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/ﬂ/muc Transient storage temperature limits -10°C to 45°C

a0 (14°F to 113°F)

The symbols that appear on the box and the Flyp™ nebulizer are

described below: R Federal law (USA) restricts this device to sale by or on
only the order of a physician or licensed practitioner.

SYMBOL MEANING ﬂ Type BF applied part
® A Caution RC FCC Approved
@ Consult instructions for use Protected against insertion of fingers and will not become
IP22 damaged or unsafe during a test in which it is exposed to
? Keep dry vertically dripping water when held at an angle.
DONOTFLACE | | b ot place in dishwasher * Bluetooth enabled technology

2 3
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Important information Important safety information
to prevent damage fo your regarding hazards that may cause
Flyp™ nebulizer personal injury

Before using your Flyp nebulizer for the first time, be aware of all

warnings and safety information. Only use accessories approved by

the manufacturer and referenced within this manual. If you do not fully
understand all the warnings, safety precautions, and operating instructions,
contact the Flyp customer service team at 844.FLYPNEB (359.7632) for
technical support. ALWAYS KEEP THIS USER GUIDE HANDY.

12/1/20 5:48 PM
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INTENDED USE

Indications for use:

The Flyp™ nebulizer, for use by
adolescent and adulf patients, is
intended to aerosolize healthcare
provider-prescribed solutions for
inhalation that are approved

for use with a general-purpose
nebulizer. Flyp is intended for

use at home or a medical facility,

such as a hospital or doctor's office.

Flyp Owners Manual V2.13.indd 8-9

Intended user:

Flyp nebulizer, for use by
adolescent and adult patients,
should only be used by a patient
under the supervision of a qualified
medical expert, such as a doctor,
nurse, or respiratory therapist.

The user, or their actively assisting
caregiver, should be capable

of understanding all of the User
Guide's contents. Flyp is intended
for use by a single user. Flyp is not
a life-saving device. Patients who
are in severe respiratory distress,
who are unconscious, or who

are not breathing sponfaneously
should not use this device.

In an emergency, call 911
immediately for medical
assistance.

Caution:

Federal law (USA) restricts this
device to sale by or on the
order of a physician or licensed
practitioner.

Precautions:

All warnings and cautions
described in the User Guide should
be observed.

Service life:
The Flyp main unit has an
expected service life of 36 months.

*Note: The Medication Reservoir
(HypersonlQ™ Cartridge) should
be replaced as needed, or every
3 months.

*Note: Charge only with Flyp
provided charger.

DO NOT Alter or modify this device.

*Note: The mouthpiece of this
device is removable.

12/1/20 5:48 PM
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SAFETY GUIDELINES

Read this section fo learn how to
use Flyp™ safely and correctly
and to prevent risks and injuries
to you and others.

Keep this User Guide handy for
future reference.

A WARNING

Failure to follow these instructions
could result in serious injury or
damage to the device or other
property. Read all the safety

10
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information below before using
the device.

Medical device:

Flyp is a medical device,
available only by prescription
and for prescribed medications.

Be sure to follow a qualified
medical expert’s instructions.

Direct exhaled medication away
from others.

If you are using Flyp to freat a
serious condition, a back-up
device is recommended.

However, in a life-threatening
situation, NEVER rely on a
nebulizer. Call 211 immediately
for emergency medical
assistance.

Use by others:

For single patient use only.

If others use it, infection may
spread.

Medical use:

Flyp is infended solely to deliver
prescribed medication to treat
a respiratory condition. Using
Flyp for any other purpose is
dangerous, and neither the
distributor, manufacturer, nor

their affiliates can be held liable
for any damage or injury caused
by improper use or misuse.

Supervision required:

Adulf supervision is required when
the device is used by children and
the infirm. Small pieces may
present a potential choking
hazard. If a piece is accidentally
swallowed always consult a
doctor immediately. You should
also be aware that the USB Wall
Charger presents a potential
choking hazard.

12/1/20 5:48 PM
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Cleaning:

Be sure to clean all components
before using them for the first
time and after each subsequent
use (refer to pages 29-32).

The Main Unit should be cleaned
every day, but it should NEVER
be placed in water or washed in
a dishwashing machine. ALWAYS
disconnect and unplug the USB
Wall Charger before cleaning
the Main Unit.

Do not drop medication on the
Main Unit or into its USB port. If
you drop medication on either
areq, immediately wipe it off
with clean dry cloth.

12
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Battery:

The battery is not replaceable.
Don't aftempt to replace the
bafttery yourself, as you may
damage it. Overheating and
injury could result. The lithium-
ion battery must be recycled

or disposed of separately

from household waste.

NEVER incinerate the battery.
Incineration may cause the
battery to rupture. If an ignition
source exists, then fire and even
an explosion could result. NEVER
immerse the battery in water, as
this may cause the battery to
rupture.

Elecironic device:

Flyp complies with all applicable
electromagnetic compatibility
(EMC) standards. You should,
however, avoid operating it near
other electronic devices.

If you are not going to use the
unit for a long period of fime,
disconnect the USB Wall Charger.

Charging:

Flyp contains an internal, lithium-
ion rechargeable battery that
cannot be removed.

Charge Flyp only with the USB Wall
Charger provided. NEVER use the
device when it is charging.

All batteries deteriorate over
fime if they are not used or
charged. Do not store Flyp for
long periods of time without
charging it periodically. If Flyp is
not used or charged for a long
period of time, the battery may
create a hazardous condition.

Proper handling:

Flyp contains sensitive
components. Do not drop,
crush, puncture, bend, heat,
incinerate, or apply strong shock
to the device or its parts.

*NEVER unscrew or open the
Main Unit.

12/1/20 5:48 PM
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*Do not disassemble, repair, or
modify Flyp. You may injure
yourself or render the device
ineffective.

*Keep the device away from
heated surfaces and extreme
heat and cold. Do not leave
Flyp in a carif it will be subjected
to significant heat or cold.

*Do not expose the device to
direct sunlight for extended
periods of time. Keep the
device away from children,
pets, pests, lint and dust.

You may render the device
ineffective.

14
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*Flyp is intfended for use at home
or a medical facility, such as a
hospital or doctor’s office.

If you're concerned about
dirtying Flyp™, you can carry it in
the Draw-String Bag.

Using cords and ports:
NEVER force the USB Wall
Charger into the USB Port.
Check for obstructions in
the USB Port. If the USB Wall
Charger and USB Port don’t

A CAUTION

join with reasonable ease, they
probably don't match. Make
sure that you are using the USB
Wall Charger provided and that
you have positioned it correctly.

Disposing of Flyp properly:

For information about the
proper disposal of Flyp, including
other important regulatory
compliance information, see
“Disposal and Recycling” on
page 53.

15
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Section 3: PRODUCT DESCRIPTION

FEATURES AND BENEFITS

Read this section to learn about
Flyp's features and benefits.

Small and convenient:

Flyp™ fits in your pocket.

There is no separate control unit,
compressor, mask, hose or cup.
And Flyp’s convenient
Draw-String Bag makes it

easy to carry with you.

lyp Owners Manual V2.13.indd 16-17

Flyp is rechargeable with a

USB Wall Charger, like a cell
phone. There are no disposable
batteries.

Simple:

Flyp is designed for easy
operation and delivers alll
medications approved for use
with general-purpose nebulizers.

Quiet and Virtually silent:

Barely a whisper thanks to
HypersoniQ™ Technology. The
intfernal disk vibrates 2000x faster
than a hummingbird'’s wings.

Fast and efficient:

The Flyp nebulizer delivers

a standard, 3ml dose of
medication in about 7 minutes.
So you can get back to doing
what love.

Cleaning function:

To active this mode, press and
hold the power button for 3
seconds. Flashing blue indicator
lights appear. Flyp will produce
a pulsing aersosol. This special
pulse action helps to loosen
dried particles that may reside
on the disk. Operate the unit for
1-2 minutes or until the reservoir
is empty.

17
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NEBULIZER DISK
Section 4: FLYP™ AT A GLANCE
ON/OFF

BUTTON (
e =
HypersoniQ- \ 1

Read this section to learn the CATRTIDGE

names and functions of the parts.  (MEDICATION
RESERVOIR)

If any items are missing, contact
the store where you purchased

) MOUTHPIECE
Flyp. You may also contact Flyp \
nebulizer customer service at
1-844-FLYPNEB USB COVER
USB PORT
(BEHIND COVER) H\\\jJJ
oS

18 19
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USB WALL CHARGER DRAW-STRING BAG ; ;
Section 5: Using Flyp™

ABOUT Flyp’s BATTERY Charging Flyp’s battery:
You can charge Flyp's battery
Read this section to learn how to by connecting Flyp™ to a walll

use Flyp correctly. outlet using the USB Wall Charger
, . provided. Only use the charger
About Flyp’'s battery: orovided.

Flyp is charged through a USB )
port, just as many cellular phones NEVER use the device
and portable electronic media ~ While it is charging.

devices are charged. *Note: Flyp is designed to shut off
automatically after 10 minutes to
conserve battery life.

Flyp has an internal battery that

Note: the Draw-String Bag is you cannot replace.

not intended to protect Flyp™. It is
provided for convenience only.

20 21
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To charge the battery with a wall outlet:
1. Open the USB Cover to reveal the USB Port.

2. Gently insert the USB Wall Charger's Cord
into the USB Port.

3. Insert the USB Wall Charger
info a wall outlet.

Connection
via wall outlet

22
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INDICATOR LIGHT

= STATUS

No Light

Power off

Solid BLUE light

Power on/Treatment Mode

Flashing BLUE light

Cleaning Mode

Flashing Yellow & Red light

HypersoniQ™ Cartridge not properly
attached

Flashing Yellow light (plugged-in)

Battery is charging

Solid Yellow light (plugged-in)

Battery is fully charged

Flashing Yellow light

Low Battery

Solid Blue light & flashing Yellow light

Power on, Low battery

Flashing Blue and Yellow light

Cleaning, Low Battery

Flashing Red light

Battery requires charging

23

12/1/20 5:48 PM



FILLING MEDICATION RESERVOIR
WITH MEDICATION

2. Insert the medication ampule

into the Medication

3. Close the Reservoir. Be careful
not to fouch any part of the

Note: the Medication Reservoir's
maximum capacity is 6mL.

Reservorr. Stopper that may come in
1. There is no need to remove the Squeeze to contact with your medication.
Medication Reservoir to fill it with empty Then close the Reservoir Cover. AN
medication. contents
and fill

reservoirr.

AMPULE

MEDICATION
RESERVOIR

25
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TURNING FLYP
ON & OFF

Gently raise the Mouthpiece using
your index finger, revealing the
On-Off Button and On-Off
Indicator Light.

To furn Flyp™ on, press the On-Off
Button. The blue On-Off Indicator
Light will light. Visually confirm that
an aerosol mist is flowing from the
Mouthpiece’s end.

To turn Flyp off, press the On-Off
Button again. The blue On-Off
Indicator Light will no longer be lit.

26
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Flyp will automatically turn off after

10 minutes.

/ MOUTHPIECE

MOUTHPIECE —

ON/OFF
BUTTON

& INDICATOR \

LIGHT

27
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INHALING PRESCRIBED
MEDICATION

Place the Mouthpiece between
your lips. Inhale and breathe in a
calm manner at a normal rate.

28
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Section 6: CLEANING & DISINFECTING

CLEANING PARTS

Read this section to learn how to
clean Flyp™.

*Note: Failure to clean affer every
use can impact nebulization time
and device performance.

ALWAYS disconnect and unplug
the USB Wall Charger before
cleaning or disinfecting

If, after proper cleaning and
charging, Flyp takes longer
than 10 minutes to deliver either
1 unit-dose of medication or

3 mL of normal saline (0.9%),
the HypersonlQ™ cartridge
should be cleaned or replaced.
Consult “Troubleshooting” on
pages 36-37 to see if corrective

steps can be taken.

29
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Prepare a solution of warm water  a solution of warm water and mild
and mild liquid dishwashing soap.  dishwashing soap. Then clean
Wash the Mouthpiece in the soap  the Main Unit by wiping it with dry
solution. Rinse the Mouthpiece clean cloth lightly moistened by
and Medication Reservoir under the soap solution. Use a dry clean
running tap water. These are the cloth moistened with warm tap
only parts that can be submerged  water fo remove any soap residue.
in water. Shake off excess water To dry the Main Unit, wipe it with

Cleaning the Mouthpiece and
Medication Reservoir: Remove
the Mouthpiece by pulling on it
gently. To remove the Medication
Reservoir, take hold on each side
and lift up.

and dry on clean, dry towel. a dry clean cloth. Make sure it is

NEVER rinse the Main Unit under completely dry before reinserting @
running water. the Mouthpiece and storing it.

Cleaning the Main Unit's exterior: NEVER place the Main Unit or USB

Prior to cleaning the Main Unit's Wall Charger in water or hold them

exterior, disconnect and unplug under running water. The lithium-

the USB Wall Charger, make sure ion battery inside the Main Unit
the USB Cover is closed tightly, and may be dangerous when wet.
remove the Mouthpiece. Prepare

30 31
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CLEANING HypersoniQ
Cartridge

1. Open the stopper on the
HypersoniQ carfridge (Medication
Reservoir).

2. Fill the reservoir half-way with ~3ml
distiled water. Close the stopper.

3. Gently raise the Mouthpiece with
your index finger.

4, Press and hold the power button
for 3 seconds. Flashing blue indicator
light will appear. Flyp will produce a
pulsing aersosol.

5. Allow the aerosol mist to flow from
the raised Mouthpiece for 1-2 minutes
or until empty.

32
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6. Power Flyp off by pressing the
power button.

7.Remove HypsersoniQ cartridge and
shake out excess water.

8. Let the main unit, cartridge, and
mouthpiece dry on a clean, dry
towel.

9. Allow the Medication Reservoir
interior to dry fully prior to using again.

It is important to clean the
HypersoniQ carfridge after each use
in order to prevent the buildup of
residual medication. If these steps are
not followed, the disk may become
blocked - impacting performance.
Please see froubleshooting on page
36 in case of a suspected blockage.

DEEP CLEANING

Residual medication can accumulate
over time and cause buildup on the disk
which may slow aerosol production.

To prevent this, a deep cleaning with
distilled white vinegar (5%) or Flyp
cleaning solution on a weekly (or

more frequently as-needed) basis is
recommended.

1. Check the HypersoniQ cartridge to
make sure it is empty.

2. Open the stopper on the HypsersoniQ
carfridge (Medication Reservoir).

3. Fill the Medication Reservoir
approximately half-way with ~3ml
distiled white vinegar (or Flyp cleaning
solution). Close the stopper.

4. Genlly raise the Mouthpiece with your
index finger.

| D | [

5. Press and hold the power button
for 3 seconds. Flashing blue indicator
light will appear. Flyp will produce a
pulsing aersosol.

6. Allow the aerosol mist to flow from the
raised Mouthpiece for 1-2 minutes or until
empty.

7. Power Flyp off by pressing the power
button.

8. Remove HypersoniQ cartridge and
Mouthpiece. Rinse both under running
water, ensuring the stopper of the
HypersoniQ cartridge is in the open
position.

9. Let the cartridge and mouthpiece dry
on a clean, dry towel.

10. Allow the interior to dry fully prior to
using again.

12/1/20 5:48 PM
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OPTIONAL DISINFECTION DISINFECTING HYPERSONIQ DISINFECTING MAIN
CARTRIDGE (MEDICATION UNIT'S EXTERIOR:
RESERVOIR) & MOUTHPIECE:

Step 1. Remove the carfridge
and mouthpiece from Flyp.
Remember to open stopper on

Read this section to learn how
fo disinfect Flyp. Although
disinfection is optional, it is
recommended that you do it at

Step 1. Wipe exterior with clean,
dry towel moistened with ethyl
alcohol.

th d of day. ;
e endotevery day cartridge. Step 2. Allow Flyp to sit for 5
Step 2. Soak the mouthpiece and minutes.
cartridge in 70% ethyl alcohol for ) ) ®
10 minutes. Make sure both are Step 3. Moisten with a clean
completely submerged in the dry towel with water and wipe
alcohol. exterior to remove the ethyl
STep.3. Remove mouthpiece and alcohol.
qormdge from ’rhe alcohol bath and Step 4. Let dry on a clean, dry
rinse under running water. towel.
Step 4. Let dry on a clean, dry towel.
34 35
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TROUBLESHOOTING If these corrective actions do
Most problems with the device
can be solved by following this
advice.

not return Flyp™ to full working

order, read the next section,
“Support.”

The following table describes
possible troubles, their causes,
and what corrective action to
take.

36
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TROUBLE POSSIBLE CAUSE CORRECTIVE ACTION
The battery is low. Charge Flyp. Refer to pages
22-23.
The An air bubble

nebulization
rate is
extremely low.

has formed in the
medication’s pathway.

Tap the back of the Main
Unit with your index finger
until normal flow resumes.

The Nebulizer Disk has
become clogged with
medication.

See deep cleaning
instructions.
Refer to page 33.

The On-Off
Indicator
Light is on,
but there is no
mist.

The Medication
Reservoir is not correctly
inserted.

Remove the Medication
Reservoir and install it
correctly.

The Medication
Reservoir is not filled.

Fill with medication. Refer to
pages 24-25.

Check that Flyp has
been properly cleaned.

See deep cleaning instructions.
Refer to page 33.

37
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Section 8: SUPPORT Section 9: INFORMATION

You can find more information about using Flyp™ on our website. TECHNICAL DATA SPECIFICATIONS

To learn about service and support, and to view tutorials, go to:

www.flypnebulier.com Technical Specifications: Indications for use:

NOTES: Length: 119 mm The Flyp™ nebulizer, for use by
Width: 54 mm adolescent and adult patients, is
Depth: 27 mm intended to aerosolize healthcare @
Weight: 102 g provider-prescribed solutions

(with battery) for inhalation that are approved

for use with a general-purpose

nebulizer. Flyp is intended for
DEFTH use at home or a medical
LeNGTH facility, such as a hospital
&/ or doctor's office.
WIDTH
38 39
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Power supply:
Model 1VP0500-1000U
Rated 100-240V, 50/60hz, 0.5A

Patient population:
Adolescent to adult

Method of operation:
Piezoelectric/Ultrasonic

Power source:
Lithium-ion battery (rechargeable)

Weight:
Flyp: 102 g (with battery)

Dimensions:
27 x 119 x 54 mm (Main Unit)

40
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Sound level:
<35 dBA at 1 meter

Operating conditions:
Temperature range: 5°C to +40°C
(+41°F to +104°F)

Humidity: up to 95% RH

Storage conditions:
Temperature range: -10°C to
+45°C (14°F to +113°F)

Humidity: up to 93% RH

Aerosol Performance Compared fo 510K Testing

Albuterol lpratropium Cromolyn
sulfate bromide sodium
1.0mg/mi@2.5mL | 0.2mg/mL @2.5ml | 1.0mg/ml @2mL
MMAD (u) 2.31+/-0.10 2.17 +/-0.05 2.26 +/-0.11
GSD (geometric . . .
standard deviation) 1.60 +/-0.07 1.48 +/-0.03 1.54 +/-0.06
Total delivered dose (u)* | 1038.8+/-54.6 230.85+/-19.25 958.45 +/- 61.45
Total respirable dose (u) | 921.6 +/-70.3 209.4 +/-14.9 857.7 +/-84.4
Respirable fraction
(% mass 0.4-4.7,) 87.8% 90.3% 88.1%

*Sum of Coarse (74.7u), Respirable dose (0.4 — 4.7u) + Fine (<0.4p).

All data shown at a 95% confidence level.

Medications were tested 3 times each on 3 devices for a total of 27 sample data points.

41
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Aerosol Performance Compared to 510K Testing

Albuterol Ipratropium Cromolyn
sulfate bromide sodium

Coarse particle dose (u) 69.2 +/- 36.1 7.4+/-3.8 85.7 +/-37.2
Respirable particle dose (u) | 921.6 +/-74.2 | 209.4+/-14.9 | 857.7 +/- 84.4
Fine particle dose (u) 48.0 +/- 20.9 14.0 +/- 5.7 15.0+/-7.4
Coarse fraction (>4.7u) 6.7% 3.1% 8.9%
Respirable fraction (<4.7u) 87.8% 90.3% 88.1%
Fine fraction (<1.0u) 4.7% 6% 1.6%

All data shown at a 95% confidence level. Medications were tested 3
times each on 3 devices for a total of 27 sample data points.

42
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ELECTROMAGNETIC
COMPATIBILITY

With the increased number

of electronic devices, such

as computers and cellular
phones, medical devices in
use may be susceptible to
electromagnetic interference.
This interference may result

in incorrect operation of the
medical device and create a
potentially unsafe situation.

Do not use cellular phones and
other electronic devices that
generate electromagnetic
fields near the medical device.

Medical Electrical Equipment
needs special precautions
regarding EMC and needs

to be installed and put info
service according to the EMC
information provided in this
User Guide.

Portable and Mobile RF
Communications Equipment
can affect Medical Electrical
Equipment.

The use of accessories,
tfransducers and/or cables other
than those specified, with the
exception of those sold by the
manufacturer as replacement

12/1/20 5:48 PM
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parts for infernal components, EMC Tables. The following tables are provided in accordance with IEC
may result in increased emissions 60601-1-2: 2014, ed. 4.0.
or decreased immunity of the - ; . o
equipment or system. Guidance and Manufacturer’s Declaration - Emissions
The Flyp™ fn2000m is intended for use in the electromagnetic
The equipment or system should environment specified below. The customer or user of the
not be used adjacent to or Flyp fn2000m should ensure that it is used in such an environment.
stacked with other equipment
and that if adjacent or stacked Emissions Test | Compliance | Electromagnetic Environment — Guidance
use is necessary, the equipment
or system should be observed Radiated
to verify normal operation in Emissions: Class B
the configuration in which it CISPR 11
will be used.
Conducted
Emissions: Class B
CISPR 11
44 45
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EMC Tables. The following tables are provided in accordance with IEC
60601-1-2: 2014, ed. 4.0.

Guidance and Manufacturer’s Declaration — Immunity

Guidance and Manufacturer's Declaration - Emissions

The Flyp™ fn2000m is intended for use in the electromagnetic
environment specified below. The customer or user of the Flyp fn2000m
should ensure that it is used in such an environment.

The Flyp fn2000m is intended for use in the electromagnetic environment
specified below. The customer or user of the Flyp fn2000m should ensure that it
is used in such an environment.

Emissions Test | Compliance | Electromagnetic Environment - Guidance
Harmonics:

Not
IggélOOO— Applicable

The Flyp fn2000m is suitable for use in all

Flicker: Not establishments, including domestic, and
IEC61000- Applicable those directly connected the public low-
3-3 PP voltage power supply network that supplies

buildings used for domestic purposes.

46
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. IEC 60601 Compliance Electromagnetic
Immunity Test Test Level Level Environment - Guidance
Floors should be wood,
ESD: +8kV Contact +8kV Contact concrete, or ceramic tile. If
[EC61000-4-2 +2KV, 4KV, +2KV, £4kV, floors are covered with synthetic
8KV, £15kV Air | +8kV, £15kV Air | material, the relative humidity
should be 30%.
+/-0.5KV L1 +/-0.5KV L1 : :
EFT: and 12 and 12 mo;nsfpor/e( quonny should t|>e
[EC61000-4-4 1KV L 1KV LI I a _c; T] ypica con’;merao or
and L2 and L2 OospITal environment.
Surges: +/-0.5KV L1 +-0.5KV LI Mains power quality should be
2 000-4-5 and 12 and 12 that of a typical commercial or

+/-1KV L and 2

+/-1KVLI and 12

hospital environment.
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Guidance and Manufacturer's Declaration — Immunity

The Flyp™ fn2000m is infended for use in the electromagnetic environment
specified below. The customer or user of the Flyp fn2000m should ensure
that it is used in such an environment.

Single phase: at 0°

0% UT; 250/300 cycle
for 50 Hz and 60 Hz

Single phase: at 0°

0% UT; 250/300 cycle
for 50 Hz and 60 Hz

. IEC 60601 Compliance Electromagnetic
Immunity Test Test Level Lgvel Environment —%uidonce
0% UT. 0.5 cycle 0% UT: 0.5 cycle A;‘\omlsd pbowﬁr qucf,my
af 0°, 45°, 90°, 135°, | at 0°, 45°, 90°, 135°, | §hovig e inat of o
180° 225, 270° andl | 180°,225°, 270°and | psStfemoment:
Voltage 315°. 315°. Iff Tzho% vser of the Flyp
i . X n m requires
%%rggﬁom. 0% UT: 1 cycle 0% UT: 1 cycle continued charging
IEC41000- | 70% UT: 25 cycles for | 70% UT: 25 cycles for ?#gprg s Power
50 Hz 50 Hz byt
4-11 recommended that

the Flyp fn2000m be
powered from an
uninterruptible power
supply or battery.

. IEC 60601 Compliance Electromagnetic
Immunity Test Test Level Level Environment Guidance
Power frequency
Power magnetic fields
Frequency should be at levels
50/60Hz 30 A/m 30 A/m characteristic of a
Magnetic Field: typical location in a
IEC61000-4-8 typical commercial or

hospital environment.
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Guidance and Manufacturer's Declaration — Immunity

The Flyp™ fn2000m is infended for use in the electromagnetic
environment specified below. The customer or user of the Flyp fn2000m
should ensure that it is used in such an environment.

Immunity Test

IEC 60601 Test Level

Compliance Level

Conducted RF:
|[EC61000-4-4

Radiated RF:
I[EC61000-4-3

3 Vrms 0.15-80 MHz
6 Vrms in ISM and
Amateur radio bands

10V/m
80 MHz - 2.7 GHz
1 kHz @ 80% AM

3 Vrms 0.15-80 MHz
6 Vrms in ISM and
Amateur radio bands

10 V/m
80 MHz - 2.7 GHz
1 kHz @ 80% AM

Electromagnetic Environment - Guidance
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Flyp Owners Manual V2.13.indd 50-51

Portable and mobile communications equipment should be separated from the

Flyp fn2000m by no less than the distances calculated/listed below:

D=(3.5/V1)(Sart P)
150kHz to 80 MHz

D=(3.5/E1)(Sart P)
80 to 800 MHz

D=(7/E1)(Sart P)
800 MHz 0 2.5 GHz

where P is the max. power in watts and D is the
recommended separation distance in meters.

Field strengths from fixed transmitters, as determined by
an electromagnetic site survey, should be less than the

compliance levels (V1 and ET).

Interference may occur in the vicinity of equipment

containing a transmitter.
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Recommended Separation Distances for the Flyp fn2000m

The Flyp™ fn2000m is intended for use in the electromagnetic environment

in which radiated disturbances are controlled. The customer or user of the
Flyp fn2000m can help prevent electromagnetic interference by maintaining
a minimum distance between portable and mobile RF Communications
Equipment and the Flyp fn2000m as recommended below, according to the
maximum output power of the communications equipment.

Max Output Separation (m) Separation (m) Separation (m)
Power 150kHz to 80MHz 80 to 800MHz 800MHz to 2.5GHz
(Watts) D=(3.5/V1)(Sart P) | D=(3.5/E1)(SartP) | D=(7/E1)(Sart P)

0.01 0.116667 0.116667 0.233333

0.1 0.368932 0.368932 0.737865

1 1.166667 1.166667 2.333333

10 3.689324 3.689324 7.378648
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DISPOSAL & RECYCLING

WARRANTY

A CAUTION The Flyp main unit is warrantied for a

period of thirty-six (36) months from
the date of purchase against defects
in manufacturing. All warranties

are based on typical usage and

Your Flyp must be disposed of
properly, according fo local laws
and regulations. Because this
product contains a bafttery, the
product must be disposed of
separately from household waste.
When your Flyp reaches its end of
life, contact your local authorities
fo learn about recycling options.

following care instructions.

We will, at our option, repair or
replace without charge your device.
Repair or replacement is our only
responsibility, and your only remedy,

under the warranty.

HypersoniQ™ Cartridge is warrantied
for a period of three (3) months
from the date of purchase against

defects in manufacturing.

53

12/1/20 5:48 PM

®



1 TEEEE

OTHER INFORMATION

Federal Communication
Commission (FCC)
Notice

This equipment has been
tested and found tfo comply
with the limits for a Class B
digital device, pursuant fo

part 15 of the FCC Rules.

These limits are designed to
provide reasonable protection
against harmful interference

in a residential installation. This
equipment generates, uses and

54
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can radiate radio frequency
energy and, if not installed

and used in accordance with
the instructions, may cause
harmful interference to radio
communications. However,
there is no guarantee that
interference will not occur

in a particular installation. If

this equipment does cause
harmful interference to radio or
television reception, which can
be determined by turning the
equipment off and on, the user
is encouraged fo try to correct
the interference by one or more
of the following measures: Do

not use cellular phones and
other electronic devices that
generate electromagnetic fields
near the medical device.

- Reorient or relocate the
receiving antenna.

- Increase the separatfion
between the equipment and
receiver.

- Connect the equipment info
an outlet on a circuit different
from that to which the receiver
is connected.

- Consult the dealer or
an experienced radio/TV
technician for help.
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This device complies with part
15 of the FCC Rules. Opera-
tion is subject to the following
two conditions: (1) This device
may not cause harmful inter-
ference, and (2) this device
must accept any interference
received, including interfer-
ence that may cause unde-
sired operation.
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Any Changes or modifico-
tions not expressly approved
by the party responsible for
compliance could void the
user's authority fo operate the
equipment.

| D | [

BLUETOOTH SPECIFICATIONS

FLYP NEBULIZER

Bluetooth Compliance

Version 5.0 Single mode low energy

Operating Frequency

2.360 Ghz to 2.500 Ghz

Max Output Power

TX: +4 Dbm Max

Operating Range

200 meter (maximum)

Network Topology Star
Operation BLE peripheral device running GATT Server
Antenna Type Integrated

Modulation Technology

FHSS (Frequency Hopping Spread Spectrum)

Modulation Type GFSK
Data Rate 1 Mbit/second
Data Latency 400 ms
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BLUETOOTH CON'T | FLYP NEBULIZER

Data Integrity Adaptive Frequency hopping, 24-bit CRC. All packets have a
24- bit CRC value calculated for them by the transmitter and ap-
pended fo the packet. The receiver recalculates the CRC and
compares the calculated value with the value appended to the

packet. If they are not the same, the receiver will not acknowl- PART REORDER NUMBER
edge that packet, resulting in a retransmission of that packet.

Format Sends clock fime every minute. Send freatment notifi- Mouthpiece MP-2000
Sv%g%”rggge*;?;g ?Igm%f;;fg‘;gg?fe” Senes Eleiellegs HypersonlQ Replacement Head | hs2000m

Quallity of Service This device uses Bluetooth Smart technology for wireless com- USB Wall Charger DC-1000
munications, which allows for reliable communications in elec-
trically noisy environments. If the connection is lost, the device Mask Adapter MA-2000
starts to advertise immediately and the App can reconnect. Drow—S’rring Bag AIR-4000

Bluetooth Supported Profiles | GATT based custom profile for Fl .

PP P ® User Guide AIR-5000
Authentication & Encryption | Supported Cleaning Kit CB-2000
Encryption Key Size 128-bit AES HW
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