ALKA-SELTZER PLUS SEVERE COUGH MUCUS AND CONGESTION LIQUID GELS-
alka-seltzer plus severe cough mucus and congestion capsule, liquid filled
Bayer HealthCare LLC.

Alka-seltzer Plus Severe Cough Mucus & Congestion LG

Drug Facts

Active ingredients (in each capsule)

Active ingredients (in each capsule) Purposes
Acetaminophen 250 mg Pain reliever/fever reducer
Dextromethorphan hydrobromide 10 mg Cough suppressant
Guaifenesin 200 mg Expectorant
Phenylephrine hydrochloride 5 mg Nasal decongestant
Purposes

Uses

- helps loosen phlegm (mucus) and thin bronchial secretions to rid
the bronchial passageways of bothersome mucus and make coughs
more productive

- temporarily relieves these symptoms due to a cold or flu:

- nasal congestion - sinus congestion and pressure

- minor aches and pains - headache

- cough - sore throat

- temporarily reduces 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 or severe

allergic reactions. Symptoms may include:



- skin reddening - blisters - rash - hives

- facial swelling - asthma (wheezing) - shock

If a skin or general allergic 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

e with any other drug containing acetaminophen (prescription or nonprescription). If
you are not sure whether a drug contains acetaminophen, ask a doctor or
pharmacist.

e 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.

e if you have ever had an allergic reaction to this product or any of its ingredients

e in children under 12 years of age

Ask a doctor before use if you have

liver disease

heart disease

high blood pressure

thyroid disease

diabetes

difficulty in urination due to enlargement of the prostate gland

persistent or chronic cough such as occurs with smoking, asthma, chronic
bronchitis or emphysema

e cough with excessive phlegm (mucus)

Ask a doctor or pharmacist before use if you are taking the blood thinning drug
warfarin

When using this product do not exceed recommended dosage

Stop use and ask a doctor if

pain, cough, or nasal congestion 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 fever, rash or headache that lasts.
These could be signs of a serious condition.

nervousness, dizziness, or sleeplessness occurs

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. Quick medical attention is critical for adults as well as
for children even if you do not notice any signs or symptoms.

Directions

e do not take more than the recommended dose

e adults and children 12 years and over: take 2 capsules with water every 4 hours. Do
not exceed 12 capsules in 24 hours or as directed by a doctor.

e children under 12 years: do not use

Other information
e store at 15-259C (59-779F)

Inactive ingredients

FD&C red #40, gelatin, glycerin, polyethylene glycol, povidone, propylene glycol, purified
water, shellac, sodium hydroxide, sorbitol-sorbitan solution, titanium dioxide

Questions or comments? 1-800-986-03 69 (Mon-Fri 9AM - 5PM EST)

- [Enonu WiBsiyd aassame Lm yinoo &
Bllashydils 1o Syaolq auaiya Bugse

LR OLE gm SInao0 SE Jans YAneg auoiya 1o pajsiskd @

rue|f sqemoud sl 10 Jusls fie|Us O] 8NP UCIEULN UL AINJWD @

SolRelp @ SEsEp POMY) @ o onpoud s Buisn spym fep Ao S doYcHE A0 10 g @

aingsed poojq YBl @ oseosip Litoy @ oSesiplon| @ Uetdoliels e BUILELOD SENp 1610 i @

aApY o J) asn 210454 10120p B Sy sinoy b U Uslydoulieiase Jo B o'y Uel) aloll @

afie joslead 7| Japun Ualppys U & axfe) nod J1anaoo Ae afewsep e

sualpaIfulE] o Aue alanes Usydouweae suuod onposd su | :Buiniem Jan

Jojonpold S1Y) o} Uoiceal JEI8[E L Py Jans sael Nod ) @ sﬁum_;eM
Jonpodd S B aojaq 1soeuLeyd -

10/ J0100p B YER o Ue sueiuod Bnip uonduseald ot Saonpal Aueldids) @

Inod Lot wu op nod J| B o ey Buddos ee (B0l alus @ yhinoo &

SYaam g 10} 10 '(SEASID S UOSUBIEL 10 'SUORIPUO D EUOOLS aljepesl @ sured pue sal e JouL &

Jo ey aded Unissaldap Joysfinip uiean) Qo Jouquu sinssaid pue uogsabuonsnus @

AEBpo alLEolol uondioeald B Bupelmol 208 nod ) & uonsafiloD [BSeU @
Jstenend 1o Jojaop e Y UsydolLelese SUIEIL0D NIL40 plooe o) anp ol ssey) Sesle) Aliendils) @

finp e Jauagm aing jou e nod | (uoduasalduod 1o afljonpold alol syfnoo ayeL

uondizesid) usydouieae Guuepios Grup japo Are yim @ | PUE SO alleslalioq Jo Stemafiessed EIYaUIq eu) pl o)
osnyjouog Wl SUGNsINeS [EIUOIG LI pUE (SNONW) Whs|yd ussoo| sdjay @

Andiond foyop & Ynsos BURLLOA Jo ‘saenel el seg

‘aljoepeal) enal Aq pamoyol Jo paileduonde 1 Slep 7 Uel)
alolll o] sisisiad 'alanes sl alos || Buluen e alog
e WAL djay eapa

Yeus pUe ssn dojg 'sinaooe Uoyoeal 2ifils|e Blaualido uyse ||
HA0US @ (Buzaaym) eLlse @ T ELSERET ] e
Senll @ Usel @ Sl @ BulsppalUyE @ ARMEIBELR DS BoUEEURICH Y
BPNJOUL AR SodUIAS Suan sl dbis|e (afnsdeo oee U_l)

alanas 10 IS alanas asned fell uagdouieady uele ABleyy sasodmd s;ue;paJﬁu_r aAljay

(penuiLos) spaed Brig sjoed fnag

JurjsafiuoDap |ES‘BN 6u,1 9 apuomampfu aulydadusyd
Welogdyg “BUI 7 Usausiens)
essaiddns ybnoes B o) apilolqopdy Ueydiogslionag
lanpal ana)

SEVERE




SEVERE

Cough,
Mucus &
Congestion

<.
ACETAMINOPHEN / Pain Reliever-Fever Recucer P Nasal & Chest Congestion
Dextromethorphan HBr / Cough Suppressant P Headache » Cough

Guaifenesin / Expectorant h
Phenylephrin HCI / Nasal Decongestant b Sore Throat
» Mucus

= P Fever
Q 20 LlQUlD GELS {Liquid Filed Capsules)

/

7%/ | e

K -
- |
= A = |

= (=]
% @ @ @ <&l 2
a B ‘
EiE
i |
Z:E
o] L § & |
= ‘ SULOALAT 10 SUBIS AL #0000 10U Op oA || Usie LIy m 5 %-_
ﬁ 10] 5 (|4 SE SINPE 10] (B0 5 UOHLSYIE [RIIp8LLI oI5 ' =2
-t Aeane JBLI B UB0) OO UORIO B 10RIU0D 10 dj8y [Baipsll < L <2 ‘
(1S3 1NdS - s H-uopy] 186 '8S00IAA0 |0 TR U] UIP{IYD 0 YIrRl Jono day E
6990-906-000-1 / SJURLILLIOY JO sUOfisenD B Al0jaq m g ‘
[eucissajold Lypay e yse Buipssrisealg 1o jueubaid j
FoKop : :
nieg ‘urudunpgﬂ l%emm;[-j\cqﬁmus 'appégpﬁuﬁu.énpusﬂ'ae Elkagg _ugmpﬁﬂﬁ;gosl‘]s:;lizxiag\z Jaoq Tﬂsﬂeélf;'szﬁelggeolﬂali ® ‘
18P DAL |00 |0 BUBRA0.D "8U0DIOO 'J00A I BLBIALEM o o : =
‘wenk ' uie P 'Ot PR 0B0d SpURIpaIBU aApopyy | ©IUEPE ¢ ERHITE S0 B 1o ;ﬁiﬁmij 2 5 K ‘
u (= 1
g F Wasald 51 BuUlams o ssaupal @ W S v
Yol £:65) 026761 12 0205 @ SHEp ¢ LBL) #lol SISE] 10 aslom Sja6 1oas] @ — g =L
togeuLoiL 1etio siep ) ) 8 -5 %
| | =

Sz2pEo6F 881 10U 0p ek 2| BpUN LB @ aloll Sjse| 1o ssiom sel uonssfuco jeseuto Yhinoo uneg & = = E

ggEs s 28 1013008 /iy papalp st 10 HIOPOP ENE PO o9 J0L3 w5 O

e e SINDY 7 Ul SaNsdea 2| pesme j0U 00 S0y § Alee JEEm abesop E -— 2

3%% TEE = i Sa|nsde 7 A A0 LR SIRAk 7| LRI PLE S)E @ popusWLI0cal paaaXe 10U op jonpald sjy) Bugsn usy i =) 3 '6 ‘

SRR e o o BS00 PENUALILLIDA U} LR L) 20U 831100 0P @ LR LEM Bnp BUILLILL poo = =

E== 5o e p BUILLILY paojq o.2 w

EEe g1 SUOHRAG W 5 funje aienod josn aiopq isoeweyd 1o 10j30p BYSY = i ‘

BEs g (panunuon) spoed Bnug (panunuca) stoed Bnig 3
|

_

ALKA-SELTZER PLUS SEVERE COUGH MUCUS AND CONGESTION
LIQUID GELS



alka-seltzer plus severe cough mucus and congestion capsule, liquid filled

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS]J) (PHENYLEPHRINE -

UNII:1WS297W6MV)

NDC:0280-0505

Basis of Strength  Strength

ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHE

GUAIFENESIN (UNII: 495W7451VQ) (GUAIFENESIN - UNII:495W7451VQ)

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

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3\}QOSDWILA)
SORBITOL (UNII: 506T60A25R)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
SHELLAC (UNII: 46N107B710)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
POVIDONE (UNII: FZ989GH94E)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
WATER (UNIl: 059QFOKOOR)
GELATIN (UNIl: 2G86QN327L)

Product Characteristics

Color red Score

Shape OVAL Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description
NDC:0280- .

B0 2 in 1 CARTON

1 20 in 1 BLISTER PACK; Type 0: Not a Combination

Product

PHENYLEPHRINE

HYDROCHLORIDE 2 g
N 250 mg
GUAIFENESIN 200 mg
DEXTROMETHORPHAN
HYDROBROMIDE 10 mg
Strength

Marketing Start
Date

01/07/2015

no score
20mm
AS;M

Marketing End
Date



Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO012

Labeler - Bayer HealthCare LLC. (112117283)

Revised: 12/2025

Marketing Start
Date

01/07/2015

Marketing End
Date

Bayer HealthCare LLC.
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