COLD MAX- acetaminophen, dextromethorphan hydrobromide, and
phenylephrine hydrochloride tablet, coated
Harris Teeter

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.

HTE - 1138 - 2022-1118
Drug Facts

Active ingredients (in each Purpose
caplet)

Acetaminophen 325 mg Pain reliever/fever

reducer
Dextromethorphan HBr 10 mg Cough suppressant
Phenylephrine HCI 5 mg Nasal decongestant

Uses

e temporarily relieves these common cold/flu symptoms:
o minor aches and pains

headache

sore throat

nasal congestion

cough

sinus congestion and pressure

e helps clear nasal passages

e promotes nasal and sinus drainage

e temporarily reduces fever

O O O O O

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

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:
= skin reddening
= Dlisters



= 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

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.

e 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, 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 dosage

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
e do not take more than directed (see overdose warning)

e take 2 caplets every 4 hours
e swallow whole - do not crush, chew, or
adults and children dissolve
12 years and over e do not take more than 10 caplets in 24
hours

children under 12
years

ask a doctor

Other information
e store between 20-25°C (68-77°F) in a dry place
e retain carton for complete product information

Inactive ingredients

acesulfame potassium, colloidal silicon dioxide, croscarmellose sodium, crospovidone,
flavor, magnesium stearate, microcrystalline cellulose, polyethylene glycol, polyvinyl
alcohol, povidone, pregelatinized starch, propylene glycol, stearic acid, talc, titanium
dioxide

Questions or comments?
1-844-705-4384

PRINCIPAL DISPLAY PANEL

tCompare to the Active Ingredients in Tylenol® Cold Max

NDC 72036-138-05

Harris Teeter™

For Adults

Cold Max

Acetaminophen, Dextromethorphan HBr, Phenylephrine HCI

PAIN RELIEVER/FEVER REDUCER, COUGH SUPPRESSANT, NASAL DECONGESTANT
Relieves

* Head + Body Aches

e Fever + Sore Throat



* Cough

* Nasal Congestion

24 COOL TASTE CAPLETS

Actual Size

For Adults

Cold Max

Acetaminophen, Dextromethorphon HBr, Phenylephrine HCI

NC

ry 03 sanpal Aprenodius) m
abeunesn snins pue [eseu sspowoxd m safiessed [eseu reap sdpy m
anressaad pue oipsabung Snus w

et ] wxsaBued [eseu m

worgans e ouwpeays  suedpuesepouw e | seanpad sensjuansgel ey B 676 usydou ey
suojcuuls nypis ouwe asag saneean fpmicdusy - 5857 | asoding  (jajdes yaes by sjuaipalbiu) sy
(panunuos) spoe4 Snig sjae4 6nig
W ) =
2 = m [
8 S - = Z
- o
& < c B &
5] e ] a4 %
S W 5 2
5 = & - &
8 o Uo
: el i b
o O =1
ET S
oo B
= .m w E
s £ W =
Z
[ -8 L S
- 9 =S
d c > N <
—" .M m W% 9% o
o az K £S5 1w
2 2 e g 4 % OF
= = Zo = o
o EZ . == 8 o LLl
£50 E ad 88 § e
258 T .V .0 O
5E2 - o T E OB
e 8 s IEEREE <<
sE =
gis - oy 2TLVZ NQO)
e o e WERLHEL  ZSJUSWINIGD 10 SUONSanD

‘ao)ueIenssn)dinok

NINOHE HO NHOL 34V
SLINMY3LSINE 135N 10N 00

BpOOR WY A8 T AR

Yool sosgldand “seys pa zanepsband “swopuod Yoo yadod
6 sussligaigd “ssompe sk R

ey opuodan 2500 (IS L0 Bpanp L

SOIEZ 2 SHAHLIVA S P10 OUBIL O SRR

DITHILILSHHWH oy ssnisid B K paingutan
49 QILNAMISK X104

0 PR UL 0 9] Janpasd Sy |

gﬁ%ﬂsrﬂﬂ Spuapaibuy anjaeuy
(panunuoa) spoey Gnig

A ‘sl pue LELOA [rgod gig| A 2y Loyes uBal e
e Lp U (4,116 25207 WeamEq ans m
uogewnoul 13150

sl 2|

OPNEEE 8 gl L) el ]

SN BZ W SR (| N GRw AEpm op e | s0 pueseal
GNCESD X0 A TED 180D SHOUM MRS B 70 UEpmp
Sy ¢ s Sidea Z ol PUR SR

(Buawizs 5050940 295} PIIRED UEY) 30U €1 U 0 B
suomdalg

4 ey wbapd yonw 00} v wroo oy Yl e
euslydws 0
st Tuniows g 5000 s (s yins woap 0 jEEsed e
b smsod pabieyss uerof enp bunumaog m asvanp poulig m
arsidpooy ey SPEp N Hep aye
e S L) i B i o s .
it 53 o Ak R inp0d 545 0k Uanoon B R Ry RAD oy 3l g
Tonpend s o g Eoewmyd
10 0120 R 10w e suBu Brup uod nsaxd mak g mouwg o op
il S iy = Buddng sye spam 2 1) 10 fasesp 5 osugeg
22 Pt (Ut 0 gl it my g U
Do) o oau ogduasand v Bung wowam nol e

sl 10 subes {1 33000 100 0 NOK J Uk LRI 904 52 N 5% S0R 1)
oL HUSYURGR PR YNg UZ21-T22-008- () e by mps) pau)
R e ]

TR J0 I B UpydouLeRyioe Sulod Brup e sgaym ans jou a nok
B uogdmentioou s Lo and) iy Bauege fp sgo ey w
0 o o

VRPN J0 YR )]

g Ruossied eay v e Buipaay-1seasg Jo Leulard j)
UG SRS € 0 SUDS B pR0a a5

SYEE) 1FY) AUDCORY 40 USRI R SI00 10 09 e Winoo m
moswoduls mum  Juisaad st Bugans 1055pR B

i o A SR 0 S a0 sy m

shep 1 vo aaow 53 s assnnn sl ybioos s wogsabur ey el m
X ‘SR [

2 4209 @ 5@ pue a5 daig

9hes0p papuaIIa) pasona Jou op janpend s Bursm sy
ey fup

Eumug poorq a4 Bubye auw ok 2 958 w0jeq ISR IR J0 J0RX0P € N5Y

Tgdwod Jopop

e e ‘Buipuon 0 ‘e e “wpepeay *keg K panago) 1 panedaanoe
51 "skup 7 unu suouw oy psesad “asnas 6 je0ag 05 | BumLm ooy a0g
e g 2] DR U ) OGS S0 LI DS E

2] ] EEe n.§ USSR EpnE

Tz swopdusds ‘suogaee) Us RS Bene) few aydouwmoy e Aery
Popaud sup Busn spyv [2 5203 AP 390000R H0W K E W
R Bt I B GEE

S0y 0 vigdounueoe J B ons e wam e i ol g anaon fiew abewey
Jang anag Soq 7w usudouneioe B 7'l Sade gL 9 popod L
60 fpep weunmu 3y Vaydumee sue0d 1apald sy Buwies jan
shunuey

(panuiuod) sjoe4 Gnig

(panunuoed) spaeq Bnug

NC

COLD MAX

acetaminophen, dextromethorphan hydrobromide, and phenylephrine hydrochloride tablet, coated

Product Information

Item Code (Source) NDC:72036-138

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

Active Ingredient/Active Moiety

Strength
325 mg

Basis of Strength

ACETAMINOPHEN

Ingredient Name
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D)

DEXTROMETHORPHAN HYDROBROMIDE (UNII: 9D2RTI9KYH)

(DEXTROMETHORPHAN - UNII:7355X3ROTS)

10 mg

DEXTROMETHORPHAN

HYDROBROMIDE

A~

PHENYLEPHRINE

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




UNI:1WS297W6MV)

Inactive Ingredients

Ingredient Name
ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
CROSPOVIDONE (UNII: 257830E561)
MAGNESIUM STEARATE (UNIl: 70097M6130)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3\WQOSDWI1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNIl: 532B59)J990)
POVIDONE, UNSPECIFIED (UNIIl: FZ989GH94E)
STARCH, PREGELATINIZED CORN (UNIl: 08232NY3S))
PROPYLENE GLYCOL (UNIIl: 6DC9Q167V3)
STEARIC ACID (UNII: 4ELV7Z65AP)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color white Score

Shape OVAL Size

Flavor MINT Imprint Code

Contains

Packaging

# Item Code Package Description
NDC:72036- :

1 3805 2 in 1 CARTON

1 12 in 1 BLISTER PACK; Type 0: Not a Combination

Product

Marketing Information

Marketing
Category Citation

OTC monograph final part341

Labeler - Harris Teeter (047279351)

Revised: 11/2022

Application Number or Monograph

HYDROCHLORIDE

no score
17mm
AAA;1138

Marketing Start

Date

08/16/2016

Marketing Start

Date

08/16/2016

Jny

Strength

Marketing End

Date

Marketing End

Date

Harris Teeter
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