NON-DROWSY SINUS DAYTIME- acetaminophen and phenylephrine hcl tablet,
film coated
GREAT LAKES WHOLESALE, MARKETING, & SALES, INC.

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.

Healthcare 44-466C-SC-Delisted

Active ingredients (in each caplet)

Acetaminophen 325 mg
Phenylephrine HCI 5 mg

Purpose

Pain reliever/fever reducer
Nasal decongestant

Uses

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

= minor aches and pains

= headache

= nasal congestion

= sinus congestion and pressure

helps decongest sinus openings and passages
promotes sinus drainage

helps clear nasal passages

temporarily reduces fever

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:

= blisters

= rash

» skin reddening



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

difficulty in urination due to enlargement of the prostate gland
heart disease

diabetes

thyroid disease

high blood pressure

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
new symptoms occur

fever gets worse or lasts more than 3 days

redness or swelling is present

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.

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
s do not take more than directed
» adults and children 12 years and over



= take 2 caplets every 4 hours
= swallow whole - do not crush, chew, or dissolve
= do not take more than 10 caplets in 24 hours

= children under 12 years: ask a doctor

Other information

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

» store at 252C (779F); excursions permitted between 152-30°C (592-862°F)

= see end flap for expiration date and lot number

Inactive ingredients

corn starch, 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, silicon dioxide, sodium starch
glycolate, stearic acid, sucralose, talc, titanium dioxide

Questions or comments?
Call 1-800-426-9391

Principal Display Panel
HEALTHCARE™
NDC 64092-845-24

*Compare to the active ingredients in Tylenol®
SINUS + HEADACHE

Non-Drowsy Sinus
Daytime CAPLETS

Acetaminophen 325 mg -
Pain reliever/Fever reducer

Phenylephrine HCI 5 mg -
Nasal decongestant

Relieves:

* Headache Pain

* Sinus Pressure

» Nasal Congestion

Pseudoephedrine FREE

24 COOL CAPLETS
with Cool Blast Flavor

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



OR SHOWS ANY SIGNS OF TAMPERING

*This product is not manufactured or distributed by Johnson & Johnson Corporation,
owner of
the registered trademark Tylenol® SINUS + HEADACHE. 50844 REV0721H46608

Distributed by: Great Lakes Wholesale & Marketing L.L.C.
3729 Patterson Ave., S.E.
Grand Rapids, Ml 49512 www.glwholesale.com

HEALTH CARE GUARANTEE

If you are not completely satisfied with this
product, regardless of reason, return your unused
portion to Great Lakes Wholesale for a full refund



sued pue S3gIE JOUNU I SPI0D LOUALGD

aug pue ‘saufisage faojendsa) sago 10 Bas) fey pin
pajerosse swoldids o sansga fueindws) m

sasf)

(panunuoo) sjoe4 bnig

A

NOLYWHO4KI
LINO0HEd 313 1dW0d
04 39WAIVd H3LN0 433N

sjoe4 bnig

TG Ay LIS 2L

weamssoygian 21688 1IN spidey pueis
"7 GUARR T FRSHOUM SR IR0 q panquisi)

ONIH3JINYL 40 SNDIS ANY SMOHS 80
NIXOHA "NE0L S1 LINN HALSITE 41 50 03N340

S139VH0¥d 41350 LON 00 :LNI0IAI H3dWvL

“‘ |

S#B80L,S1L 226

| “‘

9099FHIEL0N3Y

J5-80-099F-9190-9

L)
: in
DACHE

ON-DIC iNUS
Pic SICAPLETS

Acela ophe g Relieves:
°a ever/Fever reduce * Headache Pain
Phanvienhnne - * Sinus Pressure
asal decongesta * Nasal Congestion
R
Aclual Size
i .. . ig"

4 ‘suopunod ‘joyooreiuinkiod 1094 sualfyialod
L66-92F-008-1 1129 :
i “ars0|nja0 s epslE0 o0 ‘Seiess wiissuBew oy
SPUOIP LURIIEIY “IF) ‘2S0RINS . odsas
"o atieas ‘ayegooA| B UUS WPOs ‘apoip Lod| S s W Sjuajpaliul aAl ey

(panuguod) sjoe4 bnig (panunuod) spae4 bnag

; q anssaid pooyg yby m  aseasp pofyym
QLI 10| P Spep LOENEI Joj dey pui aes sajoqupm  seasipyieaym  pueyd ajesoid

(4,98 65) 20851

. A |0 juawabiregua o) anp uomeuun u Amagm m
Usagaq papued suorsinod (4 14) m"';:aﬁ' 3sTasp Jan) W @hey nok J 35N BI0jR0 J0E0P € NS

Y0 HEOL §1 HA1$IT8 HO 0IH340 & I9VNIYd swzipabur 51 o fue 1o panposd
HILNO 41 35N 10N 00 :1HI0IAT H3dWyLm syl oy vogaea) fisae ve pey Jana aney nak jim

Upjjelio)un 13yl "Janpoad sug Gurye) ai0jeq Jsteuneyd

. . 0 JOI0P B SR BV Ve surepuod Brap uondudsasd

Jap0p B yse smeaf Z| Bpum uaip)iys | ook mouy ou op nak g “Brup | Oy 2

SIN0Y 7 U S{a1ded () UeA S00W 34E} Jou 0p Bunddajs saye sxaam 7 Joj 30 ‘(359510 S WOSUDLEY
ARDEHP 0 WA SN 100 O - HOUM MOTENS B 10 SUDQIPUOD UAROWS J0 JuleRRIsd "uoissaidap

sanou) f fiana spaden Zaverm Joj sBeup urenaa) {j0vGH) Jougyu asepino
Fan e $ead ), UKDy PUB Snpe | sUweoUow worduosasd v Buni) mou a8 nof im
PaRaIp VBl 210w axe] jou op "Jsieweyd o Jojaap
suanaang Bj5e ‘Uayfoumie)ae sumiu0o Baup e Jagaym
2 005 Jou aie nod )| (uondissalduou Jo udipdusad)
“suopduwis so subis Aue saou jou usajdounuesie Buwiewed Bup Jsyio e e
Op NOK i Liaha UAIPIYD J0) S8 [ja S2 SYNPER 20 (22U asnjou og

No print/No varnish
Lot & Exp date

HEALTH CARE GUARANTEE
11 you are nol completely satistied with this
product, regardless ol reason, refum your unused
portion 1 Greal Lakes Whalesale far a full refund

“This product & not manufactured or distributed by Johnson & Johnson Corporafion, owmer of
the registered trademark Tylenof® SINUS + HEADAGHE. 50844 REVOT21H46608




51 UDGUSJIE [ENPIR JUIL0L] WEME JYDU FHU) [0NUD])
UB%I0, © R3Epucs 10 dpy Eapa 146 ‘ssopuant
[EIUAPEIIR [0 #5821 USRI |0 13881 |0 Jn0 daay
BN 200} [BRoss0M

sy & yse ‘Buipas)-jseaig Jo jueubaid J

“UOIpe0s $noLES B 40 subis 2q pinco #say]
jmeand & Buigjasms s ssaupa B
SAEp £ URA 2000 S15) J0 25)0m 5400 sna)

N0 swopdwss moum  shep J ueg
2100 5757 10 510m 5396 vopsbuos esu o URd W
IR0 $3a0ss3|dis 10 'SSAUIFDD ‘SSAUSH0ALU W
J1I0jI0p € g5 pue 250 dojg

"afiesop papua o
pagaxa jou op janpoid sy Bussn usyp

‘e qigbu dyay

[EpaiL X335 pUR 25N d0}3 “SIRI00 LOIEIEI LS B )|

fungppa us e ysEIm  SsasRqm

:apnpun Lew swaduks “suoroen

ungs aranas asned few uaydomweady iage Abuagry
pnposd

sy} Bursn apigw A2p LoAs SHULD MOUOI[E 20W 0 £ W

uaipdounuegzoe Gueeiueo sbup sago e

SINGY F7 Ul U3ydomweie jo G (O0'y LR Sow m

e} nod 1 10200 dew abewep kA aEnsg

WA OUIEY 0. SUIR|L0D Jonpoud SiL Duimiem Janr]

shiunusey

Jaka) eonpal fueiodway m
sabiessed jeseu seap sdpym

“tuegrem Ginup Gunuig poajq su Bune abieuresp sniws sajowoid m
ane nok §1 a5 2a008q JsEULRYd J0 J0j20P B §5Y safiessed pue sbunsado sows jsabuosap sdjaym
(panunuoa) spae4 Bnig (panunuod) spae4 Bnig

L rd

HealthCare 44-466C REV0O721H

NON-DROWSY SINUS DAYTIME

acetaminophen and phenylephrine hcl tablet, film coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:64092-845

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 (UNIIl: 04JA59TNS]) (PHENYLEPHRINE - PHENYLEPHRINE 5 mg
UNII:1WS297W6MV) HYDROCHLORIDE
Inactive Ingredients
Ingredient Name Strength

STARCH, CORN (UNIIl: 08232NY3S))

CROSPOVIDONE, UNSPECIFIED (UNIl: 257830E561)

D&C YELLOW NO. 10 ALUMINUM LAKE (UNIl: CQ3XH3DET®6)
FD&C BLUE NO. 1 ALUMINUM LAKE (UNII: J9EQA3S2JM)
FD&C RED NO. 40 (UNIl: WZB9127X0A)

MAGNESIUM STEARATE (UNII: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNII: 532B59J990)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)
STEARIC ACID (UNII: 4ELV7Z 65AP)

SUCRALOSE (UNII: 96K6UQ3ZD4)

TALC (UNIl: 7SEV7J4R1U)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)



Product Characteristics

Color green Score no score
Shape OVAL Size 17mm
Flavor MENTHOL Imprint Code 44,466
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:64092- :
1 84524 2 in 1 CARTON 07/26/2005 10/21/2024
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 07/26/2005 10/21/2024

Labeler - GReaT LAkES WHOLESALE, MARKETING, & SALES, INC. (361925498)

Establishment
Name Address ID/FEI Business Operations

LNK International, Inc. 832867837 manufacture(64092-845) , pack(64092-845)
Establishment

Name Address ID/FEI Business Operations
LNK International, Inc. 832867894 manufacture(64092-845)
Establishment

Name Address ID/FEI Business Operations
LNK International, Inc. 117025878 manufacture(64092-845)

Revised: 9/2023 GREAT LAKES WHOLESALE, MARKETING, & SALES, INC.
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