COLD AND FLU SEVERE DAYTIME- acetaminophen, dextromethorphan
hydrobromide, guaifenesin, and phenylephrine hydrochloride capsule, liquid
filled

TOPCO ASSOCIATES LLC

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.

Cold and Flu Severe Daytime

Drug Facts

Active ingredients (in each

softgel) Purposes

Acetaminophen 325 mg Pain reliever/fever

reducer
Dextromethorphan HBr 10 mg Cough suppressant
Guaifenesin 200 mg Expectorant
Phenylephrine HCI 5 mg Nasal decongestant

Uses
= temporarily relieves common cold/flu symptoms:
= nasal congestion
sinus congestion & pressure
cough due to minor throat & bronchial irritation
minor aches & 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 you take:

= more than 8 softgels in 24 hours, which is the maximum daily amount for this
product

= 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, persists 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 (MAQOI) (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

liver disease

heart disease

high blood pressure

thyroid disease

diabetes

glaucoma

trouble urinating due to enlarged prostate gland

a sodium-restricted diet

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; taking sedatives or tranquilizers.

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 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.

Directions
= take only as directed
= do not exceed 8 softgels per 24 hrs

adults & children 12 yrs & 2 softgels with water every

over 4 hours
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)
= protect from light, heat and moisture

Inactive ingredients

FD&C yellow #6, gelatin, glycerin, polyethylene glycol, povidone K30, propylene glycol,
purified water, sorbitol sorbitan solution, titanium dioxide

Questions?
Call toll free: 1-888-423-0139

PRINCIPAL DISPLAY PANEL - 24 Softgel Blister Pack Carton
NDC: 36800-826-24

*Compare to the active ingredients
in Vicks® Dayquil™ Severe Cold & Flu

MULTI-SYMPTOM RELIEF

Day Time
Cold & Flu Relief
SEVERE

PAIN RELIEVER-FEVER REDUCER - ACETAMINOPHEN
COUGH SUPPRESSANT - DEXTROMETHORPHAN HBr
EXPECTORANT - GUAIFENESIN

NASAL DECONGESTANT - PHENYLEPHRINE HCI

* Headache, Fever, Sore Throat, Minor Aches & Pains



* Sinus Congestion & Pressure
* Nasal Congestion « Cough

Alcohol Free
Antihistamine Free
Non-Drowsy

24 SOFTGELS

actual size
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NDC: 36800-826-24

*Compare to the active ingredients
in Vicks® Dayquil™ Severe Cold & Flu

MULTI-SYMPTOM RELIEF.
Day Time
Cold & Flu Relief
o CURIFENEGIN

PAIN RELIEVER-FEVER REDUCER - ACETAMINOPHEN

SEVERE COUGH SUPPRESSANT - DEXTROMETHORPHAN HBr
NASAL DECONGESTANT - PHENYLEPHRINE HCI

» Headache, Fever, Sore Throat, Minor Aches & Pains

* Sinus Congestion & Pressure Alcohol Free
* Nasal Congestion * Cough ﬁﬂ!:gzl_gp;r‘:fs;r&&

24 SOFTGELS

aclual size

N ME() SYON WIEAUOPEN PRSI 0] 10 SOLIND NI § SO0 AQ DOIMGUISI) J0 pRISEERSELN 10U 51 PO SH |,

GEL-EZI-098-1 921 101 B SUOIjSanD

PIMDIP IMUEY) 'LONNI0S WERQI0S [ONGI0S J2(em paglind Yook sua)fdoid ‘0N suomaod ‘J0akiB susylyrRiod o0 uiEal ‘op Mok 9504

anjjaeuy

anjsious pue Jeal) Wby woy a0 {1.//-49) 0,52-02 I XIS WOYIRULIOIU JAYI0

(panunuos) spey bug

A 4 1anpoud siy) Bupjey aiojeq speuireyd

10 00 B ¥SE | UE SUPEL03 Bnip bogdiosasd nod jj moiny ou

asn jou op SM y Jopun uaipyg MMu'n;nmquMnimmmxﬁ&m
10[20p BYSE | S4f 7| Jpun o] p UAIPY M SIS0 RO 0 3 W
SN0 AJoAD JE A SIRONDS 2| 19AD § SiA 23 VRIPIGD § SUMpE (0w e stpo Lt m'”"*”".,m".m,m"
sugejuos Bup e soggym ains mﬂ'}hmm
»d Jauy IRS JOU e oA Jj o Jo
bl ﬂmﬂﬂz: worydusaid) BodoULIEYR BUAENO BED 1930 KU MM 3SR 10U 0
suoljal|g “Aduwand s0p0p € gRsue
'BupuioA b BASAEY ‘SE) ‘WORPEIY 'WAR) AQ OGO} 10 PajuRTUIOIIE 51
T T R T e L
; Y 4 diay feoy UOIPIE) LS B 11
o8 PR o e s 404 R s (n sAsan Dauiai e gt

SUOHIAS "SUOILAI LS 1ans aSnED Aews LaydoujeRay ere Allsyy

S5 10j30 Uy sojad Wy © y5e Bugpony jssasg 4 jssubord pnpaid sy} Buisn oy 2D K10 SYWIP J0yooge aicus 10 W

WP SRoYas & j subls aq pinod asay UaydounuElase buluEd SBAID BYI0 Yk W
'S{Se] JB1f) AUF9RDRRA 10 USEI M SIRI0 10 YR Saua yBinoo m nnpod sy
1930 Swojdus waum 1 joj junouse jep WAL ay) ) UM ‘Sinoy pZ ) SRy § ey aouE
i mldqﬂmlﬂ;;lml ) nov 1 1n300 Aew
£ UBIL D10 5358 10 a5ioM S0 Jasajm | ofewep san) a1ewog ‘uoydounwEiace SuEluca [aapaid sy :Dupusem JaAn)
SA8D | U 210U SISB 10 9510 5330 0ACD J0 'U0(IsaB0: sk ‘e m shujuey
ssapdaas 1o Az ‘snoatz (20 noim
1 101209 © 52 pue asn dojs BNPIPOId dioul

SHBNCD MYELL PUE SAINL H0SIaI0 j0 sAemabiessed ENpu0g
B PU O] SUOTR9S [ERUON) g pue (snonw) wheyd Lesoo) sdrpy B
aBeueIp SHUES Joypue [esey sapowosd m

504 9y} ybnouy) Buswgensy Jeal) sa10jsa1 Mgei0dus) B

saessed pesey jo Dujms sanpal |

BOII0J0SE  BAE  lpepEyE  Sujed § SOgOR o m
UONERL) [BII00IG %§ BOIY) Jonw 0] anp yinoa m
winssand 5 uosaluca shus | uopsaduc Eseu B
SU0)dws ILPIoD BoW0) SawalR) Apreiodwz) m

“Pai3a.Ip uew asouw asn jou op ‘aapoad sig) Bursn uayMm

“SI82)IDUE) 50 SaAI|EDES Dupye) ‘e em Daip
Guuupy) pooi ) Burye| ase nok j asn iojaq |siaeuiieyd Jo Jaj30p € Y5y

PGS AALR 10 “SIUI00N JUDIYD Tul|sE Dupyouss

[ SI00 5B YIS YBNGD AL0NR 10 uajsised @ {snam) woad

0L 0O M SIRI00 [By) Ao m P paRISA-WNIPOS BE  puB)
a0 pabirewa of anp Busgeuun apqnosim  Ewoone b m spgEpe
PSROSID PIOJY  aunssaid pooyq YOIy GSEOSIp ROy ASROSIP JaAn
aney nod jj asn aa0eq Jojaop & ysy

sasf)
(panunuos) spe4 nig (panunuoo) spey Big

E &
S8

y

\

NN




COLD AND FLU SEVERE DAYTIME

acetaminophen, dextromethorphan hydrobromide, guaifenesin, and phenylephrine hydrochloride
capsule, liquid filled

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:36800-986

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 325 mg
DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH) DEXTROMETHORPHAN 10 m
(DEXTROMETHORPHAN - UNII: 7355X3ROTS) HYDROBROMIDE 9
GUAIFENESIN (UNIl: 495W7451VQ) (GUAIFENESIN - UNII:495W7451VQ) GUAIFENESIN 200 mg
PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS]J) (PHENYLEPHRINE - PHENYLEPHRINE 5m
UNIL:1WS297W6MV) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
FD&C Yellow no. 6 (UNIl: H77VEI93A8)
Gelatin, unspecified (UNIl: 2G86QN327L)
Glycerin (UNIl: PDC6A3C00X)
Polyethylene Glycol, unspecified (UNIl: 3WQO0SDWI1A)
Povidone K30 (UNIl: U725QWY32X)
Propylene Glycol (UNIl: 6DC9Q167V3)
Water (UNIl: 059QFOKOOR)
Sorbitol (UNIl: 506T60A25R)
Titanium Dioxide (UNIl: 15FIX9V2JP)

Product Characteristics

Color ORANGE Score no score

Shape OVAL Size 20mm

Flavor Imprint Code 782

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End
Date Date

1 NDC:36800- 5,1 carTON 05/01/2021

986-24



12 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

FINAL part341 05/01/2021

Labeler - Torco ASSOCIATES LLC (006935977)

Revised: 1/2023 TOPCO ASSOCIATES LLC
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