Company Profile I) ELDER ’

Harbin Haoweiweiye Technology Development Co., Ltd.

Harbin Haoweiweiye Technology Development Co., Ltd. is a professional manufacturer
of masks in China. The factory is located in the Science and Technology Park of Harbin
Medical University, Limin Development Zone, Harbin. It is a modern factory with a com-
plete and advanced intelligent manufacturing line. The mainly produces are Medical
masks and other anti-epidemic products. Possess high standard purification workshop
and related inspection and testing capabilities. Production area are more than 800
square meters, 4 technicians, 2 senior engineers, daily output is 180,000pcs
N95(FFFP2) masks, annual output is 200 million masks, the products are exported to the
United States, Canada, Australia, Europe, Japan, South Korea , Singapore, Malaysia,

Hong Kong, Taiwan and more than 50 countries and regions.

The brand ELDER® are registered by the National Trademark Office of the People's
Republic of China, and combine and apply national standards of different countries in the
world to develop and produce masks adapted to different countries, regions and different
face types. Company's existing certificate CE EN149: 2001 and US FDA certification

standard.
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50 pcs / box 900 pcs / carton

The Factory 8 The Factory

Bag Dimension: length 11cm, width 19cm, 5 pcs per bag
Box Dimension: length 29cm, width 16.5cm, height 13cm, 10 bags per box
Carton Dimension: length 60cm,width 51cm,height 41.5cm, 18 boxes per carton
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Medical Protective Face Mask
Introduction ( Be Equal to FFP2)

Category Directians

Product Name Medical protective face mask

A(GB 19083-2010) /FFP2 (EN 149 & EN

Type/Model 14683)
Size 18%1hem
Weiorial ﬂon7w0v93+ﬂed%cal Melt=blown
fabrict+Skin Friendly Nen—woven
Color White
Weight . B
Nasal Clip 10¢m#3mm
Ear Line 17cm
1 bag 5 pieces

1 box 50 pieces
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‘DELDER®

Medical Device Business License
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Medical Device Certification g D ELDER"
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The Academy of Quality Supervision and Inspection in Heilongjiang Province
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The Academy of Quality Supervision and Inspection in Heilongijiang Province
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CE Certification DELDER"

Certificate

No. ICR Polska/M8802420 C €

Name and address of Harbin haowei weiye technology development Co, LTD
certificate owner: east, ha fifth road, Industrial park, pingfang district, haerbin city,
heilongjiang province, PR.C

Name and address of Harbin hacwei weiye technology development Co,, LTD
manufacturer: east, ha fifth road, Industrial park, pingfang district, haerbin city,
heilongjiang province, P.R.C
Product name: Respiratory protective devices
Product types: FFP2
This certificate confirms that the product meets the requirements of the following standards

and within limits of its standards gives presumption of conformity with essential requirements
of Regulation 2016/425

EN 149:20017 + A1:2009

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

Evaluation has been carried out in accordance with test reports made by EUROPE CERTIFICATION
UNION CO., LTD laboratary .

No. of test reports: ESC-HBHT-202010-PPE
Certificate issue date: 16.03.2020
Expiration date: 15.03.2025

The mutual obligations and rights of the certification are regulated by the contract No. ICR
Polska/2020-8824.

This certificate applies to products having the same attributes (parameters), intended use, that have
been evaluated and meet the requirements of the aforementioned standards.

Director: Rafat Kalinowski

Warsaw, 16. 03. 2020 [=]34sT

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




FDA Certification (DELDER

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:
Name: Haerbin Haowei Weiye Technology Development Co.,Ltd

Add: East, Ha fifth road, Industrial Park, Pingfang District, Haerbin Cty,
Heilongjiang Province, PR.C

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

The Owner/ Operatar Number for this Registration is : 10063143
Listing No | Code Device Name

D375511 | MSH Respirator, Surgical, Health Care Particulate Respirator
and Surgical Mask

D375512 | KHA Mask, Face Mask, Nonwoven Face Mask, Medical
Disposable face Mask
D375514 | OEA Disposable protective clothing

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, for
whose sole benefit it is issued. This certificate does nat 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 connection with foregoing.

Date of verification:Mar. 18, 2020
Date of expiration:Dec. 31, 2020

5H OFFICE

TELOD&6-21-50313932 Boyle Wang  Phone:0D36-18930777676  info@truthiul.comen
ABMED SERVICE INC.

36 Scyth 18th Avenue, Suite A Brighton,CO USA 80601

TEL213-375-3998  FAX:213-375-3998  infol@abmed com.cn
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1.About FDA

FDA is the abbreviation of Food and Drug Administration. The FDA also sometimes
represents the US Food and Drug Administration. Authorized by the U.S. Congress, the
federal government, the FDA is the highest executive agency specializing in food and
drug management.lt is also a team of doctors, lawyers, microbiologists, chemists, and
statisticians who are committed to protecting, promoting, and improving National health
monitoring agency for government health control. Many other countries seek and receive

help from the FDA to promote and monitor the safety of their products.

2.About CE

In the EU market, the "CE" mark is a compulsory certification mark. Whether it is a prod-
uct produced by an enterprise within the EU or a product produced in another country, the
product must meet the basic requirements of the EU's New Technical Coordination and

Standardization Directive. A legal requirement on a product.

The countries that enforce CE certification standards
are as follows:

@ 28 EU countries: UK, France, Germany, ltaly, Netherlands, Belgium, Luxembourg,
single purchase, Ireland, Greece, Spain, Portugal, Austria, Finland, Sweden, Poland,
Jack, Hungary, Slovakia, Slovenia, Cyprus, Malaysia and others , Latvia, Lithuania, Esto-
nia, Bulgaria, Romania, Croatia.

@Association member states: Norway, Switzerland, Iceland, Liechtenstein

In addition to the above countries that must enforce CE certification, many countries

around the world also recognize CE certification
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100,000 level High clean dust-free Production

There are three types of medical devices, and masks belong to the second type of medi-

cal devices.

According to the Chinese Mandatory requirement, the production environment of medical

masks must be 100,000 level clean, dust-free and sterile.

The cleanliness level of the dust-free workshop: 100 level> 1000 level> 10,000 level>
100,000 level> 300,000 level. The smaller the cleanliness value, the higher the purifica-
tion level and the higher the relative cost. Aseptic masks are generally produced in no

less than 100,000 clean Production.

100,000 level clean Standard:

The maximum allowable number of dust particles is no more than 3,500,000 particles,
and the number of particles bigger than or equal to 5 microns must not exceed 20,000.
The diameter of a hair strand is about 70 to 100 microns, and the size of bacteria is about
1 to 2 microns. By purifying the air system, the number of particles greater than or equal

to 5 microns must not exceed 20,000. The degree is very high.

Pressure Differential, The pressure difference between clean rooms of the same cleanli-
ness level is the same. For different cleanliness, the pressure difference between adja-
cent clean rooms is 25Pa, and between clean rooms and non-clean rooms is 210Pa. This
Is mainly to ensure that the air flows from the clean area to the non-clean area, and to

avoid the backflow of airflow.
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The maximum allowable number of microorganisms, the number of planktonic bacteria
shall not exceed 500 per cubic meter; the number of sedimentary bacteria shall not
exceed 10 per culture dish. Microorganisms include bacteria, viruses, single-celled
organisms, etc. The purification plant project focuses on examining two indicators of
planktonic bacteria and sedimentary bacteria. When doing sedimentary bacteria detec-
tion, there must be a special petri dish. Based on the number of bacteria growing in the

nutrient, the number of sedimenting bacteria in the air can be calculated.

Temperature and humidity, the temperature is generally controlled at 20 ~ 22 C in winter;
24 ~ 26 C in summer; Allowable fluctuation range + 2 C.

The humidity of clean room in winter is controlled at 30-50%, and the humidity of clean
room in summer is controlled at 50-70%.

When there are no special requirements for temperature and humidity, it is advisable to

wear clean work clothes without producing a comfortable feeling.





