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UNIVERSAL 
CERTIFICAT[ON 

NB2163 

EU TYPE EXAMINATION CERTIFICATE 

Certificate No: 2163-PPE-1241 

Respiratory protective devices, filtering half masks to protect against particles manufactured by 

Shenzhen Zhishan Medical Co., Ltd. 
2/F, Building B, Tongzhou Electronic Longgang Factory, No. 1 Road 5, Baolong Community, 

Baolong Street 5, Longgang District, Shenzhen, China 
are tested and evaluated according to 

EN 149:2001 + Al:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles 

Requirements, Testing, Marking 

Based on the type examination conducted with the evaluation of test reports, technical file 
according to Personal Protective Equipment Regulation (EU) 2016/425 Annex 5, it is approved 

that the product meets the requirements of the regulation. 

Product Definition 

Brand Name: zhishan Model:_ 10217 
Filtering half mask 

Classification: FFP2 NR 

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as 
shown below, on the Category Ill product models given above, with; 

• Issuing an appropriate EU Declaration of Conformity according to Personal Protective

Equipment Regulation (EU) 2016/425 Annex 9.
• Ongoing successful perfonnance in fulfiln1ent ofthe requirements set out in Personal

Protective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured
by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) of the
regulation no later than 1 year from the beginning of serial production

This certificate is initially issued on 09/08/2020 and will be valid for 5 years, ifthere is no 
change in the relevant harmonised standard affecting the essential healtb aod safety 

requ irements. 
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UNIVERSAL 
CERTIFICATION 

TECHNICAL ASSESSMENT REPORT 

REPORT DATE/ NO: 09.08.2020 / 2163-KKD-1241 

Manufacturer: Shenzhen Zhishan Medical Co., Ltd. 

Address: 2/F, Building B, Tongzhou Electronic Longgang Factory, No. 1 Road 5, Baolong Community, Baolong Street 
5, Longgang District, Shenzhen, China 

This report is for the, given above, manufacturer prepared according to the test results obtained from Jiangsu Guojian 
Testing Technology Co., Ltd. accredited by CNAS (China National Accreditation Service), signatory to ILAC MRA, 
with number L-10118 for the product identified below, dated 27.07.2020 with Serial Id (2020)WSZ FHL NO.7131 based 
on EN 149: 2001 + A 1: 2009 Standard and the technical file dated 06 August, 2020 Version 0 I provided by the 
manufacturer. The sampling of the product is conducted under our supervision for testing from the manufacturing site of 
the client. 

The technical file of the manufacturer, and risk evaluation against the essential health safety requirements and the test 
report evaluated for their relation with Essential Requirements of Personel Protective Equipment Regulation and found to 
be appropriate. 

This report is an annex and an integral part of the EU Type Examination Certificate issued to the manufacturer. The test 
results and issued certificate belongs only to the tested model. The technical report consists of a total of 6 pages. 

Product Description: Particle Filtering HalfMask 

Classification: FFP2 NR 

Brand Name: zhishan Model: l 0217 

UFR-383 12.12.2018 Rev.01 
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Dermatological report on human Patch Test for primary skin irritation and 
to detect existing sensitisations of human subjects after single 

application of 
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FFP2 Zhishan Maske 
(inner layer) 

 

Customer: Shenzhen Zhishan Medical Co .,Ltd 
 2/F,BuildingB,Tongzhou Electronic Longgang Factory 
 no 1 Road5, Baolong  community, Baolong street5,  
 Longgang district, Shenzhen  
 China 

 

Test Panel:  30 panellists of either sex, 
  all without visible skin diseases or known hypersensitivity 
Concentration  
of the product: undiluted 

 

 

Shenzhen Zhishan Medical Co .,Ltd 
2/F,BuildingB,Tongzhou Electronic Longgang Factory 
no 1 Road5, Baolong  community, Baolong street5,  
Longgang district, Shenzhen 
China 

Muenster, 21.12.2020

Dermatest® GmbH 
Engelstr. 37|48143 Münster  
Postfach 2165 |48008 Münster 
Germany 
 

info@dermatest.de 
www.dermatest.de 
Tel. +49 (0) 251 481 637 0 
Fax  +49 (0) 251 481 637 66  
 

Dr. med. Werner Voss 
Geschäftsführer  
  
Amtsgericht Münster HRB 1348 
 

Münsterländische Bank Thie & Co 
BLZ 400 300 00 | Konto-Nr. 3 492 784 800  
USt-ID: DE126040147 | DE92 3006 0601 0005 3901 50  
BIC: MLBK DEH1MUE 
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PRINCIPLE AND METHODS 

The objective of the study is to detect primary skin irritation potential and/ or existing 
allergic sensitisation to the test substance. 

The test substance is applied to the skin of the panellist via an occlusive patch at a 
suitable concentration. 

The patch limits contact of the panellist’s skin with the test substance to a local area 
and exposure is exaggerated due to the occlusive conditions. The skin is checked at 
24, 48 and 72 hours. 

The occlusion eases the absorption of the suspected topical allergen allowing it to 
penetrate the stratum corneum to the viable (effector) cells of the skin and thus 
presenting a local challenge to the immune system. 

If the threshold level of sensitivity is reached, a positive reaction could potentially be 
induced. 

A positive reaction to a correctly applied patch provides evidence of primary irritation 
to the substance tested, but is not necessarily evidence of sensitisation. 

Patch testing provokes allergic skin reactions in already sensitised panellists. 

 

PROCEDURES 

Prospective panellists receive a complete explanation of study procedures. If they 
wish to participate and agree to the conditions of the study, panellists sign a written, 
informed consent and provide a medical history.  

20 mg/ 20 l of the undiluted test product is applied to an adhesive plaster 
(Curatest® F Folien-Testpflaster, Fa. Lohmann & Rauscher GmbH & Co. KG) and 
affixed to clinically healthy skin on the upper back. Textile products are affixed with a 
sample size of 0,8 cm Ø with the adhesive plaster on the upper back. 

After a 24 hour exposure period, the plaster is removed and the exposed skin is 
dermatologically assessed and graded. The second and third assessments are 
performed after 48 and 72 hours respectively. 

All assessments are conducted 30 minutes after removal of the test plaster. 

Where a positive reaction is observed, but it is unclear whether the observed reaction 
is due to sensitisation or irritation, subsequent readings can be performed. 

All assessments are performed under standard lighting conditions. 

The panellists are instructed to keep the test sites dry. 
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PANELLISTS 

The test panel included 30 adult male and female subjects. 

This test group includes test persons with various skin types, such as: (very) dry, oily, 
mixed, normal and sensitive. 

 

INCLUSION CRITERIA 

Subjects aged 18 years and above with healthy skin in the test area 

 

EXCLUSION CRITERIA 

 Acute diseases 
 Pregnancy and lactation period 
 Sensitisation to ingredients of the test plaster 
 Severe illnesses 
 Application of pharmaceutical products and skin care products with active 

ingredients until 4 weeks before testing 
 Intake of drugs that possibly can interfere with skin reactions (steroids, 

antiallergics, topical immuno modulator, etc.) 
 Extremely tanned skin  
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RESULTS 

Table 1: Results of patch testing for the test substance 
Concentration of the product: undiluted  
 

No. Name Gender Age Diagnosis 24 h 48 h 72 h 

1.  BeUl f 64 healthy skin - - - 

2.  BöAn f 60 healthy skin - - - 

3.  BüTa f 43 healthy skin - - - 

4.  DeKl m 40 healthy skin - - - 

5.  FlFi m 24 healthy skin - - - 

6.  GüEs f 32 healthy skin - - - 

7.  HeKa f 28 healthy skin - - - 

8.  HuBe f 42 healthy skin - - - 

9.  JuFa m 27 healthy skin - - - 

10.  KaHa f 63 healthy skin - - - 

11.  KeMo m 25 healthy skin - - - 

12.  KlIr f 54 healthy skin - - - 

13.  LaBi f 27 healthy skin - - - 

14.  LaMo f 34 healthy skin - - - 

15.  LeJe f 34 healthy skin - - - 

16.  LuRe f 63 healthy skin - - - 

17.  MaSe f 59 healthy skin - - - 

18.  NäNi f 25 healthy skin - - - 

19.  NiGe m 30 healthy skin - - - 

20.  NiJo f 30 healthy skin - - - 

21.  NuAg f 23 healthy skin - - - 

22.  NuVi f 20 healthy skin - - - 

23.  RaBe f 55 healthy skin - - - 

24.  SaEr m 40 healthy skin - - - 

25.  SaMe f 36 healthy skin - - - 

26.  SaHi f 67 healthy skin - - - 

27.  SaMa m 70 healthy skin - - - 

28.  ScJa f 35 healthy skin - - - 

29.  SiKa f 39 healthy skin - - - 

30.  WoSo f 60 healthy skin - - - 
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RESULTS 
Table 2: RESULTS of patch testing for the CONTROL 
Concentration of the product: blank patch test 
 

No. Name Gender Age Diagnosis 24 h 48 h 72 h 

1.  BeUl f 64 healthy skin - - - 

2.  BöAn f 60 healthy skin - - - 

3.  BüTa f 43 healthy skin - - - 

4.  DeKl m 40 healthy skin - - - 

5.  FlFi m 24 healthy skin - - - 

6.  GüEs f 32 healthy skin - - - 

7.  HeKa f 28 healthy skin - - - 

8.  HuBe f 42 healthy skin - - - 

9.  JuFa m 27 healthy skin - - - 

10.  KaHa f 63 healthy skin - - - 

11.  KeMo m 25 healthy skin - - - 

12.  KlIr f 54 healthy skin - - - 

13.  LaBi f 27 healthy skin - - - 

14.  LaMo f 34 healthy skin - - - 

15.  LeJe f 34 healthy skin - - - 

16.  LuRe f 63 healthy skin - - - 

17.  MaSe f 59 healthy skin - - - 

18.  NäNi f 25 healthy skin - - - 

19.  NiGe m 30 healthy skin - - - 

20.  NiJo f 30 healthy skin - - - 

21.  NuAg f 23 healthy skin - - - 

22.  NuVi f 20 healthy skin - - - 

23.  RaBe f 55 healthy skin - - - 

24.  SaEr m 40 healthy skin - - - 

25.  SaMe f 36 healthy skin - - - 

26.  SaHi f 67 healthy skin - - - 

27.  SaMa m 70 healthy skin - - - 

28.  ScJa f 35 healthy skin - - - 

29.  SiKa f 39 healthy skin - - - 

30.  WoSo f 60 healthy skin - - - 
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INTERPRETATION CRITERIA 

The assessment is based on the morphologic changes detailed in the modified 
guidelines of ICDRG (Fregert S (1981/ 2nd edition) Manual of Contact Dermatitis. On 
behalf of the International Contact Dermatitis Research Group and the North 
American Contact Dermatitis Group, Munksgaard Publishers,Copenhagen). 

 

Table 3: Grading of the patch test reactions 

Symbol Morphology Meaning 
- no reaction negative 
? only erythema, no infiltration doubtful 
+ erythema, infiltration, possibly discrete 

papules 
weak positive reaction  

++ erythema, infiltration, papules, vesicles strong positive reaction 
+++ erythema, infiltration, papules, confluent 

vesicles 
extreme severe positive 
reaction 

ir 
 

different changes (soap effect, vesicles, bulla, 
necrosis) 

irritative 
 

nt  not tested 
 

 
GENERAL DERMATOLOGICAL INTERPRETATION CRITERIA: 
The distinction between irritation and allergy is of importance. As a general rule, a 
positive reaction is said to be „allergic“ if it has been graded as “+” to “+++ “ up to 
72 hours or beyond.  

Understanding the dynamics of the reaction may aid the assessment.  

Allergic test reactions could persist ("Plateau-type”) or even worsen ("Crescendo-
type") on the day after the plaster has been removed). A “Decrescendo”-type 
(decrease of reaction after removal of plaster) on the other hand, indicates irritation. 

If delayed reactions only develop 10-14 days after application, (“iatrogenic”) 
sensitisation should be considered. 

Irritative and allergic reactions present erythema and could also cause infiltration. 

Papules, vesicles and bullae could demonstrate irritation as well as allergy, whereas 
pustules and necrosis point to severe irritation reactions.  

Both reactions could spread beyond the original application site. 

Moreover the individual expression of a reaction lies within a wide range. 
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CONCLUSION 

No evidence of any skin disorder was detected in the test area of any of the 30 
panellists after conducting patch testing for 24, 48 and 72 hours according to the 
internationally recognised guidelines of ICDRG (International Contact Dermatitis 
Research Group). 

It can be concluded that the use of the product will not cause any unwanted skin 
reactions due to an irritating effect. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 
 

 

Literature: 
 
1. Suzuki, J., Environ Dermatol 4-3:202-21-1997 
2. ICDRG, Proposal for a revised international standard series of patch tests, Contact Dermatitis, 
 No. 36, 121-123 (1997) 
3. U.S. Department of Health and Human Services Food and Drug Administration, April 1999 
 http:/www.fda.gov/cber/guidelines.htm 
4. Scientific Basis of Patch Testing – S. Iris Ale and Howard I. Maibach, Dermatol. Beruf Umwelt 

/ Occup. Environ. Dermatol. 50, Nr. 2, 43-50 (2002) 
5. Scientific Basis of Patch Testing Part II – S. Iris Ale and Howard I. Maibach, Dermatol. Beruf 

Umwelt / Occup. Environ. Dermatol. 50, Nr. 3, 91-96 (2002) 
6. Scientific Basis of Patch Testing Part III – S. Iris Ale and Howard I. Maibach, Dermatol. Beruf  
 Umwelt / Occup. Environ. Dermatol. 50, Nr. 4, 131-133 (2002)  
7. Cosmetics & Toiletries magazine, www.CosmeticsandToiletries.com, Vol. 127, No. 5/May 

2012, pages 356-360 

Dr. med. Werner Voss 
Investigating specialist 
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venereology, phlebology 
and environmental medicine 

Dr. med. Gerrit Schlippe 
Investigating specialist 
for dermatology, venereology 
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Dermatological test on humans in 2020 

The dermatological test performed by us on your product under the control of 
dermatological specialists was passed for this product with the rating of 

„excellent“ 

This product did not lead to toxic-irritative intolerance reactions in patch 
testing carried out in accordance with international guidelines. The 
preparation can therefore be declared as dermatologically tested. 

Muenster, 21.12.2020
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