬂy, lndemnlﬂcaﬂm
ndvllad that lnummnm contained herson reflects the Company's findings at lha llmo of ts intervention of and within the timits of
Client's Instructions, if any. The COm?ann sole tngomlbm ig fo its Client and this docum-nt dwu nio! omn-nl- parties to
transaction from vxwvlllng al| thelr under the cannot be
except in full, without prior wrilten nppvovﬂ of the © Any r?ory or faisification of the content or
appearance of this duwmant is unlawful and offenders may be promutod to the fullest exten! of the law.

QD 7419240
; }sasmmmmwmmm.m- 2068101 | (85-532)68990888  www.sgsgroup.comen  sgs.china@sgs.com
f

Member of the SGS Group (SGS SA)
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SGS ¢

Report No.: QDHL20 7wy

o)

i
E
(0]

Test Results

®
r

: Test Items Unit | Test Method Requirement Test Result | Assessment

3 EN 455-3: 2015

= Removable surface Clause 4.4

powder ™3 | ENISO 21171: - i Faes

K 2006

Remarks:

g (1) Finishes of gloves: Powdered-free gloves. (As per client’s requirement)

% (2) The declaration of conformity is only based on the actual value of laboratory activity, o
3 measurement uncertainty of the results not take into account. (;
*“**End of Report™

-

poctio

ting fAns

(T3

of

\ftontion: To chiock the authenticily

SGS-CSTC Standards Technical Services (Qingdao) Co., Lid.
Page 5 of 6

Unless otherwise agreed In writing, this dncunmnmlssuad by ma oompmy suhjod w m General Conditions of Service printed

overleaf, available on request or accessible at % and, m elwroﬂlc !ormn! aocumoms
subject to Terms and ons. 8 onditi ;~ 8 4
Attantion i3 drawn lo the limitation of lizbility. Imemnmeauon d aletic ' ined T"’

8 that Information comalmd heroon roflects the Company's flndlnns al the mm of }It lnmnonllon onl m\d wnhln lhc llmlls ot
Cllent’s instructions, If sny, The Company's sole ¢ nclblrl is to its Client and this dcv:umnnt does no! oxon-rm parties to a
transaction from ax.mblng &l tmlr rights uld b S Ui the not be

axcapt in full, without prior writlen app y. Any sthy 3uy or ﬂlamcshon of the contsnt or
appearance of this di tis -nd may b8 pi dlo me fullest extent

QD 7419241
SGS Canter; No. 143, Zhuzhou Road, Laoshan Disict, Qingdeo, Chioa 266101 1 (8B-532) 68300288 wivw.sgagroup.comon  sgs.china@egacom

G e

Member of the SGS Group (SGS SA)
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’r///_r?\‘\\‘ SNag” | TESTNG

CNAS L0604

Statement

1. The report is considered invalidated in one or more of the following
: conditions: no approval signature; no testing seal of SGS; no cross-
page seal; altered;a copy without the red testing seal of SGS.

5 2. 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.

2 3. Unless otherwise stated the results shown in this test report refer
only to the sample(s) tested. This document cannot be used for
publicity, without prior written approval of the SGS.

- 4. The test report cannot be reproduced in any way, except in full

content, without prior approval in writing by the laboratory.

5. Should you have any queries or objection to the test report, please
contact us whthin 15 days after receiving the report.

Address:

SGS Center, No.143, Zhuzhou Road, Laoshan District, Qingdao,
China.

Tel: 0532-68999187 Zip: 266101

Fax: 05632-80991952

3 E-mail: Emily.Zhang@sgs.com

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd.

Page 6 of 6
Unless otherwise agreed In writing, this dowmom is lsaued by tha Company eubjm 1o |ts Genoral Conditions of Service printad
ovarieaf, avaiiable on roqumurmesam m com/e -m~- nd-Cond '1.‘ :-.-' and, for nloamn(uiunna(documemu

s
subject to Terms and Cenditions for Electro at Hilp and- .- -‘ jo '. ------ B
Attention fs drawn to the Ilmlml)on of lkability, Indomnlﬂcaﬂon nn urisdi l d

advised that information conlalnod hereon raflects the Company's ﬂndlng; al mo llme o! lts lnhrvenuon 0:3 nnd wuhln lhn llmu: o!
Cllent’s Instructions, if any, The Comj y‘s sale mgonsibllu; is to ils Clisnt and this documant does o:omulo parties o a
transaction from exercising all their rights and er This not be

excapt in full, without prior written approval of th Any ery or fsluﬂea(lon of the content or
appaarance of thie document is unlawful end oﬂendem may be pvesewlod 16 the fullast oxtent of the law.

ap T419242
~ | 565 Canter, No. 143, Zhuzhou Road, Laoshen Distret, Qingdan, China 266101 1 (86-532) 68939888  www.sgsgroup.comen  sgs.china@sgs.com

Member of the SGS Group (SGS SA)
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m CTC Test Report / Disposable Vinyl Gloves(EN I1SO 21420+EN ISO 374-5)

e, % s
‘ I ' TEST REPORT S (ﬁ\s A
%‘ o]
e o TESTING
. '4.,,m\.«v Sl crasvLism
SHANGMAY
3F, Buliding Block 2. No_ 3400 Gonghexs Raat! Page 1/4
Jing'an Distnct - Shanghal 200438, P R. CHINA
Lty ol | <% 0 2 200 5 288372
Tél.: +86 21 68 55 50 32 Report No.: sy 14 September 2020
Fax ; +86 21 68 55 50 33
E-mail . cteshanghal@cicaroupe com
APPLICANT: & ¥ - -t 5
z > . Bl - 9
- - P - L3 = e
2 =a -
Date of receipt  :09 Sept. 2020
Testing period  :10 Sept. 2020
Buyer: — :14 Sept. 2020
Sample description: EN IS0 374-5:2016
Reference no. S, M, L, XL
Style/ Atticie no. ;I I
Test(s) requested ;— For CE Marking : Yes
Service :REGULAR Previous report —
Brand / Section — Product category ' —
Season s— Product type 2
End use :Disposable Gloves Test stage :FIRST TEST
Factory name f— Suppller name =
Factory code o Exported to S
1. Conclusion:
Tests description Conformity
EN 1SO 21420/EN ISO 374-1
1 pH - Textile (KC| solution) Pass
2 A i d d from azo Pass
3 . L' y L A '] :l'.l h (s) P‘“
4 Dexterity Level §
5 Air Leak Test Pass
6 Water Leak Test Pass

Pass: requirements met

Fail requirements not met

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

Approved by

% it

The report is issued by CTC Shanghai

Henry YAN
Laboratory Manager

in full, without the written approval of the testing laboratery

To declare the conformity to the the

q

i to the test results, has not been taken into account

Yvonne MAO
Senior Analytical Chemical Engineer

under its General Conditions printed overleal. The results shown in this report refer only to the samp
Except by special arrangement, the test items will not be retained by CTC Shanghal for more than 3months The test report shall not be rephdl
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C T C TEST REPORT %\Z" @ i;i;‘{

SHANGHAI
Page 2/4

Report No.: =% L 14 September 2020

»,

PPLICANT: 7

Y
-
.

2. Sample(s) description assigned by laboratory:

Size Analyzed product Description Sample information
GLOVE
Whole glove
white vinyl paim

The report is issued by CTC Shanghai under its General Conditions printed overleaf The results shown in this repart refer only to the ,“ € tesled.
Exocept by special arrangement, the test tems will not be retained by CTC Shanghal for more than 3 months. The test report shall not be repigtducéd) extep

in full, without the written approval of the testing laboratory.
To declare the conformity to the reguirement, the uncertainty of measurement, associated to the test results, has not been taken into account.
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( I ( TEST REPORT N5 Cﬂ\AS SR
Lt ]
& 3 TESTING
> E ',/—\’;"\ b Setl®  cnuasusn
SHANOMAI
Page 3/4
Report No.: ©. s« ¢ 14 September 2020
APP! NT:
3. GLOVE/
Whole glove
Meathod Client Unit Result Conformity
Requirement
5.2. Dexterity EN I1SO 21420:
2020
Smallest diameter of pin fulfilling test mm 5.0
condition
Smallest diameter of pin fulfilling test mm 5.0
condition (2)
Smallest diameter of pin fulfilling test mm 50
condition (3)
Smallest diameter of pin fulfilling test mm 50
condition (4)
Performance leve| 5
o Air Leak Test EN 374-2:2019 Pass
Glove thickness mm 010
Air pressure used to test kPa 35
Result No air bubbles No air bubbles
o Water Leak Test EN 374-2:2019 Pass
Result No water leak No water leak
white vinyl palm
Method Client Unit Result Conformity
Requirement
(+4) 4.2. pH - Textile (KCI 1SO 3071:2020 Pass
solution)
pH value 35<-<95 7.3
4.2, Aromatic amines ISO 14362-1.2017 Pass
derived from azo colorants (w/o extraction)
Accessible without fibre extraction <30 ma/kg <5
A 4.2. Polycyclic Aromatic 1SO/TS 16190: Pass
Hydrocarbons (8) 2013
Benzo(a)anthracene <1 ma/kg <01
Chrysene <1 mg/kg <01
Benzo(b)fiuoranthene <1 ma/kg <01
Benzo(k)fluoranthene <1 ma/kg <0.1
Benzo(a)pyrene <1 ma/kg <01
Dibenzo(a.h)anthracene <1 mg/kg <01

The report is Issued by CTC Shanghai

Except by special arrangement, the test dems will not be retained by CTC Shanghal
in full, without the written approval of the testing laboratory.
To declare the conformity to the requirement, the ur

y of t,

under s General Conditions printed overleaf The results shown in this repart refer only to the sgmp
for more than 3 months. The test report shall not be rephsd

d o the test results, has not been taken into account.
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C/'—];_g: TEST REPORT \: @ “_ﬁm

IHANOMAI
Page 4/4
Report No.: tm s » 14 September 2020
APPLICANT: ¥
Method Client Unit Result Conformity
Requirement
Benzo(e)pyrene <1 mg/kg <0.1
Benzo(j)flucranthene <1 ma/kg <01
END OF TEST REPORT
(+)CNAS accreditation

A: The test was carmed out by extemnal accredited laboratory under their accreditation scope.
o The test was carried out by external accredited laboratory, not within their accreditation scope.

Table of Performance Level for Glove

Test Item Performance Level
[l 1 2 3 4 5
Finger dexterity (EN ISO 21420) _ 1.0 9.5 8.0 6.5 5.0
Smallest diameter of pin fulfilling test conditions (mm) § ' ' ’ )

## Performance level O means the glove falls below the minimum performance l2vel for the given individual hazard

under its General Condibons printed overleaf. The results shown In this report refer only to the

The report is issued by CTC Shanghal 3
for mare than 2 months. The test report shall not be rephsd

Except by special arrangement, the test ems will not be retained by CTC Shanghal

in full, without the written approval of the testing laberatory.
To declare the conformity to the requirement, the uncertainty of measurement, associated o the test results, has not been taken into account,
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= Rapportd’ essai CTT / Gants en vinyle jetables (GB4806.7)

\‘L"‘/', AP A
prp— N A % CNAS &

TESTING
' ' 201810001288 A ¥ crasiues

" Test Report

Report No.: (0ol s Page 1 0f 3

Applicant: == am e e SEweSew = - L
Address: e s - ER - N § e 55 5w R S e = gl
N S OB OE B 8 S e

- - .- - &l

Sample Received Date:  Aug. 13, 2020
Completed Date: Aug. 17, 2020
Report Date: Aug. 18, 2020

The following merchandise was (were) submitted and identified on behalf of the applicant as:
Sample Name: Disposable Gloves
Model No.: L. S. M, XL

Test Result(s): Please refer to next

Test Requested and Conclusion(s):
No. Standard and Requirement Conclusion(s)

GB 4806.7-2016 National food safety standard plastic materials and

products for food contact

1 - Overall Migration PASS

- Heavy metal (express as Pb)

- Potassium permanganate consumption

Organization: J wh. 2}‘-00 To examine: ﬁ p 7

Signed for and on Behalf of CTT:

HTIMj He

Hilary He
Technical Manager

This test report 15 jaeoe e company subject to its General Conditions of Services available on request and acoessitie at hitp./AMavw ctilab, comiorder/201805050400480820 paf.
1 nuSgns of hability, indemnification and jurisdictional tssues defined therein Unless otherwsse stated the results shown in this report refer only to the

overdue vill not be accept tems means they are not accredited by CNAS (if with CNAS logo), “s* means the item
07 Gongye Beisi Road, 0 High-Tech De Park, Dongguan, Guangdong, China
el 86.0769-8896 5833 Fax 86.0769-8898 8808 Hot Line: 400 67890 666
ebsite. bitp /iwew cttfab cam Emall’ enquiry@cttiab com
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! -'- Test Report

Report No.: = s s Page 2 of 3
Test Result(s):
Overall Migration - GB 4806.7-2016: National Food Safety Standard Food contact plastic articles
Method: GB 31604.8-2016

Material 3 Reporting Limit Limit Result )
No. Test Condition (mg/dm?) (mgidm?) | (mardm?) Conclusion
4% Acetic
.D. P
001 acid(vv) ,70C 2h 3 10 N.D ASS

NOTE: 1. mg/dm?= milligram per square decimeter.
2. N.D. = Not Detected (Less than Reporting Limit).

|
\
articles —y

Test Result(s):
Heavy metal (express as Pb) - GB 4806.7-2016: National Food Safety Standard Food contact plastic
Method: GB 31604.9-2016 iy Wi A
Material Reporting Limit Limit Result '
Test Item Conclusion

No. (mg/kg) (mg/kg) | (malkg)

001 Heavy metal (express as Pb) 1 1 N.D. PASS
NOTE: 1. mg/kg = milligram per kilogram (ppm). &ﬂ{":

2. N.D. = Not Detected (Less than Reporting Limit). : )
3. Test condition: 4% Acetic acid(viv), 60°C, 2 hours. i

Test Result(s):

Potassium permanganate consumption - GB 4806.7-2016: National Food Safety Standard Food contact

plastic articles

Method: GB 31604.2-2016

Material Test fiuin Reporting Limit Limit Result Beistiaion
No. (mg/kg) (mg/kg) | (ma/kg)
001 Potassium perm.anganate 1 10 N.D. PASS
consumption

NOTE: 1. mg/kg = milligram per kilogram (ppm).
2. N.D. = Not Detected (Less than Reporting Limit).
3. Test condition: distilled water, 60°C, 2 hours.

This test report is issuad by the company subject to its General Conditions of Services available on request and accessible at nitp /\www citlab com/arder/201905050400480820 pdf.
Attention Is drawn to the of liability, and i issues defined therein. Uniess othenwise stated the results shown in this report refer only to the

sample(s) received Without prior written permsssion of the company, this test report cannot be reproduced, except in full. Any inquiry about this report, please raise from the.detag
recespt of the report within 30 days, overdue will not be accept Items marked with *n® means they are not accredited by CNAS (if with CNAS logo), “s* means the item
subsortractor '

£S =

Dongguan Consumer Tesﬁng E:?. Gongye Baisi Road. Song: High-Tech Indl De Park, Dongguan, Guangdang, China

el 85-0769-88048 0888 Fax 86-07565-3808 8308 Hot Line 400 5739 685
bsite; hitpJAvww cttiab com Emall _enquiry@cttiab com

Technology Co., Ltd.




Gants d’Examen Médical et Gants Jetables

EN455 & EN 420+EN 374 & ASTM D6319

== Test Report

Report No.: = s = Page 3 of 3
Test Material List
Material
No Sample Description Location
001 White transiucent plastic Gloves
Photo of Sample:

F 23 4300y Bl BB ABR AN AN
| | ]

b el ]y

Lo B - ,"!’75“ R
L L L R

"End of Report™™

This test report is issued by the company subject 1o its General Conditions of Services available an request and accessible at hitp [fwww cttiab comforder/201905050400480820 paf.

Attention Is crawn to the

of liability, and |u issues defined therein Unless otherwise stated the results shown in this report refer only to the

sample(s) received. Without pricr written permession of the company, this test report cannot be reproduced, except in full. Any inquiry about this report, please raise from th.daks

recaipt of the report within 30 days, overdue will not be accept Items marked with “n° means they are not accredited by CNAS (if with CNAS logo), “s* means the item of

subcontractor.

Dongguan Consumer Testing
Technology Co., Ltd.

No.7, Gongye Beisi Road. Songshanhu High-Tech Industrial Development Park, Dongguan, Guangdong, China.
Tel: 85-0769-5898 98388 Fax 86-0762-8898 8308 Hot Line: 400 5783 586
Mebsite: hitp Jvwww cttlab com Email. enquiry@citiab.com
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' 201819001289 i CNAS L3068
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HERY: CarE mow w15 BaR

HEPRLr, N PRy
o o AN EIEEEIECIOTEEIEENLT 1 'EiN

WoREAR: 20204E08 H 13 H
SSHGE¥A: 2020408 H 17 H
WEER: 20204208 A 18 H

PATF R 5 B th B R Bt A s
BRER: —RHumTEe
BERE: L. S. M. XL

s

BMER: HEHNTH.
BRERAL R
i 3 REAER g%
GB 4806.7-2016 fr i 44 S bR ot e F B I A2 il
g |- REBE e
- HER (o) >
- EERER AR

s F % e WZ

BREFA:
o AL

BHRITEUMEF AT LI RE LRI 7
i 86-0769-8808 9888 {6 R ©6-0769-8899 8308

hE: hitp Avww ottlab. com #: enquiry@ettiab com




Gants d’Examen Médical et Gants Jetables

EN455 & EN 420+EN 374 & ASTM D6319

L wmme

REWRS: - EEE—— B2W #3|
KR
ST - GB 4806.7-2016: £ fh 224 [F FARAL € S AR H RIA R B A
Jiik: GB31604.8-2016
A RE PR R
HEwmS R & (maldm?) | (mafdm?) | (maldm?) RHE
001 4% Z.8 (vv) ,70°C 2h 3 10 N.D. &

TR 1. mg/dm?=ZE5E-FH K.

KSR

2. N.D. = REHB|(DTRERE)-

SR (LATH) - GB 4806.7-2016: frdh 224 B FAwvE i it Befil I 2BA4 L K2 il
Jith: GB31604.9-2016

WERE FRAE #H -
HH&S Regiay B (mglkg) | (malkg) | (mgkg) BTH E a4
001 EER (LD 1 1 N.D. £
ey = 1. mg/kg = ZRHTT(ppm)- *
2. N.D. = R&HEIBI(NTRERHE). 13
3. JREM: 4% ZB(v/v), 60°C, 2h.
U
AL R
MR FER - GB 4806.7-2016: £t & E S ARE £ 5 B A A R PR B i)
Fiik: GB 31604.2-2016
RERE FRAE R
MEERS piog Mg (mgikg) | (malkg) | (meikg) BRI E
001 mEREEER 1 10 N.D. £
e 1. mgkg = ERET = (ppm)-.
2. N.D. = RAGHIZ) (AT RAE)
3, WK% Z&18K, 60°C, 2h.
BRI
MRS B AR frg
001 SRSy i) g FE

SR SR A Al AR R BOFTIHIL, TTHE hitp/Awvav.citiab com/iorder/201905050400480820 pdl FH, 4L, IRTRANE IR NI IS8 S ERHI T i . RS A1

S RO NG U, RS R, AU, IARMEEET R, ATESREZE 0 RANRTRY, AAFEE, B0 AR HEARE CNAS
E[(f CNAS BRiatt), "s i3 0sH.

" GRS % L W R BB AT R N VU T
FENPMRERBARERAT |us. 607503808 o588 fX: 8607658898 8308

4 hito fivww cttiab com M enguiry@cttlab com

#e%, 400 6789 656
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MREHTS: EEEET—— BEW H#3IW

) I.l 138 17 18
ol llllqlll;

:nﬁ% %ttt

AR M AR A A RS R R EFTH R, TTE hitp fwav cttiab comiorder/201905050400480820 pol #. HE. (RERANEMENAIMS SN FXOHN T @ L. BFSHRY
ERRNREANN RN K, RRERSEET, FTRPEN. WAERMREET R ATUSREZUE 0 RANRARE, G0FT2E, FneEmIHEA)
FIE(A CNAS FRiRat), “s* R OEH.
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= Rapportd’ essai CTC——Gants de protection synthétiques(EN ISO 21420+EN ISO 374-5)

& 4%, L
i '|' TEST REPORT A cﬂ:\\s -
w nN
_..———> s TESTING
4 "cf,:/f_j\,\‘\,\.-“‘ Setl®  cras o
SMANGHAI
3F, Building Biock 2, No. 3400 Gonghexin Road, Page 1/4
Jing'an District - Shanghai 200438, P R. CHINA
Lot A e DB R B 3400 55 20603
Tél.:+B6 21 68 55 50 32 Report No.: s 14 September 2020
Fax :+86 21 68 55 50 33
E-mail . cleshanghai@clegroupe com.
APPLICANT: & & ¢ -
. 4 o« 3 > - »
= Spep < — = 4 - - i
EWE 2
Date of receipt  :09 Sept. 2020
Testing period  :10 Sept. 2020
Buyer: — :14 Sept. 2020
Sample description:  EN IS0 374-5:2016
Reference no. ‘S, M, L, XL
Style / Aticle no. Bl T
Test(s) requested :— For CE Marking : Yes
Service :REGULAR Previous report =
Brand / Section = Product category  :—
Season — Product type ot
End use :Disposable Gloves Test stage :FIRST TEST
Factory name i— Supplier name =
Factory code o Exported to -
1. Conclusion:
ests descriptio Conformity
EN ISO 21420/EN ISO 374-1
1 pH - Textile (KCl solution) Pass
2 Aromalic amines derived from azo colorants Pass
3 Polycyclic A ic Hydrocarbons (8) Pass
4 Dexlerity Level §
5 Alr Leak Test Pass
6 Water Leak Test Pass

Pass: requirements met

Fail: requirements not met  None: no requirement for this test

N/A' not applicable

% wita

Approved by

Henry YAN
Laboratory Manager

The report is issued by CTC Shanghai

in full. withcut the written approval cf the testing laboratory.

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 overleaf The resuits shown In this report refer only to the sample
Except by special arrangement, the test items will not be retained by CTC Shanghat for more than 3 months. The test report shall not be replgthicéd

Yvonne MAO
Senior Analytical Chemical Engineer
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CTC TEST REPORT i @AS :gii

W
g

SHANGHAI

Page 2/4
Report No.: "= @ 14 September 2020
APPLICANT: * ¥ L R
2. Sample(s) description assigned by laboratory:
Size Analyzed product Description Sample information
GLOVE
Whole glove
blue vinyl/nitrile palm

41>
The report is issued by CTC Shanghai under its General Conditons printed overleaf The results shown in this repart refer only to the ,“ v
Except by special arrangement, the test tems will not be retained by CTC Shanghai for more than 3 months. The test report shall not be rephod
in full, without the written approval of the testing laberatory.
To declare the conformity to the reguirement, the ur y of ir 1t d to the test results, has not been taken into account.
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TEST REPORT RO -
ok CNAS =,

o s ,f.:\ oy CNAS LA5TT
SHANOMAI
Page 3/4
Report No.: #. e 14 September 2020
APPLICANT: <
3. GLOVE/
Whole glove
Meathod Client Unit Result Conformity
Requirement
5.2. Dexterity EN I1SO 21420:
2020
Smallest diameter of pin fulfilling test mm 5.0
condition
Smallest diameter of pin fulfilling test mm 5.0
condition (2)
Smallest diameter of pin fulfilling test mm 50
condition (3)
Smallest diameter of pin fulfilling test mm 50
condition (4)
Performance leve| 5
o Air Leak Test EN 374-2:2019 Pass
Glove thickness mm 010
Air pressure used to test kPa 35
Result No air bubbles No air bubbles
o Water Leak Test EN 374-2:2019 Pass
Result No water leak No water leak
blue vinyl/nitrile palm
Method Client Unit Result Conformity
Requirement
(+) 4.2. pH - Textile (KCI 1SO 3071:2020 Pass
solution)
pH value 35<-<95 7.3
4.2 Aromatic amines ISO 14362-1.2017 Pass
derived from azo colorants (w/o extraction)
Accessible without fibre extraction <30 ma/kg <5
A 4.2. Polycyclic Aromatic 1SO/TS 16190: Pass
Hydrocarbons (8) 2013
Benzo(a)anthracene <1 ma/kg <01
Chrysene <1 mg/kg <01
Benzo(b)fiuoranthene <1 ma/kg <0.1
Benzo(k)fluoranthene <1 ma/kg <0.1
Benzo(a)pyrene <1 ma/kg <01
Dibenzo(a.h)anthracene <1 mg/kg <01

The report is Issued by CTC Shanghai

Except by special arrangement, the test dems will not be retained by CTC Shanghal for mare than 3 months. The test report shall not be repkdd
in full, without the written approval of the testing laboratory.
To declare the conformity to the requirement, the ur y of it d fo the test results, has not been taken into account.

under s General Conditions printed overleaf The results shown in this repart refer only to the sa
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TEST REPORT

lacwss CNAS &

CNAS L4577

SHAMOMAI
Page 4/4
Report No.: « = wows o 14 September 2020
APPLICANT; * .
Method Client Unit Result Conformity
Requirement
Benzo(e)pyrene <1 markg <01
Benzo(j)fiucranthene <1 mg/kg <01
END OF TEST REPORT
(+)CNAS accreditation
A: The test was carried out by external accredited laboratory under their accreditation scope.
«: The test was carried out by external accredited laboratory, not within their accreditation scope.
Table of Performance Level for Glove
Test item — Performance Level
0 1 2 3 4 5
Finger dexterity (EN ISO 21420) s 1.0 95 8.0 8.5 50

Smallest diameter of pin fulfilling test conditions (mm)

The report is issued by CTC Shanghai under its General Conditions printed overieaf The rasults shown in this report refer only to the samp
Except by special arrangement, the test tems will not be retained by CTC Shanghai for more than 3 months The tast report shall not be repkagh

in full, without the written approval of the testing laboratory
Ta declare the conformity to the requirement, tha uncertainty of measurement, associated to the tast results, has not been taken into account

#4# Performance level 0 means the glove falls below the minimum performance lavel for the given individual hazard
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= Rapportd’ essai CTT / Gants de protection synthétiques (GB4806.7)

N\ AT
—_— MA i AVAS mEm
i CNAS ¢t
Y Sl S
201819001289 CNAS L3088

Test Report

Report No.: = s s Page 1 of 4

P

[ea=ssi
==
o

Applicant: S s e s SN == 00
Address: ME ) FEe R N . 6y P TS TEeEw oo M W
e e S T W R e

TEEEENT T WSS I OW T ST W=

Sample Received Date:  Aug. 13, 2020
Completed Date: Aug. 31, 2020
Report Date: Aug. 31, 2020

The following merchandise was (were) submitted and identified on behalf of the applicant as:
Sample Name: Disposable Gloves
Model No.: L, S\ M, XL

Test Result(s): Please refer to next page(s).
Test Requested and Conclusion(s):

No. Standard and Requirement Conclusion(s)
GB 4806.7-2016 National food safety standard plastic materials and
products for food contact

1 - Overall Migration PASS
- Heavy metal (express as Pb)

- Potassium permanganate consumption

Organization: M”,? .Lji  Toexamine: Z’ y 7

Signed for and on Behalf of CTT:

Hilary Lo

Hilary He
Technical Manager

This tost repar isseeesbyhe company subject to s General Conditions of Services available on reguest and accessible al hitp /Avwav cttiab comfordef2018C60350400480820 paf

s frijamg ns of liabllty, indemnification and Jurisdictional lsues defined therein Unless atherwise stated the results shown in this report refer only ta lne
tten permission of the company, this test report cannot be reproduced. except in full. Any Inguiry about this report, please rase from thgdategl
28 overdue vall not be accept items marked with “n” means they are not accredited by CNAS (if with CNAS logo), “s* means the item g y

Po.7, Gongye Beisi Road, Songshanhu High-Tech Industrial Development Park, Dangguan, Guangdong, China.
[Tel 86-0769-8898 9838 Fax 86-0769-8858 86808 Mot Line: 400 6784 666

|Vevsite hittp /v cttlab com Emall_enquiny@ctttab.com
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' ...'.. Test Report

Report No.: (+ " Page 2 of 4

Test Result(s):
Overall Migration - GB 4806.7-2016: National Food Safety Standard Food contact plastic articles
Method: GB 31604.8-2016

Material Reporting Limit Limit Result
Test Conditi Conclusi
No. 26Ok B (ma/dm?) (mgidm?) | (mgrdmz | COMCUSOn
4% Acetic
002 3 10 5 PASS
acid(v/v) ,70°C ,2h
NOTE: 1. mg/dm?= milligram per square decimeter.
2. N.D. = Not Detected (Less than Reporting Limit).
Test Result(s):
Heavy metal (express as Pb) - GB 4806.7-2016: National Food Safety Standard Food contact plastic
articles
Method: GB 31604.9-2016
Material Tast Hawi Reporting Limit Limit Result Gt
No. (mglkg) (mg/kg) | (mglkg)
001 Heavy metal (express as Pb) 1 1 N.D. PASS
NOTE: 1. mag/kg = milligram per kilogram (ppm).
2. N.D. = Not Detected (Less than Reporting Limit).
3. Test condition: 4% Acetic acid(viv), 60°C, 2 hours.
Test Result(s):
Potassium permanganate consumption - GB 4806.7-2016: National Food Safety Standard Food contact
plastic articles
Method: GB 31604.2-2016
Material Test fbom Reporting Limit Limit Result Borsission
No. (mg/kg) (mg/kg) [ (mgl/kg)
i
001 F ORI POl 1 10 N.D. PASS
consumption

NOTE: 1. mgrkg = milligram per kilogram (ppm).
2. N.D. = Not Detected (Less than Reporting Limit).
3. Test condition: distilled water, 60°C, 2 hours.

This test report is issued by the company subject 1o (ts General Conditions of Services avaiiable en request and accassible at hitp [fwww ctiiab com/order/201 30505 0400480820 prf
Aftantion is grawn to the limitations of habifity, on and § ct issues defined therein. Unless cthenwise stated the results shown in this repart refer only to the

subcontractar.

Juo.7, Gongye Beis Read, High-Tech Industnal Development Park, Dongguan, Guangdong, China.
[Tel 86-0768-8898 9833 Fax 86-0769-8595 8808 Hot Ling 40D 6759 666
MVebsite. http v citlab.com Email_enquiry@ciilab com

Dongguan Consumer Testing
Technology Co., Ltd.
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! -!- Test Report

Report No.: = " wamw Page 3 of 4

Test Material List

Material
N:". Sample Description Location
001 Blue plastic Gloves
002 Blue plastic Gloves
Photo of Sample:

=M

This test report is issued Hy the company subject to (ts Genefai Donunonsd Services available on request and accassible at hitp Jiwww cttiab comyorder/201505050400480820 paf
Aftention is drawn to the s of hiability, and cti issues defined therein. Unless othenwise stated the results shown in this report refer only to the
sampie(s) received. Without prior written permisston of the eompany this test report cannot be reproduced, except in full. Any inquiry about this report, please raise from thgdateg
m:mdm report vathin 30 days. overdue will net be accept items marked with “n* means they are not accredited by CNAS (if with CNAS logo), *s* means the item g
subcontractar;

.7 I g 0 P Dong G g
Dongguan Consumer Testing 7, Gongye Beis Road, Songshanhu High-Tech Industnal Dy ark, g. China,
el §6-0769-8898 98338 Fax: 86-0769-86956 8808 Hot Line: 400 6789 666

Technology Co,, Ltd. te: hitp: vy citlab com Email. enquiry@etiiat com
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== Jest Report

Report No.: = s mawmw Page 4 of 4

***End of Report***

and cti issues defined therein. Unless othenwise stated the results shown in this report refer only to the.
sampie(s) receved. Without pnor written permisston of the company, this test report cannot be reproduced, except in full. Any inquiry about this report, please rarse from thg

This test report is issued by the company subject to (1s Generai Condtions of Services available on request and accassible at hitp Jiwaww cttiab comiorder/201505050400480820 paf
Attention is drawn to the [imi vs of hiability, i ( {

recespt of the report vathin 30 days. overdue will net be accept Items marked with “n® means they are not accredited by CNAS (if with CNAS logo), “s* means the item
subcontractor,

Dongguan Consumer Testing 0.7, Gongye Beis Road, High-Tech Industnal Oy 0 Park, Dongguan, Gu China.
Technology Co., Ltd, [ e oou 9888

Fax: 86-0769-8898 8808 Hot Line: 400 6789 666
te: hitp. /vy cttiab.com Email_enquiry@ctiiab com

‘mé \\7/&“
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201819001289 i i
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HFRL: @A pETEETns
B O, AN SIS N T e
BREEIME: 20204F 08 H 13 H
SeRLE: 20204208 H 31 H
WEBM: 2020408 H31H
AT A £ B2 o i 3 TR 0 A A -
BRERK: —RHamTEe
BERRE: L. S. M. XL 1
BRER: HENFH.
BRE R |
e BRRERESR &
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\
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e
( I 1 :
— RS
REFS:  ~omEowEE 0 B2mW #*3H|
KRsR:
MIEB - GB4806.7-2016: £ 5k 224 [F SChRaE frdic i A Wkl A4 ) 22 ol
_Li%: GB 31604.8-2016
WMERE PRAE £} 3
HH&S ok P S (maldm?) | (mgfdm?) | (mgldm?) B E
002 4% Z.8 (v/iv) ,70°C 2h 3 10 5 =3
TR 1, mg/dm?=E5-F A XK.
2. N.D. = RERBI(DTIRERE).
i IE2 T
HER (L) - GB4806.7-2016: 1t/ %4 B S bnde & S e F 2B 1 K il i
_Eﬁ: GB 31604.9-2016
WERE PRAE &R -
M@ AT E o) | imane) | mangy | PR | GME
001 ELR (D 1 1 N.D. ki
TR 1. mgkg = ZERETT(ppm). *
2. N.D. = R&HEIBI(NTRERHE). 13
3. JR&ME: 4% ZBR(vv), 60°C, 2h.
e
MWRLER:
FHERRRSISFER - GB 4806.7-2016: £l 24 E S AR fr 5 Be A BB AORL B )
Jik: GB 31604.2-2016
RERE FRAE “R
HEERS b2 ng=| (maikg) | (mg/kg) | (malkg) BIH 2
001 HEREEER 1 10 N.D. &
M 1. mg/kg = ZE&T 5 (ppm).
2. N.D. = RAGHIZ| (D THERE)-
3, ALK &i@K, 60°C, 2h.
AL
MESS FE g frE
001 WA FE
002 | Efad FE
M A ) AR R BT, T hitp v citiab com/order/201605050400480820 poll T, HE. MMANEMEYARS AN FROSHT 2 L. BFESA0RH,
EEL RO . ARG AR, ATSAEM, IRRMNEENT R, BTUSBELHE 0 XRNARMRE, XA FZE, B AR HEARE CNAS
ATE(H ONAS BRa), "5 esH.
4R R 42 AL A BT BRI F R N T 7 4
HRENPRERIFERERATA Ef: B6-0760-8898 9885 %%, 86-0769 B39F 8208 FeE, 400 6789 656
4 hitp [fveww citlab com M enguiy@cttlabcom
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S REMORA A S BAF I, WA hitp v cttlab com/orden201905050400480820 pof B#. WAL, (RMALMIEMAMEEA FKOANT Lo BAETAUY
SEATUENT R E. AREREETT, AUB4EY. MARMREETRN BTUAREZHE 0 RNARGRE, @NFFZE, W0 HNIEER]
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3 hitp dwwwe oitiab.com 4% enquiry@cttiab.com




	■ PRODUCT DESCRIPTION
	■ Color
	■ INSTRUCTION
	■ Executive Standard
	220x125x65mm
	220x125x65mm (1)
	220x125x65mm (2)
	220x125x65mm (3)
	■ Dessin d’emballage / Gants de protection synthétiques（CE PPE EN420+EN374-5）
	■ Packaging

