ALLERGY MULTI-SYMPTOM- acetaminophen, chlorpheniramine maleate, phenylephrine
hcl tablet, film coated
FRED'S, 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.

Freds Pharmacy 44-455C-AMS

Active ingredients (in each caplet)

Acetaminophen 325 mg
Chlorpheniramine maleate 2 mg
Phenylephrine HCI 5 mg

Purpose

Painreliever
Antihistamine
Nasal decongestant

Uses
= temporarily relieves these symptoms of hay fever or other upper respiratory allergies:
® headache
® npasal congestion
® runny nose and sneezing
® minor aches and pains
® sinus congestion and pressure
s temporarily relieves these additional symptoms of hay fever:
= itchy, watery eyes
s itching of the nose or throat
® helps clear nasal passages
® helps decongest sinus openings and passages

Warnings

Liver warning: This product contains acetaminophen. Severe liver damage may occur if you take:
® more than 4,000 mg in 24 hours, which is the maximum daily amount
® with other drugs containing acetaminophen
s 3 or more alcoholic drinks every day while using this product

Allergy alert: Acetaminophen may cause severe skinreactions. Symptoms may include:
® blisters

® rash

s skinreddening

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

Do notuse
® 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

difficulty in urination due to enlargement of the prostate gland
glaucoma

high blood pressure

a breathing problem such as emphysema or chronic bronchitis
heart disease

thyroid disease

diabetes

liver disease

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

alcohol, sedatives, and tranquilizers may increase drowsiness
avoid alcoholic beverages

use caution when driving a motor vehicle or operating machinery
may cause drowsiness

Stop use and ask a doctor if

® pervousness, 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

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 (1-800-222-1222)
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
s swallow whole - do not crush, chew, or dissolve
® do not take more than 10 caplets in 24 hours
® childrenunder 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 25°C (77°F); excursions permitted between 15°-30°C (59°-86°F)
® see end flap for expiration date and lot number

Inactive ingredients

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

Questions or comments?

1-800-426-9391

Principal Display Panel

fred's
Pharmacy

NDC 55315-456-08

ACTUAL
SIZE

ALLERGY
MULTI-SYMPTOM

Acetaminophen
Chlorpheniramine maleate
Phenylephrine HCI

Pain Reliever, Antihistamine, Nasal Decongestant

* Headache < Sinus Pressure * Nasal Congestion
* Runny Nose & Sneezing * Itchy, Watery Eyes

24 COOL CAPLETS
with COOL BLAST FLAVOR

Compare to the active ingredients in:
Tylenol® Allergy
Multi-Symptom*

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 McNeil
Consumer Healthcare, owner of the registered trademark Tylenol®
Allergy Multi-Symptom. 50844 REV0616F45508

DISTRIBUTED BY: fred's, Inc.
4300 NEW GETWELL RD, MEMPHIS, TN 38118
www.fredsinc.com

100% satisfaction guaranteed
Questions or comments: 1-855-331-FRED (3733)






& ainssaod pue wogsabuog snusm "],LH]SE‘}HME!}[ESEH i (1T TR THTT ETATETH
sined puesage ouum  J ovuepsipguy < B g sigsew auwenuulo N

ﬁﬁu_zaaus pLe asou fuurem [ JaaAl ey fitw ¢z¢ waydoujueyzoy

uogsabuo pEUm  BpEpERYE {‘.!a;ﬁm [j3es m}
ssaifie fogeidsan ssddn a0 1o 1asa) fzy L

psuadusasy s irodue  sasy 250 dind sjuaipailiuy anjay

(PEURU0D) $J98F BIIT im0 uet oS Lo I sjae4 bug

|

Fro0s  wopdwis-pnpy My

(panunuo) spae4 Gnig

S
=
—
=
&=
2
=3
=
=
)
=
=
=3
=2
_
.
=
A
=

BOSERA0190A3H

g 5
i
g2
B2
.
1
SE
Foe
22
=K
=
g8
=
g

0

LLSOLy6LSYB

.

0

fred | * NDC 55315-456-08
Pharmacy _«

ALLERGY

MULTI-SYMPTOM

Acetaminophen
Chlorpheniramine maleate
Phenylephrine HC/

Pain Reliever, Antihistamine, Nasal Decongestant

* Headache * Sinus Pressure *MNasal Congestion
* Runny Nose & Sneezing - ltchy, Watery Eyes

24 COOL CAPLETS ' Compare 1o the active ingrediensin:
with COOL BLAST FLAVOR

|

52
: K

ng
‘B
E e
(<
=

:
:
g

SHOWS ANY SIGNS OF TAMPERING

Mo print/No varnish
Lot & Exp date

TAMPER EVIDENT: DO WOT USE IF PACKAGE 15
(PENED OR IF BLISTER UNIT I3 TORM, EROXEN OR

|

SOCERII90AIY
HSINYR0-255F-0150-3

SpOOp WrmLE e

‘SE0(RINS PR auEs)s Heafiyams wnpos (ab
e 15 “auopivod ‘1oyoo Aupfod ‘o6 aus e fod
‘a0z aupes oo sereas wnsaubew sovey

Guopmodsn . yals woo sjualpallit arjaeu)
RQWM 0| puBEEp LOREAda 1008 pLa as
(panuiod) sjaeq bnig

- (498-,65) 9.06-.51 wameq

papruRd suosnIa (4 1) 0,21 aNER

N3%oda

HONYOL $1 431503 40 CIN340 5| JDENIVd
H31N0 41 350 LON 00 -LH301A3 HBdiyL®
tojjetioju) 18410

(panuyuod) spae4 bnig

& 1ogope yse:sieai z) spun wapyom B pugbaesod ag) o juasiepo ol anp vpun
SIMOY 7 U1 513089 (1) URY) 220LU 342 J0U 0P WAgroup m @Ay nod j) 8sn a0jeq M1 B XY

GNBSR M A0 A0 00 0 - YA NOERCE sjuepabu; sy o fue 1o pnpoxd
SN0y Aiaha Siated g e m <11 0 uogoeal JBR LB pey Jara ARy Nok J|m

RN NES‘IE&EEL UUIg pLe SYNpE W 'mmﬂﬁfﬂ EUHH aogg lsl_mlu.lﬂlm

Papallp LRy aiow ane) jouopm  SUONIBIIT B 0 a0j00p e sk v VB SWEL0D Brup uogdpsax

mok ) mow jow op ek )| Gnp oY oW
Eurddogs ke Siesm 7 10) 0 (ase0sp 5 U0sNRd
100 S0 PUCe [B00wa 30 AERA fossaida

swopdws
10 Ul furamou ou op nod 1 UshE UL
X 52 | B SR SNPR JO) RN 5 UO(UEE JeOpell

Wword Fee Gy (722 1-222-008- 1) Jaue) |wpo) Joj sEnp eie0) 0y Jowqiuu aseprn
105104 2 12200 10 0 Y E2xpatu 136 2s0puand a0 0w o nsa t.ﬁ URE) Mow a2 nofpm
L2009 08520 U] “UAIp 143 §0 yaeal |0 |0 dasy IS0 R X0 10000

B R By dou s suEuc bnup B Buam
ains jou ae nod j| {vopdussarduou o uwgdyssand)
vaudomuege bupejuos Grup tay) Legymm

88N SX0 Y BUOESap.
Ueay & st ‘Buipeasealq Jo jueubaud )

esand 1 Gugams 10 $sup m snpuog
sfBp £ UBL 200 556 J0 astom 53eb ra m .
sroan swodwds maum  slep g ey ez y b diay

Arman o i araes sl s ssBeen s ca e = IFRANI VAR MR ASD A IR I e i




J1 0709 B Y52 pUE asn GO
ssausmoIp snea eum  QaunzEw igsd
B0HAEA I BBUIP UM U NE BN
gabipianaq JI0YCOE POAZ I SSAUISMOID
#5200 AEW SsaTmIrbued pUB ‘SNBSS DWNER
UsIpya Uy REoedss 1m0 few fmeymem
afiesnp papuaINIL0IE) A3 DU 0P N
|anpoud siy Bugsn uaym

QUL 3] AP U S U UL L RS Y ) . B T e R T L e, e
00 SRUSSHIRE 0 $SUEP S0 N fuwpea wee wam wgsqe
apnpou few sugdw s suogea
WS A3nes asned few wadounue i paje Alia)y
priposd

s, Gussn amuen Sep Kana SYUUP NOUONE EIOW IO LW
wydowwesdefunepoo shnp syjogume

818 S YAy "SIm0y 01 B ook uRy) Aowm
251 nov ran290 few abewep A asag
vaydounueEor suruos prpoad sy buwenlan

T =TgreTE T T

junowe fiep wnwew

ISP AN SAMEpE
ERUSD pIUAE  ESmEpUEUE  SUpWY

SRTNbUE] X syEEs s e
upepem Grup Guwy poojg sy fupem SEHMEM
aJe nak 1 asn aejaq 2 ewaeyd 10 10300 B NS safiessed pue sbuisdo snus gabucep sdjaym

auaap 1 ewesfydwa e yons wagosd buyjesg em sl mmn pnm  eee fey
anssad pocjaufium  eunEbim 10 S0 Xdu s et poe st Sanaa Ap e oduws)m

safeseed |esmu Jeap sdjaym
Ve K 0 Ay o buydym

(panunuoo) sjae4 Bnug

(panunuoa) sjae4 g

Freds Pharmacy 44-455C-AMS

ALLERGY MULTI-SYMPTOM

acetaminophen, chlorpheniramine maleate, phenylephrine hcl tablet, film coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
ACETAMINO PHEN (UNIL 362091TL9D) (ACETAMINOPHEN - UNIL:36209ITL9 D)

CHL O RPHENIRAMINE MALEATE (UNI: V1IQ0090J9Z) (CHLORPHENIRAMINE -
UNIE:3U6101965U)

PHENYLEPHRINE HYDRO CHL O RIDE (UNII: 04JA59TNSJ) (PHENYLEPHRINE -
UNIL:1WS 29 7W6 MV)

Inactive Ingredients
Ingredient Name
STARCH, CORN (UNIL: 08232NY3SJ)
MAGNESIUM STEARATE (UNIE: 7009 7M6130)
MICRO CRYSTALLINE CELLULO SE (UNII: OP1R32D6 1U)
PO VIDO NE, UNSPECIFIED (UNIL: FZ989 GHI 4E)
STEARIC ACID (UNI: 4ELV7Z65AP)
SUCRALOSE (UNI: 96K6UQ3ZD4)
TALC (UNIE: 7SEV7J4R1U)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
CRO SPO VIDO NE, UNSPECIFIED (UNII: 2578 30E561)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDWI1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNIL: 532B59J990)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856J3G2A2)

Basis of Strength
ACETAMINOPHEN

CHLORPHENIRAMINE
MALEATE

PHENYLEPHRINE
HYDROCHLORIDE

NDC:55315-456

Strength
325 mg

2 mg

5 mg

Strength



Product Characteristics

Color WHITE Score

Shape OVAL Size

Flavor MINT Imprint Code
Contains

Packaging

# Item Code
1 NDC:55315-456-08 2 in 1 CARTON

Package Description

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

Marketing Information

Marketing Category
OTC MONOGRAPHFINAL part341

Application Number or Monograph Citation

Labeler - rreD's, INC. (005866116)

Establishment

Name Address ID/FEI
LNK International, Inc. 038154464
Establishment

Name Address ID/FEI

LNK International, Inc. 832867894
Establishment

Name Address ID/FEI
LNK International, Inc. 832867837
Establishment

Name Address ID/FEI
LNK International, Inc. 868734088
Establishment

Name Address ID/FEI
LNK International, Inc. 967626305

Revised: 6/2019

no score
17mm

44;455

Marketing Start Date Marketing End Date
06/28/2005

Marketing Start Date
06/28/2005

Marketing End Date

Business Operations
PACK(55315-456)

Business Operations
MANUFACTURE(55315-456)

Business Operations
PACK(55315-456)

Business Operations
PACK(55315-456)

Business Operations
PACK(55315-456)

FRED'S, INC.
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