Fighting against COVID-19,
we dre together.

With the massive global outbreak of COVID-19, Aeonmed
customized this respiratory work station to save more lives
according to the clinical requirements.

Shangrila 510S

Integrated Respiratory Work Station

AEOMMED

Reliable Quality Thoughtful Service



With advanced technology and versatile ventilation
functions, 510S respiratory work station meets the
breathing requirements of adult and pediatric.

Shangrila 510S

Integrated Respiratory Work Station

Clinical Enhancements
« Manual breath

« Inspiratory hold

 Alarm silence

* Pre-use test

FAIEOMED

Reliable Quality Thoughtful Service

Complete Ventilation Modes

The device hosts six ventilation modes.

Besides the conventional Volume-Controlled ventilation
mode, it also has Pressure-Controlled ventilation mode,
SIMV and CPAP modes.

The machine can provide a precise tidal volume.

It also provides inspiration hold and manual breath,
one-button operation, and is thus incredibly convenient.

Ideal O: Delivery

With its advanced technology, the range of FiO2 can be
set from 40% to 100%.

 Furthermore, this range can be adjusted continuously.

Working Scenarios
» Ward, Emergency Department,
Sub-acute Care Unit

HQ: Building 9, No.26 Outer Ring West Road, Fengtai District, Beijing 100070, China

Science Park: No. 10, Chaobai Street, Yanjiao Development Zone, Sanhe City, Hebei Province
065201, China

TEL: +86-10-5841 1198

Http: //www.aeonmed.com

FAX: +86-10-6371 8989
E-mail: marketing@aeonmed.com

The information contained in this leaflet is correct at the date to publication. The policy of Beijing Aeonmed Co,, Ltd. is one of the continued improvement to its products.
Because of this policy, Aeonmed reserves the right to make any change, which may affect the information in this leaflet without giving prior notices.

Shangrila 5105-202003



Shangrila 510S

Integrated Respiratory Work Station

TECHNICAL AEONED
Reliable Quality Thoughtful Service
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Shangrila 510S Integrated Respiratory Work

Station is customized to save more lives in

the global outbreak of COVID-19 pandemic.
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Patient Type
Adult & Child (>3.5 kg)

Ventilation Modes
A/C-V with Sigh
SIMV-V
SPONT/PSV
MANUAL

Enhancements
Apnea back-up ventilation
Alarm silence

Parameter Setting
Tidal volume (Vt)
Pinsp

Psupp

CPAP (NIV)

PEEP

Pressure trigger
Flow trigger
Frequency (f)

I:E ratio

Pause time (Tpause)
O, concentration
Inspiration flow

Monitoring Data
MV VT
FiO, Ppeak

Waveform Display
P-T

Alarm Setting
High MV

Low MV

High FiO,

Low FiO;

High Paw

Low Paw

AC power failure
0> deficiency
Low battery
Apnea

A/C-P
SIMV-P
CPAP

Manual breath

0-2000 mL

5-50 cmH,0
0-50 cmH,0
0-30 cmH,0
0-30 cmH,0
-20-0 cmH,0
2-30 L/min
1-120 bpm (A/C)
1-40 bpm (SIMV)
4:1-1:10

0-5s

40-100 %

Max. 90 L/min

Frequency (f)
PEEP

F-T

OFF, 1-25L

OFF, 0-24 L

OFF, 50-100 %
OFF, 35-99 %
6-80 cmH>0
0-40 cmH,0

Gas supply down
MV high

No VT

CP high



Language
Chinese
Spanish
Turkish

English
Italian
Other languages

Environmental Requirements

Temperature
Operating condition
Storage condition
Relative humidity
Operating condition
Storage condition
Barometric pressure
Operating condition
Storage condition
Accessories

Trolley

Edition: V202003

-18-50 °C
-20-60 °C

15-95 %
10-95 %

70-110 kPa
50-110 kPa

Humidifier

FIEOMED

Reliable Quality Thoughtful Service

Electrical

AC voltage 100-240V, 50/60 Hz

DC voltage 12V

Battery run time Minimum 4.5 hours
Battery type Nickel-cadmium battery
Gas Supply

Supply pressure (02) 250-600 kPa

Flow Max. 180 L/min

Physical Specifications

Main unit weight 3 kg (exclude trolley)
Dimension (H*W*D): 168* 156 *300 mm
LCD screen 5" TFT
Communication Ports RS232
J ~
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Breathing Circuit Arm

HQ: 11B2, Fengtai Science Park, Beijing, China(100070)

Science Park: No. 10, Chaobai Street, Yanjiao Development Zone, Sanhe City, Hebei Province,
China (065201)

TEL: +86-10-5841 1198 FAX: +86-10-6371 8989

Http: //www.aeonmed.com E-mail: marketing@aeonmed.com

The information contained in this leaflet is correct at the date to publication. The policy of Beijing Aeonmed Co., Ltd. is one of the continued improvement to its products.
Because of this policy, Aeonmed reserves the right to make any change, which may affect the information in this leaflet without giving prior notices.


http://www.aeonmed.com/
mailto:marketing@aeonmed.com
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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, llb or ll)

No. G1 065725 0019 Rev. 01

Manufacturer: Beijing Aeonmed Co., Ltd.
Room 405
Basement 1 to 4th Floor of 301 Unit
Building 9, No.26 Outer Ring West Road
Fengtai District
100070 Beijing
PEOPLE'S REPUBLIC OF CHINA

EC-Representative: Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrale 80, 20537 Hamburg, GERMANY

Product Category(ies): Anaesthetic Workstation, Vaporizer,
Ventilator, Medical Air Compressor,
Infusion Pump, Ceiling Pendant,
Multi-Parameter Patient Monitor,
Videoscope System, Patient Warming
System.

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 Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class lll devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: BJ19859044
Valid from: 2019-07-16
Valid until: 2022-05-03

Date, 2019-07-16 / / w,

Stefan Preif}
Head of Certification/Notified Body

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

TUV SUD Product Service GmbH - Certification Body * Ridlerstrale 65 » 80339 Munich « Germany
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ZERTIFIKAT & CERTIFICATE ¢

* Y * ** Benannt durch/Designated by
Zentraistelle der Lander 8
i._g * fiir Gesundheitsschutz 2

bei Arznelmitteln und 3
Medizinpradukten ;

*-éz*** ZLG-BS-244.10.08

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. G1 065725 0019 Rev. 01

Product Service

Facilitv(ies): Beijing Aeonmed Co., Ltd.

y( ) Room 405, Basement 1 to 4th Floor of 901 Unit, Building 9, No.26
Outer Ring West Road, Fengtai District, 100070 Beijing,
PEOPLE'S REPUBLIC OF CHINA

Beijing Aeonmed Co.,Ltd.

No. 10 Chaobai Street, Yingbin Road West, Yanjiao Development
Zone, 065201 Langfang City, Hebei Province, 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 « Ridlerstrafte 65 - 80338 Munich « Germany
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ZERTIFIKAT ¢ CERTIFICATE ¢

Deutsche
Akkreditierungsstelie
D-ZM-11321-01-00

Certificate

((DAkks

Product Service

No. Q5 065725 0022 Rev. 02

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Beijing Aeonmed Co., Ltd.
Room 405

Basement 1 to 4th Floor of 901 Unit
Building 9, No.26 Outer Ring West Road
Fengtai District

100070 Beijing

PEOPLE'S REPUBLIC OF CHINA

tuv-sud.com/ps-cert

Design and Development, Production, Distribution,
Installation and Servicing of Anaesthetic
Workstation, Vaporizer, Ventilator, Medical Air
Compressor, Infusion Pump, Ceiling Pendent,
Operating Table, Surgical Light, Multi-Parameter
Patient Monitor, Syringe Pump, Patient Warming
System, Videoscope System.

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, 2020-03-23

Page 10f 2

BJ1985904

2020-03-23
2022-12-31

CO

Christoph Dicks
Head of Certification/Notified Body

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




A4 10747

SiD TUV SUB

&= ® CEPTUOUKAT & CERTIFICADO & CERTIFICAT

A

BUD TUV

|
[
=
g
=
]
)
w
=
i
0
E
]
=
w
>
-
=i

=] 3%
A

RS

=[]\

ZERTIFIKAT e CERTIFICATE ¢

Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 065725 0022 Rev. 02

Product Service

A Iied standard s): EN ISO 13485:2016
PP ( ) Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facilitv(ies): Beijing Aeonmed Co., Lid.

acil Y( ) Room 405, Basement 1 to 4th Floor of 901 Unit, Building 9, No.26
Outer Ring West Road, Fengtai District, 100070 Beijing, PEOPLE'S
REPUBLIC OF CHINA

Beijing Aeonmed Co.,Ltd.

No. 10 Chaobai Street, Yingbin Road West, Yanjiac Development
Zone, 065201 Langfang City, Hebei Province, PEOPLE'S
REPUBLIC OF CHINA

Page 2 of 2
TUOV SUD Product Service GmbH « Certification Body « Ridlerstraie 65 « 80339 Munich « Germany




AEOMED

EC DECLARATION OF CONFORMITY

ACCORDING TO ANNEXII, ITEM3 OF COUNCIL OF DIRECTIVE 93/42/EEC AND ISO 13485:2016

MANUFACTURER: BEIJING AEONMED CO., LTD.

ADDRESS: Room 405, Basement 1 to 4th Floor of 901 Unit, Building 9, No.26
Outer Ring West Road, Fengtai District, Beijing 100070, China.

EC REPRESENTATIVE: SHANGHAI INTERNATIONAL HOLDING CORP. GmbH (EUROPE)

ADDRESS: EIFFESTRAME 80 20537 HAMBURG GERMANY

DECLARE ON OUR OWN RESPONSIBILITY THAT
MEDICAL DEVICE NAME TYPE/ MODEL Serial Number
1 Ventilator Shangrila510S SL510S(E)XXXXXXX

GMDN NAME AND CODE:  Ventilator 17423

CLASSIFICATION: I1'b, RULE 11
CONFORMITY ASSESSMENT ROUTE: ANNEX II WITHOUT CHAPTER 4

WE HEREWITH DECLARE THAT ABOVE MENTIONED PRODUCTS MEET THE
PROVISIONS OF THE COUNCIL DIRECTIVE 93/42/EEC CONCERNING MEDICAL
DEVICES. ALL SUPPORTING DOCUMENTATION IS RETAINED UNDER THE PREMISES
OF THE MANUFACTURER .

THE MANUFACTUREER IS EXCLUSIVELY RESPONHSIBLE FOR THE DECLARATION
OF CONFORMITY.

All APPLICABLE HARMONIZED STANDARD (PUBLISHED IN THE OFFICIAL
JOURNAL OF THE EUROPEAN COMMUNITIES)

EN 60601-1: 2006/AC: 2013 EN 794-3:1998+A2:2009 EN 62366-1:2015

EN 60601-1-2: 2015 EN1041:2013 ISO 13485:2016

EN 60601-1-8: 2007/AC: 2013 EN ISO 14971:2012 EN 62304:2015

EN 60601-1-6: 2015 1SO80601-2-55:2018 IEC 60601-1-12: 2014
NOTIFIED BODY: TUV SUD PRODUCT SERVICE GmbH
ADDRESS: RIDLERSTRAIZE 65 80339 MUNCHEN

IDENTIFICATION NUMBER: 0123
EC CERTIFICATE: G1 065725 0019 Rev.01
START OF CE-MARKING: 2006-05-29

QUALITY DIRECTOR:  Wei Wang
PLACE: BENING

. Wer
yeree Word 0106

AEON/QP27-D1 Verl.04



AEOMED

EC DECLARATION OF CONFORMITY

ACCORDING TO ANNEXII, ITEM3 OF COUNCIL OF DIRECTIVE 93/42/EEC AND ISO 13485:2016

TYPE : Shangrila510S

Rev. Description Draft Audit Approve
Chen Jing Zhao Yanhui Wang Wei
1.00 | the first edition
2015.3.02 2015.3.02 2015.3.02
Chen Jing Zhao Yanhui Wang Wei
1.01 | Add EN 1789:2007
2015.5.12 2015.5.12 2015.5.12
Wang Liping Zhao yanhui Wang wei
1.02 Modify the EC CERTIFICATE
2017-12-07 2017-12-07 2017-12-07
Wang jijuan Zhao yanhui Wang wei
1.03 |pdate standards
2019-03-07 2019-03-08 2019-03-08
Wang Jijuan Zhao yanhui Wang wei
1.04 Change Address and certification number
2019-07-26 2019-07-26 2019-07-26

AEON/QP27-D1

Verl.04
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Fie N R E
PEOPLE’ S REPUBLIC OF CHINA

B2 57 A3 B i H 1 45/ R B
CERTIFICATE FOR EXPORTATION OF MEDICAL PRODUCTS

EPHS: FERZANRRN20190787
Certificate NO.

PERRATR - WK
Product(s): 2.k {4

MRS NG
Model: .5

PR A RBIES: R

Registration certificate(s)

Rl ERERET RGEBRBARAT
Manufacturer: Beijing Aeonmed Co.,Ltd.

HEPEMNAERT: R EE KR TER26 579 E4-1 F4 2901 P14 F405
Address of manufacturer:Room 405, Basement 1 to 4th Floor of 901 Unit,Building 9, No.26 Outer Ring
West Road, Fengtai District,Beijing 100070, China

P A R S R R WA ¥F20040070 5

Manufacturing License(s)

ZAE W B B R B A .

This is to certify that the above products have been registered to be manufactured and sold in China.

IEHAERHIZE: 2020-10-20
This certification valid until: 2020-10-20

I

Remark:

e 20194249 )
\ ey /

hitp://10.224.3.186/writControl/writControl ActionQtws_ylqx_ylqxcpckxszm!writVie... 2019/12/19
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BRI, Anaesthetic Machine|Aeon7500A Aeon7500A AR #E20153541987
FREEAL, Anaesthetic Machine|Aeon7900D Aeon7900D E #E#E20153541986
Aeon7200A. Aeon7200A.
FREEHL Anaesthetic Machine|Aeon7200. Aeon7200. [ Ay 20163540322
Aeon7600A Aeon7600A
Shangrila935 |[Shangrila935
=Pgndy : h .
HOIFIR  |Emergency Shangrila930 |Shangrila930 | EHIEME20153542338
Hl ventilator
Shangrila920 [Shangrila920
Shangrilab10S |Shangrilab10S
IR L Ventilator Shangrila515 [Shangrila51b E SRy E20163540321
Shangrilab10 [Shangrilab510
OP#&%IH, [OP Series Operating =
HERE |Table OP830., 0OP330 [0OP830. OP330 20152541026
§§gbﬁij< Operating Table 0P850, 0P350 [0OP850. OP350 AR 20152541027
=
0L6570/70- 0L6570/70,
0L6570/50- 0L6570/50.
0L6550/50, 0L6550/50,
0L6570+ 0L6570.
LEDF A |LED Shadowless 0L6550+ 0L6550, e
:274) Surgical Light 0L9570/70+ 0L9570/70+ SRAREE20152541021
0L9570/50, 0L9570/50,
0L9550/50, 0L9550/50,
0L9570, 0L9570.
0L9550 0L9550
0L2570/70, 0L2570/70,
BikS [Overall reflection |0L2570/50, 0L2570/50.
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