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Figure 2
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Figure 3
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Figure 4
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Figure 5
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Figure 7
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Figure 8
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Figure 9
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Figure 10
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' Figu‘re 11‘
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Figure 12
Dextromethorphan HBr Dissolution Refease Rates for Mucinox DM
1200 mg Guaifonesin / 60 mg Dextromethorphan HBr (Mean, Standard Error)
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Figure 13 _
Gualfenesin Plasma Concelrations Following the Administration of 1200 mg Guaifenosin and
60 mg Dextromethorphan Hydrobromide to Normal Volunteers Tn Three Formulations
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Figure 14
Dextromethorphan Plasma Concentrations Following the Administration of 1200 mg

Gualfenesin and 60 mg Dextrometharphan Hydrobromide to Narmal Voluntears in Tliree

Formulations (Mean, Standard Error)”
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Figure 15
Doxtrorphan Plasma Goncentrafions Following the Administration of 1200 mg Gualfenesin
and 60 mg Dexlromelhorphan Hydrobromide to Normal Volunteers in Three Formulations
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Figure 16
: Psoudoephedrine HC) Dissolution Release Rates for Mucinex D
1200 mg Guaifenesin/ 120 g Pseudoephedrine HCI
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Figure 17
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Plasma Guaifenesin Concantration Fallowing Administration of 1200 mg Gusifenesin Along
with 120 mg Pseudoephedrine HCI to Normal Volunteers (Moan, Standard Error)
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Figure 18
Plasma Pseudoephadrine Concentration Following Administration of 120 myg
Psaudosphedrine HCl along with 1200 mg Guaifenasin to Normal Volunteers
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Figure 19

Plasma Guzifenezin Concantrations Fellowing the Administration of 1200 mp Gualenssin-In

Thrae Ditiorent Farmuletions to Normal Volunteces
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Figure 20

Peevduphedrine Plasms Concentfalion Following the Administralfon of {200 mg Guaifehcsin and
120 myg Feeudoephedrine Hydrochloride to Nommal Volunteers in Three Diffezent Formmslz tions
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Figure 21

Plasma Guaifenesin Cancentrations Following the Administrati on of Guaifeniesin in Differcnt
Formulations and Different Doses to Normal Volunteers

2800 {Mean, Standard Error)

2000
z
Ej 1500 ) ——Troatment A
%‘ —=—~Trealment B
= —d=—"Treatmant
€
a
£ 1000 4
S

500 4

k)]

¥

o 3 8 12 18
Timo After Doging (i)

N

24



12 DECEMBER 2006

22/45

Figure 22

Plasma Pseudoaphedrine Concentrations Followinyg the Administration of Two Difforent Dose
Strengths of Pscudaoophedrine Hydrochlorido as wall as: Different Formuiations to Normal
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Figure 23

Piasma Guaifenesin Concentrations Following the Administration of 1200 my Gualfenesin
Along with 120 mg Pseudoepheadrine Hydrachioride in Two Differant Formulatlons
Following the Consumption of 2 High-Fat Meal
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Figure 24

Plasma Psaudoephedrine Concentmations Follc;wl'ng a Dusa of 120 mg Pseudoephedring Hydrachlorde
. Administeted In Two Diffsrent Formulailons Following the Cansumptlon of a tigh-Fat Masl
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Figure 25

Steadly-State Plasma Gualfenasin Concontrations Follo\:cmg the Administration of 11 Doses of 1200 mg Gualferostn
ajong with 120 mg Pseudoephodrine Hydrochlorida in 2 Dlffarent Formulations to Normal Vetunteers
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Figure 26
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Figure 27

Plasma Gualfenaesin Concantrations Following tho Administration of 1200 mg Gualfencsin
with ar without the Coadministration of 120 mg Pseudoephedrine Hydrochloride in Nomat
, Voluntears
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Figure 28

Plasma Pseudoephedrine Concantrations Following the Administration of 120 mg
Pseudoephedrine Hydrochloride to Norma! Volunteers with ar without the Coadmiinistration
: 0f 1200 mg Guiaifenesin
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Figure 29
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Plasma Gualfonesin Concontratlons Following the Administration of 1200 mg Gualfenasin and 120
mg Pseudoaphedrine Hydrachioride In an Exporimental Formulation to Normal Yolunteers Under
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Figure 30
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Plasma Pseudoephedrine Concenlirations Following tha Administration of 120 mg of
Pseudoephedrine Hydrochlorlde and 1200 mg Gualfenesin in an Experimental Formulatio

to Normal Volunteers Under Fed anvd Fasted Conditions
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Figure 31
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Figure 32
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Figure 33

Guaifenesin Plasma Concetrations Following the Administration of 1200 mg GuaifeneslIn
with or without the Co-Admininstration of 60 mg Doxtromethorphan Hydrotrotide to
Normal Volunteers
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Figure 34

Mean Dextromethorphan Plasma Cencentrations Following the Administration of -
Dextromothorphan Hydrobromide in Different Formulations, Doses and Doslrig Regimens
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Figure 35

Plasma Gualfenesin COnc_entraliqns'Foﬂowlnﬁ'lhn Administration of 1200 mg Gualfancsin Along
with 60 Dextromathorphan Hydrobromide In Three Differennt Formulations to Normal Voluteers
. (Mean, Standard Error)
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Figure 36

Dextromethorphan Plasma con_canti'atihns Following the Administration of 60 myg
Dextromethorphan Hydrobromideat Threa Differont Rates to Normal Volunteers (Mesan,
Slandard Error)
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Figure 37

Plasma Gualfenesin Concantrations Foljowln_g the Administration of 1200 nig Gualfenesin and
€0 mg Dextromethorphan in an Experimental Fotmulation to Nonnal Velunteers Undar Fed and

Fasted Conditlons -
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Figure 38

Plasma Doxtromethorphan Concentrations Following the Administratlon-of 60 mg
Dextromethorphan Hydrobromida and 1200 mg-Guaifenesin to Normal Volunteers in the Fod'

and Fasted Conditions
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Figure 39
Stosdy-Stale Plasma. Concentrotions of Gualionesin Following the Mutiiple Dose -

Adminlstration of 1200 mp Guatienesin (n DIfarent Formutations (o Normal Volunieers,
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Figure 40

Mean Steady-State Guaifenesin Plasma Caoncentration-Time Profiles
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Figure 41
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Figure 42

Dextromethorphian Plasma Concentrations Followlng the Administration of 80 mg
Dextremettiorphan Hydrobromida In Different Formulations and Dosage Rates to Normat

Volunteers
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Figure 43
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Process Flow Diagram for the Manufacture of Gualfenesin DC {95%)
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Figure 44
Process Flow Diagram for GuaifenesiniPseudoephadrine {12001120myg Toblets)
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Figure 45
Process Flow Diagram for Guoifenesin/Pseudoephedrine (600/60mg Tablets)
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