SHOPRITE NIGHTTIME FLU PLUS SEVERE COLD AND COUGH- acetaminophen,
diphenhydramine hydrochloride, and phenylephrine hydrochloride powder, for solution
WAKEFERN FOOD CORPORATION

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.

ShopRiteg Nighttime Flu + Severe Cold & Cough

Drug Facts

Active ingredients (in each packet) Purposes

Acetaminophen 650 mg Painreliever/fever reducer

Diphenhydramine hydrochloride 25 mg Antihistamine/cough
suppressant

Phenylephrine hydrochloride 10 mg Nasal decongestant

Uses
e temporarily relieves these symptoms due to a cold:
® minor aches and pains
minor sore throat pain
headache
nasal and sinus congestion
runny nose
sneezing
itchy nose or throat
itchy, watery eyes due to hay fever
® cough due to minor throat and bronchial irritation
e temporarily reduces fever

Warnings

Allergy alert

Acetaminophen may cause severe skinreactions. Symptoms may include:
e skinreddening

® blisters

® rash

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

Liver warning

This product contains acetaminophen. Severe liver damage may occur if you take
e more than 4,000 mg of acetaminophen in 24 hours
e with 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 notuse

¢ ina child under 4 years of age

e if you are allergic to acetaminophen

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 with any other product containing diphenhydramine, even one used on the skin

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

heart disease

high blood pressure

thyroid disease

diabetes

glaucoma

a sodium-restricted diet

trouble urinating due to an enlarged prostate gland

a breathing problem such as emphysema, asthma or chronic bronchitis
cough that occurs with too much phlegm (mucus)

cough that lasts or is chronic such as occurs with smoking, asthma or emphysema

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

When using this product

do not exceed recommended dosage

avoid alcoholic drinks

marked drowsiness may occur

alcohol, sedatives and tranquilizers may increase drowsiness

be careful when driving a motor vehicle or operating machinery
excitability may occur, especially in children

Stop use and ask a doctor if

® nervousness, dizziness, or sleeplessness occurs

fever gets worse or lasts more than 3 days

redness or swelling is present

new symptoms occur

symptoms do not get better or worsen

pain, cough or nasal congestion gets worse or lasts more than 7 days

cough comes back or occurs with fever, rash or headache that lasts. These could be signs of a
serious condition.

If pregnant or breast-feeding, ask a heath care professional before use.
Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center right away. Prompt medical
attention is critical for adults as well as for children evenif you do not notice any signs or symptoms.



Directions
¢ do notuse more than directed
¢ take every 4 hours; do not take more than 5 packets in 24 hours unless directed by a doctor

Age Dose
children under 4 years of age do notuse

children 4 to under 12 years of do not use unless

ace directed by a
g doctor
adults and children 12 years of
one packet

age and over

e dissolve contents of one packet into 8 oz. hot water: sip while hot. Consume entire drink within 10-
15 minutes.

e if using a microwave, add contents of one packet to 8 oz. of cool water: stir briskly before and after
heating. Do not overheat.

Other information
¢ each packet contains: potassium 4 mg, sodium 27 mg
¢ phenylketonurics: contains phenylalanine 34 mg per packet
e store at controlled room temperature 20°-25°C (68°-77°F). Protect product from heat and moisture.

Inactive ingredients

acesulfame potassium, aspartame, citric acid anhydrous, D&C yellow no. 10, FD&C blue no. 1, FD&C
red no. 40, flavors, maltodextrin, sodium citrate anhydrous, sucrose, and pregelatinized starch.

Questions or Comments ?
Call 1-800-ShopRite

Distributed By: Wakefern Food Corp.
5000 Riverside Drive
Keasbey, NJ 08832

PRINCIPAL DISPLAY PANEL - 6 Packet Carton
Compare to: Active Ingredients in Theraflu® Nighttime Severe Cold & Cough
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READ ALL WARNINGS AND DIRECTIONS ON CARTON BEFORE USE.
KEEP CARTON FOR REFERENCE. DO NOT DISCARD.

Drug Facts

Active ingredients (in each packet)

Azetaminaphen 850 mg

Diprenbydrarring Mydrodlonde 25 M. b
Fheryleptring hydrochioride 10 mg

Purposes

Pan reliever Tever reducer
¥ suppressant

Masal deongestant

Uses

* errporanl &3 these symptons due 1oa cold
» minar aches and pairg @ minor sore thecat pan adache  # rasal and drus congestion
erry nose * eedng e ichy noss or throal ® ifchy, vakry eyes due to hay fever
* cough dug to minor throat and bronchial fritation

* lpmporaril reduces faver

Warnings

Hlergy alert: Acetaminophen may cause severe skin reacicns. Symptoms may include:

* ckin recining @ bligers  # rash

If & skin reaction occurs, Stop use and seek medical help rght away.

Liverwaming: The product contains acelaminophen Severe fver damage may ocour if you lake

« more than 4,000 mg of acetaminophen in 24 hours

* with other druge containing acetaminophen

* 3 or more alcohalic dinks every day while using this product

Sore throat waming: If soee thoat is severe, persists for more than 2 days, s accompanied or folowed by

fever, headache, rash, naused, or vomiting consult 8 doctor promptly,

Do not use *ina child under 4 years of age » f you are alemic to acelaminophen

= with any cther dug containing acstamincphen (presciption o nonprescripticn). If o are not sure whether 2
drug containg anstaminophen, ask a declor o pharmacist
* with any other product containing diphenfytramine, ven cne used on the skin
* [ you are now Bking a preseriplion roncar g inhibitor MA) (2ertan dugs for depresaon, paydhiatic
o ernotionsal condfors, o Parkineon's diseage), o Tor 2 weeks after sopaing the MAQI drug. If you da nat know
1 your prescription drug containg an MACK s a doctor or pharmacist bafare taking this product.

Ask a doctor before use if you have

* Jiver disease o heart disease — » high biood pressure

« thyroid disese * didiates * glaicoma

* frouble wringting due to an enlarged prostate gland

* a breathing problem such as emphysemea, asthma or chronic bronchitis

» cough that ceeurs with too much phiegm mucus)

» cough that lasts o is chronic such as ocours with smeking, asthma or emphysema

Ask a doctor or pharmacist before use if you are t=ing

» sedldives of ranauilizers  # the Heod thinning drug warfarm

When using this product

+ do not exceed recomm ended dosage

30t akohole drinks

® rmaked crowsingss may ocelr

® doohiol, sechitves and trancuilieses may incease drowsiness

* be carefl when driving a moter wehide or operaling machinery

o excitabiiy rmay ocour, especilly in chikken

* 3 sodum-resticted diet

Drug Facts (confinued)

Stop use and ask a doctor if

& nemvousnass, dizziness or deelaseness ocours

® fersr oets worse or Bats more than 3 days

* rechiess of sweling & present

* i Symploms oo

 symptoms do nat get Detter of worsen

& pan, coudh or naeal congestion osts worse o lasts
more than 7 days

« cough oormes back or oocurs wih fewer, rash or headache
that lasts These could be signs of a serious conditon.

If pregnant or breast-feeding, 2= a heah cae

prefessional before use.

Keep out of reach of children.

i case of overdose, getmedical help or cortacta Folson

Cortral Center right away, Prompt medical aterion is o

for aduits ag well as for children even i vou da not notice

any Signs or symploms

Directions
* do not use more than directed
® {ake very 4 hours; do nok take mors than 5
packets In 24 hours wriess directed by a doctor
R Dose
children under 4 years of age | do not use

childsn 4 to under o net use unless
12 years of age drected by adeclor
acuts and chikdren ong packet
12 years of age and ower
+ (lissake contents of one packet nio 8 oz, hot waer: sip
while: hot. Consume entire dink within 10-15 minutes
« |f using & microwawe, add contents of one packet b &
oz of cool waler; glir briskly before and after heating.
Do not overhest.

Other information

+ gach packet contains: potissum 4mg, sodum 27 myg

« phenylketonurics: containg phenytakining 34 mg per
packet

« siore & controlied room temperatire 20°-25°C
[BA=77°F). Prokect product Form heat and micisture,

Inactive ingredients acestie pasim,
agparame chric acid anhydrous, DEC yellow no. 10, FOAC
bl na 1, FD&C red na 40, flavars, malbdextrin, sadum
cirate anhydrous, sucrose, and pregelatinized starch,

Questions ar Comments?
(4l 1-800-ShopRite

20722-0115-0
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SHOPRITE NIGHTTIME FLU PLUS SEVERE COLD AND COUGH

acetaminophen, diphenhydramine hydrochloride, and phenylephrine hydrochloride powder, for solution

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:41190-113

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Acetaminophen (UNI: 36209ITL9D) (Acetaminophen - UNI:36209ITL9D) Acetaminophen 650 mg
Diphenhydramine hydrochloride (UNI: TC2D6JADA40) (Diphenhydramine - Diphenhydramine 25 m
UNIL8 GTS82583M) hydrochloride g

Phenylephrine hydrochloride (UNIL: 04JA59TNSJ) (Phenylephrine - UNI:1WS297W6MV) Phenylephrine hydrochloride 10 mg

Inactive Ingredients

Ingredient Name Strength
acesulfame potassium (UNI: 230V73Q5G9)
aspartame (UNI: ZOH242BBR1)
anhydrous citric acid (UNI: XF417D3PSL)
D&C yellow no. 10 (UNIL: 35SW5USQ3G)
FD&C blue no. 1 (UNI: H3R47K3TBD)
FD&C red no. 40 (UNI: WZB9127X0OA)
maltodextrin (UNI: 7CVR7L4A2D)
anhydrous trisodium citrate (UNI: RS7A450LGA)
sucrose (UNI: C151H8 M554)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:41190-113-07 5in 1 CARTON; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part341 06/28/2013

Labeler - WAKEFERN FOOD CORPORATION (069722418)



Revised: 1/2015 WAKEFERN FOOD CORPORATION
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