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Company Profile

Guizhou Ruikang Medical Protective Equipment Co., Ltd., Is a MedTech
business specializing in the development, manufacturing, sales and

distribution of medical equipment and protective products with relevant
technical consultation and support. Ruikang is also involving in the imports
and exports of medical equipment supply chain and related businesses.

Facilities are located in Xixiu Industrial Park, Anshun City, Guizhou Province,
with an overall area size of 15000m2. Speedy delivery is ensured by self-
own 4000m? logistics centre in Fuyong, Shenzhen City.

The Ruikang management team is comprised of seasoned professionals
from the regions of Pearl River Delta and Yangtze River Delta. With world-
class quality management system and state-of-the-art manufacturing
facilities, Ruikang ensures satisfaction of customers with a steady supply of
products and services up to the international standard.




Company Profile BEIXIKANG®

We have established a total of 20 state-of-the-art and
highly automated production lines of face masks,
coordinated with applicable testing equipment, ERP and

HR management software, to satisfy a monthly face mask
production volume of 50-million.

A proposed automated production line of child-size
(140*90mm) face mask will go into production soon. A

monthly production volume up to 3-million pieces of face
masks Is expected to be fulfilled.

Ear-loop Sewing » Manufacturing Equipment
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Government Approvals

Approval for Production
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Government Approvals BEIXIKANG®

Medical standard of product Performance standard of
technology medical equipment
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User Guide [For Epidemic Use]}

Product Name: Disposable Medical Face Mask (Non-sterile)
Specifications: Flat fold, ear loop,17cm X 10cm

Model no.: RK-MMY-50

Performance Standard: YY/T 0969—2013

Components and Materials: This product consists of non-woven mask
body, nose clip, and mask belts.

Applications: For clinical medical personnel to wear during non-
invasive procedures, covering the user's mouth, nose and jaw,
providing a physical barrier to prevent the direct penetration of
pathogens micro-organisms, fluid and particles. Non-sterile, not for
invasive procedures.

How To Use: Unpack to take out a mask. Curve the nose wire in the
upper part of the mask around your nose, then extend the folds
vertically so that your face is covered down to the bottom of your jaw.
Don’t touch back side of the mask with your hand.

Caution: For single use only; reuse is prohibited; medical waste
treatment required after use.

How To Store: Store at temperature -10°C~+40°C, humidity < 80%, a
well-ventilated environment away from corrosive gas.

Valid Period: 6 MONTHS

Production Date: Shown on packaging
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Certification: International Standard  BEIXIKANG®
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Attestation

of Conformity

No. ICR Polska/M6202019 c €
_ Name and address Guizhou Ruikang Medical Protective Equipment co., LTD
Flscal Yeal' 2020 of Registered Manufacturer: Industrial park, xixiu district, anshun city, guizhou province, China
Product name: Disposable surgical mask
CERTIFICATE OF FDA REGISTRATION RN
This certifies that: Tiade iadk Al

Guizhou Ruikang Medical Protective Equipment co., LTD.
Industrial park, xixiu district, anshun city, guizhou province, China
has completed the FDA Establishment Registration and Device Listing with the US Food & Drug
Administration, through UCL-REG SERVICE INC.

This Attestation confirms that the product meets the requirements of the following normative
documents and within limits of its documents gives presumption of conformity with essential
requirements of Directive 93/42/EEC.

Relevant EC Directive: Medical Device Directive 93/42/EEC
Owner/Operator Number: 10063214
Conformity assessment procedure: EC Declaration of Conformity (Annex VIl of Directive 93/42/EEC)
Listing No. Product Code: Device Name: Classification: Class | according Rule 1 of Annex IX of Directive 93/42/EEC
D375694 LYu ACCESSORY, SURGICAL APPAREL Applied normative documents: EN 14683+2019

- Disposable Mask RK-MMY-50 . .
Applied Quality Management System n/a

%
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This AoC will remain valid only if Quality Management System Certificate remains valid.

The assessment process has been carried out in accordance with the program PC-P-07-07.
Evaluation has been carried out in accordance with test report made by:

e Shenzhen CIC Testing Technology Co. Ltd.

9000

UCL-REG SERVICE INC. will confirm that such registration remains effective upon request and presentation of
this certificate until the end of the calendar year stated above, unless said registration is terminated after
issuance of this certificate. UCL-REG SERVICE INC. 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,

for whose sole benefit it is issued. This certificate does not denote endorsement or approval of the No. of test report: C1C200314021-Z)
certificate-holder’s device or establishment by the U.S. Food and Drug Administration. UCL-REG SERVICE INC. Issue date: 16.03.2020
assumes no liability to any person or entity in connection with the foregoing. Expiration date: 15.03.2025

Pursuant to 21 CFR 807.39, * Registration of a device establishment or assignment of a registration number does
not in any way denote approval of the establishment or its products. Any representation that creates an
impression of official approval because of registration or possession of a registration number is misleading and
constitutes misbranding."

The U.S.Food and Drug Administration does not issue a certificate of registration, nor does the U.S Food and
Drug Administration recognize a certificate of registration, UCL-REG SERVICE INC. is not affiliated with the U.S.
Food and Drug Administration.

- Edr and so beball of
' 'I . UCL-REG SERVICE INC.
: X | Y

-

The mutual obligations and rights of the certification are regulated by the contract No. ICR Polska/2020-2030.

This Attestation applies to products having the same attributes (parameters), intended use, that have been
evaluated and meet the requirements of the aforementioned standard.
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™. . e S vureth) Director: Rafat Kalinowski [=] [=]
UCL-REGSERVICE INC.
S , \ V1 Cert. No.: M20616
602 ROCKWOOD ROAD WH MINGTON., Issued Date: 18 March 2020 WS 16 05, 2090 E" i

NEW CASTLE DE 19802 USA Expiration Date: 31 December 2020

ICR Polska Co. Ltd.
ul. Plac Przymierza 6, 03-944 Warszawa
www.icrpolska.com, e-mail: icrpolska@icrga.com




Test Report:
Medical Face Mask (Non-Sterile)
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Test Report: BE|X|KANG®

Medical Surgical Face Mask (Non-Sterile)
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Test Report: |
Medical Surgical Face Mask (Non-Sterile)
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Test Report:

Protection Face Mask (Non-Sterile)
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