THERAFLU DAYTIME SEVERE COLD AND COUGH- acetaminophen,
dextromethorphan, phenylephrine powder, for solution
Select 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.

Theraflu Daytime Severe Cold and Cough

Drug Facts

Active ingredients (in each Purposes

packet) P
Pain
Acetaminophen 650 mg reliever/fever
reducer
Dextromethorphan HBr 20 mg Cough
suppressant
Phenylephrine HCI 10 mg decongezlt?asr?tl

Uses
e temporarily relieves these symptoms due to a cold:
e minor aches and pains
e minor sore throat pain
e headache
e nasal and sinus congestion
e cough due to minor throat and bronchial irritation
e temporarily reduces fever

Warnings

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

Allergy alert

Acetaminophen may cause severe skin reactions. Symptoms may include:
e skin reddening

e blisters

e 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

¢ in a child under 12 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 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
e taking the blood thinning drug warfarin

When using this product
e 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 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

e do not use more than directed

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

Age Dose
adults and children 12 one packet
years of age and over

children under 12 do not use

years of age

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

e each packet contains: potassium 10 mg, sodium 20 mg

e phenylketonurics: contains phenylalanine 14 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, anhydrous citric acid, aspartame, FD&C blue no. 1, FD&C red no.
40, flavors, maltodextrin, silicon dioxide, sodium citrate, sucrose, tribasic calcium
phosphate

Questions or comments?
call 1-855-328-5259

Packaged and distributed by Select Corporation with the permission of GSK Consumer
Healthcare
Warren, NJ) 07059
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READ ALL WARNINGS AND DIRECTIONS ON PACKET BEFORE USE.

Drug Facts

Active ingredients (in each packet)
Acstaminophan 50 g,

Deodromathorphan HEr 20 mg

Phanylaphrire HC1 10 mg ...

‘Nagal dacongestant

Uses

» temporarily reliswas thess symptoms dus t a cold:
= minor aches and paine  # minor sore throat pain - = headache  + nasal and sinus congestion
= cough dus 1o minor throat and bronchial irtation

» temporarily reduces fever

Warnings

Liver warming: This pmduct contsire acstaminaphen. Sewvers liver dameage may occur if you taks

+ more than 4,000 mg of acstaminaphen in 24 hours

# with other drugs contsining acetaminophen

* 3ar more slcoholic drinks every day whils using this product

Allergy alert: Acstaminophen mey cause ssvers skin reactions, Symptorms may induda:

» ghin reddening = blisters » rash

If & skin reaction occurs, stop use and ssek medical help right away.

Sore throat waming: if sore throat i severs, persists for mone than 2 deays, is accompanied or folkowed by fver, headache, rash,

nausaa, or vomiting consult a doctor prompdy.

Do ot use  in & chid under 12 yeers of age « if you am allamic to acstaminaphen

= with any othar drug containing acetarminophen (prescription of nonprescription). f you are not sure whethar a drug contaire

acataminophean, ask a doctor ar pharmacist,

* if you are now taking a prescripion menoamine oxidase inhibiter (MACH) jcertain drugs for depression, peychiatric, or emational
conditions, or Parkineon's dizeasa), or for 2 weeks after stopping the MAQI dnug. If you do net know if your prescription drug
containe an MAC, ask a doctor ar pharmacist before taking this product.

Ask a dgoctor before wss if you have

® |iver digssme  » heart disages  » high blood pressure = thymid disaase = diabetes

» trouble urinating due to an enlarged prostate gland + cough that ocours with oo much phisgm {mucus)

+ cough that lagts o is chronic such & occurs with smoking, asthma or e

Azk 3 goctor or pharmacist before use if you are

+ takirg the bivod thinnig drug warfarin

When using this product

+ do not exceed dosage

Stop wse and ask a doctor if

* nerwusness, dizziness, or slespleesnees ooours

» ferver gats worse or l=sts more than 3 days

+ radreas or swalling is prasant

* NEW SYMPIOMS aceur

+ pain, cough or neesl congestion gets worss or lasts mare than 7 days

* cough comes hack or occurs with rash or headache that lests, Thess could be signs of a ssrious condition,

If pregnant or breast-fieeding, ask a health professional befone s,
Keep out of reach of children. In case of overdoss, get madical help or contact & Polson Contral Center right away.

Drug Facls (continued)

Frompt medical attention i critical for adults as well as for chidnen evan if you do not
notica any signa of symptome.

Dirgctions

* 0 Mok use more than dinectad

» taks 4 hours, while symptome parsist. Do not taks mora than & packsts in 24 hours
nlge e by s doctr g

Age Dose
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within 10-1E minurtas,

# if using a microwse, add coments of one packet t B oz, of cool water; stir briskly befora
and after hesting, Do not overhest,

Other information
* each packet contains: potassium 10 n'lg.aodl.lm 20 mg
containa pherylalanine 14 mg per packst
*store at controllad room temperaturs 20°-25°0 [EB' TT°F). Protect product fram heat and
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MMHWE 15 acesulfarne potsssium, anhgdrous citric acid, sspertams, FD&C
blus no. 1, FOEG red no. 40, flawors, metbodeodrin, silicon dicadds, sodium citrate, suemsa,
tribasic calcium phoephats

Questions or comments ? call 1-855-328-5259

TAMPER EVIDENT INNER UNIT

D0 NOT USE IF SEALED THERAFLU

PACKET IS TORN OR BROKEN
3-328-5259

PARENTS:

557 1 !6

2idiBoaiz4



THERAFLU DAYTIME SEVERE COLD AND COUGH

acetaminophen, dextromethorphan, phenylephrine powder, for solution

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:52904-896(NDC:0067-7917)
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
acetaminophen (UNIl: 36209ITL9D) (acetaminophen - UNII:36209ITL9D) acetaminophen 650 mg
dextromethorphan hydrobromide (UNIl: 9D2RTI9KYH) (dextromethorphan - dextromethorphan 20 m
UNII:7355X3ROTS) hydrobromide 9
phenylephrine hydrochloride (UNIIl: 04JA59TNS])) (phenylephrine - phenylephrine 10 m
UNII: 1WS 297W6MV) hydrochloride 9

Inactive Ingredients

Ingredient Name Strength
acesulfame potassium (UNIl: 230V73Q5G9)
anhydrous citric acid (UNIl: XF417D3PSL)
aspartame (UNIl: ZOH242BBR1)

FD&C blue no. 1 (UNIl: H3R47K3TBD)

FD&C red no. 40 (UNIl: WZB9127X0A)

maltodextrin (UNIl: 7CVR7L4A2D)

silicon dioxide (UNII: ETJ7Z6XBU4)

sodium citrate, unspecified form (UNIl: 1Q73Q2JULR)
sucrose (UNIl: C151H8M554)

tribasic calcium phosphate (UNIl: 91D9GV0Z28)

Packaging
5 e gl Pl e BeaaTH Marketing Start Marketing End
Date Date
1 (DC92904:896 4 i 1 BLISTER PACK 04/30/2018
1 1 in 1 PACKET; Type 0: Not a Combination
Product
2 NDC:52904-896- 54 in 1 carTON 04/30/2018
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1 in 1 PACKET; Type 0: Not a Combination
Product

Marketing Information

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