ELTROMBOPAG- eitrombopag tablet
Zydus Lifesciences Limited

ELTROMBOPAG tablets, for oral use

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

NDC 70771-1925-3

Elftrombopag Tablets, 12.5 mg

30 Tablets

Rx only
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Eltrombopag
Tablets

Swallow tablets whole. Do not split,
chew, or crush tablets

PHARMACIST: Dizpense the medication
guide provided separately to each patient.

30 Tablets

Rx only

Each film-coated tablet contains efrombopag olamine
equivalent to 12.5 my of elfrombopay free acid.
Dosags: See accompanying prescribing infomaiion.
This package ia child-resistant.

Siore at 20°C to 25°C (BB°F to T7°F); excursions
permitizd ketween 13°C fo 30°C (59°F fo 86°F)

[s2& USP Controlizd Room Temperature].

Dispense in original bottie.

Important: Use safety dosures when dispensing this
product unless otherwise directed by physicians

or reguested by purchaser.

Keap this and all drugs out of the reach of children.
Do not wae if printed aafety asal undar cap is broken
or miasing.

Medication Guide availaklz at

v Zydususa comimedguides or call 1-877-933-8779.
Mfg. by: Zydus Lifesciences Ltd. Akmedabad, India

NDC 70771-1926-3
Eltrombopag Tablets, 25 mg
30 Tablets

Rx only
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Eltrombopag
Tablets

Swallow tablets whole. Do not split,
chew, or crush tablets

PHARMACIST: Dizpenze the medication
guide provided separately to each patient.

30 Tablets
Rx only

zyd@

Each film-coated tablst contains efromiopay olamine
eguvalent fo 25 my of eltromborag free acid.

Dosage: See accompanying prescribing infomaiion.
This package ia child-reaistant.

Siore at 20°C to 25°C (BB°F to 77°F); excursions
permitizd ketmeen 15°C o 30°C (39°F fo BE°F)

[s2e USP Controlied Room Temperature].

Dispense in original kotte.

Important: Lse safety dasures when dispensing this
product unless othenwise directed by ghysicians

or reguested by purchaser.

Keap thia and all drugs out of the reach of children.
Do not use if printed aafety asal undsr cap is broken
or missing.

Medication Guide availakle at

wiwrn Zydususa comimedguides or call 1-87 79938779,
Mig. by: Zydus Lifesciences Lid, Ahmedabad, India

NDC 70771-1927-3

Eltrombopag Tablets, 50 mg

30 Tablets
Rx only
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e | I Swallow tablets whole. Do not split,
E— : I chew, or crush tablets
= : : PHARMACIST: Dispense the medication
: I guide provided separately to each patient.
i | @ 30 Tablets
Rev. 01126 | : zvd Rx only

Each film-coated taklet contains elirombopag olamine
eguivalent to 50 my of eltrombopag free acd.
Dosage: See accompanying prescriking informaion.
This package ia child-reaistant.

Siore at 20°C to 25°C (BB°F to 77°F); excursions
permitizd betmeen 15°C fo 30°C (59°F fo BEPF)

[s2e UEF Controlled Rioom Temperature].
[Dlispense in original botte.

Important: Usa safety closures when dispensing this
product unless otherwise dinected by ghysicians

or reguested by punchaser.

Kaap thia and all drugs out of the raach of children.
Do not use if printed aafety seal undear cap is broksn
or missing.

Medication Guide availakle at

v zydususa comimedguides or call 1-877-993-8779.
Mg, by Zydus Lifesciences Ltd. Ahmedakad, India

NDC 70771-1928-3

Eltrombopag Tablets, 75 mg

30 Tablets
Rx only
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ELTROMBOPAG

eltrombopag tablet

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

ELTROMBOPAG OLAMINE (UNIIl: 4U07F515LG) (ELTROMBOPAG -
UNII:S56D65X]9G)

Inactive Ingredients

Ingredient Name
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: 0WZ 8WG20P6)
MICROCRYSTALLINE CELLULOSE 101 (UNII: 7TO9FYH5QMK)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
POVIDONE K30 (UNIl: U725QWY32X)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856J3G2A2)
SODIUM STEARYL FUMARATE (UNIl: 7CV7WK4UI)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
XYLITOL (UNIIl: VCQO06KQ1E)

Product Characteristics
WHITE (white to light blue)
ROUND

Color Score

Shape Size

Item Code (Source)

NDC:70771-1925

Basis of
Strength

ELTROMBOPAG 12.5 mg

Strength

Nno score

5mm

Strength



Flavor Imprint Code

Contains
Packaging
# Item Code Package Description Marketing Start e
Date
NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination
1 1925-3 Product Ul
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA216281 01/14/2026
ELTROMBOPAG
eltrombopag tablet
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source)
Route of Administration ORAL
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength
ELTROMBOPAG OLAMINE (UNII: 4U07F515LG) (ELTROMBOPAG -
UNII:S56D65XJ9G) ELTROMBOPAG
Inactive Ingredients
Ingredient Name
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ 8WG20P6)
MICROCRYSTALLINE CELLULOSE 101 (UNII: 7T9FYH5QMK)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
POVIDONE K30 (UNIl: U725QWY32X)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)
SODIUM STEARYL FUMARATE (UNII: 7CV7WK4UI)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
XYLITOL (UNIl: VCQOO06KQ1E)
Product Characteristics
Color YELLOW (light yellow) Score

rketing End
Date

Marketing End

Date

NDC:70771-1926

Strength

25 mg

Strength

Nno score



Shape ROUND Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start

Date

NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination

1 1926-3 Product 01/14/2026

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA216281

ELTROMBOPAG

eltrombopag tablet

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

ELTROMBOPAG OLAMINE (UNII: 4U07F515LG) (ELTROMBOPAG -
UNI:S56D65X)9G)

Inactive Ingredients

Ingredient Name
FD&C BLUE NO. 2--ALUMINUM LAKE (UNIl: 4AQJ3LG584)
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ 8\WG20P6)
MICROCRYSTALLINE CELLULOSE 101 (UNII: 7T9FYH5QMK)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
POVIDONE K30 (UNIl: U725QWY32X)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIl: 5856)3G2A2)
SODIUM STEARYL FUMARATE (UNII: 7CV7WK4UI)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
XYLITOL (UNIl: VCQO06KQ1E)

Product Characteristics
Color BLUE (light blue) Score

Marketing Start
Date

01/14/2026

Item Code (Source)

7mm

Marketing End
Date

Marketing End
Date

NDC:70771-1927

Basis of
Strength Sl
ELTROMBOPAG 50 mg
Strength
no score



Shape ROUND Size 9mm

Flavor Imprint Code 112

Contains

Packaging

# Item Code Package Description farketingistark Marketing End

Date Date

NDC:70771- 14 in 1 BOTTLE; Type 0: Not a Combination

1 1927-7 Product 01/14/2026
NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination

2 19273 Product 01/14/2026

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA216281

ELTROMBOPAG

eltrombopag tablet

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

ELTROMBOPAG OLAMINE (UNII: 4U07F515LG) (ELTROMBOPAG -
UNII:S56D65XJ9G)

Inactive Ingredients

Ingredient Name
FERRIC OXIDE RED (UNII: 1KO9F3G675)
FERROSOFERRIC OXIDE (UNII: XMOM87F357)
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ 8WG20P6)
MICROCRYSTALLINE CELLULOSE 101 (UNIl: 7TOFYH5QMK)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
POVIDONE K30 (UNIl: U725QWY32X)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIl: 5856)3G2A2)
SODIUM STEARYL FUMARATE (UNII: 7CV7WK4UI)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
XYLITOL (UNIl: VCQO06KQ1E)

Marketing Start Marketing End
Date Date

01/14/2026

Item Code (Source) NDC:70771-1928

Basis of
Strength Strength
ELTROMBOPAG 75 mg
Strength



Product Characteristics

Color PURPLE (light purple) Score

Shape ROUND Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start

Date

NDC:70771- 30 in 1 BOTTLE; Type 0: Not a Combination

1 19283 broduct 01/14/2026

Marketing Information

no score
11lmm
117

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA216281 01/14/2026
Labeler - Zydus Lifesciences Limited (918596198)
Establishment
Name Address ID/FEI Business Operations
E_%/dus. 863362789 ANALYSIS(70771-1925, 70771-1926, 70771-1927, 70771-1928) ,
L:rﬁftg'g‘”ces MANUFACTURE(70771-1925, 70771-1926, 70771-1927, 70771-1928)

Revised: 1/2026 Zydus Lifesciences Limited
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