DAYTIME SEVERE COLD AND FLU NIGHTTIME SEVERE COLD, COUGH AND FLU-
acetaminophen, dextromethorphan hbr, phenylephrine hcl, diphenhydramine
hcl

HEB

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.

HEB Daytime Severe Cold & Flu, Nighttime Severe Cold, Cough & Flu Drug
Facts

Active ingredients (in each packet) - Daytime
Acetaminophen 500 mg

Dextromethorphan HBr 20 mg

Phenylephrine HCI 10 mg

Purpose
Pain reliever/fever reducer
Cough suppressant

Nasal decongestant

Uses

temporarily relieves these symptoms due to a cold:
minor aches and pains

minor sore throat pain

headache

nasal and sinus congestion

cough due to minor throat and bronchial irritation
temporarily reduces 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
e 3 or more alcoholic drinks every day while using this product

Allergy alert: Acetaminophen may cause severe skin reactions. Symptoms may
include:



skin reddening
blisters
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

if you have ever had an allergic reaction to this product or any of its ingredients
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

a sodium-restricted diet

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 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). Prompt medical attention is critical for adults as
well as for children even if you do not notice any signs or symptoms.

Directions

 do not use more than directed (see overdose warning)
* take every 4 hours, while symptoms persist. Do not take more than 6 packets in 24
hours unless directed by a doctor.

Age Dose
adults and children 12 years of age and one packet
over
children under 12 years of age do not use

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

* 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 10 mg and sodium 25 mg
* phenylketonurics: contains phenylalanine 22 mg per packet
e store at 20-25°C (68-77°F). Protect product from heat and moisture.

Inactive ingredients

acesulfame potassium, anhydrous citric acid, aspartame, colloidal silicon dioxide, D&C
yellow #10, FD&C blue #1, FD&C red #40, flavors, maltodextrin, pregelatinized starch,
sodium citrate, sucrose, tribasic calcium phosphate

Questions or comments?
1-800-719-9260

Active ingredients (in each packet) - Nighttime

Acetaminophen 650 mg



Diphenhydramine HCI 25 mg
Phenylephrine HCI 10 mg

Purposes
Pain reliever/fever reducer
Antihistamine/cough suppressant

Nasal decongestant

Uses

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
temporarily reduces 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 skin reactions. Symptoms may
include:

* skin reddening
* Dblisters
* 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



» if you have ever had an allergic reaction to this product or any of its ingredients

* with any other drug containing acetaminophen (prescription or nonprescription). If
you are not sure whether a drug contains acetaminophen, ask a doctor or
pharmacist.

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

* 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

e trouble urinating due to an enlarged prostate gland

* a breathing problem such as emphysema 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 sedatives or tranquilizers
» taking 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

* 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.

Overdose warning: In case of overdose, get medical help or contact a Poison Control
Center right away (1-800-222-1222). Prompt medical attention is critical for adults as
well as for children even if you do not notice any signs or symptoms.

Directions

* do not use more than directed (see overdose warning)
» 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 years of age and one packet
over
children under 12 years of age do not use

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

» 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 10 mg and sodium 25 mg
* phenylketonurics: contains phenylalanine 13 mg per packet
» store at 20-25°C (68-77°F). Protect product from heat and moisture.

Inactive ingredients

acesulfame potassium, anhydrous citric acid, aspartame, colloidal silicon dioxide, D&C
yellow #10, FD&C blue #1, FD&C red #40, flavors, maltodextrin, pregelatinized starch,
sodium citrate, sucrose, tribasic calcium phosphate

Questions or comments?
1-800-719-9260

Package/Label Principal Display Panel

Compare to Theraflu® Multi-Symptom Severe Cold active ingredients
HeE*B

DAYTIME



Severe Cold & Flu

Acetaminophen / Pain Reliever/Fever Reducer
Dextromethorphan HBr / Cough Suppressant
Phenylephrine HCI / Nasal Decongestant
Multi-Symptom

Relief of:

* Pain

* Fever

* Cough

* Nasal Congestion

Green Tea & Honey Lemon Flavors

6 PACKETS

Compare to Theraflu® Nighttime Severe Cold & Cough active ingredients
HeE*B

NIGHTTIME

Severe Cold, Cough & Flu

Acetaminophen / Pain Reliever/Fever Reducer
Diphenhydramine HCI / Antihistamine / Cough Suppressant
Phenylephrine HCI / Nasal Decongestant
Multi-Symptom

Relief of:

* Pain

* Fever

* Cough

* Nasal Congestion

* Sneezing

Honey Lemon Infused with White Tea Flavors
6 PACKETS



Compare to Therafiu® Multi-Symptom
Severe Cold active ingredients*

=D,
DAYTIME
Severe Cold
& Flu

Acetaminophen /

Pain Reliever/Fever Reducer
Dextromethorphan HBr /
Cough Suppressant
Phenylephrine HCI /

Masal Decongestant

"Multi-Symptom

Relief of:

* Pain

* Fever

* Cough

* Nasal Congestion

Green Tea & Honey
Lemon Flavors

6 PACKETS

'NIGHTTIME

Compare to Theraflu® Nighttime
Severe Cold & Cough
active ingredients*

Severe Cold,
Cough & Flu

Acetaminophen /

Pain Reliever/Fever Reducer
Diphenhydramine HCI /
Antihistamine / Cough Suppressant
Phenylephrine HCI /

Nasal Decongestant

"Multi-Symptom

Relief of:

* Pain

* Fever

* Cough

* Nasal Congestion
* Sneezing

Honey Lemon
Infused with

D0 NOT TAKE BOTH PRODUCTS AT THE SAME TIME OR TAKE
MORE THAN 5 DOSES IN TOTAL IN ANY 24 HOUR PERIOD.

DO NOT TAKE A DOSE OF THE NIGHTTIME PRODUCT SOONER
THAN 4 HOURS AFTER THE LAST DOSE OF MULTI-SYMPTOM
PRODUCT UNLESS DIRECTED BY YOUR DOCTOR.

Daytime Flu & Severs Cold
Drug Facts
Active ingredients fﬂmad‘rpaﬂmﬂ Purposes
Apataminophan 500 my.... Pain roligser fover roducer
Destromatharphan HEr!ﬂmg Cough supprassant
Phanglaphring HC 10/mg o Ml docongastant

Uses  mismperarly rlizves thess symptoms dus t a cold:

m miror aches and pains W minor sofe throat pain - m headache

m reeal and sinus congestion  m cough dus to minor throat and bronchial irrtation
B Emporanily reduces fver

Warnings

Liwer warning: This product contzire acetaminophan. Severa liver damaga may occur

ifyou taka

lﬁr@ﬂm 4,000 mg of acataminophen in 24 hours

m with othar drugs containing acstaminophen

m 3or more akoholic drinks every day whils using this product

Allergy alert: Acetaminophan may cause sevare skin reactions. Symptoms may include:

n’re-ddunlnu [ ] hlgteramE rash =

I a shin maction occurs, stop usa and sask madical help right away,

Saire throat warning: If sore throat is savarne, persiets for mora than 2 days, i

uwpamadmgrfulb'm by ferver, headache, rash, naussa, or vomiting, corsut &

1 promplty.

Do motuse  min a chikd under 12 years of aga

m if you hawe ewer had an allergic maction o this product or any of its ingredients

m with any other dnug containing acetaminophan (preseription or nonpreecription). i you
arn not sure whether a dug contains acetaminophen, ask a m&ha:ma.ulst

m if you ars pow taking a presscription manoaming oxidass inhibior (MAOH) jcartaEn
druggs for depression, paychiatric, or emotiona conditions, or Parkinson's disssse), or
for 2 wissks aftar stopping the MADH drug. if wou do not know if your prescription dnug
cortains an MADI, ask a duumr or pharmaﬁist befiors taking this product.

Aszk a doctor bafore wse if u liver disaass

o heart dissass — m high bl premre mthyroid diseese

m frouble urirating dus to an anlanged prostate gland

m cough that ocours with foo much phisgm (mucus)

m cough that kasts o ks chronic such as occurs with smoking, asthma, of emphysama
m a sodum-resiricted dist

Ask a doctor or pharmacist befiore uss if you are taking the blood thinning
drug warfarin

m didbetas

'When using this product do not exceed recemmended desage »
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Drung Facts (continued) Drug Facts (continued) Drurg Facts (continued)

Stop use and ask a doctor if [ Diosa Rsk a dootor or pharmacisi before useffyouare ]
:&@gg&ﬁgﬁ&aﬁ;ﬁfﬁﬁrwmum ands end ehikdren 12 years of age and over | ona packat ltaiurg:.aadams or franquilzers  m taking the blood thinring drug warkarin
 rodness or swalling i presat childran under 12 years of age 00 Nk usa :ﬂ:;;rﬁm: grii:ldk:nt u do not excessd recommended dosage

W W Symptome oeeur
m pain, caugh or nasd congestion gets worse or lsts mom than
)

moough comes back or ocours with rash or headacha that lasts,
Theza could be =igns of a sarius condtion,

If pregnant ar breast-foeding, ask a health profeesional

ofora use.
Keap out of reach of children. Overdosa waming: In cass of
owerdoss, got medical halp or contact a Poison Conral Canter
right away (1-800-222-1222), Prompt medical attertion is
critical for aduits as well as for children evan if you do not
notice any signs or symptoms.

m dissolve combers of one packst imo 8 oz. hot water: sip whia
hat. Cansuma antira drinkwithin 10-15 minutee.

wif using a microwave, add cortants of one
cool wader: hir briskly before and afier he

1o 8oz, of
. Do ot orverheat

Other information
m each packet comtains: potaszium 10 mg and sodum 25 mg
o phenylketonurics: contairs phanylalaning 22 mg per packst
m storw at 20-25°C [68-777F), Protect product from heat

and moistura,

m marked drowsiness may ocour

m alcahal, sedatives, and franguilizers may increaze drowsiness

m ko careful whan driving a motor vehicks or cperating machinery

m ancitability may ocour, especially in childran

Stop use and askadoctor @ m nervoueness, dzdness, o skapkasness ocours

m fewor gets worss o lasts more than 3 daye

m redness of swaling is present @ new 2ymploms acour

m ain, cough or real cangestion gets worsa of lasts mora than 7 diays

m cough comes back or occurs with rash o headache that lasts. Thezs could be signs
of a serious conditian.

Directions

mdo not use more than direcied (see everdase wamning)

m taka wvary 4 hours, whils symptome persist. Do not take mara
than & packets in 24 hours unlees directad by adoctor.

Inactive ingredients acmsulfama potassium,

ol ciiric acid, asgammu. colloidd silicon dioxide,
yolkow £10, FORG blug #1, FI&C red 40, flavars,
mattodexdrin, pregelatinked starch, sodum citrats, sucrosa,

tribseic cakium phosphats

If pragnant or breast-foeding, sk a health professional bufora use.

Koep out of reach of children. Owerdose warning: In casa of rverdesa, gat madical halp
or contact a Poison Control Canter ght aweay (1-800-222-1222] Prompt medical attontion
is critical for adults &s well @ for chidren even if wou do not notics any signs or symptoms.

Questions ar commants 71-a00-Tig-g260

Directions  m donot use more than directed (s2e overdose warning)
m takia evary 4 hours, whila symptoms parsist Do not take more then 5 packts in
24 hours unless directed by a doctor:

Nighttime Savere Cold & Cough
Drug Facts Drug Facis {continued)
Active ingredients Purposes Sore throat warning: [fsore throat i savers, porsists for marg
(In each packe?) el sppior mipbch i e o)
Acotamninaphan BSD M .. Pain rolieveriever reducer

Diphanhydraming HC 25 m..... Antibistaminedough suppressant
Pherylaphring HCI 10/mg Haslﬁ decongestant

Uses  wismporarily relisves these du o a cold
lmlnura:i'lasma'd Ea]ns ] m?.rc.'}'msmm pain
mnasal and sinue congestion  mheadache
mitchy noze o throat W U s
mikchy, watery syes dus bo hay fver
mcough dus to miner throat and bronchial iritation

m tamperarity reduces faver

m sneezing

Warnings

Liver warning: This product contains acetaminophen. Severs
Invar damsage may occur if you take

m more than 4,000 myg of acetaminophan in 24 hours

mwith other drugs containing acetaminophan

w3 or more alcaholic drinks every day whils using this praduct
Allergy alert: Acataminophan may calss severm skin reactions.
Symptoms mey include:

Do notuse  mina child undar 12 years of age
wif you Ferve ever had an dllergic reaction to this product or any
itz ingrodionts

m with any other drug cantaining acetaminophen (prascription or
nanprescription). if you are not sure whether a drug containe
acataminophen, ask a doctor or pharmacist

m with any other product containing dipheniydramine, even one
usad on skin

w0 if wou are now taking a prescription monaaming cxddass
inhibior (MAQH) icartain drugs for depression, peychiatric, o
emotional conditions, o Parkirson's diseasa), or for 2 weaks
aftar stopping the MADI drug. If you do not know if your
prescription drug cantaing an MAQI, ask a doctor or

phamnacist bafors taking this produd.
Aska doctor before use if you have m thryroid diseass
m high bilocd pressure m livor dissass  m haart disssse
m diatote m glaucama

wirouble wrinating dus to an anlanged preedate gland
ma braathing problam such as emphysame or chronic bronchitis

Aga Doza
adults and childran 12 years of age and oer | one packat
children under 12 years of ag donot Lea

m dissolwe comtents of one packst inko 8 oz, hotwater: sip while hot. Coneume anir
drink within 10-15 minutes.

m if ueing & microwase, add contents of one packet 10 & oz. of cool water: stir briskly
before and after heating Do not overhaat,

Other information

moach packet contaime: potassium 10 mg and sodium 25 mg

m phenylketonurics: contains phenyataning 13 myg per packst
wstore at 20-25°0 (B8-77°F). Protect product from heat and moistura.

Imactive ingredients acesutiame potassium, anhydrous citric acid, aspartams,
colloidal silicon dioxdds, DAL yellow #10, FD&C blus #1, I'Sd #40, ﬂmrs

mialtodetrin, pragelatinized starch, sodum citrate, sucross, ibask: calcium phosphata

Questions or comments? 1-s0-718-0260

*Thesa products are not manufactured of distrbuted
by 65K Consumner Healthcare, distributor of
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DAYTIME SEVERE COLD AND FLU NIGHTTIME SEVERE COLD
AND FLU
acetaminophen, dextromethorphan hbr, phenylephrine hcl, diphenhydramine hcl kit

Product Information

, COUGH

Product Type HUMAN OTC DRUG Item Code (Source) NDC:37808-602
Packaging
# [Item Code Package Description Marketing Start Marketing| End
Date Date
1 NDC:37808-602- 1 in 1 CARTON; Type 0: Not a Combination 12/10/2018
55 Product

Quantity of Parts

Part # Package Quantity Total Product Quantity
Part1 1 CARTON
Part2 1 CARTON

Part 1 of 2
SEVERE COLD AND FLU

acetaminophen, dextromethorphan hbr, phenylephrine hcl powder, for solution

Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN
DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH) DEXTROMETHORPHAN
(DEXTROMETHORPHAN - UNII:7355X3ROTS) HYDROBROMIDE

PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS]J) (PHENYLEPHRINE - PHENYLEPHRINE
UNII:1WS297WoMV) HYDROCHLORIDE

Strength
500 mg

20 mg

10 mg



Inactive Ingredients

Ingredient Name Strength
ACESULFAME POTASSIUM (UNIl: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
ASPARTAME (UNII: ZOH242BBR1)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
D&C YELLOW NO. 10 (UNIl: 35SW5USQ3G)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
MALTODEXTRIN (UNII: 7CVR7L4A2D)
SODIUM CITRATE, UNSPECIFIED FORM (UNIl: 1Q73Q2JULR)
SUCROSE (UNII: C151H8M554)
TRIBASIC CALCIUM PHOSPHATE (UNIl: 91D9GV0Z28)

Product Characteristics

Color Score
Shape Size
Flavor HONEY (green tea) , LEMON (green tea) Imprint Code
Contains
Packaging
Item AE Marketing Start Marketing End
# Code Package Description Date Date
1 6 in 1 CARTON; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
OTC monograph final part341 12/10/2018

Part 2 of 2
SEVERE COLD, FLU AND COUGH

acetaminophen, diphenhydramine hydrochloride, phenylephrine hydrochloride powder, for
solution

Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety



Ingredient Name

Basis of Strength Strength

ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 650 mg
DIPHENHYDRAMINE HYDROCHLORIDE (UNIl: TC2D6JAD40) DIPHENHYDRAMINE 25 mg
(DIPHENHYDRAMINE - UNII:8GTS82583M) HYDROCHLORIDE
PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS)) (PHENYLEPHRINE - PHENYLEPHRINE 10 mg
UNII:1WS297W6MV) HYDROCHLORIDE
Inactive Ingredients
Ingredient Name Strength
ACESULFAME POTASSIUM (UNIl: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
ASPARTAME (UNII: ZOH242BBR1)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
D&C YELLOW NO. 10 (UNIIl: 35SW5USQ3G)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 40 (UNII: WZB9127XO0A)
MALTODEXTRIN (UNII: 7CVR7L4A2D)
SODIUM CITRATE, UNSPECIFIED FORM (UNIl: 1Q73Q2JULR)
SUCROSE (UNIIl: C151H8M554)
TRIBASIC CALCIUM PHOSPHATE (UNIl: 91D9GV0Z 28)
Product Characteristics
Color WHITE (mixture of white, light yellow-orange particles) , ORANGE Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# (I:t:(;r; Package Description Marke;:}:ge S MarkeDgrtleg End
1 6 in 1 CARTON; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final part341 12/10/2018
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC monograph final part341 12/10/2018
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