LIL DRUG STORE TYLENOL COLD PLUS FLU SEVERE- acetaminophen,
dextromethorphan hydrobromide, guaifenesin, and phenylephrine
hydrochloride tablet, film coated

TYLENOL COLD PLUS FLU SEVERE, CVP HEALTH- acetaminophen,
dextromethorphan hydrobromide, guaifenesin, and phenylephrine
hydrochloride tablet, film coated

TYLENOL COLD PLUS FLU SEVERE, TRAVEL BASIX- acetaminophen,
dextromethorphan hydrobromide, guaifenesin, and phenylephrine
hydrochloride tablet, film coated

Lil Drug Store Products, Inc

Tylenol ® Cold + Flu Severe,
Lil' Drug Store ®, CVP @ HEALTH, TRAVEL BASIX

Drug Facts

Active ingredients (in each Purpose
caplet)

Acetaminophen 325 mg Pain reliever/fever reducer
Dextromethorphan HBr 10 mg Cough suppressant
Guaifenesin 200 mg Expectorant
Phenylephrine HCI 5 mg Nasal decongestant
Uses

= for the temporary relief of the following cold/flu symptoms:
= minor aches and pains

headache

sore throat

nasal congestion
= cough

= helps loosen phlegm (mucus) and thin bronchial secretions to make coughs more
productive

= temporarily reduces fever

Warnings

Liver warning

This product contains acetaminophen. The maximum daily dose of this productis 10
caplets (3,250 mg acetaminophen) in 24 hours. 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
= 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

= 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.

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

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

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

= cough that occurs with too much phlegm (mucus)

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

When using this product do not exceed recommended dose

Stop use and ask a doctor if

nervousness, dizziness, or sleeplessness occur

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



Overdose warning

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

Directions
= do not take more than directed (see overdose warning)

» take 2 caplets
every 4 hours

= swallow whole; do
not crush, chew
or dissolve

= do not take more
than 10 caplets in
24 hours

adults and children
12 years and over

children under 12
years

ask a doctor

Other information

= each caplet contains: sodium 3 mg

= store between 20-25°C (68-77°F)

= do not use if pouch is torn or damaged

Inactive ingredients

carnauba wax, croscarmellose sodium, D&C yellow no. 10 aluminum lake, flavor,
hydroxypropyl cellulose, hypromellose, magnesium stearate, microcrystalline cellulose,
polyethylene glycol, pregelatinized starch, sucralose, titanium dioxide

Questions or comments?
call 1-877-895-3665 (toll-free) or 215-273-8755 (collect)

Product distributed by: JOHNSON & JOHNSON CONSUMER INC.
McNeil Consumer Healthcare Division, Fort Washington, PA 19034 USA

Repackaged and distributed by: Lil' Drug Store Products, Inc., 9300 Earhart Lane
SW
Cedar Rapids, 1A 52402

PRINCIPAL DISPLAY PANEL - 6 Caplet Pouch Carton

TYLENOL®
FOR ADULTS



COLD + FLU SEVERE

Acetaminophen, Dextromethorphan HBr, Phenylephrine HCI, Guaifenesin

Pain Reliever-Fever Reducer, Cough Suppressant, Nasal Decongestant, Expectorant
e HEAD + BODY ACHES

FEVER + SORE THROAT

COUGH

NASAL CONGESTION

MUCUS + CHEST CONGESTION

6
Caplets
3 POUCHES OF 2 CAPLETS EACH

Lil
Drug Store ®



TYLENOL

FORADULTS

6 Caplets

COLD +FLU SEVERE

Acetaminophen peroneontas i, remiesbine 10, Graienesin

Pain Reliever-Fever Reducer, Cough Suppressant, Nasal Decongestant, Expectorant

+ HEAD = BODY ACHES

+ FEVER + SORE THROAT

+ COUGH

+ NASAL CONGESTION

+ MUCUS + CHEST CONGESTION

6

Caplets
JPOUCHES OF 2 CAPLETS EACH

FOR ADULTS

COLD *FLU SEVERE
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Drug Facts (continued)

Do not nse

mwith any other drug containing acetaminaphean jpreseription or
nonprescrip If you are not sure whather a drug containg acetaminophan,
aska doctor or pharmacist.

m i you are now taking a prescription monoaming oxidase inhibitor (MAQI)
(certain drugs for depression, psychiatric or emotional conditions, or
Parkinson's disease), or for 2 weeks after stopping the MAQ! drug. If you do
not know If your prescription drug contains an MAQI, aska doctar or
pharmacist before taking this product,

m if you have ever had an allargic reaction to this productor any of its
ingredients.

Ask a doctor before use if yon have

m liver disease m heart disease

m high blood pressure m thyraid disease m diabetes

mtrouble urinating due to an enlarged prostats gland

m persistent or chronic cough such as occurs with smoking, asthma, chranic
bronchitie or emphysama

m cough that oceurs with too much phlegm {mucus)

Ask a doclor or pharmacist before use if you are taking the blood thinning drug
warfarin

When using this product do not exceed recommended dose

Slop use and ask a doctor if

m nervousness, dizziness, or sleeplessness occur

m pain, nasal congestion or cough gets worse or lasts mora than 7 days
mfever gets worse or lasts more than 3 days

ling Is prasent W New symptoms ocour

K or oceurs with rash or headacha that lasts
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| DO NOT USE IF POUCH IS TORN OR DAMAGED

Drug Facts

Active ingredients (in each caplet) Pumose
Acetaminophen 325 mg........ .Pain rellever/faver reducer
Dextromethorphan HBr 10 mg Cough suppressant
Gualfanesin 200 mg.. xpectorant
Phenylephrine HCI 5 congestant
Uses

m for the temporary rellef of the following coldfflu symptoms:
mminorachesandpains  mheadache  m sore throat
mniasal congestion moough

m halps loosen phiegm (mucus) and thin bronchial secretions to make coughs
more productiva

m temporarily raduces fever

Warnings

Liver warning: This product contains acetaminophen. The maximum dally dose
of this product is 10 caplets (3,250 mg acetaminophen) in 24 hours. Severe liver
damage may occur if you take

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

mwith other drugs containing acetaminophen

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

Allergy alert: acetaminophan may cause severe skin reactions. Symptoms may
Include; m skin raddening m blistars mrash

If a skin reaction occurs, stop use and seak medical halp right away.

Sore throat wamning: If sore throat is sewere, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, nausea, or vomiting, consult

a doctor promptly.

LIFT PANEL FOR CONTINUED DRUG FACTS
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Drug Facts (continued)

If pregnani or breasi-feeding, ask a health professional before use.
Keep oul of reach of children.
| Overdose warning: In case of overdose, get medical help
Control Genter right away, (1-800-222-1222) Quick medical attention Is critical
foradults as well as for childran even If you do not notice any signs or

or contact a Polson
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yellow no. 10 aluminum laka, flaver, hydroxypropyl cellulose, hypromallose,
magnesium staarate, microcrystalling cellulose, polyethylana glycal,
pregelatinized starch, sucralosa, titanium dioxida

| symptoms.
| /| | Directions
| m do not take more than direcied (see overdose warning)
I adults and children mtake 2 caplets every 4 hours g
12 years and over m swallow whole; do not crush, ch dissolve
I | m do not take more than 10 caplets in 24 hours
| children under 12 yaars ask a doctor
| /1" Y Other information E
| meach caplet contains: sodium 3mg  mstore batween 20-25°C (68-TT*F)
| mdo not use if pouch is lom er damaged ‘g
| | Inactive ingredients camauba wax, croscammallosa sodium, D&GC %'
£
=

Questions or comments?
call 1-877-895-3685 {toll-free) or 215-273-8755 (callect)

Made in ltaly, Produet distributed by: JOHNSON & JOHNSON CONSUMER INC.
MeNeil Consumer Healthzare Division, Fort Washington, PA 18034 USA
BJEICI 2016 Visit us at waww tylenol.com or call tollree 1-877-TYLENOL (1-877-895-3665)

Repackaped and distributed by: Lil' Drug Store Products, Inc., 9300 Earhart Lane SW

sja|deg g

Cedar Rapids, |4 52404 1-E77-507-6516 (M-F BAM-&30FM CST)
wewwlildrugstore.com  97563C-US-02-17-A
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Tylenol Cold + Flu SEVERE, CVP g Health 4ct - PDP/Package

TYLENOL ®
FOR ADULTS

COLD + FLU SEVERE

Acetaminophen, Dextromethorphan HBr, Phenylephrine HCIl, Guaifenesin
Pain Reliever-Fever Reducer, Cough Suppressant, Nasal Decongestant, Expectorant

HEAD + BODY ACHES

FEVER + SORE THROAT
COUGH

NASAL CONGESTION

MUCUS + CHEST CONGESTION

[caplets image]

4
Caplets

2 POUCHES OF 2 CAPLETS EACH

[CVP HEALTH logo]
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Drug Facts (continued)

Ifpregnant or breast-feeding, aska health professional before use.
Keep out of reach nlt!llﬂlln
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for adults as well s for Mdunmndyuudumlnmuumy signs or
| symptons.
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mike
12ysals anﬁ over sl \nwwhu le; do nul crush, chew of dissolve
mdo ot ake more than 10 caglets n 24 hours
chilren under 12years | askadoctor
v e e
Other information

moach eaplet contains: sodium 3mg  mstore between 20-25°C (68-77°F)
‘mdo not use if pouch s torn or damaged
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arnauba wa,

yllow no. 10alurminum lake, nawr  yiroypropycaloss, h!(pmmsnm
Tagnesium stearate, microcrystalline cellulase, polyethylena glycol,
pregalatinized starch, sucralose, titanium dioxide
Questions or commens?
call 1-877-895-3665 (toll fres) or 215-273-8755 (collect)

Mads in taly. istribated by: Jmusmunuusnncnnsﬂummt

MeNeil Consumer Healt o, Fort Washington, PA 19034 USA
EURJCI 2022 Visit us at vty ol e 1677 FENOL (177456365
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TYLENOL

COLD +FLU SEVERE
Acetamin0phen sexrmsennan e menvesnase k0, cvesesn |

Paln Rellerer—Ferer Reducer, Cough Suppressant, Nasal Decongestart, Expectorant

4 Caplets

* HEAD + BODY ACHES

- FEVER + SORE THROAT

* COUGH

* NASAL CONGESTION

* MUCUS + CHEST CONGESTION

COLD +FLU SEVERE

2POUCHES OF 2 CAPLETS EACH

|_DO NOT USE IF POUCH IS TORN OR DAMAGED _|

Drug Facts

Danotuse
woith any Ulhsrdvu?wnwmng acetaminophen (prescription ar
i you are

Drug Facts

Active ingredients (in each caplei) Purpose
e el fre e

Guaifenesin200mg Expectorart

Phenylaphrina HCI 5 mg.
e

not sure whether a drug contains

acelaminophen, ask a doctor or pharmacist,

m if you are now faking a prescription monoamine axidase inhibitor (MAOI)
(certain drugs for dapression, psychiatric oremotional conditions, or
Parkinsan's diszase), or for 2 weeks after stopping the MADI drug. If you do
not know »Iynu! prescription dmg Dunlulns an MAOI, aska doctor or

Uses
' forthe temporary ralief of e following coldfl symptoms:
Imnorn:hunnduim n adache  msore throal
mrasal congast ough
mhelps \umn weum (mucusianu thin bronchial secretions to make coughs

mare prod
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Warnings
Liver warning: This product contains acetaminophen. The maximum daily dose
of this product is 10 caplets (3,250 mg acetaminophen) in 24 hours. Severe liver
damage may acour if you take
‘wmore than 4,000 mg of acetaminophen in 24 hours
myithother ﬂm%s conaining acetaminophen
w3 ormore slcoholic drinks every day while using this product
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Aska ﬂmnl nrm use ifyou have
mliver dise: ‘mheart disease

L] W\ Maad urcssun mthyroid duem - diabetes

‘mirouble urinating dus to an enfarged prosta

m parsistant of chronic cough such as oécurs m\h smukm\; asthmg, chrenis
bronchitis or smphysema
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ok dotrpharmait oors e i o re Fafingh o g g

Stop ununhxka docor il

Allorgy alert: st i s
include:  mskin eddening

Ifaskinreaction accurs, stop use and o ot right away

Sore throal warning: If sore hroat is severe, persits for more than 2 days, is
ascmpaned o olowed y v, bdch, T, s, o omting corl

adoctor promply

, dizziness, or losplessnass acour

m pain, nasal congestion or cough gets worse or lasts more than 7 days
m v gets worse o asts more than 3 days

mredness or sweling s present WNEW SyMPLOmS occur

1 CoUgh comes back or Occurs withrash o headachs thatsts
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LIFT PANEL FOR CONTINUED DRUG FACTS

Tylenol Cold + Flu SEVERE, TRAVEL BASIX 4ct - PDP/Package

TYLENOL®
FOR ADULTS

COLD + FLU SEVERE

Acetaminophen, Dextromethorphan HBr, Phenylephrine HCI, Guaifenesin
Pain Reliever-Fever Reducer, Cough Suppressant, Nasal Decongestant, Expectorant

HEAD + BODY ACHES
FEVER + SORE THROAT
COUGH

NASAL CONGESTION



MUCUS + CHEST CONGESTION
[caplets image]

4
Caplets
2 POUCHES OF 2 CAPLETS EACH

[TRAVEL BASIX logo]
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Drug Facts {continued) | DO NOT USE IF POUCH IS TORN OR DAMAGED |

w

Aska doglor before use if you have =
Wliver disease W heart disease b
mhighbloodpressure  mthyroid dissase W diabetes %
Wirouble urinating due to an enlarged prostate gland
mpersistent or chronic cough sucl ’Euocuum\miﬁ smoking, asthma, chronic o Dﬂ.’g Facls

bronchitis or emphysema = Active quﬂﬂﬂfs (In aach cap laf) Purpose
meough that occurs with toe much phlsgm {mucus) Reetami Pain raducer
sk a doelor or pharmacist before use I you are taking the blood thinning drug Dextrometh b HB”U""' Cough
warlarin FOR ADULTS Lamgeneai .2"&0‘5”" o Epotiornt
When using this product do not exceed recommended dose
S s s T ' COLD *FLU SEVERE Toes

mfor the temporary relief of the following cold/flu symptoms:
W minoraches and pains
W headache
' sore throat

Wnervousness, dizziness, or sleeplessnass occur
mpain, nasal congestion or cough gets worse or lasts more than 7 days A(etan."no hen Decemetorskan B Mevrh b K, et

mfever gets worse or lasts more than J days ltE
Pain Reliever-Fever Reducer, Cough Suppressant, Nasal Decongestant, Expectorant

mredness or swelling is present W new symptoms occur
Weough comes back or ocours with rash or headache that lasts
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W nazal congestion
M coug|

mhelps loosen phlegm (mucus) and thin bronchial secrefions to make coughs
more productive

W temporarily reduces fever

These could be signs of a serinus condition,

I pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children.

(verdose waming: In case of overdose, get medical help or contact a Poison
Control Ganhrn ht ﬂwnyh F-&UMZZ 1222) Quick medical attention s critical
foradults as wel ufnrc dren even if you do not nofice any signs or
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Wamings
Liver wariing: This product containg acetaminophen. The maximum daily dose

of this product is WUdcapIﬂts (3,250 mg acetaminophen) in 24 hours, Severs liver
age may occur if you t;
DIMHM§ 'm do nod take more than directed (see overdose waming) mmore than 4,000 mg cfacetaminophen in24 hours
adults and children W take 2 caplets avery 4 hours mwith nthurdrugs containing acetaminophen
12 years and over o swallow whole; do not crush, chew or dissolve Iﬂ ormare alcoholic drinks every day while using this product

' do not take more than 10 caplets in 24 hours
children under 12 years aska doctor

Other Information
m each caplet contains: sodium 3 mg M store between 20-25°C (68-T7°F)
m do notuse if pouc s torn or damaged

Inactive md!en.‘s camauba wax, croscarmelloss sodium, D&C
yellow na. 10 umlnum lake, flavor, hfdmypmpyl cellulose, hypmmellase
nicrocrystalline cellulose, polyethylene ghycol,
pregalaimmd stamh :unre]ose fitanium dioxide

gj' aleri: acetaminophen may cause severs skin na.ctlons Symptoms may
|na|u o skin reddening W blisters rash

If ackin raaﬂlon occurs, stop use and seek medical help nghtaﬁy

Sore throal m|| I sare throat is severs, persists for more than 2 days, is
amompamed or followed by fever, headache, rash, nausea, or vomiting, consult
adoctor promptly.

Do notuse

mwithany other drug containing acetaminophen (prescription or
nonprescription). If you are not sure whether a drug contains acetaminophen,

adoctor or pharmacist.

Wit you are now taking a prescription monoaming exidase inhibitor (MAQI)

Ecmam drugs for depression, psychiatric or smotional conditions, or
arkinson's disease), or for 2 weeks after stopping the MAD] drug. i you do

notknow if your prescription drug contains an MADI, ask a dectar er
pharmacist before taking this product.

mif you have ever had an aﬂlargm reaction to this product orany of its
ingredients.

FOR ADULTS

Quastlons or comments?
wall 1-877-895-3665 (toll-Free) or 215-273-8755 (collect)

Made in Italy. Distributed by: JOHNSON & JOHNSON CONSUMER INC.
MeNail Consumer Healthcars Division, Fort Washington, PA 19034 USA
(Cu&JCI 2022 Visit us at wweetylenol.com or call toll-free 1-877-TYLENOL [1-877-895-3665)
Packaged and distributed with parmission of distributor by:
Li Drug Stora Products, Inc., 9300 Earhart Lana SW, Cadar Rapids, |A 52404
1-877-507-8516 [M-F BAM-4 30PM CST) 78562C-BEX-02-17
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LIFT PANEL FOR CONTINUED DRUG FACTS

3
ddd

107

€958/ 1 /8176

LIL DRUG STORE TYLENOL COLD PLUS FLU SEVERE

acetaminophen, dextromethorphan hydrobromide, guaifenesin, and phenylephrine hydrochloride
tablet, film coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:66715-9756
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 325 mg
DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH) DEXTROMETHORPHAN 10 mg
(DEXTROMETHORPHAN - UNII:7355X3ROTS) HYDROBROMIDE
GUAIFENESIN (UNII: 495W7451VQ) (GUAIFENESIN - UNII:495W7451VQ) GUAIFENESIN 200 mg

PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS])) (PHENYLEPHRINE - PHENYLEPHRINE -




UNII:1TWS297WeMV) HYDROCHLORIDE

Inactive Ingredients

Ingredient Name
CARNAUBA WAX (UNIl: R12CBMOEIZ)
CROSCARMELLOSE SODIUM (UNII: M280L1HH48)
D&C YELLOW NO. 10 (UNII: 35SW5USQ3G)
ALUMINUM OXIDE (UNII: LMI2606933)
HYDROXYPROPYL CELLULOSE (70000 WAMW) (UNIl: 6607AQVORT)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MAGNESIUM STEARATE (UNII: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNII: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
STARCH, CORN (UNII: 08232NY3S))
SUCRALOSE (UNIl: 96K6UQ3Z D4)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color yellow Score no score
Shape OVAL Size 19mm
Flavor Imprint Code TYLENOL;SEVERE
Contains
Packaging
# [Item Code Package Description Marketing Start
Date
NDC:66715- :
1 9756-2 2 in 1 CARTON 10/23/2017
1 2 in 1 POUCH; Type 0: Not a Combination
Product
NDC:66715- ;
2 9756-3 3in 1 CARTON 08/15/2019
2 2 in 1 POUCH; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC Monograph Drug MO012 10/23/2017

TYLENOL COLD PLUS FLU SEVERE, CVP HEALTH

Jny

Strength

Marketing End
Date

Marketing End

Date

acetaminophen, dextromethorphan hydrobromide, guaifenesin, and phenylephrine hydrochloride

tablet, film coated



Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:66715-6556

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 325 mg
DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH) DEXTROMETHORPHAN 10 m
(DEXTROMETHORPHAN - UNII: 7355X3ROTS) HYDROBROMIDE 9
GUAIFENESIN (UNIl: 495W7451VQ) (GUAIFENESIN - UNII:495W7451VQ) GUAIFENESIN 200 mg
PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS]J) (PHENYLEPHRINE - PHENYLEPHRINE 5m
UNIL:1WS297W6MV) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
CARNAUBA WAX (UNIl: RL2CBMOEIZ)
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
D&C YELLOW NO. 10 (UNIl: 35SW5USQ3G)
ALUMINUM OXIDE (UNII: LMI2606933)
HYDROXYPROPYL CELLULOSE (70000 WAMW) (UNIl: 6607AQVORT)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO0)
MAGNESIUM STEARATE (UNII: 70097M6I30)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3\}QOSDWI1A)
STARCH, CORN (UNII: 08232NY3S))
SUCRALOSE (UNII: 96K6UQ3ZD4)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color yellow Score no score
Shape OVAL Size 19mm
Flavor Imprint Code TYLENOL;SEVERE
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:66715- :
1 6556-2 2 in 1 CARTON 05/06/2022
1 2 in 1 POUCH; Type 0: Not a Combination
Product

Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End



Category Citation Date
OTC Monograph Drug MO012 05/06/2022

TYLENOL COLD PLUS FLU SEVERE, TRAVEL BASIX

Date

acetaminophen, dextromethorphan hydrobromide, guaifenesin, and phenylephrine hydrochloride

tablet, film coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:66715-7856

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
GUAIFENESIN (UNII: 495W7451VQ) (GUAIFENESIN - UNII:495W7451VQ) GUAIFENESIN
PHENYLEPHRINE HYDROCHLORIDE (UNIl: 04JA59TNSJ) (PHENYLEPHRINE -  PHENYLEPHRINE
UNII:1WS297WEMV) HYDROCHLORIDE

Inactive Ingredients

Ingredient Name
CARNAUBA WAX (UNIl: R12CBMOEIZ)
CROSCARMELLOSE SODIUM (UNII: M280L1HH48)
D&C YELLOW NO. 10 (UNII: 35SW5USQ3G)
ALUMINUM OXIDE (UNII: LMI2606933)
HYDROXYPROPYL CELLULOSE (70000 WAMW) (UNIl: 6607AQVORT)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MAGNESIUM STEARATE (UNII: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNII: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
STARCH, CORN (UNII: 08232NY3S))
SUCRALOSE (UNIl: 96K6UQ3ZD4)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color yellow Score no score
Shape OVAL Size 19mm

Flavor Imprint Code TYLENOL;SEVERE
Contains

Packaging

Strength
325 mg

10 mg
200 mg

5 mg

Strength
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# [Item Code Package Description Date Date

NDC:66715-

1 7856-2 2 in 1 CARTON 11/30/2022

1 2 in 1 POUCH; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO012 11/30/2022

Labeler - Librug Store Products, Inc (093103646)

Revised: 11/2023 Lil Drug Store Products, Inc
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