BASIC CARE DAYTIME NIGHTTIME COLD AND FLU- acetaminophen, dextromethorphan
hbr, doxylamine succinate, 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 Daytime Nighttime Cold & Flu Drug Facts

Active ingredients (in each softgel) — Nighttime Cold & Flu
Acetaminophen 325 mg
Dextromethorphan HBr 15 mg

Doxylamine succinate 6.25 mg

Active ingredients (in each softgel) — Daytime Cold & Flu
Acetaminophen 325 mg

Dextromethorphan HBr 10 mg

Phenylephrine HC] 5 mg

Purpose — Nighttime Cold & Flu
Painreliever/fever reducer
Cough suppressant

Antihistamine

Purpose — Daytime Cold & Flu
Painreliever/fever reducer
Cough suppressant

Nasal decongestant

Uses — Nighttime Cold & Flu

temporarily relieves common cold/flu symptoms:

cough due to minor throat and bronchial irritation
sore throat

* headache

minor aches and pains

fever

runny nose and sneezing

Uses — Daytime Cold & Flu

temporarily relieves common cold/flu symptoms:



nasal congestion
cough due to minor throat and bronchial irritation

* sore throat
* headache
* minor aches and pains
* 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:

* skinreddening
* blisters
rash

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

Sore throat warning: If sore throat is severe, lasts 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 — Nighttime Cold & Flu

liver disease

glaucoma

cough that occurs with too much phlegm (mucus)

a breathing problem such as emphysema or chronic bronchitis

persistent or chronic cough as occurs with smoking, asthma, or emphysema
trouble urinating due to an enlarged prostate gland

Ask a doctor before use if you have — Daytime Cold & Flu

liver disease
heart disease



high blood pressure

thyroid disease

* diabetes

trouble urinating due to an 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 — Nighttime Cold & Flu

taking sedatives or tranquilizers
taking the blood thinning drug warfarin

Ask a doctor or pharmacist before use if you are — Daytime Cold & Flu
taking the blood thinning drug warfarin

When using this product — Nighttime Cold & Flu

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

When using the product — Daytime Cold & Flu

do not use more than directed

Stop use and ask a doctor if — Nighttime Cold & Flu

pain 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.

Stop use and ask a doctor if — Daytime Cold & Flu

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 — Nighttime Cold & Flu

take only as directed — see overdose warning
do not exceed 4 doses per 24 hrs

adults & children 12 yrs & over 2 softgels with water every 6 hrs
children 4 to under 12 yrs ask a doctor
children under 4 yrs do not use

Directions — Daytime Cold & Flu

take only as directed — see overdose warning
do not exceed 4 doses per 24 hrs

adults & children 12 yrs & over 2 softgels with water every 4 hrs
children 4 to under 12 yrs ask a doctor
children under 4 yrs do not use

Other information

* store at 20-25°C (68-77°F)

Inactive ingredients — Nighttime Cold & Flu

D&C yellow no. 10, edible ink*, FD&C blue no. 1, gelatin, glycerin, polyethylene glycol, povidone,
propylene glycol, purified water, sorbitol sorbitan solution *may contain this ingredient

Inactive ingredients — Daytime Cold & Flu

edible ink*, FD&C red no. 40, FD&C yellow no. 6, gelatin, glycerin, polyethylene glycol, povidone,
propylene glycol, purified water, sorbitol sorbitan solution *may contain this ingredient

Questions or comments ?
1-800-719-9260

Package/Label Principal Dis play Panel
Daytime Relief
Compare to Vicks® DayQuil® Cold & Flu active ingredients



Non-Drowsy

Daytime cold & flu

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

actual size

32 Softgels

Nighttime Relief

Compare to Vicks® NyQuil® Cold & Flu active ingredients
Nighttime cold & flu

Acetaminophen, Dextromethorphan HBr, Doxylamine Succinate
Pain Reliever, Fever Reducer, Cough Suppressant, Antihistamine
Alcohol Free

actual size

16 Softgels



basic@care.

Compare to
Vicks"DayQuil
Cold & Flu

32 Softgéls

HDC 0113-7580-T2

Nighttime Compare to
Relief Vicks*NyQuil*

Cold & Flu

nighttime
cold & flu

Acetaminophen, Dextromethorphan HBr,

Doxylamine Su

Pain Reliever, Fever Reducer,
Cough Suppressant, Antihista

Alcohol Free

16 Softgels

Drug Facts DrgFacts

Active ingred ants{in & ah softE] Purpess § A dtiveimedisntsin each 5 offgef Pupas e
Mot 326mg. Fai elaw e mdica ) A stmingphenS25 my...... Faing lbw rfaver Bdis er
Daxtometto Hir 15 my...... HIT ] il D extomstha pran Hir 10 my..

Doeglarine ::Pn E.EE"':?" ot 1 [ H'nrmphln:mnE s

Us &5 empa ril eleves mmmons ol sympoms s ez temporily BlEwscmman mbifl

Mo mph duete mharbrmtandbrme fiali ritwton
Hminr che md pine  Wacethmt Whexids
Wrumy me andsmedy W Rwr

B miph duste mimr froatand o hal P n

W ninorachesamd pafe Magetrod Mheadck
B mal mnpston W farg

=

Wamings

Live !luiogTthfndm i e ac s minphan, Sever har

damage may o ourifyou @lke

mmoe thand, 000 mg of mnmlnq:hm in 24 four

Wwih othe ﬂm[g::mﬁng me r:

laarn'nl ak dwlb ﬂrlrh.aulr)'dq ik usirg ‘his prduct

Amamimphe may mus Een skinr n:

?mﬂmn‘n}lnduﬂ! Wekin reddeing  MHises  Wmsh

a

paionocis, atp e ands e k medicalbalprhtasey. w § |

Drug Facls tﬂmﬂnl.nd]

Thisproducts onaing amtninophen.Sem e lig
damae may o or §yoaks
l lrnrnhnrl II.CW nfmumlmphunlrl Ellhmu
Gmlnng % &t
l ihrmarnah IE ﬂrlrlh unduﬂtli ud Hl.pnﬂun
‘amhoplen my nus EwEE ranctbna
?m ) Induds Mkinreddenng Mblskrs Wash
a ki ranctbin oo ours, sopuseands sk madial eiprigitasy, v

Drug Facts oninie 4

5 om theat IFsom thoatb s lags ir moethn 2 doys,
izam orpariedorfolbwe d by fare, hetcte, meh, naE @, ory miting,
comita dis torpempty

Ihntll
ning a wiamiophen (pesipton o
nmpnmrlplblﬂ Fyaiar nits e whabera dnig mniaing
m atari nphen 2k adodoror fhamad g
B Ty ap now tinga pescipton mmoanine oxtas fhibior
[ rtain dugp fordepres sim, pay hintrs, ora motbnal
mndil ore  orPakinsor s disem 6, orfar2 wesls dter sopiing the
W.Cl I‘.II'II [ you donot krowi f wourpree aipim dug coviaie m
rorphamick thabratkig he podet
] fj’m hm arer fod analbgicrancton to the product o ay of
taimgredims

Msk a doctor bforeuse ifyou have W herdisss Wglacom
B muth that oo swith omushphlgm {moos)

B abmathig pobbm axchaze mphysmaors honk bondhits

B pebten o dienk oughasocme with amdiing agthma,

o anphyaana
B mulls riming dis b m aglmd
Rsk adecte or pham xistbelre u= Tyouare Whkng wdiies)
ort luldnﬂth bbod thinnisg diug wararin
Whan
W acdlnkil nin.ll upchlk nclilden
B marked nesmay o Bavwid abokolt dinke

W e ardul mundrkhg a moiorydhideor spamtin machine ry
W dmhd, sddies andvamuilzes my o smedowesie s
Stopuse and ak a d etorif

] E!ner miph gets wom eorlase morathan Tdag

u

& e wora orlmt: mor thin 3 daye
W edewm o smling b pesent B Ews w
B muhcomesbadk o orswith e orhemdache hatlass.
Thezacld b dgnaok as e buas mdidon.
coniru e

Sorethroatwaning: Faoetiratissoraq leklrmen thanZ dayw

b zommnid o fdlovd byfver hedz he, meh,nausa, o writing

mnauka dodor prmptly.

b ot us

Wwith avy aber
nnrprmuhﬂlrﬂ. Irpulranmml whethar adng cmkairs
ammmiopten,ak a ditr orphamckt

Wi youam now tkng apess i pio mormamhe eba @ ithiblor
(MAC) jar i drugs for depesdon, pegchiaric, o anctimal
cmdhbrm I'l Pakinsmnk d @ ase),orfor 2we ksafter soppiy the
WA do notknos Fyour presripion duge ontans an
MAD| ask adodorarphamacist befirs ting this preduc

Wi youhene are il an dlerjo Bs Hm b te podict o any o

Bek a doctor before u= if wulave Mherdsa=m B dabdes
Bhmtdissam  Whigh blood pressure Wby dimee
mmwubb uinaing dis © menbged o tte g amd
moughtatomurs wib oo mch filegn muce )
Bpardsgent 0 dwmiccugh ® oorswith emoking,ashma,

T anphis ama

Mgk a doctoror pharmads thef e useif wo aret g theblod

tinnng dugwfrn
L. i not uge more tan dirced
Sopuse and agk a doctor if

Wy @tnenoug diyorsbples
H nE d omesion T oy htgduumrllinrnnhan? dye
W fewer gat s w0 e or| ass moR
Bedez o awdliyg ispesEnt
Enaw gympoms amir
Woughs ames bade oromrswih rehorheadide thathes,
Thess wuldbe sge o aserbuscondibn,

g n

If pragn ant or b s t-feed ing, ® ka helth pofe smalbe b e use.
Keepout ofready of childray 0 erdosewarning: In mes o
oo, get med @l hdp o oot ta Risn Corlrol Canerrght
Ilufﬁ-&ﬂl]-!!ﬂm itk meded atenion b aiicd foradieas)
For chiliren evenifyou donot noiceanysgns orsymphors .

I or breast ask ahadth siom| baom use,
mmrmmmmh:m-um In s of
ﬂrm @tmedtd help orcontacta Pason Conted Care rright
?' M-800-222-1222) Quikme dt alatentn is oitd Rradul &
fordild a awn Fyo do ot ot e oy s greorsympoma

Directions
W aksonly as di & Bd- seowos wamig
Wdonatexed 4 dee prid hra

Diectims
W e miyasdiedsd - seo@ b waning
W b not seeed 4 dosespa 24 rs

aults & chitlen 12 ys bowr | 2 sofigeb withwater arary 6 hs
chitiren 4 1o ndar12 y s aska docor

adiled hildm 12wek wa | 2 sofigalawith waterevery dhra
dildand o unch r 12 ye ask adoctor

chitlren undbrd ye dorat uzs

dhild anunda 4 ye do ot us

Otherinfornation  Wstreat XI55 (2-TTF)

Oiterinformation W soe at 20250 CRE-TPR

Tractive igredie s TAC yelawno.10,adbb Ak? FIEC bl m. |
ebtin gy rin, poyehyleme ghol| puidom, Enealyml, purfied
amrn?r ol Bﬁ nn’duﬂm“‘m;mnﬁn rgred mﬂ i

1 stions or ¢ an ments? 1-800-T9-9G50

Inactive ingre d ens edbb nk* D& rad m. O, AIEC palowm.6,
I Iyerthy B nag lyml povid Iy, puifiel
e bl e il

stions or ¢ oanm enis? 1-800-R9-L050

BASIC CARE DAYTIME NIGHTTIME COLD AND FLU




acetaminophen, dextromethorphan hbr, doxylamine succinate, phenylephrine hcl kit

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:0113-7580
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:0113-7580-72 1in 1 CARTON; Type 0: Nota Combination Product 04/25/2018

Quantity of Parts

Part # Package Quantity Total Product Quantity
Part1 8 BLISTER PACK 16

Part2 16 BLISTER PACK 32

Part 1 of 2

BASIC CARE NIGHTTIME COLD AND FLU

acetaminophen, dextromethorphan hbr, doxylamine succinate capsule, liquid filled

Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINO PHEN (UNII: 362091TL9D) (ACETAMINOPHEN - UNI:362091TL9 D) ACETAMINOPHEN 325 mg
DEXTROMETHO RPHAN HYDRO BRO MIDE (UNIL: 9 D2RTI9 KYH) DEXTROMETHORPHAN 15 mg
(DEXTROMETHORPHAN - UNIL:7355X3ROTS) HYDROBROMIDE
DO XYLAMINE SUCCINATE (UNI: VOBI9B5YI2) (DOXYLAMINE - UNI:95QB77JKPL) DOXYLAMINE SUCCINATE 6.25 mg
Inactive Ingredients
Ingredient Name Strength

D&C YELLOW NO. 10 (UNIL: 35SW5USQ3G)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)
GELATIN (UNIL: 2G86QN327L)

GLYCERIN (UNII: PDC6A3C00X)
POLYETHYLENE GLYCOL (UNI: 3WJQO0SDW1A)
PO VIDONE (UNI: FZ989 GH94E)

PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
WATER (UNII: 059QF0KOOR)

SORBITOL (UNI: 506 T60A25R)

SORBITAN (UNIL: 6092ICV9RU)



Product Characteristics

Marketing End Date

Color GREEN (clear) Score no score
Shape OVAL Size 20mm
Flavor Imprint Code 056
Contains

Packaging

# Item Code Package Description Marketing Start Date

1 2 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation

Part 2 of 2
BASIC CARE DAYTIME COLD AND FLUE

Marketing Start Date  Marketing End Date
OTC monograph final part341 04/25/2018

acetaminophen, dextromethorphan hbr, phenylephrine hcl capsule, liquid filled

Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
ACETAMINO PHEN (UNIL: 362091TL9 D) (ACETAMINOPHEN - UNII:36 2091TL9 D)

DEXTROMETHO RPHAN HYDRO BRO MIDE (UNII: 9 D2RTI9 KYH)
(DEXTROMETHORPHAN - UNIL:7355X3ROTS)

PHENYLEPHRINE HYDRO CHL O RIDE (UNII: 04JA59TNSJ) (PHENYLEPHRINE -
UNIL:1WS297W6MV)

Inactive Ingredients
Ingredient Name
FD&C RED NO. 40 (UNI: WZB9127X0A)
FD&C YELLOW NO. 6 (UNIL: H77VEI93A8)
GELATIN (UNIE: 2G86QN327L)
GLYCERIN (UNIE: PDC6A3C00X)
POLYETHYLENE GLYCOL (UNIL: 3WJQ0SDWI1A)
PO VIDO NE (UNI: FZ989 GH94E)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
WATER (UNIE: 059 QFOKOOR)

Basis of Strength
ACETAMINOPHEN

DEXTROMETHORPHAN
HYDROBROMIDE

PHENYLEPHRINE
HYDROCHLORIDE

Strength
325 mg

10 mg

5 mg

Strength



SORBITOL (UNI: 506 T60A25R)
SORBITAN (UNIL: 6092ICV9RU)

Product Characteristics

Color ORANGE Score

Shape OVAL Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date
1 2 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph final part341 04/25/2018

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph final  part341 04/25/2018

Labeler - .. Perrigo Company (006013346)

Revised: 5/2019

no score
20mm

L994

Marketing End Date

Marketing End Date

Marketing End Date

L. Perrigo Company
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