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NDC 0004-0260-01

CellCept®

(mycophenolate
mofetil tablets)

500 mg tablets

Usual dosage: For dosage
recommendations and other
important prescribing information,
read accompanying insert.

Dispense in tight, light-resistant
container as defined in USP/NF.
Store at 25°C (77°F);

excursions permitted to
15°-30°C (59°-86°F).

Note to pharmacist:
Tamper-evident bottle enclosed.

Made in Ireland

Distributed by:
Roche Laboratories Inc.
Nutley, New Jersey 07110

NDC 0004-0260-01

CellCept’

(mycophenolate
mofetil tablets)

500 mg

Each tablet contains
500 mg mycophenolate mofetil.

100 tablets

Attention Pharmacist: Dispense the
accompanying Medication Guide

to each patient. For additional Medication
Guides call 1-800-617-8191 or visit
www.rocheusa.com/products/CellCept.

R only

0004-0260-01 4
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NDC 0004-0298-09

CellCept® Intravenous
(mycophenolate mofetil
hydrochloride for injection)

CellCept Intravenous 500 mg vials must be reconstituted
with 14 mL 5% Dextrose Injection USP. Further dilution of
the content of the reconstituted vials with 5% Dextrose
Injection USP is required to produce the infusion solution
at the final concentration of 6 mg/mL. Refer to package
insert for complete directions.

OTHER INFUSION SOLUTIONS ARE NOT
RECOMMENDED FOR DILUTION.

USUAL DOSAGE: For dosage recommendations and
other important prescribing information, read
accompanying insert.

Store powder and reconstituted/infusion solutions at
25°C (77°F); excursions permitted to 15°-30°C (59°- 86°F).

COMMENCEMENT OF TREATMENT TO OCCUR WITHIN
4 HOURS FROM RECONSTITUTION AND DILUTION.

NDC 0004-0298-09

CellCept® Intravenous
(mycophenolate mofetil
hydrochloride for injection)

500 mg
4 Vials

Made in Ireland
Distributed by:

Roche Laboratories Inc.
Nutley, New Jersey 07110

NDC 0004-0298-09

CellCept® Intravenous
(mycophenolate mofetil
hydrochloride for injection)

500 mg

FOR INTRAVENOUS INFUSION ONLY

Each vial contains the equivalent of 500 mg
mycophenolate mofetil (as the hydrochloride salt),
25 mg polysorbate 80, and 5 mg citric acid.

Ronly

Attention Pharmacist: Dispense the
accompanying Medication Guide

to each patient. For additional Medication
Guides call 1-800-617-8191 or visit

www.rocheusa.com/products/CellCept.

4 Vials

27899625(A)
30005528

/

hocney

mofetil hydrochloride
Each vial contains the
equivalent of 500 mg

for injection)
500 mg
Ronly

CellCept”™
Intravenous
(mycophenolate
FOR INTRAVENOUS
INFUSION ONLY
mycophenolate mofetil
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NDC 0004-0259-43

CellCept®

(mycophenolate
mofetil capsules)

250 mg capsules

Usual dosage: For dosage
recommendations and other
important prescribing information,
read accompanying insert.

Dispense in tight container

as defined in USP/NF.

Store at 25°C (77°F);
excursions permitted to
15°-30°C (59°-86°F).

Note to pharmacist:
Tamper-evident bottle enclosed.

Made in Ireland
Distributed by:

Roche Laboratories Inc.

Nutley, New Jersey 07110

NDC 0004-0259-43

CellCept®

(mycophenolate
mofetil capsules)

250 mg

Each capsule contains
250 mg mycophenolate mofetil.

500 capsules

Package not child-resistant

Attention Pharmacist: Dispense the
accompanying Medication Guide

to each patient. For additional Medication
Guides call 1-800-617-8191 or visit
www.rocheusa.com/products/CellCept.

Ronly

CeliCept
250

3 0004-0259-438
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NDC 0004-0259-01

CellCept®

(mycophenolate
mofetil capsules)

250 mg capsules

Usual dosage: For dosage

recommendations and other
important prescribing information, =
read accompanying insert.

Store at 25°C (77°F);
excursions permitted to
15°-30°C (59°-86°F).

Note to pharmacist: =
Tamper-evident bottle enclosed.

Made in Ireland
Distributed by:

Roche Laboratories Inc.

Nutley, New Jersey 07110

NDC 0004-0259-01

CellCept’

(mycophenolate
mofetil capsules)

250 mg

Each capsule contains
250 mg mycophenolate mofetil.

100 capsules

Attention Pharmacist: Dispense the
accompanying Medication Guide

to each patient. For additional Medication
Guides call 1-800-617-8191 or visit
www.rocheusa.com/products/CellCept.

Ronly

CellCept
250

0004-0259-0138
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NDC 0004-0261-29

CellCept®

Oral Suspension

(mycophenolate mofetil
for oral suspension)

200 mg/mL

Net contents after constitution: 175 mL,
containing 35.0 grams mycophenolate mofetil.
Deliverable volume after constitution:
160-165 mL.

Phenylketonurics: Contains 0.56 mg
phenylalanine per mL after constitution.

Usual dosage: For dosage recommendations,
handling and other important prescribing
information, read accompanying insert.
Store dry powder at 25°C (77°F);
excursions permitted to 15°-30°C
(59°-86°F).

Store constituted suspension at

25°C (77°F); excursions permitted

to 15°-30°C (59°-86°F).

Storage in a refrigerator at 2°-8°C
(36°-46°F) is acceptable.

Do not freeze.

Shake closed bottle well before using.
Discard any unused portion 60 days
after constitution.

To the pharmacist:

Tap the closed bottle several
times to loosen the powder.
Measure 94 mL of water in a
graduated cylinder.

Add approximately half the total
amount of water for constitution
to the bottle and shake the

closed bottle well for about

1 minute.

Add the remainder of water and
shake the closed bottle well for
about 1 minute.

Remove the child-resistant cap
and push bottle adapter into

neck of bottle.

Close bottle with child-resistant
cap tightly. This will assure the
proper seating of the bottle
adapter in the bottle, and
child-resistant status of the cap.
Dispense with patient instructions
and oral dispensers.

See enclosed patient instructions for
use of oral dispenser.

Contains 225 mL bottle with bottle
adapter and 2 oral dispensers.

Made in Ireland
Distributed by:

Roche Laboratories Inc.
Nutley, New Jersey 07110

NDC 0004-0261-29

CellCept’

Oral Suspension

(mycophenolate mofetil
for oral suspension)

200 mg/mL

Each mL contains
200 mg mycophenolate mofetil
after constitution.

Attention Pharmacist: Dispense the
accompanying Medication Guide

to each patient. For additional Medication
Guides call 1-800-617-8191 or visit
www.rocheusa.com/products/CellCept.

. 4
Ronly

NDC 0004-0261-29

CellCept®

Oral Suspension
(mycophenolate mofetil
for oral suspension)

200 mg/mL

Each mL contains
200 mg mycophenolate mofetil
after constitution.

Attention Pharmacist: Dispense
the accompanying Medication
Guide to each patient.

Ronly

@

27899633(A)
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NDC 0004-0260-43

CellCept®

(mycophenolate
mofetil tablets)

500 mg tablets

Usual dosage: For dosage
recommendations and other
important prescribing information,
read accompanying insert.
Dispense in tight, light-resistant
container as defined in USP/NF.
Store at 25°C (77°F);
excursions permitted to
15°-30°C (59°-86°F).

Note to pharmacist:
Tamper-evident bottle enclosed.

Made in Ireland
Distributed by:

Roche Laboratories Inc.

Nutley, New Jersey 07110

NDC 0004-0260-43

CellCept®

(mycophenolate
mofetil tablets)

500 mg

Each tablet contains
500 mg mycophenolate mofetil.

500 tablets

Package not child-resistant
Attention Pharmacist: Dispense the
accompanying Medication Guide

to each patient. For additional Medication

Guides call 1-800-617-8191 or visit
www.rocheusa.com/products/CellCept.

Ronly

CellCept
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Dispense in tight, light-resistant NDC 0004-0260-01 b 27899637
container as defined in USP/NF. ® —
Store at 25°C (77°F); CellCe pt —
excursions permitted to (mycophenolate — O
15°-30°C (59°-86°F). . = 0
; mofetil tablets) ———3™
Usual dosage: For dosage -

recommendations and other 500 m g ——
important prescribing _—
- information, read Each tablet contains —_— O
accompanying insert. 500 mg mycophenolate mofetil. — 8
100 tablets Rony —

L] =M

Attention Pharmacist: Dispense
the accompanying Medication
Guide to each patient.

Made in Ireland

Distributed by: CellCept - EXP
Roche Laboratories Inc. 500

. Batch
Nutley, New Jersey 07110




27899624~L (D) 22Jan09:

NDC 0004-0298-30

CellCept®

Intravenous
(mycophenolate
mofetil hydrochloride
for injection)

500 mg
Rony

FOR INTRAVENOUS
INFUSION ONLY

Each vial contains the
equivalent of 500 mg
mycophenolate mofetil

(as the hydrochloride salt),
25 mg polysorbate 80, and
5 mg citric acid.

USUAL DOSAGE: See
package insert.

Attention Pharmacist: Dispense
the accompanying Medication
Guide to each patient.

Store powder at 25°C (77°F);
excursions permitted to
15°-30°C (59°- 86°F).

Made in Ireland

Distributed by:

Roche Laboratories Inc.
Nutley, New Jersey 07110

i
(01) 103 0004 0298304
30005538

27899624
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Dispense in tight container
as defined in USP/NF.

Package not child-resistant.

Store at 25°C (77°F);
excursions permitted to
15°-30°C (59°-86°F).
Usual dosage: For dosage
recommendations and other
important prescribing
information, read
accompanying insert.

Made in Ireland .
Distributed by:

Roche Laboratories Inc.
Nutley, New Jersey 07110

NDC 0004-0259-43

CellCept®

(mycophenolate
mofetil capsules)

250 mg

Each capsule contains
250 mg mycophenolate mofetil.

500 capsules Ronly

Attention Pharmacist: Dispense
the accompanying Medication

Guide to each patient. -

CellCept
250
Roche
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Store at 25°C (77°F);
excursions permitted to
15°-30°C (59°-86°F).
Usual dosage: For dosage
recommendations and other
important prescribing
information, read
accompanying insert.

Made in Ireland

Distributed by:
Roche Laboratories Inc.
Nutley, New Jersey 07110

NDC 0004-0259-51

CellCept®
(mycophenolate
mofetil capsules)

250 mg

Each capsule contains

250 mg mycophenolate mofetil.

120 capsules Ronly
Attention Pharmacist: Dispense

the accompanying Medication

Guide to each patient.

CellCept
250
Roche

\__¢

259-513
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Batch

27899626

27899626




27899630-L (D) 23Jan09:27899204-L (D) 1/29/09 1:31 PM Page 1

—p—

Store at 25°C (77°F);
excursions permitted to
15°-30°C (59°-86°F).
Usual dosage: For dosage
recommendations and other
important prescribing
information, read
accompanying insert.

Made in Ireland

Distributed by:
Roche Laboratories Inc.
Nutley, New Jersey 07110

NDC 0004-0259-01

CellCept®
(mycophenolate
mofetil capsules)

250 mg

Each capsule contains
250 mg mycophenolate mofetil.

100 capsules  Ronly

Attention Pharmacist: Dispense
the accompanying Medication

Guide to each patient. -

CellCept
250
Roche

3 0004-0259-018

m

XP
Batch
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Store dry powder at 25°C (77°F);
excursions permitted to 15°-30°C
(59°-86°F). Store constituted
suspension at 25°C (77°F); excursions
permitted to 15°-30°C (59°-86°F).
Storage in a refrigerator at 2°-8°C
(36°-46°F) is acceptable.

Do not freeze.

Shake closed bottle well before using.

Discard any unused portion 60 days
after constitution.

Constitute Date:

101

dx3

27899634

NDC 0004-0261-29

CellCept®
Oral Suspension

(mycophenolate mofetil
for oral suspension)

200 mg/mL

Each mL contains

200 mg mycophenolate mofetil
after constitution.

Attention Pharmacist: Dispense

the accompanying Medication
Guide to each patient.

4
lacuﬂy "ﬂ!ﬂ;’

Page 1

Usual dosage: See package insert.

Net contents after constitution: 175 mL,
containing 35.0 grams mycophenolate mofetil.
Deliverable volume after constitution: 160-165 mL.
Phenylketonurics: Contains 0.56 mg

phenylalanine per mL after constitution.

To the pharmacist: Tap the closed bottle several
times to loosen the powder. Measure 94 mL of water
in a graduated cylinder. Add approximately half the
total amount of water for constitution to the bottle
and shake the closed bottle well for about 1 minute.
Add the remainder of water and shake the closed
bottle well for about 1 minute. Remove the child-
resistant cap and push bottle adapter
into neck of bottle. Close bottle with
child-resistant cap tightly. This will
assure the proper seating of the
bottle adapter in the bottle, and
child-resistant status of the cap.
Dispense with patient instructions and
oral dispensers. See enclosed patient
instructions for use of oral dispenser.

Made in Ireland
Distributed by:

Roche Laboratories Inc.
Nutley, New Jersey 07110
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Dispense in tight, light-resistant
container as defined in USP/NF.
Package not child-resistant
Store at 25°C (77°F);
excursions permitted to
15°-30°C (59°-86°F).

Usual dosage: For dosage
recommendations and other
—_— important prescribing
information, read
accompanying insert.

Made in Ireland
Distributed by:

Roche Laboratories Inc.
Nutley, New Jersey 07110

NDC 0004-0260-43

CellCept®

(mycophenolate
mofetil tablets)

500 mg

Each tablet contains

500 mg mycophenolate mofetil.

500 tablets

R only

Attention Pharmacist: Dispense
the accompanying Medication

Guide to each patient.

CellCept
500

¢

27899628
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