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Kunden-Referenz-Nr.: 
Client Reference No.: 

 

N/A Auftragsdatum: 
Order date: 

 

Nov. 30, 2020 

Auftraggeber: 
Client: 

Guangzhou Dayun Medical Technology Co.,Ltd. 
No.632, Xintang Avenue, Xintang Town, Zengcheng District Guangzhou, Guandong, 
China 

Prüfgegenstand: 
Test item: 

 

Disposable Medical Mask 

Bezeichnung / Typ-Nr.: 
Identification / Type No.: 

DY-01 

Auftrags-Inhalt: 
Order content: 

 
Type test   

 

Prüfgrundlage: 
Test specification: 

EN 14683:2019+AC:2019 except for clause 5.2.6 

Wareneingangsdatum: 
Date of sample receipt: 

 

Nov. 30, 2020 

Prüfmuster-Nr.: 
Test sample No.: 

 

20201013 

Prüfzeitraum: 
Testing period: 

 

Nov. 30, 2020 to  Dec. 24, 
2020 

Ort der Prüfung: 
Place of testing: See page 3 

Prüflaboratorium: 
Testing laboratory: 

 

TÜV Rheinland (Shenzhen) 
Co., Ltd. 

Prüfergebnis*: 
Test result*: 

Pass  

See Attachment: Photo documentation for details. 

geprüft von: 

tested by: Yazhen Xu 

  Datum: 

Date: Dec. 28, 2020 

Stellung / Position: Engineer 

 
 

kontrolliert von: 

authorized by: Angela Chen 

Ausstellungsdatum: 

Issue date: Dec. 28, 2020 

Stellung / Position: Department Manager  
 

 

Sonstiges / Other:  

-   The test report consists of EN 14683 test report including this cover page (13 pages) and attachment: Photo 
documentation (3 pages).  

-  The Biocompatibility (clause 5.2.6) is not evaluated in this test report. 

Zustand des Prüfgegenstandes bei Anlieferung: 
Condition of the test item at delivery: 

Prüfmuster vollständig und unbeschädigt  
Test item complete and undamaged  

* Legende:  1 = sehr gut 2 = gut 3 = bef riedigend 4 = ausreichend 5 = mangelhaf t 
 P(ass) = entspricht o.g. Prüfgrundlage(n) F(ail) = entspricht nicht o.g. Prüfgrundlage(n) N/A = nicht anwendbar N/T = nicht getestet 

Legend:  1 = very good 2 = good 3 = satisfactory 4 = sufficient 5 = poor 

 P(ass) = passed a.m. test specification(s) F(ail) = failed a.m. test specification(s) N/A = not applicable N/T = not tested 

Dieser Prüfbericht bezieht sich nur auf das o.g. Prüfmuster und darf ohne Genehmigung der Prüfstelle nicht 
auszugsweise vervielfältigt werden. Dieser Bericht berechtigt nicht zur Verw endung eines Prüfzeichens. 

This test report only relates to the a. m. test sample. Without permission of the test center this test report is not permitted to be 
duplicated in extracts. This test report does not entitle to carry any test mark. 
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EN 14683:2019+AC: 2019 
Medical face masks ² 

Requirements and test methods 
Report Reference No. ................. : CN200T59 001 

Date of issue.............................. : See cover page  

Total number of pages................ : See cover page  

  

Testing Laboratory ..................... : TÜV Rheinland (Shenzhen) Co., Ltd. 

Address..................................... : 1601 R&D Room, 1602-1604, 17-18F, Building 7 Site C, Vanke 
Cloud City Phase I, XingKe First Street, Xili Street, Xili Community, 
Nanshan District, Shenzhen 518052, P.R. China 

ApplicanW¶V name ....................... : Guangzhou Dayun Medical Technology Co.,Ltd. 

Address..................................... : No.632, Xintang Avenue, Xintang Town, Zengcheng District 
Guangzhou, Guandong, China 

Test specification:  

Standard.................................... : EN 14683:2019+AC:2019 

Test procedure........................... : Type test 

Non-VWandard WeVW meWhod«««..: N/A 

Test Report Form No. ................. : EN 14683:2019+AC:2019_B 

Test Report Form Originator ....... : TÜV Rh (SZ) 

Master TRF ................................ : 2020-09 

Test item description.................. : Disposable Medical Mask 

Trade Mark ................................ : 

 

Manufacturer ............................. : Same as the applicant 

Model/Type reference ................. : DY-01 

Classification ............................. : Type IIR 
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List of Attachments (including a total number of pages in each attachment):  

Attachment ± Photo Documentation (3 pages) 

Summary of testing: 

Tests performed (name of test and test clause): 
Construction check according to: 

Clause 5.1.1 Materials and construction 

Clause 5.1.2 Design 

 

Testing location: 

TÜV Rheinland (Shenzhen) Co., Ltd. 

1601 R&D Room, 1602-1604, 17-18F, Building 7 
Site C, Vanke Cloud City Phase I, XingKe First 
Street, Xili Street, Xili Community, Nanshan 
District, Shenzhen 518052, P.R. China 

Clause 5.2.2 Bacterial filtration efficiency (BFE) 

Clause 5.2.3 Breathability 

Clause 5.2.4 Splash resistance 

Clause 5.2.5 Microbial cleanliness (Bioburden) 

 

TÜV Rheinland (Shanghai) Co., Ltd.  

Shanghai TÜV Rheinland Building, No. 177 , Lane 
777, West Guangzhong Road, Jing'an District, 
Shanghai, 200072, P.R.China 
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Copy of marking plate 

The artwork below may be only a draft. The use of certification marks on a product must be 
authorized by the respective NCBs that own these marks. 

 
Figure 1 Top view of packaging box 

 
Figure 2 Front view of packaging box 

 
Figure 3 Back view of packaging box 
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Figure 4 Side view of packaging box 

 
Figure 5 Instruction for use 
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Figure 6 Certificate 
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Testing  
Date of receipt of test item(s) ............................. : See cover page 
Dates of tests performed................................... : See cover page 

Possible test case verdicts:  

- test case does not apply to the test object ............. : N/A 

- test object does meet the requirement .................. : P (Pass) 

- test object was not evaluated for the requirement ... : N/E (collateral standards only) 

- test object does not meet the requirement ............. : F (Fail) 
 

General remarks: 

"(See Attachment #)" refers to additional information appended to the report. 
"(See appended table)" refers to a table appended to the report. 
The tests results presented in this report relate only to the object tested. 
This report shall not be reproduced except in full without the written approval of the testing laboratory. 
List of test equipment must be kept on file and available for review. 
Additional test data and/or information provided in the attachments to this report.  
 
Throughout this report a  comma /  point is used as the decimal separator. 
 

Name and address of factory (ies) ......................: Same as the applicant 

General product information: 

1, The tested medical mask classified as type IIR. 
2, The Biocompatibility (clause 5.2.6) is not evaluated in this test report.  
3, The test results are for reference only. Relevant certification may be needed if the mask is 
intended to be sold in Europe. 
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4 Classification P 

 Medical face masks specified in this European 
Standard are classified into two types (Type I and Type 
II) according to bacterial filtration efficiency whereby 
Type II is further divided according to whether or not 
the mask is splash resistant. The 'R' signifies splash 
resistance. 

Type IIR P 

5 Requirements P 

5.1 General P 

5.1.1 Materials and construction  P 

 The medical face mask is a medical device, generally 
composed of a filter layer that is placed, bonded or 
moulded between layers of fabric.  

3 ply designed with two layers of 
nonwoven fabric and one layer 
of melt-blown nonwoven. 

P 

 The medical face mask shall not disintegrate, split or 
tear during intended use.  

 P 

 In the selection of the filter and layer materials, 
attention shall be paid to cleanliness. 

 P 

5.1.2 Design  P 

 The medical face mask shall have a means by which it 
can be fitted closely over the nose, mouth and chin of 
the wearer and which ensures that the mask fits closely 
at the sides. 

 P 

 Medical face masks may have different shapes and 
constructions as well as additional features such as a 
face shield (to protect the wearer against splashes and 
droplets) with or without anti-fog function, or a nose 
bridge (to enhance fit by conforming to the nose 
contours). 

With nose clip P 

5.2 Performance requirements  P 

5.2.1 General  P 

 All tests shall be carried out on finished products or 
samples cut from finished products. 

 P 

5.2.2 Bacterial filtration efficiency (BFE)  P 

 When tested in accordance with Annex B, the BFE of 
the medical face mask shall conform to the minimum 
value given for the relevant type in Table 1. 

See appended table 5.2.2 P 

 For thick and rigid masks such as rigid duckbill or cup 
masks the test method may not be suitable as a proper 
seal cannot be maintained in the cascade impactor. In 
these cases, another valid equivalent method shall be 
used to determine the BFE. 

Not such mask. N/A 

 When a mask consists of two or more areas with 
different characteristics or different layer-composition, 
each panel or area shall be tested individually. 

Same characteristics and same 
layer-composition 

N/A 

 The lowest performing panel or area shall determine 
the BFE value of the complete mask 

See above N/A 

5.2.3 Breathability  P 
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 When tested in accordance with Annex C, the 
differential pressure of the medical face mask shall 
conform to the value given for the relevant type in Table 
1. 

See appended table 5.2.3 P 

 If the use of a respiratory protective device as face 
mask is required in an operating theatre and/or other 
medical settings, it might not fulfil the performance 
requirements with regard to differential pressure as 
defined in this European Standard. In such case, the 
device should fulfil the requirement as specified in the 
relevant Personal Protective Equipment (PPE) 
standard(s). 

 N/A 

5.2.4 Splash resistance  P 

 When tested in accordance with ISO 22609:2004 the 
resistance of the medical face mask to penetration of 
splashes of liquid shall conform to the minimum value 
given for Type IIR in Table 1. 

See appended table 5.2.4 P 

5.2.5 Microbial cleanliness (Bioburden)  P 

 When tested according to EN ISO 11737-1:2018 the 
bioburden of the medical mask shall be ≤ 30 CFU/g 
tested (see Table 1). 

See appended table 5.2.5 P 

5.2.6 Biocompatibility  N/E 

 According to the definition and classification in EN ISO 
10993-1:2009, a medical face mask is a surface device 
with limited contact.  

The biocompatibility is not 
evaluated in this test report. 

N/E 

 The manufacturer shall complete the evaluation of the 
medical face mask according to EN ISO 10993-1:2009 
and determine the applicable toxicology testing regime.  

 N/E 

 The results of testing should be documented according 
to the applicable parts of the EN ISO 10993 series.  

 N/E 

 The test results shall be available upon request.  N/E 

6 Marking, labelling and packaging  P 

 Annex I, §13, of the Medical Devices Directive 
(93/42/EEC) or Annex I, §23, of the Medical Device 

Regulation (EU) 2017/745 specifies the information that 
should be specified on the packaging in which the 
medical face mask is supplied. 

See “Copy of marking plate´. P 

 The following information shall be supplied:  P 

 a)  number of this European Standard;  P 

 b)  type of mask (as indicated in Table 1).  P 

 EN ISO 15223-1:2016 and EN 1041:2008+A1:2013 
should be considered. 

 P 
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5.2.2  TABLE: Bacterial filtration efficiency (BFE)  P 

Batch/ 
lot no.: 

Test 
Specimen 
no.: 

Dimension 
of the test 
specimen 

L x W (mm 
x mm) 

test area 

(cm2) 

Flow rate 

(l/min) 

Mean of the 
total plate 
counts of 
the two 
positive 
controls  

Mean plate 
count of 

the 
negative 
controls 

BFE for 
each test 
specimen 

(%) 

Remarks  

2020101
3 

1 100 x 100 50 28.3 

2120 ＜1 

99.9 -- 

2 100 x 100 50 28.3 99.9 -- 

3 100 x 100 50 28.3 99.9 -- 

4 100 x 100 50 28.3 99.9 -- 

5 100 x 100 50 28.3 99.9 -- 

Supplementary information:  
1, Each specimen was conditioned at 21 °C and 85 % relative humidity for 4 h to bring them into equilibrium with 
atmosphere prior to testing. 
2, The side of the test specimen was facing towards the challenge aerosol: the inside of the test specimen. 
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5.2.3 TABLE: Breathability (Differential pressure) P 

Batch/ 
lot 
no.: 

Test 
Specimen 
number-
Test area 
number 

Differential pressure for 
each test area 

(Pa/cm2) 

The 
averaged 

differential 
pressure for 

each test 
specimen 

(Pa/cm2) 

Flow rate 
(l/min) 

Remarks  

202010
13 

1-1 37.9 

36.6 

8.0 -- 

1-2 37.5 8.0 -- 

1-3 38.4 8.0 -- 

1-4 31.9 8.0 -- 

1-5 37.3 8.0 -- 

2-1 37.8 

36.4 

8.0 -- 

2-2 40.2 8.0 -- 

2-3 34.7 8.0 -- 

2-4 32.7 8.0 -- 

2-5 36.8 8.0 -- 

3-1 36.7 

35.2 

8.0 -- 

3-2 34.8 8.0 -- 

3-3 38.9 8.0 -- 

3-4 33.1 8.0 -- 

3-5 32.6 8.0 -- 

4-1 35.3 

34.6 

8.0 -- 

4-2 33.7 8.0 -- 

4-3 38.1 8.0 -- 

4-4 32.6 8.0 -- 

4-5 33.6 8.0 -- 

5-1 35.8 

34.8 

8.0 -- 

5-2 32.0 8.0 -- 

5-3 35.2 8.0 -- 

5-4 34.8 8.0 -- 

5-5 36.6 8.0 -- 

Supplementary information: 

Each specimen was conditioned at 21 °C and 85 % relative humidity for 4 h to bring them into equilibrium with 
atmosphere prior to testing. 

 

5.2.4 TABLE: Splash resistance P 
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Batch/ lot no.: Test mask no.: The material 
of tested 

mask 

Test result 

(Pass/fail) 

Remarks  

20201013 1 

See clause 
5.1.1 

Pass -- 

2 Pass -- 

3 Pass -- 

4 Pass -- 

5 Pass -- 

6 Pass -- 

7 Pass -- 

8 Pass -- 

9 Pass -- 

10 Pass -- 

11 Pass -- 

12 Pass -- 

13 Pass -- 

14 Pass -- 

15 Pass -- 

16 Pass -- 

17 Pass -- 

18 Pass -- 

19 Pass -- 

20 Pass -- 

21 Pass -- 

22 Pass -- 

23 Pass -- 

24 Pass -- 

25 Pass -- 

26 Pass -- 

27 Pass -- 

28 Pass -- 

29 Pass -- 

30 Pass -- 

31 Pass -- 

32 Pass -- 
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5.2.5 TABLE: Microbial cleanliness (Bioburden)  P 

Batch/ lot 
no.: 

Mask(under 
test) no.: 

Weight of each 
mask 

(g) 

Total bioburden 
per individual 

mask 

(CFU) 

Total bioburden 
per gram 

(CFU/g) 

Remarks  

20201013 1 3.35 81 24.18 -- 

2 3.35 75 22.39 -- 

3 3.40 72 21.18 -- 

4 3.36 63 18.75 -- 

5 3.35 66 19.70 -- 

Supplementary information: 

 

 
 

End of EN 14683 test report 
 

Supplementary information: 

1, Splash resistance pressure ≥16.0 kPa. 

2, Each specimen was conditioned at 21 °C and 85 % relative humidity for 4 h to bring them into equilibrium 
with atmosphere prior to testing. 

3, The description of target area tested: the centre of outside. 

4, Any technique used to enhance visual detection of synthetic blood:  none. 

5, The temperature and relative humidity for testing: 21 °C and 85 %. 

6, Description of any pre-treatment techniques used:  constant temperature and humidity machine was used. 
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Figure 1  General view of mask 
 

 
Figure 2   General view of mask 
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Product: Disposable Medical Mask 

Type Designation: DY-01 
 

 

  
 

 
Figure 3   General view of mask 

 

 

Figure 4   General view of mask (3 ply) 
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Product: Disposable Medical Mask 

Type Designation: DY-01 
 

 

  
 

 

Figure 5   View of nose clip  
 
 
 

END OF THE PHOTO DOCUMENTATION 
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Sample Description As Declared : 

No. Of Sample                   100pcs 
Product Description      Disposable Medical Mask  
Colour                               Black 
Model No. DY-01 
Product Type                  Single shift use only  
Claimed Classification       Type IIR 

 

 

Test Report - Products  

 

  

Test Report No.: 244283190a 001 Page 1 of 4 

Client: 

Contact Information:  

 
GUANGZHOU DAYUN MEDICAL TECHNOLOGY CO., LTD.  
No. 632, Xintang Avenue, Xintang Town,  Zengcheng District, Guangzhou, 
Guangdong, China 
Contact Person： Liupan 

Sample obtaining method: Sending by customer 

Condition at delivery: Test item complete and undamaged. 

Sample Receiving date: 2020-12-01 

Delivery condition: Apparent good, Samples tested as received 

Test Period: 2020-12-01 to 2020-12-24 

Place of testing: Textiles laboratory Shanghai and Chemical laboratory 

  

Test Specification: 
EN 14683:2019 + AC: 2019  Medical  Face Masks- Requirements and Test 
Methods 
 
 

Test Result 
Please refer to next page 

 
 
 
 
For and on behalf of 

TÜV Rheinland (Shanghai) Co., Ltd.  

 

         
                    
 
                                         

2021-02-02    Joyce Zhou/Assistant Technical Manager 

 

 

 

 
 
 
 
 
              Peonia Zhang/ Senior Project Engineer      
                                
                                         Name/Position Date Name/Position 

 

Sample information is provided by customer. Test result is drawn according to the kind and extent of tests performed.  
This test report relates to the above mentioned test sample. Without permission of the test center this test report is not 
permitted to be duplicated in extracts. This test report does not entitle to carry any safety mark on this or similar products. 
³Decision RXle´ docXmenW annoXnced in oXr ZebsiWe (https://www.tuv.com/landingpage/en/qm-gcn/) describes the statement of 
conformity and its rule of enforcement for test results are applicable throughout this test report 
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Summary of test results 
 

Clause Test Description M001    

5.2.2 Bacterial filtration efficiency M    

5.2.3 Breathability M    

5.2.4 Splash resistance M    

5.2.5 Microbial cleanliness M    

 
Note : M = Meet Performance Standard F = Below Performance Standard 
          # = No Specified Requirement * = No Submitted Information 
          N/A = Not Applicable  
 
 
 
Material list 
 
Material No. Material Color Location 

M001 Whole Product Black Disposable Medical Mask 
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1. Bacterial filtration efficiency 
Test method : EN 14683:2019+AC：2019 Clause 5.2.2 
Test Side: : Face side 
Test specimen (L x M) : 100mm x 100mm 
Test area : 50 cm2 
Flow rate : 28.3 l/min 
Mean of the total plate counts of the 
two positive controls 

: 2120 CFU 

Mean plate count of the negative 
controls 

: <1 CFU 

Mean particle size : 3.0±0.3µm 
Test bacteria : Staphylococcus aureus ATCC 6538 
Pre-conditioning : 21±5°C and 85±5 % relative humidity for at least 4h 
Requirement : T\Se IIR: � 98% 
 

M001 
 Specimen 1 Specimen 2 Specimen 3 Specimen 4 Specimen 5 
B (%) 99.9 99.9 99.9 99.9 99.9 

Conclusion Pass 
 

 

2. Breathability  
Test method : EN 14683:2019+AC：2019 Clause 5.2.3 
Flow rate : 8 l/min 
Test area : 4.9cm2 
Test location : Centre, Top-left, Top-right, Bottom-left, Bottom-right 
Pre-conditioning : 21±5°C and 85±5 % relative humidity for at least 4h 
Requirement : Type IIR: <60Pa/cm2 
 

M001 

Specimen 
Pressure (Pa/cm2) 

Area 1 Area 2 Area 3 Area 4 Area 5 Mean 
1 37.9 37.5 38.4 31.9 37.3 36.6 
2 37.8 40.2 34.7 32.7 36.8 36.4 
3 36.7 34.8 38.9 33.1 32.6 35.2 
4 35.3 33.7 38.1 32.6 33.6 34.6 
5 34.8 32.0 35.2 34.8 36.6 34.8 

Conclusion Pass 
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3. Splash resistance  
Test method : EN 14683:2019+AC：2019 Clause 5.2.4 
Requirement : T\Se IIR: �16.0kPa  no penetration 
 

M001 
Specimen Observation Specimen Observation Specimen Observation Specimen Observation 

1 N.P. 9 N.P. 17 N.P. 25 N.P. 
2 N.P. 10 N.P. 18 N.P. 26 N.P. 
3 N.P. 11 N.P. 19 N.P. 27 N.P. 
4 N.P. 12 N.P. 20 N.P. 28 N.P. 
5 N.P. 13 N.P. 21 N.P. 29 N.P. 
6 N.P. 14 N.P. 22 N.P. 30 N.P. 
7 N.P. 15 N.P. 23 N.P. 31 N.P. 
8 N.P. 16 N.P. 24 N.P. 32 N.P. 

Conclusion Pass 
 
Remark: N.P. = no penetration   P.F. = penetration was found 
 
4. Microbial cleanliness (Bioburden)  
Test method : EN 14683:2019+AC：2019 Clause 5.2.5 
Requirement : Type IIR: �30 CFU/g 
 

M001 
 Specimen 1 Specimen 2 Specimen 3 Specimen 4 Specimen 5 
Weight of each mask (g) 3.35 3.35 3.40 3.36 3.35 
Total bioburden per individual 
mask (CFU/mask)  

81 75 72 63 66 

Total bioburden per gram 
(CFU/g)  

24.18 22.39 21.18 18.75 19.70 

Conclusion Pass 
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Photo: 
 

  

 
 
 

- END -



TÜV Rheinland (Shanghai) Co., Ltd., Shanghai TüV Rheinland Building, No. 177 , Lane 777, West Guangzhong Road, Jing'an 
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Shanghai, 200072, P.R.China 
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General Terms and Conditions of Business of TÜV Rheinland in Greater China 
 

1. Scope 

1.1 These General Terms and Conditions of Business of TÜV Rheinland in 
GUeaWeU CKLQa (³GTCB´) LV Pade beWZeeQ WKe cOLeQW aQd RQe RU PRUe 
member entities of TÜV Rheinland in Greater China as applicable as the 
caVe Pa\ be (³ThV RKeLQOaQd´). TKe GUeaWeU CKLQa KeUeRI UeIeUV WR 
Mainland China, Hong Kong and Taiwan.The client hereof includes：  

      (i) a natural person capable to form legally binding contracts under the 
applicable laws who concludes the contract not for the purpose of a daily 
use; 

      (ii) the incorporated or unincorporated entity duly organized, validly existing and 
capable to form legally binding contracts under the applicable law.  

1.2 The following terms and conditions apply to agreed services including 
consultancy services, information, deliveries and similar services as well as 
ancillary services and other secondary obligations provided within the scope 
of contract performance. 

1.3 Any standard terms and conditions of the client of any nature shall not apply 
and shall hereby be expressly excluded. No standard contractual terms and 
conditions of the client shall form part of the contract even if TÜV Rheinland 
does not explicitly object to them. 

1.4In the context of an ongoing business relationship with the client, this GTCB shall 
also apply to future contracts with the client without TÜV Rheinland having to 
refer to them separately in each individual case. 

 
2.  Quotations 

 Unless otherwise agreed, all quotations submitted by TÜV Rheinland can be 
changed by TÜV Rheinland without notice prior to its acceptance and 
confirmation by the other party.  

 

3. Coming into effect and duration of contracts  

3.1 The contract shall come into effect for the agreed terms upon the quotation 
letter of TÜV Rheinland or a separate contractual document being signed by 
both contracting parties, or upon the works requested by the client being 
carried out by TÜV Rheinland. If the client instructs TÜV Rheinland without 
receiving a quotation from TÜV Rheinland (quotation), TÜV Rheinland is, in 
its sole discretion, entitled to accept the order by giving written notice of such 
acceptance (including notice sent via electronic means) or by performing the 
requested services.  

3.2 The contract term starts upon the coming into effect of the contract in 
accordance with article 3.1 and shall continue for the term agreed in the 
contract.  

3.3 If the contract provides for an extension of the contract term, the contract 
term will be extended by the term provided for in the contract unless 
terminated in writing by either party with a six-week notice prior to the end of 
the contractual term.  

 
4. Scope of services 

4.1 The scope and type of the services to be provided by TÜV Rheinland shall 
be specified in the contractually agreed service scope of TÜV Rheinland by 
both parties. If no such separate service scope of TÜV Rheinland exists, 
then the written confirmation of order by TÜV Rheinland shall be decisive for 
the service to be provided.   

4.2 The agreed services shall be performed in compliance with the regulations in 
force at the time the contract is entered into. 

4.3 TÜV Rheinland is entitled to determine, in its sole discretion, the method and 
nature of the assessment unless otherwise agreed in writing or if mandatory 
provisions require a specific procedure to be followed.  

4.4 On execution of the work there shall be no simultaneous assumption of any 
guarantee of the correctness (proper quality) and working order of either 
tested or examined parts nor of the installation as a whole and its upstream 
and/or downstream processes, organisations, use and application in 
accordance with regulations, nor of the systems on which the installation is 
based. In particular, TÜV Rheinland shall assume no responsibility for the 
construction, selection of materials and assembly of installations examined, 
nor for their use and application in accordance with regulations, unless these 
questions are expressly covered by the contract. 

4.5 In the case of inspection work, TÜV Rheinland shall not be responsible for 
the accuracy or checking of the safety programmes or safety regulations on 
which the inspections are based, unless otherwise expressly agreed in 
writing.  

4.6 If mandatory legal regulations and standards or official requirements for the 
agreed service scope change after conclusion of the contract, with a written 
notice to the client, TÜV Rheinland shall be entitled to additional 
remuneration for resulting additional expenses.    

4.7The services to be provided by TÜV Rheinland under the contract are agreed 
exclusively with the client. A contract of third parties with the services of TÜV 
Rheinland, as well as making available of and justifying confidence in the 
work results (test reports, test results, expert reports, etc.) is not part of the 
agreed services. This also applies if the client passes on work results - in full 
or in extracts - to third parties in accordance with clause 11.4.   

 
5.  Performance periods/dates 

5.1 The contractually agreed periods/dates of performance are based on 
estimates of the work involved which are prepared in line with the details 
provided by the client. They shall only be binding if being confirmed as 
binding by TÜV Rheinland in writing. 

5.2 If binding periods of performance have been agreed, these periods shall not 
commence until the client has submitted all required documents to TÜV 
Rheinland.  

5.3 Articles 5.1 and 5.2 also apply, even without express approval by the client, 
to all extensions of agreed periods/dates of performance not caused by TÜV 
Rheinland.  

5.4TÜV Rheinland is not responsible for a delay in performance, in particular if the 
client has not fulfilled his duties to cooperate in accordance with clause 6.1 
or has not done so in time and, in particular, has not provided TÜV 
Rheinland with all documents and information required for the performance 
of the service as specified in the contract.  

5.5If the performance of TÜV Rheinland is delayed due to unforeseeable 
circumstances such as force majeure, strikes, business disruptions, 
governmental regulations, transport obstacles, etc., TÜV Rheinland is 
entitled to postpone performance for a reasonable period of time which 
corresponds at least to the duration of the hindrance plus any time period 
which may be required to resume performance. 

 
6. The client¶s obligation to cooperate 

6.1 The client shall guarantee that all cooperation required on its part, its agents 
or third parties will be provided in good time and at no cost to TÜV 
Rheinland.  

6.2 Design documents, supplies, auxiliary staff, etc. necessary for performance 
of the services shall be made available free of charge by the client. 
Moreover, collaborative action of the client must be undertaken in 
accordance with legal provisions, standards, safety regulations and accident 
prevention instructions. And the client represents and warrants that: 

      a) it has required statutory qualifications; 

      b) the product, service or management system to be certified complies with 
applicable laws and regulations; and 

      c)   LW dReVQ¶W KaYe aQ\ LOOeJaO aQd dLVKRQeVW beKaYLRXUV RU LV QRW LQcOXded LQ WKe 
OLVW RI EQWeUSULVeV ZLWK SeULRXV IOOeJaO aQd DLVKRQeVW AcWV  RI PeRSOe¶V 
Republic of China. 

      If the client breaches the aforesaid representations and warranties, TÜV 
Rheinland is entitled to i) immediately terminate the contract/order without 
prior notice; and ii) withdraw the issued testing report/certificates if any.  

6.3 The client shall bear any additional cost incurred on account of work having 
to be redone or being delayed as a result of late, incorrect or incomplete 
information provided by or lack of proper cooperation from the client. Even 
where a fixed or maximum price is agreed, TÜV Rheinland shall be entitled 
to charge extra fees for such additional expense. 

 
7. Prices 

7.1 If the scope of performance is not laid down in writing when the order is 
placed, invoicing shall be based on costs actually incurred. If no price is 
agreed in writing, invoicing shall be made in accordance with the price list of 
TÜV Rheinland valid at the time of performance. 

7.2 Unless otherwise agreed, work shall be invoiced according to the progress 
of the work.  

7.3 If the execution of an order extends over more than one month and the value 
RI WKe cRQWUacW RU WKe aJUeed IL[ed SULce e[ceedV ¼2,500.00 RU eTXLYaOeQW 
value in local currency, TÜV Rheinland may demand payments on account 
or in instalments. 

 
8. Payment terms 

8.1 All invoice amounts shall be due for payment without deduction on receipt of 
the invoice. No discounts and rebates shall be granted. 

8.2 Payments shall be made to the bank account of TÜV Rheinland as indicated 
on the invoice, stating the invoice and client numbers. 

8.3 In cases of default of payment, TÜV Rheinland shall be entitled to claim 
default interest at the applicable short term loan interest rate publicly 
announced by a reputable commercial  bank in the country where TÜV 
Rheinland is located. At the same time, TÜV Rheinland reserves the right to 
claim further damages. 

8.4 Should the client default in payment of the invoice despite being granted a 
reasonable grace period, TÜV Rheinland shall be entitled to cancel the 
contract, withdraw the certificate, claim damages for non-performance and 
refuse to continue performance of the contract.  

8.5 The provisions set forth in article 8.4 shall also apply in cases involving 
returned cheques, cessation of payment, commencement of insolvency 

SURceedLQJV aJaLQVW WKe cOLeQW¶V aVVeWV Rr cases in which the 
commencement of insolvency proceedings has been dismissed due to lack 
of assets. 

8.6 Objections to the invoices of TÜV Rheinland shall be submitted in writing 
within two weeks of receipt of the invoice. 

8.7 TÜV Rheinland shall be entitled to demand appropriate advance payments. 
8.8 TÜV Rheinland shall be entitled to raise its fees at the beginning of a month 

if overheads and/or purchase costs have increased. In this case, TÜV 
Rheinland shall notify the client in writing of the rise in fees. This notification 
shall be issued one month prior to the date on which the rise in fees shall 
come into effect (period of notice of changes in fees). If the rise in fees 
remains under 5% per contractual year, the client shall not have the right to 
terminate the contract. If the rise in fees exceeds 5% per contractual year, 
the client shall be entitled to terminate the contract by the end of the period 
of notice of changes in fees. If the contract is not terminated, the changed 
fees shall be deemed to have been agreed upon by the time of the expiry of 
the notice period. 

8.9 Only legally established and undisputed claims may be offset against claims 
by TÜV Rheinland. 

 
9. Acceptance of work 

9.1 Any part of the work result ordered which is complete in itself may be 
presented by TÜV Rheinland for acceptance as an instalment. The client 
shall be obliged to accept it immediately. 

9.2 If acceptance is required or contractually agreed in an individual case, this 
shall be deemed to have taken place two (2) weeks after completion and 
handover of the work, unless the client refuses acceptance within this period 
stating at least one fundmental breach of contract by TÜV Rheinland.    

9.3The client is not entitled to refuse acceptance due to insignificant breach of 
contract by TÜV Rheinland. 

9.4If acceptance is excluded according to the nature of the work performance of TÜV 
Rheinland, the completion of the work shall take its place. 

9.5If the client was unable to make use of the time windows provided for within the 
scope of a certification procedure for auditing/performance by TÜV 
Rheinland and the certificate is therefore to be withdrawn (e.g. performance 
of surveillance audits), TÜV Rheinland is entitled to immediately charge a 
lump-sum compensation of 10% of the order amount as compensation for 
expenses. The client reserves the right to prove that the TÜV Rheinland has 
incurred no damage whatsoever or only a considerably lower damage than 
the above lump sum. 

9.6Insofar as the client has undertaken in the contract to accept services, TÜV 
Rheinland shall also be entitled to charge lump-sum damages in the amount 
of 10% of the order amount as compensation for expenses if the service is 
not called within one year after the order has been placed. The client 
reserves the right to prove that the TÜV Rheinland has incurred no damage 
whatsoever or only a considerably lower damage than the above mentioned 
lump sum. 

 10.  Confidentiality 

 10.1FRU WKe SXUSRVe RI WKeVe WeUPV aQd cRQdLWLRQV, ³cRQILdeQWLaO LQIRUPaWLRQ´ PeaQV aOO 
information, documents, images, drawings, know-how, data, samples and 
SURMecW dRcXPeQWaWLRQ ZKLcK RQe SaUW\ (WKe ³dLVcORVLQJ SaUW\´) KaQdV RYeU, 
WUaQVIeUV RU RWKeUZLVe dLVcORVeV WR WKe RWKeU SaUW\ (WKe ³UeceLYLQJ SaUW\´), aQd 
the confidential information created during performance of work by TÜV 
Rheinland, including product testing data, defects, conformity to the 
technical standard and related reports. Confidential information also includes 
paper copies and electronic copies of such information. Confidential 
information is expressly not the data and know-how collected, compiled or 
otherwise obtained by TÜV Rheinland (non-personal) within the scope of the 
provision of services by TÜV Rheinland. TÜV Rheinland is entitled to store, 
use, further develop and pass on the data obtained in connection with the 
provision of services for the purposes of developing new services, improving 
services and analysing the provision of services. 

10.2 The disclosing party shall mark all confidential information disclosed in 
written form as confidential before passing it onto the receiving party. The 
same applies to confidential information transmitted by e-mail. If confidential 
information is disclosed orally, the receiving party shall be appropriately 
informed in advance and the disclosing party shall confirm in writing the 
confidentiality nature of the information within five working days of oral 
disclosure. Where the disclosing party fails to do so within the stipulated 
period, the receiving party shall not take any confidentiality obligations 
hereunder towards such information.  

10.3 All confidential information which the disclosing party transmits or otherwise 
discloses to the receiving party and which is created during performance of 
work by TÜV Rheinland: 

        a) may only be used by the receiving party for the purposes of performing the 
contract, unless expressly otherwise agreed in writing by the disclosing 
party; 

        b) may not be copied, distributed, published or otherwise disclosed by the 
receiving party, unless this is necessary for fulfilling the purpose of the 
contract or TÜV Rheinland is required to pass on confidential information, 
inspection reports or documentation to the government authorities, judicial 
court, accreditation bodies or third parties that are involved in the 
performance of the contract; 

        c) must be treated by the receiving party with the same level of confidentiality 
as the receiving party uses to protect its own confidential information, but 
never with a lesser level of confidentiality than that which is reasonably 
required.  

10.4 The receiving party may disclose any confidential information received from 
the disclosing party only to those of its employees who need this information 
to perform the services required for the contract. The receiving party 
undertakes to oblige these employees to observe the same level of secrecy 
as set forth in this confidentiality clause. 

10.5 Information for which the receiving party can furnish proof that: 
        a) it was generally known at the time of disclosure or has become general 

knowledge without violation of this confidentiality clause by the receiving 
party; or 

        b) it was disclosed to the receiving party by a third party entitled to disclose this 
information; or  

        c) the receiving party already possessed this information prior to disclosure by 
the disclosing party; or 

        d) the receiving party developed it itself, irrespective of disclosure by the 
dLVcORVLQJ SaUW\, VKaOO QRW be deePed WR cRQVWLWXWe ³cRQILdeQWLaO LQIRUPaWLRQ´ 
as defined in this confidentiality clause. 

10.6 All confidential information shall remain the property of the disclosing party. 
The receiving party hereby agrees to immediately (i) return all confidential 
information, including all copies, to the disclosing party, and/or (ii) on request 
by the disclosing party, to destroy all confidential information, including all 
copies, and confirm the destruction of this confidential information to the 
disclosing party in writing, at any time if so requested by the disclosing party 
but at the latest and without special request after termination or expiry of the 
contract. This does not extend to include reports and certificates prepared 
for the client solely for the purpose of fulfilling the obligations under the 
contract, which shall remain with the client. However, TÜV Rheinland is 
entitled to make file copies of such reports, certificates and confidential 
information that forms the basis for preparing these reports and certificates 
in order to evidence the correctness of its results and for general 
documentation purposes required by laws, regulations and the requirements 
of working procedures of TÜV Rheinland. 

10.7 From the start of the contract and for a period of three years after 
termination or expiry of the contract, the receiving party shall maintain strict 
secrecy of all confidential information and shall not disclose this information 
to any third parties or use it for itself.  

 

 11. Copyrights and rights of use, publications 

 11.1 TÜV Rheinland shall retain all exclusive copyrights in the reports, expert 
reports/opinions, test reports/results, results,  calculations, presentations etc. 
prepared by TÜV Rheinland, unless otherwise agreed by the parties in a 
separate agreement. As the owner of the copyrights, TÜV Rheinland is free 
to grant others the right to use the work results for individual or all types of 
XVe (³ULJKW RI XVe´) 

 11.2 The client receives a simple, unlimited, non-transferable, non-sublicensable 
right of use to the contents of the work results produced within the scope of 
the contract, unless otherwise agreed by the parties in a separate 
agreement.The client may only use such reports, expert reports/opinions, 
test reports/results, results calculations, presentations etc. prepared within 
the scope of the contract for the contractually agreed purpose.  

 11.3The transfer of right of use of the generated work results regulated in clause 11.2. of 
the GTCB is subject to full payment of the remuneration agreed in favour of 
TÜV Rheinland. 

11.4The client may use work results only complete and unshortened. The client may only 
pass on the work results in full unless TÜV Rheinland has given its prior 
written consent to the partial passing on of work results. 

 11.5 Any publication or duplication of the work results for advertising purposes or 
any further use of the work results beyond the scope regulaed in clause 11.2 
needs the prior written approval of TÜV Rheinland in each individual case.  

 11.6 TÜV Rheinland may revoke a once given approval according to clause 11.5 at any 
time without stating reasons. In this case, the client is obliged to stop the 
transfer of the work results immediately at his own expense and, as far as 
possible, to withdraw  publications. 

 11.7The consent of TÜV Rheinland to publication or duplication of the work results does 
not entitle the client to use the corporate logo, corporate design or 
test/certification mark of TÜV Rheinland.   

 
12. Liability of TÜV Rheinland  

12.1 Irrespective of the legal basis, to the fullest extent permitted by applicable law, in the 
event of a breach of contractual obligations or tort, the liability of TÜV 
Rheinland for all damages, losses and reimbursement of expenses caused 
by TÜV Rheinland, its legal representatives and/or employees shall be 
limited to: (i) in the case of a contract with a fixed overall fee, three times the 
overall fee for the entire contract; (ii) in the case of a contract for annually 
recurring services, the agreed annual fee; (iii) in the case of a contract 
expressly charged on a time and material basis, a maximum of 20,000 Euro 
or equivalent amount in local currency; and (iv) in the case of a framework 
agreement that provides for the possibility of placing individual orders, three 

times of the fee for the individual order under which the damages or losses 
have occurred. Notwithstanding the above, in the event that the total and 
accumulated liability calculated according to the foregoing provisions 
exceeds 2.5 Million Euro or equivalent amount in local currency, the total 
and accumulated liability of TÜV Rheinland shall be only limited to and shall 
not exceed the said 2.5 Million Euro or equivalent amount in local currency.  

 12.2 The limitation of liability according to article 12.1 above shall not apply to 
damages and/or losses caused by malice, intent or gross negligence on the 
part of TÜV Rheinland or its vicarious agents. Such limitation shall not apply 
WR daPaJeV IRU a SeUVRQ¶V deaWK, SK\VLcaO LQMXU\ RU LOOQeVV. 

 12.3 In cases involving a fundamental breach of contract, TÜV Rheinland will be 
liable even where minor negligence is involved. For this purpose, a 
³IXQdaPeQWaO bUeacK´ LV bUeacK RI a PaWeULaO cRQWUacWXaO RbOLJaWLRQ, WKe 
performance of which permits the due performance of the contract. Any 
claim for damages for a fundamental breach of contract shall be limited to 
the amount of damages reasonably foreseen as a possible consequence of 
such breach of contract at the time of the breach (reasonably foreseeable 
damages), unless any of the circumstances described in article 12.2 applies.  

 12.4 TÜV Rheinland shall not be liable for the acts of the personnel made 
available by the client to support TÜV Rheinland in the performance of its 
services under the contract, unless such personnel made available is 
regarded as vicarious agent of TÜV Rheinland. If TÜV Rheinland is not liable 
for the acts of the personnel made available by the client under the foregoing 
provision, the client shall indemnify TÜV Rheinland against any claims made 
b\ WKLUd SaUWLeV aULVLQJ IURP RU LQ cRQQecWLRQ ZLWK VXcK SeUVRQQeO¶V acWV.  

 12.5Unless otherwise contractually agreed in writing, TÜV Rheinland shall only be liable 
under the contract to the client.  

 12.6 The limitation periods for claims for damages shall be based on statutory 
provisions.  

12.7 None of the provisions of this article 12 changes the burden of proof to the 
disadvantage of the client.  

 
13.  Export control  

13.1When passing on the services provided by TÜV Rheinland or parts thereof to third 
parties in Greater China or other regions, the client must comply with the 
respectively applicable regulations of national and international export 
control law.   

13.2The performance of a contract with the client is subject to the proviso that there are no 
obstacles to performance due to national or international foreign trade 
legislations or embargos and/or sanctions. In the event of a violation, TÜV 
Rheinland shall be entitled to terminate the contract with immediate effect 
and the client shall compensate for the losses incured thereof by TÜV 
Rheinland. 

14. Data protection notice  

     TÜV Rheinland processes personal data of the client for the purpose of fulfilling 
this contract. In addition, TÜV Rheinland also processes the data for other 
legal purposes in accordance with the relevant legal basis. The personal 
data of the client will only be disclosed to other natural or legal persons if the 
legal requirements are met. This also applies to transfers to third countries. 
The personal data will be deleted immediately as soon as a corresponding 
reason for deletion arises. Data subjects may exercise the following rights: 
right of information, right of rectification, right of deletion, right of processing 
limitation, right of objection, right of data transferability. In addition, persons 
concerned by the data processing have the right to revoke their consent at 
any time with effect for the future, as well as the right to file a complaint with 
the competent data protection supervisory authority. For further details on 
the processing of personal data by TÜV Rheinland as the person 
responsible or contract processor, please refer to the respective data 
protection information. You can contact the Group Data Protection Officer of 
TÜV Rheinland by e-mail at datenschutz@de.tuv.com or by post at the 
following address: TÜV Rheinland AG, c/o Group Data Protection Officer, 
Am Grauen Stein, 51105 Cologne, Germany.   

 

15.  Test material: transport risk and storage 

15.1The risk and costs for freight and transport of documents or test material to and from 
TÜV Rheinland as well as the costs of necessary disposal measures shall 
be borne by the client. 

 15.2Any destroyed and otherwise worthless test material will be disposed of by TÜV 
Rheinland for the client at the expense of the client, unless otherwise 
agreed. 

 15.3Undamaged test material shall be stored by TÜV Rheinland for four (4) weeks after 
completion of the test.  If a longer storage period is desired, TÜV Rheinland 
charges an appropriate storage fee.  

 15.4After the expiry of the 4 weeks or any longer period agreed upon, the test material will 
be disposed of by TÜV Rheinland for the client for a fee in accordance with 
clause 15.2. 

 

16.   Termination of the contract  

16.1 Notwithstanding clause 3.3 of the GTCB, TÜV Rheinland and the client are entitled to 
terminate the contract in its entirety or, in the case of services combined in 
one contract, each of the combined parts of the contract individually and 
independently of the continuation of the remaining services with six (6) 
months' notice to the end of the contractually agreed term.  

 16.2For good causes, TÜV Rheinland may consider giving a written notice to the client to 
terminate the contract which includes but not limited to the following: 

        a) the client does not immediately notify TÜV Rheinland of changes in the conditions 
within the company which are relevant for certification or signs of such 
changes; 

        b) the client misuses the certificate or certification mark or uses it in violation of the 
contract; 

        c) in the event of several consecutive delays in payment (at least three times); 
        d) a substantial deterioration of the financial circumstances of the client occurs and 

as a result the payment claims of TÜV Rheinland under the contract are 
considerably endangered and TÜV Rheinland cannot reasonably be 
expected to continue the contractual relationship. 

 16.3In the event of termination with written notice by TÜV Rheinland for good cause, TÜV 
Rheinland shall be entitled to a lump-sum claim for damages against the 
client if the conditions of a claim for damages exist. In this case, the client 
shall owe 15% of the remuneration to be paid until the end of the fixed 
contract term as lump-sum compensation. The client reserves the right to 
prove that there is no damage or a considerably lower damage, TÜV 
Rheinland reserves the right to prove a considerably higher damage in 
individual cases. 

16.4TÜV Rheinland is also entitled to terminate the contract with written notice if the client 
has not been able to make use of the time windows for auditing /service 
provision provided by TÜV Rheinland within the scope of a certification 
procedure and the certificate therefore has to be withdrawn (for example 
during the performance of monitoring audits). Clause 16.3 applies 
accordingly.  

 

17. Partial invalidity, written form, place of jurisdiction and dispute resolution 

17.1 All amendments and supplements must be in writing in order to be effective. 
This also applies to amendments and supplements to this clause 17.1.  

17.2 Should one or several of the provisions under the contract and/or these 
terms and conditions be or become ineffective, the contracting parties shall 
replace the invalid provision with a legally valid provision that comes closest 
to the content of the invalid provision in legal and commercial terms. 

17.3 Unless otherwise stipulated in the contract, the governing law of the contract 
and these terms and conditions shall be chosen following the rules as below: 

        a) LI ThV RKeLQOaQd LQ TXeVWLRQ LV OeJaOO\ UeJLVWeUed aQd e[LVWLQJ LQ WKe PeRSOe¶V 
Republic of China, the contracting parties hereby agree that the contract and 
WKeVe WeUPV aQd cRQdLWLRQV VKaOO be JRYeUQed b\ WKe OaZV RI WKe PeRSOe¶V 
Republic of China.  

        b) if TÜV Rheinland in question is legally registered and existing in Taiwan, the 
contracting parties hereby agree that the contract and these terms and 
conditions shall be governed by the laws of Taiwan. 

        c) if TÜV Rheinland in question is legally registered and existing in Hong Kong, 
the contracting parties hereby agree that the contract and these terms and 
conditions shall be governed by the laws of Hong Kong.  

17.4 Any dispute in connection with the contract and these terms and conditions 
or the execution thereof shall be settled friendly through negotiations.  

        Unless otherwise stipulated in the contract, if no settlement or no agreement in 
respect of the extension of the negotiation period can be reached within two 
months of the arising of the dispute, the dispute shall be submitted: 

        a) in the case of TÜV Rheinland in question being legally registered and 
e[LVWLQJ LQ WKe PeRSOe¶V ReSXbOLc RI CKLQa, WR CKLQa IQWeUQaWLRQaO EcRQRPLc 
and Trade Arbitration Commission (CIETAC) to be settled by arbitration 
under the Arbitration Rules of CIETAC in force when the arbitration is 
submitted. The arbitration shall take place in Beijing, Shanghai, Shenzhen or 
Chongqing as appropriately chosen by the claiming party.  

         b) in the case of TÜV Rheinland in question being legally registered and 
existing in Taiwan, to Chinese Arbitration Association Taipei Branch to be 
arbitrated in accordance with its then current Rules of Arbitration. The 
arbitration shall take place in Taipei. 

         c) in the case of TÜV Rheinland being legally registered and existing in Hong 
Kong, to Hong Kong International Arbitration Centre (HKIAC) to be settled by 
arbitration under the HKIAC Administered Arbitration Rules in force when the 
Notice of Arbitration is submitted in accordance with these rules. The 
arbitration shall take place in Hong Kong. 

        The decision of the relevant arbitration tribunal shall be final and binding on both 
parties. The arbitration fee shall be borne by the losing party. 

 
                                                                                                  May 2019 

 
 

 
 
 
 
 
 

 

 





























CIBG 

Ministerie van Volksgezondheid, 

Welzijn en Sport 

> Retouradres Postbus 16114 2500 BC Den Haag 

SUNGO Europe B.V. 

T.a.v. de heer Luo 

Olympisch Stadion 24 

1076 DE Amsterdam 

Datum: 12 mei 2020 

Betreft: aanmelding medisch hulpmiddel klasse I 

Geachte heer Luo, 

Graag bevestig ik hierbij de ontvangst op 29 april 2020 van de mededeling ex 

artikel 5 van het Besluit medische hulpmiddelen (BMH) dat bedrijf Guangzhou 

Dayun Medical Technology Co., Ltd. met Europees gemachtigde SUNGO Europe 

B.V. onderstaand medisch hulpmiddel, ingedeeld in risicoklasse I, aflevert. Het 

product is onder volgend kenmerk geregistreerd. Ik verzoek u om in alle verdere 

correspondentie betreffende dit product het bijbehorende kenmerk te vermelden. 

Disposable medical mask( Non-sterile) 

(geen merknaam) (NL-CA002-2020-50865) 

Farmatec 

Bezoekadres: 

Hoftoren 

Rijnstraat 50 

2515 XP Den Haag 

T 070 340 6161 

http://huipmiddelen.farmatec.n1  

Inlichtingen bij: 

3.I. van de Leuv 

medische_hulpmiddelen© 

minvws.nl 

Ons kenmerk: 

CIBG-20201753 

Bijlagen 

Uw aanvraag 

29 april 2020 

Correspondentie uitsluitend 

richten aan het retouradres met 

vermelding van de datum en het 

kenmerk van deze brief. 

Toekomstige wijzigingen in bovengenoemde gegevens - waaronder een 

eventuele wijziging van de indeling in risicoklasse in verband met wijzigingen van 

Europese regelgeving inzake de classificatie van medische hulpmiddelen, en aan 

voortschrijdend wetenschappelijk inzicht (zie art.9, lid 3 van Europese Richtlijn 

93/42/EEG) - dient u te zijner tijd mede te delen. 

Volledigheidshalve wijs ik u erop dat het - ongeacht uw mededeling - verboden 

is een medisch hulpmiddel ter aflevering voorhanden te hebben, dan wel af te 

leveren indien niet aan de voor dat medisch hulpmiddel geldende regels gesteld 

bij of krachtens de Wet op de Medische Hulpmiddelen (WMH) wordt voldaan. Met 

name wijzen wij u op de Nederlandse-taaleis, de eisen voor het ter beschikking 

houden van de technische documentatie en de plicht tot het hebben van een Post 

Market Surveillance- en vigilantiesysteem. 
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Tevens wijs ik u er voor de goede orde nog op dat de registratie van uw 

mededeling betreffende de aflevering van het bovengenoemde product slechts een 

administratieve handeling betreft. Deze ontvangstbevestiging behelst dan ook 

geen besluit betreffende de kwalificatie van het desbetreffende product als 

medisch hulpmiddel in de zin van art. 1 WMH, noch betreffende de indeling in 

risicoklasse I. 

De Minister voor Medische Zorg en Sport, 

namens deze, 

D M.3. van de Velde 

Dhr. M.J. van de Velde 
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