DAYTIME MULTI-SYMPTOM COLD/FLU RELIEF- acetaminophen, dextromethorphan
hydrobromide, and phenylephrine hydrochloride capsule, liquid filled
Greenbrier International

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.

Daytime
Multi-Symptom Cold/Flu Relief Capsules

Drug Facts

Active ingredients

Active ingredients (in each softgel)
Acetaminophen 325 mg
Dextromethorphan HBr 10 mg
Phenylephrine HCI 5 mg

Purpose

Purpose
Painreliever/fever reducer
Cough suppressant

Nasal decongestant

Uses

temporarily relieves common cold/flu symptoms:
¢ nasal congestion
cough due to minor throat & bronchial irritation
sore throat
headache
minor aches & pains
fever

Warnings

Liver warning

This product contains acetaminophen. Severe liver damage may occur if you take
¢ more than 4 doses in 24 hrs, which is the maximum daily amount for this product
e with other drugs containing acetaminophen



e 3 or more alcoholic drinks daily while using this product

Sore throat warning

If sore throat is severe, lasts for more than 2 days, occurs with or is followed by fever, headache, rash,
nausea, or vomiting, see a doctor promptly.

Do notuse

e 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

heart disease

thyroid disease

diabetes

high blood pressure

trouble urinating due to enlarged prostate gland

cough that occurs with too much phlegm (mucus)

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

Ask a doctor or pharmacist before use if you are taking the blood thinning drug warfarin.

When using this product, do not use more than directed.

Stop use and ask a doctor if
® you getnervous, dizzy or sleepless
symptoms get worse or last more than 5 days (children) or 7 days (adults)
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 directed can cause serious health problems. In case of overdose, get medical help or
contact a Poison Control Center right away. Quick medical attention is critical for adults & for children
even if you do not notice any signs or symptoms.

Directions
e take only as directed - see Overdose Warning
® do notexceed 4 doses per 24 hrs

adults & children 12 yrs & over 2 LiquiCaps with water every 4 hrs
children 4 to under 12 yrs ask a doctor



children under 4 yrs do not use

Other information
e store at room temperature

Inactive ingredients

FD&C Red No. 40, FD&C Yellow No. 6, gelatin, glycerin, methyl paraben, polyethylene glycol,
povidone, propylene glycol, propyl paraben, purified water, sorbitol, titanium dioxide

Questions?
1-866-467-2748

Distributed by:
Greenbrier International, Inc.
Chesapeake, VA 23320

PRINCIPAL DISPLAY PANEL - 10 Softgel Carton
Multi-Symptom

DayTime

Liquid Capsules

Acetaminophen, Dextromethorphan hydrobromide, Phenylephrine HCI

Cold/Flu Relief

Pain Reliever

Fever Reducer
Nasal Decongestant
Cough Suppressant

10 Softgels
Compare to the active ingredient in Vicks Dayquil®



Cold/Flu Relief

DayTime ‘&=
* Nasal Decongestant = Cough
Liquid Capsules 10 SOFTGELS
NDC 33992-0611-0 2E 5B
*Compare to the active ingredients in Vicks DayQuil® 'g-g £ .
s=5 _ 2ii:
s==~| Multi-Symptom T
——— - = e
= DayTime
© ] ] 5 % B
Liquid Capsules zhg
Acetaminophen, Dextromethorphan HBr, Phenylephrine HCI E B E
Cold/Flu Relief -
= Aches, Fever & Sore Throat §§
* Nasal Decongestant 25
e i F
. Eg3
£| = Non-Drowsy 10 SOFTGELS | ::l

[

DayT me

Liquid Capsules

Cold/Flu Relief

* Aches, Fever & Sore Throat
* Nasal Decongestant * Cough

10 SOFTGELS

A

250eDIMbN Ny B A0 elnbARQ @S2I 0 yNgLISIp

‘3quey ' 2120.d A0 peINgLISp o paINIZRNURW Jau 5] Jnpaid Ul .

8rL7-L0v-9%- | £ SIUSLILIOD 1O SUOIISan]

"BUNap WueR

Joyglos aem peynd ‘uaqeredddoud fpaff ausyidod ‘aucpnod
0240 aueiiL) afod ‘vaaerdAyew ‘U5 ‘unest ‘g oN
NO||BA 2’204 "OF ON PeY D04 s;ua;pa:ﬁu_: anljoeuy

amesdwe} Wool B 8.0 m [0 BULIOJU] 13100

88N jouop seaf p Bpun uaIpL
seaf Z| Bpun

010p EYEE 0}  uaIppua

SN0y { £Bna BIEM 1aho pue sieak Z|
Wim gafyos uslpuo pue spnpe

sinoy ¢Z Jad s8sm ¢ pee e puop w
Bujumem as0pBAQ a8s - palsallp = KW @E} ® SUOjo8dg

‘slopdwfs JoSubs AUe 20U Jouop nof § uske UaIp|Uu

R E)NPE 0} (B §| WRLETE [EXpaw 3 anD Aeme Koy
18]U8 7 [ Uosod B e D10 day |eopaw 166 ‘esgplan
0 @s20U| "swa|goid yjeay SNa8s#ENEI LEIPa)284p LBy} 80w
r Gupe] :fupuem asopiang "B P9 Jo Yoea 10 Jno daay

T TS o I

s e Bansmmnms s s s sl ol

"ue pem Bnap Buuuy poog

auj Guxyela e nof J asn asgaq 1speuleydio Jopop ey sy
Bwasfydwa o

‘ewyse Gupows gy m sinaoo se ginos quosyn o uesised B

{snanw) wisjydymw ooy gy sino 2o ey yines =

pue|femsosd pafiguaolanpBugeaun sgna) m

aJmsald poojq ybjy m sajagep m a5E3s|p poiAly) m seas|pRaY =

a528gp B N| maney nok J1asn al0)aq JOPop B Y S

onpoud s Bupe ainjaq

lspeweyd Jo 0100p B YR C|0yIN Ue suguod Bnip wopdosad

Jnok y mowy Jouop no A g e0np (oyw ay)bujddos Bue

SYPaM Z J0] 10 ‘EEeasp s, L0SUNIE4 10 'SU0L PU0d EU O

Joauey aed ug seidep o) Snipurekss) (I0VA) iguu

BSEpPD BUILEDUOW UoRduosaid B BupE mouss nok)| m

1speweyd 1o 1moope yee ‘uaydouweyaoe suejueo Gnp

B laypuym amns youarenak §| (uopd s aduou Jo uoid osed)

W aydou L egeo e Bujureyues spnpoad Jayo SUe U IM masn Jou og

“fgdwoxd 100 e aas ‘GUYW oA 10 "EsnEl ‘Ysel

‘Bypepeay ‘1ame) A peMOjO) S| JO LM SNI00 ‘sep 7 LBy

B10WW 10} EJSE| ‘BBNES 8] [EDJUL 8108 | Bunuem Jeon)} aiog

1onpoad gy Gu s gjysm AJED SYUIP 2] 0U00[EBOW IO L B

weydauywep 2 GuuEuo siup Buo yim =

1mpaud Sy Jo) LNOWE RPEP WLKELW U} 5] Y2 M ‘sInay

2 U 88500 {7 UBL]2J0W m &YE} nok § 1m0 20 Aew abewep Ba)

28085 "wBydowep 2 surEues }mpad iyl :Gunwem Jaan




WIS S IR UMNRIR K1 U R T LM T S U I
~ wpuoosngiase o subls agpinooasayl
"8 B| BU} SUDEDESL JOUSEI UM $1N230 10 "yoeq swod yino =
Inano swopdwfs meu w Juaseid 9 Gu)pms 10 sssupsl m

sfep gueyl alow g8\ Joasmspl Bre) u
(sUnpe) shep £ 1o
(uaipyuo) s fep g vey auow jse 10esiom B0 swqdwis =
seadas)s 0 Azzp ‘'sioaeulebnol m
11 Jq20p B YSE pUe 3en do g
'PAFRIIA IR S10iN SeN 11 Op'PINPAM BNY iR (8

(panunuos) spoeq Gnug

~ sBumiey

Bng) msuURd pue S3YoR JOUjW m SYJEDESY mJROJL) AI0S W
LIO|JBJLL | B JUpu0Jq g Fecuy} Joujw gy anp yBnos m ugsebuns [Eeu =
‘s dwi s ny )00 UOWILW0A Sana]al ai|mndu.|a1sesﬂ

ey BUD Sap R Buw g [H aulydafuayg
jues saaddme yGnog B (| JgH ueydioypiw oaxag
=TT T =TT =TT R Buw gz uaydou e any
sasoding (jafigos yoea uy) sjuaipalfiul aagoy

sjoed g

*seouanbasuco snotiss U }nsal pjnoo shuuIem asaly mojjoj o} aingeq

Product Type

UNIL:7355X3ROTS)

el
DAYTIME MULTI-SYMPTOM COLD/FLU RELIEF
acetaminophen, dextromethorphan hydrobromide, and phenylephrine hydrochloride capsule, liquid filled

Product Information

HUMAN OTC DRUG Item Code (Source) NDC:33992-0611
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ACETAMINO PHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNI:362091ITL9 D) ACETAMINOPHEN 325 mg
Dextromethorphan Hydrobromide (UNI: 9D2RTI9OKYH) (Dextromethorphan - Dextromethorphan 10 m
Hydrobromide 8

Phenylephrine Hydrochloride (UNIL: 04JA59TNSJ) (Phenylephrine - Phenylephrine Hydrochloride 5 mg

UNILE1WS29 7W6 MV)

Inactive Ingredients

Ingredient Name
FD&C Red No. 40 (UNI: WZB9127X0OA)
FD&C Yellow No. 6 (UNI: H77VEI93A8)
gelatin (UNI: 2G86QN327L)
glycerin (UNI: PDC6 A3C00X)
METHYLPARABEN (UNII: A2I8C7HI9T)
polyethylene glycols (UNI: 3WJQO0SDW1A)
PO VIDONES (UNIL: FZ989 GH94E)
propylene glycol (UNI: 6DC9Q167V3)
PROPYLPARABEN (UNII: Z81IX2SC10H)
water (UNI: 059QFOKOOR)
sorbitol (UNIL: 506 T60A25R)
titanium dioxide (UNIL: 15FIX9V2JP)

Product Characteristics

Color ORANGE Score

Shape OVAL Size

Strength

no score

21mm



Flavor Imprint Code RP061

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:33992-0611-0 1in 1 CARTON

1 10 in 1 BLISTER PACK

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph final part341 02/01/2013

Labeler - Greenbrier International (610322518)

Revised: 7/2012 Greenbrier International
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