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Instructions for Use
Evrysdi 0.75 mg/mL powder for reconstitution
of oral solution
Risdiplam



Be sure to carefully read and understand
the Instructions for Use before you start
using Evrysdi. These instructions show
you how to prepare and give Evrysdi
through an oral syringe, gastrostomy tube
(G-tube), or nasogastric tube (NG-tube).

If you have any questions about how
to take Evrysdi, contact your doctor or
pharmacist.

You should receive Evrysdi from the
pharmacy as a liquid in a bottle. The
pharmacist will prepare the oral solution.
If the medicine in the bottle is in powder
form, do not take Evrysdi and contact
your pharmacist.
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Important information about Evrysdi

o Ask your pharmacist or doctor to show
you which oral syringe you should use
and how to measure your prescribed
daily dose.

» Always use the re-usable oral syringes
supplied with Evrysdi to measure your
prescribed daily dose.

e Contact your pharmacist or doctor if your
oral syringe(s) is/are lost or damaged.

* See ‘How to select the correct oral
syringe for your dose of Evrysdi’. Ask
your pharmacist if you have questions
on how to select the right oral syringe.
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o If the bottle adapter is not in the bottle,
do not use Evrysdi and contact your
pharmacist.

e The oral solution may be stored at room

temperature (below 40°C) for no more

than a total of 120 hours (5 days). Monitor

the total time outside the refrigerator
(below 40°C).

* Do not use Evrysdi after the ‘Discard

after’ date written on the bottle label or

if the bottle has been stored at room

temperature (below 40°C) for more than

a total of 120 hours (5 days).

o If the ‘Discard after’ date is not written

on the bottle, consult the pharmacist.
o Discard the medicine if the bottle has
been stored for any period of time at
above 40°C.
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e Do not mix Evrysdi with formula milk
or milk.

¢ Do not use Evrysdi if the bottle or
the oral syringes are damaged.

e Avoid getting Evrysdi on your skin. If
Evrysdi gets on your skin, wash the
area with soap and water.

o If you spill Evrysdi, dry the area with
a dry paper towel and then clean
with soap and water. Throw away the
paper towel in the waste and wash
your hands well with soap and water.

e If there is not enough Evrysdi left in
the bottle for your prescribed dose,
discard the bottle with remaining
Evrysdi and used oral syringes; use a
new bottle of Evrysdi to take your full
prescribed dose. Do not mix Evrysdi
from a new bottle with Evrysdi from
the bottle you are currently using.
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Figure A/ 1 s / XK

Each EVRYSDI pack
contains (See figure A):

1. Evrysdi bottle with bottle
adapter and cap

2. 1 re-usable oral syringe
12-mL

3. 2 re-usable oral syringes
6-mL

4. 2 re-usable oral syringes
1-mL

5. Instructions for Use booklet
(not shown)

6. Package Leaflet
(not shown)
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Overview of re-usable oral syringes Jlaia)) Basaia 4y gadll Chlaal) oo dale daal 21 0" 0P 7Y N7 anro
(see Figure B) ("™ sl (gf ) (2 'K /nK1) DYS
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12mL

6.2 -6.6 mL

Figure C/ z sV / 221K

How to store Evrysdi

See the section ‘Storage
conditions’ in the patient
information leaflet for full

information.

A) Preparing and
withdrawing your dose

into the syringe

How to select the correct
oral syringe for your dose

o If the daily dose of Evrysdi
you or your child were
prescribed is between 0.3-
mL and 1-mL, use a 1-mL
oral syringe
(yellow label).
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o If the daily dose of Evrysdi
you or your child were
prescribed is between 1-mL
and 6-mL, use a 6-mL oral
syringe (grey label).

o |f the daily dose of Evrysdi
you or your child were
prescribed is more than
6-mL, use a 12-mL oral
syringe (brown label).

Ask your doctor or pharmacist

about rounding your or your

child’s daily dose to the
nearest syringe marking.
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Figure D /2 a0 / TR

How to withdraw your
dose of Evrysdi

Step A1

Remove the cap by pushing
it down and then twisting it to
the left (counter-clockwise)
(See Figure D).

Do not throw away the cap.

de p judani s
e )

17 Qs

saddady yue elazll A))) oy
olail e ) |y 483 a5 Ju)
(1 V) (Reld) o lie

Uil e Galddl gie)

79 DI NX N7 TXD
TOMIIX

12w

T2V NOdNN NX 1'oN7 Wt
T21) N7NNW 212'01 NON INSD'NT
(T rx Ard) (vwn o

.N0dNN NXR 7Un7 'R



Figure E /= s 0 / n AR

Step A2

Push the plunger of the oral
syringe all the way in to
remove any air in the syringe
(See Figure E).
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Figure F / s as )/ 131R

Step A3

Place the bottle of Evrysdi
on a flat surface. Keeping
the bottle upright, insert the
syringe tip into the bottle
adapter (see Figure F).
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Figure G/ J sl / TR

Step A4

Carefully turn the bottle
upside down with the syringe
tip firmly inserted into the
bottle adapter (Figure G)
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Figure H/ z s~V / n s

Step A5

Slowly pull back on the
plunger to withdraw the
complete volume of your
dose of Evrysdi.

The top of the black plunger
stopper must line up with
the mL marking on the oral
syringe that shows your daily
dose (See Figure H).

After you have drawn up
the correct dose, hold the
plunger in place to keep it
from moving.
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Figure | / 5 ax)ll / 0 AR

Step A6

Continue to hold the
plunger in place to stop

it moving. Leave the oral
syringe in the bottle adapter
and turn the bottle to an
upright position. Place the
bottle onto a flat surface.
Remove the oral syringe from
the bottle adapter by gently
pulling straight up on the oral
syringe (See Figure I).
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Figure J / ¢ a= ) / 1 AR

Step A7

Hold the oral syringe with

the syringe tip pointing up.
Check the Evrysdi in the oral
syringe. If there are large air
bubbles in the oral syringe
(See Figure J) or if you have
drawn up the wrong dose of
Evrysdi, insert the syringe tip
firmly into the bottle adapter
keeping the bottle upright.
Push the plunger all the way
down so that the Evrysdi flows
back into the bottle, and repeat
Steps A4 to A7. Take or give
Evrysdi immediately after

it is drawn up into the oral
syringe. If the medicine is not
taken within 5 minutes, discard
Evrysdi from the oral syringe.
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Figure K/ < au )l / X" AR

Step A8

Put the cap back on the bottle.
Turn the cap to the right
(clockwise) to tightly close the
bottle (See Figure K). Do not
remove the bottle adapter.
Return the bottle to the
refrigerator, keeping the bottle
upright.
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If you or your child are taking your dose of
Evrysdi by mouth, follow the instructions in

“B) How to take a dose of Evrysdi by mouth”.
If you or your child are taking your dose of
Evrysdi through a gastrostomy tube, follow
the instructions in “C) How to give a dose of
Evrysdi through a gastrostomy tube (G-tube)”.
If you or your child are taking your dose of
Evrysdi through a nasogastric tube, follow

the instructions in “D) How to give a dose

of Evrysdi through a nasogastric tube
(NG-tube)”.

Evrysdi’s oral syringes are specifically
designed to be compatible with the ENFit®
system. If your feeding tube is not ENFit®
compatible, you may need an ENFit® transition
connector to connect the Evrysdi syringe to
your feeding tube (G-tube or NG-tube).

17

e i e (Y5 il il S 1y
by S (" ) 8 el Lol an il
el g s ) Ao g Jlis

e s e Y S il 4 el € 1
i) 8 laddadl) £ L) Can (5 sma (g3 sl
Qs e gl Ao s slhe) g LS ("
"(G-tube) g5 g3

Sl e a oY 5T el i g 1)
«(nasogastric tube) e il sl e
pllae ) i G (3" 2l b ol plsl ny
i) e il gl e g i) de
"(NG-tube g (il

iy Lapens &yl 2 il (e Cialn
sl 0S5 213 ENFt® 4 shaid 4adle o <5
s a8 ENFi® I Lade el palal) 3
x4 33 dea sl EENFIt® 3 Jia 5
NG- 5l G-tube) b (=lall &3l sl
.(tube

¢ NIAN DX D701 ) T7' IX NNX DX
NIKNN INKR AUPY? ' ,0ON T FTONIIR
TOMIIXR 7W Man 7107 wr T (2" 9ol

Mhoa T

¢ NINN DX D701 ) T7' IX NNK DX

ANK 2UPY7 Y',DI00NVOA T " TOMIIR
¢ nan NN ' T (A 9ol NN
."(G-tube) nivoNLOA YT "TOMIIX

7¥ NN DX D*7010 T7' IK NNK DX

', (MIV0AITRY T1'Y) NTAT T FTONIIN
W TYD (T 9'W01 NIXIIND INKR AUV
q'Y) ATAT T FTONMNIK 7W nan NN
"(NG-tube "oaitxa

TNI'MA NN FTONIIR 7U D'MI9N D'PATN
ox .ENFit® noayn? omxin nirn'? 1
pnt ENFit® oxim 'k 17w matnn 2y
72N nn 7y ENFit® 7ayn nann Joxny
77¢ NITAN M1'X7 FTONIIR 7w AN DX
.(NG-tube 1x G-tube)



Figure L / J sl /2™ Ak

B) How to take a dose of
Evrysdi by mouth

Sit upright when taking a
dose of Evrysdi by mouth.

Step B1

Place the oral syringe into
the mouth with the tip along
either cheek.

Slowly push the plunger

all the way down to give the
full dose of Evrysdi (See
Figure L).

Giving Evrysdi into the
back of the throat or too
fast may cause choking.
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Figure M/ ¢ sl /2" A1k

Step B2

Check that there is no Evrysdi
left in the oral syringe

(See Figure M).
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Figure N/ o alll / 7" AR

Step B3

Drink some water right after
taking the dose of Evrysdi

to make sure that the entire
dose is swallowed (See
Figure N).

Go to Step E for cleaning of
the syringe.
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Figure O / s ax )l / 1"0 AR
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C) How to give a dose
of Evrysdi through a

gastrostomy tube

If you are giving Evrysdi
through a gastrostomy tube,
ask your doctor or nurse to
show you how to inspect
the gastrostomy tube before
giving Evrysdi.

Step C1

Place the oral syringe tip into
the gastrostomy tube. Slowly
push the plunger all the way
down to give the full dose of
Evrysdi (See Figure O).
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Figure P /g =V / T
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Step C2

Check that there is no Evrysdi
left in the oral syringe (see
Figure P).
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Figure Q / < ax)ll / 7" AR
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Step C3

Flush the gastrostomy tube
with 10 to 20 mL of water
right after giving the dose of
Evrysdi (See Figure Q).

Go to Step E for cleaning of
the syringe.
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Figure R/ o= as 8 / 0" AR

D) How to give a dose
of Evrysdi through a

nasogastric tube (NG
tube)

If you are giving Evrysdi
through a nasogastric tube,
ask your doctor or nurse to
show you how to inspect
the nasogastric tube before
giving Evrysdi.

Step D1

Place the oral syringe tip into
the nasogastric tube. Slowly
press the plunger all the way
down to give the full dose of
Evrysdi (See Figure R).
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Figure S/ & ax i/ 0" K
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Step D2

Check that there is no Evrysdi
left in the oral syringe (see
Figure S).
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Figure T/ s a0 /2K

Step D3

Flush the nasogastric tube
with 10 to 20 mL of water
right after giving the dose of
Evrysdi (See Figure T).

Go to Step E for cleaning of
the syringe.
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o7 Figure V /< au)ll /2" Ak

E) How to clean the oral
syringe after use

Step E1

Remove the plunger from
the oral syringe by pulling
the plunger right out of the
syringe.

Rinse the oral syringe barrel
well under clean running
water (See Figure U).

Step E2

Rinse the plunger well under
clean running water (See
Figure V).
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Figure W / & au )l /2" A

Evrysdi_IFU_ver 4

Step E3

Check that the oral syringe
barrel and plunger are clean.
Place the oral syringe barrel
and plunger on a clean
surface in a safe place to dry
(See Figure W).

Wash your hands with soap
and water.

After drying the barrel and
plunger, reassemble the
plunger into the oral syringe
barrel and store the syringe
with your medicine.
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