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—12809
PK Assessment Lacosamide and SPM 12809 in plasma

Cmax, Cmaxmonn and CTrou_h and normalized

Safet Assessment Laborator tests, adverse events, ECGs
PD Assessment

Pharmacokinetic Results:

Pflar/Imcakt'lzetics oz lacosamia’e 1'11 glam/m:

Descriptive statistics for Ctrough (predose) and Cmax (end of infusion) LCM plasma

concentration on Day 2 (am and pm) by actual daily dose are presented in the following
tables.
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Descn'ptive statistics for Cgmgh {praéese} and Cam: (emi of infasion) LCM plasma

cancentratian 1011121}; ‘2. by actuai daiiy dose and féme paint

P-fipulation: Pharmamkinet’ic Set

Actual daily
{lose}

§nfusio=n

durafionf

Time paint 133L013 Mean (SD)

LCM ZQflmgu‘day

Day 2 am pit-adage
{QM 21;) ‘ ‘ 13363 (9.5934?)

Day 2 ampesfdosg
{Cm iv} ’ ’ 5 3813 (£3.91 133)-

Day 1 pm predms
(cum; iv) 2.6309 (11393?)-

' Day 2 pm pogtdose
{meiv}

Concentrafiun in ggg‘EL

 

Day'l am predoge
{Cam i153 3338 {9.330863

Day? am posfdose
{Cmiv’} * » 5.318681%?4)

Day 3 pm predma
(cm; i?!) - - 2.6333 {93‘30263

Day 2. pm pnstdoze .
{sziv} 5.3055 (2.53599)

Day 2 am predme
{ngl in!) = £33925 (6.153 162:

Day 2' amposfdose
{Cm iv} ' 5.5225 (2311???)

D33: 2 pm pxedose _
(Cm; iv) , 1.6059 (9.59912)

Day 2 pm pogtdnse .
{me'iv} ‘» 5.97725 (£94803)
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Descfigfive statistics far Chwgh {prfiéose} and CW; {em} of infasion) LCM plasma
concentration on Bay 2 by actuai {may ($953 and time.- point

Popzzlation: Phaz‘mncokinefic Set

Actual daily Concen'tmtiun in pgimL
£1959!

infusion

durafioni

Time point

LCM 3 fiflmyda};

Ba}: 2 am preduse
*1ng iv}

Day 2 am puztdase
{Cm iv}

Day 2 pm madam
{Cm iv)

Day 2 pm pagtéose

Day 2 1m predm‘e
(Shady: WI!

Day 2 am pastdase
{Cmiv}

Day ‘2 pm pastime
{Cum-5 iv}

Day 2. pm pastries:-
{Cmifi

Day 2 am gredaae

(Ginny. it“)

Day 2 am pes'tdose

Day 2 pm pct-class»:
(cm iv}

Day 2 pm pmidose

n>LOQ Mean (533)

3.1659: {$361361}

331325 {8.322173}

3.6533 {figfigl’pj

?.?133 {195341)

3 3406 {6.965083

2.7350 {$341101}

”3.5313 {1336842)

2.5075 {#3373233}

6,9553 {3.61383)

 
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Lacosamide Page 117 of 174
N22-253

Bescfiijfive stafistics for C-Wugh {px‘edose} and Cm: (em: of'izifzzsion) LCM plasma

concentration on Day ‘2 b}; actufi dafiy (12859 and time point.

Pogulation: Pharmacakinefic Set

Adan} dairy Concentration in [igfifiL
(lam;r

Infusion

duration!

Time point 1§>LOQ Mean {SD}

LCM manlgmy_
—-—————

Day 2 am pmduae
{erng iv} ) 4.35342 {1.49153}

Day 2 am pustdose
{9mm} - 9.3235 {2.46334}

Day 2. pm predme
{Cami fix) - $.38ch {1.51039}

Day;2 pmposfiiose
{mew} 9.4223 {2.137093

Day 2 amgrzdme
(Cums-a if}

Day-7 am pogtdnse.
{Omit}

' Day 2. pm predme

Day? pm pogtfiose
(Cm;1v}

Dav-2 am predase
(CW iv) ' 1.2664640990) .134:10

Day 2 ampostdme
{Cm‘iv} £27883 (2.39032) 12.2400

Day '2 pm pxedoeze
{Swag iv} 3.955? {3.79375} 3.=¥4ED

Day 2 pm postdose
(Cum iv} . £67521 {3,3143%} 18. E430
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Besczipfive statistics far Ctmgh {predose} and Cm (£216 of infusion) LETM plasma
concentration an Bay 2 by Miami daiiy (i959: and time paint

Popalafion: Pharmamkinefic Set

Actual dafiy Concentration in 1%me
dose!

infusion

(Eurafioni

Time point HL>L0Q Mean (SD)

lCM 5IBfimg‘day
—--——_—

Da} 2 am yredme
{Ctmgh if!) 9.66013 {$331113} Qflififl

Day 2 am pnsndase
{Cm iv} F ' §=633213 {3.31565} 1133313

Day 2 pm prdGfie

{Cvmgz 1V}

Day7 pm 1305111933
{£mij)

Day“; am predose
{5min N)

Day 2 am pustdose

Day? pm predma
{8mg £17)

Day 2 pm pogttiase

Day-'2 am predage
(EM iv)

Day 2 am postdme
(Cm iv}

Day 2 pm pradma

{0mg iv) 1 , 6.3 563 (2.33900)

Day 2 pm posténse
{5mm- ' 32.0567 (1.35644)
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