Ckian

Oitoua peuosuHa: ibandronic acid;

1 TabreTka, BKpuTa IJIiBKOBOIO 000JIOHKOI0, MiCTUTh i0aHAPOHOBOI KUCJIOTH 150 MT ¥
¢bopmi HaTpito ibaHOpoHaATY MOHOTiApaTy 168,75 Mr;

oonomidcHi peuosuHu: oBimoH K25; makTo3a, MOHOTigpaT; [eJTiI03a
MIKPOKpUCTaJIiYHa; KPOCIOBILOH; KUCJIOTa CTeapuHOBa 95; KPEMHII0 TiOKCHULT
KoJoigHuM O0e3BOOHMM; IJIiIBKOBa 000JIOHKA: rimpoMesio3a, TuTtany miokcun (E 171),
TanbK, Makporon 6000.

JIikapcbKa ¢opMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcHogHi (izuko-ximiuHi eracmusocmi: TabneTku goBractoi ¢opmu, Big 6imoro mo
Malike 0irToro Konbopy, 3Bepxy BimouTok BNVA, 3uu3y - 150.

®dapMaKoTepalneBTHUYHA Irpyna

3aco0u, 1110 BIIMBAIOTh Ha CTPYKTYPY Ta MiHepaJisaillito KicTok. bicdochonaTu.
Kucrnora ibaHapoHOBa.

Koo ATX MO0O5B A06.
dapMaKoauMHaMiKa

[6aHOpPOHOBA KHUCIIOTa - BUCOKOAKTUBHUM a30TOoBMicHUM OicocdoHaT, sKuit
CEJIEKTUBHO [i€ Ha KiCTKOBY TKaHUHY i Clienu(pivyHO IPUTHIYY€E aKTUBHICTh
OCTEOKJIaCTiB Ta He Ma€ IIPSIMOT0 BIUIUBY Ha (pOpMyBaHHS KiCTKOBOl TKaHUHMU.
[Ipemnapat He BIJIMBA€ Ha IPOLieC IIOIIOBHEHHS IIyJly OCTEOKJIACTiB. Y XKIHOK y I1epiof
MEeHOIIay31 3HUKYE MiIBUIIEHY MIBUAKICTh OHOBIEHHS KiCTKOBOl TKAHWHU A0 PiBHA
IIpeMeHoIay3H, 10 IPU3BOOUTE [0 MPOTPECUBHOTO 30ibIIIEHHS KiCTKOBOI MacH i
3HUXKEHHS 4aCTOTU IIePEeJIOMiB.

[6aHOpoOHOBA KHMCJIOTA ITPUTHIUY€E KiCTKOBY pe30pOilito. In vivo ibaHapoHOBa KMCIIOTa
Iorepenazkae KiCTKOBY OeCTPYKIIilo, CIPUYNHEHY eKCIIepUMeHTalIbHO 0JI0Kag0io
(yHKIIil cTaTeBUX 3aJ103, peTUHOIAaMU, IIyXJINHaMU Ta eKCTpaKTaMu IMyXJIuH. Y
MOJIOAUX (IIBUAKO 3POCTAI0YMX) IIYyPiB TAKOXK CIIOCTepiranacs pe3op0Oilis KiCTOK, 1110
MIPU3BOAUIIO 0 30iNbIlIeHHSI HOPMaJIbHOI KiCTKOBOI MacCH IOPiBHSIHO 3 TBapUHAaMH, SIKi
He OTpPUMYyBAaJlu JIiIKyBaHHS.



TBapuHHI Mofesi MiATBEPAXKYIOTh, 1110 iDaHAPOHOBA KHUCJIOTA € BUCOKO-TIOTYXKHUM
iHri6iTOPpOM AKTUBHOCTI OCTEOKJIACTIB. Y IIYyPiB, sIKi 3pOCTAIOTh, HE CIIOCTEPIraaocs
O3HaK INOPYIIeHHs MiHepaJi3allil HaBiTh IPU 3aCTOCYBaHHI y f03aX, 110 IIePEeBUIIYIOTh
6inbire HiK y 5 000 paziB go3y, AKa HeoOXifgHa [OJId JIiKyBaHHS OCTE0IOpPO3Yy.

[lTomeHHe OOBroTpuBajie 3aCTOCYyBaHHS 1 IepiognYHe 3aCTOCyBaHHA (4Yepe3 TpuBali
iHTepBaJIKM) IPOTSATOM TPUBAJIOTO Yacy V IIypiB, co0aK i MaBII acoIlifoBaIoCs 3
YTBOPEHHSAM HOBOI KiCTKHM HOPMaJIbHOI SKOCTi 3i 30epekeHHAM abo IIigBUIIIEHOIO
MEeXaHIYHOIO CHUJIOI0 HaBiTh IPU 3aCTOCYBaHHI B TOKCUYHOMY [iara30Hi.

EdeKTUBHICTh IIOOEHHOTO i MepioAnYHOro BBeeHH i0aHAPOHOBOI KMCJIOTH 3
iHTepBasoM Mix go3amu 9-10 TuXHIB Oyya migTBepAXKeHa B KIiHIYHOMY OOCHiIKeHHi
(MF 4411) 3a y4acTio JTIofei, y xofi sKux ibaHOpPOHOBa KHCI0Ta IIPOJAEeMOHCTpyBasa
e(peKTHUBHICTE 100 IMOoIlepeaKeHHS BUHUKHEHHS IepPeIoMiB.

Y TBapuMHHUX MOAeJiAX ibaHOPOHOBa KUCJIOTa IPU3BOAUTE OO0 OioXiMigyHUX 3MiH, III0
CBig4aTh IIPO H0303aJieKHe MPUTHIYeHHS pe30p01lil KiCTKOBOI TKAaHWUHHU, BKII0YA04U
3HUKEHHS PiBHS 0ioXiMiyHMX MapKepiB Aerpajallil KicTKOBOTO KoJjlareHy B cedi (TaKux
sIK JEe30KCHUITIDUONHOJIIH, Ta IepexpecHo 3muTul N-TenonenTtu Kojareny I tuimy).

Y mocnipzkenHi 6ioekBiBaseHTHOCTI I a3y, sKe IpoBOOUIIM 3@ y4acTiO 72 XKIiHOK ¥
IIOCTMEHOIIay3l, NallieHTKU OTPUMYBaJIu IlepopasibHo npenapaT bousiBa® 150 mr
KOXHi 28 mHiB (Bchoro 4 mo3wu). Y 11bOMY OOCIimXKeHHi 0yJI0 BUSBJIEHO, 10 3MEHIIIeHHS
KOHIIeHTpallil nepexpecHo 3muTtoro C-renonentuny konareny I tuny (CTX) B
CUPOBATIIi KPOBi CIIOCTEPIraaocs BxkKe B nepiiri 24 TOOAWHY ITiCIsa MPUNOoMY IIepIIol Ho3u
(B cepepuboMy Ha 28%), a cepegHe MaKCUMallbHE 3HUKEHHS KOHIleHTpallil (Ha 69%)
criocTepiranocs yepes 6 gHiB. [Ticns npuiioMy TPeThOl i 4eTBEPTO1 03 CEPETHE
MaKCHMaJlbHe 3HUKEHHS KOHIeHTpallil Yepe3 6 OHIB MiCIg IPpUUOMY KOXKHO1 JO3HU
cTaHoBUIO 74%, a yepe3 28 OHIB HiCIsa IPUUOMY YETBEPTOI HO3U CEPEOHE 3HUIKEHHSI
KOHIIeHTpallil cTaHOBUJIO 56%. [Ipu NpUIIMHEHHI ITOOAaIbIIOT0 IPUKOMY IIpenapaTy
MIPUITMHSIETHCS 3HUXKEHHS KOHIIeHTpallil 6ioxiMiyHUX MapKepiB KiCTKOBOI pe30poOiril.

dapMaKOKiHeTHKa

[NTepBuHHUY (apMaKOJIOTIYHUN BIJIMB i0AaHIPOHOBOI KMCIOTHU Ha KiCTKM HEe Mae€
MIPSIMOTO BiTHOIIIEHHS [0 GaKTUYHUX KOHIIEHTPAllil i0aHAPOHOBOI KUCJIOTH Y IJIa3Mi
KPOBI, K IIPOOEMOHCTPOBAHO B Pi3HUX OOCIIIAXKEHHIX Y TBAPUH 1 JTIOOUHMU.

BcMOKTYBaHHS.

[Ticnst mepopanbHOTO IpHUMioMy i6aHAPOHOBA KHUCIIOTA IIBUAKO BCMOKTYETHCS Y BEPXHIiX
Bigmimax HITyHKOBO-KUIIIKOBOTO TPakKTy. KoHIIeHTpallis y m1a3Mi KpoBi 30iIbLUIyETHCS
ITPOTIOPIIiMHO ITpM 30inbIlIeHH] mo3u mo 50 MT IIpu nepopasbHOMY IIPUMOMI i 3HAYHO



Oinbllle - TPU OJAIbIIOMY HiABUIIEHHI 403U, MaKkcuMalibHa KOHIIEHTpAallis y I1a3Mi
KpoBi mocsraeTbcs nmpoTarom 30 XBUIKUH - 2 TOOUHM (B cepegHboMy 1 roguHa) mpu
ImpuiioMi HaTiecepile, abcosoTHa 6i0JOCTYIIHICTh CTaHOBUTH Npubu3Ho 0,6%.
BcMOKTyBaHHS HOTIPIIYETHCSA IPU OJAHOYACHOMY ITPUIMOMI 3 12Kel0 UM MUTTAM (OKpim
3BUYauHOl Bogu). biogoCcTynHICTh 3MeHIIyeThCs TpuOIu3H0 Ha 90% mpu BXKUBaHHI
3BUYAMHOTO CHiTaHKY MOPIBHSIHO 3 0i0OOCTYITHICTIO ITPYU IIPUMOMI ITpemnapary
HaTIeceplie. He criocTepiraeTbcst 3HaYHOTO 3MEHINeHHS 6i0I0CTYIIHOCTI, SIKIIO
i0aHOPOHOBY KMCJIOTY ITpUMManu 3a 60 XBUIUH IO IIepPIIoro npuiioMy ixi. [Tpu
BXKMBaHHI 12Ki Y4 HaMoIB MEeHII HiXK Yyepe3 60 XBUIUH ITicJId IpuUKoMy i6aHOIPOHOBOI
KMCJIOTH, Oi0OOCTYMHICTD i MPUPICT MiHEepaIbHOI IIIIBHOCTI KICTKOBOI TKAHUHU
3MEHIITYIOThCH.

Poznomin.

[Ticnst mepuIoro CUCTEMHOI'O PO3IOAiNy ibaHOAPOHOBa KMCJIOTa HIBUAKO 3B I3YETHCS 3
KiCTKOBOIO TKAaHMHOIO a00 BUMINSIETHCS i3 ceyeto. Y MIOOMHY yoaBaHUU KiHIIeBUM 00'eM
po3nofiny ctTaHOBUTHE HoHauMennie 90 i i npubnusno 40-50% Bim KinmbKOCTI
npemnapary, 110 MUPKYJIIOE Y KPOBi, MIPOHUKAE Y KICTKOBY TKaHUHY 1 HAKOIMUYYETHCS B
Hit. 3 6inkamu maa3Mu 3B’ sI3yE€ThC OMU3bK0 85-87% (BM3HaAUEHO B yMOBax in vitro
ITPY 3aCTOCYBaHHi i0aHAPOHOBOI KMCJIOTH B TepalleBTUYHUX KOHIIEHTpPAIlisIX), OTXKe,
yepes 3aMillleHHSI CIIOCTePira€ThbCs HU3bKWI MOTEHITiajl B3aEMOil 3 iHITUMU
JIIKAPCHKUMHU 3acob0aMHu.

MeTaboti3M.

Hewmae mokasis, 110 ibaHapoHOBa KMCI0Ta MeTab0J1i3yETHCS Y TBApPUH ab0 TIOOUHU.

BusegeHH4.

[6aHgpOHOBA KHUCIIOTA €JIiMIHYETHCS 3 KPOBOHOCHOT'O pPycCJia IIJITXOM KiCTKOBOI
abcop6ii (mpubnusuo 40-50% y XKiHOK y mOCTMeHoONay3aIbHOMY I1epiofi), pelrra
BUBOJAUTHCS y HE3MiHEHOMY BUTJIALAI HUpPKaMu. Ta yacTuHa i0aHAPOHOBOI KUCJIOTH, LI0
He BCMOKTaJlacsi, BUBOOUTHCS HE3MIHEHOIO 3 (peKallisiMu.

Iliama30H ygaBaHOIO IIepioay HalliBBUBEOEHHS IIMPOKUU Ta KOJIMBAETHCA B Mexkax 10-
72 roguH. OCKiJIbBKY pO3pax0oBaHi 3HaAYEHHS 3HaYHOI0 MipOI0 3ajieXKaTh Bi TPUBaJIOCTi
OOCHig2KEeHHS, 3aCTOCOBAHOI MO3H, YYTIUBOCTI METOAY aHalli3y, KiHIleBUH IIepion
HaIliBBUBEOEHHS, BipOTigHO, € CYyTTEBO OOBIIMM, SIK i B iHImuX 6icdochoHaTis.
[TouaTKOBI piBHI IpernapaTty y Ijla3Mi KPOBI IIBUOKO 3HUXKYIOTHCA 1 gocsaraoTs 10% Bif
MaKCHMaJIbHOI'O0 3HaYEeHHS IIPOTATroM 3 TOOWH i 8 TOOUH ITiCJig BHYTPIIIHBOBEHHOT O
BBeleHHS a00 IepopajbHOIr0 3aCTOCYyBaHHS BiAIOBITHO.

3aranpHUM KilipeHc i0aHIPOHOBOI KUCIOTH - HU3bKUM Ta B CEPEOHbOMY CTaHOBUTH 84-
160 mn/xB. HupkoBui KiipeHnc (mpubnu3ro 60 MII/XB Y 3IOPOBUX XKIHOK Y IIepiomn



IIOCTMeHOIIay3u) cTaHOBUTh 50-60% Bif 3arajgbHOr0 KIIipPEHCY 1 3aJIeKUTh Bif
KJIipeHCYy KpeaTuHiHy. PI3HUNY MiX ygaBaHUM 3arajibHUM 1 HUPKOBUM KJIIPEHCOM
BimoOpazka€ MOTIMHAHHS NperapaTy KiCTKOBOIO TKaHUHOIO.

[IInsxu cekpellil, “MOBipHO, He BKJII0OYAlOTh BiTOMi KUCJIOTHY i OCHOBHY CUCTEMU
TPAHCIOPTYBaHHS, 3a/IyYeHl y BUAJIEHHA 1HIIUX OII04YUX pedoBuH. KpiMm TOro,
ibaHOpPOHOBA KUCIIOTa He MPUTHIYYE OCHOBHI Me4YiHKoBi i3odepMmenTu P450 y moguHu i
He IHOYKy€e cucteMy nutoxpomy P450 y mypis.

dapmakokiHemukKa 8 ocobiusux s8unaokax.

CraTtn.

BiomocTynHicTh i mOKa3HUKU (hapMaKOKiHETHUKHU i0aHAPOHOBOI KUCJIOTU He 3ajiekaThb
Bif cTarTi.

Paca.

Hemae maHuX Ipo KIIIHIYHO 3HAYYIY MiXKETHIYHY PIi3HUIIO MiX IallieHTaMU
MOHTOJIOIOHOI i EBPOIIEOITHOI pacu MO0 Po3momdiny ibaHapPoHOBOI KucjoTu. I[1po
MAIliEHTIB HErPOIOHOlI pacu JaHUX HEeJOCTAaTHLO.

IlamieHTH 3 HUPKOBOIO HEOOCTATHICTIO.

HupkoBuii KitipeHc i6aHIPOHOBOI KUCIOTH Y IAIliEHTIB 3 Pi3HOIO CTali€l0 HUPKOBO1
HEeOOCTaATHOCTI JIIHIMHO 3aJIeKUTh Bif KJIipeHCy KpeaTUuHiHy. XBOPUM i3 JIETKOIO Ta
IIOMIpHOIO HUPKOBOIO HEIOCTATHICTIO (KiIipeHC KpeaTuHiny = 30 MII/XB) O3y
ImperapaTy KOPUT'yBaTU He MMOTPiOHO, SIK BigoOpaxeHOo y gociimxkeHHi BM 16549, nme
OinbIIiCTD IMallieHTiB OyJia i3 1erkow Ta MOMipHOI0 HUPKOBOIO HEJOCTATHICTIO.

B 0ci0 i3 Ts12KK010 HUPKOBOIO HEOCTATHICTIO (KiIipeHC KpeaTuHiny < 30 Mi/xB), SKi
OTpUMYBaIX i0aHOAPOHOBY KHUCJIOTY ImepopasibHo y mo3i 10 Mr npoTtsarom 21 OHIB,
KOHIIeHTpallis y m1a3Mi KpoBi Oysia B 2-3 pa3u BUILOIO, HiXK B 0ci6 i3 HOpMaIbHOIO
dbyHKITi€EI0 HUPOK, i 3arabHUM KiTipeHC i0aHOIPOHOBOI KMCJIOTH CTaHOBUB 44 MJI/XB.
[Ticnss BHYTPiIIHROBEHHOTO BBemeHHs 0,5 Mr i6aHIPOHOBOI KMCJIOTH 3arajbHUM,
HUPKOBUM Ta HEHUPKOBUM KIIipeHC 3HUXKyBaBCA Ha 67%, 77% Ta 50% BiAImoBigHO B
0Ci0 i3 TA2KKOI0 HUPKOBOIO HEIOCTATHICTIO, ajle 3HUXKEHHS IePEeHOCUMOCTI Mperapary
BHACJIIMOK 3pOCTaHHS €KCII03Ullil He criocTepiranocs. Yepe3 oOMexkeHUM KITiHiYHUHT
OOCBif 3acTOCyBaHHs npernapaTy boHBiBa® He peKOMEHOOBaHO MalliEHTaM i3 TIXKKOI0
HUPKOBOIO HeOocTaTHiCTIO (OuB. po3ginu «Crocib 3acToCyBaHHS Ta MO3U»,
«OcobOnMUBOCTi 3acTOCyBaHHSA»). PapMaKOKiHETUKY i0aHAPOHOBOI KMCJIOTH Y IAIli€HTIB
i3 TepMiHaJIbHOIO CTa[i€l0 HUPKOBOI HEAOCTATHOCTI OIL[iHIOBAJIM JINIIIE ¥ HEBEIUKO1
KiJTbKOCTI Ialli€HTiB, IKi mepeOyBanu Ha remMofianisi, ToMy ¢apMaKOKiHETHKaA
i0aHOPOHOBOI KUCIOTH V IAIliEHTIB, SIKi He mepeOyBalOTh Ha Aianili, HeBimoMa. Yepe3



o0MeKeHiCTh maHuX i0aHAPOHOBY KMCJIOTY HE CJIifl 3aCTOCOBYBaTH MalliEHTaM i3
TePMiHa/JIbHOIO CTAaAi€I0 HUPKOBOI HEAOCTATHOCTI.

IMTamieHTH 3 HeYiHKOBOIO HEeOOCTATHICTIO (OuB. po3min «Crnocid 3aCTOCYBaHHSA Ta

IO3U»).

Hemae pmanux 1mono ¢papMaKOKiHETUKY i0aHOPOHOBOI KMCJIOTH y MAIli€EHTIB 3
IMe4YiHKOBOIO HeJoCTaTHICTIO. [Teuinka He Oepe 3HAYHOI y4YacTi y KiipeHci
i0aHOPOHOBOI KUCIOTH, IKa He MeTaboJIi3yEThCSI, @ BUBOOUTLCS HUPKAMU i IIIJISIXOM
OTJIMHAHHS KICTKOBOIO TKaHMHOIO. TaKUM YMHOM, OJI XBOPHUX i3 IEYiIHKOBOIO
HEeIOOCTaTHICTIO KOPEKIIisi JO3U MpelapaTy He MoTpiOHa.

IMTamienTH MiTHHOTO BiKY (muB. po3minu «Crrocid 3aCTOCYBAHHS Ta JO3M»).

[Tpu 6araToBUMiIpHOMY aHaJIi3i Oy/10 BCTAHOBJIEHO, 10 BUBYEHiI (hapMaKOKiHETUYHI
ImapaMeTpu He 3ajekaTh Bif BiKy. OCKinbKM QYHKIIisTI HUPOK 3MEHIIYETHCS 3 BiKOM, Iie
equHuM pakTop, SKUM ciim Opatu mo yBaru (OuB. po3min «IlalieHTH 3 HUPKOBOIO
HeOOoCTaTHICTIO»).

HOitu (muB. po3min «Crocid 3aCTOCYBAHHS Ta JO3U»).

Hemae maHuX 11000 3aCTOCYBaHHSA IIpenapaTty BoHBiBa® y miTeu.
IToka3aHHA

JIikyBaHHS OCTEOIOPO3Y y XKIHOK B IOCTMEHOIay3aJIbHUU I1epiof 3 MigBUILIEHUM
PU3UKOM TepesioMiB. [IpoIeMOHCTPOBAaHO 3HUKEHHS PU3UKY BepTeOpabHUX
rnepenomis, ePeKTUBHICTD IIOAO 3anobiraHHs IIepPeioMiB IMUUKY CTEeTHa He
BCTaQHOBJIEHA.

HpOTHHOKa3aHHH

[TigBulleHa YyTJIUBICTh MO i0AaHAPOHOBOI KUCIOTU ab0 [0 Oyab-sIKOTO iHIIOTO
KOMIIOHEHTA Ipenapary (auB. po3min «Ckiam»).

l'inokaneiieMis.

3axBOPIOBAHHS CTPABOXOMY 3i CIOBIIbHEHHSIM CIIOPOKHEHHS CTPaABOXOMy, HAIPUKIIa[,
CTPUKTYpPa, axajasid.

HecnpoMOXKHICTh 3HaXOOAUTUCH Y BEPTUKAIBHOMY II0JIO2KEHHI (CTOSITH YU CUOITH)
OPOTATOM IMoHaWMeHIne 60 XBUJIHH.

B3aeMmogisi 3 iHIIHMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIIiHN



B3aeMopis mikapceKu# 3acib - ixka

BiogocTynHiCTh Ipu IIepopaIbHOMY 3aCTOCYBaHHI i0aHAPOHOBOI KHUCJIOTU 3arajioM
3HUIKYETHCS y IPUCYTHOCTI 1XKi. 30KpeMa, IPOAYKTH Xap4yyBaHHS, 110 MICTATh
KaJbllii, y TOMY YHMCJIi MOJIOKO, Ta iHIII IOJIiBaJIeHTHI KaTiOHU (a/JlOMiHil, MarHiu,
3a/1i30) MOXKYTh MOPYIIyBaTH BCMOKTYBaHHS npemnapaTy bouBiBa®, 1110 306iraeTbcs 3
pe3yibTaTaMy, OTPUMaHUMU Y OOCIIAXKEHHSIX Ha TBapuHax. Tomy npemnapaT BoHBiBa®
CJIig IpUUMaTH IIiC/Is HiYHOTO roJIoAyBaHHSA (IIlOHaMeEHIIIe 6 TOOWH) 1 TPOAOBXKYyBaTHU
OyTu Hatile 1 roguHy Iricias npuiioMy npemnapaty bouBiBa® (musB. po3min «Cmocid
3aCTOCyBaHHS Ta JO3U»).

B3aeMmoqis 3 iHIIMMHU JTIIKapChbKUMHU 3acobaMu

MeTaboiuyHi B3aEMOZil He BBaXKalOThCS BipOTiHHUMH, OCKiJTbKY i0DaHAPOHOBa KHCIOTa
He IPUTHIYYy€E OCHOBHI ITe4iHKOBI i3odepmenTu P450 y noguHU Ta He iHOYKY€E CUCTEMY
e4iHKoBOro umToxpomy P450 y mypiB (guB. po3gin «®apMaKoKiHETHKA»).
BuBonuThcs ibaHOPOHOBA KUCJIOTA IIJIIXOM HUPKOBOI eKCKpellil i He minsirae
npoiecam O6ioTpaHchopmalrii.

ITpenapaTtu (mo®aBKM) KaJIbIllilo, aHTAIUOHY i gesKi iHnIi JikapchkKi 3aco0u, M0 MiCTSATh

IIOJIiBAJIEHTHI KaTiOHU

[TpenapaTu (mo6aBKK) Kaslbllilo, aHTAlMAM Ta AesKi iHIIi mepoparsbHi 3acobu, oo
CKJIaQy SIKMX BXOOSATH MOJIiBaJIeHTHI KaTioOHM (a/IIOMiHil, MarHii, 3aj1i30), MOXYTh
IIOpYyILllyBaTU BCMOKTYBaHHA IIpenapaTry bousiBa®. ToMy naljieHTaM He CJIiJ IpUuuMaTu
iHIIIi mepoparbHi TiKapchKi 3aco0u II[OHANMEHIIIE TIPOTSITOM 6 TOOUH [0 IPUHUOMY
npenapaty bouBiBa® i mpotsarom 1 roguHu miciasg npunoMy npemnapaTty BoHBiBa®.

AtletuncaninunonBa KucioTa i HI133

OCKinbKM alleTUICaiIUIoBa KUCJIOTa, HECTEPOINHI mpoTu3ananbHi 3acobu (HII33) i
bicpochoHaTU MOXKYThH CIPUYMHSITUA MOOPa3HEHHS IIJIYHKOBO-KUIIIKOBOT'O TPAKTY,
HeoOxigHO 3 06epexkHicTIO 3acTocoByBaTu HII33 omHOYacHO 3 nmpenapaToM boHBiBa®
(muB. po3min «OcobIMBOCTI 3aCTOCYBaHHS»).

H2-610KkaTOpH Ta iHTriGiTOpH IPOTOHHOTO HAacocCa

Y pocnigxenHi BM16549 3a yyactio 1500 nanieHTiB IPOBOAUIIOCE IOPIBHIHHS
pexXUMIB fO3yBaHHS i0aHAPOHOBOI KMCIIOTHU (IIofeHHO i 1 pa3 Ha Mics1lb); IPU LbOMY
14% narmieHTiB i 18% manieHTiB TakKoK oTpuMyBasnu 67okaTopu H2-rictramiHoBux
penenTopiB abo iHridbiTOPM IPOTOHHOIO Hacoca Yepe3 OOUH i IBa POKU BiAMIOBigHO.
YacTtoTa sgBuIl 3 O0KY BEPXHIX BiiliB IIIyHKOBO-KMIITIKOBOTO TPaAKTYy y IMalli€HTiB, SIKi
oTpumyBanu npemnapaT borBiBa® 150 mr 1 pa3 Ha Mics1lb, Oya TaKoO X, IK i y
Mali€eHTiB, sIKi OTpUMyBasu iaHAPOHOBY KUCIIOTY 2,5 MT IIIOIEHHO.



Y mocnimkeHHi 3a y4acTiO 3[T0POBUX JOOPOBOJIBIIIB (YOJTOBIKiB) i XKiHOK y
IIOCTMEHOIIay3i paHiTUOWH IPU BHYTPIIITHBOBEHHOMY BBeeHi 30ibITyBaB
6iogoCTyIIHOCTh iI0aHAPOHOBOI KMCJIOTH TPpuOIKU3HO Ha 20%, MOXKIUBO, 3a PaXYHOK
3MEHIIEHHS KUCJIOTHOCTI IIJTYHKOBOT'O COKY. OmHaK OCKIJIbKY 1€ MiABUILEeHHA
3HAXOOUTHLCS y MexKaxX HOpPM 0iomoCTymHOCTI i0aHAPOHOBOI KMCJIOTH, KOPEKIIisS J03U
npemnapaTty BoHBiBa® Impu OOHOYACHOMY IIpuiioMi 3 6/10KaTopamMu H2-perenTtopis uu
iHIIMMU ITpenapaTaMi, 1110 HiTBUIIYIOTh PiBeHb PH IIJIYHKOBOTO COKY, He IOTPiOHA.

Oco006/1MBOCTi 3aCTOCYBaHHS

Tl'inokanpllieMis

Ilo moyaTKy JIiKkyBaHHS npemnapaTtoM boHBiBa® moTpiOHO BimKopUTryBaTHu
rimokarnslliemito. Bci iH1ri mopyiieHHss MeTab01i3My KiCTKOBOI TKAHUHHU Ta
MiHepaJIbHOTO OOMiHYy pe4YOBUH TAKOXK CIif epeKTuBHO nikyBaTu. CIim BXKUBATHU
OOCTaTHIO KiJIbKICTh KaJIbIlil0 Ta BiTaMiHy D, OCKiJIbLKHU 1ie BaKJIMBO [JIs BCIX Malli€HTIB.

I[Togpa3HeHHs NIJIYHKOBO-KHIIIKOBOT'O TPAKTY

BicdochonaTu ans nepopaabHOr0 3aCTOCYBAaHHSA MOXKYTh CIPUYMHATUA MiclieBe
TMogpa3HeHHs CJIM30BO1 000JIOHKM BEPXHIX BiiisIiB IITYHKOBO-KUIIIKOBOTO TPaKTY.

Y 3B’s13Ky 3 BKa3aHMMHU MOKJIUBUMHU e(PeKTaMU Ta MOKJIUBICTIO MOTipIIeHHS
OCHOBHOT'O 3aXBOPIOBaHHS HEOOXiTHO MPOSIBISITU 00€PeXKHICTh ITPU 3aCTOCYBaHHI
npenapaty boHBiBa® maliieHTaM 3 aKTUBHUMMU 3aXBOPIOBAHHSAMU BEPXHIX BiOi/IiB
IIJTYHKOBO-KHUIIIKOBOT'O TPaKTy (cTpaBoxim Bappetra, aucdaris, iHI xBopoodu
CTPaBOXOy, TaCTPHUT, OYOOAEHIT abo BUpa3KH).

ITpu 3acTocyBaHHi mepopalbHUX OichochoHATIB MOBIMOMIISIOCS PO BUNAOKKU TaKUX
mobiyHUX peakiliil K e30(arit, BUpa3ku CTpaBOXOAy, €po3il CTPaBOXoAy, SIKi B AeIKUX
BUNafgKax OyJiu TSKKHUMU i moTpebyBaiu rociitanilaliil, pifko 3 KpOBOTeY€EIO YU 3
MIOJaJIbIINM PO3BUTKOM CTPUKTYpHU abo nepdopatii ctpaBoxony. PU3UK pO3BUTKY
TSKKUX IMOOIYHUX peakiliii 3 00Ky CTpaBOXOAy BUIIWM y MAIli€EHTIB, IKi He BUKOHYIOTh
pekoMeHallil moao mo3yBaHHS Ta/abo y ocib, siKi MpoaoBXKYIOTh TpUNMaTH
bicdochoHaTH mepopanbHO IIiCiIsI PO3BUTKY CUMIITOMIB, 110 CBimYaTh PO
nmogpa3HeHHs CTpaBoxony. ToMy IalliEHTH IMOBUHHI 3BepTaTU 0COOJIMBY yBary Ha
OOTPUMaHHS PeKOMeHIallill 100 mo3yBaHHsA (AuB. po3min «Cmocib 3acToCyBaHHS Ta
IO3U»).

JlikapsiM ciig OyTH yBaKHUMHU HMIOOO0 CHUMIITOMIB, III0 CBiYaTh PO MOKJIMBY peakiliio 3
00Ky CTpaBOXO0fy, Ta iHpopMyBaTH IAIliEHTIB PO NPUNUHEHHS ITPUKOMY ITpenapaTy
BonBiBa® Ta HeOOXimHICTH 3BEPHYTHUCS IO JiKaps IIpU nosaBi gucdarii, 601110 pu
KOBTaHHi, 00110 3a TPYOIHUHOIO, TIOSBI IMeyil uu moripiieHHi neyii. Xoya B



KOHTPOJIbOBAHUX KITIHIYHUX JOCIIIXKEHHSIX He CIIOCTePiraaoch 30ibIIeHHS PU3UKY,
IIPpU TOCTMapKEeTUHTOBOMY 3aCTOCYyBaHHi nmepopanbHux OicdocdoHaTiB Oynu
IIOBigOMJIEH] BUIaJKX BUPA30K LUIYHKA i IBaHAAUATUIIAIOl KUIIKH. [lesaKi 3 HUX Oynu
TSKKWMU Ta 3 YCKJIIaTHEHHSIMU.

OcKinbKM HeCTepoiaHi npoTtuldananbHi 3acobu (HII33) i 6ichochoHaTyt MOXKYTH
CIPUYMUHSTHU ITOOPAa3HEHHS IITYHKOBO-KUIIIKOBOT'O TPAKTY, HE0OXimHO 3 00epekHiCTIO
3actocoByBaTu HII33 ogrOYacHO 3 npenapaToM BoHBiBa®.

OCTeOHEKpPO3 IeJenHuX KiCTOK

OcTeoHEeKpO3 IIeJIeNHUX KICTOK CIIOCTEpPiraBcs ayzKe PigKo Iif yac
IIOCTMapPKETUHIOBOI'O 3aCTOCYBaHH y MAIli€HTIB, K1 OTpUMYyBasu npernapaTt boHBiBa®
3 IIPUBOAY OCTeOonopo3y (OuB. po3ain «[1o6iuHi peakirii»).

[TouaToK niKyBaHHSI a00 HOBOTO KypPCY IiKyBaHHS CIIiI BiICTPOYUTHU AJIs MAIIE€HTIB 3
He3arO€EHUMHU BIIKPUTUMM YIIKOIKEHHSIMMN M SIKUX TKaHUH POTOBOI IIOPOXKHUHI.

[Tepen moyaTkoM JIiKyBaHHSA IIpernapaToM boHBiBa® maljieHTaM i3 CyIyTHIMHU
bakTOpamMu pU3UKYy PEKOMEHAOYETHCS MPOUTU CTOMATOIOTiYHEe 00CTEXKEHHS 3
BiATIOBigHUM NpPO(diTaKTUYHUM BTPYYaHHSAM Ta iHOUBIOYaIbHOIO OI[iHKOIO
CIIIBBIMHOIIIEHHS KOPUCTI-PU3UKY.

OLUiH0YY PU3UK BUHUKHEHHS OCTEOHEKPO3Y IeJIeIHUX KICTOK y IallieHTa, CIIif
OpaTu OO yBaru Taki (akKTOpU PU3HUKY:

e AKTHBHICTB JTiIKapChKOT'0 3ac00y, SIKUM IIPUTHIUYE KiCTKOBY pe30pOirito (pu3uk
BHUIIIMU ¥ pPa3i 3aCTOCYBaHHS CIIONYK 3 BUCOKOIO aKTUBHICTIO), CITIOCiO BBeJeHHS
(pU3UK BUILMY IIPU TapeHTepaJlIbHOMY BBEIEHHI) i KyMyJIsTUBHA J03a KiCTKOBO-
pe3opOiritiHoI Teparrii.

e 3JI05IKiCHI HOBOYTBOPEHHS, CYIIyTHIi TATOJIOTiYHi CTaHMU (30KpeMa, aHeMis,
KoaryJormnarii, iH}eKIisi), TFOTIOHOIIaJTiIHHA.

o CymyTHE JIiKyBaHHS: KOPTUKOCTEPOIAHU, XiMioTeparlis, iHribiTopu aHTioreHesy,
IIpoOMeHeBa Tepallis OiISHKY I'OJIOBU Ta IIHI.

e HenanexHa ririeHa poToBOl MOPOXKHWHY, 3aXBOPIOBaHHS II€PiONOHTA, ITOraHO
migi6pani 3yOHi mpoTe3u, 3aXBOplOBaHHS 3y0iB B aHaMHe3i, iHBa3UBHi
CTOMATOJIOTiUHi BTpy4YaHHs, HallpUKJlaf, BUgarleHHs 3y0iB.

ITig yac nikyBaHHSA npenapaTtoM boHBiBa® yciMm nallieHTaM CJIif JOTPUMYBaTUCS
HaJIeXKHOI TirieHu POTOBOI IIOPOXKHUHU, IIPOXOAUTH PETYISPHI OTISIAU Y CTOMATOoJIora i
HeranHo IMOBiIOMJISATY IIPO Oyab-IKi CUMIITOMHU 3 OOKY POTOBOI IIOPOXKHUHU, TaKi K
pyXnuBicTh 3y0iB, 6iy1b Y1 HaOPSAK, He3arouHi Bupa3ku abo BupineHHd. [1ig gyac
JIIKyBaHHS iIHBa3WBHI CTOMATOJIOTI4YHI BTPy4YaHHs MalOTh IPOBOAUTHUCS JIUIIE MiCIsA
PEeTEeNbHOr0 POITJISAAY: iX CIIil YHUKATH Mif Yac i HauOIMKIYUM 4aCOM IIiciIst



3acTocyBaHH4 npenapaTty boHBiBa®.

[InaH BeeHHS IALlIEHTIB, Y SKUX PO3BUHYBCS OCTEOHEKPO3 IIeJIeIHUX KiCTOK, Ma€
OyTu po3poOIeHuM B yMOBaxX TiCHOI cHiBOpalii J1ikaps 3i ctomaTosioroM abo IeemnHo-
JIMIIBOBUM XIpypProM, JOCBIIYEHUM Y JIIKyBaHHI OCTEOHEKPO3Y IIeJIelTHUX KiCTOK. CIIif
PO3T/ISHYTU NUTAHHSA IPO TUMYaCOBe IlepepUBaHHs JIIKyBaHHS IpenapaToM boHBiBa®
IO MOKpallleHHsI CTaHy i 3MEeHIIIeHHS CYIIyTHiX (aKTOPiB PU3UKY.

OCTeOHEKPO3 30BHIITHLOI'O CIIYXOBOT'O IPOXOOY

ITpu 3acTtocyBaHHi 6icdhocdoHaTiB MOBIOMIISIIN PO OCTEOHEKPO3 30BHIITHHOTO
CJIyXOBOT'O IPOXOAY, MepPeBaxKHO y 3B’5I3KYy 3 TPUBaJIO0 Tepami€io. [1o pakTopiB pU3UKy
BHHUKHEHHS OCTEOHEKPO3y 30BHIIIHLOI'0 CIIyXOBOI'O IIPOXOAY HajleXaTh 3aCTOCYyBaHHSA
CTEpPOIOHUX TOPMOHIB i XiMioTeparril Ta/abo MiclieBi (paKTOPU PU3HUKY, TaKi IK iHGEKIis
a6o TpaBMa. IMOBipHiCTH BUHUKHEHHSI OCTEOHEKPO3Y 30BHIITHLOTO CITYXOBOT'O IIPOXOAY
CJIil BpaxOBYyBaTH y MAlli€HTIB, IKi OTPpUMYIOTh OicpochoHaTh i y SKUX HasABHI
cuMnToMu 3 OOKYy Byxa, BKJIIOUAlO4YU XPOHiYHI iH(eKIIil Byxa.

ATHIIOBI IepeyIoMU CTEerHa

ATunoBui migBepTenbHUM Ta giadizapHU mepeioMu CTETHOBOI KiCTKM Bil3HA4YaInuCh
mpu NTikyBaHHi OichochoHaTaMu, y mepily 4epry y Mali€eHTiB, siKi oTpuMyBaliu
TpHUBaJe JIiIKyBaHHS ocTeomnopo3y. i momepedyHi abo KOPOTKi KOCi ITepeyioMu MOXKYThb
cTaTuCs y OyOb-IKOMY MiCIli B3[OBK CTETHA - Bifl TPOXY HUXKYe MaJIoTO BePTIIIora
CTETHOBOI KiCTKHU [0 TPOXM BHIIle HaJABUPOCTKOBOTO IiAgBUIlleHHs. i mepenomu
BHHUKAIOTH ITiCJIsA MiHiMaJIbHOI TpaBMM ab0 IIpHU BiICYTHOCTi TpaBMH, i mesAKi MallieHTH
BimuyBaloTh Oilb y OiNIgHIL cTerHa abo rmaxoBuil 0inb, 110 YaCTO aCOIIIOETHCS 3
XapakKTepHUMU pUucaMu CTPECOBOI'0 IepejIoMy, BIIPOAOBXK Biff KUIBKOX TUXKHIB [0
KIJIbKOX MICSIIiB, IePII HiXK IIepeJioM IIPOSIBUTHLCS Yy BUTJIAL IOBHOT'O II€PEJIOMY
CTErHOBOl KicTKH. [lepeoMu 4acTo ABOCTOPOHHI, TOMY CJIii TAKOXK OTJISHYTHU iHIIIE
CTETHO Y IalliEHTIiB, SKi OTPUMYIOTH JTiKyBaHHs OicpochoHaTaMu, y IKUX BUHUK
miadizapHUuM 1epeioM CTETHOBOI KiCTKH. TaK0K IOBiIOMIISIZIOCE IIPO ITOTaHe 3arO€EHHS
nux nepesoMiB. [Toku He 3aKIHYUTHCA OLIIHKA CTaHY alliEHTa, BpaXOBYHO4YU
iHOUBigyaTbHY OILIIHKY KOPUCTI Ta PU3UKY, HEOOXIMHO PO3TNISHYTH IMIUTAHHS IIPO
MIPUNIMHEHHS 3aCcTOCyBaHHA OichocdoHaTiB malieHTaM i3 migo3pioBaHUMMU aTUIIOBUMU
rmeperoMaMu CTETHOBOI KiCTKM Ha IIeM 4ac.

[Tig yac nmikyBaHHS OicochoHaTaMu IallieHTaM CIi peKOMeHOyBaTU MOBiIOMJIIATH
mpo Oinb y OiNIgFHII CTerHa, Ta30CTETHOBOTO Ccyrjioba abo mpo maxoBul 0inb; BCi
Malli€eHTH 3 TAaKUMHU CHUMIITOMaMHU MOBUHHI OyTH 00CTEeXKEHI II0J0 HEIIOBHOTO IIEPEIOMY
CTETHOBOIl KiCTKH.

HupkoBa HEOOCTATHICTD




Yeped oOMeReHUM KITiHIiYHUN OOoCBin npenapat boHBiBa® He PEKOMEHOYETHCS
nalieHTaM, y SKUX KJIipeHC KpeaTUHiHY CTaHOBUTH MeHIle 30 MJI/XB (OUB. PO3Tin
«@apMaKOKiHETHKA»).

HenepeHOCUMICTE raJIaKTO3U

[IpemapaT MicTuTh MakKTO3y. [TallieHTaM 3 PigKiCHUMU CIIadKOBUMHU (popMaMu
rajakKTO3HOI HellepeHocuMocCTi, gedinuTom nakrasu Jlamnma a6o 3 rIOK030-
rajakTO3HOI0 ManbabcopOllielo He CIIil 3aCTOCOBYBATH 1€l mpemapar.

YTunizailiss HeBUKOPUCTAHOT O IIperapaTy Ta IIpenapary i3 IPpOCTPOYEeHUM TEPMIHOM
MMPUOATHOCTI: HaAXOMXKEHHS TiKapCchKOro 3aco0y y 30BHIIIHE cepenoBUllle He0OXigHO
3BeCTHU Oo MiHiMyMy. JlikapchKui 3acib He CJIim BUKUAATU Y CTiYHI BOOU i OOy TOBI
Bimxopgu. [Is1 yTui3ailil HeoOXigfHO BUKOPUCTOBYBaTH TaK 3BaHY «CUCTeMY 300Dy
BigXomiB» IIPU HAsIBHOCTI TaKol.

3maTHiCTH BIUIMBATH Ha HIBHAKICTHh peaklil IpM KepyBaHHiI aBTOTPaHCIIOPTOM
a0o0 iHmMMMHu MexaHi3ZMaMu

3 ornsimy Ha 0co6ymBOCTI papMakoguHaMiku, hapMaKOKiHETUYHUYN TPOdins i
nmoBimoMJieHi moOiuHi peakirii, ouikyeTnbcs, 10 boHBiBa® He Mae ab0 Ma€ He3HAYHUN
BIUIMB Ha 3[IaTHICTh KEPYBaTU aBTOTPAHCIOPTOM ab0 poOOTYy 3 iHIIMMU MeXaHi3MaMHU.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHs IPpyaaio

BaeimHicmb

[Ipenapat boHBiBa® NpH3HaYeHUU AJIs 3aCTOCYBaHHS JIUIIIE XKiHKaM y
nocTMeHomnay3i. [Ipenapar He ci1if 3aCTOCOBYBATU XIiHKaM PEIPOOYKTUBHOIO BIKY.

Hemae HanexXXKHUX JaHUX IIOA0 3aCTOCYBaHHS i0aHOIPOHOBOI KUCIIOTU BariTHUM
XKIHKaM. Y OOCJIAXKEeHHAX Ha Iypax CIIoCTepirajacs lIeBHa PENpOonyKTHUBHA
TOKCUYHICTh. [TOTEeHILIMHUYN PU3UK O TIOOUHU HeBimomuiui. IIpenapaTt bouBiBa® He
CJIi 3aCTOCOBYBATH IIiZl YaC BariTHOCTI.

I'ooysaHHA 2py0010

Hesigomo, yu npoHuKae ibaHAPOHOBA KUCJIOTa y TPyAHE MOJIOKO. [1OCTiaXKeHHS y
JIaKTYIOUHUX IYPiB IIPOIEMOHCTPYBAId HasiBHICTh HU3bKUX PiBHIB i0aHAPOHOBOI
KHCJIOTHU Yy MOJIOLIL IIiCJI BHYTPIMIHEOBEHHOI'O BBeeHH. [IpennapaT bousiBa® He citif
3aCTOCOBYBATH IIifl YaC rogyBaHHS I'PyOaio.

depmusbHIiCMb




Hemae maHuX 11100 BIJIMBY i0AHOIPOHOBOI KUCIOTH YV TIOOANHU. Y PENPOOYKTUBHUX
OOCITiIKEeHHSIX Y IIYPiB IIPpU IIepopaibHOMY ITpuiioMi ibaHOpPOHOBa KHUCI0Ta 3HUKYBala
bepTUNBHICTS.

Cnocibd 3acTrocyBaHHsI Ta JO3H

IHo3yBaHHA

I71s1 TiKyBaHHSI OCTEOIIOPO3y PeKOMeHA0BaHa no3a npemnapaty boHBiBa® - 1 TabieTka
150 mr 1 pa3 Ha Micsib nepopanbHo. TabmeTKy CiIig IpuMaTH B OOUH i TOM XKe JeHb
HIOMICSIYHO.

IIpenapat BoHBiBa® ciifg npuMaTHU MiC/Is HIYHOTO TOJIOAYBaHHS (IllOHalMeHIle 6
roguH) i 3a 60 XBUIWH OO0 IIEPIIOro IPUUOMY 1XKi 41 piguHu (OKpiM BOOM) BOEHD (OUB.
po3min «BzaeMopist 3 iHIIUMHU JTiIKAPChbKUMHU 3aco0aMU Ta iHII BUOM B3a€EMO[Iii») abo
IHIITMX ITepopanbHUX JTiKapChKUX 3aC00iB 41 M0oOaBOK (BKJTIOYAIOYM KaJIbITiil).

[TamienTa cmig mpoiHgoOpMyBaTH, III0 y BUIAAKY, AKIIIO IOMiCSIYHa J03a Ipemnapary
OyJia mpoIlryllieHa, HalliEHTOBI CIIi ompa3y, K TibKM 3rafga€, IIPUUHSITU HACTYIITHOTO
paskKy 1 Tabnetky 150 Mr npenapaty BoHBiBa®, SKIIIO TiJIbKY OEeHb IPUKNOMY
HACTYITHO] 3allJTaHOBAHOl 103U He NMpUNaja€ Ha mepiox Haubnuxuux 7 nHiB. HacTymHi
OO3U IpelapaTy Halli€eHTy CIIif NpUUMaTH Y paHillle BCTAHOBJIEHUU OeHb MiCSIIIs.
SAKINO meHb NPUHMOMY HACTYITHOI 3alIlaHOBAHOI JO3U NPUIlafa€ Ha Iepion HaubmmKYInuX
7 OHIB, TO CJIiJ IPOIYCTUTHU IIPUUOM 1 HACTYIIHY JO3y IPpUUMaTHU y 3aljIlaHOBaHUU IEHb
Mics1IId i TpomoBXKyBaTu npuiiMaTu 1 TabIeTKy Ha Micsllb Y paHillle BCTaHOBIEHUU
neHb Micansa. He ciig npuiiMmaté 2 TaGleTKU IIPOTATOM OOHOTO TUXKHS.

[TamienTaM ciifg BxkKUBaTU DoOAaBKM KaJibllito Ta/abo BiTamin D y pa3i, SIKIIIO BXKUBaHHS
3 IPOAYKTaMM Xap4yyBaHHS € HEIIOBHOIIIHHUM (OUB. po3minu «OcoOmuBOCTi
3acToCyBaHHsI», «B3aeMofis 3 iHIIMMU TiKapChbKUMU 3acoO0aMu Ta iHIII BUOU
B3aEMOIN»).

OntuMarnbHa TPUBAIICTD JIIKyBaHHS O0CTEOIIOPO3y OichochoHaTaMy He BCTAHOBIIEHA.
[TuTaHHSA TPO HEOOXimHICTL MPOMOBXKEHHS NMiKyBaHHS CIIiI MePiogMYHO MepernsagaTu
IJIs1 KOXKHOI'O IallieHTa OKPeMO, BPaxOBYIOYM KOPUCTH i MOTEHIIVHUN PU3UK Bif
3acTOCyBaHHs IIpemnapaTy boHBiBa®, 30KkpeMa dyepe3 5 abo Oinbllie PoOKiB
3aCTOCyBaHHA IIpenapary.

CnenianbHi I'PYIY OAIli€EHTIB.

ITauieHmu 3 HUPKOBO HEeOoCMAamHicmioo

Yeped oOMeReHUM KITiHIiYHUM OOoCBin npemnapat boHBiBa® He PEKOMEHOYETHCS
nalieHTaM, y IKUX KilipeHc KpeaTuHiny Hux4e 30 M/xB (OUB. po3minu «Oco6amBOCTi



3acTocyBaHHS», «DPapMaKOKiHETHKa»).

Kopexki1iist mo3u He noTpibHa naiieHTaM 3 JIETKO0 ab0 ITOMipHOI0 HUPKOBOIO
HeIOOCTaTHICTIO, IKII0 KJIipeHC KpeaTHUHiIHY MOopiBHIOE abo nepesuiiye 30 My1/XB.

ITauieHmu 3 neuyiHK0B80 HedocmamHicmio

Kopekiiist mo3u He nmoTpibHa (OuB. po3min «®apMaKOKiHETHKA»).
ITauieHmu aimHbo20 BIiKYy (>65 pokis)

Kopekilisi mo3u He noTpibHa (auB. po3nin «®apMakoKiHETUKA»).
Iimu

Hemae BiAImmoBigHOr 0 JOCBIAY LIOAO 3aCTOCYBaHH Ipenapaty boHBiBa® OiTAM BIKOM
mo 18 pokis. 3acTocyBaHHSA nIpemnapaTty boHBiBa® y miTeir BikoM 10 18 pokiB He
BUBYasocs (OuB. po3ainu «®apmMakoagrHaMika», «®apMaKOKiHETHKA»).

Cnocib 3acTOCyBaHHSA

e TabmeTKH CJIig KOBTATHU IIJIMMHU i 3anmuBaTH 1 CKISHKOIIO 3BUYaiHOI Boou (180-240
MJI), CUASIYM YU CTOSTYH Y BEPTUKAJIbHOMY II0JI02K€eHHi. He ciig 3acTocoByBaT
BOMY 3 BUCOKOIO KOHIIEHTPAIIi€0 Kasbllilo. fAKII0 iCHYI0Th TOO0I0OBAHHS III0I0
NOTEHIINHO BUCOKUX PiBHIB KaJbIlil0 B IUTHINA BOMOi (?}KOPCTKa BOoOa),
PEKOMEHAYEThCS BXKUBATU OYTUIIFOBAHY BOAY 3 HU3bKHUM BMiCTOM MiHEpaTbHUX
PEYOBUH.

e [lamienTaM He CJif 1exkaTu NPOTATroM 60 XBUJIKUH IIIC/Is IPUNOMY IIpenapaTy
BbouBiBa®.

e JanuBaTu npenapaTt boHBiBa® CJIif nMUllle 3BUYaHOIO BOOIO.

e [TamieHTaM He CIIifl PO32KOBYBaTH Y CMOKTATU TabIeTKy Yepe3 MOXKJIMBICTh
YTBOPEHHS BUPA30K Ha CINU30Bid POTOTJIOTKHU.

itk

Hemae BiAImoBigHOr 0 JOCBIAY LIOAO 3aCTOCYBaHHJ Ipenapaty boHBiBa® OiTAM BIKOM
no 18 pokis. Ilpenapat boHBiBa® He BUBUYaBCA y OiTeu BiKoM 00 18 pokiB (quB. po3gia
«®apMakonuHaMika», «®apMaKOKiHETHUKA»).

Ilepeno3yBaHHsA

Cnemnudiunol indopmaliil mpo JIiKkyBaHHS ITepeqo3yBaHHS IIpenapaToM boHBiBa®
HeMae.



[IpoTe, 3 ornsimy Ha HasiBHiI 3HaHHS Ipo 6icdhochoHaTH, MOXKe CIIOCTEPIiraTuCs
PO3BHUTOK IMOOIYHUX peakiliii 3 00Ky BEPXHiX BigminiB HITYHKOBO-KUIIIKOBOT'O TPAKTY
(TakuX SK IITYHKOBI po3j1afu, OUCIIEIICisd, e30dariT, racTpuT, Bupa3ka) abo
rinmokanbiieMis. 1715 3B’13yBaHHs npenapaTty boHBiBa® ciif mpu3HavyaTy MOJIOKO abo
aHTalMOHI 3acobu, i Oyab-gKi Mo0iYHi peakxiiil ciIif JIiKkyBaTU CUMIITOMaAaTA4YHO. Yepes
PU3UK MMOOPa3HEHHS CTPaBOXOMY He CIIifm BUK/IUKATH OmtoBaHHsA. [TallieHTaM HeoOXimHO
3HAXOOUTUCH Y BEPTUKAJIbHOMY I10JIOXKEHHI.

IToOiuHi peakmii

Pezome npodinio 3 6e3meKkn

Ha#6inbin cepito3HUMY ITOOIYHUMY peakIlisiMU, IIPO SIKi OBiIOMIISIIIOCS, €
aHa(dinakTU4YHa peakllis/IIOoK, aTUIIOBI IepejioMU CTETHa, OCTEOHEKPO3 LIeJIEeTTHUX
KIiCTOK, TOApa3HEeHHS HIIIYHKOBO-KUIIIKOBOTO TPAKTYy, 3anajieHHs oKa (gquB. «Onuc
OKpeMux NobivHUX peakiii» i po3gin «OcoBIMBOCTI 3aCTOCYBaHHS»).

HavyacTimumu mo6iYHUMHU peakIlisiMu, PO SKi MOBiIOMIISAIOCH, OyJIM apTpanris i
rpunomnonioHi cumnromu. i cuMnTOMEY 3a3BUYal acCOIlilOBaJIMCS i3 MEePIIOI0 03010,
3arajiom Oyau KOPOTKOTPUBAJIMMU, JIeTKOI ab0 ITOMipHOI TSI2KKOCTI i, SIK ITpaBUIIO,
3HHUKAJIU IIiCJIg NPOAOBXKEHHS JIIKyBaHHS Ta He BUMarajaiu MeguKaMeHTO3HOI 0
BTpy4YaHHS (OUB. «ONHUC OKPEeMHUX ITOOIYHUX pPeaKIliii»).

Huxxye HaBegeHUM IIOBHUM IIepesliK BimoMux moOivHUX peakiriii.

Be3neka sikyBaHHS i0aHAPOHOBOIO KUCJIOTOIO Y H03i 2,5 Mr Ha go0y IepopaabHO
BuBYanacs y 1251 nanieHTa, sKi mpuiiManu y4acTh y 4 mnaane00-KOHTPOJIbOBAaHUX
KIiHIYHUX TOCTiIXKEeHHIX, IPU IIbOMY OilbIIIiCTh HallieHTiB Opajia y4acTh Yy 6a30BOMY
TpUpPiYHOMY mociigxkeHHi nepenomiB (MF 4411).

Y nBopiuHOMY OOCIIiIAXKEHH] y )KIiHOK B IIOCTMEHOIIay3aJIbHOMY I1epiofi 3 0CTEOIIOPO30M
(BM16549) 3aranbauil npodinb 6e3neku O0yB nomiOHUM [y npernapaTy bouBiBa® mo
150 mr 1 pa3 Ha Mics1b i ibaHAPOHOBOI KMCIIOTH y [03i 2,5 MI' IIepopaibHO IIOAEHHO.
3aranbHa KiJIbKiCTb IAIliEHTOK, ¥ AKUX OyJIM 3apeecTpoBaHi mobiuHi peaxiiii, To6TO
moOivuHi sIBUIIA 3 MOXKJIMBUM YU BipOTimHUM 3B’SI3KOM 3 OOCIIiIXKyBaHUM IIpeIapaToM,
cTtaHoBuia 22,7% i 25% npu 3acTtocyBaHHI npenaparty borBiBa® 150 mr 1 pa3 Ha
Micsiib yepe3 1 i 2 poku nikyBaHHS BifAMmOBimHO. BinburicTh moGivHUX peakiliii He
NPU3BOAUIIN [0 IPUNNHEHHS JTiKyBaHHS.

[MToGiuHi peakilil 3a3Ha4YeHi HUXKYe 3TiTHO 3 TEPMIiHOJIOTi€El0 MeguYHOT0o CIIOBHUKA
HOpPMAaTHBHO-ITPaBoBOl AisinbHOCTI MedDRA 3a KimacaMu CUCTEM OpraHiB Ta
KaTeropisiMu 4acTOTH. 3a 4aCTOTOI0 NOOiYHiI peakilil MOoAiNg0ThCS Ha AyKe IOUIUPeHi
(=1/10), momupesni (=1/100 mo <1/10), HenommupeHi (= 1/1000 go <1/100), pigko



nomupeHi (=1/10000 mo < 1/1000), oyxe pigko momupeHi (<1/10000), yactoTa
HeBimoMa (He Mozxke OyTH po3paxOBaHa 3a HAasSBHUMU JaHUMU). Y KOXKHIiM I'pPyIIi 4acToOT
moOivuHi peakiril 3a3Ha4YeHi B MOPSIAKY 3MEHIIEeHHS CEPHO3HOCTI.

IToGiuHi peakirii, o Oynu 3apeectposaHi npotsaroM Il das3u gocaigxens BM16549 Ta
MF4411 y >XiHOK VY IOCTMEeHONIay3aJIbHOMY IIepiofdi, SKi OTpUMYBaJIU IIpernapar
BouBiBa® mo 150 mr 1 pa3 Ha Mics1ipb ad0 i0aHOPOHOBY KHUCJIOTY V 003i 2,5 MT

epopaabHO UIOAEHHO Ta IIif YaC IMOCTMAapPKETUHIOBOT0 3aCTOCYBAaHHS.

ITopyweHHs 3 6OKY iMYHHOI cucmemu: HETIOIIUPEHi - 3aroCTpeHHs OpOHXiaIbHOI
aCTMHU; PiIKO MOIIMUPEHi - peakllil rimepyyTIuBOCTI; Oy2Ke PiIKOo IOIINPEHi -
aHa(dimakTUYHa peakilis/mok*t.

ITopyweHHs 3 60Ky Hep8osoi cucmemu: IOMINPEH]i - TOJIOBHUM 0iNlb; HETIOIIUPEHI -
3aIrlaMOpPOYEHHH.

ITopyweHHs 3 6OKY opaaHis 30py: PiAKO MOIIUPEHi - 3amaieHHsa oKa*t.

ITopyweHHs 3 OOKY WAYHKOBO-KUUWKOB020 MpakKmy: MOIINPeHi - e3o0¢garirt, racTpur,
ractpoe3odareanbHa pedIioKCHa XBOpo0Oa, MUCIIelcis, giapes, abgoMiHanbHUM Oifnb,
HYIOOTa; HEMOIINUPEH] - e30¢ariT, BK/IlI04alodn 3BUpPa3KyBaHHS CTPaBOXony abo
CTPUKTYPH i mucda3zito, 6/110BaHHS, METEOPU3M; PiAKO IOIIUPEH] - IYOIEHIT.

ITopyweHHs 3 6OKY WKipu i niQwWKIipHOi KAIMKOBUHU: TIOIINPEHi - BUCUMNIAaHHS; PiTKO
MIOIIUPEH] - aHTIOHEeBPOTUYHUM HAOPSAK, HAOPSIK 00IMYYsi, KPOIUB THKA; MyKe PimKo
nomupeHi - cuaapom CriBeHca-[IkoHCOHat, MynbTudOpPMHa eputeMat, OyIbO3HUM
oepMaTuTt.

ITopyweHHs 3 6OKY ONOPHO-PYyX080i cucmemu ma cnoAy4YHOi MKAHUHU: TIOMIUPEH] -
apTpanrisg, Mmianris, M’s30Bo-CKeNleTHUM 0inb, cymoMu y M’sidax, M’ I30BO-CKeJIETHaA
PUTigHICTH; HETIOWIUPEHI - Oifb Y CIUHI; PiIKO MOIIMPEHi - aTUIIOBUM HiTBEPTIIOXKHUN
Ta miadisapHUlM IepeIoMHU CTETHOBOI KiCTKUT; OyzKe PigKO MOMIHUPEHi - OCTEOHEKPO3
HeIenHuX KicTok*t. OCTeO0HEeKpOo3 30BHIITHBOI'O CIyXOBOTO mpoxony (mobiyHa peaxiiis,
XapakKTepHa [ 6ichocdoHaTiB SIK Kiacy)t.

3aeanvHi po3aadu ma cmaH y Micuyi 88e0eHHA: TIOINPEHi - TpUonoaioHe
3aXBOPIOBaHHA*; HETIOMIUPEHI - C1abKiCTh.

*TuB. HUXKYE.

tBusiBneHi mig yac mMOCTMapKETUHTOBOTO 3aCTOCYBaHHS.

Onwuc okpeMux mobOivHMX peakIii

ITobiuHi peakuii 3 60Ky WAYHKOBO-KUWKOB020 MpAKmy



[TamieHTH 3 NIOIEepenHiM aHaMHE30M IIIJTYHKOBO-KUIIIKOBOTO 3aXBOPIOBaHHSI,
BKJIIOYAIOYH MAIliEHTIB 3 MEeNITUYHOIO BUPa3K0I0 0e3 HeJaBHIiX KPoBOTeY abo
rociritaisailrii i maiieHTiB 3 gucnencieo abo pedIIOKCOM, KOHTPOJILOBAaHUM 3a
OOTIOMOT 00 MEOAUKaAaMEHTO3HOT0 IiKyBaHHs, OyJIM BKJIIOUEHi B JOCITiAKEHHS 3
JikyBaHHSAM 1 pa3 Ha Micsilb. Y IIUX MallieHTiB He Oy/I0 Pi3HUIL B YaCTOTi MOOIYHUX
SIBUII 31 CTOPOHM BEPXHiX BifmisiB HIJTYyHKOBO-KUIIIKOBOTO TPAKTY IIPU 3aCTOCYBaHHI
npenapaTty bouBiBa® B mo3i 150 Mr 1 pa3 Ha Micsillb MOPiBHSAHO 3 403010 2,5 MT/Ho0y.

I'punonodibHe 3ax80pPHOBAHH A

['punomnomiOHe 3aXBOPIOBAHHS BKIIIOYAJIO TaKi CUMIITOMH, SIK peakxiril roctpoi ¢pas3u abo
TaKi CAMIITOMHM SK Mianrisg, apTparis, rapsgd4yka, 03H00, BTOMJIIOBaHICTh, HY[OTa,
BTpaTa ameTuTy Ta 0isib y KicTKax.

OcmeoHeKpo3 wesenHux Kicmok

[ToBimoMsiyioCs IPO BUNAOKU OCTEOHEKPO3Y IIeIeIHUX KiCTOK, ITIePEeBaxHO Y
Mali€eHTIB 13 3JI0IKICHUMU HOBOYTBOPEHHSIMU, AKi OTPUMYBAJIU JIIKyBaHHSA
ImperapaTaMy, 10 iHTiOYIOTh KiCTKOBY pe30p01lito, 30KpeMa i0aHIPOHOBOIO KMCIIOTO0
(muB. po3min «OcobMMBOCTI 3acTOCyBaHHSI»). [TI0OBiHOMISIIOCS PO BUIIagKHU
OCTEOHEKPO3y HIeJIEITHUX KiCTOK ITifl Yac IIOCTMapKeTUHIOBOTO 3aCTOCYBaHHSA
i6aHIPOHOBOI KUCIIOTH.

3ananeHHs oka

[Tpu 3acTocyBaHHi i0aHOIPOHOBOI KMCJIOTHU ITOBiIOMIISIJIOCS PO 3amalibHi MMOPYIIEeHHS 3
OOKy O4Yeil: yBeiT, eIliCKJIepUT, CKJIEPUT. Y JesSKUX BUIIaAKaX IIi 3arajbHi IOPyIIeHHS
3HUKAIU JUIIE IIicJIs BimMiHM i0aHOPOHOBOI KUCJIOTH.

AHaginakmuyHa peakuis/wok

Y mailieHTiB, siKi OTpUMYyBasu JIiKyBaHHS BHYTPIITHbOBEHHOIO i0aHOPOHOBOIO
KHCJIOTOIO, TIOBIAOMIISIIUCS BUNIaAKU aHa(PiTaKTUYHOl PEeakKllil/IIoKy, y TOMYy YUCIIi 3
JleTaJIbHUMU BUINIaJKaMU.

TepMmin npuagaTHOCTI
5 pOKiB.
VYMoBHM 30epiranus

30epiraty y HeJOCTYIIHOMY AJiS AiTel Micili. 36epiratu npu TeMiiepaTypi He Buite 30
oC.



YonakoBka

TabneTku, BKPUTI IJIIBKOBOIO 000710HKOI0, 10 150 Mmr. ITo 1 TaGnerIi y 6micTepi.

[To 1 6micTepy y KapTOHHiM KOPOOIIi.
Karteropis Bignycky

3a penemnTomM.

BupooHuKk

®.Xobpdpmanu-JIs Pour JITa.

Miciie3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJgpeca MiCIisi IPoOBaAXKeHHSI
IisTIHLHOCTI

I'penzaxepiutpacce 124, 4070 basens, IlIBeumapis.
[Ixepeso iHCTPYyKIIil

[HCTPYKIIito TiKapChKOro 3aco0y B3siTO 3 oQilliiiHOTo mxkepesa — [lepKaBHOTO PEECTPY

JIiKapCchKUX 3ac00iB YKpaiHu.
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