XLEAR COUGH DROPS (BLACK CHERRY)- menthol lozenge
Xlear Inc.

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.

Xlear Cough Drops (Black Cherry)

4.0 mg of menthol (per drop)

Cough Suppressant / Oral Anesthetic

Temporarily soothes an irritated or sore throat

Bett Juice, Isomalt, Malic Acid, Natural Cherry Flavor, Stevia, Titanium Dioxide, Xylitol

Adults and children over five - Slowly dissolve one drop every two hours as needed or as
directed by a physician. Children under five - Consult your physician.

If sore throat is severe, persists for more than 2days, is accompanied or followed by
fever, headache, rash, nausea, or vomiting, consult a doctor promptly. If sore throat
symptoms do not improve in 7 days, see your doctor promptly.

Keep out of reach of children.

Allergen Information: Mfg. in a facility that processes dairy, peanut, almond, walmut,
nutmeg, pecan and soy protein.

TOBCBEAG Rl.pdf 1 4/22/1%  4:20 M

oo

XLEAR

Black Cherry




Tooth
Friendly

~_ el
__:':::'_’:___G_k)_-
e T e % [

£ 92002965000 ¢ WO HMVITI MMM
L2ES 665" LLR"L

ISR JSWIOYENTY
VSN £00%8 LN "ied uespewy
12| X08 Od ""3u] JeR|X
G} PRINIDELRUTRY
a3us-vas AVITIX 3K
o Aos pue wesad ‘Beunnu yrupes ‘puoule Jnuesd

Hirep sosseacad yeuy Aidey b ul By twopeulogu] usEs
“URIP|IP 40 LR 40 N0 damy

Huduresd 1010p MoK a5 Sep

£ Ul Ao Jou op swoidusks eaigy asos | Apcwiosd Joyop B 3suoy
“Bupjusoa 1o “sasnieu ‘yse ‘SyIEpESY ‘1343 Aq pewoyjay 10 papatuice

S 'shep 7 uew) alow Jof sisisiad asaas s| 1aai) 2105 )| sHupumegy
wepisiyd 1nok jnsueo — any

Japun uIpIyD uepsiyd B Aq peinp SB Jo papel S8 SIOY oMl Kok
oI 30 BAIOSSER 0[S — BAL JBA0 UBIPIP PUR T1INPY ISUORINEA

(ST ]

InjuEg) “swes Ener] Aoy RN Py Seey Yewos wm 1eg
syl sagase)

1E0.Y} 2405 J0 pEEL) UE Saoos Ajueiodws) esn

SjpsauR [ei0 { essuddns ybnedy (dop o) jorpuaiy Jo Bl o'
retodmy us|prabu] sapdy

spey Bug

@? HONOD $$IUIINS SATAH »
SIAZRNLSIOW ANY SIHLOOS =

TOLNAX HLIM GINILITMS ATTVINLIYN =
431739 1Svd e

"yijeay |eso saacadul] 1BY] JOUSIIIMS [BINIEU
uenoid K[|Balul|> B ‘|O3|AX |BINIEU YIIM BPEN
‘op sdolp pausleams-Jebns Aem ayl elua1oeq
pPes) 1,Ucp PuUeR 52ns5]1 AIp 2Z[JN1S|OW
sdoig ybBnop Jes|x -senssi Aysielos Aup
01 ja1ja1 158} Bujpiaoid pue sybnos Buionpad
ajlym ‘jeolyl paleilddl Jnok ayjoos
sdoIp pPSsniul-|OYIUudW 'POUIISOMS-|O} |AY

SdOdAd HONOD 33484 ¥vONS

O




XLEAR COUGH DROPS (BLACK CHERRY)

menthol lozenge

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

NDC:27017-020

Ingredient Name Basis of Strength Strength

MENTHOL (UNIl: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A) MENTHOL

Inactive Ingredients
Ingredient Name
MALIC ACID (UNIl: 817L1N4CKP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
BEET JUICE (UNII: 10Z32L9H30)
XYLITOL (UNIl: VCQO06KQ1E)
STEVIA LEAF (UNIl: 6TC6NN0876)
ISOMALT (UNII: S870P5502W)

Product Characteristics

4 mg

Strength

Color pink Score score with uneven pieces

Shape ROUND Size 22mm
Flavor CHERRY (Black Cherry) Imprint Code none
Contains

Packaging

Marketing Start
Date

NDC:27017-020- 30 in 1 BOX; Type 0: Not a Combination 12/12/2019
01 Product

# Item Code Package Description

1

Marketing Information
Marketina Application Number or Monodaraph Marketina Start

Marketing End
Date

Marketina End



Category Citation
OTC monograph final part341

Labeler - xear inc. (839884058)

Establishment

Name Address
Primrose Candy Company

Revised: 1/2023

ID/FEI
005086855

Date
12/12/2019

Date

Business Operations

manufacture(27017-020)

Xlear Inc.
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