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   and Prevention (CDC)                 

 
NIOSH Reference:  TN-23893 
Mfr. Reference:       171 

 
 
 
 
 
 
Shuge Zhao 
Master & Frank Enterprise Co. Ltd. 
19F. No. 57, Sec. 2 
Tun Hwa South Road 
Taipei 
TAIWAN 
 
Dear Shuge Zhao: 
 
The National Institute for Occupational Safety and Health (NIOSH) has reviewed your request 
accepted May 8, 2020.  This request was for extension of approval TC-84A-7697 for an alternate 
filter media for the model MF-01 N95 air-purifying filtering facepiece respirator.  The complete 
respirator configuration is detailed on assembly matrix file name 170AMa7.xls, revision A7, 
dated: April 21, 2020.   
 
This request is granted.  Approvals are granted only for documentation written in the  
English language.  It is the manufacturer’s responsibility to correctly translate materials desired 
in languages other than English.   

The approval label is included as an attachment to this letter.  The cautions and limitations are 
listed on the approval label. Only those assemblies affected by this request, or where new 
approval numbers are assigned, apply to this approval action.  Production approval labels cannot 
include information on unapproved configurations. 
 
The approved assemblies consist of the parts as listed on the approval labels and the assembly 
matrix.  Parts are to be marked with the numbers indicated on the approval labels in a legible and 
permanent manner (marking cannot be removed without evidence of its previous presence). 
 
No changes may be made to any respirators and accompanying documentation without prior 
written approval of NIOSH.  Requests for changes must be submitted to NIOSH and a 
modification of this approval must be granted before changes are made.   
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Additional note:  This application informed NIOSH that respirator model MF-01 has been 
cleared by the U.S. Food and Drug Administration (FDA) as a surgical mask under 510(K) 
K172963, April 4, 2018.   
 

Sincerely, 
 

 
 
 
Jeffrey Peterson 
Chief, Conformity Verification and  
Standards Development Branch 
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National Institute for Occupational Safety and Health 
National Personal Protective Technology Laboratory 
Evaluation and Testing Branch 
 

 
 

TEST REPORT 
 

 
Task Number:  TN-23893  
 
Manufacturer:  Master & Frank Enterprise Co., Ltd. 
 
Prepared by:  Jeremy Brannen  
 
Date:  May 29, 2020 
 
Tests Conducted by:  Jeremy Brannen 
 
Respirator Tested:  MF-01 
 
Tests Completed 
  
                     Test Description                                                          STP Number        
             

A. Exhalation Resistance Test                               TEB-APR-STP-0003 
B. Inhalation Resistance Test                                TEB-APR-STP-0007 
C. Sodium Chloride (NaCl) N95 Test   TEB-APR-STP-0059 

 
Overall Results 
 
The respirator system tested met the requirements of all the above procedures. 
 

http://www.cdc.gov/niosh/npptl/stps/pdfs/RCT-APR-0001.pdf


Test Data Sheet

Respirator Branch

National Institute for Occupational Safety and Health

Manufacturer: Master & Frank Enterprise Co., Ltd.

Test: Exhalation Resistance Test

TN-23893Task Number:

STP No.: 3

Reference No.: CFR 84.180

Overall Result: PASS

Comments:

Filter Type: Filter Only

Was all equipment verified to be in calibration throughout all testing? Yes No

Item Tested: MF-01

Sample ResultExhalation Exhalation

(MM of H2O) (MM of H2O)

Maximum Allowable Resistance Actual Resistance

25 7.4 PASS1

25 7.9 PASS2

25 7.6 PASS3

Date: 5/29/2020
Signature:

Engineering Technician



Manufacturer: Master & Frank Enterprise Co., Ltd.

Test: Exhalation Resistance Test

TN-23893Task Number:

STP No.: 3

Reference No.: CFR 84.180

Date: 5/29/2020
Signature:

Engineering Technician



Test Data Sheet

Respirator Branch

National Institute for Occupational Safety and Health

Manufacturer: Master & Frank Enterprise Co., Ltd.

Item Tested: MF-01

Test: Inhalation Resistance Test

TN-23893Task Number:

STP No.: 7

Reference No.: CFR 84.180

Filter Type: Filter Only

Overall Result: PASS

Sample ResultInhalation Inhalation

(MM of H2O) (MM of H2O)

Maximum Allowable Resistance Actual Resistance

35 8.1 PASS1

35 7.9 PASS2

35 8.1 PASS3

Date: 5/29/2020
Signature:

Engineering Technician



Manufacturer: Master & Frank Enterprise Co., Ltd.

Item Tested: MF-01

Test: Inhalation Resistance Test

TN-23893Task Number:

STP No.: 7

Reference No.: CFR 84.180

Comments:

Was all equipment verified to be in calibration throughout all testing? Yes No

Date: 5/29/2020
Signature:

Engineering Technician



Test Data Sheet

Evaluation and Testing Branch

National Institute for Occupational Safety and Health

Manufacturer: Master & Frank Enterprise Co., Ltd.

Item Tested: MF-01

Test: Sodium Chloride  (NaCl) - N95

TN-23893Task Number:

STP No.: 59

Reference No.: CFR 84.181

Overall Result: PASS

1 85 0.566 PASS5.00

2 85 0.671 PASS5.00

3 85 0.575 PASS5.00

4 85 0.539 PASS5.00

5 85 0.741 PASS5.00

6 85 0.745 PASS5.00

7 85 0.774 PASS5.00

8 85 0.745 PASS5.00

9 85 0.924 PASS5.00

10 85 0.820 PASS5.00

11 85 0.718 PASS5.00

12 85 0.775 PASS5.00

13 85 0.727 PASS5.00

14 85 0.694 PASS5.00

15 85 0.652 PASS5.00

16 85 0.728 PASS5.00

17 85 0.674 PASS5.00

18 85 0.829 PASS5.00

19 85 0.681 PASS5.00

20 85 0.778 PASS5.00
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Date: 5/29/2020
Signature:

Engineering Technician Form revision: 1.1     2 October 2019



Manufacturer: Master & Frank Enterprise Co., Ltd.

Item Tested: MF-01

Test: Sodium Chloride  (NaCl) - N95

TN-23893Task Number:

STP No.: 59

Reference No.: CFR 84.181

Comments:

Samples 1 and 2 were tested using the 000333TSI machine, samples 3 and 4 were tested using the 000388 TSI 

machine, and samples 5-20 were tested using the 000334 TSI machine.

Was all equipment verified to be in calibration throughout all testing? Yes No

Date: 5/29/2020
Signature:

Engineering Technician Form revision: 1.1     2 October 2019
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