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Proprietary Name:

Clansifcacon NON-SURGICAL ISOLATION GOWN

Name:
Product Code: OEA
Device Class: 1

Regulation Number: 878.4040
Medical Specialty: General & Plastic Surgery

Registered
Establishment
Name:

Owner/Operator:

Owner/Operator
Number:

Establishment

Operations: Manufacturer
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Establishment:

TORONTO YACHT CORPORATION
Business Trade Name:

Safe Direct Medical Supplies

1100-33 Yonge St

Toronto Ontario, CA M5E 0A9
Registration Number: 3017181008
FEI Number*: 3017181008

Status: Active

Date Of Registration Status: 2020

Owner/Operator:

Toronto Yacht Corporation

1100-33 Yonge St

Toronto, Ontario CA M5E 0A9
Owner/Operator Number: 10076319

Official Correspondent:
David Lennarz

Registrar Corp

144 Research Drive
Hampton, VA 23666
Phone: 1-757-2240177

US Agent:

David Lennarz

Registrar Corp

144 Research Drive

Hampton, VA US 23666

Phone: 757 2240177 Ext

Fax: 757 2240179

Email: David.Lennarz@Registrarcorp.Com

* Firm Establishment Identifier (FEI) should be used for identification of entities within the imports message set
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July 29, 2020

Safe Direct Medical Supplies | VIRAL PENETRATION RESISTANCE TEST ASTM F1671
33 Yonge Street Suite 1100

; Item Type | Barrier Material
Toronto, ON, MSE 1G4 e M SINO ToGoun L4T0VA
cA U fsolation Gown
Exposure Side | Blue Tape Side
Reference: 1101897513 4789569240 DO SPECIMENS COMPLY WITH THE REQUIREMENTS OF THE STANDARD [YES/NO] YES
Pro-challenge Post-challenge ssay Tier
Subject: Commercial Testing Services - Testing of Isolation Gowns — New Model Spetines C‘(‘;;i‘;,‘;‘f;’“ C‘(;;‘i;‘;l‘"“,‘_‘;’“ (PFUmL) | Visual Penetration
1 3.60 x 10° 376 x 10° EI* one Seen ass.
Dear Safe Direct Medical Supplies, 2 3.60 x 10° 376 x 10° <1 one Seen’ ass
3 360 10° 376x10° B one Seen ass
Per your request, project 4789569240 was opened, in accordance with your requested test protocol for the T A
evaluation of your Isolation Gown SINO-IsoGown-L4-70M4 per AAMI PB70 Level 4 Requirements. Testing Values of <1 PFU/mL is reported for assay plates showing no plagues.
was completed on the critical zone per AAMI PB70-2012 requirements in section 4.2.3.1. The critical zone of this PFU = Plaque Forming Units
garment was determined as the structural seam located on the sleeves.
UL Commercial Test Services did not select the samples, determine whether the samples were representative of SYNTHETIC BLOOD PENETRATION RESISTANCE TEST ASTM F1670
production samples, witness the production of the test samples. or were we provided with information relative to - -
N P Ttem Type | Barrier Material
the formulation or identification of component materials used in the test samples. The test results apply only to  SINO-IsoGown-L4-70M4
the actual samples tested. Deseription | 1tation Gown
Exposure Side  Blue Tape Side
The issuance of this report in no way implies Listing, Classification or Recognition by UL LLC and does not DOISEECIMENSCOMERVAWITHITHE/RE QUIREMENTS ORTHEISTAND AR DI NHS/NO] YES
authorize the use of UL Listing, Classification or Recognition Marks or any other reference to UL LLC on the S T ot Resalt [PasyFal]
product or system. UL Verification Services authorizes the above named company to reproduce this Report 1 one Seen
provided it is reproduced in its entirety. The name, Brand or Marks of UL LLC cannot be used in any packaging, 2 one Seen, s
one Seen ass
advertising, promotion or marketing relating to the data in this Report, without UL's prior written permission. i Saei i

UL, its employees and agents shall not be responsible to anyone for the use or nonuse of the information
contained in this Report, and shall not incur any obligation or liability for damages, including consequential
damages, arising out of or in connection with the use of, or inability to use, the information contained in this
Report.

This letter will serve to report that all tests on the subject product have been completed.

Thank you for the opportunity to provide your company with these services. Please do not hesitate to contact us if
you should have any questions or comments.

Sincerely, Reviewed by:
Ol Ruure Qo) Yogon
Olivia Weiers Amanda Newsom
Engincering Project Handler Principal Engincer
Personal Protective Equipment Personal Protective Equipment
Page 1 Page 2
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CIC

Certificate of Registration

Certificate No.:

Awarded to

‘Organization Code No./Unified Social Code:
Registered address.

Audit address:

Beijing CIC Inspection & Certfication CO.,LTD.(CIC) certify that the
Quality Management System of the above organization has been assessed and found to be
In accordance with the requirements of the standard:

GB/T19001-2016/1S09001:2015

SCOPE OF CERTIFICATION/REGISTRATION

Production and sales:texties,bedding,clothing and apparel
(except for the required qualfication).

scopes of qualifications,and CCC requirements.

y
“This Certiicate Is valid for a period of three years only,
Date from:Nov.05th,2018  To:Nov.04th,2021

Validated i

The time limit of the certificate is to Oct.24th,2019,please conducting
or before Oct.24th,2018.
If the assessment is overdue,the certificate is invalid.

@slgm for and on behalf of.

CNCAR2016:282

Z= | v;\

BELING CIC INSPECTION & CERTIFICATION CO.LTO.
E-mall CICGROUP @163 COM
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Contact Information

Phone Number

Email

Office Address
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