CLAIMS

1. A pharmaceutically acceptable composition kavire-a-pH-otf-about-91—+te—about-8
BEHCE-COMPOROI S-S0 RIS S]] 2.5% to 10%. 4% to 7%. 7.5% to 12%. 5% to
30%. or 10% to 20%. by weight levodopa: carbidopa; and-at-teast-abeut-4%4-by—weisht

tevodopa 9% to 20% or to 30%. 10% to 18% or to 20%. 15% to 30%. or 12%.

13%. 14% or 15%. bv weight arginine, wherein said comnosition has a pH of 8 to 10
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or 9.110 98, at25°C; or
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11} 4% to 7%. 2% to 12%. 4% or 5% to 10%. 6% 1o 11%. or 5% to 20%. bv

weieht levodopa: 1% to 6%, 1% to 2%. 1.25% to 1.5%. 2% to 4% orto 5%. by

weight carbidopa: and arginine, megelumine, or both arginine and meglumine, wherein

the composition has apH of 9.1 to 9.5 at 25°C.

2. The pharmaceutically acceptable composition of claim 1, wherein the molar ratio of

active—eomponentslevodopa and carbidopa. to the arginine is abeut-1:1.8 to abeut-1:3.5:

3, The pharmaceuticall v acceptable composition of claim 1{() or 2. comprising:
(1) 5% to 30% bv weieht levodopa and 9% to 20% by weight arginine: or
(i) 4% to 7% bv weizght levodopa and 10% te 209% bv weight arginine.
4, The pharmaceutically accentable composition of ar v one of claims 1(4). 2 or 3
further comprising meglumine. wherein said composition has a pH ot 9.1 to 9.8 at 25°C.
5. The vharmaceutically accentable composition of claim 1(i1) or 2. comprising:
(1) 5% to 20% bv weight levodopa and 1% to 6% bv weight carbidopa; or
{11} 2% to 12% bv weight levodopa and 2% to 4% by weight carbidopa;
0. The pharmaceuticallv acceptable composition of claim 5. comprisine 8% to

12% by weight levodopa., 1% to 3% by weisht carbidopa, and 15% to 35% weight

areinine:
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7. The pharmaceutically acceptable commposition of anv one of claims 1(11). 2 or 5.

comprising either arginine or meglumine.

8. The pharmaceutically acceptable composition of anv one of ¢laims (i), 2 or 5.

comprising both arginine and meglumine.

39, The pharmaceutically acceptable composition of anv—ene—of-clabms—1-2claim 8,

o “;\':l e e ‘??J‘ wherein the molar ratio of active-componentslevodopa and

fosas

G@Hﬁ@ﬁ%ﬂ%&i@?()d@}?&& and carbidopa to the meglumine is about-1:0.3 to about-1:1.5.

410. The pharmaceutically acceptable composition of claim 29, wherein the molar ratio of

active—-componentslevodopa and carbidopa to the meglumine is about-1:0.3 to abeut-1:1.2,
about-1:0.4, or ebeut-1:1.1.

tn

11.  The pharmaceutically acceptable composition of claim 3-e+49 or 10, wherein the

composition comprises about-2.0% to about-11% by weight meglumine.

12. The pharmaceuticallv acceptable composition of claim 4. comprisine 4% fto

20/

10% by weisht levodopa, 0.5% to 3% bv weight carbidopa. 9% to  16% bv weight

arginine. and 2% to 10% bv weight meglumine.

Ef\ e

3, The pharmaceutically acceptable composition of claim 8, comprising 8% to 12% by

welght levodopa, 1% to 3% by weight carbidona, 12% to 15% bv weieht arginine. 3% to 10%

1

by weight meglumiine, and optionally 0.25% o 3% bv weight ascorbic acid,

614, The pharmaceutically acceptable composition of any one of claims 1-51 to 13, further

[
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comprising an agent that inhibits the formation of oxidation products> preterably-wherein-ge
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15, The pharmaceutically acceptable composition of claim 14, wherein the agent is
" L-cvsteine, N-

acetyvlevsteine (NAC), gluthatione (GSHY., Nay-EDTA. Na--EDTA-Ca. sodium bisulfite,

selected from ascorbic acid or 2 pharmaceutically accer

or combinations thereof.

16, The pharmaceutically acceptable commposition of ¢laim 15, wherein the ascorbic

3

acid salt is selected from ascorbate. sodium ascorbate. calcium ascorbate. motassium

‘ ‘ P
ascorbate, ascorbvl palmitate, or ascorbyl stearate.

217.  A—The pharmaceutically acceptable composition of claims 15 or 16. comprising
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8.

The pharmaceutically acceptable composition of claim 3. comprising:

o

(i)

5.4% by weight levodopa. 1.5% bv weight carbidopa, and 13.5% or

14.8% by weight arginine:

6% by weight levodopa, 1.5% bv weight carbidona, and 14.8% or 16%

by weight areinine:

7% bv weight levodopa. 2% bv weight carbidopa. and 17.8% bv weight

v}

arginine;

rgin

6% by weight levodopa. 0.5% bv weight carbidona. and 14.2% bv weight

arginine;

6% bv weight levodona, 1% by weight carbidopa. and 14.8% bv weight

(vi)

arginine;

T

6% bv weight levodopa. 2% by weight carbidopa. and 16.5% by weight

(vii)

arginine: or

4.8% bv weight levodona. 1.

12.7% bv weight areinine.

40

% by weight carbidopa. and 11%. 12.1% or
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bv weioht

carbidopa, 10.7% bv weivht




(vii) % by weieht levodopa, 3% by weight carbidopa, and 24.4%. 29.6% or

32.1%. by weight arginine.

20, The pharmaceutically acceptable commposition of claim 15, comprising:
(1) 6% bv weight levodopa, 1.5% bv weigeht carbidopa, 1% bv weight Na-

ascorbate. and 13.5%. 14.2%. 14.8% or 16.0%. by weicht areinine:

(i) 4 8% bv weicht levodopa. 1.4% bv weieht carbidopa. 1% bv weioht Na-

ascorbate. and 11%. 11.6%. 12.1% or 12.7%. by weight arcinine:

(i) 6% by weight levodopa, 1.5% by weight carbidopa. 1% by weight

ascorbic acid or Na-ascorbate, and 14.8%. 15.8%. 16% or 16.8%. by

welght arginine:

(1v) 5.4% by weight levodopa. 1.5% bv weicht carbidopa. 1% bv weight

ascorbic acid or Na ascorbate. and 12.3%. 13.5 or 14.8%. bv weight

arginine:

(v) 7% by weight levodona., 2% by weight carbidopa, 1% bv weight ascorbic

acid or Na ascorbate. and 17.8%. by weicht areinine:

(vi 6% bv weight levodopa. 1.5% bv weieht carbidopa. ascorbic acid or Na-

ascorbate, and 14.8%. 15.8% or 16.8%. bv weight arginine: or

(vily  5.4% bv weight levodopa., 1.5% bv weight carbidopa. ascorbic acid or

Na-ascorbate. and 12.3%. 13.5%. or 14.8%. bv weight arginine.
21. The pharmaceutically acceptable composition of claim 1. comprising 4.8% to 7% bv

¥
H

weieht levodopa. 0.5% to 2% by weight carbidopa. and 11% to 17.8% bv weight arginine,

22. The pharmaceutically acceptable formutatien-composition of any one of claims +5-211 o
21, wherein—said—ftormulation—is—suitableformulated for substantialb—continuous subcutaneous,

transdermal. intraduodenal or intravenous administration.
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2423. A-The pharmaceutically acceptable composition eomprisine{i}-carbidopa—atleast4%

teicht Tovadann arainine amnd metionallo o tree e (Y Toca dovan  cpndidin o add a1
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o eolimaine PR A - harmaceutically aceentable-salt-thereafof anv one of claims
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1 to 22, for use in treatment of a neurological or movement disorder—such-as—Parkinson's

disease,

24.  The pharmaceutically acceptable composition of claim 23. wherein said

neurological or movement disorder is Parkinson's disease.

25, A transdermal patch suitable for administerine a pharmaceutically acceptable

composition according to anv one of claims 1 to 21.

26. Use of a pharmaceuticallvy acceptable composition of anv one of claims 1 to 21.

for the preparation of a medicament for treatment of a neurological or movement

disorder.
27 The use of claim 26. wherein the disorder is Parkinson’s disease.

28. The use of claim 26 or 27. wherein the medicament is formulated for

subcutaneous, transdermal. intraduodenal or intravenous administration.
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