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CERTIRCATION

| CERTIFICATION

.

CERTIFICATE

NUMBER: 995513

is awarded to:

PT CAHAYA MAS CEMERLANG
Kompleks Majapahit Permai Blok C No. 105
Jl. Majapahit No. 18-20-22

Jakarta Pusat 10160

The SI Certification Body certify that

The Environmental Management System of

the above organisation has been audited and implemented
to comply with the requirements of ISO 14001:2015

This certificate is valid for the activities as below:

1. Design, fabrication, installation and supply of

medical devices , mining equipment, steel construction equipment,
environmental machineries and equipment for industrial waste,
hospital waste, laboratory waste, domestic waste

and water treatment.

2. Design, fabrication, installation and supply of medical

gas devices and equipment for hospital.

3. Design, fabrication, installation and supply of machineries and
equipments for forestry, agriculture, oceanic and fishery.

4. Design, fabrication, installation and supply of vehicle body shop.

Date of registration: 20-02-2013
Date of expired : 04-01-2022
Date of issued: 05-01-2019
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Titik Liza Marrietta, CEQ

For the SI Directorate

2| I\‘

This certificate only valid as announced at Client List Status in http:/ssi-certification.com

In the issuance of this certificate, Si Certification assumes no liabliity to any party other than to the client

and then only in accordance with the agreed upon Certification Agreement.
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CERTIFICATE

CERTIFICATE

NUMBER: 995311

is awarded to:

PT CAHAYA MAS CEMERLANG
Kompleks Majapahit Permai Blok C No. 105
JI. Majapahit No. 18-20-22

Jakarta Pusat 10160

The SI Certification Body certify that

The Quality Management System of the above organisation
has been audited and implemented to comply with

the requirements of ISO 9001:2015

This certificate is valid for the activities as below:

1. Design, fabrication, installation and supply of

medical devices, mining equipment, steel construction equipment,
environmental machineries and equipment for industrial waste,
hospital waste, laboratory waste, domestic waste

and water treatment.

2. Design, fabrication, installation and supply of medical

gas devices and equipment for hospital.

3. Design, fabrication, installation and supply of machineries and
equipments for forestry, agriculture, oceanic and fishery.

4, Design, fabrication, installation and supply of vehicle body shop.

Date of registration: 05-01-2012
Date of expired : 04-01-2021
Date of issued: 27-09-2018

=
For the SI Directorate

This certificate only valid as announced at Client List Status in http://ssi-certification.com
In the issuance of this certificate, SI Certification assumes no liability to any party other than to the
client and then only in accordance with the agreed upon Certification Agreement.
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IS0 13485

CERTIFICATE

NUMBER: 995401

is awarded to:

PT CAHAYA MAS CEMERLANG
Kompleks Majapahit Permai Blok C No. 105
JI. Majapahit No. 18-20-22

Jakarta Pusat 10160

The SI Certification Body certify that Medical Devices
Quality Management System of the above organisation
has been audited and implemented to comply with
the requirements of ISO 13485:2016

This certificate is valid for the activities as below:

1. Design, fabrication, installation and supply of environmental
machineries and equipment for industrial waste, hospital waste,
laboratory waste and domestic waste.

2. Design, fabrication, installation and supply of medical devices
and equipment for hospital.

3. Design, fabrication, installation and supply of machineries and
equipments for forestry, agriculture, oceanic and fishery.

4. Design, fabrication, installation and supply of vehicle body shop.

Date of registration: 08-01-2013
Date of expired : 07-01-2023
Date of issued: 08-01-2018

Titik Liza Marrietta, CEQ
For the SI Directorate

This certificate only valid as announced at Client List Status in http.//ssi certification.com
In the issuance of this certificate, SI Certification assumes no liabllity to any party other than to the
client and then only in accordance with the sgreed upon Certification Agreement.

CERTIFICATE

NUMBER: 9957836

is awarded to:

PT CAHAYA MAS CEMERLANG
Kompleks Majapahit Permai Blok C No. 105
JI. Majapahit No. 18-20-22

Jakarta Pusat 10160

The SI Certification Body certify that

Occupational Health & Safety Management System of

the above organisation has been audited and implemented
to comply with the requirements of ISO 45001:2018

This certificate is valid for the activities as below:

1. Design, fabrication, installation and supply of

medical devices , mining equipment, steel construction equipment,
environmental machineries and equipment for industrial waste,
hospital waste, laboratory waste, domestic waste

and water treatment.

2. Design, fabrication, installation and supply of medical

gas devices and equipment for hospital.

3. Design, fabrication, installation and supply of machineries and
equipments for forestry, agriculture, oceanic and fishery.

4. Design, fabrication, installation and supply of vehicle body shop.

Date of registration: 20-02-2013
Date of expired : 04-01-2022
Date of issueg: 05-01-2019

#[ {l -

Titik Liza Marrietta,CEO
For the SI Directorate
This certificate only valid as announced at Client List Status in http:/ssi-certification.com

In the issuance of this certificate, SI Certification assumes no liabliity to any party other than to the client
and then only In accordance with the agreed upon Certification Agreement.

CERTIFICATION  §1 CERTIFICATION  §1 CERTIFICATION  §1 CENTIICATION  §I CERTIFICATION  SI CERTIFICATION  SI CERTIFICATION 1 CERTIFICATION 51 CERTIFICATION

W CERTIFICATIC




EC Certificate TOVRheinland
Directive 93/42/EEC Annex I, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60133038 0001
Report No.: 16806267 006

Manufacturer: Beijing Aerospace
Changfeng Co., Ltd.
CASNUC Building, No. 51-A,
Yongding Road, Haidian District
100039 Beijing
China

Products: Medical devices

(see attachment for site and products included)

Replacees Certificate, Registration no.: HD §0130281 0601

Expiry Date: 2023-07-11

The Notified Body hereby declares that the requirements of Annex I, excluding soction 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject 1o periodic surveillance, defined by Annex II,
section § of the aforementioned directive. For placing on the market of class Il devices covered by

this. i an EC desig g to Annex Il, section 4 Is required,

Effective Date: 2019-11-07

Date: 2019-11-07

TUV Rheinland LGA Prod GmbH - TillystraRe 2 =-5¢7

0731 Niirnberg
TOV Rheintand LGA Products GmbH is & Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197,

EC CERTIFICATE

EC Certificate TUVRheinland
Directive 93/42/EEC Annex I, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60133038 0001
Report No.: 16806267 006

Manufacturer: Beijing Aerospace
Changfeng Co., Ltd.
CASNUC Building, No. 51-A,
Yongding Road, Haidian District
100039 Beijing
China

Products: Medical devices

(see attachment for site and products included)

Replacee Certificare, Registration no.: HD 60130281 00601

Expiry Date: 2023-07-11

The Notified Body hereby decl; that the of Annex I, g seotion 4 of the directive
93/42/EEC have bean met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject 1o periodic surveillance, defined by Annex II,
soction 5 of the aforementioned directive. For placing on the market of class lll devices covered by

this i an EC desig i g to Annex I, section 4 Is required.

Effective Date: 2019-11-07

Date: 2019-11-07

TUV Rheinland o

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60133038 0001
Report No.: 16806267 006

Manufacturer: Beijing Aerospace
Changfeng Co., Ltd.
CASNUC Building, No. 51-A,
Yongding Road, Haidian District
100039 Beijing
China

Products:

- Anaesthetic Units

- Anaesthetic Vaporizers

- Ventilators

- Medical Ultrasound Diagnestic Systems

Site included:
Beijing Aercspace Changfeng Co., Ltd,

No.52 Yongding Road, Haidian District,
Beijing, 10003%, china

2019-11-07

TUVRheinland

/1,

Rev

o




ACMS812A Ventilator

Feature :

a.
b.

Suitable for adult and child

For various treatment environments such as emergency room, operating theater,
ambulance, patient transfer and first-aid

Unique invasive and non-invasive ventilation modes to meet the different patients’
needs

Inspiration halt, convenient for sucking phlegm

Oxygen mixing technique to adjust oxygen concentration and meet the oxygen therapy
need

Alarm and monitoring system which meet the international safety standard

TFT screen, displaying various respiration parameters and wafeforms

With built-in battery and on-vehicle power connector for A/C and D/C power supply
PEEP valve, humidifier, trolley, supporting arm and other accessories as optional



a) Specification :

b) Main parameters c) Monitoring parameters
a) Applications : Adult, child a) Tidal volume : Oml~1500ml|
: Manual can also be monitored
b) Co.ntrol mode : : Pneumatic b) Minute volume : OL/min~99L/min
o!nven an.d e.Iectrlc controll.ed, c) Lower Airway . OkP3 ~ 2kP3
timeVentilation modes switch, pressure d) Pressure Limit
limit, volume control, apnea ventilation e) Insufficient Air Source
c) Ventilation modes : A/C, SIMV, d)
SPONT, SIGH, NIPPV, manual Respiratorye) Alarm parameters
rate 4bpm ~80bpm a) Low battery alarm
d) Respiratory rate : dbpm~80bpm b) P.ower supply failure s45
c) Silence for alarm <120
e) Tidal volume : 0, 50mI~1500ml
f) I:E ratio :1:0.3, 1: 0.5, 1:
0.7,1:1,1:1.5,1:2,1:2.5,1: 3, 1:3,5,
1;4
g) Trigger sensitivity  :-2kPa~
2kPa,continuously adjustable
h) Oxygen concentration : 48-100%

)

Display mode : LCD screen
display
Waveform : Airway pressure

waveform display




.-

CURSU

ACMS812 Ventilator

Feature :

o 0o T o

e.

f.

g.

Aerospace quality, professional technology, popular model

Easy to take, dampproof, quakeproof and salt fog resistance

Invasive, non-invasive and manual ventilation in one machine

Volume regulation, pressure limit, time switch, demonstrating the strategy of lung
protection

Inspiration halt, convenient for sucking phlegm and avoiding cross infection
Driven mode: pneumatically driven and electrically controlled

Three kinds of power supply: A/C, D/C and on-vehicle power supply

Application: adult & child



Specification :

a. Main parameters

Applications : Adult, child

Control mode : Pneumatic
driven and electric controlled,
timeVentilation modes switch,
pressure limit, volume control, apnea
ventilation

Ventilation modes : A/C, SIMV,
SPONT, SIGH, NIPPV, manual
Respiratory rate 4bpm ~80bpm

Respiratory rate : dbpm~80bpm
Tidal volume : 50mI~1500ml
|:E ratio :1:0.3,1: 0.5, 1:

0.7,1:1,1:1.5,1:2,1:25, 1: 3, 1:3,5,
1;4

Trigger sensitivity  :-2kPa~
2kPa,continuously adjustable

Oxygen concentration : 48-100%

Display mode : LCD screen
display
Waveform : Airway pressure

waveform display

b. Monitoring parameters

Inhaled Tidal volume
Minute volume

Peak airway pressure

AC/DC indication

Uper & Lower Airway

Pressure Limit

Insufficient Air Source

Could monitor all parameters and
waveforms in manual mode

c. Alarm parameters

Low battery alarm

Power supply failure

Silence for alarm

Power supply : AC220V+ 10%,
50Hz+ 1Hz, 12V on-vehicle power
supply

Built-in battery: provide a more than
2-hour power supply when power off
Gas pressure: 0.25~0.6Mpa. Cylinder
gas supply can work continuously for
>30min.

Ventilator compliance: <40 x 10-ml/pa

»
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- -
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""'L PT. CAHAYA MAS CEMERLANG
M

ENVIRONTMENTAL CONTROL & MEDICAL GAS ENGINEERING AND CONTRACTOR

JI. Rawa Gelam II No. 3 Kawasan Industri Pulo Gadung Jakarta Timur,
Indonesia, Kode Pos 13260 PO BOX 4647 JKP 10046

(021) 460 2345 (Hunting) | Fax : (021) 460 2340, 460 1244
info@cahayamascemerlang.com




