CAREABLE
R AT E A
Company
Profile

REEMHEE(TR)ARAT]

CareAble Biotechnology Co., Ltd

Welcome to CAREABLE




CAREABLE
RELEY

PEEASFREMEHOFS
3IEI£ IAEF48El

(0, DNEEGRERHEOES
). N

BB % ~ & # @ B Hn B F #

W)SEH : WEEIMREAE TR EEROSE~lER
20205068128 +EESFRRHHIBE

BF ESMREAER AR R 024 FiliG 3
ASEHT QM. 202096120 T#

Fo| =ik G—H=ERND ElShiT it

= FAAEE S

151 | REENEE (T F) BRALE 91440700MAS4EFN314 | BREACE
Careable Biotechnology Co.,Ltd.

MCEIAILE:
NB2163 B&C2
NB2797 B&C2



CAREABLE

RELEY
BT
About us
AFINA:

RFEEMEIBE( R)H IR A A

CareAble Biotechnology Co., Ltd
e— XN RHAB O BE =M. BATIHE T ALK
FARNG, St f = &A% . AT M
CAREO002 FFP2[5 4 I B2 Ht 5 Rk BINB2163, Module B+C2 CE iAilF
CAREO003 FFP2[5 " H BB 5 KK HINB2797, Module B+C2 CE AilF
CAREO006 KN95;#" [ B H 15 GB2626-2019 #7 [E il ilE.
BAVE A 2 D EA =L, eI DB RS E,
B¥FREZR L, NTRE SRR RARS, b 4Ek
R ARG IR EE




CAREABLE
RELEY

B &

M fE Fr/Pictures Our Product

CARE002 FFP2

CAREO003 FFP2

CARE006 KN95




CAREABLE
RELEY

=R <

Business License

H—iEEaEn : Qgﬁﬁﬁ;
. A 1 AEX 71 !

S1440700MASABFNG 14 2?&&;;“%
(B ) @#S5:1-D ™ F EREE

B AREEOHE R BRA R K ARFEEAT
B R EEAE (BRI M 3 B W 2020802H208H
e oW R e

EOEARARE": TR, £, 65 BP BT L1 )R MR B0 ( 002)
P=dh, PR, SRER, ETRE, SR (43 B e 4R ) e

&, MERA (FARRAER) , AR :

#, EEAERS, RWHREREHD (EXR

AEE B AT BUW R R WA S AGE O .

UREREMBIINE, SHXE(IAES

FRBEED. ) 2

YT TS S e



CAREABLE

RELEY

Verify the validity with the QR

CARE002 CE 2163 Module

UNIVERSAL

CERTIFICKTFION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 677

Respiratory protective devices, filtering half masks to protect against particles manufactured by
CAREABLE BIOTECHNOLOGY CO., LTD.
Building O, 3rd Hongxin Road, Jiangmen City, Guangdong, China

are tested and evaluated according to

EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the type examination conducted with the evaluation of test reports, technical file
according to Personal Protective Equipment Regulation (EU) 2016/425 Annex $, 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 can fix CE mark, as
shown below, on the Category 111 product models given above, with;

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

e Ongoing successful performance in fulfilment of the requirements set out in Personal
Protective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured
by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) of the
regulation no later than 1 year from the beginning of serial production

This certificate is initially issued on 12 /05 /2020 and will be valid for 5 years, if there is no
change in the relevant harmonised standard affecting the essential health and safety

requirements.
c € WP\
2163 I
Suat KACMAZ
UNIVERSAL CERTIFICATION
Director
Negip Fiizil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukan Dudullu Umraniye * ISTANBUL - TURKEY _T:+90 216455 80 80

UNIVERSALCERT.COM
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CAREO002 CE 2163 Module
C2

X |
UNIVERSAL |

CERTIFICATION f

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate No: 2163 - PPE - 677/01

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

CAREABLE BIOTECHNOLOGY CO., LTD,

Building O, 3rd Hongxin Road, Jiangmen City, Guangdong, China

Conlinues to fulfil the requirements of
EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles - :
Requirements, Testing, Marking l

Based on the evaluation of test reports and internal quality control audit reports according to EN
149+A1:2009 and Personal Protective Equipment Regulation (EU) 2016/425 Annex VII (Module
C2). This certificate implies that the manufactured products show below are in conformance with
the approved EU Type Examination model and meets the requirements of the regulation,

Product Definition

EU Type E ination Certificate |
Mode} Gl Serial No. l— Date | Issuing NB Nr. 1
CARE002 FFP2 2163-PPE-677 | 12.05.2020 | 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category 111 product models given above, with:
¢ Issuing an appropriate EU Declaration of Conformity accord ing to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.
*  Taking all measures necessary so that the manufacturing process and its moniloring
ensure the homogeneity of production and conformity of the manufactured PPE with the
lype described in the EU type examination certificate.

This certificate is issued on 12.05./2020 and will be valid for one year, until 11/05/2021 if the
manufacturer makes no major change in the product designs and manufacturing processes
affecting the product performance on the essential health and safety requirement. f
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Suat KACMAZ
UNIVERSAL CERTIFICATION
Director
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CARE002 EN149Mix 3R &
EN149 : 2001+A1:2009
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TEST REPORT

(
\
STFCE20200048 |
Product Name CAREABLE Filtration Respirators
Trust Unit Careable Biotechnology Co., Ltd
Manufacturer e
Test Category Entrusted Inspection

INEHMGENT=REEHSEE DI

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS
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CARE002 EN149Mix 3R &
EN149 : 2001+A1:2009

Test Report
STFCE20200048 page 1 of 10
Specification Type CAREQ02
Product Name | CAREABLE Filtration Respirators
Trademark _—
Trust Unit | Careable Biotechnology Co., Ltd Tel =
Manufacturer | — Sample Grade FFP2
Sample Sample Receiving
L] a
Quantit - Dste 2020-04-14
Test Category | Entrusted inspection Serial Mumber —
Samples ; .
Condidih Meet the testing requirements
Dwg‘::élm EM 149: 2001+A1: 2009 {Respiraicry projective devices -Filteving half masks to protect agalnsi
Accordance | Particles-Requirements, lesting, marking}
&
.sa? ¥ o 7
b
Teat The samples were tested, the items tested mest the umems af EM 1#%2@]}]+A| 2009
Ponalaios > standard for FFP2 level. ,_;—.: }/ " =1
an i~
Signature ﬁ?mmo’ﬁ ,’;1 ' £
K'Fﬁhi‘ﬁ‘-* 1l ';ﬁr
o 2%y £
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,
The sample is not marked for reuse and does not reguire testing for blocking performance.
The test conclusion of this report is only for the items inspected and does not mean that the
uninspected items or functions meet the requirements,
The results apply for the sample as recedved.
45 . P
Approver Tj" Examiner %73 R Major tester ! ]12

JIAMGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS,

L
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CARE002 EN149Mix 3R &
EN149 : 2001+A1:2009

STFCEZ0200048 page 2 of 10

7.5 Material Pass'
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 mechanical failure of the facepiece or straps.

When conditioned in accordance with §.3.1 and 8.3.2 the particle filtering half mask

shall not collapse.

Wote2: Refer to Annex A for test dain.
7.6 Cleaning and disinfecting N/A®

If the particle filtering hall 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.
Moted: Non-rewsable respirator.

7.7 Practical performance Pass™
The particle filtering half mask shall undergo practical performance tests under realistic
conditions.

Moted: Refer to Annex A for test data.

7.8 Finish of parts Pass

Paris of the device likely to come into contact with the wearer shall have no sharp
edpes or I_:urrs.

JIANGSU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS,
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CARE002 EN149Mix 3R &
EN149 : 2001+A1:2009

STFCE20200048 page 3 of 10
7.9.1 Total inward leakage Pass’

For particle filtering half masks fitted in accordance with the manufacturer’s
information, at least 46 out of the 50 individual exsrcise results (i.e. 10 subjects x 5
exercises) for total inwand leakage shall be not greater than:

and, in addition, at least B 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

MoteS: Refer to Annex A for test dita.
7.9.2 Penetration of filier material Pass”

The penetration of the filter of the particle filtering half mask shall meet the
requirements of Table 1.

Sodium chloride test 95 Paraffin oil test 95 1/min
FFPI =200 =20%
RN FFPZ = 6% 6%
FEP3 =1% =1%

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

Motet: Refer to Annex A for test data.
T.10 Compatibility with skin Pass”

Materials that may come into contact with the wearer's skin shall not be known to be
likely to cause irritation or  any other adverse effect to health.

NoteT: Refer to Annex A for test data.
7.11 Flammability Pass’

When tested, the particle filtering half mask shall not burn or not to continue to burn for
more than 3 s after removal from the flame.

NoteS: Refer ta Annex A for test dnta,
7.12 Carbon dioxide content of the inhalation air Pass®
The carbon dioxide content of the inhalation air (dead space) shall not exceed an

Mote9: Refer to Annex A for test dafa,

JIANGSLU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS,
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CARE002 EN149Mix 3R &
EN149 : 2001+A1:2009

STFCE20200048 page 4 of 10
7.13 Head harness Pass’

The head harness shall be designed so that the particle filtering hall mask can be
donned and removed easily.

The head hamass shall be adjustable or self-adjusting and shall be sufficiently robust to
hold the particle filtering half mask firmly in position and be capable of maintaining
Motell: Refor to Annex A for test data.

7.14 Field of vision Pass'
The field of vision is acceptable if determined so in practical performance tests.

Motell: Refor to Annex A for test data.

7.15 Exhalation valve NiA"

A particle filtering half mask may have one or more exhalation valve(s), which shall
function correctly in all orentations,

If an exhalation valve is provided it shall be protected against or be resistant to dirt and
mechanical demage and may b2 shrouded or may include any other device that may be
necessary for the particle filtering half mask to comply with 7.9,

Exhalation valve(g), if fitted, shall continue to operate correctly after a continuous
exhalation flow of 300 I'min over & period of 30 s,

When the exhalation valve housing iz attached to the faceblank, it shall withstand
axially a tensile force of 10 M applied for 10 s,

Motel2: Valve-less respirator.
T.16 Breathing resistance Pass"
Maximum permitted resistance (mbar)
Classification Inhalation Exhalation
30 Lmin 95 Ifmin 160 Vmin
FFP1 0.6 A | 3.0
FFP2 0.7 24 30
FFP3 1.0 3.0 30

Moteld: Refer to Annex A for test data.

NANGSEL QUALITY SUPERVISION AMD IMSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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CARE002 EN149Mix 3R &
EN149 : 2001+A1:2009

STFCE20200045 page 5 of

T.17 Clogging
7.17.2 Breathing resistance

Walved particle filtering half masks:

After clogging the inhalation resistances shall not exceed:

FFP1: 4 mbar, FFP2: 5 mbar, FFP3: T mbar at 95L/min continuous flow

The exhalation resistance shall not exceed 3 mbar at 160 Limin continuous flow
Walveless particle filtering half masks

After clogging the inhalation and exhalation resistances shall not exceed:

FFP1: 3 mbar, FFP2: 4 mbar, FFP3: 5 mbar at 95L/min continuous flow

7.17.3 Penetration of filter material

Sodium chloride test 93 Paraffin il test 95 I/min
FFP1 =20% =20%
FFP2 =6 =6%
FFP3 =1% =1%

Moiel4: Mon=rensable respirator,
7.18 Demountable parts

All demountable parts (if fitted) shall be readily connected and secured, where possible
by hand

Motel5: Mo demountalle paris.

10

NiA"
N/A"”

A

-N;A[I

JIANGEU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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CARE002 EN149Mix 3R &
EN149 : 2001+A1:2009

STFCE20200048 page 6 of 10
Annex A: Summarization of Test Data
Clanse Result Assessment
Simulated 1# Mo mechanical faflure
wearing za Mo mechanical failure
treatment 18 Ma mechanical failure
7.5 Material - Pass
4 Ma mechanical failure
T h
b 5f Ma mechamical fiilure
conditioned
G Ma mechamical failure
Practical Ta Mo mechanical failure
.9 As received Pass
performance 41} ™o mechanical failure
Individual exerclse result
@i 47 out of the 30 individual cxercise results = | 1%
0% 47 put of the 50 individual exerclse results <11%
As received 11# 47 out of the 3 individual exercise results < 11%
124 47 put of the 30 individual exereise resulis <11%
13# 47 outl of the 50 individisal exerclse resulis < 11%
14# 47 ot of the 50 individual exercize resulls 211%
154 47 out of the 3 individual cxercise results = 11%
Temperature P -
16# 47 put of the 50 individual exercise results <11%
eonditioned
17# 47 gut of the 30 individual exercige resulls < 11%
Total inward 188 47 put of the 30 individual exergise results =11%
7.9.1 Pass
lenkage Individual wearer arithmetic means
L 9 individual wiarer arithmetic means= 8%
10# Findividual wearer arithmelic meanss 8%
As received 11# 9 individual wearer arithmetic meanss 8%
124 9 individual wearer arithmetic meanss 8%
13% 9 individual wesrer arithmetic meanss §%
14# 9 individual wearsr arithmetic meanss 8%
154 9 individusl wiarer arithmetic meanss 8%
Temperature v . ¢
168 9 imdividiual wearer arithmele meanss B9%
conditioned
17# 9 individunl wearer arithmetic meanss §%
180 9 individual wearer arithmetic means= 8%

JANGEU QUALITY SUPERVISION AMD [NSPECTION CENMTER FOR SPECIAL SAFETY PROTECTION FRODUCTS.
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CARE002 EN149Mix 3R &
EN149 : 2001+A1:2009

STFCE20200048 page 7 of 10
Clause Result Assessment
Sodium chloride test{85L/min)
194 0,81
As received 208 0.72
218 0.76
Simulated 1 0.8%
waring 234 0.94
trestment 247 0,497
158 123
M.SAT.C. 16iH 1.31
Penetration
27 1.26
792 of filter Pt b ¥ Pass
Lol in oil tesi{5L4min)
P 1,68
As received 20 1.74
0 1.79
Simulated RIES 1.88
weiring 124 1.9
treatment 334 1.92
2.4
M.EAT.C. a5 2.18
211
L Mo irritation ar any other adverse effect to health
Tl Mo irvitation of any other adwverss effiect o health
As received 1% Ma irrilation or any other adverse effect io health
1% Ma irritatien ar any other adverse effect to health
G Compatibility 13# Ma imitation or any other adverse effect to bealth P
85
with slin 144 Mo ireitation or any ather adverse effict 1o health
15#% Ma imitation or any ather adverse cffect to health
Temperature s
16# Mo irritation or any other adverse effect o lealil
conditioned
178 Mo irdtation ar any other adverse elfect o health
188 Mo irmilation ar any other adverse effect w health
37 Didn’t bum
As received
384 Didn"t bum
.11 Flammakbility Pass
Temperaturs 394 Dighn "L bum
conditioned 408 Didn’t bum

JIANGSU QUALITY SUPERVISION AN INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS.
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CARE002 EN149Mix 3R &
EN149 : 2001+A1:2009

STECE20200048 page & of 10
Clanse Result Assessment
Carlron As recelved
iy 418 424 43¢ Maan value
112 content of the Pass
Inhalation 0.52 0.53 0.51 0.52
air
As received
oy Head harmess can be donned and removed easily. adjustable and have
sufficiently robust to hold the particle filierding half mask firmly,
04 Head harmess can be donned and removed ensily, adjestable and have
sufficiently robust to hold the particls filtering half mask firmdy.
1 Head hamess can be donned and removed easily, adjustable and have
sufficiently robust to hold the particle filterng half mask firmly,
120 Hend harness can be donned and removed easily, adjustable and have
sufficiently robust to hold the particle filiering half mask firmly.
138 Head harness can be donned and removed easily, adjustable and have
B Head sulficiently robust to hold the pasticle filtering half mask firmly. Pa
. 113
hardmess Temperature conditioned
148 Hend harness can be donned and removed casily, adjustable and have
sufficlently robust to hobd the particle lering hall mask firmby.
150 Head harness can be danned and removed easily, adjustable and hove
sufficiently robust to hold the particle filtering half mask firmly.
16# Head harness can be donned and remaved easlly, adjusiable and have
suflficlently rabust 1o haold the particle flering ball mask firmly,
173 Hezd hamness can be donned and removed easily. adjustable and have
sufficiently robust to hold the particle filtering half mask firmly.
18 Hezd harneas can be donned and removed easily, adjusiable and have
sulficiently rabust o hald the particle lering half mask firmly.
As TH Passed the practical performance teste
T.14 Field of vision Pass
received | BN Pazsed the practical performance lests

JIAMNGSU QUALITY SUPERYISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODZUCTS.
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CARE002 EN149Mix 3R &
EN149 : 2001+A1:2009

STFCE20200048 page 9 of 10
Clause Result Assessment
Inhalation Exhalation
Wlmin | 95 lmin 16 Umin
As received
A 03 09 1.4
B 0.3 0.9 1.4
i | C 0.3 0.9 1.4
D 0.3 0.9 1.4
E 0.4 1.0 1.5
A 0.3 0.9 1.4
B 0.3 0.9 1.4
424 | C 0.4 09 1.5
D 03 1.0 1.4
E 03 0.9 1.4
A 03 09 1.4
B 0.4 0.9 1.5
43 | © 0.3 1.0 1.4
s ?"f"f“"i: D 03 09 14 o
i E 0.3 0.9 1.4
Simulated wearing treatment
A 0.3 0.9 1.4
B 0.3 0.9 1.4
il C 0.4 1.0 1.4
D 0.3 0.9 1.5
E 0.3 09 1.4
A 0.4 1.0 1.5
B 0.3 0.9 1.4
488 | C 0.3 0.9 1.4
1} 03 0.9 1.4
E 0.3 0.9 1.4
A 03 09 1.4
B 03 0.9 1.4
LT 0.3 0.9 1.4
D 0.4 1.0 1.5
E 0.3 09 1.4

JIAMGEU QUALITY SUPERVISION AND INSPECTION CENTER FOR SPECIAL SAFETY PROTECTION PRODUCTS,
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CARE002 EN149Mix 3R &
EN149 : 2001+A1:2009

STFCE20200048 page 10 of 10
Clause Result Assessment
Inhalation Exhalation
30 Vmin 95 min 160 1fmin
Temperature conditioned
A 0.3 0.9 1.4
B 0.3 0.9 1.4
4 | C 0.4 1.0 1.5
1] 0.4 0.9 1.5
E 0.3 1.0 1.4
Breathing A 0.3 0.9 1.4
T.16 Pass
resistance B 0.3 0.9 1.4
45# C 0.4 1.0 1.4
1] 0.3 0.9 1.5
E 0.4 1.0 1.5
A 0.3 0.9 1.4
B 0.4 1.0 1.5
49 C 0.3 0.9 1.4
n 03 0.9 1.4
E 0.3 0.9 1.4
Ar facing directly ahexd
Ereathing B: lacing vertically upwards
716 B btamcs ; facing wertically downwards
D lying on the lef side
E: lylng on the right side
Remarks : M.5.: Mechanical stremgth; T.C.: Temperature conditioning

Original Sample

JIANGEU QUALITY SUPERVISION AND INSPECTION CENTER FOR SFECIAL SAFETY FROTECTION PRODUCTS.
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CAREQ003 CE2797-
Module B

bsi. @ &%

EU Type Examination Certificate

This & to certify that: Careable Biobechnology Co., Ltd
Buikding 0, ro.3, Horgeirg road
Tiargrnen City (002)
Guangdong
China

Holkds Certificate Number: CE 728685

In respect of:

Model CAREDD3 Particulate Respirator
To technical specification Anmex [T (EHSR) of the PPE Regulation (EU) 2016 /425
PPE lor use by healthcare profassionals 45 pei Commission recommandation 2020/403

on the basis that BST carred out the relevant Type Examination procedures under the requiremants with the
Regubation (ELY 2016/425 of the Eurapsan Parllament and Council relating to Persanal Protective Equipmant
Feguilation (PPE] Annex W (Module B) and meets the refevant health and safety requirements specified in Annex 11

For and an behall of BSIL & Matified
Body Tor the abowve Regu atkan

{Motified Bady Numbar 2797 Cvs. Dave Hagaraars, Managing Director

Previcus Notiflad Body: BS1 ODAE

Firet Tssued: 2020-06-00 Effective Date: 2020-06-00
Litest lagua- H020-D6-09 Expiry Dabe: 207 1-D6-08

Page: 1 of 3
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CARE(003 CE2797-
Module B

EU Type Examination Certificate

Mo, CE 72BEB5

Product Specification

Praduct Name: Perticilabe Re-spiraton

Product Typa: Particulate filtering half masks for use by Healthcare professionals,
Hodal: CAREDDZ.

Classification: FRP2 N un-valved.

Techmical Specification:

Froduct Description:

Product Assessmants:

First Esmued: 3020-06-09
Latest [Sse: 2020-06-09

Technical specification o satisfy Annex II of the PPE Regulstion (EU7) 2016/425.

Tha respirator |5 nonereusabke, securad 1o tha faca of tha usar by a pair of
elasticated aar straps, and Has nd exhalation vake. The respiretor s FFPZ
g, wertical Foid Mat type.

The respirator listed on this cerificate i for use by healthcare workers, firgt
ressporckers ard other personnel invalved in the efforts to cortain the COVID-19
wrs and avaid its further spread.

The prodisct covered by this oartificats is not approved for industnal Bppascations &nd
thee certificabe is anly valid a5 long as EU Commission recommendation shest
2020403 remains applicable.

BaIs PPE for Healthcare Prodessionals J020,/403 - RPE Technical Specification,

Effective Date: 2020-06-09
Espiry Diste: 2001-06-09

Page: 2 of 3
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CARE003 CE2797-
Module C2

bsi. ® &

Conformity to Type based on Internal Production Control
plus supervised product checks at random intervals

Thits s to certify that: Careable Biotechnology Co., Ltd
Buikding 0, no,3, Hongxing road
Jiangmen City (002)
Guangdong
China

Holds Certificate Mumbier: CE 728686

In respect of:

For the manufacture of particulate respirators to technical specification to satisfy Annex IT of the PPE
Requiation (EU) 2016/425,

on the basis that BSI carmed out the supervised production checdks at random intervals under the requirements with
the Ragulation (EU) 2016/435 of the European Parliarnent and Council relating to Parsonal Protective Equipmarnt
Regulation (PPE) Annex VII (Module C2)

For and on behalf of BSI, a Motified
Body for the above Regulation

{MotFied Body Number 2797} Drs. Dave Hagenaars, Managing Cirector
Previous Motified Body: BS1 0086
First Issued: 2020-06-09 Effective Date: 2020-06-09
Labesk lsspe: 2020-06-09 Expiry Dabe: 2021-06-09
Page: 1 of 3
N

s, .making excellence a habit’
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CARE003 CE2797-
Module C2

Conformity to Type based on Internal Production Control plus
supervised product checks at random intervals

Mo. CE 728686
Product manufactured by:

Careable Biotechnology Co., Ltd,
Building 0, Mo. 3 Hongxing rosd
Jiangmen City

Guangdang

China

Product details

The respiratory protective device covered by the scope of this Module C2 Certificate and the Technical Specification
o which the product 1s manufactured are as follows:

Product type: Particulabe filtering half masks for use by Healthcare professionals.

Model and classifications: CARED3 FFP2 NR

Technical Specification: Techmical specification to satishy Annex 1T of the PPE Regulation (EU) 2016425,
BEI's PPE for Hooltheare Professionals 2020/4103 - RPE Tochnical Specification.

First Issued: 2020-06-0% Effective Date: 2020-06-09
Latest Issue: 2020-06-05 Expiry Date: 2021-06-00

Page: 2 of 3
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CAREO003 BSI Testing Report
EN149:2001+A1:2009
bSl. 3204582 - Test Report.

Test Report 3204582.
Careable Biotechnology Co., Ltd.

Page 1 of 9 ..making excellence a habit.
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CAREO003 BSI Testing Report
EN149:2001+A1:2009

b i
S I. 3204582 - Test Report.

Introduction.
This repart has been prepared by Paul Waller and relates to the activity detailed beow:
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 Eu-angdung
Sample ID: 10189621 / 10190018 Ching
Registration: CE 72BGBS
Scheme: Negative pressure RPE
Protocol: PP123
Scheme Manager:  Kinga Demetriou

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

=

Istue Dakes 22 May 2020

Objectives.

This is an independent test evaluation to only certain clauses or sub-clauses of the agreed specification in accordance 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-1% 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 requirements of the test work conducted.
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Test Samples.

Sample ID ER Number Description
1to19 10189621 / 10190018 = Model: CARE 003 FFP2 UN

Description of Test Samples.

Sample Description

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

Page 3 of 9 ..making excellence a habit.
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Test Requirements.

3204582 - Test Report.

Testing in accordance with BSI COVID-19 filtering face piece technical specification
Technical testing specification for COVID-19 masks for use by healthcare workers

EN 149:2001+A1:2009 EN 149:2001+A1:2009 -
Performance requirement Test method clause Requirement ek
7.7 Practical performance Testing shall b= done in During the tests the particle filtering
The particle filtering half mask shall | accordance with 8.4, half mask shall be subjectively
undergo practical perfarmance tests assessed by the wearer and after the
under realistic conditions. test, cormments on the following shall
These general tests serve the be recorded:
purpase of checking the equipment &) head harness comfiort;
for imperfections that cannot be b) security of fastenings;
determined by the tests described ) field of vislon; Pass
elsewhere in this standard. d) any other comments reparted by
‘Where practical performance tests the wearer on request.
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 subfects, masks lested 'As
7.9 Leakage Testing shall be dong in All semples must achieve
7.9.1 Total inward leakage accordance with 8.5. Allindividual exercise results tests
shall be not greater than 11 % (for
5 best subects, masks testad 'As FFRP2) Pass
recefvad” and, in addition, all arithmetic means
for the total inward leakage shall be
nak greater than & % (for FFP2)
7.9 Leakage Testing shall be done in &% for both PO and NaCl
7.9.2 Penetration of filter accordance with 8,11
material
3 tast sampies masks tesfed s Pass
recefved |, for Nall (Sodfurm
Chioridie) and PO (Paralfin of),
Jmin test
7.12 Carbon dioxide content of | Testing shall be done in The carbon dicxide conkent of the
the inhalation air accordance with 8.7, inhalation ar (dead space) shall not
3 lest samles, masks tested As exceed an average of 1,0 % (by Pass
recefived’ volume).
7.16 Breathing resistance Testing shall be done In The breathing resistances shall mest
J test samples, masks tested As accordance with 8.9 the requirements of;
recefved” 30 min = 0.7mbar {inhale)
QElfmin — 2.4mbar (Inhale) Pass
160(/min — 3.0mbar (exhale)
Appendix A - Test Panel Data
Product Photographs
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Glossary of Terms.

Pass: Complies. Tested by BSI engineers at BSI laboratories

Pass 1: Complies. Witnessed by BS1 engineers in manufacturers laboratory.

Pass 2: Comnplies. Tests carried out by third party lab; results accepted by 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 dause,

Fail*: Report resulted in uncertainty and states that Non-compliance is more probable than compliance.
NJT: Mot Tested

HNf4: Mot Applicable

AR: As Recelved

TC: Temperature Conditioned

SW: Simulated Wear

FT: Flow Tested

M5: Mechanical strength

MMDF; Manufactures Minimurm Deslgn Flow

MMDC: Manufactures Minimum Design Condition

Conditions of Issue.

This Test Report is issusd subject to the conditions stabed in cusrent ssue of "BSI Terms of Service’. The results contained herein
apply only to the particular sample(s) tested and to the specific tests carrled out, as detalled in this Test Report. The Issuing of this
Test Report does not indicate any measure of Approval, Certification, Supervision, Control or Sureeillance by BSI of any product.

Mo extract, abridgement or abstraction from a Test Report may be published or used to advertise a product without the written
consent of BST, who reserve the absalute Aight to agree or reject all or anry of the details of any items or publicity for which consent
may be sought.

Should you wish to speak with BST in relation ta this repart, please eontact Custemer Services an +44 (0)8450 B0 9000,

BSI

Kitemark House
Mandands Avenue
Henel Hempstead
Hertfordshine

HPZ 450

e
=
-
=
wn
Lowaialieel

TIETING

0135

Opinions and Interpretations expressed herein are cutside the soope 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,
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Test Results.

Testing in accordance with BST COVID-19 filtering face piece technical specification
BS EN 149:2001 +A1:2009 Technical testing specification for OOVID-19 masks for use by healthcare workers
| CLAUSE | REQUIREMENTS ASSESSMENT

7.7 Practical performance
The particle filtering half mask shall undergs practical performance bests 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.
Where practical parformance tests 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,
Test in accordance with dause 8.4 of the standard. Pass

Testing fn accordance with BSI COVID-18 fiftering face plece technical
specification, for masks for use by healthcare workers

Durig bhe tests the particle Mtering haif mask shall be subjectively assassad by the wearer
amd affer the test, comments on the folowing shal be recordaa:

&) head harness comiford, B) secunty of fastenings, c) feld of wisiory o) any offier
conmvments repovted by the wearer on reguest,

Table A: Practical performance

Test ~ Commemts T '
" Sample | Head harmess | Security of | Field of Assessment
candidake comfort Fastenings |  wision Any other comments oy
1AL | 1AR 0K 0K Good Mone Pass
153 2 AR O K 0K None Fass
7.9 Leakage
7.9.1 Taotal Inward leakage

The laboratory tests shall indicate that the particle filtering half mask can be used by the
wearer to protect with high probability against the potential hazard to be expected.

The total inward leakage consists of three components: face seal leakage, exhalation valve
leakage (if exhalation valve fitted) and filker penetration,

Test in accordance with dause 8.5 of the standard.

Pass
ngm accordance with 85I COVID-19 fiftering face piece techinical
for ks for use by healtficare workers

5 test subjects, masks testad As received”. AV individual exvercise resuilts tests shall be not

orealer than 11 % (for FAP2) and, & sooition, A atfmetic means for the todal wand

leakage shall be not greater than 8 % (for FFE2).

Table B: Clause 7.9.1 - Total inward leakage
Irward Leakage (%)
Test Pre test A B C D E
Sample " ; T ] Assessment
candicate canditkn - Walking with | Walking with | Walking and | ... by
"™ |head side ta side| head up & down talking ng u

GR1 3 AR 0.13 0.11 017 0.05 0.23 0.14 Pass
LMz 4 AR 0.31 0.21 0.26 1.24 0.24 0.45 Pass
152 5 AR 274 298 2.48 070 1.89 2.16 Pass
Jal -] AR 3.63 5.01 5.12 1.23 281 3.56 Pass
JB1 ’ AR 1.87 2.54 2.11 i 3.24 2.60 Pass
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CAREABLE
RE=LEY

CAREO003 BSI Testing Report
EN149:2001+A1:2009

bsi
Sl. 3204582 - Test Report,

Test Results. (Continued)

| CLAUSE | REQUIREMENTS ASSESSMENT
79.2 Penetration of filker material
Testing in accordance with BST COVID-19 filtering face piece technical
specification, for masks for use by healthcare workers Pass

F fest samples masks tested As recaived’, for Nall (Sodivm Chiaride) and PO (Parafiin ofll,
Fmin best, Teshing shall be done v accordance with & 11, 6% Mmit for boih PO andg Nald

Table C: Clause 8.11 - Sodium Chloride penetration test

Sample | Pre-test 1 Penetration (%)
number | condition Floww through filtker (I/min) = ctual
8 AR 0.124
8= 1y AR a5 =6 0.086 _ . o]
10 AR 0.087
Table D: Claus= 8.11 - Paraffin oll penetration test
Sample | Pre-test Penetration (%)
- | canditian Flows through filker (|/min) T Actaml
11 AR 0.391
12 AR a5 <6 0.602
13 ] AR 0.636
7.12 Carbon dioxide content of inhalation air
The carbon dioxide content of the inhalation air (dead space) shall not excesd an average
of 1.0% (by wolume). Pass

Test in accordance with clause 8.7 of the standard.
Table E: Clause B.7 - Carbon Diocxide content of the inhalation air

Sample Pre-test condition — Deed ey BT £)
Limit Measured
14 AR | K 0.43
15 AR < 1.0 0,48
16 AR 0.41
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Test Results. (Continued)

CLAUSE ] REQUIREMENTS ASSESSMENT
7.16 Breathing resistance
Testing fn accordance with 851 COVID-19 fiftering face plece technical
pecification, for ks for use by healthicare workers
3 test samples masks fosted 'As received” Test in accordance with cause 8.9 of the
standard, Pass

The breathing resistances shall meet e requirements of FRP2;
3min — @ Zmbar (ehala), 250imin — 2 4mbar (inhals), 18N min — 3.0mbar (exhale)

Table F: Clause 8.9 — Breathing resistance. Inhalaticn resistance st a eantinuous flow

Sample I-'fre-tF_:st Conl:lmln_usﬂcm Inhalation resistance (mbar)

condition (Ifmin}) Limit Measired
17 AR 0.45
18 AR 30 < 0.7 0.47
19 AR 045
17 AR 1.45
12 AR 95 <24 1.60
19 AR 1.50

Table G: Clause B.9 - Breathing resistance. Exhalation resistance at a continuous flow,
measured in five orentations with the worst case reported

Pre-test Continuous flow Exhalation resistance (mbar)
ey candition {fmin} Limit |  Measured
17 AR 2.30
18 AR 160 <30 2.55
19 AR 2.37
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Appendix A. — Test Panel Data

Test Fadal Dimensions (mm)

Candidate Sex

Length of face | Width of face | Face depth | ‘Width of mouth Head Circumfierence

JAL 117 134 129 49 565 Male
153 126 134 124 49 500 Male
GR1 124 145 126 49 590 Male
LM2 110 148 125 44 580 Malke
152 126 142 125 57 575 Male
JB1 114 144 108 59 574 Malke

Mote: All candidates were dean shaven

Product photographs.

Front view Side View

Insiche View

xx¥End of W::*
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Inspection Instructions

Inspect instruction

ITEM
o CARE002 Product | CAREABLE Filtration Respirators File No. | FXQC-20005
0.
Admit R&D Dept. | QA Dept. | TAB | Date l
INSPECT ITEM & STANDARAD:
Inspect Inspect standard
ITEM Specification & introduction 5 o
methad/facility AQL LEVEL
1.Cleaning: Inspect at a distance of 50 cm within 3 seconds , not found any dirty — 065 N
spot, foreign particles, dust and hair
2.Flat, no worn, no feld, no unfilled corner, and feel soft Visual 04 N-11
Appearance 73 Noseclip is otally integrated Into the mask blank, and no any exposed, no sharp y
Visual 0.4 N-T1
Mask corner
body 4. Ear loop is welded according the art work. Visual 107;]2; Spieces/flot
Printing The printing is clear and correct, no ghosting ,no missing Visual 065 N-11
Size Overall size of mask : 155*105mm5mm  Nose bridge: 9+5mm Ruler 10 ,r;joﬁz Spieces/iot
The place of welding should be symmetry, and the inaccuracy should be little than
Appearance P e B Y ¥ . visualfruler 0.4 N-1I
1mm. No worn, nocolor differenceand no dust
Length: X
Ear Loop | Length Left and right loop:(weld spot exclude) 19cm + 5mm Ruler 1D'r.ejoez Spieces/lot
Welding Single spot’s tension: 10N and keep 10s. Fixed value 0:0K 1 OBiscaaNst
tension Double spots’ tension: 20N and keep 10s, weight 1:reject P
Qutter non-woven: 50gsm 5%
Fabrics Melt-ble fabric: 2! 5% 0:CK
o ) fawin fabrics25gsm Electronic scale o 8piecesflot
grams per Hot air filter cotton: 45gsm 5% 1-reject
square metre | nner non-woven : 25gsm 5%
Product n .
¢ Water repellent(Cutside ply) 0:0K .
Function | yygrophiism | Hydrapphiliainner ply) Dropwster 1-reject Spisceedal
Water flow.95 Limin 0:CK g
Respiratory R DMS-GL37 - 9pieces/lot
1. inhale’<400Pza exhale <400Pa 1:reject
resistance -
2. inhale<500Pa DMS-GL37 0:CK 12pieces/lot
1
Inspect instruction
1rejesi
Permirate 0:08
— w5 D3G5 1-raject Epeeesio
Filker a - oM
effcaenoy B DWS-GLS 1:rajact Spiecesiot
Flame ~ Flame spread [ =]
p—— Resistanoe ime St i 1:raject Apiecesion
Packing peceibag Mbagstbos, Sibawvesicarton
Packing is complate, procucts'quantiy s comect. Boesd and cartons are ro damagadSdny, and Wisual 25 H-T1
packing acoording fo the order
Spelicaton - pank disniection bag 00K
Inner bow 185411712 Somadmm Rier — Dpeeesin
Packing carton ; Hply 573094 Bemrlom
malerial | Prinfirgfheize shoukl accircing (o the arteork e ol rumber shouid meel T recuest of oo Witsusl a4 H-11
1. Bow is qualifisd)no diry RenmEdeformaticnd unshickEmosg i) \isual aem Wl
2 Mo emphy bag ar bow and all have stampad

Astation: The tbem not specified is the same with sample.

Change hisiony
Caminmer
Diabe Chraings infenmation i Mender

Esplart hand's fell and wisual shouid be implement by veleran fo guaranies product gualiy.
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Packaging
CARE002 #1 Packaging:
CTN dimension o wiem e
package pes/ctn - (i:vn) - .(kg;m Cmper
Ipc per bag;
(égfgfslll’;gz‘r’;‘); 1000 | 57 | 38 |64.5| 13.00 | 0.140
50 boxes per carton

FILTERING //__
HALF
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Packaging
CARE002 #2 Packaging:
CTN dimension
(cm) G.W/ctn |CBM per
package pcs/ctn Tw s (ke) ctn
Spcs per bag;
200bags per carton 1000 | 70 | 40 | 40 9.5 0.112

FILTERING
HALF MASK
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CARE003 #1 Packaging:
CTN dimension Wil
package pes/ctn . ((;rvn) - .(kg;:tn ctnp o
Ipc per bag;
(égfgfﬁ??stﬁ); 1000 | 57 | 38 |64.5| 13.00 | 0.140
50 boxes per carton

P e L L T R A T Y

PARTICULATE [l
RESPIRATOR
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Packaging
CARE003 #2 Packaging:
CTN dimension
(cm) G.W/ctn |CBM per
package pcs/ctn Tw (kg) otn
Spcs per bag;
200bags per carton 1000 | 70 | 40 | 40 9.5 0.112

PARTICULATE

RESPIRATOR
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