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Changsha ChangJiu Medical Technology Co., Ltd
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Changsha Changjiu Medical Technology Co., Ltd. was established in August 2017. through the
Changsha Liaison Office of the China Association for Science and Technology in the United States,
Changsha Medical and Health Industry Park is committed to product research and development and
intelligent manufacturing in the field of human health. After the outbreak, Changjiu R & D team focused
on the R & D, production and sales of medical surgical masks, medical protective masks, disposable
medical masks and KN95 masks with rich R & D capabilities. It has obtained the medical device
production license and various product registration certificates issued by Hunan Drug Administration
Bureau, as well as various qualifications required for export. Now put into production workshop 3000
square meters, of which 1500 square meters workshop is a 100000 grade purification workshop,
specializing in the production of medical surgical masks, medical protective masks, disposable medical

masks, KN95 masks and so on.The daily production capacity is 3 million tablets.
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Professional environment, Professional technology
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100000 level dust—free clean workshop
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Professional testing equipment to
ensure product quality!
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Ful | automatic production, Capacity guarantee,
qual ity guarantee
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R AR IEFE
PEOPLE’S REPUBLIC OF CHINA
B= 77 28 an i C1 S5 ERA
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EHRT: #H5EHE 20200181 2
Certificate NO.: HNMPA 20200181

ek LHG
Product (s): See Attachment

Model: See Attachment

FERERREREIES: TH4

Registration certificate(s): See Attachment

by KPVEAETHEARAF
Manufacturer: Changsha Changjiu Medical Technology Co., Ltd.

EFESVER:KPTABEAFHELEL 1048 T LAEHEES LR 13-15
# 609-610 5

Address of manufacturer: Rm. 609-610, Bldg, 13-15, Shanhe Medical&llealth
industrial Park, No. 1048 of Zhongging Road, Kaifu District, Changsha
City, Hunan Province, China.

EFEUETRERKIES: e R 4L 20180032 5
Manufacturing License(s): Hunan CFDA Production Permit No. 20180032

HiEHALRFRERTETEEFHEE.
This is to certify that the above products have been registered
to be manufactured and sold in China.

WHAERERE: 20225 T7H6H

This certification valid until:Jul.6,2022

MR R EFEER
HUNAN EDE&~PR S A_m!IgISTRATION

\ 2020 & 7 A A
N Jul. 7, 2020/

Rlai

LR
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White list of the Ministry of Commerce
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a)SEH: MEEIMREAEEMETEE~EIESR
20205063120 +EESFRERELOES <

68128, BUSEIMNNENEEMNETIRE RSN EEs,, Hy, EROSERHME7SREe, &EF
RESEIReREN, FESTRREIENIFERITNE17REL,

BERMREMESUEMNETFY R E~ 2 LE
;MEEH BY: 2020568 12A TH

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

FS | &£t F—H=ERARE B S}
IAETE SR

—. | EF O E Medical Face Masks

1 REESTHESBNDERAS 91440300723009295R MR EACE
Winner Medical Co., Ltd.
457 | K EAESTREERAS 91430105MA4M2LA57X R 88 CE

Changsha Changjiu Medical Technology Co.Ltd




@ IxEREHR

White list of the Ministry of Commerce

HgSRHE B O BRAMIOR B\ 2 REI 3R

Ak 4 FR KW EAETRHARAA
G—# 25 RS | 91430105MA4M2LAS7X
R ERAM 2020-04-28

B gmhY 4301960AA3
BRAZEERS 4362300413
A% KA

BN, BEAEEIEEAAATREL “hERAV#HHEOGEHEEARTFE” (ht
tp://credit. customs. gov. cn) EX#E “HEBEM+#EX" (http://online. customs. gov. cn)

#ifjER AT RIAE R
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TERERT HREL RS

China Council for the Promotion of International Trade
China Chamber of International Commerce

iE Bl B

CERTIFICATE

2% No. 203302A0/031384

ZAEW: BB SCHFRIR B S IR AR

,/\ g ,x\

op (&l for the/Pnu‘otmn
( termtmnal ’I‘rade‘

China

(,(rll

Hﬂl
Authorlzed
Signature:

H#i: 20204£07H13H
(Date: Jul. 13, 2020)

Yang Jinjin

Website for verifying the certificate: http://www.rzccpit.com/validate. html
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R AR IEFE
PEOPLE’S REPUBLIC OF CHINA
B= 77 28 an i C1 S5 ERA
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EHRT: #H5EHE 20200181 2
Certificate NO.: HNMPA 20200181

ek LHG
Product (s): See Attachment

Model: See Attachment

FERERREREIES: TH4

Registration certificate(s): See Attachment

by KPVEAETHEARAF
Manufacturer: Changsha Changjiu Medical Technology Co., Ltd.

EFESVER:KPTABEAFHELEL 1048 T LAEHEES LR 13-15
# 609-610 5

Address of manufacturer: Rm. 609-610, Bldg, 13-15, Shanhe Medical&llealth
industrial Park, No. 1048 of Zhongging Road, Kaifu District, Changsha
City, Hunan Province, China.

EFEUETRERKIES: e R 4L 20180032 5
Manufacturing License(s): Hunan CFDA Production Permit No. 20180032

HiEHALRFRERTETEEFHEE.
This is to certify that the above products have been registered
to be manufactured and sold in China.

WHAERERE: 20225 T7H6H

This certification valid until:Jul.6,2022

MR R EFEER
HUNAN EDE&~PR S A_m!IgISTRATION

\ 2020 & 7 A A
N Jul. 7, 2020/

Rlai
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(H1WE17H )

(Page 1 of 1 Pages)

PR AT RIS EMHESR S

2 @R

Product(s) Model REG.NO:
-+
ERSFIOR CEFH) MRS PlETHER, BB 17, 5enx9. Sem i v E 20202140673
1 Medical Surgical Masks Model: Plane ear hanging tvpe with a specification of
(sterile) 17. 5emX 9. Scm. H\MPA Certified 20202140673
BERAEOR GEEMS) | MBENS. FHEHER, MiEH17.5emX9. 5em. #ibidE 20202140674
2 Medical Surgical Masks Model: Plane ear hanging type with a specification of
(non-sterile) 17. 5em X 9. 5cm. HNMPA Certified 2020%

BEAS: S, FRBUFHEA: WK (R6cn) : KN95-01
(10.7X15.8) .KN95-02(10X 14, 5) . KN95-03(9. 6X 12. 3) .
KN95-04 (9.5X14.5) . KN95-05 (10.5%X15.5) « KN95-06
(10.5X11.8) , KN95-07 (11X16.5) , KN95-08 (12X 12) | #iibkiidE 2020214093

ERBPORE EERED

3 Medical protective mask X - S
Model: folding ear hanging type:; Specifications (in | HNMPA Certified 20202140938

| cm) :KN95-01 (10. 7X15.8) . KN95-02 (10X 14.5) . KN95-03
| (9.6X12.3).KN95-04(9. 5X 14.5).KN95-05( 10. 5X 15.5).
KN95-06 (10.5X 11.8) . KN95-07 (11X 16.5) . KN95-08 (12
X12)

(non sterile type)

USRS Ardh PR, BUEDREMEH ARR, %
‘ rega st HHER, SRERa Sk RESSICH AR,
AIMTREE: 17.5emX9. 5em, 17. 5emX 9em,  16. 5emX 8cm,
14.5 emX9. 5em, 14 emX 9cm, 13. 5emX8cm, 12. 5¢m X 9em,

[2emX 7. 5cm, 10cmX 6. Sem.
~UPEAE B A L R
(FERR)

4 L b Model: This product is flar.
Disposable Face Mask

I b3 E 20202140971

\ccording to different

wearing ways of mask belt, the product can be divided | H\MPA Certified 20202140971
(non-sterile ) . i
into ear hanging type, strap type or headband type.
According to different product sizes, they are divided
into the following specifications: 17, 5em X 9. 5cem,
17. 5emXYcm, 16, 5emX8em, 14.5 cmX 9. Scm, 14 emX 9em,
13. 5em X 8cm, 12, 5em X 9em, 12cm X 7.5¢m, and 10cm X

6. Scm.
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SGS Product inspection report

CNAS &
—_—
SGS ’/,/_’?\? Sl cT:ENigT.(gsss

Test Report SL52025258108601TX Date:Jurne 11,2020 Page 1 of 3
CHANGSHA CHANGJIU MEDICAL TECHNOLOGY CO., LTD. \

RM.609-610, BLDG, 13-15, SHANHE MEDICAL&HEALTH INDUSTRIAL- PARK, NO.1048 OF ZHONGQING
ROAD, KAIFU DISTRICT, CHANGSHA CITY, HUNAN PROVINGE,.CHINA.

/s
74

%
Z
<< <
\\\
/'ll ] |\ “\\

\
\‘\‘ \
’l

The following sample(s) was/were submitted and |dentmed en behalf of the client as:

Sample Description : Face mask

Style No. : Medical surgical mask'(non-sterile)

Composition : non-woven fabric, melt-blown fabric

Sample Color : blue )

Manufacturer . CHANGSHA CHANGJIU MEDICAL TECHNOLOGY.CO:, LTD.

Test Performed = Selemed test(s) as requested by applicant

Sample Receiving Date : “May 19, 2020

Testing Period 7 May 20, 2020 - Jun 11, 2020 ,

Test Result(s) , 1 Unless otherwise stated the resultsishown in this test report refer only to the

sample(s) tested, for further detaiis, please refer to the following page(s).

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Sha*mhan) Co., Ltd Testing Center

\ ) : "7.
s 2 !E ' ‘/‘,)w;i*‘]—"",

Sara Guo (Account Executive) . Dongjing Liu'(Authbrized Signatory)

Unless olherwlse agvaod in wrmng this documenl Is Issuod by the Company subject (o I(s General Conditions of Service printed
overleal http: com/en/Terms-and-Condition: x and, for electronic format documents,
aub]ec! lo Terms and Condl(lons for Electronic www %

Attention is drawn to the limitation of liability, mdemnlﬂcallon and juri ny

advised that In'ormlllt:n contalntd hereon roﬂoclt the Company's ﬂndbnga -( lha llme ol I!s mlervanllon only lnd wlmln "n Ilmlls ol

e erms an Condl(lonsl'l'erma --| Documenl as x.

ole r s to it: Is Client and this document does not exonerate parties to a
transaction from axorculng all lnolr rights nnd undor he Thl cannot be reproduced
except In 'uII wlmoul prior wr ten appi f the C ery ol of the content or

R % H #E o the fullest enenl o the Inw Unless otherwise stated the
° &‘T 2 S8 = results shown in thlu test repon refer only to the sample(s) leulecrand such umple(s) are retained for 30 days only.
pection & Testing Service 5 Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443
i or email: CN.Doccheck@sgs.com
1d Road Xuhu District Shanghai China 200233 t (86-21)61402666  f (86-21) 64956763 WWW.SgSgroup.com.cn
R - Ll - TR H LS89 S3BH#  MPMA: 200233 1 (86-21) 61402666 f (86-21) 64956763 @ sgs.china@sgs.com
T

Member of the SGS Group (SGS SA)
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SGS Product inspection report

SGS

Test Report SL52025258108601TX ‘Date:June 11,2020 Page 2 of 3

Test Result

Medical Face Masks-Requirements and Test Me*heds
(EN 14683:2019+AC:2019) \

Clause 5.2.2 Bacterial filtration efficiency (sFE)'
(EN 14683:2019+4AC:2019 Annex B)

14 24 3¢ 44 1) 54
(BFE), % 99.9 99.8 99.8 99,9 , 99.9

Remark: Performance Requirement: Type 1295%, Type 11298%, Type {IR 298%

* This test standard is not within the accredited scope in SGS Sharnghi testing centre, it is carried out by external
laboratory accredited by CMA (China Metrology Accreditation).,

Clause 5.2.3'Breathability
(EN 14838 :2019+AC:2019 Annex C, Flow rate 8 I/miri)

1# WX\ ' 2# 3# 44 5#
Differential pressure AP %
(Palem?) 36 26 28

Remark: Performance Requirement: Type 1<40 Pa/cm?, Type 11<40 Pa/cm?, Type 113260 Pa/cm?

Clause 5.2.5 Microbial Cleanliness
(EN 14683:2019+AC:2019 Aiiriex D and EN ISO 11737-1:2018)

: 1# 24 34 44 54
CFU/g X 23 25 25 19 24

Remark: Perferimance Requirement: Type 130 CFU/g, Type IL<.30 CFU/g, Type IIR<30 CFU/g

Unless otherwise agreed in writing, this documem ls Issued by the Company subject to its Genernl Conditions of Service printed
overleaf, available on request or accessibl l h mlenl'l’srms -and-Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Elec v s.co srma an Condll onslT-mn-e Documanl n x,
Attention is drawn to the limitation of Ilahlllly Indemnlﬂcallon and Juris ny’
advised that information contained hereon reflects the Company's nndlngs u( lho ums ol Ill m!eNonNon onl{ and wl!h!n |ho Ilml\: ol
Client’s instructions, if any. The Company's sole responsibility is to its Client and this documenl does no exoneralo parties to a
transaction from exercising all their rights and obligations under the

1y except In full, without prior written approval of the Company. Any or ol the content or
Fose k&R appearance of this document is unlawful and offenders may bo rosecuted to the fullest axtan! o lhe law. Unless otherwise stated the
s T S results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.
pection & Testing Services _ Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443
or email: CN.Doccheck@sgs.com
(Lt | 3"Buikding No.839,Yishan Road Xuhui Distict ShanghaiChina 200233 t (86-21)61402666  f (86-21) 64958763 WwW.sgsgroup.com.cn
PE - i - HICEEILNES0S3EHE  HB4: 200233 t (86-21)61402666 f (86-21) 64958763 o sgs.chinagBags.com
1

Member of the SGS Group (SGS SA)



‘ SGSHEMIR & - -ErsMRIEEREType IR
SGS Product inspection report
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Test Report SL52025258108601TX Date:June g_]\ﬁﬁzo Page 3 of 3

ot /

Sample Phot %
ample Photo - \\}a

\\’\
The statem\‘ent of conformity in this test report is only bqs\Qd\b}}/rneasured values by the Iaborato ar\\d) does not
take their uncertainties into consideration. Qg“

&QE}n‘d of Report*** ' Vw}f\,\,\

Unless otherwise agreed In writing, this document Is Issued by the Compnny subjact to m Gmenl Conditions of Service printed
overleaf, available on request or accessible a h I/www s.ccmlo ditions.asp forobclronlc format docum-m
subject to Terms and Conditions for Electro tip:7/ 598 - on 158 Do m.
Attention is drawn to the limitation of Ilsblllly mdomnlﬁutlon and juri ed ny

advised that information contained hereon reflects the Company’s ﬂndlnnl l! lh' tlm. of lll Inlorvenllon onl lnd wlmln m. Ilmlls ol
Client's instructions, if any. The Company’s sole rasponslhllltl is !o its Client and this dooumenl does not exonerate parties to a
transaction from oxorcltlng all ihalr rights and his document cannot be reproduced
except in full, without prior of ti y rvory or falsification of the content or
appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law. Unless otherwise stated the
results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.

Attention: To check the of testing /inspection report & certificate, please contact us at telephone: (86-755)8307 1443,
or email: CN.Doccheck@sgs.com

District Shanghai,China 200233 t (86-21)61402666  f (86-21) 64958763 WWW.SgSgroup.com.cn
*. - kil &itx:!m!ass&aﬁ& HB4R: 200233 1 (86-21)61402666  f (86-21) 64956763 e sgs.china@sgs.com

Member of the SGS Group (SGS SA)
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ntertek

Total Quality. Assured.
Test Report
Number: GZHT02302034
\
S~
/;§<)L}\§\'
)
Report Ref: GZHT02302034 i 'V
Date Received: Jun 10, 2020 L,Vpa”eé‘ Issued: [ Jun 19, 2020
Company Name: CHANGSHA CHAN({I (‘_‘AL TECHNOLOGY CO.,LTD
Address: RM.609-610, BL , SHANHE
MEDIC DUSI' RIAL PARK
NO.10 ZHONGQING ROAD, KAIFU
i p@ , CHANGSHA CITY
< ) \
Contact Name: e | A
} . ,,’,,' X — /&\’) §\'
AT A, ¥ )
The Followi mple Was Submitted And Identified By/On Behalf Of The Appl%&l&:
End :| Non-Sterile Medical Face Mask L2
Ratings :[ Type Il o
Sample Name : Surgacal Mask (Non-Sterile ) Q(\ A
Size : \\\\ \
Colour :mm A
Standard :| EN 14683: zcumczzow
Date received/ Test Started :[ Jun 10, 20&_,
Test was conducted on spec{%ltéﬁs,\at our client’s request. i, “\()\\
> 13
v AE
O, 2 (; 1)\)
@h\x\ 3_\*
R
./\ N~ -~
A
A\ 9
g
Prepared And Checked <
For Intertek Tesnnqs nzhen Ltd. Guangzhou Branch
Zy
- o \

v

Lin Lin
General Manager

(OO AR Ty Pogez 05

WEN / abbyqzeng

Intertek Testing Serv Stishah
FYNK# RESAMBSIBICNG
Room 02, 1-&/F & Room 01, E10 1/E201/E30 1/E401/ES01/ES0 1 ét e Hengyun Building, 235 Kaifa Ave., Guangzhou
No.7-2, Caipin Road, Guangzhou Sdence City, GETDD, Guangi nﬂ* S-Esedomic & T gical Develop District, Guangzhou, China
::l‘ﬂ&ﬁ&#ﬂlﬂﬂ*“li TRHZ=W1-sRO2E & K M R B S5 R A 235 BEE AN 38
' : +86 20 8306 6868 Fax: +86 20 8222 8169 Postcode: 510730

E201. E301. E401. E501. E601. E701. EB801
Tel: +86 20 8213 9001 Fax: +86 20 8208 9909 Posicode: 510663
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ITS Product inspection report

ntertek

Total Quality. Assured.
Test Report
Number:  GZHT02302034
Original Sample Photo
\.
i
\
S
i
0
S BN .
<\ \)‘Ql' A

Prepared And Checked By: g;j@‘@x ’

For Intertek Testing Services Shenzhen Ltd. Guj

Lin Lin
General Manager

(RO U T ATy Poe 2 o5

inLtd. Guangzhou Branch
A b NS
¥ JHengyun Building, 235 Kaifa Ave., Guangzhou
ey omic & Technological Development District, Guangzhou, China
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ITS Product inspection report
ntertek

Total Quality. Assured.
Test Report
Number: GZHT02302034

| Summary of testing:

> ‘\'
With reference to following standard: A
o EN 14683:2019+AC:2019 Medical face masks — Requirements and, tst miethods Type II
AN
Materials Used in The Submitted Sample Were Found To CompIyL ‘The Type II Requirements of EN
14683:2019+AC:2019 with respect to Microbial Cleanliness, “Filtration Efficiency and Differential Pressure

tests. \\/&

N

\,
,r“:i.,\/ 5% o
52 & + *@%—N{*
V2 o WS
@*\K @ X
N

A K)(i S
A& LB a
K- Q %

KO

Prepared And Checked By: R e
For Intertek Testing Services She Bhe Guangzhou Branch

Lin Lin
General Manager
| A AR U P 3 05
WEN / abbygzeng
Intertek Testing Serv St td Guangzhou Branch
YK B S '}“ ']r"Mﬁ"‘]

Room 02, 1-&/F & Room 01, E10 1/E201/E30 1/E4 0 1/ES01/E60 1, EH01, e Hengyun Bulkding, 235 Kafa Ave., Guangzhou

No.7-2, Caipin Road, Guangzhou Saence City, GETDD, Guangghouy, Chi - ‘ﬂ &Ti logical Develop District, Guangzhou, China

PESCMEFEAF AEHSRAENE 782N 1R 025 03 ”ﬁ e m

101,
E201. E301. E401. E501. E601. E701. EB01 : +86 20 8306 6868 Fax: +86 208222 8169 Postcode: 510730

Tel: +86 20 8213 9001 Fax: +86 20 8208 9909 Posicode: 510663
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ntertek

Total Quality. Assured.
Test Report

Number: GZHT02302034
Tests Conducted (As Requested By The Applicant)

1 Microbial Cleanliness

As Per EN 14683:2019+AC:2019 Medical face masks-Requirements and test methods Annex D.

A\
>x e
Test Item e e < T Limit
Specimen | Specimen | Specimen | Specimen/| Specimen | (cfu/g)
(1) (2) (€) x;‘c';;( (5)
Microbial cleanliness 9 10 % LLf Y 1 |
N
Remark: X \X
cfu = colony forming unit }\{Q/‘

< = Not more than ‘\%ﬁ%\ )

2 Bacterial Filtration Efficien s 'ﬁ»
As Per EN 14683: 2019+A§‘é9 Medical face masks — Requirements And Test od.é,}knnex

152
BN - X% ‘ Performance
A / P
!g EQ\“L ' Reads (%) 2% LL// Requirement for
T A K=
Specimen | Specimen \/gédmen Specimen Medical Face
(1) @ B B (5) Mask (%)
Bacterial \K\ ?
Type II: 298
;:;a“m 99.9 9%8 }\S‘ 99.7 99.8 9.9 »
won &
(BFE) W X\
>/»'\ N
Remarks: ‘;\i‘ ) 7g
Bioqu rosol: Staphylococcus aureus (ATCC 6538). \\}&
2. Testing side: Outside of the test specimen was facing towards the challenge ae?y@l
3. Testarea: 78 cm’ 4 \%
4. Flow rate: 28.3 L/min X 2
5. The average plate count results of the positive controls: 2400 CFU <
6. The average plate count results of the negative controls:.< i7\
7. CFU = Colony Forming Unit \?\\
R
R
WEN / abbyqzeng a }<&L \)\%
/’/ Page 4 Of 5
*_ mmk Testing Servige$ . Guangzhou Branch
N TN I B AR RIONG M 5372 =
Room 02, 1-8/F & Room 01, E10 1/E201/E301/E401/E 501/E601 g 301, : Hengymauiang 235Kaifa Ave., Guangzhou
No.7-2, Caipin Road, Guangzhou Science Gity, GETDD, Guangghaxt, B TR &T gical Development District, Guangzhou, Chine
;‘lrmemm»nm*uuqu w1-8% 02 il B M 5F R X R A 235 B WEANS §
E201. E301. E401. ES01. E601. E701. E801 +86 208306 6868 Fax: +86 20 8222 8160 Postoode: 510730

Tel: +86 20 8213 9001 Fax +86 20 8208 9909 Posicode: 510663
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Total Quality. Assured.
Test Report

Number: GZHT02302034
Tests Conducted (As Requested By The Applicant)

Q7
3 Differential Pressure (EN 14683:2019+AC:2019 Annex C): 4, &9‘-
Air flow: 8L/min, Test area diameter 25 mm, Test area: 4.9 cm®. |, X

Tested Sample Resut fgg%@ s Performance
5 Requirement for
R{Q/, Medical Face Mask

Specimen (1) Kg\ﬁ?\ 26.4 T%m.< 40
X R
g B G ¢

Specimen (4) -7 }\X 28.7 P X\f}’d
Specimen > 263 iRk
27.6 X\ 7
Remark Test was conducted by external provider. \,{Q;\%
?5\53 ’ End of Report
@3
This report s made solely on the basis of your i ﬁfﬂfmcmdmmbﬂwpkdbywu It is not intended to be a

the Client in respect of this report and onl) bility to the Client insofar as s expressly contained in the terms and conditions goverming

recommendation for any particular course of actign;., Ii does not accept a duty of care or any other respansilbility to any person other than
Intertek’s provision of services to you. I no warranties or representations aither express or implied with respect to this report save

as provided for in those terms and i have aimed to conduct the Review on a diigent and careful basis and we do not acaept any
Kability to you for any loss arisil in connection with this repart, in contract, tory, by statute ar atherwise, except in the event of our
gross negigence or wil No copy of the test report{ except for full text copy) shall be made without the written approval by
Intertek.

\

r/
WEN / d)byqxg_\%‘-

Page 5 Of 5
Intertek Testing Serv Guangzhou Branch
YK R E b a8
Room 02, 1-&/F & Room 01, E10 VE201/E301/E401E 501/E601 201, 2 ng)qn Building, 235 Kaifa Ave., Guangzhou
No.7-2, Caipin Road, Guangzhou Science City, GE TDD, Guangfhou, Ghi &T gical Devek District, Guangzhou, China

PESMEFERF REHFRATAE 7R W 18R 028 & S
101.

E201. E301. E401. ES01. E601. E701. E801
Tel: +86 20 8213 9001 Fax +86 20 8208 9909 Posicode: 510663

MEFRFREFRAE 25 EsAMIR
: +8620 8306 6868 Fax: +86 20 8222 8160 Postcode: 510730



‘ T antéiREs Product inspection report

—GTTC— o Nl

170000113982 el

TEST REPORT (Electronic wersion)
VERIFICATION WEBSITE: www. gttc.net.cn
VERIFICATION CCRE: MYRR-5507-24
No:200156423 ISSUE DATE: 2020-06-09

APPLICANT: CHANGSHA CHANGJIU MEDICAL TECHNOLOGY CO:;-LTD.

ADDRESS: RM. 609-610, BLDG. 13-15, SHANHE MEDICAL & HEALTH INDUSTRIAL PARK, NO. 1048 OF
ZHONGQING ROAD, SHAPING STREET, KAIRU DISTRICT, CHANGSHA CITY, HUNAN PROVINCE,
CHINA

INFORMATION CONFIRMED BY APPLICANT:

DISPOSABLE SURGICAL MASK (NON-STERILE)

QUANTITY:50 PIECES

STYLE NO. : 20200524

SIZE: TIES 17. 5cm9. 5em

DATE OF MANUFACTURE:2020..5:24

MANUFACTURE’ S NAME: CHA®GSHA CHANGJIU MEDICAL TECHNCLOGY CO., LTD.

DATE RECEIVED/DATE TEST STARTED: 2020-06-08

CONCLUSION:

BACTERIAL FILTRATION EFFICIENCY M
COLIFORM. GROUP M
TOTAL>AMOUNT OF BACTERIAL COLONY M
TOTAL AMOUNT OF FUNGUS COLONY M

PSEUDOMONAS AERUGINOSA

STAPHYLOCOCCUS AURELS

HEMOLYTIC STREPTOCOCCUS

APPEARANCE([3 PIECES]

STRUCTURE AND SIZE{3 PIECES]

NOSE CLIP[3 PIECES]

MASK STRING[3 PIECES]

RESISTANCE AGAINST PENETRATION BY SYNTHETIC'BLOOD
PRESSURE DIFFERENCE

PARTICLE FILTRATION EFFICIENCY

FLAVE RETARDANT PERFORMANCE )

NOTE: “M" -MEET THE STANDARD'S REQUIREMENT  “F” -FAIL TO MEET THE STANDARD'S REQUIREMENT
“—" =NO COMMENT

APPROVED BY: '5]} % ll‘
ZiShan Guo SENIOR ENGINEER

B8: rTHERAREIES
HWEXVRE: MMHHEBE VLRGSR E1S

ERMEIOE-4H0 (ETER)
Medical Surgical Mask-Banding type (non-STERILITY)
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—GTIC— 170000113982

TEST REPORT (Electronic version)

8 FHR s
VERIFICATION WEBSITE: www. gttc.net.cn
VYERIFICATION CQODE: MYRR-5507-24

i
RO
No:200156423 ISSUE DATE: 2020-06-09
REMARK :
THIS REPORT IS THE ENGLISH TRANSLATION VERSION OF THE REPORT-20001342.
ALL THE TESTED ITEMS ARE TESTED UNDER THE STANDARD CONDITION (EXCEPT FOR INDICATION).

COPIES OF THE REPORT ARE VALID ONLY RE-STAMPED.
THE EXPERIMENT WAS CARRIED OUT AT No. 1, ZHUJIANG ROAL;—PANYU DISTRICT, GUANGZHOU, GUANGDONG, P.R.CHINA.

APPROVED BY: 3? %’ '-L
ZiShan Guo SENIOR ENGINEER

B8 riinEERE IS $iE:020-61994598/61994599
ERBITRE: MNHESEZMENESSIRAE1S $Bi5:020-37721161

ERMEIOE-4%I0 GEEER)
Medical Surgical Mask-Banding type (non-STERILITY)



k‘ TSR ES Product inspection report
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GTTC i 170000113982 A‘r

TRST EEPORY > S wered
2 No: 200156423

BE: M EREREIIES Bi%:020-61994598/61994599
ZBXRE: MNHESENEN NG ETREE1S #i%:020-37721161

ER/MEIOE-4FH. (IFTER)
Medical Surgical Mask-Banding type (non-STERILITY)
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TEST REPORT (Electronic wversion)

No:200156423

B8 IMTEARKIEIS H7%:020-61994598/61994599
EBXRRE: MHHESRBEAHEL S RAE1S HiE:020-37721161

ERMEIOE-4F5, (IFETEE)
Medical Surgical Mask-Banding type (non-STERILITY)
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E' [ % B MA ipac%&cms,.i..

GTTC 170000113982 //_'\\ v o

TEST REPORT (Electronic version)

No:200156423

BACTERIAL FILTRATION EFFICIENCY (%)

(YY 0469-2011 ANNEX B, TEST BACTERIA: STAPHYLOCOCCUS AUREUS ATCC 6538, TEST AREA:
49cm? , FLOW RATE: 28.3L/min, MEAN PARTICLE SiZE: 3.0wm, RESULT OF THE POSITIVE
CONTROL: 1.9X10? CFU, RESULT OF THE NEGATIVE CONTROL: <<1CFU)

REQUIREMENT

BFE, 99.4 =95

BFE, 99.2 (YY 0469-2011)

BFEs 99:1 )
COLIFORM GROUP
(GB 15979-2002 ANNEX B)

REQUIREMENT
JOT DETECTED MUST NOT BE DETECTED

(YY 0465<2011)

TOTAL AMOUNT OF BACTERIAL COLONY (CFU/g)
(GB 15979-2002- ANNEX B)
REQUIREMENT
<20 =100
(YY 0469-2011)

TOTAL ANOUNT OF FUNGUS COLONY (CFU/g)
(GB 15979-2002 ANNEX B)
REQUIREMENT
NOT -DETECTED MUST NOT BE DETECTED
(YY 0469-2011)

PSEUDOMONAS AERUGINOSA
(GB 15979-2002 ANNEX B}
REQUIREMENT
NOT DETECTED MUST NOT BE:BETECTED
(YY 0468-2011)

STAPHYLOCOCCUS AUREUS
(GB 159792002 ANNEX B)
REQUIREMENT
NOT DETECTED MUST NOT BE DETECTED
(YY 0469-2011)

HEMOLYTIC STREPTOCOCCUS

(GB 15979-2002 ANNEX B)
REQUIREMENT
NOT DETECTED MUST NOT BE DETECTED
(YY 0469-2011)

APPEARANCE([3 PIECES]
(YY 0469-2011 5.1)
REQUIREMENT
PASS THE APPEARANCE OF THE MASK SHOl

(YY 0469-2011)

28 FWm&mexﬁtr
HBERE: MHBHESRINSAREEREE1S

ERMEIOE-4H0 (ETER)
Medical Surgical Mask-Banding type (non-STERILITY)
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170000113982

TEST REPORT {(Electronic versionm)

No:200156423

STRUCTURE AND SIZE[3 PIECES]
(YY 0469-2011 5.2)

REQUIREMENT
STRUCTURE: PASS AFTER WEARING THE MASK, IT SHOULD BE
SPECIFICATION (cm) : ABLE TO COVER THE WEARER™S NOSE, MOUTH
LENGTH WIDTH TO JAW, AND SHOULD CONFORM TO THE DESIGN
18 17.6 9.4 SIZE AND TOLERANCE.
28 17.7 9.4 (YY 0469-2011)
38 17.5 9.4
NOSE CLIP[3 PIECES]
(YY 0469-2011 5.3)
REQUIREMENT
PASS THE PLASTIC.NOSE CLIP SHOULD BE ATTACHED

TO THE MASK. THE NOSE CLIP LENGTH SHOULD
NOT ‘BE<LESS THAN 8. Ocm.
(YY. 0469-2011)

MASK STRING!3 PIECES]

(YY 0469-2011 5.4)
REQUIREMENT
PASS MASK STRING SHOULD BE EASY TO WEAR. THE
BREAKING STRENGTH AT THE CONNECTION
POINT BETWEEN EACH MASK BELT AND THE
MASK BODY SHOULD NOT BE LESS-THAN 10N.
(YY 0469-2011)

RESISTANCE AGAINST PENETRATIGY BY SYNTHETIC BLOOD

(YY 0469-2011 5.5, SURFACE TENSION OF SYNTHETIC BLOOD:0.042N/m)
REQUIREMENT
NO PENETRATION NO PENETRATION-APPEARED ON THE INSIDE OF
MASK.
(YY_0469-2011)

PRESSURE DIFFERENCE (Pa)
(YY 0469-2611-5.7)
REGUIREMENT
38.4 <49
(YY 0469-2011)

PARTICLE FILTRATION EFFICIENCY (%)
(YY 0469-2011 5.6.2, AIR FLOW: 30L/min; AEROSOL: NaCl, AEROSOL CONCENTRATION:
15mg/m® , TEMP: 23.1°C, RH: 34.4%)

REQUIREMENT

MINIMUM 3. 54 =30
(YY 0469-2011)

FLAME RETARDANT PERFORMANCE{s)
(YY 0469-2011 5.8)

REQUIREMENT
12 0.0 =)
28 0.0 (YY 0469-2011)
32 0.0
End of Report
BE: MTRERKILEIS BiE
ZW/EZRE: SHBEIR BB NN ERAE1S BiE:02(

ERIIMEIOZE-4w. AECEE)
Medical Surgical Mask-Banding type (non-STERILITY)
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K‘ CEiE CE certificate
CERSTEmBEp+EREE Stk i A IR

CE Compliance statement + EU Local
registered Agent

Declaration of Conformity

Manufacturer: Changsha Changjiu Medical Technology Co.,Ltd

Rm.609-610, Bldg, 13-15, Shanhe Medical&Health industrial
Park, No.1048 of Zhongging Road, Kaifu District, Changsha
City,Hunan Province, China

whose single Luxus Lebenswelt GmbH
Authorized EU- Kochstr.1, 47877, Willich, Germany Skt )
Representative: DIMID: DE/0000047791 ) O~
Lin Sun \ 'S
Tel: 0049- 1715605732 s \ i
E-mail: info.m@luxuslw.de X\ L
Product Name: Disposable Face mask \\/\\ \ e
i oir . KL °
Classification: I of ANNEX o rectlve 93/42/EEC / x 3 \

Conformity Asiegsmgnt‘Route Annex III e >\\ /

\
We here %ared that above mentioned pro&uct%\et the transposition into na;EUIZL v#ime
provisions of the following EC Cciﬁn?k |rectwés and Standards. All supm entations
are retained under the prg manufacturer.
,\‘ '
General\\. \ llcable Dirx \e\s>/
Al Tob1 eq\gj

Medical Devices lTiI GXTIVE

Harmoniz d\ ,SStandards

\LS& 13 5 2016 EN ISO 10993 EN 980-2003
EN'14683: 2019 EN ISO 14971-2007

& l‘»lu """-"
Signature: jéy s, o TRt
Name: pengfen W “1 oI @ ;
TEL: +86-18973110199 &, T w,/

Position: Manager 2020&)4—27




I\‘ CEIlE¥H CE certificate
CEfF & TER AR +RREE =t E A CIE

CE Compliance statement + EU Local
registered Agent

Manufacturer: Changsha Changjiu Medical Technology Co.; Lt

Rm.609-610, Bldg, 13-15, Shanhe Medicalé&Health industrial Park,
No.1048 of Zhongging Road. Kaifu District, Changsha City,Hunan
Province, China

whose single Luxus Lebenswelt GmbH
Authorized EU- iCachstr. 1, 47877, Willich, Germany
Representative: DIMID: DE/0000047791

Lin Sun

Tel: 0049- 1715605732
E-mail: info.m@Iluxusiw.de

7

Declaration of Conformity \ \
l

1

|

|

|

|

|

Product Name: Medical Surgical Mask (Non-sterile)
|
Type: TypelIR [
|
Classification: Class I i

Classification: | of ANNEX IX of Directive 93/42/EEC

Conformity Assessment Route: Annex 111

We here declared that above mentioned product met the transposition into national
law, the  provisions of the following EC Council Directives and Standards: All
supporting documentations are retained under the premises of the manufacturer.

General Applicable Directives:

f
Medical  Devices DIRECTIVE ?
|
|

Harmonized Standards:

EN ISO 13485:2D16 EN ISO 10993 EN 14683: 2019
Sigv\‘a’tg[e}

Ti’flév\\“- ; aMger

Date:. | 2020-06-01

POS(’tl’OP\Zi Cb\ay\gsl/\a
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Russian EAC waiver letter

Oprat 1o ceprudHkauny npoaykunn OOIIECTBa ¢ OrpaHHYEHHON OTBETCTBEHHOCTLIO "LIEHTp HenbITanuii W
meTpoaoruu”

HAHMEHOBANIE OPraHa NO CEPTHHNKALMN, BKAIOHAR OPIAHIIALHONNO-NPABOBYIO HOPMY
Mecto Haxoxkaenus: 117545, POCCHSL, ropoa Mockea, yiuua Jlopoxktas, aom 8 kopnye 1. K1-103
dakTnyeckuii aapec: 117545, POCCHS, ropoa Mocksa, ynuua [lopoxnas, 1om 8 kopnye I, K1-103
Tenedon/daxc: +7 9773643357/ Azpec neKTpoHHOH nouThl: metr.center@gmail.com
OI'PH 1167746434338

anpec, teaedon, paxc, OFPH(HIT)
Artrecrar akkpeantaunn Ne RA.RU.1THB32 cpok zaeiictsus ¢ 01 .08.2019
BblnaH deaepanbHOil c1yK00i 10 aKKpeAHTaLHH

PErHCTPALIMOHKBIIT HOMEP ATTECTATA AKKPEANTALMN, KOIIA i KEM BbIIAH

YTBEPX/(AIO
PyKoBOMTEb OPriiia 110 cepTUdHKALIH
\ MPOAYKIHMH

\ L.U. SeasiHkuHA

Moanuer,  / HiHumManbl, hamuins

PELIJEHVI‘E ﬂ@MEP!bI'O
Ne 02679 ot 29.05.2C20 r.

B pesy./ibTaTe paceMoTpeHus 3asBaeHns N 02679 o1 2%.95.2020r.
"Changsha Changjiu Medical Technology Co..Ltd"

HANMEHOBAHNE IARBMTENN - IOPHIAHYECKOTO mu -l'll\) HHANBHAYATBHOTO NPEANPHHHMATER

CBEAEHIA O PETHCTPALINI OPraNHIALIN I HHANBIAYAIBHOTO NPEANPHHIMATENR
MecTo HaxokaeHus (axpec opuanyeckoro smia): Kuraii, Rm.609-610, Rtidg, 13-15. Shanhe
Medical&Health industrial Park, No.1048 of Zhongging Road, Shapiry street , Kaifu District, Changsha
City

MECTO HAXOKACHHA (IOPHANYECKHTT 12pes) i} GAKTHHECKHTT anpec (BRII0YR HAHMEHOBANHE Crpanst), renedon, Gake, A1PEC INEKTPOHHON NOvTH

0 PeruecTPAIHH 1KJIAPAIIH O CO0TBETCTBHH NPOAYKULE TpeOoBAHHAM TEXHHHECKOI o(-HX)
persiamenTta(-0B) TaMoKeHHOIG €003 (EADC):

Macku KN Tuna, pasmep 17.5 cM*9.5 cm; 10.7 em*15.8 em. [Ipoaykius H3roTosrieHa 8 COOTBETCTBHH
C TeXHHYECKOH JIOKYMCHTALMECH H3rOTOBUTEIS.

IO NATTMEHOBATIIC PRy KU, BRAT- N CHEACHIR, ODECTIENIBAIOIIIC C& HACHTHBIMKALAN, & TAKAC HAIMEHOBIHNE I PEKBILIITH AOKYMENTE: B COUTBETCTBNI € KOTOPHIMM HITOT

OBAEHE NPOAYKLIRA

e TP TC (EADC). e COOTReTeTane TP aCORaMIAN KOTOPOTD MPOROANTC NOATBEPAICHIIC COOTRENCTHIA 4 GOPME ACKTAPHPOBANIA
Koa(st) TH BYJ EADC (TC) 6307909800
CepuitHbli BbINYCK

wbnexra aex ~ cepuitbiit Bunyce (¢
TAKKE PEKBH3NTEI TOBAPOCONPOBOANTENLHO J0KY

U3roroBuTEIb MPOLYKIHH:

"Changsha Changjiu Medical Technology Co. le"

MecTo HaXOKIACHHUS (47]peC IOPUIAHYECKOTrO nuua): Kman. Rm.609-610. Bldg. 13-15. Shanhe
Medical&Health industrial Park, No.1048 of Zhongging Road, Shaping street , Kaifu District. Changsha

City

MECTO HAXOKACHHA (JOPIL 1n mum aapec) 1 HAKTHHECKHT AAPEC, - 4NN OPHANHLC O AHua it ero (HANANOB, KOTOPBIE NPOKIBOAXT NPOAYKUMIO, MK MECTO ANTEARCTBA ~ LIN BiIHecKoro anua,
JAPErHCTPHPOBARYOrD & KAYECTBE HHANNHIYANLHOTO NPEANPHHHMATENR

OPTAHOM IO CEPTUGHUKALIAU MPOAYKLUU NPUHATO PEIHEHHE:
1. OTKa3aTh B PErHCTPALHH ICKHAPANMH 0 COOTBETCTBHH 3asIBICHHOI NPOAYKIUHH TpeOOBAHHAM:

anwenonamte TP TC (EADC ), HOPMATHBHLLY 20Ky eh705 € YKZ3AHHEM PAIAEAOB (NYNKTOB, NOANYHKTOB), NPEAYCMOTPEHHBIX JaHHBIM (-Mit) TP TC (EADC). wHbIX ZOKYMEHTOB
na ocnosannn: TP TC 017/2011 Texunuecxuii peraament Tamomennoro cotosa 'O 6e30nacHOCTH MPOAYKLHH Aerkon
npombimientoctn', TP TC 019/2011 Texuutecknii gernament Tamomennoro cor3a 'O 6e30MaCHOCTH CPeaCTB
MHIHBHAYATLHOH 3AMTEY. He DASNPOCTPAHSIOTCSH HA 3AABICHHYIO MPOAYKUHIO.
. N

/KQIAMMEM CPOKA ACACTBIA) / NAPTHR (C yKAZAHIEM pan ;\.: THAPTHI) / CAMHHYHOE HINEIMR (C yKAIAHIEM JABOICKOTD Ne maaeans), a
BNTALN (NPH HAAHMIK), € YKAZAHHEM N2 it aThi 33KA0L EHHA KOHTPAKTA/A0MOBOPA. nHsoiica/cneundmrannn u ap

Dkenepr %\ ,J#‘r B.JI. Hukanwmns

A
Y| —— CW HHHLATBE, DaMuans




) EFERRSEBERIES 15013485:2016

Certificate of quality Management system for
Medical Devices 1SO13485:2016

- w
ISP CERTIFICATION X?)"—_\S-
| S a
* PRI
X% |
Registration No. 63624 413ROS /%() "
4 X%“ f

rify that ; N |
certify tha N 3‘3- 1*

We hafb
Changsha Chu@i;.l\lledical Teih/n%aay’%o., Ltd. ﬁ(ﬁ
ﬁ._

Rm.609-610, Bldg, 13-15, Shanhe Medical&H npdstrial Park, No.1048
of Zhongqin d.Xaifu District, Changsha-Cli<=Hunan Province, Chm@‘\

(:)a
he t%iﬂmm medical device quglaty Nanagement system confoy xﬁ‘
% oo
7 ISO 9201
\ Scope of cer ﬁcation/registrat'w%.
K P

SR

J
R )
\%4 \%0/ Production and 3@; of Mask

S .
\5\§, 3\ date of this certificat %ﬁé, 2020 Valid date of this certificateMar 25, 2021

l’ y First regi ?V }1} 26, 2020~Registration deadline;Mar 25, 2023

(The effectiveness of lh)égo&udll be validated by periodic surveillance audit Of ISP for maintenance,
L

The intervals of noy/ore ‘ 12 months, Conditions on effectiveness of certificate see hitp:// www isp-acpe.com
Note: the use of ¢ ainland China)
° ey = e

Issued by:

INSPEC INTERNATIONAL
www.isp-acpc.com




‘ Fz|:|=|':|)-"|' Product picture

AMER CAF LY
lypropylene Spunbond Nonwovens
Block Visible Objects Such As

TRETFREFE
Polypropylene spunbond nonwovens
Absorb the hot gas exhaled from the body
Dry and comfortable skin




l\‘ “EER Product picture




ERMRIOS-8%E (TEE)

Medical Surgical Mask Packing box (STERILITY)
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Medical Surgical Mask Packing box (STERILITY)

ERMEIOS-8%E (X
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Zm&nm@m ical Mask (sterile)

BRES: FERESEK 17.5mX95cm
EBAEFEUER ) BAGTREARAS ; ]
A EP R R <) TR B E 51048 S U ES
BREIE:0731-86982339
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Medical Surgical Mask Packing box (non-STERILITY)

N

Sy Medical Surgical
e
[ ~ Product size: 175°95mm

Number: EN14683:2019 Typel R
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50pcs/BOX
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-STERILITY)

Medical Surgical Mask Packing box (non

& 185x100x90mm
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Non-sterile

MEDICAL SURGICAL MASK
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Non-sterile

MEDICAL SURGICAL MASK |
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Medical Surgical Mask (non-STERILITY) Packing data

10pcs/bag 50pcs/box

weight: 9 kg
specification:
610*440*395mm

2000pcs/box



k‘ BXZ 73l  contact information

KIVEAETRERRAR
Changsha Changjiu Medical
Technology Co.,Ltd

Kibh A REXIITEEER EER10485

LLiSAT S 251 B ==l (=1 315456096105

Rm. 609-610, Bldg, 13-15, Shanhe Medical&
Health industrial Park, No.1048 of Zhongging
Road, Kaifu District, Changsha City, Hunan

Province, China.

BREA:
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Changsha ChangJiu Medical Technology Co., Ltd




