INSTRUCTIONS FOR USE
SABRIL® (SAY-bril) (vigabatrin)

for oral solution

Read this Instructions for Use before your child starts taking SABRIL and each time you get a refill.
There may be new information. This information does not take the place of talking with your healthcare
provider about your child’s medical condition or treatment. Talk to your healthcare provider if you have
any questions about the right dose of medicine to give your child or how to mix it.

Important Note:

SABRIL for oral solution comes in a packet

Each SABRIL packet contains 500 mg of powder

SABRIL must be mixed with water only. The water may be cold or at room temperature.

Your healthcare provider will tell you:

o how many packets of SABRIL you will need for each dose

o how many milliliters (mL) of water to use to mix one dose of SABRIL

o how many milliliters (mL) of the powder and water mixture you will need for each dose of medicine
e SABRIL should be given right away after it is mixed

o Use the oral syringes, provided by the pharmacy, to measure and give the correct dose. Do not use a
household teaspoon or tablespoon.

Supplies you will need to mix 1 dose of SABRIL.:
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e The number of packets of SABRIL needed for each dose

2 clean cups: 1 for mixing and 1 for water. The cup used for mixing SABRIL should be clear so you
can see if the powder is dissolved

Water to mix with the SABRIL powder

One small 3 mL oral syringe and one large 10 mL oral syringe which are provided by the pharmacy
Small spoon or other clean utensil to stir the mixture

Scissors
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Oral syringe detail
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Step 1: Start with 1 of the empty cups and the total number of packets you will need for 1 dose.

Step 2: Before you open the packet, tap it to settle all the powder to the bottom of the packet.

Step 3: Use a pair of scissors to cut open the SABRIL packet along the dotted line.

Step 4: Empty the entire contents of the SABRIL packet into 1 of the clean empty cups (see Figure A).
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Figure A

e Repeat steps 2 to 4 above to open all of the packets needed for 1 dose of SABRIL.

Step 5: Take the second cup and fill it half way with water (see Figure B).
Do not mix SABRIL with anything other than water.
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Figure B

e You will use the larger oral syringe (10 mL) to draw up the water needed to mix with the powder from
the packets. You will need 10 mL of water for each packet of SABRIL.
For example:
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o If you are using 1 packet of SABRIL, you will need to use 10 mL of water (fill the 10 mL oral
syringe 1 time)

o If you are using 2 packets of SABRIL, you will need to use 20 mL of water (fill the 10 mL oral
syringe 2 times)

o If you are using 3 packets of SABRIL, you will need to use 30 mL of water (fill the 10 mL oral
syringe 3 times)

Step 6: Use the 10 mL oral syringe to draw up 10 mL of water. To do this, put the tip of the oral syringe
all the way into the water in your cup. Then pull the plunger up towards you until the edge of the
plunger is at the 10 mL line on the barrel of the oral syringe (see Figure C).

Figure C

e If you see bubbles of air in the oral syringe after drawing up the water, turn the oral syringe so the tip
is pointing up (see Figure D). The air will move to the top of the oral syringe. Pull the plunger back
towards you and then push it back gently into the oral syringe to get rid of the bubbles. Tiny bubbles
are normal.
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Figure D

Step 7: Check the oral syringe to make sure it is filled with water up to the 10 mL line (see Figure E).
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\ ¢ 10 mL line

Figure E

Step 8: Get the second cup that contains the SABRIL needed for your dose.
Step 9: Hold the 10 mL oral syringe that is filled with water with the tip pointing down over the SABRIL.

Step 10: Slowly push the oral syringe plunger all the way down to empty the water from the oral syringe
straight into the cup containing the SABRIL (see Figure F).

Figure F

Repeat steps 6 through 10 until all of the water that is needed to mix 1 dose of SABRIL has been
added to the cup containing the powder.

Step 11: Stir the mixture with the small spoon or other clean utensil until the solution is clear (see Figure
G). This means that all of the powder is dissolved and ready for use.

Figure G

Page 4 of 6



o To give a dose of SABRIL to your child, you should use the oral syringe to draw up the total number
of mLs of the mixture that your healthcare provider tells you to.
o If you are giving 3 mL or less of the mixture, use the smaller 3 mL oral syringe.
o If you are giving more than 3 mL of the mixture, use the larger 10 mL oral syringe (this is the oral
syringe that you just used to add the water).

Step 12: Put the tip of the oral syringe all the way into the mixture. Pull the plunger up towards you to
draw up the mixture. Stop when the edge of the plunger lines up with markings on the barrel of
the oral syringe that matches the number of mLs of mixture your healthcare provider told you to
give (see Figure H).
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Figure H

¢ If you see bubbles of air in the oral syringe after drawing up the mixture, turn the oral syringe so the
tip is pointing up (see Figure I). The air will move to the top of the oral syringe. Pull the plunger back
towards you and then gently push it back in the oral syringe in order to get rid of the bubbles. Tiny
bubbles are normal.
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Figure |

Step 13: Place the tip of the oral syringe into your child’s mouth and point the oral syringe towards either
cheek (see Figure J). Push on the plunger slowly, a small amount at a time, until all of the
mixture in the oral syringe is given.
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Figure J

e If the dose you are giving your child is more than 10 mLs, repeat steps 12 and 13 until you give the
total dose of mixture prescribed by your healthcare provider.

Step 14: Throw away any mixture that is left over. Do not save or reuse any leftover mixture.
Step 15: Wash the oral syringes and mixing cups in warm water. To clean the oral syringes, remove the
plunger by gently pulling it straight out of the barrel. The barrel and plunger can be hand washed

with soap and water, rinsed, and allowed to dry.

This Instructions for Use has been approved by the U.S. Food and Drug Administration.
Marketed by: Lundbeck, Deerfield, IL 60015, U.S.A.

SABRIL is a registered trademark of Lundbeck
Revised: 10/2021
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