. Inspiration” 7i Ventilator
Flagship Configuration \ﬂ

Features

Low cost of ownership
High performance PSOL and active exhalation

Comprehensive graphics and trending
with event markers

Neonate through adult

Invasive and noninvasive
Feedback-controlled NCPAP and NCPAP+
Intra-hospital patient transport

Intranet and Internet remote viewing
Outstanding Heliox Management

2ml Tidal Volume

Capnography ready

High flow oxygen

Optional Internal Compressor

eVent Medical
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Inspiration® 7i Ventilator

Modes of Ventilation

Assisted Control Mandatory Ventilation (CMV)
Synchronized Intermittent Mandatory Ventilation (SIMV)
Spontaneous Ventilation (CPAP + PS, CPAP + VS, SPAP)

Breath Types
Volume-controlled (V-CMV; V-SIMV)
Pressure-controlled (P-CMV; P-SIMV, PS)
Volume Targeted Pressure-controlled (PRVC-CMV; PRVC-SIMV, VS)
Dual Level PEEP (SPAP)
Breath Triggering
Pressure triggering 0.5-20cmH,0
Flow triggering 0.1-25Ipm
Additional Settings
Respiratory rate 0-150 bpm
Tidal volume 2-2000 ml*
PEEP/CPAP 0-50 cmH,0
Pcontrol 1-90 cmH,0*
Psupport 0-90 cmH,0
Peak flow (mandatory) 1-120 lpm*

Peak flow (spontaneous) Up to 180 Ipm*

[-Times 0.1-10sec

Oxygen concentration 21-100%

Rise time settings 1-20

Exhalation sensitivity % 10 - 80% (spontaneous peak flow)
Base Flow (with leak comp off) 2.5-25Ipm

Plateau (insp pause) 0-42sec (0-70%)

PS Tmax 0.15-5.0 sec*

Additional Features

Work of Breathing, Imposed

Reference Loop Save Feature

Maneuvers: PO.1 and PiMax

Auto Control

Apnea Backup Ventilation

SPAP Philosophy Options: Time, Cycle + Time, Cycle + |:E
IBW Calculator

NIV On/Off in all Modes

Active Exhalation Valve

Automatic Leak Compensation (up to 60 Ipm)
User defined flow sensor position

- Proximally at the circuit Wye

- Distally at the Expiratory Port

Advanced Software Features (Included)

Volumetric Capnography (VCO,) / Time Based Capnography (ETCO,)
Tube Compensation

Spontaneous Breathing Trial (SBT Mode)

Suction Support

Recruitment Maneuver Tools

- Pressure Slow Inflation / Deflation Maneuver

- Volume Slow Inflation / Deflation Maneuver

- Step Tool

High flow oxygen

User Initiated Functions

+ Manual inspiration - Inspiratory and expiratory
+ Alarm silence breath holds
- 100% Oxygen* (+20% Oxygen (Neonate)) - Standby

+1.949.900.1917

* Patient Type Dependent

sales@event-medical.com

Specifications

User Configurable Graphic User Interface (GUI) and Functions

Multiple Easy View Tabs

(Home, Settings, Alarms, Maneuver and Config)
Manual & Automatic Time Based Event Markers
Graphics Display 3 (waveforms, Loops, Data, Trends, Trends Tabs and Event
Markers)

Apnea Back-up

Smart Nebulizer™*

Smart Sigh™

Humidification Selection (HME, Humidifier, and None)
Heliox 0 - 80%*

EtCO, Graphics Display

PaCO, Time Stamp Entry

User Defined Custom Default Settings

Monitored / Displayed Data

- Delivered oxygen concentrations: 21 - 100%
- Trend Data (1-72 hrs.) (46 trend parameters)
- Monitoring Data (53 monitored parameters):

Basic Mechanics Weaning ETCO2

- Respiratory Rate - Cdyn - Ve Spont - PetCO,

- Vti + Vte - Cdyn/kg - Rate Spont -VCO,/

- PEEP - Cstat - Rce min

- 0, - Cstat / kg - Ti/ Ttot - VtiCO,

-Ve -C20/C -RSBI - VteCO,

- Ppeak - Ptrach - WOBimp - FetCO,

- Pplateu - Pmin -P01 -Vd ana

- Pmean - Auto PEEP - PiMax -Vdalv

-11E -HeO,+ E -P0.1/PiMax - Vd/Vit

- PF + PFe -Vti/kg+Vte/kg - Spont % 1h - Valv

-Ti+Te - Ve kg - Spont % 8h - Valv/min

- Leak - Rinsp + Rexp -VC - PeCO,
) ) . ) - FeCO,

Real Time Graphics EtCO, Real Time Graphics

- Flow Volume loop - PCO, Volume loop

- Pressure Volume loop - FCO, Volume loop

- Pressure Flow loop - PCO, + time

- Volume + time -FCO, + time

- Flow + time - VteCO, + time

- Pressure + time

Prioritized Alarms (High, Medium and Low)

Auto set alarm feature & 1000 Event log

Communication Interfaces

Ethernet and Nurse call, RS232
Integrated CliniNet® Server with SNMP
CliniNet® Virtual Report™ (Optional Remote Viewing System Software)

Physical Data

AC power: 100 - 240 VAC (50/60Hz)

Internal and Optional External Battery

Screen: LCD 17"/ Tiltable and Rotatable Touch Screen

Internal compressor (Optional)

Integrated Cart

Battery backup on compressor < 120 min, off compressor > 120min
Gas supply: 2 - 6 Bar

Paramagnetic O, Sensor (Optional)

Ordering Information

Model F7300000-7i-F  : Inspiration 7i Ventilator — 17" Screen Flagship Model
Model F7300000-7i-F-NC : Inspiration 7i Ventilator — 17" Screen Flagship Model
without internal compressor

Specifications subject to change.

www.event-medical.com
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Our Story

At Fisher & Paykel Healthcare, we fully understand the life-changing impact that can
result from delivering inspired and world-leading healthcare solutions. After all, we
changed the way the world delivers respiratory humidification to critically ill patients in
hospital, and were the first organization in the world to make a humidifier specifically
for use in the treatment of patients with obstructive sleep apnea (OSA).

Today, through an unrivaled commitment to innovation; to doing the right thing; and
doing what is best for the patient, we continue to inspire world-leading healthcare
solutions. Our team of self-motivated, empathetic and committed individuals is

our strength. It is this team; our originality; the value we place on relationships; our
international perspective; and the utmost care for all patients, customers, suppliers,
shareholders, as well as the environment, which will ultimately ensure we will be the
healthcare company of choice.

Our Purpose

Improving care and outcomes through inspired and world-leading healthcare solutions.




Welcome

Fisher & Paykel Healthcare is a global leader in design, manufacturing,
and marketing of medical devices and systems for use in respiratory and
acute care.

Our products and systems are sold in over 120 countries worldwide. We sell our
products through direct sales offices operations in most of our major markets, and
a network of distributors that sell to hospitals, healthcare providers, and other
manufacturers of medical devices.

Fisher & Paykel entered the respiratory care market in 1971 with the development of a unique
respiratory humidifier system for use in critical care. We now offer a broad range of products
and systems for use in respiratory and acute care and in the treatment of OSA.
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AIRVO™ 2 Humidifier

with Integrated Flow Generator

W

The AIRVO 2 generates high flows of warmed and humidified respiratory gases, delivered to the patient through a
variety of nasal, tracheostomy, and mask interfaces.
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AIRVO 2 System

Product Code Description (e11F1)1413%
PT101US AIRVO™ 2 humidifier with integrated flow 1each
generator
OPT942 Optiflow™+ nasal cannula -Small 20 pack
OPT944 Optiflow™+ nasal cannula -Medium 20 pack
OPT946 Optiflow™+ nasal cannula -Large 20 pack
900PT501 Tube and chamber kit 10 pack
OPT970 Optiflow™+ tracheostomy interface 20 pack -
N
OPT980 Mask interface adapter 20 pack v
_\,_7 =
900PT531 Tube and chamber kit for AIRVO™ 2 10 pack T
(Junior) ] =
7_‘{ | i
OPT316 Optiflow™ Junior nasal cannula -Infant 20 pack Z pE—
(Wigglepads™ replacement = OPT012) (" 62 )
S
OPT318 Optiflow™ Junior nasal cannula -Pediatric 20 pack f,/ N
(Wigglepads™ replacement = OPT012) \ # P
oy t;\_ =
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AIRVO 2 System

Product Code Description Quantity
900PT422 Oxygen inlet extension kit 1 each ‘
900PT600 Disinfection kit 1each
-
900PT601 Disinfection filter 2 pack '
900PT602 Cleaning sponge stick 20 pack ‘
1 %
900PT603 Clean storage cover 20 pack E
900PT913 Air filter 2 pack
900PT405 Pole mounting tray 1each
2
]
900PT4N UPS mounting kit 1each )
=T
=)
900PT421 Mobile pole stand 1each
. P
LN
%
‘> \,
900PT426 Accessories basket 1each
900PT427 Oxygen cylinder holder 1 each >
At
AN \
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F&P 850" System

T T s~

N

The MR850 (F&P 850 System) heated humidifier is part of a complete system designed to deliver optimally
humidified gas (37 °C and 44 mg/L) and control circuit condensate.

Temperature is measured at both the chamber and at the end of the breathing circuit and a dual feedback system
incorporates advanced algorithms designed to achieve Optimal Humidity levels, while minimizing caregiver
attention.

The F&P 850 System, incorporating the MR850 Heated Humidifier, can be
used for the full range of Fisher & Paykel Healthcare therapies across the
F&P Respiratory Care Continuum”, including invasive and noninvasive
ventilation and Optiflow" nasal high flow therapy.

| —
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Humidifier and accessories

Product Code Description Quantity
MR850XXX MR850™ respiratory heated humidifier 1 each
(XXX indicates regional plug variation)
900MR805 Heater-wire adapter for dual-heated 1 each
breathing circuits
900MR806 Heater-wire adapter for inspiratory heated 1each
breathing circuits
900MR863 Temperature/Flow probe adapter for use 1 each
with circuits 0.7 m (28") long
900MR868 Temperature/Flow probe adapter for use 1each
with circuits 1.1 m (44") long
900MR860 Temperature/Flow probe adapter for use 1 each
with circuits 1.3 m (52") long
900MR869 Temperature/Flow probe adapter for use 1 each
with circuits 1.5 m (60") long
900MR861 Temperature/Flow probe adapter for use 1each
with circuits 1.8 m (72") long
900MR870 MR850 calibration reference probe 1 each
900MR208 Reflective shield for temperature probe 20 pack '
—
W @ Lf -
f -l
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Humidification chambers

Product Code Description (e11F1)1413%
MR290V Autofeed adult/infant humidification 40 pack | ;
chamber -Vented = b
MR290VX Autofeed adult/infant humidification 10 pack
chamber -Vented
MR290HFV Autofeed adult/infant humidification 40 pack
chamber, high frequency -Vented
MR250 Manual fill adult humidification chamber - 40 pack
Male/male ports
MR250X Manual fill adult humidification chamber - 10 pack
Male/male ports
MR225 Manual fill infant/pediatric humidification 50 pack
chamber
MR225X Manual fill infant/pediatric humidification 10 pack
chamber
900MR190 Chamber water feed set for MR225/MR250 30 pack
900MRI191X Chamber water feed set extension for 10 pack

MR290

- gt
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Adult nasal high flow breathing circuits

Product Code Description Quantity
RT202 Adult inspiratory heated breathing circuit 10 pack
with autofeed chamber
. —
RT114 Adult inspiratory heated breathing circuit 10 pack
o

Adult nasal high flow interfaces and accessories

Product Code Description Quantity

OPT942 Optiflow™+ nasal cannula -Small 20 pack ,._-—)

OPT944 Optiflow™+ nasal cannula -Medium 20 pack ..__——)
[%

OPT946 Optiflow™+ nasal cannula -Large 20 pack
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Adult nasal high flow interfaces and accessories

Product Code Description (e11F1)1413%

OPT970 Optiflow™+ tracheostomy interface 20 pack -
N

OPT980 Mask interface adapter 20 pack 8
_2\_,7

900MR961 Dual-flow adapter -22 mm Female 20 pack

Adult noninvasive ventilation breathing circuits

Product Code
RT219

Description Quantity

Adult bi-level/CPAP inspiratory heated 10 pack
breathing circuit with autofeed chamber,
pressure line and exhalation port

Adult face masks and accessories

Product Code Description Quantity
RTO40L FreeMotion™ vented full face mask with 10 pack
anti-asphyxiation valve -Large
-0 X
RTO40M FreeMotion™ vented full face mask with 10 pack
anti-asphyxiation valve -Medium
n.
RTO40S FreeMotion™ vented full face mask with 10 pack
anti-asphyxiation valve -Small
-
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Adult face masks and accessories

Product Code Description Quantity

RTO41L FreeMotion™ non-vented full face mask 10 pack
-Large

RTO41M FreeMotion™ non-vented full face mask 10 pack
-Medium

RTO41S FreeMotion™ non-vented full face mask 10 pack
-Small

RT042 FreeMotion™ vented nasal mask 10 pack

RTO42L FreeMotion™ vented nasal mask -Large 10 pack

RTO43L FreeMotion™ non-vented full face mask 10 pack
with anti-asphyxiation valve -Large

RT043M FreeMotion™ non-vented full face mask 10 pack
with anti-asphyxiation valve -Medium

RT043S FreeMotion™ non-vented full face mask 10 pack
with anti-asphyxiation valve -Small

RTO16 Inspiratory filter 20 pack

RT022 Unheated flexible extension 20 pack

RT023 Patient ventilator weaning kit 20 pack
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Adult invasive ventilation breathing circuits

Product Code Description (e11F1)1413%
RT380 Adult Evaqua™ 2 dual heated breathing 10 pack
circuit with autofeed chamber and filter
RT280 Adult Evaqua™ 2 dual heated breathing 10 pack
circuit with autofeed chamber
RT210 Adult dual heated breathing circuit with 10 pack
autofeed chamber
RT21 Adult dual heated breathing circuit with 10 pack
autofeed chamber and pressure lines
RT137 Adult inspiratory heated breathing circuit 10 pack
-2 m expiratory with water trap amd o550 z@ E
0 EF
DlE = e =
RT215 Adult inspiratory heated breathing circuit 10 pack : = o
with autofeed chamber and pressure lines in a2 oy [EREN| SESG——
-2 m expiratory with water trap niT T —ch
= =7 fif_
=
RT134 Adult unheated dual watertrap breathing 10 pack
circuit with pressure lines -1.8 m expiratory
mm@p@@@ =
D‘;E =0 . g
RT110 Adult dual heated breathing circuit 10 pack : _
l = :5 e b BT [T R AT ) :
e I e
7
% i S ’,"
i | i ; P -]
RTIM Adult dual heated breathing circuit with 10 pack

pressure lines

B-7| F&P HEALTHCARE CATALOG




Adult invasive ventilation interfaces and accessories

Product Code Description Quantity
RTO19 Inspiratory/Expiratory filter 20 pack
RT020 End expiratory filter 20 pack
RTO21 DirectConnect dual swivel catheter mount 20 pack
RT023 Patient ventilator weaning kit 20 pack

RT024 Dryline extension kit 20 pack mﬂmmgmummmmma 3

v}

L1 ] L] a

RT032 Water trap 20 pack - q 2

\:L]_“; "<n

== (7]

| -

\ j [

. 3

RT913 Inspiratory elbow adapter - PB7200 10 pack ‘;I;-

c

g ~

RT914 Inspiratory adapter - PB840 10 pack /)‘

Adult miscellaneous breathing circuits

Product Code Description Quantity
RT408 Adult oxygen therapy inspiratory heated 10 pack > ﬁ E—'ﬁ
breathing circuit with autofeed chamber, % = LJ_J R
flexible extension and air entrainer
s i
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Infant resuscitation circuits and kits

Product Code Description (e11F1)1413%

900RDTI0 Infant inspiratory heated resuscitation 10 pack
circuit with T-piece -Humidified

900RDO010 Infant T-piece resuscitation circuit with 10 pack
adjustable PEEP valve -

RD1300-10 Infant T-piece resuscitation circuit with 10 pack
adjustable PEEP valve -Ergonomic

900RD014-10 Infant resuscitation kit including T-piece 10 pack
circuit (Classic) and premature mask (S)

900RDO015-10 Infant resuscitation kit including T-piece 10 pack
circuit (Classic) and neonatal mask (M)

900RDO016-10 Infant resuscitation kit including T-piece 10 pack
circuit (Classic) and infant mask (L)

RD1330-10 Infant resuscitation kit including T-piece 10 pack
circuit (Ergonomic) and micro-premature
mask (XS)

RD1340-10 Infant resuscitation kit including T-piece 10 pack
circuit (Ergonomic) and premature mask
v &y

RD1350-10 Infant resuscitation kit including T-piece 10 pack
circuit (Ergonomic) and neonatal mask (M)

RD1360-10 Infant resuscitation kit including T-piece 10 pack
circuit (Ergonomic) and infant mask (L)

3
RD1370-10 Infant resuscitation kit including T-piece 10 pack

circuit (Ergonomic) and pediatric mask
(XL)
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Infant resuscitator and masks

Product Code Description Quantity
RD900OAEU Neopuff™ infant T-piece resuscitator 1 each
900IW130E Neopuff™ infant T-piece resuscitator 1each

(infant warmer module)

RD803-10 Neonatal resuscitation mask 10 pack §
-Micro-premature (XS) 35 mm

RD804-10 Neonatal resuscitation mask 10 pack
-Premature (S) 42 mm

RD805-10 Neonatal resuscitation mask 10 pack 1)

-Neonatal (M) 50 mm 9.;

o)

wn

RD806-10 Neonatal resuscitation mask 10 pack =]

-Infant (L) 60 mm J;

<

4

RD807-10 Neonatal resuscitation mask 10 pack ‘3"
-Pediatric (XL) 72 mm a2 |

S

o

=]

-

F&P HEALTHCARE CATALOG | B-10



=)
[=
(]
[t
5
1
£
[}
=]
w
>
(7]
3
o
n
0
o
(-]
LL

Infant resuscitation accessories

Product Code Description (e11F1)1413%
RD020-01 Reusable test lung 1each
900RD0O08 Short gas supply line -31cm (12.2") 10 pack
900RD0O09 Long gas supply line -210 cm (82.7") 10 pack
900RD101 Gas inlet adapter 1each
900MR148 Reusable T-piece neonatal circuit adapter 1 each
-15 male/10 female to 10 male
NC100 NeoWrap™ occlusive wrap 2 pack
(NC100-SK)
10 pack
(NC100-10)
25 pack
(NC100-25)
900RD301 Side-mounting block for Neopuff™ 1 each
900RD302 Wall-mounting bracket for Neopuff™ 1 each
RD0O50-01 Central-mounting block kit for Neopuff™ 1 each
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Infant invasive ventilation breathing circuits

Product Code Description Quantity
RT265 Infant Evaqua™ 2 dual heated breathing 10 pack Cme . S— -
circuit with autofeed chamber and pressure 9
line (flows > 4 L/min) h b
T — R
& 7= I :_’;_
¥ [E— = Ly o
RT266 Infant Evaqua™ 2 dual heated breathing 10 pack Cme . S— )
circuit with autofeed chamber and pressure 4 t
line (flows 0.3 to 4 L/min) h b
T — R
& 7= I :_’;_
¥ [E— = Ly o
RT130 Infant ventilator circuit (0.3 to 4 L/min) 10 pack m ol S— ———
single heated i g —
ch \3_\, = .
» n b3 L =]
[ F——————— - ) b E—
RT131 Infant ventilator circuit (> 4 L/min) single 10 pack e S S ——
heated & - E— -
- Vg
(i Gl 1 ! ’—‘

M
R0
O
o)
(3,
o
2
wn
<
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Infant invasive ventilation accessories

Product Code Description Quantity
RTO10 Inline nebulizer adapter kit 20 pack
RT0O30 Side-stream nebulizer adapter kit 20 pack
RTO61 Adapter kit for Drager (2) 50 pack
~\#
RT062 Luerlock adapter (2) 50 pack
: v &
[=
© N~ )
[ T
£
é RTO63 Pressure port adapter (2) 100 pack
[
whd
7
>
m £
z
§ RTO64 Adapter kit for oxygen/CPAP (2) 50 pack
o.
o3
T
RTO65 Adapter kit for Hamilton/EME 10 pack
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Infant CPAP therapy breathing circuits

Product Code
RT324

Description

Infant inspiratory heated breathing circuit
with autofeed chamber, pressure line,
adapter kit, expiratory extension and water
feed extension (flows > 4L/min)

Quantity
10 pack

RT132

Infant continuous flow inspiratory heated
breathing circuit with pressure line and
adapter kit (flows > 4L/min)

10 pack

BC151-10

Infant Bubble CPAP system including
inspiratory heated breathing circuit with
autofeed chamber, pressure manifold
and CPAP generator (connects to T-bar
interface)

10 pack

BC161-10

Infant Bubble CPAP system including
inspiratory heated breathing circuit with
autofeed chamber, pressure manifold
and CPAP generator (connects to FPH
interface)

10 pack

BC171-10

Infant Bubble CPAP system including
inspiratory heated breathing circuit with
autofeed chamber, pressure manifold with
dryline, pressure line and CPAP generator
(connects to Flow Driver)

10 pack
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Infant CPAP therapy interfaces

Product Code Description (e11F1)1413%
BC190-05 FlexiTrunk™ nasal tubing universal fitting 5 pack P i
(50 mm) '
BC191-05 FlexiTrunk™ nasal tubing universal fitting 5 pack .
(70 mm) i
BC192-05 FlexiTrunk™ nasal tubing universal fitting 5 pack i,
(100 mm) 1
BC3020-10 Nasal prong (3.0 mm nare diameter/ 10 pack
2.0 mm septal width)
BC3520-10 Nasal prong (3.5 mm nare diameter/ 10 pack
2.0 mm septal width)
BC4030-10 Nasal prong (4.0 mm nare diameter/ 10 pack
3.0 mm septal width)
BC4540-10 Nasal prong (4.5 mm nare diameter/ 10 pack
4.0 mm septal width)
BC5040-10 Nasal prong (5.0 mm nare diameter/ 10 pack
4.0 mm septal width)
BC5050-10 Nasal prong (5.0 mm nare diameter/ 10 pack
5.0 mm septal width)
BC5550-10 Nasal prong (5.5 mm nare diameter/ 10 pack
5.0 mm septal width)
BC5560-10 Nasal prong (5.5 mm nare diameter/ 10 pack
6.0 mm septal width)
BC6060-10 Nasal prong (6.0 mm nare diameter/ 10 pack
6.0 mm septal width)
BC6070-10 Nasal prong (6.0 mm nare diameter/ 10 pack
7.0 mm septal width)
BC6570-10 Nasal prong (6.5 mm nare diameter/ 10 pack

7.0 mm septal width)

B-15| F&P HEALTHCARE CATALOG




Infant CPAP therapy interfaces

Product Code Description Quantity
BC800-10 Infant nasal mask -Small 10 pack
BC801-10 Infant nasal mask -Medium 10 pack
BC802-10 Infant nasal mask -Large 10 pack
BC803-10 Infant nasal mask -Extra Large 10 pack
BC300-05 Infant bonnet (17-22 cm) 5 pack .
-
BC303-05 Infant bonnet (22-25 cm) 5 pack -
-,
BC306-05 Infant bonnet (25-29 cm) 5 pack N i
-
BC309-05 Infant bonnet (29-36 cm) 5 pack -
-,
BC325-05 Infant headgear (29-36 cm) 5 pack
5\, g
BC328-05 Infant headgear (35-40 cm) 5 pack a
N —
BC331-05 Infant headgear (40-45 cm) 5 pack 'Q
<
BC351-10 Chin strap (20-26 cm) 10 pack O
BC353-10 Chin strap (26-32 cm) 10 pack 0
BC355-10 Chin strap (32-38 cm) 10 pack O
BC357-10 Chin strap (38-44 cm) 10 pack m
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Infant CPAP therapy accessories

Product Code Description (e11F1)1413%
BC400-10 Gas supply line 2.1 m for blender 10 pack
BC402-05 Gas supply line kit for dual flow meters 5 pack
BC501-01 Bird® MicroBlender 2 to 16 L/min DISS 1each
BC510-01 Bird® MicroBlender pole-mount bracket 1 each
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Infant nasal high flow breathing circuits

Product Code Description Quantity
RT329 lnfant COntinUOUS ﬂOW CirCUit (03 tO 10 L/ 10 paCk _%\H|\I\|\ILH\iI;‘.ﬂIlH\I1I\i1I\I\iia‘n.‘iHiI\I1I\I1I1Hhi1ll|inﬂ|l\l2'_((-'\_l [— —=—3]
min) inspiratory heated breathing circuit ) © ’ =
with autofeed chamber and pressure relief ;*I'..L’&\‘ [fiore
manifold e
RT330 Optiflow™ Junior inspiratory heated 10 pack [ — -
breathing circuit with autofeed chamber 13 i
and pressure relief manifold i
Infant nasal high flow interfaces
Product Code Description Quantity
OPT312 Optiflow™ Junior nasal cannula -Premature 20 pack .
(Wigglepads™ replacement = OPTO10) (X 5’.2‘ 5
=
OPT314 Optiflow™ Junior nasal cannula -Neonatal 20 pack ’ o
(Wigglepads™ replacement = OPTO012) = ﬁ:fi -
S -
OPT316 Optiflow™ Junior nasal cannula -Infant 20 pack P >
(Wigglepads™ replacement = OPT012) \ g 2
OPT318 Optiflow™ Junior nasal cannula -Pediatric 20 pack -
(Wigglepads™ replacement = OPT012) ( - A »
e S
BC2425-20 Oxygen therapy nasal cannula -Premature 20 pack
S i
BC2435-20 Oxygen therapy nasal cannula -Neonatal 20 pack
|
g =
BC2745-20 Oxygen therapy nasal cannula -Infant 20 pack
|l
- -
BC2755-20 Oxygen therapy nasal cannula 20 pack
-Intermediate infant i
S |
BC3780-20 Oxygen therapy nasal cannula -Pediatric 20 pack
|l
Ve -
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Infant nasal high flow accessories

Product Code Description (e11F1)1413%

OPTO10 Optiflow™ Junior Wigglepads™ 2 pack
replacement -Premature (20 in each pack)

OPTO12 Optiflow™ Junior Wigglepads™ 2 pack
replacement -Neonatal/Infant/Pediatric
(20 in each pack)

OPTO14 Optiflow™ Junior oxygen tubing 10 pack @
&

@,

OPTO16 Optiflow™ Junior adapter kit 10 pack % %

BC115-05 Pressure relief manifold 40 cm (Blue) 5 pack il
suitable for oxygen therapy delivery to v
infants using systems such as the P
FPH RT329 or RT330 N ]
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Humidifier brackets and hardware

Product Code Description Quantity
900MRO030 Mounting bracket -Pole clamp 15 to 50mm 1 each
900MRO086 Mounting bracket -Wall 1 each
900MR087 Mounting bracket -Waterbag pole 1 each
900MR088 Mounting bracket rail -Drager/Siemens 1each
900MR170 Mounting bracket -C-clamp 1each
900MR301 Mounting bracket -Bird 44 mm slot 1each
900MR302 Mounting bracket -Concha conversion 1each
900MR303 Mounting bracket -Rail 1each
900MR304 Mounting bracket -PB840 1 each
900MR305 Mounting bracket -Drager Evita 4 1 each
900HCO032 Free-standing metal tray with humidifier 1 each

mount. Designed for use in conjunction
with a homecare ventilator or flow-
generating device
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Humidifier brackets and hardware

Product Code Description (e11F1)1413%
900MROM Waterbag pole -1.25 m (50") 1 each fag
-]
900MRO012 Waterbag pole -1.0 m (40") 1each aR
-]
900MR290 Waterbag pole bent -0.8 m (28") high 1 each
‘;‘T—:>i
I
H
900MR291 Waterbag pole bent -1.08 m (42") high 1 each
900MR292 Humidifier stand with telescopic waterbag 1 each 1
pole -1.64 to 2.64 m (64 to 104")
1
900MR293 Humidifier stand with waterbag pole 1 each il
-1.65 m (65")
I
900MR306 Humidifier stand basket 1 each
900MR599 Oxygen flow adapter -22 mm Male to 9/16" 1 each
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Humidifier accessories for reusable systems

Product Code Description Quantity
900MR858 MR850 inspiratory heater wire adapter 1 each Esr o % rﬁ,-am

Reusable humidification chambers
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Product Code Description Quantity
MR370 Adult humidification chamber 1 each i
=,
bt OtEAw L
MR340X Infant/Neonatal humidification chamber 1each
"X" indicates regional variation
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Adult reusable breathing circuit (900MR784) spare parts

Product Code Description (e11F1)1413%

900MR126 Adult Y-piece 1 each
100 pack
(900MR126C)

900MR532 Temperature probe housing -22 mm 1each ~
Female to 22 mm Male/15 mm Female 100 pack
(900MR5320)

[%2)
£
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900MR534 Tube joint -22 mm Male/15 mm Female 1 each I\
100 pack
(900MR5340C)

e

900MR139 Autoclavable water trap 1 each
100 pack 'I@
(900MRI139C) I
900MR062 Reusable adult tubing -0.6 m (24") 1each | W
900MR0O67 Reusable adult tubing -1.5 m (60") 1 each | W
900MR074 Reusable adult tubing =11 m (44") 1each i Win

900MRO0O70 Draw wire -1.5 m (60") 1each :C:
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Infant reusable breathing circuit (900MR782) spare parts

Product Code Description Quantity
900MR143 Adapter 10 mm Male to 10 mm Male 10 pack : Z:
900MR145 Neonatal Y-piece pressure port 1 each ./’
>
900MR146 Temperature probe housing 10 mm Male to 1each
15 mm Male/10 mm Female 100 pack
(900MR146C)
900MRI157 Adapter 10 mm Male to 15 mm Male/11 mm 1each .
Female (Drager)
900MR178 Adapter 12 mm Male to 15 mm Male 1 each ]
900MR139 Autoclavable water trap 1 each \
50 pack
(900MR139L)
100 pack
(900MR1390)
900MR406 Adapter 22 mm Female to 10 mm Male 1 each
900MRO17 Reusable infant tubing -0.3m (12") 1each D]jmmmmﬂm}m mmmm“mmm:m
900MR025 Reusable neonatal tubing -0.7 m (28") 1each mjmmmmmm]m Mﬂmmnnm[m:m
900MR0O26 Reusable neonatal tubing -1.1m (43") 1each D]jmm[mmmﬂm mmmmnumm@[]
900MRO0O70 Draw wire -1.5m (60") 1each —0)
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Disclaimer: Please note that the information in this catalog (including the product information and images) is
summarized and provided for illustrative purposes only. Please refer to the relevant user instructions for more
information and confirm details with your local Fisher & Paykel Healthcare representative prior to placing

an order. Information is subject to change without notice. Not all products are available in all markets.

s \
=4 Education

F&P Education gives you everything you need, right
at your fingertips: the most comprehensive resource
for clinical education and product support training.

For the very best in on-demand
training resources and local
event bookings...

education.fphcare.com

For more information please contact your local Fisher & Paykel Healthcare representative.

Manufacturer USA/Canada

Fisher & Paykel Healthcare Ltd Fisher & Paykel Healthcare, Inc. Optiflow, AIRVO, F&P 850 System, Evaqua, FreeMotion, Wigglepads, Neopuff, FlexiTrunk, NeoWrap, and
15 Maurice Paykel Place 173 Technology Dr. Suite 100, F&P Respiratory Care Continuum are trademarks of Fisher & Paykel Healthcare.

East Tamaki, Auckland 2013 Irvine, CA 92618

. . For patent information, refer to www.fphcare.com/ip
United States of America

606869 RevB © 2016 Fisher & Paykel Healthcare Limited (Us)

PO Box 14 348
Panmure, Auckland 1741 Tel:  +1800 446 3908
New Zealand or +1949 453 4000

Fax: +1949 453 4001
Tel:  +64 9 574 0100

Fax: +64 9574 0158
Email: info@fphcare.com
Web: www.fphcare.com

e
Fisher&Paykel

www.fphcare.com HEALTHCARE




EC Certificate Full Quality Assurance System: Certificate US19/819943514

The management system of

eVent Medical Ltd

60 Empire Drive,
Lake Forest, CA, 92630, United States

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4}

For the lotowing products

INSPIRATION™ ventilators for continuous respiratory support in an acute
and sub-acute Institutional healthcare environment,

EVOLUTION™ ventilators for continuous ventilation

for patlents requiring respiratory support.

Where the above scope Includes class |l medical device{s), a valki EC Deslgn Examinalion
Cedificato according to Annex Il (Section 4) Is a mandatory requiremant for each device In addition
to this certhicale to placae that device on the market

This cerificate is valid from 16 December 2019 unlil 10 February 2023
and remains valid subject lo satisfactory survelllance audits.

lssue 1. Cenlified since 05 Oclober 2000

and first certified by SGS Belgium NV since 16 December 2019

Certification is based on reporls numbered WWIMW 201252

Authodised by

gt
\ v
Pieler Welerings
Certification Manager

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belglum
1+32 (0)3 545-48-48 1 +32 {0)3 545-48-49 www.5gs.com

LPUDSO0T - Cortifcsty CE1639 Annax IH_EN tov 02
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ZERTIFIKAT & CERTIFICATE

o
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** *** Benannt durch/Designated by
* Y Zentralstelle der Lander
* -.__g W fur Gesundheitsschutz 2
== bei Arzneimitteln und
* * Medizinprodukten £

Xk +* #*¥  7LG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or )

No. G1 010815 0038 Rev. 01

Product Service

Manufacturer: Fisher & Paykel Healthcare Ltd.
15 Maurice Paykel Place
East Tamaki, Auckland 2013
NEW ZEALAND

Product Category(ies): Respiratory Gas Delivery Systems,
Heated Humidifiers, Continuous Positive Airway

Pressure Units, Gas Powered Pulmonary Resuscitators,
Nasal and/or Oral Interfaces for Delivery of

Respiratory Gases, Patient Monitoring Software for

Use with Fisher & Paykel Healthcare Medical Devices,
Insufflation Gas Conditioning Systems

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II.

This quality assurance system conforms to the requirements of this Directive and is subject

to periodical surveillance. For marketing of class lll devices an additional Annex Il (4) certificate
is mandatory. See also notes overleaf.

Report No.: JAQ235040717
Valid from: 2019-12-12
Valid until: _ 2024-05-26

Date, 2019-12-12 c @

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH + Certification Body « Ridlerstrae 65 80339 Munich « Germany Tov
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ZERTIFIKAT & CERTIFICATE o

*‘A’** Benannt durch/Designated by

%

* Y  Zentraistelle der Lénder 3
| 4 fur Gesundheitsschutz 2

* E% * bei Arzneimitteln und 3
* * Medizinprodukten ;

Kok o *%  ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lib or ll)

No. G1 010815 0038 Rev. 01

Faci"ty(ies): Fisher & Paykel Healthcare Ltd. )
15 Maurice Paykel Place, East Tamaki,
Auckland 2013, NEW ZEALAND

i

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 + 80339 Munich « Germany

Product Service



Zertifiziervertrag

Grundlage fir die Zertifikatserteilung ist die Pruf-
und Zertifizierordnung von TUV SUD Product
Service.

Mit Erhalt des Zertifikates erkennt der
Zertifikatsinhaber die jeweils gultige Fassung der
Praf- und Zertifizierordnung an (www.tuev-
sued.de/ps_regulations) und wird somit Partner im
Zertifiziersystem von TUV SUD Product Service.

Prinzipielle Voraussetzung fiir die Giltigkeit

des Zertifikates:

e QGultigkeit der zitierten normativen
Prafgrundlage(n) ist gegeben

und zuséatzlich bei Zertifikaten mit Berechtigung

zur Verwendung eines Prifzeichens bzw. bei

Zertifikaten fur QM-Systeme:

e Voraussetzungen flr vorschriftsmaBige
Fertigung werden eingehalten.

e Die Fertigungs- bzw. Betriebsstatten werden
regelmaBig Uberwacht.

Certification contract :

Certification is based on the TUV SUD Product
Service Testing and Certification Regulations.

On receipt of the certificate the certificate holder
agrees to the current version of the Testing and
Certification Regulations (www.tuv-
sud.com/ps_regulations) and thus becomes partner
in the TUV SUD Product Service Certification
System.

Requirements for the validity of the certificate

in principle:

o Validity of the quoted test standard(s)

In addition, for certificates with the right to use a

certification mark and for QM certificates:

e Conditions for an adequate manufacturing are
maintained

e Regular surveillance of the facility is performed

INEES

NEE T TOV SUD = @RS (MR R INEAEN) .
RBUABERAILERDFEEEZHAREN R
ANEEN Y (B www.tuv-sud.com/ps_regulations )
FHAA TOV SUD 7= BIRSIAE RS R HI S K,

FRAEBERENFRUER :

o TAERTHEEIRER B M

A, R TFBRAERNEFRSNIERNREEE
RIS -

o REXIHWESTRMY

o HEFZithiEN EHIM T

PRERK

F2EEE TUV SUD Product Service M B BFREERFIC
BEOJ<, RAERFERIRAEEZZEITA_ LK
V) BT O R BRRREL AR A9 (www.tuv-
sud.com/ps_regulations)lcEIZEL &£ D & T B,
ZO#ER, TUOV SUD Product Service F25Es AT A
DY el b e o 7

RALROBEWEICH TS RN ERER
e SIALTLVAHEBRRKNIBNTHS
ESICRAN—VDERAZFFEENER
BNRIXY NRALER

o BYIBZHENFHZMIFL TLD

e EHMIMNAIHEEZRBEL TV

AL X i

Contrato de certificacao

A certificacao se baseia nos Regulamentos de
Testes e Certificacdo do Grupo TUV SUD.

Ao receber o certificado, o Fornecedor, titular do
certificado concorda com a versao atual dos
Regulamentos de Testes e Certificagéo do Grupo
TUV SUD (www.tuv-sud.com/ps_regulations) e
assim, torna-se parceiro no Sistema de Certificagéo
de Produtos e Servicos TUV SUD.

Requisitos para a validade do certificado (em

principio):

e Validade da(s) norma(s) de ensaio(s)
referenciada(s).

Adicionalmente, para os certificados com o direito

ao uso da marca de certificagao e para certificados

de SG:

e Condicdes de fabricagdo adequada estao
mantidas.

¢ Auditoria de monitoragao realizada
regularmente.



Certificate US00/52067

The management system of

eVent Medical Ltd

60 Empire Drive,
Lake Forest, CA, 92630, United States

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

Design, manufacture, servicing and distribution of INSPIRATION™ LS,
5i, and 7i ventilators and EVOLUTION™ 3e ventilators.

This certificate is valid from 10 February 2021 until 10 February 2024
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 10 February 2024

Issue 18. Certified since 05 October 2000

Authorised by

SGS United Kingdom Ltd
Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK
t +44 (0)151 350-6666 f+44 (0)151 350-6600 www.sgs.com

HC SGS 13485 2016 0118

Page 1 of 1

This document is issued by the Company subject to its General Conditions of
Certification Services accessible at www.sgs.com/terms_and_conditions.htm.
Attention is drawn to the limitations of liability, indemnification and jurisdictional
issues established therein. The authenticity of this document may be verified at
http://www.sgs.com/en/certified-clients-and-products/certified-client-directory.
Any unauthorized alteration, forgery or falsification of the content or appearance
of this document is unlawful and offenders may be prosecuted to the fullest
extent of the law.
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ZERTIFIKAT & CERTIFICATE ¢

(=)
~Z

AZ A

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 010815 0037 Rev. 00

Product Service

Holder of Certificate: Fisher & Paykel Healthcare Ltd.
15 Maurice Paykel Place
East Tamaki, Auckland 2013
NEW ZEALAND

Facility(ies): Fisher & Paykel Healthcare Ltd.

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, NEW ZEALAND

Certification Mark:

EN IS0 13485

Scope of Certificate: Design and Development, Production and
Distribution of Respiratory Gas Delivery Systems,

Heated Humidifiers, Infant Radiant Warmers,
Continuous Positive Airway Pressure Units,

CPAP Data Transmission Equipment,

Gas Powered Pulmonary Resuscitators,

Nasal and/or Oral Interfaces for Delivery of
Respiratory Gases, Patient Monitoring Software for
Use with Fisher & Paykel Healthcare Medical Devices,
Insufflation Gas Conditioning Systems

Applied Standard(s): ENISO 13485:2016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: JAQ235033136

Valid from: 2018-11-14

Valid until: 2021-11-13

Date, 2018-11-14 Stefan Preil®

Page 1 of 1 TOV

TUV SUD Product Service GmbH ¢ Certification Body * Ridlerstrale 65 » 80339 Munich « Germany
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