
NICOTINE POLACRILEX- nicotine polacrilex lozenge  
Dr. Reddy's  Laboratories  Inc.
----------

Nicotine Polacrilex Lozenges  Original

PACKAGE LABEL PRINCIPAL DISPLAY PANEL SECTION
Nicotine Polacrilex Lozenges 2 mg Original - Foil Pouch Label

PACKAGE LABEL PRINCIPAL DISPLAY PANEL SECTION
Nicotine Polacrilex Lozenges 4 mg Original - Foil Pouch Label

NICOTINE POLACRILEX  
nicotine polacrilex lozenge

Product Information



Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:4359 8 -48 4

Route  of Adminis tration ORAL

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

Nico tine  (UNII: 6 M3C8 9 ZY6 R) (Nico tine  - UNII:6 M3C8 9 ZY6 R) Nico tine 2 mg

Inactive Ingredients
Ingredient Name Strength

Po la crilin  (UNII: RCZ78 5HI7S)  

Aca cia  (UNII: 5C540 3N26 O)  

Glycerin  (UNII: PDC6 A3C0 OX)  

Mentha  Arvensis Lea f O il  (UNII: 1AEY1M553N)  

Ma g nesium Stea ra te  (UNII: 70 0 9 7M6 I30 )  

Ma nnito l  (UNII: 3OWL53L36 A)  

Mentho l  (UNII: L7T10 EIP3A)  

Peppermint O il  (UNII: AV0 9 2KU4JH)  

Po ta ssium Bica rbo na te  (UNII: HM5Z15LEBN)  

So dium Alg ina te  (UNII: C26 9 C4G2ZQ)  

So dium Ca rbo na te  (UNII: 45P326 1C7T)  

Sucra lo se  (UNII: 9 6 K6 UQ3ZD4)  

Tria cetin  (UNII: XHX3C3X6 73)  

Xa ntha n Gum  (UNII: TTV12P4NEE)  

Product Characteristics
Color WHITE (White  to  o ff white) Score no  sco re

Shape ROUND Siz e 16 mm

Flavor Imprint Code N48 4

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:4359 8 -48 4-9 9 8 333 in 1 POUCH; Type 0 : No t a  Co mbinatio n Pro duct 0 2/21/20 20

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

Expo rt o nly 0 2/21/20 20

NICOTINE POLACRILEX  
nicotine polacrilex lozenge
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Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:4359 8 -48 5

Route  of Adminis tration ORAL

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

Nico tine  (UNII: 6 M3C8 9 ZY6 R) (Nico tine  - UNII:6 M3C8 9 ZY6 R) Nico tine 4 mg

Inactive Ingredients
Ingredient Name Strength

Po la crilin  (UNII: RCZ78 5HI7S)  

Aca cia  (UNII: 5C540 3N26 O)  

Glycerin  (UNII: PDC6 A3C0 OX)  

Mentha  Arvensis Lea f O il  (UNII: 1AEY1M553N)  

Ma g nesium Stea ra te  (UNII: 70 0 9 7M6 I30 )  

Ma nnito l  (UNII: 3OWL53L36 A)  

Mentho l  (UNII: L7T10 EIP3A)  

Peppermint O il  (UNII: AV0 9 2KU4JH)  

Po ta ssium Bica rbo na te  (UNII: HM5Z15LEBN)  

So dium Alg ina te  (UNII: C26 9 C4G2ZQ)  

So dium Ca rbo na te  (UNII: 45P326 1C7T)  

Sucra lo se  (UNII: 9 6 K6 UQ3ZD4)  

Tria cetin  (UNII: XHX3C3X6 73)  

Xa ntha n Gum  (UNII: TTV12P4NEE)  

Product Characteristics
Color WHITE (White  to  o ff white) Score no  sco re

Shape ROUND Siz e 16 mm

Flavor Imprint Code N48 5

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:4359 8 -48 5-9 9 8 333 in 1 POUCH; Type 0 : No t a  Co mbinatio n Pro duct 0 2/21/20 20

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

Expo rt o nly 0 2/21/20 20

Labeler - Dr. Reddy's  Laboratories  Inc. (802315887)
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