IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BougiBa®

(Bonviva®)

Cknao:
ditoua peuosuHa: ibandronic acid;

1 momepenHbO HANTOBHEHUH MINPHUII (3 MJI pO34YUHY) MiCTATh i0aHAPOHOBOI KUCIIOTH 3 MT Y GhopMi
HaTpito ibaHOpPoHaTy MOHoTigpaty 3,375 MrT;

KOHIIeHTPaIlis i0aHIPOHOBOI KUCJIOTH y PO3YMHi AJIs iH €KIIi!l CTAHOBUTH 1 MT/MIT;

0ONOMIdCHI peyoBUHU: HATPilO XJIOPU; KMCIIOTa OI[TOBA JIbOASHA; HATPIilo alleTart, TPUTIgpaT; Bomda
OIS iH’eKITin.

JIikapcbKka popMa. Po3uuH [O7s iH €Ki,

OcHogHI ¢i3uko-ximiuHi 81acmueocmi: mpo3opuit 6e30apBHIUIM PO3UMH.

®apMakKoTepaneBTUYHa Irpyna.
3aco0wu, 1110 BIIJIMBAIOTh Ha CTPYKTYPY Ta MiHeparisaiiio KicTok. bichocdonaTu.
Kucnora ibangpoHoBa.

Komg ATX M05B A06.

Papmakono2iuHi e1acmusocmi.
dapmakoOuHamika.

[6aHOPOHOBa KMCJIOTa - BUCOKOAKTUBHMM a30TOBMiCcHMI GichochoHaT, IKUM CEIEKTUBHO i€ Ha
KiCTKOBY TKaHUHY i crienu(idyHO IPUTHIYYy€E aKTUBHICTh OCTEOKJIACTiB Ta He Ma€ IPSIMOT0 BIIJIUBY Ha
dbopMyBaHHS KiCTKOBOL TKaHWHMU. [IpenapaT He BIIMBA€ Ha IPOLEC IONIOBHEHHS IIyJIy OCTEOKIIACTIB.
Y XiHOK y epiofy MeHOIlay3u 3HUKYE MigBUIIEHY IIBAOKICTh OHOBJIEHHS KiCTKOBOI TKAaHWHU [0 PiBHS
IIpeMeHOoIIay3H, 1[0 IPU3BOAUTE 10 IPOTPECUBHOTO 30iTbIIIEHHS KiCTKOBOI MacCH i 3HUXKEHHS YaCTOTH
mepesioMiB.

[baHIpOHOBA KUCIOTa IPUTHIUYE KiCTKOBY pe3op0Oiiifo. In vivo ibaHApOHOBa KUCIOTa IOoNlepeaxKae



KiCTKOBY IECTPYKIIit0, CIPUYUHEHY €KCIIEpUMEHTAIbHO 6710Kamoi0 QyHKII1 CTaTEBUX 3a/103,
PeTUHOINaMHU, MyXJIMHAMU Ta €KCTPAaKTaMu IMyXJIUH. Y MONOAUX (IIBUAKO 3POCTAl0UMX) IIyPiB TaK0OXK
crocTepiranacst pe3op01rist KiCTOK, 110 MPHU3BOAKIIA [0 30ibIIeHHS HOPMaJIbHOI KiCTKOBOI MacH y
IIOPIBHAHHI 3 TBApUHAMHU, SIKi HE OTPUMYBaJIU JIIKyBaHHS.

TBapuHHI MOfei MigTBEPAKYIOTE, 1110 ibaHIPOHOBA KMCJIOTa € BUCOKO IOTYKHUM iHTiGiTOpOM
aKTUBHOCTI OCTEOKJIACTiB. Y IIypiB, 1[0 POCTYTh, HE CIIOCTEPIranocs 03Hak MOpyIIeHHS MiHepailalil
HaBiTh IIPU 3aCTOCYBaHHi 03, 1110 epeBUIyIOTh 6inbIre Hixk y 5000 pa3iB go3y, sika HeoOXigHa O
JIIKYBaHHSA 0CTEOII0PO3Yy.

[IlogenHe mOBroTpHUBasie 3aCTOCYBaHHS i IepioAuYHe 3aCTOCYBaHHS (Yepe3 BeIuKi iHTepBain)
IIPOTSITOM TPUBAJIOTO Yacy y IIypiB, co0ak i MaBI acoIlifoBazoCcs 3 yTBOPEHHSIM HOBOI KiCTKH
HOpPMaJIbHOI SIKOCTi 3i 30epexkeHHsIM abo0 MiIBUIIEHO MeXaHiYHOI0 CHJIOI HABITh IPU 3aCTOCYBAHHI B
TOKCUYHOMY fiana3oHi. EQeKTUBHICTE IOEHHOTO i mepiogu4YHOro BBeeHHS i6aHIPOHOBOI KUCIIOTH 3
iHTepBamom Mix mo3amu 9-10 TuxkHIB Oyra migTBepAXKeHa B KiiHivHOMY mocmigxkenHi (MF 4411) za
y4acTIo JTIofel. Y boMy OOCITigKeHHi ibaHapOHOBa KUCIOTA IPOIEMOHCTPYBasa e(eKTUBHICTD 100
IoIepenKeHHsI BUHUKHEHHS I1ePeIOMiB.

B TBapuHHUX MofensaxX ibaHAPOHOBA KUCIOTA IPU3BOOUTE [0 OioXiMiyHUX 3MiH, 110 CBiAYaTH PO
[0303aJIekHe MPUTHIYeHHs Pe30p0i1lil KiCTKOBOI TKaHWHMY, BKIIOYAIOUYN 3HUKEHHS PiBHS 0ioXiMiyHMX
MapKepiB gerpafalil KiCTKOBOTO KOJareHy B cedi (TaKuX K Ae30KCUIIIPUAUHOIIIH, IEPEXPECHO
3umMTUH N-TeJIoNenTun Konareny | Tumy).

[lopmeHHe i mepiogr4He 3aCTOCYBaHHS (3 iHTepBamoM Mix go3aMu 9-10 THUXKHIB, TOKBapTaIbHO)
iaHIPOHOBOI KUCIOTH TTEPOPabHO ab0 BHYTPIITHROBEHHO Y XKiHOK y IIePiofl MeHOIay3u IIPHU3BOMKIIO
no 6ioxiMiYHMX 3MiH, 110 CBiIYaTh PO 00303ajieXKHe MPUTHIYeHHs KiCTKOBOI pe3opOiii.

BHyTpilIHLOBEHHE BBeIEeHHA Ipenaparty boHBiBa® IPU3BOAUTE N0 3HUKEHHS PiBHIB CHPOBATKOBOTO
C-tenonentuny anbda-naHiiora Koaareny tumny I mporsirom 3-7 OHIB Bif I04aTKy JiKyBaHHS i 0O
3HUKEHHS PIBHA OCTEOKaJIbLIMHY IIPOTATOM 3 MICSLiB.

[licns npunMHEHHS JIiKyBaHHS CIOCTEPIraeThCs ITOBEPHEHHS [0 MaTOJIOTIYHUX PiBHIB, K1
CIIOCTEpIiraauch 40 MOYATKYy JIiKyBaHHS, IMiABHUINEHOI KiCTKOBOI pe30p0ilil, 1110 OB’ sI3aHO 3
IIOCTMEHOIIay3aIbHUM OCTEOII0PO30M.

TicTonoriunuit aHamni3 3pa3kKiB, oTprMaHuX mpu Oiomcii KicTku yepes 2 i 3 poKu NiKyBaHHS XKiHOK Y
IIOCTMEHOIay3aJbHOMY Iiepiofi i0aHAPOHOBOIO KUCIOTOIO0 IIEPOPAIbHO Y 031 2,5 MT IIOfEeHHO i
BHYTPIIIHEOBEHHO IEPiOAUYHO y 0031 70 1 Mr KoxHi 3 Micslli, T0Ka3aB HOPMaJIbHUM CTaH KiCTKOBO1
TKaHUHU. KpiM Toro, He OyJ10 BUSBIIEHO XKOOHUX CBiIYEHb IIPO HEJOCTATHICTh MiHepanisanii. Yepes 2
POKH JiKyBaHHS iH’eKI[issMu npenaparty BoHsisa® y mo3i 3 MI CIocTepiranocs 04iKyBaHe 3HUXKEHHS
KiCTKOBOTO MeTabo0i3My, a TaKOK HOpMaJibHa SKiCTh KiCTKOBOI TKAHWHM i BiiCyTHICTh medeKTiB
MiHepaJi3aiiil.

dapmakoKiHemuxka.

[TepBuHHUY (apMaKOJIOTiYHUM BIIMB iOaHIPOHOBOI KMCIOTH Ha KiCTKM HE MAa€ MPSIMOT0 BigHOIIEHHS
no GaKTUYHUX KOHIIEHTPaIliil ibaHAPOHOBOI KUCIOTH V TIJ1a3Mi KPOBi, SK IIPOAEMOHCTPOBAHO B Pi3HUX
OOCIAXKEHHAX Y TBAPUH 1 JIIOOUHU.

[Tma3moBa KOHIIEHTPAIis i0aHIPOHOBOI KUCIIOTH 3POCTAE MIPOIOPINHHO [03i micis
BHYTPIIIHLOBEHHOI'0 BBefeHHs 0,5-6 Mr.



Posnmopin

[Ticns mepBUHHOI CUCTEMHOIL €KCI03K1ii ibaHAPOHOBA KMCJIOTa IIBUAKO 3B’ I3YETHCSA 3 KICTKOBOIO
TKAHUHOIO a00 BUOINSAETHCS i3 cevelo. Y NMIOOUHN OYEBUIHUY KiHIIeBHU 00'€M PO3MIO/IiNy CTaHOBUTD
monauMenIe 90 1 i mpubnusno 40-50 % Bim KinbKOCTIi pemapary, 110 UUPKYIIOE V KPOBi, TPOHUKAE
y KiCTKOBY TKaHMHY i HAKONIUYYETHCS B Hill. 3 O6iTkaMu n1a3Mu 3B’s13yeThCs 611u3bK0 85-87 %
(BU3HAYEHO B yMOBaX in vitro mpu 3acTocyBaHHi i6aHIPOHOBOI KMCIOTH B TEPANIeBTUYHUX
KOHIIEHTpPAIlisX), 0TXKe, Yepe3 3aMillleHHS CIIOCTEPIraEThCsl HU3bKUM MOTEHITial B3aEMO/Iii 3 iHIUME
JiKapChKUMH 3ac0baMu.

Mertaboism

HeMmae manux npo Mmetaboi3m i6aHIPOHOBOI KMCIOTH y TBAPHUH i JIIOAWHMU.

BuBenenus

[6aHOPOHOBA KUCJIOTa €iMIHYETHCS 3 KPOBOHOCHOT'O PyCJila UISIXOM KicTKOBOI abcopOuii (mpubnusHo
40-50 % y XKiHOK B IOCTMeHOIay3aJbHOMY I1epiofii), peliTa BUBOOUTLCS Y HE3MIHEHOMY BUTIISATI
HUPKaMU.

[liarma3oH 04eBUAHOIO IePioy HalliBBUBEOEHHS IIUPOKUY Ta KOJIUBAETLCA B MexXax 10-72 rogus.
OckinbKy po3paxoBaHi 3HaUYeHHS 3HAYHOI0 MipOI0 3ajiexKaTh Biff TPUBAIOCTI JOCTiMXKEHHS],
3aCTOCOBAHOI 03H, YYT/IMBOCTiI METONY aHasi3y, KiHI[eBUH epiof] HalliBBUBeIeHHS, BipOTifHO, €
CYTTEBO JOBIIUM, 4K iy iHmux OichocdonartiB. [IouaTKoBUM piBeHD IIpenapary y maa3Mi KpoBi
IIBAJKO 3HUXKYETHCA i mocsirae 10 % Big MaKCUMalIbHOTO 3HaYEHHS IPOTAroM 3 FOAuH i 8 rogun
iCyIs BHYTPIIITHbOBEHHOTO BBeMIeHHSI a0 IIepopajbHOTO 3aCTOCYBaHHS BifTIOBITHO.

3aranbHUM KiTipeHC i0aHAPOHOBOI KUCTIOTA HU3bKUM Ta B CEPENHbOMY CTAHOBUTL 84-160 MII/XB.
Hupkosuii kKiipeHc (65113bK0 60 MJI/XB V 3[0POBUX XKiHOK y IIEPiof] TOCTMEHOIay3u) CTAHOBUTD
50-60% Bif 3arajibHOTO KJIIPEHCY 1 3aJIeXUTh Bifl KJIIIPpEHCY KpeaTUHIHy. Pi3HULA MiX 04eBUOHUM,
3arajibHUM i HUPKOBUM KJIipeHCOM BifmoOparka€ IOTIMHAHHSA IIpenapaTy KiCTKOBOIO TKaHUHOIO.

[Ingxu cekpeliii, “MOBipHO, He BK/II04YaIOTh BifOMi KHCJIOTHY i OCHOBHY CHCTEMU TPAHCIIOPTYBaHHS,
3a/ly4yeHi y BUMIEHHS IHIIKX [iF04MX PeYOBUH (OUB. PO31in «B3aemofia 3 iHIIUMY TiKapChbKUMUI
3acobaMu Ta iHIIi BUOW B3aeMofili»). KpiM Toro, ibaHmpoHOBa KMCI0Ta He IPUTHIYY€E OCHOBHI
ne4inkoBi i3opepmentu P450 y moguny i He iHOYKye cucTeMy muroxpoMy P450 y mrypis.

dapmakokiHemuka 8 0cobausux 8unaokax

CraTb

[Toxa3HuKY hapMaKOKiHETHKY iDaHIPOHOBOI KUCIIOTH HE 3ajiexXKaTh Bif cTaTi.

Paca

Hemae maHUX npo KJTiHIYHO 3HAUYUMY MiXKETHIYHY Pi3HULIO MiX MallieHTaMX MOHTOJIOIAHOI i

€BPOIIEOIIHOI pacH IOA0 PO3MONiny ibaHAPOHOBOI KMCIOTH. IIpo NallieHTiB HErpoigHOl pacy maHUX
He[OCTaTHbO.

ITallieHTH 3 HUPKOBOK HEOOCTATHICTIO

HupkoBuii KitipeHC i0aHIPOHOBOI KUCJIOTH Y MAIiEHTIB 3 Pi3HOI0 CTafi€l0 HUPKOBOI HEAOCTAaTHOCTI
JIIHIVMHO 3a71€KUTh Bif KJIipeHCY KpeaTHHiHy. XBOPUM i3 IETKOI0 Ta IOMipPHOX0 HUPKOBOIO



HEeJOCTaTHICTIO (K/IipeHc KpeaTuHiny = 30 MJI/XB) 003y IpenapaTy KOPUTyBaTu He IOTPiOHO.

Y 0cib 3 TSKK0I0 HIPKOBOIO HEJJOCTATHICTIO (K/IipeHC KpeaTuHiny <30 MII/XB), IKi OTpUMyBaju
iGaHAPOHOBY KUCJIOTY IepopanbHo y fo3i 10 Mr mpoTsrom 21 gHS, KOHI[EHTPAIlis y Ia3Mi KpoBi Oyia
B 2-3 pasu BUINOIO, HiXK y 0Cib 3 HOPMATbHOIO QYHKIIEI HUPOK, i 3arasbHuUM KIlipeHC i6aHIpOHOBOI
KVMCJIOTH CTaHOBUB 44 Mi1/xB. ITicnst BHyTpilIHbOBEHHOT0 BBeeHHs 0,5 Mr i0aHIPOHOBOI KUCIIOTH
3arajbHUN, HUPKOBUY Ta HEHUPKOBUY KJIipEHCH 3HMXKYBanucs Ha 67 %, 77 % ta 50 % BifmoBigHO y
0ci0 3 TAKKO0I0 HUPKOBOIO HE[IOCTATHICTIO, ajle 3HUXKEHHS ITePeHOCUMOCTI IIpenapaTy BHACiIOK
3pOoCTaHHS eKCIIO3UIlil He criocTepiranocs. Yepe3 06MexKeHUM KITiHIYHUM TOCBi 3aCTOCYBaHHS
npenapaTy GoHBiBa® He peKOMEHI0BaHO MallicHTaM 3 TSKKOI0 HUPKOBOIO HeJOCTATHICTIO (AUB.
po3ginu «Cnocib 3acTocyBaHHs Ta go3u», «OcobauBOCTI 3acTocyBaHH»). PapMaKOKiHETHKa
iDaHIPOHOBOI KUCJIOTH V TALi€HTIB i3 TepMiHAMbHOIO CTAi€l0 HUPKOBOI HEJOCTATHOCTI OLliHIOBaIacs
JIUIIIe Y HeBeNTMKOI KiTbKOCTi MallieHTiB, sKi mepebyBanu Ha reMofiianisi, Tomy papMakoKiHeTHKa
ibaHAPOHOBOI KUCJIOTH y TIALIiEHTIB, SIKi He mepeOyBaioTh Ha Aiajisi, HeBigoMma. Yepe3 oOMeKeHiICTh
IaHUX i0aHOPOHOBY KHCJIOTY He CIIifl 3aCTOCOBYBATH IallieHTaM 3 TePMiHaJbHOIO CTafi€l0 HUPKOBOI
HeOoCTaTHOCTI.

[NarienTy 3 MEeYiHKOBOIO HENOCTATHICTIO (IKB. Po3min «Cmoci6 3aCTOCYBaHHS Ta HO3U»)

HeMmae mauux 110700 papMakoKiHEeTHKY i6aHAPOHOBOI KMCIOTH V TIALliEHTIB 3 MEeYiHKOBOIO
HefocTaTHiCTIO. [ledyinka He Oepe 3HAYHOI y4acTi y KilipeHci ibaHIPOHOBOI KUCIOTH, SKa He
MeTab01i3yeThCs, @ BUBOOUTHCS HUPKAMHU i ILIISXOM IIOTIMHAHHS KiCTKOBOIO TKAHHUHOI0. TakuM
YUHOM Y XBOPHM i3 IIe4iHKOBOIO HEIOCTATHICTIO KOPEKIIis 03U IpernapaTy He moTpidHa.

[NanieHTH MTHBOTO BiKY (OMB. po3min «Croci6 3aCTOCYBAHHS Ta [IO3U»)

BuBueHi (papmMakoKiHeTHYHI TapaMeTpu pu 0araTOBUMIPHOMY aHasli3i He 3ajexXarTh Bif BiKy.
Ockinbku GYHKINST HUPOK 3MEHIIYETHCS 3 BiKOM, 1le equHUM GakTop, KUY ciaif 6paTtu go yBaru (OuB.
po3nin «ITalieHTH 3 HUPKOBOIO HEJOCTATHICTIO»).

[IiTy (muB. po3min «Crmoci6 3aCTOCYBaHHS Ta HO3U»)

Hemae gaHux 11000 3aCTOCYBaHHS IIpernapaTy Bongira® miTsam.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.

JIikyBaHHS O0CTEONOpPO3Y Y XKiHOK B IOCTMEHOIIay3albHUH IIepiof 3 MigBULIEeHUM PU3UKOM I1ePeJIOMiB.
[TpomeMOHCTPOBAHO 3HUKEHHS PU3UKY BepTeOpabHUX IIepeioMiB, epeKTUBHICTh LI00 3amobiranHs
IIepeJIOMiB IMUUKY CTETHA He BCTAHOBJIEHA.

IIpomunoka3aHHsi.

[TinBuIeHa YyTNUBICTL [0 iGaHAPOHOBOI KUCIOTH UM [0 OyIb-SIKOT0 iHIIOTO KOMIIOHEHTA IIpernapary
(muB. po3min «Ckmam»).

linoxkaneuieMis.



B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

MeTabomiuHi B3a€MOil He BBaXKalOTLCSI BipOTiZHMUME, OCKiNIbKY i6aHIPOHOBA KUCJI0Ta HEe IPUTHIYYE
OCHOBHI ITe4iHKOBI i30¢pepMenTn P450 y moguHu Ta He iHOYKY€E CUCTEMY I€UiHKOBOTO IIUTOXPOMY
P450 y mypiB (muB. po3gin «®apMakokiHeTnKa»). BuBoguThcs i0aHAPOHOBa KUCJIOTA LIISIXOM
HHUPKOBOI eKCKperil i He migmsrae mpouecam 6ioTparncdopmarrii.

Oco06.1ueocmi 3acmocyeaHHsi.

IToMUIIKM BBEIEHHS

Heo0xifgHO BOTpUMYyBaTHCs 06€peKHOCTi Ta YHUKATH BBe[eHHs Npenaparty bousisa®
BHYTPIillIHbOAPTEpPiasibHO a00 Yy HABKOJIOBEHO3HHU MPOCTIP, OCKIIbKY Il MOXKe CIPUUUHUTHU
MOIIKOAKEHHS TKaHUH.

linoxkaneliieMis

3acToCcyBaHH IIpenapary Bonsiea®, sk i 3acTocyBaHHS iHmux 6icdocdoHaris, 110 BBOOATHCS
BHYTPIIIHEOBEHHO, MOXKe IIPU3BECTU [0 TUMYACOBOr0 3HMUXKEHHS CUPOBATKOBUX PIBHIB Kasbllito. [0
IOYaTKy JIiKyBaHHs NpenapaTtoM HoHBiBa® MOTPi6HO BiMKOPUTYBAaTH HASBHY rilOKaIblieMino. Bei inmi
MOPYIIEHHS MeTa00I1i3My KiCTKOBOI TKAHMHYU Ta MiHEpaJIbHOTO 0OMiHY PEYOBUH TaKOXK CIIif
edekTuBHO NMiKyBaTH. CIIifl BXXUBATH [IOCTATHIO KiJIbKICTh KaJbIliio0 Ta BiTamiHy D, ocKinbku 11e
BasKJIMBO JIJIS BCiX ITAIli€HTIB.

AHadinakTuyHa peakiris/IoK

Y narieHTiB, SKi OTpHMyBasH JTiKyBaHHS i0aHAPOHOBOIO KUCIIOTOI0 BHYTPIIlTHROBEHHO,
CIIOCTEpIranucs BUMAAKK aHa(ilaKTUYHOI peakii/ioKy, y T.4. 3 JIeTaJlbHUM HaCJIiIKOM.

[Tig yac BHYTPIITHHLOBEHHOTO BBENEHHS IIpelapaTy MaloTh OyTH JIETKOJOCTYITHUMU 3aC0o0u
BifITIOBigHOI MEOMYHOI JOTIOMOTH i MOHITOPUHTY. [Ipy BUHUKHEHH] aHadinakTHyHOI ab0 iHII01 TAKKOI
peaxtiii rimepuyTANBOCTi/ameprivyHol peakilil C/Iifl HeraliHO IPUIMHUTH iH €KIIiI0 i po3nodaTu
BIfITIOBiiHE JTiKyBaHHS.

HupkoBa HeJOCTATHICTh

[TamieHTaM i3 cynyTHIMU 3aXBOpIOBaHHIMU ab0 TUM, XTO 3aCTOCOBYE JTiKapChKi 3aco0H, 1110 MOXKYThb
HECIIPUSTIIMBO BIIJINBATH Ha HUPKH, B IIePiof JTiKyBaHHS CJIifl peTyISPHO IPOXOAUTH 00CTeXKEHHS
BiITIOBIOHO 10 HaJIeXKHOI MEIUYHOI IPaKTUKH.

Yepes oOMexxeHWi KITiHIiYHKE TOCBif iH'exil npenapaTtoM bonBiBa® He peKOMeHA0BaHi IaljicHTaM, y
SIKUX piBEHb KpeaTHHIHYy B CHpoOBaTIi KpoBi nepesutnye 200 MkMob/n (2,3 Mr/mn) abo KiaipeHc
KpeaTuHiny Huxue 30 mi/xB (guB. po3ninu «Cnocib 3acTocyBaHHS Ta f03u», «dapMaKOKiHETHUKA»).

CeplieBa HeIOCTaTHICTh

[TarienTaM 3 pU3UKOM PO3BUTKY CEPIIEBOI HEMOCTATHOCTI CIIifl YHUKATU HaAMipHOI rimpaTatii.



OCTeoHEeKPO3 IIeJIeIHUX KiCTOK

OcTeOHeKpOo3 LeNlelHUX KiCTOK CIIOCTepPiraBcs qyKe PifKo Iif 4ac IOCTMapKEeTUHTOBOTO
3aCTOCYBaHHs y MAIiEHTIB, AKi OTPEMyBaIu IpenapaT HoHgiBa® 3 MPUBOMY OCTEOIOPO3Y (IHUB. PO3IN
«ITo6iuHi peakirii»).

[TouaToK iKyBaHHS a00 HOBOT'O KypCY JiKyBaHHS CIIif BiICTPOYUTHU IS MAI[iEHTIB 3 HE3aTOEHUMU
BiIKpUTUMHU YIIKOAXKEHHSIMU M'SIKUX TKAaHUH POTOBOI TOPOXKHUHI.

Tlepen mOYaTKOM JIiKyBaHHSA IMpenapaToM BoHBiBa® marjieHTaM i3 CynyTHIME GaKTOpaMi PU3KKY
PEKOMEHIYEThCS CTOMATOJIOTiuHe 00CTeKEeHHS 3 BiIOBIIHUM NTPODiTaKTUUHUM BTPYUYaHHAM Ta
IHAWBINyaIbHOIO OLIIHKO) CIIBBIIHOIIEHHS KOPUCTI-PUBUKY.

OuiHioloun pU3UK BUHUKHEHHS OCTEOHEKPO3Y LIEJIENTHUX KiCTOK y IallieHTa, ciifg 6paTtu go yBaru
Taki (aKTOpU PU3UKY:

- AKTHBHICTB JTIKApChKOTO 3ac00y, SIKHUM MPUTHIYY€E KiCTKOBY pe30opOiito (PU3UK BUIIKM V Pa3i
3aCTOCYBaHHS CIIOJIYK 3 BUCOKOIO aKTUBHICTIO); CIIOCi0 BBeNEHHS (PU3UK BUILIUH IIpU
IIapeHTeparTbHOMY BBEIEHHI) i KyMyJIsiTHBHA H03a KiCTKOBO-pe30pOiiiHoi Teparil.

- 3M10AKiCHI HOBOYTBOPEHHS, CyIIyTHI TaTOJIOTiUHI CTaHU (30KpeMa aHeMis, KoaryJomnaril,
iH(eKIIis), TIOTIOHONAJTIHHS.

- CymnyTHeE niKyBaHHS: KOPTUKOCTEPOinH, XiMioTepartris, iHribitopu anrioreHe3y, mpoMeHeBa
Teparnis OiISHKYA TOJIOBU Ta IIHi.

- HeHanexHa ririeHa poToBoi MOPOXKHKUHY, 3aXBOPIOBAHHS IIE€PiOIOHTA, ITOraHo MifidpaHi 3y0OHi
IIPOTe3H, 3aXBOPIOBaHHS 3y0iB B aHaMHe3i, iHBa3WBHi CTOMATOJIOTiYHi BTpy4YaHHs, HallpUKIaL
BUIANIeHHS 3y0iB.

[Tig 4yac nikyBaHHS IIperapaToM BongiBa® yCiM MallieHTaM CIIifl JOTPUMYBaTUCS HaJleXkKHO]l Tiri€Hu
POTOBOI IOPOXKHUHY, IPOXONUTH PETYISIPHI OTNISIAN Y CTOMATOJIOra i HeraliHo MOBiTOMIIATH IIPO Oy/b-
SIKi CUMIITOMH 3 00Ky POTOBOI TOPOKHUHY, TaKi K PyX/JIUBiCTh 3y0iB, 6isib yu HAOPSAK, He3arouHi
BUpa3Ku abo BumineHHs. [Tig 9ac nmikyBaHHS iHBa3WBHiI CTOMATOJIOTiYHI BTPY4YaHHS MOTPiOHO
IIPOBOJUTH JIUILE ITiCJIS PETEIBHOTO PO3TIISAAY: IX CIIifi YHUKATH i Yac i HanOnuK4YuM 4acoM ITicys
3aCTOCYBaHHs Ipenapary BousiBa®.

[TnaH BeieHHS MALi€HTIB, y IKUX PO3BUHYBCS OCTEOHEKPO3 IIeJIeNHUX KiCTOK, MaE OyTu
po3pobiieHuH B yMOBax TiCHOI cIiBmparlli gikaps 3i cToMaTos0roM abo IeIemHo-THILOBUM Xipyprom,
OOCBIqUEHUM Y JIIKyBaHHI OCTEOHEKPO3Y LejIeNHUX KicTOK. CIIifl pO3TNIAHYTH IUTaHHSA IIPO
TUMYacoBe IepepuBaHHs JIiKyBaHHA IpemnapaToM HoHBiBa® 4o MOKpalleHHs CTaHY i 3MeHIIeHH
CYNIYTHIX ()aKTOPiB PUIHUKY.

OCTe0HEeKPO3 30BHIMIHBOIO CIIYXOBOT'0 IPOXOY

[Tpu 3actocyBaHHi OichocoHaTiB MOBIIOMISANM PO OCTEOHEKPO3 30BHIIIHBOTO CITYXOBOT'O ITPOXONY,
IIepeBaXkHO y 3B’93Ky 3 TPUBAJIOK Teparmiel. [[o paKTopiB pu3UKy BUHUKHEHHS OCTEOHEKPO3Y
30BHIITHBOTO CIIyXOBOT'O IIPOXOAY HaslexkaTh 3aCTOCYBaHHS CTEPOITHUX FOPMOHIB i ximioTepamii Ta/abo
MicIeBi paKTOpY pU3UKY, TaKi SK iH(peKlig abo TpaBMa. IMOBipHICTh BUHUKHEHHSI OCTEOHEKPO3Y
30BHIITHBOTO CIIYXOBOTO IIPOXOMY CJIifl BpaXOBYBaTH y MAIliEHTIB, sIKi oTpUMYyIOTh OichochonaTtu i y
SKUX HasiBHI CHMIITOMM 3 OOKY ByxXa, BKJII0Ual04M XpOHiuHi iH(peK1il Byxa.

ATHUIIOBI IepeioMu CTerHa



ATHTIOBUY MigBEPT/IIOXKHUM Ta OiadizapHull mepeoMy CTETHOBOI KiCTKM BifMidalnCh IPH JTiKyBaHHI
bichochoraTamu, B mepIry 4epry, y MaIieHTiB, AKi OTPUMYBaIN TPUBAJIe JIiKyBaHHS 0CTEOnopo3y. Li
TIorepeKoBi abo KOPOTKi KOCi TepesioMu MOXKYTh CTaTUCS B OyIb-IKOMY MiCIli B3[OBXK CTEeTHa - Bif
TPOXM HMXKYe MaJIoro BePTJIiora CTETHOBOI KiCTKH [I0 TPOXM BUINlE HAABUPOCTKOBOIO MigBUIeHH. Li
IIepeioMy BUHMKAIOTH IiC/Is MiHiMabHOI TpaBMHU ab0 IIPH BiICYTHOCTI TpaBMH, i OesKi MalieHTu
Bim4yBaloTh Oinb ¥ AiNsHIL cTerHa abo maxoBuM 6ifib, 10 YaCTO aCOLIIOETHCS 3 XapaKTEPHUMU pUCaMHU
CTPECOBOTO MTEepeoMy, BIIPOOOBXK Bifl KiTbKOX THKHIB 10 KiJIbKOX MICSIIiB, IIEPII HiXK ITepeom
IIPOSIBUTHCS Y BUTJISIZI TIOBHOTO TIEPEJIOMY CTETHOBOI KicTKH. [TepenoMu yacTo 6y ABOCTOPOHHIMH,
TOMY CJIifl TAKOXK OTJISTHYTH iHIIIEe CTETHO Y IAaIli€HTiB, SKi OTPUMYIOTH JIiKyBaHHS OicdhochoHaTamu i y
SIKUX BUHUK fiadizapHuil mepeoM CTEerHoBoI KiCTKH. TaK0XK MOBiIOMIISIIIOCE IIPO IIOTaHe 3arOEHHS
X mepenoMiB. [IMTaHHS PO MPUNIMHEHHS 3aCTOCyBaHHS OicdocdoHaTiB naiieHTaM i3
IiI03pI0BAaHUMU aTUIIOBUMHU IIE€peioMaMy CTETHOBOI KiCTKM HEOOXiZHO PO3TJISTHYTH [0 3aBEPIIeHHS
OLIiHKY CTaHy NallieHTa, BPaXOBYYHU IHAUBIyalbHY OL[IHKY KOPUCTi Ta PU3UKY.

[Tig gyac nikyBaHH$ OichochoHaTaMM MallieHTaM CJIifi peKOMeHAyBaTH MOBIOMIIATH PO Oilb y
NiNIHII CTEeTHA, Ta30CTETHOBOro Cyriaoba a6o mpo naxoBui 6ink; BCi MallieHTH 3 TAKUMU CUMIITOMaMU
IIOBUHHI OyTH 00CTEeXeHi 1010 HEITOBHOTO IIEPEJIOMY CTETHOBOI KiCTKH.

Hartpiii He BXOMUTH [0 CKIafy mpemaparty bonaisa®.

Ymuaizauyis HesukopucmaHo20 npenapamy ma npenapamy i3 npocmpoYeHuUM MepMiHOM
npudamtxocmi: HAgXOOKEeHHS JIIKapChKOT0 3ac00y y 30BHIIIIHE cepemoBuIlle HeoOXiTHO 3BeCTH
no MiHimyMy. JIikapcbKuii 3aci0 He CIIifl BUKMAATH V CTiYHi Bogu i moOyToBi Bigxomu. s
yTunisanii HeoOXiZHO BUKOPUCTOBYBaTH TaK 3BaHy «CUCTEMY 300Dy BiXOOiB» NMpU HasABHOCTI
Takol.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BaritHicTb

IIpenapaT GonBiBa® mpu3HaueHwmil 10 3aCTOCYBaHH JMIIe XKiHKaM y IOCTMeHomnay3i. [Ipenapar He
CJIifi 3aCTOCOBYBaTH XKiHKaM PENpPOAYKTUBHOTO BiKYy.

HeMae HaneXHUX JaHUX IIOA0 3aCTOCYBAHHS i0aHOAPOHOBOI KUCJIOTH BariTHUM XKiHKaM. Y
OOCIIIXKeHHSX Ha Iypax CIoCTepiranacs neBHa penponyKTUBHA TOKCUYHICTE. [I0TEHIIINHNN PU3UK
[/ MIOMUHY HeBigoMuii. [Ipenapat BonBiBa® He CI1if 3aCTOCOBYBATH IIif 4aC BariTHOCTI.

l'ogyBaHHd TpyANI0

Hesigomo, uu IpoHUKae ibaHAPOHOBA KHCJIOTa y TPYAHE MOJIOKO. [JOCTiIzKeHHS TPOeMOHCTPYBalx
HasIBHICTh HU3bKUX PiBHIB i6aHAPOHOBOI KMCIIOTH Y MOJIOII JIaKTYIOYUX IIyPiB MiCs
BHYTPIIIHLOBEHHOT0 BBefeHHs. [IpenapaT HoHBiBa® He CIIifl 3aCTOCOBYBATH IIif] Yac TONyBaHHS
TPYAIIo.

DepTUNLHICTD

HeMae maHUX 11070 BIIUBY i0aHAPOHOBOI KUCJIOTH Y JTIOAUHU. Y PENPOAYKTUBHUX JOCITIIKEHHIX Y
IIyPiB IPU IepOpaIbHOMY IPUIOMIi V¥ BUCOKUX H0O0BUX N03aX ibaHAPOHOBa KMCI0Ta 3HUKYBaJla



(hepTUIbHICTE.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMamu.

3 ornany Ha 0co0IMBOCTI hapMakoguHaMiKy, papMaKOKiHETUYHUN TPodink i moBigoMieHi mo6iyni
peaxiii, o4ikyeThcs, mo BoxBiBa® He Mae a0 Ma€ He3HAYHMI BIJIMB Ha 3MATHICTh KePyBaTH
aBTOTPAHCIIOPTOM abo0 IMpallfoBaTH 3 iHIIMMU MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.

ﬂO3yBaHHH

PexomeHoBaHa [103a i0aHOPOHOBOI KMCJIOTH CTAHOBUTH 3 MT' Y BUTJISA] BHYTPIIIHROBEHHOI iH €KIIil
TpuBaiicTio 15-30 cexyHp, KoxHi 3 Micaui. [Ipenapar npu3HayeHUy Jullle Ojid BHYTPIITHEOBEHHOTO
BBeleHHS (OuB. «OCOBGIUBOCTI 3aCTOCYBAHHS»).

[TarienTaM HeoOXigHO MOOATKOBO IIPUMMATH Kambllii Ta BiTamin D (muB. po3minu «OcobmuBoCTi
3aCTOCYBaHHS», «B3aemofiis 3 iHIIMMM TiKapPCHKUMU 3aco0aMu Ta iHII BUOU B3aEMOMIN»).

ZKI10 IaHOBY 03y IIPOIYIIEeHO, iH €KIlil0 IpenapaTy Clif 3po0uTH ofpa3y, K TiIbKY 1ie Oyne
MOXKIMBO. B mopmanbmomy iH’eKIil mOoTpiOHO poOUTH KOXKHI 3 MiCAI 3 MOMEHTY OCTAHHBOT'O BBEIEHHS
Ipernapary.

OnTuMasnbHa TPUBANICTh JIIKYBaHHS 0CTeonopo3y OichochonaTamu He BcTaHOBNIeHa. Crifn
NIePioOUYHO MeperasafaTi MUTaHHS 040 HeOOXiMHOCTI MPOOOBXKEHHS JTIiIKYBaHHS 3
ypaxyBaHHSIM KOPUCTi Ta HOTEHI[IHOT0 PU3UKY 3aCTOCYBaHHS Ipenapaty BoHsiBa® mid
KOXKHOTO TTaIliEHTa 0KpeMo, 0COONMMBO micisg 5 abo OinbIlle POKiB 3aCTOCYBaHHS IIpernapary.

CrertianbHi IPYOX DalliEHTIB

ITauienmu 3 HUPK0OBOIO HeJoCMAamMHiCmo
In'ekuii npenapaty GoHBiBa® He peKOMeH/0BaHi HalLli€HTaM, y SKKX PiBeHb KpeaTHHIHy B CUPOBATLI
KpoBi mepesutiye 200 MKMonw/n (2,3 Mr/amn) abo KinipeHc KpeaTuHiHy (BU3HaueHuU abo

po3paxoBaHuii) HuxK4Ye 30 MJI/XB, OCKUIbKY JaHi KIIHIYHUX AOCIIIXKEeHb, Y TOMY YHCJIi B Lid rpymi
nauieHTiB, oOMexeHi (IuB. po3ainu «Oco6MMBOCTI 3aCTOCYBaHHS», «DapMaKOKiHETUKAY).

Kopekiiisg no3u He noTpidHa naiieHTam 3 J1erkoi abo mMoMipHOI0 HUPKOBOIO HEOOCTATHICTIO,
CUPOBATKOBUI PiBeHb KPEaTHHIHY Y SIKUX [0piBHIOE abo Huxk4Ye 200 MKMOIb/T (2,3 Mr/n) abo
KJIipeHC KpeaTuHiHy (BU3HaueHu! abo po3paxoBaHuii) qopiBHIOE a0o mepesuimye 30 Mi/XB.

ITauieHmu 3 nevyiHKo080K HedocmamHicmio
Kopexktist mo3u He nmoTpiOHa (AuB. po3min «dapMaKOKiHETHKA»).
ITauieHmu aimHbo20 BiKy (>65 pokis)

Kopekiiisg no3u He noTpidHa (quB. po3nin «®apMakKoKiHeTUKA»).



Himu

Hewmae BigmoBigHOT0 HOCBiAY IIOA0 3aCTOCYBaHHA IIpenapary Bonsisa® miTam (BikoM mo 18 pokiB).
3acTocyBaHHA IIpenapary Bonsisa® ziTam (BikoM mo 18 pokiB) He BuBuYanocs (AUB. PO3OiNK
«QapmakonuHaMika», «dapMaKOKiHETHUKa»).

Oco6n1Bi BKa3iBKM 11010 3aCTOCYBAaHHS

Ao nikapchKui 3acib BBOOUTHCS B iCHYI0UY iH(DY3iMHY cUCTEMY i BHYTPIllTHLOBEHHOTO
BBe[leHHS, iHpy3aToM (PO3YHKH s BIUBaHHS) Mae O0yTy abo i30ToHiYHUYN po3unH, a60 5% po3uuH
rmoko3u (50 mr/mi). Lle TaKOXK CTOCYETHCS PO3YUHIB, SIKi 3aCTOCOBYIOTH [AJIS MPOMUBaAHHS KaTeTepa
Ta IHIINUX IpUIafiB.

Bynb-siK1it HEBUKOPUCTAHUY PO3YHMH [AJIS iH €KITiI, HITPHUI] Ta TOJIKK IJIs iH'€KIIifl HeoOXimHO
YTHIi3yBaTH BifMIOBIMHO 0O MiclieBUX BUMOT. Hagxom:KeHHs TiKapChKOro 3aco0y y 30BHIIITHE

CepenoBUILle CIIi 3BECTU [0 MiHIMyMYy.

Crnipg cTporo [OTpUMYBATUCh HUKUYe3a3Ha4eHOI0 00 3aCTOCYBaHHS 1 yTUIi3allil INPUIIIB Ta IHIIKUX
KOJIIOYUX Ta PiXKYy4uX iIHCTPYMEHTIB:

'onKy i WNPUIK HIKOIYM He CJIifl 3aCTOCOBYBATH ITIOBTOPHO.

[TomicTUTH BCi BUKOPUCTAHI TOJIKY 1 MINPULK ¥ KOHTEUHED [JId KOJIIOUUX Ta PiKydux
IHCTPYMEHTIB (IIPOKOJIOCTIMKUY KOHTENHEeD OIS OGHOPa30BOT0 3aCTOCYBaHHS).

Llet KOHTEVHED Ma€ 3HAXOOUTUCh Y HEOOCTYIIHOMY AJIS TiT€X MICIIi.
He cnipg BuKupaTu KOHTEHHED A7 KOJIIOYUX Ta PiKy4UX iHCTPYMEHTIB y T0OyTOBE CMITTS.

HamoBHeHUI KOHTeNHep CIIiff yTUIi3yBaTH 3TifHO 3 JTOKAJIbHUMM BUMOTaMu abo 3TigHo 3
IHCTPYKIIAMU JIIKap4.

Himu.

HeMae BigmoBigHOr0 JOCBIMY II0K0 3aCTOCYBaHHA IpenapaTy boHsisa® miTaM (BikoM mo 18 pokis).
3acTocyBaHHS npenapaTy boHBisa® miTaM (BikoM 0 18 pokiB) He BUBYAIOCS (OMB. PO3MIN
«®apMakonuHaMika», «PapMakKOKiHETHKa»).

Ilepedo3yeanHns.
Crnenudivynoi iHpopMalii po miKyBaHHA Iepeno3yBaHHs IpenapaToM boHBiBa® HeMae.

3 ornsiny Ha HasBHI 3HaHHS 1po 6icdocdoHaTH, Mepemo3yBaHHs IPYU BHYTPIIITHLOBEHHOMY BBe[IeHHI
MOXKe IIPU3BECTH [0 TiloKasnblieMil, rimodgocdaremii Ta rimomaruieMii. KimiHiuHO 3HAUyII 3HUXKEHHS
CHPOBaATKOBHX PiBHIB KaJblito, pocdopy Ta MarHiio Ciif KOPpUryBaTU BHYTPIIIHBOBEHHUM BBEIEHHSIM
KaJIbIliIo TJIIOKOHATY, ocdaTy Kasito 91 HaTpiio Ta cynbdaTy MarHiio BigIoOBifHO.



ITobiuni peakuii.

Pestome npodinio 3 6e3neru

Ha#6inbIn cepito3HUME MOOGIYHUMY PeakIlisiMu, PO SKi MOBimoMIIsSnIoCs, € aHadinakKTHIHa
peaxllis/IIoK, aTUIOBi TePeioMU CTETHA, OCTEOHEKPO3 ILIIeJIENTHUX KiCTOK, 3allajeHHs OKa (OUB.
«Onuc oKpeMux mobGiYHUX peakiiii» i po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

Hai6inbim yacTumMu nobiyHUMYU peakIlisiMu, PO SKi MOBiqOMIISANIOCE, OyIu apTpairis i rpunononioHi
cuMrToMu. Li cuMriToMu 3a3BUYail acoliloBaIUCA i3 EPIIOI0 A03010, 3arajaoM Oyu
KOPOTKOTPHUBAIUMH, JIETKOI ab0 IOMIPHOI TSIKKOCTI i, SIK ITPaBUII0, 3HUKAJIM TTiCTIS IPOIOBXKEHHS
JiKyBaHHS Ta He BUMarajiu MefUKaMeHTO3HOT0 BTpydaHHd (quB. «Onuc oKpeMux mobiuHux
peaxiiin»).

Huxxue HaBemeHO MTOBHUY IePeJTiK BiqoMuX MOOIYHUX peakilii.

Beamneka nikyBaHHS i6aHOPOHOBOIO KHCJIOTOIO y 1031 2,5 MI Ha 700y repopasibHO BUBYAnacs y 1
251 mamienTa, gKi Opanu y4acTh B 4 manebo-KOHTPOIbOBAaHUX KITIHIYHUX HOCTiAKEHHSX, IPU LIbOMY
OinbIIicTh MalieHTiB OyTM yyacHUKaMu 6a30BOT0 TPUPIYHOTO mocmimxkeHnHs nepemomis (MF 4411).

B 6a3oBoMy OBOPIiYHOMY OOCTiKEHH] ¥ XKiHOK B IOCTMeHOIIay3aIbHIM I1ePiof 3 0CTE0N0PO30M
(BM16550) 3aransaui npodins 6e3neku Oys mofiGHUM AJis npenapary boHBsiBa® y BUTTIAMI
BHYTPIIIHbOBEHHUX iH'€K1Ii# 110 3 MT KOXKHi 3 Micslli i i0aHAPOHOBOI KUCJIOTH ¥ 003i 2,5 MT
nlepopasbHO L0IeHHO. 3arajibHa KiJlbKiCTh MAlli€HTiB, ¥ SKUX BUHUKIIA 06iYHa peakilis, CTaHOBUIIA
BifmoBinHO 26,0 % Ta 28,6 % mic/Is OMHOro Ta ABOX POKIB 3aCTOCYBaHHs Ipenaparty Bousisa® y
BUTJISIMi BHYTPIIIHbOBEHHUX iH' €Ki 10 3 MT KOXKHi 3 Micsiri. Y 6inbiocti Bumagkis moOiuHi peakirii
He IIPU3BOAUJIY [0 NPUIKHEHHS JTIKyBaHHS.

[To6iuHi peakiil 3a3HaYeHO HUXKYE 3TiHO 3 TEPMiHOJIOTiel0 MeIUYHOTO CIIOBHMKA HOPMAaTHBHO-
npaBoBoi mistnbHOCTI MedDRA 3a Knmacamu CHCTEM OpraHiB Ta KaTeropisiMu 4aCTOTH. 3a
YacTOTOI0 MOOiYHi peakilil NOAINII0ThCSA Ha OyXKe noiupeHi (=1/10), momwupesni (=1/100 go
<1/10), HenmommmupeHi (= 1/1000 go <1/100), pigko momupeHi (=1/10000 o < 1/1000), myxe
pinko mommupeni (<1/10000), wactoTa HeBimoMa (He Moxke OyTH po3paxoBaHa 3a HasSBHUMU
DaHUMM). Y KOXKHiM TpyImi 4acToT m00ivHi peakiiil 3a3Ha4€HO B MOPSIAKY 3MEHIIEHHS
TSI2KKOCTI.

[ToGiyHi peaxkiii , 1m0 6yau 3apeecTpoBaHi npotarom III da3u mocmimxkenb BM16550 Ta MF4411 y
JXKIHOK B IIOCTMEeHONay3albHUY [Iepiofl, dKi OTpPUMYBAIK IIpenapaT BouBgia”® V BATTIAQ]
BHYTPIIITHEOBEHHUX iH €KY 110 3 MT KOxHi 3 Micsiii abo i6aHIPOHOBY KHCIIOTY Y 003i 2,5 MT
IepopanbHO MONEHHO Ta IiJ Yac IOCTMapKEeTUHIOBOT'0 3aCTOCYBAHHS.

ITopyweHHsA 3 6OKY iMyHHOI cucmemu: HETIOIIUPEH] - 3arOCTPEHHSA aCTMHU; PiAKO IOLINPEH] -
peaxiril TinepuyTaUBOCTi; IyXKe PifiKo momupeHi - aHadiTaKTUYHa peakiis/mok*t.

ITopyweHHs 3 60Ky Hepe8osoi cucmemu: TIOMIUPEHi - TONOBHUM Oiflb.
ITopyweHHs 3 60Ky opaaHie 30py: PidKO MOIIUPEH] - 3amaneHHs oka*t.

CyOuHHi po3aadu: HenoumupeHi - ¢pnedit/Tpombodedir.



ITopyweHHsA 3 6OKY WAYHKOBO-KUWKOB020 Mpakmy: MOMIUPEH] - TaCTPUT, AUCIIEICis, miapes, Oinb y
JKUBOTI, Hy[IOTa, 3aIop.

ITopyweHHa 3 60Ky wKipu i niOwKipHOI KAIMKOBUHU: TIOLMIUPEHI — BUCUIIAHHS; PiAKO IOUIUPEH] -
AHTiIOHEeBPOTUYHMM HaOPSK, OyXaHHS/HAOPSK 00/IMYYs, KPONIUB'SHKA; AyKe PiKo MoIupeHi -
cunppoM CriBeHca-[IxxoHCOHatT, MynbTU(OPMHa epuTeMat, 6yIb03HMUM JepMaTUTt.

ITopyweHHs 3 6OKY 0NOPHO-PYX080i cucmemu ma Cno/y4Hoi mKaHuHu: TMOIINUPEH] - apTparis,
Mianrisi, M’sI30BO-CKeJleTHUM 0inb, Oib y CIIMHI; HemowKpeHi - 0ib y KiCTKaX; pigKo
IIOIIMPEH] - aTUIIOBUH MiABEPTIIIOKHNY Ta giadisapHUM IIepeloMu CTETHOBOI KiCTKHUT; AyXe
PiOKO MOIIMPEH] - OCTEOHEKPO3 IeleHUX KicTOK*t. OCTeOHEKpPO3 30BHIIIHLOTO CIIYXOBOT'O
IIpOXoAy (mo6iyHa peakiis, XxapakTepHa s 6ichochonaTiB sk kmacy)t. OcTeoapTpuT, MOPYIIEHHS
GbyHKIi cyrmo0is.

3azanvHi po3nadu ma cmaH y micyi 88e0eHHA: TIOMUPEH] — TPUNIONONiI0HEe 3aXBOPIOBAaHHS*, BTOMA;
HETIOMNPEHi - peakilil y MicIli BBeleHHs, aCTeHis.

*[I1B. HUXKYE.

tBusiBneHi nif yac moCTMapKeTUHTOBOI'O 3aCTOCYBaHHS.

Omnuc oKpeMux MobivHNX peaklin

I'punonoQibHe 3ax80PHOBAHHA

'pumnomnonibHe 3aXBOPIOBaHHS BKJIIOYAJIO0 TaKi CUMIITOMH, SIK Peakllil Y CUMITOMH rOCTpol ¢a3y, y
T.4. Mianriio, apTpanriio, raps4ky, 03H00, BTOMY, HYIOTY, BTpaTy aleTUTy Ta 0i/lb y KicTKax.

OcmeoHekpo3 wesenHux Kicmok

[ToBigOMIIANIOCS IIPO BUMIAAKU OCTEOHEKPO3Y IeIeNHUX KiCTOK, ITIepeBaXkHO y Ialli€HTiB i3
37I09KiCHUMY HOBOYTBOPEHHSMHU, IKi OTPUMYBaJIy JIiKyBaHHS IIpenapaTaMy, 0 iHTiOyIOTh KiCTKOBY
pe3op6i1ito, 30KpeMa i6aHAPOHOBOI KUCTIOTOI (IUB. po3in «Oco6IUBOCTI 3aCTOCYBAHHS»).
[ToBimOMIISANIOCS PO BUMAAKUA OCTEOHEKPO3Y IIeJIeIIHUX KIiCTOK IIif] YaC MOCTMapKeTUHTOBOT0
3aCTOCyBaHHS i0aHAPOHOBOI KUCJIOTH.

3ananeHHs oka

[Tpu 3acTocyBaHHi i0aHOAPOHOBOI KUCIIOTH IIOBIOMIISITIOCS IIPO 3allajibHi IOPYIIeHHS 3 00Ky 04eii:
yBeIT, eMiCKJIEPUT, CKIIEPUT. Y [esdKUX BUMagKax IIi 3amajibHi MOPYyIIeHHS 3HUKAJIU JIAIIE TiCIIs
BigMiHu GicochoHaTiB.

AHagirakmuyHa peakuis/wok

Y maitieHTiB, gKi OTpUMyBay JTiKyBaHHS BHYTPIIIHHOBEHHO0 i6aHAPOHOBOIO KUCIIOTOIO,
CIIOCTepiranucs BUMaAKu aHapiTaKTUYHOL PEaKIil/IIoKy, Y TOMY YHCJIi JeTaslbHi.

Tepmin npudamuocmi.



2 POKH.

YmMmoBH 30epiranssi.

30epiraTu y HeIOCTYIIHOMY [I/Is [iTed Micii mpu Temmeparypi He Buie 30 °C.

HecymicHicme.

IIpenapaT BouBiBa® He CIIif 3MilIyBaTH 3 PO3YMHAMH, 110 MICTATH KaJbLii, a00 3 iHIIMMK
JiKapChbKUMU 3ac00aMyu OJ1s1 BHYTPIITHBOBEHHOTO 3aCTOCYBaHHS.

YnakoBka.

[To 3 M1 pOo3uKHY B IONEPENHLO HAIOBHEHOMY ILIIIPUIL.

[To 1 nonepenHLO HAIIOBHEHOMY ILIIPUITY B KOMIIJIEKTi 3 1 CTEPUIBHOIO TOJIKOIO [AJIS iH'€KIIiN
IIOMIIIIeHOI0 B IIJTACTMACOBHY KOHTEHeD B KapTOHHI KOpoO1li 3 MapKyBaHHSIM YKPalHCHKOI0 MOBOIO.

Kareropis Bigmycky.

3a peLemnToM.

BupoOHHUK.

Pom JiargocTtukc I'm6X

Benimerig ITJIC

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr0 ajJpeca MicCIisi IPOBaKeHHsI Tis/TbHOCTI.

Cangxodepirpacce 116, 68305 Mannxarim, HimeuunHa

CosepiH Xayc, Maiunc ['peu Poyn, basingon, SS14 3FR, Benuka BputaHis



