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SUBJECT Physical & Microbiological Test 

  
 

TEST LOCATION TÜV SÜD China 
 
TÜV SÜD Products Testing (Shanghai) Co., Ltd. 

 B-3/4, No.1999 Du Hui Road, Minhang District 
Shanghai 201108, P.R. China 

  
 

CLIENT NAME Guangxi 3NOD Intelligent Health Technology Co., Ltd 

CLIENT ADDRESS Third floor, building D02, guangxi 3nod Intelligent industrial park, no.3 gaoke 
road, beihai industrial park        

  
 

TEST PERIOD 02-Apr-2020~11-Apr-2020 
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                                               (Leo Liu) 
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Note: (1) General Terms & Conditions as mentioned overleaf. (2) The results relate only to the items tested.(3) The test report shall not 
be reproduced except in full without the written approval of the laboratory.(4) Without the agreement of  the laboratory , the client is not 
authorized to use the test results for unapproved propaganda. 
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TEST REPORT 

 

Sample Description  :  Medical face masks 

Sample Quantity  :  60 pieces 

Lot Number/Batch Code  :  / 

Specification  :  BHKZ-001 

Size  :  / 

Style No. : Adult 

Type of Mask  :  Type IIR  

Brand Name  :  /  

Remark: The above information was provided by applicant. 

 

Summary of Test Results 

No. Test Item Test Standard Judgement 

1 Bacterial Filtration Efficiency (BFE) Test EN 14683:2019+AC:2019(E) Annex B Pass 

2 Differential Pressure Test EN 14683:2019+AC:2019(E) Annex C Pass 

3 Synthetic Blood Penetration Test ISO 22609:2004 Pass 

4 Microbial Cleanliness Test EN 14683:2019+AC:2019(E) Annex D Pass 

 

Note: Pass = Meet customer requirements;  

Fail = Fail customer requirements;  

# = No comment;  

N.D. = Not detected. 

 

 

Photo of Samples 
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Results 

 

No.  Test Item  Test Result 

1 Bacterial Filtration Efficiency (BFE) Test 

Specimen 1#: 99.8%  

Specimen 2#: 99.9%  

Specimen 3#: 99.7%  

Specimen 4#: 99.6%  

Specimen 5#: 99.7% 

2 Differential Pressure Test 54.0 Pa/cm2 

3 Synthetic Blood Penetration Test Specimen 1#~13#: None seen 

4 Microbial Cleanliness Test 

 Specimen 1#: 25 CFU/g  

Specimen 2#: 15 CFU/g  

Specimen 3#: 22 CFU/g  

Specimen 4#: 13 CFU/g  

Specimen 5#: 18 CFU/g 

 

Bacterial Filtration Efficiency (BFE) Test 

 

1. Purpose 

For evaluating the bacterial filtration efficiency (BFE) of mask. 
 

              
2. Sample description was given by client 

       Sample description          :   Medical face masks 

Specification                    :   BHKZ-001 
Lot Number                     :   / 
Sample Receiving Date  :   2020-04-02 
 

3. Test Method 

            EN 14683:2019+AC:2019(E) Annex B 
 

4. Apparatus and materials 

4.1 Staphylococcus aureus ATCC 6538. 
4.2 Peptone water. 
4.3 Tryptic Soy Broth(TSB). 
4.4 Tryptic Soy Agar(TSA). 
4.5 Bacterial filtration efficiency test apparatus. 
4.6 Six-stage viable particle Anderson sampler. 
4.7 Flow meters. 

 
 

5. Test specimen 

5.1 As requested by client, take a total of 5 test specimens. 
5.2 Prior to testing, condition all test specimens for a minimum of 4 h at (21±5)°C and (85±5)% 

relative humidity. 
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6. Procedure 

6.1 Preparation of the bacterial challenge: Dilute the cultutre in peptone water to achieve a 
concentration of approximately 5×105 CFU/mL. 

6.2 Adjust the flow rate through the Anderson sampler to 28.3 L/min. 
6.3 Deliver the challenge to the nebulizer using a syringe pump. Purge tubing and nebulizer of air 

bubbles. 
6.4 Perform a positive control run without a test specime to determine the number of viable aerosol 

particles being generated. The mean particle size (MPS) of the aerosol will also be calculated 
from the results of these positive control plates. 
6.4.1 Initiate the aerosol challenge by turning on the air pressure and pump connected to the 

nebulizer. Immediaterly begin sampling the aerosol using the Anderson sampler. 
6.4.2 Time the challenge suspension to be delivered to the nebulizer for 1 min. 
6.4.3 Time the air pressure and Anderson sampler to run for 2 min. 
6.4.4 At the conclusion of the positive control ran, remove plates from the Anderson sampler. 

6.5 Place new agar plates into Anderson sampler and clamp the test specimen into the top of the 
Anderson sampler, with the inside of the specimen facing towards the bacterial challenge (test 
area: 77cm2). 

6.6 Repeat the challenge procedure for each test specimen. 
6.7 Repeat a positive control after completion of the sample set. 
6.8 Perform a negative control run by collecting a 2 min sample of air from the aerosol chamber. No 

bacterial challenge should be pumped into the nebulizer during the collection of the negative 
control. 

6.9 Incubate agar plates at (37±2)°C for (20 to 52) h. 
6.10 Count each of the six-stage plates of the Anderson sampler. 
 

7. Calculation 

Total the count from each of the six plates for the test specimens and positive controls, as specified 

by the manufacture of Anderson sampler. The filtration efficiency percentages are calculated as 

follows: 

          BFE=(C-T) / C × 100 

          T is the total plate count for the test specimen. 

          C is the mean of the total plate counts for the two positive controls. 
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8. Test results* 

        

   P Value 

Stage 

Number 

Positive 

Control (A) 

Positive 

Control (B) 

Negative 

Control 

Specimen 

1# 

Specimen 

2# 

Specimen 

3# 

Specimen 

4# 

Specimen 

5# 

1 26 42 0 0 0 0 0 0 

2 65 105 0 0 0 0 0 0 

3 206 221 0 0 0 0 0 0 

4 269 387 0 0 0 2 0 1 

5 963 1109 0 0 0 5 6 4 

6 597 543 0 5 1 1 3 2 

Total (T), CFU 2126 2407 <1 5 1 8 9 7 

Average (C), 
CFU 

2.3x103= (PA+PB) / 2  

BFE ,%  99.8 99.9 99.7 99.6 99.7 

Requirements 
 

≥ 98 

Remarks 

P is the value of corresponding corrected particle counts as specified by the manufacturer of the 
cascade impactor.  
T is the total of P value for the test specimen.  
C is the mean of the total of P value of the two positive controls.  
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Differential pressure Test 

 

1.Purpose 
 

The purpose of the test was to measure the differential pressure of masks. 

 

2.Sample description was given by client  
 

Sample description          :   Medical face masks 
Specification                    :   BHKZ-001 
Lot Number                      :   / 
Sample Receiving Date   :   2020-04-02 

    

3.Test Method 

 
EN 14683:2019+AC:2019(E) Annex C 

 

4. Apparatus and materials 

 Differential pressure testing instrument 

 

5.Test specimen 
 
     5.1 Test specimen are complete masks or shall be cut from masks. Each specimen shall be able to        
           provide 5 different circular test areas of 2.5 cm in diameter. 

     5.2 Prior to testing, condition all test specimens for a minimum of 4 h at (21±5) oC and (85±5)% relative 

humidity. 
 

6. Procedure 

 
     6.1 Without a specimen in place, the holder is closed and the differential manometer is zeroed. The 

pump is started and the flow of air adjusted to 8 L/min. 
     6.2 The pretreated specimen is placed across the orifice (total area 4.9cm2, test area diameter 25mm) 

and clamped into place so as to minimize air leaks. 
     6.3 Due to the presence of an alignment system the tested area of the specimen should be perfectly in 

line and across the flow of air. 
     6.4 The differential pressure is read directly.  
     6.5 The procedure described in steps 6.1-6.4 is carried out on 5 different areas of the mask and readings 

averaged. 
 

Results: 

Specimen 
Test  Results* 

(Pa/cm2) 

Average 

（Pa/cm2） 
Requirements Judgement 

1# 57.0 

54.0 < 60 Pass 

2# 56.4 

3# 53.7 

4# 53.1 

5# 49.8 
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Synthetic Blood Penetration Test  

1.Purpose 
 

For evaluation of resistance of masks to penetration by a fixed volume of synthetic blood at a high 

velocity. 

 

2.Sample description was given by client  
   

   Sample description          :  Medical face masks 

Specification                    :  BHKZ-001 

Lot Number                     :   / 

Sample Receiving Date  :   2020-04-02 

 

3.Test Method 
 

ISO 22609:2004 

 

4.Apparatus and materials  
 

4.1 Synthetic blood. 

4.2  Tensiometer. 

4.3  Synthetic blood penetration test apparatus; 

4.4  Targeting plate. 

4.5  Air pressure source. 

4.6  Ruler. 

4.7  Balance. 

4.8  Controlled temperature and humidity chamber. 

 

5.Test specimen 
 
 

5.1 As requested by client, take a total of 13 test specimens. 

5.2 Prior to testing, condition all test specimens for a minimum of 4h at (21±5)°C and (85±5) % relative  

      humidity. 
 

6.Procedure 
 

6.1 Prepare the synthetic blood (40~44 mN/m) for the test. 

6.2 Determine the density of the synthetic blood. 

6.3 Fill the reservoir with new synthetic blood. 

6.4 Position the test specimen 30.5 cm (12 in.) from the exit of the canula. 

6.5 Set the reservoir pressure to the approximate pressure. 

6.6 Place the targeting plate approximately 1 cm away from the mask. 

6.7 Set the valve timer to 0.5 s. Collect and weigh the amount of fluid delivered (before the targeting  

      hole). 
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6.8 Set the valve timer to 1.5 s. Collect and weigh the amount of fluid delivered (before the targeting  

      hole). 

6.9 Calculate the difference in weight of the two spurts. For a test fluid with a density of 1.003, Table 1  

      gives the target difference in weight plus lower and upper limits for a velocity range within 2% of the  

      target. 

Table 1 Target weight difference 
  

Fluid Pressure 
(mmHg) 

Weight difference for 1 s difference in spurt duration (g) 

Min. Target Max. 

120 3.002 3.063 3.124 

 

6.10 Adjust the reservoir pressure and repeat steps 6.7 to 6.9 until the weight difference is within the  

        target range. 

6.11 Record the weight difference for the spurts exiting the nozzle. 

6.12 Record the pressure in the reservoir. 

6.13 Set the valve time to 0.5 s. Collect and weigh the amount of fluid passing through the targeting hole. 

6.14 Set the valve time to 1.5 s. Collect and weigh the amount of fluid passing through the targeting hole. 

6.15 The difference in weight between the 0.5 s and 1.5 s spurts through the targeting plate shall be  

        within +2 % ~ -5 % of the difference in weight from the nozzle. 

6.16 If the differential weight is less than 95 % of the weight difference exiting the nozzle, check the aim  

        of the stream to make sure it is passing cleanly through the targeting hole. 

6.17 If the differential weight is more than 102 % of the weight difference exiting the nozzle, repeat the  

        weight measurements exiting the nozzle (steps 6.7 to 6.11). 

6.18 For standard synthetic blood, the timer duration can be estimated using the formula:  

       (p is the density of the test fluid.) t = 0.5 + (2× p - g at 0.5 s) / (g at 1.5 s - g at 0.5 s). 

6.19 Record the timer setting to use as the starting point for subsequent testing. 

6.20 Mount a test specimen on the specimen holding fixture. If the mask contains pleats, spread the   

       pleats out when mounting the mask onto the fixture to present a single layer of material as the target     

       area. 

6.21 Squirt the synthetic blood onto the test specimen for the calculated time. Ensure that the synthetic  

        blood hits the target area of mask. 

6.22 Inspect the inside surface for synthetic blood penetration within 10 s of squirting the synthetic blood  

        against the target area. 

6.23 Report the results (none / penetration) for each test specimen at the test pressure. 
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Results: 

Specimen Test  Results* Requirements Judgement 

1# None Seen 

Pass Pressure at 16.0 kPa 
(120mmHg) 

Pass 

2# None Seen Pass 

3# None Seen Pass 

4# None Seen Pass 

5# None Seen Pass 

6# None Seen Pass 

7# None Seen Pass 

8# None Seen Pass 

9# None Seen Pass 

10# None Seen Pass 

11# None Seen Pass 

12# None Seen Pass 

13# None Seen Pass 
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Microbial Cleanliness Test 

1. Purpose 

The purpose of the test was to measure microbial cleanliness of mask. 
           

2. Sample description was given by client 

Sample description          :   Medical face masks 

Specification                    :   BHKZ-001 

Lot Number                     :    / 

Sample Receiving Date  :    2020-04-02 

 

3. Test Method 

According to EN ISO 11737-1:2018 to determine the microbial cleanliness of mask material, and 
refer to the procedure as described in EN 14683:2019+AC:2019(E) Annex D 
 
 

4. Apparatus and materials 

4.1 Orbital shaker. 
4.2 0.45 um filter.  
4.3 Tryptic Soy Agar (TSA). 
4.4 Sabouraud Dextrose Ager (SDA) with chloramphenicol. 
4.5 Formula of Extraction Liquid: 1g/L peptone, 5g/L NaCl and 2g/L Tween 20. 
4.6 Extraction apparatus. 
 

5. Test specimen 

5.1 As requested by client, take a total of 5 mask samples. 
5.2 Mask samples for testing are provided in the original primary packaging. 

5.3 Condition at (18 to 26)℃ and (45 to 65)% relative humidity during testing. 

 
              

6. Procedure 

6.1 Five test specimens are selected from the top, bottom and 3 randomly chosen marks. 
6.2 The mask is aseptically removed from the packaging and placed in a sterile 500 mL bottle 

containing 300 mL of extraction liquid. 
6.3 The bottle is laid down on an orbital shaker and shaken for 5 min at 250 rpm. 
6.4 After extracting, 100mL of the extraction liquid is filtered through a 0.45 um filter and laid down 

on a TSA plate for the total viable aerobic microbial count. Another 100 mL aliquot of the same 
extraction liquid is filtered in the same way and the filter plated on SDA for fungi enumeration. 

6.5 The plates are incubated for 3 days at 30oC and 7 days at (20 to 25)oC for TSA and SDA plates 
respectively. 

6.6 Calculate the colonies of each agar plate. 
 

7. Calculation 
 
For each test specimen calculate the microbial cleanliness as follows by counting the total colonies 
of the TSA and SDA plates. 
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Results*: 
 

Specimen 
Colonies of 

the TSA 
Plate 

Colonies of 
the SDA 

Plate 

Microbial 
Cleanliness, 

(CFU/g) 
Requirements Judgement 

1# 13 12 25 

According to EN ISO 
11737-1:2018 the 

microbial cleanliness of 
the mask shall be ≤30 

CFU/g tested. 

Pass 

2# 9 6 15 

3# 9 13 22 

4# 9 4 13 

5# 13 5 18 

Note: 

1.*denotes this test was carried out by external laboratory assessed as competent. 

2.This report  is for internal use only such as internal scientific research ,education, quality control, product 
R&D. 

 

-END OF THE TEST REPORT- 
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GUANGXI 3NOD WISDOM HEALTH TECHNOLOGY CO. LTD. 
THIRD FLOOR, BUILDING D02. GUANGXI 3NOD WISDOM INDUSTRIAL PARK, NO. 3 GAOKE ROAD, 
BEIHAI INDUSTRIAL PARK, CHINA. 
 
The content of this test report is extracted from t he test report number T32020240104SN where the 
sample is claimed to be identical. 
 
The following samples were submitted and identified on behalf of the client as: 
 
MEDICAL FACE MASK 

 
SGS Case No. : CA320202404899 
Style / Item No. : KZM-001 
Lot No. / Batch Code : NOT PROVIDED 
Sample Description : BLUE MASK 
Sample Receiving Date : APR 03, 2020 
Test Performing Date : APR 03 TO MAY 18, 2020 

 
Test Requested : Please refer to the result summary. 
   
Test Method & Results : Please refer to next page(s). 
   
Result Summary :  
  Test Requested Result Summary 
  ASTM F2100-19 Standard Specification for 

Performance of Materials Used in Medical Face 
Masks 

See Result 

 
********* 

 
Signed for and on behalf of 
SGS Hong Kong Ltd. 

 
 . 
Au Kam Chi, Gigi 
Technical Manager 
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ASTM F2100-19 Standard Specification for Performanc e of Materials Used in Medical Face Masks 
 

Scope : This specification covers testing and requirements for materials used in the 
construction of medical face masks that are used in providing healthcare 
services such as surgery and patient care. This specification provides for the 
classification of medical face mask material performance.  

 
Clause Test Items/requirement Test Result Summary 
   
5 Classification  See Table 1 
6 Requirements   
6.1 The properties of the medical face mask material shall 

conform to the specifications requirements in Table 1, as 
tested in accordance with Section 9. 

 

 Bacterial filtration efficiency (ASTM F2101) > 98% 
 Differential pressure (EN 14683:2019 Annex C) < 6.0 mm H2O/cm2 
 Sub-Micron Particulate Filtration (ASTM F2299) > 98% 
 Resistance to penetration by synthetic blood (ASTM F1862) Penetration not seen at 120 mm Hg 
6.2 Flammability 16 CFR Part 1610 Class 1 

 
Table 1 Medical Face Mask Material Requirements by Performance Level 
 

Characteristics Level 1  
Barrier 

Level 2  
Barrier 

Level 3  
Barrier 

Bacterial filtration efficiency, % ≥ 95 ≥ 98 ≥ 98 
Differential pressure, mm H2O/cm2 < 5.0 < 6.0 < 6.0 
Sub-micron particulate filtration efficiency 
at 0.1 micron, % 

≥ 95 ≥ 98 ≥ 98 

Resistance to penetration by synthetic blood, 
minimum pressure in mm Hg for pass result# 

80 120 160 

Flame spread Class 1 Class 1 Class 1 
 
# - 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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Result 1 Bacterial filtration efficiency ASTM F2101-19 
 
Test Side : White Color (Inside) 
Pre-Conditioning : Minimum of 4 hours at 21±5oC and 85±5% R.H. 
Dimensions of test specimen : ~ 174 mm x 170 mm 
BFE Test Area : ~ 40 cm2 
BFE Flow Rate : 28.3 l/min 
Test bacteria : Staphylococcus aureus ATCC 6538 
Mean Particle Size : 2.7 µm 
Positive Control Average : 2.7 x 103 CFU 
Negative Monitor Count : < 1 CFU 

 
Test Specimen Percent BFE (%) 

1 99.9 
2 99.8 
3 99.9 
4 99.9 
5 99.9 

 
Result 2 Differential pressure EN14683:2019+AC:2019 Appendix C 
 
Test Side : White Color (Inside) 
Pre-Conditioning : Minimum of 4 hours at 21±5oC and 85±5% R.H. 
Dimensions of test specimen : ~ 174 mm x 170 mm 
Flow Rate : 8 l/min 

 
Test Specimen ΔP (mm H2O/cm2) ΔP (Pa/cm2) 

1 3.8 37.0 
2 3.8 37.0 
3 3.7 36.0 
4 3.8 37.0 
5 3.7 36.0 
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Result 3 Sub-Micron Particulate Filtration ASTM F2299/F2299M-03 (Reapproved 2017) 
 
Test Side : Blue Side 
Pre-Conditioning : Minimum of 4 hours at 21±3oC and 30-50±5% R.H. 
Test Condition : 20 o C and 24% R.H. 
Test Area : 91.5 cm2 
Particle Size : 0.1 µm 
Average Filtration Efficiency : 99.69% 
Standard Deviation : 0.052 

 
Test Specimen Test Article Counts Average Control Counts Filtration Efficiency (%) 

1 49 12,992 99.62 
2 35 13,208 99.73 
3 36 13,293 99.73 
4 49 13,865 99.65 
5 41 14,439 99.72 

 
Result 4 Resistance to penetration by synthetic blood ASTM F1862/F1862M-17 

 
Test Side : Blue Side 
Pre-Conditioning : Minimum of 4 hours at 21±5oC and 85±5% R.H. 
Test Condition : 20.5 o C and 22% R.H. 
Test Pressure : 120 mmHg 
No of Test Specimen Tested : 32 
No of Test Specimen Passed : 32 

 
Test Specimen # Synthetic Blood Penetration 

1-32 None Seen 
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Result 3 Flammability Test of Clothing Textiles (16 CFR Part 1610 - October 20, 2008 Edition) 
 
Sample : Fabric cut from submitted sample 
Fabric Surface : Plain (Face) 
Test Specimen Direction : Length 

 
 As Received 
 Flame Spread (sec.) Burn Code 

(1) -- IBE 
(2) -- IBE 
(3) -- IBE 
(4) -- IBE 
(5) -- IBE 
Flammability Classification: Class 1 

  
Requirement: Class 1 

 
Remarks:  
   

1. Class 1 – Normal Flammability  
Class 1 textiles exhibit normal flammability and are acceptable for use in clothing. 

  Test Criteria for plain surface textile fabric: 
(A) There are no burn times; or 
(B) There is only one burn time and it is equal to or greater than 3.5 seconds; or 
(C) The average burn time of two or more specimens is equal to or greater than 3.5 seconds. 

2. Disposable fabrics and garments shall not apply to be refurbished before testing. 

 
Burn Code Description: 

IBE = Ignited, but extinguished 
 

Note : All the test results except Flammability test contained in this Test Report was conducted by a SGS 
assessed competent subcontractor laboratory 
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Photo Appendix 
 

  
Sample as received 

 
*** End of Report *** 

 



Allgemeine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

 
Formblatt für Medizinprodukte, außer In-vitro-Diagnostika

Form for Medical Devices except In Vitro Diagnostic Medical Devices
 

Zuständige Behörde / Competent authority

Code
DE/CA20

Bezeichnung / Name
Bezirksregierung Düsseldorf, Dezernat 24

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

Ort / City
Düsseldorf

Postleitzahl / Postal code
40474

Straße, Haus-Nr. / Street, house no.
Cecilienallee 2

Telefon / Phone
+49-211-4750

Telefax / Fax
+49-211-4752671

E-Mail / E-mail
dez24.mpg@brd.nrw.de

Anzeige / Notification

Registrierdatum bei der zuständigen Behörde
Registration date at competent authority

Registriernummer / Registration number

Typ der Anzeige / Notification type
S Erstanzeige / Initial notification
£ Änderungsanzeige / Notification of change
£ Widerrufsanzeige / Notification of withdrawal

Frühere Registriernummer bei Änderungs- und Widerrufsanzeige
Previous registration number if notification has been changed or withdrawn

Anzeigender nach § 25 MPG / Reporter pursuant to § 25 Medical Devices Act, MPG
£ Hersteller / Manufacturer
S Bevollmächtigter / Authorised Representative
£ Einführer / Importer
£ Verantwortlicher für das Zusammensetzen von Systemen oder Behandlungseinheiten nach § 10 Abs. 1 und 2
MPG \ Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG
£ Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs. 1 MPG i. V. m. § 4 Abs. 2 MPBetreibV
     Institution (processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBetreibV
£ Betrieb oder Einrichtung (sterilisieren) nach § 25 Abs. 2 i. V. m. § 10 Abs. 3 MPG
     Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG

Anlage 1
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00303238
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Anzeigender / Reporting organisation (person)

Code
DE/0000048026

Bezeichnung / Name
Caretechion GmbH

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

Ort / City
Düsseldorf

Postleitzahl / Postal code
40474

Straße, Haus-Nr. / Street, house no.
Niederrheinstraße 71

Telefon / Phone
+49 211 300 366 18

Telefax / Fax

E-Mail / E-mail
jian.wang@caretechion.de

Hersteller / Manufacturer

Bezeichnung / Name
Guangxi 3NOD Intelligent Health Technology Co., Ltd.

Staat / State
CN

Ort / City
Beihai

Postleitzahl / Postal code
536000

Straße, Haus-Nr. / Street, house no.
Third floor, Building D02, Guangxi 3NOD Smart Industrial Park, No.3 Gaoke Road, Beihai Industrial Park

Telefon / Phone
+86-19806658677

Telefax / Fax

E-Mail / E-mail
Songgang.zhan@3nod.com.cn

Sicherheitsbeauftragter für Medizinprodukte nach § 30 Abs. 2 MPG 9)
Safety officer for medical devices pursuant to § 30 (2) Medical Devices Act, MPG

Bezeichnung / Name
Ingo Becker

Staat / State
Deutschland

Land / Federal state
Nordrhein-Westfalen

Ort / City
Erftstadt

Postleitzahl / Postal code
50374

Straße, Haus-Nr. / Street, house no.
Elly-Heuss-Knapp-Weg, 26

Telefon / Phone
022356892667

Telefax / Fax

E-Mail / E-mail
ingo.becker@ka-becker.de

Anlage 1
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00303238
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Vertreter / Deputy (optional)

Bezeichnung / Name

Telefon / Phone Telefax / Fax

E-Mail / E-mail

S Erstanzeige / Initial notification
£ Änderungsanzeige / Notification of change

Anlage 1
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00303238
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Medizinprodukt (Erstmaliges Inverkehrbringen) / Medical device (First placing on the market)

Klasse / Class
S I
£ I - steril / sterile
£ I - mit Messfunktion / with measuring function
£ I - steril und mit Messfunktion / sterile and with measuring function
£ IIa
£ IIb
£ III
£ III - hergestellt unter Verwendung von Gewebe tierischen Ursprungs im Sinne der Verordnung
     (EU) Nr. 722/2012
     manufactured utilising tissues of animal origin in terms of Commission Regulation (EU) No 722/2012
£ Aktives implantierbares Medizinprodukt / Active implantable medical device
£ Aktives implantierbares Medizinprodukt - hergestellt unter Verwendung von Gewebe tierischen Ursprungs im
     Sinne der Verordnung (EU) Nr. 722/2012
     Active implantable medical device - manufactured utilising tissues of animal origin in terms of Commission
     Regulation (EU) No 722/2012

App (Software auf mobilen Endgeräten) £ ja / yes S nein / no

Nummer(n) der Bescheinigung(en) / Certificate number(s)

Handelsname des Produktes / Trade name of the device
Medical Face Masks

Produktbezeichnung / Name of device

Nomenklaturcode / Nomenclature code
12-458

Nomenklaturbezeichnung / Nomenclature term
Maske, Chirurgie

Kategoriecode / Category code
10

Kategorie / Category
Produkte zum Einmalgebrauch

Kurzbeschreibung deutsch / German short description
Die Produkte sollen zum Schutz vor der Ausbreitung oder Übertragung infektiöser Keime bei
chirurgischen Eingriffen in Operationssälen und anderen medizinischen Einrichtungen getragen werden.
Einmalgebrauch und nicht steril.
Kurzbeschreibung englisch / English short description
The Disposable Medical Face Masks are intended to be worn to protect against the spread or
transmission of infectious germs during surgical interventions in operating theatres and other medical
facilities. Single-use and non-sterile.

Anlage 1
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00303238
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Medizinprodukte (Aufbereiten) / Medical devices (Reprocessing)

£ Semikritische Medizinprodukte / Semicritical medical devices
    £ Gruppe A / Group A
    £ Gruppe B / Group B

£ Kritische Medizinprodukte / Critical medical devices
    £ Gruppe A / Group A
    £ Gruppe B / Group B
    £ Gruppe C / Group C
     Nummer der Bescheinigung / Certificate number

Sterilisationsverfahren / Sterilisation procedures
£ Dampfsterilisation / Steam sterilisation
£ Gassterilisation / Gas sterilisation
£ Strahlensterilisation / Radiation sterilisation
£ andere / others
     Angewandtes Verfahren / Applied procedure

Ich versichere, dass die Angaben nach bestem Wissen und Gewissen gemacht wurden.
I affirm that the information given above is correct to the best of my knowledge.

Ort
City Erftstadt

.......................................................................................................

Datum
Date 2020-04-23

.......................................................................................................

Name
Ingo Becker

.......................................................................................................

Unterschrift
Signature

Bearbeitungsvermerke / Processing notes
Nur von der zuständigen Behörde auszufüllen / To be filled in only by the competent authority

Bearbeiter / Person responsible Telefon / Phone

Anlage 1
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00303238
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DIMDI - Deutsches Institut für Medizinische Dokumentation und Information

Anzeige

Meldungsnummer 00162146
Formularnummer 00303238
Typ der Anzeige Erstanzeige Medizinprodukt
Anzeigender nach § 25 MPG Bevollmächtigter
Datum der Weiterleitung an
zuständige Behörde

2020-04-23

Bearbeitungsstatus weitergeleitet zur Behörde
Bearbeitungsdatum 2020-04-23
Erstellungsdatum 2020-04-23

Angaben zum Anzeigenden

Code DE/0000048026
Bezeichnung Caretechion GmbH
Staat Deutschland
Land Nordrhein-Westfalen
Postleitzahl 40474
Ort Düsseldorf
Straße/Haus-Nr. Niederrheinstraße 71
Telefon +49 211 300 366 18
E-Mail jian.wang@caretechion.de

Sicherheitsbeauftragter für Medizinprodukte nach § 30 Abs. 2 MPG

Name Ingo Becker
Staat Deutschland
Land Nordrhein-Westfalen
Postleitzahl 50374
Ort Erftstadt
Straße/Haus-Nr. Elly-Heuss-Knapp-Weg, 26
Telefon 022356892667
Telefax —
E-Mail ingo.becker@ka-becker.de

Zuständige Behörde

Code DE/CA20
Bezeichnung Bezirksregierung Düsseldorf, Dezernat 24
Staat Deutschland
Land Nordrhein-Westfalen
Straße/Haus-Nr. Cecilienallee 2
Postleitzahl 40474
Ort Düsseldorf
Telefon +49-211-4750
Telefax +49-211-4752671

Anzeige



E-Mail dez24.mpg@brd.nrw.de

Produkt

Produkttyp nichtaktives Medizinprodukt
Klasse I
App (Software auf mobilen
Endgeräten)

Nein

Tragen alle Medizinprodukte eine CE-
Kennzeichnung und werden innerhalb
ihrer Zweckbestimmung eingesetzt?

—

Medizinprodukt

Handelsname Medical Face Masks
Allgemeine Produktbezeichnung —
Nomenklaturcode 12-458
Nomenklaturbezeichnung Maske, Chirurgie
Kategorie Produkte zum Einmalgebrauch
Kurzbeschreibung in Deutsch Die Produkte sollen zum Schutz vor der Ausbreitung oder Übertragung

infektiöser Keime bei chirurgischen Eingriffen in Operationssälen und
anderen medizinischen Einrichtungen getragen werden.
Einmalgebrauch und nicht steril.

Kurzbeschreibung in Englisch The Disposable Medical Face Masks are intended to be worn to protect
against the spread or transmission of infectious germs during surgical
interventions in operating theatres and other medical facilities.
Single-use and non-sterile.

1.Hersteller

Bezeichnung Guangxi 3NOD Intelligent Health Technology Co., Ltd.
Staat China
Ort Beihai
Postleitzahl 536000
Strasse Third floor, Building D02, Guangxi 3NOD Smart Industrial Park, No.3

Gaoke Road, Beihai Industrial Park
Telefon +86-19806658677
Telefax —
E-Mail Songgang.zhan@3nod.com.cn





Intertek Testing Services Ltd., Shanghai  

Floor 2, No. 15&16, Lane 1988, Changzhong 

Road, Shanghai  

Telephone (86) 21 5339 7742 

Website: https://www.intertek.com.cn/ 

 

 

 

 

 

 

 

2020-06-03 

 

 

To Whom It May Concern 

 

This is to confirm that the Initial audit was carried out as follows: 

 

Company: Shenzhen 3Nod Electronic Co., Ltd 

 

Address: 3rd floor, Zone 1, Building 14, Hengmingzhu science and technology industrial park, Xinqiao 

tongfu industrial park, Shajing Street, Baoan, Shenzhen, Guangdong, 518105, China 

 

Standard: ISO13485:2016 

 

Audit Date: Stage1: 15-17, May, 2020  Stage2: 28-31, May, 2020 

              

Scope: Manufacture of disposable medical face masks(non-sterile). 

 

The corrective action plan proposed by the company are acceptable, therefore the certificate for a 

Quality Management System should be issued. 

 

Yours sincerely, 

 

 

Intertek Testing Services Ltd., Shanghai 

 

 

 

Mr. Shizhen Ke 

Manager, Medical device, China 

Business Assurance, Intertek 
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韦广辉
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医疗器械生产产品登记表

第1页，共1页

企业名称 广西三诺智慧健康科技有限公司

许可证编号 桂食药监械生产许20200062号

许可证有效期限 至2021年4月23日

生产范围 Ⅱ类:14-14医护人员防护用品

生产产品列表

序号 产品名称 注册号 登载日期 备注

1
一次性使用医用
口罩（非无菌）

桂械注准20202140175 2020年4月24日
应急审批
产品。

发证部门（公章）：

广西壮族自治区药品监督管理局
._.

2020年4月24日
 



Meetrapport/measurement report nr. DATE 22-05-2022 Lighthouse 3100 output
Client name Mouth Mask Brand 3NOD
adress Mouth Mask Type Medical
email sterilsed/new New / type 2R
Phone

GreenCycl BV Operator Name PVS
3454 PV  De Meern time 14:38
info@greencycl.nl FOTO nr
Tel.: 030 – 602 38 30

banchmarking
Flow 1F^3
measurement time 1min
Self Imbibition Filter
particle size 0.3 0.5 1.0 3.0 5.0
environment particles 1 474821 58438 13020 886 656
environment particles 2 474821 58438 13020 886 656 type
avarage 474821 58438 13020 886 656 BFE IIR
particles counted 0.3 mu 0.5 mu 1.0 mu 3 mu 5 mu percentage particles filtered [%] 
Disposable Medical Mask 3NOD Type-IIR 0.3 0.5 1.0 3.0 5.0
Brand: 3NOD 178618 13665 1728 0 0 62 77 87 100 100
Type No.: BHKZ-001 226651 18132 2386 0 0 52 69 82 100 100
mean 202634,5 15898,5 2057,0 0,0 0,0 57,3 72,8 84,2 100,0 100,0

Important note:
•       Measurements are done with dry environmental particles according to our own standards. The percentages indicate the percentage of particles filtered per particle size category (0.3 0.5 1 and 5 mu) in a 
standardised volume of air. Measurements are done at 28 liter/min. More information can be found on www.greencycl.org..
•       Each sample is 1 mask. All measurements will be published anonymously on www.greencycl.org.
•       Sample 1&2 represent 2 different locations on the first masker

293
Colorfone

Melbournestraat 68
info@colorfone.nl

0104298180
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