3ATBEP/J’)KEHO
Haxka3 MinicTepcTBa 0XOpOHH
310pOB’A YKpaiHu
20.09.2017 Ne 1116
PeecTpaniiine mocBigueHns
Ne UA/7210/01/02

IHCTPYKLIA
JJISE MEIMYHOT0 3aCTOCYBAHHSA JIIKAPCbKOI0 3aC00y

AJICHIPA®
(ALENDRA®)

Cknao:

oioua pevosuna. alendronic acid;

1 TabmeTka MICTUTh HATPIIO aJICHIPOHATY y epepaxyBaHHI Ha KUCIOTY aJIeHIpoHOBY 70 Mr;
00ONOMINICHI peyosuHu: TEII0JI03a MIKPOKpHCTaJlidHa, JJAKTO3M MOHOT1IPAT, HATPIF0 KPOCKapMeno3a,
MarHito creapat, KpEMHII0 A10KCU]] KOJIOIAHUN O€3BOIHUH.

Jlikapcbka popma. TabieTku.
OcHosHi ¢hizuxo-ximiuni eéracmugocmi: OBaJIbHI, ABOOIYKI TabyieTku Oijoro abo maiibke Oijoro
KOJIbOPY.

@®apmakoTepaneBTUYHA I'Pyma.
3acobu, 110 BIUIMBAIOTh HAa CTPYKTYPY Ta MiHepamizallito Kictok. Kon AT X M05B A04.

DapmakKon02iuni 1acmueocmi.

DapmakoouHamixa.

Hatpiro aneHnpoHaT HaleXuTh A0 Tpynu aminoOichochoHaTiB. € CHHTETHYHUM aHAJOTOM
npupogHoro mipodocdaty. [lpurniuye mnpenumitamiro Kamnblito Qocdary, OJOKye iHoro
TpaHchOpMAIliI0 B TIAPOKCHATIATHT, 3aTPUMY€E arperaiilo KPUCTaiB almaTUTy 3 YTBOPEHHSIM O1iIbII
BEJIMKUX KPUCTAJIB 1 TPHUCKOPIOE 3BOPOTHE  PO3YMHEHHS WX KpucTamiB. CelneKTHBHA [is
00yMOBJIEHa BHUCOKHUM CIIOpiTHEHHSIM OichocdoHaTiB 13 MiHEpaJbHUMH KOMIIOHEHTaMH KicTOK. [lie
K e(EeKTUBHUIM HETOPMOHANBHUN cHenuiyHUN 1HTIOITOP OCTEOKIACTONOCEPEIKOBAHOI KiCTKOBOI
pe3opoOi1tii. TouHi MeXaHi3MHU BOTO MPOIIECY 3’ ICOBaHI HE 70 KiHIA. BigHOBIIOE TO3UTHUBHUIN OaaHC
MDK pe3opOIi€l0 Ta BIAHOBIEHHSM KiCTKH. 30UIbIIye MiHEpaJbHY HIUIBHICTH KICTOK XpeOTa, Tasa,
copusie (OpMYBaHHIO KICTKOBOI TKAHWHU 3 HOPMAJbHOIO TICTOJIOTIYHOIO CTPYKTYpOKO. 3amoOirae
MOsIB1 HOBUX IMEPEJIOMIB KICTOK. 3HIIKY€E PIBEHb KaJbIIII0 B CHPOBATII KPOB1 32 PaXyHOK TaJIbMyBaHHS
KICTKOBOI pe30pOIlii Ta 3MEHIIIEHHS 3BUIbHEHHS KaJbIIiI0 3 KICTKOBOI TKaHWHU. KaabIii3HMKyBaJIbHA
Jisl TIperapary, OnoCcepeKOBaHa 32 paXyHOK MPUTHIYEHHS OCTEOKJIACTIB, CIIOCTEPIiraeThes yepes 1-
2 mHi.

Dapmaxokinemuxa.

Hatpito ameHapoHAT BCMOKTYETHCS Y IUIYHKOBO-KHMIIKOBOMY TpakTi Ha 25 %. AOconroTHa
OiomoctynHicTh Jis Tabsnetok (Bix 5 mo 10 Mr), mpuiiHATHX HaTHiecepie 3a 2 TOAWHM 0 inH,
ctanoBuTh 0,64 % nus xinok 1 0,59 % nis 4onoBikiB. biogocTynHicTh 3MEeHITYETHCS (MTPUOIM3HO
Ha 40 %) mpu mpuiiomi HATPilO alleHAPOHATY 3a MIBMOAMHHU-TOAMHY 10 3BHYAHHOTO CHIJaHKY.
biogocTynHicTh HaTpilo ajleHAPOHATY HE3HAYHA MpPU WOro MpUHOMI pa3oM 3 DKEK YM MPOTIroM
IBOX roAuH micis iqu. CyMicCHUN MpUHOM HATPIIO aJeHIPOHATY 3 IHIIMMH HAMOsIMU (B TOMY YHCIi
3 MiHEpaJbHOI BOJOK, KaBOK, aleIbCHHOBUM COKOM) 3HIKYE ioro 6iomoctymHicth Ha 60 %.
JocnipkeHHs, MpoBeeHl Ha TBapHUHaX, MOKa3alu, 10 IPH BHYTPIIIHEOBEHHOMY BBEACHHI B 7031
1 Mr/kr HaTpilO alleHAPOHAT TUMYACOBO PO3MOIIISETHCA Y M SIKUX TKAaHUHAX, ajie MOTIM IIBHUJIKO
nepeposnoxaingerses. IlomoBuHa abcopOoBaHOI 103W BHUBOAMTHCS, B OCHOBHOMY, HHUpPKaMu B
HE3MIHEHOMY BUTJIS/I MPOTSATOM 72 TOAWH, a PEIITa HAKONMUYYETHCS B KICTKOBIM TKaHWHI Ha
JOBTUH yac, eNiMIHYeTbCs AYyXe MOBUIBHO BHACHIAOK 3B’SA3KY 3 KICTKOBOIO TKaHHWHOM. [lepiof
HaIIBBUBEACHHS HATPIIO aJCHIPOHATY 3 KICTOK CTaHOBHUThH JIEKIJIbKA POKIB.



[Mpubmmzno 78 % aneHapoHaTy 3B’S3ye€Thbcsl 3 OlnKaMu TJa3MH 1 HE MeTaboJi3yeThes .
Konnentpariss npenapaTy B IJa3Mmi KpoBi He3HayHa (MeHIIE 5 HI/Mi) 1 3HHXKYeTbcs Ha 95 %
npoTIroM 6 TOIUH IICJIs BHYTPIIIHHOBEHHOI 1HPY3ii.

[Ticis ogHOPAa30BOr0 BHYTPIIIHHOBEHHOT'O BBENCHHS 10 MI ajeHApOHATY HOrO HUPKOBUH KIIIPEHC
cTaHoBMB 71 MJI/XB, a cUCTEeMHUI1 KJlipeHc He nepeBuIyBas 200 Mi/XB.

Kuainiuni xapakrepucTukm.

Iloka3zanns.

JlikyBaHHS MOCTMEHOMNAYy3aJbHOTO OcTeonopo3y. IIpemapar 3MeHmye pu3uk mepenomiB xpedTa Ta
CTErHOBOI KICTKH.

Ilpomunokazanns.

- IlinBuieHa dYyTJMBICTH A0 HATpil0 ajeHApPoHATy abo 10 Oyab-iKOTO IHIIOrO KOMIIOHEHTa
npenapary;

- MaTOJIOTis CTPaBOXOAY (CTpUKTypa abo axanasis), siki CIPUYMHSIOTH 3aTPUMKY €BaKyallii BMICTY
CTPaBOXOY;

- HEMOKJIMBICTb CTOSITH a00 CUIITH MPSMO MPOTIroM siK MiHIMyM 30 XB;

- IIOKAJILIIEMIS;

- TSDKKa HUPKOBA HEIOCTATHICTh (KJIIpEHC KpeaTuHIHY < 35 MII/XB).

B3aemooia 3 inmumu nikapcoKumu 3acodoamu ma inwi 6uou 63aEmooiil.

BcMokTyBaHHSL HATpilo ajeHAPOHATy MOXKE IMOPYILIYBAaTHUCA HPH HOro OJHOYACHOMY Hpuiiomi 3
DKero, HamosIMM (BKJIIOYAIOYM MIHEpalbHY BOAY), NpenapataMy Kajblilo (BKJIIOYAIOUM XapyoBi
JOMIIIIKK), aHTAUWJaMH Ta JAESIKUMH IHIIMMU [penapaTaMu Jjs MEepopajJbHOro 3acTOCyBaHHS.
[HTepBa)T MiXK MPUKEOMOM HATPiKO AJICHAPOHATY Ta IHIIUX JIKAPCHKUX 3acC00iB, SKI MPUHMAIOTh
BHYTPIIIHKO, TOBUHEH OyTH He MeHIe 30 xB (quB. po3ain «Crnocid 3acTOCYBaHHS Ta JO3H»).
Ecmpozenu

He BusBIEHO HEraTMBHMX HACHIJIKIB OJHOYACHOTO MPUHOMY alleHAPOHATy HATpPil0 Ta €CTPOTEH-
BMICHUX IIpenaparis.

Hecmepoioni npomusananwhi 3acoou (HI133)

[Tpuitom HII33 MoXxe COPUYUHATH TMOAPA3HIOIYHN BIUIMB HA CIU30BY OOOJOHKY HLTYHKOBO-
KHIIKOBOro TpakTy. CiiJl 10TpUMyBaTHCA 00EPEKHOCTI IIPU CyMICHOMY 3aCTOCYBAaHHI aJ€HIPOHATY
Hatpito Ta HII33.

Bynb-SKkuX IHIIMX JTiKapChKUX B3a€MOiH, K1 MalOTh KJIIHIYHE 3HAYEHHS, HE OYIKY€ETHCS.

Ocobueocmi 3acmocysanns.

Tlo6iuni peaxyii 3 60Ky 6epxHix 6i00iNi6 ULIYHKOBO-KUUKOB020 MPAKMY.

AJNeHApOHAT HATPIIO MOXKE CHPUYMHUTH MICII€BE MOIPAa3HEHHS CIM30BOT 000JIOHKH BEPXHIX BIIILIIIB
IITYHKOBO-KHIIIKOBOTO TpPakTy. OCKITBKM ICHY€ PH3UK 3arOCTPEHHS OCHOBHOTI'O 3aXBOPIOBAHHS,
HEOOXITHO 3 OOEpPEeKHICTIO TPU3HAYATH Mpenapar MamieHTaMm 13 aucdariero, 3aXBOPIOBaHHIMH
CTPaBOXOJY, FaCTPUTOM, TYOJEHITOM, BHPA3KOBOIO XBOPOOOI, a TAKOXX XBOPHUM, SIKI HPOTITOM
OCTAaHHBOTO POKY IIEPEHECIM TKKI 3aXBOPIOBAHHS IUIYHKOBO-KHUIIKOBOIO TpakTy (BHpa3Ka
IUTyHKa, TOCTpa IIJIYHKOBO-KUIIKOBA KPOBOTEYA, XIpypriuHi BTpy4aHHs y AUISHII BEpXHIX BIAJLIIB
IUTYHKOBO-KUIIKOBOT'O TPAKTY, 33 BUHATKOM HUIOPOIJIACTUKH).

[Tamientam 31 crpaBoxonom bappera mnpuszHauaTu npenapaT cCiiJf 1HAMBIAyaJIbHO 3a YMOBH
nepeBakaHHs OYiKyBaHOT KOPUCTI HAJl PU3UKOM.

OcCkinbKu MPUKOM Tpenapaty MO)XKe CIPHYMHUTH €30QariT (3amajeHHs CTPaBOXOAY), BHPA3KH YU
epo3ii CTpaBOXoay, AKi y BUHATKOBHMX BHIIaJKaX MOXYTb YCKJIQJHIOBATUCS IOSIBOIO CTPUKTYPH
CTPaBOXOAY, HEOOXiHO pETEeNbHO CIIOCTEpIraTH 3a BUHUKHEHHSIM OYJb-SIKUX IPOSBIB TAaKOTO
BIUIMBY. [Ipy BUHUKHEHHI TaKUX CUMIITOMIB SIK Aucdaris, 0i7b NpU KOBTaHHI, 3arpyAHUHHUH O1JIb,
nedis (BUHUKHEHHS Ieyil YM TOCUJICHHS MpPOSBIB ICHYIOYWOi medii) mpuiloM mnpenapaty Ciij
NPUIUHHUTY Ta 3BEPHYTHCS 0 JIIKapsl.

Pu3uk TSOKKHX OOIYHUX peakiiil 3 00Ky cTpaBOXOJy BHIIMIA y 0ci0, AKi He MPUUMAIOTh aJleHIpOHAT
HATpiI0 HAJIEKHUM YHMHOM Ta/ab0 MPOAOBXKYIOTh MpPUHMATH Mpenapar Micias IMOSBH CHMIITOMIB
MOJPa3HEHHs] CIU30BOi OOOJIOHKM CTpaBoxoay. ToMmMy Mali€HT MOBHHEH CTPOro JOTPUMYBATHCS



MAali€EHTOM PEKOMEHJAIIN JKaps HI0I0 JO3YBAaHHS Ta MPaBWI MPUMOMY Mpemapary (AUB. PO3MALI
«Crnocib 3acTOCyBaHHS Ta JI03H»).
Xoua y JopeecTpalifHOMY Tepiolli He OyB BHUSBJICHMH MiJBHUINCHUNA PU3UK BUPA3KOBOI XBOPOOH
NUTYHKA Ta JBAHAILATUIIAIO] KUIIKH, B MICIIPEECTpAIifHOMY Tepio/ii OBIJOMIISIOCS PO PiIKiCHI
BUTIAJIKH JJAHUX 3aXBOPIOBAHb; JIESKi 3 HUX MaJIM TSHKKUH 1epedir 3 yCKIIaJHeHHIMHU.
Ocmeonexkpos wenenu
VY ninomy, ocTeoHekpo3 Iienenu OyB MOB’sI3aHUM 13 BUAAICHHSAM 3y0a Ta/abo0 HAsIBHICTIO MiCIIEBOT
iHbekii (y TOMy 4YHCII OCTEOMIENITY), Y OHKOJOTIYHHMX XBOPHUX, SIKi OTpuMyBaimu OicdochonaTn
BHYTPIIHOBEHHO. BUIBIIICTE 13 NHMX XBOPHUX OTPUMYBAIM XIMIOTEpaneBTHYHE JIKyBaHHI Ta
3aCTOCOBYBAJIM KOPTUKOCTEPOiH. BUMaakn oCTEOHEKpO3y ILENenH TaKOXK PEeCTPyBAJIUCS y MAIIEHTIB 3
0CTEOINOPO30M, SIKi 3aCTOCOBYBaJM OicochoHaT mepopasibHO.
[Tpu omiHIi 1HAMBIAYaNIbHOTO PU3MKY BUHUKHEHHS OCTEOHEKPO3y IIeNeNy CJiJ BpaxOBYBaTH HACTYIIHI
(baxTOpu pU3HKY:
- cuna gii 6ichocdonary (HaliBHIA y 30JEIPOHOBOI KHCIIOTH), IUISIX BBEACHHS (IWB. BHINE) Ta
KyMYJISITHBHA J103a;
- OHKOJIOTIYHE 3axXBOPIOBaHHS, XIMIOTepallis, padioTepamiss, KOPTUKOCTEPOiAH, 1HI10ITOpU
aHTiOreHe3y, MaJliHHS;
- OOTsDKEHUH CTOMATOJIOTIYHMHA aHaMHE3, HEBIJIIMOBiJIHA Tiri€Ha POTOBOI MOPOXHWHHU, 1HBA3WBHI
CTOMATOJIOT1YHI TPOLIEYPH, HEIOCTATHRO IIJIbHE MPHIIATaHHS 3yOHUX MTPOTE3iB.
[TamieHTaM 13 HE3aJOBIJIBHUM TITI€HIYHMM CTaHOM IOPOXKHUHU poOTa Iepel MOYaTKOM JIIKYBAHHS
OicochonatamMu HEOOXITHO MPOWTU OIJIAJ y CTOMATOJIOra Ta OTPUMATH BIANOBIIHY NPOQLIAKTHUHY
cTromaToJioriyHy pgomomory. i yac JiKyBaHHS TaKUM XBOPUM HEOOXIJHO NMPU MOXKJIMBOCTI YHUKATH
1HBa3MBHUX CTOMATOJIOTIYHUX BTPY4aHb.
YV XBOpUX, Y SIKHX PO3BHBAETHCS OCTCOHEKPO3 IIEINICIHN ITiJ1 Yac MPOBEICHHS JIIKyBaHHs OicdocdoHaramu,
CTOMATOJIOTIYHI XIpYpriuHi BTpy4aHHs MOXKYTh TIJIbKH MOTiPIIATH cTaH. Hemae 101aTKOBUX TaHHUX IIOJ10
3MEHIIEHHS PHU3UKY OCTEOHEKpO3y MLienenu npu BiaMmiHi OicdochoHaTiB y XBOpUX, SIKUM HEOOXITHE
CTOMaToJIOTiYHe BTpydaHHs. KUiHIYHMIA BHCHOBOK ILlO/I0 JIIKYBAaHHS NAl[i€HTa pPOOMTHCS Ha MIICTaBl
IHIMB1TyaJIbHOI OI[IHKY CITIBB1THOIIIEHHS! KOPUCTH/PU3HK.
[Tin ugac Tepamii OicochoHaramMu BCi Mali€HTH TMOBUHHI MIATPUMYBATH HANEKHHHA CTaH Tiri€HU
HOPO)XKHUHU pOTa, TMPOXOAUTU PEryJsipHUX OIJISI y CTOMAroyiora i MOBIIOMISTH NHpo Oyab-siki
CHUMIITOMHU 3 OOKY 3y0iB (011h, HAOPSK, PYXJIUBICTH 3y0a).
OcmeoneKkpo3 308HIUNHbO2O CTYX0B8020 NPOXOOY
[ToBimomJsiocss TPO BUMAAKH OCTEOHEKPO3Yy 30BHIIIHBOIO CIYXOBOTO MPOXOAY TWpH Tepamil
6icochonaTamu, TOJIOBHUM YHHOM Y 3B 3Ky 3 TPUBAJIMM IepiogoM JiKyBaHHs (AuB. po3ain «[loGiuni
peakiii»). Jlo MOXIMBUX (aKTOPIB PH3UKY BHHUKHEHHS OCTCOHEKPO3Y 30BHIIIHBOTO CIYXOBOT'O
NPOXOJy HAJIEXaTh Tepallis CTEPOiTHUMH TOPMOHAMH Ta XimioTepartis, Ta/abo MiclieBi (aKTOpH pU3HKY,
Takl K 1H(pekuis ado TpaBma. BiporiiHicTb po3BUTKY OCTEOHEKPO3Y 30BHIIIHBOIO CIYyXOBOI'O IPOXOAY
CITiJT OLIIHUTH Y TAIIEHTIB, sIKI OTPUMYIOTh OicochoHaTH Ta MaIOTh CUMIITOMH 3 OOKY Byxa (0116 y Byci
YW BUJIJICHHS 31 30BHIIIHBOT'O CIIYXOBOI'O MTPOXOAY Ta XPOHIYHI iH(EKIii Byxa).
CkenemHo-m ’sa308uii Oinb
3adikcoBaHo O11b Y KiCTKaX, cyriaodax 1/ado M’si3aX y XBOpHX, 5IK1 3aCTOCOBYBau Oichochonartu. ¥
PIAKICHUX BHUIMaJKaX III CUMITOMH OyMW TSKKHMH Ta/a00 BIUIMBAJIM Ha 3/1aTHICTh BUKOHYBATH
MOBCSAKAEGHHY pobory. Yac Big mowaTky JikyBaHHs OicocoHaramMu 10 TOSIBU CHMIITOMIB
KOJIMBABCSI BiJ OAHOTO JHS 1O NEKUIBKOX MICSIB. Y OUIBIIOCTI XBOPUX IOJIETIIEHHS CHUMIITOMIB
HACTABAJIO MICIIl MPUIMHEHHS JiKyBaHHS. [IOHOBJIEHHS CHMITOMIB BHUHHUKAJO IMPH MOBTOPHOMY
3aCTOCYBaHHI TOT'O K CaMoro Impernapary ado iHmoro 6icgocdoHary.
Amunogi nepenomu cmezHo80i Kicmku
[ToBimomiisiyiocst MPO ATUIOBI MEPENIOMHM CTETHOBOI KiCTKM (IMIABEPTIIIOrOBUHM Ta AiadizapHuil) y
MAII€HTIB, Kl OTpuMyBaiu 6icochoHaTH, 0COOIUBO NP TOBTOTPUBATIOMY JIIKyBaHHI OCTEOIOPO3Y.
JlaHi mepenoMu MOXYTh BUHHKATH Y OYAb-IKOMY MiCIli B3JIOBX CTErHOBOI KiCTKM (Ha MIUISHIN Bij
MaJioro BepTIIora A0 HaJBHPOCTKIB) IiC/IsS MiHIMaIbHOI TpaBMH un Oe3 Hei. Jleskux maiieHTiB 10
BUSIBIICHHSI TIEPEIIOMY MOXKE IIPOTSATOM MEBHOTO Yacy (Bi JAEKIIbKOX THXKHIB JI0 AEKUIBKOX MICSIIIB)
TypOyBaTu BiguyTTS OOMI0 Yy AUIAHLI cTerHa a0o y NaxBMHHIA AusHLI. YacTo mepernomMu €
nBoOiUHMMH. ToMy mpuM BHUSBIICHHI y Talli€HTa, sSKud orpumye Oichochanaru, niadizapHoro
nepesoMy B OAHIM KiHIIBLI HEOOXIAHO OIJISIHYTH 1HIIY JUIs oro BukitoueHHs. Ciii BpaxoByBaTH,
IO Taki MEPeJIOMH MOTaHO 3pOCTalOThCS. ToMy pillleHHS [OJ0 NUPUIIMHEHHS 3aCTOCYBAaHHS



OicdocdoHaTiB MalieHTAaMM 3 M1JI03POI0 HA aTUIIOBI MEPEJIOMHU CTETHOBOI KICTKU MpHUIMae Jikap Ha
MIJCTaBl 1HAMBITYaTbHOI OIIIHKK CITIBBIIHOIIEHHS KOPUCTh/pU3UK. KpiM TOro, iy peKOMEHayBaTh
namieHTaM, siKi OTpUMYIOTh OicdocdoHaTu, Biapa3y MOBIIOMIISATH JIIKAPO Mpo OLIb Y MUISHIN Maxy,
cTerHa abo KyJbIIOBOro cyryiooa. I1py mosBi TAKUX CUMIITOMIB MAIi€EHT MOBUHEH OYTH OOCTEXEHUI
00 MEPEIOMY CTErHOBOI KICTKH.

Tsoicxi nobiuni peaxyii 3 60Ky WKipu

VY micnspeectpamiitHoMy mepiofi 3adikCOBaHO BUHUKHEHHS TSKKHX MOOIYHMX peakiii 3 OOKy
IKipH, BKIIFOYatouu cuHapoM CriBeHca-/[>)KoHCOHA 1 TOKCUYHUH emifepManbHUN HEKPOITi3.

IIponyck nputiomy npenapamy

[TarienTa cimij mMONepennuTH, M0 y BUIMAJKY MPOMYCKY MPUHOMY ITpernapary HeoOXiqHO IpHHHSTH |
TaOJeTKy BpaHI[l HACTymHOro mHs. Hanmami mpomoBXyBaTH HpUHOM SIK 3BHYAHO — HACTYITHY
TabJIeTKy 3aCTOCOBYBaTH B TOH JeHb, KUl OyB OOpaHUi IJs HpuUiioMy 13 caMOro MoYaTKy
JikyBaHHS (qUB. po3ain «Croci0 3acTOCYBaHHS Ta TO3U»).

Huproea neoocmammuicmo

AJeHpOoHAT HATPIIO MPOTUIOKA3aHUM MAaIlEHTaM 13 TSHKKOK HUPKOBOKO HEJOCTATHICTIO, 30KpemMa
IpHU KJIipeHcl kpeaTuHiHy < 35 mur/xB (auB. po3ain «IIporunokazanusy).

Minepanvruti 06Min ma 2inoxaibyiemis

Heo0xigHo 3BepTaTH yBary Ha iHIII MOXJIMBI IPHYUHH OCTEONIOPO3Y, OKPIM JAe(IIIUTy €CTPOTEeHIB Ta
BikoBi 3MmiHW. Ilepen mowyaTkoM Teparmii aJeHAPOHATOM HATPil0 HEOOXITHO BIIKOPUTYBATH
rimokanbifiemito (auB. po3ain «lIpotumokazanus»). Takox HEOOXiMHO €(PEKTUBHO JIIKYBATH 1HIII
po3saau MiHepajabHOro oOMiHYy (Taki sk aediuut Bitaminy D Ta rimomapatupeoinusm). Y XBopux 13
TaKMMU CTaHAMH II1J] 4ac JIKyBaHHS IPenapaToM HEOOX1THO CTEXKHUTH 3a PIBHEM KaJIbLII0 CHPOBATKU
Ta CHMIOTOMAaMH TIIOKaILIIIEMI].

Yepes 30imbleHHsT MiHepaizallii KiCTOK ITiJi BIUIMBOM aJICHAPOHATY HATPII0 MOXKE PO3BHHYTHCS
rinokanpiriemis Ta rinmodocdaremis, 0COOJIMBO y XBOpPHX, SKI NPUKUMAIOTh TIHOKOKOPTHUKOIIH
(BHACTIIOK 3HVKEHHS BCMOKTYBAHHS KaJbI[if0). 3a3BUYail TiMOKAIbIiEMis HE3HAYHO BHPa)KeHa i3
0e3cuMnTOMHUM mnepedirom. PazoM 3 TUM MOXyTh 3ycTpiuaThCs BHIAJKHU TINOKaJbLIEMII 3
KJIHIYHOK CHMIITOMATUKOK (B JCSIKMX BHMAAKaX TsHKKOI (Gopmu), Hacammepen y XBOpUX 13
dakTopaMu PU3HMKY MOPYIIEHb MeTadodi3My Kalbllilo (HAMpUKIaA, Timomapatupeos, AedimuT
BiTaminy D, manpabcopOiris/mopyIieHHs: BCMOKTYBaHHS Kalibllit0). ToMy 3a0e3nedeHHs: JOCTaTHbOTO
OpUOMYy KalbIlifo Ta BiTamMiHy D € 0COOJMBO BaXKJIMBUMHU JJs XBOPHUX, SIKI NPUHAMAIOTh
TITIOKOKOPTHKOIIH.

Jlonomidicui peuosunu

[lpenapar wmictute nakTo3y. Skmo y Bac BCTaHOBIIEHO HEMEPEHOCUMICTh JIESKUX IIYKPIB,
IIPOKOHCYJIBTYHTECS 3 JIIKapeM, IEPII HIXK IPUIMAaTH 1€l JIikapchbKui 3acio.

3acmocyeanns y nepioo eacimnocmi abo 200y8aHHs 2py00io.
[IpenapaT NpoOTHITIOKA3aHUH Y TEPiOJl BariTHOCTI Ta TOAYBAHHS IPYIIIO.

30amuicme énaueamu Ha WEUOKICMb peakyii npu Kepy8awHi aA8MOMPAHCNOPMOM ab0 HWUMU
MEXAHIZMAMU.

He cnocrepiranocs BIUIMBY ajleHAPOHATY HATPIilO Ha 3/1aTHICTh KEpyBaTH TPAHCIOPTHUMHU 3aco0aMu
Ta MexaHi3mMamu. [IpoTe meBHI moOI4HI peakiii, Mpo SKI MOBIJOMISETHCS IPHU 3aCTOCYBaHHI
npenapary, MOXKYTh BIUIMHYTH Ha 3/IaTHICTh JEIKUX XBOPUX KEepyBaTH TPAHCIOPTHUMHU 3aco0aMu
abo MexaHi3MaMu. [HIMBIAYyalIbHI peakilii Ha aJICHIPOHAT HATPIF0 MOXKYTh OYTH PI3HUMHU.

Cnocio 3acmocyeanns ma 0o3u.

PexomennoBana no3a: 1 tabnerka 70 mr 1 pa3 Ha THKICHB.

OnTuManeHa TPUBATICTh JIKyBaHHS ocTeonoposy OicdocoHaTamu He BCTaHOBJEHA. PimieHHs mpo
HEOOXIHICTh MPOJOBKEHHS JIKyBaHHS aJICHAPOHATOM HATPII0 NMPHIMAaE JKap 1HIWBIITyalbHO IS
KO)KHOTO TMaIli€HTa Ha IMiCTaBl MEPIOJUYHOI OIIHKH CIIBBIIHOIICHHS KOPHCTH/pU3UK (0COOIMBO
miciist 5-Tu Ta OLIbIIE POKIB 3aCTOCYBaHHSI ITPEMapary).

Tabnerky HE0oOXiTHO MpHUIMATH 3 BOJOIO IIOHaKMeHIIe 3a 30 XB 10 MepUIOro NpuidoMy 1Ki, HAarmo
abo0 1HIIUX JIIKapchKUX 3aco0iB. [HII Hamoi (BKJIOYal0YM MiHEpaJbHY BOAY), DKa 1 JesdKi JIKapchKi
npernapaTd MOXYTh CIPHSITH 3MEHIICHHIO BCMOKTYBAaHHS alICHIPOHATY HATpito (IMB. PO3ILT
«B3aeMonist 3 IHIIMMU JIIKAPCHKUMHU 3aCO0AMHU Ta 1HII BHIU B3aEMOJIIi1»)



IlJob nonecwumu nompanianus npenapamy y WIYHOK [ MAKUM YUHOM 3SMEHUWUMU 1020
NOOPA3HIOBANLHULL 6NIUE HA CAU308Y OOOJOHKY DOMOBOI NOPONICHUMHU, 2IOMKU MA CMPABOX00y,
HeoOXiOHO:

- NpuiMaTH Tpernapar, 3aluBalOYM CKISHKOW Boau (He wmeHme 200 Mi), BpaHIl Micis
npoOYIKEHHS;

- HE pOIPKOBYBATH TaOJIETKy uUepe3 MOXKIIMBICTb BUHMKHEHHS BUPAa30K POTOBOI MOPOXKHUHHU Ta
TJIOTKH;

- IepIIii TeHHui npuiiom ki — e yepe3 30 xB micis npuiioMy TabIeTKH;

- TIiCJISI MPUIIOMY TaOJIETOK MAIlieHTaM He CJIiJ JiexaTH moHaiMenne 30 xB;

- IpenapaT He MOKHa IpUHMaTH TIepesi CHOM abo J10 paHKOBOTO MiHOMY 3 JIKKa.

InTepBan Mk NpuUiloMOM alleHAPOHATY Ta IHIIMX JIIKIB, Kl NMPHUIIMAaOTh BHYTPILIHHO, MOBHUHEH
CTaHOBUTH SIK MiHIMYM 30 XB.

JonatkoBo HEoOXiHO MpUMMAaTH Kajiblii Ta BiTaMiH D, SKIIO NpHIiOMY IIUX PEYOBUH 3 DKEIO
HEI0CTAaTHBO.

Cnin npuiiMaté mpenapaT B OAMH 1 TOM ke caMuil JeHb TWXHA. [Ipu BuUnagkoBOoMy HpPOIYCKY
npuiioMy mnpenapary HeoOXiaHO mnpuiiHATH 1 Tabierky BpaHLl HacTynHoro nHsA. Hanami
IPOJOBXKYBAaTU MPUHOM SIK 3BMUAHO — HACTYNHY TaOJEeTKy 3aCTOCOBYBAaTU B TOW J1€Hb, SIKMH OyB
oOpaHu#l I TPUHOMY 13 CaMOT0 TTOYATKY JIIKYBaHHS (IUB. po3ia «OCOOTMBOCTI 3aCTOCYBaHHS).
3acmocyeanns nayienmam AimHb020 GIK).

Hemae HeoOX1AHOCTI KOpUT'yBaTH 403y AJI XBOPUX JITHHOIO BIKY.

Hupkoea neoocmammuicmeo.

Jlns xBopux, KJIIpeHC KpeaTUHIHY y SIKUX Ouiblie 35 Mil/XB, HeMa€e HeOOX1IHOCTI KOPUTYBATH J103Y.
XBOpHM, KJIIpEHC KpEaTUHIHY B SIKUX MeHLIe 35 MJI/XB, IPUHOM alleHJpOHATy HE PEKOMEHY€EThCS Y
3B’SI3KY 3 BIICYTHICTIO JIOCBIJly 3aCTOCYBaHHS IIpenapary JJis JiKyBaHHS TAKUX XBOPHUX.

He nmocmimkyBanace  Jis  mpemapaty Hpd  JIKYBaHHI  OCTEONMOPO3y,  CHPHUYHMHEHOIO
KOPTUKOCTEPOiNaMu.

Jimu.

He 3actocoByBatu miTsimM Bikom 10 18 pokiB.

Ilepeoo3ysanns.

Cumnmomu: rinokameliemis, rinmodocdaremis Ta moOiuHI peakuii 3 OOKy BEpXHIX BIAILTIB
IIJTYHKOBOTO TPaKTy (po3iax GyHKIT HUTYHKa, Tedisi, €30(ariT, TacTpuT ab0 BUpa3Ka IITyHKa).
Jlixyéanus: 1isl 3B’SI3yBaHHS aJICHAPOHATY Tpeda BUIMTH MOJOKO ab0 MPUHHATH aHTAUIu. Y
3B’SI3KY 3 PU3UKOM IOAPA3HEHHs CTPABOXO/y HE CIIil BUKJIMKATH OJIOBAHHS, MMAIlIEHT TAKOXK IIOBUHEH
30epiraTu BepTUKAIILHE MTOJTOKCHHS.

I o6iuni peaxuit.

3 oKy iMyHHOI cucmemu. Peaxilii TiMepYyTIAUBOCTI, BKIIOYAIOUN KPOITUB IHKY, aJepriyHi peakiii Ta
AHT1OHEBPOTUYHHUI HAOPSIK.

3 60Ky Hepg0o60i cucmemu: TOJOBHUW Oi7b, 3allaMOpPOUYEHHS, MOPYIICHHS CMaky (Tipkuii abo
HE3BUYHUI MPUCMAK Yy POTI MiCis NpUIloMY ITpenapary).

3 60Ky opeana 30py: yBEIT, CKIEPUT, €I1CKICPUT.

3 6oky opeama cayxy ma piénosacu: BEPTUTO, OCTEOHEKPO3 30BHIIIHBOTO CIYXOBOTO MPOXOIY
(HaJIKHUTH 10 TOOIYHKMX PeakKiliid, XapaKTepHUX 11 0ichochoHaTiB).

3 60Ky wayHKOBO-KUWKOB020 mpaxmy. OUIb y >KHBOTI, IHCIIENCIs, 3amop, aiapes, METEOpHU3M,
BHPa3KH POTOBOI MOPOXKHWHH, TJIOTKM Ta CTPABOXOMY, AMC(Aris, HAMPYKCHHS CTIHKA YEpPEBHOI
MOPOKHUHU, II€Yis, perypritaiisi LUTYHKOBOTO BMICTY, HYAOTa, OJIOBaHHS, racTpuT, e30(arir,
epo3isi  CTPaBOXONY, CTPHKTYPH CTpPaBOXOAY, Iepdopallis, BHpa3Ka, KpOBOTeYa HLTYHKOBO-
KUIIKOBOTO TPAKTY (B TOMY YHCIIi pOTOBOI MOPOKHUHH, TIIOTKH, CTPABOXOY, IUTYHKa), MEJICHA.

3 6oky wKipu ma niowKipHoi mkanuHu: BUCHUIIAHHS, CBEPODK, epuTeMa (TTOYEpBOHIHHS); BUCHIIAHHS,
10 TOCHIIOIOTHCS TiJ BIUIMBOM CBiTHa (peakmii (OTOUYTIAMBOCTI); TSDKKI IIKIpHI peakiii,
BKIIIO4aroun cuHapoM CriBeHca-/[PDKOHCOHA 1 TOKCHYHHMU ermiiepMajbHANA HEKPOJIi3; BUIAMiHHS
BOJIOCCS (QJIOTIeIis).

3 boky onopHno-pyxoeoi cucmemu ma cnonyuHoi mxawunu: O1Nb y KICTKax, M's3aX 4u Cyrjiooax,
OCTEOHEKPO3 1IEJIENH, ATUIIOBI IEPEIOMU CTETHOBOI KICTKH, HAOPSIKU CyTrio0iB.



Memaboniuni po3naou’: TINOKAJIbIIEMIS 3 BIAIOBIAHUMHU KJIIHIYHUMH CUMIITOMaMHU, YacCTO y 3B'A3KY 3
HasIBHICTIO TPOBOKYIOYHX (DaKTOPIB.

3acanvui poznadu: CKOPOMUHYYI CUMITOMH (O171b y M's3aX, HE3y)KaHHS 1 B PIAKICHUX BHUITQJKaX —
rapsiuka), ki BAHUKAIOTh 3a3BUYail Ha TIOYATKY JIKyBaHHs, aCTeHis, mepudepruyHi HaOpSKH.
Hocnioxcenns: rinokanpiiemis, rimodpochaTemis (npu JikyBaHHi aneHgpoHatoM 10 Mr/kr Ha 100Y).

Tepmin npuoamnocmi. 3 poku.

YMoBHu 30epiranns.
30epiratu pu TemnepaTypi He Buiie 25 °C B opUriHaNbHINA YITaKOBIII.
30epiraTi y HEIOCTYITHOMY AJI JITEH MicIli.

Ynakoska.
ITo 4 Tabnerku y 6mictepi. [To 1 6micTepy y KapTOHHIH yIaKkoBIIi.

Kareropis Binnmycky.
3a peuenTom.

BupooHuk.
KYCYM XEJITXKEP [IBT JITJ/
KUSUM HEALTHCARE PVT LTD.

Micue3HaxoakeHHsl BUPOOHHKA Ta HOro agpeca Micusi NPOBAJKeHHH AiAIbHOCTI.
CII-289 (A), PIIKO Iunactpian apea, Yonanki, bxiani, licr. AnBap (Pamxkacran), [amis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

JlaTa 0CTAHHBOTO MeperJasmay.



	ІНСТРУКЦІЯ
	- Підвищена чутливість до натрію алендронату або до будь-якого іншого компонента препарату;
	- неможливість стояти або сидіти прямо протягом як мінімум 30 хв;
	- гіпокальціємія;
	- тяжка ниркова недостатність (кліренс креатиніну < 35 мл/хв).

