





































































































Storing

Storing the SKYTROFA Auto-Injector

/\ Keep out of the reach of children.

This product contains small parts that
may present a choking hazard to small
children. The cable can present a
strangulation hazard.

/\ Do not store the auto-injector closer than

12 inches (30 ¢cm) to microwave ovens or
electronic equipment with antennas such
as Wi-Fi transceivers. The auto-injector
may not work the right way.

Remove the cartridge from the
auto-injector before storing.

Store with the protective cover on.

Itis recommended to store the
auto-injector at room temperature
between 59°F to 86°F (15°C to 30°C),

in between uses. If the auto-injector is
stored at higher or lower temperatures,
you should keep it at room temperature

for 30 minutes before use with a cartridge.

The auto-injector can be stored between
14°F to 104°F (-10°C to 40°C) if notin use.
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Keep the protective cover on when
traveling with the auto-injector.

Keep the auto-injector away from dirt,
dust, and humid or wet places.

Keep the auto-injector, the charger, and
the charging cable away from pets and
pests.

Avoid refrigerating or freezing the
auto-injector in between uses.

/I Avoid exposing the auto-injector to direct

sunlight and extreme temperatures.
For technical details of the conditions
under which the auto-injector can be used,
stored, and transported [l pages 77-79.
Storing the SKYTROFA Cartridge
For information on the SKYTROFA

Cartridge storing, see instructions on
the cartridge pack and blister.
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Product Safety

Do not use the SKYTROFA Auto-Injector
if the SKYTROFA Cartridge cannot be
inserted or removed, or if the cartridge
was not completely emptied during the
last attempted injection.

Do not use the auto-injector if you think it
may be damaged.

Do not open, try to repair, or change
the auto-injector. The battery is not
replaceable. Please call Ascendis
Pharma Customer Support. For contact
information [ back cover.

Do not clean the auto-injector while
charging. Keep the auto-injector dry.

Do not use or place the auto-injector
closer than 12 inches (30 cm) to
microwave ovens or electronic
equipment with antennas such as Wi-Fi
transceivers. The auto-injector might
not work the right way.
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/I\ Do not use a cartridge if it has
been dropped or you think it may
be damaged.

/I\ Do not expose the auto-injector to
extreme temperatures. Keep the
auto-injector away from heat and open
flames. Keep it out of direct sunlight.

Do not place the auto-injector in liquid.

Do not wash the auto-injectorin a
dishwasher.
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Expiration

The SKYTROFA Auto-Injector has

an expiration date (5 years after the
manufacturing date) or a maximum of
210 injections, whichever comes first.
The expiration date is located at the
bottom of the auto-injector and is
indicated by year (YYYY), month (MM),
and date (DD), printed as YYYY-MM-DD.

When there are 5 injections or less than
1 month left, the auto-injector will
indicate this when turned on.

Read more I page 59.

The auto-injector may be used for the
remaining 5 injections. After the final
injection or after the expiration date, your
auto-injector has to be replaced. Please
contact a healthcare provider or Ascendis
Pharma Customer Support to receive a
new auto-injector. For contact information

B back cover.
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The auto-injector contains electrical and
electronic components, including a
non-replaceable battery.

Do not throw away (dispose) in household
trash.

When the auto-injector reaches its
expiration date, maximum number of
injections, or needs replacing, return it to
the Ascendis Pharma Customer Support.
Contact Ascendis Pharma Customer
Support for instructions on how to return
properly. For contact information

B back cover.
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EMC Compliance Levels -

The auto-injector is intended for use in the
electromagnetic environment specified below.
The user of the auto-injector should ensure
that it is used in such an environment.

Electromagnetic

Electromagnetic

a) 30 MHz to 230 MHz:

b) 230 MHz to 1 GHz:

< 30 dB (uV/m) quasi-peak.

T Basic EMC
Compatibility (EMC)
. Standard
Compliance Levels
EMC - RF Field radiated IEC 60601-1-2
emission in 10 m {(maximum): | Edition 4.1/

EN 60601-1-2:2015/
A1:2021
CISPR 11 /EN 55011

e Basic EMC
Compatibility (EMC)
; Standard
Compliance Levels
EMC - Fast transients and |EC 60601-1-2
bursts: Edition 4.1/

a) Fasttransients and bursts
+2 kV ac mains

EN 60601-1-2:2015/
A1:2021

IEC 61000-4-4

EN ISO 11608-4:2022

a) 10 V/m 80-2700 MHz.
1 kHz 80% AM

< 37 dB (uV/m) quasi-peak. | EN ISO 11608-
c) Internal source <108 MHz | 4:2022
Compliance levels according
to CISPR11, Group1, Class B.
EMC - RF Field radiated IEC 60601-1-2
immunity - Electrical field: Edition 4.1/

EN 60601-1-2:2015/
A1:2021

EMC - Surge: EC 60601-1-2 Edition
a) Surge 1 kV Line-to-Line |4.1/
ac mains EN 60601-1-2:2015/
A1:2021
IEC 61000-4-5
ENISO 11608-4:2022
EMC - Conducted immunity | I[EC 60601-1-2
disturbance by RF fields Edition 4.1/

a) 3Vrms
150 kHz to 80 MHz

EN 60601-1-2:2015/
A1:2021

a) 30 A/m

IEC 61000-4-3
ENISO 11608-
4:2022
EMC - Power Frequency IEC 60601-1-2
Magnetic field, Immunity: Edition 4.1/

EN 60601-1-2:2015/
A1:2021

IEC 61000-4-3
ENISO 11608-
4:2022

(6 Vrms in ISM and IEC 61000-4-6
amateur radio bands) ENISO 11608-4:2022
EMC - Conducted emission | IEC 60601-1-2
a) 150 kHz-30 MHz Edition 4.1

120V @ 60 Hz

Compliance levels according
to CISPR11, Group1, Class B.

EN 60601-1-2:2015/
A1:2021

CISPR 11/EN 55011
EN ISO 11608-4:2022
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EMC - Voltage dips and

interruptions:

a) <5% UT for 5 sec

b) <5% UT for 0.5 cycles
c) 70% UT for 25 cycles
d) 40% UT for 5 cycles

IEC 60601-1-2
Edition 4.1/

EN 60601-1-2:2015/
A1:2021

IEC 61000-4-11

EN ISO 11608-4:2022
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Electromagnetic

Proximity fields from Wireless
communication equipment,

a) 27 V/m @ 380-390 MHz
b) 28 V/m @ 430-470 MHz

c) 9V/m @ 704-787 MHz

d) 28 V/m @ 800-960 MHz

e) 28V/m @ 1700-1990 MHz
f) 28V/m @ 2400-2570 MHz
g) 9 V/m @ 5100-5800 MHz

Immunity at 0.3 m separation:

ComreS e | e S
- Standard
Compliance Levels

EMC - RF Field Immunity to IEC 60601-1-2

Edition 4.1/EN
60601-1-2:2015/
A1:2021

IEC 61000-4-39
ENISO 11608-
4:2022

EMC - Immunity to proximity
magnetic fields (9 kHz to

IEC 60601-1-2
Edition 4.1/EN

a) + 8 kV contact
b) £2,4,8and 15 kV air

13.56 MHz): 60601-1-2:2015/
a) 30 kHz - CW modulation A1:2021
-8 A/m IEC 61000-4-39
b) 134.2 kHz - 2.1 kHz pulse ENISO 11608-
modulation - 65 A/m 4:2022
¢) 13.56 MHz - 50 kHz pulse
modulation - 7.5 A/m
ESD immunity: IEC 60601-1-2

Edition 4.1/EN
60601-1-2:2015/
A1:2021

IEC 61000-4-2
ENISO 11608-
4:2022
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Technical Specification

SKYTROFA Auto-Injector

Lifetime

Expiration date I page 72.

Serial Number
(SN)

Please refer to the bottom side of
your auto-injector, marked after [sAl.

Size 7.09x 1.46x1.06in{180x37 x 27
mm).

Weight 5.29 0z (150 g).

Display Light-emitting diodes (LED).

Power source

Mains charger: 100 to 240V AC.

Power supply

1 rechargeable internal Li-ion
battery.

Full capacity
charging time

2 hours and 30 minutes. Charging
time for 1 injection: 15 minutes.

Full capacity

3 weeks with 1 injection per week.

Electromagnetic
compatibility

SKYTROFA Auto-Injector meets the
requirements of [EC / EN 60601-1-
2, 4-th Edition. Using SKYTROFA
Auto-Injector in the immediate
vicinity of microwave appliances
may result in impaired functioning.
Use and store SKYTROFA
Auto-Injector outside such an
environment.

Protection
against electric
shock

Type BF.

Dose accuracy

SKYTROFA Auto-Injector meets the
requirements of ISO 11608-1:2022.
Minimum 90% of the volume.

Needle Insertion
Depth

Based on needle length of 4 mm.

Ingress
protection

IP22:

IP2X: Ingress protection of solid
foreign objects, = 12.5mm
diameter. [IPX2: Ingress protection
of water with harmful effects,
dripping (15% tilted). Both put
together called IP22.
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Cable USB to Micro-USB cable, Tm.
Bluetooth®Version | BLE v5.3 with frequency

2.4 GHz.
Software Bill of The off-the-shelf software
Materials components that are used in

the SKYTROFA Auto-Injector
can be found on:
https://www.phillipsmedisize.

com/sbom
Charger
Model ASSA54a-050100.
Input 100-240V - 50-60Hz.
Output 5.0V=1.0A.

Use Conditions for
SKYTROFA Auto-Injector

Operation 59°F to 86°F (15°C to 30°C)
temperature (with (marking on device bottom).
medicine) and
recommended

storage temperature
in between uses

Storage & 14°F to 104°F (-10°C to 40°C)
Transportation (marking on device cover).
temperature

Charging 59°F to 86°F (15°C to 30°C).
temperature

Operation humidity |15 to 90% relative humidity,
non-condensing.

Storage & Up to 93% relative humidity,
Transportation non-condensing.

relative humidity

Atmospheric 10.15 psito 15.37 psi
pressure (700 hPa to 1060 hPa).
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Use Conditions for Cartridge with Medicine
and Needles

The use conditions provided here are for the
SKYTROFA Auto-Injector device. The use conditions
for SKYTROFA Cartridges with medicine and needles
may be different. To see the use conditions for
cartridges with medicine and needles, please see
the information provided with your medicine.

Waste

To protect natural resources and to promote material
reuse, please separate packaging material from
electronic, medicine, and sharp waste and recycle the
material through your local recycling system.

Electronic waste: The auto-injector, including battery,
must be returned to the manufacturer. Contact
Ascendis Pharma Customer Support for instructions
on how to return properly [l back cover.

Charger and USB cable must be disposed of

following local regulations for disposal
of electronic waste.
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Symbols

These symbols are found on the

SKYTROFA Auto-Injector, the packaging,

and the Instructions for Use.

M Manufacturer.

Applied parts

SKYTROFA Auto-Injector is a type BF
device and provides protection against
electrical shock and electrical current
leakage. Applied parts on the device
are the green top, the housing, and the
button.

I
H;E]ﬁ Distributor.

SN Unique serial number of
SKYTROFA Auto-Injector.

Warning!

When this warning symbol is seen,
safety instructions must be followed.
Otherwise, serious safety hazardous
situations and injuries may occur.

# Model Number.

identification.

REF Manufacturer catalogue number for

LOT Manufacturer batch code for
identification.

Precaution!

When this precaution symbol is seen,
safety instructions must be followed.
Otherwise, minor to moderate safety
hazardous situations and injuries and
potential damage to the auto-injector
or other property may occur.

M D Medical Device.

Caution: Federal law restricts this device

@i) Single patient Multiple use.

Rx onl s
Y | for sale by or on the order of a physician.
30°C
86°F
/ﬁ/ Operation temperature.
15°C

Expiration date.

YYYY-MM-DD

Storage & Transportation temperature.

I::E_] Consult Instructions For Use.

Keep dry.

80

If the auto-injector packaging has been
damaged or unintentionally opened
before the first use, contact customer
support [l back cover.
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SKYTROFA Auto-Injector contains
electrical and electronic components,
including a battery that cannot be
replaced, and must not be disposed
of using standard waste collection.

SKYTROFA Auto-injector packaging
is a non-corrugated fiberboard.
Can be disposed of as paper.

SKYTROFA Auto-Injector has been
tested and found to comply with the
limits for a Class B digital device,
according to part 15 of the FCC Rules.

® B 1¢

( ) Radio transmitter - Bluetooth® technology
((.)) @2.4GHz using customized encrypted
protocol - ClassB digital device.

=== | DC(Direct Current).

ea Bluetooth® technology

h Pairing key.

The Unique Device Identifier (UDI) that
gﬁgiggzmzw appears on the carton is shown by a
123456 barcode and human readable format:
12345678901234 (01) Device Identifier
(10) Batch Number
(17) Expiry date in YYMMDD format
(21) Serial Number
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FCC Class B Notice

It is not allowed to modify the SKYTROFA Auto-
Injector. Modifications may void the authority granted
to the user by the FCC to operate this equipment.

This device complies with Part 15 of the FCC Rules.
Operation is subject to the following two conditions:

1. This device may not cause harmful interference.

2. This device must accept any interference received,
including interference that may cause undesired
operation.

Note: This equipment has been tested and found
to comply with the limits for a Class B digital device,
pursuant to 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 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 to try to correct the interference
by one or more of the following measures:

- Reorient or relocate the receiving antenna.

- Increase the separation between the equipment
and receiver.

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

- Consultthe dealer or an experienced radio/
television technician for help.
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- Parts Overview |

Status Icons Green Top

Starts injection when pressed
against skin

J Green Check Mark
Injection successfully completed Inspection Window
Allows for inspection of mixed
Green Eye medicine
@ Mixed medicine is ready for inspection

in window Progress Bar (with six light elements) ﬁ

Shows progress of mixing and injection

) Green Mixing N
( Medicine mixing is in progress [l Read mohe on pages 30-06
and 42-43 (and pages 52-63
for troubleshooting) ®
B Read more about status icons on
pages 26-45 (and pages 52-63 for Q
troubleshooting)

Status Icons

Green Button
To turn on the SKYTROFA Auto-Injector

or to reject mixed medicine

Needle
Constant Green To be screwed onto SKYTROFA
D = Battery is fully charged Cartridgfe bef.ore inserting
= The auto-injector is ready to use the cartridge in green top
Orange Plug
A3 ¢ Flashing Green I Read more
- D- = At least 1 injection remaining, but on page 28

4 . charging recommended after use

A 4 Flashing Orange

- D- = Battery needs charging \ ~ \E% \‘—/

) _es)

I Read more about battery status SKYT R_OFA Ca.rt.rldge &«*3
icons on page 25 Contains medicine and water for

injection. If refrigerated, leave it at room

temperature for 15 minutes before use
Battery Icon 85







