Nt

Monitoring specification: E TERN’ T Y Ventilation specifi-
VTl , VTE . MV, MVspn SH 3 O O Tidal volume 20 ~ 2500ml|

Fspn. Fr‘equency IE IClY Ventisor Ventilation mode : VCV, VCV +Slgh, PCV,

PRVC, SIMV+VCV, SIMV
Ppeak, Pmean Pplat, Pmin, PEEP

m +PCV, SIMV+PRVC SPONT
FiO2 .

(CPAP/PSV) ,
Compliance, Resistance | i BIPAP APRV
| I '
Waveforms : P-T,F-T, V-T, | ||| It | | NIV/CPAPRP, NIV/PCV
| | | ' l .

Loops : P-V loop, V-F loop il WA |‘ ' ! I | Nl Hyperbaric oxygen therapy

| : I

K ! ‘ r| | ' IE: 1:10~10:1
Alarm: ] | | . |]| Inspiratory t.ime: 01~12s

' l Pause time"’ 0~50%

VTE Low/ High | ‘ : .1 4
E Low/Hig I Pressure trigger sensitivity: (PEEP-20to
MV Low/ High (i OcmH20)

FIO2 Low/ High | Flow trigger sensitivity: 1 ~ 20LPM

Paw Low/ High '

PEEP/CPAP: 0 ~50cmH20

Frequency Upper: 1—100bpm |

| ' Psupp: 0 ~ 70cmH20
Lowy: 0~99bpm | ,

l | ' | Pinsp : 5~70cmH20
Continuous airway pressure high ' | : 'I

| | ‘{E r I Fi02: 21~100%
Apena i $E [ j
| Phigh: ~ H
02 &Air failure | ’ £ 8 LT 3 0 70emAz0
4 .

AC Power failure , (':’91 - | | Plow: 0 ~ 70cmH20

] VR e N |
|l i i1 “"?t__, 7 _ |. | | | 02 suction: 100% O2 ventilation
Battery exhausted I | | Ins.Hold: 156s Max

i { i
Alarm silence time: €120 s II | Exp. Hold: 15s Max
L
Al lor - | Manual v entilation
®ptional : ' '
) ' Waveform Freeze : Yes
Alr compressor
Nebulization: 0~60 minutes

Humidifier
Support arm CO2(optional)

Trolley ETCO2(optional)

'%’) ///I///' /f() . //z/?/)(
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Ventilation specification
Tidal volume : 20 ~ 2500m]
Ventilation mode : VCV, VCV +Sigh, PCV,

S e
ETERNITY  ETERNITY

PRVC, SIMV+VCV,
SIMV+PCV,

= —

\ SIMV+PRVC ,SPONT

i (CPAP/PSV) |
/ BIPAP, APRYV

NIV/CPAP, NIV/PCV

I'E: 1:10~10:1

Sy

. . g . Inspiratory time: 0.1~12s
Basic specification piratery

Pause time: 0~50%

Display: 104 TFT touch screen )
Pressure trigger
Type: pneumatically driven
sensitivity: (PEEP-20 to OcmH20)
tronic contral

Flow trigger

Gas supply medical a2 , medical air
sitivity: 1~ 20LPM
Pneumatic system
PEEP/CPAP: 0 ~ 50cmH20
safe pressure: <125cmH20
Psupp: 0~ 70cmH20
Power supply : AC 110-240V , 50-60 Hz ‘
Sr=LPRLY Pinsp : 5~ 70cmH20
Battery: ithi
y Lithium battery, backup Phigh: 21~100%
for more than 2 hours Plowy: 0~ 70emH20
Weight (net) : 16KG 02 suction: 100% Q2 ventilation for
Dimension: (H) 00 X (W)303 X riins
(L)250mm Ins Hold: 158 Max
Monitoring specification Exp Hold: li5siitax
VT, VTE , MV, MVspn Manual ventilation
Fspn, Frequency , |.E Waveform Freeze : Yes
Ppeak, Pmean ,Pplat, Pmin, PEEP Nebulization: 0~60 minutes adjustable.
Fio?2 CO2(optional)
Compliance, Resistance ETCO2(optional)
@ptional :
Waveforms P-T, F-T, V-T,
Air compressor
Loops : P-V loop, V-F loop

Humidifier

Support am
BEIJING ETERNITY ELECTRONIC TECHNOLOGY CO., LTD

Add : No .17 Xijing Read , Badachu , Zhonguancun
High-tech Zone . Shijingshan District . Bejjiing 100041 P.R C €
TEL: 0088 - 10 - 88827491 0 1 23

FAX : 0088 - 10 - 88817023
wwwy.eternitymed.com
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ZERTIFIKAT ¢ CERTIFICATE ¢

EC Certificate

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or lll)

No. G117 04 79270 007

Manufacturer: Beijing Eternity Electronic
Technology Co.,Ltd.

F2-3,Buillding 2, No.17, Xijing Road
Shijingshan District

100043 Beyjing
PEOPLE'S REPUBLIC OF CHINA

EC-Representative: = Shanghai International Holding
Corp. GmbH (Europe)

Eiffestralte 80
20537 Hamburg

GERMANY
Product Anaesthesia machines, Ventilators,
Cat&gnry(ies): Emergency and Transport Ventilators,
Infusion Pumps, Medical Air Compressors,
NCPAP System

(Nasal Continuous Positive Airway Pressure System),
Syringe Pump.

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

Report No.: BJ1779707
Valid from: 2017-07-17
Valid until; 2022-07-16

| £ ouszwsiore G
Date, 2017-05-08 M

Stefan Preili

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
Page 1 0of 2

TUV SUD Praduct Service GmhH - Zertifizierstelle - Ridlerstrafe 65 - 80339 Miinchen - Germany

Froduct Service
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Product Service

EC Certificate

Full Quality Assurance System

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

No. G117 04 79270 007

Facility(ies): Beijing Eternity Electronic Technology Co.,Ltd.
F2-3,Building 2, No.17, Xijing Road, Shijingshan District, 100043
Beijing, PEOPLE'S REPUBLIC OF CHINA
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ZERTIFIKAT ¢ CERTIFICATE ¢

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany TV
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ZERTIFIKAT & CERTIFICATE

(( DAKKS

Deutsche
Akkreditierungsstetle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 079270 0008 Rev. 00

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Beijing Eternity Electronic

Technology Co.,Ltd.
F2-3, Building 2, No.17, Xijing Road
Shijingshan District

100043 Beijing

PEOPLE'S REPUBLIC OF CHINA

Beijing Eternity Electronic Technology Co. Ltd.
F2-3, Building 2, No.17, Xijing Road, Shijingshan District, 100043
Beijing, PEOPLE'S REPUBLIC OF CHINA

Design and Development, Production and
Distribution of Anaesthesia machines, Ventilators,
Emergency and Transport Ventilators, Infusion
Pumps, Medical Air Compressors, NCPAP System
(Nasal Continuous Positive Airway Pressure
System), Syringe Pump.

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(1ISO 13485:2016)

DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf

Report No.:

Valid from:
Valid until:

Date, 2018-10-25

Page 1 of 1

BJ1879704

2018-10-25
2021-07-16

[ o]

Stefan Preill

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