CLINDAMYCIN PHOSPHATE- clindamycin phosphate gel

Zydus Lifesciences Limited

Clindamycin Phosphate Gel USP, 1%

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
Clindamycin Phosphate Gel USP, 1%

30 ¢

NDC 70771-1855-2

Rx only

Each gram contains ciindamycin phosphate, USP equivalent fo 10 mg {1%) of dindamycin. Inactive Ingredienta o
allantoin, carkopol, methyl paraben, polyethylene giycol, propylene glycol, purified water and sodium hydroxide. 2
Jtore at 20°C to 23°C (B8°F to TT°F); excursions permitied bebwesn 13°C to 30°C (38°F to BE°F) z

E [Fea USP Controlled Room Temperatura]. Protact from freezing. B2

i Keap thia and all drugs out of the reach of children.

} See crimp of fulbe for Expiration Date and Lot Mumiber.

; Manufactured by:
£yoms Uiwscuoors Ui N II|||||I||I ""| I| |
Changodar, Ahmedabad, India 3 72578011801 3
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Clindamycin Phosphate Gel, USP

For topical use only

v.,.-l.ﬁﬁ Rx only ‘

For external use onfy. Avoid contact with eyes.
DOSAGE AND USE: See accompanying prescrking information.




For exiemal use only. ANDIt contact witn eyes. Stare at 20°C to 25°C (68°F fo T7°F); excarsions permitiad
i . betwssn 15°C o 30°C (50°F io B6°F) [See USP Controliad

DOSAGE AND USE: See accompanying presciting mormaton, Room Temparaturs]. Protect from freszing.

EAEN gram conting cindamyein posphate, USP squivaient to Heep thiz and all druge cut of the reach of ehildren.

10 mg (1%} of dindamycin. Inactive Ingredientz alanizin,

carbopol, methyl paraben, polyathyiensa giycol, propyiens giyeol,

jpurified water and sodium hydroxide.
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CLINDAMYCIN PHOSPHATE
clindamycin phosphate gel
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70771-1855
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
CLINDAMYCIN PHOSPHATE (UNIl: EH6D711318) (CLINDAMYCIN - CLINDAMYCIN 10 mg
UNII:3U02EL437C) PHOSPHATE inlg
Inactive Ingredients
Ingredient Name Strength
ALLANTOIN (UNIl: 3445277G0Z)
CARBOMER HOMOPOLYMER TYPE B (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNII:
HHT01Z NK31)
METHYLPARABEN (UNII: A2I8C7HI9T)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
PROPYLENE GLYCOL (UNII: 6DC9Q167V3)




SODIUM HYDROXIDE (UNII: 55X04QC32I)
WATER (UNIl: 059QF0KOO0R)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70771- .
1 1855-2 1in 1 CARTON 09/20/2023
1 30 gin 1 TUBE; Type 0: Not a Combination
Product
NDC:70771- ;
2 1855-3 1in 1 CARTON 09/20/2023
2 60 g in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA216587 09/20/2023
Labeler - Zydus Lifesciences Limited (918596198)
Establishment
Name Address ID/FEI Business Operations
Zydus Lifesciences Limited 650650802 ANALYSIS(70771-1855) , MANUFACTURE(70771-1855)

Revised: 9/2023 Zydus Lifesciences Limited
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