HARRIS TEETER DAYTIME NIGHTTIME- acetaminophen, dextromethorphan hbr,
doxylamine succinate, phenylephrine hcl
Harris Teeter, LL.C

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.

Harris Teeter, LLC DayTime NightTime 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
children 4 to under 12 yrs
children under 4 yrs

Directions — Daytime Cold & Flu

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

adults & children 12 yrs & over
children 4 to under 12 yrs
children under 4 yrs

Other information

*  store at 20-25°C (68-77°F)

Inactive ingredients — Nighttime Cold & Flu

2 softgels with water every 6 hrs
ask a doctor
do not use

2 softgels with water every 4 hrs
ask a doctor
do not use

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

Convenience Pack



Compare to the active ingredients in Vicks® DayQuil® Cold & Flu LiquiCaps® and Vicks® NyQuil®
Cold & Flu LiquiCaps®

DayTime

Pain Reliever/Fever Reducer
Acetaminophen

Cough Suppressant
Dextromethorphan HBr
Nasal Decongestant
Phenylephrine HCI

COLD & FLU
Multi-Symptom Relief
Aches, Fever, Sore Throat
Nasal Congestion

Cough

Non-Drowsy

Alcohol Free/Antihistamine Free
32 SOFTGELS

Actual Size

NightTime

Pain Reliever/Fever Reducer
Acetaminophen

Cough Suppressant
Dextromethorphan HBr
Antihistamine

Doxylamine Succinate
COLD & FLU
Multi-Symptom Relief
Aches, Fever & Sore Throat
Sneezing, Runny Nose
Cough

16 SOFTGELS

Actual Size
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Convenience Pack

Harris Teeter m

Compare to the
active Ingredients.
In Vicks® DayQuil®
Cold & Fu
LiquiCaps® and
Vicks® NyQuil®

DayTime

Pain Reliever/Fever Reducer

NightTime

Pain Reliever/Fever Reducer

Cold & Flu « Acetaminophen + Acetaminophen
LiquiCaps®** Cough Suppressant Cough Suppressant
+ Dextromethorphan HBr + Dextromethorphan HBr
Nasal Decongestant Antihistamine
« Phenylephrine HCI « Doxylamine Succinate

COLD & FLU

Multi-Symptom Relief
= Aches, Fever, Sore Throat

= MNasal Congestion

= Cough
Non-Drowsy

Alcohol Free/
Antihistamine Free

32 SOFTGELS

COLD &
Multi-Symptom Relief

= Aches, Fever
& Sore Throat

* Sneezing,
Runny Nose

* Cough

Arctual Siza

16 SOFTGELS
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g Sare thmat warnh g [fsore hroatis svere, lsts for more han2 das, § Sore thioat warning f som throat is severe lasts for more than 2 days,
= ks @companied or followed by fever, headache, rash, naus ea,or vomiting, § i & companied or followed by €ver, headache, rash, naus ea or vomi ting,
: consult adoctor promptly. consult adoctor promptly
- Do ot use Domotuse
8 W with any oher drug containing acetaminophen (prescription or W with any other d rug contaning acetaminophen (prescription or
nonp rescription . If you are not sure whether a dnig contains non preseription). If you are not sure whether a drugcontains
acetaminophen, ask a doctor or pharmacit.
W if you are now taking a preseription monoamin e oxidase in hibitor P R
{NI201) certain drugs fordepression, p syehiatri, or emctional W if you are now faking a presoription monoamine oxidase inhibitor
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5, or Parkingon 's disease), or for 2 weeks afer stopping the
———— cond|ions, or Parkinson s diseass), or for 2 weeks afterstoppingthe
—_— MAQI drug.|fyou dond know if yourprescription drug contains an
MAQI drug . fyou donotknow if your prescription drugcontains an
o MADI, ask a docbror pharmacist before taking this product. T ist before aking fhis product
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i o or franquilizers M taking the blood hinningdug warfarin Aska doctor or pharmacist beforeuseif you ar taking the blood
When using this product thinning drug warfarin
W excitability may occur,especiallyin chikdren
W marked drow siness may our  Wawid alcoholic drinks o L e o
W be creful when driving a motor vehide or operating m & hinery Siopuse and ask a doclorif
W alcohol, sedatives, and tranguilizers may inorease drowsiness W you get nevous, dizy or deeples
Shpuwse andaska doctorif W pain, nasal congesion or cugh gets worse orl®ts mare than7 days
W pain o cough getsworse o lasts morethan 7 days W fewer getsworss orlask more han3 days
W feer gets woree or lasts more than3 days W redness or swelling is presant
W edness or swelling is present W new symptoms wour W NEW smptoms occur
W cough com s back or ocourswithrash or headache hatlasts. W cough momes badk o oceurs wit rash or headache tha thsts
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_—
Unug Facts (contin ued) Drnug Facts (continu ed)
If pre gnant or b reast- feedin g, ask a health professional before use. |l If pre gnant or b reast-feeding, ask a health professional before use.
Ke ep out of reach of childe n. Overdose warning: Incaseof Keep out of reach of chiden Overdose warning:Incasect
ovendose, getmedial helpor contacta Pokson Control CenEr right overdose, getmedial helporcontacta Paison Gon ol Cenier right
away il -800-222-1223. Quick medical atten fon Is critical Tor adufis & {f away (1 -800-222-1223). Quick medical atenion s critical for adults &
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Directions Directions
W takeonly as directad - see overdose waming W takeonly as directed - see overdose waming
W do not xceed4 doses per 24 his W do not exceed4 doses per 24 s
adufts & children 12 yrs & over | 2 softgels with water everyGhs | adufis & children 12 yrs & ower | 2 softgelswith water every 4 hrs
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Otherinformafion Wstore at20-25°C{B8-77°F) Otherinformation Wstore at20-25°C{68-T7°F)
Inacive ingredients D&C yellowno. 10, edible ink*, FO&Cbiue na 1, § Inacive ingredients edble ink*,FD&C red no.40, FD&C yellow no. 6,
gelain, ghcerin, polethylene glycol, povidone, propylene glycd , purified lf gelain, alycerin, polethylene glycol, povidone, propylene glycd, purified
waler, sorbitol sorbitan solufion *may contain this ingred ient water, sorbitol sorbitan solufon *may contain this ingred ient
R Questions or commen s ? 1-800-719-96 0 (uestions or comments? 1-800-71 9-9260

HARRIS TEETER DAYTIME NIGHTTIME

acetaminophen, dextromethorphan hbr, doxylamine succinate, phenylephrine hcl kit

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)
Packaging
# Item Code Package Description Marketing Start Date

1 NDC:69256-580-72 1in 1 CARTON; Type 0: Nota Combination Product 11/21/2015

Quantity of Parts

Part # Package Quantity
Part1 8 BLISTER PACK 16
Part2 16 BLISTER PACK 32

Part 1 of 2
HARRIS TEETER NIGHTTIME

/

MADE IN CANADA
PROUDLY DISTRIBUTED BY:
HARRIS TEETER, LLC
MATTHEWS, NC 28105
@yourp lusguarantee.

**These products ar not manufctured or distributed
by Procter & Gamble, distributor of Vicks® DayQuilk®
Cold & Flu LiquiCaps® and Vicks® NyQuik® Cold &

Flu LiquiCaps®.

DO HOT USE IF BLISTER UNIT IS BROKEN OR TORN

Total Product Quantity

acetaminophen, dextromethorphan hbr, doxylamine succinate capsule, liquid filled

1-800-432-6111 or harristeeter.com
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Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

Basis of Strength Strength

ACETAMINOPHEN (UNII: 362091ITL9D) (ACETAMINOPHEN - UNI:362091TL9D) ACETAMINOPHEN 325 mg

DEXTRO METHO RPHAN HYDRO BRO MIDE (UNIIL: 9 D2RTI9 KYH)
(DEXTROMETHORPHAN - UNIL:7355X3ROTS)

DEXTROMETHORPHAN

HYDROBROMIDE 15mg

DO XYLAMINE SUCCINATE (UNII: VO9BI9B5YI2) (DOXYLAMINE - UNI:95QB77JKPL) DOXYLAMINE SUCCINATE 6.25 mg

Inactive Ingredients

Ingredient Name
D&C YELLOW NO. 10 (UNIE: 358W5USQ3G)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
GELATIN (UNIE: 2G86QN327L)
GLYCERIN (UNIL: PDC6A3C00X)
POLYETHYLENE GLYCOL (UNI: 3WJQOSDWI1A)
PO VIDONE (UNI: FZ989 GHI4E)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
WATER (UNIE: 059 QFOKOOR)
SORBITOL (UNIE: 506 T60 A25R)
SORBITAN (UNIE: 6092ICV9IRU)

Product Characteristics
Color GREEN (clear) Score
Shape OVAL Size

Strength

no score

20mm

Flavor Imprint Code 056

Contains

Packaging
# Item Code Package Description
1 2 in 1 BLISTER PACK; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation
OTC monograph final part341

Part 2 of 2
HARRIS TEETER DAYTIME

Marketing Start Date Marketing End Date

Marketing Start Date Marketing End Date
11/21/2015



acetaminophen, dextromethorphan hbr, phenylephrine hcl capsule, liquid filled

Product Information

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

ACETAMINOPHEN (UNIL: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9 D)

DEXTROMETHO RPHAN HYDRO BRO MIDE (UNIL: 9D2RTI9S KYH)
(DEXTROMETHORPHAN - UNIL:7355X3ROTS)

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

UNIL:1WS297W6MV)

Inactive Ingredients

Ingredient Name
FD&C RED NO. 40 (UNI: WZB9127XOA)
FD&C YELLOW NO. 6 (UNIL: H77VEI93A8)
GELATIN (UNIE: 2G86QN327L)
GLYCERIN (UNIL: PDC6A3C00X)
POLYETHYLENE GLYCOL (UNI: 3WJQOSDWIA)
PO VIDONE (UNI: FZ989 GHI4E)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
WATER (UNIE 059 QFOKOOR)
SORBITOL (UNIE: 506 T60 A25R)
SORBITAN (UNIE: 6092ICV9IRU)

Product Characteristics

Color ORANGE Score

Shape OVAL Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 2 in 1 BLISTER PACK; Type 0: Nota Combination Product

Marketing Information
Marketing Category

OTC monograph final part341

Application Number or Monograph Citation

Basis of Strength
ACETAMINOPHEN

DEXTROMETHORPHAN
HYDROBROMIDE

PHENYLEPHRINE
HYDROCHLORIDE

no score

20mm

L994

Marketing Start Date

Marketing Start Date
11/21/2015

Strength
325 mg

10 mg

5 mg

Strength

Marketing End Date

Marketing End Date



Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part341 11/21/2015

Labeler - Harris Teeter, LLC (048463103)

Revised: 11/2018 Harris Teeter, LLC
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