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TUV Fl:hainln;id

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hvaby Cartfes thal the OfQana aton
Hangzhou Ehanguu Medical Equipment

No. 138.Louta Davnlupmant Zone
Guancun Village,Louta Town
Xiaoshan District
Hangzhou
311266 Zhejiang
China

has establshed and apphes a quality management system for medcal devices
fai th follomAng SCOpE

(see attachment for scope included)

Proof has been fumished that the requirements speciied in

EN ISO 13485:2016

are fulfiled, The qualty management system i subsect o yearly survedlance

Effective Dale 20180710
Cermicate Regestraton No . SX 801283680 0001
An suct was performed Report No . 15048271 010
Thia Certficato i valid until 2020-04-17
Certfcaton Body
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T“v Rheinland poc. 171, Rew. @
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: DD 60129357 0001

Report No.: 15049271 010

Manufacturer: thlg:Lmu Shanyou Medical Equipment
Hu:' 138,Louta Development Zone
Guancun JLouta Town
ﬁ'hmh;;u District

u

aimﬁ Zhajiang
China

Producte:

- Endotracheal Tubes
- Laryngeal Mask Airways
- Lanyngoscope Blades
- Face Masks
(Oorygen Mask, Hon-rebreathing Mask, Hebulizer Mask)
= Buction Catheters
= Hasal Oxygen Cannulas
= Disposable Breathing Circuics
= ¥Yanlkauer Section Seta
- Anesthesia Masks
- Flltezs/RMEF
- Cathster Mounts

- Hapogagtric Tubsa

Aapects of mamcfacture comcerned with securing and
maintaining stearile condicicas enly:

- Endotracheal Tube Holders

- Artary Cospressics Tourniguets

- Imtubating Stylets

= Gusdel Adrways

Date: 2018-07-189




Manufacturer:

Products:

Expiry Date:

EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60129357 0001
Report No.: 15049271 010

Hangthou Shanyou Medical Equipment
Co., Ltd.

No. 138.Louta Development Zone
Guancun Village.Louta Town

Xinoshan District

Hangzhou

311266 Zhejiang

China

Madical Devicens
{see attachment for producte includad)

Replaces Approval, Registration No.: DD §0118922 0001

403d-04-17

The Motified Body hereby declares that the requirements of Annex V of the directive 93 42/EEC have
been met for the listed products. The sbove named manufacturer has sstablished snd applies a quality
sssurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
sforementioned directive. For placing on the market of class lIb and class Il devices coversd by this
certificate an EC type-examination certificate according to Annex Nl is reguirsd.

Effective Data

Dt

TUV Rheinland LGA Products GmbH - Tillystrafie

2010-07-19

EE (Al + A)

2018=-07=-19 {

Nirnberg

TUV Rheinland LGA Products GmbH is & Notified Body scoording to Directive 93/42/EEC

concerning medical devices with the identification number 0197,




Hangzhou Shanyou Medical Equiment Co., Ltd il B
4 ‘ou [y s . . R
E y N A RIERE kB Declaration of Conformity  MDR

Medical Face Masks, Type | Date: 2020-03-12 " Rev. A/0

EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY

Name und Adresse des Herstellers: / Hangzhou Shanyou Medical Equiment Co., Ltd.

Name and address of the manufacturer: No. 138, Louta Development Zone, )
Guancun Village, Louta Town, Xiaoshan District, Hangzhou,
Zhejiang 311266, China

Bevollmachtigter der EG: / Llins Service & Consulting GmbH

EC Authorized Representative: Obere Secgasse 34/2, 68124 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: Modelll Model: FMA. FMB. FMC. FMD
UMDNS-Code: / UMDNS code: 12447

Grundlegende UDI-DI: / Basic UDI-DI: !

Produktfotografie: f Product photograph:

der Klasse: / of class: |

nach Anhang VIl der Verordnung EU 2017/745 (MDR) / according to Annex Vil of Regulation (EU) 2017/745

Erfallt die Bestimmungen der Verordnung EU 2017/745 (MDR). Die Erkliérung gilt in Verbindung mit dem zum Produkt
gehdrigen _Endpriifprotokoll”. / meets the provisions of the Regulation {(EU) 2017/745 which apply to it. The declaration

of conformity is valid in connection with the batch-related *final inspection repori” of the device.

Konformitatsbewertungsverfahren: EU Declaration of Conformity referred to in MDR Article 19
Conformity assessment procedure: NA

Zertifikat;/ Cerlificate:

Benannte Stelle:/ Notified Body: NA
Die Konformit&tserkldrung ist gillig bis: / 2025-03-11

Declaration of Conformity is valid until: /

Hangzhou, 2020-03-12

Place, date (Hiht/ [ 1)

/]
"‘l

Name antgln
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