MUCUS RELIEF COLD FLU AND SORE THROAT- acetaminophen,
dextromethorphan hydrobromide, guaifenesin, and phenylephrine
hydrochloride tablet, coated

CHAIN DRUG CONSORTIUM

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.

PRV-1197-2020-1204
Drug Facts

Active ingredients (in each

caplet) Purpose

Acetaminophen 325 mg Pain reliever/fever

reducer
Dextromethorphan HBr 10 mg Cough suppressant
Guaifenesin 200 mg Expectorant
Phenylephrine HCI 5 mg Nasal decongestant

Uses
= temporarily relieves these common cold and flu symptoms:
= nasal congestion
= headache
= cough
= minor aches and pains
s sore throat
= temporarily reduces fever
= helps loosen phlegm (mucus) and thin bronchial secretions to rid the bronchial
passageways of bothersome mucus and make coughs more productive

Warnings

Liver warning

This product contains acetaminophen. Severe liver damage may occur if you take
= more than 12 caplets in 24 hours, which is the maximum daily amount

= with other drugs containing acetaminophen

= 3 or more alcoholic drinks daily while using this product

Allergy alert

Acetaminophen may cause severe skin reactions. Symptoms may include:
= skin reddening

= blisters

= rash



If a skin reaction occurs, stop use and seek medical help right away.

Sore throat warning

If sore throat is severe, persists for more than 2 days, is accompanied or followed by
fever, headache, rash, nausea, or vomiting, consult a doctor promptly.

Do not use

= with any other drug containing acetaminophen (prescription or nonprescription). If
you are not sure whether a drug contains acetaminophen, ask a doctor or
pharmacist.

= 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

liver disease

heart disease

diabetes

high blood pressure

thyroid disease

trouble urinating due to an enlarged prostate gland

persistent or chronic cough such as occurs with smoking, asthma, chronic
bronchitis, or emphysema

= cough that occurs with too much phlegm (mucus)

Ask a doctor or pharmacist before use if you are taking the blood thinning drug
warfarin

When using this product do not use more than directed

Stop use and ask a doctor if

nervousness, dizziness, or sleeplessness occur

pain, nasal congestion, or cough gets worse or lasts more than 7 days
fever gets worse or lasts more than 3 days

redness or swelling is present

new symptoms occur

cough comes back or occurs with 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.

Overdose warning

Taking more than the recommended dose (overdose) may cause liver damage. In case
of overdose, get medical help or contact a Poison Control Center right away (1-800-222-
1222). Quick medical attention is critical for adults as well as for children even if you do



not notice any signs or symptoms.

Directions

= do not take more than directed (see Overdose warning)

= do not take more than 12 caplets in any 24-hour period

= adults and children 12 years of age and older: take 2 caplets every 4 hours
= children under 12 years of age: do not use

Other information
» store between 20-25°C (68-77°F) in a dry place

Inactive ingredients

colloidal silicon dioxide, croscarmellose sodium, crospovidone, FD&C red #40 aluminum
lake, FD&C yellow #6 aluminum lake, magnesium stearate, maltodextrin, microcrystalline
cellulose, polyethylene glycol, polyvinyl alcohol, povidone, pregelatinized starch, stearic
acid, talc, titanium dioxide

Questions or comments?
1-844-705-4384

PRINCIPAL DISPLAY PANEL
Premier Value®

COMPARE TO THE ACTIVE INGREDIENTS IN MUCINEX® FAST-MAX® COLD, FLU, &
SORE THROATYt

For Ages 12+

MAXIMUM STRENGTH

MUCUS RELIEF COLD, FLU & SORE THROAT

Acetaminophen, Dextromethorphan HBr, Guaifenesin, Phenylephrine HCI
Pain Reliever/Fever Reducer, Cough Suppressant, Expectorant, Nasal Decongrestant
*Relieves Headache, Fever & Sore Throat

*Controls Cough

*Relieves Nasal & Chest Congestion

*Thins & Loosens Mucus

Actual Size

20 CAPLETS



DN

1
|
|
|

|

|

Drug Facts Driig Facts (continued)

Bk a doclor o et you are
mkgmmﬂnmhwwmw o] ey e
Dermetiorphun 17 10mg l:(unsm?sﬁﬂ When using B product 60 0t use more than drected
Gaanisin 200 e T
Phunisghdins ¥l mg Rasal dcongeetant | w opevcusonss, Aok, of SHGHEONS 00t
lises Ipaﬂ;\;;:cmmumqeamwmmw

 Seenptrarily et Dol Common o s iy symmploes:

w nasal congestion w o
i achis ] pire: Imn.:n_
® headachy

W SemE0rarly PRCOES R

' s hoomeen [ fmucus) and thia Bronchisl
SAeRIcre o 1 W oo passagewsys of

bothersome MucLs 3 Mmaks Coughs mone producties
e e =

Wamings

Ubver wearming: This procioct conkiies acetirmingghin

Server e carmage oy 000w I you taior

wmore an 12 capiets in 28 hours, which |5 Te madmum
ety ncent

i o g5 Contining aoisninoghien

W 3 00 moe aicoholic drinks dally while using Bhis product

Allergy aert Acebaminogien My CALGE Svens Shin reaciong.

Sy may Inchuc

ssgapdinng whiskrs smsh

ki peacin cocues, slop usand sesk medical Pelp

Fighl sy,

Sore roat waming: ¥ soce Beoat i severe, perssls ke

oy than 2 days, & acoompeniad o folowed by Rver,

ke, £ash, R, o Wy, comull 3 okt

pronply.

Do nof use

wnith vy e diug containing acetaminophen
Tprescrigion or nonprescriplionit. I you are ool sure:
whilfie 8 g coriting acHITIRGghi, 6K 3 dorke
o prarmas

i e o R 8 PRSI OO eSS

Inhiar (WA ghirtain cinags R dapressien, pepthiatric,

o imoliorol conditions, o Parkdetons dsa. o ke 2
weeks afar siopping The MAO . f you 6 Rot know
oo presseription dnug containg an MADL a1l 2 Goctr
o plhanmoadist betios Raking this product

i et e o bnste: e an Jdnys

i o Swding i presend

W PO Ccar

W00 Comess bk of oo0urs il rash o beadache Mo s
Teoi ot b iy of 3 seious condiden

H progassl or breas - Beeding, sk 8 beam protessieal

Befors e,

Keep out of peach of childine.

Overdose warning: Taiing more Pan e tecommended
o forwbieba) Moy o v chirmag, case of
Center right away (1-800-222-1220. Quick medicall

ahtion B critital foe adults a5 wil s for chikdeen even £
you i ok imofice &y SN o Symphims.

Directions

w5 ol kaioe morm Ban dreched (see Overdese warming]
0k ot e o 1230 8 ey 24-bowe o
ity and chin 12 yeaes of age and eidee: ke 2

capies every & hours
wochideen Lnder 17 years of age G0 notuss

Other information
wsters beisen 20-25°C (53-77%) in & dry phace
ek outer pickoae Tor compiete peaduct indormesticn

|
|
|
|
|
i
|
|
|
|
overdose, Qi el hel o corkact 3 Pokson Coctred |
|
|
[
|
[
|
[
|
[
and warmings [
i

Inactive ingredients cobida siom dade,
o skarch, croscameiose sodum, crosporsdone, FOAC

progeitiized stach, stearc a1,k Poriuan dords

mﬂmsa-r comments?
48T

Tk Gocion befort s yea hive W e Geiss
w et dsem u dbetis

whighbicod pesssues  m Shyroid dosase

' oLl crnut by o ki prestae land

‘anma, chronic bionchis, o emphysana
® £ough Tt ooy with I much phiegmimuusl e

B AT preet i med morutiteed o Saituted by Rcl Beeelines,
R

60 MAEr® Famd- Whar® Cot, g i Sare Theoat.

D"\NMH\' \-ralwllum LLC |
407 Easd Lancastes veruo |
Wayrss, PA 19087 /

wiied with |
B s v 2155 B dore
J"‘m" iy

Mior e o v aer sol

MAXIMUM STRENGTH

fe

| MAXIMUM STRENGTH
|

HLONIHLS WNWIXYN

431734 snaniAl

COLD, FLU

Guaifenesin, Phenylephrine HCI

VOHHL 340S ® N4 ‘d100

+z | saby 104

Expectorant, Nasal Decongestant

« Relieves Headache, Fever & Sore Throat
+ Controls Cough

+ Relieves Masal & Chest Congestion
*Thins & Loosens Mucus

Do not take more than a
total of 12 caphets in any
24-hour period.

Take only a5 directod.

DO NOT WSE IF BLISTER UNITS !
ARE TORN OR BROKEN

40986 03?18

MUCUS RELIEF

COLD, FLU & SORE THROAT

COMPARE TO THE ACTIVE INGREDIENTS
I JCINEX® FAST-MUAX®
COLD, FLUY& SORE THROATY

For Ages 12+

MUCUS RELIEF
& SORE THROAT

Acetaminophen, Dextromethorphan HBr,

Pain Reliever/Fever Reducer, Cough Suppressant,

For Ages 12+

ed |

For Ages 12+

COLD, FLU & SORE THROAT

MUCUS RELIEF

MAXIMUM STRENGTH

Product Type

Route of Administration

Product Information
HUMAN OTC DRUG

ORAL

Active Ingredient/Active Moiety

Ingredient Name
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D)

DEXTROMETHORPHAN HYDROBROMIDE (UNII: 9D2RTI9KYH)
(DEXTROMETHORPHAN - UNII:7355X3ROTS)

GUAIFENESIN (UNII: 495W7451VQ) (GUAIFENESIN - UNI:495W7451VQ)

PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS])) (PHENYLEPHRINE -
UNII:1WS297W6MV)

Inactive Ingredients

MUCUS RELIEF COLD FLU AND SORE THROAT

acetaminophen, dextromethorphan hydrobromide, guaifenesin, and phenylephrine hydrochloride
tablet, coated

Item Code (Source)

Basis of Strength

ACETAMINOPHEN

HYDROBROMIDE
GUAIFENESIN

PHENYLEPHRINE
HYDROCHLORIDE

Ingredient Name

DEXTROMETHORPHAN

NDC:68016-628

Strength
325 mg

10 mg
200 mg

5 mg

Strength




SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNIl: M280L1HH48)
CROSPOVIDONE, UNSPECIFIED (UNIl: 257830E561)
FD&C RED NO. 40 (UNIl: WZB9127X0A)

ALUMINUM OXIDE (UNII: LMI2606933)

FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)

MAGNESIUM STEARATE (UNII: 70097M6130)
MALTODEXTRIN (UNII: 7CVR7L4A2D)

CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNII: 532B59J990)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)

STARCH, CORN (UNIIl: 08232NY3S))

STEARIC ACID (UNII: 4ELV7Z65AP)

TALC (UNIl: 7SEV7J4R1U)

TITANIUM DIOXIDE (UNII: 15FIX9V2]P)

Product Characteristics

Color red Score
Shape OVAL Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 NDC:68016-628- 2 in 1 CARTON

20

Product

Marketing Information

Marketing Application Number or Monograph

Category Citation
OTC monograph final part341

Labeler - cHAIN DRUG CONSORTIUM (101668460)

Revised: 12/2022

10 in 1 PACKAGE; Type 0: Not a Combination

no score
19mm
AAA;1165

Marketing Start Marketing End
Date Date

12/01/2020

Marketing Start Marketing End
Date Date

12/01/2020

CHAIN DRUG CONSORTIUM
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