NITETIME COUGH DAYTIME COUGH- dextromethorphan hydrobromide,
doxylamine succinate
Meijer Distribution Inc

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.

Meijer Distribution, Inc. NiteTime Cough DayTime Cough Drug Facts

Nighttime Cough
Active ingredients (in each 30 mL)

Dextromethorphan HBr 30 mg

Doxylamine succinate 12.5 mg

Purpose
Cough suppressant

Antihistamine

Uses

temporarily relieves cold symptoms:

e cough due to minor throat and bronchial irritation
* runny nose and sneezing

Warnings

Do not use

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

e 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 or pharmacist before use if you are



taking sedatives or tranquilizers

When using this product

* excitability may occur, especially in children
* may cause marked drowsiness
* 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
cough persists for more than 1 week, tends to recur, or is accompanied by fever, rash,
or persistent headache. A persistent cough may be a sign of a serious condition.
If pregnant or breast-feeding,

ask a health professional before use.

Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center right away (1-
800-222-1222).

Directions

* take only as directed
* only use the dose cup provided
* do not exceed 4 doses per 24 hrs

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

Other information

* each 30 mL contains: sodium 32 mg
» store at 20-25°C (68°-77°F)

Inactive ingredients

alcohol, anhydrous citric acid, FD&C blue #1, FD&C red #40, flavor, high fructose corn
syrup, polyethylene glycol, propylene glycol, purified water, saccharin sodium, sodium
citrate

Questions or comments?
1-800-719-9260



Daytime Cough
Active ingredient (in each 15 mL)

Dextromethorphan HBr 15 mg

Purpose

Cough suppressant

Uses

temporarily relieves cough due to minor throat and bronchial irritation associated with a
cold

Warnings

Do not use

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

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

Stop use and ask a doctor if

cough persists for more than 1 week, tends to recur, or is accompanied by fever, rash,
or persistent headache. A persistent cough may be a sign of a serious condition.

If pregnant or breast-feeding,

ask a health professional before use.

Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center right away (1-
800-222-1222).

Directions



» take only as directed
* only use the dose cup provided
* do not exceed 4 doses per 24 hrs

adults & children 12 yrs & over 30 mL every 6-8 hrs
children 6 to under 12 yrs 15 mL every 6-8 hrs
children 4 to under 6 yrs ask a doctor
children under 4 yrs do not use

Other information

e each 15 mL contains: sodium 13 mg
e store at 20-25°C (68-77F)
* does not meet USP requirements for light resistant packaging

Inactive ingredients

anhydrous citric acid, D&C yellow #10, FD&C yellow #6, flavor, high fructose corn
syrup, polyethylene glycol, propylene glycol, purified water, saccharin sodium, sodium
citrate

Questions or comments?
1-800-719-9260

Principal Display Panel - NiteTime Cough
COMBO PACK

Compare to Vicks ® NyQuil® Cough active ingredients
nitetime cough

Dextromethorphan HBr

Cough Suppressant

Doxylamine Succinate | Antihistamine

All Night Cough Relief

Cherry Flavor

ALCOHOL 10%

Relieves: Cough, Sneezing, Runny Nose

12 FL OZ (355 mL)

Principal Display Panel - DayTime Cough



COMBO PACK

Compare to Vicks ® DayQuil® Cough active ingredient
NON-DROWSY

daytime cough

Dextromethorphan HBr

Cough Suppressant

All Day Cough Relief

Citrus Blend Flavor

Alcohol Free

Antihistamine Free

Powerful Cough Relief for up to 8 hours
12 FL OZ (355 mL)



T OMBO P/
3 » L w
$ 3 (L 5@
g ; 44 Compare to .0 vms?";%"r‘go .
@ uil®* Cougl
] melier S mefjer SR o)
f.. = 2\ g
(&
82 27
g;‘,g ON-DRC 22
EUE - - & E
gan - =88
= . o @me E
i HE
i DUC 23 ¢
Dextromethorp B T
227 (8|8 ough Supp is
ggg "g‘- g oug e Doxyla e e %§§ g
gﬁg‘ ; 'g‘ ALL D ough Relie i q pugh Helle gg’é S
FEE ; ot
§§§ § E Citrus Blend Flavor o Vo ggsg g
ége 3 gl=% 3‘§. 3
g2 & 2o ALCOHOL 10 g Eg g g
2= |8 B : P e 322818
2z2 |3 g M° QU = 12! £l5
%gg z LA oy or up to O » O n _E;‘ég ;
fE|E | Eiz28ls
i 0 HEBE
/ Dmg_lFﬂc 75 | Nighttime Cough —IDW Eacts | Ravtime Cough
Active Ingredlents (In each 30 mL) Purpose | Active Ingredlent (In each 15 mL) Purpose
Dextrometn orphan HBF 30MQ.... ... e s o wree s e -..COUG h 8UD pressant| Detrom ethcrp han HBF 1 5M ... e o oo v e e e . COUGN S UDPreSSant

Daoxymine succinate 12.5 mg Antihistamine

Uses temporariy relieves cough dua tominor throat and bronch il iritation

Uses tsmporarily rdieves cold symptoms:  mrunny nose an d sneezing
m cough due tominor throat an d bronch il initation

agsochted withacold

Warnings

Donot use m ifyou are now taking a prescription moncamine oxidase inhibitor
{MADI) {certain drugs for depressin, psyehiatric, or emotbnal condiions, or
Parkinson’s dieass), or for 2 weeks after stopping the MAOI drug. f you do not
knowifyourprescription drug contains an MAOL ask a doctor orp harmacist
before taking this product.

Aska doctor before useif you have m glaucoma

m cough thatoceurs with oo mueh phleom (muc g

m 4 breath ing prab em such as emphysemaor ¢hronic bronc hitis

m persistent or chronic cough as accurs with smoking, asthma, oremphy sema
m tou ble urinating due to an enlarged prostate gland

Aska doctor or phammacist before use if you are taking sedatives or
tranguiliz ers

When using this product  mexdtabiity may occur,espedally i children
mavoll acoholicdrinks w0 may causemarked drowsiness

m be cardful when drivihg amoior vehicle or operating machinery

m aloohol, sedatives, and franqu lizers may increase d rows ess

Stopuse andaska doctor If cough persists for mome than 1 week tendsto
recur, oris accompan ied by fever, rash, or persistent headache. A persistent
cough may be a sign of aseribus condiiom.

If pregnant or breastfeedng, ask a health professional before use.

Keep outof reachof children. In case of overdose, get medical help or contacta
Pobon Control Genter right away (1 -600-222-1222).

Warnings

Donot use f you are now taking ap rescription monoamineox i ase inhib kor
{MAOI) (certain drugs for depression, psychiatric, or emotional condiions, or
Parkinson's d sease), orfor 2 weeks after stopping the MAOI drug. ¥ you do not
know if your prescription dig contains an MAQI, ask a doctor o phamacist
beforataking this piod ud.

Ask a doctor before use if you have

m coug h that occurs with too much phiegm (mucus)

m persigtent or chronic cough such & occurs wikh smoking, asthma,
oremphysema

Stopuse andask adoctor 1Tcough persists for more than 1week, tendso
recur, or is accompanied by fever, rash, orp esisientheadache. Apersistent
cough may be a Sgn of a seribus cond Ebn.

If pregnant or breast-feeding, ask a heakh professional before use.
Keepout ofreachofchildren In case of overdose get medica help or contact
a Poison Control Centerright away (1-800-222-12232).

Directions
m takeonly as directed  monly use the dose cu ppiovidad
m domot exceed 4 doses per 24 hrs

Directions
m takeonly asdirected monly use thedosecup provided
m dona exceed 4 doses per 24 hrs

aduks& chiken 12 yrs &over | 30 ml every 6 hrs
children 4 to under 12 yrs ask a doctor
children under 4yrs dond use

adults & chidren12yrs& over | 30mLevery6-8hrs
chidren &to under 12yrs 15 mL every 6-8 hrs
chidren 4to under 6 yrs ask a doctor
chikiren under 4 yrs donat use

Other Information

m each15mL contains: sodium 13 mg
m storeat 20-25°C (68-77°F)
m does not meet USP requirements for ight resistant packaging

Inactive ingredlents
anhydrous citric add, D&C yellow # 0, FD &C yelbw #6, flavor, high fuctose corn

Other Information wm each 30 mL contalns: sodium 32 mg
« msor at 20-25°C (B&-77°F)
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NITETIME COUGH DAYTIME COUGH

dextromethorphan hydrobromide, doxylamine succinate kit

Product Information




Product Type HUMAN OTC DRUG Item Code (Source) NDC:41250-031

Packaging
# Item Code Package Description

1 NDC:41250-031- 1 in 1 KIT; Type 0: Not a Combination
02 Product

Quantity of Parts

Part # Package Quantity

Part1 1 BOTTLE 355 mL
Part2 1 BOTTLE 355 mL
Part 1 of 2

NITETIME COUGH

Marketing Start Marketing End
Date Date
02/13/2013

Total Product Quantity

dextromethorphan hydrobromide, doxylamine succinate solution

Product Information
Item Code (Source) NDC:41250-668

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH)
(DEXTROMETHORPHAN - UNII:7355X3ROTS)

DOXYLAMINE SUCCINATE (UNII: VOBI9B5YI2) (DOXYLAMINE -
UNII:95QB77)KPL)

Inactive Ingredients

Ingredient Name
ALCOHOL (UNII: 3K9958V90M)
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 40 (UNIl: WZB9127XO0A)
HIGH FRUCTOSE CORN SYRUP (UNIl: XY6UN3QB6S)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDWI1A)
WATER (UNIl: 059QF0KOOR)
SACCHARIN SODIUM (UNIl: SB8ZUX40TY)
SODIUM CITRATE, UNSPECIFIED FORM (UNII: 1Q73Q2JULR)
PROPYLENE GLYCOL (UNIIl: 6DC9Q167V3)

Basis of Strength Strength

DEXTROMETHORPHAN 30 mg
HYDROBROMIDE in 30 mL
DOXYLAMINE SUCCINATE ~ 12-2 M9
in 30 mL
Strength



Product Characteristics

Color RED (Dark Red)

Shape

Flavor CHERRY

Contains

Packaging

# Item Code Package Description

1 NDC:41250-668- 355 mL in 1 BOTTLE; Type 0: Not a Combination
40 Product

Marketing Information

Marketing Application Number or Monograph

Category Citation
OTC monograph final part341

Part 2 of 2
DAYTIME COUGH NON DROWSY

dextromethorphan hydrobromide solution

Product Information
Item Code (Source) NDC:41250-473

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH)
(DEXTROMETHORPHAN - UNII:7355X3ROTS)

Inactive Ingredients

Ingredient Name
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
D&C YELLOW NO. 10 (UNII: 35SW5USQ3G)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
HIGH FRUCTOSE CORN SYRUP (UNIl: XY6UN3QB6S)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDW1A)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SACCHARIN SODIUM (UNIl: SB8ZUX40TY)

Score
Size
Imprint Code

Marketing Start Marketing End

Date

Date

Marketing Start Marketing End

Date
03/03/2003

Basis of Strength

DEXTROMETHORPHAN
HYDROBROMIDE

Date

Strength

15 mg
in 15 mL

Strength



SODIUM CITRATE, UNSPECIFIED FORM (UNII: 1Q73Q2JULR)

Product Characteristics

Color ORANGE (light) Score
Shape Size
Flavor CITRUS (blend) Imprint Code
Contains
Packaging
# Item Code Package Description e dlne, SEG i) Hs
Date Date
1 NDC:41250-473- 355 mL in 1 BOTTLE; Type 0: Not a Combination
40 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final part341 08/15/2007
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final part341 02/13/2013

Labeler - meijer Distribution Inc (006959555)

Revised: 7/2023 Meijer Distribution Inc
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