IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BougiBa®

(Bonviva®)

Cknao:
ditoua pevosuHa: ibandronic acid;

1 TabmeTKka, BKpHTa IIJIiBKOBOIO 000JIOHKOI0, MiCTUTh ibaHAPOHOBOI KuciaoTu 150 Mr y dhopmi
HaTpito ibaHApOHaTy MOHOTiApaTy 168,75 Mr;

donomidicHi peyosuHu: oBimoH K25; makTo3a, MOHOTIIpaT; HEeJ0I03a MiKPOKPUCTAJiuHa;
KPOCIIOBi[IOH; KMCJIOTa CTeapuHOBa 95; KpeMHilo mioKcunm KomoimHui 0e3BOOHNUM; IiBKOBa 000I0HKA:
rimpomeno3sa, TuTany giokcup (E 171), tansk, makporosn 6000.

Jlikapcbka popma. TabneTky, BKPUTI IIiBKOBOIO 000JI0HKOIO.

OcHosHi (pi3uko-xiMiuHi 81acmusocmi: TabneTKu moBractoi ¢hopmu, Bixm 6ioro mo mMaiixke 6imoro
KOJIbOPY, 3BepXY BimOuTOoK BNVA, 3uHH3Y - 150.

dapMakoTepanmeBTHYHA rpymna. 3aco0w, 110 3aCTOCOBYIOTHCS [JIsS JTiKyBaHHS 3aXBOPIOBAHHS
KicTok. 3aCc00H, III0 BIIJIUBAIOTh Ha CTPYKTYPY Ta MiHepaJi3alliio KicTok. bichocdonaTu.
Kucnora ibaHOpPOHOBA.

Koo ATX M05B A06.

dPapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.
MexaHi3Mm pil

[6aHIPOHOBA KUCJIOTA - BUCOKOAKTUBHMM a30TOBMicHUY OichochoHaT, IKUM CeIeKTUBHO Mi€
Ha KiCTKOBY TKaHWHY i CIelu(pigyHO IPUTHIYYE aKTUBHICTh OCTEOKJIACTiB Ta HE Ma€ IPSIMOTO
BIIJIMBY Ha (OPMYyBaHHS KiCTKOBOI TKaHWHU. [IpemnapaT He BIJIMBAE Ha IIPOIEC ITOMOBHEHHS
IIyJTy OCTEOKJIACTiB. Y XKiHOK y Iepiof MeHomay3u ibaHApOHOBa KUCI0Ta 3HUXKYE IiIBUILIEHY
IIBUAKICTH OHOBJIEHHS KiCTKOBOI TKAaHUHU [0 PiBHS IIpPeMeHOTay3H, 10 MPU3BOAUTH 10
IIPOTPECUBHOTO 30i/IbIlIeHHS KiCTKOBOI MacCH i 3HMKEHHS YaCTOTH IIepPesioMiB.



dapmakomvHaMiuHi epekTH

dapMakoguHaMiyHa fisl i0aHAPOHOBOI KUCJIOTH TIOJISTAE Y MIPUTHIYEeHHI KiCTKOBOI pe30op0Oiril.
In vivo ibaHIPOHOBA KUCJIOTA IONEPeIKa€e KiCTKOBY NECTPYKIIii0, CIPUYUHEHY
eKCIIepuMeHTaIbHO 6JTI0Kamor0 QYHKIIii CTaTeBUX 3a7103, PETUHOIOAMHY, IyX/IMHAMH Ta
eKCTpakKTaMu MyXJIMH. Y MOJIOAUX (IIBUAKO 3POCTAI0UMX) IIyPiB TAKOXK CIIOCTEpiragacs
pe30pO11ist KiCTOK, 110 MPU3BOAUIIO A0 30i/IbIIeHHSI HOPMaIbHOI KiCTKOBOI MaCH IIOPiBHSHO 3
TBapHWHAMH, SKi He OTPHMYBallU TiKyBaHHS.

TBapuHHI MofIeNi MATBEPOKYIOTH, 1110 iI0AHIPOHOBA KUCJIOTA € BUCOKOIOTYXKHUM iHTi6iTOpOM
AKTUBHOCTI OCTEOKJIACTiB. Y LIypiB, fAKi POCTYTh, HE CIIOCTEPIrasocs 03HaK MOPYILIEHHS
MiHepari3allil HaBiTh IIPX 3aCTOCYBaHHi ¥ H03aX, 110 MepeBuIIyoTh Oinbire HiK y 5 000 pasis
mo3y, siKka HeoOXigHa [JIs JTiKyBaHHS OCTEOII0PO3Y.

[[TomeHHe HOBroTpuBaje 3aCTOCYBaHHS i TepioAuYHE 3aCTOCYBaHHS (Yepe3 TpuBasli
iHTepBasK) MPOTITOM TPUBAJIOTO YacCy Yy IIypiB, co0aK i MaBIT acOIlil0BalIOCS 3 YTBOPEHHSIM
HOBOI KiCTKM HOPMaJIbHOI SIKOCTi 3i 30epexkeHHsIM ab0 MiIBUIIIEHOI0 MEXaHIYHOI CUII0I0
HaBITh IIPX 3aCTOCYBaHHI B TOKCUYHOMY [iara3oHi.

EhekTuBHICTh IOOEHHOTO i MEPIOUYHOTO BBEIeHHS i0aHIPOHOBOI KUCIIOTH 3 iHTEPBAJIOM
Mix go3amu 9-10 TuxkHIB OyJia miATBepAXKeHa B KJliHiYHOMY gocnigxkeHnHi (MF 4411) 3a
y4acTIO JTI0fIeH, Y X0 SKoro ibaHapoHOBa KUCJIOTA MMPOAEMOHCTPYBaja eheKTUBHICTD IIOA0
IoIepeaXKeHHsI BUHUKHEHHS [IePeIOMiB.

Y TBapMHHUX MOAeNsax ibaHAPOHOBa KMCI0Ta IIPU3BOAUTD N0 OioXiMiuHMX 3MiH, 110 CBiTYaTh
IIPO N0303ajiexkHe MPUTHIYeHHS pe30p01il KicTKOBOI TKAHMHM, BKITIOUAIOUYN 3HUKEHHS PiBHS
6ioxiMiuHMX MapKepiB Jerpafaliii KicTKOBOTO KOJIareHy B Cedi (TaKux sK
NEe30KCUNIIPUONHOIIIH Ta IlepexpecHo 3MuTuil N-TeJlonenTun Kojaareny I tumy).

Y mocnipxeHnHi 6ioekBiBaneHTHOCTI | pa3u, sKe TPOBOAUIN 3a YUacCTIO 72 XKIiHOK Y
IIOCTMEHOIIAy3i, MallieHTKH OTPUMYBaJIX [IepopaibHO mpemnapaT bouBiBa® 150 Mr koxHi 28
nHiB (Bchoro 4 mo3u). YV 1boMy HocCTigKeHHi OyJi0 BUSBIEHO, 1110 3MEHIIEeHHS KOHIIeHTpallil
nepexpecHo 3muTtoro C-tenonentuny Konareny I tuny (CTX) B cupoBaTiii KpOBi CIIOCTEPIranocs Bxe
B Iepii 24 TOOWHYU MiC/Is IPUUOMY NepIlol Jo3u (B cepegHboMY Ha 28 %), a cepeHe MaKCUMaJlbHe
3HUKEHHS KOHIIeHTpallil (Ha 69 %) crocTtepiranocs yepe3 6 guiB. [Ticnsa npuiioMy TpeThol i
YeTBEPTOl 703 CepefHE MaKCHMaJlbHe 3HMXKEHHS KOHIIEHTpallil yepe3 6 OHIB MiC/Is MPUIOMY KOXKHOI
mo3u cTaHoBUIIO 74 %, a uepe3 28 [IHIB Mic/s MPUUOMY YeTBEPTOI 103U CepeHE 3HNKEHHS
KOHIIeHTPaIlil CTaHOBUJIO 56 %. [Ipu npunuHeHHi MOAAIBbIIOro NPUIOMY IIpenapaTy IPUIUHIETHCS
3HUKEHHS KOHIIeHTpaIlil 6i0XiMiYHUX MapKepiB KiCTKOBOI pe30poiiii.

dapmakoKiHemuxka.

[TepBuHHUN (hapMaKOJIOTiYHUY BIIMB i0aHIPOHOBOI KMCJIOTH Ha KiCTKH HE Ma€ IPSMOro
BigHOIIEHHS 00 (PaKTUYHUX KOHIIEHTPAIliX i0aHIPOHOBOI KUCIIOTH V IIJIa3Mi KPOBi, SIK
IIPOAEMOHCTPOBAHO B Pi3HUX [OCIIIKEHHSIX Y TBAPUH i TIOOWHH.

BcMOKTYBaHHS.

[Ticns mepopanbHOTO MpUHOMY iGaHAPOHOBA KMCJIOTA IIBUAKO BCMOKTYETHCS Y BEPXHIX
BifilaX IIIYHKOBO-KUIIIKOBOTO TPaKTy. KoHILIeHTpallisl y maa3Mi KpoBi 30iTbIITYEThCS



IIPOTIOPLIiHO 1pu 36inblIeHH] fo3u A0 50 MT Ipu mepopaabHOMY IIPUMOMI i 3HAUHO OinbIme -
IIpU IIOJa/IbLIOMY IIiABUILEHH] 403U, MaKcuMalibHa KOHLIEHTpallid y IIJla3Mi KpoBi
nocsAraeThCs npotsaroMm 30 XBUIHMH - 2 TOAMH (B cepegHboMy 1 rofuHa) Mpu MIpuiioMi HaTIIE,
abcomntoTHa 6i0MOCTYIIHICTE CTaHOBUTD NMpuUbKU3HO 0,6 %. BCMOKTYBaHHS MOTipPIIYETHCS MIPU
OJHOYACHOMY IIPUUOMI 3 12K€0 Y1 HaMlosIMu (OKpiM 3BHUYaiHOl BOAM). BiogOCTYIIHICTh
3MeHIIyeThest mpubnu3Ho Ha 90 % npu BKUBaHHI 3BUYANHOTO CHilaHKY ITOPIBHSHO 3
6iomoCTYIHICTIO ITpU MPUIOMi IIpenapaTy HaTile. He criocTepiraeTbCcs 3Ha4HOTO 3MEHIIIEHHS
6i00OCTYIHOCTI, SIKIIO i0aHAPOHOBY KUCJIOTY IMpUiiManyu 3a 60 XBUJIMH [0 MIEPIIOTro IIPUNOMY
ixi. [Ipu BxKMBaHHI 1Ki UM HAIIOIB MEHII HiX Yepe3 60 XBUIKH IiC/s MpUitoMy i0aHIPOHOBOI
KUCJIOTY Oi0OOCTYIHICTD i MPUPIiCT MiHepasbHOI IIiIBHOCTI KiCTKOBOI TKAHUHU
3MEHIIYIThCS.

Po3noomin.

[Ticns mepuIoro CUCTEMHOTO PO3MOMIiNy i0aHIPOHOBA KUCJIOTA IIBUAKO 3B’ I3YETHCS 3
KiCTKOBOIO TKAQHMHOIO ab0 BUIINSIETHCS i3 cevelo. Y MOOUHY YSIBHUM KiHIIeBUN 00’€M
PO3MOfiny cTaHOBUTH IoHauMeHIne 90 1 i npubnusuo 40-50 % Bif KiNbKOCTI penapary, 110
IIUPKYJII0€ Y KPOBi, IPOHUKAE ¥ KICTKOBY TKaHUHY i HAKOMUYYETHCA B Hill. 3 OinKamu nj1a3Mu
KPOBi 3B’A3y€eTbCs O13bK0 85-87 % (BU3HAUEHO B YMOBaX in vitro mpu 3aCcTOCyBaHHI
i6aHOPOHOBOI KUCJIOTH B TEPAEBTUYHUX KOHIIEHTpPAIIifX), OTXKE, Yepe3 3aMillleHHS
CIIOCTepiraeThCst HU3bKUM MOTEHITial B3a€EMO/Iil 3 iHITMMHU JTiIKapChbKUMHU 3aC00aMu.

MeTabomizMm.
HeMmae mokaais, 1110 i0aHAPOHOBa KUCI0Ta MeTab0Ii3yeThCS Y TBAapUH ab0 TIONWHH.

BuBenmeHH4.

[baHmpOHOBa KUCJIOTA €NTiIMIHYEThCA 3 KPOBOHOCHOTO pycCJa LIIIX0M KicTKOoBO1 abcopOiril
(mpubmu3no 40-50 % y XKiHOK y TOCTMEHOIIay3aIbHUY MEePiofl), pelITa BUBOOUTLCS Y
He3MiHeHOMY BUTTISIAI HUpKaMu. Ta yacTuHa i6aHAPOHOBOI KMCJIOTH, 10 He BCMOKTAJIacs,
BUBOOUTHLCS HE3MiIHEHOIO 3 (heKaliaMu.

[liama3oH yaBHOIO IIepiofy HalliBBUBEOEeHHS MIUPOKUN Ta KOJIUBAETHCSA B Mexax 10-72
roguH. OCKIiNbKY pO3paxoBaHi 3HaYeHHS 3HAYHOIO MipOIO 3ajiexXaTh Biff TPUBAJIOCTI
OOCiAKEeHHS, 3aCTOCOBaHO1 03U, YyTIMBOCTI METOMY aHami3dy, KiHIleBUY Mepiof
HalliBBUBEJEHHS, UMOBIPHO, € CYTTEBO [OBIIMM, 5K i B iHmux 6ichochonarTiB. [TouaTKOBI
PiBHI IpemaparTy y IIjla3Mi KpOBi MIBUAKO 3HUKYIOTECA 1 focsaraioTh 10 % Big MakCHMalIbHOTO
3HAQYEHHS MPOTSATOM 3 TOJMH i 8 TONMH MicJIst BHYTPIITHEOBEHHOTO BBeeHHS abo
[IepOpPaIbHOTO 3aCTOCYBaHHSA BITIOBIHO.

3aranbHUM KiipeHc i0aHIPOHOBOI KMCIIOTH HU3bKUI Ta B CEPeIHhOMY CTaHOBUTH 84-160
M/xB. HupkoBuii kiipeHc (mpubnu3Ho 60 MI/XB y 3MOPOBUX XKiHOK y Tepiof
IIOCTMeHonay3u) cTaHoBUTh 50-60 % Bif 3araabHOIO KIIIPEHCY 1 3a/IeKUTh Bifj KIIIpEHCY
KpeaTuHiHy. Pi3HuUIA MiXK ySIBHUM 3arajibHUM i HUPKOBUM KJTipEHCOM BifoOpakae
IIOTJIMHAHHSA IIpenapaTy KiCTKOBOK TKaHUHOIO.

[lInaxu cekpenil, UMOBIPHO, He BKJTIOYAIOTh BiOMi KHCJIOTHY i OCHOBHY CUCTEMU
TPAHCIIOPTYBaHHS, 3alydyeHi y BULIEHHS IHINX [il04uX pedoBUH. KpiMm Toro, ibanapoHOBa



KHCJIOTa He IIPUTHIUYy€E OCHOBHI Me4iHKOBI i3opepmenTu P450 y mioguHu i He iHAYKYE
cuctemy nutoxpomy P450 y mypis.

dapmakokiHemuka 8 0cobausux s8unadkax.

CraTtse.

BiogocTymnHicTh i moOKa3HUKM (hapMaKOKiHETUKY i0aHIPOHOBOI KMCIOTH OMi0Hi y 40OJIOBIKiB
Ta JXKIHOK.

Paca.

HeMae maHuX Npo KJIiHIYHO 3HAUYIY MiXKETHIYHY Pi3HULIO y HallieHTiB MOHTOJIOIAHO] i
€BPOIEOITHOI Pac LIO00 PO3MOIiTy i0aHIPOHOBOI KMCIOTH. ITpo MmallieHTiB HerpoigHoi pacu
NaHUX HEeJOCTaTHEO.

[NalieHTy 3 HUPKOBOIO HEOOCTATHICTIO.

HupkoBu#l KiipeHC i0aHAPOHOBOI KMCJIOTH Y MAIli€HTIB 3 Pi3HOIO CTafli€l0 HUPKOBOI
HEe[OCTAaTHOCTI JIIHIMHO 3aJIeXUTh Bifl KJIipeHCY KpeaTHUHIHY. XBOPUM i3 JIETKOI0 Ta IIOMIPHOM0
HUPKOBOIO HEJOCTATHICTIO (KJTipeHC KpeaTuHiHy = 30 MJI/XB) 03y IpenapaTry KOpUryBaTu He
noTpiOHO, 9K BimoOpaxeHo y mociigkeHHi BM 16549, ne O6inbimicTs naiieHTiB Oyma i3
JIETKOIO Ta IOMIPHOI HUPKOBOI HEOCTATHICTIO.

B 0ci0 i3 TIKKO0I0 HUPKOBOIO HEJOCTATHICTIO (KIipeHC KpeaTuHiny < 30 MI/xB), SKi
OTPUMYBasX i0aHIPOHOBY KUCIIOTY IIepopaibHo y mo3i 10 Mr mpoTsarom 21 gus,
KOHIIEHTPAIlisl y I1a3Mi KpoBi Oyya B 2-3 pa3u BUILOIO, HiXK B 0Cib i3 HOpMaIbHOI QYHKITIEO
HUPOK, i 3arajbHUM KIipeHc i0aHIPOHOBOI KUCITIOTH CTaHOBUB 44 mi/xB. ITicns
BHYTPIITHbOBEHHOT'0 BBefleHHs 0,5 MI ibaHIPOHOBOI KMCIIOTH 3arajibHUM, HUPKOBUH Ta
HEHUPKOBUY KITipeHCHU 3HUKYBanucs Ha 67 %, 77 % ta 50 % BimmoBimHO B 0Cib i3 TAKKOI0
HUPKOBOIO HEIOCTATHICTIO, ajie 3HUKEHHS [IePEeHOCUMOCTI IIpernapaTy BHACIILOK 3pOCTaHHSA
eKCIIo3utlii He croctepiranocs. Yepe3 oOMexkeHUM KITIHIYHUN MOCBiT 3aCTOCYBaHHS
npenapaTy BoHBiBa® He PEKOMEHIOBAHO HAIiEHTaM i3 TSXKOK HEPKOBOK HEIOCTATHICTIO
(muB. po3minu «Crmocib 3acTocyBaHHS Ta 0o3u», «OCOOIUBOCTI 3aCTOCYBAHHS»).
dapMaKoKiHeTHKY i6aHIPOHOBOI KMCIOTH Y MAIliEHTIB i3 TepMiHaIbHOIO CTaMli€l0 HUPKOBOI
HEeJIOCTATHOCTI OIiHIOBa/IM JIUIIE Y HEBEIMKOI KiJTbKOCTI Malli€EHTiB, SKi mepe0dyBaiu Ha
reMofianisi; papMakokiHeTHKa ibaHOIPOHOBOI KUCIIOTH Y MAlli€EHTIB, IKi He mepebyBa0Th Ha
miamnizi, HeBimoMa. Yepe3 00MexkeHiCTh faHUX iOaHAPOHOBY KUCJIOTY HE CJIil 3aCTOCOBYBAaTH
IaIfieHTaM i3 TepMiHaIbHOIO CTai€l0 HUPKOBOI HEMOCTATHOCTI.

[NanieHTH 3 MEYiHKOBOI HEJOCTATHICTIO (OMB. Po3min «Cmocib 3acToCyBaHHS Ta JO3U»).

HeMae manux mopo hapMaKoKiHeTHKY i0aHIPOHOBOI KUCIIOTH Y MAIliEHTIB 3 II€4iHKOBOIO
HegocTaTHiCTIO. [Tedinka He Oepe 3HaYHOI y4acTi y KJIipeHCi i0aHOPOHOBOI KUCIIOTH, IKa He
MeTal0Ii3y€eThCs, 8 BUBOOUTHCS HUPKAMU 1 IUIIXOM IOTTMHAaHHS KiCTKOBOXO TKaHUHOIO.
TakuM 4MHOM, [JI XBOPHX i3 MEYiHKOBOI HEJOCTATHICTIO KOPEKIIis J03U IIpenapary He
MOTpiOHa.

[NanieHTH MTHHOTO BiKY (OWB. po3minu «Cmoci6 3aCTOCYBAHHS Ta HO3U»).



[Ipu GaraToBUMipHOMY aHasi3i 0y/I0 BCTAHOBJIEHO, 1110 BUBUEHI (papMaKOKiHEeTUYHi
IIapaMeTpu He 3ajiexkaTh Bif Biky. OCKibKY (QYHKIIi HUPOK 3MEHIIYETHCS 3 BIKOM, Iie
equHui GakTop, SKuM ciifg OpaTy 0o yBaru (muB. po3min «IlalieHTH 3 HUPKOBOIO
He[oCTaTHICTIO).

[iTy (ouB. po3min «Crmoci6 3aCTOCYBaHHS Ta HO3U»).

HeMae maHuMX 1110710 3aCTOCYBaHHSA IIpenapary Bongira® miTsam.

KitiHiyHi XapaKTepHUCTHKH.
Iloka3anus.

JIikyBaHHS OCTEOIIOPO3Y y XKIHOK B IIOCTMEHOIIay3aJIbHUY 1epiof 3 MigBULIeHUM PU3UKOM
nepenoMiB. [TpogeMOHCTPOBAHO 3HUKEHHS PU3UKY BepTeOpaNbHUX IIEePEIOMiB,
eekTUBHICTD 00 3anobiraHHs MepeioMiB IMUMKKA CTerHa He BCTAHOBJIEHA.

IIpomunoka3aHHs.

[TimBuIieHa YyTIUBICTh M0 iDaHAPOHOBOI KUCIIOTH ab0 [0 OYOb-IKOTO iHIIIOr0 KOMIIOHEHTa
npenapaty (ouB. po3min «Ckmam»).

lmmoxanplieMis.

3axXBOPIOBaHHS CTPABOXOAY 31 CIIOBIIbHEHHSM CIIOPOKHEHHSI CTPaBOXOAY, HAllpUKJIaf
CTPUKTYpa, axana3sid.

HecnpoMOXKHICTh 3HaXOAUTUCH Y BePTUKAIbHOMY IIOJI0KEHH] (CTOSATY YU CUIITH) IPOTATOM
IoHauMeHIe 60 XBUIIMH.

B3aemodisa 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu é3aemoditi.

Baaemogis mikapchKoro 3acoby 3 ixkero

BiogocTymnHicTh IIpu epopaabHOMY 3aCTOCYBaHHi i0aHAPOHOBOI KACIIOTH 3arajioM
3HUXKYETHCA Yy IPUCYTHOCTI 1Ki. 30KpeMa, TPOOYKTHU XapuyBaHHS, 10 MICTATh KaJbLid, y
TOMY 4YMCIIi MOJIOKO, Ta iHIII IO/TiBajIeHTHI KaTiOHU (aJl0MiHil, MarHiy, 3aji30), MOXYTh
TIOPYIIYBaTH BCMOKTYBaHHA Ipenapary boHBsisa®, mo 30iracThCs 3 pe3ynbTaTaMy,
OTPYMaHKMMH y [OCIIiIKEeHHsX Ha TBapuHax. Tomy mpenapat boHBsisa® CIlifi IpuiiMaTH MiCIs
HiYHOT'0 TOJI0yBaHHS (LI[OHAWMeHIIIe 6 TONWH) i TPOMOBXKYyBaTH OyTH HaTile 1 TONUHY Mics
npuiioMy mpemnapaTy BorBiBa® (qus. po3min «Croci6 3acToCyBaHHS Ta JO3M»).

B3aemois 3 iHIMUMY TiKapCHKUMU 3acobaMu

MeTabosiyHi B3aemonil He BBaXKalOThCS BipOTiIHUMM, OCKilbKM i0aHIPOHOBA KHCIIOTa He



IIPUTHIYYE OCHOBHI Ie4iHKOBI i30pepmenTu P450 y mioguHu Ta He iHAYKYE CUCTEMY
me4iHKoBOro utoxpomy P450 y urypiB (muB. po3min «®apmMakoKiHeTHKa»). BUBOOUTHCSA
ibaHIpOHOBa KMCJIOTa IIJITXOM HUPKOBOI €KCKpellii i He mifgnsArae npoiecaM
6ioTpaHchopMarrii.

[Tpenapaty (mo6aBKM) Kasbllilo, aHTAIIMOY i OesKi iHIT mepopaibHi TiKapchKi 3aco6#, 1110 MiCTSATh

[IOJIiBaJIEeHTHi KaTioHHU

[TpemapaTu (mo6aBKHM) Kasbllito, aHTAIIMAK Ta AesKi iHIIi mepopabHi TiKapchKi 3acobu, 10
CKJIaly IKUX BXOOATH I1OJIiBaJIEHTHI KaTiOHU (aJlfoMiHil, MarHiu, 3aj1i30), MOXYTh
IIOPYIIYBAaTH BCMOKTYBaHHs IpenapaTy boHBiBa®. ToMy marieHTaM He CIIif IPUAMATH iHII
TIepopasIbHi TiKapChKi 3aC00H IoHAMeHIIe IPOTAroM 6 FoAKH [0 IpHioMy npenapaTy bonaia® i
NpoTAroM 1 rOmMHY Micns IpuiioMy mpenapaTy Bongisa®.

AteTtuncaninunoBa kuciaora i HIT133

OCKinbKM alleTUJICATiIUIIOBa KUCI0Ta, HeCTEPOIgHi mpoTu3amnanbHi 3acodu (HII33) i
bicdochoraT MOKYTh CIPUYUHSATH [TOAPa3HEHHS IUTYHKOBO-KUIIIKOBOT'O0 TPAKTy, HEOOXiTHO
3 06epeXHiCTI0 3acTocoByBaTd HII33 ogHOYacHO 3 npenapatoM GosBiBa® (IUB. PO3Min
«Oc0bIMBOCTi 3aCTOCYBAHHS»).

H.-610KaTOpH Ta iHTiOiTOPH IPOTOHHOI'O HAacoca

Y mocnipxenni BM16549 3a yuacTio Ginbire 1500 maiieHTiB MPOBOAUIIOCS TOPiBHAHHS
pPexXrMiB [o3yBaHHS i0aHAPOHOBOI KMCJIOTH (1IofeHHO i 1 pa3 Ha Micslp); pu uboMy 14 %
narieHTiB i 18 % marlieHTiB TakoX oTpuUMyBanu 6;10KaTopu H,-ricTaMiHOBUX pelenTopiB abo
iHribiTOpU MPOTOHHOTO Hacoca Yepe3 OOUH i IBa POKHU BigmoBigHO. YacToTa aBuUll 3 60Ky
BEPXHIX BIAAIIIB IUTYHKOBO-KUIIIKOBOT'O TPAKTY y IALI€HTIB, SIKi OTPUMYBAJIH [IpernapaT
BongiBa®y mo3i 150 Mr 1 pa3 Ha Micsp, Oyna TaKoIO X, 9K i Y MAIiEHTIB, IKi OTPUMYBaIH
2,5 MT i0aHAPOHOBOI KMCJIOTH IIOOEHHO.

Y mocrmigKeHHi 3a y4acTiO 3[0POBUX NOOPOBOJIBIIIB (YOIOBIKIB) i XKiHOK Y ITOCTMeHOTMay3i
PaHITU[VH NpY BHYTPIIIHOBEHHOMY BBeLEHHI 30i1blyBaB 6i0m0CTyIHICTE iGaHAPOHOBOL
KUCIOTH pubnu3Ho Ha 20 %, MOXKIIMBO, 32 PaXyHOK 3MEHIIEHHS KUCIOTHOCTI IITYHKOBOTO
coky. OfHaK OCKiNbKY Ie IiIBUIIEeHHS 3HaXOOUThCS Y MexKaxX HOpM 0i0l0CTYIIHOCTI
iOaHIPOHOBOI KMCIIOTH, KOPEKIIis J03H IpenapaTy BoHBiBa® mpu omHOYaCHOMY IIPHIAOMI 3
6rmokaTtopamu H) -perienTopiB 4u iHIIMMU IpenapaTamMi, 110 MiABUILYIOTh PiBeHb pH IITyHKOBOTO
COKy, He IOTpi0OHa.

Oco06.1ueocmi 3acmocyeaHHs1.
linoxkaneliieMis

Io moyaTKy JiKyBaHHS IpenapaToM boHBiBa® moTpi6HO BifKOPHUIyBaTH rimokanbiiemin. Bei iHmi
nopyiieHHs MeTab0i3My KiCTKOBOI TKaHUHHU Ta MiHepalbHOr0 00MiHy PEYOBUH TaKOXK CIIif
eekTuBHO NiKyBaTH. CIifl BXKMBaTH [IOCTATHIO KiJIbKICTh Ka/bIliio Ta BiTamMiHy D, OCKiNbKY Iie
BazKJIMBO JIJISI BCiX IIAITi€HTIB.



Ilog PA3HEHHA MIJIVHKOBO-KUIITKOBOI'O TPAKTY

BichochonaTtu g mepopaabHOr0 3aCTOCYBaHHS MOXKYTh CIPUUYUHATHA MiCIleBe
TIofipa3HeHHs CIM30B0i 000JIOHKY BEPXHIX BiffiliB IIIYHKOBO-KUIIIKOBOTO TPAKTY.

Y 3B’43Ky 3 BKa3aHUMU MOXKJIUBUMU e(peKTaMU Ta MOXKJIUBICTIO IOTipIIeHHS OCHOBHOTO
3aXBOPIOBAHHA HEOOXiHO NPOSBIATH 00epekHiCTh IPK 3aCTOCYBaHHi npenapaTy Honaisa®
malieHTaM 3 aKTUBHUMU 3aXBOPIOBaHHSIMU BEPXHIX Bifi/IiB IIyHKOBO-KUIIKOBOIO TPAKTy (CTPaBOXif
Bappertra, gucdaris, iHii xBopobdu CTPaBOXOAy, TaCTPUT, AyOHeHIT abo BUpa3Ku).

[Tpu 3acTocyBaHHI IepopanbHux OichochoHaTiB MOBIAOMIISAIOCS PO BUMAOKKU TaKUX MOGIYHUX
peaxtiiii, ik e30¢arit, BUpa3Ku CTPaBOXOAY, epo3il CTPaBOXofy, SIKi B IesKUX BUIagKax Oyu
TSKKUMH i mOTpeOyBau rocmitasmisariii, pigko 3 KpOBOTEYEe0 UM 3 MOHAJIbIINM PO3BUTKOM CTPUKTYPHU
abo nepdopanii ctpaBoxony. PU3UK PO3BUTKY TAKKUX MOOIYHUX peakiiiii 3 60Ky CTPaBOXOAY BUIIUU Y
TIAllieHTIB, SIKi He BUKOHYIOTh peKOMeHallii o0 J03yBaHHs, Ta/abo y 0ci, sSiKi MpoIoBKYIOTh
npuiiMaTi 6icochoHaTu nepopanbHO Micg PO3BUTKY CUMIITOMIB, 1110 CBif4aTh PO IMOAPa3HEeHHS
cTpaBoxony. ToMy TallieHTU IOBUHHI 3BepTaTu 0COOIMBY yBary Ha JOTPUMaHHS PeKOMeHAalil Ioao
no3yBaHHS (IuB. po3fin «Crmoci0 3aCTOCYyBaHHS Ta HO3U»).

Jlikapsm cnifg 6yTH yBaKHUMMU IIOA0 CHMIITOMIB, IO CBigYaTh PO MOXKJIMBY peakiiiio 3 00Ky
CTPaBOXOAy, Ta iHpOpPMyBaTH NAalli€HTIiB PO IPUIUHEHHS IpKUioMy mpenapaTy bongisa® Ta
HeoOXiIHICTh 3BePHYTHUCS [0 JIiKaps Ipu NosiBi gucdarii, 6050 Ipy KOBTaHHi, 6010 3a IPyOHUHOIO,
MOSIBi Iedil 4y moripineHHi neyii. Xo4a B KOHTPOIbOBAHUX KITiHIYHUX OOCITIIXKEHHSAX He
crocTepiranocs 30ibIIeHHsT PU3KUKY, IIPU IIOCTMAPKETHHTOBOMY 3aCTOCYBaHHi ITepOpPaTbHUX
6icdochonaTin Oynu MoBigoMITeHI BUNIAAKY BUPA30K IITYHKA i ABAaHAOIATUIIANOI KAIIKY. [lesKi 3 HUX
Oynu TSKKUMU Ta Maldu YCKIagHEHHS.

OCKinbKY HECTepoigHi mpoTu3amnanbHi 3acodu (HI133) i 6ichochoHaT MOKYTH CIPUUUHSTH
IOfIpa3HeHHs IITYHKOBO-KHUIIIKOBOTO TPAKTY, HE0OXigHO 3 00epeXHiCTI0 3aCTOCOBYBATH
HII33 omHOYacHO 3 mpenapaToM BouBiBa®.

OCTeOHEKPO3 IeTEeTHNX KiCTOK

OcTeoHeKpO3 IIeJIeNHUX KiCTOK CIIOCTEPIraBcs AyzKe PifAKo Iif 4ac MOCTMapKeTUHT 0BOT'0
3aCTOCYBaHH{ y NAaLi€HTIB, gKi OTPUMYBa/IHX Ipenapar HoHBiBa® 3 IPUBOAY OCTEOIOPO3Y (AMB. PO3MIN
«ITobOiuHi peakirii»).

[TouaToK JTiKyBaHHS a00 HOBOT'O KypPCY JIKYBAHHS CIIif BiICTPOYUTH [JIs MAIlIEHTIB 3 HE3aTOEHUMU
BiDKPUTHMHM YIIKOIXKEHHSIMYU M’SIKUX TKaHUH POTOBOI IIOPOXKHUHH.

Ilepen moYaTKOM JIiKyBaHHS IpernapaToM BoHBiBa® malieHTaM i3 cynyTHiMY paKTOPaMu PU3UKY
PEKOMEHIYETHCS MMPOUTH CTOMATOJIOTiYHe 00CTEXKEHHS 3 BilTIOBITHUM MPOGiNakKTUYHUM BTPYYaHHSIM
Ta IHOUBIAYaIbHOK OLIIHKOIO CIIiBBITHOLIEHHS KOPUCTI/PU3UKY.

OLiHIOYY PU3UK BUHUKHEHHS OCTEOHEKPO3Y IIeIeHUX KiCTOK y TallieHTa, CJIifl OpaTH [0 yBaru
Taki (aKTOpPU PU3UKY:

- AKTHUBHICTB JTiKapChKOTO 3ac00y, KU MIPUTHIUYE KiCTKOBY pe30opOilito (PU3UK BUIIUH Y
pasi 3acTocyBaHHS CIIONYK 3 BUCOKOI0 aKTUBHICTIO), CIIOCiO BBeEeHHS (PU3UK BUIIUM ITPU
napeHTepasbHOMY BBEJEHHI) i KyMyJsTHBHA H03a KiCTKOBO-pe30pO1iiiHoi Teparil.



- 3705IKiCHI HOBOYTBOPEHHS, CYIIyTHI IATOJOTiYHI CTaHU (30KpeMa aHeMisl, KoaryJyomnaril,
iH(eK1ig), TIOTIOHOMATIHHS.

- CymnyTHe niKyBaHHS: KODTUKOCTEPOIAH, XiMioTepartis, iHribiTopu aHTrioreHe3y, IpoMeHeBa
Tepallis OiNSHKY TOJIOBU Ta IIui.

- HenanexHa ririeHa poToBOi TOPOXKHWHY, 3aXBOPIOBAHHS MIePio0HTa, ToraHo IifgibpaHi 3yOHi
IIPOTe3H, 3aXBOPIOBAHHS 3y0iB B aHAMHE3i, iHBa3WBHi CTOMATOJIOTiYHi BTPY4YaHHs, HAlTPUKIaL
BUMlalieHHs 3y0iB.

ITig yac nikyBaHHs OpemnapaTtoM HoHBiBa® yciM marieHTaM CIIifi JOTPUMYBATHCS HAJIeKHOI ririeHn
POTOBOI IOPOKHUHHU, TPOXOAUTH PETYISPHI OTJISIOU ¥ CTOMATOJIOTA i HeraHo MOBITOMIISATH PO Oy Ib-
SIKi CUMIITOMH 3 60Ky POTOBOI ITOPOKHUHY, TaKi SK PyXIUBICTE 3y0iB, 6intb yu HAOPSK, He3arouHi
BUpa3Ku abo BupineHHs. I1ig yac nikyBaHHS iHBa3WBHi CTOMATOJNIOTiYHI BTpyYaHHS MalOTh
IIPOBOAUTHCS JIMIIIE TTiC/ISl PETEIbHOT0 PO3TJISAAY: IX CIif YHUKATH IIif Yac i HabauK4uM 4acoM
TiCcIIs 3aCTOCYBaHHsA Npenaparty Boxsisa®.

[1naH BeieHH TAlli€HTIB, y IKAX PO3BUHYBCS OCTEOHEKPO3 IlleJIeNIHUX KiCTOK, Ma€E OyTu
po3pobiieHul B yMOBax TiCHOI CIiBIpalli Tikaps 3i cToMaTosI0roM abo IeIeHO-THILOBUM XipyproMm,
OOCBiTUYEHUM Y IiKyBaHHI OCTEOHEKPO3Y IIeleNHUX KiCTOK. CIIifi pO3TNISAHYTH MUTaHHS PO
THMYacoBe [IepepUBaHHS JIiKyBaHHS IpenapaToM boHBiBa® [0 MOKpaIleHHs CTaHy i 3MeHIIeHH
CYNyTHIX ()aKTOPiB PU3UKY.

OCTeOoHEeKPO03 30BHIIHLOT0 CIYXOBOTO MMPOXOAY

[Tpu 3actocyBaHHi OichocoHaTiB MOBIIOMISANM PO OCTEOHEKPO3 30BHIIIHBOTO CITYXOBOT'O ITPOXOAY,
IIepeBaXkHO y 3B’93KY 3 TPUBaAJIO Tepamielo. [[o paKTopiB pu3UKy BUHUKHEHHS OCTEOHEKPO3Y
30BHIITHBOTO CIIyXOBOT'O IIPOXOAY HaslexkaTh 3aCTOCYBaHHS CTEPOITHUX FOPMOHIB i ximioTepamii Ta/abo
MicIeBi paKTOpY pU3UKY, TaKi SK iH(eKiig abo TpaBMa. IMOBipHICTh BUHUKHEHHSI OCTEOHEKPO3Y
30BHIITHBOTO CIIYXOBOTO IIPOXOMY CJIifl BpaXOBYBaTH y MAIli€HTIB, sIKi oTpuMYyI0Th OichochonaTtu i y
SKUX HasBHI CUMIITOMM 3 OOKY ByxXa, BKJII0HUal04M XpOHiuHi iH(deK1il Byxa.

ATHUIIOBI IepeioMu CTerHa

ATunoBul IigBEePTIIOKHNUY Ta HiadizapHul IepeioMU CTETHOBOI KiCTKM Bif3HAYATUCS MIPU
nikyBaHHi OicocoHaTamu, y mepimy 4epry y nalieHTiB, SKi OTpUMYyBaju TpUBaje
nmikyBaHHS ocTeonopoady. Lli monmepeuni abo KOPOTKi KOCi TepesioMu MOXKYTh CTaTUCS Y Oy[b-
SKOMY MICIIi B3[IOBXK CTEeTHa: Biff TPOX{ HU2KYe MaJioro BEPTJIIora CTETHOBOI KiCTKH OO0 TPOXU
BHIIle HAJBUPOCTKOBOTO MMigBUIleHH. LIi mepenoMu BUHUKAIOTH IiC/Isl MiHiMalIbHOI TpPaBMU
abo mpu BigCyTHOCTI TpaBMHU, i mesKi mallieHTH BimuyBaloTh OiNtb y OinsHIN cTerHa abo
11axoBU# Oi/Ib, 1II0 YaCTO aCOLI0ETHCA 3 XapaKTEPHUMU PUCaMU CTPECOBOTO IIEPEJIOMY,
BIIPOMOBXK Bifl KIJIbKOX TUXKHIB [0 KiJIbKOX MICAIIB, IEPII HiXK IIepeJIOM IPOIBUTHCSA Y BUTTIAAL
TIOBHOT'O TIEPEJIOMY CTETHOBOI KicTKu. [TepenoMu yacTo ABOOIYHI, TOMY CIIifl TAKOXK OTJISHYTH
iHIIIe CTETHO Y MAlli€HTIB, SKi OTPUMYIOTE JIiKyBaHHS OichochoHaTamMu i y SKUX BUHUK
miadizapHuil IepeioM CTETHOBOI KiCTKHU. TaK0XK MOBIJOMIISAIOCS IIPO ITOraHe 3arOEHHS IIUX
nepesoMiB. [ToKM He 3aKiHYMTHCS OLiHKa CTaHy MallieHTa 3 ypaXxyBaHHAM iHOUBiTyaIbHOL
OLiIHKY KOPHUCTIi Ta PU3UKY, HEOOXigHO PO3TISHYTH NUTAHHS PO IPUINHEHHS 3aCTOCYBaHHS
6ichocdonaTiB marieHTaMm i3 Mimo3pIOBAHUMY aTUIIOBUMH IIepeI0OMaMi CTeTHOBOI KiCTKH Ha
1[el yac.



[lig yac nmikyBaHHS OicocoHaTaMu MallieHTaM CJli peKOMEHAyBaTH MOBIJOMISATH IIPO 0ifTb
y OiNISHIII CTerHa, Ta30CTErHOBOro cyriioba abo Impo maxoBuit 6ifb; BCi MalliEeHTH 3 TAKUMU
CHUMIITOMaMHM ITIOBUHHI 0yT 00CTEXKEHi 100 HETIOBHOT'O IIePEeJIOMYy CTETHOBOI KiCTKH.

HupkoBa HEOCTATHICTEL

Yepes o0MexXeHu KITiHiYHKE HOCBi mpenapaTt boHBiBa® He peKOMEHAYETLCA Malli€HTaM, V SKUX
KJIipeHC KpeaTuHiHy cTaHOBUTH MeHIIe 30 Mi1/XB (AUB. po3ain «PapMaKOKiHETUKA»).

HemnepeHOCHMICTh TalaKTO3HU

[TpemapaT MicTUTH /TakTO3y. [IarieHTaM 3 PigKiCHUMU CIIagKOBUMHU (HOpPMaMHU raTaKTO3HOI
HeIIePeHOCHMOCTi, medinuToM makTasu Jlamma abo 3 TII0K030-TaIaKTO3HO MaibaOcopOIlielo He CITif
3aCTOCOBYBATH IIeH Ipermapar.

Ymuaisauis HesukopucmaHo20 npenapamy ma npenapamy i3 npoOcCmpoyeHuUM mepMiHOM
npudamuocmi. HagxomXKeHHs JTiKapchKOro 3aco0y y 30BHIIITHE cepeioBuUIlle He0OXiTHO 3BECTH [0
MminiMyMmy. JlikapchKuii 3acib He CyIif BUKUAATH ¥ CTiuHi Bomu i moOyToBi Bimxomu. [ns yTumizarii
HeoOXigHO BUKOPUCTOBYBATH TaK 3BaHY «CUCTEMY 300pY BimXofiB» Mpu HAsIBHOCTI TaKol.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHsA 2py00to.

BariTHicTb

IIpenapaT GoHBiBa® NpU3HaYeHHI [/ 3aCTOCYBAHHS JIAIIe KiHKaM y IOCTMEHOIay3i.
[Ipemapart He CJIifg 3aCTOCOBYBATH XKIHKAM PEIPONYKTUBHOIO BiKY.

HeMae HaeXXHUX OaHUX LI0J0 3aCTOCYBaHHS i0aHIPOHOBOI KMCIIOTH BariTHUM XiHKaM. Y
OOCHiAKEeHHSX Ha IIypax CIocTepiranacs neBHa PenpoayKTHBHA TOKCUYHICTh. [loTeHIIINHUNI
PHU3UK [JIs MIOAYHY HeifoMuii. IIpenapaT BoHBiBa® He CIIif 3aCTOCOBYBATH IIifl 4ac
BariTHOCTI.

l'ogyBaHHS TPYOIIO

HesimoMo, 41 mpoHUKae ibaHAPOHOBA KUCJIOTa Y TPYOHE MOJIOKO JIIOOUHU. [1OCTiIKeHHS Y
JIAKTYIOYUX IIyPiB MPOIEMOHCTPYBaIX HAsIBHICTh HU3bKUX PiBHIB i0AaHIPOHOBOI KMCIOTH Y
MOJIOLI TTiCJIsE BHYTPIIIHLOBEHHOT0 BBefleHHs. [IpenapaT BoHBiBa® He CIIifl 3aCTOCOBYBATH IIif
Yac rogyBaHHA IPYAALO0.

DepTUNLHICTD

HeMae maHux mof0 BIIKMBY i0aHAPOHOBOL KUCIOTHU y JIIOOUHU. Y PEIPOOYKTUBHUX
MOCTiIKEHHSX Y IIyPiB IPU NepopasibHOMY NpuitoMi ibaHAPOHOBa KMCI0Ta 3HUKYBasa
GbepTunbHICTh. Y OOCHiAXKEeHHAX Ha IIypax i0aHAPOHOBa KUCIO0Ta 3HUXKYyBasia GepTUIbHICTh
IIPY BHYTPILTHEOBEHHOMY BBe[IeHHi BUCOKUX 10O0OBUX [O3.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.



3 ornsApmy Ha 0coOnMUBOCTI hapMakoAuHaMiKK, GapMaKOKiHETUYHUY PO(Disb i MOBiqOMIEeHi
no6iuni peakuil ogikyeTscs, mo HorBiBa® He BIIuBae a0 Mac He3HAYHUI BIJIUB Ha
3[aTHICTh KEPYBaTH aBTOTPAHCIIOPTOM ab0 IIpalioBaTH 3 iHIIMMHU MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.

ﬂO3yBaHHH

I s miKyBaHHS 0CTEOIIOPO3Y PeKOMEeHIOBaHa Mo3a mpemnaparty bousiea® - 1 Tabnerka 150 mr 1
pa3 Ha MicsIs mepopanbHo. TabaeTKy CIif IPUHMaTH B OOUH i TOM XKe [eHb IIOMICIYHO.

[Ipenapat BouBiBa® ciif nmpuiiMaTy micad HiYHOTO TONIOAYBaHHS (I0HaMeHIIe 6 rofuH) i 3a 60
XBUJIMH [0 TIEPIIOT0 MPHUUOMY 1Ki UM piguHu (0KpiM BOM) BOEHD (IUB. pOo3Ain «B3aeMofia 3 iHIMUMU
JiKapChKUMU 3aco0aMy Ta iHIII BUOY B3a€MOfil») ab0 iHIIKUX epopaibHUX JTiKapChKUX 3aC00iB 4u
000aBOK (BKJIIOYAIOYHU KaJIbIlil).

[TamienTa cnig mpoiHGopMyBaTH, IO Y BUMIAAKY, SKIIO IIOMiCSIYHa J03a IpenapaTy Oyma
IIpOIyIeHa, MallieHTOBI CITif ogpa3y, K TiTbKM 3rafac, MPUUHATHA HaCTYIITHOTO PaHKy 1
TabneTky 150 Mr mpemapaty Bousia®, KO TiTbKK JeHb IPUIAOMY HACTYIIHOI 3aIlJIaHOBAHOI MO3K
He TIpUMafia€ Ha nepiof Haubmuxumx 7 OHiB. HacTynHi qo3u npenapaty Nali€eHTy CIlif IpuiMaTi y
paHillle BCTAHOBJIEHUU JeHb MicAUs. AKIN0 AeHb IPUXOMY HaCTYIHOL 3allJIaHOBaHOI 03U IPHUIajae
Ha Iepiof HaUONMMXK4MX 7 OHIB, TO CIIif MPOIYCTUTH IPUIOM i HACTYNIHY 03y IPUMMaTH Y
3alylaHOBaHUY OeHb Micsls i TPogoBXKYyBaTH IMpuiiMaTy 1 TabneTKy Ha MicsAllb V paHilie
BCTAHOBJIEHUN eHb Micans. He crip nmpuiimaty 2 TabeTKy IPOTATOM OGHOTO THUXKHS.

[TamienTam ciif BXKuBaTU J0o0aBKU Kasbllilo Ta/abo BiTamid D y pasi, K10 IX BXKUBaHHA 3
IIPOAYKTaMM XapyyBaHHS € HEIIOBHOI[IHHUM (IUB. po3ainu «OcobIUBOCTI 3aCTOCYBaHHS»,
«B3aemoqis 3 iHIIMMHU TiKapChKUMU 3aco0aMHU Ta iHIII BUIU B3AEMOMIN»).

OnTuManbHa TPUBAJICTH JTIKYBaHHS 0CTE0IMOPo3y OicochoHaTaMu HE BCTAHOBIIEHA.
[IuTaHHS IPO HEOOXIMHICTh MPOMOBXKEHHS MiKyBaHHS CJIif] IEPIOAUYHO NepersifaTy Ois
KOKHOTO ITallieHTa OKPEMO, BPaX0OBYIOUYY KOPUCTH 1 TOTEHI[IMHUY PU3UK Bifl 3aCTOCYBaHHS
npenapaTy BoHBiBa®, 30KkpeMa yepe3 5 a6o Ginblue PoKiB 3aCTOCYBaHHS Iperapary.

CrenianbHi TPYIY HNAlli€HTIB.

ITauieHmu 3 HUPK0BOH HeAoCMamHicmio

Yepes oOMezKeHul KITiHIYHTI JOCBif mpenapat HoHBiBa® He peKOMEHAYEThCS Halli€HTaM, y
SAKUX KJIipeHC KpeaTuHiny Huxk4e 30 My/XB (IuUB. po3ainu «OcobIUBOCTI 3aCTOCYBAHHS»,
«DapMaKOKiHETHKA»).

Kopexkisg mo3u He moTpibHa malieHTaM 3 1erkoi abo moMipHO0 HUPKOBOIO HEIOCTATHICTIO,



K10 KJIipeHC KpeaTHHiHY fopiBHIOE abo nepesuinye 30 MII/XB.
ITauieHmu 3 neviHKo080K HedoCMmamHicmio

Kopexkiisg mo3u He noTpibHa (quB. po3min «®apMaKOKiHETHKA»).
ITauieHmu aimHb020 BiKY (> 65 pokKie)

Kopexkiiig mo3u He noTpibHa (guB. po3gin «®apMaKOKiHETHKA»).
Himu

HeMae BifiIIOBiHOr0 HOCBiAY 3acTOCYBaHHs Ipenapary BonsiBa® miTsaM BikoM [0 18 pokis.
3acTocyBaHHs Ipenaparty BoHBiBa® miTaM BikoM mo 18 pokiB He BUBYAoOCs (IUB. PO3MiNH
«PapMakoguHamika», «PapMakKOKiHETUKA»).

Cnocib 3acTocyBaHHS

- TabneTku ciig KOBTATH LIIIMMU i 3anIuBaTi 1 CKISHKOIO 3BUYaiHoil Bomu (180-240 M), cumsayu
YU CTOAYY Y BEPTUKAIbHOMY I10J102KeHHi. He cJ1ig 3acTOCOBYBaTH BOAY 3 BUCOKOI KOHIIEHTPALIIE0
KaJIbIlifo. fKIIO0 iCHYyI0Th M060I0BAHHS II0J0 IMOTEHIIIMHO BUCOKUX PiBHIB KaJIbIlilo B IUTHIN BOMi
(;kKOpCcTKa Bofa), peKOMEHIYETLCS BXKUBATH OYTHUIbOBAHY BOAY 3 HU3bKKMM BMiCTOM MiHepabHUX
PEYOBUH.

- TlamieHTaM He CIIif IeXaTy IPoTAroM 60 XBUIMH Mic/d IpHuitoMy Ipenaparty boHBisa®.
- 3anuBaTty npenapart BoHBiBa® CIIif MIIe 3BUYANHOI BOHOH.

- [NamieHTaM He CITif PO3:KOBYBaTHU UM CMOKTATH TabJIETKy Yepe3 MOXKJIUBICTh YTBOPEHHS
BHMPA30K Ha CIIM30Bi# 000JIOHIII POTOTIOTKH.

Himu.

HeMae mocBiny 3acTocyBaHHS npenapaTy BonsiBa® miTaM BikoM 1o 18 pokis. 3acToCcyBaHHS
npenapaTy BorBiBa® giTaAM BikoM [0 18 pokiB He BUBYANOCS (AUB. PO3iIK
«DapMakogrHaMika», «PapMaKOKiHETHKA»).

IIepedo3yeanHsi.
Crnenudivnoi iHpopMail Ipo NiKyBaHHS Hepefo3yBaHHs npenapatoM BorBiBa® HeMae.

[Ipote, 3 ornsany Ha HasBHi 3HaHHS Ipo 6icdochoHaTH, IPU ITepopaIbHOMY Iepefo3yBaHHi
MOXKe CIIOCTepiraTucs pO3BUTOK MOOIYHUX peakiliii 3 60Ky BEPXHiX BifOiliB MITYHKOBO-
KUIITKOBOTO TPAKTY (TaKMX SK IIIYHKOBI PO3/1agu, OUCIIENCis, e30(ariT, raCTpPuT, BUpa3Ka)
a0o rimokanbiiemis. [Is 3B’s13yBaHHS IIpenapaTy BoHBiBa® cnig npusHavaT MOIOKO a6o
aHTaIuaHi 3acobu, i Oyab-sKi mobiuHi peakmii ciif MiKyBaTH CUMIITOMATUYHO. Yepe3 pu3uK
IIofIpa3HeHHs CTPABOXOMY He CJIifi BUK/IUKaTHu O/mtoBaHH4. [TalieHTaM He0OXiqHO 3HAaXOAUTHUCE ¥
BEPTUKAJIbHOMY TIOJIOKEHHI.



ITobiuni peakuii.

Pestome npodinio Gesmeru

Ha06inbir cepio3HuMy MOGIYHUMY PeakIlisgiMu, IIPo SKi MoBigoMmsnocs, € aHadinakTHYHa
peaxiisi/ 10K, aTUIOBI IIePeJIOMU CTEerHa, 0CTEOHEKPO3 IIeIeITHUX KiCTOK, IOOPa3HeHHS
IIJTYHKOBO-KUIIIKOBOTO TPAKTY, 3amnaieHHs oka (auB. «Omuc oKpeMux mobivHuxX peakilin» i
po3min «Oco6IUBOCTI 3aCTOCYBaHHS»).

HavyacTimumu noOiyHUMEU peakLisiMH, PO SIKi IOBiMOMIISANIOCH, Oy/IM apTpaniris i
rpunomnofiOHi cumntoMu. Lli cMMITOMY 3a3BUYal acOIiIOBAIUCS i3 IEPIIO0 [03010, 3arajioM
Oyu KOPOTKOTPUBAIMMHU, JIETKOI ab0 MMOMipHOI TSIXKKOCTI i, IK ITPaBUJI0, 3HUKAJIM TTiCs
IIPOJIOBXKEHHS JTIKyBaHHS Ta He BUMarajau MeIUKaMeHTO3HOT0 BTpy4aHHs (guB. «Onuc
OKpPEeMMUX MOOIYHUX peakIiii»).

Huxxuye HaBe[leHO TIOBHUM TEePeTiK BimoMux MoO0iYHUX peakilin.

Beamneka JikyBaHHS i0aHIPOHOBOIO KMCJIOTOMO Y 03i 2,5 MI Ha 00y ITepopabHO BUBYAIacs
y 1251 marrieHTa, sKi 6panu y4acTs y 4 mi1anebo-KOHTPOJIbOBAaHUX KITIHIYHUX OOCTIIXKEHHSX,
IIPY LIbOMY OiJIBIIICTD MAIlieHTiB Opaia y4acTh ¥ 0a30BOMY TPUPIYHOMY AOCTiAKEeHHI
nepenoMiB (MF 4411).

Y nBOpiYHOMY OOCTIAKEHH] y KIHOK B IIOCTMEHOIIay3aJIbHOMY Iepiofi 3 ocTeonopo3om (BM
16549) 3aransHuii npodins 6e3neku 6ys mogidHUM AJis npenaparty Borsisa® y go3i 150 mr 1
pa3 Ha MicsIb Ta i0aHAPOHOBOI KUCJIOTH Y 031 2,5 MT ITepopaIbHO OAEHHO. 3araabHa
KiJIbKICTb IALlieHTOK, ¥ SKux Oynu 3apeecTpoBaHi nobiuHi peakiil, craHoBuna 22,7 % i 25 %
IIpY 3aCTOCYBaHHi mpemapaTty BorBiBa® 150 mr 1 pa3 Ha Micsaip yepes 1 i 2 pOKH JTiKyBaHHS
BiATOBigHO. BinbIIicTh MOOIYHNX peaklliii He IPU3BOAUIIN OO0 IPUNUHEHHS JTiKyBaHHS.

[To6iuHi peakiiii 3a3Ha4YeHO HUKYe 3TiHO 3 TePMIiHOIO0Ti€E0 MeIuYHOro CJI0BHUKA
HOPMAaTUBHO-IIpaBoBOl gianbHOCTI MedDRA 3a kj1acaMu CUCTeM OpraHiB Ta KaTeropiaMu
YacTOTH. 3a YaCTOTOI MO0iYHiI peakilili MOAINAIOTECA Ha OyxKe nowupeHi (= 1/10), nomupeHi
(= 1/100 mo < 1/10), memoruperi (= 1/1000 mo < 1/100), pimko nmommupeHi (= 1/10000 mo <
1/1000), onyxe pigko nomupeHi (< 1/10000), yacToTa HeBimoMa (He MOXKHa po3paxyBaTH 3a
HasIBHUMHU JaHUMHU). Y KOXKHIM IPyIi 3a 4acTOTOI0 00iYHi peakilii 3a3Ha4€HO B MOPSAAKY
3MEHIIEHHS CePUO3HOCTI.

[ToGiuHi peaxirii, o 0yau 3apeecTposadi npotarom I da3u gocmimxkens BM16549 ta MF4411

XKIHOK Y IOCTMEeHONay3aabHOMY Mepiofi, IKi OTPUMYBaJIA IpernapaT BongiBa® y 103i 150 Mr 1 pa3 Ha
Micsitb a00 i6aHOIPOHOBY KMUCIIOTY V 1031 2,5 MTI IepopanbHO MIOOEeHHO, Ta i Yac
IIOCTMapPKETUHIOBOI'0 3aCTOCYBaHHS.

IopyweHHs 3 6OKY iMyHHOI cucmemu: HETIOIIUPEeHi - 3ar0CTPeHHs OPOHXiaIbHOI aCTMH; PioKO
MOIIKUPEHi - Peakllil TinepyyTINBOCTI; JyKe PifKo MOLIMpeHi - aHadimakKTuIHa
peakiis/moK*t.

ITopyweHHs 3 60Ky Heps8osoi cucmemu: TIOMINPEHi - TOJIOBHUM 0ifib; HETIOMIKUPEH] -
3anaMOpOYeHH.

ITopyweHHs 3 6OKY OpaaHie 30py: PiAKO MOIIKUPEHI - 3amaneHHs oKa*t.



ITopyweHHs 3 6OKY WAYHKOBO-KUWKOB020 mpakmy: MOIINUPEH] - e30¢ariT, racTpur,
ractpoe3odareanbHa pedaiokCHa XxBopoOa, oucmercis, giapesi, abgoMmiHanbHuM 0iNlb, HYIOTA;
HeTIoMmupeHi - e30ariT, BK/I0Yai04yu 3BUpa3KyBaHHS CTpaBoXomy abo CTpUKTypH i gucdaszito,
071i0BaHHS, METEOPU3M; PiAKO IOUIMPEH] - IYOHEeHiT.

ITopyweHHs 3 6OKY WKipu i niOWKipHOi KAIMKOBUHU: TIOIIUPEH] — BUCUIIAHHS; PiOKO IOIIUPEH] -
aHTiOHEBPOTUYHUY HaOPSK, HAOPSK 00IMYYs, KPOIUB SHKA; OyXKe PiKOo IMOMIMpPeHi - CHHAPOM
CriBeHca - [I;xoHCcOHat, MynbTHdOPMHA epuTeMat, OyIbO3HUM IepMaTUTT.

ITopyweHHs 3 6OKY 0NOPHO-PYX080i cucmemu ma CnoAYy4YHOI MKAHUHU: TIOIINPEH] -
apTparis, mMianrisi, M’s130Bo-cKeneTHUY Oifib, CyIOMU ¥ M’g3ax, M’sI30BO-CKeJIeTHa
PUTiOHICTH; HETIOMUPEHI - OiNb ¥ CIIMHI; PiAKO MOMIMPEH] - aTUIIOBUY MiIBEPTIIOXKHUN Ta
miadizapHuil IepeioMU CTETHOBOI KiCTKUT; AyzKe PigKO IOIINPEHi - 0CTEOHEKPO3 IeNIeTHNX
KiCcTOK*t, 0CTEOHEKPO3 30BHIIITHBEOTO CITYXOBOTO IPoxoy (mobiyHa peakilis, XapakKTepHa [Jis
6ichocdonariB 5K Kacy)t.

3azanvHi po3nadu ma cmaH y micui 88e0eHHA: TIOMIUPEH] - TPUTIONIONi0HE 3aXBOPIOBaHHS*;
HEeTIOIKPeHi - cl1abKiCTh.

*[IuB. HUXKUE.

tBusiBneHi nifg yac moCTMapKeTUHIOBOIO 3aCTOCYBaHHS.

Onuc okpeMux mo6iYHUX PeaKIlin

ITobiuHi peakuii 3 60Ky WAYHKOBO-KUWKOB020 MpPaKmy

[TamieHTH 3 IIONIEpenHiM aHaMHE30M LIJTyHKOBO-KUIIIKOBOTO 3aXBOPIOBaHHS, BK/IIOYAOUU
IAIliEHTIB 3 MENTUYHOI0 BUPa3Koio 0e3 HeflaBHIX KpoBOTeY abo rocmitaisallii i maiieHTiB 3
nucrnerncieo abo pedIoKCcoM, KOHTPOJILOBAHUM 3a IOTIOMOT0I0 MeIUKaMEHTO3HOT O
JiKyBaHHS, Oy/id BKJIIOUEHI B JOCTiAKEeHHS 3 TiKyBaHHSIM 1 pa3 Ha MicAIlb. Y IMX Ialli€HTIiB
He OyJI0 Pi3HUII B 4ACTOTi MOOIYHUX SBUIL 3 O0KY BEePXHiX Biii/iB IIIITYHKOBO-KUIIKOBOTO
TpaKTy IIPH 3aCTOCYBaHHi npenapaTy Honsisa® B 103i 150 Mr 1 pa3 Ha MicsIb IOPIBHAHO 3
mo3010 2,5 Mr/mo0y.

I'punonoQibHe 3ax80PHOBAHHA

['pumnomnoiOHe 3aXBOPIOBAHHS BKJIIOYAJIO TaKi CUMIITOMH, K peakilii roctpoi gas3u, abo Taki
CHUMIITOMH, SIK MiaJITisl, apTpairis, rapsiika, 03H00, BTOM/IIOBaHICTh, HYIOTa, BTpaTa alleTUTy
ta 0inb y KicTKax.

OcmeoHekpos wesenHux Kicmok

[ToBigOMIIATIOCS IIPO BUIMIAAKU OCTEOHEKPO3Y IlleIeHUX KiCTOK, ITIepeBaxkHO y MallieHTiB 31
37I0SKiCHUMY HOBOYTBOPEHHSIMH, SKi OTPUMYBaJIHU JiKyBaHHS IpelapaTaMy, 10 iHTiOyI0Th KiCTKOBY
pe30p6iiifo, 30KpeMa i6aHIPOHOBOO KKCI0TOW (AUB. PO3Min «OCcoOMMBOCTI 3aCTOCYBAHHS»).
[ToBimOMIIAIOCS PO BUIIAAKYU OCTEOHEKPO3Y ILIeNeHUX KiCTOK Iifl YaC IOCTMapKEeTUHTOBOTO
3aCTOCyBaHHS i0aHAPOHOBOI KUCJIOTH.

3anaseHHs oka



[Tpu 3acTocyBaHHi i0aHIPOHOBOI KUCIOTH TOBIIOMJISIIOCS IIPO 3allaibHi IOPYIIEeHHS 3 00Ky
O4el: YBeIT, eIiCKIIEPUT, CKIIepPUT. Y JesKUX BUMAAKaX Ii 3amaibHi IOPYIIEeHHS 3HUKAN
JUIIe Ticns BiIMiHK i0aHAPOHOBOI KHUCIIOTH.

AHagirakmuyHa peakuis/ wokK

Y namieHTiB, SKi oTpUMYyBasu NiKyBaHHS i0aHAPOHOBOIO KMCJIOTOI BHYTPIIIHLOBEHHO,
IIOBIAOMIISITIOCS IIPO BUIQAKK aHa(iTaKTUYHOI peakiiil/ MoKy, y TOMY YHUCJIi 3 JIeTaJIbHUM
HACJIiOKOM.

3BiTHICTh 1I0MI0 Mig03PIOBAHKX MOOIYHUX PeaKIlin

3BiTHICTH II0OMI0 MiMO3PI0OBAHMUX MOOIYHUX peakKIliii micis 3aTBepAKEHHS JTIKapChKOTO 3acoby
BaxuBa. Lle mae 3Mory pogoBXKUTU MOHITOPUHT CIIiBBiIHOIIEHHS KOPUCThH/PU3UK 3aCTOCYBaHHSA
JiKapchKOro 3aco0y. MeOuyHUX MpalliBHUKIB IIPOCITh MOBIIOMIATH IPO OyAb-5Ki Migo3pioBaHi
no0iyHi peakii Yepe3 HallioHANIbHY CUCTEMY (apMaKOHaTJIaAy.

Tepmin npudamHocmi.

O POKiB.

YmoBH 30epiranssi.

30epiraTy y HeJOCTYITHOMY I AiTed Miciii. 30epiraTu npu TeMmnepaTypi He Buile 30 °C.

VnakoBka.
TabneTku, BKPUTI MIiIBKOBOIO 000/10HKOI0, 10 150 Mr. ITo 1 ab6o mo 3 TabneTtku y GiicTepi.

I[To 1 6micTepy y KapTOHHIN KOpOOIIi.

Kareropis Bigmycky.

3a penenToM.

BupoOHUK.

®.XodbpmanuH-JIs Pom JITa.



Benmeiin ITJIC.

Micue3HaxoIKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHS HOT0 Tis/IbHOCTI.
I'pensaxepmrpacce 124, 4070 Basens, [IBenapis.

Cogepin Xayc, Maunc I'peir Poyn, bazingon, SS14 3FR, Benvuka BpuraHis.



