Claims:

Claim 1.

A compound of Formula (X):

R (X),

or a pharmaceutically acceptable salt; or solvate-tautemer,isetope;orisemer thereof, wherein:

R!is -C(O)OR?, -C(O)NR®R?, -S(0):NR*R’, -NR'’C(O)NR®R’, -NR!°C(O)R’, -NR!'’S(O)2R?,
-OR?¢ -SR?, -S(O)R’, -S(0)2R?, -NR®R?, -NR!°C(O)OR?, -C(O)R?S, -NR!°S(0)NR*R?, -
C(O)NR!°S(0)2R?, or -C(O)NR!°NR®R?;

wherein each of R8, R®, and R!° is independently selected from the group consisting of

hydrogen, (Ci-10)alkyl, (Cs-10)cycloalkyl, (Cs-10)cycloalkyl(Ci-10)alkyl,
heterocycloalkyl, heterocycloalkyl-alkyl, (Cs-10)aryl, (Ce-10)aryl(Ci-10)alkyl,
heteroaryl, and heteroaryl-alkyl,

R is (Ci-10)alkyl, (C3-10)cycloalkyl, (C3-10)cycloalkyl(Ci-10)alkyl, heterocycloalkyl,

heterocycloalkyl-alkyl, (Cs-10)aryl, (Cs-10)aryl(Ci-10)alkyl, heteroaryl, or
heteroaryl-alkyl,

each (Ci-10)alkyl, (Cs-10)cycloalkyl, (Cs-10)cycloalkyl(Ci-10)alkyl, heterocycloalkyl,

heterocycloalkyl-alkyl, (Ces-10)aryl, (Ces-10)aryl(Ci-10)alkyl, heteroaryl, and
heteroaryl-alkyl of R®, R?, R!°, and R?® is independently unsubstituted or
substituted with one or more substituents independently selected from the group
consisting of halo, (Ci-10)alkyl, (Ci-10)haloalkyl, cyano, oxo, -OR™,
-C(O)NR!?R!?, -NR!°C(O)R'®, -NR'°C(O)NR!R?, -NR!’R'?, -S(O)2NR!°R?,
-NRPS(0)2R", -S(0)nsR*, -C(O)ORY, -C(O)R?’, and -(OR*)a150R ",

each R" is independently hydrogen, (C1-10)alkyl, (C3-10)cycloalkyl,
(C3-10)cycloalkyl(Ci-10)alkyl, or heterocycloalkyl; or two R!?, together
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with the nitrogen atom to which they are attached, form a
heterocycloalkyl; wherein each of the foregoing alkyl, cycloalkyl, or
heterocycloalkyl moieties is independently unsubstituted or substituted

with one or more halo,

each R? is independently (Ci-10)alkyl, (C3-10)cycloalkyl,
(Cs-10)cycloalkyl(Ci-10)alkyl, or heterocycloalkyl, wherein each of the
foregoing is independently unsubstituted or substituted with one or more

halo,
each R*® is independently (Ci-10)alkylene or (Ci-10)haloalkylene,
each n15 is independently an integer from 1 to 5, and
n4is0, 1, or 2;

or R® and R’, together with the nitrogen atom to which they are attached, form a
heterocycloalkyl, wherein the heterocycloalkyl is unsubstituted or substituted with
one or more substituents independently selected from the group consisting of
halo, cyano, oxo, (Ci-10)alkyl, (Cz2-10)alkenyl, (Cz-10)alkynyl, (Cs-10)cycloalkyl,
(Cs-10)cycloalkyl(Ci-10)alkyl, heterocycloalkyl, heterocycloalkyl-alkyl, (Ce-10)aryl,
(Cé-10)aryl(Ci-10)alkyl, heteroaryl, heteroaryl-alkyl, -OR?*, -C(O)NR*R?,
-NR?C(O)R?*, -NR**C(O)OR?*, -NR**C(O)NR*R?*, -NR*R?*, -S(0)2NR*R?*,
-NR?3S(0)2R?*, -S(0)nsR?*, -C(O)ORZ, -C(O)R?*, and -(OR**)n1s0R%,

wherein each alkyl, alkenyl, alkynyl, cycloalkyl, cycloalkyl-alkyl,
heterocycloalkyl, heterocycloalkyl-alkyl, aryl, aryl-alkyl, heteroaryl, and
heteroaryl-alkyl is independently unsubstituted or substituted with one or
more substituents independently selected from the group consisting of
halo, oxo, alkyl, haloalkyl, -OR3!, -C(O)NR*'R3!, -NR*'C(O)R?!,
-NR3'C(O)OR3!, -NR3!C(O)NR*'R3!, -NR3!S(0)2R?!, and -S(O)noR?!,
wherein each R3! is independently hydrogen, alkyl, or haloalkyl, and each
n9 is independently 0, 1, or 2,

each R* is independently hydrogen, (C1-10)alkyl, (C3-10)cycloalkyl,
(C3-10)cycloalkyl(Ci-10)alkyl, or heterocycloalkyl; or two R?*, together
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with the nitrogen atom to which they are attached, form a
heterocycloalkyl; wherein each of the foregoing alkyl, cycloalkyl, or
heterocycloalkyl moieties is independently unsubstituted or substituted

with one or more halo,

each R?* is independently (Ci-10)alkyl, (C3-10)cycloalkyl,
(Cs-10)cycloalkyl(Ci-10)alkyl, or heterocycloalkyl, wherein each of the
foregoing is independently unsubstituted or substituted with one or more

halo,
each R* is independently (Ci-10)alkylene or (Ci-10)haloalkylene,
each n16 is independently an integer from 1 to 5, and
n6is 0, 1, or 2;

R? and R? are independently selected from the group consisting of hydrogen, halo, cyano,
(Ci-10)alkyl, (C3-10)cycloalkyl, (Cs-10)cycloalkyl(Ci-i0)alkyl, -OR?®, -C(O)NR?R?*,
-NR?’C(O)R%, -NR?>C(O)NR*R?’ -NR*R?, -§(0):NR*»R?* -NR*S(0)R%,
-S(0)w7R, -NR?*C(O)OR*R?, -C(O)OR%, and -C(O)R*",
wherein each (Ci-10)alkyl, (Cs-10)cycloalkyl, and (Cs-10)cycloalkyl(Ci-10)alkyl is

independently unsubstituted or substituted with one or more halo,

each R? is independently hydrogen (Ci-10)alkyl, (Cs-10)cycloalkyl,
(Cs-10)cycloalkyl(Ci-10)alkyl, or heterocycloalkyl; or two R?’, together with the
nitrogen atom to which they are attached, form a heterocycloalkyl; wherein each
of the foregoing alkyl, cycloalkyl, or heterocycloalkyl moieties is independently

unsubstituted or substituted with one or more halo,

each R* is independently (Ci-10)alkyl, (C3-10)cycloalkyl, (C3-10)cycloalkyl(Ci-10)alkyl, or
heterocycloalkyl, wherein each of the foregoing is independently unsubstituted or

substituted with one or more halo, and
n7is 0, 1, or 2;

X!, X2, X? and X* are independently CR* or N, wherein X*;,2¢-and X" may-netall be N:

309



when-atleast-one of X!, X2, X3 and X*is N, and each R* is independently selected from the
group consisting of hydrogen, halo, cyano, (Ci-10)alkyl, (Cs-10)cycloalkyl,
(Cs-10)cycloalkyl(Ci-10)alkyl, heterocycloalkyl connected by an annular carbon atom,
heterocycloalkyl-alkyl, -OR?’, -C(O)NR?*’R?’, -S(0)2NR?*’R?’, -S(0)asR?®, -C(O)OR?’,
and -C(O)R?,

wherein each (Ci-10)alkyl, (Cs-10)cycloalkyl, (Cs-10)cycloalkyl(Ci-10)alkyl,
heterocycloalkyl, and heterocycloalkyl-alkyl is independently

unsubstituted or substituted with one or more halo,

each R?’ is independently hydrogen or (Ci-10)alkyl, (Cs-10)cycloalkyl,
(C3-10)cycloalkyl(Ci-10)alkyl, or heterocycloalkyl; or two R*’, together
with the nitrogen atom to which they are attached, form a
heterocycloalkyl; wherein each of the foregoing alkyl, cycloalkyl, or
heterocycloalkyl moieties is independently unsubstituted or substituted

with one or more halo,

each R? is independently (Ci-10)alkyl, (C3-10)cycloalkyl,
(Cs-10)cycloalkyl(Ci-10)alkyl, or heterocycloalkyl, wherein each of the
foregoing is independently unsubstituted or substituted with one or more

halo,

n8is0, 1 or2;or

when-each-of X', X7 X-and X*is-CR*each R*is-independently selectedfromthe group
oo b e Do e 00 el L0 el e L
(Caip)eyeloallky{Ciig)alleyrl-heteroeyeloalkeyl-heteroeyeloalkayl-allkyl—OR™;
-C{OYOR¥-and-C(O)R?*;
wherehrcach-(6) dathdt6 eveloalo b HC s eveloallodC npatkavk
| loalkyl and] loalkvlallovl is ind lont]



two R* on adjacent annular carbon atoms together with the carbon atoms to which they are

attached may form a carbocyclyl or heterocyclyl,

wherein the carbocyclyl is unsubstituted or substituted with one or more substituents
independently selected from the group consisting of halo, cyano, (Ci-10)alkyl,
(Cs-10)cycloalkyl, (Cs-10)cycloalkyl(Ci-10)alkyl, heterocycloalkyl,
heterocycloalkyl-alkyl, -OR?’, -C(O)NR?*’R*’, -NR?’C(O)R?’, -NR?*'R¥,
-S(0)2NR?'R?7, -NR?’S(0)2R*", -S(0)nsR?®, and -C(O)R?,

or the heterocyclyl is unsubstituted or substituted with one or more substituents
independently selected from the group consisting of halo, cyano, (Ci-10)alkyl,
(Cs-10)cycloalkyl, (Cs-10)cycloalkyl(Ci-10)alkyl, heterocycloalkyl connected by an
annular carbon atom, heterocycloalkyl-alkyl, -OR?’, -C(O)NR?'R¥,
-S(0)2NR?’R?7, -S(0)sR?®, and -C(O)R%,

each R?’ is independently hydrogen, (Ci-10)alkyl, (C3-10)cycloalkyl,
(C3-10)cycloalkyl(Ci-10)alkyl; or two R?’, together with the nitrogen atom to which
they are attached, form a heterocycloalkyl; wherein each of the foregoing alkyl,
cycloalkyl, or heterocycloalkyl moieties is independently unsubstituted or

substituted with one or more halo,

each R?® is independently (Ci-10)alkyl, (C3-10)cycloalkyl, (C3-10)cycloalkyl(Ci-10)alkyl,
wherein each of the foregoing is independently unsubstituted or substituted with

one or more halo, and
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n8is 0, 1, or 2;

R' and R!7 are independently hydrogen, halo, alkyl, or -OR?’, wherein each R* is
independently hydrogen, (Ci-i0)alkyl, (Cs-10)cycloalkyl, or (Cs-10)cycloalkyl(Ci-i0)alkyl,
and each alkyl or cycloalkyl in R'> or R'7, if present, is independently unsubstituted or

substituted with one or more halo;

R is (Ci-10)alkyl, (Ci-10)alkenyl, (C3-10)cycloalkyl, (Cs-10)cycloalkenyl,
(Cs-10)cycloalkyl(Ci-10)alkyl, heterocycloalkyl connected through an annular carbon
atom, heterocycloalkenyl connected through an annular carbon atom, heterocycloalkyl-

alkyl, -OR?, -C(O)NR°R?, -R°C(O)NR’R?, -S(0)2NR°R?, -S(O)a1R®, or -C(O)RS;

R!6 is hydrogen, fluoro, (Ci-10)alkyl, (Cs-10)cycloalkyl, (C3-10)cycloalkyl(Ci-10)alkyl,
heterocycloalkyl connected through an annular carbon atom, heterocycloalkyl-alkyl,

-OR?, -C(O)NR’RS, -R’C(O)NR’R?, -S(0):NR°R?, -S(0)niR®, or -C(O)R;

wherein the (Ci-10)alkyl, (Ci-10)alkenyl, (Cs-10)cycloalkyl, (Cs-10)cycloalkenyl,
(Cs-10)cycloalkyl(Ci-10)alkyl, heterocycloalkyl, heterocycloalkenyl, or heterocycloalkyl-
alkyl of R' or R!¢ is independently unsubstituted or substituted with one or more
substituents independently selected from the group consisting of (Ci-10)alkyl, cycloalkyl,
heterocycloalkyl, halo, cyano, oxo, -OR’, -C(O)OR’, -C(O)NR'R’, -NR’C(O)R’,
NR’C(O)NR'R7, -NRR’, -S(0):2NR'R’, -NRS(O):R’, -S(0)n2R '3, and -C(O)R'3;

wherein each alkyl, cycloalkyl, and heterocycloalkyl is independently unsubstituted or
substituted with one or more substituents selected from the group consisting of
halo, cycloalkyl, halocycloalkyl, heterocycloalkyl, haloheterocycloalkyl, and
-(OR**)1100R??, wherein each n10 is independently an integer from 0 to 5, each
R3? is independently hydrogen, (Ci-10)alkyl or (Ci-10)haloalkyl, and each R*? is
independently (Ci-10)alkylene or (Ci-10)haloalkylene;

each R? is independently hydrogen, (Ci-10)alkyl, or (Cs-10)cycloalkyl; or two R®, together with the
nitrogen atom to which they are attached, form a heterocycloalkyl; wherein each alkyl,
cycloalkyl, or heterocycloalkyl is independently unsubstituted or substituted with one or
more substituents selected from the group consisting of halo, cyano, oxo, alkyl, haloalky]l,

-C(O)OR™*, -C(O)NR¥R*, -NR3*C(O)R*, -NR*C(O)NR*R*, -NR¥*R*,
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-S(0)2NR*R3*, -NR**S(0)2R**, -S(O)a11R**, -C(O)R**, and -(OR**)a120R**, wherein each
R* is independently hydrogen, (Ci-10)alkyl, or (Ci-10)haloalkyl; each n11 is
independently 0, 1, or 2; each n12 is independently an integer from 0 to 5; and each R’ is

independently (Ci-10)alkylene or (Ci-10)haloalkylene;

each R is independently (Ci-10)alkyl or (Cs-10)cycloalkyl, wherein each alkyl or cycloalkyl is

independently unsubstituted or substituted with one or more halo;
each nl is independently O, 1, or 2;

each R’ is independently hydrogen, unsubstituted (Ci-10)alkyl, or (Ci-10)alkyl substituted with

one or more halo;
each n2 is independently 0, 1, or 2,

and each R'3 is independently unsubstituted (Ci-10)alkyl or (Ci-10)alkyl substituted with one or

more halo;

or R and R, together with the atoms to which they are attached, form a carbocyclyl or

heterocyclyl,

wherein the carbocyclyl or heterocyclyl is unsubstituted or substituted with one or more
substituents independently selected from the group consisting of halo, cyano, oxo,
(Ci-10)alkyl, (C3-10)cycloalkyl, (C3-10)cycloalkyl(Ci-0)alkyl, -OR',
-C(O)NR'®R!'® _NR'"¥C(O)R!®, -NR!¥C(O)NR'®R'¥, -NR'¥R!8, -S(O)NR ¥R ¥,
-NR'"¥S(0)2R'8, -S(O)n3R?!, -C(O)OR '3, and -C(O)R?!,

wherein each (Ci-10)alkyl, (Cs-10)cycloalkyl, and (Cs-10)cycloalkyl(Ci-10)alkyl is
independently unsubstituted or substituted with one or more substituents
independently selected from the group consisting of halo, alkyl, haloalkyl,
cyano, oxo, -C(O)OR*®, -C(O)NR3**R*¢, -NR¥*C(O)R*®,
-NR3*®*C(O)NR?*R?, -NR**R*, -S(0)2NR**R*®, -NR*°S(0)2R*,
-S(0)n13R¥*, -C(O)R¥*, and -(OR*")n140R®, wherein each R is
independently hydrogen, (Ci-10)alkyl, or (Ci-10)haloalkyl; each n13 is
independently 0, 1, or 2; each n14 is independently an integer from 0 to 5;

and each R*’ is independently (Ci-10)alkylene or (Ci-10)haloalkylene;
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wherein each R'® is independently hydrogen, (Ci-10)alkyl, or (Cs-10)cycloalkyl; or two
R'®, together with the nitrogen atom to which they are attached, form a
heterocycloalkyl; wherein each alkyl, cycloalkyl, or heterocycloalkyl is

independently unsubstituted or substituted with one or more halo;

each R?! is independently (Ci-10)alkyl or (Cs-10)cycloalkyl, wherein each alkyl or
cycloalkyl is independently unsubstituted or substituted with one or more halo;

and

each n3 is independently 0, 1, or 2.

Claim 2. The compound of claim 1, wherein the compound is of Formula (X-A):
R1
R2
R3

R15 X1 - X2

R'® (X-A),

or a pharmaceutically acceptable salt; or solvate;-tautemer-isetope;orisemer thereof,
wherein R!, R%, R?, R R">, R!6, R'7 X!, X2, X3, and X* are as defined for Formula (X).

Claim 3. The compound of any one of claims 1 or 2, or a pharmaceutically acceptable salt;

or solvate;tautomerisotope,orisomer thereof, wherein R! is -C(O)NR®R’,
-S(0)2NRER?, -NR'’C(O)OR?, -NR'’S(0):R°, or -NR'*S(O):NR*R’.

Claim 4. The compound of any one of claims 1 to 3-H7H, or a pharmaceutically acceptable
salt; or solvate-tautemer-isotope-orisomer thereof, wherein R! is -C(O)NR®R’, -NR!°C(O)OR”,
or -NR!°S(0)2R’.

Claim 5. The compound of any one of claims 1 to 4, or a pharmaceutically acceptable salt;

or solvate;tautomerisotope;orisomer thereof, wherein R is hydrogen.
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Claim 6. The compound of any one of claims 1 to 5, or a pharmaceutically acceptable salt;

or solvate;tautomerisotope,orisomer thereof, wherein R is hydrogen, (Ci-10)alkyl,
(Cs-10)cycloalkyl, or heterocycloalkyl-alkyl.

Claim 7. The compound of any one of claims 1 to 3, or a pharmaceutically acceptable salt;
or solvate-tautomer-isotope;orisomer thereof, wherein R! is -C(O)NR®R’, and the R® and R’
together with the nitrogen to which they are attached form an unsubstituted or substituted

heterocycloalkyl.

Claim 8. The compound of claim 7, or a pharmaceutically acceptable salt; or solvate;

tavtomer-isotope;-or-isomer thereof, wherein the heterocycloalkyl is substituted and the
substituents are independently selected from the group consisting of halo, oxo,

(Ci-10)alkyl, -OR?*, -C(O)OR?*, and -NR**C(O)OR?*, wherein each (Ci-10)alkyl is unsubstituted
or substituted with -OR3!.

Claim 9. The compound of any one of claims 1 to 8, or a pharmaceutically acceptable salt;

or solvatetautomer-isotope;orisomer thereof, wherein R? is halo or alkyl.

Claim 10. The compound of any one of claims 1 to 9, or a pharmaceutically acceptable salt;

or solvate-tautomer—isotope,orisomer thereof, wherein X!, X2, and X* are CR*, and X° is N.

Claim4211. The compound of any one of claims 1 to ++10, or a pharmaceutically acceptable

salt; or solvate-tautomerisotope;-orisemer thereof, wherein R'* is (Ci-10)alkyl unsubstituted or
substituted with one to three substituents selected from the group consisting of (Ci-10)alkyl, halo,

-C(O)OR’, oxo, and -OR®.

Claim 4312. The compound of any one of claims 1 to ++10, or a pharmaceutically acceptable

salt; or solvate-tautomer-isotope;or-isemer thereof, wherein R'* is unsubstituted
(Cs-10)cycloalkyl or (Cs-10)halocycloalkyl.

Claim +413. The compound of any one of claims 1 to ++10, or a pharmaceutically acceptable
salt; or solvate-tautemer-isotope-orisomer thereof, wherein R!* is -OR’.
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Claim +514. The compound of any one of claims 1 to 4413, or a pharmaceutically acceptable

salt; or solvate-tautomerisotope,-orisomer thereof, wherein R'>, R!® and R!7 are hydrogen.

Claim +615. The compound of any one of claims 1 to ++10, or a pharmaceutically acceptable
salt; or solvate-tautomer-isotopes-orisomer thereof, wherein R'* and R'®, together with the

atoms to which they are attached, form a heterocyclyl.

Claim +716. The compound of any one of claims 1 to +615, or a pharmaceutically acceptable

salt; or solvate; — —o thereof, wherein R? is hydrogen, halo, or alkyl.

Claim 4817. Fhe-A compound efelaimt;-selected from the group consisting of:

5 5
HN—SO,CHF, HN—SO,CH,CF;

HN_302CH2CF3

</ \,>
Cl
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NHSO,CH;
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CHs

cl N 0\( cl N cl N 0\(
N Ty N b
o o) o)

X | N X N X X
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and , or a pharmaceutically acceptable salt; or solvate-tautomer;

isotope;-orisomer of any of the foregoing.
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Claim 4918. Fhe-A compound efelaimt-selected from the group consisting of:
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0]
HN_SOZCH3 HN_SOZCF:.} NC>70H

o )
FsC
— En — — —N

H N_SOQCH F2

|
-

Cl
N/

and = =N , or a pharmaceutically acceptable salt; or solvate;-tautemer;

isetepe;-erisemer of any of the foregoing.
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Claim 2619. Fhe-A compound efelaimt-selected from the group consisting of:
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HN—SO,CF5 oy %
HN—=SO,CHs S—N OH
cl
7 — y =
N ) \ 7 N
b — N b — N

Cl COOH
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, and

, or a pharmaceutically acceptable salt; or solvate;tantomer;
isotoperorisemer of any of the foregoing.

Claim 2420. Fhe-A compound efelaimt-selected from the group consisting of:

HN—<04<
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> | cl NHSO,Me
N | N
Nig , or a pharmaceutically acceptable salt; or solvate;-tattemer;
isotoperorisemer of any of the foregoing.

Claim 2221. Fhe-A compound efelaimt-selected from the group consisting of:

o
OH HN HN—SO,CH,3
o)
N/| cl NHSO,CH; cl a—
N
X —
| NN 7N\
Z o N N
N N - -and

s.and - = 5

F
o
Bees

€t

o o
N \7/ . .
= N , or a pharmaceutically acceptable salt; or solvate-tautomerisotope;

er-isemer of any of the foregoing.

Claim 2322. A pharmaceutical composition, comprising the compound of any one of claims 1

to 2221, or a pharmaceutically acceptable salt; or solvate;-tautomerisetope,-orisemer thereof,

and a pharmaceutically acceptable excipient.

Claim 2423. A compound of any one of claims 1 to 2221, or a pharmaceutically acceptable

salt; or solvate-tautomer-isotope;-or-isemer thereof, or the pharmaceutical composition of claim
2322, for use in therapy.

Claim 2524. A compound of any one of claims 1 to 2221, or a pharmaceutically acceptable

salt; or solvate-tautomer,-isotope;-or-isemer thereof, or the pharmaceutical composition of claim

2322, for use in treating a disorder in a subject in need thereof, wherein the disorder is Metabolic
Syndrome, type 2 diabetes, obesity, liver disease, insulin resistance, adiposopathy, or

dyslipidemia, endotoxic shock, systemic inflammation, atherosclerosis, non-alcoholic
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steatohepatitis (NASH), or a hyperproliferative disorder mediated by a sterol regulatory element-
binding protein (SREBP).

Claim 2625. Use of a compound of any one of claims 1 to 2221, or a pharmaceutically

acceptable salt; or solvate;-tautemer-isetope,orisomer thereof, or the pharmaceutical

composition of claim 23-22 in the manufacture of a medicament for inhibiting-treating a disorder

selected from Metabolic Syndrome, type 2 diabetes, obesity, liver disease, insulin resistance,

adiposopathy. dyslipidemia, endotoxic shock, systemic inflammation, atherosclerosis, non-

alcoholic steatohepatitis (NASH), or a hyperproliferative disorder mediated by a sterol regulatory
element-binding protein (SREBP), and wherein the medicament is fermulated-to-contactthe

APYto be administered to the

Claim 2826. Use of an effective amount of a compound of any one of claims 1 to 2221, or a

pharmaceutically acceptable salt; or solvate-tautemer,isotope,orisomer thereof, or the

pharmaceutical composition of claim 23-22 in the manufacture of a medicament for the treatment

of a disorder in a subject in need thereof, wherein the disorder is Metabolic Syndrome, type 2
diabetes, obesity, liver disease, insulin resistance, adiposopathy, or dyslipidemia, endotoxic
shock, systemic inflammation, atherosclerosis, non-alcoholic steatohepatitis (NASH), or a
hyperproliferative disorder mediated by a sterol regulatory element-binding protein (SREBP),

and wherein the medicament is to be administered to the subject in need thereof.
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