DAYTIME MUCUS RELIEF SEVERE COLD AND NIGHTTIME COLD AND
FLU MAXIMUM STRENGTH- acetaminophen, dextromethorphan hbr,
doxylamine succinate, phenylephrine hcl,guaifenesin

Safeway, 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.

Drug Facts

Active ingredients in Daytime (in each softgel)
Acetaminophen 325 mg

Dextromethorphan HBr 10 mg

Guaifenesin 200 mg

Phenylephrine HCI 5 mg

Active ingredients in Nighttime (in each softgel)
Acetaminophen 325 mg

Dextromethorphan HBr 10 mg

Doxylamine succinate 6.25 mg

Phenylephrine HCI 5 mg

Purpose for Daytime

Pain reliever/fever reducer
Cough suppressant
Expectorant

Nasal decongestant

Purpose for Nighttime
Pain reliever/fever reducer
Cough suppressant
Antihistamine

Nasal decongestant

Uses



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

O O O O O

NIGHTTIME
e temporarily relieves these common cold and flu symptoms
o cough
o headache
o minor aches and pains
o sore throat
o nasal congestion
o runny nose and sneezing
o controls cough to help you get to sleep
o temporarily reduces fever

Warnings
DAYTIME and NIGHTTIME

Liver warning: These products contain acetaminophen. Severe liver damage may
occur if you take:

e more than 4,000 mg of acetaminophen in 24 hours

e with other drugs containing acetaminophen

e 3 or more alcoholic drinks every day while using this product

Allergy alert: Acetaminophen may cause severe skin reactions. Symptoms may
include:

e skin reddening

e blisters

e 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

DAYTIME and NIGHTTIME

e 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
DAYTIME

liver disease

diabetes

high blood pressure

heart disease

thyroid disease

trouble urinating due to an enlarged prostate gland

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

cough that occurs with too much phlegm (mucus)

NIGHTTIME

liver disease

diabetes

high blood pressure

heart disease

glaucoma

thyroid disease

trouble urinating due to an enlarged prostate gland

a breathing problem or chronic cough that lasts or 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
DAYTIME

taking the blood thinning drug warfarin

NIGHTTIME

taking the blood thinning drug warfarin

taking sedatives or tranquilizers

When using this product,
DAYTIME

do not use more than directed
NIGHTTIME

do not use more than directed
excitability may occur, especially in children
marked drowsiness may occur

avoid alcoholic drinks



e alcohol, sedatives, and tranquilizers may increase drowsiness
e be careful when driving a motor vehicle or operating machinery

Stop use and ask a doctor if

DAYTIME and NIGHTTIME

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 coukld be signs
of a serious condition.

If pregnant or breast-feeding,
DAYTIME and NIGHTTIME

ask a health professional before use.

Keep out of reach of children.
DAYTIME and NIGHTTIME

Overdose warning: Taking more than the recommended dose can cause liver damage.
In case of overdose, get medical help or contact a Poison Control Center (1-800-222-
1222) right away. Quick medical attention is critical for adults as well as for children even
if you do not notice any signs or symptoms.

Directions

DAYTIME

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

do not take more than 12 softgels (Daytime and NightTime) in any 24-hour period
adults and children 12 years of age and older: take 2 softgels every 4 hours

children under 12 years of age: do not use

when using other Daytime or Nighttime products, carefully read each label to ensure
correct dosing

NIGHTTIME

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

do not take more than 12 softgels (Daytime and Nighttime) in any 24-hour period
adults and children 12 years of age and older: take 2 softgels every 4 hours

children under 12 years of age: do not use

when using other Daytime or Nighttime products, carefully read each label to ensure
correct dosing

Other information

DAYTIME and NIGHTTIME
e swallow whole; do not crush, chew, or dissolve



e store between 15-302C (59-86F)
e avoid excessive heat

Inactive ingredients
DAYTIME

FD&C red #40, FD&C yellow #6, gelatin, glycerin, mannitol*, polyethylene glycol,
povidone, propylene glycol, purified water, sorbitan, sorbitol, titanium dioxide

*may contain this ingredient
NIGHTTIME

D&C yellow #10, FD&C blue #1, gelatin, glycerin, mannitol*, polyethylene glycol,
povidone, propylene glycol, purified water, shellac, sodium hydroxide, sorbitan*, sorbitol,
titanium dioxide

*contains one or more of these ingredients

Questions or comments?
DAYTIME and NIGHTTIME
Call 1-888-723-3935 Monday-Friday 7AM-6PM PST

Principal Display Panel

Compare to the active ingredients in Maximum Strength Mucinex® Fast-Max® Day
Severe Cold & Night Cold & Flut

MAXIMUM STRENGTH

DAY TIME

Mucus Relief Severe Cold

Acetaminophen - 325 mg Pain Reliever / Fever Reducer
Dextromethorphan HBr - 10 mg Cough Suppressant
Guaifenesin - 200 mg Expectorant

Phenylephrine HCI - Nasal Decongestant
e Relieves aches, fever & sore throat

e Controls cough

e Relieves nasal & chest congestion

e thins & loosens mucus

SOFTGELS**

(**Liquid-filled capsules)

MAXIMUM STRENGTH

NIGHT TIME



Cold & Flu

Acetaminophen - 325 mg Pain Reliever / Fever Reducer
Dextromethorphan HBr - 10 mg Cough Suppressant
Doxylamine succinate - 6.25 mg Antihistamine

Phenylephrine HCI - 5 mg Nasal Decongestant
e Relieves aches, fever & sore throat

e Controls cough

e Relieves nasal congestion

e Relieves runny nose & sneezing

SOFTGELS**
(**Liquid-filled capsules)

*This product is not manufactured or distributed by Reckitt Benckiser, distributor of
Maximum Strength Mucinex® Fast-Max® Day Severe Cold and Maximum Strength
Mucinex® Fast-Max® Night Cold & Flu.

TAMPER EVIDENT: DO NOT USE IF BLISTER UNIT IS TORN, BROKEN OR SHOWS
ANY SIGNS OF TAMPERING

KEEP OUTER CARTON FOR COMPLETE WARNINGS AND PRODUCT
INFORMATION.

DISTRIBUTED BY
BETTER LIVING BRANDS LLC
P.O. BOX 99, PLEASANTON, CA 94566-0009

www.betterlivingbrandsLLC.com

Product Label
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Day Time Mucus Relief Severe Cold (continued)

Drug Facts (continued)
Active ingredients Purposes sk doctor or pharmacist befare use il you are faking
(in each softgel) fhe blood thivang drug warksrin
306 M0 fedeer When using this produst, 80 nol use more than directed.
Dexioanethorphan Hir 1 mg Cough suppressant Stup use and 25k a doctor 1
uaifunesin 200 T B - Dpectorrt 8 FErVOUSTESS, G716, o SeRpIESEness 00T

Stop use and zsk a doctor f

B TENOUSESS, AEZINESS, O SERpleSSEss oca

0 in, sl corgeston, o oough ook wers: o s mare
han 7 days

0 v s wse o st mare than 3 ays

Wiedness o sweling is present  mnew Sympims cccur

g D05 LA OF Q0 Al s o ek il
asts. These could be signs of 2 serous conditon

W ey e st cnion ol and fl sy ploms
mhesache  wnasl il wsore troat
mough W minor aches and pains

18 helgs osen e fmuias) and i breocial
secreing 1 il B broechial passageways of
bathersoms mucus and make coughs more: productive

m tEmporarily reduces fever

Warnings

Liver warning: This product ooetains scetaminophien
Smerelnemﬁnﬁormnmr 'y0u fak:

1w e ifen 4,000 mg of acetaminagben in 24 hours:

Ilprwmmw! -fouding, a:k 2 haath rofessional
e

[
mp out of reach of chiden.
Overduse waming: Tkng muore fha fhe reconmended
052 (overdose) may caus liver damage. In case of
overekse, el medical help o ooract a Poiscn Confinl
Certer{1-800-222-1222)ight awy, Gk medica
atentiun is erical for aguls as well = for children even f
0l 30 Mot NDYER 20y SONS O SYMPATS,

Directions

l 3l1r e e s every day whit usig s

Alergy alert: Acelaminogiien i case seveee s

reactions, Symploms may incude:

Woknreckning  mbisters  mrsh

nasl:mremmn stop use and seek medicat help

nght

Smlm(wamhg  sare thmat Is severe, persists for

maw man;na,s isaccomparied of oilowed by fear,
e, Fash, rauses, or voanéing, comsulta docke

lm _n:si conqestion, o owgh gefs warsz or fasts move

l‘mrwm wees2 or sts moen than 3 days

 reiness or sweling s present

e Sy mplms 0ccur

W COugh Coemes back or occurs with rach of headhiche that
Tasts. These oouid be sigrs of a serios

(] pmgmwlwst-lm.ask 2 heatth professkral

uq: mnl reach of children.

Dverdose warning: Taking mars tan the reeommendsd

dose foverdose) may cause iver damage. In case of

overdase, get medical helo or oonict a P\llsm Dmnl

Center {1-B00-222-1222)right away, G

attention is cncal ke aduls as well as Inrcmmn am it

you do not naticz any Signs o Sympaoms,

Directions

lu)mtmmemrdrmwsoe Dvandos2 waming|

ot ke e fhen 12 sfigels {Daytime and ighitime)

nany 24-hour

maclts and chikdren 12 years of age and okder, take 2

30

wchiklren under 12 years of gz do ot e

mwhen using uwelusymanwme pmducts, carsuly
16t 66N kel 1o e correc dos

s every 4 hous
" hren under 12 years of age: do
wafien ||9n?mmlrbqyumw Mrglmwmp mmuns carchuly
i

6 ot ke e ing) Wm:'a‘v
lwmlmwe fhian 12 sofigels {Daytime and Nighttens) e

any 21-hour pernd

mmmum 12 s o agg and o a2 Wi 39 G o containing acetiminoghen ::mgm:zf‘?m[wa;m e

{preseiption or nonprescziptio.  you am not sure
wma nmwnmswmmm n, ask 2 doctor or

IH menm»u & ErEscrighin mnoimine cridise

propylene glyecl, purified weater, sheflac®, sodium bydroce*,
soebitn, s, e diomd
ognts oo o areof e ngegents

Questions or comments?
Call 1-906-723- 389 Moy -Fidey

HGPMPST

SIGNATURE CARE Daytime Mucus Relief Severe

i e el T ensure conect dosig e WA ‘nemm s oy pression, peychizkic
Otter in nlmmaiatuumwmr Parkinsun's Gisease), or for 2
mswallow whle; co not enush, chesw, or désolve msmegsmnmq‘mwu '“, "f"ﬂ;""“""
st et 1530050367 mmosecsverea | | S EEONEM e 2 Bk o
Inactive i ients DL yetow 410, FORC bue #1, ‘s a doctor befare use if you have
oplatin, oz, it polethyiane oy povdane, wiherdsmse  mdinbetes  mhigh Hood pressure

wheart dsease ol diseace

W ol Urmating due % an entasged prostal glng

w2 persistent or chronic cough such 2 ocours with
sming, asim, conis bronchils o emphysema

1 o et 02z, with 106 ach phlog (mescus) »

a0 excessive el

Inactive. LS FDAC et €40, FORC yellow 85,
getain, gy, manniar poyetindene ghycal, poidone,
propylengiyon, puried water sartitan, sorl, ftniem

*may oomtain i ingreient

Questions or comments?
Cal1-B38-T23-3829 Mondsy-Friday TN GPM PST

This procductis ot manutachured of dstrbuted
oy Reckitt Benchiser, distributor of

Wezimum Strength Mucree® Fast Max®
(ay Severe Cold and Mazeemum Stength [
Mhcinge® Fast-Max® Night Cald & Flu

lephrine HCI § mg
sal decongestant

= Relieves aches, fever & sore throat
s Controls cough

s Relieves nasal & chest congestion
= Thins & loosens mucus
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J NIGHT TIME
Cold & Flu

Acetaminophen 325 mg
Pain reliever/Fever reducer
Dextromethorphan HBr 10 mg
Cough suppressant

Antihistamine
Phenylephrine HCI 5 mg
Nasal decongestant

» Relieves aches, fever & sore throat
= Controls cough

» Relieves nasal congestion

= Relieves runny nose & sneezing
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Product Type

Packaging

124

Part #

Part 2

# [Item Code

NDC:21130-920-

Part 1 of 2

Product Information
HUMAN OTC DRUG

Package Description

Product

Quantity of Parts

1in 1 KIT; Type 0: Not a Combination

Package Quantity

Part1 8 BLISTER PACK
16 BLISTER PACK

Item Code (Source)

Marketing Start

Date

01/31/2019

DAYTIME MUCUS RELIEF SEVERE COLD AND NIGHTTIME COLD AND
FLU MAXIMUM STRENGTH

acetaminophen, dextromethorphan hbr, doxylamine succinate, phenylephrine hcl,guaifenesin kit

NDC:21130-920

Marketing End

Date

05/30/2025

Total Product Quantity




NIGHTTIME COLD AND FLU MAXIMUM STRENGTH
acetaminophen, dextromethorphan hydrobromide, doxylamine succinate, phenylephrine hci
capsule

Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 325 mg
DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH) DEXTROMETHORPHAN 10 m
(DEXTROMETHORPHAN - UNII: 7355X3ROTS) HYDROBROMIDE 9

DOXYLAMINE SUCCINATE (UNII: V9BI9B5YI2) (DOXYLAMINE -
UNII:95QB77JKPL)

PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS])) (PHENYLEPHRINE - PHENYLEPHRINE 5m
UNII:1WS297W6MV) HYDROCHLORIDE 9

DOXYLAMINE SUCCINATE 6.25 mg

Inactive Ingredients

Ingredient Name Strength
D&C YELLOW NO. 10 (UNIl: 355W5USQ3G)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)
GELATIN (UNIIl: 2G86QN327L)
GLYCERIN (UNII: PDC6A3C0OX)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POVIDONE (UNII: FZ989GH94E)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIIl: 059QF0KOOR)
SORBITAN (UNIl: 6092ICV9RU)
SORBITOL (UNIl: 506T60A25R)
SHELLAC (UNIl: 46N107B710)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
MANNITOL (UNII: 30WL53L36A)

Product Characteristics

Color green Score no score

Shape CAPSULE Size 20mm

Flavor Imprint Code 116;42A

Contains

Packaging

# Item Package Description Marketing Start Marketing End

Code Date Date



1 8 in 1 CARTON

1 1 in 1 BLISTER PACK; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC monograph final part341 01/31/2019 05/30/2025

Part 2 of 2

DAYTIME MUCUS RELIEF SEVERE COLD MAXIMUM STRENGTH
DAYTIME

acetaminophen, dextromethorphan hbr, guaifenesin, phenylephrine hci capsule

Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 325 mg
DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH) DEXTROMETHORPHAN 10 m
(DEXTROMETHORPHAN - UNII:7355X3ROTS) HYDROBROMIDE 9
GUAIFENESIN (UNII: 495W7451VQ) (GUAIFENESIN - UNII:495W7451VQ) GUAIFENESIN 200 mg
PHENYLEPHRINE HYDROCHLORIDE (UNIl: 04JA59TNSJ) (PHENYLEPHRINE -  PHENYLEPHRINE 5m
UNIL:1WS297W6MV) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
FD&C RED NO. 40 (UNII: WZB9127X0A)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
GELATIN (UNIIl: 2G86QN327L)
GLYCERIN (UNII: PDC6A3C0OX)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POVIDONE (UNII: FZ989GH94E)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIIl: 059QF0KOO0R)
SORBITAN (UNIl: 6092ICV9RU)
SORBITOL (UNIl: 506T60A25R)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
MANNITOL (UNIIl: 30WL53L36A)



Product Characteristics

Color orange Score
Shape CAPSULE Size
Flavor Imprint Code
Contains
Packaging

Item .
# Package Description

Code g P
1 16 in 1 CARTON
1 1in 1 BLISTER PACK; Type 0: Not a Combination

Product

Marketing Information

Marketing
Category

OTC monograph final

Application Number or Monograph
Citation

part341

Marketing Information

Marketing
Category

OTC monograph final

Application Number or Monograph
Citation

part341

Labeler - safeway, inc. (009137209)

Revised: 11/2022

no score
20mm
341;12A

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/31/2019

Marketing End
Date

05/30/2025

Marketing Start
Date

01/31/2019

Marketing End
Date

05/30/2025

Safeway, Inc.
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