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BENZONATATE  
benzonatate capsule, gelatin coated

Product Information
Product T ype HUMAN PRESCRIPTION DRUG Ite m Code  (Source ) NDC:6 19 19 -76 3(NDC:51224-0 0 1)

Route  of Adminis tration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

BENZO NATATE (UNII: 5P4DHS6 ENR) (BENZONATATE - UNII:5P4DHS6 ENR) BENZONATATE 20 0  mg

Inactive Ingredients
Ingredient Name Strength

METHYLPARABEN (UNII: A2I8 C7HI9 T)  

D&C YELLO W NO . 10  (UNII: 35SW5USQ3G)  

GELATIN (UNII: 2G8 6 QN327L)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)  

PRO PYLPARABEN (UNII: Z8 IX2SC1OH)  

Product Characteristics
Color yello w Score no  sco re

Shape OVAL Siz e 11mm

Flavor Imprint Code N0 1

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 19 19 -76 3-20 20  in 1 BOTTLE; Type 0 : No t a  Co mbinatio n Pro duct 0 2/15/20 16



DIRECT RX

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

ANDA ANDA20 276 5 0 2/15/20 16

Labeler - DIRECT  RX (079254320)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

DIRECT RX 0 79 254320 repack(6 19 19 -76 3)

 Revised: 2/2016
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