Intco Synmax Blended Vinyl Nitrile Exam Gloves with Health Canada Approval
Glove Specifications & Packaging with Health Canada Covid-19 Interim Order Approval

& https://www.canada.ca/en/health-canac

I *I Health Canada Medical Devices Directorate
' Samté Canada Direction des instruments médicans

Authorized medical devices for uses related to COVID-19: List of ComponentsParts/AccessoriesDevices for this Licence

I * Govemmen‘l Gou\fernement a uthorized med ica I devices other tha n testi ng d evi Ces Les composantes, parties, accessoires et instruments médicaux pour cette homologation
of Canada du Canada

BASIC VINYL SYNMAX EXAM GLOVES

Technology 1 Date

- . Device ID/No de l'instrument: 1022102
m Device Name [$] 4 Manufacturer |1 ¥ Class 4|¥ [4[¥ authorized 1+ Device Identifier / Identificatenr de I'nstrument

(Model/Catalog Detail No de modéle/Catalogue):

Basic Vinyl Synmax Exam Gloves Shandong Intco Medical II PPE 2020-05-28 gtig:ggi
Canada.ca > Coronavirusdisease (COVID-13) = Products Co. Ltd.
Add:No.9888 Qiwang Road,Naoshan Industrial Park
_:}. ' 4‘, . Qingzhou,Shandong, China
o Shandong Intco Medical Products Co., Ltd. Web:www.intcomedical.com 4 [E
INTCO B =
Vinyl Disposable Gloves Product Specification : :
Type Disposable Blue Synmax Vinyl Gloves,Powder Free L £
Grade Medical Surface Smooth Glove Length(mm)z230 ] o G
Material Poly-Vinyl Cloride+ NBR LATEX |Packing 100pcs/box, 10boxes/ctn Weight(g) 5.01£0.3(Medium Size) _, 3 4
Cuff Beaded Shelf-life 5 years Powder Level =2mg/glove “~
Physical Dimension Physical Property
: : Palm |Cuff Palm Finger
Product |Color| Size |Weight (g) Length . . : : Tensile : Water
(mm) Width [Thickness |Thickness |Thickness Strength(MPa) Elongation(%) Test AQL Appearance AQL
(mm) (mm) (mm) (mm)

Disposable S 4.5+0.3g | =230 85+5 | 0.07+0.03 | 0.09+0.03 | 0.11+0.03 AQL2.5 | Critical AQL1.0 Major AQL2.5 Minor 4.0

B'”ev?::lma" _ M 5.0£0.3g | =230 95+5 | 0.07+0.03 | 0.09+£0.03 | 0.11£0.03 ~13 =350 AQL2.5 | Criical AQL1.0 Major AQL2.5 Minor 4.0
o L | 5.5#0.3g | 2230 | 105%5 | 0.07+0.03 | 0.09+0.03 | 0.11%0.03 = AQL2.5 | Critical AQL1.0 Major AQL2.5 Minor 4.0

Free XL | 6.0+0.3g | 2230 | 1154+5 | 0.07+£0.03 | 0.09+0.03 | 0.11+0.03 AQL2.5 | Critical AQL1.0 Major AQL2.5 Minor 4.0

We has established the Quality management systerm in according with ISO9001 and ISO 13485 standards

The certification which we have is 510K ,CE certification ,|ISO9001 ISO13485,

Y00 AdWNa

Sampling Procedures according to the standard of ISO,ASTM D5250 ,Inspection Level for pysical dimensions and force /elongation at break is according to S-2 ,water test
according to G-1
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Intco Synmax Blended Vinyl Nitrile Exam Gloves with Health Canada Approval

Health Canada Covid-19 Interim Order Approval

Health Canada Medical Devices Directorate
Santé Canada Direction des instruments médicaux

l * l Health Canada
Santé Canada

COVID-19 Medical Device

Autorisation d’importation ou de

Authorization for Importation or

mise en vente d’un instrument

ale médical relatif au COVID-19
Authorization Reference Number : 315664 Numéro de référence de I’autorisation
Issue Date: 2020-05-28 Date de délivrance:
Amendment Date: 2021-01-21. Date de modification:

Pursuant to section 5 of the Interim Order
Respecting the Importation and Sale of
Medical Devices tor Use in Relation to
COVID-19, made by the Minister of Health

Reason for Amendment

Correction t . —

mf“ '0." 9 Raison de la modification
Device Class

Device Class/Classe de I'instrument : 2

Conformément a l'article 5 de /'Arrété
d’urgence concernant l'importation et la
vente d'instruments médicaux relatifs au
Covid-19, réalisé par la ministre de la Santé le

on March 18, 2020, the medical device listed 18 mars 2020, les instruments indiqués ci-

below is now authorized for sale or
importation in Canada.

Each shipment of a COVID-19 medical
device that is imported into Canada must be
accompanied by a copy of this authorization
document. Please ensure to highlight the
Authori
import declaration process to facilitate port
entry without any delays

dessous sont présentement autorisés pour la
mise en vente ou I'importation au Canada.

Tout envoi d’un instrument médical relatif au
COVID-19 doit étre accompagné d'une copie
de la présente autorisation. Venillez vous
assurez de souligner le numéro de référence
de I'autorisation durant le processus de
déclaration d’importation pour faciliter
I'entrée sans délais aux points de controle
frontalier

ation reference number during the

This authorization is only valid for so long as the

Interim Order Respecting the Importation and
Sale of Medical Devices for Use in Relation to
COVID-19 is in effect.

Cette autorisation est uniquement valide tant que
I’Arrété d'urgence concernant I'importation et la
vente d'instruments médicaux relatifs au Covid-
19 est en vigueur. ou I’autorisation est annulée.

Device Name(s) Nom de 'instrument

BASIC VINYL SYNMAX EXAM GLOVES

Name & Address of Authorization Holder/Nom & adresse du titulaire de I’autorisation
SHANDONG INTCO MEDICAL PRODUCTS CO.. LTD.
QIWANG ROAD. NAOSHAN INDUSTRIAL PARK. QINGZHOU
WEIFANG. SHANDONG
CHINA

Medical Devices Directorate

Direction des instruments médicaux

l ‘ l Health Canada Medical Devices Directorate
' Santé Canada Direction des instruments médicaux

262500

David Boudreau, ing., Director General, Medical Devices Directorate
Directeur général. Direction des instruments médicaux

(e wid Bover——

B https://www.canada.ca/en/health-canada/services/drugs-health-products/covid 19-industry/medical-devices/authoriz..

Application Number:
Numéro de la demande:

Manufacturer ID: .
315 39268
4136064 Identificateur du fabricant: 13326

Components/Parts/Accessories/Devices for this Licence
Les composantes, parties, accessoires et instruments médicaux pour cette homologation

BASIC VINYL SYNMAX EXAM GLOVES

Device ID/No de l'instrument: 1022102
Device Identifier / Identificateur de l'instrument
(Model/Catalog Detail/No de modéle/Catalogue):

Govemnment  Gouvernement
Bl SPeme Sodmman Search Canada.ca B BMPF3001
BMPF3002
BMPF3004
Canada.ca > Coronavirus disease (COVID-19) > COWVID-19 health product industry > COVID-19 medical devices
Authorized medical devices for uses related to COVID-19: List of
authorized medical devices other than testing devices
Overview List of authorized testing devices List of authorized medical devices other
than testing
List of medical devices for expanded List of medical devices for exceptional List of products no longer authorized
use import and sale under 10
This page is updated daily Monday to Friday. Last updated on December 8, 2020.
If you recently learned that a device was authorized, please allow at least 48 hours for this list to be updated. Health
Canada is receiving an extremely high volume of requests for authorization. We are unable to prioritize requests for
status updates at this time.
We have authorized the following medical devices, other than testing devices, for sale or import in Canada. Authorization
is through the interim order for importing and selling medical devices.
Filter items m Showing 1 to 3 of 3 entries (filtered from 453 total entries) | Show [1 entries
Technology 1 Date
Device Name [#] 4 Manufacturer [ 4] ¥ Class (4[4 [#[4 authorized [# ¥
Basic Synguard Vinyl Exam Gloves Shandong Intco Medical I PPE 2020-05-07
Products Co. Ltd.
Basic Synguard Vinyl Exam Gloves /| Shandong Intco Medical il PPE 2020-06-08
Basic Vinyl Synthetic Exam Gloves Products Co. Ltd.
Basic Vinyl Synmax Exam Gloves Shandong Intco Medical I PPE 2020-05-28
Products Co. Ltd.
Application Number: . Manufacturer ID: ication Ni X o 4 -
PP 315664 4 - 139268 Appl{canon Number: 315664 Maanacnuer D ) 139268
Numéro de la demande: Identificateur du fabricant: Numeéro de la demande: Identificateur du fabricant:



Intco Synmax Blended Vinyl Nitrile Exam Gloves with Health Canada Approval

ASTM D5250-19 Test Report

SGS

Test Report No.: QDHL2004002060MD-01  Date: SEP.222020  Page: 1of5

THIS REPORT IS TO SUPERSEDE TEST REPORT NO.: QDHL2004002960MD, DATE: APR.29,2020.
THE ORIGINAL REPORT SHALL BECOME INVALID AS OF THE DATE OF ISSUANCE OF THIS
REPORT.

Client name :  SHANDONG INTCO MEDICAL PRODUCTS CO.LTD

Client address - NO.2888,QIWANG ROAD,NAOSHAN INDUSTRY
PARK,QINGZHOU,SHANDONG,CHINA

Sample Description :  SYNMAX VINYL EXAM GLOVES4

Lot No. :  NOT PROVIDED

Lot Size :  NOT PROVIDED

Sample Quantity : 280PCS

As above test item and its rel infi i garding to the ission 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 : APR.14,2020

Test Performing Date : APR.14,2020 TO APR.29,2020

Test Performed : SELECTED TEST(S) AS REQUESTED BY APPLICANT
Test Requested :  ASTM D 5250-18 STANDARD SPECIFICATION FOR POLY

(VINYL CHLORIDE) GLOVES FOR MEDICAL APPLICATION
(CLAUSE 8.1.2,6.1.3,6.14,6.1.5)
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.

SGS-CSTC Standards scan to see the repornt
Technical Services (Qingdao) a0 H
Co., Ltd.

—

-

)p A A\ Cew (Frews

Jessica Gao & 2
Approved Signatory ODHLZDNDDZSGUMD 01

U shermas sgremd = wiing. 1 doceeni s meved by & Corper ssbec o s Genwrel Ot of Survee rivied
mrinel eviise o reeeet s accaite 3 nl&(‘ Iy TaTaa% Congd v s 4o dscrcec Deat tocsrmaa.

| 8 o, o 15 s e, Lt Dt o v 290471
|1 96-500) GIOR0NE | 6522 MRES
T

Mamear of the SGS Greup (938 SA)

SGS

Test Report No.: QDHL2004002080MD-01  Date: SEP.22,2020  Page: 2 of 5

Test Conducted:

ASTM D 5250-19 Standard Specification for Poly (vinyl chloride) Gloves for Medical Application

Number of test sample l 5 | 231 Piece(s)

Clause  Test ltems Result Note
6.1.2 Freedom from holes Pass #1
6.1.3 Physical dimensions Pass #
8.14 Physical property characteristics Pass #3
B8.1.5 Powder residue for powder free gloves Pass &
Notes #1 Seeresult1

#2 Seeresult2
#3 Seeresult3
24 The average mass of powder per glove is 0.04mg
(Requirement: € 2.0mg)
Test Result:

Result 1: Freedom from Holes

Sample Quantity: 200 Ac: 10 Re: 11 Found: 0
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Intco Synmax Blended Vinyl Nitrile Exam Gloves with Health Canada Approval
ASTM D5250-19 Test Report

SGS SGS SGS

Test Report No.: QDHL2004002080MD-01  Date: SEP.22,2020  Page: 2of 5 Test Report No.: QDHL2004002080MD-01  Date: SEP.222020  Page:4of5 Test Report No: QDHL2004002080MD-01  Date: SEP.22.2020  Page:Sof 5
Force at break after aging
Result 2: Physical dimensions Result 3: Physical property characteristics
Sample Quantity: 13 Ac: 1 Re: 2 Found: 0 Sample Quantity: 13 Ac: 1 Re: 2 Found: 0 M
- Sample No.
Size: M T e P Force at break before aging Tensile strength (Mpa) Ultimate Elongation (%)
1 3 370
Sample No. Lengthimm Widthimm Size: M 2 20 400
Thickness-finger Thickness-palm Sample No. . ] ] 3 8 T
Tensile strength (Mpa) Ultimate Elengation (%) r 2 =4
1 238 [ 0082 o081 1 [ 31 S 20 I
2 237 o8 0.084 0.088 H & EE 8 ] 358
3 7 a8 0.052 0.052 3 7 344 7 S 4
4 340 o8 0.053 0.057 4 18 s, 8 g 350
£ 732 o7 0,052 0.08 s 18 263 g 72
& 728 [ 0,082 0,087 L 20 283 0 307
7 730 [ 004 0,053 7 18 72 58
B T34 [ 08 0,095 g 17 48 40
o 735 a7 08 0.084 g 2 404 g 357
10 738 o8 0.113 0.053 10 18 248 Standard 211 2300
1 240 a7 0.082 0.085 il 18 283 | requirement
12 242 o8 0.135 0.081 12 19 386 Fokind 0 o
[E] 230 o8 0.143 0.005 12 19 368 .
Standard Standard =11 2300 Remark: ] Ry 9’
Lirement =230 9515 =0.08 =008 requirement 1. The declaration of conformity is only based on the actual vaiue of Yy activity,
LFDUﬂd 0] 0] ] o Found [1] 0 uncertainty of the results not take into account.

2. The marked A part is the modification information.

Sample Photo:

SGS authenticate the photo on original report only

***End of Report"™*
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Intco Synmax Blended Vinyl Nitrile Exam Gloves with Health Canada Approval

ASTM D6499 Test Report for The Immunological Measurement of Antigenic Protein

AKAON RUBBEA DEVELOPMENT LABDRATORY, INC,

AKRON RUBBER DEVELOPMENT LABORATORY, INC Testing. Development. Problem Selving

Testing. Development. Problem Solving.

October 20, 2020

*TEST REPORT=

PN 156280
Check

CHEMICAL ANALYTICAL SERVICES

Prepared For:

Cecily Sheng
Intco Medical Industries Inc.
805 Barrington Avenue
Ontario CA 91764

,/—i‘,
é‘ Y 4 / = _
Prepared By: o g —LG7s)  Approved By:

Erin Samples, Sr. Techmician, Mncrobaoloéy Ana Burbur \Ice President —
Chemical/Analytical Services Chemiral/Analytical Services
Rev 110119

CHTECAT 515 4 101
‘ This repert 15 ¢ the @cusive wse of the dient(s) 1o which it is #00rE3sed And shall not be reproduced, except m A, without witlen pemnission of Akron Rutes( Devalopment Libadatory,
Inc (ARDL). Tha ivormalion prowded hetein appiies 10 the Specihic Maenal, products, of procasses fested of evalusied Statements of y Includes haren are Basad on tha ogton

e agreed 1 he (el testing contract. No warranty of ary kind is herein constved of Impied The Nabity of ARDL, dac. shal be dmited fo the amount of considessfion paid for services
randared. ARDL Inc. ks 1SO 17025 sccrediled by AZLA (Amencan Association for Laboraiary Accredfistion) for B lest methods listed on the rammnow cotacating

An A2LA SO 17025 A Testing L y - Certificate 255.01 & 256 02 ISO 9001:2015
ISO 9001-2015 Registered Regacernd

woww.ardl.com | 2887 Gilchnst Rd, | Akron, Ohlo 44305 | answers@ardl.com | Toll Free (800) 830-ARDL
Fax (330) 794.8610 | Worlewide (330) 794-6600

October 20, 2020
Cecily Sheng Page 2 of 4
Intco Medical Industries Inc. PN 156280

SUBJECT: Analytical testing on samples submitted by the above referenced customer
RECEIVED: One (1) glove sample identified as Blue Powder Free Synmax Size M Gloves

Decision Rule 1

ASSAY PROCEDURE:

Sample Extractions. The sample was weighed, measured, and cut prior to extraction within a polypropylene extraction
vessel. The extraction buffer used was 50 mM phosphate pH 7.4 at a ratio 5 mi of buffer per gram of sample. The extraction
was carried out at room temperature for two hours with agitation. The sample was removed and the extract centrifuged at
500 xg for 15 minutes to peliet particulates. The cleared extract was then used in the assay.

ASTM D6499 ELISA Inhibition Assay. The standard and test samples are serially diluted in a 96 well plate, after which an
equal volume of diluted rabbit anti-latex polyclonal antibody is added and the plate incubated for 2h at 37°C. One hundred
microliters of sample from each well is transferred to the corresponding well of a plate coated with Hevea NRL and blocked
with non-fat dry milk and incubated for 2h at 37°C. The plates are then washed and a 100 pl solution of Goat anti-Rabbit
19G conjugated with the enzyme HorseRadish Peroxidase (HRP) is added and incubated for 1h at 37°C. Plates are washed
and a 100-p! solution of the substrate OPD is added to each well and color allowed to develop. The reaction is stopped by
the addition of 50 pl of 4N H2SOs. The plate is then read at 490 nm. Protein values are determined by interpolation from a
standard curve

RESULTS: The sample identified as Blue Powder Free Synmax Size M Gloves tested below the detection limit of the assay
at =0.2 pg/gm and 0.1 pg/dm?.

ASTM D6499 Test Certificate

Blue Powder Free Synmax

| Size M Gloves & G

Where b.d.= below detection, (0.03 pg/mi)

*Note: The results given in this report relate only to the items tested. This report cannot be reproduced except in full
without the written consent of ARDL

*ARDI & IS0 17025 accredited by A2(A for the test methods Nsted on the certificates referenced on page one. Unless spacified, the current specification version is usad.
NOTE: Non-150 17025 accredited test methods are designated with the A symbol i from IS0 17025 methods in the body of the test report.*

weww.ardl com | 2887 Gilchrist Rd. | Akron, Ohio 44305 | answers@ard|.com | Toll Free (800) 830-ARDL
Fax [330) 794-8610 | Worldwide (330) 794-6600




Intco Synmax Blended Vinyl Nitrile Exam Gloves with Health Canada Approval
ASTM D6499 Test Report for the Immunological Measurement of Antigenic Protein

October 20, 2020 October 20, 2020
Cecily Sheng Page 3 of 4 Cecily Sheng Page 4 of 4
Intco Medical Industries Inc PN 156280 Intco Medical Industries Inc. PN 156280

Decision Rules
|
s\‘.,’ g e W P € -y

\ Rule 1. This is the way test results have traditionally been reported by ARDL. If ARDL runs a test for you that has passffail
INTCO

requirements. ARDL will report the values observed and then state “Pass” or “Fail’, based on those values only. By default,
ARDL will apply this rule to all Category | tests and those tests which are not on ARDL's Scope of Accreditation

Rule 2. This rule takes into account the calculated measurement uncertainty of test resuits generated. Every test and piece
of test equipment has an inherent amount of measurement uncertainty associated with it. Rule 2 establishes "Guard Bands”
where the measurement uncertainty value is added to the Minimum Passing requirement and is subtracted from the
Maximum Passing requirement. The Pass/Fail requirements thus become tighter and customers may be more “Certain” of
their Pass/Fail result

Rule 3. This rule also takes into account measurement uncertainty but does not set up guard bands. Rule 3 may be used
when values are reported, but there is no Pass/Fail requirement called out in the test specification. Rule 3 simply states
that the measurement uncertainty is reported to the customer, along with the testing result generated, and the customer
decides if the results are suitable for their purposes

Report Revision Log

Date Report Revision Description
10-20-20 New

3

Sample - Blue Glove Powder Free Synmax Size M

S /—) \ f/l‘ ; [ ’&
i W | L5109
Prepared By: 9/—"/;’\—) / 1 7L A7) Approved By:A d é//\

Erin Samples, Sr. Techhigian, Microbiology na Barbur, Vice President
Chemical/Analytical Services Chemical/Analytical Services

ESiABMr

*ARDL is (SO 17025 accredived by AZLA for the test methods Nsted an the certificotes referenced on page one. Unless specified, the current specification versian is used.

SARDL i (SO 17025 occredited by A2LA for the test mathods Nsted on the certificates referenced on page one. Uiniess specified, the current specification version (5 used,
NOTE: Non-ISO 17025 test methods i with the A symbol to differentlote fram ISO 17025 accredited methods in the body of the test report.

NOTE: Non-1S0 17025 accredited test methods ove designated with the A symbol to dif iate from ISO 17025 methods in the body of the test report.*




Intco Synmax Blended Vinyl Nitrile Exam Gloves with Health Canada Approval
ASTM D1671 Test Report for Penetration of Phi-X174 Bacteriophage

Test Report No. : 7216557151

Test Report Mo. : 7216537151
Report Date: 26 Movember 2020

Report Date: 26 Movember 2020

SUBJECT Microbiclegical Test RECEIPT DATE | TEST DATE
16-Now-20200 16-Nov-2020

TEST LOCATION TUv S0D China THE FOLLOWING SAMPLE(S) WAS/WERE SUBMITTED

TUW SUD Products Testing (Shanghai) Co., Ltd. EY/ ON BEHALF OF THE CLIENTS AS:
Sample Name: Synmax Vinyl Gloves
B-3/4, No. 1888 Du Hu Rosd, Minhang District .
Shanghai 201108, P.R. China Sampie Type: M
Sample Batch: I
Manufactory: Shandong Intco Medical Products Co., Lid.
CLIENT NAME Shandong Intco Medical Products Co., Lid. FLE NO. DESCRIFTION PHOTO "

CLIENT ADDRESS Mo.0888 Qiwang Road, Maoshan Indusiry Park, Qingzhow, Shandong. China

721850719 Blue disposable gloves
TEST PERIOD 16-Nov-2020~25-Nov-2020 g

TEST REQUEST Penetration of Phi-X174 Bacteriophage Test - with reference to ASTM
F1871/F1871M-2013 TEST METHOD(S)

Penetration of Phi-} 174 Bacteriophage Test
- with reference to ASTM F167 1/F 167 1M-2013 Standard Test Method for Resistance of Materials Used in

Protective Clothing to Penetration by Blood-Bome Pathogens Using Phi-X174 Bacteriophage Peneiration
as a Test System

Prepared By

REQUIREMENT

- Exposure Procedure: B

Retaining Screen:Stainless steel mesh screen

Diameter of the steel wire : 0.50mm

Retaining Screen pore: 2.0mm"2.0mm

Sampling Size: 75mm75mm

Megative control: Polyethylans material

Positive controk 0.04 pm microparcus membrane

Prior to testing, condition all test specimens and controls for a minimum of 24 hours at (21 £5)C and
30%~E80% relative humidity.

TEST ORGANISM(S)
Bacteriophage ATCC 13706-B1

PROCEDURE
1. Compatibility testing
1.1. Test three specimens representing each material type to be tested.

1.2, 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 c=ll resenvoir.

1.3. Assemble the test cell. Torque the bolts in the test cell to 13.6 N-m each.
Maote: (1) General Terms & Condions as mentoned averieal, (2] The resuits reiats only to the Bems tested.3) The test report shail notioe. 1.4. With the cell remaining in the herizontal position on the laboratory bench, place a 2.0 L aliquot of
reproduced except In fuil without the writien approval of the laboratory. (4] WEROUE the agreement of S laboratory , the cliert Is nat the Phi-X 174 bacteriophage in bacteriophage nutrient broth. contsining a total of 900-1200 PFU,
authorized bo use B best resubs for unapproved propagands.

near the middle of each piece of test specimen.

ChemigalMicrosiciogy Lasorsory: Fuegional Head Defioe: ChemigalMdiorosisiogy Lasoraory: Fiegional Head Difioe:

TV 300 Produets Testing [Shanghai) Jiangzu TOW Frodusts: Bervioe TOW 300 Products Testing [Shanghai) Jiangsu TOW Frodusts Bervioe

o Ltd T Ca i i o Ltg CaLid. i Eransh.

E-3%, Ho.14908 D Hul Fiaed, Minkang Wetpage: W . Kia.151 Heng Tong Aioad Stenghal E-34, Ho.1408 D Hul Fized, Minkang Ka.151 Heng Tong Riced Snenghai

Diswct T T Diswict m((mmnkc-m

Z01108 FUR. Chine .Iw ﬁg:1d4 201108 FUR. Chine Tw MZd“



Intco Synmax Blended Vinyl Nitrile Exam Gloves with Health Canada Approval
ASTM D1671 Test Report for Penetration of Phi-X174 Bacteriophage

Test Report No. : T21659713-1
Report Date: 26 Movember 2020

Test Report No. : 721659715-1
Report Date: 26 Movember 2020

1.5. Prepare a control by adding a 2.0 pl aliquot from the same suspension directly into 5.0 mL of
sterile bacteriophage nutrient broth. TEST RESULT(S)
1.68. After 80 min, guantitatively assay by adding 5.0mlL of sterile bactericphage nutrient broth onto the
surface of the specimen. Test Resulis

Initial titer | Final titer
1.7. Calculate the ratic of the control assay titer to the test material assay fiter using the following Test items PFU/ML | PFWmL Aseay titer
Stepl | Step2 | St©P3 | iorUimL)

eontrol aszay titer (PFUfmL) Maone

equation:
8 5 - -
- st mazerial assay titer (PFUfmML) =1 2 Control{+) 1.8x10 1.7x108 Seen Seen Acceptable

1.8. Record the initial fiter of the Phi-X174 bacteriophage challenge suspension used for the test. | Cantrol(-) 1@xi0f | 17x1pe | Mome | Mone | None <1 Acceptable
(2 1)x10* PPU/mL imes the ratio caleulated.) Seen | Seen | Seen
Penetration of MNone Mane Mone
2. Testprocsdure Phi-%174 -1 L& | 1T | oo | Seen | Seen
2.1. Prepare the bacteriophage challenge suspension (40-44 miim) for the test. Bacteriophage
2.2 With the sterile cell placed horizontally on the laboratry bench, insert the specimen in the test cell -2 1.8=10¢8 Sean Sean Seen
with the back of the hand and the palm of the hand toward the cell resenoir.
2.3. Assemble the test cell. Torque the bolts in the test cell to 13.86 N-m each. 3 1.8x108 17108 Mone | Maone | Mome
2.4, Mount the test cell in the test apparatus in a vertical position and close the drain valve. ! . Seen Seen | Seen
2.5, Penetration test If liquid appears fo penetrate through the test specimens at anytime during the MNote-
test, terminate the test. . ) ) ) 1. PFL: Plague Forming Unit.
(1) Carefully fill the test cell resensoir with approdmately 60 mL of the Phi-XI74 bacteriophage 2. This report is for intermnal use anly such as intemal scientific research education, quality control, product
challenge suspension R&D.
(2) Stepi: Observe for 5 min at 0 psi.
Step2: Slowly increase the pressure to 2.0 psi at the rate of no more than 0.5 psi's, keep -END OF THE TEST REPORT-
the pressure at 2.0 psi, observe for 1 min.
Step3: Slowly decrease the pressure to 0 psi at the rate of no more than 0.5 psi's, chserve
fior 54 mnin.
(3) At the end of the time period, open the drain valve and drain the test cell of the
bacteriophage challenge suspension. Dilute and assay the bacteriophage concentration.
2.6.5pecimen surface assay procedurs
(1) With the sterile call placed horizontally on the laboratory bench. Slowty add 5.0 ml of sterile
bacteriophage nutrient broth onto the exposed surface of the specimen.
(2) Gently swirl the test cell for approximately 1 min. Assay the liquid soon after collecting.
2.7.Remove the specimen from the test cell and prepare the test cell for sterlization.
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3. Test controls
3.1. The negative control was negative for bacteriophage penetration.
3.2. The positive control was positive for bacteriophage penstration.
3.3. Record the final titer of the bacteriophage challenge at the conclusion of the 80 min test.
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Intco Synmax Blended Vinyl Nitrile Exam Gloves with Health Canada Approval
Glove Specifications & Packaging with Health Canada Covid-19 Interim Order Approval

Applications

® Laboratory
IT Industry

@ Industrial purpose / PPE

@ General housekeeping

@ Medical Purpose / Examination

@ Healthcare and nursing

DIN EN

455

i FoA

(e ® @ @& W

Wi

Box Size Carton Dimension
SGBEM1001™* | S-XL Blue 100pcs/box,10boxes/ctn 230*125*60mm 315*258*245mm
SGBEM1002* | S-XL | White | 100pcs/box10boxes/ctn | 230*125*60mm 315*258*245mm
SGBEM1003* | S-XL Violet 100pcs/box,10boxes/ctn 230*125*60mm 315*258*245mm

# The last ™" means Size:4-5 5-M 6-L 7-XL.

INTCO MEDICAL
YOUR HEALTH | INTCOPROTECTS
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Synmax Blended Vinyl Nitrile Exam Gloves with Health Canada Approval
ISO 9001:2015, ISO 13485:2016 and MDSAP Audit Certification

CERTIFICATE

This is to certify that the management system of:

Shandong Intco Medical
Products Co., Ltd.

j, Naoshan Industrial Park, Qingzhou City, Shandong Province,

Qiwang
P.R.China
has been registered by Intertek as conforming to the requirements of:

ISO 9001:2015

The management system is applicable to:

Manufacture of disposable non sterile NBR (Nitrile Butadiene Rubber) and

PVC (Poly Viny! Chioride) gloves

ificate can ako be checked thiough the webyts htp £n of CNCA it China.

intertek

Total Quality. Assured,

Unified Sodial Credit Identifier:

9137078156143

Certificate Number
111812005

Initial Certification Date:
7 Janua

Date of Certification Decision

03 January 2019

Issuing Date:

03 January 2019

Valid Until

January 2022

Lol | M

Calin Moldovean

President, Busines

Intertek Certificatior

wtory Road, Der

CERTIFICATE

This is to certify that the management system of:
Shandong Intco Medical
Products Co., Ltd.

Main Site: Qiwang Road, Naoshan Industrial Park, Qingzhou City,
Shandong Province, 262500 P.R. China

has been registered by Intertek as conforming to the requirements of:

ISO 13485:2016

The management system is applicable to:

Manufacture of non-sterile NBR (Nitril

Vinyl Chloride) patient examination glov

Butadiene Rubber) and PVC (P

intertek

Total Quality. Assured.

Certificate Number:
0086238

Initial Certification Date:
28 April 2014

Certificate Issue Date:
17 January 2019

Certificate Expiry Date:
31 December 2021

G

=g
{_Accredne CON__

C Al

¥
Calin ovean

President, Business Assurance

Intertek Testing Servicez NA Ltd
1829, 32nd avenue, Lachine, QC, HET 311,
Canada

urs i oy gty ither s 1 the Chent, ared ten osy

request
CTASO 138852016 SO0 ENAS OLILLT

vy
towhom

CERTIFICATE

This is to certify that the management system of:

Shandong Intco Medical
Products Co., Ltd.

(DUMNS # 42-128-5853)

Main Site: Qiwang Road, Nacshan Industrial Park, Qingzhou City,
Shandong Province, 262500 P.R. China

has been registered by Intertek, an MDSAP recognized auditing organization,
as conforming to the requirements of:

I1SO 13485:2016

canada: Medical Devices Regulations — Part 1- 50R 98/282
United States: 21 CFR 820, 21 CFR B03, 21 CFR 806, 21 CFR 807 (Subparts & to D)
The management system is applicable to:

Manufacture of non-sterile NBR (Nitrile Butadiene Rubber) and PV (Poly
Vinyl Chicride) patient examination gloves.

intertek

Total Quality. Assured.

Certificate Number:
0086235

Initial Certification Date:
2015-01-25

Certification Effective Date:
2018-01-35

Certification Expiry Date:
2022-01-24

C el

Calin Moldovean
President, Business Assurance

Intertek Testing Services NA, Inc.
500 Chelmsford Street
Lowell, MA, USA 01851
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Intco Synmax Blended Vinyl Nitrile Exam Gloves with Health Canada Approval

Genuine access to Intco via official communication channels

[B]2: RE: 4*40HQ containers clear vinyl gloves available in Dec

€ Reply % Reply Al —> Forward see

“I@intco.com>
Wed 2020-12-09 11:24 AM

ISO9001 : 2015 Qingzhou factory.pdf 20194F 1S013485 FERIEF.pdf g ASTM D5250 Clear Vinyl 2020-07.02.pdf
e | 534 KB we | 345 KB we | 164 KB

Dear ::

Please kindly find the attached certification you want.

Best regards,
Solina

\\ ' l’ EééSenimr Sales

& INTCO Medical

BN @M
Our official email address suffix ends with @intco.com. It's the only email address we have.



Intco Vinyl Synthetic Exam Gloves with Health Canada Approval

Sample sent directly from Intco Factory

EXPRESS WORLDWIDE r—=) 2/ 4

w
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7 —
=, o Y ey — Latex Free / Powder Free / Protein Free d
2020-12-15 XMLP| 6.2 / *90-16 ’ . m <
+ Shandona Intco Medical Product Orlgln. v g ms
T AR B TAO i' ”a
“NG.18 Gingtian Road, 152
Qilu Chemical Industry Park i e =
Zibo,Shandong,China _'<
285414 LNZLZBO Contact: 17753620211 L 3 % - S—
. CHINAPEOPLES _| g 3 3 e
E )
;X 100
Toronto, Ontario
Canada M4Y 2X6 -

|

L_ Canada = ) (
: CA-YHM-YTZ L

BMPF3003
— i - \ |

Pce/Shpt Weight Piece
Ref:

BAS i( Synmax blue Examination Gloves are made
2.0kg 1/1

process and are 100% latex free, meets or exceeds ASTM

M4Y 2X TORONTO /

of pure virgin PVC plastics Using an unique powderless
5250,

Sizes Available Reorder No.

CAUTION
X-Small (5%-86)  BMPF 3000 * Slorage Conditions:
5 Store In a dry v tilated en
Small = iy ventilated environment
el (6'/’ 7) BMPF 3001 Do not store above 100 F*(37C*)

Medium (7%-8)  BMPF 3002 * Avold direct suniight
Large (8% -9)  BMPF 3003 * Components used in the manufacture of gloves may cause aliergic
X-Large (9% -10) BMPF 3004 reaction in some users. Follow your institution’s policies for use.

: Persons with known sensitivity should avoid contact
Contents: Sample * Gloves pravide a good biological barmer and are ot intended 1o be
Nitrile gloves and viny used as a chemical barrier
I gloves

MADE IN CHINA
Manufactured for
s

M’lmwn I Basic Medical, Ontario, CA 91764
s 55303100857 E"él ::::"“”5
R
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