TOPCARE DAY TIME COLD AND FLU- acetaminophen, dextromethorphan hbr,
phenylephrine hcl capsule, liquid filled
Topco Associates LL.C

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 LL.C. Day Time Cold & Flu Drug Facts

Active ingredients (in each liquid cap)
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 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:

* skinreddening
* blisters
rash

If a skinreaction 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 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

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

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 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
do not exceed 4 doses per 24 hrs

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

Inactive ingredients

edible dye-free ink*, gelatin, glycerin, polyethylene glycol, povidone, propylene glycol, purified
water, sorbitol sorbitan solution *may contain this ingredient

Questions or comments?
1-888-423-0139

Package/Label Principal Dis play Panel

COMPARE TO VICKS® DAYQUIL® COLD & FLU ACTIVE INGREDIENTS
MULTI-SYMPTOM RELIEF

Day Time

Cold & Flu Relief

OUR PHARMACISTS RECOMMEND

PAIN RELIEVER - FEVER REDUCER - ACETAMINOPHEN

COUGH SUPPRESSANT — DEXTROMETHORPHAN HBr « NASAL DECONGESTANT —
PHENYLEPHRINE HCI

DYE-FREE

Free of Artifical Dyes and Preservatives

Alcohol Free

Antihistamine Free

Non-Drowsy

Headache, Fever, Sore Throat, Minor Aches & Pains
Nasal Congestion * Cough

16 LIQUID CAPS

actual size



gV1 ONISOT1034 LNIINIANOD

3344

by epy upEuo ke wy, uogn)E U
g0 eiege s payand 'pad Geuey dud "eunpyrod o] sug fige fod

N3LNTO ‘w83 tuejeh ' yu) e )-aip ajq pe spuEpERU anj1I B
EIRET sl Jepun uEp)y
s oy | A i 1
is- 8l SE-OZIBRIOE 81y phie e 1gem ym ede pinby 2 | 180 Elat UBIP| P § RNpE
G- E2P-8 881 JSIUSLLLLOD JO SUORSan)) fiuju B @opiao e —pamajjgglwnﬁulp: PB;?;;;B%
(panup uoa)spoed finig {panu quoa) spoey g
e e———
5EE 3 g *
§E§§ 2 38, gg § i
53 igzgggﬂﬁgggig
ek g i E Eﬂﬂs & -E’ F £ | I
1K AL HE R
s| 1| gE| BB Bel3EEII EE £1E| |agf; [L2f |0
= Em g E &mggﬁ,hgg fgﬁ ;E E’EEE §1H§ =
IR i E
F seH|E 5 ] 85 =
5 MR L HHHHB R HHIE:
: IR e B LI
sE s 5 = =] H HEER S &
= E g5l EE%;%E EES t§=EE§§ af'%.: Eigh; £:2z] | =
2 SEa| iEiEgiit|fEcocsc| B3:(s(fiaiis (283 @
w |5 §2 B E% EE=E| oSEECE|BEEG | |E|mEmE |22 | &
Eh T £ bE-mEﬂgsigfﬁu.ggﬂE = % |2&ps
= Es 5E & EsEzE 3|5|8| & 22§l o
=53 ggé"gagé‘gﬂf%zéagﬁﬁi sipiif |§dz2
AR E R R B EEHIRHHE igﬂs ol
Setols. | FSisE if.|gtaTgd|zicE (2|2 e (323 !
.=JE_§E Eﬁa%&?g R Eig§ﬁg-ji§! EEQ—E o
Egégg EE‘*& g-igggig‘sgﬁ RUHDHA §|z !géﬁﬁ =it 8
N YA H B R HHER 5
= QEEE,@EE.EEE?:H;EE Hiadd T THER TN 8
e
*This product is ret manufaclured or ~ DISTRIBUTED BY TOPCO ASSOCIATES LLC
dlistributed by Procter & Gamble, ELK GROVE VILLAGE, IL 60007
distributor of Vicks® Dayluil® Cold & Flu,  ©STOPCD PERBIT
Eﬂﬂ% 1888030130
PARENTS: [Cae
Leamn about teen medicine abuss G This. Tep Care® precuct s iveatory
W StopMedicineAbuse org E"-TQF o i el 0 :
e
COMPARE TO VICKS®
2 +T°pca re @ DAYQUIL® COLD & FLU
8 ACTIVE INGREDIENTS#*
: healthw
Bl MULTI-SYMPTOM RELIEF
—

Day Time
Cold & Flu Relief

PAIN RELIEVER-FEVER REDUCER - ACETAMINOPHEN

COUGH SUPPRESSANT - DEXTROMETHORPHAN HEr  NASAL DECONGESTANT - PHENYLEPHRINE HCl

* Headache, Fever, Sore Throat,
Minor Aches & Pains
* Nasal Congestion = Cough
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Free of Artificial Dyes
and Preservatives

Aleoheal Free
Antihistamine Free
Mon-Drowsy




TOPCARE DAY TIME COLD AND FLU
acetaminophen, dextromethorphan hbr, phenylephrine hcl capsule, liquid filled

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:36800-593

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

ACETAMINO PHEN (UNII: 362091TL9D) (ACETAMINOPHEN - UNI:362091TL9 D) ACETAMINOPHEN 325 mg
DEXTROMETHO RPHAN HYDRO BRO MIDE (UNIL: 9 D2RTI9 KYH) DEXTROMETHORPHAN 10 m
(DEXTROMETHORPHAN - UNIL:7355X3ROTS) HYDROBROMIDE g
PHENYLEPHRINE HYDRO CHL O RIDE (UNII: 04JA59TNSJ) (PHENYLEPHRINE - PHENYLEPHRINE 5m
UNIL:1WS29 7W6 MV) HYDROCHLORIDE g
Inactive Ingredients

Ingredient Name Strength

GELATIN (UNIL: 2G86 QN327L)

GLYCERIN (UNII: PDC6A3C00X)
POLYETHYLENE GLYCOL (UNIL: 3WJQ0SDW1A)
PO VIDONE (UNI: FZ989 GH94E)

PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
WATER (UNII: 059QF0KOOR)

SORBITAN (UNIL: 6092ICVI9RU)

SORBITOL (UNIL: 506 T60A25R)

Product Characteristics

Color YELLOW (clear) Score no score

Shape OVAL Size 21mm

Flavor Imprint Code 7G1

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:36800-593-73 8 in 1 CARTON 07/25/2017

1 2 in 1 BLISTER PACK; Type 0: Nota Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
OTC monograph final part341 07/25/2017



Revised: 12/2019 Topco Associates LLC
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