EQUATE NITETIME DAYTIME- acetaminophen, dextromethorphan hbr, doxylamine
succinate, phenylephrine hcl
Wal-Mart Stores 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.

Wal-Mart NiteTime DayTime Drug Facts

Nighttime Cold & Flu
Active ingredients (in each 30 mL)

Acetaminophen 650 mg
Dextromethorphan HBr 30 mg

Doxylamine succinate 12.5 mg

Purpose
Painreliever/fever reducer
Cough suppressant

Antihistamine

Uses

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

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 skinreactions. Symptoms may include:

skin reddening
blisters
rash

If a skinreaction 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 notuse

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 MAO]I, 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

liver disease

glaucoma

cough that occurs with too much phlegm (mucus)

a breathing problem such as emphysema or chronic bronchitis

trouble urinating due to an enlarged prostate gland

persistent or chronic cough as occurs with smoking, asthma, or emphysema
a sodium-restricted diet

Ask a doctor or pharmacist before use if you are

taking sedatives or tranquilizers
* taking the blood thinning drug warfarin

When using this product

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

Stop use and ask a doctor if

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.

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

take only as directed — see Overdose warning
only use the dose cup provided
do not exceed 4 doses per 24 hrs

adults & children 12 yrs & over 30 mL every 6 hrs
children 4 to under 12 yrs ask a doctor
children under 4 yrs do not use

Other information

each 30 mL contains: sodium 39 mg
* store at 20-25°C (68-77°F)

Inactive ingredients

alcohol, anhydrous citric acid, FD&C blue no. 1, FD&C red no. 40, flavor, high fructose corn syrup,
polyethylene glycol, propylene glycol, purified water, saccharin sodium, sodium citrate

Questions or comments?
1-888-287-1915

Daytime Cold & Flu
Active ingredients (in each 15 mL)

Acetaminophen 325 mg
Dextromethorphan HBr 10 mg
Phenylephrine HCI 5 mg

Purpose
Painreliever/fever reducer
Cough suppressant

Nasal decongestant

Uses

temporarily relieves common cold/flu symptoms:



nasal congestion
cough due to minor throat and bronchial irritation

* sore throat
* headache
* minor aches and pains
* fever
Warnings

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

adult takes more than 4,000 mg of acetaminophen in 24 hours

child takes more than 5 doses in 24 hours

taken with other drugs containing acetaminophen

adult has 3 or more alcoholic drinks every day while using this product

Allergy alert: Acetaminophen may cause severe skinreactions. Symptoms may include:

* skinreddening
* blisters
rash

If a skinreaction 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 notuse

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

liver disease

heart disease

thyroid disease

diabetes

high blood pressure

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

taking the blood thinning drug warfarin



When using this product

do not use more than directed

Stop use and ask a doctor if

you get nervous, dizzy or sleepless

pain, nasal congestion or cough gets worse or lasts more than 5 days (children) or 7 days (adults)
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

take only as directed — see Overdose warning
only use the dose cup provided
do not exceed 4 doses per 24 hrs

adults & children 12 yrs & over 30 mL every 4 hrs
children 6 to under 12 yrs 15 mL every 4 hrs
children 4 to under 6 yrs ask a doctor
children under 4 yrs do not use

Other information

each 15 mL contains: sodium 7 mg
* store at 20-25°C (68-77°F)

Inactive Ingredients - Daytime

butylated hydroxyanisole, edetate disodium, FD&C yellow no. 6, flavor, glycerin, menthol, monobasic
sodium phosphate, polyethylene glycol, propylene glycol, purified water, saccharin sodium, sucrose,
xanthan gum

Questions or comments?
1-888-287-1915

Principal Dis play Panel



SEE NEW WARNINGS

Compare to DayQuil® Cold & Flu & NyQuil® Cold & Flu Active Ingredients
Non-Drowsy

DayTime

Cold & Flu

Pain Reliever, Fever Reducer, Cough Suppressant, Nasal Decongestant
Multi-Symptom Relief

Aches, fever — Acetaminophen

Cough — Dextromethorphan HBr

Nasal congestion — Phenylephrine HCI

Alcohol Free and Antihistamine Free

12 FL. OZ (355mL)

SEE NEW WARNINGS

Compare to DayQuil® Cold & Flu & NyQuil® Cold & Flu Active Ingredients
NiteTime

Cold & Flu

Pain Reliever, Fever Reducer, Cough Suppressant, Antihistamine
Multi-Symptom Relief

Aches, fever — Acetaminophen

Cough — Dextromethorphan HBr

Sneezing, runny nose — Doxylamine Succinate

10% ALCOHOL

12 FL OZ (355mL)
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NiteTime

Pain Reliever,
BN cver Reducer,
& Flu

Cough Suppressant,
Antihistamine

Multi-Symptom Relief

e Aches, fever -
Acetaminophen

e Cough -
Dextromethorphan HBr

® Snheezing, runny hose -
Doxylamine Succinate

AeonoL  12FLOZ(355mL)

atisfaction guaranteed - Or we'll replace it or give you your mon

€

back. For questions or comments please call 1=888=287=1915.

i

ISTRIBUTED BY: Wal-Mart Stores, Inc., Bentonville, AR 7271 6
*These products are not manufactured or distributed by Procter & Gambl|
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Drug Facts (continued)

FD&C redno. 40, flavor, high fructose com syrup, polyethylene glycol,

propylene ghycol, purified water, saccharin sodium, sodium citrate

Inactive ingredients acohol, anhydrous citric acid, FD&C blueno. 1,
Questions or comments? 1-888-267-1915

distributor of DayQuil® Cold & Fu and NyQuil® Cold & Flu.




Drug Facts |NighttimeGnId&FIu

Drug Facis Daytime Cold & Flu

Active ingredients (in each 30 mL) Purpose
Acetaminaphen650 mg. Pain rdieverfever edu cer
Dextrometharphen HBr 30 mg.... ough s uppressant
Doxylamine succnate 125 mg... ... Anthistamine

Active ingredients (in each 15 mL) Pupose
Acetaminop hen 325 mg Pan relieverfererreducer
Dextrometh crph &n HBr 10 my ..LOUGH SUppressant

Phenylephring HCI & Mihauu ..MNasd dec cngestant

Uses tempogrily refeves cormon cold/flu ymploms: @ cough due b minor th wat and bren chialirritaion
Msoethoat  Wheadache Mmior aches and pans Mfever Mrumny nose and sneezing

Uses m temporarily elieves commm coldfb symploms:  Mcough due to minor troat and bronchial irritaion
msoe hoat  Wheadache Wmior aches and pans M fever M nasal congestion

Wamings

Liver w aming: This product contains acetaminophen. Severe [iverdamage may oceur ifyou take

mmore than 4,000 mg of acetamiophen in 24 hours

Wwih other drugs containing acetaminophen

W3 or more alcoholiz drinks every day whik using this product

Allergy alert Acetaminophen may cause severe skin reactbns. Sympioms may inc ide:

mskinreddening mbistess Mrash Ifa skin reacton oceurs, stop use and seekmedical help right away
Sorethroat warning: If sore throat s sewer, persists for more tan 2 days, s accompanied orfolowed by fever,
headache, rash, nausea,or vomiing, consulta doctor prompthy.

Domotuse mwith any otherd ugcontaining acetaminophen (prescrip ionor nonprescription). ¥ you arenot sure
whether adrug contains acetaminophen, ask a doctor or pharmacist  Wif you are now taking a prescri ption
monoam e oxidase inhibitor (MAOI) (certan drugs for depression, psychialric, or emofional condifions, orParkinson’s
disease), orfor2 weeks afters topping the MAOI drug. ¥ you do not know if yurprescripiion drug con tains an MAOI,
ask a doctar or pharmacist bef cre taking this pioduct. M ¥ you have ever had an dlergic reactn tothis product or
any ofits ngredients

Ask adoctor before e if you hawe Mliverdsease M glaumoma

Mcough that occurs with too much phlegm (mucusy M troubleurinatingd ueto an enlarged prostate glnd

W2 breathing problem such as emphysema o chronic bronchiis

W persistentor chronic cough asoceus with s moking,asthma or emphysema W asodium-restricted diet

Ask adoctoror pharmacist before use if youare

mtaking sedatives or franguilizers  mtaking the blood thinning drug warfarin

Wamings

Liver waming: This product contains acetaminophen. Severe liver damage may ocour if

madulttzkes morethan 4,000 mg of acetaminophen i 24 hours

mchill tales morethan 5 dosesin 24 hours M taken with other drugs containing acetaminophen

Madulthas 3 o more alcoholic drinks every d & whilausing this product

Allergy alert Acetamino phen may cause severe skin reactons. Sym ploms may include;

Mskinreddening Mblistes Mrash Ifa skin reaction occurs, stopuse and seekmedical heb right away.
Sorethroat warning: If sore throat is severe, persists for more than 2 days, & accompanied orfolowed by fever,
headache, rash, nausea,or vomiing, consulta doctor promptl.

Do motuse M with any otherdru gcontaining acetaminophen (prescriptionor nonprescription). F you ar notsure
whether adrug conlains acetaminophen, ask a doctaor or pharmacist  Wifyou are now taking a prescription
monoamie oxidase inhibitor (MAOI) (certan drugs for depression, psychiatric, or emofional conditions, orParkinson’s
disease), orfor2 weeks afterstopping the MAOI drug. ¥ you do not know ifyou rprescripfion drug contains an MAQI,
ask a doctar or pharmaci stbefare taking this pioduct. M ¥ you have ever had an dlergic reactbn tothis product or
any of its ngredients

Askadocbrbebre use if you have Mliverdisease Mheartdisease Mthyoiddisease M high blood pressure
W rouble urnatingd uetoan enlarged prostate gland M cough that ocou s with o mueh phlegm mucus)

W persistent orchronic coug hsuchas occurs with smoking, ashma,or emphysema M diabetes

Ask a doctor or pharmacist before use if youare taking theblood thinning drug warfarn
When using this product do not usemore than directed

Whenusirg this product mexcitabilty may occur,especialyin chidren W marked drow siness may occur
Wavdd alcoholic drinks Wb ecareful when driving a motor wehicle oroperating machinery

Waleohol, sedatives, and ranquilizers may increase drowsiness

Stopuse andaska doctor if M pain or cough getsworse or lasts morethan 7 days

Wievergets worseor lasts more than 3days  Mrednessorswellngisprsent W new symptoms occur

mcough comes bac kor occurs with rash or head ache that hsts. These could be signs of a serious condion .

If pregna it or breast-feeding, ask a headthp radessional beforeuse.

Keep outofreach of children. 0 rdose warning: in case of overdose, getmed il help or contact a Poison Control
Center rig ht away (1-800-222-1222). Quick medical attenionis critical for adults as wel as for children even ifyou do
not notice any signs or symptoms.

Stopuse andask adoctor if Wy ge nervous, dizzy or sleepless

W pain, nasal congestbn or wugh gets warseor lasts more than 5 days (chidren) or 7 days (ad uks)

Wfeiergds waorseor lasts more than 3days  Mrednessorswellingispresent W naw symptomsocaur

Mcough comes backor oceurs wih rash or headache that hsts. These could be signs of a serious condiion.

If pregnant or breast-feeding, ask a hedthpuofessional beforeuse.

Keep outofreach of children.0verdose warning: In case of overdose, get medical help or contact a Poison Control
Center right away (1-800 -222-1222). Quick medical attenfien is crifical for adults as wel as for children even ifyou do
notnotice any signs or symptoms.

Directions mtakeonlyasdiected —see 0 verdose warning
monlyusethe dosecupprovided Mdond exceed ddoses per 24 hrs

Directions m takeonly asd rected - see Overdose waming
monlyusethedose cupproviled W dond exceed 4doses per2d hrs

adults & children 12 yrs &over 0 mLevery & hrs
children 4to under 12 yrs aska doctor
chilcren under 4yrs do not use

adults & childen 12 yrs& over 30mL every 4 hrs
chikiren 6 © under 12yrs 15mLeverydhrs
chikren 4 © undler Byrs sk adoctor
chikiren un der 4y1s do notuse

<« Other information weach 30 mL contains: sodium39mg  Wstoreat 20-25°C (88-77°F)

Otherinformation m each 15 mL contains: sodium 7mg M storeat 20-25°C (68-77°F)
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EQUATE NITETIME DAYTIME

acetaminophen, dextromethorphan hbr, doxylamine succinate, phenylephrine hcl kit

Product Information

Product Type HUMAN OTC DRUG
Packaging
# Item Code Package Description

1 NDC:49035-733-02

Quantity of Parts
Part #

Part1 1BOTTLE
Part2 1BOTTLE

Package Quantity

Part 1 of 2

Item Code (Source)

1in 1 CARTON; Type 0: Nota Combination Product

NDC:49035-733

Marketing Start Date
08/15/2013

Marketing End Date

Total Product Quantity

355 mL
355 mL




EQUATE NITETIME

acetaminophen, dextromethorphan hbr, doxylamine succinate solution

Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

ACETAMINOPHEN (UNII: 362091ITL9D) (ACETAMINOPHEN - UNI:362091TL9D) ACETAMINOPHEN

DEXTRO METHO RPHAN HYDRO BRO MIDE (UNII: 9 D2RTI9 KYH)
(DEXTROMETHORPHAN - UNIL:7355X3ROTS)

DO XYLAMINE SUCCINATE (UNI: VO9BI9B5YI2) (DOXYLAMINE -
UNIE:95QB77JKPL)

Inactive Ingredients
Ingredient Name
ALCOHOL (UNIE: 3K9958 V90 M)
ANHYDROUS CITRIC ACID (UNIE: XF417D3PSL)
FD&C BLUE NO. 1 (UNI: H3R47K3TBD)
FD&C RED NO. 40 (UNI: WZB9127XOA)
HIGH FRUCTO SE CORN SYRUP (UNII: XY6 UN3QB6S)
POLYETHYLENE GLYCOL (UNI: 3WJQOSDWI1A)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
WATER (UNIE: 059 QFOKOOR)
SACCHARIN SODIUM (UNIE: SB8ZUX40TY)
SODIUM CITRATE (UNI: 1Q73Q2JULR)

Product Characteristics

Color RED (Clear/Dark Red)

Shape

Flavor CHERRY (Menthol Aroma)

Contains

Packaging

# Item Code Package Description

1 1in 1 CARTON

1 355 mL in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph final part341

Basis of Strength Strength
650 mg
in 30 mL
DEXTROMETHORPHAN 30 mg
HYDROBROMIDE in 30 mL
DOXYLAMINE SUCCINATE 1‘2'5 me
in 30 mL
Strength

Score
Size

Imprint Code

Marketing Start Date Marketing End Date

Marketing Start Date  Marketing End Date
08/02/2011



Part 2 of 2

EQUATE DAY TIME COLD AND FLU MULTI SYMPTOM RELIEF

acetaminophen, dextromethorphan hbr, phenylephrine hcl solution

Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
ACETAMINO PHEN (UNIL: 362091TL9 D) (ACETAMINOPHEN - UNII:362091TL9 D)
DEXTROMETHO RPHAN HYDRO BRO MIDE (UNIE: 9 D2RTI9KYH)

(DEXTROMETHORPHAN - UNIL:7355X3ROTS)

PHENYLEPHRINE HYDRO CHL O RIDE (UNII: 04JA59TNSJ) (PHENYLEPHRINE -
UNIL:1WS29 7W6 MV)

Inactive Ingredients

Ingredient Name
BUTYLATED HYDRO XYANISOLE (UNI: REK4960K2U)
EDETATE DISODIUM (UNII: 7FLD9 1C86K)
FD&C YELLOW NO. 6 (UNIL: H77VEI93A8)
GLYCERIN (UNIL: PDC6A3C00X)
SODIUM PHO SPHATE, MO NO BASIC (UNIL: 3980JIH2SW)
POLYETHYLENE GLYCOL (UNIL: 3WJQO0SDWI1A)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
WATER (UNIE: 059 QFOKOOR)
SACCHARIN SODIUM (UNI: SB8ZUX40TY)
SUCROSE (UNIL: C151H8 M554)
XANTHAN GUM (UNIL: TTV12P4NEE)
MENTHOL (UNI: L7T10EIP3A)

Product Characteristics

Color ORANGE (clear)
Shape

Flavor MENTHOL (with fruit)

Contains

Packaging

# Item Code Package Description Marketing Start Date

1 1in 1 CARTON

Basis of Strength
ACETAMINOPHEN
DEXTROMETHORPHAN

HYDROBROMIDE

PHENYLEPHRINE
HYDROCHLORIDE

Score
Size

Imprint Code

Strength

325 mg
in 15 mL

10 mg
in 15 mL

5 mg
in 15 mL

Strength

Marketing End Date



1 355 mL in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
OTC monograph final part341 06/08/2006

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part341 08/15/2013

Labeler - wal-Mart Stores Inc (051957769)

Revised: 12/2018 Wal-Mart Stores Inc
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