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WHAT IS CLAIMED IR
i, A method of reating Alzheimer’s discase, Parkinson’s discase, athevosclerost

/o stroke, the metbod comprising administering o 8 subject in need thereof a

&

gad
therapeutically sffective amount of calcium lactate.

3. A method of weating multiple sclerosia, age-related macular degeneration,
nomaleobolic fatty Hver discase (NAFLIDN, and/or rheumatotd arthritis, the method comprising

adminisiering o 8 subject in need thereot g therapeutically effective amount of calcium lactate,

-

3. The method of claim 2, wherein the method is for treating NAFLD and the

NAFLD is nonaleoholic steatohopatitis (NASH),

4. A method of treating pulpitis andfor pericdontitls, the method comprising

administering to 8 subject in need theveof a therapeutically effective amount of caloiun lactate,

5. A method of teating inflammatory bowe!l discass (IBDM, the method
comprising administering o g subject in need Swreof a therapeuntically effective amount of

calcium lactate.

6. The method of claim §, wherein the 1BD is Crohn’s disease or ulcerative colitis.
7. A method of weating spimal cord injury, cevelval hemorrhage, myocardial

infarction, keratiis, andfor diabetic retinopathy, the method comprising administering to a

subject in need thereo! a therapoutically sffective amount of calcium lactaie

8. The method of any one of claims 1-7, wherein the calcium lactate s
administered in a phammacestical compogition comprising a pharmaceutically acceptable

carrigr, excipiont, or diluent,

g, The method of any one of clatms 1-8, whereln the pharmaceutical composition
is formulated info lguid, powder, acrosel, ijection, fluld transfusion, patch, capsule, pili,

tablet, depot, o suppository.
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1. The method of auy one of claims 1-8, wherein the pharmsceutical composition
counprises a therapestically effective amount of calchum lactate ay an active agent and a

pharmaceutically acceptable polysaccharide, polymer, lipid, or combinations thereof

P, The method of clain 10, wherein the pharmaceutical composition comprises the

caleium lactate and the polvsaccharide.
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12, The method of clabm 11, whercin a weight ratio of the calcium laciate ¢

polvsaccharide 1s 1<.2 10 15,

13, The method of claim 1, wherein a weight ratio of the calcium lactate to the

polysaccharide s 1:<0.2,

14, The method of claim 11, wherein a weight ratio of the calcium lactate to the

polysaccharide ts 102 1o 1S,

15, The method of any one of claims 10-14, forther comprising s polvmer andfor

§6.  The method of claim 15, further comprising the polymer and lipid, wherein the

R RN RGENS

weight ratio of the polymer to the lipid

17, The method of any one of claims 13-16, wherein the weight ratio of the caloinm

factate to the polymer sndfor fipid i5 af fgast 1

18,  The method of claby 17, wherein a weight ratio of the caleimn lactate o the

polymer andfor Hipidis 1S to 130,

19, The method of claim 16, comprising the calcium lactate and the polvimer andfor

lipid.

28, The method of claim 19, comprising the polymer and Hpid, wherein the weight

ratio of the polymer o the lipid is 1.1 to 150

21 The wethod of any one of claims 19-24, wherein g weight ratto of the calctum

lactate to the polymer andfow Hpid is at feast 115,
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3. The method of any one of ¢laims 19-21, wherein the weight ratio of the ealcium

factate to the polvmer andéor lipid is 13 10 138

()

3. The method of any one of claims 13-32, whereln the comyposition 5 short-

acting.
24, The method of any one of clabms 10-22, wherein the composiion is long-acting.

25, The method of any one of claims 10-24, wherein the composition i5 an

injeciable composition.

26, The wmethod of apy one of glaims 10-25, comprising the polysaccharide that is
a cethulose derivative, pectin, byaluronic acid, starch, puar gum, chitosan, gelatin, collagen,
alginate, alginic acid or combinations thergof,

27 The method of any one of claims 10-26, comprising the polymer that is a
poloxamer, polyvinyipyrrolidone, polyethylene glycol (PEG), polyglycalic lactic scid (PLGAY,

or combinations thereot,

Ny

38, The method of any one of claims 10-27, comprising the Hipid that is a mano~ or
tri-fatty acid ghycerin ester or polysihylene glycol, polyethylene glyeol ssiers of vegetable sils,
fatty acid propylene glyeo! esters, sesame ofl, soybean i, castor oil, corn oil, palm ail, peanat
oil, cacan ofl, cottonseed oil, sunflower seed ofl, safflower oil, almond eil, olive off,
hydrogsoated oil, olefe acid, finolenic acid, Haoleic acid, palteitic acid, palmitolels asd,
arachadonic acid, myristiv acid, capric acld, caprylic acid, lauric acid, stearic acid, ethyl oleate,
isepropy! palmitate, octyldodecy! myristate, cetyl palmitate, launy aleohol, oleyt aleohol, cetyl

alcohol, stearyt aloohol, or combinations thereof

2%, The method of any one of claims 10-23 and 25-29, wherein apon placement of
the composition in an in vitro dissolution test comprising an elution et method at 300 rpm in
200 mi aquecus medivm baving a pH of 6.8 st 37°C using 2 nylon filter having a pore size of

4% pm, at least about 40% of the active agent is released after 6 hours.

s

g, The method of any one of claims 10-23 and 25-29, wherein upon placement of
¥ pon

the composition in an in vitro dissohstion test comprising an elution test method at 300 rpm in
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200 ml agueous medivm having a pH of 6.8 at 37°C using a nylon filler having a pore size of

45 wwm, at least about 50% of the active agent is relessed after 12 hours,

31, The method of any one of claims 10-23 and 23-30, whevein upon placement of
the composition in an in vitro dissolution teat comprising an elution test method at 300 rpm in
200 m) agueous medium having a pH of 6.8 at 37°C using a nvion filter having a pore sizg of

43 pm, at least aboyt 80% of the active agent s released afier 24 hours,

32, The method of any one of claims 16-23 and 2331, wherein upon placement of

the composition in an iy vitro dissolution test comprising an elution test method at 360 rpm in
200 mi aguesus mediuny having 8 pH of 6.8 at 37°C using a nylon filter having a pore size of

45 pm, at least about 80% of the active agent is released after 48 howrs.

33, The method of any one of claims 10-12, 14-22, and 24-28, wherein upon
placement of the composition in an ju vitro dissolution test comprising an ¢lution test method
at 300 rpm in 200 ml agusous mediom having & pi of 6.8 a2 37°C using a nvlon filter having

a pore size of 45 pm, less than about 40% of the active ageut is released after 24 hours,

34, The nethod of any one of claims 10-12, 14-22, 24-28, and 33, shersin upon
rlacement of the composition in an in vitrs dizsolution test comprising an ehition test method
at 300 rpm in 200 md aquecus wedium having a pH of 6.8 at 37°C using a mylon filter having

a pore size of 45 um, less than about 60% of the active agent is released after 48 hours.

35, The method of any one of claims 10-13, 14-22. 24-28, and 33-34, wherein upon
placement of the composition in an in vitro dissolution test comprising an elution test method
at 306 rpr in 200 wal agueous mediom having a pH of 6.8 at 37°0 using s nylon filter having

a pors size of 43 um, less than about 808 of the active agent is relcased after 72 howrs,

36, The method of any one of clatms 10-12, 14-22, 24-28, and 33-35, wherein upon
placement of the composition n an in vitro dissolution test comprising an elution test method
a1 300 rpm 0 200 mi aquecus medium having a pH of 6.8 at 37°C using a nylon filter having

s pore size of 43 um, less than about 90% of the active agent i3 released after 144 hours.

37. The method of any one of claims 10-38, wherein the composition 18 contained

in » stere glass or polyolefin container,
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38, The method of any one of claims -8, wherein the calcium lactate is coated with

a pharmaceutivally acceptable enteric coating,

39, The method of claim 38, whersin the enteric soating comprises hydroxypropyl
methyl celivlose phihalate (HPMOP), cellulose acetate phihalate {CAP), polyvinyl acetate
phthalate (PYAP), shellac, polymer of methacrylic acid and an ester thereof, or combinations

thersof,

40, The method of any one of claims 38-39, wherein the weight ratio of the calcium

laciate o the suteric coating is 1010510 11LS

41, hg method of any one of claims 38-40, wherein in an in vitro dissolution test
comprising a USP Paddie method af a padiile speed of 30 rpm at 37°C, when the composition
s placed in 0.1 HCY for 120 minstes followsd by adjusting to pH 6.8 with phosphate buffer,

fese than about 20% of the active agent is released after 30 minutes.

42, The method of any one of claims 38-41, wherein In an in vitro dissolution fest
comprising a USP Paddle method at & paddie spoed of 530 rpm &t 37°C, when the composition
iy placed in (.1 N HCH for 120 minutes fllowed by adjusting 1o pH 6.8 with phosphate buffer,

ey than 30% of the active agent is released afer 64 minutes.
T

43, The method of any one of claims 38-42, wherein n an in vitro dissohstion test
comprising a LSP Paddie method at a paddie speed of 30 rpm at 37°C, when the composition
is placed in 0.1 N HC! for 120 minutes followsd by adjusting to pH .8 with phosphate buffer,

fess than 54836 of the active agent is released after 120 minutes

44, The methed of any one of claims 38-43, wherein in an in vitro dissclation test

, £

comprising a USP Paddle method at a paddie speed of 30 rpm at 37°C, when the compasition
is placed in 8.1 N HCH for 120 minutes foflowed by adiusting to pH 6.8 with phosphate bufter,

feas than 10% of the active agent is released after 120 minutes.

45, The method of any one of clalms 127, wherein the calchum lactate is provided

in & food or nutrient composition comprising caloium laclate.

46, The method of claim 45, wherein the composition 15 an injectable nutritiona!

supplement.



