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Rong Da, Yiwu City Medical Instrument Co., Ltd.
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Form QAT_10-M04, version 00, effective since March éth, 2020

Certificate of Compliance

No. 4Q200415M.YRMUO74

Certificate’s Yiwu Rongda Medical Equipment Co.,
Holder: Ltd.

4/ F, No. 37, Yiyi Road, Yiting Town, Yiwu City,
Zhejiang Province

Certification ECM
Mark:

Producj'./
Model(s): 7 175%95 mm/
Verification to;//  Standard \

[ EN 149 2001+A1 2009

:.’,f \related to,CE D| .
lf —R201 6/-425 (Pers ive Equipment)

Remark: This documqu has beef issgbd on vo\umary basis Jmm upon request of’ e manufacturer. It is
our opinion that the! fechnical documentation received from the manufacturer is safisfactory for the
requirements of the ECM Ceflification Mar le conformity 1k above an-be df!p(&d on the producv‘s
accorgimgly to the ECMJ'egu\cmon about its release and its use. i |

Additional information dn\c\cnﬁcchon about the Marking:

nd if necessa
Nofified Body. This document has been issued on the basis of the regu\chon
luntary Mark for the cenmcanon of products. RGO1_ECM rev. 3 available
it
X o /
Issuance d‘qje. 07 April 2020 — /
Expiry date: 06 April 2025 - 4
Review: prover
Technical expél\l\ ECM'SS(VICS Director
Amanda Payne ‘\\\ / “Luca Bedonni

CERTIFICA TE OF FDA
Facility Registration and Device Listing of Medical Device
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Yiwu Rongda Medical Equipment Co., Ltd.
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Owner/Operator Number: 10070858
Registration/FEI Number: Active, Waiting for Registration Number Assignment

Address: 4/F, No. 37, Yiyi Road, Yiting Town, Yiwu City, Zhejiang Province, 322000,
CHINA

has completed the Facility Registration and Device Listing with the US FDA, through
HUMISS INC.

Listing Premarket i Product
Device Name(s) Activities Models
Number Submission { Code(s)

D393976 i Exempt MSH Respirator, surgical i Manufacturer KN95 & Disposable Face Mask

HUMISS INC. will confirm that such registration remains effective upon request and presentation of this certificate until the end of calendar year
stated above, unless said registration is terminated after issuance of this certificate. HUMISS INC. makes no other representations or warranties, nor

does this certificate make any representation or warranties to any person or entity other than the named certificate holder, for whose sole benefit it is

issued. This certificate does not denote. ific s produci(s) or establis y the U.S Food and Drug
Administration. HUMISS INC. assumes no liability to any person or enity in connection with foregoing.
The U.S Food and Drug Administration does not issue a certificate of registrations, nor does the U.S Food and Drug Administration recognize a

certificate of registration, HUMISS INC. is not affiliated with the U.S Food and Drug Administration.

,l | Issue date: Apr.18, 2020

Certificate N%: HU-M-200418025 Expire date: Dec.31, 2020

4845 Pearl East Cir Ste 118, Bould 80301, U

0Q1-720-759-5888
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TEST REPORT e e ‘ —

e
W Level: —-

Sample
4 HARAN Category of safety specification: —
RS/ 35 Art. No.s ——

information

[op L. BA B OLTE (Above-mentioned information by Customer-supplied)
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TEST CATEGORY
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National Textiles and Garment Quality Supervision Inspection Center{Zhejiang)
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DECLARATION

1. Our and honesty of inspection, and is responsible for the results of
inspection, Jupmgme nmpleunm)lled by the entrusting party confidential and at the same time protecting the ownership of
the samples supplied.

2. The test report will be deemed invalid without signatures of the inspector/reviewer and authorized personnel, and the red
special inspection stamp of our organization

3. The test mpea Wil be valid i s alteed. Copies of the report are invalid without the red special inspection stamp of our
organizatior

" The st resuls shown i his report i only valid for the tested sample.

5. All the pages of the report are integral parts of the report. Our organization will not be responsible for any
‘misunderstanding or other results caused by using separate page(s) of the report.

6. 1f there is any dissent of the report, the entrusting party shall notify our organization timely. For the mandatory inspection
given by governmental administration d . and dissent about the sample being tested of test results on the report
should be dealt with in accordance with national regulations.
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The Affiliated Inspection Centers
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Zhejian, {.ighl Industrial ProductsnspectionandResearchinstitute
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Nallunal Textiles and Garment Quality Supervision Inspection Center{Zhejiang) E-Mail: 1137907994 @qg.com
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Addr:is Building No.6, 300 XiaSha Road, Hangzhou, Zhejiang

R h R R S P L CHIFIE) R.f:rl]ué 0571-89009556

National Center for Quality Supervision Inspection of Furniture(Zhi honc: 0571-89009556
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Zhejiang Center of Quality Test for Indoor Safety and Fumiture Praducts

Mhl: ST HCH AR R UTIES B | 5 R R 4 Bk

Address: Building 4 LiangZhu University Science and Technology Park, No.1,
JingYi Rd, Yuhang District, Hangzhou, Zhejiang
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Zhejiang Center of Quality Test for Light Industry and Hardware Products
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Zheji mng Center of Quality Test for Sports. Pm!um
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Address: No. 222 Tianmushan Rd.. Hangzhou, Zh

Building 3 LiangZhu University Science and Tecnnnlnn Park, No.1,

JingYi Rd., Hangzhou, Zhejiang
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National Center for Quality Supervision Tnspection of Lock(Zhejiang)
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BEFRIE: 0571-85122669
Telephone: 0571-85122669

E-Mail: 2047699564 @qq.com

RIS 0571-89001107
Telephone: 0571-89001107

E-Mail: wujtest@126.com

DR ME: 0571-85027738
Telephone: 0571-85027738

E-Mail: Lockiest@126.com

Zhejiang Center of Quality Test for Lock Products
el L DL T 28

Address: No. 24 Tangmiao Rd., Hangzhou, Zhejiang

T A AT hupdiwww.zji).en 807
Online Business-Reception/Report Inquires: hitp// www zjttj.cn:807

FEUFliE: 0571-85023552
Complaint Tel: 057185023552
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Non-woven fabric
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Meltbond
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Non-woven fabric




eq Buoy

Non-medical

Non-medi

[50[ |
FACE MASK

(50
FACE MASK P FACE MASK




. MASK

Ty
i




VLRIER




MNEmMEREETH=MERLE]

Rong Da, Yiwu City Medical Instrument Co., Ltd.
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