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2.Declaration of Conformity & PPE
Certificates

Q.

INTCO
Daocument Number : INTCO-CE-DC-MBR-001 Version: Ald

EU DECLARATION OF CONFORMITY

Manufacturer Authorized Representative

Name: Shandong Intco Medical Products Name: Lotus NL B.V.

Co., Lid.

Address: Qiwang Road, Naoshan Industrial Adclress: Koningin Julianaplein 10, le Verd,
Park. Qingzhou, Shandong, China 2595AA, The Hague, Netherlands

Declares that the MDR described hereafter
Product name and model:
Disposable Nitrile (NBR) Gloves
UMDNS code: 11882
Maodel: XS /S /M /L /XLIXXL
Um-pr:

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

The medical device has been assigned to Class [, based on rule 1 of Annex VI Chapter 111 of
the Regulation EU 2017/745 MDR. It bears the mark

ce

This Declaration of conformity is valid for five years: 7 / May / 2020 to 6/ May / 2025, If there
is a change in the declaration information, this declaration is invalid.

The above mentioned declaration of conformity is exclusively under the responsibility of

Company: Shandong Inteo Medical Products Co., Lud.
Address: (Jiwang Road, Naoshan Industrial Park. Qingzhou, Shandong, China.

__ Shandong 2020-05-07

Place , dale
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TECHNOLOGY

PPE REGULATION (EU) 2016/425

MODULE C2 CERTIFICATE

Issued to:

Shandong IntcoMedical Products Co Lid
Qiwang Road, Naashan Indusfrial Park
Qingzhou
Shandong
China
282506

This is to certify that the following products tested under SATRA reports referenced: STED283607 &
CHMO295484/2008/JH have been found to satisfy the requirement of PPE Regulation (EU) 201825
Medule C2 EU quality control system for the final product for and on behalf of SATRA Technology Europe
Limited

EUTYPE PRODUCT GROUP
EXAMINATION REFEREMCE PRODUCT TYPE CLASSIFICATION
'CERTIFICATE NUMBER

697024575
Blue 687024575 801-605 Disrm-is':ble EN IS0 374
2777M11804-01/EDD-00 Viclet 807024575 831-635 Mon-sterle 1:2016+A1:2018
glove Type B

White 607024575 841-645

Black 607024575 851-655

Dated: 5" March 2020 This cenficateis 0 s02q

f ke

Signed By (Alan Weston)

For and on behalf of SATRA Technology
Europe Limited

The Issuance of this certficate 15 subject fo the company maintalning ks manufschuring and qualty System fo the /equired
‘stangard.

SATRA Technology Eurcpe Limted. Eracetown Business Park Clones Dublin 15 D15 YN2P. Republic of Ireland.
(Miatified BOdy number 2777)
Tel +353 (0) 1437 2454 Web:
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SGS B

eport No. : CH:TX:6420076491 DATE : 24/12/2015|
QDHG1511005851C0

SHANDOMNG INTCO MEDICAL PRODUCTS CO., LTD.
QIWANG ROAD, NAOSHAN INDUSTRIAL PARK. QINGZHOL,
SHANDONG,

P.R.CHINA

A/C SGSCSTC HARDGOODS SERVICES.,

CONTACT PERSON : --

THE FOLLOWING SAMPLE S) WASWERE SUEBMITTED AND IDENTIFIED BY/ON BEHALF OF THE CUSTOMER AS :
SAMPLE DESCRIPTION GLOVES
MITRILE GLOWVES

PHOTO APPENDIX

SAMPLE RECD ON ‘I 22015 TESTING PERIOD : 221272015 - 24122015

Test Mathod Test Name Status / Performance Level
- Minimum Liguid Proof Length
EN 374-1:2002 Size X5.5M.LXL Pass

Per pro SGS India Private Ltd.

K. Pat—

K. PACHAIYAPPAN
SECTION INCHARGE

Email your Test Report Related Enquines af Feedback. SLTi@sgs com
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TEST REPORT
Report No. : CH:TX:6420076491 DATE : 241 2!'2&151
QDHG1511005851C0
EN 3741 : 2003 Protective Gloves against Chemicals and Micro Organisms — Minimum Liguid Proof Length
Requirements as
Clausa Test Name Result Average par EN 420: 2003 Status
(51.2)
5.1 Minimum Length of Glove

Declared Size XS 242 235 2385 Min : 220 mm Pass
Daclared Size S 242 241 2415 Min : 230 mm Pass
Declared Size M 240 240 2400 Min : 240 mm Pass
Declared Sze L 253 255 2540 Min : 250 mm Pass
Daclared Size XL 260 261 260.5 Min : 260 mm Pass

**** End of Report*****
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4.EN374-2

CTC TEST REPORT

/..--:——I"

SHAMNSHA

3F, Bullting Block 2, No. 3400 Gonghexin Road,
Jing'an District - Shanghal 20043, P.R. CHINA
Ef T 2 [ 3R ST ER SA00 S 203 B
Tél. : +B6 2183 55 50 32 Report No.: S200903976_2 15 September 2020
Fax : 8621 68 55 50 33 -
E-mail : cleshanghaif ciegroups com

FPage 1/3

APPLICANT: SHANDONG INTCO MEDICAL FRODUCTS CO. LTD
(C41221)
huangcongmin@inteo. com NO. 9888 QIWANG ROAD, NAOSHAN
INDUSTREY PAREK
QINGIHOU SHANDONG
CHINA

Date of receipt  -04 Sept. 2020
Testing period  :07 Sept. 2020
:08 Sept. 2020

Buyer: —

Sample description:  Disposable Nitrile gloves (NBR), 6XS, 75, 8M, 9L, 10XL, 11XXL

Test(s) requested — For CE Marking : Yes

Semvice -REGULAR Prewvious report —

Brand / Section 1 — Froduct category - —

Season — Product type T

End use —_ Test stage :FIRST TEST
Factory name f— Supplier name —

Factory code = Exported to —_

Revision cAmend sample informationm

1. Conclusion:

Tests description Conformity
EM 150 374-1
1 Air Leak Test Pass
2 Water Leak Test Pass

Pass: requirements met  Fal: requirements not met  None: no requirement for this test  M/A: not applicable

Approved by

Henry YAN
Laboratory Manager
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—

SHANGHAI
Page 253

Report No.: 5200908976_2 18 September 2020

APPLICANT: SHANDONG INTCO MEDICAL PRODUCTS CO. LID
{c41221)

2. Sample(s) description assigned by laboratory:

Size An roduct Description Sample information
GLOVE

Whaole glove

AnanoaTe
200908976 |

200808978
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Page 33

Report No.: 5200908976 _2 15 September 2020

APPLICANT: SHANDONG INTCO MEDICAL PRODUCTS CO. LTD

(cd1221)
3. GLOVE/S
Whole glove
Method Client Unit Result Conformity
Requirement

« 52 Air Leak Test EN 374-2:2018 Pass
Glove thickness mm 010
Alr presswre used to test kPa 3.0
Result Mo air bubbles Mo air bubbles

» 5.2, Water Leak Test EN 374-2:2018 Pass
Result Mo water leak Mo water kzak

END OF TEST REPORT

»: The test was carried out by external accredited laboratory, not within their accreditation scope.
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S T R SATRA Technology Centre Ltd
A A Wyndham Way, Tebord Way, Kettering,
Morthamptonshire, MM18 BSD United Kingdom
Fax +44 (1) 1538 410825
email: infoi@satra.com

WA S3tTaL
e 248

Customer details: SATRA Technology Services (Dongguan) Lid SATRA reference: CHMO0303384/2041/0JH
Unit 110, Xinzhongyin Garden
Hongwei Road Your reference: CHTD303055
Xiping, Nancheng District

- th
DONGGUAN CITY Date of report: 301 October 2020

Guangdong Province Samples received: 6 October 2020

China

523079 Date(s) work 16" to 20 October
camied out: 2020

TECHNICAL REPORT

SATRA Technology Services (Dongguan) Ltd:

Customer:SHANDONG INTCOMEDICAL PRODUCTS CO. LTD.
QIWANG ROAD, NAOSHAN INDUSTRIAL PARK
QNGZHOU
SHANDOMNG
262500
CHIMNA

Subject: EN I1SO 374-4:2019 determination of resistance to degradation by dangerous
chemicals on gloves descnbed as Disposable nitnle gloves, colour blue, size
6X5, 75,8M_9L, 10XL, 11XXL

Conditions of Issue:

This report may be forwarded to other parties provided that it is not changed in any way. [t must not be published, for
example by including it in advertisements, without the pricr, written permission of SATRA.

Results given in this report refer only to the samples submitted for analysis and tested by SATRA. Comments are for
guidance only.

Tests marked # fall cutside the UKAS Accreditation Schedule for SATRA. All interpretations of results of such tests and
the comments based upon them are gutside the scope of UKAS accreditation and are based on cument SATRA
knowledge.

A satisfactory test report in no way implies that the product tested is approved by SATRA and no warranty is
given as to the performance of the product tested. SATRA shall not be liable for any subsequent loss or damage
incurred by the client as a result of information supplied in the report.

The uncertainty of the results (UoM) in this report is based on a standard uncertainty multiplied by a coverage factor k=2,
which provides a coverage probability of approximately B5%.

Page 12 of 33
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SATIRA TECHNICAL REPORT

I TECHNOLOGY

WORK REQUESTED:

Return to
Contents Page

Samples of gloves described as Disposable nitnle gloves, colour blue, size 6XS, 7S, 8M, 51, 10XL
and 11XXL were received on the 6™ October 2020 for testing in accordance with EN 1S0O 374-4:2019.

SAMPLE SUBMITTED:

Sample described as Disposable nitrle
gloves, colour blue, size 6X5, 75,8M, 9L, 10XL, 11XXL

CONCLUSION:

When assessed in accordance with EN IS0 374-4:2019 the samples of gloves described as
Disposable nitrile gloves, colour blue, size 6X5, 75,8M,9L, 10XL, 11XXL achieved the following

degradation results:

Chemical Mean degradation / %
40% Sodium hydroxide (CAS: 1310-73-2) -39.2
30% Hydrogen peroxide (CAS: 7722-84-1) 30.8
37% Formaldehyde (CAS: 50-00-0) 05

TESTING REQUIRED:

= EN IS0 374-4:2019. Protective gloves against dangerous chemicals and micro-organisms. Part 4:

Determination of resistance to degradation by chemicals.

Page 13 of 33
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TECHNICAL REPORT
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SATRA
| oo

Sample description:

Disposable nitrile gloves, colour blue, size BX5,
75,8M,91L, 10XL, 11XXL

Challenge chemical:

40% Sodium hydroxide (CAS: 1310-73-2)

Test temperature / °C: (23£1)
__ Glove 1 Glove 2 Glove 3
Degradation / %: 58 =01 108
Mean degradation (DR} / %: -39.2
Standard deviation (opg) / %: N7
UoM [+ %: 135
Appearance of samples after testing: Mo change

Sample description:

Disposable nitnle gloves, colour blue, size BXS,

75,8M, 9L 10XL, 113XL
Challenge chemical: 30% Hydrogen peroxide (CAS: 7722-84-1)
Test temperature f °C: (23 1)
Degradation / %: GIE? L Gg;’;g 2 GE’E 3
Mean degradation (DR} / %: 30.8
Standard deviation (oor) / %: 133
UoM /= %: 17.1

Appearance of samples after testing:

Swollen and discoloured

Sample description:

Disposable nitrile gloves, colour blue, size BXS,
73,8M,9L, 10XL, 11XXL

Challenge chemical:

37% Formaldehyde (CAS: 50-00-0)

Test temperature / °C: (22+1)
oo o Glove 1 Glove 2 Glove 3
Degradation / %: 181 B0 BE
Mean degradation (DR} / %: 05
Standard deviation (oor) / %: 1652
UoM [+ %: 14.8
Appearance of samples after testing: Mo change

NOTE: Where the test specimens gave an increased puncture force after chemical exposure, the

result is reported as a negative degradation.

Page 14 of 33
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6. EN374-5 Return to
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Test Report Mo.: 721655656
Report Date:1 July 2020

SUBJECT Microbiological Analysis

TEST LOCATION TOV 80D China

TUV SUD Products Testing (Shanghai) Co., Ltd.

B-3/4, No.1999 Du Hui Road, Minhang District
Shanghai 201108, P_.R. China

CLIENT HAME Shandong Intco Medical Products Co., Ltd

CLIENT ADDRESS Mo 9388 Qiwang Road, Maoshan Industry Park, Qingzhou, Shandong, China

TEST PERIOD 16-Jun-2020~30-Jun-2020

TEST REQUEST Penetration of Phi-X174 Bacteriophage Test - with reference to 150 16604-
2004, BS EN 150 374-5:2016

Prepared By

Pella ¥,

(Bella Xu)
Report Drafter

Page 15 of 33
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Test Report No.: T21633656

‘ Return to
Report Date:1 July 2020

Contents Page

RECEIFT DATE | TEST DATE
16-Jun-20200 16-Jun-2020

THE FOLLOWING SAMPLE(S) WASAMWERE SUBMITTED

B! OM BEHALF OF THE CLIENTS AS:

Sample Mame: Medical Mitrile Examination Gloves
Sample Specification: M

Batch Mo.Date: 20200407

Manufachurer: Shandong Intce Medical Produwcts Co.. Lid

SAMPLE MO. DESCRIPTION PHOTOGRAFH

121855856 Glowes

TEST METHOD{S) N
Penetration of Phi-X174 Bacteriophage Test 5
- in accordance with BS EN 150 374-5:2018 Protective glowes against dangerous chemicals and micro- 12
organisms Part 5: Terminology and perfommance requirements for micre-organisms risks, 5.3 Protection o
against viruses. Test method with reference to IS0 16804-2004 Clothing for protection against contact with |
bood and body fluids -Determination of resistance of protective clothing matenals to penetration by blood- \‘_
borne pathogens — Test method using Phi-X 174 bacteriophage .

REGUIREMENT

- Exposure Procedure: B

Sampling Size: TSmm=TSmm

MNegative control: Polysthylene material

Positive confrod: 0.04 pm micropercus membrane

Prior to testing, condition all test specimens and controls for a minimum of 24 hours at (21 £ 5)'C and
30%~80% relative hurmidity.

TEST ORGANISM(S)
Bacteriophage ATCC 13705-B1

PROCEDURE
1. Compatibility testing
1.1. Test three spaecimens representing each matenal type to be tested.
1.2. With the stenile cell placed honzontally on the laboratry bench, insert the specimen in the test cell
with the back of the hand and the palm of the hand toward the cell reservoir.
1.3, Assemble the test cell. Torgue the bolts in the test cell to 13.6 M-m each.
14. With the cell remaining in the herzontal position on the laboratory bench, place a 2.0 pL abguot of
the Phi-X 174 bacteriophage in bacteriophage nutrient broth, containing a total of 200-1200 PFLU,
near the middle of each piece of test specimen.

CheminaMiiorobickogy Laborawny: Frone : +3 [21) BG7 8375 Regional Head Offioe

TUV SUD Produsts Testing (Shanghai) o, L. Fax:  +88 (2] BT @345 TR S0 Ceratiaation and

-4, Wo. 1000 Du Hull Rosd, Minhang D Emal: Tood cremBans- mudan Tecting (China Ca., L

Shargral Wikshipage: e -sud on Kz 151 Heng Tong Rossd Sranghal

ae 0D P.RChina

FRL Chire .Iwﬂ Page 2 ofd
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Test Report Mo.: 721653656 _
Report Date:1 July 2020 —!

1.5. Prepare a control by adding a 2.0 pL aliquot from the same suspension directly into 5.0 mL of
sterile bactenophage nutrient broth.

1.6. After 60 min, qumttatnre#y assay by adding 5.0mL of sterle bacteriophage nutrient breth onto the
surface of the specimen.

1.7. Caleulate the ratio of the control assay titer to the test matenal assay titer using the following
equation: )
ratio= custrol sssey Hier LPP‘I.I.'I:L] _1 1

e b bal e vt [P

1.8, Record the initial tterufme F'hl-]i'.1?4 bactenophage challenge suspension wsed for the test . | (2
+ 1 10° PFLUImL imes the ratio calculated )

Test procedurs
2.1. Prepare the bacteriophage challenge suspension (40-44 miim) for the test
22 With the sterile cell placed horizontally on the laboratry bench, insert the specimen in the test cell
with the back of the hand and the palm of the hand toward the cell resenvoir.
23, Assemble the test cell. Torque the bolts in the test cell o 13.8 N-m each.
24, Mount the test cell in the test apparatus in a vertical position and close the drain valve.
2.5, Penetration test: i liquid appears to penetrate through the test specimens at anytime during the
test, terminate the test.
(1) Carefully fill the test cell resensoir with approximately 60 mL of the Phi-XI74 bacteriophage
challenge swspension
{2) Step1: Observe for 5 mm at 0 psi.
Step2: Slowly increase the pressure to 2.0 psi at the rate of no more than 0.5 psil's, keep
the pressure at 2.0 psi, observe for 1 mn.
Stepd: Slowly decrease the pressure to 0 psi at the rate of ne more than 0.5 psi's, observe
fior 54 min.
{2} At the end of the time penad, open the drain valve and drain the test cell of the
bacteriophage challenge suspension. Dilute and assay the bactericphage concentration.
26 Specimen surface assay procedurs
(1) With the sterile cell placed horizontally on the laboratory bench. Slowly add 5.0 mL of sterle
bacteriophage nutrient broth onto the exposed surface of the specimen.
{2) Gently swirl the test cell for approcamately 1 min. Assay the Bguid soon after collecting.
2.7 .Remove the specimen from the test cell and prepare the test celll for sterilization.

Test controls
3.1, The negative control was negative for bactericphage penetration.
32, The positive control was positive for bacteriophage penetration.
33, Record the final titer of the bacteriophage challenge at the conclusion of the 60 min test.
ChemigaiMiorabiclogy Laborry: Penores  +30 [21) SIET 5305 Regional Head Office
TNV LI Frodusts Testing [3hanghai) Co., L. Famo: B8 (2] BO7 H345 TR 500 Cerifiaation and
-394, i, 1060 D Hul Fioed, Winharg Cisict Emml: fodcrem@uv-midon  Tesding (China) Co., Lisl
Sremgral Wshrage: waa Li-s In Yot Heng Tong Roed Snangha
AN OO _FAChine
FRL Covire .Iwﬂ Pape 3074
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Test Report No.: T21635656
Report Date:1 July 2020
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TEST RESULT{S)
Initial | Final Test Results
Tast kems titer titer . Assay )
PFLmI | PFLmI Step Stepl Stepd ter Pass/Fail
{PFLml}
, " MNone
Control{+} | 1.8x10° | 1.8x10# Sasn Seen - - Acceptable
Control(-) | 1.8x10¢ | 1gxige | Thone | Hone § Hone |y acceptable
Peneiraton of R Mone Mone | MNone
Phi-X174 -1 1.8x10% | 1.Bx10® Seen Seen Spen =1 Pass
® e 2 180108 | 1.8xige | Nooe | Nome | None |, Pass
’ - Seen Seen Seen
Mone Mone Hone
_ B
3 1.8x108 | 1.Bx108 Seen Seen Seen =1 Pass
Mote:

1.PFU: Plague Forming Uinit

2. This report s for intermal use enly such as intemal scientific research education, quality control, product

RE&D.

TUV S Frodests Testing (Ehanghai) Co., L.
Er35, Ko, 1000 Du Hal Road, Minhasg Disiid
Shergtal

b 1) =

FRL CHin

-EMD OF THE TEST REPORT-

Prone - +30 [21) HET 8275
Fam o +88 (21 BOI7 4345
Emal: food.Chem G- mudlcn

Wikehipage: we us-mud .o

TN 500 Cerifiaaion and
Teesting iChina} Co, Lisl

Hi. 151 Hamg Tong Roed Snenghal
MO _FR.Chine

mn Page dafd
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7.EN455-1

Test Report No. 7191205302-EEC19-WEH
dated 01 Mar 2013
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Mote: This report Is Issued subjact o the Testng and Cerification Reguiations of the TOW 500 Group and the PR Singapan:
General Tems and CondBons of Busimess of TOW 200 PEE Pi= Lid. In addifion, Bis report b5 goremed by the
herms. et out within this report.
SUBJECT: Add value.
Testing of Disposable Nitile Glove submitted by s
Shamdong Intco Medical Products Co., Ltd. on 18 Feb 2018,
TESTED FOR:
Shamndong Intco Medical Products Co., Ltd
MNo. 8888 Qiwang Road
Maoshan Industry Park, Qingzhou, Shandong, China
TEST DATE:
25 Feb 2018
DESCRIFTION OF SAMPLES:
Sample
=] Product Description Colour | Lot Mo. Size received Manufacturer
[pieces)
Shandong Intco
1 Disposable Mitrile Glowe Blu= ! M 217 Medical Products
Co., Lid

Lot size as specified by dient: 35,001 to 150,000 pieces

METHOD OF TEST:

EM 455-1:2000 Medical gloves for single use
Part 1: Reguirements and testing for freedom from holes

TUW SO0 PS8
Labsyratmary- Regional Head Offioe

TUV 500 PSE Pie. Lid Fex: - 3 TiF¥ 8il0 Asia Fasifo Pre. Lid.
Hou Soience Fas D Ermal enquisenita-ud-pinag * Solence Fark Drve, 20201
Engaposs 118221 e g Singagces 118221

Co. Reg : W00028TR TUH'..

Page 1 of 3
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Test Report No. 7191205302-EEC19-WEBH
dated 01 Mar 2019

RESULTS:
Sample: Disposable Nitrle Glove, Size M
Table: Resulis for EM 455-1:2000
Mo. of Mum ber Actual no. of I
Clauss Tests Requirements | non-compliss tested non-compliers recults
allowed (pieces) | (pieces) | found (pieces)
4 Freedom
5 ; holes Zhall mot leak T 200 ] Passed
EEMARKS:
1. The manufactunng lot no. was not provided by the client.
Yeo Poh Kwang Wong Bes Hui
Higher Associate Enginesr Product Manager
Medical Health Saenvices [MAM)
APPENDIX:
Photo - Disposable Mitrle Glove, Size M
Page 2of 3
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8. EN455-2

SGS

Test Report No.. QDHL19090154610T Date: SEP25,2019  Page: 10f 3

SHANDONG INTCO MEDICAL PRODUCTS CO,, LTD
NO.9883, QIMANG ROAD, NADSHAN INDUSTRY PARK, QINGZHOU, SHANDOMNG, CHINA,

The following sample(s) wasfwere submitted and identified by the client as:
Sample Description - METROVMAKRO PROFESSIOMAL NITRILE GLOVES, NON-
POWDERED, BLUE
Sample Receiving Date  : SEP.12,2019

Testing Period I SEPA12,2019 TO SEP.25,2019

Test Performed I SELECTED TEST(S) AS REQUESTED BY APPLICANT

Test Requested o EN 455-2-2015 MEDICAL GLOVES FOR SINGLE USE — PART 2
REQUIREMENTS AND TESTING FOR PHYSICAL PROPERTIES

Test Result(s) - PLEASE REFER TO THE FOLLOWING PAGE(S)

Conclusion : THE SUBMITTED SAMPLE MET THE TEST REQUIREMENT.

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

SG5-CSTC Standards
Technical Services (Qingdaa)
Co., Lid.

=l .
ol T T

Fhou Xinkuan, Sk
Lab Manager

Page 21 of 33
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SGS

Test Report

Test Conducted:

No.: QDHL12090154610T

Date: SEP 25,2019

Return to
Contents Page

Page: 2 af 3

EN 455-2-2015 Medical gloves for single use — part 2: Requirements and testing for physical

properties

Mumber of test sample . | 26 Pieces

The type of gloves

examination/procedure gloves ¢

Manufacturing batch code S

Size . | Examination/procedure gloves: M

Defects observed before testing o | Mo defects

Clause  Tesi ltems
5 Strength
2 Force at break
3 Force at break after challenge testing

Motes o # Seeresul i
Test Result:

1. Strength
Sample Quantity: 13pcs

Result

Pass
Pass

Mote
#1

Size

Force at
break(N) 78 | 85 | 80 | 90 | 94

849

71

8.2

849

83 | 86 | 84

Force at break

after
challenge | '8 | 76 |83 |76 |65

testing(N)

6.1

84

74

6.8

6.8

85 [ 72| 60

Median value:
Force at hreak during shelf life (N): 8.4

Force at hreak after challenge testing (W): 7.4
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|
Test Report No.: QDHL19090154610T Date: SEP.25,2019  Page: 3of 3

Requirements: see table 3
Table 3 — Median values of force at break

Force at break
in Mewton
Surgical gloves Examination/procedure gloves
a) b) &)

Throughout shelf life tested =80 =60 =36
according to 52 and within 12

months of manufacture tested

according to 5.3

a) Requirsments for all surgical gloves.

b] Requirements for al examination gloves, except gloves made from themoplastic materials (2.9
petyvinylchlorice, polyethylene).,

¢} Requirements for gloves made from thermoplastic materals 2.9, polyvinyichleride, pelyethylene),

Sample Photo:

Received sample

SES authenticate the photo on original report only
**End of Report™*
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9.EN455-3

& P~
¥ E CNAS «
+ il BV =N Seag® | TESTHG

il e
CMHAS LB04

QDHL2103500005MD

Test Report

Report No.: QDHL2103500009MD

Sample Description: DISPOSABLE NITRILE EXAM GLOVES

SHANDONG INTCO MEDICAL

Applicant:
FRODUCTS CO., LTD

Test Type: SUBMITTED BY CLIENT

SGS-C3TC Standards Technical Services (Qingdao) Co,, Ltd.
Page 1 of &
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Report No;: QDHL2103500003MD

Test Report
: DISPOSABLE
= | Sample Description MITRILE EXAM Color NOT PROVIDED
f GLOVES
Received sample
L ity 10PCSS
% Soiobieh 8
| Tested sample 5PCS pegRRaLg
] gquantity -~
Sample. | Lot No. NOT PROVIDED Lot Quantity NOT PROVIDED
information
Manufacture Date MOT PROVIDED Expiration Date MOT PROVIDED
Material/Appearance NOT PROVIDED Storage Condition MOT PROVIDED
Manufacturer NOT PROVIDED
Others NOT PROVIDED
5 - Applicant SHANDONG INTCO MEDICAL PRODUCTS CO., LTD
ient
information
MO.9888,QIWANG ROAD,NAOSHAN INDUSTRY
- Algicant gfiees PARK,QINGZHOU, SHANDONG, CHINA

SGS-CSTC Standards Technical Servicas (Qingdao) Co., Lid,
Page 2 of B
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s
Report Mo.. GDHL2103500003MD
Sample Receiving ; MAR.01,2021 TO
Date MAR.01,2021 Test Period Date MAR.05 2021
Sample Mo. QDHL2103500000M0 | Testenvironment | Meet requirement
Test
irformation
Test ikems Removable surface powder
Testing EM 455-3:2015 Medical Gloves for Single Use—FPart 3: Requirements
Accordance and Testing for Biological Evaluation clause 4.4
This report only provides the test results and individual judgment, conclusion please see _'.
Test follow pages. ]
conclusion
Issue date: MAR.05,2021 9
Remark f

Fmprwa%‘u.@% Auditor: C}‘ﬁ,&éﬂbcwpiler[ww ‘g){{x,o

Date: 2.4 °%. o L-

§GS-CSTC Standards Technical Services (Qingdao) Co., Lid.

Date: 202_.{--9%-0\5-_

Page 3 of &

Date:

10v|.93.0f
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Wy P TESTING

CMAZ LOEDS

Report No.: QDHL2103500009M0D

Return to
Contents Page

Sample Photo

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

Page 4 of 6

Page 27 of 33




April 2021

SGS

INTCO NITRILE GLOVES
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Report No.: QDHL2103500009MD

P AT

(1= [
wrm
TESTING
CHAS LoG04

Test Results

Return to
Contents Page

Test ltems Unit Test Method Requirament [ Test Result | Assessment
EN 455-3: 2015
< bt -l Clause 5.2 < 0.22 Pass
i EN IS0 21171: 2006
Remarks:

1. Finish of gloves: Powdered-free gloves (As per client's reguiremenit).
2, The declaration of conformity is only based on the actual value of laboratory activity, measurement

uncertainty of the resulis not t2ke into account,

**End of Report™*

SGE-CSTC Standards Technical Services (Qingdao) Co., Lid.
Page 6 of 6
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Statement

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.

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.

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. 1

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

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

3G5-CSTC Standards Technical Services (Qingdao) Co., Ltd.
Page 6 of 6
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Fff3: D Annex D

T iREAR T & 5518 Testing result analysis&conclusion

1 MiFEERHAE: Testing result

Return to

Contents Page

BB EER Testing result

e | #MmE
fiti Lot 1. HEHE Lot 2,
NO. Item #E2% Lot 2, 2015081702
1015081701 2015081702
=1
Ltu zrh 032 L, =244 07332 L,,.=245 0/32 L, =240
Finger Finger F
T,.=0.111 T,.=0.113 mESt
| Ty=0.115
-1} 032 Palm 033 Palm 032 Dalm
Thickness | | T..=0.061 | T1,=0060 = ;
* - # cus T =0.062
= Cuff T,,=0.052
&L T,.=0.053 T, =0.051
f1/Te s
o i Flii By 0.5 Fiii By =8 4 Fiii By =109
= Physical | 032 | TS..=27.7 | 032 | T5..=243 | 032 T5,.=28.5
property EfiB a-=580 E(@B ae=568 E@B a.=625
FAEE
Pmnhole . .
] : 200 17200 17200
claszficats
an
HAmEsEgR | B5F Qualifed [ | WSH Qualified [0 | &K Qualified 07F
Fesult T ¥ Disqualified T Disqualified % Disqualified
i
Length 032 Lane=243 0732 Lae=244 0/32 Li=248
Finger Finger
T.=0111 T, =0113 Finger
A -- Az 113
H Palm Palm To=0.116
Thicknss | 0/32 0062 032 | | 932 Palm
5 e = T, =0.062
o Cutt ol Cuf T, =0.052
we— UL
% Te=0.053 T 5e=0.050 =
£ st 2 O FliiBya=T.3 FiiBpa=10.5
Physical | 032 | TS.,=25.0 | 032 | Ts.,.=235 | 032 TS =27.5
propesty EiB 4,.=541 Ei@B ,,.=351 EGE =606
ik
Ei]
Pinhole 032 1/32 032
clascifica
fwon
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AESE WS QualiSed OO | WSE Qualified O | WS Qualified O
Feesult F-F it Disqualified T&k: Disqualified ¥ Disqualified
i L,.=244 L,..=244 L, =240
Lensth L Logve = L=
B Finger Tu=0.113 Finger Tg.=0.113 Finger Tu.=0.114
Thicknes Palm T, =0.062 Palm T,,.=0.061 Palm T,,=0.062
5 Cuff T,,.=0.053 Cuff T,,.=0.051 Cuff T, =0.052
s Fiii By =5.6 FliB o =0.7 FiiBy=9.1
Physical TSaw=23.7 T5.,=23.0 T5ae=265
%: properiy E@B ;=34 E@B ,,.~527 E@B ,..=570
i HAS
" %
Pinhole 07200 07200 0/200
clazsifica
fon
- —
sy | N ";Q:f“d‘ W4 K Qualified O | W& # Qualified O
Result T T4 ¥ DisqualiSied &4 Disqualified
Drisgualified
B
032 Ly =244 0732 La=244 0732 L,,.=240
Lanzth
Finger Finger Finger
. 4.3 Ta=0111 Tae=0-114 Taw=0.114
Thicknes | 032 Falm 0/32 Falm 0732 Palm
i T =0.062 T,..=0.061 0,082
Cuff Cuff
) Cuff T,,=0.052
Tawe=0.053 T 1e=0.050
g -l i FiiBuer=8.7 FiaBuar7.0 FiaBuar2.0
o Physical | 032 | TS5.,=246 | 032 | TS5..=228 | 032 TS,.=264
w | propery BB 4,0=530 EiB ae=524 EfiB pe=582
ik
%
Pinhole 032 1/32 032
classifica
non
&8 Qualified £ Cualified . ,
AESGR — A B 58 Qualified [
Result Tk _ - "_kﬁ T &4 Disqualified
Drisgualified Disqualified
I Lu=244 L pwc=2 L sw=250
Lenzth =T T s
o o Finger T,,.=0.114 Finger T,,.=0.112 Finger T,,.=0.112
% | Thicknes | PalmT,.=0.062 Palm Ta.=0.061 Palm Ta.=0.062
= 5 Cuff T,,.=0.053 Cuff T,,.=0.051 Cuff T,,=0.052
i FiiiBy =23 Flif[Byy=6.4 FiiiBy. =27
Physical T54,=23.0 TS, =22.1 T54=254
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property E i_l'B =328 E 5.1'3"“::5.}5 E i_l'_:l-,"==:t-1._'
L%
&
Pinhole /200 07200 0200
classifica
fwon
HES WSk lified — _ B
B "'_TQ_:U:E B 55y Qualified [ W5 Qualified [
L1~ 11T )
Tk Disqualified £ 4 Tyicmalified
Fesult Disqualified 17 #i Disqualifie e Disqualified

2 RN B T: Physical property analysis

T EiLE HESTH | RREET | SNEFRT
FEER | Fiond
5 = {f b=} | bl |
xThE B (8] o-3t 27.7 S80
15T 92
0 | bl
o | T+ | 166+2 25.0 562
. i 89
51 T e
e 737 541
015081701 | | 70T TR 83
=i | S0 24.6 544
B ) o0+1FE 8.4
53 2T
RS 230 528
B 50T 120 & 8.2
¥4
xThE B A 03 143 568
15T 83
- | h
e | ToE | 16642 4 235 551
7.4
f1 | 21 5
ES 230 527
2 |2015081702 | T0°C TR 7
&5 | so+ 228 524
o0+1FE 7
- T 27T
RS 22 506
) 50T 0% 5.0
#i4
xThE B A 03 1835 625
1 | 2015081703 15T 10.5
- | h
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=hE 0+ 16612 175 G046
_ 101
1 27T 5]
s 26.5 570
T ¥ i )
i 2 70 ¥ 9.2
=hE 0+ 254 582
oo+l E 97
3 27T
i 25.4 547
50 120 % 20
# 4
TR Ry O

Err ASTM D7160 & EN455-4 #74E

4 nEE{ e EE i Final conclusion of accelerated aging test
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