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Carbidopa Tablets
Rx only
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W= : = Each tablet contains Carbidopa, USP
IS I (anhydrous equivalent), 25 mg
;=: : C a r b I d o p a Usual Adult Dosage: See accompanying
) — | prescribing information.
= S— l Store at 25°C (T7°F), excursions permitted to
= I Ta b I ets 15° to 30°C (59° to 86°F). [See USP Controlled
d=: : Room Temperature].
:= | 1 Dispense in 2 well closed container. This is a bulk
s e— I package and not intended for dispensing.
s — 1 For use with carbidopa-levodopa or with levodopa
—_— : : in the treatment of Parkinson's disease.
o 1 I (-)-L-a-hydrazino-a-methyl-B-(3, 4-dihydroxybenzens)
1 1 . propanoic acid monohydrate
: : [Anhydr{]us equiva |e-r‘|t} Keep this and all medications out of the
I I reach of children.
1 1 Manufactured by: Zydus Lifesciences Ltd.
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Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
CARBIDOPA (UNII: MNX7R8C5VO) (CARBIDOPA ANHYDROUS - UNII:KR87B45RGH)

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1355

Basis of Strength Strength

CARBIDOPA ANHYDROUS 25 mg




Inactive Ingredients
Ingredient Name Strength
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
CROSPOVIDONE (UNII: 257830E561)
FERRIC OXIDE RED (UNII: 1KO9F3G675)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNIl: 9XZ8H6N60H)
MAGNESIUM STEARATE (UNII: 70097M6I30)
MANNITOL (UNIIl: 30WL53L36A)

Product Characteristics

Color ORANGE (MOTTLED ORANGE) Score 2 pieces
Shape ROUND (ROUND) Size 8mm
Flavor Imprint Code 1221
Contains
Packaging
# Item Code Package Description farketingistant MarketlngiEnd
Date Date
NDC:70771- 100 in 1 BOTTLE; Type 0: Not a Combination
1 13551 Product SRR
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA209910 09/06/2018
Labeler - Zydus Lifesciences Limited (918596198)
Registrant - zydus Lifesciences Limited (918596198)
Establishment
Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 863362789 ANALYSIS(70771-1355) , MANUFACTURE(70771-1355)
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