Make the Connection
Compatibility Guide for Noninvasive Systems INomax DS]R®

Validated With INOmax DS ;- Plus

Caution: U.S. Federal and Canadian law restrict this device to sale by 4+t
or on the order of a licensed medical practitioner. Outside the U.S.A. +*
and Canada, check local laws for any restrictions that may apply.

Applications

The INOmax DSir: Plus Delivery Systems deliver INOMAX® (nitric oxide) gas, for inhalation. The INOmax DSir
Plus Delivery Systems must only be used in accordance with the indications, usage, contraindications, and
warnings and precautions described in the INOMAX package inserts and labeling. The approved patient
population is limited to neonates. Refer to the INOMAX Full Prescribing Information prior to use.

Please see WARNINGS on the back cover card.




INOmax DS, Plus is validated with multiple
noninvasive ventilation systems

Validated with CPAP, high-flow nasal cannula, standard nasal cannula, and ventilators used with intubated patients*

Noninvasive ventilation systems

* Babi.Plus Bubble PAP Valve and Pressure * Hamilton Arabella® Nasal CPAP*
Relief Manifold * Standard Neonatal Nasal Cannula
* Vyaire™ AirLife” nCPAP? * Hudson RCI® Neptune® Heated Humidifier
* Fisher & Paykel Healthcare Bubble CPAP With ConchaSmart™ Technology
* Fisher & Paykel Healthcare RT329 Breathing * Vapotherm® Precision Flow®
Circuit & BC Nasal Cannula * Vyaire™ Infant Flow® Nasal CPAP*
* Fisher & Paykel Healthcare RT202 Breathing - Vyaire™ Infant Flow® SiPAP™
Circuit & Optiflow™ Adult Interface
N J

Warning: The approved patient population for the INOmax DS, Plus, as specified in the drug
labeling for INOMAX® (nitric oxide) gas, for inhalation, is limited to neonates. The INOmax DS Plus

is not intended to be used in other patient populations.

*For additional information, technical assistance, or a complete list of warnings, please refer to the INOmax DS, and INOmax DS, Plus
Operation Manuals, which can be found at www.inomax.com/NIVvalidations, or contact Mallinckrodt at (877) 566-9466.

tThese ventilators have been discontinued.
For a general list of warnings, please see the attached WARNINGS card.

Mallinckrodt INOmax DS,
Pharmaceuticals

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademarks of L e

a Mallinckrodt company. Other brands are trademarks of a Mallinckrodt company or their respective owners. +
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O Babi.Plus Bubble PAP Valve and Pressure Relief Manifold

. Oxygen Source
. Oxygen Tubing

. Pressure Relief Manifold

. Injector Module
. Temperature Probe

O Ul A WNN

. 90 Degree Sample
Port Adapter

. Nasal Prongs

. Babi.Plus Bubble PAP Valve
9. Tee Adapter

10. Breathing Circuit

11. Humidifier

12. NO/N, Injector Tube

13. Injector Module
Electrical Cable

14. INOmax DS,.- Plus

15. Patient Gas Sample Line
With Nafion

N
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Connections to various ventilators are unique to each manufacturer as well as their corresponding disposable circuits.
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For additional information, technical assistance, or a complete list of warnings, please refer to the
INOmax DS, Plus Operation Manual, which can be found at www.inomax.com/NIVvalidations,
or contact Mallinckrodt at (877) 566-9466.

For a general list of warnings, please see the attached WARNINGS card.




BABI.PLUS BUBBLE PAP VALVE AND PRESSURE RELIEF MANIFOLD

MAKE THE CONNECTION

Validated noninvasive compatibility
with INOmax DS . Plus

-

o Mallinckrodt

Pharmaceuticals

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademarks of

a Mallinckrodt company. Other brands are trademarks of a Mallinckrodt company or their respective owners.
Babi.Plus Bubble PAP Valve used with permission from Respiralogics. R

© 2018 Mallinckrodt.  US PRC/dVINT/0816/0014b(2)  June 2018  www.inomax.com i w+
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O Vyaire™ AirLife" nCPAP System*

1. INOmax DSir’ Plus
2. Heated Delivery Circuit

3. Infant Flow System

4. Infant Flow Generator
5. Sample Tee
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6. Temperature Probe

7. Patient Gas Sample Line
With Nafion

8. Humidifier

9. 22F x 15M Adapter
10. Injector Module

11. NO/N, Injector Tube

12. Injector Module Electrical
Cable

*This ventilator has been discontinued.

Connections to various ventilators are unique to each manufacturer as well as their corresponding disposable circuits.
For additional information, technical assistance, or a complete list of warnings, please refer to the
INOmax DS, Plus Operation Manual, which can be found at www.inomax.com/NIVvalidations,

or contact Mallinckrodt at (877) 566-9466.

For a general list of warnings, please see the attached WARNINGS card.




VYAIRE" AirLife® nCPAP SYSTEM

MAKE THE CONNECTION

Validated noninvasive compatibility
with INOmax DS . Plus

Mallinckrodt

Pharmaceuticals

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademarks of a Mallinckrodt l mmax DS| R
company. Other brands are trademarks of a Mallinckrodt company or their respective owners. Vyaire and AirLife
nCPAP are 2018 copyrights of Vyaire Medical, Inc. Imagery used with permission. CF/802/18/0045
© 2018 Mallinckrodt.  US PRC/dvINT/0816/0014c(1)  July 2018  www.inomax.com
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Please refer to Fisher & Paykel Healthcare user instructions for correct products and setups.

Fisher & Paykel Healthcare Bubble CPAP System

1. Oxygen Source
2. Oxygen Tubing

3. Bubble CPAP Pressure
Manifold (white)

4. 22F x 15M Adapter

5. 22M/15F x 22M/15F Adapter
6. Injector Module

7. Temperature Probe

8. Nasal Prong Infant Interface
9. Bubble CPAP Generator

10. F/P Inline Infant Nebulizer
Kit (RTO10) Adapter

11. Breathing Circuit
12. MR850 Humidifier
13. NO/N, Injector Tube

14. Injector Module
Electrical Cable

15. INOmax DSr’ Plus

16. Patient Gas Sample Line
With Nafion

Connections to various ventilators are unique to each manufacturer as well as their corresponding disposable circuits.

For additional information, technical assistance, or a complete list of warnings, please refer to the
INOmax DS, Plus Operation Manual, which can be found at www.inomax.com/NIVvalidations,

or contact Mallinckrodt at (877) 566-9466.
For a general list of warnings, please see the attached WARNINGS card.
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FISHER & PAYKEL HEALTHCARE BUBBLE CPAP SYSTEM

MAKE THE CONNECTION

Validated noninvasive compatibility
with INOmax DS . Plus

Mallinckrodt

Pharmaceuticals

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademarks of

a Mallinckrodt company. Other brands are trademarks of a Mallinckrodt company or their respective owners.
The bubble CPAP imagery is used with permission of Fisher & Paykel Healthcare.

© 2018 Mallinckrodt.  US PRC/dvINT/0816/0014d(2)  June 2018  www.inomax.com




O Fisher & Paykel Healthcare RT329
Breathing Circuit & BC Nasal Cannula
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Please refer to Fisher & Paykel Healthcare user instructions for correct products and setups.

10.
. MR850 Humidifier
12.
13.
14.
. Nasal Cannula

. Patient Gas Sample Line

With Nafion

. INOmax DS, Plus

. Oxygen Source

. Oxygen Tubing

. 22F x 15M Adapter

. Injector Module

. Pressure Relief Manifold

. 22M/15F x 22M/15F Adapter
. Injector Module Electrical

Cable
NO/N, Injector Tube

Breathing Circuit
Temperature Probe
Gas Sample Tee

Connections to various ventilators are unique to each manufacturer as well as their corresponding disposable circuits.

For additional information, technical assistance, or a complete list of warnings, please refer to the
INOmax DS, Plus Operation Manual, which can be found at www.inomax.com/NIVvalidations,

or contact Mallinckrodt at (877) 566-9466.
For a general list of warnings, please see the attached WARNINGS card.
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FISHER & PAYKEL HEALTHCARE RT329

BREATHING CIRCUIT & BC NASAL CANNULA

;M | MAKE THE CONNECTION
ﬁl - Validated noninvasive compatibility

m with INOmax DS . Plus

o Mallinckrodt

Pharmaceuticals

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademarks of l mmax DS

a Mallinckrodt company. Other brands are trademarks of a Mallinckrodt company or their respective owners. IR
The RT329 Breathing Circuit & BC Nasal Cannula imagery is used with permission of Fisher & Paykel Healthcare. RaTs

© 2018 Mallinckrodt.  US PRC/dvINT/0816/0014e(2)  June 2018  www.inomax.com Re.




O Fisher & Paykel Healthcare RT202
Breathing Circuit & Optiflow™ Adult Interface

1. Patient Gas Sample Line
With Nafion

2. INOmax DS Plus

3. Oxygen Source

4. Breathing Circuit Hose
5. Injector Module

6. Injector Module Electrical
Cable

7. NO/N, Injector Tube
8. 22F x 15M Adapter
9. MR850 Humidifier
10. Breathing Circuit
11. Temperature Probe
12. Gas Sample Tee
13. 22M/15F x 22M/15F Adapter

14. 22 mm ID x 22 mm ID Cuff
Adapter

15. Optiflow Tracheostomy
16. Optiflow Nasal Cannula

eos e

ocoo..o-co-coo.no-aco-ooo-
®ecceccccccces

Please refer to Fisher & Paykel Healthcare user instructions for correct products and setups.

Connections to various ventilators are unique to each manufacturer as well as their corresponding disposable circuits.
For additional information, technical assistance, or a complete list of warnings, please refer to the
INOmax DS, Plus Operation Manual, which can be found at www.inomax.com/NIVvalidations,

or contact Mallinckrodt at (877) 566-9466.

For a general list of warnings, please see the attached WARNINGS card.
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FISHER & PAYKEL HEALTHCARE RT202
BREATHING CIRCUIT & OPTIFLOW™ ADULT INTERFACE

MAKE THE CONNECTION

Validated noninvasive compatibility
D) with INOmax DS Plus

WARNING: The approved patient
population for the INOmax DS, Plus,
as specified in the drug labeling

for INOMAX® (nitric oxide) gas,

for inhalation, is limited to neonates.
The INOmax DS, Plus is not intended
to be used in other patient populations.

Mallinckrodt

Pharmaceuticals

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademarks of

a Mallinckrodt company. Other brands are trademarks of a Mallinckrodt company or their respective owners.
The RT202 Breathing Circuit & Optiflow™ Adult Interface imagery is used with permission of Fisher & Paykel Healthcare
© 2018 Mallinckrodt.  US PRC/dVINT/0816/0014f(2) ~ June 2018  www.inomax.com




O Hamilton Arabella® Nasal CPAP System*

. Arabella

. Patient Gas Sample Line
With Nafion

. INOmax DSir’'Plus
. NO/N, Injector Tube

5. Injector Module Electrical
Cable

. Injector Module
. 22F x 15M Adapter
. Humidifier
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. Heated Delivery Circuit
. Temperature Probe
. Universal Generator

. Arabella Sample Tee

. 90 Degree Sample Port
Adapter

0 *This ventilator has been discontinued.

Connections to various ventilators are unique to each manufacturer as well as their corresponding disposable circuits.
For additional information, technical assistance, or a complete list of warnings, please refer to the
INOmax DS, Plus Operation Manual, which can be found at www.inomax.com/NIVvalidations,

or contact Mallinckrodt at (877) 566-9466.

For a general list of warnings, please see the attached WARNINGS card.




HAMILTON ARABELLA" NASAL CPAP SYSTEM

MAKE THE CONNECTION

Validated noninvasive compatibility
with INOmax DS . Plus

o Mallinckrodt

Pharmaceuticals

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademarks of
a Mallinckrodt company. Other brands are trademarks of a Mallinckrodt company or their respective owners.
Arabella imagery used with permission from Hamilton Medical. R

© 2018 Mallinckrodt.  US PRC/dvINT/0816/0014g(1)  July 2018  www.inomax.com n+
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O Standard Neonatal Nasal Cannula

. O, Flowmeter

. O, Tubing

. 15M x 4.5 mm Adapter

. 22M/15F x 22M/15F Adapter
. 300 mm of 22-mm Hose

. Injector Module
. O, Tubing Sample Tee

. Patient Nasal Cannula

O 00 g O U1 A WN o

. Patient Gas Sample Line
With Nafion

10. INOmax DS, Plus

11. Injector Module Electrical
Cable

966 G 66 9 GOQ 9 12. NO/N, Injector Tube

1 9 &

The INOmax DS, Plus can be used with nasal cannula to deliver INOMAX® (nitric oxide) gas, for inhalation concentrations
from 5 to 80 ppm and an oxygen flow rate as low as 2 L/min. Conditioning of the oxygen flow prior to delivery through the
injector module will help ensure the most accurate flow measurement. Conditioning can be achieved by adding 300 mm of
22-mm hose between the oxygen tubing and the Injector Module.

WARNING: Do not use the integrated pneumatic backup with flow rates less than 5 L/min.

Connections to various ventilators are unique to each manufacturer as well as their corresponding disposable circuits.
For additional information, technical assistance, or a complete list of warnings, please refer to the

INOmax DS, Plus Operation Manual, which can be found at www.inomax.com/NIVvalidations,
or contact Mallinckrodt at (877) 566-9466.

For a general list of warnings, please see the attached WARNINGS card.
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STANDARD NEONATAL NASAL CANNULA

MAKE THE CONNECTION

Validated noninvasive compatibility
with INOmax DS . Plus

o Mallinckrodt

Pharmaceuticals

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademarks of I l\Dmat DS
a Mallinckrodt company. Other brands are trademarks of a Mallinckrodt company or their respective owners. IR
© 2018 Mallinckrodt.  US PRC/dvINT/0816/0014h(1)  June 2018  www.inomax.com R .-'




O Hudson RCI® Neptune®” Heated Humidifier
With ConchaSmart” Technology
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. Patient Gas Sample Line With Nafion
. INOmax DS Plus

. Injector Module

. System Pressure Relief Valve

. Air/O, Blender or O, Blender

. O, Tubing

. Temperature Probe (Short Cable)
. Angled 22 mm Connector

. Patient Circuit

. Temperature Probe Connector

. Second Temperature Probe

Connector

. Comfort Flo Cannula

. Injector Module Electrical Cable
. NO/N, Injector Tube

. 22F x 15M Adapter

. ConchaTherm Heated Humidifier

. Temperature Probe (Long Cable)
. 90 Degree Sample Port Adapter

Connections to various ventilators are unique to each manufacturer as well as their corresponding disposable circuits.

For additional information, technical assistance, or a complete list of warnings, please refer to the
INOmax DS, Plus Operation Manual, which can be found at www.inomax.com/NIVvalidations,

or contact Mallinckrodt at (877) 566-9466.
For a general list of warnings, please see the attached WARNINGS card.
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HUDSON RCI°* NEPTUNE® HEATED HUMIDIFIER

WITH ConchaSmart™ TECHNOLOGY

MAKE THE CONNECTION

Validated noninvasive compatibility
with INOmax DS . Plus

o Mallinckrodt

Pharmaceuticals

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademarks of l mmax DS

a Mallinckrodt company. Other brands are trademarks of a Mallinckrodt company or their respective owners. IR
Image courtesy of Teleflex Incorporated. © 2018 Teleflex Incorporated. All rights reserved. RITs
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O

Vapotherm:® Precision Flow" System

Patient Gas Sample Line With Nafion

INOmax DS, Plus
Precision Flow Unit

Injector Module

Patient Delivery Tube

O, Tubing Sample Tee

Patient Cannula

Injector Module Electrical Cable
NO/N, Injector Tube
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» The INOmax DS, Plus adds NO/N, gas flow to
the breathing circuit flow in proportion to the NO
setting (up to 10% at 80 ppm) and subtracts gas
from the breathing circuit via gas sampling at a
nominal flow rate of 0.23 L/min

* These effects impact the delivered gas flow rate
when using the Vapotherm Precision Flow. It is
recommended that after an NO setting change the
user checks the delivered gas flow rate and adjusts
the gas source flow rate as necessary

* Follow all manufacturer instructions for connection
to the Vapotherm Precision Flow

Connections to various ventilators are unique to each manufacturer as well as their corresponding disposable circuits.

For additional information, technical assistance, or a complete list of warnings, please refer to the
INOmax DS, Plus Operation Manual, which can be found at www.inomax.com/NIVvalidations,
or contact Mallinckrodt at (877) 566-9466.

For a general list of warnings, please see the attached WARNINGS card.




VAPOTHERM® PRECISION FLOW® SYSTEM

MAKE THE CONNECTION

Validated noninvasive compatibility
with INOmax DS . Plus

Mallinckrodt

Pharmaceuticals

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademarks of l mmax DS| R
a Mallinckrodt company. Other brands are trademarks of a Mallinckrodt company or their respective owners.
Precision Flow imagery used with permission from Vapotherm Corporation.

© 2018 Mallinckrodt.  US PRC/dvINT/0816/0014j(2)  June 2018  www.inomax.com
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Vyaire" Infant Flow® Nasal CPAP System*
(3]

. INOmax DSir’ Plus
. Heated Delivery Circuit

. Infant Flow System
. Infant Flow Generator

. Sample Tee

. Temperature Probe

N O o1 A WN

. Patient Gas Sample Line
With Nafion

. Humidifier

9. 22F x 15M Adapter
10. Injector Module

11. NO/N, Injector Tube

12. Injector Module
Electrical Cable

[+2]

Connections to various ventilators are unique to each manufacturer as well as their corresponding disposable circuits.
For additional information, technical assistance, or a complete list of warnings, please refer to the

INOmax DS, Plus Operation Manual, which can be found at www.inomax.com/NIVvalidations,
or contact Mallinckrodt at (877) 566-9466.
For a general list of warnings, please see the attached WARNINGS card.

*This ventilator has been discontinued.
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VYAIRE" INFANT FLOW® NASAL CPAP SYSTEM

MAKE THE CONNECTION

Validated noninvasive compatibility
with INOmax DS . Plus

Mallinckrodt

Pharmaceuticals

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademarks of l mmax DS1 R
a Mallinckrodt company. Other brands are trademarks of a Mallinckrodt company or their respective owners.

Vyaire and Infant Flow® nasal CPAP are 2018 copyrights of Vyaire Medical, Inc. Imagery used with permission. RIT=
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Vyaire" Infant Flow® SiPAP" System
00 O (5]
1. INOmax DSir’ Plus

2. Abdominal Respiratory
Sensor

3. Transducer Interface

4. Infant Flow SiPAP

5. Infant Flow Generator

6. Sample Tee

7. Temperature Probe

8. Heated Delivery Circuit

9. Humidifier

10. 22F x 15M Adapter
Injector Module

-
i‘ e
3 S it 1.
i = 3 12. Injector Module Electrical
Cable

:‘° 13. NO/N, Injector Tube
14. Patient Gas Sample Line
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With Nafion
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Connections to various ventilators are unique to each manufacturer as well as their corresponding disposable circuits
Please refer to the INOmax DS, Plus Operation Manual for specific flow settings as these may change the flow going to the nasal adapter.

For additional information, technical assistance, or a complete list of warnings, please refer to the

INOmax DS, Plus Operation Manual, which can be found at www.inomax.com/NIVvalidations

or contact Mallinckrodt at (877) 566-9466.
For a general list of warnings, please see the attached WARNINGS card




VYAIRE" INFANT FLOW?® SiPAP" SYSTEM

MAKE THE CONNECTION

Validated noninvasive compatibility
with INOmax DS . Plus

Mallinckrodt

Pharmaceuticals

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademarks of l mmax DS

a Mallinckrodt company. Other brands are trademarks of a Mallinckrodt company or their respective owners. IR
Vyaire and Infant Flow® SiPAP are 2018 copyrights of Vyaire Medical, Inc. Imagery used with permission. RIT=
© 2018 Mallinckrodt.  US PRC/dvINT/0816/0014I(1)  July 2018  www.inomax.com Bz




MAKE THE CONNECTION
Compatibility guide for validated
noninvasive ventilation systems

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

The INOmax DSir: Plus Delivery Systems deliver INOMAX® (nitric oxide) gas, for inhalation. The INOmax DSir
Plus Delivery Systems must only be used in accordance with the indications, usage, contraindications, and
warnings and precautions described in the INOMAX package inserts and labeling. The approved patient
population is limited to neonates. Refer to the INOMAX Full Prescribing Information prior to use.

Warnings

e Abrupt discontinuation of INOMAX can lead to worsening oxygenation and increasing pulmonary
artery pressure (rebound pulmonary hypertension syndrome). To avoid abrupt discontinuation, use
the INOblender® or backup mode immediately to reinstate INOMAX therapy and refer to the INOMAX
package insert.

* If the high NO, alarm activates, the delivery system should be assessed for proper setup while
maintaining INOMAX delivery.

¢ Do not connect items that are not specified as part of the system.
¢ |If an alarm occurs, safeguard the patient first before troubleshooting or repair procedures.
* Use only INOMAX, pharmaceutical grade NO/N.,,.

Contact your INOMAX representative to learn if your ventilator is compatible. For additional information, technical assistance,
or a complete list of warnings, including warnings regarding use of validated ventilators, please refer to the INOmax DSIr Plus
Operation Manual, which can be found at www.inomax.com/NIVvalidations, or contact Mallinckrodt at (877) 566-9466.

@ Mallinckrodt INOmax DS,

Pharmaceuticals

Mallinckrodt, the “M” brand mark and the Mallinckrodt Pharmaceuticals logo are trademarks of L e
a Mallinckrodt company. Other brands are trademarks of a Mallinckrodt company or their respective owners. +
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