
KOO MEDICAL EQUIPMENT
www.koomedical.com

Innovative range of masks 
N.I.V. Bluestar Plus

Lightness
Seal

Comfort

The air at service of breathing

Our range

 Bluestar Plus Intensive
KM – 310 B Extra Large

Each kit includes:
Mask with air cushion, transparent connector 22 mm M,
blue connector 22 mm F, exhalation valve, headgear 
mask fixer, bulb pump.

KM – 311 B Large
KM – 312 B Medium
KM – 313 B Small
KM – 314 B Pediatric

 Bluestar Plus Secure AVV
KM – 310 V Extra Large

Each kit includes:
Mask with air cushion, blue connector 22 mm F with 
security valve, headgear mask fixer, bulb pump.

KM – 311 V Large
KM – 312 V Medium
KM – 313 V Small
KM – 314 V Pediatric

 Bluestar Plus Home CARE
KM – 310 E Extra Large

Each kit includes:
Mask with air cushion, transparent connector 22 mm M  
with security valve and exhalation holes, headgear mask 
fixer, bulb pump.

KM – 311 E Large
KM – 312 E Medium
KM – 313 E Small
KM – 314 E Pediatric

 Accessories
KM – 3101 Extra Large

Cushion replacement 
KM – 3111 Large
KM – 3121 Medium
KM – 3131 Small
KM – 3141 Pediatric

KM – 3114 Transparent connector 22 mm M

KM – 3113 Blue connector 22 mm F

KM – 3104 Forehead Space

KM – P009 Headgear Large

KM – P010 Headgear  Small

KM – 903 Exhalation valve

The lightness of the air
The use of the air cushion allows a reduction of weight.  

A mask lighter requires a lower pulling force  
from the headgear , to keep it stable

 
The seal of the air cushion 

The air cushion, anatomically designed, ensures  
an excellent control of the seal,  

avoiding losses peripherals unpleasant

The comfort of the anatomical cushion 
The anatomical air cushion allows a distribution  

of the pressure sealing eliminating dangerous pressure’s drops.  
The complete adjustment of the mask and  

the use of a headgear made of breathable material,  
makes the mask highly accepted by most patients,  

preventing the interruption of ventilation, during use of the mask.

The best handy and low-cost  
solution for non-invasive  
ventilation with a device that  
allows the replacement of  
the cushion and the shell

Responsible for EMEA (Europe Middle East Africa) Market 
Koo Europe s.r.l. 

viale delle Industrie 5 - 20020 Arese (Milano) ITALY Tel: 0039 02 93589495 - Email: info@kooeurope.com

Responsible for Asian Pacific Market 
Koo Asia Ltd 

Unit 23,9 Floor Goodwill Ind. Building, No.36-44, Pak Tin Pa Street, Tsuen Wan, Hong Kong  
Tel:+852 2110 4780 Fax:+852 2110 4783 - Email: sales@koo-asia.com

Koo Medical Equipment (Shanghai) Co.,Ltd.
www.koomedical.com

1 Songjiang Industrial Park - Songjiang, Shanghai, 201613 P.R.China
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The air at service of breathing...The air at service of breathing...

DNV BUSINESS ASSURANCE

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

Certificate No. 75900-2010-CE-RGC-NA Rev 2.0

This Certificate consists of 3 pages

This is to certify that the Quality Management System of

Koo Medical Equipment (Shanghai) Co., Ltd.

100 Zhongde Road, Dakun Industrial Park, Songjiang, Shanghai 201614, P.R.China

for design, production and final product inspection/testing of

Sterile and Non-sterile Medical Devices for Anesthesia, Respiratory 

and Critical Care

has been assessed with respect to

the conformity assessment procedure described in Article 11.3.a and Annex II excluding section 4 

(Module H) of Council Directive 93/42/EEC on Medical Devices, as amended, and found to comply

Further details are given overleaf

Place and date:

            Høvik, 10 July 2015

This Certificate is valid until:

2020-05-25

For DNV GL Business Assurance  
Norway AS

Jenny Helen Nytun Notified Body No.: 
0434

Mariann Jeremiassen

Certification Manager
Technical Reviewer

This Certificate has been digitally signed. See www.dnv.com/digitalsignatures for more info

Notice: The certificate is subject to terms and conditions overleaf. Any significant changes in design or construction may render this certificate invalid.

If any person suffers loss or damage which is proved to have been caused by any negligent act or omission of Det Norske Veritas, then Det Norske Veritas shall pay compensation to such person for his proved direct loss or damage. However, the compensation 

shall not exceed an amount equal to ten times the fee charged for the service in question, provided that the maximum compensation shall never exceed USD 300.000. In this provision “Det Norske Veritas” shall mean the Foundation Det Norske Veritas as well as 

all its subsidiaries, directors, officers, employees, agents and any other acting on behalf of Det Norske Veritas.

Det Norske Veritas AS, Veritasveien 1, 1322 Høvik, Norway. Tel: +47 67 57 9900 Fax: +47 6757 9911 www.dnv.com
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DNV BUSINESS ASSURANCEMANAGEMENT SYSTEM CERTIFICATECertificate No. 47446-2009-AQ-RGC-NA
This is to certify that the Management System of:

Koo Medical Equipment (Shanghai) Co., Ltd.100 Zhongde Road, Dakun Industrial Park, Songjiang, Shanghai 201614, P. R. China
Organization Code: 60739791-3

has been found to conform to the standard:

ISO 13485:2003 / NS-EN-ISO 13485:2012This Certificate is valid for the following product or service ranges:
Design and Manufacture of Both Sterile and Non-sterile Medical Devices for Anesthesia, 

Respiratory and Critical Care.

Initial Certification date:20 December 2000

MSYS 002

Place and date:
Høvik, 06 March 2015

This Certificate is valid until:
07 March 2018 for the Accredited Unit:DNV GL Business AssuranceNorway AS.

The audit has been performed under the supervision of
Wei Xin Jiang

Eugenie Winger Husebye

Lead Auditor

Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

This Certificate has been digitally signed. See www.dnv.com/digitalsignatures for more info

HEAD OFFICE. Det Norske Veritas AS, Veritasveien 1, 1322 Hovik, Norway. Tel: +47 67 57 99 00 Fax: +47 67 57 99 11 - www.dnv.com

LOCAL REGISTRATION COMPANY NAME AND ADDRESS: DNV GL Business Assurance (China) Co., Ltd. SUITE A, BUILDING 9, NO.1591, HONGQIAO ROAD, CHANGNING DISTRICT, SHANGHAI 200336, P.R.CHINA



The lightness of the air
The seal of the air cushion

The comfort of the anatomic cushion
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The lightness of the air
The seal of the air cushion

The comfort of the anatomic cushion

Facial Mask  - Intensive
bi level CPAP Non-vented
Its design makes it widely versatile, the presence 
in the Kit of 3 connectors allows it to operate with 
different  configurations of circuits. The connector 
with hole for exhalation allows to transform the mask 
from Non-vented to vented. A port on the connector 
allows the O2 enrichment or monitoring.

Facial Mask - Secure
bi level CPAP Non-vented
The presence of a safety valve Anti-Asphyxia,  
permits a reasonable airflow even in case of the flow 
lack coming from the fan.
There is a rotating connector a 360° blue color with a 
diameter of 22 mm F.

Facial Mask - Home CARE
Bi-level CPAP Vented
The presence of exhalation holes, the safety valve 
Anti Asphyxia and the replaceable air cushion, make 
this mask the most versatile for use in the ventilation 
of the patient at home-care.

BLUESTAR PLUS  Intensive
• Replaceable anatomic air cushion 
• Wide range of fixing points
• Headgear mask fixer in highly breathable material and with wide bearing surface for better forces 

distribution 
• Operative openings  for O2 enrichment and for monitoring
• Port for the passage of the gastric tube, or the introduction of the bronchoscope, or for simple needs of 

the patient
• Front support fully adjustable and removable

BLUESTAR PLUS  Secure  
with Security valve A.A.V.  
• Replaceable anatomic air cushion 
• Wide range of fixing points
• Headgear mask fixer in highly breathable material and with wide bearing surface for better forces 

distribution  
• Operative openings  for O2  enrichment and monitoring.
• Port for the passage of the gastric tube, or the introduction of the bronchoscope, or for simple needs of 

the patient
• Safety valve with immediate opening in the event of flow lack
• Front support fully adjustable and removable

BLUESTAR PLUS  Home-CARE 
with exhalation holes and security valve A.A.V  Home-Care
• Replaceable anatomic air cushion
• Wide range of fixing points
• Headgear mask fixer in highly breathable material and with wide bearing surface for better forces 

distribution 
• Operative openings  for O2 enrichment and for monitoring.
• Port for the passage of the gastric tube, or the introduction of the bronchoscope, or for simple 

needs of the patient
• Safety valve with immediate opening in the event of flow lack
• Exhalation holes for a correct evacuation of the exhaled breath
• Front support fully adjustable and removable

The air at service of breathing... The air at service of breathing...The air at service of breathing...

NEW NEW NEW
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DNV BUSINESS ASSURANCE

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

Certificate No. 75900-2010-CE-RGC-NA Rev 2.0

This Certificate consists of 3 pages

This is to certify that the Quality Management System of

Koo Medical Equipment (Shanghai) Co., Ltd.

100 Zhongde Road, Dakun Industrial Park, Songjiang, Shanghai 201614, P.R.China

for design, production and final product inspection/testing of

Sterile and Non-sterile Medical Devices for Anesthesia, Respiratory 

and Critical Care

has been assessed with respect to

the conformity assessment procedure described in Article 11.3.a and Annex II excluding section 4 

(Module H) of Council Directive 93/42/EEC on Medical Devices, as amended, and found to comply

Further details are given overleaf

Place and date:

            Høvik, 10 July 2015

This Certificate is valid until:

2020-05-25

For DNV GL Business Assurance  
Norway AS

Jenny Helen Nytun Notified Body No.: 
0434

Mariann Jeremiassen

Certification Manager
Technical Reviewer

This Certificate has been digitally signed. See www.dnv.com/digitalsignatures for more info

Notice: The certificate is subject to terms and conditions overleaf. Any significant changes in design or construction may render this certificate invalid.

If any person suffers loss or damage which is proved to have been caused by any negligent act or omission of Det Norske Veritas, then Det Norske Veritas shall pay compensation to such person for his proved direct loss or damage. However, the compensation 

shall not exceed an amount equal to ten times the fee charged for the service in question, provided that the maximum compensation shall never exceed USD 300.000. In this provision “Det Norske Veritas” shall mean the Foundation Det Norske Veritas as well as 

all its subsidiaries, directors, officers, employees, agents and any other acting on behalf of Det Norske Veritas.

Det Norske Veritas AS, Veritasveien 1, 1322 Høvik, Norway. Tel: +47 67 57 9900 Fax: +47 6757 9911 www.dnv.com
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DNV BUSINESS ASSURANCEMANAGEMENT SYSTEM CERTIFICATECertificate No. 47446-2009-AQ-RGC-NA
This is to certify that the Management System of:

Koo Medical Equipment (Shanghai) Co., Ltd.100 Zhongde Road, Dakun Industrial Park, Songjiang, Shanghai 201614, P. R. China
Organization Code: 60739791-3

has been found to conform to the standard:

ISO 13485:2003 / NS-EN-ISO 13485:2012This Certificate is valid for the following product or service ranges:
Design and Manufacture of Both Sterile and Non-sterile Medical Devices for Anesthesia, 

Respiratory and Critical Care.

Initial Certification date:20 December 2000

MSYS 002

Place and date:
Høvik, 06 March 2015

This Certificate is valid until:
07 March 2018 for the Accredited Unit:DNV GL Business AssuranceNorway AS.

The audit has been performed under the supervision of
Wei Xin Jiang

Eugenie Winger Husebye

Lead Auditor

Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

This Certificate has been digitally signed. See www.dnv.com/digitalsignatures for more info

HEAD OFFICE. Det Norske Veritas AS, Veritasveien 1, 1322 Hovik, Norway. Tel: +47 67 57 99 00 Fax: +47 67 57 99 11 - www.dnv.com

LOCAL REGISTRATION COMPANY NAME AND ADDRESS: DNV GL Business Assurance (China) Co., Ltd. SUITE A, BUILDING 9, NO.1591, HONGQIAO ROAD, CHANGNING DISTRICT, SHANGHAI 200336, P.R.CHINA
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