DEXTROMETHORPHAN POLISTIREX - dextromethorphan polistirex suspension,
extended release
Aurohealth LLC

Drug Facts

Active ingredient (in each 5 mL)

Dextromethorphan polistirex equivalent to 30 mg dextromethorphan hydrobromide USP

Purpose

Cough suppressant

Uses

temporarily relieves

e cough due to minor throat and bronchial irritation as may occur with the common
cold or inhaled irritants

e the impulse to cough to help you get to sleep

Warnings

Do not use if you are now taking a prescription monoamine oxidase inhibitor (MAOI)
(certain drugs for depression, psychiatric, or emotional conditions, or Parkinson's
disease), or for 2 weeks after stopping the MAOI drug. If you do not know if your
prescription drug contains an MAOI, ask a doctor or pharmacist before taking this
product.

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

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.

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. In case of overdose, get medical help or contact a
Poison Control Center (1-800-222-1222) right away.

Directions
e shake bottle well before use
e measure only with dosing cup provided



e do not use dosing cup with other products
e dose as follows or as directed by a doctor
e mL = millliter

adults and children 10 mL every 12 hours,

12 years of age and over not to exceed 20 mL in 24
hours

children 6 to under 5 mL every 12 hours,

12 years of age not to exceed 10 mL in 24
hours

children 4 to under 2.5 mL every 12 hours,

6 years of age not to exceed 5 mL in 24 hours

children under 4 years of age do not use

Other information

e each 5 mL contains: sodium 5 mg
e store at 202 to 25°C (682 to 77°F)
e dosing cup provided

Inactive ingredients

citric acid anhydrous, D&C Red no.33, edetate disodium, ethylcellulose, FD & C Blue no.
1, FD & C Red no. 40, grape flavour, high fructose corn syrup, methylparaben,
polyethylene glycol, polysorbate 80, propylene glycol, purified water, sucrose,
tragacanth, xanthan gum

Questions or comments?
call 1-855-274-4122 (Monday - Friday 8:30 AM to 5:00 PM EST)

Distributed by:

AUROHEALTH LLC

279 Princeton-Hightstown Road
East Windsor, NJ 08520

Made in India

PRINCIPAL DISPLAY PANEL - 89 mL (3 fl oz) Bottle Label
AUROHEALTH

NDC 58602-618-05

COUGH SUPPRESSANT



Dextromethorphan Polistirex
Extended-Release

Oral Suspension

30 mg/5 mL

COUGH

12 HOUR
RELIEF

CONTAINS
NO FEVER REDUCER
OR PAIN RELIEVER

DAY or NIGHT
ALCOHOL FREE

Grape Flavored
Liquid

89 mL (3 fl 0z)



ing side

Top Layer Print

o,q
K
J

ealy Buing g598EyLd

* ‘papinvid dno Guisog

(4L 01 289) 0,52 01 502 8 84015 T G wnpos
SUIEIIOD W § YIET JUOIRULOI 1810

fdofed line mot for printing)
35% 14 mm

F1438658
Unvarnished Zane

afie jo
A5 10U 0P |sUeak f Japun uaip|iyo

anoy vg
W g pasoxa 0] 10U afejoziealg
‘SINOYZL Aana JW gg [ Jepun ol f uaipjya
Unoy ¥g

U wQp peaman) jou afie yosiead Z|
sinoy 7| AeAs WG | Japun o] g ualppym
noy 2 1ano

Uj W Og pesmxe 0} 10U | pue afbe yosiead 7}
sinoyZp Meas W gL | UAPYD PUE SNpE

"Jajaop & Ag pajaalip

SE 10 SMOj|0) 5B 850 "s1anpodd Jaylo yum dna

fuisop asn 1ou og "papnosd dno Guisop yum

fjun ainsealy "esm alojaq [jPM ejuoq e eys

Suonaaig

“feane B (22 L-g2e-008-1)

18Ua] 007 U0s|0d B 19000 10

djay [eaipaw 186 ‘asOpIaAD O ASED U| "UBIPIIED
Jo yaead jo yno deey "asnaloyeq [euoissa 0 :

L[B=y B 4SE B pasyseeq Jo Jueubosd ) OB ULOILY 1N 10} UOUED ooy

UOPUD D SNOUES B Jo Subls " BN suoyd S|yl o) speye aps Uodad 0s(e Aew

80 PIN0J A58Y L "SISE| JEU] AUIERESY 10 YSEL ok (159 Wd 00°S 01 Wy 05 8 fEplY — fepuogy)

‘JBNEL M SINDI00 10 WIRQ SSW0D 'SAER 2 U] ZTIV-YLZ-G98-1 IBD JSJUSULIOD JO SUOI BN

alou 5158 Yhnoa ji Joj30p B ySe pue asn dogg Lung weypue ‘yue sebel) ‘asosons

"(snanw) wbayd yanw oog yssimao Jegl yinog ‘Jgiem payund Yook Gauafdosd oy seglosijod

‘Bluasfydwe Jo By se  Gup yows yum ‘|oaf)E auafyafod weqeiedifylew ‘dud s uiog

SIN000 SE Yons S15E| eyl yGno o ojuniyo aney asogoniy yby ‘anone ) edesd gy ou pay o g

nof ) 650 i0jeq J0j00p B 8y 1onpold Sy 04 '} ousng gy a4 Eson|EopiyE wniposip

By e} 8oy & 1s|9BWIRYD 10 10)00D B HSE |0 BIElEpa 'EE°0U paY 0% ‘SNOJpAYUE PR 00

1]: mEmEn_m finip E_E_EnE_n__“_ M_E___m Jl Mouy jou Squaipalb aanaeny

0p noA | DIp [0WIN 2ul DUddols Jeje sy o

240y J0'{aseas|p 5,U0SUHJE J0 'SUDILpUDD :umz ::E.._H. sjoed mE_..u

[BUOLOWS J0 oy Asd ‘uoisseldap 1oy snap

(panuijuoo)sjaeq Gmig
85985¥ Ld Gluing Area

Y >, b o

Prefix &\Variables of Lot, EXP & Neutral code shall be

primted online during packing.

Lot: 300000000
EXP: Y- MMM

PEEL OPEN HERE TO READ COMPLETE
*
*

WARMINGS AND INFORMATION
Distributed by:

Purpose  AURDHEALTH LLC

279 Princetor-Hightstown Road
East Windsor, NJ 08520

Made in India

»

de

ive sl

suppressant

.Cough
Uses: temporarily relieves: cough due to minor

" Pasifion for Vendor logo
Base Layer

Top Layer Adhes

throat and bronchial irritation as may occur with
the common cold or inhaled iritants; the impulse

to cough to help you get to sleap.

Wamings:

Do not use if you are now taking a prescription
monoaming oxidase inhibitor (MAOI) {certain

i broken or missing.

Drug Facls

Active ingredient {in each 5 mL)
Dextromethorphan polistirex equivalent
1o 30 mg dextromethorphan
hydrobromide USP.......cooviiiinin

DAY or NIGHT
ALCOHOL FREE

Oral Suspension
30 mg/5 mL

Extended-Release

COUGH SUPPRESSANT

Dextromethorphan Polistirex

COMTAINE

MO FEVER REDUCER
R PAIN RELIEVER

Grape Flavored

AR ALTOHE ALTH sl s SRS TAMPER EVIDENT: Do mot se if bottle induction saal
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DEXTROMETHORPHAN POLISTIREX

dextromethorphan polistirex suspension, extended release

Product Information

Product Type HUMAN OTC DRUG Item Cod

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

DEXTROMETHORPHAN (UNII: 7355X3ROTS) (DEXTROMETHORPHAN -
UNII:7355X3ROTS)

Inactive Ingredients

Ingredient Name
POLISTIREX (UNII: 5SHOWOGTW27)
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)
EDETATE DISODIUM (UNII: 7FLD91C86K)
ETHYLCELLULOSE AQUEOUS DISPERSION TYPE B (UNII: HZJ2V81RYU)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
GRAPE (UNII: 6X543N684K)

e (Source)

Basis of Strength

DEXTROMETHORPHAN
HYDROBROMIDE

NDC:58602-618

Strength

30 mg
in 5 mL

Strength




HIGH FRUCTOSE CORN SYRUP (UNIl: XY6UN3QB6S)
METHYLPARABEN (UNII: A2I8C7HIOT)
POLYETHYLENE GLYCOL 6000 (UNII: 301QX730WE)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

WATER (UNIl: 059QF0KOOR)

SUCROSE (UNII: C151H8M554)

TRAGACANTH (UNII: 2944357020)

XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color PURPLE (Purple to dark purple) Score
Shape Size
Flavor GRAPE Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start  Marketing End
Date Date
NDC:58602- .
1 618-05 1in 1 CARTON 04/17/2026
1 89 mL in 1 BOTTLE; Type 1: Convenience Kit of Co-
Package
NDC:58602- :
2 618-06 1in 1 CARTON 04/17/2026
2 148 mL in 1 BOTTLE; Type 1: Convenience Kit of

Co-Package

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA218417 04/17/2026

Labeler - Aurohealth LLC (078728447)

Establishment
Name Address ID/FEI Business Operations
APL HEALTHCARE LIMITED 650918514 ANALYSIS(58602-618) , MANUFACTURE(58602-618)

Revised: 5/2026 Aurohealth LLC
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