2 2 B G - T RN . A e Ly Y RN e 0 L AR~ s AP Sy T e SRR,
- =i - oot

3anaaHo-KaszaxcTaHCKMI MeJULIMHCKUY YHUBEPCUTET UMEHH!
Mapata OcnaHoBa

b (PeKTUBHOCTH NPUMEHEHUSA

TadjerupoBanHou popmbl MOanapoHnara
[P JIEYEHUHU MMOCTMEHOIIAY3a/IbHOI0
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Bemonaamina: Angamskaposa A 107
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- CUICTEMHOE 3a00JIeBaHHUE CKEJIETa,
XapaKTePU3YIOIIeeCs CHIKCHUEM IIII0OTHOCTHA KOCTHOM
TKaHU ¥ HAPYIICHHEM MUKPOAPXUTEKTOHUKH KOCTH C
MOCJICAYIOIIUM MOBBIIICHUEM €€ XPYIIKOCTH U y4alllecHUEM
pHICKA TIEPETIOMOB.

B HacTtosiee Bpems npernapaTraMu BeIOOpa I Teparuu
JaHHOM 00JIC3HHU SABISAIOTCSA OMC(hOC(POHATHI, KOTOPHIE
CBSI3BIBAIOTCS ¢ KOCTHBIM MHUHEPAJIOM M MOJABIISIIOT
Pe30pOIHUI0 KOCTHOM TKaHU, 32 CYET YEr0 YMEHbBIIIAIOT
KOCTHBIM OOMEH U CHHMKAIOT PUCK IIEPEIIOMOB.



- HOBBIU JIEKAPCTBEHHBIU Mperapar
Kacca 6mcdocPaHTOB, KOTOPHIM B HACTOSIIIIee BpeMSI
HAYMHAIOT MCIT0/Ib30BaTh JJISI IeYeHUS

IMMOCTMECHOIIAY3a/IbHOTI'O OCTEOITIOPO3a.
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N3yunTth 3G PeKTUBHOCTD U 6€30ITACHOCTD
MOaHAPOHATA, BHICOKOAKTUBHOTO
azoTcomep)kaiiero orcdocpoHara, B TedeHHE 3-X

JIETHETO JIeueHUsI OOJBHBIX C ITOCTMEHOIIAY3d/IbHbIM
OCTE€OIIOPO30M.




- OT0o0parh KeHIIMH B Bo3pacte oT 55 10 80 et ¢
IPOAOJDKUTEIIFHOCTHIO HOCTMEHOIIAY3bI HSATh U 00JIee JICT,
MMEBIIMX OT OJHOTO U 00JIe€ NEePEIOMOB KOCTEH. .

- OnpenenuTh OCHOBHYIO IpyIny(IIpUMEHEHHE
nOaHIpoHara B J03€ 2,5 MT' B CYTKH)

- [pynny cpaBaenus (nmpumenenue S00mr kanbims u 400
ME Butamuna D3 B cyTkH)
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Kpurepuu Bxirouyenus

(:xeHmmHbI B Bo3pacte ot 55 1o 80 jer
LnpoxoxuTeIbHOCTHIO MOCTMEHONAY3bI ATH U 00JIee JeT
(lkeHINMHBI HKMEBIIHE OT OTHOTO U 00JIee NmepeoMa KocTe




Kpurepuun ncxkiarouyenvus

0 3a0o0/1eBaHus BANAIONINE HAa KOCTHBIA MeTa00JIHU3M
Q Tepanust npenapaTaMu, BIUAOIUMHA Ha KOCTHBI OOMeH
(TIFOKO- KOPTUKOUABI, 3CTPOTEHBI, KAIBIIUTOHUH,
I KJIOCIIOPHH)
Q Tsokenoe HapylneHne GyHKIWH MTOYEK
QIlporuBomOKa3aHMsI AJIs1 TeYeHUA KaabllueM U BUTAaMUHOM D
Ql'vnepkanbuyeMus




[IpyBOANT 11 NpUMEHEHUE NOAHApPOHATa B 103€ 2,5
MTI' B CYyTKH I10 CPABHEHHUIO C MpUMeHEHHEM S00MT
kanbuusa u 400 ME Butamuua D3 B cyTkH y
KCHIIIUHBI B IEPUOAEC MOCTMEHONAY3bI K ITOBBIIIICHUIO

MHUHEPAIBHOU INIOTHOCTU KOCTHOM TKAHU B TECUEHUH 3
neT?




KECHIIMHBI B BO3pacTe OT 55 110 80 JeT B IEpHOIE
ITOCTMEHOIIAY 3bl.

IpUMECHEHUE MOAHAPOHATA B J03€ 2,5 MI' B CYTKH

npuMmeHenne S00mr kansus u 400 ME Butamunaa D3 "j

B CYTKH

MOBBIIIIEHUE MUHEPATIbHOU IJIOTHOCTU KOCTHOM TKaHU

B TEUEHUHU 3-X JIET




-Omo6peno K3

-MudpopmupoBaHHOe coracue C MOJTHBIM PACKPBITUEM
BCeil HeoOxoaMMOU HHPOPMAIIHH

-)KeHIIUHBI, MOTYT OTKA3aTbhCS OT UCCIeJOBAHUS B
1000€e BpeMms

-JKBUIIOJIECHTHOCTD
-/leficTBYs B MHTepecax MalleHTa
-ITosesHocTs A1 alieHTa U ooIlecTBa




The MOVEST study evaluated the efficacy and safety of monthly oral ibandronate versus licensed

monthly [V ibandronate in Japanese osteoporotic patients. Relative BMD gains after 12 months were
5.22 % oral and 5.34 % IV, showing non-inferiority of oral to IV ibandronate (primary endpoint). No .
new safety concerns were identified. .

INTRODUCTION:

The randomized, phase 3, double-blind MOVEST (Monthly Oral VErsus intravenouS ibandronaTe)
study evaluated the efficacy and safety of monthly oral ibandronate versus the licensed monthly
intravenous (IV) ibandronate regimen in Japanese patients with osteoporosis.

METHODS:

Ambulatory patients aged = 55 years with primary osteoporosis were randomized to receive

oral ibandronate 100 mg/month plus monthly IV placebo, or IV ibandronate 1 mg/month plus
monthly oral placebo. The primary endpoint was non-inferiority of oral versus IV ibandronate with :
respect to bone mineral density (BMD) gains at the lumbar spine after 12 months of treatment. »

RESULTS:

Four hundred twenty-two patients were enrolled with 372 patients in the per-protocol set (183 and
189 in the oral and IV ibandronate groups, respectively). The relative change from baseline in
lumbar spine BMD values for the oral and IV ibandronate groups, respectively, was 5.22 % (95 %
confidence interval [CI] 4.65, 5.80) and 5.34 % (95 % CI 4.78, 5.90). The least squares mean
difference between the two groups was -0.23 % és % CI -0.97, 0.51), showing non-inferiority of

oral ibandronate to IV ibangronate (non-inferiority limit = -1.60). Changes in BMD values at other
sites, and bone turnover marker levels in the oral ibandronate group, were comparable with those of
the IV roug. ghe safety profile was similar to that previously demonstrated; no new safety concerns
were identified.

CONCLUSIONS:

This study demonstrated the non-inferiority of oral ibandronate 100 mg/month to IV ibandronate 1
mg/month (licensed dose in Japan) in increasing lumbar spine BMD in Japanese patients with
primary osteoporosis.
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[IpyBOANUT 11 IpUMEHEHNE NOAHApOHATA
nepopaidbHbIM ITyTeM B J03¢ 100Mr\mec 1o
CPABHEHUIO C BHYTPUBBEHHBIM ITYTEM €TO
IIPUMEHEHHS B 103€ 1Mr/Mec y KEHIIMH B SIIOHUH C
IIEPBUYHBIM OCTEONIOPO30M B BO3PACTE OT S JIET U
CTapIE K NOBBIIICHUIO MUHEPAILHOU TNIOTHOCTH
KOCTHOW TKaHU B MTOSCHUYHON 001aCTH?



KCHIIIMHLI B AnoHnn ¢ IICPBUYHBIM

OCTEOIOPO30M B BO3PACTE OT J JIET U CTAPIIIE

IpUMEHEHHE MOaHApOHATa B IIEpOPaIbHEIM ITYTEM B
no3e 100mr\mec

IpUMEHEHHE NOaHApOHATa BHYTPUBCHHLIM ITYTEM B
no3e 1Mmr\mec

MOBBINIEHUE MUHEPATIbHOM MJIOTHOCTU KOCTHOM TKAHU B

HOSICHUYHOM 00J1aCTH
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