
HONIBE - menthol lozenge  
Is land Abbey Foods  Ltd.
Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

----------

DRUG FACTS
MENTHOL

KEEP OUT OF REACH OF CHILDREN

TEMPORARILY RELIEVES:

COUGH DUE TO COLD

OCCASIONAL MINOR IRRITATION OR SORE THROAT

ORAL LOZENGE

HONEY, EUCALYPTUS OIL

ADULTS AND CHILDREN 5 YEARS AND OVER:

DISSOLVE 1 DROP SLOWLY IN MOUTH. REPEAT EVERY 2 HOURS AS NEEDED.

CHILDREN UNDER 5 CONSULT  YOUR DOCTOR.

Enter section text here

IF SORE THROAT IS SEVERE, PERSIST FOR MORE THAN 2 DAYS OR IS ACCOMPANIED  OR
FOLLOWED BY FEVER HEADACHE,RASH,SWELLING,NAUSEA,VOMITING, CONSULT A
DOCTOR PROMPTLY.

THESE SYMPTOMS MAY BE SERIOUS.



Enter section text here

HONIBE  
menthol lozenge

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:50 78 8 -0 0 1

Route  of Adminis tration ORAL

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

MENTHO L (UNII: L7T10 EIP3A) (MENTHOL - UNII:L7T10 EIP3A) MENTHOL 8 .6  mg  in 2.5 g

Inactive Ingredients
Ingredient Name Strength

HO NEY (UNII: Y9 H1V576 FH)  

EUCALYPTUS O IL (UNII: 2R0 4ONI6 6 2)  



Island Abbey Foods Ltd.

Product Characteristics
Color yello w (ho ney yello w) Score no  sco re

Shape ROUND (Lo zenge) Siz e 16 mm

Flavor LEMON (LEMON OIL) Imprint Code ra ised;flo wer

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:50 78 8 -0 0 1-0 2 1 in 1 BAG

1 NDC:50 78 8 -0 0 1-0 1 25 g in 1 BLISTER PACK

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

OTC mo no graph no t fina l part348 0 5/30 /20 12

Labeler - Is land Abbey Foods  Ltd. (243869661)

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

Island Abbey Fo o ds Ltd. 2438 6 9 6 6 1 manufacture
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