BASIC CARE DAY TIME NIGHT TIME COLD AND FLU- acetaminophen, dextromethorphan
hbr, doxylamine succinate, guaifenesin, phenylephrine hcl
L. Perrigo Company

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.

Amazon Day Time Night Time Cold & Flu Drug Facts

Nighttime Severe Cold & Flu
Active ingredients (in each 30 mL)

Acetaminophen 650 mg
Dextromethorphan HBr 20 mg
Doxylamine succinate 12.5 mg

Phenylephrine HC] 10 mg

Purpose
Painreliever/fever reducer
Cough suppressant
Antihistamine

Nasal decongestant

Uses

temporarily relieves common cold/flu symptoms:

nasal congestion

sinus congestion and pressure

minor aches and pains

* headache

fever

sore throat

runny nose and sneezing

cough due to minor throat and bronchial irritation
cough to help you sleep

reduces swelling of nasal passages

promotes nasal and/or sinus drainage

temporarily restores freer breathing through the nose

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 skinreactions. Symptoms may include:

skin reddening
blisters

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.

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 MAQOI, 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

heart disease

high blood pressure

thyroid disease

diabetes

glaucoma

cough that occurs with too much phlegm (mucus)

a breathing problem such as emphysema or chronic bronchitis
trouble urinating due to an enlarged prostate gland

persistent or chronic cough as occurs with smoking, asthma, or emphysema
a sodium-restricted diet

Ask a doctor or pharmacist before use if you are

taking sedatives or tranquilizers
taking the blood thinning drug warfarin

When using this product

do not use more than directed

excitability may occur, especially in children
marked drowsiness may occur

* avoid alcoholic drinks



be careful when driving a motor vehicle or operating machinery
alcohol, sedatives, and tranquilizers may increase drowsiness

Stop use and ask a doctor if

you get nervous, dizzy or sleepless

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.

Overdose warning: In case of overdose, get medical help or contact a Poison Control Center right
away (1-800-222-1222). Quick medical attention is critical for adults as well as for children evenif you
do not notice any signs or symptoms.

Directions

take only as directed — see Overdose warning
only use the dose cup provided
do not exceed 4 doses per 24 hrs

adults & children 12 yrs & 30 mL every 4 hrs

over
children4 to under 12 yrs  aska doctor
children under 4 yrs do not use

Other information

each 30 mL contains: sodium 44 mg
* store at 20-25°C (68-77°F)

Inactive ingredients

alcohol, anhydrous citric acid, D&C yellow #10, edetate disodium, FD&C green #3, FD&C yellow #6,
flavor, glycerin, propylene glycol, purified water, saccharin sodium, sodium benzoate, sodium
chloride, sodium citrate, sorbitol solution, sucralose

Questions or comments?
1-800-719-9260



Daytime Severe Cold & Flu
Active ingredients — (in each 15 mL)

Acetaminophen 325 mg
Dextromethorphan HBr 10 mg
Guaifenesin 200 mg
Phenylephrine HC] 5 mg

Purpose
Painreliever/fever reducer
Cough suppressant
Expectorant

Nasal decongestant

Uses

temporarily relieves common cold/flu symptoms:

nasal congestion

sinus congestion and pressure

cough due to minor throat and bronchial irritation
minor aches and pains

* headache

fever

sore throat

reduces swelling of nasal passages

temporarily restores freer breathing through the nose
promotes nasal and/or sinus drainage

helps loosen phlegm (mucus) and thin bronchial secretions to rid the bronchial passageways of
bothersome mucus and make coughs more productive

Warnings

Liver warning: This product contains acetaminophen. Severe liver damage may occur if

adult takes more than 4,000 mg of acetaminophen in 24 hours

child takes more than 5 doses in 24 hours

taken with other drugs containing acetaminophen

adult has 3 or more alcoholic drinks every day while using this product

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

skin reddening
blisters
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.

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

heart disease

thyroid disease

diabetes

high blood pressure

trouble urinating due to an enlarged prostate gland
cough that occurs with too much phlegm (mucus)

persistent or chronic cough such as occurs with smoking, asthma, chronic bronchitis, 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 get nervous, dizzy or sleepless

pain, nasal congestion or cough gets worse or lasts 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: In case of overdose, get medical help or contact a Poison Control Center right
away (1-800-222-1222). Quick medical attention is critical for adults as well as for children evenif you
do not notice any signs or symptoms.

Directions

take only as directed — see Overdose warning
only use the dose cup provided
do not exceed 4 doses per 24 hrs

adults & children 12 yrs & over 30 mL every 4 hrs
children 6 to under 12 yrs 15 mL every 4 hrs
children 4 to under 6 yrs ask a doctor
children under 4 yrs do not use

Other information

each 15 mL contains: sodium 6 mg
* store at 20-25°C (68-77°F). Do not refrigerate.

Inactive ingredients

butylated hydroxyanisole, edetate disodium, FD&C yellow #6, flavor, glycerin, menthol, monobasic
sodium phosphate, polyethylene glycol, propylene glycol, purified water, saccharin sodium, sucrose,
xanthan gum

Questions or comments ?
1-800-719-9260

Package/Label Principal Dis play Panel

Combo Pack!

Maximum Strength

Compare to Vicks® DayQuil® Severe Cold & Flu active ingredients
Non-Drowsy

daytime cold & flu severe

Acetaminophen, Dextromethorphan HBr, Guaifenesin, Phenylephrine HCI
Pain Reliever, Fever Reducer, Cough Suppressant, Expectorant, Nasal Decongestant
Alcohol Free

Original Flavor

12 FL. OZ (355 mL)

Maximum Strength

Compare to Vicks® NyQuil® Severe Cold & Flu active ingredients

nighttime cold & flu severe



Acetaminophen, Dextromethorphan HBr, Doxylamine Succinate, Phenylephrine HCI
Pain Reliever, Fever Reducer, Cough Suppressant, Antihistamine, Nasal Decongestant
ALCOHOL 10%

Original Flavor

12 FL OZ (355 mL)
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Combo Pack!

Compare to
Vicks? NyQuil®
Severe Gold & Flu
active ingradionts*

highttime

cold & f lu severe

Acetaminaphen, Dextromethorphan HBr,
Doxylamine Succinate, Phenylephrine HCI

Maximum
Strength

Gluten Free

Distributed by:
Allegan, MI 48010

Perrigo

Pain Reliever, Fever Reducer,
Cough Suppressant, Antihistamine,
Nasal Decongestant

ALCOHOL 10%

Original
Flavor

12 FLOZ (355 mL)

Dirg Facts (coninuad)

adetate disodium, FD& Comen 3, FOAL yalbw &, flavor, glyced
progylens plycal, n.rm; waller, saccharin sodum, andm%lgs,
sodiumchlonde, sodium ciraie, sorbiol solution, sucrakess

Questions or comments? 1-800-719-0260

Imactive ingradiants alcohol, anhydrous citric acid, DAG welbw 10,

“——\\

[Drug Facts | Mighttime Severs Coid & Fu

[DrugFacs | Dartime Severe Gaid & Fiu

Tcfive ingredients in each J0mL) pose| Active ingredven (in each 15 mL)
kabmnpha G0, ... kammimpnIEmg........
Dectroans thap b Her 20img .. Dectom ethor pre nHEr g
Doybmnescdmb 25 m.. fusfemen 20my. ...

hardehmeHd 10mg......... etent IIm]Iq:himHIlErrg.

Uses b mpor s yr el evas corm on coll 1L syrpbme: W resd congstm W s g g b an dp resai e
Emioafeemipas Wieadche Waoretrod Wrmy mes mdnesig Weoghio b pyw sk ep
Moy hd e fom i orth et e broch e o lndmudhgmdmp Wfavar

W pem olean &l @ dor 37108 d@imepe Wlam ey b res Feer bea thi g v the mes

Ukes tenpori § evasonmm of dilsyrpioms: Bmesalcogesin Wanis
Wew phdi el i o thos tan db on ofi o itei on ln'mra:hamiﬁ;rl
Wed ez ewelingofresd Eespes  Wam poearyra sh et ee bea 'ngh‘mﬂlﬂnm Bee thoat

Whelpe bosen iH gy minu cag) 2 Hin b nm: hia | seceti o bori d the beon i d pa w3 pwaye ofb otter some s

Liver weaming: s pod et onkaire scatam o hen Sevma e dam e mey oo i Fyou dska
Emma fhn [lliﬂmnufﬂxhn'hgtmhﬂ.tmu Wwith pifer & e conba i g 23 e rop Fen
W 3o ore ek bl & ke ey ralihljg‘ﬂiapm:tnl
Mer gyaleet etz mn o en mey ces saver eek it reaz b ey np tome meyi ol ude :
meknraldnng mblsbm Wreh fadkinratio eon, st muﬂmkmddH&%ﬂ
Sethed wmhyg:f con theate seena, prastefo mona tand d gy, & ecoom pm bd o byleee,
e ek i, resh, n ee & ova i g 2 oreu 3 do clop om ply.
Tomtus  Wvih ey oifer & ug coka i ng aca i mop Fen i m o . Fya wa ren oz re
mhmqmﬂmgm.m@mm mE:F:.m:fymnTwﬁrgl]gmpimmma
mﬂmiﬂiﬁmfliﬂg‘uhﬂuuhmMhnmdininmmdmdim.uﬁtmhdhm]uﬂu
2vaa bz ba et g thes MO d g . By ud on ol nowi Tyou rp resen i on dhu gon ke rma.n AL, ek ad ect o
pher e & befora toki g i o k. i Fy o b vear bl am ol brg @ ek on b Ao ocdac tora o Fhs g red ks
bekachdobdop wefwulew Bliardbzme Bheardma WG Hoo meess
W ebresth g p it en such & enphysenaor droichrme htis Wihaddeeese WdEbdes  Wgbucon
Mo hih ala ceurs vith eem wh gh b L BT TR B nd
l;m;mnmmhmhumﬂ:%m#mam«mﬂgan ls..ll?unfq? da
Bek achbor o phama ciethef oreuss ifpma e
Wik geeditves oirangliears W Bknphebbod b dupve fm
‘Whenusin ths paluct Wdo miuse morethen d reted lmﬂaﬁla!nqm.muil]inmlﬂan
Mo cafy ﬂmmﬂﬁ.mhmﬂmmnﬂmﬁim; Wmaka d diwea ness mey o cor

o Ul i Bna i e

Weko ol e bves, mwene WavidsahlE ditke
Sopusendskaddrif

W, reeal em et n, o coug b pts v reen f estemo reth an 7 days My g etn ervou &, dery o ral esp bss
lim&mwmhmmsﬁm&dqw Wrade® 7o lnpspreamt Emewan ooeur
Mo he omes (eck or ceey mwi brasha th eeda ofe et Bets, Thoese oo d e &g o feass mmea iton
Fpegnat o brest-fe-ding, sk oh ed thp roless orm b elira 16 K epoud of e hof chiliren D erchies
warnmg b czsa ofo verds ee, et med e b or oon tecta Rism Coodro | G rler r iz va i+ (022123,
(e kot e cel atten tim i & i (2l For e ks eswwed | enfo rch | den ave iy o on olna (e &9 3 18 oraym plome,

md ke eoup b e pro s v Mpreevmta 2 el el o P s e g2

Warnin gs
Lives row aingg T b pro chet ek s ek min ph en. S el iear o ey ema yace ur
lmtlﬂnmﬂ':l,mllngmlnﬁrmthME

W elil teka emo rethen B deas 0 Zd b

Wisen wih ath erd wgseaiam g scdamma fhan
lmthﬂmmtddkdir?uawﬁyaﬁhliﬂia et

Albrgy dert & etami rop hen na y o2 eees vers s raa J.I;nmrrqhhdz

Mabirradleirg Whbisies Wrad |Faki eaein o s sip e o de ehmed ed ba pri g avsy.
Sorethron bwamirg:| Fama tio ali esava re, par sirtafiar mo reth en 2 dayss, i eecen mpan i da rhl bva dhy e g
bea. dach &, mch , e e, o vomni g, e ed ot ol
Donot me Wwih myohardng con ten i g2 calani m ple e
mdrlm%’mm:mmﬂunnhmmwmit liﬁmnmﬁrﬁﬁlm"mmuim
il agei h b Hﬂlﬁmw;hmMMmﬁnmmdm:ﬁma m eon: O m eed, orfir
2 v pba aftersbo pirg the MADH du g F you do ot koo ifyo o prser i modu g coksime an WAL ask @ dobar o
phea mmaaci st ba B rebak g tHaprodis £ W oh ave averh d a0 o e or escti nbo té rod it ran yof it ngra da s
hakadmty balow uee fyouhaw Wiverdbame Whiotibsas Wihwd diesas B ghthdpasur
Wi b or i pd e boana nbped prostal derd  Wcoug hba cors with oo meh p e gn Mo

W par sisten tr chva i cou gh such s oo owth amo i g s & ol ori chroreh b 2 ova gh yeeme. W b ke
ek it orp ha ma cist be fir e e o etk g hebbo dthim npd g wafirn
Whenusingthe prodit donotus moe hadie ce d

Thpum amdaska deta it Wym @i voE, dozyo ab el e

Wpainnesd on gestion or etaworsa or b ete o ehan & Iden]r T dity
lgapauummrﬁ'l?mﬂm lrﬂmandhg‘:mmt]lrrh ]awmr

W cau ph cona eba ko roe cara vt eeh orh ead s dha thete T hess couH be s e ofa eed e cond i on
Tprmart v be etk aing, = afedth el Tefor e e Keepy oty e o Wl en. Dver i
wanng:h e of wad e, @ tmed 2 b d po roo nizta P oson Con trod Derter i gt awsy (1200224 B3

(i chm edi el stten 1in i cri .| B wad e wa | 2 Forch | e g wen iy ud on oin olics anysime o eymplom &,

encd pliy o m orp reami i orj. F you are ot s

Wik eank e g oied —see Overdo cewaming Mon b wee the dosa oap roovid ed

Directtions mike mipa e mcte d- 53 elva e wam g 10 mlyu eeth e cae eap a vida d

Directions
Wb ot eocea o d oae pr Mhre

Mo not excead 4 do eenp erdd I el b Gctiben € ym o ver A0l ey 4
luks koiiirm 12ym how Orlmayire HhllenEtau nlr Eye Emlaeydhin
i d burder T ye ko oclir cfillren ftau nchr Bym agadeir
olill rnundar dym dno ties il renundr 4 y o miE

o Otherinformation MezhDnlembizsdun# ng Weow a2 5 [B7 7

Tformation Weathi 5l cmEnEadUg g Wsima d202FG(E -7 F] lom tEn @ e b

_.d'J 23 NV TO09%

~

|BASIC CARE DAY TIME NIGHT TIME COLD AND FLU



acetaminophen, dextromethorphan hbr, doxylamine succinate, guaifenesin, phenylephrine hcl kit

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:0113-7801
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:0113-7801-02 1in 1 CARTON; Type 0: Nota Combination Product 03/14/2019

Quantity of Parts

Part # Package Quantity Total Product Quantity
Part1l 1BOTTLE 355 mL

Part2 1BOTTLE 355 mL

Part 1 of 2

NIGHTTIME COLD AND FLU

acetaminophen, dextromethorphan hbr, doxylamine succinate, phenylephrine hcl solution

Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength

ACETAMINOPHEN (UNII: 362091TL9D) (ACETAMINOPHEN - UNI:362091TL9D) ACETAMINOPHEN

DEXTROMETHO RPHAN HYDRO BRO MIDE (UNIL: 9 D2RTI9 KYH) DEXTROMETHORPHAN
(DEXTROMETHORPHAN - UNII:7355X3ROTS) HYDROBROMIDE
DO XYLAMINE SUCCINATE (UNII: VOBI9B5YI2) (DO XYLAMINE -

DOXYLAMINE INATE
UNIL:95QB77JKPL) o succe
PHENYLEPHRINE HYDRO CHLORIDE (UNII: 04JA59TNSJ) (PHENYLEPHRINE - PHENYLEPHRINE
UNIL:1WS29 7W6MV) HYDROCHLORIDE

Inactive Ingredients
Ingredient Name
ALCOHOL (UNIE: 3K9958 V90 M)
ANHYDROUS CITRIC ACID (UNIE: XF417D3PSL)
D&C YELLOW NO. 10 (UNIE: 358W5USQ3G)
EDETATE DISO DIUM (UNIL: 7FLD9 1C86K)
FD&C GREEN NO. 3 (UNI: 3P30NR601S)
FD&C YELLOW NO. 6 (UNI: H77VEI93A8)
GLYCERIN (UNI: PDC6A3C00X)

Strength

650 mg
in 30 mL

20 mg
in 30 mL

12.5 mg
in 30 mL

10 mg
in 30 mL

Strength



PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
WATER (UNIE: 059 QFOKOOR)

SACCHARIN SODIUM (UNI: SB8ZUX40TY)
SODIUM BENZO ATE (UNI: 0J245FESEU)
SODIUM CHLO RIDE (UNIL: 451W47IQ8 X)
SODIUM CITRATE (UNI: 1Q73Q2JULR)
SORBITOL (UNI: 506 T60 A25R)
SUCRALOSE (UNI: 96 K6UQ3ZD4)

Product Characteristics

Color GREEN Score

Shape Size

Flavor MINT Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date
1 355 mL in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date
OTC monograph final part341

Part 2 of 2
BASIC CARE DAYTIME COLD AND FLU SEVERE

acetaminophen, dextromethorphan hbr, guaifenesin, phenylephrine hcl solution

Product Information
Item Code (Source) NDC:0113-7603

Route of Administration ORAL

Active Ingredient/Active Moiety

Marketing End Date

Marketing End Date

Ingredient Name Basis of Strength Strength
ACETAMINO PHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:362091TL9 D) ACETAMINOPHEN BiislglriL
DEXTROMETHO RPHAN HYDRO BRO MIDE (UNII: 9 D2RTI9 KYH) DEXTROMETHORPHAN 10 mg
(DEXTROMETHORPHAN - UNIL:7355X3ROTS) HYDROBROMIDE in 15 mL
GUAIFENESIN (UNI: 495W7451VQ) (GUAIFENESIN - UNI:495W7451VQ) GUAIFENESIN 213 OISmHglL
PHENYLEPHRINE HYDRO CHLORIDE (UNII: 04JA59TNSJ) (PHENYLEPHRINE - PHENYLEPHRINE 5mg
UNIL1IWS297W6MV) HYDROCHLORIDE in 15 mL



Inactive Ingredients

Ingredient Name
BUTYLATED HYDRO XYANISOLE (UNI: REK4960K2U)
EDETATE DISO DIUM (UNIE: 7FLD9 1C86K)
FD&C YELLOW NO. 6 (UNI: H77VEI93A8)
GLYCERIN (UNIL: PDC6 A3C00X)
MENTHOL (UNI: L7T10EIP3A)
SODIUM PHO SPHATE, MO NO BASIC (UNIL: 3980JIH2SW)
POLYETHYLENE GLYCOL (UNI: 3WJQOSDWI1A)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
WATER (UNIE 059 QFOKOOR)
SACCHARIN SO DIUM (UNI: SB8ZUX40TY)
SUCROSE (UNIE: C151H8 M554)
XANTHAN GUM (UNIE: TTV12P4NEE)

Product Characteristics

Color ORANGE (clear)

Shape

Flavor FRUIT, MENTHOL

Contains

Packaging

# Item Code Package Description

1 NDC:0113-7603-40 355 mL in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation

OTC monograph final part341

Marketing Information

Marketing Category  Application Number or Monograph Citation

OTC monograph final part341

Labeler - L.Perrigo Company (006013346)

Revised: 5/2019

Strength

Score
Size

Imprint Code

Marketing Start Date Marketing End Date

Marketing Start Date Marketing End Date

Marketing Start Date Marketing End Date
03/14/2019

L. Perrigo Company
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