SEVERE ALLERGY PLUS SINUS HEADACHE- acetaminophen, diphenhydramine
hcl, phenylephrine hcl tablet, film coated
Wal-Mart Stores Inc

Equate 44-543

Active ingredients (in each caplet)

Acetaminophen 325 mg
Diphenhydramine HCI 25 mg
Phenylephrine HCI 5 mg

Purpose

Pain reliever
Antihistamine
Nasal decongestant

Uses
= temporarily relieves these symptoms of hay fever or other upper respiratory
allergies:
= headache
nasal congestion
sneezing
runny nose
sinus congestion and pressure
itchy, watery eyes
itching of the nose or throat
minor aches and pains

Warnings

Liver warning: This product contains acetaminophen. 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

= Dlisters

= 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.

with any other product containing diphenhydramine, even one used on skin

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

glaucoma

heart disease

high blood pressure

difficulty in urination due to enlargement of the prostate gland
a breathing problem such as emphysema or chronic bronchitis
liver disease

thyroid disease

diabetes

Ask a doctor or pharmacist before use if you are

taking the blood thinning drug warfarin
taking sedatives or tranquilizers

When using this product

do not exceed recommended dosage

excitability may occur, especially in children

marked drowsiness may occur

alcohol, sedatives, and tranquilizers may increase drowsiness
use caution when driving a motor vehicle or operating machinery
avoid alcoholic beverages

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

If pregnant or breast-feeding,

ask a health professional before use.

Keep out of reach of children.

In case of accidental overdose, get medical help or contact a Poison Control Center right
away. Prompt 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
» adults and children 12 years and over
= take 2 caplets every 4 hours
= do not take more than 10 caplets in 24 hours
= children under 12 years: ask a doctor

Other information

= see end flap for expiration date and lot number

= TAMPER EVIDENT: DO NOT USE IF OUTER PACKAGE IS OPENED OR BLISTER
IS TORN OR BROKEN

» store at 252C (779F); excursions permitted between 15°-30°C (59°-86°F)

Inactive ingredients

corn starch, croscarmellose sodium, crospovidone, FD&C blue #1 aluminum lake,
hypromellose, magnesium stearate, microcrystalline cellulose, polydextrose,
polyethylene glycol, povidone, silicon dioxide, stearic acid, titanium dioxide, triacetin

Questions or comments?
1-888-287-1915

Principal Display Panel
equate™

NDC 49035-543-09
Quality Guaranteed

Maximum Strength

Severe Allergy

Plus Sinus Headache
Acetaminophen, Diphenhydramine HCI,
Phenylephrine HCI

Pain Reliever/Antihistamine/Nasal Decongestant
Relieves:

* Sinus headache

* Sinus congestion

* Sinus pressure

* Sneezing

* Runny nose

* ltchy throat

* ltchy, watery eyes

20
CAPLETS



Actual Size

TAMPER EVIDENT: DO NOT USE IF PACKAGE IS
OPENED OR IF BLISTER UNIT IS TORN, BROKEN
OR SHOWS ANY SIGNS OF TAMPERING

DISTRIBUTED BY:
Walmart Inc.,
Bentonville, AR 72716

50844 REV0918G54309

Satisfaction guaranteed -
Or we'll replace it or give
you your money back.
For questions or
comments please call
1-888-287-1915.



9kL2. HY ‘a|1auojuag
“ou| Jew|em
‘A8 @3Llngidisia

‘'SL6L-L8C-888-L
||e2 asea|d sjuswWILIOD
Jo suonsanb 104

Woeq Asuow INoA nok
anb 1o 31 8de|dad @M IO
- pasjue.enB uoloe)siies

aav-inw| Y3dvd

Y

G161-182-888-} ;SJUBLLILI0I 10 SUDJ)Sanp)

4 osojeweasoin ‘RIS uo SjugIpalbiul annaeu)

UG39} ‘3pIXOIp WINIUBY) ‘PIoB J1ea)s

‘apixoip uoays ‘auopiaod joos6 susfyiafod ‘asaupxaphod
‘as0n]ja0 aujEisAIo0Iony ‘ajese)s wiisaubew ‘asojawaidAy
‘O] WNURLINGE |.# ang 9’94 ‘auopinodsold ‘wnipos

(4.98-65)

9,06~ U%aq papawIad suoisinga '(4,2/) 9.6z18 210 W
NIN0 4 HO NYOL SI ¥31SI78 H0 GINId0

$1 390V Y31N0 31 3SN LON 00 :INIOIAT HIdWYL =

(panunuoa) sjae4 inig

Jaquinu o] pue ajep uogeydxa Joj dey pua aes m
loijeuriojur 43y

10j00p & yse s1eak 7| Japun UBIp|IyO m
SIN0Y p7 U $)3(dea () Uey) 310U aXe} jou op W
snoy  Aiana sjeides Z oyey m

B0 pue s1eak 7| UBI|IYY P SYnpe M

Paj3.1p uey| aiow axej jou op m  SY0/JIBIIQ

“stojdwfs Jo subis Aue axjou Jou op nok J UsA3 uaIppyo

1o se|jai se s)jnpe.oj [e0i}Lio §1 UORL3HE aIpaw jduwolg
K Jybid 2jua) (0509 USIOg B 19BIU02 0 djay eaipaiu Jab
‘3SOpIAn0 [eJU3PIOIL JO 358D U] “UBIP]IY3 JO YIeal Jo jno dasy

asn
210Jaq [euossajord yyeay e yse ‘bujpas)-jsealq 1o jueubaid
10990 swojdwids meu m  Jussard st Bunpms Jo ssaupal m
sfep ¢ el aJow sjse| J0 asiom sjab Jana) m
sfiep 2 uew atow s)sef Jo asiom sjab uonjsabuco feseu Jo urd m
1N220 $53Ussa|daals 10 ‘SSAUEZIP ‘$SAUSNOALU W
J110)30p B Xse pue asn dojg

sabieianaq ojoyoofe piore m  fiauayaew
fiungesado Jo apiyan Jojowu e GuinIp uay LOGNED 35N |
$S3UISMOIP 3s8a1oul Aew s1aa|inbuel) pue ‘sanepas ‘joycofe m
1N990 few $S3UISMOIP PaiEw M

(panunuoo) sjae4 binig

4 SjuaipaiBu sy jo
fue 10 Jonpoad 1y} 0} uoieal 261 ue pey Jans aney nok y m
"Jonpo.d siy} Gunye) alojeq Jsioeweyd
10 10j20p & Yse ‘|0yW e sureuod Bnip uoiydiissaid
nof j mouy Jou op nok §j “Bnup | oy 2y} Buddols Jaye
SYaam g o} 10 ‘(3seasip $,UCSUIYIE4 1O ‘SUGYPUOD [BUOIjOUa
10 ayyeiyafsd ‘vojssaidap 1oy sBnip wewaa) (o) ouqiyu
asepixo auweouow uogduasald e fuyey mou are nof i m
UBS Uo pasn
auo uava ‘aunuelpAyuaydip Bureuo janpoid Jauo Aue yum m
“Jsioeweyd 2 10}20p B Yse ‘uaydouiuejaoe
SuRU09 Brup © Jaigaym ains jou ase nok J| *(uondiussarduou
10 uogdinsaid) uaydounuejade Suturejuoa brup Jauo fue yym m
asnjouog

“feme

1ybis djay [eaipaw yaas pue asn dojs ‘SIN9I0 UOQILAIUIYS B
yseim  sigsyqm  Buusppaiuysm

‘apnpul few swoydwig

"SUOROBAI UIYS 3Janas asned few usydounue)zoy :paje Afa)|y
fonpoud siy) Buisn apym Aep fiana syuup H[oyooje asow 10 g
uaydou weaoe Guuruos sbp Jauo Y e

sinoy 7 u uaydouueaae Jo B ooy uey) ow m

aye) nok j1an2ao few abewsep Jan)

21209 § "usydounue)ase surejuod Jonpoid siy) Bujwem saa]
spuiuiey

WP W A|ieiaadsa ‘1ndoo Aew Aypqepoxs m
afiesop papuawwesal paaaxa jou op m
jonpoud siy) busn uaym

siaagnbuey Jo sangepas buiye) m
wepen 6nip uuuiy) poojqay) Guiye) m
ale noA i asn a10jaq 1s13euLRyd 10 10j90P B YSY

sured pue Sa1joe Joulw m
safa faem Ay m

1201} J0 350U 2Lp Jo Buiyoy m
ainssaid pue uonsabiuod snuis m
asou fuunim  Bugeaus m  uoyssbuoo eseum
ayoepeaym  :salfiage Aiojeadsal saddn Buyjo

10 83} fey Jo swoydus ssay) sanajal Apreiodws) m sasf

SaaqEIP M ASEASIP PO M aSeasIpJaA| W SRIYdUI]
o0y Jo ewashydus se yons waqoud buipesigem
pueib aiesoud ay) jo juawabieiua o} anp uoljeutin u [jnoip m
ainssaid poojq ybiy m  aseasip yeay W ewoone|fm
aney nok J1 asn a10jaq 10j90p & ysy

asoding

(panuijuoo) sjoe4 Ginig

Jugsabuooap esey

aunEsI
Jonaje) eg ™

TTTPPET TR ﬁm g IDH a.l!Jl.I@H'LUBl.H
B g7 94 auweipiyuaydig
"""" bur gg¢ waydounuejaoy
(1a/dea yaea uy) syuaipaibius anyay

NOILYIWHO4NI LONO0Yd 3131dIN0I n
Y04 39¥9Vd H3LNO d33N sj2e bnig

T
\
{

OR SHOWS ANY SIGNS OF TAMPERING

TAMPER EVIDENT: DO NOT USE IF PACKAGE IS
OPENED OR IF BLISTER UNIT IS TORN, BROKEN

No print/No varnish
_ _ _ lot&Expdate _ _ _

Severe Allergy I
Plus Sinus Headache |

Acetaminophen, Diphenhydramine HCI,
Phenylephrine HCI
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Maximum Strength

Severe Allergy L
Plus Sinus Headache

Acetaminophen, Diphenhydramine HCI,
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Relieves:

e Sinus headache
e Sinus congestion
e Sinus pressure

e Sneezing

* Runny nose

e ltchy throat
[ ]

Itchy, watery eyes

Equate 44-543

Pain Reliever/Antihistamine/Nasal Decongestant

SEVERE ALLERGY PLUS SINUS HEADACHE

acetaminophen, diphenhydramine hcl, phenylephrine hcl tablet, film coated

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

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

DIPHENHYDRAMINE HYDROCHLORIDE (UNII: TC2D6JAD40)
(DIPHENHYDRAMINE - UNII:8GTS82S83M)

PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS]) (PHENYLEPHRINE -
UNI:1WS297W6MV)

Inactive Ingredients

Ingredient Name
STARCH, CORN (UNII: 08232NY3S))
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
CROSPOVIDONE, UNSPECIFIED (UNIl: 257830E561)
FD&C BLUE NO. 1 ALUMINUM LAKE (UNII: J9EQA3S2)M)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO0)
MAGNESIUM STEARATE (UNII: 70097M6I30)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYDEXTROSE (UNIl: VH2XOU12IE)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)
POVIDONE, UNSPECIFIED (UNII: FZ989GH94E)
SILICON DIOXIDE (UNII: ET)7Z6XBU4)
STEARIC ACID (UNII: 4ELV7Z65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
TRIACETIN (UNIl: XHX3C3X673)

Product Characteristics
blue
OVAL

Color Score

Shape Size

Item Code (Source)

NDC:49035-543

Basis of Strength Strength
ACETAMINOPHEN 325 mg
DIPHENHYDRAMINE
HYDROCHLORIDE 25 mg
PHENYLEPHRINE 5m
HYDROCHLORIDE 9

Strength
Nno score
16mm




Flavor
Contains

Packaging
# Item Code

NDC:49035-
543-41

NDC:49035-
543-09

1

2

Imprint Code

Marketing Start
Date

10 in 1 BLISTER PACK; Type 0: Not a Combination 06/27/2007
Product

Package Description

2 in 1 CARTON 06/27/2007

10 in 1 BLISTER PACK; Type 0: Not a Combination
Product

Marketing Information

44;543

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO012 06/27/2007
Labeler - wal-Mart Stores Inc (051957769)
Establishment
Name Address ID/FEI Business Operations
LNK International, Inc. 832867837 pack(49035-543)
Establishment
Name Address ID/FEI Business Operations
LNK International, Inc. 832867894 manufacture(49035-543)

Revised: 10/2023

Wal-Mart Stores Inc
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