METHOTREXATE - methotrexate tablet
Zydus Lifesciences Limited

Methotrexate tablet, USP

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

NDC 70771-1058-1

Methotrexate tablets, USP 2.5 mg

Rx only
36 tablets
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g- e — i Each tablet contains methotrexate sodium
— - NDC 70771-1058-1 equivalent to methotrexata 2.5 mg
~ I S—— Caution: Pharmacist: Because of its potential to
- — e calise severs inwicity, methotrexate therany requires
e — e Methotrexate close supervision of fhe patient by the physician.
] Prescriptions should not be writen or refilled on a
N — Tablets USP PRN basis. Refill of such presciptions should be by
| — ! direct order (written or oral) of the physician only.
. Siee boxed waming for complete directions for use.
= Keep this and all drugs out of the reach of children.
Cispense in a fight, light-resistant container as
defnad in the ISP, with 5 chid-resistant closure.
Azention Phamacdist: Dispense the Store at 20° o 25°C (68" to 7T°F)
accompanying Patient Information |see UEP Contralled Room Temperabure].
Lat ; ; o to each padent. Protect from light
No Vamish
B Rx only Manufactured by:
Cadila Healfthcare Lid
Rew.: 217 100 Tablets Matoda, Ahmedabad, India

methotrexate tablet

Product Information
Product Type

Route of Administration

HUMAN PRESCRIPTION DRUG

ORAL

Active Ingredient/Active Moiety
Ingredient Name

METHOTREXATE (UNII: YL5FZ2Y5U1) (METHOTREXATE - UNII:YL5FZ2Y5U1)

Item Code (Source)

Basis of Strength Strength

METHOTREXATE

NDC:70771-1058



Inactive Ingredients

Ingredient Name

ANHYDROUS LACTOSE (UNIl: 3SY5LHI9PMK)

CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)

LACTOSE MONOHYDRATE (UNIl: EMQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)
STARCH, CORN (UNIIl: 08232NY3S))

Product Characteristics

Color YELLOW (YELLOW)

Shape ROUND (ROUND)

Flavor

Contains

Packaging

# Item Code Package Description

1 NDC:70771- 36 in 1 BOTTLE; Type 0: Not a Combination
1058-3 Product

2 NDC:70771- 90 in 1 BOTTLE; Type 0: Not a Combination
1058-9 Product

3 NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1058-1 Product

a NDC:70771- 500 in 1 BOTTLE; Type 0: Not a Combination
1058-5 Product

5 NDC:70771- 1000 in 1 BOTTLE; Type 0: Not a Combination
1058-0 Product
NDC:70771- .

6 1058-7 100 in 1 CARTON

6 NDC:70771- 1in 1 BLISTER PACK; Type 0: Not a Combination
1058-2 Product

Marketing Information

Score

Imprint Code

Strength

2 pieces
6mm
L2

Marketing Start Marketing End

Date
02/09/2017

02/09/2017

02/09/2017

02/09/2017

02/09/2017

02/09/2017

Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA207812 02/09/2017
Labeler - Zydus Lifesciences Limited (918596198)
Registrant - zydus Pharmaceuticals USA Inc. (156861945)
Establishment
Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 863362789 ANALYSIS(70771-1058) , MANUFACTURE(70771-1058)

Revised: 10/2022
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