Certificate FI20/967349

Guangdong Xinyue Sanbang
Protective Equipment Co.,Ltd.

Plant No.6, North Yongxin Road, Shadunhu Village Development Zone,
Liansha Village, Danzao Town, Nanhai District, Foshan City,
Guangdong Province, P. R. China, 528000.

Itis certified that the manufacturer’s technical file and the PPE product detailed on
page 2 have been assessed and found to be in accordance with

Regulaticn (EU) 2016/425

Module B, EU type-examination

This certificate is valid from 24 November 2020 until 24 November 2025
1. Certified since 24 November 2020

Authorised by

S

-

‘u-v-.
SGS FIMKO OY, Notified Body 0598

Takomotie 8, FI-00380, Helsinki, Finland
t +358 9696 361 f+358 9692 5474 www.sgs.com
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This document is issued by the Company subject to its General Condifions of
Certification Services accessible at www.sgs.comiterms_and_conditions him,
Attention is drawn to the limitations of liability, indemnification and jurisdicional
issues established therein. The authenticity of this document may be verified at
itip:/Awerw.5gs. :
unauthorized alterafion, forgery or falsification of the conlent or appearance

of this document is unlawful and offenders may be prosecuted fo the fullest
axtent of the law.

FINAS

Finnish Accreditation Service
S003 (EN ISO/IEC 17065)



Certificate F120/967349, continued

Guangdong Xinyue Sanbang
Protective Equipment Co.,Ltd.

Regulation (EU) 2016/425

Module B, EU type-examination

Issue 1

PPE Product

SANBANG (logo) 9051A particle filtering half mask, consisting of a white
five layer (polypropylene/ polypropylene/ polypropylene / hot air cotton /
polypropylene) disposable face mask, with nose clip, polyurethane nose

foam, polyester /polyurethane head hamness and adjusting button.

It is certified that the manufacturer's technical file and the above mentioned
PPE have been assessed and found fo meet the applicable Essential Health
and Safety Requirements in Annex |l of Regulation (EU) 2016/425 Personal
Protective Equipment.

The following have been applied:

EN 149:2001+A1:2009 (Respiratory protective devices - filtering half masks
to protect against particles) device classification: FFP2 NR.

This certificate is issued on the strict condition that appropriate checks on
manufactured PPE, as detailed in Article 19 (c) of the Regulation are
implemented and maintained while the miodel is in production

Certification is based on fechnical file reference:
9051A, dated: 2020-11-10.

SGS Reference Number UK/CRS 242652,

This certificate remains the property of SGS Fimko Oy to whom it must be retumed on request.
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Certificate CN20/42610

The management system of

Guangdong Xinyue Sanbang
Protective Equipment Co.,Ltd.

Plant No.6, North Yongxin Road, Shadunhu Village Development Zone,
Liansha Village, Danzao Town, Nanhai District, Foshan City,
Guangdong Province, P. R. China, 528000.

has been assessed and certified as meeting the requirements of

Regulation (EU) 2016/425

Module C2
For the fellowing activities

Manufacture of SANBANG (logo) 9051A particle filtering half mask.
(Note: All products marked CE0598 must have a valid EU type-
examination certificate issued under Module B or a valid EC type-
examination certificate issued under Article 10 of Directive
89/686/EEC.)

This certificate is valid from 30 November 2020
and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 30 November 2020

Authorised by
’5 Uno x& {’;1;“_

SGS FIMKG QY, Notified Body 0598

Takomotie 8, FI-00380 Helsinki, Finland
t+3589696 361 f+358 96925474 www.sgs.com
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Test Report 5L52025257539101TX-1 Date:June 29,2020 Page 1 of 9
JIANGMEN YANYANG TRADING CO.,LTD

NO.1, 4TH FLOOR, BUILDING 2, NO.18 XINY| ROAD, JIANGHA| DISTRICT, JIANGMEN CITY

i

e

THIS REPORT CANCELS AND SUPERSEDES THE TEST REPORT NO. SL52025257539101TX DATE:2020-
06-18 ISSUED BY SGS (Shanghai) UPDATED SAMPLE INFORMATION

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

Sample Description ¢ [A)Filtering half mask

Style Mo, © ¥Y0525

Composition ¢ ~{A)Non-woven fabric, melt-blown fabric, hot air cotton

Sample Caolor S iA)White

Manufacturer : JIANGMEN YANYANG TRADING CO.LTD

Country of Destination : EUR .

Test Performed . Selected tesi(s) as requested by applicant

Sample Receiving Date  : May 15, 2020

Testing Period :  May 15, 2020 - Jun 18, 2020

Test Result(s) :  Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Conclusion:
| Sample No. Recommendation Level
LA FFP2 MR

Signed for and an behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

(k. (e

Sara Guo {Account Executive)
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Test Report SL52025257539101TX-1 Date:June 29,2020 Page 2 of 9
Test Result
Personal Protective Equipment - Respiratory Protective Devices- Filtering Half Masks to Protect against

Particles- Reguirements, Testin I'ularlun
EM 149:2001+A1:2009

Clause 7.4 Pac in
(EM 142:2001+A1:2009 Clause 8.2)

|
Test Requirement Results Comment |
. Particle filtering half masks shall be offered for sale packaged in such a way ]
| that they are protected against mechanical damage and contamination
| bsesteivarsass Comply | Pass
| 1
| 7.5 Material ]
{EM 149:20014+A1:2009, Clause B2 & 831 8833
| Test Requirement Results Comment
] Materials used shall be suitable to withstand handling and wear over the Sttt
period for which the particle fittering half mask is designed to be used. MY
After undergoing the conditioning described in 831 none of the paricle
filtering half masks shall have suffered mechanical failure of the facepiece Comply
or straps. Pass
' When conditioned in accordance with 8.3.1 and 8.3.2 the particle filtering Bomi
| half mask shall not collapse. e
CAny material from the filter media released by the air flow through the filter Coml
. shall not constitute a hazard or nuisance for the wearer. \ i
Clause 7.6 Cleaning and Disinfecting
(EN 149:2001+A1:2009, Clause 8.4 & 8.5 & 8.11)
| Test Requirement B Results | Comment
UIf 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. [hT:?tt :ﬁ“ﬁﬂ?ﬂ NA
With reference to 7.9.2, after cleaning and disinfecting the re-usable particle s r&ugahl 2) e
i filtering half mask shall satisfy the penetration requirement of the relevant
| class.
Clause 7.7 Practical Performance
(EM 149:2001+A1:2008, Clause 8.4)
Test Requirement Results Comment
The particle filtering half mask shall undergo practical performance tests
under realistic conditions. These general tests serve the purpose of d :
checking the equipment for imperfections that cannot be determined by the pimertections Pass
tests described elsewhere in this standard.
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Test Report SL52025257539101TX-1 Date:June 29,2020 Page 3o0f 9
Clause 7.8 Finish of Parfs
(EM 149:2001+A1:2009, Clause 8.2)

Test Requirement Resuits | Comment |
Paris of the device likely 1o come into contact with the wearer shall have no | No sharp edges Fass
sharp edges or burrs. \ or burrs g

Clause 7.9.1 Total Inward kage
(EN 149:2001+A1:2009, Clause 8.5)

Test Requirement Results Comment

The total inward leakage consists of fhree components: face seal leakage,
exhalation value leakage(if exhalalion value fitted) and filter penetration.

For particle filtering half masks fitted in accordance with the manufacturer’s
information, at least 46 out of the 50 individual exercise results (i.e. 10
subjects x 5 exercises) for total inward leakage shall be not greater than: Detail refer to Meet FFP1
25% for FFP1, 11% for FFP2, 5% for FFP3 Appendix 1 Meet FFP2

and, in addition, at least 8 out of the 10 individual wearer arithmetic means
for the total inward leakage shall be not greater than:
22% for FFP1, 8% for FFP2, 2% for FFP3

Appendix 1: Summarization of Test Data

Inward Leakage Test Data )
Subject | Sample | Condition | Walk{%:) Head Head Talk(%:) | Walk(%:) | Mean{%)
Mo. [ Side/side(%:) | up/down(%)
. ‘Zhou 1 AR. 5.42 5132 7.51 6.39 7.06 6.34
ALuo 2 AR. 6.25 7.78 6.19 7.38 7.98 7.1
Lu 3 AR. 5.77 6.09 6.58 7.65 742 6.70
Wang 4 AR. 5.73 6.81 : 5.41 4.69 5.59 5.65
Bao 5 A.R. 7.70 6.78 6.80 P 6.93 7.20
__Ding . ! 6 T.C. 5.57 459 6.81 L~ 6:19 4.63 5.56
Lir T T.C. 6.42 7.60 7.47 T.15 8.139 7.37
Chen 8 T.C. 4.04 552 5,34 6.14 5.09 5.23
Song 9 T.C. 7.09 6.70 6.64 712 6.28 6.77
Ye 10 T.C. 8.41 B.57 5.54 7.68 761 7.56

Facial Dimension{mm}

Subject. | Face length Face Width Face Dapth Mouth Width
Chen 125 . 150 120 58
Lu 115 132 ; 107 43
Zhou 115 135 106 o2
Li 125 130 107 46
Luo 125 136 100 43
Zheng 128 140 112 ) 55
Wang— | 120 147 103 48
Song 120 140 100 50
Bao 130 134 104 50
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Test Report

S5L52025257539101TX-1

Date:June 29,2020 ~ Page 4 of 9
Ding 134 ( 150 110 52
Liu 120 135 117 50
i - 126 13? 105 52
lause 7. ion of Filter Material
(EN 149:2001+A1:2009, Clause 5.11 & EM 132?4 7:2019)
Test Requirement Results Comment
The penetration of the filter of the particle filtering half mask shall meet the
requirements of the following table. {
Classifica Maximum penelralion of test aerosal
tion Sodium chloride test 95 | Paraffin oil test 95 I'min
Ifmin Detail refer to Meet FFF“1
A % Appendix 2 Mﬂat FFP2
e rrak. —~
FFP1 [ 20 20
FFP2 B s B
FFP3 1 1
_Appendix 2: Summarization of Test Dﬁta '
Penetration of filter material .
- Penetration
Aerosol Condition Sample Mo, (%)
S 1 0.472 |
As received 2 0.545 ]
3 0.543
- -4 0,548
Sodium chloride test Simulated wearing treatment ' B 0.4596
i 5] 0.493
-~ 7 1.863
Mechanical strer'!;!lh +Temperature 8 1679
conditioned g 1783
10+ 3.569
As received k| 4,139
12 ~4.,358
13 3.987
Paraffin oil test Simulated wearing treatment 14 3.271
' 15 3.507
Mechanical strength +Temperature :g— j:gs; -
conditioned 798 5 005
~ ) Fluw conditioning : Single fnltar 95,0 L/min (
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Test Report SL52025257539101TX-1 Date:June 29,2020 Page 5 of 9
Clause 7.10 Compatibility with Skin
(EM 149:2001+A1:2009. Clause 8.4 & 8.5)
Test Requirement Results Comment
Materials ‘that may come into contact with the wearer's skin shall not be Mo irritation or
known to be likely to cause irritation or any other adverse effect to health. any other adverse Pass
effect to health

Clause 7.11 Flammability
(EN 149:2001+A1:2009, Clause 8.6)

Test Raquirement Results ] Comment
The material used shall nat present a danger for the wearer and shall not be
of highly flammable nature Detail refer io 5
ass
When tested, the particle filtering half mask shall not burn or not to continue Appendix 3
to burn for more than 5 s after removal from the flame.
Appendix 3: Summarization of Test Data
Flammahili
Condition Sample No. Result
; i MIL
As received
1 2 MIL
|
- 3 MIL
Temperalure conditioned
4 MIL
Clause 7.12 Carbon Dioxide Content of The Inhalation Air
{EM 149:2001+A1:2009, Clause 8.7)
| Test Requirement Results Comment
The carbon dioxide content of the inhalation air {daad space) shall not Detail refer to Pk
exceed an average of 1,0 % (by volume) Appendix 4

Appendix 4: Sum_marlzaiiun of Test Data

Carbon Digzide Content of The Inhalation Air

Condilion Sample No. Result{%)
: 0.4461
1
As received 2 0.4537  Mean value:0.45
0.4518
3
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Test Report SL52025257539101TX-1 Date:June 29,2020 Page 6 of 9
Clause 7.13 Head Harpess
(EM 149:2001+A1:2009, Clause 8.4 & 8.5)
Test Requirement Results Comment
The head harness shall be designed so that the particle filtering half mask Comol
can be donned and removed easily. Py \
The head harness shall be adjustable or self-adjusting and shall be FPass
sufficiently robust to hold the particle filtering half mask firmly in position and Gomply
be capable of maintaining total inward leakage reguirements for the device.
I 7.14 Fi ion
(EM 149:2001+A1:2009, Clause 8.4)
Test Hequlre-meni Results Cnm ment
The field of vision is acceplable if determined so in practmal perfarmance Comply Pai
tests. N
Clause 7.15 Exhalation Valve(s)
(EM 149:2001+A1:2009, Clause 8.2 & 8.8.1 & 8.3.4 & B.B)
Tast Requirement Resulis Comment
{a) A particle filtering half mask may have one or more exhalation valve(s), Ncﬁuﬁ'ﬁﬁle
which shall function correctly in all orientations. sxhalation vale
(b} If an exhalation valve is provided it shall be protected against or be Not licable
resistant to dit and mechanical damage and may be shrouded or may du??n Nis
include any other device that may be necessary for the particle filtering half Lehaiatan vl
‘| mask to comply with 7.9. g MNA
{(c) Exhalation valve(s), if fitted, shall continue to operate correctly after a N?;Uamlﬁf e
continuous exhalation flow of 300 [/min over a p&rl?i! PEFEU =] exhalation valve
(d) When the exhalatiup valve housing is a_ttached to the faceblank, it shall Noéuaﬂ'ﬁg le
withstand axially a tensile force of 10N applied for 10 5. Bt dotion vali
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Clause 7.16 Breathing Resistance
(EN 149:2001+41:2009, Clause 8.9)
Test Requirement Resuits Comment
The penetration of the filter of the particle fillering half mask shall meet the 4
requirements of the following table.
Classification Maximum permitted resistance (mbar) s Meet FFP1,
Inhalation Exhalation ”:-‘a" ‘%fF’E"’ Meet FFP2,
30 l/min 95 l/min_ 160 Umin gaancix Meet FFP3
FFP1 0.6 21" 3.0
FFP2 0.7 2:4 3.0
FFP3 1.0 3.0 3.0 _ARS
Appendix 5: Summarization of Test Data
Braathing resistance {mbar)
. / 1 . 3
Flow rate(l/min} AMBICIDIEIATBIC D El AlTBI G-I TE
As received . 30 0.2 |04 04|03 (020310402 |04[03[02|04|03{0.2]|04
Inhalation " -
95 0.8 1.0 [1.0 |08 |08 105 |08 1.0 |08 |08 |08 0.9 [1.0 |09 |08
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A: facing directly ahead; B: facing vertically upwards; C: facing verically downwards; D: lying on-the left side; E:

lying on the right side
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Clause 7.17 Clogqin
{EN 149.2001+A1:2009, Clause 89 & 8.10)

_ Test Requirement Results Comment
Clause 7.17.2 Breathing resistance '
Valved particle filtering half masks:

After clogging the inhalation resistances shall not exceed:
FFP1: 4 mbar, FEPZ: 5 mbar, FFP3: ¥ mbar at 95L/min continuous flow
The exhalation ragislance shall not en:eed 3 mbar at 160 L/'min continuous | Optional for single NA
flow. shift device anly o
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
Clause 7.17.3 Penetration of filter material
All types (valved and valveless) of particle fillering hall masks claimed to
meet the clogging requirement shall also meet the regquirements.
Classificatio Maximum penetration of test aerosal Oufional torainal
n Sodium chloride test 5 imin | Paraffin oil test 95 Iimin Hllanas for s inpe NA.
o %% shift device only
“max. | max.
FFP1 20 20
FFP2 6 6
FFP2 1 ' 1

Clause 7.18 Demountable Parts

(EN 149:2001+A1:2009, Clause 8.2)
Test Requirement I Results Comment
All demountable parts (if fitted) shall be readily mnnecled and secured, | No demountable N.A
| where possible by hand - parts :
Test Uncertainty
Total inward leakage 3.4%
Penetration of filter material 4.8%
Carben dioxide content of the inhalaticn air 3.9%
Breathing resistance (30L/min) 5.9%
Breathing resistance (85L/min) 4.9%
Breathing resistance (160L/min) 4.3%
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Sample Photo

***End of Report™*

Urileas otharwies aghead in wiiting, (his documaent ik iksusd by the Company subject 1o s Gerseral Condfions of S8reecs prinded
oveilsaf. available on reguest or accassle al Witp; (hwww, sgs. comdan Tarme-snd-Conditians. aspa and, for ebecitonio Mmal documans,
suisect to Terma and Conditions for Electronic Diocuments al & Mw:;r',: comien Tarme-and-CopdibansTemme-e-Document. ssps,
Altention s drasm to the limitation af liabiiy, indemeification and jurisdiclion issues defined Theswin .':;I:.' Baldar of this documan is
actvised that ledormadion conlaenad hegeon reflects the Company’s indings at the time of its inferventan onky and within e limis of
Chant's imstructions, i asy. Tha Company s sche responsibility s 1o fs Chant and (ks docemand 2068 nol aconersls pastas ba
lraddaction lrom axsrcidng &0 thad righle and abligalions under (b Iraniactioh doduments. Thil document cannol e feprodubed
axcagl in full, withoul prior arilan aporoval of the Company. Any wunaulhorizsd alteratian, 1ur|ie"|l of talsification af the coslenl of
appearance of [is docume uslawdul snd offendens may be proseculed fo the fullesi sxtent of the law. Unless olhereise siated the

results shewm in Ih'l'!:\"-“r\llﬁ Fekar Gnly o 1N sample(s] ioated and Such sample|s) are relained fof J0 &ays only e gl
1 Buliding W B0 Viehan Fioee Xuhal Districl Sharghai e 200223 1 [BE=21)61400668 | (96-21) BASEETED W EGEOTIIR COM.ON
(- STERLRAISSINE A e 1 (B6-21) 61402866 1 (86-21) BARSETED & Bgachinafrags com

Membar of the SGS Group (SG5 SA)



Certificate FI20/967349

Guangdong Xinyue Sanbang
Protective Equipment Co.,Ltd.

Plant No.6, North Yongxin Road, Shadunhu Village Development Zone,
Liansha Village, Danzao Town, Nanhai District, Foshan City,
Guangdong Province, P. R. China, 528000.

Itis certified that the manufacturer's technical file and the PPE product detailed on
page 2 have been assessed and found to be in accordance with

Regulaticn (EU) 2016/425

Module B, EU type-examination

This certificate is valid from 24 November 2020 until 24 November 2025
1. Certified since 24 November 2020

Salin

SGS FIMKO OY, Notified Body 0598

Takomotie 8, FI-00380, Helsinki, Finland
t+358 9696 361 f+358 9692 5474 www.sgs.com

Page 1 0f 2

This document is issued by the Company subject fo its General Condifions of
Certification Services accessible at www.sgs.comterms_and_conditions,him,
Attention is drawn to the of iability, and 1
issues established therein. The authenticity of this document may be verified at

‘hittp:/fwenw.sgs. b
unauthorized alteration, forgery or falsification of the content or appearance
of this document is unlawful and offenders may be prosecuted to the fullest
axtent of the law.

FINAS

Finnish Accreditation Service
S003 (EN ISO/IEC 17065)



Certificate F120/967349, continued

Guangdong Xinyue Sanbang
Protective Equipment Co.,Ltd.

Regulation (EU) 2016/425

Module B, EU type-examination

Issue 1

PPE Product

SANBANG (logo) 9051A particle filtering half mask, consisting of a white
five layer (polypropylene/ polypropylene/ polypropylene / hot air cotton /
polypropylene) disposable face mask, with nose clip, polyurethane nose

foam, polyester /polyurethane head harness and adjusting button.

It is certified that the manufacturer's technical file and the above mentioned
PPE have been assessed and found fo meet the applicable Essential Health
and Safety Requirements in Annex Il of Regulation (EU) 2016/425 Personal

Protective Equipment.

The following have been applied:

EN 149:2001+A1:2009 (Respiratory protective devices - filtering half masks
to protect against particles) device classification: FFP2 NR.

This certificate is issued on the strict condition that appropriate checks on
manufactured PPE, as detailed in Article 19 (c) of the Regulation are
implemented and maintained while the niodel is in production

Certification is based on technical file reference:
9051A, dated: 2020-11-10.

SGS Reference Number UK/CRS 242652,

This certificate remains the property of SGS Fimko Oy to whom it must be retumed on request.

Page 2 of 2

FINAS

Finnish Accreditation Service
$003 (EN ISO/IEC 17065)



Certificate CN20/42610

The management system of

Guangdong Xinyue Sanbang
Protective Equipment Co.,Ltd.

Plant No.6, North Yonaxin Road, Shadunhu Village Development Zone,
Liansha Village, Danzao Town, Nanhai District, Foshan City,
Guangdong Province, P. R. China, 528000.

has been assessed and certified as meeting the requirements of

Regulation (EU) 2016/425

Module C2

For the following activities

Manufacture of SANBANG (logo) 9051A particle filtering half mask.
(Note: All products marked CE0598 must have a valid EU type-
examination certificate issued under Module B or a valid EC type-
examination certificate issued under Article 10 of Directive
89/6B6/EEC.)

This certificate is valid from 30 November 2020
and ramains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 30 November 2020

Authorised by
s
'5 W O D

SGS FIMKO QY, Notified Body 0598

Takomotie 8, FI-00380 Helsinki, Finland
t =358 9 696 361 f+358 86925474 www.sgs.com

Page 1 of 1

FINAS

Finnish Accreditation Service
S003 (EN ISO/NEC 17065)

This document is issued by the Company subject (o its General Conditions of
Certiication: Services accessidie at www.5gs.comierms_and_conGiions him.
Attention is drawn fo the limi of liablity, i on and jurisdicional

issues established thersin. T?naumenlhzlydmosdommmyhvariﬁmm
3 $gs. rified-clients-anc: rifiec-client-directory
Any forgery or falsificati dmmmnrﬁrpmm
ofhbdumuuiawandolmdmmaybepmmmﬂdmmel llest
extent of the flaw.




UNIVERSAL

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-950

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

Zhejiang Gen Yuan Tang Medical Technology Co., Ltd.
No.1278-1308 Wanxiang Road, Wanquan Town, Pingyang County, Wenzhou City, Zhejiang,
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

Model: FQ66
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;

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

®  Ongoing successful 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 06/07/2020 and will be valid for 5 years, if there is no
change in the relevant 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 Yukar: Dudullu Unmraniye - ISTANBUL - TURKEY  T:+90 216 455 80 80
UNIVERSALCERT.COM



UNIVERSAL

CERTIFICATION

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-950/01

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

Zhejiang Gen Yuan Tang Medical Technology Co., Ltd.
No.1278-1308 Wanxiang Road, Wanquan Town, Pingyang County, Wenzhou City, Zhejiang,
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 Annex VII (Module
C2). This certificate 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
v Class Serial No Date Issuing NB No
FQ66 FFP2 NR 2163-PPE-950 06.07.2020 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category 111 product models given above, with;
e  Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.
e  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 06/07/2020 and will be valid for one year, until 05/07/2021 if the
manufacturer makes no major change in the product designs and manufacturing processes
affecting the product performance on the essential health and safety requirement.

C€

2163

Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

Verify the validity with the QR code

Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukan Dudullu Umraniye - ISTANBUL - TURKEY  T:+90 216 455 80 80

UNIVERSALCERT.COM



CERTIFICATION
TECHNICAL ASSESSMENT REPORT

REPORT DATE / NO: 05.07.2020 / 2163-KKD-950
Manufacturer: Zhejiang Gen Yuan Tang Medical Technology Co., Ltd.
Address: No.1278-1308 Wanxiang Road, Wanquan Town, Pingyang County, Wenzhou City, Zhejiang, 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 30.06.2020 with Serial Id (2020) WSZ FHL NO.6529
based on EN 149: 2001 + A1l: 2009 standard and the technical file dated 03 July, 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 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 Half Mask
Classification: FFP2 NR
Model: FQ66

E: GIN TUAN TAKG

* FQESFFMINR

oA ENLAZ2001+AL2005

= €€2163
UFR-383 12.12.2018 Rev.0l Page 1[6
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UNIVERSAL

 CERTIFICATION

ESSENTIAL HEALTH 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 of the highest prossible level.

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 normal performance of the activity.

1.1.2.2. Classes of protection appropriate to different levels of risk
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
1.2.1. Absence of risks and other inherent nuisance factors
PPE must be so designed and manufactured as to preclude risks and other nuisance factors under fore seeable conditions of use.

1.2.1.1. Suitable constituent materials
The materials of which the PPE is made, including any of their possible decomposition products, must not adversely affect the health or safety of users.

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

Any part of the PPE that is in contact or is liable to come into contact with the user when the PPE is worn must be free of rough 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 information on:

a) In addition to the name and addressof the 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;

€) The classes of protection appropriate to different levels of risk and the corresponding limits of use;

f)  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 of the Directives applied inaccordance with Article5(6) (b);

j)  The name, address and identification number of the notified body involved in the design stage of the PPE
These notes, which must be precise and comprehensible, must be provided at least in the official language(s) of the member state of destination

UFR-383 12.12.2018 Rev.01
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UNIVERSAL

CERTIFICATION

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 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.

If 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

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 useful life of the 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 include, 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 removed by the user
Where PPE incorporates components which can be attached, 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) 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 on the
packing 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 an inadequate oxygen concentration.

The breathable air supplied to the user by PPE must be obtained by appropriate means, for example after filtration of the 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 of the user.

The PPE must bear details of the specific characteristics of the 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.

UFR-383 12.12.2018 Rev.01
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Article
5

UNIVERSAL

CERTIFICATION

Technical Assessment of EN 149: 2001 + A1: 2009 Standard and other Standards it refers to, Clauses Corresponding to the

(EU) 2016/425 Directive

Conforming to EN 149:2001 + A1:2009 Standard Requirements v

Classification: Particle Filtering Half Mask
The mask subject to evaluation based on the test results and technical file provided by the manufacturer is classified as:
Filtering Efficiency and maximum Total Inward Leakage: Classified as FFP2

Mask is classified for single shift use, NR

Article
7.4

Article
7.5

7.6

Article
7.7

Article

Packing: Particle filtering half masks are packaged to protect them from contamination before use and with cardboard boxes o prevent |

mechanical damage. The packaging design and the product is considered to withstand the foreseeable conditions of use based on the visual
inspection results given in the test report.

Material: Materials used in particle filtering half masks, according to the simulated weaﬁhg treatment and temperature cohditioning results; It is
understood it withstands handling and wear over the period for which the particle filtering half mask is designed to be used, it suffered mechanical
failure 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

nuisance for the wearer. The manufacturer declares that the materials used in manufacturing of the mask does not have an adverse affect to the |

health and safety of users.
Based on the test results, the masks did not collapse when subject to simulated wearing and temarature conditioning. No nuisance situation is
reported during the practical performance tests by h subjects.

Cleaning and Disinfection: Particle filtering half mask is not designed to be as re-usable. No cleaning or disinfection procedure provided by the

Practical Performance :

The test report indicates that the human subjects did not face 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 means of head hamess / straps/ earloops comfort,
security of fastenings and field of vision. Also no imperfactions reported during total inward tests about the comfort, field of vision and fastening
issues.

Assessed Elements Positive Negative Re;q;x;r:ezlgg ;“i 'Xla ;%(gg aar::ie}:: st::]:SN
2.Head harness comfort 2 0 Positive results are obtained from the test
3.Security of f: ings 2 0 subjects
5.Field of vision 2 0 No imperfections

| Conditioning : (A.R.) As Received, original

Article
7.8

Article
79.1

Article
7.9.2

Finish of Parts: Particle filtering half masks, which are likely to come into contact with the user, do not have sharp edges and do not contain |

burrs.

Total Inward Leakage:

The Total Inward Lekage test is conducted by 10 individual in an aerosol chamber with a walking band, and samples are taken during the

- condcution of the excercises defined in the standard. The samples used in the test are subjected to the conditioning required in the standard as

Temperature conditioning and as received. The face dimensions of the subjects are also reported. The measurement details for each subject and
for each excersize are available in the test report.

It was reported that;
All 50 exercise measurement results are smaller or equal to 11%, the values varies between 3.7 % and 5.9 %.

All 10 individual’s arithmetic mean is smaller or equal to 8%, the values varies between 4,3 % and 5,4 %.

According to the reported results, the product meets the limits for FFP1 and FFP2 classifications.

| Penetration of filter material: Sodium Chloride Testing

¢ Sodium Chloride Testing Requirements in accordance with
i SNa;)n;li 95 L/min max (%) EN 149:2001 + A1:2009 S
(AR.) = 03
(AR) - 0.4 st
Filtering half masks fulfill the

(A'\l:,') - g: FRPIZ20% requirements of the standard
(S.w.) : & — T EN EN 149:2001 + A1:2009
(S.W.) > 2 “ =000 given in 7.9.2 in range of the
(S.W.) - g-‘; . FFP1, FFP2 and FFP3

((:AASS'I"I“C(;J)) - 0~4 = classes.

M.S.T.C) - 0.5

| Conditioning : (M.S.) Mechanical Strength 95 L/min = 1,6 dm”.sn”!

(T.C.) Temperature Conditioning
(A.R.) As Received, original
(S.W.) Simulated wearing treatment

-
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CERTIFICATION
i' | Penetration of filter material: : Paraffin Oil Testing
Conditi No. of Parafﬁn.Oll Testing Requirements in accordance
| | oy Ssle 95 L/minmax (%) | with EN 149:2001 + A1:2009 S
| | (AR) - 2.1 ‘
| l (AR) : 17
\ (AR, g 19 FFP1 <20 % Filtering half masks fulfill el
Article | (S.W) : 2.0 requirements of the standard
iy S.w) - 1.8 FFP2<6 % EN EN 149:2001 + A1:2009 ‘
| 79 (S.W.) s 18 given in 7.9.2 in range of the \
| (MS.T.C) - 45 FFP3<1% FFP1, FFP2 classes.
(M.S.T.C.) - 4.0 ‘
(M.S.T.C.) - 4.2
| Conditioning : (M.S.) Mechanical Strength
J (T.C.) Temperature Conditioning
(A.R.) As Received, original
— [ (S.W.) Simulated wearing treatment
| Ariicle { Compatibility with skin: In Practical Performance report, the likelihood of mask materials in contact with the skin causing irritation or other
“ 7.10 ‘ adverse effect on health was not reported.
y Flammability :
[ - : :
‘ By No. of > 1 3 Requirements in accordance with EN
i Condition Sample Visual inspection 149:2001 + A1:2009 Result
3 - (AR) - ___Bumfor04s Filtering half mask Passed |
Article (AR) - Burn for 0.4s ) shall not burn or not
7.11 ) (T.C) - ‘Bum for 0.5s continue to burn for Filtering half masks fulfill | |
% more than 5 s after requirements of the
‘ (T.C) Bum for 0.4s removal from the flame standard
[ Conditioning : (A.R.) As Received, original |
\ (T.C.) Temperature Conditioning
‘ Carbon dioxide content of the inhalation air:
An average |
e No. of CO: content of the inhalation air | CO: content of| Requirements in accordance with
| Condition 4 : % y " Result |
; Sample [%] by volume the inhalation EN 149:2001 + A1:2009 |
Article i
2 (AR) = 0.7033 Passed ‘
_(AR) - 0.7015 CO: content of the inhalation air 1
s 0.70 [%] shall not exceed an average of Filtering half masks | |
(AR)) 0.7012 1,0% by volume fulfil requirements of | |
[ the standard |
Conditioning : (A.R.) As Received, original
Article Head harness: In Practical Performance and TIL test reports no adverse effects have been reported for donning and remove of the mask also the ‘
7.13 results of these tests indicates that the ear loops / head hamness are capable of holding the mask firmly enough.
:r;l;cle Field of vision: In Practical Performance report, no adverse effects were reported for the field of vision availability when the mask is weared.
Article P . .
715 Exhalation Valve(s): The model under inspection have no valves.
Breathing Resistance: Inhalation ‘
The overall evaluation in the figures gathered for 9 different samples 3 as received, 3 with temparature conditioning and 3 simulated wearing |
| Article treatment conditioned complies with the limits given in the standard for FFP1, FFP2 and FFP3 classes. This is valid for inhalation results for 30 |
716 L/min, 95 L/min and exhalation at 160 L/min.
| | |
Passed.
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UNIVERSAL

CERTIFICATION

J Article Clogging: This test is not applied to Particle Filtering Half Mask which is not reusable.

‘ 717 (For single shift use devices, the clogging test is optional test. For re-usable devices test is mandatory.)

Article 1

718 ‘ Demountable Parts: There are no demountable parts on the product.

| |

‘ Article ‘ Testing: All tests conducted according to Clause 8 of this standard is available in the test report and are evaluated in this report for qualification
8 | and classification of the mask. )

J Marking - Packaging: Necessary markings are available on the product package (box). The manufacturer and its trademark is clearly visible. |
‘ The type of the mask and the classification including the status of re-usability, the reference to EN 149:2001+A1:2009 standard, the end date of

shelf life, using 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 Annex 9.1 of the technical file.

‘ The technical documentation for mask design (drawing) also evaluated for marking requirements, drawing FQ66. The mask template (drawing)

Article | indicates that the mask will carry information about the manufacturer / trademark (Gen Yuan Tang) of the manufacturer, type of mask, the
reference to EN 149+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-assemblies. Even the tested sample by the laboratory do not carry necessary marking

‘ information as stated in the technical documentation, the manufacturer shall follow marking instructions for serial production. Model FQ66 |
‘ drawing exists in the technical file of the manufacturer, Annex 6 of technical file. |

| [
1 \
[ | Information to be pplied by the manufacturer: In each of the smallest commercially available packaging of the product, implementation
‘ (installation instructions) pre-use controls, warning and usage limitations, storage and meanings of symbols / pictograms are defined. User

| instruction document in the technical file found to be appropriate, Annex 8. The manufacturer shall include this documented user information text
L f in every smallest commertially available package.

| PREPAREDBY e 7 i APPROVED BY

| Osman CAMCI Suat KACMAZ 1
‘ PPE Expert . Director
’ 1 \
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