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Business Philosophy

SliERiamis , SiERFEERR!
A rOS!

The specialty casts quality,

the concentration achieve future
success!

Make Masks with Heart!
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Thicﬂﬂ and Comeanz History James

James Jing -
----the founder of CAREABLE, ‘ J in g
IS a young entrepreneur born in the 1970s, has been committed to
the development and production of human health products since 20(
He's always on the way to innovation. ‘ _:the founder

To fight against COVID-19 , James promptly
respond to the world's demand for masks, and
develop CE standard protective masks in the

shortest time, get CE certificate from Universal
Certificate and BSI in May.

2014 In 2014, James started to work with his team on the
; development of a kind of window mesh to protect
people against PM2.5.

Since 2005, James has been working on the development
of long-lasting insecticidal nets to stop the spread of
malaria in Africa. His PandaNet2.0 has got WHO’s (World
Health Organization) recommendation in 2012.
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Company Profile

Careable Biotechnology Co., Ltd, a professional manufacturer specialized

in developing, design, manufacturingand sales of particulate respirators, is
located in Jiangmen city, Guangdong Province, covering an area of 20,000
square meters. With more than 600 workers, and more than 100 advanced
production lines, its mask production capability reached 6 million pieces daily.
Its PPE products have been exported to Europe, North and South America,
Middle East, South Africa and Southeast Asia, gained good reputation from
overseas clients. Careable pursues excellent quality, never stop renovation.
"Make good masks with sincere heart” is Careable’s slogan.

We are proud of our experienced and strong R&D team.
our FFP2 particulate respirator CARE002 has got CE
certificate from NB2163 (Universal Certificate); and
CAREO003 has got CE certificate from NB2797 (BSI);

Our KNO5 filtering respirator has passed China GB2626
-2019 testing. On the basis of continuous improvement
of different standards, we will keep focusing on research
and development of high filtration efficiency and low
Breathing resistance products. We are together with
People all over the world, fighting against COVID-19.
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OUR TEAM
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Production Area:
20,000 square meters

® Workers: 600
® Production lines: 70

® Daily Capacity:
6,000,000pncs

Main Production Equipment and Capacity

Main Production

Equipment

High Speed Mask

Pictures

Capacity Per
Machine /pcs

Subtotal
Capacity
/pcs

CAREABLE

RZAED

i 4 700,000 2,800,000
Machine
Fully-automatic
Mask Machine 50 40,000 2,000,000
Half-automatic
Mask Machine 16 75,000 1,200,000
Total Daily Capacity /pcs 6,000,000
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WORK SHOP _
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OUR PRODUCT

CAREO002 p

FFP2 CE2163
UNIVERSAL CERTIFICATE
EN149:2001+A1:2009

FFP2 CE2797
BSI
EN149:2001+A1:200
9

KN95
GB2626-2019

CAREABLE
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Individul Packaging

For better storage of the product, we use food-grade aluminum film coated bag for every mask.
Advantages:

1. Well protect the mask from bacteria, germs and insects;

2. Anti-corrosion, moisture-proof, water-proof

3. No deformation at high or low temperature

4. Good anti-static performance
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CAREO002 FFP2 CAREO003 FFP2 CAREO006 KN95

KN95
FILTRATION [/
RESPIRATORS |

(non-medical)

PARTICULATE 4

RESPIRATOR

FILTERING
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PACKAGING
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Carton Size
| : Case Pack (cm) G.W./CTN
No. Ref. Pic Packaging Style (pcs) (Kg) CBM/CTN
L W H

#1 5pcs per bag;

200bags per carton 1000 70 40 40 9.5 0.112

1pc per bag;

#2 20pcs per box; 1000 52 38 65 13 0.128

50boxes per carton
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SHIPMENT

5million pcs

To South America '
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Choose Qualified
Material Supplier

Use qualified supplier only;
Audit the supplier factory before
cooperation;

Test the material before use it;
Ensure stable supply of qualified
material.

Production Process
Quality Control

[PQC checking on each production line.
Randomly pick samples from each
production line for testing of filtering
efficiency, breathing resistance and
pulling test for earloop.

Incoming Quality

@ Control (1QC)

1. Testevery roll of melt-blown fabric
before get into warehouse, and every
roll has a unique identification label;

2. Earloop cord must be stretched to
three times its length.

3. Nose clip has to be folded up to 50
times and no broken.

Final Quality Control

1. 100% Appearance inspection
for all masks before packing.

2. Sample drawing for testing
from each batch.

R
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Rk Inspection Instructions_

Inspect instruction

Inspect instruction
; 1.reject
ITEM | CARE002 Filtering Half Mask )
F003 Product i File No. | FXQC-20005 Penelrate % DMS-GL36 0= Spiecesfot
No. |CAR Particulate Respirator effcency < Trefect P
I ? Filter 0:0K
Admit Mike He R&D Dept. | Xiao Tian ‘ QA Dept. | Tian Ping Date: 2020/5/6 L 208% OMSGL36 Spiscesft
efficiency 1:reject
INSPECT ITEM & STANDARAD: Flame Flame spread 0:0K
Resistance time =5s 4dpiecesilot
) . : Inspect Inspect standard retardancy tester 1-refect
ITEM Specification & infroduction §
method/facility AQL LEVEL
- - - Pacing 1piece/bag,20bagsibox, S0boxes/earton
1.Cleaning: Inspect at a distance ?f 50 em within 3 seconds , - nof found any dirty Visual 0.65 N-11 Packing is complete, products'quantity is correct. Boxes and cartons are no damaged&dirty, and Visual 25 NTI
spot, foreign particles, dust and hair packing according o the order
2 Flat, no wom, no fold, no unfilled comer, and feel soft Visual 04 N-TI Speciication : blank disinfection bag itk
Appearance 3 Noseclip is totally integrated info the mask blank, and no any exposed, no sharp Visual 04 N-TI Inner box “18511*12 Sem#2mm Ruler e Spiecesiot
Mask comer Packing certon - 5ply 57:39'54 Som+fom '
bod: . : .
o 4. Earloop is welded according the art work. Visual 10191251 Spieces/lot material | PrintingSsize should according to the artwork the lot number should meet the request of order. Visual 04 NI
Printing The printing is clear and correct, no ghosting ,no missing. Visual 0.65 N-11 1. Boxis dirty &wornd Visual 065 ATl
] - 0K ] 2 No empty bag or box and all have stamped,
Size Overall size of mask : 155*105mm+5mm  Nose bridge: 9£5mm Ruler i Spieces/lot
1reject
The place of welding should be symmetry, and the inaccuracy should be littie than , . . )
Appearance visualiruler 04 N-11 Attation: The item not specified is the same with sample.
1mm. No wom, nocolor differenceand no dust. Change history
- G
Length: ) 00K _ Date | Change information \,uatolme‘r Mender
Ear Loop | Length Left and right loop:(weld spot exclude) 19cm + 5mm Ruler treject Spieces/lot compiaint
Welding Single spot's tension:10N and keep 10s. Fixed value 0:0K 1Opieces/iot
tension Double spots’ tension20N and keep 10s. weight 1reject P Explain: hand's fell and visual should be implement by veteran to guarantee product quality
Outter non-woven: 50gsm 5%
Fabrics Melt-blown fabric: 25gsm +5% Electronic scale 0:0K gpiecesfiot
grams per Hot air filter cotton: 45gsm 5% 1oreject P /
square meire | Inner non-woven : 25gsm +5% \
Product s
Wat llent{Qutside p! :
Function . o rep.e. erlOutsde ply) Drop water o _OK Spieces/lot
Hydrophilism | Hydropphiliailnner ply) 1:reject o~
1. Flow rate: 30 Limin inhale:=70Pa DMS-GLAT 0: 0K cpiecesliot f =
Respirat: - X pieces/lot
reisw.:llan:ew 1. Flow rate: 95 Limin inhale’<240Pa 1reject %
2. Flow rate: 160 Limin exhale:=300Pa DMS-GL37 0: 0K 12pieces/lot
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Filter efficiency detector
Aging Oven

Breathing resistance tester
Tension Meter

SRR =
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CAREABLE ISO9001iEH
RBEWY ISO9001 Certificate

e
$115; . 07620Q4554R0M-GD/001 Registration No.

07620Q4554ROM-GD/Q01

Z S,
orgrumsing CertibesS

QUALITY MANAGEMENT SYSTEM
CERTIFICATE

The certificate information is available on the CNCA of the official website (www.cnca.gov.cn)
This is to certify that the quality management system of

Careable Biotechnology Co., Ltd.
Uniform Code of Social Credit:91440700MASEIN314
Reg Add: Building 0 3rd hongxin Road jimngmen City Guangdong (hina
Pro Add:Building O 3rd hongxin Road jiangmen City Guangdong China

Which is in conformity witl
GB/T19001-201 6/I809001 12015
This certificate covers the following scope of

=
I

E IE@S?}A*»IE*&E%

46E 45420 209 46 R A E WA 0T ]

Y . 7

RBEMFIEE TR BRAF

S 91440700M5ERB14
AL, 1T PP 35 0 bl (F14% 002) (e Bk )
et TUAREILIT BN 3 5 0 M (4R 002)
WUHEFF PR R EF Y
GB/T19001-2016/1S09001:2015
2Bk AT PR R DA E ST B O A

AEE A B O R A S A

. Production and sales of non-medical protective masks
-
-
.
L3 LG 5T R0 A D AR EEMLI 0 o b £ M b S S W T G 15 0 -
i 1507 O BP0 A 2. ASUE 1545 A0KE I 95 www.zrxb].com ¥ il s This certificate will not remain valid unless and until the certified customers accepts at least once survelliance
. audit annually within the validity period of the certificate and the surveillance audit conforming mark Is affixed
- » e to the designated place on the certificate.Please login into www.zrxbj.com for this certificate’s validity status.
AEHE H 1 A78091: 3
. Issue Date: Expiration Date:
2020 £ 06 5 02 H 2023406 A 01 H . 06. 02. 2020 06. 01. 2023
-
-
-
.
o -
WRA: s o
4 drtification Co., Ltd. Issued by: x
-
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FA3ZhR/Chinese Version BENhR/English Version
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tReEY Export Qualification

REESFRERELOFIATIFEROSA28E
CCCMHPIE Published Non-Medical Use Face Masks Whist List Company

CHINA CHAMBER OF COMMERCE FOR ki
” |IMPORT & EXPORT OF MEDICINES & HEALTH PRODUCTS Q
Home About Us Events News Public Relations Analysis Members Suppliers Contact Us

_ Name List of Non-Medical Use Face Masks Companies with
Events Certification/Authorization from other Countries

Video Friday, 12 June 2020 | Source : CHINA CHAMBER OF COMMERCEFOR IMPORTSEXPORT OF MEDICINES &HEALTH PRODUCTS | Author :

Industry News

Mafor Soicie IEEINTEAE R ER OS2 U
Name List of Non-Medical Use Face Masks Companies with Certification/Authorization from other
Analysis Countries
Updated : 12 June, 2020
Download
FS | &Ff Kt ERENB EYNERHAIEESR
No. Company Uniform Social Credit Status of
Code Certification /
Authorization in
Other Countires
151 | (RREMREL (/R ) BRAF 91440700MA54BFN314 | CE
Careable Biotechnology Co.,Ltd.




CAREABLE tH 3SR
R Export Qualification

MRS EEEEREILK

HEDioRRS: 03818875 MR P AR st o0 < O b ooiax
BREDIERR REEWEE U HD HIRAG
ERANSLEG | Carable Bistechnotogy Co.. Lid b E BRI O RIPECR RN SR EIR
HERHNAL IR P v.a{_:ﬁ-:!: 7,(77 ﬁm:ﬁlr:,\.;
& A ;L»rjfgvf;r:i):e;zrsizr’;aort,it.ﬁ(ir;;irmm i 7 |
e S0 RIS S e R el ol 0 el 4 RBEWEEE (&) HRAF
R L e S T e #—it £ 5 A RIS | 91440700MASABFNA14
R BIE 0750-3089979 5 BRI g E’ﬁ A 48 2020—03—25
BB ERIT 529000 ',!_1 ";:_ " . %‘?ﬁ’ﬁ 119639927 2@qq. com) iﬁ?&fﬁﬁr_ﬁ 44[}?9{;\19@&]
skt et oAt o e e EoeES e | 5952100040

Ll EAR A E | R RS iswozawmomsﬁg&

EMEE HUET i l )

HE R THRIAsE (BR) SURIMETAS (RESRH) TANSUTAS

T LEREA :
T A S l BEILHE

WA l (eIl

=iE

FENHARFIEW TSN, FARUWEEARARIT RIS ARAET. BW.

R

BEEA . AR FEA SR P EREC i O EfE RS TFE" (ht
tp:Sferedit. customs, gov. cnd SEE “HERM+FRR"  (hitp:/fonline. customs. gov. end

FEERE A I ik e L.

IR REEEHBFZEEICHE/Foreign Trade Registration AViFXEFERIG/Customs Register code
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Rk L US EUA Approved

72 B u.s. FOOD & DRUG
"@ .ADMINISTRATION

July 21, 2020 Appendix A: Authorized Imported, Non-NIOSH Approved Respirators
Manufactured in China (Updated: July 21, 2020)

Careable Biotechnology Co., Ltd

Building O, No. 3 Hongxin Road The table below includes a list of non-NIOSH respirators authorized by this Umbrella EUA
Jiangmen City Guangdong, CN 529000 for emergency use during the COVID-19 public health emergency.
EUA201341/A001 As stated in the EUA, authorized respirators should be used in accordance with CDC's

recommendations. For the most current CDC recommendations on optimizing respirator

Re: FFRs Made in China iy g e A 3
use, please visit CDC's webpage: Strategies for Optimizing the Supply of N95 Respirators.

Dear Flora Fan:
Search:  careable Show| 100 v entries

This letter is in response to your request that the Food and Drug Administration (FDA) add your respirator models

CAREQ002 and CAREQO3 as authorized respirators to the Emergency Use Authorization (EUA) for non-NIOSH-approved

filtering facepiece respirators manufactured in China?, which was revised and reissued under Section 564 of the Manufacturer “  Respirator Model(s) Instructions for Use

Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. §360bbb-3) on June 6, 2020. We have reviewed your

request to be added to Appendix A of this EUA and determined that models included meet the eligibility criteria in

the June 6, 2020 EUA for non-NIOSH approved respirators made in China. As such, your respirator(s) is hereby added = =
to Appendix A as an authorized respirator. Showing 1 to 1 of 1 entries (filtered from 83 total entries) revious - Next

Careable Biotechnology Co., Ltd CARED02, CARE003

Having concluded that the eligibility criteria are met, | am adding your respirators to Appendix A, as described in the
Scope of Authorization (Section Il). As such, these respirator models are authorized for use by healthcare personnel
in healthcare settings in accordance with CDC recommendations and subject to the Conditions of Authorization
(Section 1V) of the attached letter. We remind you that, among other things, you are required to meet the following
labeling requirements:
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REBEY FDA Registration

2020/8/9 Confirmation Page

a @ Help (/help/indexhtml)

Follow FDA | _En Espaiiol

DRLM Home i htm) > Change i i ion for a Facility )Y U.S. FOOD & DRUG SEARCH

ADMINISTRATION

v Facili
I .‘y ] Medical Devices Radiation-Emitting Products Vaccines, Blood & Biologics | Animal & Veterinary Cosmetics Tobacco Products
I + Products Listing ]
Establishment Registration & Device Listing & o
32 3 © FDAHome © Medical Devices @ Databases
Update Registration Successful ' ’ B
1 resut found for Establishment Registration
Facility: CAREABLE BIOTECHNOLOGY CO.LTD, Jiangmen, Guangdong, CHINA or FEI Number : 3016678425 New Search
Establishment . Current
Norhe 4 Registration Number Registration Yr
Registration/FEI Number: 3016678425/3016678425
CAREABLE BIOTECHNOLOGY 1y inA Soiee7eios 5050
The for this is: CO.LTD
= Accessory,_Surgical Apparel - Face Mask B i Manufacturer
* Strip Forehead, Liquid Crystal - Infrared Detector; Infrared
Facility Information Temperature Instrument Ll Za e
= Disinfectant,_Medical Devi - Disinfect Hand Sanitizer; Di Medical Alcohol;
istration Number: Sterilization Paper Manufacturer
3016678425 « Non-Surgical Isolation Gown - Disposable Latex Gloves; Disposable Medical Cap, Face e
1al I cia Mask; Medical Boot Cover, Medical Protective Clothing; ctive Glasses
Nh“ pOrRer: « Shield, Eve_O (Including Suniamp Protective Eyewear And Post-Mydriatic T T
Evewear) - Protective Glasses
Facility Name: - Surgical - KN95 Mask; N 95 Mask Manufactut
CAREABLE BIOTECHNOLOGY CO.LTD - posable Medical Cap Manufacturer
Address: = Shoe And Shoe Cover, Conductive - Medical Boot Cover Manufacturer

Building O ,3rd Hongxin Road,
Jiangmen, Guangdong, 529000, CHINA

DUNS Number:

Can't find what you're looking for? Try_a new search

Foreign Trade Zone:
N
s Page Last Updated: 05/11/2020
Facility URL: Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.
Language Assistance Available: Espafiol Tiéng Viét | 2 Tagalog | Pycckut | = | Kreydl Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch 3
Other Business Trade Name(s): enaue pafiol | SEEBFZ | Tiéng Viét | S+=01 | Tagalog | Py« 1 2220 | Kreydi Ayisyen | Frangais | 1 gués | | Deutsch | B2
O O

owmer/Operator Nombe AFESH3/Registration number: 3016678425
s ame: ERFE A S13/0wner/Operator Number: 10062832

JAMES JING

Company:
CAREABLE BIOTECHNOLOGY CO,LTD

—_ b Aot et i N FDA EMZEIf, Eifi&s :
Telephone: https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm

Fax:

E-mail: careable®@lifeideastech.com
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NB2163 CEiiFH
NB2163 CE Certificate

% o
UNIVERSAL

CERTIFICATION
NB 2163

Certificate No: 2163 - PPE - 677

Respiratory protective devices, filtering half masks to protect ag;

st particles manufactured by
CAREABLE BIOTECHNOLOGY CO., LTD.
Building O, 3rd Hongxin Road, Jiangmen City, Guangdong, China

are tested and evaluated according to

149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Reqmrcmems. Testing, Marking
Based on the type i with the of test reports, technical file
according to Personal Protective Equipment Regulation (EU) 2016/425 Annex S, it is approved
that the product meets the requirements. of the regulation.

Product Definition
Model : CARE002

Filtering half mask
Total Inwards Leakage: Class -~ FFP2

Here by the manufacturer is allowed to use notified body number (2163) and ¢an fix CE mark, as
shown below, on the Category 111 product models given above,

*  Issuing EU of € according 1o Personal Protective
F.qlllpmull Regulation (EU) 2016/425 Annex 9.
*  Ongoing in of the 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 | year from the beginning of serial produ
“This certificate is initially issued on 12 / 05 /2020 and will be valid for S years, if there is no
change in the releyant harmonised standard affecting the esscntial health and safety

requirements.
2163 r
2 Director
&
i
Neelp i Watvan Keysp Sitesi 12 Hiok No:44/8% Yukan Duduliu Omrsntye - ISTANBUL - TURKEY _T40 216435 30 80

UNIVERSALCERT.COM

CEif-Module B/CE Certificate-Module B

EU TYPE EXAMINATION CERTIFICATE

Verify the validity with the QR code.

CERTIFICATE OF CON

Respiratory protective devis

EN 149:2001 + A1:2009 Respiratory Protective Devices -

Based on the evaluati
1494+A 1:2009 and Personal Protective Equi
€2). This centif

the approved

TP
UNIVERSAL

CERTIFICATION
NB 2163

‘ORMANCE

Ce

ficate No: 2163 - PPE — 677/01

filteri

2 half masks 10 protect against particles manufactured by
OTECHNOLOGY CO.
2 O, 3rd Hongxin Road, Jiangme

CAREABLE

Buil

Continues 1o fulfil the requirements of

Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking
of test reports and internal quality control audit reports sccording to
ment Regulation (EU) 2016/425 Annex VI (Modu
aplies that the manufactured products show below are in conformance with
Examination model and meets the requirements of the regulation.

Maodel
CARE002

Pahl Bulvan Keyap Sitesi £7 Blok No-44/58 Yukan Du

Product Definition
__EU Type Examination Certificate
e

showniBokow, on the Category I i flaminy given o 1
Issuing an inte EU of Conformity according 1o Personal Protective
Equipment Regulation (wu) 2016/425 Annex 9.

Taking all measures necessary 3o that the
ensure the
fype described in the EU type exa

process and its
and conformity of the

ination certificate.

cate is issued on 12.05./2020 and will be valid for one year, until 11/05/2021 if the
er makes no major change in the product designs and manafacturing processes
& the product performance on the essential health and safety requirement.

e
PPE with the

2163

/
Sl KACMAZ
SAL CEf ll‘llll(_l\ll()N
Direc

s €

UNIVERSALCERT.COM

ISTANBUE- TURKEY  T:490 216,455 $0.50

CEE¥H-Module C2/CE Certificate-Module C2



CAREABLE NB2797 CEiEH/ NB2797 CE Certificate
R

bsi. @) & bsi. @) &%

EU Type Examination Certificate Conformity to Type based on Internal Production Control
plus supervised product checks at random intervals
This is to certify that: Careable Biotechnology Co., Ltd This is to certify that: Careable Biotechnology Co,, Ltd
Building 0, no.3, Hongxing road Building 0, no.3, Hongxing road
Jiangmen City (002) Jiangmen City (002)
Guangdong Guangdong
China China
Holds Certificate Number: CE 728685 Holds Certificate Number: CE 728686
1In respect of: In respect of:
Model For the of p: to to satisfy Annex II of the PPE
To technical specification Annex IT (!usn) o'uu PPE Regulation (EU) 2016/425 Regulation (EU) 2016/425.
PPE for use by 2020/403
on the BSI carried out the supervised production checks at random intervals under the requirements with
on the basis that BSI carried out the relevant Type inder the with the the Regubhon (EU) 2016/425 of the European Parfiament and Council relating to Personal Protective Equipment
and Coundil relating to Personal Protective Equipment Regulation (PPE) Annex VII (Module C2)

Regulation (PPE) Anneu V (Module B) and meets the relevant health and safety requirements specified in Annex I1

For m’g'onhebemlf of BSI, a Notified For and on behalf of BSI, a Notified
Body the above Body for the above
(Notified Body Number 2797): Drs. Dave Hagerlaars, Managing Director (Notified Body Number 2797): Drs. Dave Hagerlaars, Managing Director
Previous Notified Body: BSI 0086 Previous Notified Body: BSI 0086
First Issued: 2020-06-09 Effective Date: 2020-06-09 First Issued: 2020-06-09 Effective Date: 2020-06-09
Latest Issue: 2020-06-09 Expiry Date: 2021-06-09 Latest Issue: 2020-06-09 Expiry Date: 2021-06-09

N Page: 1 of 3 N Page: 1 of 3

"HvJAlmrp ..making excellence a habit WAHUEQ)E ..making excellence a habit

CEiE¥H-Module B/CE Certificate-Module B CEiEH-Module C2/CE Certificate-Module C2
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R4 EN149 Test Report
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TEST REPORT

> e

STFCE20200048
Product Name CAREABLE Filtration Respirators
Trust  Unit Careable Biotechnology Co., Ltd
Manufacturer T
Test Category Entrusted Inspection

@ﬂﬁgﬁmﬁinﬁmﬂﬁﬁluﬁﬁﬁmm

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS
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EN149litiR s
EN149 Test Report

Test Report

STFC page 1 of 10
Specification Type CARE002
Product Name | CAREABLE Filtration
Trademark —_
Trust Unit | Careable Biotechnology Co., Ltd Tel —
Manufacturer | —— Sample Grade FFP2
Sample 22 Sample Receiving. 2030000
Quantity Date
Test Category | Entrusted inspection Serial Number _—
Samples
oo di':ions Meet the testing requirements
D"CD“'“‘;;':“" EN 149: 2001+A1: 2009 {Resp ¥ pi ive devices - g half masks 1o protect against
Accordance | particles-Requirements. testing, marking)
TR b5
, [ A =
Test The samples were tested, the items tested meet the uiréments: of 149:2001+A 1:2009
> standard for FFP2 level. =
Conclusion - )
gnature Dal Y ﬂ‘//v
The head harness of the mask provided by the applicant is ear hanging.: ===
Compatibility with skin is not recognized by the center. The test data are only for reference.
e The sample is not marked for reuse and does not require testing for blocking performance.
The test conclusion of this report is only for the items inspected and does not mean that the
i items or i meet the
‘The results apply to the sample as received.
A T 14
Approver T ® Examiner 1% a'\ Major tester 7R

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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7.5 Material

Materials used shall be suitable to withstand handling and wear over the period for
which the particle filtering half mask is designed to be used.

Any material from the filter media released by the air flow through the filter shall not
constitute a hazard or nuisance for the wearer.

After undergoing the conditioning described in 8.3.1 none of the particle filtering half
masks shall have suffered i failure of the i or straps.

When conditioned in accordance with 8.3.1 and 8.3.2 the particle filtering half mask
shall not collapse.
Note2: Refer to Annex A for test data.

7.6 Cleaning and disinfecting

If the particle filtering half mask is desi to be ble, the ials used shall
withstand the cleaning and disinfecting agents and to be specified by the
manufacturer.

Note3: Non-reusable respirator.

7.7 Practical performance

The particle filtering half mask shall undergo practical performance tests under realistic
conditions.

Noted: Refer to Annex A for test data.

7.8 Finish of parts

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

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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STFCE20200048 page 3 of 10 7.13 Head harness Pass®
7.9.1 Total inward leakage Pass* The head harness shall be designed so that the particle filtering half mask can be
For particle filtering half masks fitted in with the 's donned and removed easily.

The head hamess shall be adj or self-adjusting and shall be i y robust to
hold the particle filtering half mask firmly in position and be capable of maintaining

inform: n, 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:

and, in addition, at least 8 out of the 10 individual wearer arithmetic means for the total Note10: Refer to Annex A for test data.

inward leakage shall be not greater than 7.14 Field of vision Pass'®
22% for FFP1, 8% for FFP2, 2% for FFP3 The field of vision is acceptable if determined so in practical performance tests.
NoteS: Refer to Annex A for test data. Notell: Refer to Annex A for test data.
s
7.9.2 Penetration of filter material Pass 7.15 Exhalation valve 7
The penetration of the filter of the particle filtering half mask shall meet the A particle filtering half mask may have one or more exhalation valve(s), which shall
requirements of Table 1. function correctly in all orientations.
Sodium chloride test 95 Paraffin oil test 95 I/min If an ion valve is provi it shall be pi against or be resistant to dirt and

FFP1 =20% <20% mechanical damage and may be shrouded or may include any other device that may be

FFP2 =6% =6% necessary for the particle filtering half mask to comply with 7.9.

FFP3 =1% =<1% Exhalation valve(s), if fitted, shall inue to operate after a

exhalation flow of 300 I/min over a period of 30 s.
When the exhalation valve housing is attached to the faceblank, it shall withstand
axially a tensile force of 10 N applied for 10 s.

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

Note6: Refer to Annex A for test data.

7.10 Compatibility with skin Pass' Notel2: Valve-less respirator.
Materials that may come into contact with the wearer’s skin shall not be known to be 7.16 Breathing resistance Pass??
likely to cause irritation or any other adverse effect to health. - -

- . (mbar)
Note7: Refer to Annex A for test data. - Classsfication Inhalation 5
7.11 Flammability Pass” 30 Vmin 95 I/min 160 V/min
When tested, the particle filtering half mask shall not burn or not to continue to burn for FFP1 0.6 2.1 3.0
more than 5 s after removal from the flame. FFP2 0.7 2.4 3.0

FFP3 1.0 3.0 3.0

NoteS: Refer to Annex A for test data.
Notel3: Refer to Annex A for test data.

7.12 Carbon dioxide content of the inhalation air Pass’

The carbon dioxide content of the inhalation air (dead space) shall not exceed an

Note9: Refer to Annex A for test data.

3 5 2) AFETY N CTS.
JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS. A ALITY SR EMISIONAND RIS CTION CENTIE FOR SEECIAL SAE Y FROTESTION PRODU
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Summarization of T

7-17 Clogging N/AY Result Assessment

7.17.2 Breathing resistance N/A" Simulated 1 No mechanical failure

Valved particle filtering half masks: wearing 20 No mechanical failure

After ing the i i i shall not exceed: treatment 3 No mechanical failure

FFP1: 4 mbar, FFP2: 5 mbar, FFP3: 7 mbar at 95L/min continuous flow w8 Mateehy n No mechanical failure ey

The exhalation resistance shall not exceed 3 mbar at 160 L/min continuous flow ) i No mechanical failure

Valveless particle filtering half masks 6 No mechanical failure

After ing the i ion and i i shall not exceed: Practical 7 No mechanical failure

FFP1: 3 mbar, FFP2: 4 mbar, FFP3: 5 mbar at 95L/min continuous flow 72 pietoriaamay | 28 Teotved ™ ‘No mechanical falurc Piss

7.17.3 Penetration of filter material Individual exercise result

Sodium chloride test 95 | Paraffin oil test 95 Vmin on 47 out of the 50 individual exercise results < 11%
FFP1 =20% =20% N/A® 104 47 out of the 50 individual exercise results <11%
FFP2 <6% <6% As received I 47 out of the 50 individual exercise results < 11%
FFP3 B9 =i 124 47 out of the 50 individual exercise results <11%
NoRTE Fion vetsants v epTator 130 47 out of the 50 individual cxercise results < 11%
748 Demountabloparts ek 14 47 out of the 50 individual exercise results <11%
X 154 47 out of the 50 individual exercise results < 11%
All demountable parts (if fitted) shall be readily connected and secured, where possible T
b i 164 47 out of the 50 individual exercise results <11%
17 47 out of the 50 individual cxercise results < 11%
Notel3:No demphintapieparts. Total inward 184 47 out of the 50 individual exercise results <11%
72N leakage Individual wearer arithmetic means LA

on 9 individual wearer arithmetic means< 8%

104 9 individual wearer arithmetic means< 8%

As received T 9 individual wearer arithmetic means< 8%

124 9 individual wearer arithmetic means< 8%

130 9 individual wearer arithmetic means< 8%

14n 9 individual wearer arithmetic means= 8%

150 9 individual wearer arithmetic means< 8%

i3 164 9 individual wearer arithmetic means< 8%

170 9 individual wearer arithmetic means=< 8%

184 9 individual wearer arithmetic means< 8%

JIANGSU QUALITY SUPERVISION E; E TECT!
2 UM g s e LI A LA AR pSrEsDuCTS: JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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Clause Result A Clause Result Assessment
Sodium chloride test(95L/min) Carbon As received
194 0.81 e 414 424 43# Mean value
As received 204 0.72 712 content of the
214 0.76 Inhatation 0.52 0.53 0.51 0.52
224 0.89 L
wearing 23# 0.94 As received
treatment 244 0.97 ' Head hamess can be donned and removed casily, adjustable and have
254 1.23 sufficiently robust to hold the particle filtering half mask firmly.
2 M.SA+T.C. 26# 1.31 0¥ Head hamess can be donned and removed easily. adjustable and have
27# 1.26 i i i
o SR ) sufficiently robust to hold the particle filtering half mask firmly.
Paraffin oil tes(95L/min) 5 ”
al/% i Head harness can be donned and removed casily, adjustable and have
288 1:68 sufficiently robust to hold the particle filtering half mask firmly.
As received 294 1.74
Son 175 %% Head harness can be donned and removed casily, adjustable and have
e Te sufficiently robust to hold the particle filtering half mask firmly.
wearing 320 1.96 - Head harness can be donned and removed easily, adjustable and have
treatment 334 1.92 e e Head sufficiently robust to hold the particle filtering half mask firmly. >
R ass
3an 2.04 hardness Temperature conditioned
M.SA+T.C. 35# 2.18 144 Head harness can be donned and removed easily, adjustable and have
36# 2.11 sufficiently robust to hold the particle filtering half mask firmly.
sl Heclriiation or any oshethgdverss offbat o hoalf” Head harness can be donned and removed casily, adjustable and have
108 NGifritudon Srany-other sdveras sk fojNGER sufficiently robust to hold the particle filtcring half mask firmly.
As received 1% No irritation or any other adverse effect to health
Py " Head harness can be donned and removed easily, adjustable and have
124 No irritation or any other adverse effect to health 16#
= sufficiently robust to hold the particle filtering half mask firmly.
_—_ Compatibility 134 No irritation or any other adverse effeet to health X
8 ass i "
with skin 144 No irritation or any other adverse effect to health 178 Head harness can be donned and removed easily, adjustable and have
=4 No irritation G5 other sdverfa@ect 1o health sufficiently robust to hold the particle filtering half mask firmly.
Te
164 No irritation or any other adverse effect to health _— Head harness can be donned and removed easily, adjustable and have
171 No irritation or any other adverse effect (o health sufficiently robust to hold the particle filtering half mask firmly.
18# No irritation or any other adverse effect to health B’ | Passed the practical performance tests
7.14 Field of vision Pass
378 Didn’t burn received | 8K Passed the practical performance tests
As received
38# Didn’t burn
7.11 = Pass
Temperature 30m Didn’t bum
conditioned 400 Didn't burn

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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Clause Result Aisetement Clause Result Assessment
Inhalation T Exhalation [ Inhalation | Exhalation
| 30 V/min 95 Vmin | 160 Vmin | 30 Vmin I 95 Vmin ] 160 I/min
As received Temperature conditioned
A 03 0.9 1.4 A 0.3 0.9 1.4
B 0.3 0.9 1.4 B 03 0.9 1.4
a1 c 0.3 0.9 1.4 a7 < 0.4 1.0 1.5
D 0.3 0.9 1.4 Lid 0.4 0.9 1.5
E 0.4 1.0 1.5 E 0.3 1.0 1.4
A 0.3 0.9 1.4 ~ 5 Breathing A 0.3 0.9 1.4 Pl
B 03 0.9 1.4 resistance B 03 0.9 1.4
a2 (=3 0.4 0.9 1.5 484 < 0.4 1.0 1.4
D 0.3 1.0 1.4 D 0.3 0.9 1.5
E 0.3 0.9 1.4 E 0.4 1.0 1.5
A 03 0.9 1.4 A 0.3 0.9 1.4
B 0.4 0.9 1.5 B 0.4 1.0 1.5
434 c 0.3 1.0 1.4 asn < 0.3 0.9 1.4
5 D 0.3 0.9 1.4 D 03 0.9 1.4
e E 03 0.9 1.4 B E 03 0.9 1.4
(mbar)
Simulated wearing treatment A: facing directly ahead
A 0.3 0.9 1.4 Broathing B: facing vertically upwards
B 0.3 0.9 1.4 7.16 | o C: facing vertically downwards
4 | C 0.4 1.0 1.4 D: lying on the left side
D 03 0.9 1.5 E: lying on the right side
E 0.3 0.9 1.4 Remarks : M.S.: Mechanical strength; T.C.: Temperature conditioning
A 0.4 1.0 1.5
= i o 14 Original Sample
ast | C 0.3 0.9 1.4
D 0.3 0.9 1.4
E 0.3 0.9 1.4
A 0.3 0.9 1.4
B 0.3 0.9 1.4
a6# < 0.3 0.9 1.4
D 0.4 1.0 1.5 .ﬂ‘ ;
E 0.3 0.9 1.4 ‘ e
4 i

7End of Report

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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Introduction.

This report has been prepared by Paul Waller and relates to the activity detailed below:
Job/Registration Details Client Details
Job number: 3204582 Careable Biotechnology Co., Ltd.
Job type: Testing Samples Submitted Building 0, No. 3 Hongxing road
Start Date: 14/05/2020 Jiangmen City
Test type: Type Guangdong
Sample 1D: 10189621 / 10190018 Cilos
Registration: CE 728685
Scheme: Negative pressure RPE
Protocol: PP123

Scheme Manager: Kinga Demetriou

The report has been approved for issue by T Wicksey — Senior Test Engineer

2
-
Issue Date: 22 May 2020
Objectives.
This is an independent test evaluation to only certain clauses or of the agreed in with the

following test programme:
BSI COVID-19 filtering face piece technical specification, for COVID-19 masks for use by healthcare workers

Product Scope.

COVID-19 masks for use by healthcare workers

Report Summary.

The samples were received on 11 May 2020 and the testing was started on 14 May 2020.

The samples submitted complied with the f the test work

Page 2'of 9 ..making excellence a habit.
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Test Samples.
Sample ID ER Number Description
1to 19 10189621 / 10190018 | Model: CARE 003 FFP2 UN

Description of Test Samples.

COVID-19 masks for use by healthcare workers:
Model: CARE 003 FFP2 UN

Page 3o 9 ..making excellence a habit.
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Test Requirements.
Testing in accordance with BSI COVID-19 filtering face piece technical specification

T

echnical testin
EN 149:2001+A1:2009

ification for COVID

-19 masks for use by healthcare

3204582 - Test Report.

e workers

EN 149:2001+A1:2009

160i/min — 3.0mbar (exhale)

ey laiia Requirement Assessment
7.7 Practical ance Testing shall be done in During the tests the partice m:mng
The particle filtering half mask shall | accordance with 8.4. half mask shall be sul
undergo practical performance tests Sstemsed by the weareisrd uner the
under realistic conditions. test, comments on the following shall
These general tests serve the be recorded:
purpose of checking the equipment a) head harness comfort;
for imperfections that cannot be b) security of fastenings;
determined by the tests described ©) field of vision; Pass
elsewhere in this standard. d) any other comments reported by
Where practical performance tests wearer on requ
show the apparatus has
imperfections related to wearer's
acceptance, the test house shall
provide full details of those parts of
the practical performance tests
which revealed these imperfections.
2 test subjects, masks tested ‘As
received”
7.9 Leakag Testing shall be done in All samples must achieve
7.9.1 Total Inward leakage accordance with 8.5. Al individual exercise results tests
shall be not greater than 11 % (for
5 test subjects, masks tested FFP2) Pass
received’ and, in addition, all arithmetic means
for the total inward leakage shall be
not greater than 8 % (for FFP2)
7.9 Leakage Testing shall be done in 6% for both PO and NaCl
7.9.2 Penetration of filter accordance with 8.11
material
3 test sar masks tested ‘As Pass
received for NaCl (Sodium
Chloride) and PO (Paraffin oil),
3min test
7.12 Carbon dioxide content of | Testing shall be done in The carbon dioxide content of the
the inhalation air accordance with 8.7. inhalation air (dead space) shall not
3 test samples, masks tested ‘As exceed an average of 1,0 % (by Pass
received’ volume).
7.16 Breathing resistance Testing shall be done in The breathing resistances shall meet
3 test samples, masks tested ‘As accordance with 8.9 the requirements of;
ved’ 301/min — 0.7mbar (inhale)
951/min — 2.4mbar (inhale) Pass

Appendix A - Test Panel Data

Product Photographs

making excellence a habit

bsi.

Glossary of Terms.

Pass: Complies. Tested by BSI engineers at BSI laboratories

Pass 1: Complies. Wi by BST in

Pass 2: Complies. Tests carried out by third party lab; results accepted Dy BSL.

Pass*: Report resulted in uncertainty and states that Compliance is more probable than non-compliance.
Fail: Non-compliance. Product does not meet the requirements of this clause.

Fail*: Report resulted in uncertainty and states that Non-compliance is more probable than compliance.
N/T: Not Tested

N/A: Not Applicable

AR: As Received

TC: Temperature Conditioned

SW: Simulated Wear

FT: Flow Tested

MS: Mechanical strength

MMDF: Manufactures Minimum Design Flow

MMDC: Manufactures Minimum Design Condition

3204582 - Test Report.

Conditions of Issue.

This Test Report is issued subject to the conditions stated in current issue of ‘BSI Terms of Service’. The results contained herein
apply only to the particular sample(s) tested and to the specific tests carried out, as detailed in this Test Report. The issuing of this
Test Report does not indicate any measure of Approval, Certification, Supervision, Control or Surveillance by BSI of any product.

No extract, abridgement or abstraction from a Test Report may be published or used to advertise a product without the written
consent of BSI, who reserve the absolute right to agree or reject all or any of the details of any items or publicity for which consent
may be sought.

Should you wish to speak with BSI in relation to this report, please contact Customer Services on +44 (0)8450 80 9000.

BSI

Kitemark House
Maylands Avenue
Hemel Hempstead
Hertfordshire

HP2 45Q

0135
Opinions and Interpretations expressed herein are outside the scope of our UKAS accreditation.
Unless otherwise stated, any results not obtained from testing in a BSI laboratory are outside the scope of our UKAS accreditation.

ge 5 of 9 making excellence a habit
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Test Results. Test Results. (Continued)
Testing in accordance with BSI COVID-19 filtering face piece technical specification [ctause | RequiremenTs T =
BS EN 149:2001 +A1:2009 Technical testing specification for COVID-19 masks for use by healthcare workers
79.2 Penetration of filter material
[cLavse | ASSESEM Testing in accordance with BSI COVID-19 filtering face piece technical
7.7 Practical performance specification, for masks for use by healthcare workers o b

3 test samples masks tested ‘As received;, for NaCl (Sodium Chioride) and PO (Paraffin oil),

The particle filtering half mask shall undergo practical performance tests under realistic birsrsd gl -ries s bl 4 S et a0 2

conditions. These general tests serve the purpose of checking the equipment for

that cannot be by the tests described elsewhere in this standard. Table C: Clause 8.11 - Sodium Chioride test
Where practical performance tests show the apparatus has imperfections related to Sample | Pre-test Penetration (%)
wearer's acceptance, the test house shall provide full details of those parts of the practical number | condition | FoW through fiiter (/min) Thenit Actusl
performance tests which revealed these imperfections. = =5 e
Test in accordance with clause 8.4 of the standard. Pass S o o5 7 0-096
< X
Testing in accordance with BSI COVID-19 filtering face piece technical o
tion, for masks for use by healthcare workers 30 AR il
Durkng the tests the partcl fitering half mask shallbe subjechely assessed by the wearer % 5
Lud . Aarys I ! Table D: Clause 8.11 - Paraffin oil test -
a) mdmmes comfort; b) security o/tmvngs, P ﬁddnfv:sdon d) any other Sample Pre-test | .. through filter (/min) Z %)
comments reported by the wearer on request. number | condition Dimit v
Table A: Practical 11 AR 0.391
Test . | sample [Head b T LA Assessment 12 an * <° 2802
- mple | Head haress | Secu
candidate T o Any other comments 13 AR 0.636
A% EAR 2,3 DN Bood Hone hase 7.2 Carbon dioxide content of inhalation al
B3 2AR oK S LS Hané fess The carbon dioxide content of the inhalation air (dead space) shall not exceed an average
of 1.0% (by volume). Pass
7.9 Leakage Test In accordance with clause 8.7 of the standard.
794 Zettinvend leakage Table E: Clause 8.7 - Carbon Dioxide content of the air
The laboratory tests shall indicate that the particle filtering half mask can be used by the Dead space CO; (%)
wearer to protect with high probability against the potential hazard to be expected. Sample Pre-test condition
The total inward leakage consists of three components: face seal leakage, exhalation valve L i Maneyved
leakage (if exhalation valve fitted) and filter penetration. 14 AR 0.43
15 AR <10 0.48
Test in accordance with clause 8.5 of the standard. = = AR TN

Testing in accordance with BSI COVID-19 filtering face piece technical
specification, for masks for use by

5 test subjects, masks tested ‘As received'. All individual exercise results tests shall be not
greater than 11 % (for FFP2) and, in addition, ail arithmetic means for the total inward
leakage shall be not greater than 8 % (for FFP2).

Table B: Clause 7.9.1 - Total inward leakage

Inward Leakage (%)
Test | oo | Pretest A 8 G ) E »

avese N Wtk |, o0 e | g™ | Woting | Aversge
GR1 3 AR 0.13 0.11 0.17 0.05 0.23 0.14 Pass
M2 4 AR 031 0.21 0.26 124 0.24 0.45 Pass
52 5 AR 2.74 2.98 2.48 0.70 1.89 2.16 Pass.
AL 6 AR 3.63 5.01 5.12 123 2.81 3.56 Pass
181 7 AR 1.87 2.54 211 3.21 3.24 2.60 Pass

Page 6 of 9 making excellence a habit age 7/6f 9 making excellence a habit
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Test Results. (Continued) Appendix A. — Test Panel Data
Test Facial (mm)
CLAUSE TS T Se:
I ] I Candidate | Length of face | Width of face | Face depth | Width of mouth | Head Ci 3
ae 'r' "”"'"‘I" Selatanca i k5 1 JAL 117 134 129 49 565 Male
esting in wi
-p.d"a'am for masks for use by healthcare workers JS3 126 134 124 49 600 Male
3 test samples masks tested ‘'As received'. Test in accordance with clause 8.9 of the GR1 124 145 126 49 590 Male
standard. Pass M2 110 148 125 44 589 Male
The breathing resistances shall meet the requirements of FFP2; Js2 126 142 125 57 575 Male
30Umin — 0.7mbar (inhale), 95/min — 2.4mbar (inhale), 160l/min — 3.0mbar (exhale) 81 114 144 108 59 574 Male
Table F: Clause 8.9 — ata s Note: All candidates were clean shaven
et |y How {mbar) Product photographs
Sample | condition Wmin) Limit Measured P grapns.
17 AR 0.45
18 AR 30 < 0.7 0.47
19 AR 0.45
17 AR 1.45
18 AR 95 <24 1.60
19 AR 1.50
Table G: Clause 8.9 — resistance at a flow,
in five with the worst case rey
Pre-test C flow (mbar)
Sample | condition Wmin) Limit Measured
17 AR 230
18 AR 160 <30 2.55
19 AR 237

Front view

Inside View
*+*End of Report*+*

making excellence a habit age 9 of making excellence a habit
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3 Test Items Unit Results
. Careable Biotechnology Co., Ltd Contact Requirement sions Remarks.
" Applicunt LrmE O (E1#5002) 1# AR White Mask
Building u(; d, hongxing road, jiangmen city ifi: Tel TN,
= RE|EWPE 075D HRL
§ | A/ bt Caveable Biotechnology C Ltd
Z [ Manufactorer % VR
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T A L i
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'u'Mm i Sample Attached pretreatmont
Uncertainty of Result YERE % 0 T
P % SRR 5-20 L9FRAE FIE « Deed Space - Page
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CAREABLE BIOTECHNOLOGY CO, LTD
BUILDING 0, 3RD, HONGXING ROAD, JIANGMEN CITY GUANGDONG CHINA

No. SHAHG2010852901 Date: 19 Jun 2020 Page 1 of 20

The folkowing sample(s) was/were submitted and identified on behalf of the clients as : PARTICULATE

RESPIRATOR

SGS Job No. SHHL2006522843MD - SH

OTS Subcontract Id ; 20016914

OTS Report Number - SHHL2006522849MD

Styke No. CARE003

Brand FUXIBIO

Date of Sample Received : 15 Jun 2020

Testing Peried : 15 Jun 2020 - 19 Jun 2020

Test Requested : As requested by cient, SVHC screening Is performed according to:
(i} Two hundrext and five (205) substances in the Candidate List of Substances of
Very High Concem (SVHC) for authorization published by European Chemicals
Agency (ECHA) on and before Jan 16, 2020 regarding Regulation (EC) No
190772006 conceming the REACH.,
(i) Five (5) in the Public C List of potential of
Very High Concern (SVHC) published by European Chemicals Agency (ECHA)
on Mar 3, 2020 regarding Regulation (EC) No 1907/2006 concerning the
REACH.

Test Results : Please refer to next pagels).

Summary -

According 16 the ning of the Court of Justice of the European Union on the definition of PASS

an article under REACH, and the specified scope and evaluation screening. the test
results of SVHC are % 0.1% (wiw) in the articies of the submitted sample.
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(SVHC)

Appendix

Full list of tested SVHC:

Batch | No. Substance Name CAS No. RL (%)
[ 1 |44 -Daminodiphenyimethane(MDA) 101778 0.100
[ 2 [5teri-butyl-2.4 6-trinitro-m-xylens (musk xylene) 81-152 0.100
1 3 |Alkanes, C10-13, chioro (Short Chain Chiorinaled Paraffins) 85535848 0.100
1 4 |antvacene 120:42:7 0100
| 5 [Benzyl butyl phthalate (BBP) 85687 0.100
1 6 [Bis (2-ethylhexyljphthalate (DEHP) 17-81.7 0.100
[ 7 |Bisitributylusjoxide (TETO) 6359 0.100
[ 8  |Cobaft cichloride® 7646-79-9 0010
[ 9 [Diarsenic pentacxide® 1303-28-2 0010
1 10 [Diarsenic trioxide” 1327533 0010
| 11 |Dibutyl phthalate (DBP) 84-74-2 0.100
[ 12 |Hexabromocyclododecane (HBCOD) and all major 25637-994, 0100
[diasterecisomers identified (a-HBCDD, B-HBCDD, 3194-556
ly-HBCDD}
1 13 |Lead hydrogen arsenate* 7784-40-9 0010
| 14 |Sodium dichvomate™ 7789-12:0, 0010
10588-01.9

i 15 |Triethyl arsenate” 15606-95-8 0010
It 16 [24-Dinitrotoluene 1214142 0.100
i 17 |Acrlamice 79.06-1 0.100
[ 18 |Antheacene o™ 90640-80-5 0100
I 19 |Anthracene oil, anthracene paste™* 90640-81-6 0.100
L o, past fraction** 91995152 0.100
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CAREABLE SGS I kS
S L2/ SGS Supplier Creditability & Capacity Audit Report

A Report No.: SCCA2020070301 S( ; s
Suppller Creditability & Capacity Audit Report A i Report No.: SCCA2020070301
Report Section 1: Company Profile
Supplier Name Careable Biotechnology Co., Ltd. {f#4808i 8 (%) gRAe[
Supplier Address E::l)lﬂl:ge Oéhl‘;lrt])f, Honaxing Road, Pengjiang District, Jiangmen City, Guangdong 1.1 Basic Information
u Mame of Supplier Careable Biotechnology Co., Ltd. it tsnsidl % #@aT
Client Infermation | / — - AT -
- e A p— EII:I(I)I\?III'IEEOCHNIOH:? Hongxing Road, Pengjiang District, Jiangmen City, Guangdong
]| Ly Hu il Roger Wang ostes Aaaees | BUIIGING O, No.3, Honging Road, Pengjiang District, Jangmen City. Guangdong
) . Province, China
Audited Date 03 Jul., 2020 Expiry Date 02 Jul., 2021 Disposable KNGS fitening respiraior
Main Product FFP2 particulate respirator
— - FFP3 particulate respirator
The audited company has 5 months industry expenence and technology Manager

Industry experience
Section 1: Company Profile has 5 years industry experience.

Section 2 Personnel License Number 91440700MAS4BFN314 Corporate Ms. Ying Xie
Section 3: Main Market R
Section 4: Manufacturing Ability Registration Date 20 Feb., 2020 Expiry Date Long term
Section 5 Certificate
Secl]_on 6: Quality Control Management Registered Capital RME 5,000,000 Paid-in Capital i
Section 7 Development Plan
Section 8 Production Flow Chart Area of Office 300 square meters Area of Workshop | 2,500 square meters
Section & Attachment
1.2 Contact Way
G .
e — R$$$mim Ms. Ying Xie / General Manager
Careable Biotechnology Co., Lid. is established in 2020, located in Building O, No.3, Hongxing Road, Tel. number 0086-750-2633130
Pengjiang District, Jiangmen City, Guangdong Province, China, is a manufacturer with 356 staffs, - - - —
specializing in the research, development, production and sale of Non-medical KN95 face mask, There —— james jing@lifeideastech.com | URL wivw.careablemask.com

were 93 production machines in the factory, all machines were in good condition on audit day. Procedure
of equipment maintenance has been established and implemented. The company has passed CE
product certificates for Non-medical KN95 face mask, and obtained 1S09001:2015 quality management
system certificate.




CareAble Biotechnology Co., Ltd

Address : Building O, 3rd Hongxin Road, Jiangmen, Guangdong, China
Web: www.careablemask.com
Email: careable@lifeideastech.com
Tel: 0086-750-3082101; 13923086090
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