SINUS PRESSURE PLUS PAIN PE- acetaminophen and phenylephrine
hydrochloride tablet, coated
VALU MERCHANDISERS COMPANY

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-BST-2021-1117

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, corn starch, 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

COMPARE TO THE ACTIVE INGREDIENTS IN SUDAFED® SINUS PRESSURE + PAINt
MAXIMUM STRENGTH, NON-DROWSY

Sinus Pressure + Pain PE

ACTUAL SIZE

Pain Reliever / Fever Reducer - Acetaminophen
Nasal Decongestant - Phenylephrine HCI

For Non-Drowsy Relief of

Sinus Pressure + Congestion

Sinus Headache

24 CAPLETS



NIAOHE HO NHOL 34y
SLINN Y3158 41350 LON 00

“00 ‘SHISINVHOUIW NTYA
‘A9 03LNGIMLSIO A10N0Yd

90199 S "ALID SYSNYH
NV SYSNYH 0008

POER-SOL-Pr8-1 | 4 *aUOPIADCSDID ‘WNIPOS BS0(jFULEIS0ID ‘YMES LI0D

£SUaWILLog 10 suogsany ‘appoip uodys [epioied  SpugIpasBug angoeu|

appolp WiV 9(e) 'PIoe Jueals ‘yosels pazjuiielabaid ‘auopiod sGujuIem pue LoREWIONI 19NPOd 8131009 Joj UOMED U m
‘Ioyoage |Aunijod '10ak|6 auaifipaliod ‘esoiniied suyEISAg0oL 3920 AIp B Ul (da2£-89) D,G2-02 U3aMIEq 2U0)S B
‘ajerea)s wiisauliew ‘mojjak 3K L0J| “Sye] WUILINE 9§ Mojiak 3204 uonewdloul 1ayip
(panunuo) spaeq Bnig (panunuod) sjoe4 6nig

A sieakzl | « “1onpoud siu Bupye) as0jeq 1sioeuweyd
10j0p B sE W Japunuaippyd | 0J0j00p & ¥se |0y U surjuoo Grup uogduosaid Jnok j mow jou op

SIN0Y 72 Ul S12[029 (L Uew} 210w 3YE} Jou 0p m | Jano puesreak g
sunoy p K13k 51910 Z vz m | uaipyyo pue synpe

(Bupiem 30pu3A0 33S) pajoaiip Ueu} aI0LL e} 10U 0f m
suonaaliqg

“swojdwAs o subrs fue sonou
1ou 0D NOK J1 U3A3 UIP{L 10} SB [aM SB SJINDE Joj [BIRUD 51 Uofuaye

nok i “Brup |0w aus Burddars a)je syaam Z 10} 0 ‘(seasip s uosuRyRg
10 'SUDNPUDI [EUDROWS J0 Jiesyassd ‘vojssaidap Joj sbrup uuad)
Hmv}mmuummwwlwmmmmmmmmwl
“s1eureyd 10 J0}90p B %5 ‘UaydoUIL}BIR SURLO)
MBHMHMMWMMH‘{MWMWUM
uaydounueiase Gurejuos Grup Jago fue yuwm 95N jou og

“Fenve 6L djay [21paLL %235 PUB SN dO)S 'SIND00 UOFIRAI UDYS € J|

RO YN (2221-222-006-1) fene b swsg g uosog | T SIASKER o e e, peiou e suidus
BI0RIL02 00 0 [BOPaLS 190 90120 0 8520 U upuEm 050pIBAD 1onposd $iLp Buisn sy Kep K138 SYULP 91 AWioEm
“UAIPIILP 0 yoea1 o 10 daay i -l
. ¥ Uaydoujweyaoe Gulueuod J3Ul0 yym m
a1 24030 [euoissajoid yj(esy e yse ‘Buipaaj-jsealq Jo yueubaud §| SInoy pZ Ul ualdounwe;ade jo Bl po'y LeL 0w m
"UORIPUGY SN0LaS © J0 SUBIS aq pinod asay aE) nok |1 Inao0 Aew abiewep Jan| ajakag “sInoy
220 SWOdWAS Mau w Juasad s Bulljams Jo ssauped w | 2 ui (Usydouiwelase B 05z'g) si21dea 01 s 1anpoad siy §o asop Ajiep
skep € UBL) 840U §15%) 10 25i0M Sjab Janaj m | WAwRW By ‘USYOOUILEIBIE SURIUG 1anpod sitL :Bujwiem saar
Siep / UeL 20w SISe) J0 asioM S1af uonsaBuoo [eseu so ued m sbujuwieg
N30 S53USSH03A]S JO 'SSIUZZIP ‘SSAUSNOAIEL m
" momepwmnans | e ey o s
afiesop papuawiluodal paaoxa Jou op jonpoad siy) Gujsn usym e E,me: gmﬂﬁue&}gs?ﬂlummﬂ::
uiseyrem Brup Bujuuiy ‘i3 UOLWWOD auy pue ‘saiBiayje ioyesdsal seddn sauo 10 sana)
P00 4p Bupfe a2e ok J1 51 31050 1sioBuLIeYd J0 10F0P EXSY | ey pageioosse swoyduls asau saaai Kueiodual m - Sy
pue(G ajejsosd pabisejua ue o) anp Guneuyn signos m
Sajegep m aseasip poufly) m ainssaud pooja by m § Juejsabuodap esey B G 14 auuydaiiuayg
DSOS LRI M 9SEASIpJAN| W @AY NOK J) 2SN B10J9Q JOJI0P B HSY | JEONDAI JANGIIBNBIAY LB e 6L GZE uaydouLIelady
syuapeibu i 10 0% 10 Tp S 0 uonoea 9 e e pey avd sy ok w | @S0Cng aardea uaea ) swamafﬁw aAnay
(panunuoa) spoe4 Bnig sjoeq bnug

Sinus

COMPARE TO THE ACTIVE INGREDIENTS
IN SUDAFED PE® SINUS PRESSURE + PAINT

Sinus

Pain Reliever / Fever Reducer - Acetaminophen

Nasal Decongestant - Phenylephrine HCI

For Non-Drowsy Relief of
Sinus Pressure + Congestion
Sinus Headache
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SINUS PRESSURE PLUS PAIN PE

acetaminophen and phenylephrine hydrochloride tablet, coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:63941-220
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 (UNII: M280L1HH48)
CROSPOVIDONE (UNIl: 257830E561)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
ALUMINUM OXIDE (UNII: LMI2606933)
FERRIC OXIDE YELLOW (UNIl: EX43802MRT)
MAGNESIUM STEARATE (UNIIl: 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 I TR SR TR L

Date Date

NDC:63941- .

b 2 in 1 CARTON 10/01/2020

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 - vALU MERCHANDISERS COMPANY (868703513)

Revised: 11/2021

Marketing Start Marketing End
Date Date

10/01/2020

VALU MERCHANDISERS COMPANY
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