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OMNITROPE™
somatropin [rDNA origin] for injection

The following instructions explain how to inject OMNITROPE™ 5.8 mg.

Do not inject OMNITROPET™m yourself until your healthcare provider has taught you and you
understand the instructions. Ask your health care provider or pharmacist if you have any
questions about injecting OMNITROPET™w.

OMNITROPE™ 5.8 mg is for multiple uses.

The concentration of OMNITROPETw after mixing is 5 mg/mL.

After mixing, OMNITROPE™ 5.8 mg contains a preservative and should not be used in
newborns.

Collect necessary items before you begin:
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wigtl with lyophilized powder I. needle cap
. aleohel swabs 2. needle
. al with diluent for Omnitrope 3. barel with dosing scale

. sterile, disposable syringe (e. 9. a 3 ml syringe} 4. plunger
. needle for withdrawing the diluent from the vial
. sterile, disposable syringe of appropriale size

{e.g. o 1 ml syringe} and needle lor
subculaneous injection

a vial with OMNITROPE™ 5.8 mg

a vial with diluent (mixing liquid - Bacteriostatic Water for Injection containing benzyl
alcohol as preservative) for OMNITROPE™ 5.8 mg

a sterile, disposable 3 mL syringe and needle for withdrawing the diluent from the vial
(notsupplied in the pack)

sterile disposable 1 mL syringes and needles for under the skin (subcutaneous) injection
(notsupplied in the pack)

2 alcohol swabs (not supplied in the pack)

Wash your hands before you start with the next steps.
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Mixing OMNITROPETM 5.8 mg

e Remove the protective caps from the two vials. With one alcohol swab, clean both the
rubber top of the vial that contains the powder and the rubber top of the vial that contains

diluent.
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e Use next the sterile diluent vial, the disposable 3 mL syringe and a needle.

e Attach the needle to the syringe (if not attached already). Pull back the syringe plunger
and fill the syringe with air. Push the needle fitted to the syringe through the rubber top
of the diluent vial, push all the air from the syringe into the vial, turn the vial upside
down, and withdraw all the diluent from the vial into the syringe. Remove the syringe
and needle.

e Next take the syringe with the diluent in it and push the needle through the rubber stopper of
the vial that contains the white powder. Inject the diluent slowly. Aim the stream of liquid
against the glass wall in order to avoid foam. Remove the syringe and needle and dispose
of them.
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e If the medicine is cloudy or contains particles, it should not be used. The medicine must

beclear and colorless after mixing.
e After mixing the medicine, the medicine in the vial must be used within 3 weeks.
Store the vial in a refrigerator at 36° to 46° F (2° to 8° C) after mixing and using it

each time.
Measuring the Dose of OMNITROPE™ 5.8 mg to Be Injected

e Next use the sterile, disposable 1 mL (or similar) syringe and needle for subcutaneous
injection. Push the needle through the rubber top of the vial that contains the medicine that
you have just mixed.

e Turn the vial and the syringe upside down.

e Be sure the tip of the syringe is in the OMNITROPE™ mixed medicine.
e Pull back on the plunger slowly and withdraw the dose prescribed by your doctor into

thesyringe.
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Hold the syringe with the needle in the vial pointing up and remove the syringe from the
vial.

Check for air bubbles in the syringe. If you see any bubbles, pull the plunger slightly
back; tap the syringe gently, with the needle pointing upwards, until the bubble
disappears. Push the plunger slowly back up to the correct dose. If there is not enough
medicine in the syringe after removing the air bubbles, draw more medicine into the
syringe from the mixed medicine vial and repeat checking for bubbles.

Look at the mixed medicine in the syringe before using. Do not use if discolored or
particles

are present. You are now ready to inject the dose.

Injecting OMNITROPE™ 5.8 mg

Choose the site of injection on your body. The best sites for injection are tissues with a layer
of fat between skin and muscle such as the upper leg (thigh), buttocks, or stomach area
(abdomen) as in the picture shown below. Do not inject near your belly button (navel) or
waistline.
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Make sure you rotate the injection sites on your body. Inject at least %2 inch from the last
injection. Change the places on your body where you inject, as you have been taught.
Before you make an injection, clean your skin well with an alcohol swab. Wait for the
area to air dry.

With one hand, pinch a fold of loose skin at the injection site. With your other hand, hold
the syringe as you would a pencil. Insert the needle into the pinched skin straight in or at
a slight angle (an angle of 45° to 90°). After the needle is in, remove the hand used to
pinch the skin and use it to hold the syringe barrel. Pull back the plunger very slightly
with one hand. If blood comes into the syringe, the needle has entered a blood vessel. Do
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not inject into this site; withdraw the needle and repeat the procedure at a different site.
If no blood comes into the syringe, inject the solution by pushing the plunger all the way
down gently.

45°-90°

Pull the needle straight out of the skin. After injection, press the injection site with a
small bandage or sterile gauze if needed for bleeding, for several seconds. Do not
massage or rub the injection site.

After Injecting OMNITROPE™ 5.8 mg

Discard the injection materials.

Dispose the syringes safely in a closed container. You can ask your healthcare provider
or pharmacist for a "sharps" container. A sharps container is a special container to put
used needles and syringes in. You can return a full sharps container to your pharmacist
or healthcare provider for disposal.

The vial of mixed medicine must be stored in the refrigerator in its carton at 36° to 46° F
(2° to 8° C) and used within 3 weeks.

The solution should be clear after removal from the refrigerator. If the solution is cloudy
or contains particles, discard the vial. Do not inject the medicine from this vial. Start
over with a new vial of OMNITROPET™wv 5.8 mg. Call your pharmacist if you need a
replacement.

Before each use disinfect the rubber top of the reconstituted vial with an alcohol swab.
You must use a new disposable 1 mL syringe and needle for each injection.

Manufactured in Austria by Sandoz GmbH.
Distributed by Sandoz Inc., Princeton, NJ 08540.
Date of Revision May 17, 2006.
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OMNITROPE™
somatropin [rDNA origin] for injection

The following instructions explain how to inject OMNITROPE™ 1.5 mg.

Do not inject OMNITROPET™M™ yourself until your healthcare provider has taught you and you
understand the instructions. Ask your health care provider or pharmacist if you have any
questions about injecting OMNITROPETM.

OMNITROPE™ 5.8 mg is for multiple uses.

The concentration of OMNITROPETw after mixing is 5 mg/mL.

After mixing, OMNITROPE™ 5.8 mg contains a preservative and should not be used in
newborns.

Collect necessary items before you begin:
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vigl with lyophilized powder I. needle cop
. dleohol swabs 2. needle
. vial with diluent for Gmnitrope 3. barel with dosing scale
. sterile, disposable syringe {e. g. a 3 mL syringe) 4. plunger
. needle tor withdrawing the diluent from the wvial
. sterile, disposable syringe of appropriote size

{e.g a1 ml syringe) and needle lor
subculaneous injection

a vial with OMNITROPE™ 1.5 mg

a vial with diluent (mixing liquid - Bacteriostatic Water for Injection containing benzyl
alcohol as preservative) for OMNITROPE™ 1.5 mg

a sterile, disposable 3 mL syringe and needle for withdrawing the diluent from the vial
(notsupplied in the pack)

sterile disposable 1 mL syringes and needles for under the skin (subcutaneous) injection
(notsupplied in the pack)

2 alcohol swabs (not supplied in the pack)

Wash your hands before you start with the next steps.
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Mixing OMNITROPETM 1.5 mg

e Remove the protective caps from the two vials. With one alcohol swab, clean both the
rubber top of the vial that contains the powder and the rubber top of the vial that contains
diluent.

e Use next the sterile diluent vial, the disposable 3 mL syringe and a needle.

o Attach the needle to the syringe (if not attached already). Pull back the syringe plunger
and fill the syringe with air. Push the needle fitted to the syringe through the rubber top
of the diluent vial, push all the air from the syringe into the vial, turn the vial upside
down, and withdraw all the diluent from the vial into the syringe. Remove the syringe
and needle.

o Next take the syringe with the diluent in it and push the needle through the rubber stopper of
the vial that contains the white powder. Inject the diluent slowly. Aim the stream of liquid



against the glass wall in order to avoid foam. Remove the syringe and needle and dispose
of them.
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e If the medicine is cloudy or contains particles, it should not be used. The medicine must

beclear and colorless after mixing.
e After mixing the medicine, the medicine in the vial must be used within 3 weeks.
Store the vial in a refrigerator at 36° to 46° F (2° to 8° C) after mixing and using it

each time.
Measuring the Dose of OMNITROPE™ 1.5 mg to Be Injected

e Next use the sterile, disposable 1 mL (or similar) syringe and needle for subcutaneous
injection. Push the needle through the rubber top of the vial that contains the medicine
that you have just mixed.
e Turn the vial and the syringe upside down.



Be sure the tip of the syringe is in the OMNITROPE™ mixed medicine.
Pull back on the plunger slowly and withdraw the dose prescribed by your doctor into
thesyringe.
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Hold the syringe with the needle in the vial pointing up and remove the syringe from the
vial.

Check for air bubbles in the syringe. If you see any bubbles, pull the plunger slightly
back; tap the syringe gently, with the needle pointing upwards, until the bubble
disappears. Push the plunger slowly back up to the correct dose. If there is not enough
medicine in the syringe after removing the air bubbles, draw more medicine into the
syringe from the mixed medicine vial and repeat checking for bubbles.

Look at the mixed medicine in the syringe before using. Do not use if discolored or
particles

are present. You are now ready to inject the dose.

Injecting OMNITROPE™ 1.5 mg

Choose the site of injection on your body. The best sites for injection are tissues with a layer
of fat between skin and muscle such as the upper leg (thigh), buttocks, or stomach area
(abdomen) as in the picture shown below. Do not inject near your belly button (navel) or
waistline.
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Make sure you rotate the injection sites on your body. Inject at least %2 inch from the last
injection. Change the places on your body where you inject, as you have been taught.
Before you make an injection, clean your skin well with an alcohol swab. Wait for the
area to air dry.



e With one hand, pinch a fold of loose skin at the injection site. With your other hand, hold
the syringe as you would a pencil. Insert the needle into the pinched skin straight in or at
a slight angle (an angle of 45° to 90°). After the needle is in, remove the hand used to
pinch the skin and use it to hold the syringe barrel. Pull back the plunger very slightly
with one hand. If blood comes into the syringe, the needle has entered a blood vessel. Do
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not inject into this site; withdraw the needle and repeat the procedure at a different site.
If no blood comes into the syringe, inject the solution by pushing the plunger all the way
down gently.

45°-90°

Pull the needle straight out of the skin. After injection, press the injection site with a
small bandage or sterile gauze if needed for bleeding, for several seconds. Do not
massage or rub the injection site.

After Injecting OMNITROPE™ 1.5 mg

e Discard the injection materials.

e Dispose the syringes safely in a closed container. You can ask your healthcare provider
or pharmacist for a "sharps" container. A sharps container is a special container to put
used needles and syringes in. You can return a full sharps container to your pharmacist
or healthcare provider for disposal.

e The vial of mixed medicine must be stored in the refrigerator in its carton at 36° to 46° F
(2° to 8° C) and used within 3 weeks.

e The solution should be clear after removal from the refrigerator. If the solution is cloudy
or contains particles, discard the vial. Do not inject the medicine from this vial. Start
over with a new vial of OMNITROPET™wv 5.8 mg. Call your pharmacist if you need a
replacement.

e Before each use disinfect the rubber top of the reconstituted vial with an alcohol swab.
You must use a new disposable 1 mL syringe and needle for each injection.
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Manufactured in Austria by Sandoz GmbH.
Distributed by Sandoz Inc., Princeton, NJ 08540.
Date of Revision May 17, 2006.
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