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[Product performance struckure and composition] The product i made up of face mask, shaging

piece and b=lt assembly. The face mask is made of non-woven cloth material, and the beftis made HOW 7O WEAR IT

of nan-wenen cloth o 2lastic band, Hon-sterile supply.

[Usa of Froducts] Applicable to the health care of the wearer in a general medical envirenment

witfieut risks of badily Fleids and splaching.

[Usapge] Dpen the packape, tabe ot the mask, fold and extand the mask and put it on, gently press | / B

the nose clip 0 make the mask close te the face, pull the lawer end of the mask under the chin, and

arranga the circumferance foobtain large-area protection effect, Itis recommended o replace it 8 THE NOEE CLI7 1S POSITIONED UPWHAD WITH ROUISE CENTER ANJOME
every 3-5 hours, El.a._ml...xnun:._._:jﬂﬂu..-._...pnnn_.n_u..-ﬂ_qzn:.,u%ﬂﬁu_-w-w
[Contraindicatians, precautions, warnings and instructions| T T E 1A THE AR E0RAE 1R EAULED
r-__.w__ua.u_cn:m naot provided aseptically, and the single package ks damaged. It is stricily P NS AR L IR AL A S S B i
prohibized, ) 5 ) PRESS BAWAET) ACCORDING T2 THE SHAPE GF THE hGSE B DCE WNTLTHE
2. This product is anly far ane-time use. Used products showkd be placed in medical waste SHARE CF THE MOTSE RBIDGE 13 COMBTTENT,

confainers far unified dostruction.
3. This product is valid [or twa years. Please pay attention Lo the expiration date of service perodof 8 FHERIKUSE IRITH HANDS 12 TACED 10 CHECK THL TN TARSS WTH THLIACE
the product befare vse. Jverdue use (s prohibited.

4, Procuction date or Batch number ard valid period is shown in the packaging bag.

[Product maintanance methads, special storape conditions, mothads]

The packaped products shall be stared m:uqm_m.:.m_,_s:&mq_u‘.:ﬁ more than B0 and shall aot be eraded by corasive substances, b well-ventilated roam.
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Product name;Disposable Use of Medical Mask (Non-sterile) G Medical grade

License MNo.: Xiangshao Machinery Emergency Preparedness No. 2020007
Production enterprise; Hunan Guotai Minkang Medical Technology Co., Ltd.
Production Address: Floor 2, Building 1, South of Gaoxin Read, Xiangshang
Industrial Park, Daxiang District, Shaoyang City, Hunan Province | _
Tel: 0739-2086777 flagriad 1 ]
Production date: Show in the packaging _ |
Storage life: 2 years S e sl
Medical Device Registration Certificate: Xiangxie Injection Standard 20202140809

Product Technical Requirement Number: Xiangxie Injection Standard 20202140609

ONon aseptic type
| o e e |







Attestation

of Conformity

No. ICR Polska/M8500620 c E
Name and address Hunan Guotai Minkang Medical Technology Co., Ltd
of Registered Manufacturer: 2 / F, building 1, south of Gaoxin Road, Xiangshang Industrial Park,
Daxiang district, Hunan Province,China
Product name: Face mask
Product type/model: GTDMMO01,GTSFMO01,GTSMO1,GTKN95,GTN95

This Attestation confirms that the product meets the requirements of the following normative
documents and within limits of its documents gives presumption of conformity with essential
requirements of Directive 93/42/EEC.

Relevant EC Directive: Medical Device Directive 93/42/EEC

Conformity assessment procedure: EC Declaration of Conformity (Annex VIl of Directive 93/42/EEC)
Classification: Class | according Rule 1 of Annex IX of Directive 93/42/EEC
Applied normative documents: EN 14683:2019

Applied Quality Management System EN ISO 13485:2016

This Attestation of Conformity will remain valid only if Quality Management System Certificate remains valid and the
surveillance audits are conducted.

The assessment process has been carried out in accordance with the program PC-P-07-07.

Evaluation has been carried out in accordance with test reports made by EUROPEAN QUALITY TEST CO., LTD.

No. of test report: EQT-2003-AB0118-MDD
Issue date: 18.03.2020
Expiration date: 17.03.2025

The mutual obligations and rights of the certification are regulated by the contract No. ICR Polska/2020-8506.

This Attestation applies to products having the same attributes (parameters), intended use, that have been
evaluated and meet the requirements of the aforementioned standards.

Director: Rafat Kalinowski

Warsaw, 18. 03. 2020. [=]24u%

ICR Polska Co. Ltd.
ul. Plac Przymierza 6, 03-944 Warszawa
www.icrpolska.com, e-mail: icrpolska@icrgqa.com




P

&
;
%:
¢
¢
¢
;
:
¥
:

2% e
LS

3
:
2
)
p
3
;
¥
o)
:
¥
)
3
o)
F
o)
&
Y
b4
&r

&S

-5

4{;‘" OMMOLG)

@y @

Fiscal Year 2020

CERTIFICATION OF FDA REGISTRATION

This certifies that:

-,

Gy
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MILOM 4":: ) 6‘ M,
0

Hunan Guotai Minkang Medical Technology Co., Ltd
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2 / F, building 1, south of Gaoxin Road, Xiangshang Industrial Park,

e

)
0,

0 DR
O

‘1:" Daxiang district, Hunan Province,422000,China
8‘% has completed the FDA Establishment Registration and Device Listing with the US Food & Drug
“.
Q

5

Administration, through

o,
e

Mo T‘»@@
O

g Shenzhen CCT Testing Technology Co., Ltd. 8
6 ¢
‘l‘t‘ ':
gg Owner/Operator Number: 10063566 ) 8
-".;j r ‘\“‘.w
1%y _Device Listing#: *’.'-q
8\% Listing No Code Device Name Proprietary Name 8
;v 2
l
?{% D376716 KHA MASK, SCAVENGING Face mask 8
Q <)
" s

CCT will confirm that such registration remains effective upon request and presentation of this certificate until the end

DO
) p 3
&5
@61 lG}\DU 0:‘)6& WCGAD,

.l of the calendar year stated above, unless said registration is terminated after issuance of this certificate. CCT makes no ¥
““. other representations or warranties, nor does this certificate make any representations or warranties to any person or =
8_6 entity other than the named certificate holder, for whose sole benefit it is issued. This certificate does not denote 8
w endorsement or approval of the certificate-holder's device or establishment by the U.S. Food and Drug Administration. "'
g;)"q CCT assumes no liability to any person or entity in connection with the foregoing. rﬁ}q
-\‘2(_.) Pursuant to 21 CFR 807.39, “Registration of a device establishment or assignment of a registration number does not QF,

in any way denote approval of the establishment or its products. Any representation that creates an impression of official E

U.8. Food and Drug Administration does not issue a certificate of registration, nor does the U.S. Food and Drug (WA

8% approval because of registration or possession of a registration number is misleading and constitutes misbranding.” The g
¢}
" Administration recognize a certificate of registration, CCT is not affiliated with the U.S. Food and Drug Administration. )

04Q) Shenzhen CCT Testing Technology Co.,Ltd. Chief engineer
bﬂ;_'j W www .fda-test.com E: fda@fda-test.com Issued: 03/21/2020
o T:400-8788-298  T: 86-755-36916737 Expiration Date:12/3
oiQ)
8_ - Web: http:/fwww.fda.gov  Tel: 1-888-INFO-FDA (1-888-463-6332)  e-mail: webmail@oc. fda™ ¥
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