SINUS AND HEADACHE- acetaminophen and phenylephrine
hydrochloride tablet, coated
DISCOUNT DRUG MART

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.

1123B-DDM-2020-0903
Drug Facts

Active ingredients (in
each caplet) Purpose
Pain reliever/fever

reducer
Phenylephrine HCI 5 mg Nasal decongestant

Acetaminophen 325 mg

Uses

= temporarily relieves these symptoms associated with hay fever or other upper
respiratory allergies, and the common cold:

= headache

= sinus congestion and pressure

= nasal congestion

= minor aches and pains

helps decongest sinus openings and passages
promotes sinus drainage

helps clear nasal passages

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.

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

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 or nasal congestion 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

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
adults and = swallow whole; do not crush,
children 12 chew, or dissolve
wvearc and nuar ® do not take more than 10 caplets
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in 24 hours

children under = ask a doctor
12 years

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

Inactive ingredients

acesulfame potassium, colloidal silicon dioxide, croscarmellose sodium, crospovidone,
D&C yellow #10 aluminum lake, FD&C blue #1 aluminum lake, FD&C red #40 aluminum
lake, 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

DISCOUNT DRUG MART FOOD FAIR

NDC 53943-323-05

tCompare to the active ingredients in Tylenol® Sinus + Headache
FOR ADULTS

DAY, NON-DROWSY

SINUS + HEADACHE

Acetaminophen, Phenylephrine HCI

Pain Reliever / Fever Reducer, Nasal Decongestion
RELIEF OF:

* SINUS HEADACHE

* SINUS PRESSURE

* NASAL CONGESTION

24 COOL TASTE CAPLETS

Actual Size
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 SINUS PRESSURE

Acetaminophen, Phenylephrine HCL
Pain Reliever / Fever Reducer, Nasal Decongestant
24 COOL TASTE CAPLETS

* SINUS HEADACHE
FIZ3E05000_RD

* NASAL CONGESTION

RELIEF OF:

FPOMID LUNUTY) “ A% ‘PR

TNENEN O VLSO WM\ EEYS 4 e N 4 D aaiiod "Rakb eusiligalied “renge0 susmslionnm aeees
LT MR TR opaisyzegna joury pnpend wg ) [ niseubious Jone) 'SR wWnAWR g P ] W

18 N0 P04 “iofR] USUIng Qe 20 wopwadson

HIFHD Eﬁt..o_uu!.ﬁc uz PRS0l e L 'RUNIPOS ASORPUEIS0.D ' LR LU e L0N|IS [Epog00
sedpeed- i b Sapmeansd | s cyranios 10 suogsang ‘wnesmod oweynsae  spuajpalby aajjoeLy

NIN0HE 4O NHOL 3o
SINN B1SIT8 #1391 10N 00

(panunuoa) spaeq brug

(panunuod) spoed Bnig

A SN pUR LGRS oNposd 030jdes J0) UOLTS UT0) @
weid Up e U4 4-59) 2670 Ueangag DX B
UOJFeLLLIO}U J3Y10

amal 7|

MPOPRYSE W | Jepun LampLp

S0y 7 1A Sjayded | Ui amw el JoU D | sand pue sl
BNOSIP 0 WAYD YSU |00 0P DY MOJENS 2L aRnp
sy lsana e 7 i m pu syrpe

(Bues 850RIaA0 #35) PAYID LR BM0LI SYE) J0U 0 B

suoaaig

sopdus 20 tubis e sxou

10U 0P DO Jf LD LEPRUD J0) 51 WA SR SHNGR 20§ RGN 1 LOGUIRR
PO 0 12221-222-008- 1 Howe 1y s9iuin jonuc) wosiog
90000 20 djy [P pa 16 ' Sopaan j0 95ed 1y Jbujwem asopang
LRI |0 Y30 0 N0 deay

5N an0gaq [Punssapnd yesy e yse Buipeaj-seaiq 1o ueuband §
WEGPUOD SRS § 10 B 0 pres sy

10000 SwoitwAs iy

Juaeand s Gugams w0 ssaupa W

sep £ L) aAU S5R] 2 Stiam €106 Jaas) m

s £ uRig aoe 53587 0 oo sl wonsaliuos peu ued m
N0 S3UsSHdES J0 SEIUETP *SSAUSH0AN B

1 #5100 © yse pue 30 dojg

‘abesop papusWWL0oa) PAISND jOU 0P i Bupn vagy

4 ) Bagp by
ot ol Bunies ame mak J| 050 A0jeq |SRRWE YT 19 J190p € N5
e ario0ad pabliea ue o) #np Buuim s m

amssd pooyg iy m  aseasp sl e oseasp ey
SHOqED W GeRampiau| @ aey nak g Bsn ax0jaq I0p0p @ ySY

swapau g o
fue o yonpasd sag o voyoeas 250 R ve pey Kad sy nok i m
yanpasd ea Bugey asyoq jeinewueyd 10 5920 B R VN
s surejuos fnup wagdiosaud ol i mouy jou op nolk  Brup v
) Bunddols 2R SHeam 7 J0j 10 (RIS 5U0SUN{ R 10 SUORDUOD
[RUDALI S0 SR rssandap oy shirup uepan) o
SR FSPOI SUEUTOUOL Wnd s v hunm mouar vl g e
Tseeyd 1010400 5% iyt
sume0d Brup e seyraym ans pou are nok ) {eondusssuduou
s uoqdussad) uagdounweyzse Bueuos Brup Jayp lue yim =
asn jou of
KRME ) Gy P ook PUE BEN B0JS 'SANI00 LORSE LT E )|
wEle SHEN e CLueppl e e Copnpu e swtwis
“SUGGIRA LD 0UAEs Bsned few usudupueiasy e Ay
Tonpasd sy Buesn apgn fep 1943 SHULD JR040E J0W KO E B
i dounteyase Bupeios sbup sy yim m
Sy 7 U1 Lo o Bl 0 v L]
gy Nk 1 noo e abewsep sw| asmag SN0y 17
un fuaydounamane B (g7 c) sypded | 2 pnpod 33 jo esop lyep
WnaE By “usydomwelace sureuos papoud @y) Buwem sang
sBujiiem

(panuiuoa) sjoey Bnig

(panuiuod) spaeq Bnag

9

[

— O
—
—_—

-

|

—

5

—
—

9

0

ﬁ

NC

SINUS AND HEADACHE

acetaminophen and phenylephrine hydrochloride tablet, coated

Product Information

Item Code (Source) NDC:53943-323

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)

5 mg

PHENYLEPHRINE

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

UNI:1WS297W6MV)

HYDROCHLORIDE

Ingredients

Inactive

Strength

Ingredient Name

ACESULFAME POTASSIUM (UNII: 230V73Q5G9)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)




CROSCARMELLOSE SODIUM (UNII: M280OL1HH48)
CROSPOVIDONE, UNSPECIFIED (UNII: 257830E561)
D&C YELLOW NO. 10 (UNIl: 355W5USQ3G)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

FD&C RED NO. 40 (UNIl: WZB9127X0A)

ALUMINUM OXIDE (UNII: LMI2606933)

MAGNESIUM STEARATE (UNII: 70097M6130)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDW1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNII: 532B59J990)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)

STARCH, CORN (UNIIl: 08232NY3S))

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

STEARIC ACID (UNII: 4ELV7Z65AP)

TALC (UNIl: 7SEV7J4R1U)

TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color green Score no score
Shape OVAL Size 17mm
Flavor MINT Imprint Code AAA;1123
Contains
Packaging
# Item Code Package Description TR SR I
Date Date
NDC:53943- .
1 35305 2 in 1 CARTON 09/01/2020
1 12 in 1 BLISTER PACK; 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 09/01/2020

Labeler - biscouNT DRUG MART (047741335)

Revised: 12/2022 DISCOUNT DRUG MART
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