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 Fiscal Year 2020  

 CERTIFICATION OF REGISTRATION  
 

This certifies that:  

 

XIANTAO DEMING HEALTHCARE PRODUCTS CO., LTD. 

No.198, Pengchang Ave. Pengchang Town, Xiantao City, Hubei 

Province, P.R.China, Xiantao, Hubei, 433018, CHINA 

 
has completed the FDA Establishment Registration (as manufacturer, contract 

manufacturer) and Device Listing with the US Food & Drug Administration, through 

 

U.S. Agent for FDA     SUNGO TECHNICAL SERVICE INC. 

Communications:       6050 W EASTWOOD AVE APT 201, CHICAGO, 

ILLINOIS 60630, USA 
                      Telephone: +1-855-957-7779 / E-mail: sungo.group@yahoo.com 

 

Registration Number: 3008311433 

Device Listing#: See annex  

 
SUNGO Technical 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. SUNGO Technical 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 certificate-holder’s device or establishment 

by the U.S. Food and Drug Administration. SUNGO Technical Service Inc. assumes no liability to any 

person or entity in connection with the foregoing. 

 

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, SUNGO Technical Service Inc. is not affiliated with the U.S. Food and Drug 

Administration. 

 

 

 
 

 
 

 

 
 

 

Executive Director 
Issued: Jan. 8 2020 
Cert. No.: 2006US116558 
Expiration Date: Dec. 31 2020 
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Fiscal Year 2020  

 CERTIFICATION OF REGISTRATION  
 

Annex to Cert. No.: 2006US116558 
 

Listing No Code Device Name 

D201044 OEA 
NON-SURGICAL ISOLATION GOWN 

(NON-SURGICAL ISOLATION GOWN) 

D201046 KHA 
MASK, SCAVENGING 

(Face mask) 

D201047 LYU 
ACCESSORY, SURGICAL APPAREL 

(ACCESSORY,SURGICAL APPAREL; Face mask) 

D201048 FYF 
CAP, SURGICAL 

(CAP,SURGICAL) 

D246481 FXP 
COVER, SHOE, OPERATING-ROOM 

(SHOE COVER) 

D246482 KME 
BEDDING, DISPOSABLE, MEDICAL 

(BEDDING,DISPASABLE,MEDICAL) 

D254359 FME 
GOWN, EXAMINATION 

(PATIENT EXAM GOWN) 

END OF THE ANNEX 
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XIANTAO DEMING HEALTHCARE PRODUCTS CO., LTD 
198#, PENGCHANG AVE. PENGCHANG TOWN, XIANTAO CITY, HUBEI PROVINCE, 433018. P.R. CHINA  
 

 
The following sample(s) was/were submitted and identified on behalf of the client as: 

Sample Description            :     (A)Surgical mask 

Style No.                             :     2020YZW034 

Sample Color                      :     (A)white+blue 

Manufacturer                      :     Xiantao Deming Healthcare Products Co.,Ltd. 

Proposed Care Instruction :      - 

Test Performed                  :     Selected test(s) as requested by applicant 
 

Sample Receiving Date      :     Apr 03, 2020 

Testing Period                    :     Apr 03, 2020 - Apr 24, 2020 

 
Test Result(s)                     :     Unless otherwise stated the results shown in this test report refer only to the 

sample(s) tested, for further details, please refer to the following page(s). 
 
 
 
 
 
 

Signed for and on behalf of 
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center 

 

 
 
 
 
 
 
 
 

Sara Guo (Account Executive)
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Test Result 
 
Medical Face Masks-Requirements and Test Methods  
(EN 14683:2019) 
 
Clause 5.2.2 Bacterial filtration efficiency (BFE)**@

 
 
 1# 2# 3# 4# 5#  
(BFE), % 99.5 >99.9 99.8 99.6 99.7  
 
Remark: Performance Requirement: Type I>95%, Type II>98%, Type IIR >98% 
**: The test was carried out by external laboratory assessed as competent 
@: This test method is not in CNAS accredited scope 
 
Clause 5.2.3 Breathability 
(EN 14683 :2019 Annex C, Flow rate 8 l/min) 
 
Sample A 
 1# 2# 3# 4# 5#  
Differential pressure  
△P (Pa/cm

2
) 

52.0 54.1 50.7 51.3 52.2  

 
Remark: Performance Requirement: Type I<40 Pa/cm

2
, Type II<40 Pa/cm

2
, Type IIR<60 Pa/cm

2
 

 
Clause 5.2.4 Splash Resistance 
 (ISO 22609 :2004, Pressure 16.0 kPa) 
 
Penetration on inside surface 

1# 2# 3# 4# 5# 6# 7# 8# 
Pass Pass Pass Pass Pass Pass Pass Pass 
9# 10# 11# 12# 13# 14# 15# 16# 

Pass Pass Pass Pass Pass Pass Pass Pass 
17# 18# 19# 20# 21# 22# 23# 24# 
Pass Pass Pass Pass Pass Pass Pass Pass 
25# 26# 27# 28# 29# 30# 31# 32# 
Pass Pass Pass Pass Pass Pass Pass Pass 

Number of Pass: 32 
Overall result: Acceptable 
 
Remark:  

1) Performance Requirement Type I: N/A, Type II: N/A, Type IIR:≥16.0kPa 

2) Distance of the medical face mask target area surface to the tip of cannula is 300±10mm. 

3) Condition and Test temperature (21±5)°C, relative humidity (85±10)% 

4) An acceptable quality limit of 4.0% is met for a single sampling plan when 29 or more of the 32 tested 
specimens show pass results 
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Clause 5.2.5 Microbial Cleanliness 
(EN 14683: 2019 Annex D) 
 
 1# 2# 3# 4# 5#  
CFU/g 19 23 20 22 22  
 
Remark: Performance Requirement: Type I≤30 CFU/g, Type II≤30 CFU/g, Type IIR≤30 CFU/g 
 
 Sample Photo  
  

 

  

 
The statement of conformity in this test report is only based on measured values by the laboratory and does not 
take their uncertainties into consideration. 
 

***End of Report*** 


















