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EU TYPE EXAMINATION CERTIFICATE 

Certificate No: 2163-PPE-1278 

Respiratory protective devices, ftltering halfmasks to protect against particles manufactured by 

Zhejiang Shaohua Medical Equipment Co., Ltd. 
Floor 1, Building 6, Block A, No. E22, Xinke Road, Choujiang Street, Yiwu City, Z hejiang 

Province, 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 tbe 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 ofthe regulation. 

Product Definition 

Brand Name: YWSH Model: SH-ZK12 
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 III 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 performance in fulfilment 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) ofthe
regulation no later than 1 year from tlie beginning of serial production

This certificate is initially issued on 15/08/2020 and will be valid for 5 years, ifthere is no 
change in the relevant harmonised standard affecting the essential health and safety 

requirements. 
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ESSENTIAL HEAL TH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425 

CORRESPONDING RISKS FOR THE PRODUCT 

1.1. Design principles 

1.1.1. Ergonomics 

PPE must be so designed and manufactured that in the foreseeable conditions of use for which it is intended the user can perform the risk related activity 
normally whilst enjoying appropriate protection ofthe highest prossible level. 

1.1.2. Levels and classes of proteetion 

1.1.2.1. Highest level of protection possible 

The Optimum level of protection to be taken into account in the design is that beyond which the constraints by the wearing of the PPE would prevent its 
effective use during the period of exposure to the risk or normal performance of the activity. 

1.1.2.2. Classes of protection appropriate to different levels ofrisk 

Where differing foreseeable conditions of use are such that several levels of the same risk can be distinguished, appropriate classes of protection must 
be taken into account in the design of the PPE. 

1.2. Innocuousness of PPE 

1.2.l. Absence ofrisks and other inherent nuisance factors 

PPE must be so designed and manufactured as to preclude risks and other nuisance factors under fore seeable conditions ofuse. 

l.2.1.1. Suitable constituent materials

The materials ofwhich the PPE is made. including any oftheir possible decomposition products, must not adversely affect the health or safety ofusers. 

1.2.1.2. Satisfactory surface condition of all PPE parts in contact with the user 

Any part ofthe PPE that is in contact or is liable to come into contact with the user when the PPE is wom must be free ofrough surfaces. sharp edges, 
sharp points and the like which could cause excessive irritation or injuries 

1.2.1.3. Maximum permessible user impediment 

Any inpediment caused by PPE to movements to be made, postures to be adopted and sensory perception must be minimized: nor must PPE cause 
movements which endanger the user or other persons. 

1.3 Comfort and effectiveness 

1.3.1. Adaptation of PPE to user morphology 

PPE must be designed and manufactured in such a way as to facilitate its correct positioning on the user and to remain in place for the foreseeable 
period of use, bearing in mind ambient factors, the actions to be carried out and the postures to be adopted. For this purpose, it must be possible to adapt 
the PPE to fit the morphology of the user by all appropriate means, such as adequate adjustment and attachment systems or the provision of an adequate 
range of sizes. 

1.3.2. Lightness and design strength 

PPE must be as light as possible without prejudicing design strength and efficiency. 
Apart from the specific additional requirements which they must satisfy in order to provide adequate protection against the risks in question (see 3), PPE 
must be capable of withstanding the effects of ambient phenomena inherent under the foreseeable conditions of use 

1.4. Information supplied by the manufacturer 
The notes that must be drawn up by the former and supplied when PPE is placed on the market must contain all relevant infom1ation on: 

a) In addition to the name and addressofthe manufacturer and/or his authorized representative established in the Community
b) Storage, use, cleaning, maintenance, servicing and disinfection. cleaning, maintenance or disinfectant protection recommended by

manufacturers must have no adverse effect on PPE or users when applied in accordance with the relevant instructions:
c) Performance as recorded during technical tests to check the levels or classes of protection provided by the PPE in guestion:
d) Suitable PPE accessories and the characteristics of appropriate spare parts:
e) The classes ofprotection appropriate to different levels ofrisk and the corresponding limits ofuse:

t) The obsolescence deadlineor period of obsolescence of PPEor certain of its components:

g) The type of packaging suitable for transport:
h) The significance of any markings(see 2.12)
i) Where appropriate the references ofthe Directives applied inaccordance with Article5(6) (b):

j) The name, address and identification number ofthe notified body involved in the design stage ofthe PPE
These notes, which must be precise and comprehensible, must be provided at least in the official language(s) ofthe member state of destination 
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2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL CLASSES OR TYPES OF PPE

2.1. PPE incorporating adjustment systems 

lf PPE incorporates adjustment systems, the latter must be designed and manufactured so that, after adjustment, they do not become undone 

unintentionally in the foreseeable conditions of use. 

2.3. PPE for the face, eyes and respiratory system 

Any restriction of the user's face, eyes, field of vision or respiratory system by the PPE shall be minimised. 

The screens for those types of PPE must have a degree of optical neutrality that is compatible with the degree of precision and the duration of the 

activities of the user. 

lf necessary, such PPE must be treated or provided with means to prevent misting-up. 

Models of PPE intended for users requiring sight correction must be compatible with the wearing of spectacles or contact lenses. 

2.4. PPE subject to ageing 

lf it is known that the design perfom1ance of new PPE may be significantly affected by ageing, the month and year of manufacture and/or. if possible, 

the month and year of obsolescence must be indelibly and unambiguously marked on each item of PPE placed on the market and on its packaging. 

lfthe manufacturer is unable to give an undertaking with regard to the useful life ofthe PPE. his instructions must provide all the information necessary 

to enable the purchaser or user to establish a reasonable obsolescence month and year. taking into account the quality level of the model and the 

effective conditions of storage, use. cleaning, servicing and maintenance. 

Where appreciable and rapid deterioration in PPE performance is likely to be caused by ageing resulting from the periodic use of a cleaning process 

recommended by the manufacturer, the latter must, if possible, affix a marking to each item of PPE placed on the market indicating the maximum 

number of cleaning operations that may be carried out before the equipment needs to be inspected or discarded. Where such a marking is not affixed. the 

manufacturer must give that information in his instructions. 

2.6. PPE for use in potentially explosive atmospheres 

PPE intended for use in potentially explosive atmospheres must be designed and manufactured in such a way that it cannot be the source of an electric, 

electrostatic or impact-induced arc or spark likely to cause an explosive mixture to ignite. 

2.8. PPE for intervention in very dangerous situations 

The instructions supplied by the manufacturer with PPE for intervention in very dangerous situations must inclupe, in particular, data intended for 

competent, trained persons who are qualified to interpret them and ensure their application by the user. 

The instructions must also describe the procedure to be adopted in order to verify that PPE is correctly adjusted and functional when worn by the user. 

Where PPE incorporates an alarm which is activated in the absence of the level of protection normally provided, the alarm must be designed and placed 

so that it can be perceived by the user in the foreseeable conditions of use. 

2.9. PPE incorporating components which can be adjusted or rcmoved by thc user 

Where PPE incorporates components which can be anached, adjusted or removed by the user for replacement purposes, such components must be 

designed and manufactured so that they can be easily attached, adjusted and removed without tools. 

2.12. PPE bearing one or more identification or recognition marks directly or indirectly relating to health and safety 

The identification or recognition marks directly or indirectly relating to health and safety affixed to these types or classes of must preferably take the 

form of harmonized pictograms or ideograms and must rem ain perfectly legible throughout the foreseeableuseful life of the PPE. In addition, these 

marks must be complete, precise and comprehensible so as to prevent any misinterpretation: in particular. where such marks incorporate words or 

sentences, the latter must appear in the official language(s) ofthe Member State where the equipment is to be used. 

lf PPE ( or a PPE component) is too small to allow al lor part of the necessary marking to be affixed, the relevant in Formation must be mentioned on the 

packing and in the manufacnirer's notes. 

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10.1. Respiratory protcction

PPE intended for the protection of the respiratory system must make it possible to supply the user with breathable air when exposed to a polluted

atmosphere and/or-an atmosphere having an inadequate oxygen concentration.

The breathable air supplied to the user by PPE must be obtained by appropriate means, for example after filtration ofthe polluted air through PPE or by

supply from an external unpolluted source.

The constituent materials and other components of those types of PPE must be chosen or designed and incorporated so as to ensure appropriate user

respiration and respiratory hygiene for the period of wear concerned under the foreseeable conditions of use.

The leak-tightness of the facepiece and the pressure drop on inspiration and. in the case of the filtering devices, purification capacity must keep

contaminant penetration from a polluted atmosphere low enough not to be prejudicial to the health or hygiene ofthe user.

The PPE must bear details ofthe specific characteristics ofthe equipment which, in conjunction with the instructions, enable a trained and qualified user

to employ the PPE correctly.

In the case of filtering equipment. the manufacturer's instructions must also indicate the time limit for the Storage of new filters kept in their original

packaging.
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