XG1.U Steam Sterilizer

Product introduction

It can be widely used in department of stomatology and ophthalmology, operat-
ing room and other medical institutions. It is suitable for all wrapped or unwrapped
solid instruments, A-class cavity instrument (dental hand-pieces and endoscopes),
implantable instruments, dressing fabric and rubber tubes, etc.

Product features

© Equipped with professional and systematized sterilizing programs of fabric,
instrument, rubber, liquid, cavity, testing and auxiliary programs of BD, PCD and
leakage.

o Temperature, pressure, time, running status, failure warning liquid-crystal display.

o Intelligentized drying system to guarantee the residual humidity of instrument and
dressing no more than 0.2% and 1% respectively.

o Build-in efficient steam generator, microcomputer temperature control, time and
energy saving.

© Equipped with printer to print date, time and process parameters.

© Over-heat auto protection device, dual door safety lock device, overpressure relief
valve, short-circuit protection, and overpressure protection.
0 Perfect four-level authority management system to avoid misoperation.

Technical parameters

Design pressure: -0.1/0.25MPa Accuracy of temperature display: 0.1 C

Maximum working pressure: 0.23MPa  Accuracy of pressure display: 1KPa

Vacuum limit: -0.080MPa Chamber material: 304 stainless steel  Digitally signed by Bunic Gheorghe
Sterilization working temperature: 115~138 C Date: 2022.06.16 11:05:30 EEST

Reason: MoldSign Signature
Location: Moldova

Configuration Selections Table

o XG1.U Basic configuration

e Gt Volume Chamber size Overall size Net weight Input power
. (L) (xL) mm (LxWxH) mm (kg) (kVA)
1 XG1.UCD-100D 100 400%850 1250%x730x1660 260 10
2 XG1.UCD-100S 100 400%780 1264x730x1660 300 10
3 XG1.UCD-135D 135 500x710 1110%x750x1742 400 11.5
4 XG1.UCD-135S 135 500x620 1140x750x1742 450 11.5
5 XG1.UCD-185D 185 500x950 1350%x750%1742 460 11.5
6 XG1.UCD-185S 185 500x860 1365x750x1742 500 113
7 XG1.UCD-300D 300 632x1000 1415%x890x1780 750 18
8 XG1.UCD-300S 300 632x890 1438x890x1780 800 18
© Number of Door(s) o Material of Built-in o Voltage
[ D-Single door steam generator [1 380V, 3-Phasesyr [ 220V, 3-Phases
[J S-Double door [0 SUS304 ¥¢ [J 240V, 3-Phases [J 400V, 3-Phases
[0 SuUS316L [0 415V, 3-Phases
o Material of Chamber + Jacket
[ SUS304+SUS304 ¢ o Loading mode o Frequency o Standard accessories
[ SUS316L+SUS316L [0 Shelf loading [050Hz ¥ [ 60Hz [ Loading shelvesx2
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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lib or llI)

No. G1 003076 0003 Rev. 02

Product Service

Manufacturer: Shinva Medical Instrument Co., Ltd.
Xinhua Medical Scientific Zone
Zibo New & Hi-Tech Industrial Development Zone
255086 Zibo
PEOPLE'S REPUBLIC OF CHINA

Product Category(ies): Ethylene Oxide Sterilizer, Pulse Vacuum
Sterilizer, Radiotherapy Simulator, Medical
Electron Linear Accelerator, Dental Unit.

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 . 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 is mandatory. See
also notes overleaf.

Report No.: BJ19501033
Valid from: 2019-12-09
Valid until: 2024-05-26

Date, 2019-12-09 c
'@l(‘\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body « Ridlerstrale 65 80339 Munich - Germany



F o1y

24

-
<L
w

| =

{ -
=
Ll
X

R 2
o
a
<L

s
™
—
ee
Ll
o
. 4
—

<L
| a2
-
S
=

-
a
LLl
T
L 2
o
=

ZERTIFIKAT ¢ CERTIFICATE L

(o)
AL,

2n

***** Benannt durch/Designated by
* Zentralstelle der Linder &

| s, fiir Gesundheitsschutz 2
*;’ﬁf ﬁL% ¥ bel Arzneimitteln und ¥

* *‘A’ Medizinprodukten
K ¥ ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 83/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or Il)

No. G1 003076 0003 Rev. 02

www, z1,

Product Service

Facilitv(ies): Shinva Medical Instrument Co., Ltd.

y( ) Xinhua Medical Scientific Zone, Zibo New & Hi-Tech Industrial
Development Zone, 255086 Zibo, PEOPLE'S REPUBLIC OF
CHINA

Shinva Medical Instrument Co., Ltd.
No. 99 Beixin Road, Zibo New & Hi-Tech Zone, 255086 Zibo,
PEOPLE'S REPUBLIC OF CHINA

Shinva Medical Instrument Co., Ltd.

No. 2009 Xinhua Ave, Zhoucun, 255300 Zibo, PEOPLE'S
REPUBLIC OF CHINA

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

TUV SUD Product Service GmbH « Certification Body « Ridlerstrae 65 « 80339 Munich » Germany
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Certificate

Proade ! Seruce

No. Q5 003076 0004 Rev. 02

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Shinva Medical Instrument Co., Ltd.
Xinhua Medical Sclentific Zone

Zibo New & Hi-Tech Industrial Development Zone
255086 ZIbo, Shandong

PEOPLE'S REPUBLIC OF CHINA

Decign and Development, Produetion and Dictribufion of Dental
Unit, Dental Ziroonla Ceramio, Medical High-energy Equipment
(Medloal Eleotron Linear Accelerator, Multileaf Collimator), Elood
iradiator, Remote Control After Loading Maohine with Gamma Rays,
Medical Lacer Inctrument Equipment (CT3Im), 2oftware
(Radiotherapy Information System), Digital Medioal X-ray
Radlography 3ystem, Moblie Digit X-ray Unit, Digital X-ray
Fluorocoope Radiography 3ystem, Digital Medical X-ray
Photography Syctem, Vehiclemounted Digital Medical X-ray
Radlography 3ystem, Radiotherapy S8imulator, Co-80 Therapy Unit,
X-ray Equipment for Computed Tomography, Digital Mammography
X-ray Equipment, X-ray Blood kradiator, Digital Operation Room
Equipment (Eleotrio Operating Table, Operation Surgioal Lamp, LED
Surgloal Lamp, Patient Traneport Vehilole, Orthopedie Extenclon
Device, Electric Multi-Purpoce Obectetric Table, Eleotro-hydraulle
Operating Table) , Medical Celling Pendant, Moict Heat Dicinfeotion
and 3terilization Equipment, Dry Heat Dicinfeotion and Sterliization
Equipment, Chemioal $terlitization Equipment, Wacher and
Dicinfeotion Equipment, Autoolave, Rapld Automatio Wacher-
Dicinfeotor, H202 Low Temperature Placma Sterllizer, Efthylene
Oxide Sterilizer, Pulce Vacuum Sterlitzer.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and Is maintaining a quality management sysiem, which meets the

requirements of the listed standard(s). All applicable requirements of the testing and certification
reguiation of TUV SUD Group have to be compiled with. For detalis and certificate validity see:

Date, 20210519

FPage 1012

2021-05-19
2024-03-18

COn

Christoph Dicks
Head of Certifcation/Notifled Body

TOV 30D Product Bervice GmbH * Certification Body * Ridierstalle 65 * 80339 Munich + Germany
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