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Zhang jiagang Shengang M2004

EN 149:2001+A1:2009 FFP2 NR

(‘ 2143

s -——————— {1 )5+ 3mm
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The User information of Particulate Respirator

[Product Name & Model No.] Filtering half mask M2004 15.5x10.5cm
[Primary Structure] Main mask,nose clip and ear loop.The main mask is made of Slayer

filters,non-sterile and disposable.

[Use Range] Mechanically generated dusts, non-oil mists from processing minerals including coal, iron

ore, wood, cotton, flour, and certain other substances in concentrations up to ten times the Occupational
Exposure Limits or according to local regulations.

[Warnings]

Paint spraying and sandblasting applications or for protection against gases and vapors. Do not use in
atmospheres containing less than 19.5% oxygen, as this respirator does not supply oxygen. Not for use in oil
mist atmospheres

[Using Instructions]

1:Stretch a mask,and check the integrity of its front surface.

2:Position the mask under your chin with the nose-piece up.

3:Extend the mask to cover your mouth and nose,loop the straps over your ears and adjust themto a
comfortable state.

4:Use forefingers and middle fingers of both hands to mold the nosepiece to the shape of your nose
by pushing downward and inward.

5:Place both hands completely over the mask,and perform positive and negative pressure tests to
keep your mask from leaking.

[Storage Condition and Methods]

The mask should be stored in dry, ventilated, and non-corrosive gas environment, relative humidity

< 80%, temperature from -30Cto 40°C. Keep away from fire and flammable materials. Heavy load,
direct sunlight, rain or snow should be avoided during transportation.

[The Manufactured date}

See the box

[The Expiry time]

3 years

[Manufacturer & Address] Zhangjiagang Shengang Medical Products Co.,Ltd

Xican Village,Fenghuang Town,215614 Zhangjiagang City,Jiangsu Province,PEOPLE'S REPUBLIC
OF CHINA

[Telephone] 0512-58423293
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NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-840
Respiratory protective devices, fikering half masks to protect against particles manufactured by

Zhangjiagang Shengang Medical Products Co., Ltd.
Xican Village, Fenghuang Town, 215614 Zhangjiagang City, fiangsu Province, China

are tested and evaluated according to

EN 149:2001 + A1:2009 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: SHENGANG Model: M2004
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 Il product models given above, with;

*  Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.

¢ Ongoing saccessful performance in fulfilment of the 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 25/06/2020 and will be valid for 5 years, if there is no
change in the televant harmonised standard affecting the essential health and safety

requirements.

2163

Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

Verify the validity with the QR code

Necip Fazil Bulvan Keyap Sitesi E2 Blok No:44/84 Yukan Duduliu Unmraniye - ISTANBUL - TURKEY  T:+90 216 455 50 80
UNIVERSALCERT.COM
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CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-840/01
Respiratory protective devices, filtering half masks to protect against particles manufactured by
Zhangjiagang Shengang Medical Products Co., Ltd.
Xican Village, Fenghuang Town, 215614 Zhangjiagang City, Jiangsu Province, China
Continues to fulfil the requirements of

EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the evaluation of test reports and internal quality control audit reports according to EN
149+A1:2009 and Personal Protective Equipment Regulation (EU) 2016/425 Arnex VII (Module
C2). This centificate implies that the manufactured products show below are in conformance with
the approved EU Type Examination model and meets the requirements of the regulation.

Product Definition
] EU Type Examination Certificate
— —— {  Serial No. Date Issuing NB No.
SHENGANG / FFP2 )
. M2004 i 2163-PPE-840 25.06.2020 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category I11 product models given abovs, with;
- : _ ¢  Issuing an appropriate EU Declaration of Conformity according to Personsl Protective
' : r Equipment Regulation (EU) 2016/425 Annex 9.
* Taking all measures necessary so that the manufacturing process and its monitoring
ensure the homogeneity of production and conformity of the manufactured PPE with the

type described in the EU type examination certificate.

This certificate is issued on 25/06/2020 and will be valid for one year, until 25/06/2021 if the
manufacturer makes ne major change in the product designs and manufacturing processes
affecting the product performance on the essential health and safety requirement.

C€

2163

at
UNTVERSAL CERTIFICATION
Director

Venfy the validity with the QR code

Neeip Fazil Bulvan Keyap Sitesi E2 Blok No:44/84 Yokar Dudufiu Umraniye - ISTANBUL - TURKEY ~ T:+90 216 455 80 #0

UNIVERSALCERT.COM
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TECHNICAL ASSESSMENT REPORT

REPORT DATE / NO: 25.06.2020 / 2163- KKD-840

Manufacturer: Zhangjiagang Shengang Medical Products Co., Lid.
Address: Xican Village, Fenghuang Town, 215614 Zhangjiagang City, Jiangsu Province. China

This report is for the, given above, manufacturer prepared according to the test results obtained from Jiangsn Quality
Supervision and Inspection Center for Special Safety Proteciton Products accredited by CNAS (China National
Accreditation Service), signatory to ILAC MRA, with number L-7901 for the product identified below, dated 21.05.2020
with Serial Id STFWT202012424 based on EN 149: 2001 + A1: 2009 standard and the technical file dated 09 June 2020
Version 01 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 evaluaied 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 Half Mask
Classification: FFP2 NR
Trademark: SHENGANG Model: M2004

UFR-383 12.12.201% Rev.0l Page 1iG
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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION
EU 2016/425 CORRESPONDING RISKS FOR THE PRODUCT

1.1. Design principles

I.1.1. Ergonomics

PPE must be so designed and manufactured that in the foresecable conditions of use for which it is intended the user can perform the risk related activity
normally whilst enjoying appraprisic protection of the highest prossible level. The test resuts with human subjects did not report any problem with the
ergonomics of the product.

1.1.2. Levels and classes of protection

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 nommal performance of the sctivity.

1.1.2.2. Classes of protection appropriate to diffevent levels of risk
Where differing foreseeable conditions of usc are such thar several levels of the zame risk can be distinguished, appropriate classes of protection must
be taken into account in the design of the PPE,

1.2. lnnocuonzness ef PPE

1.2.1, abaznce of risks and other inbereat nuisance faetors

FPE must be sc designed and ruanifactured 2 v precinde nisks and other nwnsance factors under fore ssesble conemions of use. The manufacturer
declares i hig rechnical $le thar according ™o ™ resuirs of sk analysis and the matzris! properties they use in the manufacturing, the product has no
hazardous corsent for healty.

1,211, Suitable construernt maverists

The materisis of which the PPE is mads, including any of their possible decomposition products, must not sdversely affest the health or safety of users.
The materinl selection ig processed in the lechtical manufactonng process and docurnented,

1.2.1.2. Sutisfactory surface condition of sil FPE parts in contaey with the user

Any pact of the PPE that is in consact or is hiabie to come into coneact with the user when the FFE is wom must be free of rough surfaces, sharp edges.
sharp poins and the like which couls cause excessive imtanon or injuries is evaluated and reported in the test report.

1213 Maximum permessiie aser impediment

Any inpediment causcd by PRE w 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.

13 Comfort and effectiveness

13.1, Adaptation of FPE to user morphology

PPE must be designed and manufactured in such a way as to facilitas its correet positioning on the uscr and to remain in place for the foresceable
period of use, bearing in mind ambient factors, the sctions to be carricd out and the postures to be adopted. For this purpose, it must be possible to adap:
the PPE to fit the morphology of the user by all appropriate means, such as adequate adjustment and attachment gystems 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 sequirements 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 information on:

a)  In addition fo the name and addressof the manufacturer and/or his authorized representative established in the Community

b) Storage. use, cleaning, maintenance, sorvicing 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:

¢) Performanee as recorded during technical tesis to cheek the levels or classes of protection provided by the PPE in guestion:

d) Suitable PPE accessories and the characteristics of appropriate spare parts;

€)  The classes of protection appropriate to diffcrent levels of risk and the comesponding limits of use:

f)  The obsolescence deadiineor 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 of the Direstives apptied inaccordance with Asticle5(6) (b);

j)  The name, address and ideniification number of the notified body involved in the design stage of the P
These notes, which must be precise and comprehensible, must be provided at least in the official languaga(s)

UFR-383 12.12201%8 Rev. Pags: 2|6
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2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL CLASSES OR TYPES OF PPE

2.1. PPE incorporating adjustment systems

If PPE incorporates adjustment systems, the latter must be designed and manufactered so that, after adjustment, they ds not become undone
unintentionally in the foreseeable conditions of use.

23, 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 aptical neutrality that is compatible with the degree of precision and the duration of the
activities of the user.

1f 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 spectacies or contact lenses,

2.4, PPE subject to ageing

If it is known that the design performance 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.

If the manufacturer is unable to give an undertaking with regard to the usefil life of the PPE, his instructions must provide all the information necessary
to ensble the purchaser or user to establish a reasonable obsolescence month and year, taking into account the quality level of the madel 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 agcing nesulting from the periodic use of a cleaning process
recommended by the manufacturer, the lafter must, if possible, affix a marking to cach 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, The product is for single use and tested with simulated wearing conditioning.

2.6, PPE for use in potentially explosive atmospheres
PPE intended for use in potentially explosive atmospheres must be designed and manufactured in such & way thai it cannot be the spurce of an electric,
clectrostatic or impact-induced arc or spark likely to canse an explosive mixture to ignite.

2.8. PPE for interventicn in very dangerous situations

The instructions supplied by the manufacturer with PPE for intervention in very dangerous situations must include, in particulsr, data interded 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 wom 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 removed by the uwser
Where PPE incorporates components which can be aitsched, adjusted or removed by the user for replacement purposks, 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 indireetly relating to health and safety

The identification or recognition marks directly or indircotly relating to health and safety affixed to thesc types or classes of must preferably take the
form of harmonized pictograms or ideograms and must rem ain perfectly legible throughout the foresccableuscful life of the PPE. In addition, these
marks must be complete, precise and comprehensible so as (o prevent any misinterpretation; in particular, where such marks incorporate words or
sentences, the latter must appear in the official language(s) of the Member State where the equipment is to be used.

If PPE (or a PPE component) is too small to allow al lor part of the necessary marking to be affixed, the relevant information must be mentioned or: the
pucking and in the manufacturer’s notes,

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10.1. Respiratory protection

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 sn inadequate oxygen concentration.

The breathable air supplied to the user by PPE must be obfained by appropriate means, for exarnple afier filtration of the polluted air through PPE or by
supply from an external unpolluted source.

The constituent materials and sther components of those types of PPE must be chosen or designed and incorporated so as to enstire pppropriats user
respiration and respiratory hygiene for the period of wear concemsd under the foreseeable conditions of use.

The leak-tightness of the facepicce and the pressure drop on inspiration and, in the case of the filtering devices, purification capacity must keep
contaminant penetration from a polluted stmosphere low enough not o be prejudicial to the health or hygicne of the uscr.

The PPE must bear details of the specific characteristics of the equipment which, in conjumction with the instructions, enable a trained and qualified user
to cmploy the PPE correctly.

In the case of fillering equipment, the manufacturer's instructions must also indicate the time limit for the storage of new filters kept in their original
packaging.

—
. G Ed

UFR-3E1 12122018 Rev.0l e Page 3]8
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120089 Reanddard |

Technical Assessment of EN 149; 200t + A}: 2009 Standard and other Standards it refers to, Clauses Corresponding to the
(EU) 2016/425 Regulation, Essential Health and Safety Requirements given above.

TR R

UFR-382 12.12.201% Rev.0]

S

Classiiy : Farucle Fifiening Half Mask
Artscle The mask subject lo evalustion based on the test results and technical file provided by the manufacturer is classified as:
5 Filtering Efficiency and maximum Total Inward Leakape: (lacsified as FFP2
Mask ig classified for single shifl use, NR
Aruele Packing: Particie filtering half masks sre mkaaed to protent them from contamination befors use and with cardboand boxes fo prevent
94 mechanical damage, the masks are in plastic sealed bags in the card box. The packaging design and the product is considered to withstand the
foreseeable conditions of use based on the visual inspection resulis given in the test repori.
Material: Materials used in parficle filtering half masks, acconding to the simulated weaning trestment and temperature conditioning nesults; Inis
understood it withstends handling snd wear over the pericd for which the particle filtering half mask is designed to be used, it suffered mechanical
Articte fni!ume of the facepiece or straps, any material from the filter media released by the air flow through the filter has not constitute a hazard or
.5 nuisence for the wearer. The manufaciurer declares that the materials used in manufactoring of the mask does not have an adverse affect the health
and safety of users.
Based on the test results, the masks did mot collapse when subject to simulated wearing and temarature conditioning. No nuisance situation is
reporied during the practical performance tests by humsn subjects,
Amicle Cllllll' sud Disinfection: Particle filtering balf mask is mot dmmed to be as re-usable, No tlemning or disinfection procednﬂ: pruvndcd 'by the
76 manufaciurer.
Practical Performance :
The test report indicates that the human subjects did not fasce any difficulty in performing the excercises while they were weared by the sample
masks, in walking test or work simulation tests, The wearers did not report any failure by mems of head hamness / straps/ eartoops cowrfort,
security of fastenings and field of vision. Also no imperfactions reported during total inward tests about the comfort, field of vision and fastening
Articie issties
. - Requirements in sccordznce with EN
L) Positive il “T45:2001 + A1:2009 md Resul
2Headtamesscomfort | 2 | _ 0 | Positive results arc obtained from the fest
3.Sccurity of faswenings | 2 B R 3 wubjects
5Fewld of vision 2 0 No imperfections
Cndimtll; (Al R IAs Rmved. or:;mll -
Artecle Finisk of Parts; The rest report staies that the particle filtening balf masks, which are likely to come info contact with the user, do not have sharp
78 © edges ane do .ot contmin b,
i Total Inward Leakage:
‘The Total nward Lekage test s conducted by 10 mdividual in an strotol chamber with a walking band. and samples are taken during the
condeution of the excercises defined in the standard. The samples used in the test #re subyected to the conditioning requited in the standard as
Temperature conditioning and as received, The face dimensions of the subjects are also reported. The measurement details for each subject snd
Article for each sxcersize are avalable in the test repart
79.1 i
| It was reported that;
1 At leasr 47 out of 50 exercise measurement results are smaller or equal to 11%.
| Atlenst 9 of 10 individoal’s arithmetic mean is smatler or equal to 8%,
According to the reported results, the product meets the limits for FFPL and FFP2 classification. i
" Penenntien of Biver material; Sodiun Chionde "'mn;
. Sodiam Chloride Testin, uirements in accordance wath
Condition e 05 Liminmax () R 149.3001 » 113009 Result
(AR) 198 114
(AR) 204 125
(AR} 21 1.21 FFP1 <20 % Filtening haif masks Rulfill the
{SW) 224 124 requirements of the standard
Articte (5.W) 238 1.33 FFP256% EN EN 145:2001 + A1:2009
792 (8w, 248 141 given i 7.9.2 in range of the
MS.TC) 258 147 FFP3<1% FFP1, FFPZ classes.
MS,TC) 268 1.54
MS.TC)H 27g 1.62 ]
Conditioning : {M.5.) Mechanica! Srengtk 93 Limin = 1.6 dm*.sn”
(7.C.) Temperature Condnioning
(A.R.) As Received. onigiral
(5 W.) Simulatzd wearing treatment

Pape 4|6
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’ Penetration of filter material: : Paraftin OH Tesing
. No. of Paraffin Oil Testing Requirerents in accordance
Condition Sample | 9 Lminmax(%) | with EN 149:2001 + A1:2009 g
(AR) 28 152
{AR) 298 2,59 !
{ARJ 308 268 FFPl <20 % [Filtering half masks fulfii] the
AHticly (5.W.) 318 274 Tequirements of the standard
797 S.W) 28 179 FFP2SE% EN EN 149:2001 + A1:2009
: S.W.) 33 288 given o 7.9.2 in range of the
METC) 348 254 FFP3<1% ! FFT1, FFP2 classes,
S TC) L 301 ;
MSTC) 368 312 }
Conditioning : {(M.5.) Mechanieal Strength
{T C)) Temperature Condihomng
(AR} As Received, ongina!
o (3W.) Simulated weanpg treatrhent
Articie Compatibility with skin: In Practica) Performance report, the likelihood of mask matenals ia contact with the skin CAUSINE ITHation of cther
1.10 adverse effect on health was not reported. (No negative reporting on practical performance and TIL test regults)
e Wbl 5 T e e e et o
. No. of . . Requirements in accondance with EN
Condition Sample Visual inspection 149:2001 + A1-2009 Result
{AR) . 378 Didn't bum Fileering half mask Passed
sl (AR) " abg Diido*t bumn shall nt bum or not Laboratory claims that the
71 (T.C) Lo Didr’t bum contimue tc bum for tesied items did not burn for
Tc) 408 Dide™t bum more then $ 3 after 5 seconds and fulfils the
1 remeval from the flame requirement_of the M
Conditioning : (A R.) As Received, onpinal
e (T.C.) Temporaturs Conditioning . .
} Carbon dioxide content of the inbalation air:
An average
Condition No.of | (CO-content of the inhalation mr | CO: content of| Requirements in accordimce with Result
i Artele Sample %] by volume the inkalation EN 149:2001 + A1;2009
712 Bir
—AARY poa [ - S COx content of the inhalation sir Pazsed
~ ARy Jam L 0T T s | shal ok xseedn svempe or | FOterig balt masks |
(AR) A3g 0.54 1,0% by volume fnlﬁm o
Conditioning : (A.R.) As Received. onginai
Amele Head harmess: In Practical Performance and TIL test reports no adverse effects have been reported for donning and remove of the mask also the
713 resulte of these tests indicates that the head hamess are capable of holding the mask firmly enough,
:Tide Field of vision: In Practical Performance report. no adverse effects were reported for the field of vision availability when the mask is weared.
Article . '
718 Exhalation Valve(s}: The model under inspection have no valves.
Breathing Resistance: Inhalauop
The overal] evaluation of the results gathered for @ different samples 3 as recerved, 3 with temparature condmoning, 3 simulared wearing
Arricle wearment complies with the lunits gaven 1o the standard for FFP1. FFP2 and FFP3 classes. This is vahd for inhalation results for 30 Limin, 95
716 L/min and exhalation at 160 L/min. The measurement derils for each sinple mask tesied ave available ir: the test report,
Pagaed.
UFR-383 12122018 Rev.0: Pagpe 5it

iy

UNIVERSAL SERTIFIKASYON VE GOZETIM HIZM TiC LD $T Keysp Ticare: Merkezi, Necip Fanl Bulvan. E2 Blok. No44%4 ¥, Dudufiv - Umsaniye - ISTANBUL T +50 216455 A0 80 F+90 216 455 80 08 info@universakerteor




UNIVERSAL

CERTIFICATION

-
Amiche | Clogging: This test is not applied to Pariicle Filtesing Half Mask which is not reusable,

L {For single shift nse devices, the chagging fext s optiount vest, For re-wseble devices trst it mamdarery.

Article

718 Demountable Parts: There are no demountable parts of the mask.

Ariicie Testing: All tests conducted according to Clause & of this standard is available in the test report and are evaluated in this repon for qualification
8 and classification of the mask,

Marking - Packaging: Necossary madkings arc available on the product package (box). The manufsciurer and its trademark is clearly visible. {
The type of ilie mask and the classification including the siatus of ve-usability, the refevence to EN 149:2001+A1:2009 siandard, the end date of
shel€ life, uisng and storage instructions and pictograms and CE mark are available on the product package. The above evaluation is based on the
technical document for packaging and marking, for box design. Verified on the Anmex 9.1 of the technical file,

The technical documentation for mask design (drawing) also evaluated for marking requirements, drawing M2004. The mask template (drawing}
Article indicates that the mask will carry information about the manufacturer / trademark (SHENGANG) of the mamifacturer, Type of mask. the
reference to EN [49+A1:2009 standard and classification including the re-usability of the mask, The manufacturer also printed CE mark with our
Notified Body number, The mask do not have sub-assemblics. Even the tested sample by the labormtory do noi cammy necessary marking
information as stated in the technical documentation, the manufactures shall follow marking instructions for sevial production. Model drawing
M2004 exists in the techmical file of the manufacturer, Annex 6 of fechnical file.

Information to be supplied by the manufacturer: In ench of the smallest commercially available packaging of the product, implementaiion
Anticle | (installation instructions) pre-use controls, waning and usage limitations, storage and meanings of symbols / pictograms are defined. User
10 , instruction decument in the technical file found to be appropriate. The manufacturer shall include this documented user information text in every
s Amtllgst commeniially available package, Annex 8 of Technical file.

PREPARED BY | APPROVED BY
i
Osman CAMCI Suat KACMAZ
FPE Expert General Manager
[ ]
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prodiuet Name Particulate Respirator Specification Type M2004
Trademark -
e
st Usit ZHANGJIAGANG SHENGANG
| | MEDICAL PRODUCTS €O, 17D Tel —
Manufecturer | —
. Sample Grade FFP2
Sample _
Quantity 70 R Sample Receiving S —
| Date
Cal Entrusted i i
Test Calegory Inspection Serial Number —
Samples .
Conditions Meet the testing requirements
Document and
: E .
Decide N !49= 2001+A1: 2009 {Respiratory protective devices -Filtering half masks to protect against
Accordance | Pavticies-Requirements. testing, markingh
P \
/ @\Tf
Tos The samples were tested, the items tested meet ¢ gﬁ'&q 150 *N_'él :2001+A 1:2000
Conclusion standard for FFP2 level. ,gm l% s
S\ Dl 2020053
3
!
\ *A.-d..-l-séli;,‘ IIH T ¥
(P
The head hamess of the mask provided by the applicant is car hanging.
Compatibility with skin is not recognized by the center. The test data are only for reference.
Remarks “The sample is not marked for reuse and does not require testing for blocking performance,
The test conclusion of this report is only for the items inspecied and does not mean that the
uninspected items or functions meet (he requirements.
The results apply to the sample as recelved.
j i’z lv: ~ 1
Approver T > Examiner *% R Major tester ] '1’2

JANGSU QUALITY SUFERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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7.5 Material Pass'
Materials used shall be suitble 1o withstand handling and wear over the period for
which the particle filtering half mask js designed to be used.
Any material from the fitier media released by the air flow through the filter shall not
constitute a hazard or nuisance for he wearer,
After undergoing the conditioning described in 8.3.1 none of the particle filtering half
masks shall have suffered mechanical failure of the facepicee or straps.
When conditioned in accordance with 8.3.1 and 8.3.2 the particle filiering half mask
shall not collapse,
Notel: Refer to Annex A for test data,
7.6 Cleaning and disinfecting NiA®
If the particle filtering half mask is designed to be re-usable, the materials used shall
withstand the cleaning and disinfecting agents and procedures to be specified by the
manufacturer.
Note2: Non-reusable respirator,
7.7 Practical performance Pass’
The particle filteing half mask shall undergo practical performance tests under realistic
conditions.
Note3: Refer to Annex A for test datx.
7.8 Finish of parts Pass

Parts of the device likely to come into contact with the wearer shall have no shamp
edges or burrs,

JIANGSU QUALITY SUPERVISICN AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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7.9.1 Total inward leakagpe Pass’
For particle filtering half masks filtled in nccordance with the manufacturer’s

information, at least 46 oul of the 50 individual excreise resulls {i.e. 10 subjects x 5
excreises) for total inward Ieakage shall be not greater than;

and, in addition, af least B out of the 10 individual wearer arithmetic means for the total
inward leakage shall be not greater than
22% for FFPL, 8% for FFP2, 2% for FFP3

Noted: Refer to Annex A for 1¢s2 duta,
7.2.2 P'enctration of filter material Pass®

The penetration of the filier of the padicle filtering half mask shall meet the
requirements of Table 1.

Sodium chloride test 95 | Paraffin oil test 95 Vmin
FFP1 =20% <=20%
FFP2 <6% 6%
FFP3 <i% <1%

This report may not be published except i full unless permission for the publication of
an appraved extract has been obtained in writing.

WNoteS: Refer to Annex A for test data.
7.10 Compatibility with skin Pass®

Maiterials that may come into contact with the wearer’s skin shall not be known to be
likely to cause irvitation or any other adverse cffect to health,

Note6: Refer to Annex A for test data.

7.11 Flammab#lity Pass’

When tested, the particle filicring hatf mask shall not burn or not to continue te bumn for
more than 5 s afier removal from the flame.

Note7: Refer to Annex A for test data.
7.12 Curbon dioxide content of the Inhalation air Pass®
The carbon dioxide content of the inhalation alr (dead space) shall not exceed an

Note8: Refer to Annex A for test dnta,

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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7.13 Head harness Pase’
The head harness shall be designed so that the particke filtering hall mask can be
donned and reroved casily,
The head harfmss shalt be adjustable or self-adjusting and shall be sufliciently robust 1o
hold the particle fillering half mask firmly in position and be capable of maintaining
Note9: Refer te Annex A for test data,
7.14 Field of vision P'ass”
The field of vision is acceptable if determined so in practical performance tests.
NotelD; Refer to Annex A for test data.
7.15 Exhalation valve NIAT
A panticle filtering half mask may have one or more exhalation valve(s), which shall
function correcily in all oricntations,
If an exhalation valve is provided it shall be protected against or be resistant to dirt and
mechanical damage and may be shrouded or may include any other device that may be
necessary for the particle filtering half mask to comply with 7.9,
Exhalation valve(s), if fitted, shall continue to operate correctly after a continuous
exhalation flow of 300 I'min over a period of 30 5,
When the exhalation valve housing is attached 1o the faceblank, it shall withstand
axizlly a tensile force of 10 N applied for 10 5,
Notell: Valve-less respirator
7.16 Breathing resistance Pass™
Maximum permitted resistance (mbar)
Classification Inhalation Exhalation
30 l/min 95 E/min 160 Fmin
FFP1 0.6 2.1 30
FFP2 0.7 24 30
FFP3 1.0 3.0 30

Notel2: Refer to Annex A for test data.

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION FPRODUCTS.
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.17 Clogging N/AY
7.17.2 Breathing resistanee N/A"

valved particle filtering hatf masks:

After clogging the inhalation resistances shall not exceed:

FFP1: 4 mbar, FFP2: 5 mbar, FFP3: 7 mbar ot 951 fmin continuous flow

The exhalation resistance shali not exceed 3 mbar af 160 L/min continuous flow
Valveless particle filtering half masks

After clogging the inhalation and exhalation resistances shall not exceed:

FFP1: 3 mbar, FFP2: 4 mbar, FFP3: 5 mbar at 95L/min continuous flow
1.17.3 Penetration of filter material

Sodium chloride test 95 | Pasaffin oil test 95 Vmin
FFP1 <20% <20% NAY
FFP2 <6% <6%
FFP3 <1% <1%
Notel3: Non-reusable respirator,
7.18 Demountable parts N/AY

All demountable parts (if fitted) shall be readily connected and secured, where possible
by hand
Notel4: No demountable parts.

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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Annecx A: Summarization of Test Data pa
use
/_,C.-l’-f Resull Asscssment
Simulated T -
No mechanical failure
wearing 2
No mechanieal ftlure
il freatiment aw ;.
15 Matevin No mechanienl failure Pass
Temperature i No mechanical failure
conditioned i No mechanienl failure
o No mechanical failure
Practical -
{19 At recelved Na mechanical failure Pass
g performance 8] - -
No mechanical Rilure
Individual exercise result
i 47 out of the 50 individual excrcise results < 11%
10# 47 out of the S0 individual excrcisc results <11%
As recelved 114 47 out of the 50 individun! exercise results < 1%
124 4% out of the 50 individual exercise resuhs £11%
134 47 o of the 50 individual cxcreise results S 11%
14# 47 out of the 50 individua] excrelse resulis <11%
15# 47 out of the 50 Individual exercise results < 11%
‘Femperature
. 16# 47 out ol the 50 individual cxereise results <11%
conditioned
17 47 out of the 50 individual exercise results < 11%
g Fotal inward 18# 47 out of the 50 individual exercise results <11% Pass
73 feakape Todividual wearer arithmetic means
b o4 9 individeal wearer arithmetic mcanss< 8%
| 100 9 individual wearer arithmetic meanss 8%
As received 114 9 individual wearer arithmetic means< 8%
124 9 individual wearcr arithmetic means< 8%
13 9 individual wearer arithmelic meanss 8%
144 9 individual wearer arithmetic meanss 8%
154 9 individual wearer arithmetic means< 8%
Temperature 16# 9 individual wearcr arithmetic means< 8%
conditioned - ; .
178 ¢ individual wearer arithmelic meanss 8%
18# 9 individual wearer arithmetic means< 8%

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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/ r ‘—“—'STd_—-—-_B“““ Asscssment
e Hlorde testosi fmin)
As received _‘TM“- 1,14
h""*:‘l-;——-— L 1.25
Simulated oy 1.21
l‘we.n-lng ‘—;;,;"'—‘ : ;:
reatnent | ga .
=
MSAT.C, o 1.47
Penetration 1.54
192 of filter Lt 1.62
material/% Paraffin oil test(9SL/min) e
l As received ;:: 232
2.59
304 2.68
Simulated kil 274
wearing 3 279
i treatment 3y 2.88
344 2.94
MSAT.C, sk 3.01
i 364 3.12
iI o No irritation or any other adverse effect to health
=| 104 No irritation or any other adverse effert to health
i As received 11# No irritation or any other adverse cffect to health
1 No itritation or any other adverse effect 1o health
- Compatibility 134 No imitation or any other adverse effect to health Pass
! with skin 14# No irritation or any other adverse effect 1o health
15# No irritation or any other adverse effect to health
Temperature 164 No irritation or any other adverse effect te health
conditioned
178 No irtitation or any ather adverse effect to health
i 184 No irritation or any other adverse effect to health
: 37 Didn't bum
| 71 Flammabit i = et Le
ity Temperatare 208 Didn't burn
SN conditioned 404 Dide’t bu
]
|
NANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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M - As mﬁvN@
/] il Y 420 e
mﬂoﬂh‘ =" Mean valge
i 056 0.55 Pass
$ | e e 055
%t
"/’ As received
/ Jead h:
F amess can
o i bbc donncd and removed casily, adjustable and have
| Y rabust to hold the particle filtcring half mask firmiy,
Head harn "
108 iy 35 can be donned and removed casily, adjustable and have
P sulficicnly robust to held the particle filtering half mask firmly.
1# Head hamess can be donnicd and removed easily, adjustable and have
sufficiently robust to hold the particlc filtering hall mask Givmly.
128 Head hammess can be donned and removed casily, adjustable and have
sufficiently robust to hold the particle filtering half mask firmly,
134 Head hamess can be donned and removed easily, adjustable and have
Jesd sufficiently robust 10 hold the particle filiering half mask firmly. P
% | pardness Temperature conditioned ass
14 Head hamess can be donned and removed easily, adjustable and have
sufficiently robust to hold the particle filtering half mask firmly.
154 Head hamess can be donmed and removed easily, adjustabie and have
sufficiently robust 10 hold the particle filtering half mask firmly.
Head harness can be donned and removed casily, adjustable and have
= sufTiciently robust to hold the particle filtering hall mask firmly.
Head haress ¢an be donned end removed casily. adjustable and have
. sufficiently robust 10 hold the particle filtering half mesk firmly.
Head hamess can be donned and removed easilys adjustabie and have
. sufficiently robust to hold the particle Bltcring half mask firily.
u As T Passcd the practicat performance iests Pass
* | Fied o vision jcal performance Lesis
~ ] received | 8# Passed the praclica
zCTION PRODUCTS.
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| Clause Result Assessment
Inhalation Exhalation
Jovmin | oS Umin 160 Lmin
As received
A 03 1.0 14
1] 0.3 1.0 14
am | c 0.J 1.1 1.5
D 0.3 1.0 14
E 0.3 1.0 1.4
A 0.3 1.0 1.4
B 03 1.1 1.5
a2 | © 03 1.0 1.4
, D 0.3 1.0 14
: E 03 1.0 14
A 03 1.0 1.4
, B 0.3 1.0 14
3% | ¢ 0.3 10 14
Breaihing D 03 11 1.5
716 resistance Pass
E 0.3 1.0 1.4
f (mbar)
! Simulated wearing treatment
A 03 1.0 1.4
B 0.3 10 1.4
48 | C 03 1.0 14
D 03 1.0 i4
E 0.3 1.1 1.5
A 0.3 1.0 14
i B 03 10 14
458 | C 0.3 1.1 14
D 0.3 1.0 1.5
| E 03 10 14
| A 03 10 14
! B 0.3 1. 15
i | c 03 1.0 14
.r D 0.3 10 1.4
l E 0.3 L0 14

&

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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" Clsnse r— Asscssment
—T1 Inhatation [xhoTation |

Wimin | 95Umin 160bmin |
‘Temperature conditioned
A 0.3 W 1.5 —
B 0.3 1.0 14
o | c 03 1.0 1.4
D 0.3 1.0 14
F 03 1.0 14 ]
Bresthing A 0.3 1.0 14 . Pass
716 resistance B 03 1.1 14
4ENNLE 0.3 1.0 1.5
r D 03 1o 1.4
E 0.3 LO 14
| A 0.3 1.0 14
1 0.3 1.0 14
o | C 0.3 1.1 1.5
n 0.3 1.0 14
E 03 1.0 1.4
T A: facing directly ohead
B: facing vertically upwards
| 216 Breathing C: Incing ventically downwards
[ Pesista®e® 1 D lying on the fefl side
| [ lying on the right side

gh: M.S.: Mechanicsl strength; T.C.s Temperature conditfoning: N/A: Not spplicable

| Original Sample

======= End of Reponl =======

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTCCTION PRODUCTS.
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Points For Attention

. This Report Is Invalid If Without “The Test Report Special Seal” Or The
Official Scal Of The Institute.

. The Reproduction Is Invalid If Without Being Confirmed By The Test Report
Special Seal. )

. This Report Is Invalid If Without Signature Of The Major Tester And The
Examiner And The Approver.

. This Report Is Invalid If In Any Form By Any Means Altered.
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Mk LS LM RGP RISHERH 106 9
Add: Lingang Road 166, Lingang Economic Park , Gaogang, Taizhou.Jiangsu
H% ( Tel ); 0523-86989959
052386989939
BR%4 ( Post ) 225300
FMIhE ( Web ); www.jstfzx.com
BEHT ( E~mail ): 1735889887@qg.com
KB 9% (Complain Tel): 0523-86989901



