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formation:
nponents used in making these gloves may cause allergic reactions in some individuals. Do not expose these gloves to ar

th a known or suspected sensitivity to any components used in the manufacture of these gloves before consulting a
. If allergic reactions occur, discontinue use immediately and consult with a physician.

- dry place at room temperature. Open product should be shielded from exposure to direct sunlight, intense artificial
y machines, and other sources of ozone.
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Name and address of

certificate owner:

Name and address of

manufacturer:

Product name:
Product types:

Product tradem ark:

This certificate confirms that the product meets the

and within

of Regulation 2016/425

EN ISO 374-1:2016+A1:2018, EN

Certificate

ICR Polska/CE/V/P6402033

DONGTAI CITY HUAYI GLOVES CO., LTD

36 Nanzhuang Road, High-tech Industrial Development zone of Dongtai City,
Jiangsu Province, 224249 P.R. China

DONGTAI CITY HUAYI GLOVES CO., LTD
36 Nanzhuang Road, High-tech Industrial Development zone of Dongtai City,
Jiangsu Province, 224249 P.R. China

Disposable Gloves
$20006, $20003, $20007, S20008, S20009, S20010, S20010, S20013
Dongtai gloves

requirements of the following standards

lim its of its standards gives presum ption of conform ity with essential requirements

ISO 374-2:2014

The certification process has been carried outin accordance with the program PC-P-07-07.

Evaluation has been carried out in accordance with test reports made by

East Verify Certification Service Co., Ltd.

No.of test reports: EVC2004]54GZ94E]

Certificate issue date: 08042020

Expiration date: 07042025

The mutual obligations and rights of the «certification are regulated by the contract No. ICR

Polska/2020-3109.

This certificate applies to products

having the same attributes (parameters), intended use, that have

been evaluated and meet the requirements of the aforementioned standard.

Director: Rafat Kalinowski

W arsaw, 08.04.2020

ICR Polska Co. Ltd.
ul.Plac Przym ierza 6, 03-944 W arszawa

www.icrpolska.com , e-m ail:icrpolska@ icrqa.com
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2. dAEE A

$31019 2ALIN

NITRILE GLOVES

100+cs

(BY WEIGHT)

NITRILE GLOVES,

Allergy Information:

Same camponants used in making those glavas may cause ailargls reactians In some Incividuals. Do not expasa thasa gloves ta any
persan with a known or ‘o % uued in the of these gleves telore cansulting a
ghysician. If allergic reactions occur, digcontinue use immedistely and consult with & shysician

Storage:
Store in 4 dry place al (oom tamperature. Open sroduct should be shielded from exposure to direct sunlight, intanse artificial
light, x-ray machings, and ather sourcas af azana

05mm+3
M3mm+3

Timme3
8amm:3
94 mm+3

EhaEd

Lot

Made in China

VARY Tj't/@Q € @ EN 374

X5 (Item) : 100RHaEENE | RS (size) © 243 x 133 x 54 mm | #H (material)

5 (pantoneno)

X3E (remark) :



Peter Zvedeniuk


 

Peter Zvedeniuk

Peter Zvedeniuk
EN 374


3. R<~TEE
—XMTHBFE (EE. . ERE)
BEAN: 100 R/&2, 10&/48 (=1,000 R/%8)
RE&ER~F: 243x133x54mm

ANFER~F: 285x280x260mm

KIEH=:
1300ctns/20ft container
2800ctns/40ft container

3200ctns/40HQ container

EFRESE (LINS 557 HHD:
N.W. : S/M/L/XL = 4.7kg/5.0kg/5. 3kg/5. Tkg

G.W.: S/M/L/XL = 5.7kg/6.0kg/6.3kg/6. Tkg
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5. FDAEH

ﬁx\“
Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

Name: DONGTAI CITY HUAYI GLOVES CO., LTD.

Add: NO. 36 Nanzhuang Road, High-Tech Industrial Development Zone of
Dongtai City. Jiangsu Provice, 224249 P.R.China

has completed the FDA Establishment Registration (as manufacturer and foreign
exporter) and Device Listing with the US Food & Drug Administration, through

The Owner/ Operator Number for this Registration is: 10073578

Listing No Code | Premarket Device Name
Submission NO.

D401324 | LZA | K131823 Powder-Free Nitrile Patient Examination
Gloves

ABmed will confirm that such registration remains effective upon request and
presentation of this certificate until the end of the year stated above, unless said
registration is terminated after issuance of this certificate. ABmed makes no other
representations or warranties, nor does this certificate make any representations or
warranties to any person or entity other than the named certificate holder, far
whose sole benefit it is issued. This certificate does not denote endorsement or
approval of the certificate - holder’s device or establishment by the U.S Food and
Drug Administration.

ABmed assumes no liability to any person or entity in ion with foregoing.

Date of verification: May. 12, 2020
Date of expiration: Dec. 31, 2020

SHOFFICE

TEL:0085-21-50313932 Boyle Wang Phane:0086- 18930777675 info@tnahful comun
ABMED SERVICE INC.

36 South 18th Avenue, Sulte A Brighton USA 80601

TEL213-375-3998  FAX:213-3753%998  Info@asmedcomen
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6. 1809001 jE+H (TUV)

Managemen! Senice

CERTIFICATE

_ The Certification Body
of TUV SUD Management Service GmbH

certifies that

Dongtai City Huayi Gloves Co., Ltd.
No. 36 Nanzhuang Road, East New District
Dongtai City, Jiangsu, P.R. China
Post Code: 224200

Unfied social credit code: 91320981064501824X

has estzblished and applies
a Quality Management System for
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Production and Distribution of Nitrile Examination Gloves.

An audit was performed, Crder No. 7482274766.

Proof has been furnished that the requirements
according to

ISO 9001:2015

are fulfiled.
The certificate is valid from 2020-04-11 until 2023-04-10.

The certified organization shall undergo and pass
the regular survelllance audit to maintain the validity of this cerfificate.

Certificate Registration No.: 12 100 47761 TMS.

Information abait this cerificate can be inquired at the official website
ofC tion znd Adrr ion of the People’s Republic of China (waww.cnza.qov.cn).

A@ @ (aws

frosa—
Product Compliance Maragement b o
Munich, 2020-03-10

ZERTIFIKAT @ CERTIFICATE ¢

501010

= & 1.
70V SOD Management Service GmtH « Zertifirierungsstalle « RidlerstraBe 65 » 80338 Minchen «Germany ~ TOV
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ZERTIFIKAT & CERTIFICATE ¢

(( AKKS
Akkreditierungsstelle
D-2M-11321-01-00

Certificate

No. Q6 086704 0004 Rev. 02

Holder of Certificate: Dongtai City Huayi Gloves Co., Ltd.
No. 36 Nanzhuang Road
East New District
224200 Dongtai City, Jiangsu
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Dongtai City Huayi Gloves Co., Ltd.
lty( ) No. 36 Nanzhuang Road, East New District, 224200 Dongtai City,
Jiangsu, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: Production and Distribution of
Nitrile Examination Gloves

Applied standard(s): EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality g 1t system (excluding subclause 7.3),
which meets the requirements of the listed standard(s). See also notes overleaf.

Report No.: SH2084901
Valid from: 2020-04-23
Valid until: 2023-03-27

COu

Christoph Dicks
Head of Certification/Notified Body

Date, 2020-04-23

Page 1 of 1 |m/O
TUV SUD Product Service GmbH « Certification Body * RidlerstraBe 65 + 80339 Munich = Germany
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Item Specifications ASTM D6319
Length (mm) =240 XS\S2220, M/L/XL=230
XS / XS 70x10
S 855 S 80%10
Palm Width (mm) M 965 M 95+ 10
L 108+5 L 110+ 10
XL 1155 XL 120+10
Finger 0.24:0.03mm Finger =0.10
Double Thickness {mm) Palm 0.20=0.03mm Palm =0.10
Cuff 0.17£0.03mm Cuff H/A
XS / XS /A
S S R/A
Weight (g) M 5.0£0.3 M H/A
L L /A
XL XL /A
. Before Aging =14 Before Agin; =14
Tensile Strength (MPa) After Aging =11 % ‘After Aging >14
. . o Before Aging =500 Before Agin; =500
Elasticity/Elongation (%) ‘After Aging >400 ‘After Aging =400
Powder C (mg/pes) 2.0 2.0
Water Abstract Protein (ug/g) N/A N/A

13
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Product Certification

FmaiR . ] BFEGQEER)

Product Name

IRELE oM 2

Specification

RS TEBREL

Product Compaosition

==y 15— 20201005

Lot No.

4r=HEHR : 2020-10

MF(‘S Date
B 3 Hp :

Shelf Life
HUTINE -

Executive Standard

=1 .
e A
Inspector No.

H
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TEST REPORT

No. : SHIN2010066861MR
Date : Oct 23, 2020
Page: 1of 6

scan to see the repoﬁ

SHIN201006686 1MR

CUSTOMER NAME: QH HEALTHCARE - COST CAPITAL GROUP
ADDRESS: 23 RUSHCROFT ROAD,LONDON,ENGLAND E4 8SG
Sample Name : DISPOSABLE NITRILE GLOVES

Buyer : QHHEALTHCARE — COST CAPITAL GROUP

Above information and sample(s) was/were submitted and confirmed by the client. SGS, however,
assumes no responsibility to verify the accuracy, adequacy and completeness of the sample
information provided by client.

SGS Ref. No. : SHIN2010065020PS

Date of Receipt : Oct 20, 2020

Testing Start Date : Oct 20, 2020

Testing End Date : Oct 23, 2020

Test result(s) . For further details, please refer to the following page(s)

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

Signed for
SGS-CSTC Standards Technical
Service (Shanghai)Co., Ltd.

\

N ra o

Authorized signatory

Unless otherwise agreed in writing, this document s issued by the Company subject to its General Conditions of Service printed
overieaf, available on request or accessible at ht%g /Iwww. g_q; comlen/T_Q_ms & Qo m ~; asp. and for electronic format documents,

subject to Terms and Ci for El -and-Co ndlll nsf‘l’erm o DQ_C ment, aspx

Attention is drawn to the of llablllty { an uv sdic on nssuas d 1 ned therein, Any locument Is

ined hereon reflects the Company s findings at the time of its intervention only and wllhm the limits of

Client's instructions, if any. The C y's sole Is to its Cllenl and this document does not exonerate panies to a
transaction from exercising all their rlgh\. and obllgatlons under the This cannot ber

except in full, wllhoul prior written appmval ol lhe C Any h forgery or falsifi of the content or

of th n d (o (he Iullasl extent of the |aw Unless otherwise stated the

y be
results shown In |Mu test feporl refer only to lhe sample(s) |esled and such sempla(s) nre relalned for 30 day: only
Atte l|(\1"‘r1 b(hr.n 1(( o ng spection re ntact us at telephone: (86-7 8307 1443
ail: CN.Doccheck

Mo, Bock 159, Ezs(nganRoad nmmsww China 201319 1(86-21)61196300  f(86-21)68183122/68183920  Www.sgsgroup.com.cn
G - L R R RE11595% 698 & 201319 1(86-21)61196300  f(86-21)68183122/68183920 e sgs.china@sgs.com
I

Member of the SGS Group (SGS SA)




Summary of Results:

TEST REPORT

No. : SHIN2010066861MR
Date : Oct 23, 2020

Page: 2of 6

No. Test ltem Test Method Result Conclusion
1 Total thickness Provided by client 0.123 mm /
i " Acrylonitrile-

Major Composition _
2 o ) ASTM D3677-10(2019) butadiene /

Qualitative Analysis

rubber
3 Weight Provided by client 3.82¢ /
Note: Pass : Meet the requirements;

[ f s kg

k7 hspocmu”mn\; Services 7

Fail : Does not meet the requirements;

/- Not Apply to the judgment.

Unless otherwise agreed in writing, this docu’:r\cnll Is Issuod hy !ho

o or
subject to Terms and Conditions for
Alhnllon is dr‘wn to the llmlullon of Iinblllly Indnmniﬁca(lon and Ju

Electrol

thal
Client’s instructions, If any. The C sole
transaction from oxarcillng all their rlghtl lnd obligations under the
oxcept in full wllhoul prior wrmon npproval ol lne C

C&)mpnny sub]ccl !o Ils Gon-ral Conditions of Service printed
ndi d1¢>‘r ele#ronlc lomm documenn
0 1.85pX.

ne
docum!

8a d ny
d hereon refl, the y's ﬂndlngs at the ume ol lls ln(orvenuon only and wllhin the limits ol
's Is to its Client and this d does not

parties to a

or email: CN.Doccheck nsgs com

No.63, Block 1159, East Kang Qa0 Road, Pudong District, Shanghai, China 201319 1(86-21) 61196300

to the fullest extent 37
results shown in |th test ropon refer only !o the umplo(s) leatod and such sample(s) are retained for 30 days only.
Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443

£(86-21)68183122/68183920  www.sgsgroup.com.cn
1(86-21) 68183122/68183920

not be
ory or latslﬂcaﬂon of mal ch.m or
the law. Unless otherwise stated the

e sgs.china@sgs.com

hE - L W R RERR1150% 698 B4 201319 1(86-21) 61196300
I

Member of the SGS Group (SGS SA)




TEST REPORT

1. Test Item: Total thickness
Sample Description: Rubber specimen
Test Method: Provided by client
Test Condition:
Diameter of Presser foot: 10 mm
Load: 82 g
Lab Environmental Condition: 23 +2 ‘C, 50 + 5 %RH

Test Result:

No. : SHIN2010066861MR
Date : Oct 23, 2020
Page: 3of 6

Test ltem

Test Result

Total thickness

0.123 mm

Original Sample Photo:

Unless otherwise agreed in writing, this documonl Is luuod by the
on r al l\ " % en

1p W
subject to Terms and Conditions for Electroni s a
Attention is dnwn to the llmlmlon of labllity, Indamniﬁcﬂlon nn
d that d hereon refl the g

Compnny subjofl to its

dictio i ny
y's dings n the tlme al m Intervonﬂon on
Client’s instructions, if any. The Company’s sole rooponniblll / Is to its Client and this documonl does nol axoname parties to a

neral Conditions of Service printed
ind, 1o‘r o!ectronlc 1ormat documenn
d rm X.

me
older of documen
and wlthln the limits o'

transaction from oxerciclng all their rights and obllg{gtlons un Ac; the

cannot be
cry or falsification of the content or

oaxcept in full wllhoul prior wrlmn approval of the
ni

or email: CN.Doccheck@isgs.com

No.63, Block 1159, EastKang Qa0 Road, Pudong Distict, Shangha, China 201319 1(86:21) 61196300

ma to the fullest extent 3 the law. Unless otherwise stated the
results -hown in (hil test ropon refer only to the sample(s) mm( and such sample(s) are retained for 30 days only.
Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443

1(86-21)68183122/68183920  www.sgsgroup.com.cn
f(86-21)68183122/68183920 e sgs.china@sgs.com
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TEST REPORT

No. : SHIN2010066861MR
Date : Oct 23, 2020
Page: 4of 6

2. Test ltem: Major Composition Qualitative Analysis

Sample Description: Rubber specimen

Test Method: ASTM D3677-10(2019), analysis was performed by FTIR.
Sample Technique: Pyrolyzate capillary film

Test Result:

Sample Major composition

Acrylonitrile-butadiene rubber
Rubber specimen )
(FTIR spectrum see Fig.1)

Fig.1
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Unless otherwise agre-d in writing, this docu’:ncnll Is luuod by mo Compnny sub]e:lzl to its General Conditions of Service printed
or IWwWw.S .aspx a

at hitp nd, for electronic lormat documents,

subject to Terms lnd Conditions !ov Elec(romc ocume! l »- .com/e and-Co dil IT , 1.a8spX.

Allonllon is dr‘wn to the labllity, and jurls n issue: ed ny ument is

ined hafoon i the C y a ﬂndlnga at the urne ol lls In(orvenuon only and wlthln lhe limits of

Client’s instructions, if any. The C y's sole Is to its Client and this d does not e parties to a
transaction from oxarcillnq all their rlghtl and obligations under the not be rep

oxcept in full wllhoul prior wrmon lpproval ol lhe Company Any unaulhodzod alteration, 'orqory or lalslﬂcaﬂon of the content or

to the fullest extent of the law. Unless otherwise stated the

BRI
k73 Inspection & Testing Services .~ results nhown In this test repon refer only !o the sample(s) leutod and such sample(s) are retained for 30 days only.
¥ Attention: To check the authenticity of testing /inspection report & certificate, please contact us at tefephone (86-755) 8307 1443
or email: CN.Doccheck@sgs.com

No.63, Block 1159, East Kang Qa0 Road, Pudong District, Shanghai, China 201319 1(86-21)61196300  f(86-21)68183122/68183920  www.sgsgroup.com.cn

hE - L W ERERR1150%698 8%K: 201319 1(86-21)61196300  f(86-21)68183122/68183820 e sgs.china@sgs.com
1
Member of the SGS Group (SGS SA)



TEST REPORT

No. : SHIN2010066861MR
Date : Oct 23, 2020
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Test Photo:

Original sample
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3. Test Item: Weight

Sample Description:

TEST REPORT

No. : SHIN2010066861MR

Date : Oct 23, 2020
Page: 6 of 6

Rubber specimen

Test Method: Provided by client

Test Condition:

Measuring tool: Electronic balance
Lab Environmental Condition: 23 =2 ‘C, 50 = 5 %RH

Test Result:

Test ltem Test Result

Weight 3.82¢

Original Sample Photo:

*hkkkkkkk End of report********
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Test Report

Client name
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Sample Description
Lot No.
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No.: QDHL2004003544MD_EN Date: MAY.18,2020 Page: 1 of 6

DONG TAI CITY HUAYI GLOVES CO.,LTD

NO.36 NANZHUANG ROAD, EAST NEW DISTRICT, 224200
DONGTAI CITY, JIANGSU, PEOPLE'S REPUBLIC OF CHINA
DISPOSABLE NITRILE GLOVES

NOT PROVIDED

NOT PROVIDED

360PCS

As above test item and its relevant information regarding to the submission are provided and confirmed by

the applicant. SGS is not liable to either the test item or its relevant information, in terms of the accuracy,

suitability, reliability or/and integrity accordingly.

Sample Receiving Date
Test Performing Date

FdkkkkRkRhkdk

APR.29,2020
APR.29,2020 TO MAY.18,2020

FkRR Rk Rk kR
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Client's instructions, if any. The Company's sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except in full, without prior written approval of the Company. Any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law.
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Test Requested Result

1. BS EN 455-1:2000 MEDICAL GLOVES FOR SINGLE USE — PART 1: Piss
REQUIREMENTS AND TESTING FOR FREEDOM FROM HOLES (CLAUSE 5.1)

2. BS EN 455-2:2015 MEDICAL GLOVES FOR SINGLE USE — PART 2: o
REQUIREMENTS AND TESTING FOR PHYSICAL PROPERTIES (CLAUSE 4.2,
4.3,5.2,5.3)

3. BS EN 455-3:2015 MEDICAL GLOVES FOR SINGLE USE—PART 3: Pass

REQUIREMENTS AND TESTING FOR BIOLOGICAL EVALUATION (CLAUSE

4.4)

Remark: - 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.

SGS-CSTC Standards

Technical Services (Qingdao)

Co., Ltd.

J—%".o' bwo

Jessica Gao
Approved Signatory
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advised that information contained hereon reflects the Company’s findings at the time of its intervention only and within the limits of
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transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except in full, without prior written approval of the Company. Any unauthorized alteration, for?ery or falsification of the content or
appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law.
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Test Report

Test Conducted:

1. BS EN 455-1:2000
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Medical gloves for single use — Part 1: Requirements and testing for

freedom from holes

Number of test sample 200 Pieces

Sample size M

Number of non-conforming gloves | : | 1pc

Clause  Testltems Result
5 Watertightness test for detection of holes -
5.1 Referee testing Pass (See note 1)
Sample quantity: 200pcs, AQL:1.5, Ac:7, Re:8, Found:1. See refer photo.
Note : 1  The sample selecting amount for this clause is deviated to 200 pcs as assessed

by SGS.

2. BS EN 455-2:2015

Medical gloves for single use — Part 2: Requirements and testing for

physical properties

Number of test sample 26 Pieces
Type examination/procedure gloves b)
Size Examination/procedure gloves: M
Clause  Testltems Result
4 Dimensions =
4.2 Length Pass (See result 1)
43 Width Pass (See result 1)
5 Strength - 25
52 Force at break Pass (See result 2)
5.3 Force at break after challenge testing Pass (See result 2)

Unless otherwise agreed in writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at tt /www.ss comlaanenns-and-Condlﬂons aspx and, for electronic format documents,
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except in full, without prior written approval of the Company. Any unauthorized alteraﬂon forgery or falsification of the content or
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Result 1: Dimensions
Size M
No Length (mm) Width (mm)
1 240 96
2 241 96
3 246 97
4 246 96
5 245 97
6 240 97
7 244 96
8 241 97
9 241 96
10 245 96
11 245 96
12 247 96
13 243 95
Standard requirement 2240 95+10
Median value 244 96
Result 2: Strength
Size: M
Force at break (N)
Before aging After aging
No. / No. /
1 16.5 1 16.3
2 171 2 16.0
3 15.0 3 16.2
4 16.9 4 14.7
5 18.2 5 1%1
6 15.1 6 16.5
7 17.0 P4 16.7
8 16.7 8 1WA
9 12.1 9 12.2
10 15.6 10 14.8
11 134 11 12.2
12 172 12 14.6
13 13.0 13 157
Stapdard >6.0 Stqndard 6.0
requirement requirement
Median value 16.5 Median value 16.0

/ & Hi
ln&pectmn & Testing Senvies

l..l
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Test Report No.: QDHL2004003544MD_EN Date: MAY.18,2020  Page: 5 of 6

3. BS EN 455-3:2015 Medical gloves for single use — Part 3: Requirements and testing for
biological evaluation

Number of test sample 5 Pieces
Sample size M
Finishes of gloves Powdered-free gloves other than surgeon’s gloves

Clause  Testltems Result

4.4 Powder-free gloves Pass (See note 1)

Note 3 1

Test according to EN ISO 21171:2006, the average mass of powder per glove is
0.18mg. (Requirement: £2mg per powder-free glove)

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

Sample Photo:

Received Sample

SGS authenticate the photo on original report only
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Refer Photo (Watertightness test):

**End of Report**
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