RSt EEHE 20200215, A A 20220214; GMDN/UMDNS 1065 : 12447
B OB i : 63079000; —4 2000 H, BE 9 AT, FHE 6.7 AT

548 )]s} 520cm X 390cm X 350cm .

CE V¥ & FIIE

www.llins-service.com

Llins, your trusted partner,

Representing you in EU !

Confirmation
of EU product notifications submitting

This is to confirm that according to Regulation (EU) 2017/745, Llins performed all
notification duties and responsibilities as the European Authorized Representative
(EC Rep) of:

MANUFACTURER: Changzhou Shuangma Medical Devices Co.,
Ltd.

ADDRESS: San He Kou Development Zone, 213115
Zhenglu, Tianning Changzhou, Jiangsu,
China

as stipulated and demanded by the aforementioned regulation.

The manufacturer declares that the Medical device - Medical face mask complies
with the regulation including all the general safety and performance requirements.

*This conformation will be automatically void if the notification is rejected by the EU
Authorities or upon termination of the EC Rep agreement.

13 March, 2020

CEACONSUCTNG BUBH

OUANE! DELBERG |

Dipl. Ing " JF. REN
— on behalf of -
Llins Service & Consulting GmbH

Llins Service & Consulting GmbH
Obere Seegasse 34/2, 69124, Heidelberg, Germany
www.llins-service.com



EC DECLARATION OF CONFORMITY

Name und Adresse des Herstellers: / Changzhou Shuangma Medical Devices Co., Ltd.
Name and address of the manufacturer: San He Kou Development Zone, Zhenglu, Tianning
Changzhou, Jiangsu, China 213115

Bevollméchtigter der EG: / Llins Service & Consulting GmbH
EC Authorized Representative: Obere Seegasse 34/2, 69124, Heidelberg, Germany

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that

das Medizinprodukt: / Medizinische Gesichtsmasken / Medical Face mask
the medical device: Modell/ Model: Planar ear loop

UMDNS-Code: / UMDNS code: 12447

Standard: / Standard: EN 14683:2018

Produktfotografie: / Product photograph

Grundlegende UDI-DI: / Basic UDI-DI: !
Handelsname: / Trade name: !
der Klasse: / of class: Class |

nach Anhang VIl der Vierordnung EU 2017/745 (MDR) /
accarding to annex VIll of Regulation EU 2017/745(MDR)

Erfullt die Bestimmungen der Verordnung EU 2017/745 (MDR). Die Erklarung gilt in Verbindung mit dem zum Produkt
gehdrigen ,Endpriifprotokoll. / Meets the provisions of the Regulation EU 2017/745(MDR). The declaration is valid in
connection with the “final inspection report” of the device.

Konformitatsbewertungsverfahren: / Annex |l, Annex Il of EU 2017/745
Conformity assessment procedure:

Die Konformitétserkiarung ist gaitig bis: / 2021-03-10
Declaration of Conformity is valid until: /

chanqzhon | y030-03-0 Xuaipinq General Marger

- T
Ort, Datum / Place, cate/ mnrmdmmwnnum
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Changzhou Shuangma PP
Medical Devices Co., L1d. Document No.: CE-FM-05 Edition: AQ Page: 1/3
CE Technical Documentation IFU Effective Date: 2020-03-10
Medical face mask
Instruction for Use
[Product Name]
Medical face mask
[Model/Size]

Model: Planar ear loop

Size: 17.5CM*9.5CM

[Intended use]

The Medical Face Masks are intended to be worn to protect against the spread or transmission of
infectious germs during surgical interventions in operating theatres and other medical facilities. The main
aim is to protect the patient against infectious germs. In addition, in certain situations the wearer should
be protected against splashes of potentially contaminated liquids and viable particles.
[Contraindications]

People who are allergic to product materials.

[Directions for use]

1. Open the package, take out the mask and expand it longitudinally to form a space between the nose
and mouth to make the breathing smooth.

2. Face the mask with light color, dark color and nose clip upward (a plastic strip).

3. After wearing the face, adjust the nose clip to make it have good tightness and prevent harmful
substances in the air from leaking into the sealing place.

4. After use, it shall be discarded in the specified dirt box and treated in a unified way to avoid product
reuse hazards and environmental pollution.

[Precautions]

1. Read the manual carefully before use;

2. This product is disposable, can not be washed and reused,;

3. Do not use in sterile ward or invasive operating room;

4. It is forbidden to use the package if the seal is disconnected, damaged or beyond the validity period of
the product.

[Package]

Plastic packaging bag. Single packing.

[Expiry]

2 years.

[Production Date]

Refer to the package label

[Storage conditions]

Page lof 3




Changzhou Shuarigma Document No.: CE-FM-05 Edition: A0 Page: 2/3

Medical Devices Co., Ltd.

CE Technical Documentation IFU Effective Date: 2020-03-10

1. Products shall be protected from heavy pressure, direct sunlight and rain and snow during

transportation;

2. It shall be stored in a ventilated, dry and non corrosive gas environment. Keep away from fire
sources and inflammables.
[Sterilization Method]

None

[Symbol Description]

Caution, Indicates the need for the user to consult the instructions for use for
important cautionary information, such as warnings and precautions that
cannot, for a variety of reasons, be presented on the medical device itself.
Authorized representative in the European Community, Indicates the
Authorized representative in the European Community

CE Mark: conforms to essential requirements of the Medical Device
Regulation 2017/745 (EU)

Date of manufacture, Indicates the date when the medical device was
manufactured

Manufacturer, Indicates the medical device manufacturer, as defined in
Medical Device Regulation 2017/745 (EU)

Use-by date, Indicates the date after which the medical device is not to be
used

Do not re-use, indicates a medical device that is intended for one use, or for
use on a single patient during a single procedure

Do not use if package is damaged, indicates a medical device that should not
be used if the package has been damaged or opened

Non-sterile

Batch code, Indicates the manufacturer's batch code so that the batch or lot
can be identified.

Fragile, handle with care, indicates a medical device that can be broken or
damaged if not handled carefully.

Keep away from sunlight, indicates a medical device that needs protection
from light
sources.

Keep dry, indicates a medical device that needs to be protected from
moisture.

Page2of 3




Changzhou Shuangma Document No.: CE-FM-05

Medical

Devices Co., Ltd.

Edition: A0 Page: 3/3

CE Technical Documentation IFU

Effective Date: 2020-03-10

=

Name: Changzhou Shuangma Medical Devices Co., Ltd.
Add: San He Kou Development Zone, Zhenglu, Tianning Changzhou,

Jiangsu, China.

Tel: 0086 519-88676588
www.shuangma-china.com

Name: Llins Service & Consulting GmbH

'REP
L= Add: Obere Seegasse 34/2, 69124, Heidelberg, Germany
DIMDI Code: DE/0000048234
Email: info@llins-service.com
Tel: +49 175 4870 819
Prepared by Audited by Approved by
2 5 LA S ‘ 2 ':‘. = ,}j
)'] U,:.}_] < ;' % B¥ ‘4:\%.%
b | |
I
2020-03-10 2020-03-10 2020-03-10
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ZERTIFIKAT @ CERTIFICATE &

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

CHANGZHOU SHUANGMA MEDICAL DEVICES CO.,,LTD

San He Kou Development Zone, Zhenglu Town, Tianning District
Changzhou, Jiangsu, 213115, CHINA

has completed the FDA Establishment Registration (as manufacturer , foreign exporter,

contract manufacturer ) and Device Listing with the US Food & Drug Administration,
through

U.S. Agent for FDA SUNGO TECHNICAL SERVICE INC.
Communications: 6050 W EASTWOOD AVE APT 201, CHICAGO,
ILLINOIS 60630, USA
Telephone: +1-855-957-7779 / E-mail: sungo.group@yahoo.com

Owner/Operator Number: 10063032
Device Listing#:
Listing No | Code | Device Name

ACCESSORY, SURGICAL APPAREL
(Isolation mask)

D375120 LYU

SUNGO Technical Service Inc. will confirm that such registration remains effective upon request and
presentation of this certificate until the end of the calendar year stated above, unless said registration is
terminated after issuance of this certificate. SUNGO Technical Service Inc. makes no other
representations or warranties, nor does this certificate make any representations 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 endorsement or approval of the certificate-holder’s device or establishment
by the U.S. Food and Drug Administration. SUNGO Technical Service Inc. assumes no liability to any
person or entity in connection with the foregoing.

Pursuant to 21 CFR 807.39, “Registration of a device establishment or assignment of a registration
number does not in any way denote approval of the establishment or its products. Any representation
that creates an impression of official approval because of registration or possession of a registration

ber is misleading and consti misbranding.” The U.S. Food and Drug Administration does not
issue a certificate of registration, nor does the U.S. Food and Drug Administration recognize a
certificate of registration, SUNGO Technical Service Inc. is not affiliated with the U.S. Fpod pffd Drug
Administration.

@" ngo l|'=_D

SUNGO CHINA OFFICE Tel: 021-68828052 Email:Shage2008@126.com \Website: www.sungoglobal.com

Add: 13" Floor, No.1500 Century Avenue, Shanghai 200122, PR.China
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