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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 2 = 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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C€ EDA Respirator Mask - FFP2
SKU: SW-FFP2

Packaging details

20 pcs per box /1,000 pcs per carton
Z Light & Breathable

A Fit & comfortable Carton Size: 50 x 30 x 50 cm
Z 5 Layers Protection GW.: 6.8 KG
Z Safety and Hygiene

CBM: 0.075

V.W.: 125 KG

Suitable for the protection of pathogens, pollen and dust

[ ]
Executive standard
EN 149:2001+A1:2009

B & X

One Size Single Easy to put on
Fits All Use No strings to tie
= Y
—
5 Filtering Light and Comfort

multi-layers Breathable Ear Fit
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Jepartment of Health & Human Services

Follow FDA | En Espafiol
SEARCH

ip2Y U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing ™

© FDAHome © Medical Devices @ Databases ad
1 result found for Owner Operator Name :
Guangzhou Biofil New Search

Establishment g - Current
Name e Registration Number Registration Yr

GUANGZHOU BIOFIL AIR

PURIFICATION MATERIALS CHINA No number listed 2020
CO.LTD
e Non-Surgical Isolation Gown - Coverall 1solation Gowns; Isolation Gowns; Manufacturer
® Accessory, Surgical Apparel - Coverall Protective Clothing; Coverall Surgical Apparel; o,
Disposable Face Masks; Disposable Surgical Mask
¢ Respirator_Surgical - Disposable Protective Mask, KN35; Particle Filtering Half Mask, FFP2
NR Manufacturer
o Face Mask (Except N85 Respirator) For General Fublic/Healthcare Personnel Per lie
Guidance - Disposable Face Mask; Disposable Protective Mask, KN95; Face Mask; Manufacturer

KN95/FFP2 MR Disposable Protective Mask: Particulate Filtering Half Mask, FFP2 NR

Can’t find what you're looking for? Try a new search

Page Last Updated: 05/18/2020

MNote: If vou need help accessing information in different file formats, see Instructions for Downloading Viewers and Flayers.

Language Assistance Available: Espafiol | B1fF7 | Tiéng Vit | -2 01 | Tagalog | Pycokuii | 1 -1 | Kreydl Ayisyen | Francais | Polski | Portugués | ltaliano | Deutsch | H#EES |
| English
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Certificate F120/965826

Guangzhou Biofil Air
Purification Materials Co., Ltd.

Room 201, 2nd floor, workshop B,
No 1. Doutang Road, YongHe Development Zone, Guangzhou, ., 511356,
P.R.China

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

Regulation (EU) 2016/425

Module B, EU type-examination

This certificate is valid from 15 May 2020 until 15 May 2025
1. Certified since 15 May 2020

.....

Authorised by FIN AS
h Finnish Accreditation Service
A ‘ A e S003 (EN ISO/IEC 17065)
Uno DAane
SGS FIMKO QY, Notified Body 0598

Takomotie 8, FI-00380, Helsinki, Finland
t+358 9696 361 f+3589 6925474 www.sgs.com

Page 1 0of 2

This document is issued by the Company subject to its General Conditions of
Certification Services accessible at www.sgs.com/terms_and_conditions.htm.
Attention is drawn to the limitations of liability, indemnification and jurisdictional
issues established therein. The authenticity of this document may be verified at
http:/Awvww.sg: lients-and i lient-directory.
Any unauthorized alteration, forgery or falsification of the content or appearance
of this document is unlawful and offenders may be prosecuted to the fullest
extent of the law
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Certificate FI20/965826, continued

Guangzhou Biofil Air
Purification Materials Co., Ltd.

Regulation (EU) 2016/425

Module B, EU type-examination

Issue 1

PPE Product

BIOFIL (logo) MY3D2, fold flat, single use Particle filtering half mask.

Itis certified that the manufacturer's technical file and the above mentioned
PPE have been assessed and found to 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) for a performance classification FFP2

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

Finnish Accreditation Service
S003 (EN ISO/IEC 17065)

Certification is based on technical file reference: BIOFIL-01 Revision 1
dated 2020-05-13

SGS Reference Number UK/CRS 241072.

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

Page 2 of 2
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EU DECLARATION OF CONFORMITY

Manufacturer:  Guangzhou Biofil Air Purification Materials Co., Ltd

Address: Room 201, 2nd floor, workshop B, No.1 Doutang Road, YongHe
Development Zone Guangzhou China

declares that the new PPE described hereafter

MY3D2 FFP2 NR Particle Filtering Half Mask

is in conformity with the Regulation (EU) 2016/425 and with harmonized standard
EN 149:2001 + A1:2009

SGS Fimko Oy
Takomotie 8,
FI-00380 Helsinki,
Finland

Notified Body No.0598

performed the EU type-examination (Module B) Class || PPE category and issued the
EU type-examination certificate number: FI20/965826

The PPE is subject to the conformity assessment procedure conformity to type based on
quality assurance of the production process (Module D) under surveillance of the notified
body.

SGS Fimko Oy
Takomotie 8,

F1-00380 Helsinki,
Finland

Notified Body No.0598

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: Guangzhou Biofil Air Purification Materials Co., Ltd.

Address: Room 201, 2nd floor, workshop B, No.1 Doutang Road, YongHe

. Development Zone Guangzhou China

Signe ioy:m béh‘aff«t)f ompany

Zﬁ@ig
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Test Report SL52025244872201TX Date: April 29,2020 Page 1 of 9

GUANGZHOU BIOFIL AIR PURIFICATION MATERIALS CO., LTD
ROOM 201, 2ND FLOOR, WORKSHOP B, NO.1 DOUTANG ROAD, YONGHE DEVELOPMENT ZONE,
GUANGZHOU, CHINA 511356

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

Sample Description

Style No.
Composition

Sample Color
Manufacturer

Country of Destination

Test Performed

Sample Receiving Date
Testing Period
Test Result(s)

(A)Particle filtering half mask

MY3D2

(A)non-woven fabrics

(A)White

GUANGZHOU BIOFIL AIR PURIFICATION MATERIALS CO., LTD
European countries

Selected test(s) as requested by applicant

Apr 15, 2020
Apr 15, 2020 - Apr 29, 2020

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
(A) FFP2 NR

Signed for and on behalf of

SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

(i (gans

Sara Guo (Account Executive)
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Test Result
Respiratory Protective Devices — Filtering Half Masks to Protect against Particles — Requirements,

Testing, Marking
(EN 149:2001+A1:2009)

Clause 7.4 Packaging#
(EN 149:2001+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 Comply Pass
before use.

Clause 7.5 Material#
(EN 149:2001+A1:2009, Clause 8.2 & 8.3.1 & 8.3.2)

Test Requirement Results Comment
Materials used shall be suitable to withstand handling and wear over the Comply
period for which the particle filtering half mask is designed to be used.
After undergoing the conditioning described in 8.3.1 none of the particle Comply
filtering half masks shall have suffered mechanical failure of the facepiece
or straps. Pass
When conditioned in accordance with 8.3.1 and 8.3.2 the patrticle filtering Comply
half mask shall not collapse.
Any material from the filter media released by the air flow through the filter Comply
shall not constitute a hazard or nuisance for the wearer.
Clause 7.6 Cleaning and Disinfecting#
(EN 149:2001+A1:2009, Clause 8.4 & 8.5 & 8.11)
Test Requirement Results Comment

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

With reference to 7.9.2, after cleaning and disinfecting the re-usable particle
filtering half mask shall satisfy the penetration requirement of the relevant
class.

Not applicable
(Not designed to N.A.
be re-usable)

Clause 7.7 Practical Performance#
(EN 149:2001+A1:2009, 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
checking the equipment for imperfections that cannot be determined by the
tests described elsewhere in this standard.

No imperfections Pass

Unless otherwise agreed in writing, this document s Issued by the Company subject to Its General Conditlons of Service printed
overleal, available on request or accessible al hitp:fivww. s a mmfan!'l'ermarmﬂ-(:unmllms aspx and, lor electronic formal documents,
subject to Terms and Conditions for Electronic Documen 7 B8 “and-Condition rrormua Do umant.as, x
Attention is drawn to the Ilmitulinn of llability, Indmlﬂcailcm and Ju FEEE araln y cumen
advised that information contained hareon reflacta the Company’s findin al the tima of m intarvantion anly and wnhm the limits nl
Client’s instructions, if any. The Company's sole responsibility is to its Client and this document doss nol exonerate parties o a
ftransaclion from exercising all their rights and obligations under the Thls cannot be

except in full, without prior written apmo\’nl of the Company. Any os of the content or
appaarance of this document is unlawiul and cffenders may ba proseculed to the fullest extent of the In Unlass otharwise stated the
resulis slu:wnm this tasl repaort rafer only to the uammtﬂl Iaﬂeu and such sumnlﬂ[uam retained for 30 days only.
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Clause 7.8 Finish of Parts#
(EN 149:2001+A1:2009, Clause 8.2)

Test Requirement Results Comment
Parts of the device likely to come into contact with the wearer shall have no No sharp edges Pass
sharp edges or burrs. or burrs

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

Test Requirement Results Comment
The total inward leakage consists of three components: face seal leakage,
exhalation value leakage(if exhalation 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

25% for FFP1, 11% for FFP2, 5% for FFP3 Appendix 1 Pass
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(%)
No. Side/side(%) | up/down(%)
Yi 1 AR. 8.13 8.23 8.28 8.18 8.31 8.2
Gong 2 A.R. 7.33 7.84 7.64 7.39 7.71 7.6
Yu 3 AR. 5.90 6.47 6.32 5.90 6.32 6.2
Hu 4 AR. 6.32 6.60 6.71 6.61 6.45 6.5
Xu 5 AR. 7.89 8.07 8.00 8.04 8.10 8.0
Deng 6 T.C. 6.32 6.41 6.79 6.48 6.53 6.5
Liu 7 T.C. 5.62 5.88 5.87 5.93 5.80 5.8
Zhi 8 T.C. 6.11 6.60 6.53 6.49 6.22 6.4
Fang 9 T.C. 5.11 5.39 5.13 5.24 5.53 5.3
Chen 10 T.C. 7.07 707 7.88 8.09 8.17 7.9
All 50 individual exercise results were not greater than 11 % Pass
9 out of 10 individual wearer arithmetic means were not greater than< 8 %

Facial Dimension

Subject Face length Face Width Face Depth Mouth Width
Yi 120 130 109 59
Gong 122 140 115 65
Yu 119 160 139 55
Hu 112 122 119 63
Xu 110 130 118 60
Deng 115 119 110 59
Zhang 112 123 113 55
Liu 103 130 100 50
Zhi 118 139 130 63
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Fang 115 129 120 50
Chen 116 150 132 56
Lv 110 121 110 53

Clause 7.9.2 Penetration of Filter Material#
(EN 149:2001+A1:2009, Clause 8.11 & EN 13274-7:2019)

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 penetration of test aerosol
tion Sodium chloride test 95 Paraffin oil test 95 I/min
Vrojom % Detail ref_er to Pass
Appendix 2
max. max.
FFP1 20 20
FFP2 6 6
FFP3 1 1
Appendix 2: Summarization of Test Data
Penetration of filter material
Aerosol Condition Sample No. Pen((eotAr]?tlon Assessment
11 0.682
As received 12 0.591
13 0.674
14 0.726
Sodium chloride test Simulated wearing treatment 15 0.731
16 0.745
Mechanical strength + Temperature 17 0.821
conditioned 18 0.865
19 0.799
20 1.24 Pass
As received 21 1.31
22 1.35
23 1.26
Paraffin oil test Simulated wearing treatment 24 1.22
25 1.38
Mechanical strength + Temperature 26 1.49
conditioned 21 L1.47
28 1.45
Flow conditioning: Single filter: 95.0 L/min
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Clause 7.10 Compatibility with Skin#
(EN 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 No 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 Requirement Results Comment
The material used shall not present a danger for the wearer and shall not be
of highly flammable nature Detail refer to Pass
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

Flammability
Condition Sample No. Result Assessment
As received 29 Burnfor2s
30 Burnforls Pass
Temperature 31 Burnforls
conditioned 32 Burnforls
Clause 7.12 Carbon Dioxide Content of The Inhalation Air#
(EN 149:2001+A1:2009, Clause 8.7)
Test Requirement Results Comment
The carbon dioxide content of the inhalation air (dead space) shall not Detail refer to Pass
exceed an average of 1,0 % (by volume) Appendix 4
Appendix 4: Summarization of Test Data
Carbon Dioxide Content of The Inhalation Air
Condition Sample No. Result Assessment
33 0.42%
As received 34 0.42% Mean value 0.4% Pass
B35 0.41%
Clause 7.13 Head Harness#
(EN 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 Comply
can be donned and removed easily.
The head harness shall be adjustable or self-adjusting and shall be Combl Pass
sufficiently robust to hold the particle filtering half mask firmly in position and ply
be capable of maintaining total inward leakage requirements for the device.
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Clause 7.14 Field of Vision#
(EN 149:2001+A1:2009, Clause 8.4)
Test Requirement Results Comment
The field of vision is acceptable if determined so in practical performance Comply Pass
tests.
Clause 7.15 Exhalation Valve(s)#
(EN 149:2001+A1:2009, Clause 8.2 & 8.9.1 & 8.3.4 & 8.8)
Test Requirement Results Comment
(a) A particle filtering half mask may have one or more exhalation valve(s), Nodtue;p{)(;l?\jaé)le
which shall function correctly in all orientations. h
exhalation valve
(b) If an exhalation valve is provided it shall be protected against or be Not applicable
resistant to dirt and mechanical damage and may be shrouded or may duepfo No
include any other device that may be necessary for the particle filtering half -
. exhalation valve
mask to comply with 7.9. N.A.
(c) Exhalation valve(s), if fitted, shall continue to operate correctly after a Not applicable
- - ; ; due to No
continuous exhalation flow of 300 I/min over a period of 30 s. h
exhalation valve
(d) When the exhalation valve housing is attached to the faceblank, it shall Not applicable
; f ; . due to No
withstand axially a tensile force of 10N applied for 10 s. h
exhalation valve
Clause 7.16 Breathing Resistance#
(EN 149:2001+A1:2009, Clause 8.9)
Test Requirement Results Comment
The penetration of the filter of the particle filtering half mask shall meet the
requirements of the following table.
Classification Maximum permitted resistance (mbar)
Inhalation Exhalation Detail ref_er to Pass
30 I/min 95 I/min 160 I/min Appendix 5
FFP1 0.6 2.1 3.0
FFP2 0.7 2.4 3.0
FFP3 1.0 3.0 3.0
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EN1491R &
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Test Report SL52025244872201TX Date: April 29,2020 Page 7 of 9

Appendix 5: Summarization of Test Data

Breathing resistance (mbar)

36 37 38
Flow rate A[B[C|D[E|A[B|C|[D|E|A[B[C|DJE
As received . 30 I/min 06| 07]06|07|07|07|07]|07]|07|07]07]|06]|07]|07]|07
Inhalation 95 I/min 21|23 22|22 2122|2321 21|21]22|23|22]|23]|22
Exhalation 1601/min | 26| 28| 27| 28| 27| 27| 27| 28| 27| 27| 28| 27| 26| 26| 26

39 40 41
Simulated Flow rate A[B|C|D|E|A|B|C|D|E|A[B|C|DJ|E
wearing Inhalation 30 I/m@n 07| 07| 07| 06[06[07]07]06|07]06]|07|06]|07]|07]|06
treatment 95 I/min 23| 22| 22|21 |22|21| 22| 22| 21|23|21|22]21]22]|22
Exhalation 1601/min | 28| 27| 26| 28| 28| 27| 27| 27| 27| 27| 27| 28| 27| 26| 27

42 43 44
Flow rate A[B|C|D|E|A[B|[C|D|[E|A[B|C|[DJ|E
Tempe_rature . 30 I/min 07]07]07[07|07|06|07]|06]|07]|07|07]|06]|07]|07]07
conditioned Inhalation 95 I/min 21 22| 23|22 |23 |21 22| 21|21|23|23|23]|22]22]|21
Exhalation 160 1/min | 27| 28| 27| 28| 28| 26| 28| 28| 27| 28| 27| 26| 28| 27| 28

Assessment Pass

A: facing directly ahead; B: facing vertically upwards; C: facing vertically downwards; D: lying on the left side;
E: lying on the right side

Clause 7.17 Clogging#
(EN 149:2001+A1:2009, Clause 8.9 & 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, FFP2: 5 mbar, FFP3: 7 mbar at 95L/min continuous flow
The exhalation resistance shall not exceed 3 mbar at 160 L/min continuous | Optional for single
flow. shift device only

N.A.

Valveless patrticle 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

Unless otherwise agreed in writing, this document s Issued by the Company subject to Its General Conditlons of Service printed
overleal, available on request or accassible al hll L .| s a mmfan!'l'ermarmﬂ-(:unmllms aspx and, lor electronic formal documents,
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appaarance of this document is unlawiul and cffenders may ba proseculed to the fullest extent of the In Unlass otharwise stated the
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Test Report SL52025244872201TX Date: April 29,2020 Page 8 of 9
Test Requirement Results Comment

Clause 7.17.3 Penetration of filter material
All types (valved and valveless) of particle filtering half masks claimed to
meet the clogging requirement shall also meet the requirements.

Classificatio Maximum penetration of test aerosol
n Sodium chloride test 95 I/min | Paraffin oil test 95 I/min Optional for single NA
% % shift device only o
max. max.
FFP1 20 20
FFP2 6 6
FFP3 1 1
Clause 7.18 Demountable Parts
(EN 149:2001+A1:2009, Clause 8.2)
Test Requirement Results Comment
All demountable parts (if fitted) shall be readily connected and secured, No demountable NA
where possible by hand parts T

# This test standard is not within the accredited scope in SGS Shanghai testing centre, it is carried out by
external laboratory accredited by CNAS (China National Accreditation Service for Conformity
Assessment) L1499.
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except in full, without prior written approval of the Company. Any os of the content or
appaarance of this document is unlawiul and cffenders may ba proseculed to the fullest extent of the In Unlass otharwise stated the
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Test Report SL52025244872201TX Date: April 29,2020 Page 9 of 9

Sample Photo

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

**End of Report***

Unless otherwize agreed in writing, this document 1s lssued by the Company snhjacl o lts General Conditions of Service prlnlnd
overleal, available on request or accassible al hi :-‘.N\mm .60 mie and, lnl' ale:lrmlel !
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transaction from exercising all their rights and obligations under the Thls cannot ba
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Respirator Mask - FFP2

) ( ymbpliance)
O Hiplhalivcy

FERBFR (Product): FIFNTEHEE (Particle Filtering Half Mask, FFP2 NR)
IS (Model): MY3D2

FERS (Components): S1%FC570. 21%HKALETITIE. 28%FAUXAR
(51% Non-woven fabric, 21% Nano fabric, 28% Hot air cotton)
HATHRAE (Standard): EN 149: 2001+A1 2009

[RAER (Inspector): | QC

EitS (Lot Number): L@,:&Eﬂﬁﬁ% (See the coding on the packes

|| 4 HHA (Production Date): ML IEMHEED (See the codi - i
| BRHE (Shelf life): 3 years O
1$F5ﬂﬁbﬂémmmﬁ%;ﬁ.&%$r

Quality inspection
special chapter

o B 'J‘I‘Iﬁﬁﬁié’—ﬁ@ﬂcﬂﬂﬁﬁﬁﬁﬁj
Manufacturer: Guangzhou Biofil Air Purification Material€go:
| AL N TREFFRATAR K RFNEHF X SHER NS
| ADD: Room 201, 2ND floor, workshop B, No.1 DouTang Road,
YongHe Development Zone, Guangzhou, China

Made in China
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Respirator Mask - FFP2

BIOFIL'

Please read this User Information Sheet carefully before using this product. This product com-
plies with the requirements of EU Regulation (EU) 2016/425 for Personal Protective Equipment
and meets the requirements of European standard EN149:2001+A1:2009,

Check before use

001+A1:2009
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Respirator Mask - FFP2

Particle Filtering Half Mask

Model: MY3D2

Easy to Use / Donning and fitting

Opan the folded mask and hosd i In your hand with the Mwmmmmmmwwnmmrmmmmm
over your chin and cover your nose, Faston the mask on your hoad by putting on tha heod hamess, Place the tips of twa fingors on fhe nosa olip,
:thhmH-nﬂﬁpmlllm.;imnlhumﬂ-ﬁmbﬁdiﬂwﬂ.mmmﬂp’mh!mﬁmwmhmhmﬂam
your face.

The mask shall be disposed rding 10 kCal wasse reg and shall not be discarded randomily.

Warnings

1. Fasuriy 1o follore: i Ihe use ol o Eilun prapor il mivy sl in danmsge b your health o death.

2. A properly selected mask i essanbal 1o protect your heallh. Bebore wsing this mask consull a suilably gualilied satety professional lo deteemine the
suitability of the product far your intended use.

3. This product doss not supply oxygen. Uise only in aly g sufficient cxygen to support iife, Do not use this mask when
hownwnmﬂmhlosalu n 19.5%.

4, Do ot use whan arg a s 10 haatth of B Do ot Lse this product in an axpiosing atmosphars,
5 Loave Ihe work area immeditaly If: a) breathing beconves diffcull o ) dizziness of olfer dRITSSS Gocurs.

6.F , beards and ceffain facial redisa ih f this sk,

T. Nervir niter or modify this mask in any wiy

B."NR* means his particls Slering hall mask shall not be used lor mons Man one shilt, No mainienance is necessary, Discand mask afler use of il
damaged in any way.

ammﬂmmmmumwnm B bt should d one shit. The mask should be repiaced sooner if
beeathing bacomes dil

10, K.wmmmmhu-mymwwwmunmm Aardiend storage conddlons ss iomperaturs betwoen 307G 1
+TIPC, and relative humidity <B0%.

1. Undessis fhis i fitted e “Easy 10 Use” ins will rot prowicle Ihe expected level of protection

12, mmammmmmwummmwm

13 Fﬂammadﬁv!mﬂlmmﬂhq-hnhﬂhd-wudm{h

i B B b

15. Tha mask must ba stored m_-‘ 1 rag d huridity by the

C6u CE mark
FFP2 NR Protection category
EN148:2001+A1:2008 | European standard number

Guangzhou Biofil Air Purification Materials Go, Lid. smenalion fof Regulition

Made in China
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4"~ CHINA CHAMBER OF COMMERCE FOR

CCCM ]S

Chinese Version

> IMPORT & EXPORT OF MEDICINES & HEALTH PRODUCTS a
Home About Us Events News Public Relations Analysis Members Suppliers Contact Us
I CcCMHPIE Released the Name List of Medical Devices and
Events Supplies Companies with Certification/Authorization from other
_ Countries
Video

Industry News

Major Policies

Analysis

Saturday, 25 April 2020 | Source: CHINA CHAMBER OF COMMERCEFOR IMPORT&EXPORT OF MEDICINES &HEALTH PRODUCTS | Author:

Name List of Medical Devices and Supplies Companies with Certification/Authorization from other

Countries
Updated: 6 Nay, 2020
download
Status of
Certification
Ho. Company Uniform Social Credit Code !
Authorization
in Other
Countires
=3 EFAMOZ MNedical Face Nasks
FHFFR AT A R AR
52 | Guangzhou Bigfil Air Purification Materials | 91440101304301689] CE
Co., Ltd.
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SCC Accredited
CB-MS

©

ocSsM
Accrédité CCN

America

CERTIFICATE

No. QS2 087492 0006 Rev. 00

Certificate Holder: GUANGZHOU JET BIO-FILTRATION CO., LTD.
No.1 DouTang Road
YongHe Development Zone
511356 Guangzhou
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: Design and Development, Production and
Distribution of the Plastic Pipets Products Series,
Centrifuge Tubes Products Series, Cell and Tissue
Culture Products, Disposable Filtration Products,
ELISA Microplate, Inoculating Loops and Needles,
Liquid Transfer Troughs, Cuvette, Pipette Micro Tips,
Deep-Well Piates, Serum & Sample Tubes, Freezing
Tubes and PCR Tubes for In-Vitro Diagnostics

%% ¢ CEPTUGUKAT ¢ CERTIFICADO ¢ CERTIFICAT

{[]{=4

114
R Standard(s): ISO 13485:2016
v 2 The Certification Body of TUV SUD America Inc. certifies that the company mentioned above has
established and is maintaining a quality management system that meets the requirements of the listed
L
i standards.
<T
L) Report No.: M6417
/ —
= Effective Date: 2018-09-12
b
5 Expiry Date: 2020-06-16
]
L 4
e Page 1 of 1
T Date of Issue: 2018-09-13
= Ma/
z P
S = ( Arie Henkin )
- Ll TUV SUD America Inc. » 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA » www.tuvsud.com ®
3 4 Y
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SCC Accredited
CB-MS

6)

acsM
Accrédité CCN ).

America

CERTIFICATE

No. QS5 087492 0005 Rev. 00

Certificate Holder: GUANGZHOU JET BIO-FILTRATION CO., LTD.
No.1 DouTang Road
YongHe Development Zone
511356 Guangzhou
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

. 1509001

Scope of Certificate: Design and Development, Production
and Distribution of Disposable Laboratory
Plastic Products and Rechargeable Pipet Aids

= ¢ CEPTUOUKAT & CERTIFICADO & CERTIFICAT

Standard(s): 1ISO 9001:2015

A

A

The Certification Body of TUV SUD America Inc. certifies that the company mentioned above has established and is
maintaining a quality management system that meets the requirements of the listed standards.

Report No.: M6417
Effective Date; 2018-09-12
Expiry Date: 2020-06-16
Page 1 of 1

Date of Issue: 2018-09-13 MI/

( Arie Henkin )

TOV SUD America Inc. » 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA « www.tuvsud.com
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ik B

BALHT MAEBR UM B IRA T (LUFRERBFAT RRFALKETAH,
A LB 100%F 23 & 3L A 5.

FRET 2014407 11 HET M3 X dism s B8 8 R &ia e M 2 FHA
TER K AKRZFE X L83 | 5 EHR ST B % =8 201 T, Gi—ik-245 AR,
91440101304301689) , EEiREN: wak,

This is to certify that Guangzhou Biofil Air Purification Materials Co., LTD. (Hereinafter
referred to as the "subsidiary")is a wholly-owned subsidiary of our company, and our holding
ratio is 100%.Basic information of the subsidiary: The subsidiary was registered by the
market supervision administration of Guangzhou Huangpu District on July 11, 2014 in room
201, 2nd floor, workshop B, workshop no. 1.Doutang road, Yonghe Development Zone,
Guangzhou, with unified social credit code: 91440101304301689J and legal representative:

Yuan Jianhua.

IR B |

Hereby certify!

i K&umm am& ;;’
Guangzhotr BIM—ILI'J;LB-M Co.,Ltd

/ L)I” ﬂ“JJJ.}:; '{I I n [1%‘&\ fﬂ ] : !\ |.1
JG{‘ﬂAu Punﬁg’ﬂlon Mgala Co.,

Guangzhou

2045 HR4 H
May.24.2020

\ N,
"&* ol 4 W i



SHIELD WORKS

QUALITY PROTECTION EQUIPMENT

To: Whom it may concern

Letter of Authorization

Whereas, Guangzhou Biofil Air Purification Materials Co., Ltd. located at Room 201, 2nd floor, workshop B,
No 1. Doutang Road He Devel Zone, Guangzh 1356, China; an established & reputable

manufacturer of: Particle filtering half mask.

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 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: 05.23.2020 - 05.23.2021

Signature of authorized representative of the manufacturer:

Manufacturer St_ §

US HQ: +1 714 600-4929 | China HQ: +86 756 382-8390  info@shieldworksppe.com
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Document Number: SWPPE-CE-FFP2-002 Version: 001

EC DECLARATION OF CONFORMITY

Authorized Representative

Manufacturer

Name: China 2 West Services Limited
Name: Guangzhou Biofil Air Purification Materials

Co., Ltd.
Address: Flat /RM 16E, Neich Tower, 128 Gloucester

Rd, Wanchai, HongKon
Address: Room 201, 2nd floor, workshop B, No 1. giong

Doutang Road, YongHe Development Zone,
Guangzhou, 511356, China

Declares that the MDD described hereafter

Product name and model:
Particle Filtering Half Masks, FFP2 NR MY3D2

The product is certified to meet the Essential requirements and relevant provisions of EU
Regulation: EU 2016/425

Standard(s)/Directive(s):
EN 149:2001+A1:2009

as shown in the test reports:
SL52025244872201TX

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

Zhuhai China, 2020-05-23

Place, date

Mark Clayton, Group CFO
Expiry date: 2021-05-23 Legally binding signature

EC Declaration of Conformity

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




shieldworksppe.com

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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