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User Responsibility
This Product will perform in conformity with the 
description contained in this operating manual 
and accompanying labels and/or inserts, when 
assembled, operated, maintained and repaired 
in accordance with the instructions provided. This 
Product must be checked prior to use following the 
Pre-Use Checkout procedure described in section 
3. A defective Product should not be used. Parts 
that are broken, missing, visibly worn, distorted or 
contaminated should be replaced immediately. 

Should such repair or replacement become 
necessary, the manufacturer recommends that a 
telephone request for service advice be made to 
the local distributor. This Product or any of its parts 
should not be repaired other than in accordance with 
written instructions provided by the manufacturer or 
local distributor. The Product must not be altered. 
The user of this Product shall have the sole 
responsibility for any malfunction which results 

from improper use, faulty maintenance, improper 
repair, damage, or alteration by anyone other than 
Mallinckrodt Representatives.

Outside the U.S.A. and Canada, check local 
laws for any restrictions that may apply. 
Caution: U.S. Federal and Canadian law restrict 
this device to sale by or on the order of a licensed 
medical practitioner. 

Inhaled Nitric Oxide mixtures must be handled 
and stored in compliance with federal, state and 
local regulations.

These products have unit serial numbers with coded 
logic which indicate the year of manufacture and a 

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademark of a Mallinckrodt company. Other brands are trademarks 
of a Mallinckrodt company or their respective owner. ©2016 Mallinckrodt

BL 20051234 
sequential unit number produced that year.

10026 INOblender (DISS, 800 ppm, English)
10004 INOblender (DISS, 800 ppm, English)
10021 INOblender (NIST, 400 ppm, English)
10070 INOblender (NIST, 800 ppm, English)
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WARNINGS:
• The purge procedure must be followed 

to help ensure NO2 is purged from the 
pressure regulator, INOblender and hoses 
before the manual resuscitator bag or nasal 
cannula is connected to the patient. The 
manual bag should be squeezed repeatedly 
during use to avoid NO2 building up in the 
bag. If the bag is not squeezed repeatedly 
while delivering INOMAX the bag should 
be removed from the patient and the purge 
procedure performed before continuing. 

• The INOblender should only be used 
in accordance with the indications, 
usage, contraindications, warnings and 
precautions described in the INOMAX drug 
package insert and labeling. Refer to this 
material prior to use.

• Persons using this device should be trained 
on and experienced in the use of this 
device to assure effective administration of 
INOMAX and to avoid injury to the patient 
or others resulting from inhalation of 
excess INOMAX, nitrogen dioxide or other 
reaction products.

• The National Institute for Occupational 
Safety and Health (NIOSH) in the U.S. has 
a recommended time-weighted (8 hours) 
average concentration of 25 ppm for NO 
and a limit of 1 ppm for NO2. Persons using 
the INOblender who may be particularly 
sensitive to NO or NO2, or who may be 
exposed to these agents for prolonged 
periods as a result of the use of this device, 
should be aware that the INOblender 
does not scavenge the exhaust drug, 
and that this is vented at the resuscitator 
bag. Ambient concentrations of NO or 
NO2 are expected to be less than 0.2 ppm 
when using the INOblender, see Section 1 
Environmental Effects.

 

medical practitioner.

2

 WARNING:
Warnings tell you about dangerous conditions 
that can cause injury to the operator or the 
patient if you do not obey all of the instructions 
in this manual. 
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Pneumatic Outlet
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INOblender Schematic Diagram

Theory of Operation
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  concentration limit of 25 ppm 

 NO2 ceiling limit of 1 ppm.

 in a well 

 

 
 of air

 
 at 6 room  

 
 concentration  
 of NO 

NO and NO2

NO
NO and NO2 

NO 2. 

 

NO
NO and 

NO2

Ref. 1  Centers for Disease Control, Atlanta, GA 
 30333 USA. NIOSH Recommendations for 
 Occupational Safety and Health Standards  
 1988. August 26, 1988 / vol. 37 /No. 9.

Ref. 2 Hess et al, Use of Inhaled Nitric Oxide 
 in patients with Acute Respiratory Distress 
 Syndrome, Respiratory Care, 1996,  
 vol. 41, No 5, pg. 424-446.
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  High-Pressure Leak Test
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Operation

2

WARNINGS:
• The purge procedure must be followed to help ensure NO2 is purged from the system before the 

manual resuscitator bag is connected to the patient.

• The manual bag should be squeezed repeatedly during use to avoid NO2 from building up in the 
bag.

• If the bag is not squeezed repeatedly while delivering INOMAX, the bag should be removed from 
the patient and the bag purge procedure performed before continuing.  

over delivery of INOMAX (nitric oxide) for inhalation in excess of 80 ppm (40 ppm with a 400 ppm 
cylinder).

 - The INOblender outlet pressure has been validated for use up to 400 millibar (5.8 psig) 

greater [1.4 - 2.0 bar (20-30 psig)] and will result in over delivery of INOMAX in excess of 
80 ppm with an 800 ppm cylinder (40 ppm with a 400 ppm cylinder). The user adjusted dose 
setting on the INOblender will not correlate with, or have an effect on, the actual delivered 
dose.
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Cleaning Procedure

Maintenance

Precise Hospital Foam Cleaner 
Disinfectant
Pure Green 24

PDI Super Sani Cloth

Sani Cloth HB

Asepti-HB

Cavicide and CaviWipes

 
 

Bioquell Hydrogen Peroxide Sterilant
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Figure 5-1
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Figure 5-2
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Figure 5-3
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Recommended actions should a leak be detected:

regulator hand wheel.
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WARNING: Use only parts/accessories designated for use with this system.

Parts/Accessories Part Number 

Operation and Maintenance Manual

Operation and Maintenance Manual Part Number

Dutch

French-EU

German
Hungarian
Italian

Korean
Norwegian
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Operating and Storage Conditions  

 
 

 
 

 

INOMAX Pressure Regulator

 
 

Manual Resuscitators

device. The INOblender has been validated against the following manual resuscitation bags.* 
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Australia
Australia Representative
Ikaria Australia Pty Ltd.

1300-198-565

Europe
European Authorized Representative

MDSS GmbH
Schiffgraben 41

30175 Hannover, Germany
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Manufacturer
North America

Mallinckrodt Manufacturing LLC
6603 Femrite Drive,

Madison, WI 53718-6801 USA
877-566-9466

www.mallinckrodt.com

Europe


