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Unvarnished area for pasting

A Step-by-Step Guide to taking your Cladribine Tablets 10 mg
Cladribine tablets are packed in child-resistant blister packs inside a carton and must be kept out of the sight and reach of children.
See below for a step-by-step guide on how to handle the package and to take the Cladribine tablets. Make sure you know
how many tablets are contained in the package. See package leaflet for guidance.

o Have a glass of water ready and 0 Open flap on carton. o Peel back the label of the blister pack(s).

make sure your hands are clean

and dry before taking the tablet(s). o Take out the number of 0 Place 1 or 2 tablet(s) into your hand,
blister packs needed for your according to your prescribed dose.
prescribed dose.

e Swallow tablet(s) with water. o Wash your hands

thoroughly with soap

Tablets must be swallowed whole

and not chewed or allowed to dissolve and water.
in your mouth. Contact with skin g

should be limited. Avoid touching your
nose, eyes, and other parts of the body.

Varnish free area

for overcoding

IMPORTANT: Contact Doctor if incorrect dose taken. Manufactured by:

Call your doctor for medical advice about side effects. ~ Novugen Oncology Sdn. Bhd.
You may report Side effects to FDA at 1- 800-FDA-1088.  No 47 Jalan Lengkuk Teknologi 2,
STORAGE and DISPOSAL: Store at controlled 1:2;1”;@;‘;'23;5“5‘“ Fasa .
room temperature, 20°C to 25°C (68°F to 77°F); 71760 Labu,

excursions permitted to 15°C to 30°C (59°F to 86°F) [see Negeri Sembilan Darul Khusus.
USP Controlled Room Temperature].

Store in original package in order to protect from moisture.

Contact your doctor for instructions on proper disposal of
unused Cladribine tablets.
Keep out of reach of children.
Manufactured for:
N
9

Accord Healthcare, Inc.,
Raleigh, NC 27617.

16729162502

NDC 16729-625-02

Accord Cladribine Tablets
(LXEE) per tablet

Rx only

Contents:
4 tablets: Four child-resistant blister packs each containing one 10 mg tablet.

Cytotoxic Agent:
Handle tablets as directed.
Dispense with enclosed Medication Guide.

4 Tablets

I occord

\'

/

Each Cladribine 10 mg tablet contains cladribine USP, hydroxypropyl betadex complex, sorbitol,
and magnesium stearate. Cladribine Tablets are provided as 10 mg white to off white, round,
biconvex uncoated tablets debossed with "TU" on one side and plain on the other side.

Dosage and Administration:

Based on body weight. For oral administration.

See enclosed Prescribing Information and Medication Guide.

Separate ingestion of other oral medicines by at least 3 hours before and after taking
Cladribine Tablets.

SPECIAL HANDLING: Remove tablet from foil blister just prior to use. Immediately swallow
tablet whole with water. Do NOT chew. Avoid prolonged contact with skin. Wash hands and
surfaces.

The unit dose blister pack is child-resistant.

File Name : Cladribine-10mg(Novugen)4T-Box

Size

: 80 x 40 x 56 (mm)

Colour  : Pantone Orange 021 C, 166 C, 430 C + CMYK

Date

:01/08/25 (1), 05/08/25, 12/01/26

18 mm

11 mm
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Unvarnished area for pasting

A Step-by-Step Guide to taking your Cladribine Tablets 10 mg
Cladribine tablets are packed in child-resistant blister packs inside a carton and must be kept out of the sight and reach of children.
See below for a step-by-step guide on how to handle the package and to take the Cladribine tablets. Make sure you know
how many tablets are contained in the package. See package leaflet for guidance.

o Have a glass of water ready and o Open flap on carton.
make sure your hands are clean
and dry before taking the tablet(s) o Take out the number of o Place 1 or 2 tablet(s) into your hand,
blister packs needed for according to your prescribed dose.

o Peel back the label of the blister pack(s).

your prescribed dose.
o Swallow tablet(s) with water. 0 Wash your hands
Tablets must be swallowed whole > thoroughly with soap
and not chewed or allowed to dissolve and water.
in your mouth. Contact with skin o8
should be limited. Avoid touching your 4
nose, eyes, and other parts of the body.

1 tablet 1 tablet 1 tablet 1 tablet 1 tablet

IMPORTANT: Contact Doctor if incorrect dose taken. Manufactured by:
Call your doctor for medical advice about side effects. Novugen Oncology Sdn. Bhd.
You may report Side effects to FDA at 1- 800-FDA-1088.  No 47 Jalan Lengkuk Teknologi 2,

Taman Teknologi Enstek Fasa 1,
STORAGE and DISPOSAL: Store at controlled room Techpark@Enstek

temperature, 20°C to 25°C (68°F to 77°F); excursions 71760 Labu,
permitted to 15°C to 30°C (59°F to 86°F) [see USP Negeri Sembilan Darul Khusus.
Controlled Room Temperature].
Store in original package in order to protect from moisture.
Contact your doctor for instructions on
proper disposal of unused Cladribine tablets.
Keep out of reach of children.
N

Manufactured for:
Accord Healthcare, Inc.,
Raleigh, NC 27617. silllfe729ll625320 6

NDC 16729-625-32

Accord Cladribine Tablets
ECEF) per tablet

Rx only

Contents:
5 tablets: Five child-resistant blister packs each containing one 10 mg tablet.

Cytotoxic Agent:
Handle tablets as directed.
Dispense with enclosed Medication Guide.

5 Tablets

I - ccord

Each Cladribine 10 mg tablet contains cladribine USP, hydroxypropyl betadex complex, sorbitol,
and magnesium stearate. Cladribine Tablets are provided as 10 mg white to off white, round,
biconvex uncoated tablets debossed with "TU" on one side and plain on the other side.

Dosage and Administration:

Based on body weight. For oral administration.

See enclosed Prescribing Information and Medication Guide.

Separate ingestion of other oral medicines by at least 3 hours before and after taking
Cladribine Tablets.

SPECIAL HANDLING: Remove tablet from foil blister just prior to use. Immediately swallow
tablet whole with water. Do NOT chew. Avoid prolonged contact with skin. Wash hands and
surfaces.

The unit dose blister pack is child-resistant.

11 mm
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Varnish free area

for overcoding

File Name : Cladribine-10mg(Novugen)5T-Box

Size

: 80 x 46 x 56 (mm)

Colour  : Pantone 7476 C, 166 C, 430 C + CMYK

Date

:01/08/25 (1), 05/08/25, 12/01/26
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Through cuts length

Unvarnished area for pasting

A Step-by-Step Guide to taking your Cladribine Tablets 10 mg
Cladribine tablets are packed in child-resistant blister packs inside a carton and must be kept out of the sight and reach of children.
See below for a step-by-step guide on how to handle the package and to take the Cladribine tablets. Make sure you know
how many tablets are contained in the package. See package leaflet for guidance.

o Have a glass of water ready and 0 Open flap on carton. o Peel back the label of the blister pack(s).
make sure your hands are clean
and dry before taking the tablet(s). e Take out the number of 0 Place 1 or 2 tablet(s) into your hand,
blister packs needed for according to your prescribed dose.
your prescribed dose.
0 Swallow tablet(s) with water. 0 Wash your hands
Tablets must be swallowed whole thoroughly with soap
and not chewed or allowed to dissolve and water.
in your mouth. Contact with skin ot

should be limited. Avoid touching your
nose, eyes, and other parts of the body.

2tablets

L

IMPORTANT: Contact Doctor if incorrect dose taken. Manufactured by:

Call your doctor for medical advice about side effects. Novugen Oncology Sdn. Bhd.

You may report Side effects to FDA at 1- 800-FDA-1088.  No 47 Jalan Lengkuk Teknologi 2,
Taman Teknologi Enstek Fasa 1,

STORAGE and DISPOSAL: Store at controlled room Techpark@Enstek,
temperature, 20°C to 25°C (68°F to 77°F); excursions 71760 Labu,
permitted to 15°C to 30°C (59°F to 86°F) [see USP Negeri Sembilan Darul Khusus.

Controlled Room Temperature].
Store in original package in order to protect from moisture.
ontact your doctor for instructions on

4 mm at a distance of
7 mm + Creasing is required \

Keep out of reach of children.

Manufactured for:

proper disposal of unused Cladribine tablets.
Accord Healthcare, Inc., N

Raleigh, NC 27617. 3IM16729162566
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Each Cladribine 10 mg tablet contains cladribine USP, hydroxypropyl betadex complex, sorbitol,
and magnesium stearate. Cladribine Tablets are provided as 10 mg white to off white, round,
biconvex uncoated tablets debossed with "TU" on one side and plain on the other side.
Dosage and Administration:
Based on body weight. For oral administration.
See enclosed Prescribing Information and Medication Guide.
Separate ingestion of other oral medicines by at least 3 hours before and after taking
Through cuts length Cladribine Tablets.
4 mm at a distance of »

7 mm + Creasing is required

SPECIAL HANDLING: Remove tablet from foil blister just prior to use. Immediately swallow
tablet whole with water. Do NOT chew. Avoid prolonged contact with skin. Wash hands and
surfaces.

The unit dose blister pack is child-resistant.

Through cuts length
4 mm at a distance of
7 mm + Creasing is required

Varnish free area
for overcoding

Through cuts length
4 mm at a distance of
7 mm + Creasing is required

File Name : Cladribine-10mg(Novugen)6T-Box

Size

: 80 x 52 x 56 (mm)

Colour  : Pantone 2577 C, 166 C, 430 C + CMYK

Date

:01/08/25 (1), 05/08/25, 12/01/26

18 mm

11 mm
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Through cuts length
4 mm at a distance of
7 mm + Creasing is required

Unvarnished area for pasting

A Step-by-Step Guide to taking your Cladribine Tablets 10 mg
Cladribine tablets are packed in child-resistant blister packs inside a carton and must be kept out of the sight and reach of children.
See below for a step-by-step guide on how to handle the package and to take the Cladribine tablets. Make sure you know
how many tablets are contained in the package. See package leaflet for guidance.

1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1 Keep out of reach of children.
5!

= 7 =y
I
o Have a glass of water ready and 0 Open flap on carton. o Peel back the label of the blister pack(s).
make sure your hands are clean
and dry before taking the tablet(s). e Take out the number of o Place 1 or 2 tablet(s) into your hand,
blister packs needed for according to your prescribed dose.
your prescribed dose.
e Swallow tablet(s) with water. o Wash your hands
Tablets must be swallowed whole < thoroughly with soap
and not chewed or allowed to dissolve and water.
in your mouth. Contact with skin g
should be limited. Avoid touching your
nose, eyes, and other parts of the body.
2tablets 2tablets 1 tablet 1 tablet 1 tablet
et et et e+ S+
IMPORTANT: Contact Doctor if incorrect dose taken. Manufactured by:
Call your doctor for medical advice about side effects. Novugen Oncology Sdn. Bhd.

You may report Side effects to FDA at 1- 800-FDA-1088.  No 47 Jalan Lengkuk Teknologi 2,
Taman Teknologi Enstek Fasa 1,

STORAGE and DISPOSAL: Store at controlled Techpark@Enstek,
room temperature, 20°C to 25°C (68°F to 77°F); excursions 71760 Labu,
permitted to 15°C to 30°C (59°F to 86°F) [see USP Negeri Sembilan Darul Khusus.

Controlled Room Temperature].
Store in original package in order to protect from moisture.

unused Cladribine tablets.

Manufactured for:
Accord Healthcare, Inc.,

Contact your doctor for instructions on proper disposal of
Raleigh, NC 27617. 1

67291162586
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NDC 16729-625-86

Accord Cladribine Tablets
LRI per tablet

Rx only

Contents:
7 tablets: Seven child-resistant blister packs each containing one 10 mg tablet.

Cytotoxic Agent:
Handle tablets as directed.
Dispense with enclosed Medication Guide.

7 Tablets

I occord

Through cuts length

|

Each Cladribine 10 mg tablet contains cladribine USP, hydroxypropyl betadex complex, sorbitol,
and magnesium stearate. Cladribine Tablets are provided as 10 mg white to off white, round,
biconvex uncoated tablets debossed with "TU" on one side and plain on the other side.

Dosage and Administration:

Based on body weight. For oral administration.

See enclosed Prescribing Information and Medication Guide.

Separate ingestion of other oral medicines by at least 3 hours before and after taking
Cladribine Tablets.

SPECIAL HANDLING: Remove tablet from foil blister just prior to use. Immediately swallow

4 mm at a distance of
7 mm + Creasing is required

Y

tablet whole with water. Do NOT chew. Avoid prolonged contact with skin. Wash hands and
surfaces.

The unit dose blister pack is child-resistant.

Through cuts length
4 mm at a distance of
7 mm + Creasing is required

11 mm

ww o}

Varnish free area
for overcoding

File Name : Cladribine-10mg(Novugen)7T-Box

Size
Colour
Date

: 80 x 58 x 56 (mm)
: Pantone 385 C, 166 C, 430 C + CMYK
:01/08/25 (1), 05/08/25, 12/01/26

20 mm

[

S

Through cuts length
4 mm at a distance of
7 mm + Creasing is required




Through cuts length

4 mm at a distance of

7 mm + Creasing is required
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Through cuts length
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4 mm at a distance of
7 mm + Creasing is required
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Unvarnished area for pasting

A Step-by-Step Guide to taking your Cladribine Tablets 10 mg
Cladribine tablets are packed in child-resistant blister packs inside a carton and must be kept out of the sight and reach of children.
See below for a step-by-step guide on how to handle the package and to take the Cladribine tablets. Make sure you know
how many tablets are contained in the package. See package leaflet for guidance.

==} T
u ALD | P
1] /
@ Have a glass of water readyand @) Open flap on carton. © Peel back the label of the blister pack(s).
make sure your hands are clean
and dry before taking the tablet(s). o Take out the number of 6 Place 1 or 2 tablet(s) into your hand,
blister packs needed for according to your prescribed dose.
your prescribed dose.
e Swallow tablet(s) with water. o Wash your hands
Tablets must be swallowed whole thoroughly with soap
and not chewed or allowed to dissolve and water.
in your mouth. Contact with skin <
should be limited. Avoid touching your
nose, eyes, and other parts of the body.

2 tablets 2 tablets 2 tablets

o Q Q[0 Q-0

IMPORTANT: Contact Doctor if incorrect dose taken.
Call your doctor for medical advice about side effects.
You may report Side effects to FDA at 1- 800-FDA-1088.

STORAGE and DISPOSAL: Store at controlled room temperature, 20°C to 25°C (68°F to 77°F);
excursions permitted to 15°C to 30°C (59°F to 86°F) [see USP Controlled Room Temperature].
Store in original package in order to protect from moisture. Contact your doctor for instructions on
proper disposal of unused Cladribine tablets.
Keep out of reach of children.

‘7 J

Manufactured for:
Accord Healthcare, Inc.,
Raleigh, NC 27617.

No 47 Jalan Lengkuk Teknologi 2,

Taman Teknologi Enstek Fasa 1,

Techpark@Enstek,

71760 Labu, N

y:
Novugen Oncology Sdn. Bhd. ‘
Negeri Sembilan Darul Khusus. 3016

YV ——

[

2916256

NDC 16729-625-65

Accord Cladribine Tablets
(CEF) per tablet

Rx only

Contents:
8 tablets: Eight child-resistant blister packs each containing one 10 mg tablet.

Cytotoxic Agent:
Handle tablets as directed.
Dispense with enclosed Medication Guide.

8 Tablets

I occord

Each Cladribine 10 mg tablet contains cladribine USP, hydroxypropyl betadex complex, sorbitol,
and magnesium stearate. Cladribine Tablets are provided as 10 mg white to off white, round,
biconvex uncoated tablets debossed with "TU" on one side and plain on the other side.

Dosage and Administration:

Based on body weight. For oral administration.

See enclosed Prescribing Information and Medication Guide.

Separate ingestion of other oral medicines by at least 3 hours before and after taking
Cladribine Tablets.

SPECIAL HANDLING: Remove tablet from foil blister just prior to use. Immediately swallow
tablet whole with water. Do NOT chew. Avoid prolonged contact with skin. Wash hands and
surfaces.

The unit dose blister pack is child-resistant.

Through cuts length
4 mm at a distance of
7 mm + Creasing is required

Varnish free area

for overcoding

File Name : Cladribine-10mg(Novugen)8T-Box

Size
Colour
Date

: 80 x 64 x 56 (mm)
: Pantone 1795 C, 166 C, 430 C + CMYK
- 01/08/25 (1), 05/08/25, 12/01/26

|

20 mm

Through cuts length
4 mm at a distance of
7 mm + Creasing is required

11 mm
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4 mm at a distance of

Through cuts length

Unvarnished area for pasting

A Step-by-Step Guide to taking your Cladribine Tablets 10 mg
Cladribine tablets are packed in child-resistant blister packs inside a carton and must be kept out of the sight and reach of children.
See below for a step-by-step guide on how to handle the package and to take the Cladribine tablets. Make sure you know
how many tablets are contained in the package. See package leaflet for guidance.

o Have a glass of water ready and 0 Open flap on carton. o Peel back the label of the blister pack(s).
make sure your hands are clean
and dry before taking the tablet(s). o Take out the number of 9 Place 1 or 2 tablet(s) into your hand,
blister packs needed for according to your prescribed dose.

your prescribed dose.

o Swallow tablet(s) with water. o Wash your hands
Tablets must be swallowed whole thoroughly with soap

and not chewed or allowed to dissolve and water.
in your mouth. Contact with skin )

should be limited. Avoid touching your
nose, eyes, and other parts of the body.

2 tablets 2tablets 2tablets 2tablets 1 tablet

U2+ Q Q-0 Q)1 1)+Q Q] 41+Q Q] -0

7 mm + Creasing is required
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Through cuts length

4 mm at a distance of
7 mm + Creasing is required

b Y N K

IMPORTANT: Contact Doctor if incorrect dose taken. Manufactured by:
Call your doctor for medical advice about side effects. Novugen Oncology Sdn. Bhd.

You may report Side effects to FDA at 1- 800-FDA-1088.  No 47 Jalan Lengkuk Teknologi 2,
Taman Teknologi Enstek Fasa 1,

STORAGE and DISPOSAL: Store at controlled room Techpark@Enstek,
temperature, 20°C to 25°C (68°F to 77°F); excursions 71760 Labu,
permitted to 15°C to 30°C (59°F to 86°F) [see USP Negeri Sembilan Darul Khusus.

Controlled Room Temperature].
Store in original package in order to protect from moisture.
Contact your doctor for instructions on proper disposal of

unused Cladribine tablets.

Keep out of reach of children.

Manufactured for:

Accord Healthcare, Inc., N

Raleigh, NC 27617. 3lll16729ll625340l0
NDC 16729-625-34

Accord Cladribine Tablets

ELTE] per tablet

Rx only
Contents:

9 tablets: Nine child-resistant blister packs each containing one 10 mg tablet.

Cytotoxic Agent:
Handle tablets as directed.
Dispense with enclosed Medication Guide.

9 Tablets

I accord

Each Cladribine 10 mg tablet contains cladribine USP, hydroxypropyl betadex complex, sorbitol,

and magnesium stearate. Cladribine Tablets are provided as 10 mg white to off white, round,
biconvex uncoated tablets debossed with "TU" on one side and plain on the other side.

Dosage and Administration:
Based on body weight. For oral administration.
See enclosed Prescribing Information and Medication Guide.
p tion of other oral medicines by at least 3 hours before and after taking
Cladribine Tablets.

SPECIAL HANDLING: Remove tablet from foil blister just prior to use. Immediately swallow
tablet whole with water. Do NOT chew. Avoid prolonged contact with skin. Wash hands and
surfaces.

The unit dose blister pack is child-resistant.

Through cuts length
4 mm at a distance of 1 mm
7 mm + Creasing is required

Varnish free area
for overcoding

Through cuts length
4 mm at a distance of
7 mm + Creasing is required

File Name : Cladribine-10mg(Novugen)9T-Box

Size

:80x 70 x 56 (mm)

Colour  : Pantone 802 C, 166 C, 430 C + CMYK

Date

:01/08/25 (1), 05/08/25, 12/01/26

20 mm
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Through cuts length

4 mm at a distance of

7 mm + Creasing is required
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Through cuts length

4 mm at a distance of
7 mm + Creasing is required

Unvarnished area for pasting

A Step-by-Step Guide to taking your Cladribine Tablets 10 mg

Cladribine tablets are packed in child-resistant blister packs inside a carton and must be kept out of the sight and reach of children.
See below for a step-by-step guide on how to handle the package and to take the Cladribine tablets. Make sure you know

how many tablets are contained in the package. See package leaflet for guidance.

o Have a glass of water ready and o Open flap on carton.
make sure your hands are clean
and dry before taking the tablet(s). e Take out the number of

blister packs needed for

o Peel back the label of the blister pack(s).

6 Place 1 or 2 tablet(s) into your hand,
according to your prescribed dose.

your prescribed dose.
o Swallow tablet(s) with water. o Wash your hands
Tablets must be swallowed whole thoroughly with soap
and not chewed or allowed to dissolve and water.
in your mouth. Contact with skin g
should be limited. Avoid touching your
nose, eyes, and other parts of the body.
2 tablets 2 tablets 2tablets 2 tablets 2tablets
al+ Jal+ Jal+ Jal+ Jal+

IMPORTANT: Contact Doctor if incorrect dose taken.
Call your doctor for medical advice about side effects.

You may report Side effects to FDA at 1- 800-FDA-1088.

STORAGE and DISPOSAL: Store at controlled room temperature, 20°C to 25°C (68°F to 77°F);
excursions permitted to 15°C to 30°C (59°F to 86°F) [see USP Controlled Room Temperature].
Store in original package in order to protect from moisture. Contact your doctor for instructions on

proper disposal of unused Cladribine tablets.
Keep out of reach of children.

Manufactured for:
Accord Healthcare, Inc.,
Raleigh, NC 27617.

ured by:
Novugen Oncology Sdn. Bhd.
No 47 Jalan Lengkuk Teknologi 2,
Taman Teknologi Enstek Fasa 1,
Techpark@Enstek,
71760 Labu,
Negeri Sembilan Darul Khusus.

NDC 16729-625-03

3167 50

29162
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Accord Cladribine Tablets

(CEF) per tablet

Rx only
Contents:

10 tablets: Ten child-resistant blister packs each containing one 10 mg tablet.

Cytotoxic Agent:

Handle tablets as directed.
Dispense with enclosed Medication Guide.

10 Tablets

I -ccord

Each Cladribine 10 mg tablet contains cladribine USP, hydroxypropyl betadex complex, sorbitol,
and magnesium stearate. Cladribine Tablets are provided as 10 mg white to off white, round,

biconvex uncoated tablets debossed with "TU" on one side and plain on the other side.

Dosage and Administration:

Based on body weight. For oral administration.
See enclosed Prescribing Information and Medication Guide.

Separate ingestion of other oral medicines by at least 3 hours before and after taking

Cladribine Tablets.

SPECIAL HANDLING: Remove tablet from foil blister just prior to use. Immediately swallow
tablet whole with water. Do NOT chew. Avoid prolonged contact with skin. Wash hands and

surfaces.

The unit dose blister pack is child-resistant.
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