IHCTPYKIIIA
IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y
OCTEOT'EHOH

(OSTEOGENON)

Cknao:
ditoua peyosuHa: OCeiH-TifpOKCUaNaTUTOBA CIIONIYKa;

1 TabGneTkKa MiCTUTh OCEIH-TiIpOKCcHanaTUTOBOI crionyku 830 Mr, ska BKIO4ae: oceiny 291 mr, mo
CKJIafly SKOT'0 BXOOSITh HEKOJIareHOBi MenTuau i mpoteinu (75 Mr) Ta Konarenu (216 mr);

rigpokcuamnaTtuty 444 Mr, 1o CKlafy SKOT0 BXOAATH Kanblii (178 mr) Ta gocdop (82 mr);

0ONOMIdCHI peYoBUHU: TIeTI0I03a MIKPOKPHUCTATIYHA, KPEeMHII0 TiOKCHM KOJIOIMHUN O0e3BOIHUH,
MarHilo cTeapaT, KpoxMallb KapTOIUISHUY, TilpoMeno3a, TuTaHy miokcup (E 171),
MIOJIIeTUJIEHTJIIKOJIb, TAJIBK, 3ajri3a okcun xoBTuii (E 172).

JIikapcbka ¢opma. TabmeTKH, BKPUTI IIJIiIBKOBOIO 000JIOHKOIO.

OcHosHi (i3uko-xiMiuHi 81acmusocmi: HOBracTi MBOOMYKIT TabIeTKH, BKPHUTI MJTiBKOBOIO 000JIOHKOIO,
piBHOMipHO 3a06apBieHi ¥ CBiTI0-KOBTUHN KOJIp.

dapMakoTepaneBTHYHA rpyna. 3acobu, 110 BIJINBAIOTh Ha CTPYKTYPY Ta MiHepasi3allilo KiCTOK.
[ami 3acobw, 10 BIIMBAIOTH Ha CTPYKTYPY Ta MiHepasi3allilo KiCTOK.
Kopm ATX MO5B X.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

Perynsitop KanbiiieBo-pochopHOro 0OMiHY, 110 3aCTOCOBYETHCS MIPU CUCTEMHOMY OCTEOIIOPO3i.
[TpemapaT YXHUTH MOABINHY Ait0 Ha MeTabo0J1i3M KiCTKOBOI TKaHWHU: CTUMYJIIOI0YY Ha 0CTe00J1acTH Ta
inribyrouy Ha octeoknactu. Lli pi3Hi aii }isionoriyno HOMOBHIOITH OAHA OFHY Ta PETYIIOITh
piBHOBary Mix pe30pOIli€l0 KiCTOK i BiTHOBIEHHSM KiCTKOBOI TKaHMHU. KasbIliii MiCTUTHCS y
Ipemnapari K CKjafoBa TiipoKCHUaNaTUTY, 0 CIPUsie MOBHimI# abcopOIii KasbIlito 3i IMITYHKOBO-
KHMIIKOBOT0 TpakTy. ®octop, sikuit 6epe y4acTh y KpHUCTali3allil rifpoKcuanaTuTy, crpuse ¢ikcarii
KaJIbI[i0 y KICTKaX i raJibMy€e M0Or0 BUBEEHHS HUPKaMU.

ocnipKeHHsI Ha TBapXHAX IIPOAEMOHCTPYBAJIH, 1110 1P [IEPOPaIbHOMY 3aCTOCYBaHHI OpPraHiYHUMI
KOMIIOHEHT IIpemnaparty (0celH, IKAi MICTATh KojareH | Tumy, ocTeoKanbuuH, GaKTOPU POCTY Ta iHII
npoTeinu) 3abe3mneuye OiNbII BUpaXKeHW 0CTeOreHHNM eeKT, HiXK ogHa MiHepasibHa CKJIafioBa
(rippokcuanaTur).



KniniuHi mocmigXeHHS MiATBEPOUIIH, 1[0 OCEIH-TigpOKCHANlaTUTOBA CIIOJTyKa 3YMOBIIIOE aHA0OOIIYHUN
eexT Ha KicTKOBUYM MeTab01i3M, IKUM GinbIIni, HiXK CIIOCTEepPIiraeThCs IPU 3aCTOCYBaHHI TiTbKU
KaJIbLio.

dapmakokiHemuxka.

IocmifKeHHs 3 BAKOPUCTAaHHAM IIoMiueHoro izoronom (*'Ca) mpemapaTy IpogeMOHCTPYBaIH, 1[0
abcopOuis BinOyBaeTbCS Y KUITKOBOMY TPAKTi.

[ToBinbHe BUBITbHEHHS KaJlbllil0 3 OCEIH-TiAPOKCUANATUTOBOL CIIONYKY 3a0e31edye TpUBaly
abcopO1ito y MITYHKOBO-KUIITKOBOMY TPAKTi Ta 3yMOBIIIOE BiICYTHICTH MiKiB rimepkanbiiiemil (Ha
BiIMiHY Bifj IIpemnapariB, SKi MICTATH TiJIbKU COJIi KaJIbIilo).

Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.
[TpodinakTka 0CTEONOPO3Y.
JIiKyBaHHS O0CTEOIIOPO3Y.
[TpodinakTrka abo mikyBaHHS medillUTy Kasbllilo B OpraHi3mi.

[lomoMixHa Tepanis A NOKpallleHHs 3pOCTaHHS KiCTOK IIPU IlepejioMax.

IIpomunoka3aHHs.
linepuyTnuBicTh 70 Aifouol pe4oBUHYU a0 [0 iHIIKX KOMIIOHEHTIB IIpernapary.
TsKKi mopyieHHs: QYHKIII HUPOK; HeoOXigHICTh reMopianisy.
linepkanblieMis, rinepKamblliypis, TOCTpUX HedpoJIiTia3 Kabllilo, KaJbI[MHO3 TKaHUH.

TpuBana iMMoG6isi3allis, 10 CYyNIPOBOKYETLCS TilepKabIlieMieio Ta/abo rinepkanbliiypieio
(miKyBaHHS KallbI[iEM MPOBOMASTS ITiC/IA BiTHOBIEHHS PYXIHUBOCTI).

[uTsuui BiK [0 6 POKiB (IMOB'I3aHO 3 TiKapChKOI0 (POPMOI0).

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

Hebaotcani kombiHauii

Tia3uOHi JiypemuKu: MOXYThb 3HUKYBaTU BUBEJEHHS KaJlblIil0 i3 ce4elo i CHPpUYUHATH
rimepkasblieMit.

KombiHauii, AKi suMmaedroms 0cobausux 3anobixicHux 3axoois

Bimamin D: npu KoM0iHOBaHOMY 3acTocyBaHHI OcTeoreHoHy 3 BitaMiHOM D HeoOxifHa 00epeXHiCTs,
OCKinbKH BiTamin D mimBuinye aOcopOi1iito Kasbliito i MOXkKe CIIPUYMHUTH TilepKasbIieMilo.



Cepuesi 2a1iko3udu: pU3UK PO3BUTKY apuTMii. [TallieHTH MatoTh epe0yBaTH IIifl MUIbHUM HaATrJISooM i
y HAX PEKOMEHAYETHCS perynsipHo KoHTpomoBaty EKI' Ta piBeHb Kalblli0 Y CUPOBATII KPOBI.

IMukaiHu: pU3NK 3MeHIIeHHS abcopOIlil IMKITiHIB Y KUIITKOBOMY TPAKTi IPY OJHOYACHOMY
3aCTOCYBaHHI IIpernapaTiB Kasbllil0 BHACIIIOK YTBOPEHHS HEPO3UMHHUX XeNaTiB, ToMy OCTEOTeHOH Ta
LMKJIIHY PEKOMEHAYEThCS NPUUMATHU 3 iHTepBajioOM He MEHIIE 2 TOAMH.

ITpenapamu, w0 Micmamsb coi 3a1i3a ma YUHKY: PU3UK 3MeHIIeHHs a0copOilii 3a/1i3a Ta HIUHKY Y
KUIIKOBOMY TPaKTi IIPX OMHOYACHOMY 3aCTOCYBaHHI IIpelapaTiB Kasbllito BHACIIIOK YTBOPEHHS
HEPO3UMHHUX XeJaTiB, ToMy OCTEOreHOH Ta 3a3HadyeHi mpenapaTyd PEKOMEHAYEThCS IPUMMaTH 3
iHTepBajOM He MeHIlle 2 TOfNH.

BigpocchoHamu: pusuk 3MmeHmeHHs abcopOiril 6idhochoHaTiB y KUITIKOBOMY TPaKTi IPU OMHOYACHOMY
3aCTOCYBaHHI IpenapaTiB Kasbllil0 BHACIIIOK YTBOPEHHS HEPO3YMHHUX XelaTiB, ToMy OCTeOreHOH Ta
6ipochoHaTu peKOMEHAYETLCA IPUIUMATH 3 iIHTEPBAJIOM He MeHIle 2 TOANH.

XiHO10HU: pU3UK 3MeHIIeHHS abcopO1ii XiHONOHIB y KUIITKOBOMY TPaKTi IPU OAHOYACHOMY
3aCTOCYBaHHI IpenapaTiB Kasbllil0 BHACIIIOK YTBOPEHHS HEPO3YMHHUX XeJlaTiB, ToMy OCTeOreHOH Ta
XIHOJIOHU PeKOMEHOYEThCA IIpUUMATH 3 IHTepBaJioM He MeHIlle 2 TOfNH.

I'1tokokopmukocmepoidu: Ipu OHHOYACHOMY 3aCTOCYBaHHI I'TIOKOKOPTHUKOCTEPOITU MOXKYTh
3HUKYBATH a0COPOIIii0 KaJIblIil0 y KAIITKOBOMY TPAKTi, TOMy OCTEOTEHOH Ta I'TI0KOKOPTHUKOCTEPOiau
PEKOMEHAYEThCA IPUUMATH 3 iHTepBajioOM HE MEHIIE 2 TOfMH.

ITpenapamu cmpoHY,it0: pU3UK 3MeHIIeHHST a0copO1lil CTPOHII0 y KUIIIKOBOMY TPaKTi Ipu
OIHOYACHOMY 3aCTOCYBaHHI IIpernapaTiB KajbLiio, ToMy OCTEOTreHOH Ta Ipenaparti, [0 MiCTATh
CTPOHLiY PeKOMEHIYEThCS IPUMMaTH 3 iHTEPBaJIOM He MeHIIIe 2 TOAUH.

T'opMOHU W,umMoBuOHOI 3a103u: PU3UK 3MEHIIIeHHST abcopO1ii TeBOTUPOKCUHY Y KUIITKOBOMY TPAKTI,
ToMy OCTEOTEHOH Ta TOPMOHU IIIUTOBUIHOI 3271031 PEKOMEHIYETHCS IIPUIMATH 3 iIHTEPBAJIOM He
MeHIe 2 TOOuH.

EcmpamycmuH: pu3uK 3MeHIIeHHS abcopOilil eCTpaMyCTHHY IIPH OHOYACHOMY 3aCTOCYBaHHi
IIpernapariB Kajbllio, Tomy OCTEOTEHOH Ta eCTPaMyCTHUH PEKOMEHOYETLCS IIPUUMATH 3 iHTEPBalIOM
He MeHIIe 2 TOOuH.

Oco06.1ueocmi 3acmocyeaHHsi.

Kasavuiu

[Tpu ofHOYaCHOMY 3aCTOCYBaHHI Kablilo i BiTaMiny D He0OXigHO CHCTeMaTHYHO KOHTPOJIIOBATH
PiBHI KaJbI[il0 ¥ CHPOBATILIi KPOBi Ta cedi, a y pa3i X miABUIIEHHS - BiIOBIIHUM YMHOM KOPUTYBaTH
HO3H.

Y pasi HUPKOBO1 HEJOCTATHOCTI PEKOMEHAYETHCS CUCTEMAaTUYHO KOHTPOJIIOBATH PiBHI Kabllilo y
CUPOBATILi KPOBi Ta ceyi, a TAKOXK YHUKATH NIPU3HaUYeHHS BUCOKUX 03 Ta/abo TpuUBasoro
3aCTOCYBaHHS.

[Tpu TpuBaysoMy 3aCTOCYBaHHi IIpemnapaTty Ta/abo mpu HasgBHOCTI MOpyLIeHb GYHKINI HUPOK HeOOXimHO
PETYIISIPHO KOHTPOJIIOBATH PiBHI KasbIliio y cedi i 3HUXKYBaTH N03U a0 TUMYACOBO IIPUIYIIUHITH
JIiIKyBaHHS IIPY IIepPeBUILleHHI piBHIB 7,5 MMob 3a 24 rogunu (300 Mr 3a 24 roguHM) y HOPOCHUX i



0,12-0,15 mMonb/Kr Macu Tina 3a 24 roguHu (5-6 MI/KT Macu Tifna 3a 24 TOOUHM) Y OiTEeH.
[TamienTaMm 3 HedpoIiTia30M KaJIbllilo B aHaMHe31 peKOMEHIYEThC:

- DOTPUMYBATUCh 3BUYAWHUX OIETUYHUX PEeKOMEeHMallill 000 CII0KUBAHHS KiJIbKOCTI BOOY, COi i
0iJIKiB;

- 00MeXKUTH KilbKiCTh Kasbllilo, 110 moTparsse 3 OcreoreHoHoM, fno 500 Mr Ha fmo6y;

- BIDKOPUTYBaTH CIIOXKWBaHHS KaJlbIlil0 y pallioHi, 11100 He IepeBUIIyBaTH 3arajibHy 10060By H03y
KasbLio 1,5 I, a TakoXK YHUKATH fofdaBaHHA BiTaMiHy D.

docpop

Y XBOpHX i3 MOMipHUMHU MOPYIIEHHAME QYHKII1 HUPOK PEKOMEHAYETHCS NMEPIOAUYHO KOHTPOJIIOBATH
piBeHB (pocdopy y cupoBaTIli KPOBi.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

HasiBHi maHi mopmo 3actocyBanHst OcteoreHony BaritHuMH (Big 300 mo 1000 maIfieHTOK) cBim4aTh Ipo
BiICYTHICTh PO3BUTKY Mab(popMaliiii, a TAKOXK BiCYTHICTh TOKCUYHOTO BIIJIUBY Ha IJIif a0
HOBOHAPOOKEHOTO.

IocnimXeHHsT BeIUKOI KiTbKOCTI BariTHUX KiHOK, IO IIPUKXMAJIM COJIi Ka/lbllilo, CBiTYaTh PO
BifICYTHICTh HETaTHBHOT'O BIJIMBY Ha BaTiTHICTb, @ TAKOXK Ha 3[MOPOB’S IJI0fla a0 HOBOHAPOKEHOTO.

HocmigXeHHS Ha TBapMHaX He BUSIBUJIM PEIPOAYKTUBHOI TOKCUYHOCTI ITpemnapaTy (HOKIiHiYHi JaHi,
oflepKaHi IIpU MOBTOPHUX AOCIIAXKEHHAX 3 TOKCUYHOCTI, TeHOTOKCUYHOCTI Ta PENPOTYKTUBHOL
TOKCUYHOCTI, HE BUSIBUJIU [IOTEHI[INHOTO PU3UKY IJId 300POB’S JTIOANHU).

OcTeoreHOH MOXKHa 3aCTOCOBYBATH Y Iepiof BariTHOCTI ¥ pasi motpeodu.
Exckpellito 0CeIH-TiApOKCHAaTUTOBOI CIIONIYKX B MOJIOKO TBAPUH HE BUBYAJIH.

HocmimKeHHS Xap4oBUX 1006aBOK IIPOIEMOHCTPYBAJIH, III0 €KCKPELlis KaJbIliio Y TPYAHE MOJIOKO He
3MIHIOETHCS TIpH 30iNbLIIEHH] BXKUBAHHS KaJIbIlil0 y IIepiofl maKkTallii, HaBiThk ¥ XKiHOK, SIKi paHilie
OTPUMYBAJIX MaJio Kasblilo.

OcelH-TiIpOKCHanaTUTOBA CIIOIyKa, 30KpeMa Kasbllili, IOTEHIINHO eKCKPETYEThCA ¥ TPyIHE MOJIOKO
JKIHOK y HEeBEJIUKil KiJIbKOCTIi, OMHAK TepalneBTUYHi J03U IIpernapaTy He CIPUYUHSAITL HETaTUBHOTO
BIIJINBY Ha HOBOHAPOIKEHUX/HEMOBJIAT.

OcTeoreHOH MOXKHa 3aCTOCOBYBATH B Ilepiof] TOAYBaHHS TPYALIO.

®epTunbHicTe. [JocHimKeHHS Ha TBAPHHAX CBig4YaTh MO BiiCYyTHICTb MpIMOTo abo 0II0CepenKoBaHOTr0
HETaTUBHOTO BIJINBY Ha (DEPTUJIBHICTD YOJIOBIKIB Ta XKiHOK.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.



He BrimuBae.

Cnoci6 3acmocyeaHHss ma do3u.

TabmeTKy NpUiiMaTH BHYTPIMIHBO, 3allMBal0YM HEBEJIMKOIO KilTbKiCTIO BoAu, 6aXKaHo IIif 9ac
IpUUMaHHSA 1XKi.

Hopocai:

- IIPY OCTEOTIOPO3i MpuiMaioTh Bif 2 0 4 TabneTok Ha f00y (B OKpeMHX [A03ax 3a 2 IPUNHOMHU); TIpU
BHpaxkeHOMY OCTeOII0PO3i 03y MOXKHa 301/IbIINTH 3a PillleHHSIM JIiKaps;

- B iHIIMX BUMafKax MpUiMaioTh 1o 1-2 tabneTku Ha H00y.

Kypc nikyBaHHs BU3HA4a€ JIikap iHAUBiyaIbHO, 3aI€3KHO Bil XapakKTepy Ta rnepebiry 3axBopIOBaHHS.

Himu.

OcTeoreHOH NMpuU3HAYalOTh OiTSM BiKOM Bifi 6 POKiB. 3ayieKHO Bifi BiKy malli€eHTa Ta #oro notpebu y
KaJIbIfiio JTikap npusHavae fo60By g03y 1-2 TabneTKy.

Ilepedo3yeanHns.
[Iepeno3yBaHHSI OCTEOT€HOHY MaJIOMMOBIpHE.

HaBefeHi HUXKYe [aHi CTOCYIOThCS Iepefo3yBaHHs cojel Kanblito (6inbiie 2000 Mr Kasbllio Ha
noGy).

Cumnmomu nepedo3yB8aHHA: KJIiHIYHI CUMITOMY IIepeBakKHO [I0B'sI3aHi 3 TinepKaiblieMi€o i He €
crenudigyHUMH, 30KpeMa CIipara, IoJiypis, momiguIicis, HygoTa, 6/10BaHHS, 3HEBOMHEHHS OpraHi3my,
IiABUINEHHS apTepialbHOT0 THCKY, BA30MOTOPHI PO37Iafiv, 3a1op, BTpaTa aneTUTy, apuTMil,
cnabkicTh, HedhpoKanbIMHO3, HeposriTias, 0ifib y KiCTKaX, ICUXiYyHi 3MiHHU.

Y pited BimcyTHiCTH 30iMblIeHHST MacH Tifna / BigcTaBaHHS y (pi3MYHOMY PO3BUTKY MOXKE IepefyBaTh
yCiM 3a3Ha4eHUM CHMIITOMaM.

JIikysaHHA npu nepedo3yeaHHi: BimMiHa IIpelaparTy i BiTHOBIEHHS BOJHO-€JIEKTPOIITHOTO OanaHCy;
3aJ1eKHO Bifl TSIZKKOCTI TilepKaJsbIlieMil CIifl 3aCTOCOByBaTU HAiypeTHKH Ta/ab0 KOPTUKOCTEPOiaHn,
6ipochonatu, KanbUUTOHIH. [esKi MallieHTH MOXKYTh OTPeOyBaTH IEPUTOHEATLHOTO [Aiali3y abo
reMofianmisy.

ITo6iuni peakuii.

3anexkHOo Bifg yacToTu mMOoGiuHI peakilii po3mopineHi Ha Taki KaTeropii: myxe mommwupesi (= 1/10),
normmupeHi (= 1/100, < 1/10), Henommupesi (= 1/1000, < 1/100), pimko momupeHi (= 1/10000,
< 1/1000), moomuuoki (< 1/10000), 3 HeBimOMOI0 YAaCTOTOIO (HAasIBHI [faHi He Jal0Th 3MOTH OIIIHUTH



YaCTOTYy LIKX Peakiliii).

3 60Ky Mmemaboaizmy ma xapyyedHHA

3 Hegi0oMO0 Yacmomot: TiepKasbliypid, rinepkanblieMis (IpU TPUBAIOMY 3aCTOCYyBaHHI y
BHCOKHX J03aX).

3 6OK)Z W/AVYHKOBO-KUWKO0B8020 mMpaxkmy

3 HesidoMO10 Yacmomoi: IITYHKOBO-KUIIIKOBI PO3JIaiu, 30KpeMa HynmoTa, 0ilb y KKUBOTI, 3arop.

3 60Ky wkipu i niWKipHUX MKAHUH

3 HesidoMO0 Yacmomor: TimepuyTIUBiCTh, BKITIIOYa0UK CcBepPOixK, BUCHUITAHHS.

Tepmin npudamuocmi.

4 poxu.

YMmoBH 30epiraHHsi.

30epiraTtu B OpUriHaIbHIY YIAKOBI Y HEOOCTYIIHOMY IJIS OiTel MicIli Mpu TeMIepaTypi He BUIlle
25 °C.

VYnaxoBka.

ITo 10 TabneTtox y 6GiicTepi, 1Mo 4 GicTepu B KAPTOHHIN YIIAKOBIIL.

Kareropis Bigmycky.

3a pelLemnToM.

BupoOHUK.
[T'ep ®abp MenukameHT [IpomakiuH.

Pierre Fabre Medicament Production.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micls MpoBaIKeHHs HOTr0 Tis/IbHOCTI.

BUpoOHKYa finbHuLA [TpoxkidapmMm, Byn. Jlice, 45500 XKien, ®panis /



site Progipharm, Rue du Lycee, 45500 Gien, France.



