MULTI-SYMPTOM COLD AND FLU RELIEF DAYTIME NIGHTTIME-
acetaminophen dextromethorphan hbr phenylephrine hcl and acetominophen
dextromethorphan hbr doxylamine succinate

RITE AID

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.

695T RITE AID 11822-1988 Multi-Symptom Cold & Flu Relief Daytime
Nighttime (Acetaminophen 325mg Dextromethorphan HBr10mg
Phenylephrine HCl 5mg Acetaminophen 325mg Dextromethorphan HBr 15mg
Doxylamine Succinate 6.25mg)

DRUG FACTS

daytime cold &flu

Active ingredients (in each softgel)
Acetaminophen 325 mg
Dextromethorphan HBr 10 mg
Phenylephrine HCI 5 mg

nighttime cold &flu

Active ingredients (in each softgel)
Acetaminophen 325 mg
Dextromethorphan HBr 15 mg
Doxylamine succinate 6.25 mg

daytime cold & flu
Purpose

Pain reliever/Fever reducer
Cough suppressant

Nasal decongestant

nighttime cold & flu
Purpose

Pain reliever/Fever reducer
Cough suppressant
Antihistamine

Uses

temporarily relieves common cold/flu symptoms:

e nasal congestion (Daytime only)

cough due to minor throat & bronchial irritation
sore throat

headache

minor aches & pains

fever

runny nose & sneezing (Nithttime only)



Warnings

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

e more than 4 doses in 24 hrs, which is the maximum daily amount for this product

e wtth other drugs containing acetaminophen

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

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

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.

e 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

liver disease

glaucoma (nighttime only)

heart disease (Daytime only)

high blood pressure (Daytime only)

thyroid disease (Daytime only)

diabetes (Daytime only)

trouble urinating due to enlarged prostate gland

cough that occurs with too much phlegm (mucus)

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

(Daytime only)

e a breathing problem or chronic cough that lasts or as occurs wtth smoking, asthma,
chronic bronchitis or emphysema (nighttime only)

Ask a doctor or pharmacist before use if you are taking sedatives or tranquilizers
e taking the blood thining drug warfarin

When using this product, do not use more than directed.(daytime only)

e excitability may occur, especially in children (nighttime only)

marked drowsiness may occur (nighttime only)

avoid alcoholic drinks (nighttime only)

be carefull when driving a motor vehicle or operating machinery. (nighttime only)
alcohol, sedatives, & tranquilizers may increase drowsiness. (nighttime only)

Stop use and ask a doctor if

e you get nervous, dizzy or sleepless (daytime only)

e pain, nasal congestion or cough get worse or last more than 7 days (daytime only)
e pain or cough gets worse or lasts more than 7 days (nighttime only)



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. In case of overdose, get medical help or contact a
Poison Control Center right away. Quick medical attention is critical for adults and for
children even if you do not notice any signs or symptoms.

Directions
e take only as directed
e do not exceed 4 doses per 24 hours

adults & children 12 yrs & over: 2 softgels with water every 4 hrs (daytime only)
adults & children 12 yrs & over: 2 softgels with water every 6 hrs (nighttime only)
children 4 to under 12 yrs:ask a doctor

children under 4 yrs:do not use

OTHER INFORMATION

Other information
e store at room temperature

daytime cold & flu

Inactive ingredients FD&C red#40, FD&C yellow#6, gelatin, glycerin, polyethylene
glycol,

povidone, propylene glycol, purified water, shellac, sorbitol sorbitan solution, titanium
dioxide

nighttime cold & flu

Inactive ingredients FD&C blue#1, D&C yellow#10, gelatin, glycerin, polyethylene
glycol,
povidone, propylene glycol, purified water, shellac, sorbitol sorbitan solution, titanium
dioxide

Questions?call 1-877-290-4008
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Compare to the active ingredients in Vicks® DayQuil® and NyQuil® Cold & Flu LiquiCaps®*
MULTI-SYMPTOM

COLD & FLU RELIEF

NDC 11822-1988-0

ACETAMINOPHEN 325 mg
DEXTROMETHORPHAN HBr 10 mg
PHENYLEPHRINE HCI 5 mg

PAIN RELIEVER / FEVER REDUCER

COUGH SUPPRESSANT
NASAL DECONGESTANT

NON-DROWSY

Temporarily relieves aches, fever
sore throat, cough, and
nasal COI'IgeStIOI'I

ACTOALSZE™

When using Daytime and Nighttime products,

( NIGHTTIME

ACETAMINOPHEN 325 mg
DEXTROMETHORPHAN HBr 15 mg
DOXYLAMINE SUCCINATE 6.25 mg
PAIN RELIEVER / FEVER REDUCER
COUGH SUPPRESSANT
ANTIHISTAMINE

Temporarily helps relieve aches,
fever, sore throat, cough,
runny nose, and sneezing

TSI

16 8

DAYTIME NIGHTTIME
SOFTGELS SOFTGELS

carefully read the labeling to ensure comect dosing.
Drug Facts nighttime cold & flu | Drug Facis daytime cold & ﬂul
Active ingredients (in each softgel) Purpose | Active ingredients (in each sofigel) Purpose
Acetaminophen 325 mg. .....Pain reliever/Fever reducer | Acetaminophen 325 mg. ....Pain reliever/Fever reducer
Dextromethorghan HEr 15 Gough supy Dexiromethorphan HEr 10 my. Cough supp
Daxylaming succinate 6.25 my Antinistaming § Phenylephrine HCI 5 my Nesal decongestant
Mnmm"m% rellgves r.nmmun coldflu symptoms: » cough due to minor throat § U588 tempararil relieves common coldflu symptams:  nasal cangastion « cough
& branchial imtaticn  sore throat « headacha e minor aches & pains efever wr | duato mmnrﬂﬂmat&l]mnuhml irritation e 502 ifirot « headache e minor aches w°

GUARANTEE

If you'r not satisfied, we'll
happily refund your money.

SATISFACTION

695T 0621

or distributed by The Practor &

READ AND KEEP CARTON FOR COMPLETE
WARNINGS AND INFORMATION

{Gamble Company. Vicks®, DayQuil®, NyQuit® and LiquiCaps® are
registerad trademarks of The Proctor and Gamble Company.

*This IDI‘OdLIC‘! 5 not manufactured
[

Il | SAFETY SEALED: DO NOT USE IF THE INDIVIDUAL BLISTER UNIT IS OPEN OR TORN | ||

Drug Facts (continued)

Drug Facts (continued)

sTunny nose & snegang

& pams o fver

Warnings Liver warning: This product contains acetaminaphen. Severe liver
damage may occur if you take e more than 4 dases in 24 hrs, which is the maximum
dadly amaimt for this praduct e with other drags containing acetaminoghen « 3 or
more alcahalic drinks every day while using this product

Warnings Liver waming: This product contains acetaminaphen, Severs Fver
(amage may ocur if you take e more than 4 dases in 24 hrs, which is the maximum
daily amaunt for this product « with other drugs containing acetaminophen e 3 or
more alcaholic drinks every day while using this product

Sore throal waming: I sore ihvoat is severe, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, nausea, or vamiting, consult a
toctor prompily.

lnulimitumir, If sore throat i svere, persists for more than 2 days, &
iﬁccutt?pametluﬂulmdwm headache, rash, nausez, or vomiting, consult a
lactor prompily.

Do not use » with any other drug containing acetaminophen (prescription or
nanprescription). i you are not sure whether a drug contains acetaminaphen,

ask a doctor or pharmacist. » |f you are now taking a prescription monoamine
oxitase InhllllmrskI 0l) [oenaln drugs for degressian, psychiatric or emotional
conditions, or Parkinson's [Ilsnasn] or for 2 wasks after siopping the MADI drup.
Ifyou do ot kmwﬂrug ID|1 drug containg an MADI, ask a doctor o7
pharmacist before taking this p

Do not usg » with any other drug containing acetaminophen (prescriotion o
mrlurmnplmn] If you are nat sure whether a drug contains acetaminaphen,
sk  doctor or pharmacist e If you are now taking a prescription monaaming
rmdase Inhlhlmr MAQI) {eenaln druus fordepresslun. psychiatric or emotional
conditions, or Parkinson's disaase), or for 2 wesks after stopping the MACI drug.
If you do not knaw if your prescrigtion drug contains an MAQI, ask a doctor or
pharmacist before taking this product

Ask & doctor before use if you hm wliver desease eglaucoma e cough that occurs
with too much phlo%m (mugus) -ahmathmu prablem or chronic cough m lasts or
a5 occurs with smoking, asthma, chranic bronchitis or emphysema e

urinatinyg due to enlarged prostaie gland

Ask a doctor before use if you have « livar tisease » heart disease » high blood
pressure etfyroid disease » Giabetes  frouble urinating dus to enfarged prostate
gland »cough that cccurs with too much phiegm (mucus) e persistent or chronic
cough such as oeeurs with smoking, asthma, ar emphysema

Hsk a doctor or pharmasist before use if you are e tzking sedatives or ranguilizers
«faking the blood thinning drug warfarn

sk a doctor or pharmacist hefore e i you are taking the biood inni
When using this produet, do not use more than directed.

g drug warfarin,

When using this product » exciabiiy may occur, espectally n chiliren » marked
drowsingss miay aocur e avaid alcohali: drinks e be careful when driving a mator vehicla
or operating machinery » alcohal, sedatives, & tranquilizers may increasz drowsiness
Stop use and ask a doctor I« pain or cough gets worse or lsts more than 7 days
wfever gets worse or lasts more than 3 days e redness or swelling is present o new
%mplurnsuwur «cough comes back or bocurs with rash or heatiache that lasts.
ise could be signs of  serious condition.
If pregnant or breast-feeding, 2sk a health professional before use.
Keep out of reach of children. In case of overdose, get medica! help o¢ contact a
Poison Control Center right away, Quick medical attentioniscrifica for aduls
and far chikdren even i you do nn| natice any signs or symptams.,
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DISTRIBUTED BY: RITE AID,
30 HUNTER LANE,
CAMP HILL, PA 17011

www.riteaid.com
MADE IN INDIA

Stop use and ask a doctor i » you get nervous, dizzy or sleepless » pain, nasal
confestion or cough get warse or last more than 7 days « fever gets worse or lasts
more than 3 days e redness or swalling is present o new symgtoms oocur e cough
comes back, or occurs with rash or headache that lasts.

These could be signs of a sefous conditian.

If pregnant or breast-feeding, ask a health prodessional before use.

Keep out of reach of children. In case of averdose, pet medical help or contact a
Poison Cantrol Genter right away. Quick medical attemtion is critical for adults

and far chi ii you i niot notice any Signs or symptoms.

Directions take only as directed »do not exceed 4 doses per 24 hours

Drug Facts {continued)
Directins s take only a5 directsd » do not excssd 4 dosss per 24 hours
aults & children 12 yrs & over | 2 softoels with water every 6 hrs

children 4 to under 12 y1s ask a doclor
da nat use

chidren undar 4 yrs
Wm-mna 100 TEmperaiure

Drug Facts {continued)

aults & children 12 yrs & over | 2 softpels with water every 4 hrs
children 4 to under 12 yrs ask a doctor

children under 4yrs do not use

Other information s stors 2t room temperaiure

Inactive ingredients FISC reséd), HJ&BM;IMMMWMMM
povicione, propylene ghycal, purified watir, shelac, sorbiol sarb

o
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Questions? call 1-877-290-4008
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MULTI-SYMPTOM COLD AND FLU RELIEF DAYTIME NIGHTTIME
acetaminophen dextromethorphan hbr phenylephrine hcl and acetominophen dextromethorphan
hbr doxylamine succinate kit

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:11822-1988

Packaging

# Item Code Package Description bRl e, SR i) Hos
Date Date

NDC:11822-

1988-0 2 in 1 CARTON 09/15/2021

1

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

NDC:11822- 4in 1 CARTON 09/15/2021

2 1988-9

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




Quantity of Parts

Part # Package Quantity Total Product Quantity
Part 1 16

Part 2 8

Part 1 of 2

MULTI-SYMPTOM COLD AND FLU RELIEF DAYTIME

acetaminophen 325 mg dextromethorphan hbr 10 mg phenylephrine hci 5 mg capsule, liquid
filled

Product Information
Item Code (Source) NDC:11822-1989

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH) DEXTROMETHORPHAN 10 m
(DEXTROMETHORPHAN - UNII:7355X3ROTS) HYDROBROMIDE 9
PHENYLEPHRINE HYDROCHLORIDE (UNIl: 04JA59TNS)) (PHENYLEPHRINE -  PHENYLEPHRINE 5 m
UNII:1WS297WEMV) HYDROCHLORIDE 9
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 325 mg

Inactive Ingredients

Ingredient Name Strength
FD&C RED NO. 40 (UNII: WZB9127X0A)
FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)
SORBITAN (UNIl: 6092ICV9RU)
SHELLAC (UNIl: 46N107B710)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3\}QOSDWLA)
POVIDONE (UNIl: FZ989GH94E)
WATER (UNII: 059QF0KOO0R)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
GELATIN (UNIl: 2G86QN327L)
GLYCERIN (UNIl: PDC6A3COO0X)

Product Characteristics

Color orange Score no score
Shape OVAL (OBLONG SHAPED) Size 21mm
Flavor Imprint Code 70

Contains



Marketing Information

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

OTC monograph final part341 09/15/2021

Part 2 of 2

MULTI-SYMPTOM COLD AND FLU RELIEF NIGHTTIME
acetaminophen 325 mg dextromethorphan hbr 15 mg doxylamine succinate 6.25 mg capsule,
liquid filled

Product Information
Item Code (Source) NDC:11822-1987

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength

DOXYLAMINE SUCCINATE (UNII: VOBI9B5YI2) (DOXYLAMINE -

UNII:95QB77JKPL) DOXYLAMINE SUCCINATE 6.25 mg

ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 325 mg
DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH) DEXTROMETHORPHAN 15'm
(DEXTROMETHORPHAN - UNII:7355X3ROTS) HYDROBROMIDE 9

Inactive Ingredients

Ingredient Name Strength
SORBITAN (UNIl: 6092ICV9RU)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
GLYCERIN (UNIl: PDC6A3C0O0X)
WATER (UNIIl: 059QF0KOOR)
SHELLAC (UNII: 46N107B710)
PROPYLENE GLYCOL (UNIIl: 6DC9Q167V3)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
D&C YELLOW NO. 10 (UNII: 35SW5USQ3G)
GELATIN (UNII: 2G86QN327L)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3\WQOSDWI1A)
POVIDONE (UNIl: FZ989GH94E)

Product Characteristics

Color green Score no score
Shape OVAL Size 21mm
Flavor Imprint Code 71



Contains

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final part341 09/15/2021

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final part341 09/15/2021

Labeler - RiTE AID (014578892)

Registrant - TIME cApP LABORATORIES, INC. (037052099)

Establishment
Name Address ID/FEI Business Operations
MARKSANS PHARMA LIMITED 925822975 manufacture(11822-1988)

Revised: 12/2022 RITE AID
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