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Particle Filtering Half Mask

Model :CD1003
EN 149:2001+AC:2009



Product pictures













Specifications

Without pallet:

70*24*32CM 1pcs / bag 7kgs/carton 0.051CBM/carton
50pcs / inner box
500pcs / outer carton

Wtih pallet:

1.2*%1.26*%1.5m 20,000pcs/pallet 290kgs/pallet 2.27CBM/pallet



Business License & Production license
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Standard:EN 149:2001+AC:2009

Report No: 2020 (F)- 0179 Page 2 of 10
. Matiomal Quality Supervision and Testing Center for Personal
'M'."j:'r Protective Equipment {Beljing)
I A (Testing Laboratory for Labour Protection Products of Beljing 5 :
CNAS l‘g‘ﬂm Municipal Institute for Labour Prtection) Conditions:
CNAS Liagg 0.5 Taornting Street, Xicheng District, Beijing, China. The test results presented in this report relate to the samples tested only.
Phome: +86 163519250 +6 1063520770 +86 10 83530511
Eax: +i6 "'”,35";250 s |:",35m This report may be reproduced and distributed to your clients, provided that it is reproduced and diswributed
The Testing Center is nearedised for complimee with BOMEC 1724 | in full.
Thee e walks of sests, calibmitions andior me s oes mcheded im fhi s doosm e are maozibl: o Chivessfmational supdards. . . . . .
CNAS i sigaony v e 1LA L s recogision W for e mat | e ogeition of e aqaiva ki of teting, il tion 1 ispoction repon s The authenticity of this test report and its contents can be verified by contacting the laboratory.
TEST REPORT |
Particulate respirator-half facepiece
EN 149: 2000 +A1: 200 Respiratory protective devices — Filtering half masks to protect against particles —
Requirements, testing, marking
Product: Particle filtering half mask
Report No: 2020 (F) - 0179
Client: Shangxian Minimal Invasive Inc
Maodel (s): CD1003
Date(s) of tests: 2020.06.09-2020.06.26
DESCRIPTION OF SAMPLES
n , Classification Main Componenis
General Inkurmation EFP2NR White folding mask
Manufacturer Shangxian Minimal Invasive Ine
Wi b ctares A T 1# Floor, Block 3272, i?_'hml.n nwdl_:m: innovation park, Mulan read, Hi<tech development
Zone, 117004 Benx, Lisoning, China
L e
Signed: —ﬁ:%_ - Issued: 2020.6.28
{15 ChenZhuowei Page 1 of 10
& " This repart may ot be publishal except in full unless permissdon for the publcation o fan approved exiract bas been obtained n writing.
Authorized Signatory, Lab Director
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Report No: 2020 (F)- 0179 Page 3of 10

Test Hesults

73 Visual inspection Not tested”

The visual inspection shall inchide the marking and information supplied by the mamufacturer.
Malel : As requested by the dlient, marking and information supplied by the manufacturer wis nol ins pectel.

T4 Package Pass?
Particle filkering half masks shall be offered for sale packaged in such o way that they are protected against
mechanical damage and contamination before use,

Motel: Inaccordance with the requirement.

TS Material Pass?
Materials used shall be suitable to withstand handling and wear over the period for which the particle filtering
half mask s designed to be used.

Any matenial from the Filter media released by the ar flow through the filter shall not constitute a hazard or
nuisance for the wearer.,

After undergoing the conditioning described in #.3.1 none of the particle filtering half masks shall have suffered
mechanical failure of the facepicce or straps.

When conditioned in accordance with £.3.1 and £.3.2 the particle filkering half mask shall not collapse.

Mated: Mo mechanical failure after undergoing the conditioning deseribeed in 830 Mo collapse when conditioned in

accurdance with 831 and 83.L

7.6 Cleaning and disinfecting NiAY
If the particle filtering half mask is designed to be re-usable, the matenials used shall withstand the cleaning and
disinfecting agents and procedures to be specified by the manufacturer,

Mabed : Single shilt use only.

7.7 Practical performance Piss®
The particle filtering half mask shall undergo practical performance tests under realistic conditions,

MoteS : Mo imperfections.

T4 Finish of parts Pass®
Parts of the deviee likely 1o come into contact with the wearer shall have no sharp edpes or burrs.

Matefi: Mo sharp edges or burrs,

T Total imward leakage Pass?
For particle filtermg half masks fitted in accordance with the manufacurer's information, at least 46 out of the 50

individual exercise results {Le. 10 subjeets x 5 exencises) for total inward leakage shall be not greater than:
25% for FFPL, 11% for FEP2, 5% for FFP3
and, in addition, at least & out of the 10 mdividual wearer anthmetic means for the total inward leakage shall be
not greater than
22% for FFP1, 8% for FFP2, 2% for FFP3
MuleT: FFPI respirator. Tesl réesulb are shown in Annex A Table 79.1-A& B.
T8.2 Penciration of filter material Pass?

The penctrmtion of the filter of the particle filtering half mask shall meet the requirements of Table 1.
Sodium chloride test 95 Vmin Pamffin ol test 95 [fmin
FFPL =M =M%

This repant may notbe publishal exoep in full unless permiss kom for the publcation oFan approved exiract has been altained in writing.
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FFP2 =6% =%
FFP3 =% =1%
Motel: FFPI respirator. Test results are shown in Annes A Tabde 7.9.2.

700 Compatibility with skin
Materials that may come nto contact with the wearer's skin shall not be known to be likely to cause mitation or

any other adverse effea to health,
Mote®: Nuirritation ar any ather slverse effect tohealth.

T.01 Flamma bility
When iested, the particle filtering half mask shall mot bum or not to continue to burn for more than 5 s after

removal from the flame.
Muotelf: Test resulis are shown in Annes A Tabde 1L

T2 Carbon dioxide content of the inhalation air
The carbon dioxide content of the inhalation air (dead space) shall not exceed an average of 1.0 % (by vo lume)
Maolel 1 Test nesulis arve shown in Annex A Tabde 1L

T13 Head harness

The head harness shall be designed so that the particle filtering half mask can be donned and removed esily.
The head harness shall be adjustable or self-adjusting and shall be sufficiently mbust to hold the particle filiering

half mask firmly in position and be capable of maintaming total imward leakage requirements for the device,
Maotel 2t Hemd harnes can be donned and rensoved easily, adjustable or sell=adjosting and have sulTiciently robust to hokd

the particle filtering hall mask firmly.
714 Fidd of vision
The field of vision is acceptable if determined so inpractical performance tests,
Matel 3: Pass the poeactical perlormms nee Lests.

T.15 Exhalation valve
A particle filterng half mask may have one or more exhalation valve(s), which shall function correctly i all
arientitions,

If am exhalation valve is provided it shall be protected against or be resistant to dirt and mechanical damage md
may be shrouded or may include any other deviee that may be necessary for the particle filtenng half mask to
comply with 7.4,

Exhalation valve(s), if fitted, shall continue 1o operate comectly after a continuous exhalation flow of 300 Fmn
over a period of 30 s.

When the exhalation valve howsing & attached to the faceb lank, 1t shall withstnd axially a tensile force of 10N

applied for 10 s.
NMuleld: No exhalation valve.

T.16 Breathing resisiance

Clhssilication Maximum parmined resistance {mbar)
Inhalation Exhalation
30 Vinin 95 |fmin 160 Vmin
FFI1 Lo 21 L1}
FFP2 L7 24 30
FFP3 1.0 30 k1]

Motel 5 FFFP respirator. Test resulls are shiwnin Annex A Table 7.06.

Page 4of 10

Pass?

Pass!®

[

Passt?

Pass

NAM

Pass ¥

This nepant may not be publishad excepn i (ull unless permission for the publication ol'an agproved exiract has been obtamed m writing.
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Report No: 2020 (F) - 0179 Page 5of 10

707 Clogging NIAS

7.17.2 Breathing resistance
Valved particle filtering half masks:
After clogging the inhalation resistances shall not exceed:
FEPL: 4 mbar, FFP2: 5 mbar, FFP3: 7 mbar at 95L/min continuous flow
The exhalation resistance shall not exceed 3 mbar at 160 Limin continuous flow

Valveless particle filtering half masks

After clogging the inhalation and exhalation resistances shall mot exceed:

FFPL: 3 mbar, FFP2: 4 mbar, FFP3: 5 mbar at 950/min continzous flow
7073 Penetration of filter material

Sodium chloride test 95 1fmin Pamaffin ail test 95 lmin

FEP1 =2a =M%
FFF2 =6% =%
FEP3 =1% =1%

Matel 6: Single shill use only.

T7.18 Demountable parts Pass 7
All demountable pans (if fitted) shall be readily connected and secured, where possible by hand
Matel 7: In mocordance with the requirement.

O Marking Not tested
9.1 Packaging

The following information shall be clearly and durably marked on the smallest commercially available packag ing
or legible through it if the packaging is transparent,

9.1.1 The name, trndemark or ather means of identification of the manufacturer or supplier.

4.1.2 Type-identify ing marking.

4.1.3 Classification

The appropriate class (FEP1, FFP2 or FFP3 ) followed by a single space and then: "NR™ if the particle filtering half
mask is limited to single shift use only. Example: FFP3 NR, or "R™ if the particle filtering half mask is re-usable.
Example: FEP2 R [,

9.1.4 The number and year of publication of this European Standard.

9.1.5 At least the year of end of shelf life. The end of shelf life may be informed by a pictogram as shown in Figure
1 2a, where yyyyfmm indicates the year and month.

9.1.6 The sentence *see information supplied by the manufacturer’, at least in the official language(s) of the country
of destination, or by using the pictogram as shown in Figure 12,

9.7 The manufacturer’s recommended conditions of storage (ot least the temperature and humidity) or equivalent
pietegram, as shown m Figures 1 2c and 12d.

9.1.8 The packaging of those particle filtering half masks passing the dolomite clogging test shall be additicnally
marked with the letter "[0". This letier shall follow the classification marking preceded by a single space.

9.2 Particle filtering half mask
Particle filtering half masks complying with fis Europemn Standard shall be elearly and durably marked with the
following:

9.2.1 The name, tademark or other means of identification of the manufacturer or supp lier,

This sfeport may notbe publshal except in full unless permdssion for the publication o an approved exiract s been abtamed n weiting.
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Report No: 2020 (- 0179 Page 6 of 10
9.2.2 Type-identify ing marking.

9.2.3 The number and year of publication of this Evropean Standard.

9.2.4 Classification

The appropriate class (FFP1, FFP2 or FFP3) followed by a single space and then: "NR” if the particle filtenng

half mask is limited to single shift use only. Example: FEP3 NR, or "R if the particle filtering half mask is
re-usable, Example: FFPZ R D,

92,5 If appropriate the letter D {dolomite) in accordance with clogging performance, This letter shall follow the
classification marking preceded by a single spaoe

9.2.6 Sub-mssemblies and components with considerable bearing on safety shall be marked so that they can be
identified.

End of Test Results

This repon may not be publshal cxcopt m Full unbess permdson for the publication of'an approved extract has boen oblaned in writing.
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Annex A: Summarization of Test Data

Table -7.9.2 Penetration of filter material

Table 7.9.1-A Inward leakage test data Test specification: EN 149-2001 Clause 8.11
Test specification: EN 149-2001 Clause 8.5 P Condition Sﬂ::alc th&n;um i A
o Sample g Head Head Walk({% .
Subject No. Condition | Walk{%a) Sidelside(®s) | up/down(¥) Talk{*) ) Mean{%) i 2414
Yi l AR T35 T 69 T2 T.36 T.82 T As received 12 0507
Gong 2 AR 727 744 7.57 7.60 .72 7.5 13 0489
Yu 3 AR 692 T4 T.18 T.08 6493 T.0 Sodsim s Y
; Simulated wearing treatment 15 0.6le
Hu 4 AR 737 755 749 760 .77 16 0okl best
1] LR
Xu 5 AR [ LNkt (%2 LRt} T.10 (%] 17 04975
- o 4 Mechanical strength+ Temperature
Deng Ll T.C. 513 5.51 544 554 544 54 ciniditoasd I8 OLETT
Zhang 7 G 637 [EL .34 039 .38 [ 19 0918
Zhi L T.C. 575 581 623 5.76 a1k 59 4 18 Pass
As received 2 1 54
Fang 9 T.C. S 566 S84 595 fls 59
n 1.ET
Lv 1] T.C. L] 934 LA HE3 KE2 LR 1 a1k
s iy ; Paraffin oil simul s 2
A0 individua | exereise results were not greater than_11 % P fest Simulated wearmg treatment 4 249
Souit of 10 individeal wearer arithmetic means were not greater than £ % 15 137
26 274
- e " Mechanical sirength+ Temperature
Iable 7.9.1-B Facial dimension canditioncd 7 262
Subject | Focelength | Face Width | Face Depth | Mouth Width 44 218
¥i 120 130 11 59 Flow conditioning:  Single filter: 95,0 Limin
Gong 132 144) 115 (k]
Yu 119 1600 139 33 Table 7.11 Flammability
Hu 112 112 19 63 Test specification: EN 149-2001 Clause 8.6
Xu 110 130 115 Bl N Sample
Deng 115 19 10 IT) Condition Mo, Result Assessment
Zhang 112 123 113 55 59 Sourn fir 2
urm lor = s
I'_|1..| 143 130 1{x) 50 A Feoiived
#hi (§E] 139 1300 [k 30 Burnfor 1 s
Fang 115 129 130 50 - Pass
Chen L6 150 132 56 Temperature | b
Ly 1 10 121 110 53 conditioned 12 Burn for 2 s

Ths repon may notbe publisheal excegt in full unless permission lor the pub lication ol'an agproved extract has been obtamed n wiiting.
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This fepont may notbe publishad except in Tull unless pefmassdon fof the publication o' an apgroyed exinact has been obtamed in writing.
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Repont No: 2020(F)- 0179 Page %of 10
Table 7.12 Carbon dioxide content of the inhalation air
Test specification: EN 149-2001 Clause 8.7
Condition 5':? lo Result Assessment
i3 0.42%
As Mean value
paad: | 2% b 0.4% Fesy
35 0.42%
Table 7.16 Breathing resistance (mbar)
Test specification: EN 149-2001 Clause 8.9
it 36 37 3K
G AlBJC|DJE|A[B|C]D]E[A]B]CIDIE
Asreceived nhalat 3 lmin [od]odfos Josfos |od|os]os|odfos|os]oa |osfos]os
Inimlson LA T R T A I A T
Exhalation | 160 limin | 1920 2o e for |an (aefis ) s |20 |ws 200 s
Flow rabe 30 40 41
Simaulated A|IBICIDIE|AIB|CIDIE|AJBICIDIE
weanng nhalati 30 min o8 | o | e | ow fos o5 | oo fou [ oa o o fos [odfos|os
treatment Inim!stion 95 min_ [1s o4 J e | s fos s s A [ Al is s ] A | iad e [1s
Exhalation [ 160 Umin | 2o es o [2ifao s [iw|o]wisf|o ] ]in]is]|
o 42 43 A4
R Flifn taie aAlBlc|p|E|alB][c|DlE|la]lB[C]D]E
conditined | Tndalation —22 Ifm!n 05 | 005 | oo | oo fous [ o o | o fou Jow fow | os | oufos | os
95 /min_ | 1s | o4 J s | us ot fos a4 Ju3 a3 Juafuafus fusfus | s
Exhalation | 160 lmin |20 19w {aofai o fisfao)ufiofiefwm|2ifio|ua
Assesswn Pass

A: facing directly ahead; B: lacing vertically upwards; O: facing verticall y dowmvasds; I lying on the lellside; E: lyng on the rightside

This repant may not be publishal exoept i full unkess permiss on for the publication of an agproved exiract has been obtamed in writing.
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ANNEX B PHOTOS OF SAMPLES

Page 10of 10

This repart may notbe publshad except i full unkss permision for the publication o an aggroyed extract has boen abtained in writing.
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Module B EU Type-Examination Certificate

For the requirements of PPE Regulation 2016/425
Certificate Mo.: CE-PC-200416-261-01-94

Certificate Shangxian Minimal Invasive Inc.
holder; 1st Floor, Block B2-2, China Medicine Innovation Park, Mulan Road,
Hi-Tech Development Zone, 117004 Benxi, Liaoning, China
Product: Particle Filtering Half Mask
Detailed product description listed in the Annex
Madel(s): COD1003
Standard(s): EN 149:2001+A1:2009

Respiratory protective devices - Filtering half masks to protect against
particles - Requirements, testing, marking

Issue date: 2020-09-08
Revision date: 2020-09-08
Expiry date: 2021-09-07

The product(s) on this certificate and the Technical File have been assessed and found to be in
conformance with the applicable Essential Health and Safely Requirements in Annex || of the
PPE regulation 2016/425.

Any changes to the design, manufacturing location or manufacture of the PPE product certified
hera must be advised to CCQOS Cerification Servicas Limited for review.

CE marking shall not be applied until the requirements of all the PPE Regulation 2016/425 and
relevant EMN Harmonised standards andior Technical specifications have been met.

If the certiflad praduct is Category Il then thiz certificate s only valid If used in conjunction with
Conformity Assessment against Module C2 or Module D.

This certificate remains the property of CCQS and maybe withdrawn at any time if it is
considered that the equipment is no longer in conformity with the requiremants of the PPE
Regulation 2016/425.

Approved by lrekand
Governmant
&8 a Motified Body
for CE Marking No, 2834

CCQS Certification Services Limited
Block 1 Blanchardstown Corporate Park, Ballycoolin Read, Blanchardstown, Dublinis,

D15 AKK1, Iredand

Tel: #00 353 1 588 6920  Website: www.ccgs.co.uk E-mail: venfyi@eogs ie Page 1 of 2
If i any doubt about the integrity of this cerificate, please contact CCOS by emall to verlfy. \Fist J20-01 7, e )
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Module B EU Type-Examination Certificate
Annex

For the requirements of PPE Regulation 2016/425
Centificate No.: CE-PC-200416-261-01-94

Applicable standards and specification:
EN 1489:2001+A1:2009 Respiratory protective devices - Filtering half masks fo protect
against particles - Requirements, testing, marking

Model reference Product description
CD1003 Folding filtering half mask fitted with ear loops with head harness
clip, no valves, internal metal nose clip
Mask body color: White
Classification: FFP2 NR
Test report No.; 2020(F) - 0179

Certificate Revision Revision date A . Revision details
A 2020-09-08

CCAQs Certification Services Limited

Block 1 Blenchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dubdin15,

D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccgs.couk  E-mail;, verfy@cecgs.ie Page 2 of 2

i in any doubt about the integrity of this certificate, please contact CCOS by emall to verify. {Fim 220-007, R}
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Schedule of Module C2 production monitoring for
equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category lll

Schedule to CCQS FPC Certificate No.: CE-PC-200416-261-FPC-A

Certificate of Module C2 production monitoring for
equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category llI

FPC Certificate Mo.: CE-PC-200416-261-FPC-A

Product reference and description Reference standard

Certificate Shangxian Minimal Invasive Inc. .
holder: 1st Floor, Block B2-2, China Medicine Innovation Park, Mulan Road, Particle Filtering Half Mask | Model: €D1003

Hi-Tech Development Zone, 117004 Benxi, Liacning, China

Manufacturing
location:

The scope of the
certification for:

Mo.2, Building 4, No.18 Shennong Street, Economic and
Technological Development Zone, 117004 Benxi, Liaoning, China

The manufacture of respiratory protective device
See annex for articles covered by this certificate

Certificate Revision

Revision date

Revision details

A

2020-08-09

Initial issue

This schedule has no validity without the accompanying certificate.

This schedule and the accompanying certificate remain the pr 'yl E£C0S and
maybe withdrawn or revised at any time if CCOS considers s oot is Ao

Validity from: 2020-08-08 s
langer in canformity with the requirements of the Regulatiohd,  * ™ 4
Revision date: 2020-09-09 g ¥ i B .-'D { * *
H -
To: 2021-09-08 L */ |
') *Xuk o/
L e
Crtifica™

C0Q3S Certification Services Limited in its role as a Notified Body for PPE Regulation, is monitoring that the
manulaciurer is producing PPE in conformity with the type described in the EU lype-examinalicn cerificate and
associaled technical file and which satisfies the Essential Health and Safety Requwements of the Regulation,

The aquipment covered by this certificate is listed in the sccompanying schedube. This cartificets is not complets and
has no validily withoul the accompanying schedule and revision index.

The manufacturer is hereby authorized to affix our Notified Body number, 2834, to each itlern of PPE mentioned in the
schadule which accompanies this certificate whilst thig cenificale remains valid.

This certificale and the accompanying schedule remain the propery of CCOS and maybe withdrawn or revised al
any tima if CCOS considers that the equipment is no longer in conformity with the requirements of the Regulaton.

Approved by Irefand
Governmant
ag a Nolified Body
for CE Marking Mo, 2834

CCQs Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Iredand

Tel: +00 353 1 588 6920  Website: www.cogs.co.uk E-mail: verify@ccgs.ie Page 1 of 2
I in any doubt about the integrily of this cerificale, please conlact CCOS by emall to verify. {Fr 230-015, Foara 2]
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CCQs Certification Services Limited

Block 1 Blanchardstown Corporata Park, Ballycoolin Road, Blanchardstown, Dublinl s,

015 AKK1, Iredand

Tel: +00 353 1 588 6920  Website: www.ccgs.co uk E-mail: verify@cogs.ie Paga 2 of 2

If in any doubt about the integrity of this cenificate, please contact CCOS by email to verify. (Fre Z30-0185, Ruv2}



