TOPCARE DAY TIME NITE TIME COLD AND FLU- acetaminophen,
dextromethorphan hbr, doxylamine succinate, phenylephrine hcl
Topco Associates LLC

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.

Topco Associates LLC. Day Time Nite Time Cold & Flu Drug Facts

Nite Time Severe Cold & Flu
Active ingredients (in each 30 mL)

Acetaminophen 650 mg
Dextromethorphan HBr 20 mg
Doxylamine succinate 12.5 mg

Phenylephrine HCI 10 mg

Purpose

Pain reliever/fever reducer
Cough suppressant
Antihistamine

Nasal decongestant

Uses

temporarily relieves common cold/flu symptoms:

nasal congestion

sinus congestion and pressure

minor aches and pains

headache

fever

sore throat

runny nose and sneezing

cough due to minor throat and bronchial irritation
cough to help you sleep

reduces swelling of nasal passages

promotes nasal and/or sinus drainage
temporarily restores freer breathing through the nose

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:

* skin reddening
* Dblisters
* 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.

» 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

high blood pressure

thyroid disease

diabetes

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 such 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



do not use more than directed

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

* 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

» 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 4 to under 12 yrs ask a doctor
children under 4 yrs do not use

Other information

« each 30 mL contains: sodium 41 mg
« store at 20-25°C (68-77°F)

Inactive ingredients

anhydrous citric acid, edetate disodium, FD&C blue #1, FD&C red #40, flavor, glycerin,
propylene glycol, purified water, saccharin sodium, sodium benzoate, sodium chloride,
sodium citrate, sorbitol solution, sucralose, xanthan gum



Questions or comments?
1-888-423-0139

Day Time Severe Cold & Flu
Active ingredients (in each 15 mL)

Acetaminophen 325 mg
Dextromethorphan HBr 10 mg
Guaifenesin 200 mg

Phenylephrine HCI 5 mg

Purpose

Pain reliever/fever reducer
Cough suppressant
Expectorant

Nasal decongestant

Uses

temporarily relieves common cold/flu symptoms:

nasal congestion

sinus congestion and pressure

cough due to minor throat and bronchial irritation

minor aches and pains

headache

fever

sore throat

reduces swelling of nasal passages

temporarily restores freer breathing through the nose

promotes nasal and/or sinus drainage

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

e 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 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, 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.

» 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 such as occurs with smoking, asthma, chronic
bronchitis, 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 6 mg
« store at 20-25°C (68-77°F). Do not refrigerate.

Inactive ingredients - Daytime

butylated hydroxyanisole, edetate disodium, FD&C yellow #6, flavor, glycerin, menthol,
monobasic sodium phosphate, polyethylene glycol, propylene glycol, purified water,
saccharin sodium, sucrose, xanthan gum

Questions or comments?
1-888-423-0139

Principal Display Panel - Daytime

SPECIAL VALUE! COMBINATION PACK

TopCareg health

COMPARE TO VICKS® DAYQUIL® SEVERE ACTIVE INGREDIENTS
MAXIMUM STRENGTH RELIEF



Day Time Cold & Flu

SEVERE

PAIN RELIEVER - FEVER REDUCER - ACETAMINOPHEN
COUGH SUPPRESSANT - DEXTROMETHORPHAN HBr
EXPECTORANT - GUAIFENESIN

NASAL DECONGESTANT - PHENYLEPHRINE HCI

@ Headache, Fever, Sore Throat, Minor Aches & Pains
® Nasal/Sinus Congestion & Sinus Pressure

® Cough

® Chest Congestion

Alcohol Free

Antihistamine Free

Non-Drowsy

12 FL OZ (355 mL)

ORIGINAL FLAVOR

TopCareg health

COMPARE TO VICKS® NYQUIL® SEVERE ACTIVE INGREDIENTS
MAXIMUM STRENGTH RELIEF

Nite Time Cold & Flu

SEVERE

PAIN RELIEVER - FEVER REDUCER - ACETAMINOPHEN
COUGH SUPPRESSANT - DEXTROMETHORPHAN HBr
ANTIHISTAMINE - DOXYLAMINE SUCCINATE

NASAL DECONGESTANT - PHENYLEPHRINE HCI

@ Headache, Fever, Sore Throat, Minor Aches & Pains
® Nasal/Sinus Congestion & Sinus Pressure

® Sneezing, Runny Nose

® Cough

Alcohol Free

12 FL OZ (355 mL)

MIXED BERRY FLAVOR
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SPECIAL VALUE! COI*BINATION PACK

<TopCare.

health

COMPARE TO VICKS® DAYQUIL®
SEVERE ACTIVE INGREDIENTS™

MAXIMUM STRENGTH RELIEF

Day Time
Cold & Flu

PAIN RELIEVER-FEVER REDUCER - ACETAMINOPHEN
(0UGH SUPPRESSANT - DEXTROMETHORPHAN HBr
EXPECTORANT - GUAIFENESIN

NASAL DECONGESTANT - PHENYLEPHRINE HCl

* Headache, Fever, Sore Throat,
Minor Aches & Pains
* Nasal/Sinus Congestion
& Sinus Pressure
= Cough
» Chest Congestion

Alcohol Free

Non-Drowsy

ORIGINAL
FLAVOR

12 FL OZ (355 mL)

Antlhistamine Free

MNDC3EB00-597-02

<+TopCare.

health

COMPARE TO VICKS® NYQUIL*
SEVERE ACTIVE INGREDIENTS*

MAXIMUM STRENGTH RELIEF

NiteTime
Cold & Flu

PAIN RELIEVER-FEVER REDUCER - ACETAMINOPHEN
(OUGH SUPPRESSANT - DEXTROMETHORPHAN HBr
ANTIHISTAMINE - DOXYLAMINE SUCCINATE

NASAL DECONGESTANT - PHENYLEPHRINE HC

Headache, Fever, Sore Throat,
Minor Aches & Pains
« Nasal/Sinus Congestion
& Sinus Pressure
* Sneezing, Runny Nose 5
« Cough Alcohol Free .:. -
12FL0Z (355 mL) M ien

Scan here for more

TOPRCO ASSOCIATES LLC
ELK GROVE VILLAGE, IL 60007
©TOPCO PERADG22

DISTRIBUTED BY

QUESTIONS? 1-888-423-0130
topcare@topco.com
www topcare brand.com

information or

call 1-888-423-0139

blue #1, FO&Cred #40, flawor, glycerin, propylens ycol, purified water,

saccharin sodium, sodium benzoate, sodium chioride, sodivm citrate,
sorbitol s olution, sucralose, kanthan qum

Drug Facts (continued)
Inactive W& anhydros ¢ iric acid, edetate disodum, FORC

Cestions or comments 71-888-£3-0139




Drug Facts | NightfimeSevere Cold & Flu

Dnig Facts Daytime Severe Cold& Fu

Active ingredients(ineach 30 mL)
Acgtamingphen 63 mg.........
De xiro metforphan HEr 20 my...
Do ylaming suec et 125 my...
Fhenylephrire HC 110 mg

Active ingredierts fineach 15mL) Pupose
Aceamirophen 325 my.......... .Pan elismerfaerredice
[Dexiomethorghan HEr 10 mg... JCough apme ssant
Guaifemesn 20 mg....... o EXER COTENE
PrekemrineHQ5 mg. Nesal deco mpestant

Uses & mporarily relieve s comm on cokd/fu sympbms:  Mnasal cnesfion Wshuscongestion andpressure
Eminoachesand paire W heachche Wfever W soethrot  Wrumynose andsneezing M coughdueto
miror hircat andbronchialimitation @ caughtohep yousleep W redwpes swellingofnasal passages
Wpromotes masa and/or sinusdrainage M tempo rarily restore 8 e er breathing throwg hthenose

Wamings

Use 3 temporarily relive s commm coldflusymptoms:  Mnasalcngestion M sius cargestim and esaure
Wcough die © mirorhmat andbronchid imitation W minorachesandpans Mheadice MWEver
Msorettoat  Mredwc es swelling of rasal passaes M e mporarily re s res freer breahingthiowgh henose
Bpromoies nasal and'r sinus dairae M Felps loceen phlegm imuusjand thin bronchial sec etiore © ridthe
brore hial passag ew ays ofboth ersome mucus andm ale cowghe moreproduchive

Liverwaming: This modict contains acaiaminoghen. Severe Iiver damage may occur if you ke
Emaretrand, 00 mg of acefaminophenin 24 fows  Wwih other drugs containing ac elaminophen

B3 or morealoofolicdinke evay daywhileusingthis product

Alergyal at: & etaminophen may cawee severask inreactims, Sympioms mayircde  Wskinre ddening
Wblisers W rash K askineaction oceurs, opuse andse ek medical helpright avay.

Sore throa wami ng: if sare hroatls severe, persisls ©r more than 2 days, is acoom parie dor b llowed by fever,
e adache rash nausea, or vomiting, corsulta doctorpromply.

Do notuse Wwith any athe rdrug co raining acefaminophe npreec i ption o o rpreec iption) Fyouaremisure
whethera duge ontains ac aminophen askadoctor orphamacist W youare rowtakin g a prescription mon camire
widaseinhibfior (MAD) &2 riain du g for & pression, paychiatric, or em ofia ¢ onditiors, o rParkin son'ad isea a2} or for
2w eek 8 alter s irg heMADdny.If you d rotkrow fyouwr presariptiondrug cortaing an MAQI, &k adoctor @
harma cisth efore takin gthis product. Wi youhaveever ledanaleic e achionio this producto rany of i ing rede nis

Bek a dector bebre useifyou have B liverdiseaze Wheartdisess  Whigh bloodpressure  Wthywoid
deeae M dabetes Woawoma M couch thatoceurs with bomuch tiegm(micws) M abreathimg problem
ac has emphysema or chronic bronchitis  Witrouble winatingduetoane iangedprostategland W persisert o
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Stop use ad ask a dactorif
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Woowgh comes back orocous withra shor readache that lasts. These coud be signs ofa seriows condtim.

T pregnant or breast-fee ding, aska health profes sional before wse. Keep out of reach of cHildren. Ove rdose
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Warnings
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Aska dector before use Tyouhave W liverdisesse Mhead disease Wityoiddisease M dabefes
Mhigh blood pressure Wtrobleumatingdie Danenlaredposkteglad  Woough thabo cors withtoomuch
fhlegm jmcws)  Wpersisentorchronic ¢ oghsuchas o cours withsmok ing asthma, chro nic bonchitis, or emplysema
Aska docloror pharm ad stbeforeus eif you are Biking thebloo dthiming drug warfam

Wrenusing this product do not use more than direc ted

Stop use andask a doclorlf W you et nervous, dizzy or glee pless

Wpiin, nasal cnestion or cowgh gets worse or lasts morettan Sdays (childerk or 7 days (aduts) Wieer ek
worseor lasts more then 3 days  mrechessorswelling ispresert W rewsymptoms ocour

Wcough comes back o oceurs with rash or headache hatlasts. Trese coukd besigre of aszricus condition

If pregnant or br east-fee ding, 2k ahealth pokssimalbefoe B2, Keep it of reach of chil dren. 0w rdose
waming: In caee of overes g, get medical kelpor contact a Polson Control Center right away (1-B0- 224223,
(uick medical atiention is critical ior aduits as we ll as forchildren avenif you donot nofic eany signs o sym ptoms.

Quick medical attention is critical for adufts aswellas for childene van if you b not rotic any sigre or symplo ms.

Direc fims Wtkeonyasdirected- see0verdoss waming Moriy usette dsecupprovided
Bdomotemeadd dosesper 24 Its

aditts& childen £ ye & over T mL every4 hrs
chikdren 4 to inder12yrs aska doctor
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Ureclions W ikeonyas dreced- see Overhsewaming B onlyuse e dosecup povidd
Mdonot exceed 4doses per M hrs

adilis & childen 12 ya & ove 30 mLe very 4 hirs
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children under 4 y& donat use
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Otherinformation W ech mLcontdns: sodium 6mg  Mstae at 20 25°C (58-77°FL Donot refrigerate.
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TOPCARE DAY TIME NITE TIME COLD AND FLU

acetaminophen, dextromethorphan hbr, doxylamine succinate, phenylephrine hcl kit

Product Information

Product Type

HUMAN OTC DRUG

Packaging

#

1

Item Code Package Description
NDC:36800-597-

02 Product

Item Code (Source)

1in 1 CARTON; Type 0: Not a Combination

NDC:36800-597

Marketing Start
Date

Marketing End
Date

06/28/2014




Quantity of Parts

Part # Package Quantity Total Product Quantity
Part1 1 BOTTLE 355 mL

Part2 1 BOTTLE 355 mL

Part 1 of 2

TOPCARE NITE TIME COLD AND FLU

acetaminophen, dextromethorphan hbr, doxylamine succinate, phenylephrine hcl solution

Product Information
Item Code (Source) NDC:36800-763

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 6i2038“?m_
DEXTROMETHORPHAN HYDROBROMIDE (UNII: 9D2RTI9KYH) DEXTROMETHORPHAN 20 mg
(DEXTROMETHORPHAN - UNII: 7355X3ROTS) HYDROBROMIDE in 30 mL
DOXYLAMINE SUCCINATE (UNII: VOBI9B5YI2) (DOXYLAMINE - 12.5 mg
UNII:95QB77JKPL) DOXYLAMINE SUCCINATE in 30 mL
PHENYLEPHRINE HYDROCHLORIDE (UNIl: 04JA59TNSJ) (PHENYLEPHRINE - PHENYLEPHRINE 10 mg
UNII:1WS297W6MV) HYDROCHLORIDE in 30 mL

Inactive Ingredients

Ingredient Name Strength
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
EDETATE DISODIUM (UNII: 7FLD91C86K)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 40 (UNII: WZB9127X0A)
GLYCERIN (UNII: PDC6A3C00X)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SACCHARIN SODIUM (UNII: SB8Z UX40TY)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM CITRATE, UNSPECIFIED FORM (UNII: 1Q73Q2JULR)
SORBITOL (UNII: 506T60A25R)
SUCROSE (UNII: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics



Color RED (clear, dark) Score

Shape Size
Flavor BERRY Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:36800-763- 355 mL in 1 BOTTLE; Type 0: Not a Combination
40 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
OTC monograph final part341 06/09/2014
Part 2 of 2
TOPCARE DAY TIME COLD AND FLU
acetaminophen, dextromethorphan hbr, guaifenesin, phenylephrine hcl solution
Product Information
Item Code (Source) NDC:36800-603
Route of Administration ORAL
Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 3ir2151r5ngmL
DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH) DEXTROMETHORPHAN 10 mg
(DEXTROMETHORPHAN - UNII: 7355X3ROTS) HYDROBROMIDE in 15 mL
GUAIFENESIN (UNIl: 495W7451VQ) (GUAIFENESIN - UNII:495W7451VQ) GUAIFENESIN zigolg‘?m_
PHENYLEPHRINE HYDROCHLORIDE (UNIl: 04JA59TNSJ) (PHENYLEPHRINE - PHENYLEPHRINE 5 mg
UNII:1IWS297WeMV) HYDROCHLORIDE in 15 mL
Inactive Ingredients
Ingredient Name Strength

BUTYLATED HYDROXYANISOLE (UNIl: REK4960K2U)
EDETATE DISODIUM (UNII: 7FLD91C86K)

FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)
GLYCERIN (UNII: PDC6A3CO00OX)

MENTHOL, UNSPECIFIED FORM (UNIl: L7T10EIP3A)



SODIUM PHOSPHATE, MONOBASIC, UNSPECIFIED FORM (UNII: 3980JIH2SW)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNIIl: 3WQOSDW1A)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

WATER (UNIl: 059QFOKOOR)

SACCHARIN SODIUM (UNIl: SB8ZUX40TY)

SUCROSE (UNIl: C151H8M554)

XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color ORANGE (clear)

Shape

Flavor FRUIT, MENTHOL

Contains

Packaging

# Item Code Package Description

1 NDC:36800-603- 355 mL in 1 BOTTLE; Type 0: Not a Combination
40 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC monograph final part341

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC monograph final part341

Labeler - Topco Associates LLC (006935977)

Revised: 6/2023

Score
Size
Imprint Code

Marketing Start
Date

Marketing Start
Date

06/13/2014

Marketing Start
Date

06/28/2014

Marketing End
Date

Marketing End
Date

Marketing End
Date

Topco Associates LLC
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