
LEGEND COUGH LOZENGE- menthol lozenge  
Advanced Pharmaceutical Services , Inc. Dba Affordable Quality Pharmaceuticals
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.

----------

LEGEND

Active Ingredient

Menthol

Purpose

Cough Suppressant/ Oral Anesthetic

Uses

Temporarily suppresses/relieves:
Coughs due to minor throat and bronchial irritation from a cold or inhaled irritant
Occasional minor sore throat pain

Warnings

Ask a doctor before use if you have
Chronic cough that lasts or occurs with smoking, asthma, chronic bronchitis or emphysema
Cough that occurs with too much phlegm (mucus)

When us ing this  product
Do not use more than directed, taking more may have a laxative effect

Stop use and ask a doctor if
Cough lasts more than 7 days, comes back, or occurs with fever, rash or headache that lasts.These
could be signs of a serious condition
Sore throat is severe, lasts for more than 2 days, occurs with or is followed by fever, headache,
rash, swelling, nausea or vomiting
Sore mouth symptoms last more than 7 days, or irritation, pain or redness continues or worsens

Directions
Dissolve a lozenge slowly in mouth.
May be repeated every hour for coughs as needed or as directed by a doctor.
May be repeated every 2 hours for sore throat.
Do not take more than 10 lozenges per day.

Keep out of reach of children
Adults and children 6 years and older 10 mg
Children under 6 years ask a doctor

Inactive Ingredients



Honey powder, Ginger extract, Licorice extract, Eucalyptol oil, Mexican Mint oil, Cinnamon oil,
Mannitol, Sorbitol, Povidone K30, Xylitol, Silicone Dioxide, Magnesium stearate, Aspartame,
Sucralose, Sodium benzoate, FD&C Yellow No. 5, FD&C Blue No. 1

Product Label



LEGEND COUGH LOZENGE  



menthol lozenge

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:13411-8 42

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 10  mg

Inactive Ingredients
Ingredient Name Strength

HO NEY (UNII: Y9 H1V576 FH)  

GINGER (UNII: C5529 G5JPQ)  

LICO RICE (UNII: 6 1ZBX548 8 3)  

EUCALYPTO L (UNII: RV6 J6 6 0 4TK)  

PLECTRANTHUS AMBO INICUS WHO LE (UNII: T444G6 0 8 21)  

CINNAMO N O IL (UNII: E5GY4I6 YCZ)  

MANNITO L (UNII: 3OWL53L36 A)  

So rbito l  (UNII: 50 6 T6 0 A25R)  

Po vido ne K3 0  (UNII: U725QWY32X)  

Xylito l  (UNII: VCQ0 0 6 KQ1E)  

SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

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

Aspa rta me  (UNII: Z0 H242BBR1)  

Sucra lo se  (UNII: 9 6 K6 UQ3ZD4)  

So dium benzo a te  (UNII: OJ245FE5EU)  

FD&C Yello w No . 5 (UNII: I753WB2F1M)  

FD&C Blue No . 1 (UNII: H3R47K3TBD)  

Product Characteristics
Color green (GREEN) Score no  sco re

Shape ROUND Siz e 15mm

Flavor MENTHOL Imprint Code

Contains     

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:13411-8 42-24 24 in 1 BOX; Type 0 : No t a  Co mbinatio n Pro duct 0 4/15/20 20

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



Advanced Pharmaceutical Services, Inc. Dba Affordable  Quality Pharmaceuticals

OTC mo no graph fina l part341 0 4/15/20 20

Labeler - Advanced Pharmaceutical Services , Inc. Dba Affordable Quality Pharmaceuticals  (187498279)
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