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Shield Works PPE

With 15 years of China manufacturing experience
and a team of over 50 project managers and
engineers, we have the infrastructure and
knowledge to ensure that all medical products
are supplied by approved manufacturers to
required national standards. This eliminates the
risk of bulk shipments being impounded by
customs at port of entry.

The SW PPE Logistics Department is here to
ensure your supply gets to where it needs to be
with zero unnecessary delays. Our Planning &
Ops coordinators are highly experienced and
knowledgeable in customs regulations in China
and all major overseas markets including the USA
and the EU, especially in those related to PPE
such as face masks.

The close relationships we have with customs
agents and brokers built over 15 years of supply
chain management in China means we always
stay on top of the ever-changing customs rules.
Nothing catches us by surprise.

We can charter entire cargo planes, converted
passenger planes and organize regular air freight
and sea freight.

Take the hassle, stress and risk out of this vital
part of your supply chain by engaging with SW
e = % today.

&

Nick Cunningham QVCS Mark Jacobs Mark Clayton FMATT
President & Founder CEO CFO
Major in HM Royal Marines (ret'd) st Class Mechanical Engineer Vice-Chairman of British Chamber of

Commerce Guangdong;
2019 Peace Laureate

www.shielworksmfg.com | www.shieldworks3pl.com | www.shieldworksppe.com

www.shield.works | www.china2west.com
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Surgical Face Mask - Type IIR

Surgical Face Mask - Type IIR
ASTM Level 2 Mask
SKU: SW-3PLYTYPEIIR

Packaging details

A Fit & comfortable 50 pcs per box /2,000 pcs per carton

Z Light & breathable

Z Triple Protection

Z Safety and Hygiene

Carton Size: 51 x 41 x35cm

G.W.:85KG
CBM: 0.073
V.W. 122 KG
ASTM Level 2
Ideal for procedures where moderate to light amounts
offuid, spray and/or aerosols are produced. c € EDA
Meets EN14683:2019+AC:2019 Standard. = —
techray> On Ce 7:;!
EEROE
REQUIREMENT ACCEPTABLE LEVEL pdeatee

BFE (Bacterial Filtration
Efficiency) %

PFE (Submicron Particle o .
Filtration Efficiency) % 2 98% @ 0. micron -t

>98%

Delta P - Differential Pressure <50 mm Hzo/cm2

Moderate Fluid Resistance 120 mmHg

Flame Spread Class 1
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Non-woven High density Skin-friendly
fabric filter layer composite fiber

Certifications

CHETIVICATY, OF FIIA REGINTRATRON

10 pieces per PP bag 2000 pieces per carton
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CERTIFICATE OF FDA REGISTRATION
Certification No.: CTCSD20203301

Dear Official Correspondent:
This document provides notification of the registration number assigned to your

establishment:

ATE

-’

b |

Establishment: HUNAN TECHRAY MEDICAL TECHNOLOGY CO., LTD
Address: 1F-3F A1 BUILDING, LUGU INTERNATIONAL

MEDICAL EQUIPMENT INDUSTRY ZONE, NO. 229,
GUYUAN ROAD, CHANGSHA, HUNAN, 410205,

CERTIFIC

CHINA
Owner/operator 10065491
NO.:
o Premarcket Product I
Listing P . N | ——
Submission | Code(s) Device Name Activities
Number
Number
D3B1489 EXEMPT KHA | MASK, SCAVENGING Manufacturer
(disposable mask)
D381492 EXEMPT LYU | ACCESSORY SURGICAL APPAREL | Manufacturer

Wkl

General Manager

CTC REGISTRATION LLC :
Email: cte-086@hotmail.com T
Web: www.ctc-086.com Prvww
Validity: Dec.31,2020
Conclusion:

This certificase makes no other representations or worranties, nor does it make any representotions and warranties 10 iy person of
entity other than the named cerrificate holder. CTC assumes no liability w any person or eatity in connection with the foregoing, The US.
Yood and Drug Administration does aot issue a cerificare of registration, nor does the U5, Food and Drug Administration recognize a
certificare of registration. CTC Is not affiliated with the U.S. Food and Deug Admiaiswation.

FDA Official Website: hreps:/ /www.accessdata.fda.gov fscripts/edeh fefdogs /e fRL/rlefm
P LEif,
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Fechray LA A A A LA SR AL R AR ALY

Certificate No: TECA20200520

Manufacturers Declaration of Conformity

Manufacturer:

Hunan Techray Medical Technology Co., Ltd
1-3 Layer, Unit A1-229 Guyuan Koad, Hunan Lu Valley Intemnational Medical Equipment
Industrial Park, High-Tech District, Changsha City, Hunan Province, China

We, the manufacturer, herewith declare that the products

Medical Surgical Mask(Non-Sterile)
Flat Earloop Mask 17 .5cm*9.5cm(L)

Class: Class 1

Standard: DN14683: 2019 FPC L
Conformity Assessment Procedure: Annex VII

Meets the provisions of the directive 93/42/EEC and its transpositions in national laws
which apply to it.

This Declaration of Conformity covers all medical devices as specified in the product
list belonging to this declaration.

The above mentioned declaration of conformity is exclusively under the responsibility
of

Hunan Techray Medical Technology Co., Ltd
1-3 Layer, Umit A1-229 Guyuan Road, Hunan Lu Valley International Medical Equipment
Industrial Park, High-Tech District, Changsha City, Hunan Province, China

dmgh 200 . €.) A

Place, Date Lé'gauy&: 'fh(_.‘!i.rlg signature, Fignction
\ -_‘:%f; quf . o
h"‘i-;-—.nns-

Hunan Techray Medical Technology Co., Ltd www.tech rayc.hina.com
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Test Report SL52025245T10101TX Date:April 28,2020 Page 1 of 2
MINGBO HST INDUSTRIAL CO.LTD

4F, UNIT B, HUASHANG BUILDING, NO.100 OF XINGHAI SOUTH RD, ¥YINZHOU DISTRICT, NINGEO,
CHINA

The following sampla(s) was/were submitted and identified on behalf of the dient as:
Sample Description . (A}Disposable medical surgical mask: 3 layer surface 23gsm 55 non-woven

fabric 1 layer;Middle-layer 25gsm Melt blown cloth 1 layer;lnner layer 23gsm sss
non-wovan fabric 1 layar in bluatwhita

Manufacturar : HUMAN TECHRAY MEDICAL TECHNOLOGY CO LTD
Country of Destination . United States
Country of Crigin : China

Proposed Care Instruction -

Test Perfiormed o Selected test(s) as requested by applicant

Sample Receiving Date > Apr23, 2020

Testing Pariod . Apr24, 2020 - Apr 28, 2020

Test Result(s) > Unless otherwise stated the rasults shown in this test report refer only io the

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

Signed for and on behalf of
3G5-CSTC Standards Technical Servicos {Shanghai) Co., Lid Testing Center

k. (i

Sara Guo (Account Executive)
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appeadance of this I\'.'\:-l:l.l*lll'l [ Jl‘ln i B TS vy hl?-_p""#ll:ubd'll:-lm Talanl gateal of ™o lgw Unkiss oherabse #i0ad s
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Miesnbar of 1he 3GS Group (SEE 54)
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SGS

Test Report SL52025245TH0401TX Date:April 28,2020 Page 2 of 2

Tost Result

Personal Protective Equipment - Standard Specification for Performance of Materials Used in Medical
Face Masks

ASTM F2100-19

Section 6.1 Resistance to Penetration by Synthetic Blood
(ASTM F1862'F1BE62M-201T)

Prassure 120mmHg

Penetration on inside surface
i# 24 3% A% 3 [ TH B
Pass Pass Pass Pass Pass Pass Pass Pass
o 108 11# 128 13 144 154 164
Pass Pass Pass Pass Pass Pass Pass Pass
17# 187 198 204 214 224 238 244
Pass Pass Pass Pass Pass Pass Pass Pass
254 264 27 288 208 30w N 324
Pass Pass Pass Pass Pass Pass Pass Pass
Number of Pass: 32
Owarall result: Accepliable
Hemark:

1) Parfcrmance Requirement Level 1 Barrier: B0mmHg, Level 2 Barrier: 120mmHg, Level 3 Barrior: 160mmHg
2) Distance of the medical face mask target area surface to the tip of cannula is 30.5cm.
3) Condition and Test temperatura (21+5)° C, relative humidity (85+5)%

4) An acceptable quality limit of 4.0 is met for a single sampling plan when 28 or more of the 32 tested
specimeans show pass resuits

Sample Photo

The statement of conformity in this test reperi is only based on measured values by the laboratory and does not
take their uncaertaintias into consideration.

***End of Report™**
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Test Report No.: 7216545246
Report Date: 15 May 2020

SUBJECT Physical & Microbiological Test

TEST LOCATION TiUv 80D China

TOV S0D Products Testing {Shanghai) Co., Lid.

B-34, No. 1999 Du Hui Road, Minhang District
Shanghai 201108, P.R. China

CLIEMT NAME Humnan Techray Medical Technology Co., Lid

CLIENT ADDRESS 1-3 Layer, Unit A1-220 Guyuan Road, Hunan Lu Valloy International Medical
Equipment Industrial Park, High-Tech District, Changsha City, Hunan Province,
China

TEST PERIOD 17-Apr-2020-08-May-2020

FPrepared By

Be e %

(Balla Xu)
Report Drafter

Mota: [1) Ganeml Terms & Conditions a3 mentionad ovansat. () The rasulis raiae only 1o e Ibams testad. {3) The fest report shal not
be reproduced except In il wihou! the wiithan spprovel of tha iaboratory. (4) WDt the agreement of helabaraiory | ihe cliant 1s not
authonzed to use the best rasults for UNEPDITVED propeganda.

ChemicalWicrobiclogy Laboraory: Prore - 56 (1] G037 £375 Regional Head 0fice:
TUV 500 Producss Testing (Shanghai) Co.,  Fax:  +B6 [21) 6037 6345 T 2D Certification and Tessing
Lsd Emait food.chemiu-sul £ {Ching) Co., Lid.
BB, Mo 1099 Du Hui Floed, Minkarg Divbict  Webpage wwss hov-sud o= %o 151 Herg Tong Fzad Shangai
i MO0 P RChea

2108 L]
PR Chine w s gk
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Test Report No.: T21654524-6
Report Date: 15 May 2020

TEST REPORT

Sample Description - Medical surgical mask (non sterle type)
Sample CQuantity - G0 pisces

Lot Mumber/Batch Code !

Specification - Flat Earloop

Size - 17.5*0.5cm

Brand Mame : f

Remark: The abowe infformeation wes provided by applicant.

Summary of Test Results

Mo. Test tem Test Method Test Standard Judgement
Type IR
Bactorial Filtration Efficiancy Test EN 14683:2010+AC:20109(E)
i 203 Pass
(BFE), % Annex B
Differential Prossura Test EN 14883:2010+AC:2015(E)
2 = B0 Fazs
{Pafcm®) Annex C
Synthetic Blood Penetration Test
3 150 22609: 2004 216.0 Pass
[kPa) L
Microbial Cleanliness Test EN 14683:2012+AC:20159(E) ﬁ'
4 £ 30 Pazs 1
(CFU/g) Annex D k

Mota: Pass = Meet customer requirements;
Fail = Fail customer requirements;

# = No comment;
N.D. = Not detectad.

Photo of Samples

Chemical Microiology Liboraiory: Phane : +56 [71) 6037 6375 Regional Head (ice:
TiN 500 Testng (Shanghai) Co,  Fex:  «B6 [21) 6037 6355 TUW 500 Certification and Tessng
L Emait oo chemishi-zu 20 {Ching] Ca.. Lid.
B34, o 1998 D Hi Foed, Mirkang Disict  ebpage ww sl o o, 151 Heng Tang Road Shanghi
i Wm0 PRCH
e
PR Chine TV P 20l 1)
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Test Report Mo_: 7216545246
Report Date: 15 May 2020

Results
Ho. Test tem Test Result
Specimen 1& 29.4%
Specimen 2&: 09.5%
1 Bactarial Filtration Efficiancy (BFE) Tast Specimen 34 20.3%
Specimen 48 90.4%
Specimen 5&: 09.2%
2 Difisrential Pressure Test 31.6 Paiem®
3 Synithetic Blood Penstration Test Spaciman 1#-13#: Mone ssan
Speciman 14 2 CFU'g
Spacimen 28 12 CFLg
4 Microhial Cleanliness Test Specimen 3#: <1 CFLg
Specimen 4% 2 CFU'g
Specimen 5& 4 CFLIFg
B acterial Filtration Efficiency (BFE) Test
1. Purpose
For evaluating the bactenal filtration efficiency (BFE) of mask.
2. Sample description was given by client
Sample description :  Meadical surgical mask (non sterile type)
Specification : Hat Earloop
Lot Mumber rof
Samplo Recoiving Date : 2020-04-17
3. Test Method
EN 14683:2019+AC: 201 E) Annex B
4. Apparatus and materials
4.1 Staphylococous sureus ATCC B538,
4.2 Paptone water.
4.3 Tryplic Soy Broth{TSE).
4.4 Tryplic Soy Agar{TSA).
4.5 Bacterial fitration efficiency test apparatus.
4.6 Six-stage viable particle Andorson sampler.
4.7 Flow metars.
5. Test specimen
5.1 As requested by client, take a total of 5 test specimans.
5.2 Prior to testing, condition all test specimens for a minimum of 4 h at (2125)°C and (85+5)%
relative humidity.
ChemicalMicrobiology Laboratory: Phone : +55 [21) 6037 375 Fiegional Head Office:
i S0 Tecsing [Shanghai] Co, Fax: +B6[21) 6037 6345 TiP¥ S0 Certification and Testing
Led Emsit food.chemita-sud on {Ching) Co.. Lid.
B34, Mo 1909 Du Hui Fined, Minkarg Distict  Webpage: wss se-sud o B 151 Heng Tong Fioad Shanghai
i OO0 PR Chea
01108

L
PR Chine w e 1ol 1)
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Test Report No.: 7216545246
Report Date: 15 May 2020

6. Procedure

£.1 Preparation of the bacterial challenge: Dilute the cultutre in peptone water to achisve a
concentration of approximataly 5=10° CFLfmL

5.2 Adjust the flow rate through the Anderson sampler to 28.3 Limin.

8.3 Deliver the challengea fo the nebulizer using a syringe pump. Purgs fubing and nebulizer of air
bubbias.

6.4 Perform a positive control run without a test spacime to determine the number of viable asrosol
particles being generated. The mean particle size (MPS) of the asrosol will also be calculated
from the results of these positive conirol piatas.

6.4.1 Initiate the asrosol challenge by tuming on the air pressure and pump connected to the
nebulizer. Immediatedy begin sampling the asrosol using the Anderson sampler.

6.4.2 Time the challenge suspension to be delivered to the nebulizer for 1 min.

6.4.2 Time the air pressure and Anderson sampler to run for 2 min.

6.4.4 At the conclusion of the positive control ran, remove plates from the Anderson sampler.

8.5 Place now agar plates into Anderson sampler and damp the test specimean into the top of the
Anderson sampler, with the inside of the specimen facing towards the bactenal challenge (test
arga: 77cm?).

6.6 Repeat the challenge procedura for each test specimen.

6.7 Hepeat a positive control after completion of the sample sat.

6.8 Perform a negative control run by collecting a 2 min sample of air from the asroscl chamber. Mo
bactenal challengs should be pumped into the nebulizer during the collsction of the negative

control.

6.9 Incubate agar plates at (37+2)°C for {20 to 52} h.
6.10 Count each of the six-stage plates of the Anderson sampler. -
7. Calculation "‘f
Total tha count from each of the six plates for the test specimens and posifive controls, as specified
by the manufacture of Anderson sampler. The fillration efficioncy percentages are calculated as ‘
follows: : |,
BFE={C-T)/ C x 100 2
L

T is the total plate count for the test speciman.
G i the maan of the total plate counts fior the two positive controls.

Chemical Wicrobsology Laboraiory- Phore - +86 [Z1] BT 6375 Regional Head (ifice:

TUW 5UD Produces Testing [Ghanghai) Co,  Fax: B8 [21) 0007 8343 T SUD Certihication and Tessng

Lsd Emait: food, chemiho-sud cn {Ching) Co. Lid.

B-30, Mo 1299 Do Hui Fosd, Minkang Disiick  'Wisbpage: wws uw-sod oo Bo.151 Heng Tong Read Sharghai

Shanghai i[II-:lTI]mF.H'.CHu

o10a

B Cine v Sl
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Test Report No.: 7216545246
Report Date: 15 May 2020

8. Testresults*

Pwalua Poalive Posltive Hagattve | Specimen | Specimen | Speciman | Spectmen | Speciman
Staga Control {4) | Controd (B) | Control i# 28 3 o 5§
Humiker
1 10 i3 ] o o ] ] ]
2 41 7B ] o o ] ] ]
3 m 13 ] o o ] ] ]
4 206 258 ] o 1 ] 0 ]
5 1173 137 ] | 7 12 13 14
g 733 513 0 2 7 5 1 3
T (T}, CFU 2285 2304 <1 13 1E 17 14 18
Average (C), - 2 I
puc 2.901 0= [Pa+Py) F 2 e I
e
BFE % o ao.4 0.3 90.3 a4 a2 -
=
-
Requiremants sa3 5
P 5 the: value of comesponding comectad particls counts as specified by the manuiacturer of the 7
cascade impactor.
Remarks T iz the total of P valus for the test specimen.
C is the mean of the tofal of P value of the two positive controls.
-l
LY
ChemigalMicrekaclogy Laborziory: Phone : +56 [21) BI3T 6375 Fegional Head [fice:
TV 500 Producss TesSing [Shanghai) Co,  Fax:  +BE [21)6037 6345 T S0 Certification and Tessng
Led Emait food.chemisha-rud on {Ching) Co.. L.
B-30, Mo 1299 Do Hui Fosd, Minkang Disiick  'Wisbpage: wws uw-sod oo Bo.151 Heng Tong Read Sharghai
Shanghai ﬂﬁ-ﬂ?ﬂmu'-'.ﬁ'.t'riwu
21108 c. r1
PR Chine W ol
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Test Report No.: 7216545246
Report Date: 15 May 2020

Differential pressure Test

1. Purpose

The purpose of tha test was to measure the differential pressurs of masks.

2. Sample description was given by client

Samplo descriplion : Medical surgical mask {non starile type)
Specification : Flat Earoop
Lot Number :

/
Sample Aecsiving Date :  2020-04-17

3.Test Method
EN 14683:2019+ AC:20HS(E) Annex C
4. Apparatus and materials

Differantial pressurs testing instrument

5.Test specimen T
5.1 Test specimen are complete masks or shall be cut from masks. Each specimen shall be able to ﬁ
provide 5 different circular test arcas of 2.5 cm in diameter. -

5.2 Prior to testing, condition all test specimens for aminimum of 4 h at (21£5)°C and (8525)% relative =
hurmidity. ]

&. Procedure J
#

6.1 Without a specimen in place, the holder is closed and the differantial manometer is zeroed. The
pump is started and the flow of air adjusted to 8 Limin.

6.2 The pretreated specimen is placed across the orifice (total area 4.9cm?, test area diameter 25mm)
and clamped into place 20 as to minimize air leaks.

6.3 Due to the presence of an akgnment system the tested area of the specimen should be parfectly in
line and across the flow of air.

6.4 Tha diffterential pressure is read directly.

6.5 Tha procedure described in steps €.1-6.4 is camiad out on & different areas of the mask and readings

averaged.
Resuits:
> Test Results* Average =
Spacimen (Palcm?) (Pajem® Reguirements Judgement
1# 0.3
28 29
I 284 B = B0 Pass
am 3
b 4.6
ChemigalMicrotalogy Laboraiony- Phore - +56 {21) B03T £375 Regional Head (e
TV 500 Produce Testing [Shangiai) Co,  Fax: +BE [21)6037 6345 TUY S0 Cerfification and Tessng
Led Emsit: food.chemin-zud.cn {Ching) Co.. Ltd.
5304, Mo 1909 D Hui Rosd, Minkang Distict  Wsbpage: wwer bv-sud o= Pa. 151 Heng Tong Rcad Sharghai
i OO PR China

21188 L] 3
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Test Report No.: 7216545246
Report Date: 15 May 2020

Synthetic Blood Penetration Test
1.Purpose

For evaluation of resistance of masks to penetration by a fixed volumea of synthatic biood at a high
valocity.

2 Sample description was given by client

Sample description : Medical surgical mask {non sterile typa)
Specification : Flat Eardoop
Lot Mumber i

Sample Recsiving Date :  2020-04-17

3 Test Method

150 22608:2004

4 Apparatus and materials

4.1 Synthetic blood. E
4.2 Tensiomater. g
4.3 Synthetic blood penetration test apparatus;

4.4 Targeting plate.

4.5 Air pressura source. -
4.6 Ruler. }
4.7 Balance. T
4.8 Controlled temperature and humidity chamber. -

5. Test specimen

5.1 As requested by client, take a total of 13 test spacimeans.
5.2 Prior to testing, condition all test specimens for a minimum of 4h at (21+5)°C and (85+5) % rolative
hurmidity.
& Procedure

6.1 Prepara the synthetic blood (40-44 mN/m) for the test.

6.2 Determine the density of the synthetic blood.

6.3 Fill the resarvoir with new synthetic blood.

6.4 Position the test specimen 30.5 cm {12 in.} from the exit of the canula.

6.5 Set the reservoir pressure to the approximate pressure.

6.6 Place the targeting plate approximately 1 cm away from the mask.

6.7 Sat the valve timer to 0.5 5. Collect and weigh the amount of fluid defivered (before the targating

hola).

Chemical Wicrobsology Laboraiory- Phore - +86 [Z1] BT 6375 Regional Head (ifice:

TUW 5UD Produces Testing [Ghanghai) Co,  Fax: B8 [21) 0007 8343 T SUD Certihication and Tessng

Lsd Emait: food, chemiho-sud cn {Ching) Co. Lid.

B-30, Mo 1299 Do Hui Fosd, Minkang Disiick  'Wisbpage: wws uw-sod oo Bo.151 Heng Tong Read Sharghai
i HOD P RChina
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SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Surgical Face Mask - Type IIR

Test Report No.: 7216545246
Report Date: 15 May 2020

£.8 Set the valve timer to 1.5 2. Collect and weigh the amount of fluid delivered (before the targeting
hala).

6.0 Calculate the difference in weight of the two spurts. For a test fluid with a density of 1.003, Table 1
gives the target difference in weight plus lowsr and upper limits for a velocity range within 2% of the
tangot.

Table 1 Target weight difference
Waaight difference for 15 difference in spurt duration {g)

Fluid Pressure
(mmHag) Min. Target Max.

120 2,002 3.063 3.124

6.10 Adjust the resarvoir prassurs and repeat steps 6.7 to 6.9 undil the weight difference is within the
target range.

£.11 Racord the weight difference for the spurts exiting the nozzie.

£.12 Record the prassure in the resanvoir.,

£.13 Set the valve time to 0.5 5. Collect and weigh the amount of fluid passing through the targeting hole.

£.14 Sat the valve time to 1.5 s. Collect and weigh the amount of fluid passing through the targeting hole. by

£6.15 The differance in weight batween the 0.5 5 and 1.5 s spurts through the targeting plate shall be «:f
within +2 % = -5 % of the difference in weight from the nozzle. J

6.16 If the differantial weight is less than 95 % of the weight difference exifing the nozzle, chack the aim E
of the stream to maks sure it i1s passing cleanly through the targeting hola.

6.17 If the differential weight is mone than 102 % of the weight diference exiting the nozzle, ropaat the !
waight measuremeants exiting the nozzle (steps 6.7 to 6.11). 2

£.18 For standard synthetic biood, the timer duration can be estimated using the formula: -

{p is the density of the test fluid. ) t=05+{2x p-gat 0.5z} /(gat 1.5s-gat 0.5 5.

.19 Racord the imer sotting to use as the starting point for subsaguent testing.

6.20 Mount a test specimen on the specimen holding fixture. If the mask contains pleats, spread the
pleats out when mounting the mask onto the fixture to present a single layer of matenal as the target
arsa.

6.21 Squirt the synthetic blood onto the test specimen for the calculated time. Ensure that the synthatic

blood hits the tanget area of mask.

£.22 Inspect the inside surface for synthetic blood penetration within 10 s of squirfing the synthetic blood

against the target area.

£.23 Report the results (nona / penetration) for each test specimen at the test pressure.

Chemical Wicrobsology Laboraiory- Phore - +86 [Z1] BT 6375 Regional Head (ifice:

TUW 5UD Produces Testing [Ghanghai) Co,  Fax: B8 [21) 6037 8343 T SUD Certihication and Tessng

Lsd Emait: food, chemiho-sud cn {Ching) Co. Lid.

B-30, Mo 1299 Do Hui Fosd, Minkang Disiick  'Wisbpage: was uw-zod oo Mo.151 Heng Tong Read Sharghai
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SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Surgical Face Mask - Type IIR

Test Report Mo.: 7216545246
Report Date: 15 May 2020

Results:
Specimen Test Reosults® Requirements Judgement
1# Mone Sean Pass
24 Mone Seon Pass
a4 Mone Seon Pass
4% Mone Sean Pass
B Mone Seen Pass
B Mone Ssen Pass
Pass Pressure at 16.0 kPa Pass
T# MNone Szen {120mmHag)
B Mone Seen Pass
O Mone Seen Pass
10# Mone Ssan Pass
11# Mene Ssen Pass
12# Mone Seen Pass
138 Mone Seen Pass
ChemicalMicrotiology L sborztcey- Prore - <56 (1] BI3T 6375 Fegional Head Dffice:
TUV SO0 Producss Testing [Shanghai) Co,  Fax: +B5 (216037 6245 TUY SUD Certification and Tessing
Led Emait food. chemi@in-zud on {Chinz) Co.. Lid.
B30, Mo 1999 Chu Hui Fiomel, Minkang Diwfich  Wsbpae: wrwar fse-sod o oo 151 Heng Tong Fised Shangsai
Shanghai 0070 F.RChina
ﬂjgim Tw'!' Fage 5 of 11
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SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Surgical Face Mask - Type IIR

Test Report No.: T21654524-6
Report Date: 15 May 2020

Microbial Cleanliness Test
1. Purpose
The purpose of the tost was to measure microbial cleaniiness of mask.

2. Sample description was given by client

Sample description ¢ Meadical surgical mask {non sterila type)
Specification : Hat Earoop
Liot Mumber

=
Sample Receiving Date : 2020-04-17

3. Test Method

According to EN S0 11737-1:2018 to determine the microbial cleanliness of mask material, and
refer to the procedurs as described in EN 14683:201 3+ AC:201WE) Annex D

4. Apparatus and materials

4.1 Orbital shaker.

4.2 .45 um filtar.

4.3 Tryplic Soy Agar (TSA).

4.4 Sabouraud Dextrose Ager (SDA) with chlorampheanicol.
4.5 Formula of Extraction Liquid: 1g/'L peptone, 5g/L. MaCl and 2g/L Tween 20. \
4 6 Extraction apparatus.

5. Testspecimen

5.1 As requested by cliont, take a total of 5 mask samplas. o
5.2 Mask samples for testing are provided in the orginal pimary packaging. /
5.3 Condition at (18 to 26) T and (45 to 65)% relative humidity during testing.

6. Procedure

6.1 Five test specimens are selected from the top, bottom and 3 randomly chosan marks.

6.2 The mask iz aseptically removed from the packaging and placed ina sterle 500 mL bottia
comtaining 300 mL of axtraction Hquid.

6.3 The bottle is laid down on an orbital shaker and shaken for 5 min at 250 rpm.

6.4 Aftor exiracting, 100mL of the axiracton liguid is filtered through a 0.45 um filter and laid down
on a TSA plate for the total viable asrobic microbial count. Another 100 mL aliquot of the same
extraction fiquid is fillered in the same way and the filter plated on S0A for fungl enumeration.

6.5 The plates are incubated for 3 days at 30°C and 7 days at (20 to 25)°C for TSA and SDA plates
respectivaly.

6.6 Calculate the colonies of each agar plate.

7. Calculation

For each test specimen calculate the microbial cleanliness as follows by counting the total colonies
of the TSA and SDA plates.

ChemicalMicrobiclogy Laboraiory: [Phone - +86 [Z1) BI3T 6375 Fegional Head (ifice

TUV 50 Produces Testing [Changal) Co,  Fax: +85 [27) 6037 6343 TP SUD Certification and Testing

Lad Emait: food. chemiiu-sud.cn {Ching) Co._, L.

B-34, Mo 1999 Du Hui Fosd, Minkang Disiict  'Wi=bpage: wsw bv-zod o= M0.151 Heng Tong Road Shanghai
i HOOD P RChina
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SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

Surgical Face Mask - Type IIR

Test Report No.: T21654524-6
Report Date: 15 May 2020

Results®:
Colonies of | Colonios of Microbial
Specimen the TSA the SDA Cleanliness, Requiraments Judgement
Plate Plata (CFU/g)
18 1 1 2
a8 10 2 12 EN 14883:2018+AC:2010{E)
Annex D
35 L] 0 <1 Pass
EN IS0 11737-1:2018
42 1 2 <30 CFUIg
Lt 3 1 4
MNota:

1.*denotes this test was camied out by extemal laboratory assessad as competent.
2.This report is for intermal use only such as internal scienfific research ,education, quality control, product

R&D.
-ENDOF THE TEST REPORT-
ChemicalMicrobiology Laboraony: Phore - 86 (21) BI3T 6375 Fegional Head Dfice:
TUV SUD Products Tesing [Ghanghai) Co,  Fax: +88 [27) 6037 63483 T SUD Certihcation and Testing
Lad Emeit: food.chemiSha-zud on {Chinz) Co., Lid.
B-34, Mo 1999 Du Hui Foed, Minkarg Disticl 'Webpage: wsr bvzad o Mo.151 Heng Tong Road Shanghai
Ehanghai EIIIIITIJEIF.F.CH“
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Surgical Face Mask - Type IIR

techray)

ENEMY
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rﬁu‘%ﬁffﬁ Iﬁﬂibbﬂ!]ﬁ“ ﬂfﬁﬁ’l"
RN XTREORE, Rk, Dﬂ%ﬁ'lﬁ}?., Ok
R 4 AR EEW SNE T RIRE) R L TR AL

composed of mask. nasal splint and bell. The mask are three layers protection
\h ch ks made of non-woven fabrics Inner and outer layer and meft-blow interiayer.

e TEY (HEXX) 17.5cm*9.5ecm(L)

Mode Flat Earloop Mask 17.5cm*9.5cm(L)

BTIFE YY0469-2011
Standard

EHES HMEE20202140304

RegistrationNo  Xiang Standard-20202140304

EFFE ezl 4 25201600252

it & S
Production x‘a %F ood egd Medicine Supervision Department Approval Licence
Certificate

ifﬁﬁ. 2 ﬂz 00ANS
ts o

® % R ﬁ,\‘i\

Chuality Inspector

sum —% V/ /

B R ﬂﬁ#ﬁ%ﬂﬂﬁ% wE .

Manufacturer Hunan Techray Medical Technology Go,.Lid

st KDBRTEES Hﬁﬂﬁﬁ
EﬁaMFﬂEAI on M a‘ 5
ical ‘Pnlp'llhr{mg::lja Nozgl:

Manulaciuring  1F-3F A1 Building, Lugu International
Address Guyuan RoadChangsha,Hunan, China

BERERIREN,

The product has been tested and proved to be '
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QUALITY PROTECTION EQUIPMENT

Surgical Face Mask - Type IIR

techr FoA CE
ERNMHEOS (FXER) RAH

USERMANUAL DISPOSABLEMEDICALSURGICALMASK

[(FREKW] ERFHON (FXEEL)

[FRBMRIAR] x-RB00E, BE, OAFME, OREEN. METHFNPERBRTHHFER, ~RHETEHHE
[fEEE1EHR] = RFAYY 0469-20110ER

[FRIEMEN] ERTESARRMEXARNOBENIP, LIRS a0 F 1208 RN W6 Moy

(RERE] TEREEX 17.5cmx9.5cm(L) (f2£5%)

[REf] HEREHIHRENRR

[fERiRE] ERITEETESRSHE, LAFRBESEAREA. RUONE, foe—mWE, Ee—mEt, FRXN—m
AL, AENRFHEFIE. EEBAXNSBR, BEOS, GRRUERARETEALR

[ER] =FREEEFEEEEEFERZE0%, TREESE, SRRENER, HeHER

Product Name: Disposable Medical Surgical Mask

Structure: |tiscomposed of mask. nasalsplint and belt. The mask are three layers protection which is made of
non-woven fabrics inner and outer layer and melt-blow interlayer.. Itis none-aseptic,

Standard:YY0469-2011; Type IIR under CE mark

Application: Itis used for the protection of medical personnel or related person for protecting the wound on the
operation to prevent the spread of the bodyfluid and spatter.

Model: Flat Earloop Mask 17.5c¢cm*9.5¢cm(L){£5 error allowed)

Contraindication: Itis forbidden for persons whois allergic to none-weave fabric.

Instructions: Please check ifthe product are in period of validity. Then you need check if there" sdamageinthe
package. Take out the mask. And make the nasal splint up. Closed to the face. Stretch the mask to cover your nose
mouth and chin completely.

Storage: The mask should store in the place with Good ventilation to avoid the high temperature. And there’ sno
corrosive gas. The humidity should less than 80%

[f75iR8A Notice]

FE-RER aERERiRmnER
Disposable use Donotuseitifthe package is damaged

[E™=BmM] Ta#
[Ham) 15
[FRIMe/FaERRRIES] Hii1120202140304
[EF#RTERE] HaHEREiF20160025%
[EFEl] SERRETHEERLE
[Lmuht] €ARMMFEESB2299 BHRS EMGETBE~LEALEL-3E
[Erit] KAEBRAEESAE229S EREENETEE" LEALELE
[ZREE] 1 —RtEEmn
LEWERRLEER
lmEEARER
4 FERAMEI\ NS ERHAS
[BEASRX] BiE: 400-625-7090  Fik: http://www.techray.cn
Production date: Showed on pack
Validity: 12 months
Registration No: XiangStandard-20202140304
Production Certificate: XiangFood and Medicine Supervision Department Approval Licence No. 20160025
Manufacturer: Hunan Techray Medical Technology Co,.Ltd
Registered Address: 1F-3F Al Building, Lugu International Medical Equipment Industry Zone, No,229, Guyuan Road
Changsha, Hunan, China
Manufacturing Address: 1F Al Building, Lugu International Medical Equipment Industry Zone, No,229, Guyuan Road
Changsha,Hunan, China
Notes:
1. Disposable Use
2. Donotuseif the package is damaged
3. Please use it within the validity period.
4.Pleaseread the user manual carefully before use
Tel: +86 136 6738 5786 Web: www.techray.cn  www.techraychina.com
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Surgical Face Mask - Type IIR
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Surgical Face Mask -

Type IIR
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This is to certify that the Quality Management System of

Hunan Techray Medical Technology Co., Ltd.

Unified Social Credit Code :  91430100796886272X

Operation Address : 1-3 Layer, Unit A1-229 Guyuan Road, Hunan Lu Valley International Medical Equipment
Industrial Park, High-Tech District, Changsha City, Hunan Province, China; North Chamber of Hunan Huitong
Company's Production Plant, No.489, Lusong Road, Changsha High-tech Development Zone, Changsha City, Hunan
Province, China

Registered Address : 1-3 Layer, Unit A1-229 Guyuan Road, Hunan Lu Valley International Medical Equipment
Industrial Park, High-Tech District, Changsha City, Hunan Province, China

applicable to

Design, production, sale, installation and after-sales service of medical central
oxygen generator system, medical central oxygen supply and suction system(within
the scope of license)

has been assessed and registered by NQA against the provisions of
ISO 13485: 2016

This registration is subject to the company maintaining a quality management system, to the
above standard, which will be monitored by NQA.

Certified Clients shall accept regular surveillance assessments, the validity of certificates shall be
maintained for the positive result of audit. :
The information of this certificate can be checked on CNCA's website (www.cnca.gov.cn)

SNQA's website : www.snga.com.cn

I\/NM Certificate Numiben 40154

Managing Director
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Date: 10 September 2014
3 Reissue Date: 25 March 2019
fade) Valid Until: 25 March 2022
EAC Code:

UKAS

MANAGEMENT
SYSTEMS

The use of the UKAS A ditation Mark indi itation in respect of those activities covered by the accreditation certificate number 015 held by NQA
NQA is @ trading name of NQA Certification Limited, Registration No 09351758, Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LUS 52X, UK.
Thig certificate is the property of NQA and must be returned on request.
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To: Whom it may concern

Letter of Authorization

Whereas, Hunan Techray Medical Technology Co., Ltd located at 1F-3F A1 building, Lugu International
Medical Equipment Industry Zone, No. 229, Guyuan Road,Changsha,Hunan, China

an established and reputable manufacturer of: MEDICAL SURGICAL MASKS.

We do hereby authorize our Regional General Agent:

CHINA 2 WEST SERVICES LTD.
and its subsidiary SHIELD WORKS

to be sales representative in the territories of USA, UK and EU to offer and supply our
products.

We assure to supply, good quality products guaranteed as per the manufacturer’s standard.
Thank you for considering our products as your preferred choice.

Please do not hesitate to contact us if further clarification is
required. Your Sincerely,

VALIDITY: May 1,2020 - Dec.30,2020

Signature of authorized representative of,t’he w'\
manufa?ture\r

g‘—%—t“\
Manufacturer Stamp

US HQ: +1 714 600-4929 | China HQ: +86 756 382-8390  info@shieldworksppe.com  www.shieldworksppe.com | www.shield.works
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Document Number: SWPPE-CE-3PLY-003 Version: 001

EC DECLARATION OF CONFORMITY

Authorized Representative

Manufacturer

Name: China 2 West Services Limited
Name: HUNAN TECHRAY MEDICAL TECHNOLOGY

0. LTD. Address: Flat /RM 16E, Neich Tower, 128 Gloucester

Rd, Wanchai, HongKong
Address: 1F-3F A1 BUILDING, LUGU
INTERNATIONAL MEDICAL EQUIPMENT INDUSTRY
ZONE, NO. 229, GUYUAN ROAD CHANGSHA,
HUNAN, CHINA

Declares that the MDD described hereafter

Product name and model:

Medical Surgical Mask (non-sterile)

The product is certified to meet the Essential requirements and relevant provisions of EC Directive:
Medical Devices Directive 93/42/EEC

Standard(s)/Directive(s):
EN 14683:2019+AC:2019

as shown in the test reports:

721654524-6

This Declaration of conformity is valid in connection with the release document for the respective
batch of produced devices.

The above-mentioned declaration of conformity is exclusively under the responsibility of

Company: China 2 West Services Limited
Address Flat /RM 16E, Neich Tower, 128 Gloucester Rd, Wanchai, HongKong

Zhuhai China, 2020-05-20

Place, date

Mark Clayton, Group CFO
Expiry date: 2021-05-20 Legally binding signature

US HQ: +1 714 600-4929 | China HQ: +86 756 382-8390  info@shieldworksppe.com  www.shieldworksppe.com | www.shield.works
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Get in touch

For serious inquiries, contact us for more information and an accurate quote.
shieldworksppe.com

info@shieldworksppe.com

China Headquarters: +86 (0)756 3828390
US Head Office: (+1) 650 666 0050

Part of the C2W Group - Supply Chain Management Experts in China since 2005.
www.china2west.com
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