DAYTIME NITETIME- acetaminophen, dextromethorphan hydrobromide,
doxylamine succinate, phenylephrine hydrochloride
Publix Super Markets Inc

Publix Super Markets, Inc. Daytime Nitetime Drug Facts

Active ingredients (in each softgel) - Nighttime Cold & Flu
Acetaminophen 325 mg
Dextromethorphan HBr 15 mg

Doxylamine succinate 6.25 mg

Active ingredients (in each softgel) - Daytime Cold & Flu
Acetaminophen 325 mg

Dextromethorphan HBr 10 mg

Phenylephrine HCI 5 mg

Purpose - Nighttime Cold & Flu
Pain reliever/fever reducer
Cough suppressant

Antihistamine

Purpose - Daytime Cold & Flu
Pain reliever/fever reducer
Cough suppressant

Nasal decongestant

Uses - Nighttime Cold & Flu

temporarily relieves common cold/flu symptoms:

cough due to minor throat and bronchial irritation
sore throat

headache

minor aches and pains

fever

runny nose and sneezing

Uses - Daytime Cold & Flu



temporarily relieves common cold/flu symptoms:

* nasal congestion

* cough due to minor throat and bronchial irritation
e sore throat

* headache

* minor aches and pains

» fever

Warnings

Liver warning: This product contains acetaminophen. Severe liver damage may occur if
you take

* more than 4,000 mg of acetaminophen in 24 hours
* with other drugs containing acetaminophen
* 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
* blisters
* rash

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

Sore throat warning: If sore throat is severe, lasts 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.

» if you have ever had an allergic reaction to this product or any of its ingredients

Ask a doctor before use if you have - Nighttime Cold & Flu

* liver disease

* glaucoma

e cough that occurs with too much phlegm (mucus)

* a breathing problem such as emphysema or chronic bronchitis



» persistent or chronic cough as occurs with smoking, asthma, or emphysema
e trouble urinating due to an enlarged prostate gland

Ask a doctor before use if you have - Daytime Cold & Flu

liver disease

heart disease

high blood pressure

thyroid disease

diabetes

trouble urinating due to an enlarged prostate gland

cough that occurs with too much phlegm (mucus)

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

Ask a doctor or pharmacist before use if you are - Nighttime Cold & Flu

* taking sedatives or tranquilizers
» taking the blood thinning drug warfarin

Ask a doctor or pharmacist before use if you are - Daytime Cold & Flu

taking the blood thinning drug warfarin

When using this product - Nighttime Cold & Flu

* excitability may occur, especially in children
* marked drowsiness may occur

* avoid alcoholic drinks

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

When using the product - Daytime Cold & Flu

do not use more than directed

Stop use and ask a doctor if - Nighttime Cold & Flu

e pain 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.

Stop use and ask a doctor if - Daytime Cold & Flu



you get nervous, dizzy or sleepless

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: 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 - Nighttime Cold & Flu

* take only as directed - see overdose warning
* do not exceed 4 doses per 24 hrs

adults & children 12 yrs & over 2 softgels with water every 6 hrs
children 4 to under 12 yrs ask a doctor
children under 4 yrs do not use

Directions - Daytime Cold & Flu

» take only as directed - see overdose warning
* do not exceed 4 doses per 24 hrs

adults & children 12 yrs & over 2 softgels with water every 4 hrs
children 4 to under 12 yrs ask a doctor
children under 4 yrs do not use

Other information

e store at 20-25°C (68-77°F)

Inactive ingredients - Nighttime Cold & Flu

D&C yellow no. 10, edible ink*, FD&C blue no. 1, gelatin, glycerin, polyethylene glycol,
povidone, propylene glycol, purified water, sorbitol sorbitan solution *may contain this
ingredient



Inactive ingredients - Daytime Cold & Flu

edible ink*, FD&C red no. 40, FD&C yellow no. 6, gelatin, glycerin, polyethylene glycol,
povidone, propylene glycol, purified water, sorbitol sorbitan solution *may contain this
ingredient

Package/Label Principal Display Panel
daytime

ACETAMINOPHEN

DEXTROMETHORPHAN HBr
PHENYLEPHRINE HCI

Pain reliever

Fever reducer

Cough suppressant

Nasal decongestant

MULTI-SYMPTOM

COLD & FLU RELIEF

ACTUAL SIZE

32 SOFTGELS

Compare to the active ingredients in Vicks ® DayQuil® Cold & Flu
nitetime

ACETAMINOPHEN

DEXTROMETHORPHAN HBr

DOXYLAMINE SUCCINATE

Pain reliever

Fever reducer

Cough suppressant

Antihistamine

MULTI-SYMPTOM

COLD & FLU RELIEF

ACTUAL SIZE

16 SOFTGELS

Compare to the active ingredients in Vicks ® NyQuil® Cold & Flu
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Drug Facts (confnued)

Drug Facts(continued

Sore fhroatwaming : If sore throat is severe, bsts for more than 2 days,

Is accompanied or followed by fever, headache, rash nauses, or vomiting,

consutt a doctor pompty.

Do notuse

mwith any other dug conlaining acelaminophen (prescriptonor
ronprescription). If you are rotsurewhethera dug contains
ace amnaophen, ask a doctor or prarmaclst

mifyouare now takinga prescripion monoamine addase nhbitor
(MAQI) (certain drugs for depression, psychifrk, or emational
conditbre, o Parkinson's diseass), or for 2 weeks afierstopping the
MAOIdrug. [Tyoudonot know Fyour prescriptbndruy contains an
MAOL, ask a doctor or pharmacist before takdng this roduct

mifyouhaveever had an allerglc reaction to this productor ary of
Is Ingedents

Ask a doctor bebre useif you hawe  m iver dsease  mglaucoma

mcoughthatoccurs wih tho much phiegm (mucus)

ma breathing problem such as emphyse ma o chronic trorchitis

mpersistert or chionke cough as occurs with smoking, asthma,
or emphysema

mimubie urnathg due toanenamed prostate gand

Pk a doctor or pharmacist bebre use ifyou are  m tzking sedatives

or franquilizers — m taking the bioad thiming drug warfarin

When using this product

meXcitabiity may oceur, especially in chiden

mmarked drowsiness may o m avoid aleohollc drinks

mbe careful when diiving amotor vehicle or operating machinery

mak ohol, s edat ves, ard tranquiizers may nerease drowsiness

Stopuseand ask a doctar If

mpah or cough gels worse or lasts morethan 7 days

mievergets worse or ksts morethand days
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Sorethroat waming: If sore throat is severe, hsts for more than 2 days,
Is accompanied or followed by fever, headacte, rash, nausea, or vomiting,
consuta doctorpramptiy.

Do not use

u withany atherdruy containing acetaminophen (preseription or
ronpresciipton). If you are rotsure whethera dugcontans
ace taminophen, aska doctor or phamacist

o if you are row taking & prescription monoamine oxidase imibior
(MADI) {ceriain drugs for depression, psy chiairk, or emotional
conditions, or Parkinson's disease), or for 2 weeks afierstopping the
MAOI drug. If you donct knaw If your prescription drug contairs an
MADI, aska doclor or phamacist before taking this product.

W if you have everhadan alkergic reaction fothis roduct or any of
Is Ingredients

Ask a docior before use if you have  m lierdisease  m diabetes

mheat dsease  mhigh Hoodpressure  m thyroiddisease

m frouble uriratingdueto an erlarged postate gland

m cough that occurs with too muchphlegm (mucus)

W persk tentor chronic cough a oceurs with smoking, asthma,
or gmphysema

Ask adoctar or phamadstbeforeuseif you are taking the blood

thiming drug wartarin

When using his product do not use more than dir ected

Sbpuse and ask a doctor if

m you get nervous, dzay or skepless

o pain, nasal congestion orcough gets worse or|asts mare than 7days

m faver gets worse or |asts more fhan 3 days

W redness orswellng Is present
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DO NOT USE IF BLISTER UNIT IS BROKEN OR TORN
**This product is not manufactured or distributed

by the owner of the registered trademarks

Vicks® NyQuil®and DayQuil®,

mremess o swelingls present M new symploms occLr W NEW Sympims occur

mcoughcomes back or cocurs with rashor headache hat lsts. m cough comes back oroccurs wih rash or headache that lasts.
These could be signs of a seribus conditon These could be signs of a seriows condiion. v
DmugFads (continued Drug Facts (continued)

Ifpregnantor breast-feeding, ask a heafthprofessimal before use:
Keep outof reach ofchildren. Overdose waming: h caseof
overdose, get medical help or contacta Polon Centrdl Center ight
away (1-800-222-1222). Quick medcalatentionis critcal for aduls as
wiell & for chiidren even if you donat nofice any signs or symptoms.

If pregnant or breast-feeding, ask a health professional before use.
Keep out ofreach of childr en. Overdos e wamhg: In case of
overdos e, get medical helporcontacta Pobon Control Center right
away (1-800-222-1222). (uick medical attention & critcal for adults as
vLelIas for children even|f you donot notice any signs or sympioms.

Directions
m take only as directed — see overdese warning
m donot exceed 4 doses per 24 hrs

Directions
mtakeonly & direcled- see wemose warning
mdo ot exceed 4 doses per 24 hrs

aduls & chikdren 12 ys & over | 2 sofigels wih water every 6 his

adults & children 12 yrs &over | 2 sofigels withwater e very 4 his

e

chidrend fo under 12 yrs aska doclor

childrend tourder 12 yrs aska tclor

chidrenunder 4yrs donat LBe

childrenunder 4 yis donot use

Other information  wsb a 20-25°C (68-77°F)

Other information  m soreat 20-25°C {68-77°F)

Inactive ingredients D&C yelbwno. 10,edbie ink’, F&C bluem. 1,
gelatin, gy erin, polyethylene glycol, povidene, propylene giycol, purified
waler, sorbitol sorbitansolution “may cortainthis ngredient

hactive ingredients edibe ink*, F0&C red no. 40, FO&C yellow no. 6,

gelati, glyeerin, polyetfylene glycd, poridone, popylene glycal, purified
water, soiitol sorbian salLton *may containthis ingredient

DAYTIME NITETIME

acetaminophen, dextromethorphan hydrobromide, doxylamine succinate, phenylephrine

hydrochloride kit

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Packaging
# Item Code Package Description

NDC:56062-717- 1 in 1 CARTON; Type 0: Not a Combination

s 72 Product

Quantity of Parts

Part # Package Quantity
Part1 8 BLISTER PACK 16
Part2 16 BLISTER PACK 32

Part 1 of 2

Marketing Start
Date

09/25/2018

NDC:56062-717

Marketing End
Date

Total Product Quantity



NITETIME

acetaminophen, dextromethorphan hydrobromide, doxylamine succinate capsule, liquid filled

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 15 m
(DEXTROMETHORPHAN - UNII:7355X3ROTS) HYDROBROMIDE 9

DOXYLAMINE SUCCINATE (UNII: VOBI9B5YI2) (DOXYLAMINE -
UNII:95QB77)KPL)

Inactive Ingredients

Ingredient Name
D&C YELLOW NO. 10 (UNIl: 355W5USQ3G)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
GELATIN, UNSPECIFIED (UNII: 2G86QN327L)
GLYCERIN (UNII: PDC6A3C0OX)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDW1A)
POVIDONE, UNSPECIFIED (UNII: FZ989GH94E)
PROPYLENE GLYCOL (UNIIl: 6DC9Q167V3)
WATER (UNIIl: 059QF0KOO0R)
SORBITOL (UNIl: 506T60A25R)
SORBITAN (UNII: 6092ICV9RU)

Product Characteristics

Color GREEN (clear) Score
Shape OVAL Size
Flavor Imprint Code
Contains
Packaging

Item A f Marketing Start
# Code Package Description Date
1 2 in 1 BLISTER PACK; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date

DOXYLAMINE SUCCINATE 6.25 mg

Strength

no score
20mm
056

Marketing End
Date

Marketing End
Date



OTC Monograph Drug MO012

Part 2 of 2
DAYTIME

acetaminophen, dextromethorphan hydrobromide, phenylephrine hydrochloride capsule, liquid

filled

Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety

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

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

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

Inactive Ingredients

Ingredient Name
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
GELATIN, UNSPECIFIED (UNIl: 2G86QN327L)
GLYCERIN (UNII: PDC6A3CO00X)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)
POVIDONE, UNSPECIFIED (UNIIl: FZ989GH94E)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SORBITOL (UNIl: 506T60A25R)
SORBITAN (UNII: 6092ICV9RU)

Product Characteristics

Color ORANGE Score

Shape OVAL Size

Flavor Imprint Code
Contains

Packaging

# sl Package Description

Code
a 2 in 1 BLISTER PACK; Type 0: Not a Combination

Marketing Start
Date

Basis of Strength
ACETAMINOPHEN

DEXTROMETHORPHAN
HYDROBROMIDE

PHENYLEPHRINE
HYDROCHLORIDE

no score
20mm
L994

Strength
325 mg

10 mg

5 mg

Strength

Marketing End
Date



Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO012

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO012

Labeler - publix Super Markets Inc (006922009)

Revised: 11/2024

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

09/25/2018

Publix Super Markets Inc
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