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{C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Rockville, MD 20857

NDA 21-620

Adams Respiratory Therapeutics
14841 Sovereign Road
Fort Worth, TX 76155-2645

Attention: Daniel F. Wagner
Director, Clinical and Regulatory Affairs

Dear Mr. Wagner:

Please refer to your June 30, 2003, new drug application (NDA) submitted under section 505(b) of the
Federal Food, Drug, and Cosmetic Act for Mucinex ™DM (guaifenesin and dextromethorphan)
Extended-release Tablets.

We acknowledge receipt of your submissions dated July 14, August 14 and 25, and November 3 and
11, 2003, and January 30, February 18 and 27, and March 3, 12, and 25, 2004.

This new drug application provides for the use of Mucinex ™DM (guaifenesin and dextromethorphan
HBr) Extended-release Tablets as an expectorant and antitussive.

We completed our review of this application, as amended. It is approved, effective on the date of this
letter, for use as recommended in the agreed-upon labeling text.

The final printed labeling (FPL) must be identical to the submitted labeling (immediate container,
carton, and tray labels submitted March 12, 2004), and must be in the “Drug Facts” format (21 CFR
201.66). Marketing the product with FPL that is not identical to the approved labeling text and in the
required format may render the product misbranded and an unapproved new drug.

Please submit an electronic version of the FPL according to the guidance for industry titted Providing
Regulatory Submissions in Electronic Format - NDA. Alternatively, you may submit 20 paper copies
of the FPL as soon as it is available but no more than 30 days after it is printed. Individually mount 15
of the copies on heavy-weight paper or similar material. For administrative purposes, designate this
submission “FPL for approved NDA 21-620.” Approval of this submission by FDA is not required
before the labeling is used.

We have the following comments.

1. You have agreed to monitor for adverse events related to Mucinex® DM abuse as outlined in
your March 3, 2004, submission. If a safety signal is noted in postmarketing surveillance, you
have agreed to devise and implement a risk management plan to reduce rates of abuse of
Mucinex® DM. If a safety signal is detected, you should consider whether the drug product
should be placed behind the pharmacy counter to deter individuals from purchasing large
quantities at one time.



NDA 21-620
Page 2

2. The word “NEW” must be deleted from the PDP six months after introduction into the market

place.

All applications for new active ingredients, new dosage forms, new indications, new routes of
administration, and new dosing regimens are required to contain an assessment of the safety and
effectiveness of the product in pediatric patients unless this requirement is waived or deferred. We are
waiving the pediatric study requirement for patients less than 12 years of age for this application.

In addition, we request that you submit two copies of the introductory promotional materials you
propose to use for this product. Submit ail proposed materials in draft or mock-up form, not final
print. Please send one of the copies to the Division of Pulmonary and Allergy Drug Products and the
other copy, along with the labeling, to Division of Over-the-Counter Drug Products, HFD-560.

We have not completed validation of the regulatory methods. However, we expect your continued

cooperation to resolve any problems that may be identified.

We remind you that you must comply with reporting requirements for an approved NDA (21 CFR

314.80 and 314.81).

Oversight of this application is being transferred to the Division of Over-the-Counter Drug Products.

If you have any questions, call L.eah Cutter, Ph.D., Regulatory Project Manager at (301) 827-2248.

Sincerely,
{See appended electronic signatire page}

Badrul A. Chowdhury, M.D., Ph.D.
Director

Division of Pulmonary and Allergy Drug
Products

Office of Drug Evaluation 11

Center for Drug Evaluation and Research

Enclosure Approved labeling

Sincerely,

{See appended elecironic signature page}

Charles Ganley, M.D,

Director

Division of Over-the Counter Drug
Products

Office of Drug Evaluation V

Center for Drug Evaluation and Research



This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

Badrul Chdwdhury
4/28/04 03:26:40 PM

Charles Ganley
4/29/04 03:57:18 PM
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30 mg dextromethorphan HBr
extended-release bi-iayer tablets

EXPECTORANT AND
COUGH SUPPRESSANT
3 EXTENDED-RELEASE BI-LAYER TABLETS

Directions

W do not crush, chew, or break tablet

W take with a full glass of watsr

W this product car be aaministered without regard for
timing of meals

W adults and children 12 ygars and older: ang or two tatigts
#very 12 bours; not more than 4 tablets in 24 howrs

o children undes 12 years of age: 40 not uss
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MUCINEX DM 600/30 mg (2 count) LABEL

~Directions
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W take with 4 full gfass of water

m this product tan be administared without regard tor
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every 12 hiours; not more than 4 tablets in 24 howrs

-0 chikiran onder 12 years of age: o not use
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[] ::ﬂ:;‘erlmnder 12 years of age: WWW.mUCinEX.CDm
or call 1-866-MUCINEX
us P b 37228280 (1-866-682-4639)
A(:’(:m'!!‘odIJ 2005620
20 EXTERDED-RELEASE BI-LAYER TABLETS Lot i Fort Warth, Texas 78155 © 2004 Adams Laboratortes, Inc Q30504 J
A
4 514" >

2




Heading:
8 pt. Helvetica Bold
ltalic, left justified

Bullets:

5 pt. solid square -

Zapf Dinghats

MUCINEX DM 600/30 mg (20 count) LABEL

~Directions
B do not crush, chew, or break tablel
M take with a full glass of water~ ~ -
1 this product can be administered
without regard for timing of meals
w adults and children 12 years and
older: ang o two tabials every
12 hews; not mors than 4 tablets
In 24 hours
=W children ander 12 years of age:
do not use
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MucinexlCRyI Directions
i | W do not crush, chew, or break tablat 3-63824-056-40-1
600 My gualfenesm and & take with 2 full glass of water
30mg dmmmemorphan HBr m 1his proguct can be adminisiered
extended-release bi-layer tablets . w;n};:m rzga’:ql ;or r‘nl'réing of me:ls
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MUCINEX DM 600/30 mg (40 count) LABEL

-Directions
W do not crush, chew, or break tablet
o take with a full glass of water- -~ -
o this product can be administered
withoul regard for tming of meals
m adults and children 12 years and
older: one or two tablets every
12 hauts; not mors than 4 tablets
in 24 hours
=@ children under 12 years of age:
do not use
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MucinesxDhvl
1200 mg guaitenasin and
60 my dexromethorphan HBr
extended-release bi-layer tablets
3 CIORANT AN

v i
H SUPPR ANT
2 EXTENDED-RELEASE BA-LAYER TABLETS

Directions

W 06 not Crush, chew, or break Ladlet

W take with a fll glass of water

w this product can be administered without regard for
timing of meals

® adults and thildren 12 years and older: one tatlet avery
12 hours; aut more than 2 tablets in 24 hours

W Chiloren undet 12 prars of 2ge: da not use

PHYSIGLAN
SAMPLE-
NOT TO BE SOLD
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Fort Worth Texps TE1S5
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Mucinexi#vi
1200 mq quaifenesin and
60 mg dextromethorphan HBr
extended-release bi-iayer tablets
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Directions
| do not crush, chew, or break tabiet
m take with a full glass of water
| this product £en be admimstared
without regard for timing of meals
w adults and children 12 years and
older: ane labiel every 12 hours,
not more than 2 tablets in 24 hours
& children under 12 years of age.
dg not use
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Adams
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MUCINEX DM 1200/60 mg (10 count) LABEL

~Directions
® <o not crush, chew, or breek tablel
m take with a fulf glass of water= = =
u this producl can be edminisierad
without regard for timing of meais
m adults and children 12 years and
glder: one tablet avery 12 hours;
not mare than 2 fablets in 24 hours
=& thildren under 12 years of age.
to not use
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Mucinex!
1200 mg guaifenesin and
60 mq dextromethorphan HBr
extended-raigase bi-layer tablets
EXPECTORAN

Directions
| do not crush, chew, o break tablet
o tzke with a full plass of water
W this product can be administered
without regard for timing of meals
W adults and children 12 years and
older: one tablet every 12 hourss:
ngt more than 2 tablets in 24 hours
W children under 12 years of age:
da nol use

US Pat 6,372,252 B1

L
Adams
WIOAGHE . Far Wuith, Texas 76753

3-83824-037-20-2

Please visit our Web site:
WWW.ITILGINEX. Com
or call 1-866-MUCINEX
(1-866-682-4639)
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& 2004 Adams Laborainries, lac 630304
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¢dottor or pharmacist before taking this product.

-hsk 2 doctor befora use If you have
W parsistent or checnic cough Such as occurs with smoking, asthma, chresic bronchitis, or emphysema
& cough accompanted by too much phlegm (mucus)

W store at 20-25°C (88-77°F)
M see botlom of boltke for ot Gods and explralion date = = = = = = = = = = = = = = = =

.Dmg Facts Drug Facts [continued): = = = = =~ 2 s e m o m e e oo - - 8 pt. Helvetica Regular
When uging this product
Active ingredients (in each extended-refease bi-laysr tablet}  Purposg J ™ danot use more than dirscted . )
Dextromathorphan Har 30 mp [ER—v L L PR ] el C 0.5 pt. hairline
Guarfenesin 600 mg............ e £ M COUGH asts more than 7 days, tomas back, or nccurs with fever, rash, or persistent headache.
These could be signs of a ssrlous itiness,
/585 W neips loosen phiegen {mucus) and thin bronchial secretions t rid the bronchial If pragnant or brezst-feeding, ask 4 health profsssicnal bafore use,
passageways of bathrsome mucus And make Goughs more productive Keep out of reach of chifdren. In case of ovardose, get madical halp or contact 2 Poison Goatral
| temporarity fellves; Canlar right away
W cough due te minor theoat and aranchial irritation as may dctur with the common coid — -
or inkaled rritants Directions el 2 5 pt. barkin
 the intenshy of cooghing 0o ot crash, chew, of break tablet I take with a fuil glass of water --f-------- -2 pL. barine
8 the impulse to cough to help you get 1o sleep B this product can be administerad without ragard for tming of meals
- | adutts and children 12 years and clder: one or two fablets avery 12 hours; not more 1han 4 tablets
Warnings in 24 nours
Darotuse  w for chicren under 12 years of age B children under 12 years of age: do not use
- if yeu are now taking a prescription moroamine oxidase inhiblior (MAQI) {cartain drugs for n "
depression, psychlatric or emoticnal conditions, or Parklnsen's disease), or for Z weeks atter Dther information ‘ o
slagping tbe MAOI d-ug. I you do ot Know if your prescription ¢rg comtains 2 MADI, ask a I8 2amped evidknl da not use H sex) on botte printed *SEALED for YOUR PROTECTION" s broken ar missing Body text:

- -6 pt. Helvetica Regular

Inactive Ingredients caomer 9347, RF: D&C vellaw $10 aluminun lake; hyprometiose, USP;
magnesium stearate, NF; microcrystalling calluloss, NF; sodium starch giycolate, NF
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Drug Facts {continued)

When using this product

B do nol use mave than direcled

Stop wse and ask 2 doctor if

B cough lasts more than 7 days, comes back, ar
oeewrs with fever, rash, o7 persistent headache.
These eould be signs of a serious diness

1t pregnant or breast-feeding, ask 4 heatth

professional belore gse.

Keep sut of reach of children. in case of sverdose,

get medical help or contact a Poison Conirol Center

right away.

Directions

1 do not crysh, Chew, o4 break lablet

¥ Lake with 2 full glass of water

o this product Lan 3¢ administered witheut regar] far
fiming of mealy

W adulis and children 12 years and cider: one o
Bwa tablets avery 12 hours; sat more than 4 tabiets
in 24 hours

1 children undes 12 years of age: do not use

Other information

& lamper evident: do not use if seal on botile printed
“SEALED for YOUR PROTEGTION" is droken of missing

W store at 20-25°C; (63-77°F}

o see bottom of bottie for kot cove and expiration date

inactive ingredients carvomer 5348, WF;
D&C yefiow 310 aluminum tzke; hypromedose, USP;
magnesium stearate, NF; microcrystailive ceiulose, NF;
sodium starch glycolate, NF

Mucinex] Jivic

600 mg guaifenesin and
30 mg dextromethorphan HEr

extended-release bi-layer tablets

EXPECTORANT AND
COUGH SUPPRESSANT

Flease visit our Web site:
WWw.icinex.com

Mucinex] 0

i
I 600 mg guaifenesin and
+ 30 mg dextromethorphan HEr

EXPECTORANT AND
COUGH SUPPRESSANT

20 EXTENDED-RELEASE
BI-LAYER TABLETS

3-63824-056-20-3

extended-release bi-layer tablets

Drug Facts
Active ingredients

(in each extended-release
bi-layer tablet)
Dextremethorenan Hi 30 mg
Guslenesin 60O mg

Purpose

Tough suppressant
... Expeclorant

Uses  w helps loosen phiegm (mucys) and thin
broncheat secretions to rid the bronchial passageways
of botheérsome mucus and make coughs more productve
W emporarify rekeves:

W couyh due to minor throat ang brorckial iritation
s may occur with the common coid or inhaked
iritants

m the imensity of coughing

o the impulse to ceugh 1o helo you get to sleep

Warnings

Do sotuse @ for cheldren under 12 years of age

W if you are now taking & prescnption medoamine
oxidase inhibitor [MADI) [certain drugs tor
4Jepression, gsychiatric of emotioral condtions,
or Parkinsen's disease), or for 2 weeks fter
stopping the MAD! drug. ¥ you 6o not know if your
drescripbien drug contains a MADI, ask @ doctor
o pharmaciat before laking this product.

Ask & decter besore use it you have

W persistent or chronic cough such as oceyrs with
smoking, asthma, chronic branchitis, o emphysema

W cough accompanied By 1o mugch phiegm (mucus) b
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Drug Facts (continued)

3 1/4"

When ushng this praduct

® do ot ase more than directed

Step use and ask 3 dector if

W cough lasts more than 7 days, comes back, or
occurs with fever, rash, er persistent headache
These cavid be 91908 0f 2 senaus 1lness

If pregnant of hreast-fesding, 25k 2 hieallh

protfessional before use.

Keep out of reach of chlidren. In case af gverdose,

¢t medical heip or contact a Poison Controd Center

right away

Directions

B 4o 0ot ¢rush, chew, or break tatlet

& take with a full glass of water

o this product can be administered without regard for
timing o meals

® adulis and children 12 years and slder: one or
twa tablets every 12 hours; a0t move than 4 tabiets
in 24 haurs

W children under 12 years of age: da nol use

Other information

® tamper evident: do not use if s2al on botile prnted
“SEALED for YOUR PROTECTION™ is broken or missing

W store af 20-25°C {68-77°F)

B See bottom of botti# for dol code and expiration date

Inactive ingredients camomer 934p, NF;
DAC yellow 110 aluminym lake; hyprometiose, USP;
magnesivm stearate, NF; miciocrystaline cefalose, NF,
soffum starch glycolate, NF

Mucinesel J1viL

600 mg guaifenesin and
30 mg dextromatharphan HBr
extended-release bi-layer tablets

EXPECTORANT AND
COUGH SUPPRESSANT

Please visit our Web site:
www.mucinex.com

Adams‘
UCRIONE .
Fort Worth, Texss 76155
10 2004 Adams Laborakries, inc.

Mucinexl o

600 mg guaifenesin and
30 =g dexiromethorphan HBr
extended-release bi-layer tablets

EXPECTORANT AND
COUGH SUPPRESSANT
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Drug Facts

Active ingredients

{in each extended-refease
bi-layer tabiet)
Dexmethoephat M 30 mg Cough sunpressant
Guarfenesn 606 mg ... ........ . .. ... Expectorant

Purpose

ifses  w haips loasen phlegm {mucus} and thn
broachial secretians to nd the bronchial passageways
of bothersame mucus and make coughs more productive
W tempararily relives
# caugh due tominor throat and bronckial Imitation
33 may o¢cur with the comman cold or tnhaled
initants
B the infensty of coughing
W the impuise 1o ceugh & help you get to sieep

Warnings
Bonot use @ for children under 12 years of age
Wit you 4re now taking a prescrighon mongamme
exidase intibitor (MADI) (certara grugs for
gepl ion, i3 ic o I ¢ 5
of Parkinson's disease), or for 2 weeks after
stopping the MADI drug. If pou do not keow if your
preseription drug containg a MADI, ask a doctor
of pharmacist before taking this product.
Ask a doctor befere use if you have
W persisient er ¢hronic cough such 25 occurs with
smeking, asthma, chronic bronchitis, or emphysema
& cough accompanted by to0 mueh phiegm (mucus) &




MUCINEX DM 600/30 mg (40 count) CARTON
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Drug Facts

Active ingredients Purpose
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Dextromethorphian Hr 30 mg......... Cough suppressant
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U588 @ helps loosen phisgt nucus) and thin
bronchial sacretions to rid the breachial passageways
of botherseme mucus and make coitphs more productive
m femporarily relieves:

w cough due to misar thecat and bronehial irritation
28 may o¢cur with tha common cold of inhaled
imitants

W he intensity of coghing

=W the impuise 1o cough to halp you get to slesp

Drug Facts (continued) ~ = « = = = = =

Wien ring this produst

W do npf use more than directed

$top use and ask 1 docter B .

W couph lasts more than 7 days, comes back, or
oeeurs with lever, rash, or persistant headache.
Thess couid be 3igns of 3 serious Ainess.

# pregnant or breast-feading, ask a heaith

professional before use.

aep out of reach of children. In case of pverdose,

et medical haip or contatt a Poisan Cantrol Center

right away
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Wamings

Donotuze W for children under 12 ywars of age

m if you are now taking a prescription mancamine
oxitase Inhibitar (MACH {cartain drugs for
depreasion, psycilatric or emetional canditions,
o Parkinson's diseasa), or for 2 weeks atter
stopplng the MADI drwg. f yoa do not know it your
praserigtion drug containg a MAQI, ask & doctor
o befors 1aking this proguct.

A3k 2 doctor batore use Hf you have

W parsistent or chronic Gough such a8 otcurs with
sMmoking, asthma, hronk bronchéts, or emphysama

W cough accompanied by oo much phiegm (mucus) b

Directions -

m do not ciush, chew, or braak tablet

w take with a full glass of water

m this product can be administered without regard for
timing of meels

B aduits and children 12 years and older: one ot
Iwe tablats every 12 hours; pot mors than 4 tablets
in 24 houves

W chiléren inder 12 years of age. do not use

RSN 2.5 pt. barline

Dther information

= tampar evident: 40 not use | seal on batls printed —
*SEALED o YOUR PROTECTION b5 broken or missing

W store al 20-25°C {6B-77°F)

W se bottem of bottle for lot coda and expiration date

Body text:

--------------- 6 pt. Helvetica Regular
' with 8.5 pt. leading,
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inactive ingradients carvomer 934P N,
DAC yellow ¥10 aluminum fake; hypromellose, USP;
magnesium stearate, NF; microcrystalline cellulose. NF;
sodium stacch glycotate, NF

------------------ 2.5 pt. box barline
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MUCINEX DM 1200/60 mg SAMPLE TRAY
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Dromethorphan HBr 60 mg Cough suppressant || Stop use and ask » doctor if Tewe - -
Guaaifenesin 1200 mg... ... weve Expectorant | @ cough lasts more than 7 days, comes hack, ar occurs with fever, rash, or persistent headache.

Headings:
8 pt. Helvetica Bold
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Flses m Deips locsen phtegm (mucus) and thin bronchéal secretions ta rid the bronchial
passagewdys of bothersome mucus and maxe coughs more productive
o lempersrity rallaves:
= Cough due to mines throet and drenchial itritation as may eccur with the common cold
o inhaled imitanty
| the intensity of coughing
W the impulse o cough lo help you get ko steep

Thase couid be signs of a serious lliness.
I pragnant or hreast-feeding, ask a health protessionat balore use.
Keep out of rezch of chitdren. In case of overdose, get medical hefp or cantact a Poison Control
Genter right away
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Warnings

Donotuse & for children under 12 years of age

& f you are now [zking 4 prestription moncamine axidase inhibita: {MADH (certain drugs for
depression, psychiatric of emotional condiions, or Parkinson's diseass), or for 2 weeks ahter
stopping the MAG! drug. If you do nat know if your prescription drug cantaing a MAD!, ask a
docter or pharmeist before taking this product

-Ask a doclor before usa f you have
W persistent or chronic cough such as occurs with smoking, asthma, thronlc branchitis, or emphysema

6 pt. Helvetica Bold

W ceugh accompanied by too much phiegm (Mucus)

Directions el
W 0 net crush, chew, or break tablet M lake with a full glass of water
W this product can be administersd without regard for Bming of meals
W adults and children 12 years ard older: one lablet evary 12 hours; nol more than 2 tablets
in 24 hours
W children under 12 years of age: do not use

........ 2.5 pt. barline

Other information
& tampét eviden! do not use If seal on bottie printed *SEALED for YOUR PROTECTEON® is broken o missing
W store at 20-25°0 (68-77°F)

W 558 hottam of bottle lgr lot code and expiration date

Body text:
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Drug Facts (continued)

Whven using this product

= do nof use morg than direcled

S0 use and ask 2 decter i

8 cough lasts more than 7 days, comes back, or
ocegrs with fever, rash, of persrstent fieadache.
These could be sighs of 2 serigus ilness

H pregrant or breasi-feeding, a5k 2 health

peotessional before wse.

Kaep out of reach of children. in case of overdose,

gel medicak heip or contact a Poison Control Center

right awly.

Directions

@ do a0t crush, chew, or Sread tablet

B Lake with 2 {ull glass of water

| this product can be administersd without regard tor
fiming 4f meais

W adults and childrea 12 years aid older:
one tablet every 12 hours; not more than 2 tablels
in 24 bours

Other information

& tamper evidest: do motuse if seal on bettle printed
~SEALED for YOUR PROTECTION" 15 broken of missing

W shoce at 20-25°C (58-77°F)

& 38 bottom of bottle for ot code and sxgiration date

] FDAC blua #1 alyminum Lake; hypromeBase, USP;

sodiam starch giycolate, NE

Inactive ingrediants camomer 24P, NF,

stearats, WF; wi it celtulose, NF;

t
|
'
|
'
|
I
|
.
|
'
|
'
|
I
|
!
W children snder 12 years af age: do not use I
'
|
'
i
L]
]
L]
|
i
[}
I

1200 mg guaifenesin and
60 mg dextromethorphan HBr
extended-release bi-layer tablets
EXPECTORANT AND
COUGH SUPPRESSANT

Please visit our Web site:
www.mucinex.com

Mucinex U
1200 mg guaifenesin and
60 mq dextromethorphan HBr
extended-release bi-layer tablets

EXPECTORANT AND

COUGH SUPPRESSANT

" 10 EXTENDED-RELEASE

BI-LAYER TABLETS

3-63824-037-01-1

Drug Facts

Active ingredients Purpose
{ineach extended-release

bi-layer tablet)

Bextromathorphar B¢ 60 n‘q ngn Supbressant
Suartenesin 1200 my .. —oovo... - Expeciorant

Uses = helps logsen phlegm (mucus) and thin
brofichial Secretions to rid the bronchiz: passageways

muces and make coughs move productve
1 temporarily relieves:

W cough due to minor thoat and broechial rrtatien
a5 may accur with the commen ¢old or inhaled
Irritants

m the intensity of £aughing

m the impuise to cough o help you gel 10 sieep

Warnings

Do notuse B fof chiidren undes 12 years of age

| if you are Aew taking a prestriplion monoamine
gxidase hkibitor (MADH) (¢ertain drugs for
depression, psychiatric or emotional conditions,
or Parkunson's disease), of for 2 weeks after
stapping the MAG dnsg. If you do nol knaw if your
prescription drug contams 2 MAG), ask 3 declor
of pharmacist befare taking this product.

Ask a doctor before use ¥ you have

& persestent o chronic caugh such as eccurs with
smoking, #sthma, chronic bronchits, o emphysema § |

wnhu:cmpmedhyloﬂmudnphlqm(mums}b .




MUCINEX DM 1200/60 mg (10 count) CARTON
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as may oceur with tha common cetd of inhaled W &0 ngt 2tush, chew, or braak tablet ~
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Drug Facts (continued)

When esing this preduct

4 do nol use more than divected

Stop use and ask a dector if

W cough lasts mare than 7 days, comes back, or
accurs with fever, rash, or persislent headache
These could be 5iQns o 2 Serngds Hiness

I pregnant or breast-feeding, ask a health

piofessianzl before use.

Keep sut of reach of children. In case of overdose,

get medical help of centact a Paison Conlrol Genter

right away.

Directions

W do not crush, chew, or break tadlet

B take with a tull glass of waler

& this poduct tan be administered without ragard for
fiming af meals

M adulfs and children 12 years and ofder
one tablet every 12 haurs; not more than ? tablets
in 24 hours

W childven unger 12 years of age: do not use

Other information

W amper evident: do not use if seal on dattle printed
“SEALED foz YOUR PROTEGTION" is broken o missing

o stoce at 20-25°C (68-77°F)

¥ see bottom of battte fur lot code and expivation date

Inactive ingredients cubome: $3P, NF,
FD&C blue #1 aluminum Lake; bypromeliose, USP;
magnesium stearate, NF; microcrystalline cellulese, NF;

/

sodium gtarch pycolate, N

B

Drug Facts

Active ingredients Purpose
(ineach extended-release

bi-layer tablet)

LerlCtaelgipnan b 50 myg Lough suppressant
Guafenesin 1200 mg... . .. .. Expeclocant

Uses & helps toosen phlegm fmucus) and thin
branchial secretions ta rid the beanchial passageways
af bothersome mucus and make coughs more proguchve
 temporardy rebeves:

W cough due to minor throat and bronchial irtatian
s may occuf with the common cold or inkaled
imtants

M the ntensity of coughing

 the impulse 10 cough to help you gel 1o sieep

Warnings

Donetuse  F dor chuldren under 12 years of age

Wil you 2re now laking 2 prescriphion mongamine
oxidase inhubitor (MADI] (certain drugs for
depressian, psychiatric o emotional conditigns,
or ParkiRson’s drsease), or for 2 weeks after
stoppisg the MADI drug. If you do nat xnow Il your
prescrighon drug contains 2 MAOI, ask 3 doctor
or pharmacist before taking this product.

Ask a doctor before use H you have

W persistend ar chroric cough such s oceurs with |
smaking, asthma, chronic bronchitis, or emphysema

4 13/4" -
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MucinexIJW | MucinexDR |
1200 mg guaifenesinand | 1200 mg quafenesinand |

60 mg dexiromethorphan HBr | 60 mg dextrorseihorphan H&r |
extended-release bi-layer tablets | extended-release bi-layer tablats i
EXPECTORANT AND i EXPECTORANT AND '
COUGH SUPPRESSANT SRl COUGH SUPPRESSANT [

! . |

I % i

! i

Plgase visit our Web site: ! |
WWW.mucinex.com [ |
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! i
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MUCINEX DM 1200/60 mg (20 count) CARTON
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