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1. INTRODUCTION

1.1 INDICATIONS FOR USE

The Equinox® Advantage N2O/O. Analgesic Gas Mixing and
Delivery System is intended to administer an adjustable mixture of
Nitrous Oxide analgesic gas and Oxygen, on demand, to a
conscious, spontaneously breathing patient.

The device is suitable for use in:
i Pre-hospital (emergency medical) use, and
i In-hospital use (ER, Labor and Delivery etc.)

1.2 CONTRAINDICATIONS

The contraindications for this device include, but may not be
limited to:

i Hypersensitivity to the medication

Head injuries with impaired consciousness

Maxillofacial injuries

Artificial, traumatic or spontaneous pneumothorax

Air embolism

Middle ear occlusion, ear infection

Decompression sickness

Abdominal distension / intestinal obstruction
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NOTE: Nitrous Oxide/Oxygen (N20/02) mixtures must never be used
in any condition where air is trapped in the body and expansion
(up to 3x original size) would be dangerous. For example, it will
exacerbate pneumothorax and increase pressure from any
intracranial air. Air in any other cavities such as the sinuses,
middle ear and abdomen may also expand.

1.3 PRODUCT DESCRIPTION/PRINCIPLES OF OPERATION

Two input connectors are provided on the device for the
connection of pressure regulated gas sources of nitrous oxide and
oxygen. The device has only one control for turning ON or OFF.
When it is turned ON, the output of N,O/O, gas mixture will only
be activated by an inspiratory effort by the patient. The output of
gas mixture can be selected among various percentages from
25%/75% (O2/N20) to 100%/0% (O2/N20).



The gas specific built-in alarm systems will generate both visual
and audible alarms should either the nitrous oxide or oxygen input
fall below 40 PSI, and the device will be automatically shut off
should the oxygen input fall below 35 PSI. Both visual indicator and
audible alarm circuits for both gasses are powered by oxygen only
to prevent dumping nitrous oxide gas into atmosphere during
alarm cycling.

If Oxygen Supply runs out or shuts off, the device will automatically
shut off; however the device will continue to provide atmospheric
room air on demand to the patient.

An Oxygen Enrichment function allows the healthcare professional
to provide a constant flow of 100% oxygen to the patient.

Note: The O-Two Equinox® Advantage System is considered a critical
device, and its components considered critical components. Only
those individuals trained in the operation of nitrous oxide/oxygen
analgesic gas delivery systems should use this equipment.
Thoroughly review the instruction manual before use.

1.4 WARRANTY

WARRANTY

O-Two Medical Technologies Inc. products are manufactured from
the finest quality materials. Each individual part is subject to strict
quality control tests to ensure exceptionally high standards. The
manufacturer warrants to the purchaser of the O-Two Equinox®
Advantage N2O/O2 Analgesic Gas Mixing and Delivery System
that its component parts are free from defects in material and
workmanship for a period of two years from the date of purchase.
The manufacturer will replace and /or repair all parts of the device
at its option for two years from the date of purchase at no cost to
the purchaser, upon the notification of the defects, in writing by
the purchaser. All shipping costs shall be borne by the purchaser.
The manufacturer shall be liable under this warranty only if the
device and its parts have been used and serviced in the normal
manner described in the instruction manual. There are no other
expressed or implied warranties. This warranty gives no specific
legal rights. You may also have other rights which may vary
according to local regulations.




1.5 SAFETY PRECAUTIONS

The O-Two Equinox® Advantage is a self-administered device
intended to administer an adjustable mixture of nitrous oxide
analgesic gas and oxygen, self-administered on demand, to a
conscious, spontaneously breathing patient.

The following precautions should always be observed:

A WARNINGS

1.

2.

DO NOT SMOKE OR USE NEAR OPEN FLAME EITHER DURING
OPERATION OR WHEN CHANGING THE CYLINDER.

NEVER ALLOW OIL OR GREASE TO COME INTO CONTACT WITH
ANY PART OF THE CYLINDER, REGULATOR OR EQUINIOX®
ADVANTAGE SYSTEM. GAS MIXER HAS BEEN DEGREASED FOR
OXYGEN SERVICE PRIOR TO DELIVERY.

EQUINIOX® ADVANTAGE SYSTEM IS DESIGNED FOR PATIENT SELF-
ADMINISTRATION.

NEVER ATTACH THE FACEMASK TO THE PATIENT USING A HEAD
HARNESS.

IF THE ALARM SOUNDS CONTINUOQUSLY, IMMEDIATELY
DISCONTINUE USE AND SHUT OFF THE GAS SUPPLY.

IT IS RECOMMENDED THAT AN OXYGEN MONITOR BE USED WITH
THIS DEVICE TO MONITOR THE GAS OUTPUT. HOWEVER, IF THERE
IS A CONCERN THAT THE DEVICE HAS NOT UNDERGONE REGULAR
MAINTENANCE, AT THE PRESCRIBED INTERVALS, IN ACCORDANCE
WITH THIS MANUAL, THEN AN OXYGEN MONITOR SHALL BE USED.

CAUTIONS:

7.

8.
9.

10.

n.

12.

13.

IT IS RECOMMENDED TO USE CYLINDERS THAT ARE AT LEAST 1/4
FULL.

MEDICAL GASES MUST BE DRY AND FREE FROM DUST AND OIL.
THE NITROUS OXIDE CYLINDER SHOULD BE OPERATED IN AN
UPRIGHT POSITION. IF THE NITROUS OXIDE CYLINDER IS IN A
VALVE-DOWN POSITION WHILE THE POST VALVE IS OPEN, LIQUID
MAY BE EXPELLED THROUGH THE VENT PASSAGES. THIS LIQUID,
NITROUS OXIDE, CAN CAUSE BURNS BY FREEZING ON EXPOSED
SKIN.

ALWAYS TURN ON CYLINDER VALVE SLOWLY AND FULLY.

WHEN NOT IN USE, ALWAYS TURN OFF THE CYLINDER.

AFTER USE, ALWAYS ENSURE THAT A GAS CYLINDER WITH
SUFFICIENT VOLUME IS ATTACHED BEFORE RETURNING THE UNIT
TO ITS NORMAL STORAGE POSITION.

AFTER USE, ALWAYS ENSURE THAT ALL COMPONENTS ARE
CLEANED IN ACCORDANCE WITH THE INSTRUCTIONS PROVIDED
IN THIS MANUAL.



14. DO NOT DISASSEMBLE ANY PART OF THE UNIT EXCEPT WHERE
DESCRIBED IN THIS MANUAL AS ANY UNAUTHORIZED
DISASSEMBLY WILL INVALIDATE THE WARRANTY.

15. BEFORE USE ON A PATIENT, THE OXYGEN CONCENTRATION OF
THE DELIVERED GAS SHOULD BE CHECKED AT THE SETTING
INTENDED FOR USE.

16. US FEDERAL LAW RESTRICTS THIS DEVICE TO SALE BY OR ON THE
ORDER OF A PHYSICIAN.

1.6 PERFORMANCE SPECIFICATIONS

Minimum Flow rate 120 L/min
Exhalation Resistance 0 to 6 cmH,O @ 60 L/min
Inhalation Resistance 0 to -6 cmH,O @ 60 L/min

Oxygen Concentrations (#5%Vv/V o
at Minimum Demand Flow 20 L/min) 25, 40, 50, 60, 70, 75, 90,100%

Input Pressure 50 to 70 PSI (3.5 - 4.8 Bar)
Low Input Pressure Alarm 40 + 1 PSI (2.7 Bar)
Device Cut-off Pressure 35+ 2 PSI (2.4 Bar)
I[D);eeﬁsaunrz Valve Triggering 15 to -2.5 cmH,0
Oxygen Enrichment Flow 30 +5L/min
Operating Temperature 419F to 104°F (5°C to 40°C)
Storage Temperature -40°F to 1400°F (-40°C to 60°C)

Nitrous Oxide: CGA1040 DISS
Oxygen: CGA1240 DISS

Supply Hose Connections Refer to Section 6

Device Input Connections

Patient Connector 15/22 mm

Dual limb circuit with one-way
valves and 19 mm Scavenging
Port Connection on the exhalation

Patient Circuit (Single use)

limb
Patient Valve Dead Space 32 ml
Weight 4.4 1b. (2.0 Kg)
Dimensions W x D x H 9.27"x7.6"x4.4” (236x194x112mm)




2. PREPARATION FOR USE

2.1 COMPONENT LIST
Ensure that all the following components have been received:

[1] Operating Manual

[2] O-Two Equinox® Advantage System

[3] Single Use Patient Circuit with Mouth Piece
[4] Oxygen Supply Hose

[5] Nitrous Oxide Supply Hose

If any components are missing from the shipping carton, call the
supplier immediately.

2.2 PRE-USE FUNCTIONAL CHECKS

Along with the contents of the shipping cartons you will require
the following items to enable you to undertake the pre-use
functional check:

- Nitrous oxide and oxygen pressure sources with 60 PSI output
capable to provide a minimum of 100 L/min at no less than 42
PSI (2.9 Bar).

- Vacuum generator w/30 L/min flowrate

Leak test

Having connected the supply hoses (ISO 5359 compliant) to the
regulators (refer section 3.1 for CONNECTION OF HOSES), ensure
that the O-Two Equinox” Advantage System ON/OFF selector is in
the OFF position and turn on the N,O and O, Gas source. Using a
mild soap solution, spray the input connections to the device to
check for leaks. If any leak is present, tighten the connection and
re-test. Once no leakage is confirmed, turn the ON/OFF control to
the ON position.

Reverse gas flow test

Equinox® Advantage is designed to meet “reverse flow”
requirement of ISO 11195. It is recommended to test the reverse
flow as follows before use:

Connect one gas at a time to the corresponding input connector,
spray the other input connector, no bubbles allowed from this
connector.



Function test

The following features of Equinox® Advantage System can be



