
Certifications and Specifications

Winner Medical Particulate N95 Respirators 



• Single use particulate respirator mask
• Respiratory protection
• High filtration
• 4-layer construction
• Nose clip on the outside

• Has FDA authorization for emergency use
(EUA) during COVID

•  Manufactured by Winner Medical

Test Item Request Product performance

Carbon Dioxide
- Inhalation CO2 (%)

< 1 0.49-0.59

Breathing Resistance
- Inhalation (mbar)

< 0.7
< 2.4

0.32-0.35
1.05-1.12

Breathing Resistance
- Exhalation (mbar)

< 3.0 1.80-1.89

Penetration of filter Sodium 
Chloride Paraffin oil

< 6
0.62-0.79

5.54-5.78

Total inward leakage (%) ≤ 8 Pass

N-95 Face Mask Test Results Summary1

Testing in accordance with BSI COVID-19 filtering face piece technical specification,
BS EN 149:2001 + A1:2009

N-95
Respirator 
Mask

NEW

• ISO 13485 certified

• Materials:

- Outer: PP non-woven fabric (50g, white)

- Inner: Polyester cotton (50 gsm, white)

- Filter: Fabric ((MA-25X2) 50g, white)

- Lining: PP non-woven fabric (50 gsm, white)

- Nose bar: Aluminum

- Ear loop: Spandex + polyester fiber (white)

- Green silicone ring

• Color: White or Green

• Country of Origin: China

Quality Standards:

Winner Medical is a leading manufacturer for disposable wound-care and surgical products in China.  
Since 1991, Winner Medical has been devoted to manufacturing, R&D and marketing of medical dressings,  
medical disposables and consumer products.  Winner Medical was one of the first companies with full product  
lines in the disposable medical products market registered with the FDA, as well as numerous ISO certifications.  
Conforming with pharmacopeia rules in the EU, US, Japan, and China, these products have quickly become the 
industry benchmark.  With multiple local and international honors, awards, and recognitions, Winner Medical has 
continuously been recognized by the medical device industry.  The pursuit of health, sustainable ecology,  and 
higher living standards, enables Winner Medical to continue to capitalize on patented technologies and  create 
great new products.2

About Winner Medical

References: 1. Nelson Laboratories test report 1277422-S01.1 2. “About Us” Winner Medical website. Winner Medical. July 21 2020

Manufacturer Winner Medical Group          

7.29.2020  



Product Description

Folded N95 Respirator Mask is  4 layer construction using ultrasonic 

welding, Applicable to the respiratory protection of  occupational 

medical personnel. It can effectively block the air par ticles, droplets, 

blood, body fluids, secretions, etc. 

Product Characteristics

Applicable for

N95 Respirator Mask is designed to give the wearer personal, 

protection against liquid and airborne par ticles.

Some people are using N95 Respirator face masks as a precautionary 

measure against . 

  WN-N95FW    WN-N95FG

Particulate Respirators
EN149:2001+A1:2009     NIOSH 42 CFR Part 84     

GB19083-2010     GB2626-2006



WN-N95FGIN 

Product Description

Folded N95 Respirator Mask is  4 layer construction using ultrasonic 

welding, Applicable to the respiratory protection of  occupational 

medical personnel. It can effectively block the air par ticles, droplets, 

blood, body fluids, secretions, etc. 

Product Characteristics

Applicable for

N95 Respirator Mask is designed to give the wearer personal, 

protection against liquid and airborne par ticles.

Some people are using N95 Respirator face masks as a precautionary 

measure against . 

Particulate Respirators
EN149:2001+A1:2009     NIOSH 42 CFR Part 84     

GB19083-2010     GB2626-2006

  WN-N95FWIN



EU Type 
Examination Certificate 

Number 
CE 728017





FDA 
Emergency Use 
Authorization
Documentation



 
 
      June 6, 2020 
 
 
To:  Manufacturers of Imported, Non-NIOSH-Approved Disposable Filtering Facepiece 

Respirators;  
 Health Care Personnel; 
 Hospital Purchasing Departments and Distributors; 
 Importers and Commercial Wholesalers; and 

Any Other Applicable Stakeholders.  
 
 
On February 4, 2020, pursuant to Section 564(b)(1)(C) of the Federal Food, Drug, and 
Cosmetic Act (the Act) (21 U.S.C. §360bbb-3(b)(1)(C)), the Secretary of the Department of 
Health and Human Services (HHS) determined that there is a public health emergency that has 
a significant potential to affect national security or the health and security of United States 
citizens living abroad, and that involves the virus that causes Coronavirus Disease 2019 
(COVID-19).  Pursuant to Section 564 of the Act, and on the basis of such determination, the 
Secretary of HHS then declared on March 2, 2020, that circumstances exist justifying the 
authorization of emergency use of personal respiratory protective devices during the COVID-
19) outbreak, subject to the terms of any authorization issued under that Section.1 

 
On April 3, 2020, in response to this public health emergency and concerns about filtering 
facepiece respirator (FFR or respirator) availability, FDA concluded based on the totality of 
scientific evidence available at that time that certain product classifications for imported 
disposable FFRs that are manufactured in China and not approved by the Center for Disease 
Control and Prevention’s National Institute of Occupational Safety and Health (NIOSH) and for 
which data exists to support the respirators’ authenticity, were appropriate to protect the public 
health or safety under section 564 of the Federal Food, Drug, and Cosmetic Act (Act) (21 
U.S.C. § 360bbb-3). Under the original April 3, 2020 Emergency Use Authorization (EUA), 
authorized respirators listed in Appendix A were authorized for use in healthcare settings by 
healthcare personnel (HCP)2 when used in accordance with CDC recommendations to prevent 

                                                           
1 U.S. Department of Health and Human Services, Determination of a Public Health Emergency and Declaration 
that Circumstances Exist Justifying Authorizations Pursuant to Section 564(b) of the Federal Food, Drug, and 
Cosmetic Act, 21 U.S.C. § 360bbb-3. 85 FR 7316 (February 4, 2020).  U.S. Department of Health and Human 
Services, Declaration that Circumstances Exist Justifying Authorizations Pursuant to Section 564 of the Federal, 
Food, Drug, and Cosmetic Act, 21 U.S.C. § 360bbb-3,  85 FR 13907 (March 10, 2020).  
2 Healthcare personnel refers to all paid and unpaid persons serving in healthcare settings who have the potential for 
direct or indirect exposure to patients or infectious materials, including body substances (e.g., blood, tissue, and 
specific body fluids); contaminated medical supplies, devices, and equipment; contaminated environmental surfaces; 
or contaminated air. These healthcare personnel include, but are not limited to, emergency medical service 
personnel, nurses, nursing assistants, physicians, technicians, therapists, phlebotomists, pharmacists, dentists and 
dental hygienists, students and trainees, contractual staff not employed by the healthcare facility, and persons not 
directly involved in patient care, but who could be exposed to infectious agents that can be transmitted in the 
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HCP exposure to pathogenic biological airborne particulates during FFR shortages resulting 
from the COVID-19 outbreak. 
 
On May 7, 2020, in response to questions and concerns that were received by FDA after 
issuance of the April 3, 2020 letter, FDA reissued the letter to revise the Scope of Authorization 
to address concerns about sub-standard products to protect the public health or safety under 
section 564(g)(2)(C) of the Act (21 U.S.C. § 360bbb-3(g)(2)(C)).3  
 
On June 6, 2020, in response to continued questions and concerns and having concluded that 
revising this letter is again appropriate to protect the public health or safety under section 
564(g)(2)(C) of the Act (21 U.S.C. § 360bbb-3(g)(2)(C)), FDA is reissuing the May 7, 2020 
letter to revise the Scope of Authorization (Section II) and Conditions of Authorization (Section 
IV).4  
 
Having concluded that the criteria for issuance of this authorization under Section 564(c) of the 
Act are met, I am authorizing the emergency use of the authorized respirators, as described in 
the Scope of Authorization (Section II) and pursuant to the Conditions of Authorization (Section 
IV) of this letter for use in healthcare settings by HCP when used in accordance with CDC 
recommendations to prevent HCP exposure to pathogenic biological airborne particulates during 
FFR shortages resulting from the COVID-19 pandemic.   
 
For the most current CDC recommendations on optimizing respirator use, please visit CDC’s 
webpage: Strategies for Optimizing the Supply of N95 Respirators. This EUA does not permit 
use of authorized respirators by the general public.  
 
 
                                                           
healthcare setting (e.g., clerical, dietary, environmental services, laundry, security, engineering and facilities 
management, administrative, billing, and volunteer personnel). 
3 The May 7, 2020 letter made four main revisions to the April 3, 2020 letter. First, FDA revised what was originally 
the third criterion in the April 3, 2020 letter of authorization, removing from the list of authorized respirators in 
Appendix A all the respirators that were originally authorized under the original second criterion.  Second, the 
Chinese National Medical Products Administration (NMPA) registration certification by an appropriate provincial 
or municipal regulatory authority, authenticated and verified by FDA, was added to the second criterion. Third, the 
EUA was revised so that only manufacturers could request to be added to Appendix A, excluding importers from 
requesting FFRs to be added to Appendix A. Fourth, FDA described the process for removing respirators from 
Appendix A if FDA has reason to believe that the respirator is no longer eligible for authorization. 
4 This letter makes five main revisions to the May 7, 2020 letter. First, FDA revised the second eligibility criterion to 
limit the jurisdictions to only certain CE mark (European Economic Area certification mark) FFRs in addition to 
respirators that have an NMPA certification (which was included in the May 7, 2020 revision). Second, FDA has 
revised the third criterion such that a respirator model that is sampled by FDA and tested by NIOSH, and that has  
results according to NIOSH that indicates one or more of the 30 sampled respirators has a filtration efficiency of less 
than 95% is no longer authorized. Third, FDA revised the Scope of Authorization to remove decontaminated 
respirators from the Scope of Authorization. As such, authorized respirators that are decontaminated are no longer 
authorized under this EUA. They may, however, be authorized under an individual decontamination system EUA. 
Please refer to the individual decontamination system EUAs for this information, which are available at: 
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations.  Fourth, 
FDA added Conditions of Authorization to require samples for testing when requested by FDA and prevent 
distribution of shipments that fail testing. Fifth, FDA added Conditions of Authorization regarding printed materials, 
advertising, and promotion under section 564(e)(4) of the Act. 
 

https://www.cdc.gov/coronavirus/2019-ncov/hcp/respirators-strategy/index.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fcoronavirus%2F2019-ncov%2Fhcp%2Frespirator-supply-strategies.html
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations
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I. Criteria for Issuance of Authorization 
 
I have concluded that the emergency use of authorized respirators as described in the Scope of 
Authorization (Section II) of this letter for use in healthcare settings by HCP to prevent HCP 
exposure to pathogenic biological airborne particulates during FFR shortages resulting from the 
COVID-19 outbreak meets the criteria for issuance of an authorization under Section 564(c) of 
the Act, because I have concluded that: 
 

1.  SARS-CoV-2, the virus that causes COVID-19, can cause a serious or life-threatening 
disease or condition, including severe respiratory illness, to humans infected by this 
virus; 

 
2.  Based on the totality of scientific evidence and other information available to FDA, it is 

reasonable to believe that the authorized respirators may be effective in preventing wearer 
exposure to pathogenic biological airborne particulates during FFR shortages, and that the 
known and potential benefits of the authorized respirators, when used for such use, 
outweigh the known and potential risks of such products; and 

 
3.  There is no adequate, approved, and available alternative to the emergency use of the 

authorized respirators for preventing HCP exposure to such particulates during FFR 
shortages to prevent disease spread.5, 6 

 
II. Scope of Authorization 
 
I have concluded, pursuant to Section 564(d)(1) of the Act, that the scope of this authorization is 
limited to the respirators that are authorized because they meet the below criteria for eligibility, 
for use in healthcare settings by HCP pursuant to CDC’s recommendations to prevent HCP 
exposure to pathogenic biological airborne particulates during FFR shortages resulting from the 
COVID-19 outbreak.  
 
Respirators Eligible for Authorization under this EUA 
 
A disposable non-NIOSH-approved respirator manufactured in China is authorized under this 
EUA if it meets any of the criteria below. 
 

1. The respirator is manufactured by an entity that holds one or more NIOSH approvals, 
that have been verified by FDA, for FFRs, and that are produced by the NIOSH 
approval holder in accordance with the applicable standards of authorization in another 
country. 

2. The respirator: 

                                                           
5 No other criteria of issuance have been prescribed by regulation under Section 564(c)(4) of the Act. 
6 There are not sufficient quantities of FFRs that are both NIOSH-approved and meet FDA regulatory requirements 
to meet the needs of the U.S. healthcare system. These disposable respirators are an integral part of routine patient 
care. Providing HCP who are on the forefront of the COVID-19 response with FFRs consistent with the CDC’s 
guidance and recommendations is necessary in order to reduce the risk of illness in HCPs and increase their 
willingness to provide care to affected patients or those suspected of having COVID-19.  
 

https://www.cdc.gov/coronavirus/2019-ncov/hcp/respirators-strategy/index.html
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a. Has a registration certification, reflecting regulatory authorization, under the 
jurisdiction of the Chinese National Medical Products Administration (NMPA) 
and that is given by an appropriate provincial or municipal authority,7 and that 
has been authenticated and verified by FDA, or 

b. Conforms to Personal Protective Equipment (PPE) Directive 89/686/EEC (for 
those placed into distribution before April 21, 2019) or that conforms to PPE 
Regulation (European Union (EU)) 2016/425 (for those placed into distribution 
after April 21, 2019), as evidenced by a CE mark,8 and the CE mark has been 
authenticated and verified by FDA. 

3. The respirator was previously listed in Appendix A under the April 3, 2020 letter of 
authorization as an authorized respirator because it demonstrated acceptable 
performance to applicable standards as documented by test reports, has had particulate 
filtration efficiency assessed by NIOSH using a modified version of NIOSH’s Standard 
Test Procedure (STP) TEB-APR-STP-0059 within 45 calendar days of the date of 
issuance of the May 7, 2020 letter, and has results of NIOSH testing that indicate a 
minimum and maximum filtration efficiency greater than or equal to 95 percent.9 A 
respirator authorized under this EUA because it meets the criterion in the previous 
sentence is no longer authorized if it has been sampled by FDA, tested by NIOSH via a 
modified version of STP TEB-APR-STP-0059, and has results according to NIOSH that 
indicates one or more of the 30 sampled respirators has a filtration efficiency of less 
than 95%.10  

A respirator that meets the eligibility criteria outlined above is authorized and will be added to 
Appendix A as an authorized respirator once FDA confirms the eligibility criteria are met. FDA 
may ask a manufacturer that is requesting addition to Appendix A for any additional information 
FDA needs to confirm the respirator is eligible under one of the criteria outlined above. Once 
FDA receives the requisite information, FDA will notify the manufacturer of the inclusion of its 
authorized respirator(s) in Appendix A under this EUA by replying to the manufacturer’s email. 
This process is further outlined below. 
 
Authorized Respirators 
 

                                                           
7 Registration certification must be for a medical protective mask. Short term emergency registration certifications,  
(e.g., 3-5 month authorizations) are not eligible for authorization under this EUA.  
8 There was a transition period for the EU regulation. Between April 21, 2018 and April 21, 2019 conformance to 
either PPE Directive 89/686 or PPE Regulation (EU) 2016/425 is acceptable. Short term type certificates are not 
eligible for authorization under this EUA. 
9 FDA will generally sample respirators from already imported lots of respirators under this criterion.  
10 Under this criterion, FDA will sample and send 30 respirators from a shipment of the same model to NIOSH for 
testing using a modified version of STP TEB-APR-STP-0059. FDA will generally sample from lots that have been 
imported and are either at a port of entry or at a storage facility/warehouse in the United States. More information 
about this modified version of testing is available on NIOSH’s website at 
https://www.cdc.gov/niosh/npptl/respirators/testing/pdfs/NonNIOSH_Filtration_TestPlan.pdf. If an FDA-sampled 
respirator model fails to meet the expected filtration efficiency performance per NIOSH testing, the respirator model 
will no longer be authorized under this EUA. FDA defines “failure” as any result from NIOSH that indicates one or 
more of the 30 sampled respirators has a filtration efficiency of less than 95%. FDA will post a list of these models 
on its EUA website.  
 

https://www.cdc.gov/niosh/npptl/respirators/testing/pdfs/NonNIOSH_Filtration_TestPlan.pdf
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
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In order to be added to Appendix A as an authorized respirator under this EUA, manufacturers 
must demonstrate that the disposable non-NIOSH-approved respirator(s) manufactured in 
China meets at least one of the criteria above by sending a request to FDA with the subject line 
“FFRs Made in China” to CDRH-NonDiagnosticEUA-Templates@fda.hhs.gov with the 
information below: 
 

A. For respirators meeting criterion #1 above, please provide: 
 

• The manufacturer contact information (name, address, contact person, phone 
number, and email), model number and NIOSH approval numbers for your 
NIOSH approved respirator(s) 

• The manufacturer name, address, model number, and a copy of the product 
labeling11 for the authorized respirator you want added to Appendix A  

• An estimate of the number of respirators you are planning to import during the 
public health emergency 

• A list of authorized importer(s) including contact information (name, address, 
contact person, phone number, and email) 

 
B. For respirators meeting criterion #2 above, please provide: 

 
• The manufacturer contact information (name, address, contact person, phone 

number, and email), model number, and a copy of the product labeling12 for the 
authorized respirator you want added to Appendix A 

• Either a: 
i. marketing authorization document/certificate from NMPA, or  

ii. CE mark as evidenced by the following from a competent notified body 
for PPE: 

1. EU type examination certificate and evidence of production 
monitoring and/or control or of quality assurance of the 
production system  

            or  
2. European Commission (EC) type examination certificate and 

evidence of production monitoring and/or control or of quality 
assurance of the production system 

• An estimate of the number of respirators you are planning to import during the 
public health emergency 

• A list of authorized importer(s) including contact information (name, address, 
contact person, phone number, and email) 
 

C. For respirators meeting criterion #3 above, within 45 calendar days of the reissuance of 
the EUA on May 7th (i.e., June 21st), please provide: 

                                                           
11 Please note that respirators must comply, at a minimum, with the labeling requirements in conditions A and B 
under the Conditions of Authorization (Section IV) of this letter. 
12 Please note that respirators must comply, at a minimum, with the labeling requirements in conditions A and B 
under the Conditions of Authorization (Section IV) of this letter. 
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• The manufacturer contact information (name, address, contact person, phone 

number, and email), model number, and a copy of the product labeling13 for the 
respirator you want added to Appendix A  

• Weblink which displays the results of your NIOSH test report 
• A list of authorized importer(s) including contact information (name, address, 

contact person, phone number, and email) 
• An estimate of the number of respirators you are planning to import during the 

public health emergency 
 
The above-described authorized respirators listed in Appendix A, when labeled as described in 
this letter, are authorized to be distributed to and used in healthcare settings by HCPs when used 
in accordance with CDC’s recommendations under this EUA, despite the fact that they do not 
meet certain requirements otherwise required by applicable federal law.  
 
As with any EUA, authorized products are subject to surveillance and monitoring.  
 
FDA may remove a product that has been added to Appendix A if FDA has reason to believe that 
the product no longer meets the Criteria for Issuance (Section I), or the Scope of Authorization 
(Section II). FDA will provide the manufacturer advance notice of such removal, and will be 
available to work with the manufacturer regarding the planned removal of the product(s) from 
Appendix A. A respirator that has been removed from Appendix A will be included in a list 
maintained on FDA’s EUA webpage.  
 
I have concluded, pursuant to Section 564(d)(2) of the Act, that it is reasonable to believe that 
the known and potential benefits of the authorized respirators when used consistent with the 
Scope of Authorization of this letter (Section II), outweigh the known and potential risks of such 
products. 
 
I have concluded, pursuant to Section 564(d)(3) of the Act, based on the totality of scientific 
evidence and other information available to FDA, that it is reasonable to believe that the 
authorized respirators may be effective at preventing HCP exposure to certain particulates to 
prevent disease spread, when used consistent with the Scope of Authorization of this letter 
(Section II), pursuant to Section 564(c)(2)(A) of the Act.   
 
FDA has reviewed the scientific and other information available to FDA, including the 
information supporting the conclusions described in Section I above, and conclude that the 
authorized respirators, when used in healthcare settings to prevent HCP exposure to certain 
particulates to prevent disease spread (as described in the Scope of Authorization of this letter 
(Section II)), meet the criteria set forth in Section 564(c) of the Act concerning safety and 
potential effectiveness. 
 
The emergency use of the authorized respirators under this EUA must be consistent with, and 
may not exceed, the terms of this letter, including the Scope of Authorization (Section II) and the 
Conditions of Authorization (Section IV).  Subject to the terms of this EUA and under the 
circumstances set forth in the Secretary of HHS's determination under Section 564(b)(1)(C) 
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described above and the Secretary of HHS’s corresponding declaration under Section 564(b)(1), 
the authorized respirators are authorized to be used in healthcare settings by HCP under the 
terms and conditions of this EUA.  EUA amendments may be undertaken as needed with 
concurrence of, OST/CDRH, Division of Infection Control and Plastic and Reconstructive 
Surgery/CDRH, and OCET/OCS/OC. 
 
This EUA will cease to be effective when the HHS declaration that circumstances exist to justify 
the EUA is terminated under Section 564(b)(2) of the Act or when the EUA is revoked under 
Section 564(g) of the Act. 
 
III. Waiver of Certain FDA Requirements 
 
I am waiving applicable current good manufacturing practice requirements, including the quality 
system requirements under 21 CFR Part 820 with respect to the design, manufacture, packaging, 
labeling, storage, and distribution of the authorized respirators that are used in accordance with 
this EUA.  
 
IV. Conditions of Authorization 
 
Pursuant to Section 564(e) of the Act, I am establishing the following conditions on this 
authorization: 
 
Manufacturers and Importers of Authorized Respirators 
 

A. Manufacturers of authorized respirators are required to publish the intended use and other 
instructions (such as fit testing, etc.) about all authorized models that are imported and 
authorized under this EUA on their website in English. Additionally, manufacturers must 
notify FDA by emailing FDA at CDRH-NonDiagnosticEUA-Templates@fda.hhs.gov of 
the website address (URL) that meets this condition. The subject line of this email should 
read “URL for FFR Made in China.” FDA will make this information available to the 
public on its EUA website at https://www.fda.gov/medical-devices/emergency-situations-
medical-devices/emergency-use-authorizations#covid19ppe. Manufacturers must notify 
FDA of any changes to this page.  
 

B. In addition to the above electronic labeling condition, manufacturers of authorized 
respirators are additionally required to include a letter, in English, that can be distributed 
to each end user facility (e.g., each hospital, etc.) that receives the authorized respirator 
model. This letter must include the authorized respirator’s manufacturer, model, intended 
use, manufacturer’s webpage (if applicable), etc.  

 
C. Manufacturers of authorized respirators will notify the importer (if applicable) of the 

terms and conditions of this EUA and ensure that the end user facility (e.g., each hospital, 
etc.) that receives the authorized respirators also receives the information required under 
Condition B.  

 

https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations#covid19ppe
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations#covid19ppe
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D. Manufacturers of authorized respirators will have a process in place for reporting adverse 
events of which they become aware and send such reports to FDA.  

 
E. All descriptive printed material relating to the use of the authorized respirators in the 

United States shall be consistent with applicable CDC recommendations for use during 
the COVID-19 outbreak, as well as the terms set forth in this EUA.  
 

F. No descriptive printed matter relating to the use of the authorized respirators in the 
United States may represent or suggest that the product is safe or effective for the 
prevention of COVID-19.  

 
G. Manufacturers of authorized respirators will ensure that any records associated with this 

EUA are maintained until otherwise notified by FDA.  Such records will be made 
available to FDA for inspection upon request. 
 

H. If requested by FDA, manufacturers and importers of authorized respirators will submit 
new lots for testing by NIOSH or by another entity designated by FDA.  
 

I. The manufacturers and importers of authorized respirators must not distribute any lot or 
shipment that fails testing. 

Conditions Related to Printed Materials, Advertising and Promotion  
 

J. All descriptive printed matter, including advertising and promotional materials, relating 
to the use of your product, shall be consistent with the terms set forth in this EUA and 
the applicable requirements set forth in the Act and FDA regulations.  
 

K. No descriptive printed matter, including advertising or promotional materials, relating to 
the use of your product, may represent or suggest that the authorized product is NIOSH-
approved.  

 
The emergency use of the authorized respirators as described in this letter of authorization must 
comply with the conditions and all other terms of this authorization.  
 
V. Duration of Authorization 
 
This EUA will be effective until the declaration that circumstances exist justifying the 
authorization of the emergency use of  personal respiratory protective devices during the 
COVID-19 outbreak is terminated under Section 564(b)(2) of the Act or the EUA is revoked 
under Section 564(g) of the Act. 
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Sincerely, 
 
          
    /S/ 
 
____________________________ 
RADM Denise M. Hinton 
Chief Scientist 
Food and Drug Administration 
 

 
 
Enclosures 



10/13/2020 Personal Protective Equipment EUAs | FDA

https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/personal-protective-equipm… 1/15

Personal Protective Equipment EUAs

Personal Protective Equipment (/medical-devices/general-hospital-devices-and-supplies/personal-protective-
equipment-infection-control) refers to protective clothing, helmets, gloves, face shields, goggles, respirators or other
equipment designed to protect the wearer from injury or the spread of infection or illness.

To help address concerns about availability during the COVID-19 pandemic, the FDA has issued EUAs for certain PPE
products including face shields, other barriers, and respiratory protective devices such as respirators. Additionally, the
FDA has issued recommendations and policies about PPE which can be found here: Recent Final Medical Device
Guidance Documents (/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-
products/recent-final-medical-device-guidance-documents).

Templates for these EUA submissions are available to help facilitate the preparation, submission, and authorization of
an EUA, including an Interactive Review Template For Non-IVD Products (/media/137965/download). Additionally, the
FDA has posted a Surgical Masks EUA Template for Addition to Appendix A (/media/140896/download) of the Surgical
Mask Umbrella EUA.

Table of Personal Protective Equipment (PPE) EUAs
Umbrella EUA for Surgical Masks

N95 and Other Respirators EUAs

Umbrella EUA for Non-NIOSH-Approved Disposable Filtering Facepiece Respirators (FFRs)

Umbrella EUA for Imported, Non-NIOSH-Approved Disposable Filtering Facepiece Respirators (FFRs)

Face Shields and Other Barrier EUAs

Umbrella EUA for Surgical Masks
On August 5, 2020, the FDA issued an umbrella emergency use authorization (EUA) for certain disposable, single-use
surgical masks in response to concerns relating to insufficient supply and availability of such masks. This EUA
authorizes the emergency use of surgical masks that meet certain performance requirements for use in healthcare
settings by health care personnel as personal protective equipment to provide a physical barrier to fluids and particulate
materials to prevent HCP exposure to respiratory droplets and large particles during surgical mask shortages resulting
from the COVID-19 pandemic. Surgical masks that have been confirmed by FDA to meet the criteria under the EUA are
included below in Appendix A as authorized surgical masks.

EUA Letter of Authorization - Umbrella EUA for Surgical Masks  (/media/140894/download)

Fact Sheet for Healthcare Personnel (/media/140895/download)

Appendix A: Authorized Surgical Masks 

The Surgical Masks EUA Template for Addition to Appendix A (/media/140896/download) can be used to provide the
information requested in the EUA to the FDA.

Appendix A: Authorized Surgical Masks
The table below includes a list of surgical masks authorized by this Umbrella EUA for emergency use during the COVID-
19 public health emergency.

Search:
 

Top ()

https://www.fda.gov/medical-devices/general-hospital-devices-and-supplies/personal-protective-equipment-infection-control
https://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/recent-final-medical-device-guidance-documents
https://www.fda.gov/media/137965/download
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N95 and Other Respirators EUAs (including EUAs for NISOH-Approved N95s and
imported respirators)
The table below includes information about respirators authorized for emergency use by healthcare personal during the
COVID-19 public health emergency.

Umbrella EUA for Non-NIOSH-Approved Disposable Filtering Facepiece Respirators
(FFRs) Manufactured in China (Reissued June 6, 2020)
On April 3, 2020, the FDA issued an umbrella EUA for certain filtering face-piece respirators (FFRs) that are
manufactured in China and are not approved by the National Institutes of Occupational Safety and Health (NIOSH). As
mentioned in CDC's strategies for optimizing respirator supply (https://www.cdc.gov/coronavirus/2019-
ncov/hcp/respirators-strategy/crisis-alternate-strategies.html), other countries approve respirators according to
country-specific standards. These devices are evaluated using methods similar to those used by NIOSH and are still
expected to provide adequate protection for healthcare personnel. Non-NIOSH-approved FFRs manufactured in
China that have been confirmed by FDA to meet the criteria under the EUA are included below in Appendix A.

As part of the government's continuous quality assessment of these respirators, the FDA, working with CDC NIOSH,
conducted additional assessments and found that some of the respirators authorized under the April 3, 2020 EUA did
not meet the expected performance standards. In response, the FDA revised and reissued the EUA on May 7, 2020 to

Show 100  entries

10/08/2020 WPT Corporation WPT ASTM F2100-19 Level 3 Earloop Surgical Face Mask (Model # SMS2020)

10/05/2020 Hanesbrands, Inc. Hanes Surgical Mask 01, Small and Large

09/19/2020 Premier Guard USA LLC Premier Guard USA Surgical Face Mask 20-1002-SFM3

08/18/2020 Venus Group, Inc. Venus Medical Grade Disposable Surgical Mask

08/08/2020 Outdoor Research Outdoor Research Surgical Mask model #OR2159

Date of Addition  Manufacturer  Authorized Product Name (including model numbers) 

Showing 1 to 5 of 5 entries

Previous Next

Search:

Show 100  entries

03/28/2020 NIOSH-Approved Air Purifying Respirators for Use in Health Care Settings During Response
to the COVID-19 Public Health Emergency (/media/135763/download)

EUA Clari�cation Letter on
Respirators
(/media/136023/download)

Date
EUA
Issued  PPE (Letter of Authorization)  Other Documents 

Showing 1 to 1 of 1 entries

Previous Next

1

1

 
Top ()

https://www.cdc.gov/coronavirus/2019-ncov/hcp/respirators-strategy/crisis-alternate-strategies.html
https://www.fda.gov/media/135763/download
https://www.fda.gov/media/136023/download
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/personal-protective-equipment-euas
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among other revisions, revise the third criterion for eligibility. Additionally, the FDA, in collaboration with CDC NIOSH,
is increasing surveillance and sampling of all respirators imported from China - all respirator shipments from China that
come into the U.S. will be subject to random sampling and testing by CDC NIOSH to determine whether the respirator
meets the expected particulate filtration standards.

On June 6, 2020 the FDA further revised the Scope of Authorization of this EUA, to among other changes, further revise
the third eligibility criterion, revise the second eligibility criterion, and remove decontaminated respirators from the
scope of authorized products such that authorized respirators listed in Appendix A will no longer be authorized if they
are decontaminated. Further explanation of the revisions can be found in the Frequently Asked Questions (FAQs) about
Non-NIOSH-Approved Filtering Facepiece Respirators (/medical-devices/coronavirus-disease-2019-covid-19-
emergency-use-authorizations-medical-devices/faqs-euas-non-niosh-approved-respirators-during-covid-19-pandemic).

EUA Letter of Authorization - Umbrella EUA: Non-NIOSH-Approved Disposable Filtering Facepiece Respirators
Manufactured in China (/media/136664/download) (Reissued June 7, 2020)

Non-NIOSH Approved Disposable Filtering Facepiece Respirators Manufactured in China EUA FAQs (/medical-
devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/faqs-euas-non-niosh-
approved-respirators-during-covid-19-pandemic)

Appendix A: Authorized Respirators, Non-NIOSH Respirators Manufactured in China (Updated October 9, 2020)

Respirator Models No Longer Authorized (Updated August 5, 2020)

Appendix A: Authorized Imported, Non-NIOSH Approved Respirators Manufactured in China
(Updated: October 9, 2020)
The table below includes a list of non-NIOSH respirators authorized by this Umbrella EUA (/media/136664/download)
for emergency use during the COVID-19 public health emergency.

As stated in the EUA, authorized respirators should be used in accordance with CDC's recommendations. For the most
current CDC recommendations on optimizing respirator use, please visit CDC's webpage: Strategies for Optimizing the
Supply of N95 Respirators (https://www.cdc.gov/coronavirus/2019-ncov/hcp/respirators-strategy/index.html).

Search:

Show 100  entries

PURIFA Medical
Production Co.,
Ltd.

BU-E978 IFU (https://www.buda-u.com/ParticulateRespirator-UserInstructions.html)  (http://www.fda.gov/about-
fda/website-policies/website-disclaimer)

Putian Sisen
Technology
Co.,Ltd.

AIBANA 001 IFU (http://www.sisen-tech.com/products_aibana_001)  (http://www.fda.gov/about-fda/website-
policies/website-disclaimer)

Qingdao
Bioforce-aid
Technology Co.,
Ltd.

G9501 IFU (http://www.amry.com.cn/ffp2)  (http://www.fda.gov/about-fda/website-policies/website-disclaimer)

Qingdao Huaren
Medical Product
Co.,Ltd.

HRKFAM,
HRKFBM

 

Manufacturer 

Respirator
Model(s)  Instructions for Use 
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Weini Technology
Development Co.,
Ltd

FFP2 NR E-300,
FFP2 NR E-680,
FFP2 NR 952,
FFP2 NR F-820,
KN95 958, KN95
951, FFP3 NR E-
830V, FFP3 NR E-
340V, FFP2 NR K-
220

FFP2 NR E-300, FFP2 NR E-680, FFP2 NR 952, FFP2 NR F-820: IFU
(http://www.n95.cn/xwzxON/info_50_itemid_266.html)  (http://www.fda.gov/about-fda/website-
policies/website-disclaimer)

KN95 958, KN95 951: IFU (http://www.n95.cn/xwzxON/info_50_itemid_268.html) 

(http://www.fda.gov/about-fda/website-policies/website-disclaimer)

WENZHOU
KADIBANG
GARMENTS CO.,
LTD.

KBD-M01  

Wilson
Instruments
(SHA) Co., LTD

WS-KZ-S4, WS-
KZ-S4E

IFU (http://www.heyinovo.com/IFU Disposable Medical Protective Respirator (WS-KZ-S4,WS-KZ-S4E).jpg) 

(http://www.fda.gov/about-fda/website-policies/website-disclaimer)

Winner Medical
Co., Ltd

WN-N95FW, WN-
N95FGIN

IFU (https://www.winnermedical.com/portal/fda-eua-products)  (http://www.fda.gov/about-fda/website-
policies/website-disclaimer)

Wuhan Zonsen
Medical Products
Co., Ltd.

ZSFM-01, ZSFM-
02

 

Xiamen
Chengchuang
Automotive
Materials Co.,
Ltd.

XPM2121 IFU (http://www.dfmask.com/upload-�le/�le/catalog/XPM2121%20EUA.pdf)  (http://www.fda.gov/about-
fda/website-policies/website-disclaimer)

XIAMEN LIANYI
INDUDSTIRAL &
TRADING CO.,
LTD.

LY9501 IFU (http://www.xmlianyi.com/en/product_show.asp?ID=378)  (http://www.fda.gov/about-fda/website-
policies/website-disclaimer)

XIAMEN
PROBTAIN
NONWOVEN INC.

MP9011 IFU (http://www.probtain.com/index.php/article/460/926.html)  (http://www.fda.gov/about-fda/website-
policies/website-disclaimer)

Xuan Cheng
Zooboo Sports
Goods Co., Ltd.

ZB008 IFU
(https://zooboosports.com/collections/all%E6%89%80%E6%9C%89%E4%BA%A7%E5%93%81/products/2020-
folding-kn95-protective-mask)  (http://www.fda.gov/about-fda/website-policies/website-disclaimer)

Yangzhou
Medline Industry
Co., Ltd.

I 9501, II 9501 I 9501: IFU (http://www.chinamedline.com/pView.php?id=113)  (http://www.fda.gov/about-fda/website-
policies/website-disclaimer)

II 9501: IFU (http://www.chinamedline.com/pView.php?id=114)  (http://www.fda.gov/about-fda/website-
policies/website-disclaimer)

Yicheng Dunhou
Medical Health
Co., Ltd

DHA01 IFU (http://hbdhyl.com/page5?product_id=55)  (http://www.fda.gov/about-fda/website-policies/website-
disclaimer)

Yiyang Taihe
Technology Co.
Ltd

YTH0001  

Manufacturer 

Respirator
Model(s)  Instructions for Use 
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Sodium Chloride (NaCl) Aerosol Test Final Report 
 

 
Test Article: N95 Respirator (Model #WN-N95FGIN) 

Purchase Order: WNNE200402-3 
Study Number: 1288508-S01 

Study Received Date: 15 Apr 2020 

Testing Facility: Nelson Laboratories, LLC 
6280 S. Redwood Rd. 
Salt Lake City, UT 84123 U.S.A. 

Test Procedure(s): Standard Test Protocol (STP) Number: STP0014 Rev 09 
Deviation(s): None  

 

 
Summary:  This procedure was performed to evaluate particulate filter penetration as specified in 
42 CFR Part 84 and TEB-APR-STP-0059 for requirements on a N95 respirator.  Respirators were 

conditioned then tested for particle penetration against a polydispersed, sodium chloride (NaCl) 
particulate aerosol.  The challenge aerosol was dried, neutralized, and passed through the test article at a 
concentration not exceeding 200 mg/m

3
.  The initial airflow resistance and particle penetration for each 

respirator was determined.   
 
According to 42 CFR Part 84.64, pretesting must be performed by all applicants as part of the application 

process with NIOSH. Results seen below are part of that pretesting and must be submitted to and 
accepted by NIOSH for respirator approval.   
 

All test method acceptance criteria were met.  Testing was performed in compliance with US FDA good 
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.  
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Results:  The NIOSH N95 filter efficiency as stated in 42 CFR Part 84.181 is a minimum efficiency for 
each filter of ≥95% (≤5% penetration).  The test articles submitted by the sponsor conform to the NIOSH 

N95 criteria for filter efficiency.   

Test Article Number 
Corrected

a
 Initial Airflow 

Resistance 

(mm H2O) 

Maximum Particle 
Penetration 

(%) 

Filtration Efficiency 
(%) 

1 15.6 1.07 98.93 

2 13.3 0.835 99.165 

3 17.4 0.793 99.207 

4 16.1 1.31 98.69 

5 19.4 1.16 98.84 

6 15.7 0.834 99.166 

7 16.8 0.933 99.067 

8 18.5 1.05 98.95 

9 16.2 1.13 98.87 

10 16.5 0.844 99.156 

11 15.8 1.18 98.82 

12 15.5 1.04 98.96 

13 16.0 1.41 98.59 

14 15.1 0.800 99.200 

15 19.5 1.14 98.86 

16 17.1 0.935 99.065 

17 21.9 1.02 98.98 

18 16.7 1.02 98.98 

19 18.2 1.23 98.77 

20 16.4 0.613 99.387 
a
 The final airflow resistance value for each test article was determined by subtracting out the background 

resistance from the system. 

 
 
Test Method Acceptance Criteria:  The filter tester must pass the “Tester Set Up” procedure.  The 

airflow resistance and particle penetration of the reference material must be within the limits set by the 
manufacturer. 
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Filter Test Procedure:  Prior to testing, respirators were taken out of their packaging and placed in an 
environment of 85 ± 5% relative humidity (RH) and 38 ± 2.5°C for 25 ± 1 hours.   

 
The filter tester used in testing was a TSI

®
 CERTITEST

®
 Model 8130 Automated Filter Tester that is 

capable of efficiency measurements of up to 99.999%.  It produces a particle size distribution with a count 

median diameter of 0.075 ± 0.020 microns (µm) and a geometric standard deviation not exceeding 
1.86 µm.  The mass median diameter was approximately 0.26 µm, which is generally accepted as the 
most penetrating aerosol size.  The reservoir was filled with a 2% NaCl solution and the instrument 

allowed a minimum warm-up time of 30 minutes.  The main regulator pressure was set to 75 ± 5 pounds 
per square inch (psi).  The filter holder regulator pressure was set to approximately 35 psi.  The NaCl 
aerosol generator pressure was set to approximately 30 psi and the make-up airflow rate was set to 

approximately 70 liters per minute (L/min).  
 
The NaCl concentration of the test aerosol was determined in mg/m

3
 by a gravimetric method prior to the 

load test assessment. An entire respirator was mounted on a test fixture, placed into the filter holder, and 
the NaCl aerosol passed through the outside surface of the test article at a continuous airflow rate of 
85 ± 4 L/min.  In accordance with NIOSH policy, three respirators were challenged until 200 ± 5 mg of 

NaCl had contacted each test article.  Based upon the load pattern of NIOSH Type 1, the initial 
penetration reading of the remaining 17 respirators was recorded.  
 



NgISOH LsbS® AmyXu
u  ifh Winner Medical Co., Ltd.A Sotera Health company Winner Industrial Park, No. 660 Bulong Road, Longhua District

Shenzhen, Guangdong, 518109
CHINA

Determination of Inhalation and Exhalation Resistance

for Air-Purifying Respirators Final Report

Test Article: N95 Respirator (Model No.: WN-N95FGIN)
Purchase Order: WNNE200402-3

Study Number: 1288509-S01
Study Received Date: 15 Apr 2020

Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.

Salt Lake City, UT 84123 U.S.A.
Test Procedure(s): Standard Test Protocol (STP) Number: STP0145Rev05

Deviation{s): None

Summary: This procedure was performed to evaluate the differential pressure of non-powered air-
purifying particulate respirators in accordance with 42 CFR Part 84.180. The air exchange differential or
breathability of respirators was measured for inhalation resistance using NIOSH procedure TEB-APR-
STP-0007 and exhalation resistance with NIOSH procedure TEB-APR-STP-0003. The differential
pressure technique is a simple application of a basic physical principle employing a water manometer
differential upstream and downstream of the test material, at a constant flow rate.

According to 42 CFR Part 84.64, pretesting must be performed by all applicants as part of the application
process with NIOSH. Results seen below are part of that pretesting and must be submitted to and
accepted by NIOSH for respirator approval.

The inhalation resistance criteria as stated in 42 CFR Part 84.180 is an initial inhalation not exceeding
35 mm water column height pressure. The test articles submitted by the sponsor conform to this NIOSH
criterion for airflow resistance.

The exhalation resistance criteria as stated in 42 CFR Part 84.180 is an initial exhalation not exceeding
25 mm water column height pressure. The test articles submitted by the sponsor conform to this NIOSH
criterion for airflow resistance.

All test method acceptance criteria were met. Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.
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Nelson Labs.
A Sotera Health company

Study Number 1288509-801
Determination of Inhalation and Exhalation Resistance

for Air-Purifying Respirators Final Report

Results:

Test Article Number

1

2

3

Inhalation Resistance (mm H2O) | Exhalation Resistance (mm H2O)

12.5

11.6

12.4

11.6

11.2

11.6

Test Method Acceptance Criteria: The resistance measurement for the reference plate must be within
± 3 standard deviations of the mean established in the control chart.

Procedure: A complete respirator was mounted to a test fixture comprised of a metal plate with an
approximate 3.5 inch diameter hole in the center to allow airflow to reach the mask. The sample holder
was assembled by placing a Plexiglas collar around the test fixture and topping with another metal disc
with a 3.5 inch opening in the center. The sample holder is held tightly together with clamps and
connected to an air source. The manometer is attached to the sample holder by a connection port on the
Plexiglas collar.

Before testing, the manometer was zeroed and the back pressure in the sample holder checked and
verified to be acceptable. Resistance measurements were taken with a manometer capable of measuring
at least 6 inches of water. For inhalation testing, a negative airflow (vacuum) was applied. For exhalation
testing, a positive airflow (compressed air) was used. Airflow was passed through the sample holder at
approximately 85 ± 2 liters per minute (L/min).
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