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Manufacturer Medical Device production license
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Certificate of registration for medical devices
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Declaration of Conformity

"mity

TUORenN
DECLARATION OF CONFORMITY

Name and address of manufacturer: Henan Tuoren Medical Device Co., Ltd. ( €
Weiyuan Industrial Zone
Menggang, Changyuan county 453400 Henan
People’s republic of china

Declaration Of Confor

declare on our own responsibility that

the medical device:  Surgical Face Mask
Type/Specification:
Type: Ear Loop, Tie Band

~. Specification: 17.5cm * 9.5cm, 16.5 * 8cm, 14.5¢cm * 9.5cm, 13.5¢m * 8cm,
= - 12cm *7.5¢cm, 10em * 6.5¢m,
=
: S meets all applicable requirements of the Directive 93/42/EEC Annex I, as amended by Direc-
ey tive 2007 /47/EC
S
O Applied standards : EN 14683:2019 Medical face masks-Requirements
and test methods
Classification: Classified as class I not sterile according to Annex IX,
rule 1 of the Directive 93/42/EEC.
Conformity assessment procedure: Conformity assessment was performed according to

Annex V Il of the Directive 93/42/EEC.
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The Authorized Representative within the EU who MedNet EC-REP GmbH

has been empowered to enter into commitments Borkstrasse 10
on our behalfis: 48163 Miinster, Germany
=
= 2020-5-26
e
b Validity period
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place, date Henan Tuoren Medica]

ion Of (

Name: M Yuwi@q /
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CE Certification
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EC Certificate

Production Quality Assurance System
Directive 83/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 073283 0047 Rev. 00

Manufacturer Ningbo Greetmed Medical

Instruments Co., Ltd.

16F-1, Building 1

No. 98 Chuangyuan Road, Hi-Tech Zane
315042 Ningbo, Zhejlang Province

PEOPLE'S REPUBLIC OF CHINA
Product General non-active, non-implantable medical
Category(ies): devices

Non-active devices for anaesthesia, emergency
and intensive care

Non-active devices for injection, infusion,
transfusion and dialysis

Non-active instruments

Bandages and wound dressings

Medical Gloves

(For detailed information please see attachment)

The Cerification Body of TUV SUD Product Service GmuH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accorgance with MDD
Annex V. This quality assurance syslem covers those aspects of manufacture concerned with
securing and maintaining sterile conditions of the respective devices / device calegories and conforms
lo the requirements of this Directive. It is subjec! o periodical surveillance. See also noles overleal.

Report No.: SH1929915

Valid from: 2019-08-27

Valid until: 2021-04-17

Dato, 2019-08-27 f / v,
Stefan Preill

Head of Cenification/Notfied Body

Page 10l 2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH = Certification Body « Ridierstralie 65 + 80329 Munich + Germany




Authorization from Greetmed Medical to Henan Tuoren

TUORen i

EHEENRELRA2FRS HERETT

R EFEF

EZACTIMSEA JURTFBRT SWAR AT (M#K: A
JURRE) A RAWRAR CE EM D E &, R
e R AZ I T A R bR E . FIEMM, BEA UL
FFEARAR N CE EBMERAR, RLRBUHILALF AR
Ay RAFATFIAT!

. FrEZEHG!

VERAT 200 2020 4203 H 11 F— 2021 403 A 11 A

BARE GRRD 7 4,4



Test report- Non-sterile Surgical Mask
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Test report- Sterile Surgical Mask
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