SHOPRITE DAYTIME FLU PLUS SEVERE COLD AND COUGH- acetaminophen,
dextromethorphan hydrobromide, 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.

ShopRitegp DayTime Flu + Severe Cold & Cough

Drug Facts

Active ingredients (in each packet) Purposes
Acetaminophen 650 mg Painreliever/fever reducer
Dextromethorphan hydrobromide 20 mg 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

e headache

¢ nasal and sinus congestion

e cough due to minor throat and bronchial irritation
e temporarily reduces fever

Warnings

Allergy alert

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

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

trouble urinating due to an enlarged prostate gland

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 the blood thinning drug warfarin

When using this product

do not exceed recommended dosage

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

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

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 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 even if you do not notice any signs or symptoms.

Directions

children under 4 years of

do not use more than directed

take every 4 hours, while symptoms persist. Do not take more than 5 packets in 24 hours unless
directed by a doctor

Age Dose

do not use

age
children 4 to under 12 years of do not use unless directed by a

age
adults and children 12 years of
age and over

doctor

one packet

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: potassium4 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, 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® Daytime Severe Cold & Cough

See New Warnings
Information & Directions
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READ ALL WARNINGS AND DIRECTIONS ON CARTON BEFORE USE.
KEEP CARTON FOR REFERENCE. DO NOT DISCARD.

Drug Facts

Purposes
Pain reiever/fever reducer
Cough suppressant
... Nasal decongestant

Active ingredients (in each packet)
Acetaminophen 650 mg
Dexromethorphan hydrobromide 20 mg..
Phenyephring hyckechlords 10 mg

Uses

* temporarly refieves these symptoms due t acold:
* minor aches and pans  » mince sore thrcat pan - » headache  » nasd and shus congestion
* cough dug to minar throat and bronchial imtaticn

o temporanily rechices fever

Drug Facts (continued)

Directions -« do not use more than directed
* B every 4 hours, while symptoms persist. Donot
fake morg than & packetsin 24 hours unless drected
by & doctor

foe Dose
do not use

children under
4 years of age
childran 4 10 under
12 years of age

donot use unless
directed by a doctor

Warnings

Allergy alert: Acetaminophen may cause severe skin reactions Symploms may indude:

® skin recdening e bliders e rash

If askin reacion ooours, stop use and seek medical help ght away.

Liver warninge This produdt contang acetarmnophen. Severe liver damage may oocur if vou t3ke

o mare than 4,000 myg of acetarminophen in 24 hours

« with other drugs containing acetaminophen

3 or more dcoholc drinks every day whilz using this product

Sore throat waming: If sore throat is severe, persists for more than 2 days, is aceompanied or followed by fever,

headache, rash, nausea, of vomiting consult a doctor promptly.

Do not use

*ina chid under 4 years of age

o ifyou are allergic o acetarminophen

o with any other drug conlaining acelminophen (prescription or nonprescription). If you are not sure whether a
drug containg acelsminophen, ask a doctor or phamacist,

« if you are now laking a preseription monoaming o xdage inhibitor (MACH (certain drugs for depression, pepchiatric,
or emetional condtions, or Pakinson's disease), o for 2 weeks after stopping the MADI drug. If you do not know
if your prescription crug containg an MADI, ask a doctor o pharmacist before taking this product.

Ask a doctor before use if you have

o liver dgease e heartdiseass e highbloodpresare o thyroddissase  » dabetes

* trouble urinating due o an enlarged prostate glnd

* cough that oceurs with too much phiegm (mucus)

« cough that lasts or & chionic such & occurs wih smoking, &sthma or emphysema

Ask a doctor or pharmacist before useif you are  » laking fe blood thinrng drug warkarin
When using this product e do not exceed recommended dosage

Stop use and ask a doctor if

* fener gets worse or laets more han 3 days
* MW symploms coeur

* fuin, cough o rasal congesion gets wirse or [asts mare fan 7 days

* cough comes back, o o0ours wit ragh or headache thatlasts These coud be dgns of a serdous condtion,

If pregnant or breast-feeding, a:k 2 health care professional before wee

Keep out of reach of children.

In cage of overdoss, oet medicd help or contact a Poen Control Center right away. Prompt medical atention is
criical for adults as well as for chidren even if you do not notice any Sons or symptoms. >

* nGrVousness, dizaness, or Skepleseness ocours
* rechness or awelling is present

adults and chidren
12 years of age and over

0N pac ket

» digsolve contents of one packet into 8 oz, hot walsr:

Sip whike hot Consume entire drink wihin 10-15 minutes.
« if using amicrowave, aod contents of one packet to

B oz, of coolwater: stir briskly before and after

heating. Do not everheat

Other information

« gach packet contains: potasdum 4 myg, sadum
2rmg

« phenylketonurics: contdrs phenalaning 34 my
per packet

 slore at contralled room ermperature 20°-257C
{68°-77°F). Protect product from heat and moisture.

Inactive ingredients

acsulfame polassim, aspartame, citric acid anhydrous

FD&C biue no. 1, FD&C red no. 40, favors, matodextin,

sodium citrte anhydrous sucrose and pregelatinized sarch.

Questions or Comments ?
£411-800-ShopRite

PARENTS:

Learn about teen medicine abuse

wvw.StopMedicineAbuse.org




SHOPRITE DAYTIME FLU PLUS SEVERE COLD AND COUGH

acetaminophen, dextromethorphan hydrobromide, and phenylephrine hydrochloride powder, for solution

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:41190-112

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Acetaminophen (UNIL: 36 209ITL9 D) (Acetaminophen - UNI:362091ITL9 D) Acetaminophen 650 mg
Dextromethorphan hydrobromide (UNIL: 9D2RTISKYH) (Dextromethorphan - Dextromethorphan 20 m
UNIL:7355X3ROTS) hydrobromide g

Phenylephrine hydrochloride (UNI: 04JA59TNSJ) (Phenylephrine -

UNIEIWS 29 7W6 MV) Phenylephrine hydrochloride 10 mg

Inactive Ingredients
Ingredient Name Strength
acesulfame potassium (UNIL: 230V73Q5G9)
aspartame (UNIl: Z0H242BBR1)
anhydrous citric acid (UNI: XF417D3PSL)
FD&C blue no. 1 (UNI: H3R47K3TBD)
FD&C red no. 40 (UNI: WZB9127X0A)
maltodextrin (UNI: 7CVR7L4A2D)
anhydrous trisodium citrate (UNI: RS7A450LGA)
sucrose (UNIL: C151H8M554)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:41190-112-07 5 in 1 CARTON; Type 0: Nota 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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