SINUS PRESSURE PLUS PAIN PE- 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.

1120B-DDM-2020-0903

Drug Facts

Active ingredients (in each caplet) Purpose
Acetaminophen 325 mg Pain reliever/fever reducer
Phenylephrine HCI 5 mg Nasal decongestant
Uses

= temporarily relieves these symptoms associated with hay fever or other upper
respiratory allergies, and the common cold:
® sinus congestion and pressure
= headache
= minor aches and pains
= nasal congestion
= promotes sinus drainage
= 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 (MAQOI) (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)

adults and = take 2 caplets every 4

. hours
children 12
years and s do not take more than 10
over caplets in 24 hours

rhildran
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under 12 s ask a doctor
years

Other information
= store between 20-252C (68-779F) in a dry place
= retain carton for complete product information and warnings

Inactive ingredients

colloidal silicon dioxide, croscarmellose sodium, crospovidone, FD&C yellow #6
aluminum lake, iron oxide yellow, magnesium stearate, microcrystalline cellulose,
polyethylene glycol, polyvinyl alcohol, povidone, pregelatinized starch, stearic acid, talc,
titanium dioxide

Questions or comments?
1-844-705-4384

PRINCIPAL DISPLAY PANEL

DISCOUNT DRUG MART FOOD FAIR

NDC 53943-220-06

tCompare to the active ingredients in Sudafed PE® Sinus Pressure + Pain
Maximum Strength

SINUS PRESSURE + PAIN PE

Acetaminophen, Phenylephrine HCI

Pain Reliever/Fever Reducer, Nasal Decongestant
For Relief Of

Sinus Pressure + Congestion

Sinus Headache

Actual Size

24 CAPLETS

Non-Drowsy



NINOUE YO NYOL 3HY
SLINN H3L5178 41 35N LON 00

“WyEg + BAN3SIL SOULS
@3d PHEPNS J0 JINGLASIP REXYEIH

G520 OIHO 'WYRIORIN TN S0 00 L2 T
EN1H0 LWNOGSI 0L FTVIENH ALSAE OV SO0V NN
WOLLDRISUYSSI 0 NOSY3H NS U015 0L W3
O VN A "OEWHING FEHM 23005 01 INVER
(0 NOLLEO CRRSTNI NANLIH TRLESLESI0 A
(ELNERN DI ROV E

SAINGIROD) [P Mmrgmm*

i PRUSTE UL 0 9 R

1[Ed poo4 - W Brug :Ag pengpuisig

9SZrP HO "BUIPSY » SAIQ BOIBWILGY] LLE

VILFSOLHE-
£SJUSIWILIOD 10 SUOSAN)

4 "SupLndsID WAIRYS S50]0 LWEISON YIRS WY
‘apoiog s pRID  SpuUaIpalbiuy afjaeu)

SO WIS “Ie} ‘P12 RS Yarels peauiebad ‘sopod
Touasje funtjod ‘ol suayizpaliod ‘esomngad sumekisoniu

sfuwem pue LoreL)l 15 pod st o) UojRa iRl w
a3Rd Lp & 0 4, 10-69) D.42-08 Liamig a0l m

“aiereas wniouBew 'mojed spisn vl ‘e wauune g8 moljah 3504 Uonpewiopn 1310
(panunuoo) spoeq Brug (panunuod) spoeq fnig
A sealz) | 4 onpaud siy) ey agjaq jsneuweyd
HpopeyEe m sapun uaupirp | 2040100 B S8 YOI Ue sureuad Bnup vond ssaid ok § mow jou op
oo ) *Brup v 2yp Bunddags Jayje span 2 o) Jo (asessin 5 Bosub Ry
SIN0Y U Sjaded (] UeL) auow axE UOp M | Jaan pue sieak 7| 050 -

{PPUOS [EUOOWE J0ugisd ‘Unissadap Joj $Brup wepeo)

S0y y Lions siden Z SRl m_| URINDPUR IRpE (o) dowar g asepon sunueouow wogdyasad ¢ Bubie) mou ae mof i m
(Butuem ssoprane 835) PajIad p UL G100 BXE) J0U 0P B ‘jeiseiued Jo J0j300 B YER TydoLIUEEIR SURIUD
suoiaalIg Brup v saygaym auns jou s nod §] -fuondudsaduom o wond reud)

Ty uaidou wepase Buwmewos Brup Jayjo fue yymm  esnjou o

Jou 0p ROk J| Uaks LA J0) SB 3 52 SENPE 0] QU Sl uayBYE
(e NG (22 1-222-008- 1) Aeme Whu sawag 04UD) Losing
© pege0d 5 day [eapew 136 ‘ssopiane o a5ed U DHunlem esopeng

“Keae Y B dipy (B0 pa U §aes pUR S0 G035 ‘S NI00 LOMIEI WS B )|
seim siEsiqm  Buusppa ups m apnpu few swojduls
SUOIRE) UNS 2Jones 35ned Aeu uayomiwean e By
Jonpoud suy) Gursn apyw A2p Aass SHILD J0YORINW IO E |

PN D J Y2 Jo jno daay usydounszase Bumielnd HI0 )M i
"asn putjeq [Puassand gy e yse Buipas)4seuq Jo Jueubasd j) S0y pz u m.ﬂfmqﬂ,@ -,i';.”u m m"f;ﬂm : f————
"L PUD2 SNOUES B 10 Subis o pned asay | ael nof J1 N0 few abewep Jan) aiameg snoy —wm
1100 Susdwds mau w puesad 51 Bugjoms mssapas m | HZ W uaydoupuegace B gz e) sieded | s jonpoxd s jo asop Apep —_—
sAEp § UBLY Q01 S35) J0 B300M 5400 Jans w MAPILIEGRU 1] “UaydauURaoR SR L0 nposd siy) :ﬁEuumm-L —
ﬂm;umtammnasmﬁm!m&m|mumm. shujuiey ="
N1 ssaussdans 0 ‘SSUTZP ‘SSHUSHOAIN B ——————
Ly N Tl
aliegop papuawwoeoa pasdxa jou op jon posd sug) Busn wBy 3 P-INIWWI : ’ﬁwsolwf:)mh. "
usepem Bop Bumuy P09 WO aip pue ‘safaag e Kiogeidsas Jadcn Ko 20 sansy —
pooig w3 Burgey aue nok 41 esn aojeq 1spewRyYd J0 J0j0p B YSY Aoy o poyeio0sse swoifs asauy sawage: uedud m - Sasy) s ——
pued aepad paties ue o] anp BuspLNA0L B I
SPgEP m gmeappodyl e oUssad poojquiy m  Wegsabuaaap [pra s Bl § DH suuds)uayg = o
F35P UEAY W GSWSp ANI W aaey nok J1asn 2U0jaq Jojaap e sy nmwmwm(wma """""""""""""" B 7§ uaydounuelaoy g -
WP sy p R 10 arpon S0 o, b el abiae v pey o wegnolp m | @50ding  (Jajdea yoea uy) sjusipasbuy aanoy % g-'l'
(panunuoa) syae4 Bnig sjoe4 g =
[TH

NDC 53943-220-06

tCompare to the active ingredients in
Sudaded PE® Sinus Pressure + Pain

Maximum Strength

PRESSURE + PAIN PE

Acetaminophen, Phenylephrine HCL

Pain Reliever/Fever Reducer, Nasal Decongestant

For Relief Of
Sinus Pressure + Congestion
Sinus Headache

Actual Size

—
24 CAPLETS




SINUS PRESSURE PLUS PAIN PE

acetaminophen and phenylephrine hydrochloride tablet, coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:53943-220
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 325 mg
PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS)) (PHENYLEPHRINE - PHENYLEPHRINE 5m
UNII:1WS297W6MV) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNIl: M280L1HH48)
CROSPOVIDONE, UNSPECIFIED (UNIl: 257830E561)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
ALUMINUM OXIDE (UNII: LMI2606933)
FERRIC OXIDE YELLOW (UNIl: EX43802MRT)
MAGNESIUM STEARATE (UNII: 70097M6130)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNII: 532B59)990)
POVIDONE, UNSPECIFIED (UNII: FZ989GH94E)
STARCH, CORN (UNII: 08232NY3S))
STEARIC ACID (UNII: 4ELV7Z65AP)
TALC (UNIl: 7SEV7)4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color orange Score no score

Shape OVAL Size 17mm

Flavor Imprint Code AAA;1120

Contains

Packaging

# Item Code Package Description ISR SR IR L

Date Date

NDC:53943- .

1 220-06 2 in 1 PACKAGE 09/01/2020

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

Product



Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC monograph final part341

Labeler - biscouNT DRUG MART (047741335)

Revised: 12/2022

Marketing Start
Date

09/01/2020

Marketing End
Date

DISCOUNT DRUG MART
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