SUGAR FREE HONEY LEMON COUGH DROPS- menthol lozenge
American Sales

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.

Menthol 7.6 mg

Active ingredient (in each drop)
Menthol 7.6 mg

Purpose

Cough suppressant / Oral anesthetic
Uses temporarily relieves:

cough as may occur with a cold
occasional minor irritation and sore throat
Warnings

Sore throat warning: if sore throat is severe, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, swelling, nausea, or vomiting,
consult a doctor promptly. If sore mouth symptoms do not improve in 7 days, see your
dentist or doctor promptly. These symptoms may be serious.

Ask a doctor before use if you have:
e persistent or chronic cough such as occurs with smoking, asthma, or emphysema
e cough accompanied by excessive phlegm (mucus)

Stop use and ask doctor if

e cough persists for more than 7 days, tends to recur, or is accompanied by fever,
rash, or persistent headache. These could be signs of a serious condition.

e sore throat is severe, or irritation, pain or redness lasts or worsens

e sore mouth does not improve in 7 days

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children.
Directions

adults and children 5 years and over - allow 1 drop to dissolve slowly in mouth. May be
repeated every 2 hours as necessary or as directed by a doctor.

children under 5 years - ask a doctor

Other information
e 6 calories per drop
e Excess consumption may cause a laxative effect.

Inactive ingredients: Acesulfame potassium (non-nutritive sweetener), beta carotene,



corn starch, eucalyptus oil, glycerin, isomalt, maltitol syrup, medium chain triglycerides,
natural and artificial flavors, soybean oil, sucralose (non-nutritive sweetener) and water.

Questions? Or to report an adverse event call 1-800-245-2898. Monday - Friday,
9AM to 4PM EST

ORI Compare to.the active

agls : : - g

Torn Open 5 ingredient;in' HALLS® "%
SUgak--ree Honey-Lemon;

TEAR HERE

CAR

Cough Drops

Temporarily Relieves Coughs and
Soothes Sore Throats

Side Seal /




e Seal Area

sjeoclyl 9405
sayjoos pue sybnon

W LSV

|1

Ih

"'-.

25

COUGH DROPS

MENTHOL COUGH
SUPPRESSANIT &
ORAL ANESTHETIC

153 pidt 91 WYE AEpu4 - ABpuOly '868E-SPE-008-1
IIED juBAS BSIBAPE LB Lodal 0} 40 JSUOIISaNT)

1EEM IES18aMs SAENU-LIoU) 8S0[BIINS |10

UBagADS ‘SIONE]) [BIDUILE pUE [BIMEY ‘sapuasd|Bul uieyd
wnpaw ‘druds |0 ew jewes 'uueofB ‘o smdAgana
'UDUEYS WO 'SUsioieD B1ag '[I5Uajaams salunu-uoL)
wrissejod aweynsace 'spuaipaJdbul aAloeUl

"jJa8 OAlJEKE| B 85NE0 ABW UONCWNSUOD S580%] B
doup sad sauojes 9 m yoewLIoul 18Yl10

I0JD0P B ¥SE | sueald ¢ lapun usipiys
UOI0p B AQ pRIDalp s8I0
Aessasau se sinoy omg uara
pajeades aq Ay "UyInow Ul IBAD pUB SIeaA
AMas anjossip 0) dodp | mojje uauIp)iys pue synpe
suonoadg

‘UsUp|iyD jo YoEss auyy jo jno daay -asn aojeg
eumssajoud yjeay e yse ‘Buipeal-iseasq 1o Jueubaud
sAER 4 Ul ancadil] 10U S20p LINOoW oS |
SUSSIOM JO
SISE| SSAUPS) 10 wied 'UonElL| JO ‘BIBABS S JEQN]] oS M
USIpUSS snoUas B jo subis g pinoo asay)
‘aysepeay Juaisisiad Jo 'ysel Sara) Ag paiuedloooe s
10 Unoal o} spus) ‘'sAep J uel) asol o) sisisied yBnoo m
Ji Jojsop Ynsuoo pue asn dojg

e A P P Sl e b Pl B P S ol ot 5t iy R et




saAdljoy Ajldeiodwia)

{SMNINLWLE) LWD2|UO ShSSa0x8 A DSIUEQUUIOIZE LIODNOD I

Yt SIND00 5B Joans yBnoo piuoays 10 uslsisied m

elsasiydws o0 'euyise ‘Buowus

:@Ael nok ji asn auojaq J0}00p B Sy

sdoiq
ybnod

FIH
HVONS,

e ——

asay | Apdwicsd J0100p Jo 1Siusp Jnok sas ‘'sfep 4 u
ancudw jou op swoldwids ynow auos i Ajdwoud Joyoop
e ynsuca ‘Bunon 1o ‘essneu ‘Buljams 'Usel ‘sydepesy
Ysra Aq pemo||o) Jo pajuediuoooe S| 'SABD 2 UBY) auoLL
1oy sisisiad ‘ausaas 51 jeouy) 2u0s | Bunsiem jeosy) alog

DlaLIsaUR (B0
fAuessaiddns ybnony-

*BNOLSS 80 AL SLUOYdWAS

sBuiuiep

JECIL[} 8I0S PUE UOIBILL JOUIL [EUCISEDDO W
PI02 B yim an220 Aew se ybnoo m
sanalal Ajueioduws) sas)

B g2 joyuen
fd'wp yoee mj ;uarpa.;ﬁu: anijoYy

U [CERENE

sjoe4 bnug

SUGAR FREE HONEY LEMON COUGH DROPS

menthol lozenge

Product Information
Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
MENTHOL (UNII: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)

Product Characteristics

Item Code (Source) NDC:41520-045

Basis of Strength Strength
MENTHOL 7.6 mg
Strength




Color yellow

Shape OVAL

Flavor HONEY (honey and lemon)
Contains

Packaging

# Item Code Package Description

1 NDC:41520-045- 25 in 1 BAG; Type 0: Not a Combination
25 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC monograph final part341

Labeler - American sales (809183973)

Score
Size
Imprint Code

Marketing Start
Date

06/22/2016

Marketing Start
Date

06/22/2016

no score
16mm
B

Marketing End
Date

Marketing End
Date



Registrant = Bestco Inc. (002149136)

Establishment
Name Address ID/FEI
Bestco Inc. 002149136

Revised: 10/2023

Business Operations

manufacture(41520-045)

American Sales
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