DAYTIME COLD AND FLU NON DROWSY- acetaminohpen, dextromethorphan hbr,
phenylephrine hcl capsule, liquid filled
Cardinal Health (Leader) 70000

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.

Drug Facts

Active ingredients (in each softgel)
Acetaminophen 325 mg
Dextromethoprhan HBr 10 mg
Phenlyephrine HCI 5 mg

Purpose
Pain reliever/fever reducer
Cough suppressant

Nasal decongestant

Uses
e temporarily relieves common cold and flu symptoms
o minor aches and pains
headache
sore throat
nasal congestion
fever
cough due to minor throat and bronchial irritation

O O O O o

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
e with other drugs containing acetaminophen
e 3 or more alcoholic drinks every day while using this product

Allergy alert: Acetaminophen may cause severe skinreactions. symptoms may include:
® skinreddening
® blisters
e rash

If a skinreaction 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 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.

e 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.

Ask a doctor before use if you have

liver disease

diabetes

heart disease

thyroid disease

high blood pressure

trouble urinating due to an enlarged prostate gland

persistent or chronic cough such as occurs with smoking, asthma, or emphysema
cough that occurs with too much phlegm (mucus)

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

® pain, cough, or nasal congestion gets worse or lasts more than 7 days
nervousness, dizziness, or sleeplessness occur

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.

Overdose warning: Taking more than the recommended dose can cause liver damage. In case of
overdose, get medical help or contact a Poison Control Center right away. 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)

do not take more than 4 doses in 24 hours

adults and children 12 years and over: take 2 softgels with water every 4 hours
swallow whole; do not crush, chew, or dissolve

children under 12 years: do not use

when using other Daytime or Nighttime products, carefully read each label to insure correct
dosing

Other information



e store between 15°-30°C (59°-86°F)
e avoid excessive heat

Inactive ingredients

butylated hydroxyanisole*, butylated hydroxytoluene*,FD&C red #40, FD&C yellow#6, gelatin,
glycerin, polyethylene glycol*, povidone, propylene glycol, purified water, sorbitan, sorbitol, titanium
dioxide*, white ink

*contains one or more of these ingredients

Questions or comments?

Call 1-877-753-3935 Monday-Friday 9AM-5PM EST

Principal Dis play Panel

COMPARE TO VICKS® DAYQUIL® COLD & FLU LIQUICAPS® active ingredientsT
Daytime | Multi-Symptom

Cold & Flu Relief

Acetaminophen | Dextromethorphan HBr | Phenylephrine HCI

Pain Reliever / Fever Reducer | Cough Suppressant | Nasal Decongestant
Relieves:

Aches, Fever, Sore Throat

Cough, Nasal Congestion

Non-Drowsy

SOFTGELS**

**]iquid-Filled Capsules

TThis product is not manufactured or distributed by The Procter & Gamble Company. Vicks®,
DayQuil®, and LiquiCaps® are registered trademarks of The Procter & Gamble Company.

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

KEEP OUTER CARTON FOR COMPLETE WARNINGS AND PRODUCT INFORMATION
DISTRIBUTED BY CARDINAL HEALTH

DUBLIN, OHIO 43017

www.myleader.com 1-800-200-6313

Package Label



153 Wel5-\y'p AEpU-Aepuoiy S6E-ESL-L28-) IBD
£ SIUALILLO3 J0 Suofsany

"8fies0p papuawL0da) pasaxe Jou op ‘anposd st} Buisn uaym

Sjuaipaibul &sau) Jo as0lW J0 U SUEDI,
Ul aPYM ' Bpixoip
Lmjueg 'j0yiauos “Ueyiaios 'ajem payund 'oafif auaifdosd ‘suopuod 'ook|E

“Uuteesn Bnp Buuy
pooin Ay} funde aJe nok Ji 2sn aJojaq JstoeuLieyd 1o Jojaop & Hsy

{snaniu) whyd yaniu o} Ly S:n300 Jey) ubinoa m

auafipafiod ‘uysaofih ‘ugerat ‘g moljak D04 "0pk pel IR0 *Jauanoyiphy elashiydwa
pareifing *,ajosieixoipfiy paieifing Il aARIeL| 10 *Buljse 'GuDOLS LG $In290 S8 LINS Y6N0 I J0 Juaisisied m
puefi axeisoid pafiuerua Ue oy anp Bugeuun ajgnoq m
123l assad%a PIAE M 4,98-6) 9,0-51 UBakYag iois M amssaid poojg UM seasip oG  BseesIp ealy m
uojeuuour lsyip S3jaeIp M BSESIp Jan| M 8AY N0k J) 8SN 210jaq Jj90p € XSy
fujsop 198,100 3NSUS o} jagE] Janpoud iy Bupye) aojeq JsweuLeyd

yaea peau Ajingasea ‘spanpaud awiyytiy Jo awfeq sayo Bujsn uaym m

850 J0U 0p :8Jeafk Z1 JApUN UBIPYI W

ANOSS( 0 'MALY ‘WSS1I J0U O GO MOJEMS M

SN0y f fana Jajem LM SabY0s Z 9E) Laro pUB SIeak 2| ualpl|yd puB Synpe m
SIN0Y {7 U) S850P  UBY) BJ0LL BE} J0U 0P M

{Bujuiem asopieng oas) pajosulp uey asow exel ou op B SLORIAN

“swiopdwfs 50 subls AU2 aaQ0U 10U Op NOA [ LaKa USIppYa Jo) 58

(13 S Synpe 0} (234U | unjuape [Baipaw yoing “Reme Wbu (221-222-008-1)
_J 18)u87) j0nUe: Uosid B JEU03 Jo digy [eaipsw Ja6 ‘ssopano Jo ased u) sfewep
BN #8MED LD 350p PapUalUL0DE) B Uey) 0w Gurye) :Guiusem esopiang
"URIPJIG J0 Yaeal |0 10 daay

850 810Jq [eunissajoud jesy & yse ‘fiuipsa)-jsealq Jo ueubiaid )

"UONIPUD) SMOUS  Jo subis
80 PIn02 @sall) 'SISE| JU) BUIEPEAY JO LSB UM SINI9D 10 4Ieq Salwod ubnoo m
In290 SwoydwAs maum  JuasaJd 51 BUnfams Jo ssaupal B
sfEp £ UeL) ai0L $)58) J0 ssiom 5136 Jana) m
N30 S5aUssajdaalS 0 'SSAUZZI ‘SSAUSNONEU B
siep / uey) aiow s)se) Jo esiom S1a6 uogsaliuod [eseu o ‘ybnod ‘ued m
J1 J0j0p B SE pue asn dojg

10 0120 B ¥SE 0% Ue suiejued Brup uondyosad inof ) mowy jou
op nok f ‘Grup oy eu Guiddajs Jaye seam g 10j J0 ‘(Bseasip S,U0SUMIE
10 'SUORIPUOA [RUDROWS J0 ‘9148 yafed ‘uojssaidap Joj sbirup uiepas)
(o) Joyquyus esepro aujweouow uopdyosasd e Bupe; mou aie nof i m
JatBLLBYd 10 J0I000 B §SE
‘uaydouiuzyace suienD Brup B saUaym ans jou 218 nok §| ‘(vopdunsaduou
10 uofiduosa,d) uaydounweraoe Bujueuod Brup sayjo fue Ymm
asn jou of
‘fpdwoid Jojoop & Jnsuod
‘Gupywon Jo ‘Basned ‘YSe! ‘ayJepesy '18Aa) A0 pamo)|o) Jo pajuediodoe
5| 'SAEp Z UBy) B10w Joj Sisisiad ‘auanas 5| Je0iL 2Jos J ‘Bujuiem jeoy) aiog
“Reme b)) diay eapaw yaas pu asn dojs aInJa0 UORIBaI UNS B Jf
yseim  siespam  Guueppasuysm  apngul few
swojdwAg "SUOfORa) LY 21aA8s asned few ueydou|weay -uafe Ay
Janpoud sy Bujsn aum Kep fane SYULP A0YO(E AI0L 10 £ M
uaydoujweyade Gujueiuod sinip Jeuo Lym e
£noy pz u) vaydoupueiase jo w pog'y vey) sowm
;aeg nof 414000
fiew afiewwep Jan)| a1aas ‘uaydou|welaoe sujelwod janpaid s | :Bujuem saan

sbujuiep

(panuiuoo) sjoe4 Bnig

VOB [BIy2U0IG PUE JB0IL Joujw o} anp yfinos m
FRIEY | uogsabuod (esel m
BOMJBJOS W BUJEpEAy W SUed puR SAUJE JOUIL m
swoydiwfs njj pue pjoo uowWwo sars)al fuendwas B

5as()

(anunuod) sjoe4 Bnig

nesafiuoaap esey "Bl & |H BuLydajfusyd
Wessauddns ybingy ™ B (| JgH veydioyEwomag
1EONPRI JONRYIONBYI LRy "B Ggg veudouurEaay

(1a6yos yoea uy) syuaipaibius aanoy

(panunuoa} spaey finig

NDC 70000-0463-1

Daytime | Multi-Symptom

Cold & Flu Rellef

Acetaminophen | Dextromethorphan HBr | Phenylephrine HCI
Pain Reliever / Fever Reducer | Cough Suppressant | Nasal Decongestant

soe4 nig

COMPARE TO
VICKS® DAYQUIL®
COLD & FLU
LIQUICAPS®

active ingredientst

100% Money
Back Guarantee

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

| KEEP OUTER CARTON FOR COMPLETE WARMINGS AND PRODUCT INFORMATION. |

Lot No.:

Exp. Date:



"This product is not manufactured or distnbuted by The Procter & Gamble Company.

'%:- {52008 Cardinal Health. All Rights Reserved. CARDINAL HEALTH, the Cardinal Mealth LOGD, LEADER,
CardinalHealth™ and the Leeder LOGD are trademarks o registered Irademarks of Cardinal Health. All other marks
are the property of their respective owners.

Essential to Care™ since 1979 Return to place of purchase If not satisfied LW:

LEADER Cold and Flu Relief

DAYTIME COLD AND FLU NON DROWSY

Vicks®, DayQuit®, and LiquiCaps® are registered trademarks of The Procter & Gamble Campany. CIN 5488689 REV.12/18

[STRIBUTED BY CARDINAL HEALTH
WHLIL O 7 pryrr—— | PARENTS : BRI LA YA L
www.myleader.com 1-600-200-6313 V 100% Money Back Guarantee SRR e

PLD-A40R FCO04958

acetaminohpen, dextromethorphan hbr, phenylephrine hcl capsule, liquid filled

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

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

DEXTROMETHO RPHAN HYDRO BRO MIDE (UNIL: 9 D2RTIS KYH)
(DEXTROMETHORPHAN - UNIL:7355X3ROTS)

PHENYLEPHRINE HYDRO CHL O RIDE (UNIL: 04JA59TNSJ) (PHENYLEPHRINE -
UNIL:1WS29 7W6 MV)

Inactive Ingredients
Ingredient Name
BUTYLATED HYDRO XYANISOLE (UNI: REK4960K2U)
BUTYLATED HYDRO XYTO LUENE (UNIL: 1P9D0Z171K)
FD&C RED NO. 40 (UNI: WZB9127XOA)
FD&C YELLOW NO. 6 (UNI: H77VEI93A8)
GELATIN (UNI: 2G86QN327L)
GLYCERIN (UNI: PDC6A3C00X)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDW1A)
PO VIDO NE (UNIL: FZ989 GHI4E)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
WATER (UNIL: 059 QFOKOOR)
SORBITAN (UNI: 6092ICV9IRU)
SORBITOL (UNIL: 506 T60 A25R)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

Product Characteristics

Color ORANGE Score

Shape CAPSULE Size

Flavor Imprint Code

Basis of Strength
ACETAMINOPHEN

DEXTROMETHORPHAN
HYDROBROMIDE

PHENYLEPHRINE
HYDROCHLORIDE

no score
20mm

P19;95A;AP016

NDC:70000-0463

Strength
325 mg

10 mg

5 mg

Strength



Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:70000-0463-1 24 in 1 CARTON 12/31/2018

1 1in 1 BLISTER PACK; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part341 12/31/2018

Labeler - cardinal Health (Leader) 70000 (097537435)

Revised: 1/2019 Cardinal Health (Leader) 70000
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