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Macrogol 3350, sodium chloride, povidone, polysorbate 80, methyl parahydroxybenzoate, methionine, monobasic
sodium phosphate, disodium phosphate dodecahydrate, propyl parahydroxybenzoate, hydrochloric acid

and/or sodium hydroxide for pH adjustment, water for injection.
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Sayana PIL CC 150925

The following information is intended for medical or healthcare professionals only:

SAYANA suspension for injection
medroxyprogesterone acetate 104 mg/0.65 mL

INSTRUCTIONS FOR ADMINISTRATION: PREPARING AND GIVING A
SUBCUTANEOUS INJECTION OF SAYANA

Introduction

SAYANA should be administered by a person (such as your doctor, nurse or healthcare
professional) trained in administering subcutaneous injections.

The following instructions explain how to prepare and inject SAYANA. The instructions
should be read carefully and followed step-by-step.

The injection should not be mixed with any other medicine.

Instructions for Administration of SAYANA for Subcutaneous Use

Getting ready

Do not refrigerate. Ensure that the medication is at room temperature prior to injection (to

ensure appropriate viscosity of the suspension). Make sure the following components
(Diagrams 1 and 2) are available.

[ (A
plastic
needle
cover
] needle
Prefilled [ A
syringe J—
—
Diagram 1 Diagram 2

SAYANA, as with other parenteral drug products, should be inspected visually for
particulate matter and discolouration prior to administration.

Step 1: Choosing and preparing the injection area.

Choose the injection area in either the upper thigh or abdomen, see shaded areas (Diagram 3).
Avoid bony areas and the umbilicus.
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Upper thigh or abdomen
Diagram 3

Use an alcohol pad to wipe the skin in the injection area you have chosen. Allow the skin to
dry.

Step 2: Syringe preparation
Gently twist off the protective end cap from the needle to break the seal (Diagram 4). Set
aside.

Diagram 4

While holding the syringe firmly by the barrel pointing upward, shake it vigorously for at
least 1 minute to thoroughly mix the medication (Diagram 5).
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Shake vigorously
for 1 minute

Shake vigorously for 1 minute
Then remove the protective cap from the tip of the syringe barrel.
Diagram 5

While holding the syringe barrel, attach the needle to the barrel of the syringe firmly by
pushing the plastic needle cover down fully with a slight twisting movement (Diagram 6).

Diagram 6
While continuing to hold the syringe barrel firmly, remove the protective plastic needle cover

from the needle without twisting, making sure the needle is still firmly attached to the syringe
(Diagram 7).
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Diagram 7

While holding the syringe with the needle pointing upward, gently push in the plunger until
the medicine is up to the top of the syringe. There should be no air within the barrel (Diagram
8).
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Diagram 8

Step 3: Injecting the dose.

Gently grasp and squeeze a large area of skin in the chosen injection area between the thumb
and fore-finger, pulling it away from the body. Insert the needle at a 45 degree angle so that
most of the needle is in the fatty tissue. The plastic hub of the needle should be nearly or
almost touching the skin (Diagram 9).
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Diagram 9

Inject the medication slowly until the syringe is empty (Diagram 10).
« This should take about 5-7 seconds.
. It is important that the entire dose of Sayana is given

Inject slowly (5-7 seconds)

Diagram 10
When the entire dose is completely injected, gently pull the needle out of the skin.

Use a clean cotton pad to press lightly on the injection area for a few seconds. Do NOT rub
the area.

DISPOSING OF SUPPLIES
The syringe and needle should NEVER be reused.

Any unused product should be disposed of safely after use, in accordance with local guidance
for the disposal of sharps.
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