RIE BR M
psponsibility Health Har

KOBREINBRREBRAT E/ENE
CHANGSHA FRIEND MACHINERY&ELECTRONICS TECHNOLO




FMEC

R F2007F, 2—xKIJAHM
ERpBIF~mE~. RITSHE
A—, UERHBE~mR 5 AN
SZAaMEMBEARE A,

Founded in 2007, it is a
comprehensive high-tech
enterprise integrating the
production, design and
sales of industrial and

medical protective products,
as well as the trade-type of
electromechanical products.




FMEC

ZEA# B/Business lincense

8 X MIE/Customs Certificate
XthR 5 2 E & & F/Registration
License for Import and Export
M EMIE/Commodity inspection
Certificate

ETrRMER, £78X, 8GE&®R
HE/CFDA Medical device and
producing\operation registration
MEtlFHNMNEA®IL/Technology
Innovation Little Giant

{5 AKX BIE/Company Credit
certificate

W I1SOJE$E/Company I1SO
certificate

I FDA¥M/FDA Registration
CERRHK AR/

CE Conformity Declaration
(with European Representative)
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CE
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Declaration

(with European
Representative)
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EC Declaration of Conformity
Manufacturer: whose single A ized EU-Rep
Luxus Lebenswelt GmbH
CHANGSHA FRIEND MACHINERY Kochstr.1, 47877, Willich, Germany
& ELECTRONICS TECHNOLOGY CO., LTD DIMID: DE/O000047791
188# + Road, Chang Lin Sun
Enterprise Centre 12-202, Yuhua District, Tel: 0049- 1715605732
Changsha, Hunan, P.R.China E-mail: info.m@luxusiw.de
We, the manufacturer, herewith declare that the products
Disposable Surgical Gown

meet the provisions of Directive 93/42/EEC which apply to them.

The medical device has been assigned to class | according to Annex IX of the Directive
S342/EEC. It bears the mark

following the procedure relating to the EC Declaration of Conformity set out in Annex VIl of
Directive 93/42/EEC.

This Declaration of Conformity covers all medical devices as specified in the product list
belonging to this declaration.

The above i of is ly under the ibility of

CHANGSHA FRIEND MACHINERY & ELECTRONICS TECHNOLOGY CO,, LTD

Centre 12-202,

188# Huanbao Road, Chang: i
Yuhua District, Changsha, Hunan, P.R China
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/Company
FDA
Certificate

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This centifies that
CHANGSHA FRIEND MACHINERY AND ELECTRONICS TECHNOLOGY
CO.,LTD

A188# Huanbao Road, Changsha International Enterprises Centre 12-202,
Yuhua District, Changsha, Hunan, PR.C

has completed the FDA Establishment Reg and Device Listing with the US Food & Drug
Admimstration, through

HEALREG SERVICE INC
Owner/Operator Number: 10072457

Device Listing#: See annex

HEALREG SERVICE INC will confirm that such regixtration remains effective upon request and
presemtanon of this centificase wntl the end of the calendar year suated above, unless said registrasion is
terminated afier tsswance of this certificate. HEALREG SERVICE INC makes mo ather representations or
warransses, nor does this certificate make any represemations or warrantics 10 amy person or entity other than
the mamed centificase holder, for whose sole benefit it is ismed. Thix certificate does not demote endors ement or
approval of the centificate-holder s device or s sablishment by the US Food and Drug Adwinistration.
HEALREG SERVICE INC asswmes no liability 1o any person or entity in conmection with the foregoing.

Pursuant to 21 CFR 807.39, “Registration of a device o of areg. number
does mot in any way denote approval of the extalishment or ity products. Any representation that creates an

mpr s sion of official approval fecatae of regsiration or posses sion of @ registration mumber 1 musicadi ng and
constinutes misbranding. ” The U.S. Food and Drug Administration does mot isswe a certifi cate of registration,
nor does the U.S. Food and Drug Adwministration recagnize a certificate of registration, HEALREG SERVICE
INC is mot affiliated with the U.S. Food and Deug Administration

D Son

Issued: May 06, 2020

Fiscal Year 2020

CERTIFICATION OF REGISTRATION
Annex to Device Listing# for Owner/Operator Number: 10070457

Expiration Date: December 31,2020
—~—h P P—

ListingNo. | Code | DeviceName | Promarket | . ities
Submission
Number/Type
D398012 FXP COVER, SHOE, Exempt
OPERATING-
ROOM
D398004 MSH Resparator, surgical Exempt
D398015 OEA Non-surgical Exemptn
isolation gown Manufscturer
D398016 QKR Face mask (except Enforcement Foraign
N9S respirator) for Disaetio Exporter
general
public/healthcare
personnel per 1E
guidance
D398018 wp Radiographic Exempt
protective Glove
D398007 HQY Sunglasses (none Exempt
prescription
mcluding
photosensitive)
D398009 FYF CAP, SURGICAL Exempt
END OF THE ANNEX _Sm

Chief engineer
Issued: May 06, 2020
Expiration Date: December 31,2020

0
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The upper is covered with uneven surface,
which is very slip resistant

The double elastic band with good
elasticity is adopted

Good toughness, resists tearing, durable,
fixed shoe cover is not easy to fall off
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Computer Room
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