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For more information call 03300 55 55 00 or email clientsupport.uk@ubteam.com

Device variants:

Loop: Length

Shelf life: 2 years

Storage: Protect from sunlight, dust and humidity

Sterilization: Non- Sterile

Applied standards: EN 14683:2019, CE class 1 

Product classification: Medical device acc. to MDD 93/42/EEC.
 

- Type IIR: Disposable Mask with elastic ear loops. 
- EN14683:2019
- Ref: DS02
 

Technical Data Sheet

Face Mask Non-Sterile Type IIR

Usage: Single use

 

Measurements:

Information:

 

Dimensions:

Mask: Length

Width (pleated)

Item:

 

 

 

 

All data refer to typical single values and may be subject to alterations.
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Bacterial filtration efficiency 
(BFE), (%)

Splash resistance (kPa)

Differential pressure (Pa/cm²)

≥ 98%

< 60

≥ 16,0

Performance: Information: Type IIR

Technical Features :

•

•

•

•

•

•

175 +/-

95 +/-

175 +/-
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IMPORTANT NOTICE:

LIMITATION OF LIABILITY:

All data refer to typical single values and may be subject to alterations.
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This guide is only an outline. It should not be used as the only means for selecting protective clothing. Before using any protective clothing, the wearer must read and understand
the user instructions for each product.
Specific country legislation must be observed. If in doubt, contact a safety professional. Selection of the most appropriate PPE will depend on the particular situation and should 
only be make a competent person knowledgeable of the actual working conditions and the limitations of PPE.
Final determination as to the suitability of these products for a particular situation is the employer’s responsibility. 
This information is subject to revision at any time. Always read and follow instructions. 

Except as provided above, Dishang Medical shall not be liable or responsible for any loss or damage, whether 
direct, indirect, incidental, special or consequential arising out of the sale, use or misuse of this product, or the user’s 
inability to use such products. 

 

Face Mask Non-Sterile Type IIR 

Material Data:

White

Melt-blown 

25 g

Blue

25 g

White

Pliable encapsulated 

Information:Item:Section:

Inner layer: Material

Weight/m²

Colour

Outer layer: Material

Weight/m²

Colour

Filter media: Material

Weight/m²

Colour

Nose piece:

Free of:

25 g

Glass fibres  , latex, additives

Polypropylene (PP)
Non-woven

Polypropylene (PP)
Non-woven

CoShield Global Ltd.
Exchange Place,
Poseidon way,
Warwick,
CV34 6BY
UK

Email: unitedkingdom@coshield.com

Telephone: 03300555540
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Registration Notification  
 

 
Reference Number: JH-ERA-20475VOO 
Issued Date: May 18, 2020 
This notification will be automatically void if the Notification is rejected by the EU Authorities or upon 
termination of the EAR. 
 
 
This is notice that, According to Medical Device 93/42/EEC(MDD), we accepted the 
appointment to be the Authorized European Representative for products which listed in the 
attached agreement between below manufacturer and Luxus Lebenswelt GmbH. 

 
Manufacturer: Weihai Dishang Medical Technology CO.,Ltd 

Address: Room 406-409,Block C,No.213 Torch Road,Torch High-tech 
Industrial Development Zone,Weihai,Shandong Province,China  

 
The Manufacturer declared that the Medical Device complies with the all essential 
requirements of Medical Device Directive 93/42/EEC(MDD). 
According to Medical Device Directive 93/42/EEC(MDD), the European Databank on Medical 
Devices (EUDAMED) is established as of May 1, 2011, the German Competent Authority is 
notified of the Manufacturer’s Medical Devices shown as: 

 
Disposable medical Mask,Disposable medical surgical Mask 

UMDN code: 15-230 
Registriernummer / Registration number：DE/CA20/01-Luxuslebenswelt-318/20 

 
 

Where the manufacturer affixes the CE marking to the product listed they must ensure that all 
the requirements of the appropriate EU directive(s) and standards have and continue to be 
met.                                                       
 

 
 

 

Luxus Lebenswelt GmbH 
Kochstr. 1, 47877, Willich, Germany 
info.m@luxuslw.de  
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EC DECLARATION OF PRODUCT CONFORMITY 
 
 
 
 
 
 
 

Dishang Medical, manufacturer of the below referenced product hereby declares that the 
product: 

 
DS02 Blue Surgical Face Masks Type IIR 
Is in conformity with the provisions of European Medical Devices Directive (MDD) 93/42/EEC 
and, where such is the case, with the national transposing harmonised standard: 
EN 14683: 2019 (Type IIR) 
As issued by - 

 
SGS-CSTC Standard Technical Services (Shanghai) Co. Ltd 
3rd Building No. 889 
Yishan Road 
Xuhui District 
Shanghai 
China 

 
Certificate Number: SL52025233855601TX 

 
 
 

The Technical Construction file is maintained by Dishang Medical, The Dishang Group 
186 West Wenhua Road, Weihai, Shandong, 264209, China. 

 
 

The product referenced above is identical to the model which is the subject of the EC 
Certificate issued by: 

 
Weihai Dishang Medical Technology Co. Ltd 
Room 406-409, Block C 
No. 213 Torch Road 
Torch High-Tech Industrial Development Zone 
Weihai 
Shandong 
China 

 
And further states that it is issued under the sole responsibility of Weihai Dishang Medical 
Technology Co Limited. 

 
Completed at: Dishang Medical, The Dishang Group, 186 West Wenhua Road, Weihai, 
Shandong, 264209, China. 

 
 
 

 
 

Eric Wei 
Director 

 
Issue Date: 13.05.2020 

 
 
 
 

Weihai Dishang Medical Technology Co. Ltd, Room 406-409, Block C, No. 213 Torch Road, Torch High-Tech Industrial Development Zone, Weihai, Shandong, CHINA 
A subsidary of Dishang Group, Weihai Textile Group Im & Ex Co Ltd, 186 West Wenhua Road, Weihai, Shandong, 264209, CHINA 
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WEIHAI DISHANG MEDICAL TECHNOLOGY CO.,LTD 
 

 

ROOM 406-409, BLOCK C, NO.213 TORCH ROAD, TORCH HIGH-TECH INDUSTRIAL DEVELOPMENT 
ZONE, WEIHAI, SHANDONG CHINA 

 

 
 

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

 

 
 

     
 

Sample Description : (A)Disposable medical surgical mask(Claimed Type IIR) 
 

 
 

Sample Color : (A)white 
 

 

Style No. : DS01-WHITE/DS02-BLUE 
 

 
 

Proposed Care Instruction : - 
 

 
 

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

 
 

Sample Receiving Date : Mar 30,2020 & Apr 02,2020 
 

 

Testing Period : Mar 31,2020 - Apr 20,2020 
 

     
 

Test Result(s) : For further details, please refer to the following page(s). 
 

 
Comment: 
Medical Face Masks-Requirements and Test Methods(EN 14683:2019)  (A) 
Clause 5.2.2 Bacterial filtration efficiency (BFE) M 
Clause 5.2.3 Breathability M 
Clause 5.2.4 Splash Resistance M 
Clause 5.2.5 Microbial Cleanliness M 
 
Remark: M=Meet EN 14683:2019 Type IIR requirement 
 
 
 
 
 
 
 

Signed for and on behalf of 
 

 

SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center 
 

      
 

 

   

      
      
 

Sara Guo (Account Executive) 
  

 

中中国国认认可可  

国国际际互互认认  

检检测测 

TESTING 

CNAS L0599 
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Test Result 
 
Medical Face Masks-Requirements and Test Methods  
(EN 14683:2019) 
 
Clause 5.2.2 Bacterial filtration efficiency (BFE)**@ 
 
 1# 2# 3# 4# 5#  
(BFE), % 99.6 99.9 99.8 99.7 99.6  
 
Remark: Performance Requirement: Type I>95%, Type II>98%, Type IIR >98% 
**: The test was carried out by external laboratory assessed as competent 
@: These test methods are not in CNAS accredited scope 
 
Clause 5.2.3 Breathability 
 (EN 14683 :2019 Annex C, Flow rate 8 l/min) 
 
Sample: A  
 
 1# 2# 3# 4# 5#  
Differential pressure  
△P (Pa/cm2) 32.7 29.4 30.1 28.7 26.5  

 
Remark: Performance Requirement: Type I<40 Pa/cm2, Type II<40 Pa/cm2, Type IIR<60 Pa/cm2 
 
Clause 5.2.4 Splash Resistance 
 (ISO 22609 :2004, Pressure 16.0 kPa) 
 
Sample: A 
 
Penetration on inside surface 

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

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

Number of Pass: 32 
Overall result: Acceptable  
 
Remark:  
1) Performance Requirement Type I: N/A, Type II: N/A, Type IIR:≥16.0kPa 
2) Distance of the medical face mask target area surface to the tip of cannula is 300±10mm. 
3) Condition and Test temperature (21±5)°C, relative humidity (85±10)% 
4) An acceptable quality limit of 4.0% is met for a single sampling plan when 29 or more of the 32 tested 

specimens show pass results 
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Clause 5.2.5 Microbial Cleanliness 
(EN 14683: 2019 Annex D) 
 
 1# 2# 3# 4# 5#  
CFU/g <1 <1 <1 <1 <1  
 
Remark: Performance Requirement: Type I≤30 CFU/g, Type II≤30 CFU/g, Type IIR≤30 CFU/g 
 
The statement of conformity in this test report is only based on measured values by the laboratory and does not 
take their uncertainties into consideration. 
 

***End of Report*** 
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CoShield Global. Distributed by UBT UK, Exchange Place, Warwick CV34 6BY.


