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10 - Bones serve mainly as a support, and consequently bone is frequently regarded
as a simple building material. However, bone is a complicated biomaterial adapted to
a wide variety of requirements, stimuli and noxae to which it is exposed. '
- Endoprostheses are available as substitutes for bones and joints. However
| endoprosthes&, even when b1omecl1ammlly highly refined, do not bave an active
15 effect on the enmonmental and load factors.

| A variety of disorders in humans and mammals involve or are assodiated with
abnormal bone resorption. Such disorders include, but are not limited to,
osteoporosis, Paget’s disease, periprosthetic bone loss or osteolysis, and hypercalcemia
 ofmalignancy and metastatlc bone disease. The most common of these disorders is
20 osteoporosis, which in jts most frequent manifestation occurs in postmenopausal
women. Because osteoporosis, as well as other disorders associated with bone loss, are

chronic condltlons, itis believed that appropriate therapy will gcnerally require
chronic treatment,
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oralty on a continuous basis may result in digestive tract side effects, e.g. esophageal
adverse events or gastrointestinal disturbances. In consequence, and due to their low
oral bioavailability, the oral route of administration has, to date, had to follow

20 inconvenient recommendations of use for the patient.

Bisphosphonates can be dlassified into two groups with different modes of
action. Tbandronate belongs to the more potent nitrogen-containing bisphosphonates
[Russell 1999 Russell RGG, Rogers MJ. Bisphosphonates: From the laboratory to the
clinic and back again. Bone 25(1):97-106 ( 1999); Rogers MJ, Gordon S, Benford HI,

25 Coxon FP, Luckman SP, Monkkonen J, Frith JC. Cellular Molecular mechanisms of
action of bisphosphonates. Cancer 88 (12) Suppl:2961-2978 (2000)]. Ibandronate is
one of the most potent bisphosphonates currently under dinical development in
osteoporosis and metastatic bone diseases. In animal models of bone resorption,
ibandronate is 2,10, 50 and 500 times more potent than risedronate, alendronate,

30 pamidronate, and clodronate respectively [Miihlbauer R.C., F. Bauss, R. Schenk, M.
Janner, E. Bosies, K. Strein, and H. Fleisch. BM 21.0955 a potent new bisphosphonate
to inhibit bone resorption. J. Bone Miner. Res. 6; 1003 - 1011 (1991)].

Ibandronate inhibits bone resarption without any impairment of mineralisation
(Mtihlbauer et al Mithlbauer R.C,, F. Bauss, R. Schenk, M. Ianner, E. Bostes, K. Strein,
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~ improved by a monthly administration of 50 to 250 mg of a bisphosphonate or
- pharmaceutical acceptable salt thereof, especially by a monthly administration of
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20 Disclosed herein is thus the use of a biSphosphoz;ic acid or a pharmaceutical
acceptable salt thereof, especially with the use of ibandronic acid or a pharmaceutical
acceptable salt thereof, for the preparation of medicaments for the prevention or the’
treatment of disorders characterized by pathologically increased bone resorption, wherein
the medicament

25 ‘ a)  comprises about 50 to 250 mg, preferably about 100 to 150 tﬁg' ofa

bisphosphonic acid or a acceptable salt thereof and
b)  the medicament is orally administered on one, two or three consecutive
days per month, '

| Monthly oral treatment by administration of at least 120%, especially of 120% to
30 200% of the expected dose offers incremental patient benefits with respect to
convenience and compliance as well as superior results. The "expected dose" (100%)
corresponds to the cuinulated efficacious daily doses. Prior to the completion of the

ibandronate clinical development program, no bisphosphonate had prospectively
demonstrated fracture reduction eﬁcacy with a drug-free interval beyond daily
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acceptable salts thereof for the manufacture of a medicament for the prevention or
treatment of disorders characterized by pathologically increased bone resorption, e.g.
osteoporosis, wherein the medicament comprises at least 120% of the expected
efficacious daily dose of a bisphosphonic acids or acceptable salts thereof and is

administered on one, two or three consecutive days per month.

Another aspect provides a use of ibandronic acid or pharmaceutically acceptable
salt thereof for the manufacture of a medicament for the prevention or the treatment

- of disorders characterized by pathologically increased bone resorption wherein the

medicament
a) comprises at least 120% of the expected efficacious daily dose of
ibandronic acid or a pharmaceutically acceptable salt thereof and one
or more pharmaceutically acceptable excipients thereof and
b) the medicament is suitable for being administered orally on one day

per month
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The term “pharmaceutically acceptable” as used herein means that the salts or
- chelating agents are acceptable from a toxicity viewpoint,

- - The term "pharmaceutically acceptable salt” refers to ammonium salts, alkali
metal salts such as potassium and sodium (including mono, di- and tri-sodium) salts
(which are preferred), alkaline earth metal salts such as calcium and magnesium salts,

‘salts with organic bases such as dicyclobexylamine salts, N-methyl-D-glucamine, and

salts with amino acids such as arginine, lysine, and so forth.
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dose Mlybe a refenbly dospedicantent i bdrhinisterbt 81068day & month. Preferably,
: the medicament is administered as a single dose, however, the scope of the present
“invention includes medicaments administered as multiple sub-doses such as on two
consecutive day per month or on three consecutive days per month.

Preferably, the medicament comprises at least 100%, preferably 120% to 200%,
20 most preferred 120% to 150% of the efficacious dose of bisphosphonic acids or

~ pharmaceutically acceptable salts thereof, more preferably of ibandronic acid or
pharmaceutically acceptable salts thereof.

The term “ efficacious dose” refers to about 50 to about 250 mg, more preferably
to about 100 to about 150 mg, of a bisphosphonate ora pharmaceuhcally acceptable
25  salt thereof for example of ibandronic acid or a pharmaceutically acceptable salt
- thereof. As noted, the efficacious dose may be a single dose or multiple sub-doses. For
example, if the efficacious dose is 150 mg, the dose may be one (1) 150 mg dose, two
| (2) 75 mg sub- doses administered on one day or on two consecutive days, or three (3)
50 mg sub-doses ad.uumstered on one day or on two or three consecutive days; if the
30 efficacious dose is 100 mg, the dose may include one (1) 100 mg dose, two (2) 50 mg

sub-doses administered on one day or two consecutive days, preferably on two
consecutive days
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referehte. OxgrRsf basadriuyh ad dieyclobetiylaiiRdvalts; MOk - . of a
| bandr oni cy@ehHin8lhc sutgﬂg{gaceutf cal Lﬁ/d accept a%?ggséﬁ_%u%ﬁ%%g% a.i@Pr eferably,
the medicament is adm ni st epag e y$ne and so forth. The non-toxic, physiologically

acceptable salts are preferred. The salts may be prepared by methods known in the art,

~-suck as described in European Patent Application 252;504 or in US Patent No.

4,922,077, incorporated herein by reference,

20 Preferably, the medicament comprises 100 to 150 mg of a ibandronic acid ora-

pharmaceutically acceptable salt thereof. Preferably, the medicament is administered
as a single dose.

In a preferred embodiment of the present invention, the term "bisphosphonate”
of the present invention corresponds to compounds of general formula

P(O)OH),
P(O)OH);—~)”

5. ' X U]

wherein A and X are independently selected from the group consisting of hydrogen,
| hydroxy, halogen, amino, SH, phenyl, alkyl, mono- or dialkylamino, mono- or
dialkylaminoalkyl, alkoxy, thioalkyl, thiophenyl, and aryl or heteroaryl moieties
selected from the group consisting of phenyl, pyridyl, furanyl, pyrrolidinyl, imidazolyl,
‘and benzyl, wherein the aryl or heteroaryl moiety is optionally substituted with alkyl.




as. a single dose. In a preferred enbodi nent of the present invention, the
term "bi sphosphonate” of the present invention corresponds to conpounds of
general formula P(O(OH)2 NOW2 25 X (1) wherein A and X are I{nNeyeartte 2006y

sel ect ed fronwbhengoesup consi sting of hydrogen, hydroxy, &F&( no,
SH, phenyl, al kyl, nono- or dial kyl am no, rmno- or d| al kyI amnoa oﬁy ,

al koxy, th| oal ky hen .a aryl or h roar noi eties sel ected
fromthe gr oa c%nn%ll%g y Odn%%heﬁ’r‘l‘e"ﬂ&“,“%ﬁ %X Kmqb;demwmayr

i m dazol yI , ta’nmmmyhnfomhqraﬁidﬁtﬁebana@)tﬁc&fucﬂﬁ&er oaryl noiety is
optionally substi tut ed with alkyl. 6 10 Novenber 2006 WD 03/095029

PCT/ EPO3/ 04629 I S elNyle] a, A can Iude X and X
i ncl ude A such t Felg&ﬂlg?go noi e {]I?Lg}%m?é%@@guﬁ#f?awowﬁf QIS cyclic
structure. TH@Hfa@ﬁe@bhﬂgoambca&ummﬁ&ew?xsﬁ?a&ﬂ?ﬁtgo%@ i as;
ctures for € A and/or

carbocycl k¢, quiRbRbifin "

substituents, g %phaggraﬁ@ qui ng&’#o%h FHH8E nol yl, adamantyl, and
chl orophenylth| &ﬁagp_géerred structures are those in which A is selected
fromthe gr oup arp {haseigerhichidy id sdacyed faord tivadrogeconsiaing6f's

selected fro bA)dn t0i.0

t hi oal kyl a d| alégy ‘Hm‘]oal l?ﬁ)? I\/b(rjtfals %iregt?%r rg&ﬁkg&ﬁg B’?sésgngpéa%%rose I n
which Ais WEL-SHOP ﬂ]é)ﬂ alylawinonlkyli ng of hydrogen hydr oxy, and
C and X is selected fromthe group consi sting of alkyl, :

chl orophenyl t hi M@Bﬁrdﬁrﬁé&ﬂu@!ﬂ@@&ltﬁ&&mﬂﬁ&eréaief‘e&{eﬁ ot tﬁggpﬁghoni ¢ acid or

phar maceyii c ac abl e, s e cted fromt e grotp tonsisting of
al endr ongbtt e, gﬂ#@gpgﬁﬁfrggmc}l ?’Hn AEEX from e grearp sonsistinglobnat e,

i bandr onat e, alkyt; €, mhhr@henﬁﬂﬂdmmmmﬂmﬂmonat e, 15 ol padronate,
risedronate, piridronate, pam dronate, zoI endronate or acceptable salts

thereof, e.g, | BRNGLAN 43 xspﬂdmp Bic 20 O arsrrzlizlc?euuclmp %@%’S&bﬂ salt is selected
from the group consisting of alendronate, cimadronate, clodronate, EB-1053,

tiludronate, etidronate, ibandronate, incadronate, minodronate, neridronate,
- 15 olpadronate, risedronate, piridronate, pamidronate, zolendronate or acceptable salts
- thereof, e.g. ibandronic acid, monosodium salt, monohydrate.

Ibandronic acid (1-hydroxy-3-(N-methyl- -N-pentyl)aminopropylidene-1,1-
bisphosphonic acid) or physiologically compatible salts thereof are particularly
preferred, e.g. ibandronic acid, monosodium salt, monohydrate.

20 The bisphosphonates and pharmaceutically acceptable salts may be administered
alone or in combination with other bone active drugs, either in fixed combinations or
separately both physically and in time, including hormones, such as a steroid
hormonre, e.g. an estrogen; a partial estrogen agonist, or estrogen-gestagen
combination; a calcitonin or analogue or derivative thereof, e.g. salmon, eel or human

25 calcitonin parathyroid hormone or analogues thereof, e.g. PTH (1-84), PTH (1-34),
PTH (1-36), PTH (1-38), PTH (1-31)NH2 or PPTS 893; a SERM (Selective Estrogen
Receptor Modulator), e.g. raloxifene, lasofoxifene, TSE-434, FC1271, tibolone,
vitamin D or an analog. Such additional bone active drugs may be administered more
frequently than the bisphosphonate.

- 30 Appropriate pharmaceutical compositions are known in the art and have been
described e.g. in US Patent Nos. 6,143,326 and 6,294,196, herein incorporated by
reference, :




‘I'bandronic acid (1-hydroxy-3- (N nethyl - N-pentyl)ani nopropyl i dene-1, 1-
bi sphosphoni ¢ add) or physiologically conpatible salts thereof are
particularly e.g. ibandronic acid, nonosodi um $&Nbyember 2006

red,
nonohydr at e. 2’86%{@58? sphosphonat es and pharmaceutical |y accPQi/BPi3p46m8! t S
maybe adm nistered alone or in combination with other bone active drugs,

either in fixed ds¥heaprepantionef m@éﬁm@hblebpﬂag@hyshﬁahwmbsh&t i ne,
i ncl udi ng hormea@g ﬁh@},ﬁﬁeﬁe&ﬁﬁ%qongggﬁg %‘%ﬂ“ﬁlé’ g}sa%?r Y;rina parti al

estrogen agonj st, Or estrogen-gestagen
anal ogue or dOPTEIRICIOF Organisexeipients. Examples ofsnitalde bxofiedis o abRE, drakaet gni N

(136) PTH (e 08) i TN Hthe B etk of il ok bt £t ogen

PT,
Recept or I\gde? %")"doésﬂ‘(slqu’é «i f ene, | asof oxi f ene, TSE-434, FC1271,
tibolone, vitamn D or an analog. Such additional bane active drugs maybe

adni ni st er ed rmr&hephmm&ﬁﬁtlidldo sitiGif i %%%Hﬂﬂiiﬁ%& ropriate
phar maceutic 05| ti rehﬁgown [ nYt he art H"%g@ﬂg descri bed

e.g. in US nguﬁ §ge°és &R wetngagents, emulsifiers swertamersor at ed by
reference. 7cdliofanipu otaats,ﬁﬂ.@ﬁ M@%Q%&&@o cc;;@gg% @%&2

preparation 8;#&?#@5& Tﬁgat edr abl et s dragees or % E%}&teﬂhfgpsul es
the conpounds™ o e pres |aflﬁéﬂ?tf"8r? ngllttar maceutically

inert, ilor B@fﬁr%blnrthopbamacem r:qumn ﬁﬂﬂ@kﬁed%bl&%ﬁe?eﬂ{ fhe B0t P! E€Nt'S
for tabl ets, 5@%& 55@5?0&%%1 b sul es.include |l actose, nal ze starch
or derivatives thereo C o2 ?Pﬁ Wd%??quageu@n@ve@:tpﬁbb
phar maceut i cﬂltth@mfmdnﬁmds&bowndbmmm phicdceSRAaNy p?ﬂ:?eqs{xﬁ
g a ents enmu sp’fmers

solublllsm . a tt.i

sweet eners, oran'ftcht %Q‘h‘l&rcé g@f’ 256, pFvig Pﬁ%iﬂuﬁomtdbmt ic

pressure, uﬂhdﬂsst, cuoemmd:g:easgﬁntmd ﬁhcdi&bﬁ&éﬂﬂi'ﬂaétab@@% E@;ﬁ% eSgnecontain
e r

ot her thegsa e a 10 Preferably, Rceut i cal
conposi t%ngﬁsﬁd&? % &c/oat?{g@?:gﬁ?&gp ¢ e ripipats df‘f‘féfg ﬂ&growmmﬂ ses 50
to 200 ng of Yérmpﬁbpﬁbﬁndluhm, titaniunadipiide,tale ahd psl?éth}]ﬂﬁ(‘gﬁ@atﬁg@d e

These compositions are known in the art and described for example in US Patent Nos.

6,143,326 and 6,294,196.

Disclosed further is a method for treating, reducing or preventing disorders
characterized by pathologically increased bone resorption comprising to a mammal
administration of an effective amount of bisphosphonic acids or acceptable salts thereof.
Especially the invention refers to a methbd for treating, reducing or preventing disorders
characterized by pathologically increased bone resorption comprising oral administration
25 of an effective amount of a bisphosphonic acid or a pharmaceutically acceptable salt

thereof, wherein approximately 50 to 250 mg bisphosphonic acid or a pharmaceutically

acceptable salt thereof are administered on one, two or three consecutive days per month.

As noted above, the effective amount of bisphosphonic acid or pharmaceutically
 acceptable salt thereof may be administered as a smgle dose or as multlple sub-doses.

30 Prefexably, in the method comprises admmlstrat:on of about 50 t6 250 mg,
preferably about 100 to 150 mg, of a bisphosphonate or a pharmaceutically acceptable
salt thereof on one, two or three consecutive days per month. While the method
indudes administration of the dose through multiple sub-dosing, the preferred
ihethod provides a single dose. Examples for administration of the dose through

35  multiple sub-dosing are as follows, if the efficacious dose is 150 mg, the dose may be

8




salt thereof as defined above and one or nore pharmaceutically acceptable
exci pients selected fromthe group consisting of | actose,
pol yvi nyl pyrrolidone, mcrocrystalline cellulose, crospovi dong) Netedatdr 2006

acid, siliconwd@xbshes and the tabl et core conprises one 15 g,r %ﬁ
SE SRS ng.

pharmaceutically acceptabl e excipients selected fromthe gr

of hydroxyp %%c | | ul,0ose t ani u di oxi de, talc, and pol yet hyl ene
gl ycol 6000. W%gge ‘gq?sr M’F‘EAR‘F\B% A Priandwe cpnssertivedaysrrhed f or
exanpl e in u&rmmsenmb-dosaamm%&m:&aﬁmaﬁﬁée%&%iﬂvet her is a
met hod for tp educr rey i,sorder haracteri zed by
pat hol ogi cal F@g’l %8055 (ﬂoge’figoo "ﬁ‘b‘& gwheéwﬂgz)tﬁ‘&nsg

adm ni strati uﬂmmistaadeﬁbncday\oemmmﬁée days; pheferablp oh ewaedndécutive diyg.ept abl e
salts the eo-i-h ?sh s Q%aem ((ij{ refestoa thod?agr treating,

r educi ng or pr SR B’E?E ‘Wﬁﬁ'éﬁ‘}g i ncreased
bone resor pt &mgpﬁasdmgwm&mmbwdmmtsahtmmh&ﬂ:@é. an effecti ve anount of
a bi sphosphonic acid or a pharmaceutically acceptable salt t her eof wherein

approxi mately 5 gﬂ% L

accept abl e sal tq;rtrﬂ'l%r% f,ug@gmaegﬁﬁm ster {gtgtrglb%ﬁ% h g‘ﬂg%cutr ve
dayshper mmﬁfgj@tﬂff thamoup consiging dcl;ldmaata;mnadromfte,lnlodrﬂmgq;)hom c acid
or phar maceuts-¢@83, KluddGied) tered as a

si ngl e dose or, . as mjl i1 pl eggﬁ%ﬁcﬁgg&ggd&i}%@%ﬂ% era? % met hod

conpri se¥® W o diridranates plpedrogateisedronae ngwe,rrgnnd@nabﬂohbdtymabout 100 to
150 ny, of PHatARRAE AN MRBELIOSlIR RIS m&syﬁ&@ HEGERLARLE gl ¢ ther eof

on one, t hree consecutive days i ncl udes
admi ni st r at |‘€iH‘d6?mt“h@' {*‘?@P@B@Fﬁcﬁ?ﬂt"tﬁl%a@ tb@:bofdesubngdr@hqu; ef erred

met hod pr oviiéifosadiahd Witomesshgdrafexanpl es for adm nistration of the dose
through 35 nultiple sub-dosing areas follows, if the efficacious dose is
150 ng, the dosiyngybe. S gr 2006 WO 03/095029 PCT/ EP03/ 04629 two
(2) 75 ng sub- doSEEV: F@W 8 tefesencg o exeopliiedsecut i ve days, or
three (35 5@mbgdindntsloses adm ni stered on one day or on two or three
consecutive




days; if the efficacious dose is 100 ng, the dose maybe two (2) 50 ny
sub-doses adm nistered on one day or two consecutive-days, preferably on
two consecutive days. 5 The preferred bi sphosphonate is i bandr@Nav&ntd: 2606
phar maceut i oghloyagsept abl e salt thereof, eg. ibandronic acid,  nonosodi um
salt, nonohydrate. Preferably, in the nethod according to Fﬁ@m$P

i nvention, the bisphosphonic acid !2 se|l ected fromthe group consisting of
al endronat e, cimadronate, dodronat es 53, tiludronate, etidronate,

i bandronat e, incadronate, mnodronate, 10 neridronate, ol padronate,

ri sedronate, piridronate, UE @ acebtiedldbapatifo®’ Pharmaceuti cal

acceptabl e salts thereof More preferably, the birsphosphonic add is

i bandr onat e or efﬁl?&ﬁeﬁs i ceptahle s thereof, e.g.  ibandronic

add, monosodi u.I?Inl_sa t, ngﬁ%%@glrﬂaﬁ{%o.%l é’tff‘sgé‘?ﬁﬁg%t#‘f@n?ﬂ?ﬂt‘%a’é@pl ai ned -

wi th ref er dfeparatipnesddhese tabletsds kapSmantucirnant descithed GorlipassploRy U006 WO

03/ 0950239 RGIERD3/ d1H2) w EXAMPLE 1: Pharmaceutical conposition
ﬁlgws téﬁ) X1 0S| S?ﬂilliléﬁ'of a 50 ng tablet. The conposition and

The Exanple s e conp
preparation of these tablets is known in the art and-described for examnple

in US 5 Patent Q8¢ comppaionrsayheprepandbyrdistiay theringraimosictirding tovy be
prepared byheghysitof8is hatfeSl i ng to.. the anount, of

bi sphosphonate, e.g. igan ronfec%%?rcﬁﬁoﬁ%g%&l%ﬁs%déﬁ@,SSWSHE ¥e.” 50 ny
filmcoated tabl et Conponents ng per tablet Tablet core: I|bandronic add,
nonosodi um salt, 56.250 nonohydrate Lactose nonohydrate 92. 750 Povi done K

25 5.000

50 mg film-coated tablet
Components | mg per tablet
Tablet core:
| Tbandronic acid, monosodium salt, 56.250
monohydrate
| Lactose monohydrate 92.750
Povidone K 25 | [ 5000
Microcrystalline cellulose 30.000
Crospovidone 10.000
Purified stearic acid ' 4.000
Colloidal silicon dioxide - 2.000
‘Tablet coat: : ,
Hydroxypropyl methylcellulose 5.1425
Titanium dioxide ' 2.4650
Talc | 0.8925
Polyethylene glycol 6,000 1.5000
Final weight: 210.000

10
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M crocrystalline cellulose 30.000 Crospovidone 10.000 Purified stearic
add 4.000 Colloidal silicon dioxide 2.000 Tablet coat: Hydroxypropyl

met hyl cel | ul ose 5.1425 Titani um dioxi de 2.4650 Talc O398rmbaPhiRt hy! ene
gl ycol 6,000 1.5000 Final weight: 210.000 10 10 10 November 2006 C ai ns:
1. Use of a bisphosphonic acid pharnmaceutically acceptable salt thereof for
the manufacture of a nedicanent for the prevention or the treatnent of

di sorders . characterized by pathol ogically increased bone resorption
wherein Elﬁgmrrpdi canment a) conprises at |east 120% of the expected

ef fi caci OUS aaily dose of a bisphosphonic add or a pharnmaceutically

accept abbe sajt t ergig}fah arﬁ:l one . _or nore pharmaceutically acceptable

exci pi ents t hefedt;? opyhopie agid baamissutisally agpepiaiile salp theseqfnigr the

adm ni st ghggaahrl lbf £ mais: r W | bapdreni cid or
phar maceutical |y accept abl gﬁgglt}aﬁttﬁgpg%?%tg}% ?ﬁgﬁe %aeﬁﬁﬁ?%rgtﬁgeﬁ%{&é@

medi canethargoiarized by praelegicalbringreaset bone rwacmptiert whéreiditlomedicanent har act er i zed

by pat hol ogi cal Ly | sed NE, £S5 tion rein the di cament. a)
conprises at |ea tdo%%ﬁ/é&o& Fﬁ% g%(({o/gc(ﬁre ee?"l*’fs‘\é%‘gic‘g PR LN |d53~‘6<§§?8‘* cﬂ? a

i bandroni ¢ acid orbigphpiphioniacdd tor agiHaymarae@ilghiceepsdld sdliheref amhendne or
nore pharnaceuti cal Iﬁ%orgcce tabl.e exci%]iuf nts thereof and b) the nedi canent

is suitable for belf pesPtically asp SieiRics Wessobérd  nont h.

b) the medicament is suitable for being administered orally on one day per

month.

2. Use of a ibandronic acid or pharmaceutically acceptable salt thereof for the
- manufacture of a medicament for the prevention or the treatment of disorders‘

characterized by pathologically increased bone resorption wherein the medicament.
~a) comprises at least 120% of the expected efficacious daily dose of
ibandronic acid or a pharmaceutically acceptable éalt thereof and one or

more pharmaceutically acceptable excipi_e'nts thereof and

b) the medicament is suitable for being administered orally on one day per
‘month.
3. The use of claim 1 or 2 wherein the disease is osteoporosis.
4. The use according to any of claims 1 to 3 wherein the efficacious dose is about

~ 100 mg to about 150 mg of ibandronic acid or a pharmaceutically acceptable salt thereof.

5. The use according to any of claims 1 to 4 wherein the efficacious dose is about

100 mg of ibandronic acid or a pharmaceutically acceptable salt thereof.

6. The use according to any of claims 1 to 4 wherein the efficacious dose is about

- 150 mg of ibandronic acid or a pharmaceutically acceptable salt thereof.

7. The use according to any one of claims 1 to 6, wherein the ibandronic acid is its

- form of its monosodium salt, monohydrate.

11




3. The use of claim1l or 2 wherein the disease is osteoporosis. 4. The use
according to any of clains 1 to 3 wherein the efficacious dose is about

100 ng to about 150 ng of ibandronic acid or a phar maceyd \Galner 36geePt abl e
salt thereof. 5. The use according to any of clains 1 to 4 erein the
efficaci ous dose is about 100 ng of ibandronic acid or a pharnmaceutically
acceptabl e salt thereof. 6. The use according to any of clains 1 to 4
wherein the efficacious dose is about 150 ng of ibandronic acid or a

phar maceut iga I |t thereof. 7. The use according o any one
of clains lg?t Igh%u&\fﬁ%gdr}gﬁ% t?ﬁ%??‘beaon%?%ﬁ'isé t%éi ‘ﬁh?rglnﬁesme‘ﬁﬁq‘?ﬁ“éfs 3 é’éﬂ

nonosodi umcatet tablas wdieyedit thieatablet cotOcd¥aped 80 t2@51Pmg Bf a DRPhéipBome aaadi ng to
any one of clainms | t Z wher ei n th&@nedicanent is afilm coated tablet

o f, . C
wherein t he"r_taa‘maé‘f'“&‘d'i‘cé‘ I¥ spptable salp trobspdefipedrin glaims prio Spmerine cacid  or
a phar macehére PhhnReQRANARLQpedld eddi Fﬁgfselééte&i Hlo B l‘glg Ig%ls?@?in of0 6 and

one or nore pharnmaceutically acceptable excipients se om the group
consi st i ng l#tftose| prlyvsepyelidopenpigsgerysallido nellulosec crospopidoat stericceld, ul ose,

crospovi doRgicost &akil ' [iL4 con di oxi.de and the tablet core conprises
one or nore gﬁarng%ggt?§23%§ta%%%%g?hﬁpgmg%ai8?%6?5“?5?é%?%ﬁ“??%%m¥he gr oup

consi st i ng aofeptaplir exyipienpy Iselentet hyiloae! thl gfp chhsdingmodi Bydregyprépii ¢ and
pol yet hyl ene ,alyeol 6000. 9...The use according to any of clainms 1 to 8
wher ei n th@“ﬁgﬁ%@skﬁﬁggwgﬂgdﬁ?§§$83?%ﬁapiﬁ§%ﬁ@m§d§wa§®¥%ed as a single

.- dose. 12

9. The use according to any of claims 1 to 8 wherein the medicament is suitable for

- being administered as a single dose.

12




