COLD AND HEAD CONGESTION SEVERE- acetaminophen, guaifenesin,
phenylephrine hcl tablet, film coated
Meijer Distribution, Inc.

Meijer 44-527C-HC

Active ingredients (in each caplet)

Acetaminophen 325 mg
Guaifenesin 200 mg
Phenylephrine HCI 5 mg

Purpose

Pain reliever/fever reducer
Expectorant
Nasal decongestant

Uses
= for the temporary relief of the following cold symptoms:
= headache
nasal congestion
minor aches and pains
sore throat
sinus congestion and pressure
= helps loosen phlegm (mucus) and thin bronchial secretions to make coughs more
productive
= 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:

= Dlisters

= rash

= skin reddening

If a skin reaction occurs, stop use and seek medical help right away.

Sore throat warning: If sore throat is severe, persists for more than 2 days, is



accompanied or followed by fever, headache, rash, nausea, or vomiting, consult a
doctor promptly.

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

diabetes

difficulty in urination due to enlargement of the prostate gland

cough that occurs with too much phlegm (mucus)

heart disease

persistent or chronic cough such as occurs with smoking, asthma, chronic
bronchitis, or emphysema

high blood pressure

thyroid disease

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, nasal congestion, or cough 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

cough comes back or occurs with rash or headache that lasts. 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 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
= 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

= each caplet contains: sodium 3 mg

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

m store at 252C (779F); excursions permitted between 152-30°C (592-862F)
= see end flap for expiration date and lot number

Inactive ingredients

corn starch, crospovidone, flavor, magnesium stearate, maltodextrin, microcrystalline
cellulose, polyethylene glycol, polyvinyl alcohol, povidone, silicon dioxide, sodium starch
glycolate, stearic acid, sucralose, talc, titanium dioxide

Questions or comments?
1-800-426-9391

Principal display panel
meijer®
NDC 79481-3572-8

COMPARE TO TYLENOL®
COLD + HEAD
CONGESTION SEVERE
ACTIVE INGREDIENTS*

Cold & Head
Congestion
Severe

ACETAMINOPHEN
GUAIFENESIN
PHENYLEPHRINE HCI

PAIN RELIEVER/FEVER REDUCER
EXPECTORANT
NASAL DECONGESTANT

Relieves:
e Headache



* Body Aches

* Fever

» Sore Throat

* Nasal Congestion
* Mucus

* Chest Congestion

24
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

*This product is not manufactured or distributed
by Kenvue Inc., owner of the registered trademark
Tylenol® COLD + HEAD CONGESTION SEVERE.

50844 ORG092252708

DIST. BY MEIJER
DISTRIBUTION, INC.
GRAND RAPIDS, MI 49544
www.meijer.com



..\\\\.\\.\.I g g e g S g i /
e -~ 1ojaopeeyse seal 7| sapun aippom || o b d i f P TTT .
pueib ayejsoid ayp jo Juawsabirequa of anp uotyeuun ul Kynoyyp m H
£ SIN0y Ul Sja(de O} ey 210w el Jou opm sajaqep M ssessip SN[ M aneynok piasnaiojaqiopopeysy fr 1 Pt
SOSSIP O MAYD 'YSTLI J0U O - SOUM MOENS I 211

snoy p fsana stayded 7 ayerm sjuaipaibiol

0 pue S1eak 7] URIpYI PUE SHNPE M 1140 e 1o Janposd siy) o uonaeas 2Bsae e pey sana avey nof ym
D931 UBL) 210U 32} 0U 0p W ‘Tonpo.d sy Gupye) a.0jaq Ispewneyd
10 J0390p 2 350 | Oy e surejues Bnup uondiasasd nad i mouy jou

suonaallg

— op noky) Brup (0w au Buiddors Jaye sxeam ‘(aseasip s,L0sUIIEY
“swojdwis 10 “SUOIPUO? [euogowa 1o autjenysd ‘uoissaidap oy sinip uieyaa)

Jo:5ubis KUB 53100 10U 0P NOK J1 UaK3 USIP{IYD 10} S8 [[3M SB SHRPE 10} (10YIN) Jonquyur aseprxo sunyeouow vonduasaid e Buryzy mou sz nof jim
[e21143 81 Uonualye eaipaw jdwoiq feme yBu sjua) onue) uosiog B 13ejUed Jemewseyd 10 Jojs0p e yse ‘vsydouwejace
10djay jeoipaw a6 ‘as0pIano 0 8589 U] uaIp|IYa 0 yoeal jo no dasy sueuos Bnup e sayiaym ais jou are no §| (vondusasduou

35N 2u0jaq [euoissajoid yieay e yse ‘Buipaa)-yseaq Jo JueuBaud )| Jo uonduosaud) usydounueiase buiureiuos Bnup Jayio fue yumm

11 “uolIpUe) SNowss & Jo subls #q asnjou o

F i PINCY 853l 'S1SE JEU} SYIEPEY JO YSEI YjIM SINJ30 J0 §3Bq $8L0a ybnoa m “Apdwosd Jojaop © ynsuod

H 220 swoyduids maum  skep g UL alow sjse| 1o asiom sab Jana) | “Gurwan Jo ‘easney ‘yse) ‘aydepeay ‘aa) kg pamoijo; 10 paluedwooe st

shep 7 uey) asow sjse) 1o 9510 5126 yBnoa Jo ‘vonysabuon eseu ‘ued m
no wmw:mmw_n_wm_m 10'$5BUITZID "SSBUSNOALAU |
Juasaud 1 Bujams Jo ssaupaIm 1 10j30p @ yse pue asn dojg

*afiesop papuauiuoaal paaaxa Jou op jonpoad sty Buisn uaypy

o

I "Su0j9831 Upgs a1aas asned few uaydouleay spae KB1ay
1onpoxd st Buisn w__ct Hep fuana syuup 20yodfe aiow 1o £

"l brup Jdouy wuy sfinp sy
Gunuiy poojg ay) burye) are nok j asn aiojaq Jsioeuuieyd 1o Jojaop e ysy SN0y bz U1 usydounuegase Jo B no'y eyl sowm
ssessippiosiym  aunssaud pooj ubiym  ewsshydiws 1o ‘sniyauosg ae} nof 1200 few
uonpd ‘euiyse ‘Buriows ypm S1n300 SE YINs YEnoa ouoiys 1o Jusjsiskd | afiewep san)| aianeg usydou rejse sulejuod jpoidsiy) :Buusem aary
aseasip ueaym (snanu) whapud yanuw oo Y s1n200 Jeyl yineo m mmEEmk
(panunuo) spoe4 bnig (panunuos) spae4 brug

1 1

o -~ Jana) seanpal fjueiodws) W enonpord asow synos | 4 )
m =3 " aeW 0] SUDNAII9S [BIY2UGK uy) pue (snanw) whajyd vesoe sdaym + ur_.a;_ N mr,__uncm T "
S@ ! o pue 3._;“_%.;-__._&”“%% _ﬁ”" #ﬁm_ﬁ“u JEONPRL JBYLIBNGRI g B g7 uaydoueiaoy | 1
ey 1 ] 3 o !
= ..ML [ ‘swoiduss pioo Bumaio) aqi jo Jeties Lielodwal ey oy @ $35) um.a.__:m au___n_m.q ljoea FE &:u.__.au...mE any |,
=22 [ [
o> 1 1
1 1

NOLLYIWHO4NI LINA0Yd 3131402 s19e4 bny
(panupuoo) sjoej brug _____ H0439VX0vd ¥31n0 433N E

S o A
el -y ' o T
2123 - m = " “.W.u m W s [
2122253 mnmm < 0
o|ag2%z| EEY 2252 NJ —
EAEEEEE S = - ——
SIEEEREET = BEREE >
I ra i w
HEAEEL =3z:2 © — |
5|23-23]. 888 _ ——

i1 — D1
' oo [l ﬁ " ||.-|_
. i2EE T = e
I = H I
. 3833 | oS zZ - e " i
I g5 (o) O o= = | I
! mwmm e e o= I - m m = M _.m.mE. = ”
. 3@Zg H = o w BN o © SEE B,
! 23 i 7)) O_Z = n....w ° .w B2 g o'
S ZZz Qe £ -0 O FEE = X
i m. 1 . e - ) T ENO o O aqln P _mmﬁ o !
_ (r e = Swa EER CEC I G RO O 2z £ =
im0 © o0 325 EFREETEE LN B =
_mﬁw_mm i ) nV_.mEﬂ DO e.mv,r_llam.n BEE £
WWH ' © 000 “<Z FFEEEEE LR LR 543 o !
AN S R UNSELI 'l =222 290363828 g2 = !
'§ X m VOW el T X< O TouwwnzZz=20 g5 !
S “ AGP o W = 02 & & & @+ & & » _..IM,\TuH...\\.L\

= - -] 4 1

1666-924-008-L gSjuaititiod Jo stiopsany ) |4 S R

SIOP WNIUEY) '3t} ascfeLons pioe (498-66) 2,08~ G voaneq papyued suoisinaka {4 £7) 9 6z leaicism | 1

1eays a}ejoafb uareys wiupes ‘spixolp uoayss ‘suopiaod ‘oyoafe uunfjod NINOHA HONHOLSIHAISITE | 1

oo auayfaliod ‘asoinja0 auljejs o0 ‘weRojeL BjereslS 40 GIN30 $1 39XV HILN0 41 35N LON 00 LN3QIA3 ¥admvLm | !

wnisuBew oK) 3UpOds0n Woreis Uiod SpUAIpaIBLl aAnael| Bu g npes suyuoo oo weam  oppeutiofu 1oyl | !

(panunuoa) spoe4 Bnig (panuuoy) sjoeq bnug | +

1

Strength

325 mg
200 mg
5 mg

NDC:79481-3572

Basis of Strength

ACETAMINOPHEN
GUAIFENESIN
PHENYLEPHRINE
HYDROCHLORIDE

Item Code (Source)

HUMAN OTC DRUG

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

acetaminophen, guaifenesin, phenylephrine hcl tablet, film coated
GUAIFENESIN (UNIl: 495W7451VQ) (GUAIFENESIN - UNII:495W7451VQ)

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

UNII:1WS297W6MV)

COLD AND HEAD CONGESTION SEVERE
Product Information
Active Ingredient/Active Moiety

Route of Administration

Product Type

Meijer 44-527C




Inactive Ingredients

Ingredient Name Strength
STARCH, CORN (UNII: 08232NY3S))
CROSPOVIDONE, UNSPECIFIED (UNIl: 257830E561)
MAGNESIUM STEARATE (UNIIl: 70097M6130)
MALTODEXTRIN (UNII: 7CVR7L4A2D)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNII: 532B59J990)
POVIDONE, UNSPECIFIED (UNII: FZ989GH94E)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIl: 5856)3G2A2)
STEARIC ACID (UNII: 4ELV7Z65AP)
SUCRALOSE (UNIl: 96K6UQ3ZD4)
TALC (UNIl: 7SEV7)4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color white Score no score
Shape OVAL Size 19mm
Flavor MENTHOL Imprint Code 44;527
Contains
Packaging
# Item Code Package Description el Elle) S il s
Date Date
NDC:79481- .
1 3572-8 2 in 1 CARTON 09/10/2024
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 Drug MO012 09/10/2024
Labeler - wmeijer Distribution, Inc. (006959555)
Establishment

Name Address ID/FEI Business Operations
LNK International, Inc. 832867837 manufacture(79481-3572) , pack(79481-3572)
Establishment

Name Address ID/FEI Business Operations



LNK International, Inc.

Establishment

Name Address
LNK International, Inc.

Revised: 9/2025

832867894

ID/FEI
117025878

manufacture(79481-3572)

Business Operations
manufacture(79481-3572)

Meijer Distribution, Inc.
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