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INSTRUCTIONS FOR USE

Yorvipathe
(palopegteriparatide)

injection, for subcutaneous use

For 24, 27 or 30 mcg doses only

This Insfructions for Use contains
information on how to inject
YORVIPATH

mal et

1 I‘forvipct so———

420 mcg/1.4 mL
(300 mcg/mL) prefilled pen for
24, 27 or 30 mcg doses only
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injection, for subcutaneous use

For 24, 27 or 30 mcg doses only
This Instructions for Use contains
information on how to inject
YORVIPATH

420 meg/1.4 mL

(300 meg/mL) prefilled pen for
24, 27 or 30 mcg doses only
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Additional information

If you need help, please ask your health care provider or
nurse for advice or contact the Ascendis Pharma Helpline:
Ascendis Pharma Helpline:

Toll-free telephone number:

1-844-442-7236

Ascendis Pharma Bone Diseases A/S
Tuborg Boulevard 12

DK-2900 Hellerup

Denmark
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Additional information 2

If yvou need help, please ask your health
care provider or nurse for advice or contact
the Ascendis Pharma Helpline:

Ascendis Pharma Helpline:

Toll-free telephone number:
1-844-442-7236

Ascendis Pharma Bone Diseases A/S
Tuborg Boulevard 12

DK-2900 Hellerup

Denmark
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Panel 1 Troubleshooting
1. How often must I test the pen flow?

You should only test the pen flow

(Section 2) the first time you use a new pen (or if you think
it might be

damaged) to not waste medicine. The

test checks to make sure the medicine

flows through the pen so that you get

the right doses of medicine.

2.1 do not see drops appear after I
have tested the pen flow 5 times. What
should I do?

If you see no drop on the needle tip
after 5 attempts it might be because
there is no flow through the pen and
needle.

Change the needle (see Section 5,

Step 13) and test the pen flow again
(see Section 2, Steps A-C). You can be
sure the flow works correctly when you
see the drop of medicine.

If it still does not work, throw away (discard) the pen and
contact your health care provider.

3. How do I know I have completed
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Troubleshooting

1. How offen must | test the pen flow?

You should only test the pen flow
|Section 2) the first firme you use a new
pen [orif you think it might be
damaged) o not waste medicine. The
test checks to make sure the medicine
flows through the pen so that you get
tihe nght doses of medicine.

2 | do not see drops appear affer |
have tested the pen flow 5 fimes. What
should | do?

If you see no drop on the needle fip
ofter 5 attemipts it might be becauss
there is no flow through the pen and
neadie.

Change the needle (see lecfion 5,
Step 13) and test the pen flow again
|z=e Section 2, Steps A-C). You can be
sure the flow works comectly when you
see the drop of medicine.

If it stil des not work, throw avay
|discard) the pen and contact your
hiealth care provider.

3. How do | know | have completed the
injection?

four injection is only completed after
you have pressed the push button all
tine way in and the dose selector hos
rotated back fo fhe © " and you have
kept the needle in the skin for

5 seconds.

4 Why do | have to keep holding the
pen in the skin for 5 seconds?

Zome medicine might flow back info
the pen or flow backward from the
injection site and e left on the skin.
Holding the pen in the skin for 5
seconds halps to make sure that al the
medicine has been injected.

5. | connot dial the dose selecior to the
Fequired dose. What should | do?

The pen does not allow o larger doss
to be s=t than what is left in the pen.
your dose is larger than the amount of
medicine left in the pen you will nof be
able to dial a full dose. You rmust theow
orway your pen and take the full dose
of medicine with a new pen.

&. The red lock covers the needle
before | start injection. What should |
do?

Unscresw and throw away the nesedle in
use [see Section 5, Step 13). Take a
new neede from the box and stort
again from Sep 1. Every box contains
an extra neaedle.

the injection?

Your injection is only completed after
you have pressed the push button all
the way in and the dose selector has

rotated back to the “*” and you have
kept the needle in the skin for 5 seconds.

4. Why do I have to keep holding the
pen in the skin for 5 seconds?

Some medicine might flow back into

the pen or flow backward from the

injection site and be left on the skin.

Holding the pen in the skin for 5

seconds helps to make sure that all the medicine has been
injected.

5.1 cannot dial the dose selector to the required dose.
‘What should I do?

The pen does not allow a larger dose

to be set than what is left in the pen.

If your dose is larger than the amount

of medicine left in the pen you will not be able to dial a full
dose. You must throw away your pen and take the full dose
of medicine with a new pen.

6. The red lock covers the needle
before I start injection. What should I do?

Unscrew and throw away the needle

in use (see Section 5, Step 13). Take a new needle from the
box and start again from Step 1. Every box contains an
extra needle.
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Panel 2

Storing Your Pen

= Unfil first use, refrigerate your pens
between 2°C to 85C [34°F to 46°F) and
keep in the package fo protect
fram light.

* After first use, store your pen for
14 days af room temperature balow
30PC [86°F).

* Do nof leove your pen in a cor or

ancther place where it can get oo
bt oF too cold.

* Do nof freeze your pen.
= Store YORVIPATH crvay from heat.

* Keep the YORVIPATH pen out of the
reach of children.

Tip: You should take a new pen out
of the refigerator 20 minutes before
first use to allow the medicine to get
to room temperature before
injecting.

e

Storing Your Pen

Until first use, refrigerate your pens between
2°C to 8°C (36°F to 46°F) and keep in the
package to protect from light.

After first use, store your pen for 14 days at
room temperature below 30°C (86°F).

Do not leave your pen in a car or another place
where it can get too hot or too cold.

Do not freeze your pen.

Store YORVIPATH away from heat.

Keep the YORVIPATH pen out of the reach
of children.

Tip: You should take a new pen out of the refrigerator 20
minutes before first use to allow the medicine to get
to room temperature before injecting.

Panel 3

Caring For Your Pen

* Handle your pen with care.
* Feep your pen dry.
* Use a moist cloth to clean your pen.

* Do not drop or knock your pen
agairst hard surfaces. If you do, test
the pen flow again [Section 2,

Steps A - C) before next use.

* Do not apply extra force to your pen.
It right be empty, damaged and no
longer works properly.

* Do not attempt to repar o damoged

pen yoursslf. If your pen is doamaged,
corntact the Ascendis Pharma
Helpfine.

Caring For Your Pen

Handle your pen with care.

Keep your pen dry.

Use a moist cloth to clean your pen.

Do not drop or knock your pen against hard
surfaces. If you do, test the pen flow again
(Section 2, Steps A — C) before next use.

Do not apply extra force to your pen. It might
be empty, damaged and no longer works
properly.

Do not attempt to repair a damaged pen
yourself. If your pen is damaged, contact the
Ascendis Pharma Helpline.




Panel 4

Important
Information You
Need To Know
Before Using Your
YORVIPATH Pen

Read and follow this Instructions for Use
carefully so that you inject YORVIPATH
the Agiht wary.

If you do not understand or are unakle
to complete a step that is descriibed in
this Instructions for Use, contact your
health care provider or nurse or the
Ascendis Pharmna Helpline.

Make sure you howe received training
froen your health care provider or nurse
pefore injecting. This & important to
rnake sure that you get the comect
treatrment.

Inject YORVIPATH into the belly
[giodomen) ar in the front of the thigh.
Your pen con deliver doses of 24, 27, or
30 meg. It is used for injections under
the skin (sulbcutaneous) for daily
treatrent of hypoparathyroidism. Your
pen s a prefiled dial-o-dose throw
away |disposable] pen.

It contains medicine for 14 days of use
arnd i infended fo be used 1 fime each
dary. Do not wse more than one
injection to achieve the recommended
once daily dosage.

You con dial doses of 24, 27 or 30 meg
with the pen.

For Correct Uze

If you are bliind or visually impaired or if
you hove lack of concenfrafion do not
use your pen without help. Get halp
frormn a person who is frained to use the
YORVIPATH pen.

Store your pen out of the reach of
children and any other persons who do
nat know how to handle it properhy.

Important Information You Need To Know
Before Using Your YORVIPATH Pen

Read and follow this Instructions for Use carefully so that
you inject YORVIPATH the right way.

If you do not understand or are unable

to complete a step that is described in this Instructions for
Use, contact your health care provider or nurse or the
Ascendis Pharma Helpline.

Make sure you have received training from your health care
provider or nurse before injecting. This is important to
make sure that you get the correct treatment.

Inject YORVIPATH into the belly (abdomen) or in the
front of the thigh.

Your pen can deliver doses of 24, 27, or 30 mceg. It is used
for injections under the skin (subcutaneous) for daily
treatment of hypoparathyroidism. Your pen is a prefilled
dial-a-dose

throw away (disposable) pen.

It contains medicine for 14 days of use and is intended to
be used 1 time each day. Do not use more than one
injection to achieve the recommended once daily dosage.
You can dial doses of 24, 27 or 30 mcg with the pen.

For Correct Use

If you are blind or visually impaired or if you have lack of
concentration do not use your pen without help. Get help
from a person who is trained to use the YORVIPATH pen.
Store your pen out of the reach of children and any other
persons who do not know how to handle it properly.

Panel 5

. Only use your pen as directed by your health
care provider or nurse.

. The pen and needles are for single-patient use
only. Do not share your pen or needles with
other people. It might lead to infection (cross-
contamination).

. Start by checking your pen to make sure it is the
correct pen.

. Always check the expiration date on the pen
label and needle foil before use.

. Always inspect the pen visually before use to
make sure it is not damaged and medicine is
clear, colorless and without particles.

e Always use a new needle for each injection.

. Only inject into the abdomen or front of thigh as
instructed by your health care provider or nurse.
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= Oinly use youwr pen a: directed oy
your health core provider or nurse.

= The pen and nesdles are for
single-patfient use only. Do not share
your pen or needles with other
people. it might lead to infection
|eroes-contamination).

Start by checking your pen to make
sure it is the comrect pen.

Abways check the expiration date on
the pen lalbel and needle fol before
us=,

Abways inspect the pen visually
before use fo moke sume i is not
damaged and medicine is clear,
colodess and without particles.

= Always use a new needle for each
injection.

Only inject inte the albdomen or
front of thigh as instructed by your
health core provider or nurss.
Rememizer to change injection site
for each injection and avoid skin
fthart is red, swollen or scared.

Always keep the cap on the pen
when it is not in use to protect the
medicine from Bght.

Remove the needle after every use.
Do mot store the pen with the needle
or.

Alwarys throw asvay your pen after
14 days of use, even i it sfill has
medicine left inside. This i important
fo moke sure that you get the Aght
effect of your medicine.

By failing to follow these instructions
you may not get the right dose and
mary therefore not get the full effect
of your medicine.

Awoid bending or breaking off the
p=n neadie.

Do not change the injection

angle affer the nesdle has been
inserted into the skin. Changing the
angle can cause the needle fo
bend or break off. A bent or broken
rneedle can remain stuck in the body
or rermain completely under the skin.
If a broken needle remains stuck in
thie body or remains under the skin,
seek medical help Aght away.

Remember to change injection site for each
injection and avoid skin that is red, swollen or
scarred.

Always keep the cap on the pen when it is not in
use to protect the medicine from light.

Remove the needle after every use. Do not store
the pen with the needle on.

Always throw away your pen after 14 days of
use, even if it still has medicine left inside. This
is important to make sure that you get the right
effect of your medicine.

By failing to follow these instructions you may
not get the right dose and may therefore not get
the full effect of your medicine.

Avoid bending or breaking off the pen needle.

Do not change the injection angle after the
needle has been inserted into the skin. Changing
the angle can cause the needle to bend or break
off. A bent or broken needle can remain stuck in
the body or remain completely under the skin. If
a broken needle remains stuck in the body or
remains under the skin, seek medical help right
away.
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Panel 6

Compatible Pen Needles

In each of the two inner boxes there
are 15 disposable Chckfine®
AutoProtect™ Neadles [31G x Smm)
together with a YORVIFATH prefilled
pen for doses of 24, 27 or 30 mcg.
Always use the needles that come
with YORVIPATH pen for your
injections.

For Correct Disposal

Abways put your used YORVIPATH
needles in an FDA-cleared shorps
disposal confainer nght oway after
use.

Abways put your used penlir'. an FOA-
cleared shanps disposal container
after 14 days of use.

Do not throw away (dispose of)
TORWIPATH in your household frosh.
f you do not have an FDA-cleared
shanps disposal confainer, you may
use a housshold container thart is:

= made of heavy-duty plastic.

= can be closed with a fight-fitting,
puncture resistant id, without sharps
being akle to come out.

= ypnght and stable during use.
» leak-resistant.

= propey lalkbeled to warn of
hozardous waste irside the
container.

Wihen your shomos disposal container
is almaost full, you will need to follow
your cormemunity guidelines for the
right wary to dispose of your sharps
disposal confainer. For more
irformation alout the safe sharps
disposal, and for specific informaotion
about sharps disposal in the state that
you live in, go to the FOA s website at:
itp/ fasnew fda.gov/safesharpsdisposal.
Do not dispose of your used sharps
disposal contairer in your household
trash urles: your community guideines
it this. Do not recycle your used
shorps disposal confainer.

Compatible Pen Needles

In each of the two inner boxes there

are 15 disposable Clickfine®

AutoProtect™ Needles (31G x 5Smm)

together with a YORVIPATH prefilled

pen for doses of 24, 27, or 30 mcg.

Always use the needles that come with YORVIPATH pen
for your injections.

For Correct Disposal

Always put your used YORVIPATH needles in an FDA-
cleared sharps disposal container right away after use.
Always put your used pen in an FDA-cleared sharps
disposal container after 14 days of use.

Do not throw away (dispose of) YORVIPATH in your
household trash.

If you do not have an FDA-cleared sharps disposal
container, you may use a household container that is:

. made of heavy-duty plastic.

. can be closed with a tight-fitting, puncture
resistant lid, without sharps being able to come
out.

e upright and stable during use.

. leak-resistant.

e properly labeled to warn of hazardous waste
inside the container.

When your sharps disposal container is almost full, you
will need to follow your community guidelines for the right
way to dispose of your sharps disposal container. For more
information about the safe sharps disposal, and for specific
information about sharps disposal in the state that you live
in, go to the FDA’s website at:
http://www.fda.gov/safesharpsdisposal.Do not dispose of
your used sharps disposal container in your household trash
unless your community guidelines permit this. Do not
recycle your used sharps disposal container.
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Panel 7 Parts Overview

Figure A
Parts Overview Symbols:
Figure & -Droplets
Symbols: -Doses (24, 27 or 30 mcg)

Droplets Doses (24, 27 or 30 mog]  End-of-dose -End-of-dose

lﬂ lea [~} -Pen cap
-Inspection window (medicine inside)
-Pen

' | I Push button -Pen label
[ | e | -Push button
Fen cap Fen Fen lakel Dase selector -Dose selector

Inspection Dose window i
-Dose window

window
|medicine inside)
-Needle cover

Single Use A
’—E _I e Safety Needle: -Needle tip
) -Blue sleeve
IT o )
Meedle Mesdle Blue — Meedle  Foil @ @ -Needle
cover tip sleeve - -Foil
Note: There is no medicine inside the needle.
. Single Use Safety Needle:
You Will Also Need Note: There is no medicine inside the needle.
Figure B
= You Will Also Need
Figure B
= Sharps disposal container
Sharps disposal  Alcohol wipe Alcohol Wipe
container
| =
Panel 8 1

Prepare Pen And Needle
Prepare Pen And Needle

Step 1

Wash your hands with soap and water before using
YORVIPATH pen. Take your YORVIPATH pen and a
needle from the box and check the expiration date on both
pen and needle (see Figure C). Do not use if expired.

step 1 Wash your hands with scop and Figure &
water before using YORVIPATH pen. .Er -
Take your YORVIPATH pen and a [
needie from the box and check the:
expirgfion date on botn pen and nesdis
(see Figure C|. Do not use if exprred.

I (=1}
Expinates da 1.-—I
L=

sfep 2 Pullofi e pencapana check  figue D Figure C
tne inspection window 1o make P
sure the medicing inside the pen is Expiration date OK?
clear gnd coloness (see Figure D). K
Impaortant: If the medicine has visibie parficles Step 2
in it do not use the pen. Use a new pen. Pull off the pen cap and check the inspection window to
Siep3 Pull the fail off the neadie fr—r f Er;::?is;rcreet}g)medlcme inside the pen is clear and colorless
[s=e Figure E). p. u . o .
This needle can only be used : mportant: e medicine has visible
i Important: If th d hi bl
11ime ana locks after use. g particles in it do not use the pen. Use a new pen.
stepd Click the needie siraight cnio Figrure .
your pen, then screw the Figure D
needie onto the pen unti chck! Medicine OK?
secure (it wil not fignten all the y— ‘| u
way] (see Figure F|. t Step 3
step5 Pull off the needle cover [see figure G Pull the foil off the needle (see Figure E). This needle can
Figure G| and throw it away. e . x . only be used

Important: The blue seeve must not be 1 time and locks after use.

touched oz it may lock the needis.

Figure E

Step 4

Click the needle straight onto your pen, then screw the
needle onto the pen until secure (it will not tighten all the
way) (see Figure F).

Figure F
Click!

Step 5

Pull off the needle cover (see Figure G) and throw it away.
Important: The blue sleeve must not be

touched as it may lock the needle.
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Panel 9

If New Pen, Test Pen Flow

Step A Tum the dose selector
clockwize (to the right] 2 clicks
until you see the droplet

window (see Figure H).

Mote: You can always comrect the
selection by furning the dose selector

syrmipc] “dd™ in the dose II'-\'»'H-.

‘Only fest pen flow [Steps A - C) the first time you use a new pen.
If your pen is already in use, go to section "3 Prepare Injection”.

2
If New Pen, Test Pen Flow
Day 1

Attention

Only test pen flow (Steps A — C) the first time you use a
new pen.

If your pen is already in use, go to section "3 Prepare
Injection".

Step A
Turn the dose selector clockwise (to the right) 2 clicks until

4
Step B Make any air bubbles rise to Figure | . you see the droplet symbol ” in the dose window
the top of the pen by tapping (see Figure H).
the inspection window (see . . :
Figure 1), ke fho pen with the s Note: You can always correct the selection by turning the
needie fip pointed Up. i dﬁ)se selector.
Note: Tiny air bubbles are ok. ! Figure H
|
Step C Press the push button and Figure J Step B
watch drops of medicine come . . .
out of the ﬁee dle fip. When you Mal.<e any air bul_)bles rise to t_he top of the pen by tapping
press, make sure that the dose | the inspection window (see Figure I). Keep the pen with the
selector rotates bock to the 7 needle tlp pointed up.
symizel "a (s2e Figure J]. Note: Tiny air bubbles are ok.
Important: f you do not see drops of y i i g Figure I
medicine, repeat this test (Steps A - C) ¢ m \n}_ m i/ “ tap tap
up to & imes. If drops are sfill not seen, 5 -..-/ ) ! /
change the needle and repeat the test. - F 1
| + ___ v Step C
Press the push button and watch drops of medicine come
out of the needle tip. When you press, make sure that the
dose
selector rotates back to the symbol “®” (see Figure J).
Important: If you do not see drops of
medicine, repeat this test (Steps A — C) up to 5 times. If
drops are still not seen, change the needle and repeat the test.
Figure J
Panel 10 3

Prepare Injection and Select Dose

Step & Choose injection site. There are
two regions of your body you
can inject inta (see Figure K.

Awvoid injecting where skin
red, swollen or scomred.
Choose a different injecfion
site each fime you mject.

Stomach
at l=ast
from the belly button.-

Figure K

J

2inchas away

by your health care provider (24,
27 or 30 meg) by turning the
dose selector clockwize (fo the
right] [s=e Fgure M).

Imporant: Make sure not fo press the
push button while selecting your dose
to not spill medicine.

Mote: Always throw away your pen

and use ancther pen if you cannot
dial @ full dose.

Step 7 Wash your hands and clean Figure L Use alcohal wipe
the injection site with an
alcohol wipe [see Fgure L). "
L/
Step 8 Select your dose as prescribed Figure M

Prepare Injection and Select Dose

Step 6

Choose injection site. There are two regions of your body
you can inject into (see Figure K).

Avoid injecting where skin is red, swollen or scarred.
Choose a different injection site each time you inject.

Figure K

Front

Stomach (Abdomen)

at least 2 inches away from the belly button
Thighs

Step 7
Wash your hands and clean the injection site with an
alcohol wipe (see Figure L).

Figure L
Use alcohol wipe

Step 8

Select your dose as prescribed by your health care provider
(24, 27 or 30 mcg) by turning the dose selector clockwise
(to the right) (see Figure M).

Important: Make sure not to press the

push button while selecting your dose

to not spill medicine.

Note: Always throw away your pen and use another pen if
you cannot dial a full dose.

Figure M
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Panel 11

'.W Inject Dose

Use the injection fechnig Comr
ar nurse. Read this whole section (Steps

ded by your health care provider
7 - 12) before you start to inject.

Step 7 Hold the pen so that the blus Figure N

slkeeve is placed on the

injection site. Make sure you
can see the dose window { -
[z=e Figurs M. !

Step 10 Push the pen siraight fowards
the skin unfl you heaor o chck
and the blue sleeve can no P

longer be seen (see Figure O). Ly

step 11 Figure P

Prez: the push button all the
way inand hold steady for

5 seconds. Make sure the dose
selector rofates back to the
symibzal “e7_This means thot you
have given the ful dose

[s2e Figurs P).

Press.
then hald

[ Bl 4= 5seconds.

Step 12 Slowly rermowve the pen from the Figure @
injection site. The blue sleeve
automafically locks around fhe

needle and a red lock s seen

[see Figure Q).

4
Inject Dose

Attention

Use the injection technique recommended by your
health care provider or nurse.

Read this whole section (Steps 9 - 12) before you start to
inject.

Step 9

Hold the pen so that the blue sleeve is placed on the
injection site. Make sure you can see the dose window (see
Figure N).

Figure N

Step 10

Push the pen straight towards the skin until you hear a
click and the blue sleeve can no longer be seen (see Figure
0).

Figure O
Click!

Step 11
Press the push button all the way in and hold steady for 5
seconds. Make sure the dose selector rotates back to the

symbol “®”. This means that you have given the full dose
(see Figure P).

Figure P
Press...then hold 5 seconds.

Step 12

Slowly remove the pen from the injection site. The blue
sleeve automatically locks around the needle and a red lock
is seen (see Figure Q).

Step 13 Unzcrew the needle and throw Figure R

away the needle safely in
accordance with local regulations
[z=e Figurs B). Do not attermpt to
recap fthe needle. You could
poke yourself on the bock end.

I!-_*A"‘ ol

Figure Q
Panel 12 5
Throw Away Used Needle
Throw Away Used Needle Y
Step 13

Unscrew the needle and throw away the needle safely in
accordance with local regulations (see Figure R). Do not
attempt to recap the needle. You could

poke yourself on the back end.

Always throw oway your pen and any
extra neadles affer 14 days of vse,
ewven if it dfill hos medicine inside

[z2e Figure T]. Thiz iz important to
make sure that you get the full effect
of your medicine.

Step 14 Click the pen cap firmly onto Figure 5 Figure R
the pen to protect it between
inje:_ﬁrjms ::nd 1;_" ﬁ;o'reci the * I —H - Step 14
T:: - ',_c_'"g": e';r a Ciici Click the pen cap firmly onto the pen to protect it between
injections and to protect the medicine from light (see
Figure S).
Figure S
click!
Panel 13 6
Throw Away Used Pen
i Day 14
n Throw Away Used Pen
p— Important: Always throw away the pen 14 days after first
Important: Always throw away the e use according to local regulations.
pen 14 days affer first use according -
o local regulations. ﬂ
| Always throw away your pen and any extra needles after 14

days of use, even if it still has medicine inside
(see Figure T). This is important to make sure that you get
the full effect of your medicine.

Figure T

N
This Instructions for Use has been approved by the U.S. Food and Drug Administration

Approved: 08/2024
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FRONT INSTRUCTIONS FOR USE
Yorvipath®

(palopegteriparatide)
injection, for subcutaneous use

INSTRUCTIONS FOR USE For 15, 18 or 21 mcg doses only

This Instructions for Use contains

o
Yo r V I p 0 t h® information on how to inject

YORVIPATH
(palopegteriparatide) 294 meg/0.98 mL
injection, for subcutaneous use (300 meg/mL) prefilled pen for

15, 18 or 21 mcg doses only

ascendis pharma
For 15, 18 or 21 mcg doses only

This Instructions for Use confains
information on how to inject
YORVIPATH

s ke e

| § Yorvipath: o ﬂ | ‘
[paleargtesiparatifelior njaction

294 mcg/0.98 mL
(300 mcg/mL) prefiled pen for
15, 18 or 21 mcg doses only

ascendis "

Back Additional information

If you need help, please ask your health care provider or
nurse for advice or contact the Ascendis Pharma Helpline:
Ascendis Pharma Helpline:

Toll-free telephone number:

1-844-442-7236

Ascendis Pharma Bone Diseases A/S
Tuborg Boulevard 12

DK-2900 Hellerup

Denmark

ascendis pharma
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Additional information g
If you need help, please ask your health
care provider or nurse for advice or contact
the Ascendis Pharma Helpline:

Ascendis Pharma Helpline:

Toll-free telephone number:
1-844-442-72364

Ascendis Pharma Bone Diseases A/S
Tuborg Boulevard 12

DK-2900 Hellerup

Denmark
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Panel 1 Troubleshooting
1. How often must I test the pen flow?

You should only test the pen flow

(Section 2) the first time you use a new pen (or if you think
it might be

damaged) to not waste medicine. The

test checks to make sure the medicine

flows through the pen so that you get

the right doses of medicine.

2.1 do not see drops appear after I
have tested the pen flow 5 times. What
should I do?

If you see no drop on the needle tip
after 5 attempts it might be because
there is no flow through the pen and
needle.

Change the needle (see Section 5,

Step 13) and test the pen flow again
(see Section 2, Steps A-C). You can be
sure the flow works correctly when you
see the drop of medicine.

If it still does not work, throw away (discard) the pen and
contact your health care provider.

3. How do I know I have completed
the injection?

Your injection is only completed after
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Troubleshooting

1. How offen must 1 test the pen llow?

You should only test the pen flow
[section 2] the first fime you use a new
pen [or if you think it might oe
gamaged) to not waste medicine. The
test checks to make sure the medicine
fiowes through the pen so that you get
the rnight doses of medicine.

2. | do not see drops appear after |
have tested the pen flow 5 fimes. what
should 1 do?

if you see no drop on the needie fip
after 5 attemipts it might be because
there is no flow through the pen and
needle.

Change the needle [s2e Sacfion 5,
Itep 13) and fest the pen flow again
[z=e Sectfion 2, 3teps A-C). You can oe
sure the flow works comecily when you
see the drop of medicine.

If it sfill does not work, throw away
[discard) the pen and contact your
health care provider.

3. How do | know | have completed the
injection?

Your injection s only compileted affer
you have pressed the push button all
the wiay in and the dose selector has
rotated bock fo the “®" and you have
kept the needle in the skin for

5 seconds.

4. Why do | have to keep holding the
pen in the skin for 5§ seconds?

Some medicine might flow bock into
the pen or flow cockward fram the
injection site and e 1eff on the skin.
Heolding the pen in the skin for §
seconds helps fo make sure that all the
medicine has been ijected.

5. | cannot dial the dose selector fo the
required dose. what should 1 do?

Thie pen does not alow a larger dose
to be et than what is [eft in the pen. f
yaur dose is langer than the amouwnt of
medicine left in the pen you will not be
able to dial a full dose. You must throw
away your pen and take the full dose
of medicine with a new pen.

&. The red lock covers the needle
before 1 shart injecfion. what should 1
do?

Unscrew and thnow away the needle in
use [see Secfion 5, Step 13). Take a
new needle from the Dox and start
again from Step 1. Every box contains
an exfra needie.

you have pressed the push button all
the way in and the dose selector has

rotated back to the “*” and you have
kept the needle in the skin for 5 seconds.

4. Why do I have to keep holding the
pen in the skin for 5 seconds?

Some medicine might flow back into

the pen or flow backward from the

injection site and be left on the skin.

Holding the pen in the skin for 5

seconds helps to make sure that all the medicine has been
injected.

5.1 cannot dial the dose selector to the required dose.
‘What should I do?

The pen does not allow a larger dose

to be set than what is left in the pen.

If your dose is larger than the amount

of medicine left in the pen you will not be able to dial a full
dose. You must throw away your pen and take the full dose
of medicine with a new pen.

6. The red lock covers the needle
before I start injection. What should I do?

Unscrew and throw away the needle

in use (see Section 5, Step 13). Take a new needle from the
box and start again from Step 1. Every box contains an
extra needle.
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Panel 2

Storing Your Pen

= Uinfil first use, refrigerate your pens
between 2°C fo 8°C [34°F to 46°F) and
keep in the package fo protect
from lighit.

» after first use, store your pen for
14 days af rosm temperature below
0T [BESF).

* Do not leave your pen in a caror
anather ploce where it can get too
not or foo cokd.

* Do not freeze your pen.
* Stone YORVIPATH away from near.

* Keep the YORVIPATH pen out of the
reach of children.

Tip: You should 1oke o new pen out
of the refrigerator 20 minutes before
first use to allow the medicine to get
to room femperature oefore
injecting.

Storing Your Pen

. Until first use, refrigerate your pens between
2°C to 8°C (36°F to 46°F) and keep in the
package to protect from light.

. After first use, store your pen for 14 days at
room temperature below 30°C (86°F).

e Do not leave your pen in a car or another place
where it can get too hot or too cold.

e Do not freeze your pen.

. Store YORVIPATH away from heat.

. Keep the YORVIPATH pen out of the reach
of children.

Tip: You should take a new pen out of the refrigerator 20
minutes before first use to allow the medicine to get
to room temperature before injecting.

Panel 3

Caring For Your Pen

* Handle your pen with care.
* Keep your pen dry.
* Use g moist cloth 1o clean your pen.

* Do niot drop or Knock your pen
against hard surfoces. If you do, test
the pen flow again [Section 2,

Steps A — C) oefore next use.

* Do not apply extra force to your pen.
It might be empty, domaged and no
Ianger works propery.

* Do not attemnpt to repair a damaged
pen yourself. f your pen is damagedq,
contact the Ascendis Pharma
Helpline.

Caring For Your Pen

o Handle your pen with care.

. Keep your pen dry.

e Use a moist cloth to clean your pen.

o Do not drop or knock your pen against hard
surfaces. If you do, test the pen flow again
(Section 2, Steps A — C) before next use.

o Do not apply extra force to your pen. It might
be empty, damaged and no longer works
properly.

o Do not attempt to repair a damaged pen
yourself. If your pen is damaged, contact the
Ascendis Pharma Helpline.
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Panel 4

Important
Information You
Need To Know
Before Using Your
YORVIPATH Pen

Read and folow this Instructions for Use
carefully so that you inject YORVIPATH
the right way.

If you di mot understand or ane unacle
to complete a step that is described in
this Instructions for Use, comtact your
nealtn care provider or nuse or the
Ascendis Pharma Helpline.

Make sure you have received fraining
fram your health care provider or nurse
before injecting. This is important to
make sure that you get the comect
treatment.

Inject YORVIPATH info the belly
[ozdomen) or in the front of the thigh.
Tour pen can deliver doses of 15, 18, or
21 meg. It 5 used for injections under
the skin |subcutaneous] for daity
treatment of hypoparathyroidism. Tour
pen is a prefiled dial-ao-dose throw
away [disposabie] pen.

It comtains medicine for 14 days of use
and is infended to be used 1 fime sach
day. Do not use more tham one
imjection to achieve the recommended
once daily dosage.

Tou can dial doses of 15, 18 or 21 meg
with the pen.

For Comrect Use

If you are blind or visually impaired or if
you have lock of concenfration do not
use your pen without help. Get help
fram a person who is trained to use the
¥ORVIPATH pen.

Store your pen out of the reach of
children and any ofher persons who do
not know how fo handle it propery.

Important Information You Need To Know
Before Using Your YORVIPATH Pen

Read and follow this Instructions for Use carefully so that
you inject YORVIPATH the right way.

If you do not understand or are unable

to complete a step that is described in this Instructions for
Use, contact your health care provider or nurse or the
Ascendis Pharma Helpline.

Make sure you have received training from your health care
provider or nurse before injecting. This is important to
make sure that you get the correct treatment.

Inject YORVIPATH into the belly (abdomen) or in the
front of the thigh.

Your pen can deliver doses of 15, 18, or 21 meg. It is used
for injections under the skin (subcutaneous) for daily
treatment of hypoparathyroidism. Your

pen is a prefilled dial-a-dose throw

away (disposable) pen.

It contains medicine for 14 days of use and is intended to
be used 1 time each day. Do not use more than one
injection to achieve the recommended once daily dosage.
You can dial doses of 15, 18 or 21 mcg with the pen.

For Correct Use

If you are blind or visually impaired or if you have lack of
concentration do not use your pen without help. Get help
from a person who is trained to use the YORVIPATH pen.
Store your pen out of the reach of children and any other
persons who do not know how to handle it properly.

Panel 5

. Only use your pen as directed by your health
care provider or nurse.

. The pen and needles are for single-patient use
only. Do not share your pen or needles with
other people. It might lead to infection (cross-
contamination).

. Start by checking your pen to make sure it is the
correct pen.

. Always check the expiration date on the pen
label and needle foil before use.

. Always inspect the pen visually before use to
make sure it is not damaged and medicine is
clear, colorless and without particles.

. Always use a new needle for each injection.
e Only inject into the abdomen or front of thigh as

instructed by your health care provider or nurse.
Remember to change injection site for each




—
“pharmo el

= Cnly Use your pen as directed oy
your healtin Gare provider ar nuse.

= Tne penand needies are for
g@ingle-patient use only. Do not share
your pen ar needies with ather
peopie. It might l=ad to infection
|cross-contamination).

Start by checking your pen to make
sure it is the comect pen.

Alvays check the expiration date on
the pen label and needle foil pefore
e,

AMNays inspect the pen visually
pefore use to make sure it s not
damaged and medicine s clear,
caoloress and without parficies.

= Alwvays use a new needle for each
injection.

only inject into the apdomen ar
front of thigh as instructed by your
health care provider of nurse.
Remember to change injection site
for each injection and avoid skin
thvaf is red, swolen of scamed.

= Alvays keep the cap on the pen
when it i not in use fo protect the
medicine from ight.

= Remove the needie after every use.
Do not store the pen with the needie
an.

= Alvays throw away your pen affer
14 days of use, even i it still has
medicine left inside. This is important
to make sure that you get the night
effect of your medicine.

By failing to follow these instructions
you may not get the night dose and
may therefore not get the full effect
of your medicine.

Avoid bending or breaking off the
pen nesdle.

= Do not change the injection
angle after the needle has been
inserted into the skin. Changing the
angle «an cause the needie to
end or oreak off. A bent or broken
needle can remain stuck in the body
ar remain completely under the skin.
If o broken needle remdains sTUck in
the body of remains under the skin,
seek medical help ight away.

injection and avoid skin that is red, swollen or
scarred.

Always keep the cap on the pen when it is not in
use to protect the medicine from light.

Remove the needle after every use. Do not store
the pen with the needle on.

Always throw away your pen after 14 days of
use, even if it still has medicine left inside. This
is important to make sure that you get the right
effect of your medicine.

By failing to follow these instructions you may
not get the right dose and may therefore not get
the full effect of your medicine.

Avoid bending or breaking off the pen needle.

Do not change the injection angle after the
needle has been inserted into the skin. Changing
the angle can cause the needle to bend or break
off. A bent or broken needle can remain stuck in
the body or remain completely under the skin. If
a broken needle remains stuck in the body or
remains under the skin, seek medical help right
away.
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Compatible Pen Needles

In each of the hwo inner boxes there
are 15 disposable Chckfine®
AutoProtect™ Needies (315 x 5mm)
together with a TORVIPATH prefiled
pen for doses of 15, 18 or 21 meg.
Always use the needies that come
with TORVIPATH pen for your
injections.

For Correct Disposal

Always put your used YORVIBATH
needles in an FoOW-~cleared shanps
disposal container right away after
use.

Ahways put your used pen inan FDA-
cleared sharps disposal container
after 14 days of use.

Do not throw away [dispose of]
TORVIPATH in your household frash. if
wou do not have an FoA-cleared
sharps disposal container, youw may
use a household container that is:

= made of heavy-duty plastic.

= can be chosed with a tight-fitting,
puncture resstant id, without sharps
being able to come out.

= upright and stable during use.
= leak-resstant.

= propery lobeled to warmn of
hazardous waste inside the
container.

‘When your sharps dispasal confainer
i almost full, you will need to follow
your community guidelines for the
right way to dispose of your sharps
diposal container. For mone
information about the safe sharps
disposal, and for specific information
about sharps disposal in the state that
you live in, go fo the FDA's website at:
it faaiw foia gov/safesharpsdisposal.
Do not dispase of your used sharps
disposal contginer in your household
trash Uniess your community guideines
permit this. Do not recycle your used
sharps dispasal confainer.

Compatible Pen Needles

In each of the two inner boxes there

are 15 disposable Clickfine®

AutoProtect™ Needles (31G x 5Smm)

together with a YORVIPATH prefilled

pen for doses of 15, 18, or 21 mcg.

Always use the needles that come with YORVIPATH pen
for your injections.

For Correct Disposal

Always put your used YORVIPATH needles in an FDA-
cleared sharps disposal container right away after use.
Always put your used pen in an FDA-cleared sharps
disposal container after 14 days of use.

Do not throw away (dispose of) YORVIPATH in your
household trash.

If you do not have an FDA-cleared sharps disposal
container, you may use a household container that is:

. made of heavy-duty plastic.

. can be closed with a tight-fitting, puncture
resistant lid, without sharps being able to come
out.

. upright and stable during use.

. leak-resistant.

e properly labeled to warn of hazardous waste
inside the container.

When your sharps disposal container is almost full, you
will need to follow your community guidelines for the right
way to dispose of your sharps disposal container. For more
information about the safe sharps disposal, and for specific
information about sharps disposal in the state that you live
in, go to the FDA’s website at:
http://www.fda.gov/safesharpsdisposal.Do not dispose of
your used sharps disposal container in your household trash
unless your community guidelines permit this. Do not
recycle your used sharps disposal container.
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Panel 7

Parts Overview

Figure A Symbols:
Droplefs Doses (15, 18 or 21 meg]  End-of-dose

‘ Push buiton
Dosze selector

Dose window

Pen cop Inspection  Pen  Pen label
wingow
[madicine inside]

] —‘ 'T ]
Meedle Meedle Blue Meedle Fail
COVEr te sleave

Mote: Thers s no medicine inside the needle.

You Will Also Need

Single Use
Safety Needle:

®®

Parts Overview

Figure A

Symbols:

-Droplets

-Doses (15, 18 or 21 mcg)
-End-of-dose

-Pen cap

-Inspection window (medicine inside)
-Pen

-Pen label

-Push button

-Dose selector

-Dose window

-Needle cover

-Needle tip

-Blue sleeve

-Needle

-Foil

Single Use Safety Needle:
Note: There is no medicine inside the needle.

Figure B
- You Will Also Need
Figure B
Sharps disposal container
Shanps disposal Alcc.hm'i;}e Alcohol Wipe
container

Panel 8 1

Prepare Pen And Needle
n Prepare Pen And Needle P

Step 1

Step 1 Wash your hands with soop and Figure C
worter before using YORWIPATH pen.
Take your YORVIPATH pen and o
needle from the box and check the
expirafion date on both pen and needle
|z2e Figure C). Do not use if expired.

=
=
Expirafion dabe d
ox?

Step2 Pull off the pen cop and check FgweD oo
fihe inspection window to makes oKy v
sure the medicine inside the penis ]
cleor and colodess (see Figure D).

Important: If the medicine has visicle paorficles

in it do not use the pen. Use a new pen.

Step 32 Pull the foil off the neadle Figsre E
|s=e Figure E).

This neadle can only be used [
o’

1 fime and locks ofter use. )

Step 4 Click the nesdle siraight onio Figure F
your pen, then screw the
needle onto the pen until

secure (it will not fighten all the ._.ﬁ
waty] (see Figure F. v . .
Step 5§ Full off the nesdle cover (see Figisre G
Figure G| and theow it ooy
e w8 -k

Important: The blue sleeve must not be
touched oz it may lock the neadle.

Wash your hands with soap and water before using
YORVIPATH pen. Take your YORVIPATH pen and a
needle from the box and check the expiration date on both
pen and needle (see Figure C). Do not use if expired.

Figure C
Expiration date OK?

Step 2

Pull off the pen cap and check the inspection window to
make sure the medicine inside the pen is clear and colorless
(see Figure D).

Important: If the medicine has visible

particles in it do not use the pen. Use a new pen.

Figure D
Medicine OK?

Step 3

Pull the foil off the needle (see Figure E). This needle can
only be used

1 time and locks after use.

Figure E

Step 4

Click the needle straight onto your pen, then screw the
needle onto the pen until secure (it will not tighten all the
way) (see Figure F).

Figure F
Click!

Step 5

Pull off the needle cover (see Figure G) and throw it away.
Important: The blue sleeve must not be

touched as it may lock the needle.
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Panel 9 2
™ If New Pen, Test Pen Flow
If New Pen, Test Pen Flow [%] Day 1
Attention

‘Only test pen flow [Skeps A - C) the first time you use a new pen.
I your pen is aready in use, go o section 3 Frepare Injection”.

Step A Tum the dose selector
clockwize [to the right] 2 clicks
until you see the droplet

window [see Figure HJ.

Note: You can always comect the
selection by turning the dose selecfor

syrmieol “88” in fhe dose e

Step B Aake any air bubbles rise to
the fop of the pen by tapping
the inspection window [see
Figure |]. Keep the pen with the
needle fip pointed up.

Mote: Tiny air bulbbles are ok

Figrure | n

Step C Press the puzh button and
watch drops of medicine come
out of the needle tip. When you
press, make sure that the doss
selector rotate: back fo the
symizol “" [see Fgure J].

Important: If you do not see drops of
medicing, repeat this test (Steps A-C)
up to & fimes. If drops are stil nof seen,
changs the needle ond repeat the test.

Only test pen flow (Steps A — C) the first time you use a
new pen.

If your pen is already in use, go to section "3 Prepare
Injection".

Step A
Turn the dose selector clockwise (to the right) 2 clicks until

you see the droplet symbol ” in the dose window
(see Figure H).

Note: You can always correct the selection by turning the
dose selector.

Figure H

Step B

Make any air bubbles rise to the top of the pen by tapping
the inspection window (see Figure I). Keep the pen with the
needle tip pointed up.

Note: Tiny air bubbles are ok.

Figure I

tap tap

Step C

Press the push button and watch drops of medicine come
out of the needle tip. When you press, make sure that the
dose

selector rotates back to the symbol “®” (see Figure J).
Important: If you do not see drops of

medicine, repeat this test (Steps A — C) up to 5 times. If
drops are still not seen, change the needle and repeat the test.
Figure J

Panel 10

B Prepare Injection and Select Dose

Step & Choose injection site. There are
two regions of your body you
can inject into [see Figure K).

Avoid injectfing where skin iz
red, swolen or scamed.
Choose a different injection
site each fime you inject.

Step 7 Wash your hands ond clean
the injection site with an

alocohol wipe (see Fgure L).

Step 8 Select your dose os prescribed
oy your health care provider
[15, 18 or 21 mcg) by tuming the
dose selector clockwise [fo the

right] (see Figure M).

Important: Make sure not fo press the
puzh outton while selecfing your doze
fo not spll medicine.

Note: Always throw away your pen
and use ancther pen if you cannot
dial a full dose.

Figure K

Stomach [Abdomen)
at least 2 inches away /
from the bely burtion = e

Thighs
e

Figure L

Use alochol wipe

™ ’

=

.,

3
Prepare Injection and Select Dose

Step 6

Choose injection site. There are two regions of your body
you can inject into (see Figure K).

Avoid injecting where skin is red, swollen or scarred.
Choose a different injection site each time you inject.

Figure K

Front

Stomach (Abdomen)

at least 2 inches away from the belly button
Thighs

Step 7
Wash your hands and clean the injection site with an
alcohol wipe (see Figure L).

Figure L
Use alcohol wipe

Step 8

Select your dose as prescribed by your health care provider
(15, 18 or 21 mcg) by turning the dose selector clockwise
(to the right) (see Figure M).

Important: Make sure not to press the

push button while selecting your dose

to not spill medicine.

Note: Always throw away your pen and use another pen if
you cannot dial a full dose.

Figure M
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4
Inject Dose

Attention
Use the injection technique recommended by your
health care provider or nurse.

rnedicine from light
[see Figure 3].

Step?  Held the pen 5o that the biue Figue N Read this whole section (Steps 9 - 12) before you start to
sleeve is ploced on the inject_
imjection site. Make sure you il
caon see the dose window !'\ =i - &
(see Figure M). A Ir'.'_ Step 9
4. Hold the pen so that the blue sleeve is placed on the
Step 10 Push the pen shraight fowards Figure © injection site. Make sure you can see the dose window (see
the skin unfil you hear a click S, ﬁ Figure N).
and the blue sleeve can no — o
longer be seen (se2 Rgure O). LUy \’ - a-d Figure N
"
Step 11 Press the push button all fhe Figure P Step 10 . i .
way in and hold steady for Push the pen straight towards the skin until you hear a
& seconds. Make sure the dose B click and the blue sleeve can no longer be seen (see Figure
selector rototes back to the "[’5: o 0)
symicol “#”_This means that you (] L= ] 5'5:.;;:‘:!— ’
have given the full dose " -
(s Fgurs F]. \:r} Figure (0]
Click!
Step 12 llowly remove the pen from the Figure G
injection site. The blue deave
automatically locks arcund the .'\- I " [ =¥] Step 11
nesdle and o red lock is seen i_i S Press the push button all the way in and hold steady for 5
(s=e FRgure Q). -' seconds. Make sure the dose selector rotates back to the
symbol “®”. This means that you have given the full dose
(see Figure P).
Figure P
Press...then hold 5 seconds.
Step 12
Slowly remove the pen from the injection site. The blue
sleeve automatically locks around the needle and a red lock
is seen (see Figure Q).
Figure Q
Panel 12 5
Throw Away Used Needle
Throw Away Used Needle
P Step 13
Step 13 Unscrew fhe nesdle and throw . Unscrew the needle and throw away the needle safely in
away the needle safely in . . .
accordance with lecal regulafions accordance with local regulations (see Figure R). Do not
[see Figure R]. Do not attempt fo - 4+ Aﬁ u il attempt to recap the needle. You could
recap the needle. You could poke yourself on the back end.
poke yourself on the back end.
Step 14 Cck the pen cop firmly onto Figure 5 Figure R
the pen to protect it between
injections and to protect the * [ | Step 14

Click the pen cap firmly onto the pen to protect it between
injections and to protect the medicine from light (see
Figure S).

Figure S
click!

Panel 13

n Throw Away Used Pen @ -

Impaortant: Alwvays throw away the Figuse T

pen 14 days affer first use according u- ﬂ

to local regulofions.
-

Abwrarys throw ooy your pen and any

exira needles after 14 days of use,

even if it sfill hos medicine inside

==& Figure T). This is important to

maoke sure that you get the full effect
L of your medicine.

=

F

6
Throw Away Used Pen
Day 14

Important: Always throw away the pen 14 days after first
use according to local regulations.

Always throw away your pen and any extra needles after 14
days of use, even if it still has medicine inside

(see Figure T). This is important to make sure that you get
the full effect of your medicine.

Figure T

This Instructions for Use has been approved by the U.S. Food and Drug Administration

Approved: 08/2024
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INSTRUCTIONS FOR USE

Yorvipathe

(palopegteriparatide)
injection, for subcutaneous use

This Instructions for Use contains
information on how fo inject
YORVIPATH

| mmme]vm Wln‘ l

168 mcg/0.56 mL
(300 mcg/mL) prefiled pen for
6, 9 or 12 mcg doses only

ascendis =

pharma

pharma
Label Content
FRONT INSTRUCTIONS FOR USE
(palopegteriparatide)

injection, for subcutaneous use
For 6, 9 or 12 mcg doses only
This Instructions for Use contains
information on how to inject
YORVIPATH

168 mcg/0.56 mL

(300 meg/mL) prefilled pen for
6, 9 or 12 mcg doses only

ascendis pharma

Back

Additional information

If you need help, please ask your health care provider or
nurse for advice or contact the Ascendis Pharma Helpline:
Ascendis Pharma Helpline:

Toll-free telephone number:

1-844-442-7236

Ascendis Pharma Bone Diseases A/S
Tuborg Boulevard 12

DK-2900 Hellerup

Denmark

ascendis pharma
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Additional information

If vou need help, please ask your health
care provider or nurse for advice or contact
the Ascendis Pharma Helpline:

126661

Ascendis Pharma Helpline:

Toll-free telephone number:
1-844-442-7236

Ascendis Pharma Bone Diseases A/S
Tuborg Boulevard 12

DK-2900 Hellerup

Denmark
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Panel 1 Troubleshooting
1. How often must I test the pen flow?

You should only test the pen flow

(Section 2) the first time you use a new pen (or if you think
it might be

damaged) to not waste medicine. The

test checks to make sure the medicine

flows through the pen so that you get

the right doses of medicine.

2.1 do not see drops appear after I
have tested the pen flow 5 times. What
should I do?

If you see no drop on the needle tip
after 5 attempts it might be because
there is no flow through the pen and
needle.

Change the needle (see Section 5,

Step 13) and test the pen flow again
(see Section 2, Steps A-C). You can be
sure the flow works correctly when you
see the drop of medicine.

If it still does not work, throw away (discard) the pen and
contact your health care provider.
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Troubleshooting

1. How often must | test the pen flow?

fou should only test the pen flow
[Section 2) the first fime you use a new
een [or if you think it might lee
darmaged) fo net waste medicine. The
test checks to make sure the medicine
flows through the pen so that you get
the right deses of medicine.

2 | do not see drops appear after |
have tested the pen flow 5 fimes. What
should | do?

If you see no drop on the needle fip
after & attempts if might be becauwse
there & no flow through the pen and
needle.

Change fhe neadle [see Section 5,
Step 13) ond fest the pen flow again
[z=e Section 2, Steps A-C). You con be
sure the flow works comectly when you
see the drop of medicine.

I it still does not waork, throw ooy
(discard) the pen and contact your
health core provider.

3. How do | know | have completed the
injecfion?

Your inpection is only completed after
you hove pressed the push button all
the way in and the dose selector has
rotated bock to the © " and you hove

kept the needle in the skin for
£ seconds.

4. Why do | have fo keep holding the
pen in the skin for 5 seconds?

Some medicine might flow kback into
the pen or flow backward from the
injection site and be left on the skin.
Holding fhe pen n the skin for &
seconds helps to moke sure that ol the
medicine hos been injected.

5. | cannot dial the dose selector to the
required dose. What should | do?

The pen does not allow o larger dose
to be set than what is keft in the pen. If
your dose is larger than the amount of
medicine left in the pen you will nof be
able to dial o full dose. You must theow
onway your pen and fake the full dose
of medicine with a new pen.

é. The red lock covers the needle

before | start injection. What should |
do?

Unscrew and throw away the needle in
uze [see Sectfion 5, Step 13). Take a
new needle from the box ond stort
again from Step 1. Every box confains
an extra needle.

3. How do I know I have completed
the injection?

Your injection is only completed after
you have pressed the push button all
the way in and the dose selector has

rotated back to the “*” and you have
kept the needle in the skin for 5 seconds.

4. Why do I have to keep holding the
pen in the skin for 5 seconds?

Some medicine might flow back into

the pen or flow backward from the

injection site and be left on the skin.

Holding the pen in the skin for 5

seconds helps to make sure that all the medicine has been
injected.

5.1 cannot dial the dose selector to the required dose.
What should I do?

The pen does not allow a larger dose

to be set than what is left in the pen.

If your dose is larger than the amount

of medicine left in the pen you will not be able to dial a full
dose. You must throw away your pen and take the full dose
of medicine with a new pen.

6. The red lock covers the needle
before I start injection. What should I do?

Unscrew and throw away the needle

in use (see Section 5, Step 13). Take a new needle from the
box and start again from Step 1. Every box contains an
extra needle.
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Panel 2

-

Storing Your Pen

* Unfil first use, refnigerate your pens
between 2°C to 6°C (34°F to 446°F) and
keep in the package to protect
from light.

* After first use, store your pen for
14 days at room temperature below
30°C (B&7F).

* Do not leave your penin a car or
another place where it can get too
hot or too cold.

* Do not freeze vour pen.
* Store YORVIPATH away from heat.

+ Keep the YORVIPATH pen out of the
reach of children.

Tip: You should take a new pen out
of the refrigerator 20 minutes before
first uze to allow the medicine to get
to room temperature before
injecting.

Storing Your Pen

. Until first use, refrigerate your pens between
2°C to 8°C (36°F to 46°F) and keep in the
package to protect from light.

. After first use, store your pen for 14 days at
room temperature below 30°C (86°F).

e Do not leave your pen in a car or another place
where it can get too hot or too cold.

e Do not freeze your pen.

. Store YORVIPATH away from heat.

. Keep the YORVIPATH pen out of the reach
of children.

Tip: You should take a new pen out of the refrigerator 20
minutes before first use to allow the medicine to get
to room temperature before injecting.

Panel 3

Caring For Your Pen

o Handle your pen with care.

o Keep your pen dry.

o Use a moist cloth to clean your pen.

¢ Do not drop or knock your pen against hard
surfaces. If you do, test the pen flow again
(Section 2, Steps A — C) before next use.

o Do not apply extra force to your pen. It might
be empty, damaged and no longer works
properly.

e Do not attempt to repair a damaged pen
yourself. If your pen is damaged, contact the
Ascendis Pharma Helpline.
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Caring For Your Pen

= Handle your pen with cars.
= Keap your pen dry.
= Use a moist cloth to clean your pen.

= Do not drop or knock your pen
against hard surfaces. If you do, test
the pen flow again [3ecfion 2,
Steps A - C) before next use.

= Do not apply extra force to your pen.
It might e empty, damaged and no
longer works property.

= Do not attempt fo repair a damaged
pen yourself. If your pen & doamoged,
contact the Ascendis Fhormo
Helpline.

Panel 4 Important Information You Need To Know
Before Using Your YORVIPATH Pen

Read and follow this Instructions for Use carefully so that
you inject YORVIPATH the right way.

If you do not understand or are unable

to complete a step that is described in this Instructions for
Use, contact your health care provider or nurse or the
Ascendis Pharma Helpline.

Make sure you have received training from your health care
provider or nurse before injecting. This is important to
make sure that you get the correct treatment.

Inject YORVIPATH into the belly (abdomen) or in the
front of the thigh.

Your pen can deliver doses of 6, 9, or 12 meg. It is used for
injections under the skin (subcutaneous) for daily treatment
of hypoparathyroidism. Your pen is a prefilled dial-a-dose
throw away (disposable) pen.

It contains medicine for 14 days of use and is intended to
be used 1 time each day. Do not use more than one
injection to achieve the recommended once daily dosage.
You can dial doses of 6, 9 or 12 mcg with the pen.

For Correct Use

If you are blind or visually impaired or if you have lack of
concentration do not use your pen without help. Get help
from a person who is trained to use the YORVIPATH pen.
Store your pen out of the reach of children and any other
persons who do not know how to handle it properly.
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Important
Information You
Need To Know
Before Using Your
YORVIPATH Pen

Read and follow this Instrucfions for Use
carefully so that you inject YORVIPATH
fhe Aght way.

If you do not understand or are unakle
fo complete a step that is descrbed in
this Instructions for Use, contact your
health care provider or nurse or the
Ascendis Pharma Helgline.

Make sure you have received troining
from your health core provider or nurse
before injecting. This is mportant fo
make sure that you get the comect
freatment.

Inject YORVIPATH info the belly
|alodomen) or in the front of the thigh.
Your pen can deliver doses of &, 7 or
12 mcg. It is used for injections under
the skin [subcutaneous) for daily
freatment of hypoparathyroidizm. Your
pen is a prefilled dial-o-dose throw
oway (disposable] pen.

It contains medicine for 14 days of use
and is infended to be used 1 time each
day. Do not use more than one
injecfion to achieve the recommended
once doily dosage.

Tou con dial doses of 6, 7 or 12 meg
with the pen.

For Comrect Use

If you are blind or visually impaired orif
you have lock of concenfrafion do not
use your pen without help. Get help
frorm a person who is frained to use the
TORVIPATH pen.

Store your pen ouf of the reach of
children and any other persons who do
not know how to handle it propery.

Panel 5 . Only use your pen as directed by your health
care provider or nurse.

. The pen and needles are for single-patient use
only. Do not share your pen or needles with
other people. It might lead to infection (cross-
contamination).

. Start by checking your pen to make sure it is the
correct pen.

. Always check the expiration date on the pen
label and needle foil before use.

e Always inspect the pen visually before use to
make sure it is not damaged and medicine is

clear, colorless and without particles.

e Always use a new needle for each injection.
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= Only use your pen as directed oy
your health care provider or nurse.

* The pen ond nesdles are for
single-patient use cnly. Do not share
your pen or needles with other
pecple_ i might lead toe infection
[eross~contaminafion).

Starf by checking your pen fo make
sure it is the comect pen.

Ahvays check the expiration date on
the pen label and needle foi before
use.

Ahaays inspect the pen visually
pefore use to make sure it i not
damoged and medicine is clear,
colodes: and without particles.

Ahvays use a new needle for each
injection.

Only inject intc the abdomen or
front of thigh as instructed by your
health care provider or nurse._
Remember to change injection site
for each injecfion and avoid skin
that i red, swollen or scared.

Alwvays keep the cap on the pen
when it is nof in use fo protect the
rmedicine from light.

Remove the needle affer every use.
Do not store the pen with the needle
of.

Ahways throw away your pen after
14 days of use, even i it still has
rmedicine left inside. This is important
to make sure that you get the nght
effect of your medicine.

By failing fo follow these instructions
you may not get the Aght dose and
rmay therefore not get the full effect
of your medicine.

Avoid bending or breaking off the
pen needle.

Do not change the injection

angle after the needle has kbeen
inserted info the skin. Changing the
angle can cause the needle to
bend or break off. A bent or broken
needle can remain stuck in the body
or remain completely under the skin.
If @ broken needle remains stuck in
the body or rernains under the skin,
seek medical help right oway.

Only inject into the abdomen or front of thigh as
instructed by your health care provider or nurse.
Remember to change injection site for each
injection and avoid skin that is red, swollen or
scarred.

Always keep the cap on the pen when it is not in
use to protect the medicine from light.

Remove the needle after every use. Do not store
the pen with the needle on.

Always throw away your pen after 14 days of
use, even if it still has medicine left inside. This
is important to make sure that you get the right
effect of your medicine.

By failing to follow these instructions you may
not get the right dose and may therefore not get
the full effect of your medicine.

Avoid bending or breaking off the pen needle.

Do not change the injection angle after the
needle has been inserted into the skin. Changing
the angle can cause the needle to bend or break
off. A bent or broken needle can remain stuck in
the body or remain completely under the skin. If
a broken needle remains stuck in the body or
remains under the skin, seek medical help right
away.
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Panel 6

Compatible Pen Needles

In each of the two inner boxes there
are 15 disposakle Chokfine®
AutoProtect™Meedles (315G x Smm)
together with a YORVIPATH prefilled
pen for doses of 4, 7 or 12 meg.
Always use the needles that come
with YORVIPATH pen for your
imjections.

For Correct Disposal

Alwarys put your used YORVIPATH
needles in an FOA-cleared shorps
disposal container right away after
use.

Alwarys put your used pen in an FOA-
cleared sharps disposal container
after 14 days of use.

Do not throw away [dispose of)
TORYIPATH in your household frash.
If you do not have an FDA~cleared
shanps disposal container, you may
uze a household container that is:

* made of heavy-duty plosfic.

* can be closed with a fight-fitting,
puncture resistant lid, without sharps
being alkle to come out.

= upright and stalkle during use.
* leak-resishant.

* propery lobeled to wam of
hozordous waste insde the
confainer.

When your shorps disposal confainer
E almest full, you will need to follow
your community guidelines for the
nght way to dispose of your shanps
disposal container. For maore
inforrmation akout the safe sharps
disposal, and for specific information
abeout sharps dispesal in the state that
you live in, go to the FOIA's welbsite at:
e feewen fda gov/safeshanpsdisposal.
Do not dispose of your used shomps
digposal container in your household
troish unless your community guidelines
permit this. Do not recycle youwr used
sharnes disposal container.

Compatible Pen Needles

In each of the two inner boxes there

are 15 disposable Clickfine®

AutoProtect™ Needles (31G x 5Smm)

together with a YORVIPATH prefilled

pen for doses of 6, 9, or 12 mcg.

Always use the needles that come with YORVIPATH pen
for your injections.

For Correct Disposal

Always put your used YORVIPATH needles in an FDA-
cleared sharps disposal container right away after use.
Always put your used pen in an FDA-cleared sharps
disposal container after 14 days of use.

Do not throw away (dispose of) YORVIPATH in your
household trash.

If you do not have an FDA-cleared sharps disposal
container, you may use a household container that is:

. made of heavy-duty plastic.

. can be closed with a tight-fitting, puncture
resistant lid, without sharps being able to come
out.

e upright and stable during use.

. leak-resistant.

e properly labeled to warn of hazardous waste
inside the container.

When your sharps disposal container is almost full, you
will need to follow your community guidelines for the right
way to dispose of your sharps disposal container. For more
information about the safe sharps disposal, and for specific
information about sharps disposal in the state that you live
in, go to the FDA’s website at:
http://www.fda.gov/safesharpsdisposal.Do not dispose of
your used sharps disposal container in your household trash
unless your community guidelines permit this. Do not
recycle your used sharps disposal container.
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Content

Panel 7

Parts Overview

Figure A Symbols:
Droplets  Doses (6, 9or12meg)  End-of-dose

: Wi |. ._ ’ l L Push button
Pen cap Inspection Pen Penlube\ Dose selector

window Dose window
[medicine inside)

Parts Overview

Figure A

Symbols:

-Droplets

-Doses (6, 9 or 12 mcg)
-End-of-dose

-Pen cap

-Inspection window (medicine inside)
-Pen

-Pen label

-Push button

-Dose selector

-Dose window

-Needle cover

Single Use A
g Safety Needle: -Needle tip
‘T‘ —‘ ‘ = -Blue sleeve
Needle Neede Blue Needle Foil @ 'Ne.edle
cover tip  sleeve -Foil
Note: There is no medicine inside the needle.
. Single Use Safety Needle:
You Will Also Need Note: There is no medicine inside the needle.
Figure B
You Will Also Need
L, =.=} Figure B
\ ." Sharps disposal container
Sharps disposal Alcompe Alcohol Wipe
container
Panel 8 1
Prepare Pen And Needle Prepare Pen And Needle
Step 1

Wash your hands with soop and Figure €

water before using YORVIFATH pen. -
Take your YORVIPATH pen and o L
needle from the box and check the

expiration date on both pen and needle

|see Figure C). Do not use if expired.

Expiralion dabe

M=="_ -8l

Pull off the pen cap and check FgueD e e .\
the inspeciion window to maks oz /J
sure the medicing inside the pen s e
clear and colorless (see Figure D).

Important: If the medicine has visicle paricles [_ -j« { "
in it do not use the pen. Use anew pen.

Step 2

= =ik

Step 3 Full the foil off the needle Figure E
{see Figure E)

This needle can only be used '5

1 fime and locks after use.

Step 4 Click the needle straight onfo Figure F
your pen, then screw the
needle onto the pen wntil
secure (it will net fighten all the
way) (see Figure F).

Step 5 Pull off the needle cover (see Figure &
Figure G) and throw it away.

Important: The blue sleeve must not be
touched aos it may lock the needle.

Wash your hands with soap and water before using
YORVIPATH pen. Take your YORVIPATH pen and a
needle from the box and check the expiration date on both
pen and needle (see Figure C). Do not use if expired.

Figure C
Expiration date OK?

Step 2

Pull off the pen cap and check the inspection window to
make sure the medicine inside the pen is clear and colorless
(see Figure D).

Important: If the medicine has visible

particles in it do not use the pen. Use a new pen.

Figure D
Medicine OK?

Step 3

Pull the foil off the needle (see Figure E). This needle can
only be used

1 time and locks after use.

Figure E

Step 4

Click the needle straight onto your pen, then screw the
needle onto the pen until secure (it will not tighten all the
way) (see Figure F).

Figure F
Click!

Step 5

Pull off the needle cover (see Figure G) and throw it away.
Important: The blue sleeve must not be

touched as it may lock the needle.
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Figure G

Panel 9

If New Pen, Test Pen Flow [T

Only test pen flow (Steps A - C) the first fime you use a new pen.
If your penis already in use, go to secfion™3 Frepare Injecfion”.

Step A Tumn the dose selector
clockwise [to the right) 2 clicks
until you see the droplet
symbol “ee” in the dose
window [see Figure H).

Note: You can atways comrect the
selection by turning the dose selector

[E=

Figure H

Step B Make any air bubbles riss to
the top of the pen by tapping
the inspection window [see
Figure ). Keep the pen with the
needle fip pointed up.

Note: Tiny air bubbles are ok,

Figure | n

Step C Press the push button and
watch drops of medicine come
out of the needle fip. When you
press, make sure that the dose

2
If New Pen, Test Pen Flow
Day 1

Attention

Only test pen flow (Steps A — C) the first time you use a
new pen.

If your pen is already in use, go to section "3 Prepare
Injection".

Step A
Turn the dose selector clockwise (to the right) 2 clicks until

you see the droplet symbol ” in the dose window
(see Figure H).

Note: You can always correct the selection by turning the
dose selector.

Figure H

Step B
Make any air bubbles rise to the top of the pen by tapping
the inspection window (see Figure I). Keep the pen with the

selector rotates back to the m needle tip pointed up.
symol e (s Figure Jj. !%! ) Note: Tiny air bubbles are ok.
Important: If you do nof see drops of /. = Figure I
medicine, repeaf this fest (Steps A - C) e[ . B )/ n '} | taptap
up to 5 times. If drops are still not seen, i |
change the nesdle and repeat the fest. . Y UL
A + ) | stepC
Press the push button and watch drops of medicine come
out of the needle tip. When you press, make sure that the
dose
selector rotates back to the symbol “®” (see Figure J).
Important: If you do not see drops of
medicine, repeat this test (Steps A — C) up to 5 times. If
drops are still not seen, change the needle and repeat the test.
Figure J
Panel 10 3

Prepare Injection and Select Dose

Step & Choose injecfion site. There are

two regions of your body you
can inject info (see Figure K}.

Avoid injecting where skin is
red, swolen or scarred.

Choose o different injection
site each time you inject.

Figure E

Stomach [Abdomean)
at least 2 inches away
from the belly button -

Step 7 Wash your hands and clean
the injection site with an
alcohel wipe (see Figure L).

Use alcohol wipe
[

Step 8 3elect your dose as prescribed
by your health care provider (6.
@ or 12 meg) by fuming the dose
selector clockwise [to the Aight)
[see Fgure M).

Important: Make sure not fo press the
push button while selecting your dose
to not spill medicine.

Note: Always throw away your pen
and use anciiher pen if you cannot
dial a full dose.

Prepare Injection and Select Dose

Step 6

Choose injection site. There are two regions of your body
you can inject into (see Figure K).

Avoid injecting where skin is red, swollen or scarred.
Choose a different injection site each time you inject.

Figure K

Front

Stomach (Abdomen)

at least 2 inches away from the belly button
Thighs

Step 7
Wash your hands and clean the injection site with an
alcohol wipe (see Figure L).

Figure L
Use alcohol wipe

Step 8

Select your dose as prescribed by your health care provider
(6, 9 or 12 mcg) by turning the dose selector clockwise (to
the right) (see Figure M).

Important: Make sure not to press the

push button while selecting your dose

to not spill medicine.

Note: Always throw away your pen and use another pen if
you cannot dial a full dose.

Figure M

Panel 11

4
Inject Dose

Attention
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W Inject Dose

Step 9 Hold the pen so that the blue
sleeve is placed on the
injection site. Make sure you
can see the dose window C.'-. N B
|see Figure N). -&, Y

Use the injeclion fechnigue recommended by your heafth core provider
or nurse, Read this whole seclion (Steps 9 - 12) before you start fo inject.

Figure N

Step 10 Push the pen siraight fowards
the skin until you hear a click
and the blue sleeve can no
lenger be seen (see Figure O).

Step 11 Press the push butfon all the
way in and hold steady for
5 seconds. Make sure the dose
seleghrrokl{:: back toﬂi]hn? :f::'ﬁmq
miol “e”, means tha
f\ymre given the full dose yed " Bl 4= 5 seconds.
|see Figure P}.

Step 12 Slowly remove the pen fromthe  Haure @

injection site. The blue sleeve
automatically locks around the
needle and a red lock is seen
|see Figure Q).

Use the injection technique recommended by your
health care provider or nurse.

Read this whole section (Steps 9 - 12) before you start to
inject.

Step 9

Hold the pen so that the blue sleeve is placed on the
injection site. Make sure you can see the dose window (see
Figure N).

Figure N

Step 10

Push the pen straight towards the skin until you hear a
click and the blue sleeve can no longer be seen (see Figure
0).

Figure O
Click!

Step 11
Press the push button all the way in and hold steady for 5
seconds. Make sure the dose selector rotates back to the

symbol “®”, This means that you have given the full dose
(see Figure P).

Figure P
Press...then hold 5 seconds.

Step 12

Slowly remove the pen from the injection site. The blue
sleeve automatically locks around the needle and a red lock
is seen (see Figure Q).

Figure Q

Panel 12

Throw Away Used Needle -

Step 13 Unscrew the needle and throw Figure R
L —

away the needle safely in
accordance with lecal regulations
|see Figure R). Do not attempt fo
recap the needle. You could
poke yourself on the back end.

5
Throw Away Used Needle

Step 13

Unscrew the needle and throw away the needle safely in
accordance with local regulations (see Figure R). Do not
attempt to recap the needle. You could

poke yourself on the back end.

Step 14 Click the pen cap firmily onto Figure 1 Figure R

the pen to protect it between

rectersordiopuiecne  wpf - Step 14 |

(see Figure 5). chicky Click the pen cap firmly onto the pen to protect it between

<l | injections and to protect the medicine from light (see
Figure S).
Figure S
click!
Panel 13 6

Throw Away Used Pen
Day 14

'Y Throw Away Used Pen

Important: Always throw away the
pen 14 days after first use occording
to local regulations.

Ahways throw away your pen and any
extra needles affer 14 days of use,
even if it still has medicine inside

{see Figure T). This is important to
make sure that you get the full effect
of your medicine.

This Instructions for Use has been approved by the U.S. Food and Drug Administration

Important: Always throw away the pen 14 days after first
use according to local regulations.

Always throw away your pen and any extra needles after 14
days of use, even if it still has medicine inside

(see Figure T). This is important to make sure that you get
the full effect of your medicine.

Figure T

Approved: 08/2024
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