COLD AND FLU- acetaminophen, dextromethorphan hbr, doxylamine
succinate capsule, liquid filled
HyVee Inc

Hy-Vee, Inc. Cold & Flu Drug Facts

Active ingredients (in each softgel)
Acetaminophen 325 mg
Dextromethorphan HBr 15 mg

Doxylamine succinate 6.25 mg

Purpose
Pain reliever/fever reducer
Cough suppressant

Antihistamine

Uses

temporarily relieves common cold/flu symptoms:

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

runny nose and sneezing

sore throat

headache

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:

* skin reddening
* blisters
* rash

If a skin reaction 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 not use

» 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

e cough that occurs with too much phlegm (mucus)

* a breathing problem such as emphysema or chronic bronchitis

* liver disease

e glaucoma

» 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
* taking the blood thinning drug warfarin

When using this product

* excitability may occur, especially in children

* be careful when driving a motor vehicle or operating machinery
* avoid alcoholic drinks

* alcohol, sedatives, and tranquilizers may increase drowsiness

* marked drowsiness may occur

Stop use and ask a doctor if

* pain or cough gets worse or lasts more than 7 days

* redness or swelling is present

» fever gets worse or lasts more than 3 days

* 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 even if you do not notice any signs or symptoms.

Directions

» take only as directed - see overdose warning
* do not exceed 4 doses per 24 hours

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

Other information

e store at 20-25°C (68-77°F)

Inactive ingredients

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

Questions or comments?
1-800-289-8343

Package/Label Principal Display Panel

Hy+*Vee®

Compare To Vicks ® NyQuil® Cold & Flu Active Ingredients
Multi-Symptom Relief

Cold & Flu

Nighttime

Acetaminophen

Pain Reliever/Fever Reducer

Dextromethorphan HBr

Cough Suppressant

Doxylamine Succinate



Antihistamine

actual size

* Aches, Fever, Sore Throat
* Sneezing, Runny Nose

* Cough

ALCOHOL FREE

24 SOFTGELS



DISTRIBLTED BY HY-VEE, INC.
ER20WESTOWN PARKWAY
WEST DES MOINES, IAS0268  PERADSES E E
MADE IN CANADIA B smartiobel®
SATISFACTION GUARANTEED Scom I A e
o
A PLACHASE PRIGE REFLINDED 0] I
o &

FOR INFORMATION CALL
1-800-209-5343

**Compare To
Vicks® MyQuil®
Cold & Flu
Active Ingredients

Multi-Symptom Relief

Cold &

Nighttime

Acetaminophen Fain Relie
Dextromethorphan HBr Co
Doxylamine Succinate Anti

« Aches, Fever, Sore Throat actun| size

» Sneezing, Runny Nose

* Cough 24
ALCOHOL FREE

SOFTGELS

B 3sngyEuop3)olg ww gyl
FENOE FUSNPIW U NOGE wea] DNISOTD3H

:SJ_N HHHd LNIINIANOD

DO NOT USE IF BLISTER UMIT IS BROKEN OR TORMN
Drug Facts |

Active ingredients (Tn each softgel) Purpose
ApetEminophen 325 mg, Pain rebever/Tever recLcer
[Dextromnethorphan HEr 15 mg, JCough suppreseans
Dondamine succinate: 6.25 mg Anlihigtaming

Uses temporarly refieves common coldifu symptoms:
mcough due b minor throat and bronchial irifation W mingr aches and pains

lmnﬁmnnﬂﬂ W sore throat W hezcache [l fever

ILiver wearnimg: This procluct confaing acetaminophen, Severe fver damage may occur i you teae

W more than 4,000 mg of acetaminophen in 24 hors

W with other drugs containing acetaminophen

m 2 or more aleoholic drinks every day while using this product

ABergy alert: Acetaminophen may cause severs ghin reactions, Symptoms may indude;
msxnreddening  m blslers  mrash

¥ & shin reaction occurs, stop use and seek madical help right sway.

Sore throst warning: I sone troal & severe, lasts for mone than 2 days, is aceompanies of followed
Iy fiewar, headache, msh, nausea, or wamiting, congult a dociar prampiiy.

Do not e Wwith any other srug contalning acetaninophen (prescrigtion or nonprescrption.

¥ you ane not fure whether a drug containg acetaminophen, ask a doctor or phamacist. W you are
oW taking 3 prescription morcaming oxidase inhibitor (MDD (certain drugs for depression,
peeychiniric, or emotional condiltions, or Parkinson's disease), or for 2 weeks afler ing the WA
g, I you do not know B your presceiption dnug contzing an MAD, ask a doctor or pharmaciet before
taking this producl,. Ml wou have ever had an alergic reaction 1o this prodct or any of s ingredients
sk 3 doctor before use if you have W cough Tt occurs with too much prllegm {mucus)

W bresthing problem such &5 emphysema or chronic bronchilis — m Bver distase  m glascoma
M parsigiant or chronic cough ag occurs with smolking, asthma, or emphysama

m brouble winating due bo 2 enhinged prostate gland

Ask a doctor or pharmacist before use if you are

W taking sesatves or tranquilizers M faking the blaod thisming drug warterin
mmhllm W excilah By may ootur, especially in ciliren

W be careful when drving & mator vehicle or operating mechinery Il avoid alcoholic drinks

W aloohol, sedafves, and tranquiliters may increse drowsingss W marked drowsiness may oo
Stop use and ask a dochor if W pain or cough pets worse or [asts mone Than T daye
mredness or sweling is present  mTever gels worse of ests mone an 3 days  IOEW Symploms occur

*This product is not manufactured or distributed by The Procter & Gamble

Company, cwnarof the egiserd tadamarks Vicks ® NyQuil®

+C: yellow no, 10, edioke ink®, FD&S blue no, 1, geletin. ghycerin, polyetivlene ghycal, povidone, proplene

A sorkitan solilion “may conlin s ingredient

Aone 21 2005°C [B8-TT°F)

#71-800-290-8343



Wcough comes back or oecurs with rash or headacha that laste. Thaoe could be signs of & serious condifion,

[F pregnant ar breasi-leeding, ask a healih professkona] before uss,
Keep out of reach of children. Overdose warning: In case of overdose, get medical help or conlact
& Podson Control Center right sway |1-800-222-1222). Quick medical sttention |g eritical for adubts 22
wel as for children even if you do not nolice any signs or symploms.

Drug Facis (continued)

Other imformation m:
inactive ingradients i

glveal, purified wirer, sorhilc
(Questions or commeant

COLD AND FLU

Divections W iake only 22 drecied —see overdos2 wening I co not exceed 4 doses per 24 hours
adulls & children 12 w5 & over 2 sofigells with waher every B hrs
children 4 o under 12 yrs msh 8 dochor
children under 4 yrs iy ot use »
ol [ = »

acetaminophen, dextromethorphan hbr, doxylamine succinate capsule, liquid filled

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG Item Code (Source)

ORAL

Active Ingredient/Active Moiety

Ingredient Name
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D)

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

DOXYLAMINE SUCCINATE (UNII: VO9BI9B5YI12) (DOXYLAMINE -

UNII:95QB77)KPL)

Inactive Ingredients

Ingredient Name

D&C YELLOW NO. 10 (UNIl: 355W5USQ3G)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
GELATIN, UNSPECIFIED (UNIl: 2G86QN327L)

GLYCERIN (UNIl: PDC6A3C0OX)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

WATER (UNII: 059QFOKOOR)

SORBITOL SOLUTION (UNII: 8KW3E20702)

SORBITAN (UNIIl: 6092ICV9RU)

Product Characteristics

Color GREEN (clear) Score
Shape OVAL Size
Flavor Imprint Code

NDC:42507-056

Basis of Strength
ACETAMINOPHEN
DEXTROMETHORPHAN
HYDROBROMIDE

DOXYLAMINE SUCCINATE

Strength
325 mg

15 mg

6.25 mg

Strength

no score
20mm
056



Contains

Packaging
# Item Code Package Description ERL IR, S I e
Date Date
1 NDC:42507-056" gin 1 carTON 03/24/2014 03/28/2019
1 2 in 1 BLISTER PACK; Type 0: Not a Combination
Product
2 NDC42507-056 13 in 1 carTON 03/24/2014
2 2 in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO012 03/24/2014

Labeler - Hyvee inc (006925671)

Revised: 1/2026 HyVee Inc
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