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Pulse Oximeter DAN Medical Equipment Co.L¥ \

shenzhen Hexin ZON




Pulsossimetro

MANUALE D'USO
A3/MAN-002 V2.4

www.healforce.com

Informazioni sul prodotto
Modello: A3

Attenzione: Avvertenza:

Nome del prodotto: Pulsossimetro Data del produttore: Vedere l'etichetia del
prodotto
Nome della ditta:
Produttore: Shenzhen Hexin Zondan Medical Equipment Co., Ltd
Indirizzo: piano 14, blocco D, edificio tecnologico Dianlian, incrocio tra South
Circle Road e South Fuli Road, distretto di Guangming, Shenzhen, CINA
Importatore: SHIBUMI SRL
Indirizzo: via Carducci 22 ,20123 MILANO (MI) ITALY

) sicurezza
Edizione
Prima edizione Febbraio, 2020 V2.5
Shenzhen Hexin ZONDAN Medical Equipment Co., Ltd Tutti i diritti fiservat.

Specifiche normative e di sicurezza

Standard

11 prodotto & realizzato se
SUD.

11 prodotto ha superato 1a cert

condo il sistema di qualita 180134

azione CE.

Dichiarazione
11 pulsossimetro A3 & di Classe I

Consiglio ﬂ m 0123 —"
Direttiva 93/42 / CEE relativa ai dispositivi medi hio CE di

Ta dispositivo ed & conforme ai requisiti del

conseguenza

Rappresentante UE autorizzato e
i cstrasse SU, & )
nghai Internation! Holding Corp: GmbEL (Buropa) Eiffestr
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PULSOSSIMETRO/SATURIMETRO A3 h m
0123

Pulsossimetro/saturimetro per la misurazione del livello di saturazione
dell'ossigeno nel sangue e della frequenza cardiaca. D.M
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Prima dell'utilizzo leggere attentamente le istruzioni riportate nel manuale intemo.

Vedasi nel manuale interno le condizioni specifiche di conservazione e manipolazione

Attenzione, seguire attentamente le avvertenze e le precauzioni d’ uso riportate nel

manuale interno

Shenzhen Hexin Zondan Medical Equipment Co. Ltd.
Floor 14,Block D,Dianlian Technology Building,the Crossing between South Circle

Road and South Fuli road,Guangming District

518106 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Mandatario :Shanghai International Holding Corp. GMBH
Indirizzo: Eiffenstrasse 80 ,20537 Hamburg GERMANY

Numero di serie nel retro della confezione
Vedasi lotto nel retro della confezione

Importatore: SHIBUMI SRL
Indirizzo: via Carducci 22 ,20123 MILANO (MI) ITALY
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Declaration of CoTnformity

Manufacturer Shenzhen Hexin ZONDAN Medical Equipment Co., Ltd.

Address Floor 14,Block D,Dianlian Technology Building,the Crossing between South Circle
Road and South Fuli Road ,Guangming District,Shenzhen,China

European Shanghai International Holding Corp. GmbH (Europe)

Representative EiffestraBe 80 20537 Hamburg GERMANY

Product Pulse Oximeter

Model Code A2\AZ\A4\AS

UMDNS 17148

Classification

The medical device has been classified to class 1la according to rule 10 of Annex IX of the Directive 93/42/EEC.

Conformity Assessment Route: Annex II without chapter 4 of the Directive 93/42/EEC on Medical Devices.

We herewith declare that the above mentioned products meet the transposition into national law, the provisions of the
following EC Council Directives and Standards, We are exclusively respoasible for this Doc.All supporting
documentations are retained under the premises of the manufacturer.

DIRECTIVES

General applicable directives:

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC concerning medical devices (MDD
93/42/EEC).

Notified Body: TUV SUD Product Service GmbH, Ridlerstr. 65, 80339 Miinchen, Germany
Identification number; CE0123
(EC) Certificate(s): G1171163196017

3\

TN S
Expire date of the Qeftlﬁcatﬁ:,,?.%}- 4-10
/ § /'Z';él \

Signature /Date:
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C‘ﬁ Heal Force
" Heal Force International Trading (Shanghai) Co., Ltd

6788 Songze Avenue, Qingpu District, Shanghai 201706, China
Tel: 0086-21-62728646  Fax: 0086-21-62710529  Website: www.healforce.com

Authorization Letter

Issuing Date: Dec 10th, 2020
Expiring Date: Dec 10rd, 2021

We, Heal Force International Trading Shanghai Co., Ltd, having our office at 6788
Songze Avenue, Qingpu District, Shanghai 201706, China, on behalf of Shenzhen
Hexin Zondan Medical Equipment Co., Ltd, which is subsidiary companies of Heal
Force International Trading Shanghai Co., Ltd, for Heal Force Pulse Oximeter A3
respectively do hereby authorize:

SHIBUMI s.r.l.
Via Carducci 22, 20123 Milano, Italy,

as Heal Force non-exclusive distributor of Heal Force products. And SHIBUMI s.r.l.
has the right to act as Heal Force local agent for registration, sales and services within
the authorized territory during the period of validity according to the general business
terms and conditions.

Heal Force International Trading (Shanghai) Co., Ltd retains all the right to terminate
the authorization by sending SHIBUMI s.r.l. written notification 1 month in advance.

Liye Wang
International Sales Director

Heal Force International Trading (Shanghai) Co., Ltd

Address: 6788 Songze Avenue, Qingpu District, Shanghai 201706, China  Website: www.healforce.com
Tel: +86 21 6272 8646  Fax: +86 21 6271 0529 E-mail: export@healforce.com
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DO ¢ CERTIFICAT

Praduct Service

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)
(Devices in Class lla, lib or Ill)

No. G117 1163196 017

Manufacturer: Shenzhen Hexin ZONDAN
Medical Equipment Co., Ltd.
Floor 14, Block D
Dianlian Technology Building > o)
the Crossing between South Circle Road ?Tfi Scut% Euf Roa:l o
Guangming District / Lzl
518108 Shenzhen i = 8 - B
PEOPLE'S REPUBLIC OF GHINA l = iy .‘ )

EC-Representative: Shanghai International Holdl{g A ) /
Corp. GmbH (Europe) ey _,//
Eiffestrafie 80 O

20537 Hamburg
GERMANY

Product Pulse Oximeter,

Category(ies): Patient Monitor,
Fetal Dopplers,
Fetal Monitor

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex 1.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex Il (4) certificate
1s mandatory. See also notes overleaf.

Report No.: SH1722301
Valid from: 2018-04-11
Valid until: 2023-04-10

Date, 2018-04-11 M

Stefan Preill

TOV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 2

10V SOD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Munchen - Germany Tov®

EC Certificate

Full Quality Assurance System /5

Directive 93/42/EEC on Medical Devices (MDD), Annex I excludin;(#i .
(Devices In Class lla, lIb or Ill) { X
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