CocrTaB

Oeticmsyrwuwee geuecmao: ibandronic acid;

1 mpemBapuTENbHO HAIIOJIHEHHBIN IIITPHUIL (3 MJI) cOOmepKUT NOaHOPOHOBOM KHUCIOTH 3
MT B popMe HaTpusa ubaHapoHaTa MoHoruapara 3,375 MrT;

KOHIIEHTPalusia I/I6aHJIpOHOB0ﬁ KHCJIOTHI B PaCTBOpPE OJIsd UHBEKIUU 1 Mr / MII;

gCcnomMoezameJsibHble sew,ecmasd: HaTpus XJIOPHUO, KHMCJIOTa YKCyCHasd JIedsdHasd; HaTpPusi
alleTtaT, TpUurugpatr, Boga OJjid UHBEKIUM.

JIekapcTBeHHas1 GpopMa

PacTBop 0151 UHBEKITUH.

OcHoBHble (pu3uKo-XxuMuueckue ceolicmaad: po3payHas 6ecliBeTHas XKUIKOCTb.
dapMaKoTepaneBTHYECKasi rpyImna

CpepncTBa, BIUSIONINE HAa CTPYKTYPY U MUHepanu3aluio Koctel. bruchochoHaThI.
Kucnora ubaugponoBasi. Kom ATX M05B A06.

®dapMaKOOUHaAMHUKa

HMOaugpoHOBasi KMCJIOTA - BLICOKOAKTHUBHLIN a30TcomepkKaniuii 6umodocdoHar,
CEeJIeKTUBHO JEUCTBYET Ha KOCTHYIO TKaHb U CIlelM(pUYEeCKH ITOAaBIIIeT aKTUBHOCTD
OCTEOKJIaCTOB M He UMEeT MPSIMOI0 BIUSHUSA Ha GOpMHUPOBaHKE KOCTHON TKaHMU.
[Ipemapat He BAUsET Ha IPOIECC MOIOJIHEHUS IIyjla OCTEOK/IaCTOB. Y XKEHIIIUH B
Imepruoa MeHOIlay3bl CHUXKAET ITOBHIIIIEHHYI0 CKOPOCTh OOHOBJIEHUST KOCTHOM TKAHU [0
YPOBHS IIPEMEHONay3hbl, YTO IPUBOOUT K IIPOTPECCUBHOMY YBEIMYEHUIO KOCTHOU
MacCChl U CHUXKEHUE YaCTOTHI IIePEIOMOB.

HMb6auapoHoBasi KUCJIOTa MOOaBIIIeT KOCTHYIO pe30p01uio. In vivo ubaHOpoOHOBas
KHCJIOTa NpeaynpexkaaeT KOCTHYIO JeCTPYKIINIO, BELI3BAHHYIO 9KCIIEPUMEHTAIbHO
6s10KamoM (PYHKIIMM ITOJIOBBIX XKeJie3, PeTUHOUIAMHU, OITYXOJISIMUA U 3KCTPAKTaMH
omyxoJjier. Y MooneiX (OBICTPO pacTyHIUX) KPHIC TakKxKe Habofanach pe3opouus
KOCTeH, IPUBOAUJIA K YBEJIMYEHUIO HOPMaJIbHOM KOCTHOM MacCChl IO CPaBHEHUIO C
KWBOTHBIMM, KOTOPHBIE HE TIONTy4dasiv JIeYeHus.

2KuBOTHBIE MOJIeNIu ITOATBEPKOAI0T, YTO MOAHOPOHOBAS KHUCIOTA SIBJISIETCS BEICOKO
MOIITHBIM UHTMOUTOPOM aKTUBHOCTH OCTEOKJIACTOB. Y KPHIC, PAaCTYIIUX He
HaOJII0gasI0Ch ITPU3HAKOB HAPYIIIEHUST MUHEepaaIu3aluy gaxe Mpu IIPUMEHEeHUH 103,



mpesBriaionux 6omee yeM B 5000 pa3 mo3y, He0OXOOUMYIO OIS JIeUeHUS
O0CTEeO0IIopO3a.

ExXemHeBHas OIMTENbHOE IPUMEHEHNE U IePUOOUYECKOe IIPUMEHeHHe (depes
OoJbIIIe UHTEPBAb) B TeUYEeHNE OIIUTEIbHOIO0 BpEMEHU y KPhIC, CO0aK U 00e3bsH
aCCoOILMMPOBAJIOCh C 00pa3oBaHMEM HOBOU KOCTHM HOPMaJIbHOTO KadyecTBa C
COXpaHEHMEM UJIH MOBHIIIIEHHON MeXaHN4YeCKOM CUJION maxkKe IMPU NPUMEHEHUHU B
TOKCHUYECKOM Ouara3oHe. 3PpHeKTUBHOCTh €3KeJHEBHOTO U IEPUOOUIECKOTO
BBeIeHUsT NOAHIPOHOBOM KUCJIOTHI C MHTEPBAJIOM MexXny no3amu 9-10 Hemenb Oblyia
OATBEPXKAeHa B KIuHU4YeCKoM uccinengoBauum (MF 4411) c yuactuem miogen. B sTom
HCCIenoBaHNM HOaHOPOHOBAasA KMCJIOTa IPOOEeMOHCTPUpPOBaia 3hHeKTUBHOCTh 110
npeaynpexaeHni0 BOSHUKHOBEHHUS ITIEPETIOMOB.

B >XXMBOTHBIX MOfiesIsIX NOAaHIPOHOBAS KUCJIOTA IIPUBOOUT K OMOXUMHUYECKUM
W3MEHEeHUSIM, CBUIIeTEIbCTBYIOIINME O J0303aBUCUMOe YTHETEeHHE Pe30p01ry KOCTHOM
TKaHU, BKJII0OYasi CHUXKEHMNE YPOBHS OMOXMMHYECKUX MapKepoB Aerpagalnui KOCTHOTO
KoJIJlareHa B MoYe (TakKuX Kak [[e30KCUIUPUONHOIINH, IIEPEeKPEeCTHO CITUTHIH N-
TEeJIONEeINTUaa KoJjilareHa I tuma).

ExXxepnHeBHas U ITepuoOuiYecKoe IpuMeHeHUe (C MHTepBaJioM Mexkay go3amu 9-10
He[OeJib, TOKBapTaabHO) NOAHAPOHOBOM KUCJIOTHl BHYTPh UJIM BHYTPUBEHHO Y JKEHIIIUH
B IIEPUOJ MeHONay3kl MPUBOOUIIO K OMOXUMUYECKUM U3MEHEHUSIM,
CBUOETEJILCTBYIOIINE O [0303aBUCUMOE YTHETEHUE KOCTHOU Pe30pOI1iuu.

BBepenue npenapaTta boHBrBa® NPUBOOUT K CHUIKEHUIO YPOBHEN CHIBOPOTOYHOrO C-
TeJOoNeNTUaa aibda-lenny KonjlareHa tTuna I B TedeHue 3-7 gHelU OT Hadalla JIedeHUsd
U K CHH2KEHMIO YPOBHS OCTEOKa/IbIIUHA B TeUeHue 3 MeCHIIEB.

[Tocrie mpekpallleHus JiedyeHusT HabIogaeTCcs BO3BPAT K MAaTOJIOTMYEeCKUM YPOBHEH,
KOTOpPHIe HAOII0gauch 10 Hadajla JIeYeHUs, TOBBIIIIEHHOW KOCTHOM Pe30p0ILuu, 4YTO
CBSI3@HO C IIOCTMEHOIIay3aJbHbEIM OCTEOIIOPO30M.

l'icTonormyeckuii aHaam3 o0pPa31oB, ITOMYYEHHBIX IIPU OMOIICUU KOCTHU Yepe3 2 U 3
roga Je4eHUs XKEHIIUH B IOCTMeHomnay3e MboaHapoHoBasi KUCJIOTOM BHYTPb B mo3e 2,5
MT" €2Ke[THEBHO ¥ BHYTPUBEHHO IMEPUOANYECKHU B J03e 1 MI KaxKable 3 MecHIia,
ITOKa3aJl HOpMaJlbHOe COCTOsIHME KOCTHOM TKaHu. KpoMe Toro, He OBIIO 0OHAPYKEHO
HUKaKNX CBUOETENbCTB O HEAJOCTAaTOYHOCTH MUHepanu3anuu. Yepes 2 rofga JIe4eHusd
WHBEKIINSIMHU IIpemnapaTta borBuBa® B mo3e 3 M HaOIOaIOCh OXKHUIaeMoe CHUXKeHUue
KOCTHOTO MeTabonmm3Ma, a TakKKe HopMaJlbHOe KaueCTBO KOCTHOM TKaHU U OTCYTCTBUE
neheKTOB MUHepaan3aluu.

(I)apMaKOKHHeTHKa



[TepBuYHBIN (hapMaKOJIOTUUYECKOE BO3IeCTBUE NOAHIPOHOBOM KUCJIOTH Ha KOCTU HE
MMeEeT IIPSIMOT0 OTHOIIIEHUS K (paKTUUYeCKUM KOHIIeHTpaluuii nOaHIPOHOBOM KUCIIOTHL B
IJ1a3Me KpPOBHU, KakK IIPOAEMOHCTPUPOBAHO B PA3IMYHEIX UCCIIENOBaHUAX Y XKUBOTHEIX
U 4eJioBeKa.

[TnasmenHas KOHIIEHTpPalusia H6aHJIpOHOBOfI KHCJIOTHI BO3PACTaeT IIPOIIOPITMOHAIIBHO
mo3e nocie BBegeHus 0,5-6 mr.

Pacnpepgernenue

ITocne mepBUYHOM CUCTEMHOM 9KCIO3UIINKN HOAaHIPOHOBAS KKMCJIOTa OLICTPO
CBSI3BIBAETCS C KOCTHOM TKaHbIO MJIM BRIJEISETCS C MOYOM. Y YeJIlOBEKa O4YeBUOEH
KOHEeYHBIN 00beM pacrpenenenus coctapisgeT He meHee 90 1 u 40-50% ot
KOJIW4YecTBa IIpelapaTa, UMPKYIUPYIOIIEero B KPOBY, IPOHUKAET B KOCTHYIO TKaHb U
HaKaIllIuBaeTcs B Hell. CBsa3bIBaHUE ¢ OeJIKaMu Mj1a3Mbl 0K0JI0 85-87% (ompemeneHo B
YCJIOBUSX in vitro mpu nmpuMeHeHUN NOAHOPOHOBOM KHUCIOTH B TEPAeBTUYECKUX
KOHIIEHTpAIuX), CiIefoBaTeIbHO, Yepe3 3aMellleHre HabJogaeTcss HU3KUn
MOTEeHI[HaJ B3aUMOLENCTBUS C APYTMMH JIEKaPCTBEHHBIMU CPEACTBaMHU.

MeTtabonusm

HeT manHBIX 0 MeTabonu3Me nOAHAPOHOBOM KUCJIOTH ¥ X KUBOTHHIX U YeJIOBEKA.
BriBemeHuUE

HMb6angpoHOBasi KMCJIOTA BEIBOJUTCS U3 KPOBEHOCHOTO PyClia IIyTeM KOCTHOM
abcopOiuu (40-50% y KeHIIWH B IOCTMEHOIIay3€e), OCTaJlbHOE BHIBOOUTCS B
HEM3MEeHEHHOM BHUEe TOYKaMHM.

[Inanma30H 0YEeBUOHOTO IIepuoa MOIyBhHIBEAEHUS IINPOKUY U KOJiebJieTCs B Ipedenax
10-72 gacoB. ITOCKONIbKY pacCUYMTaHHBIE 3HAYEHUS B 3HAYUTEJILHON CTEIIeHHU 3aBUCST
OT IMTPOOOJIZKUTEJILHOCTU MCCJIeIOBaHUSI, MO3bl, YyBCTBUTEJIPHOCTH METOIa aHaJIn3a,
KOHEYHBIN IIepuo[] MOTyBLIBEIeHNsI, BEPOSITHO, CYIIIeCTBEHHO OJINHHEE, KaK U B APYTUX
6ucdochonaToB. HauanbHBIN YPOBEHE ITpeliapaTa B IJla3Me KPOBU OBICTPO CHUIKAETCS
n gocturaeT 10% oT MakKCUMaJIBHOTO 3HAYEHUS B TeueHue 3 U 8 4acoB IIocJie
BBEOEHUS UJIU IIePOPAILHOTO IPUMEHEeHUsI COOTBETCTBEHHO.

O6mIuit KnupeHc nOaHIPOHOBOM KMCIOTH HU3KUHM 1 B CpegHeM cocTaBisieT 84-160 M
/ muH. [TouyeuHsIil K1upeHC (0K010 60 MJI / MUH y 3OPOBHIX XKEHIINH B IEPUO[,
ImocTMeHoIay3sl) coctapisieT 50-60% oT ob11iero KaupeHca u 3aBUCUT OT KJIIMPEHca
KpeaTUHUHA. Pa3Hulla MeXOy OYEeBUOHBLIM, OOIIMM U IMTOYEYHBIM KJIMPEHCOM OTpaXaeT
MIOTJIOIIEHU S ITpenapaTa KOCTHOU TKaHbIO.



[TyTu cekpenuu, BEPOSITHO, HE BK/IIOUAIOT U3BECTHBIE KMCIIOTHYIO U OCHOBHYIO
CHCTEMBI TPAHCIIOPTUPOBKMY, IPUBJIIEYEHHbBIE B BEIAEJIEHUU OPYTUX OEUCTBYIOIINX
BemiecTB (cM. Pa3men «B3aumMopencTBue C OPYTUMHU JI€KapCTBEHHBIMU CPEeACTBaAMU U
Opyrue BUOLI B3auMomelncTBuii»). Kpome Toro, nubaHapoHOBasA KUCIOTa HE IIOOABIIsSIET
OCHOBHBIE Te4YeHOYHbIe n30epMeHTH P450 B yesloBeKa U He UHOYIIUPYET CUCTEMY
unutoxpoMa P450 y KprIcC.

dapMakKOKHMHETHKA B 0COOBIX CAyYasx

Ilon
IToka3zarenu ¢hapMaKOKHHETHKHN HOAHIPOHOBOM KMCJIOTHI HE 3aBUCST OT IIO0JIa.
Paca

HeT maHHBIX O KJIMHUYECKU 3HAUUMBIX MEXKITHUYECKUX Pa3IUdUsIX MEeXKIYy
HalreHTaM{d MOHTOJIOUOHOW M €BPOIIEOUAHOM Pachl OTHOCUTEJIPHO PaclpeaeneHus
nOaHAPOHOBOM KUCJIOTH. OO malrMeHTOB HEerPOUIHOM Pachl MaHHBIX HEOOCTATOYHO.

ITauueHmul ¢ noyeuHou HedoCmamoyHOCMbHO

[ToueuHsIM KTUPEeHC NUOAHOPOHOBOM KUCJIOTH y MAllMeHTOB C Pa3HOU cTaguen
MOYEeYHOU HeJOCTaTOYHOCTH JIMHEWHO 3aBUCUT OT KJIMPEHCa KpeaTUHMHA. BOJBHEIM C
JIETKOU ¥ YMEPEHHOU I0OYEeUYHOU HeJOCTaTOYHOCThIO (KJIMPEHC KpeaTuHuHa = 30 M /
MUH) 003y IIpellapaTa KOPPEeKTUPOBaTh He HYXKHO.

Y nun ¢ TsaXKenou NoYeYHOUM HeJOCTaTOYHOCThIO (KIupeHc KpeaTuHuHa <30 mi /
MHUH), TONy4aBIux MOaHOAPOHOBAas KMCJIOTY BHYTPh B o3e 10 Mr B TeueHue 21 OHs,
KOHIIEHTpallus B jla3dMe KpoBU Oblyla B 2-3 pa3a BhHIIIE, YEM Y JIUI] C HOpMaJIbHOM’
byHKIIMEN ToYeK, U O0IIMI KITUPEeHC n0aHAPOHOBOM KMCIIOTHI COCTaBJIsA 44 M1 / MUH.
ITocne BBegeHus 0,5 Mr nGaHAPOHOBOM KUCJIOTHI OOIIHMM, ITOYEYHBINM U HETIOYEYHBIHN
KJIUPEHCHL CHUXKAJIUCh Ha 67%, 77% 1 50% COOTBETCTBEHHO Y JIUL] C TAXKEJIOU
MOYeYHOU HeJOCTaTOYHOCThIO, HO CHUXKEHNEe IePeHOCUMOCTHU IIpemnapaTa BCJIeqCTBUEe
poCTa 3KCIO3ULUMU He HabIIoaanochs.

W3-3a orpaHMYeHHOT0 KIMHUYECKUU OTBIT IPUMEHEeHU npenapaTa bouBuBa® He
PEKOMEHyeTCs alieHTaM C TSIXKeJION II0YeYHOU HeJOCTaTOYHOCThIO (cM. Pa3gensl
«Cnocob npuMeHeHUs U 003bl», «OC00eHHOCTH TpUMeHeHUss»). PapMaKOKUHETHKA
nO0aHIPOHOBOM KHMCJIOTH Y MAIlMEHTOB C TEPMUHAIBHOM CTaguel moYeyHou
HeIOOCTaTOYHOCTH OlleHHWBaslacCh JIUIh ¥ HEOOJILIIOTO0 KOJIMYECTBa ITallueHTOB,
HaXOOUMBIINXCS Ha TeMofauanu3e, Io3ToMy (papMaKOKUHETHKa NOaHOAPOHOBOU KHUCIOTHI
y IIallMeHTOB, He HaXOOAIIUXCS Ha Oualin3e, Hen3BeCTHa. M3-3a OorpaHUu4YeHHOCTH



OaHHBIX MOaHOPOHOBAsI KMCJIOTY He ClIegyeT IPUMEHSITh MalieHTaM C TePMUHAIbHOM
CTagueln IIoYedYyHOU HeJOCTAaTOYHOCTH.

ITauueHmul ¢ neyeHo4HOU HedocmamodHocmuto (cm. Pazden «Cnocob npumeHeHus u
003bl»)

HeT pmanHHBIX 0 papMaKOKMHETHKE NOAHIPOHOBOM KUCJIOTH! ¥ ITAIIUEHTOB C
MMeYeHOYHOM HEeJOCTAaTOYHOCTRI0. [TeyeHb He 6epeT 3HAYUTETLHOTO YYaCTUS B
KJTupeHce nOaHIPOHOBOM KUCIIOTH, KOTOPasi He MeTab0oIu3UPyeTCsi, @ BEIBOOUTCS
IMOYKaMHU U ITyTEM IIOTJIOMIeHUST KOCTHOM TKaHbi0. TaKuM 00pa30M B GOILHEIM C
IMeYeHOYHOM HEeJOCTaTOYHOCThHIO KOPPEKIMS A03kI IIpelapaTa He TpebyeTcs.

ITauyuenmuwl nodicusno20 so3pacma (cm. Pazdesn «Cnocob npumeHeHus u 003bl»)

HN3yueHnl (papMakKOKMHETUYECKUE TapaMeTPhl ITPYU MHOTOMEPHOM aHaIn3e He 3aBUCST
oT Bo3pacTa. [IoCKOonMbKYy QYHKIMS ITOYEK C BO3PACTOM, 3TO €IUHCTBEHHBIN (HaKTOD,
KOTOPBIN CcleayeT IIPUHUMATh BO BHUMaHUe (CM. «[IalfueHTH C TOYe4YHOM
HEeOoCTaTOYHOCTBLIO»).

Iemu (cm. Pazdea «Cnocob npumeHeHus u 003bl»)

HeT paHHBIX 110 IPpUMEHEHUIO ITpenapaTa boHBUBa® meTsam.
Iloxkazanus

JledeHHMe 0CTEOMOpPO3a y XKEHIINH B IOCTMEHONIay3aJIbHbBIM IIEPUOL C MOBBIILIEHHBIM
PUCKOM IepesioMOoB. ITpoieMOHCTPUPOBAHO CHUXKEHME PUCKa BepTeOpaIbHbIX
rnepenomos, 3¢ HEeKTUBHOCTD 110 IPEI0TBPAIlleHHUIO TIEPETIOMOB IIeUKU Oempa He
yCTaHOBJIEHA.

HpOTHBOHOKaBaHHH

e TToBEIIIIEHHAS YyBCTBUTEJILHOCTD K MOAHAPOHOBOM KUCIIOTE UJIH K JTIOO0OMY
OpPyromMy KOMIIOHEHTY IipemnapaTta (cM. Pasgen «CocrtaB»).
e ['UIIOKAIBIIMEMUSI.

B3auMoaeHCTBHE C IPYrHMH JIeKapCTBEHHBLIMH CPeICTBAMH H IPyrue BHIbI
B3aMMOIEeHUCTBUHA

MeTabonuyecKrue B3aUMOOENCTBUS He CUUTAIOTCS JOCTOBEPHBIMHU, IIOCKOJIBKY
nOaHIPOHOBAS KHUCIOTA He IIOAaBJIsIeT OCHOBHBIE ITeUeHOYHEIe n30¢epMeHTH P450 v
4yeJloBeKa, HO ¥ He HHOyHnupyeT cuctemy nutoxpoma P450 y kpeic (cMm. Pa3gen
«®apMaKOKMHETUKa»). BEIBOOUTCS nOaHAPOHOBAS KUCIIOTA IIyTEM II0UYEYHOMU



9KCKpeLUHU U He MOAJIeKUT IIporieccaM 6uoTpaHchopMaIum.
OCco0eHHOCTH IPUMEHEHU ST

OmubKu BBEOEHUSI

Heo6xoguMo co6J1ioiaTh OCTOPOXKHOCTD U n30eraTh BBeIeHUs IIpenapaTta boHBuBa®
BHYTpHaApPTEPUAJIbHO UJIN B OKOJIOBEHO3HBIX IIPOCTPAHCTBO, ITOCKOJIbKY 9TO MOXKET
IIPUBECTHU K ITOBPEXKIEHUIO TKaHEeH.

I'unokanprmeMus

[IpumeHeHUe npenapaTta boHBUBa®, Kak U IpuUMeHeHue apyrux 6ucdocdoHaTos,
BBOOUMEIX BHYTPUBEHHO, MOXKET [IPUBECTU K BPEMEHHOMY CHUXKEHUIO CEIBOPOTOYHEBIX
ypOBHEeU Kasnblusd. [10 Hadasa JeyeHus npenapaTtoM BoHBUBa® HYXKHO
OTKOPPEKTUPOBATh CYLIECTBYIOIIYIO THIOKalbliMeMuu. Bce npyrue HapylleHUs
MeTaboIu3Ma KOCTHOM TKaHU U MUHEPaJIbHOTO 0OMeHa BeIlleCTB TaKiKe CJIelyeT
apdekTuBHO neunuTh. CneayeT yrnmoTpeodasiTh JOCTAaTOYHOE KOJIMYECTBO Kaablusa U
BUTaMKHa D, TOCKOJIBKY 3TO BaXKHO [1JI BCEX ITAllUEHTOB.

AHadunakTdecKkasi peakKus / 110K

Y maiureHTOB, IOIy4YaBIInX jJeueHrne MO0aHapoHOBass KMCIOTOM BHYTPHUBEHHO,
HaOII00aMUCh CTy4Yan aHapuIaKTUYeCKOM peakluu / III0Ka, B T.4. C JIeTaJIbHBIM
HMCXOOOM.

Bo BpeMs BBemeHUSs mpelapaTa OONIXKHBI ObITh JIETKOOOCTYIITHBIMU CPeICTBa
COOTBETCTBYIOILIEN MEOUITMHCKOU ITOMOIIM ¥ MOHUTOPUHTA. [Ipy BOSHUKHOBEHUU
aHaPUIaKTUYECKON UIHU OPYTOM TAXKEIOoM peaKluy TUIepPUYyBCTBUTEIbHOCTH /
aJIJIepPru4ecKoy peakiuy ciaenyeT HeMeIJIeHHO IIPeKPaTUTh HHBEKIINI0 U HavaTh
COOTBETCTBYIOIIlEE JIeUEHUE.

IToueuyHast HEJOCTATOYHOCTh

[TanimeHTaM C COMyTCTBYIOIUMU 3a00I€BAHUSIMU UIU T€M, KTO IPUMEHSET
JIeKapCTBEHHEIE CPENCTBa, KOTOPHIE MOTYT He0JIaronpusaTHO BIUATH Ha IIOYKY, B
Iepuop JiedeHus cliefyeT PeTryaspHO IPOXOAUThL 00CJiefoBaHNEe B COOTBETCTBUU C
Hapgjiexallle MeqUIIMHCKOU IPaKTUKU.

HN3-3a orpaHM4YeHHOr0 KJIMHUYECKUH OIIBIT MHBEKIUHU ITpenapaTa boHBruBa® He
PEKOMEeHO0OBaHbI MallieHTaM, Y KOTOPHIX YPOBEHb KpeaTUHHHA B CHIBOPOTKE KPOBU
npesBbitnaeT 200 MKMob / 1 (2,3 MT / OJ1) UNMU KIUPEHC KpeaTuHnHa HUXKe 30 M1 / MUH
(cMm. Pazpmensl «Crioco® mpuMeHEHHUS U J03Hl »,« ODapMaKOKHHETHUKA »).

CepneqHaH HegoCTaTOYHOCTb




[TanmeHTaM C PUCKOM Pa3BUTHUS CEPAeYHON HEIOCTAaTOYHOCTH cienyeT usberaThb
4Ype3MepHOU rugpaTalyu.

OcmeoHeKpo3 uestoCmHbIX Kocmedl

OcCTeOHEKPO3 YeJIIOCTHHIX KOCTeM Habmofancsa o4eHb peiKo BO BpeMs
IIOCTMapKEeTHMHTOBOT'0 IPUMEeHEeHUs y allueHTOoB, IToy4yaBIuX IIpenapaTt bouBuBa®
II0 TIOBOOY ocTeomnopo3a (cM. Pazgen «ITo6o4YHbBIE PeaKIUU»).

Hauasno neyeHus: ujiv HOBOT' O KypcCa JIedeHHus CIeayeT OTCPOYUTH OJId IIalITMEHTOB C
HE3aXKUBIIIMMH OTKPBITEIMU ITIOBPEXKOECHUAMHN MATKHUX TKaHeu pOTOBOfI IIOJIOCTH.

[Tepen HayanoM jiedyeHuss boHBMBa® mamueHTaM C COIyTCTBYIOIIUMU (haKTOpaMu
pHuCKa PEKOMEHOyeTCs CTOMAaTOoJIoTu4YecKoe o0cienoBaHue C COOTBETCTBYIOIIUM
MPoGUIaKTUYECKUM BMeEIIaTeJIbCTBOM ¥ MHOUBUOYaTbHON OIIEHKE COOTHOIIEHUS
TTOJTb3BI-PUCKA.

OneHuBast pUCK BO3HUKHOBEHUSI OCTEOHEKPO3a YeTIOCTHRIX KOCTEeH y MallieHTa,
clenyeT IIPUHUMATh BO BHUMaHUe ciienyoomniue ¢GakTophkl pyUCKa:

AKTUBHOCTB T€KapCTBEHHOI'O CPEMICTBA, KOTOPHIM IMOAaBJII€T KOCTHYIO Pe30pOIIrio
(pUCK BBHIIIIE B ClIydYae IPUMeEHEeHUsI COeqUHEHUM C BHICOKOM aKTMBHOCTBIO); CIIOCO0
BBefeHUs (PUCK BHIIIE IIPYU IIapeHTeparlbHOM BBEJEeHUHN) U KyMYJIITABHAS [03a
KOCTHO-PEe30pOIIMOHHOM Tepaltuu.

37I0KavYecTBeHHBIE HOBOOOPA30BaHUS, COIIYTCTBYIOIINE ITATOJIOTUYECKHUEe COCTOSIHUS (B
YaCTHOCTH aHEMMsI, KOaryjaonaTuu, UHQPEKINs), TaOaKOKypeHUsI.

ComyTCTByIOIIee JIeueHHe: KOPTUKOCTEPOUOLI, XUMHOTEPAIIUS, UHTUOUTOPEI
aHTHOTeHe3a, JTyuyeBasi Tepamnus 00JIaCTy TOJIOBHI U IIIEH.

Henapmnexxaimasi rurueHa IoaoCTH PTa, 3a00IeBaHus IePUOOOHTA, IIJI0X0
nmomoOpaHHbIe 3yOHBIE TTPOTE3HI, 3a00JIeBaHusI 3y00OB B aHaMHe3e, MHBAa3UBHEIE
CTOMATOJIOTUYECKHE BMeIllaTeIbCTBa, HAIpUMep yaaieHue 3y0OoB.

Bo Bpems neuenuss boHBuBa® BceM IallMeHTaM clenyeT coOofaTh Hagiexkalemu
TUTUEHBI IOJIOCTU PTa, IPOXOOUTH PETYISAPHBIE OCMOTPEL Y CTOMATOJIoTa U
HeMeJJIeHHO coo0IIaTh O JIFOOBIX CUMIITOMBI CO CTOPOHBI POTOBOM ITOJIOCTHU, TaKKue KakK
MMOIBUXKHOCTE 3y00B, 0O0JIb UJIM OTEK, He3aKUBAIOIIME SI3BLI UJTH BhITEIeHusi. Bo BpeMs
Jle4yeHHUsI UHBA3WBHBIE CTOMATOJIOTUYECKHWE BMeIlaTe/IbCTBa HY2KHO IIPOBOAUTH TOJIBKO
IIOCJIe TIIATeJIbHOTO PaCCMOTPEHUS: UX cjeayeT u3beraTb BO BpeMs U B OiuxKaliliee
BpeMs II0CJIe MPUMEHEHU nmpenapata boHBuBa®.

[Tnan BegeHUs MAllUEHTOB, Y KOTOPHIX PA3BHUJICA OCTEOHEKPO3 YEJTIOCTHBIX KOCTEH,
OOJI2KeH OBITh pa3pa60TaH B YCJIOBHUAX TECHOT'O COTPYOHMUYECTBA BPa4da CO
CTOMATOJIOT'OM HJIN YEJIIOCTHO-JIMIEBEIM XU PYPI'OM, OIIBITHBIM B JIEUHEHHUU



OCTEOHEKPO3a YeJIIOCTHBIX KocTel. CenyeT pacCMOTPETh BOIIPOC O BPEMEHHOM
pepsiBaHUM JledeHusI BOHBUBa® K yJIy4dIlIeHUIO COCTOSIHUS U YMEHbIIeHUEe
COMMyTCTBYIOILIUX (haKTOPOB PUCKA.

OcmeoHeKpo3 HapyHCcHO20 CAYX08020 NPoxodda

[Tpu npumeHeHuu 61chocdoHaTOB COOOITATN O OCTEOHEKPO3€ HAPYKHOT'O CITyXOBOTO
IIPOX0fia, IIPEeuMYIIeCTBeHHO B CBSI3HU C OJINTEJIbHOM Tepamnueii. K ¢pakTopaM pucka
BO3HUKHOBEHUSI OCTEOHEKPO03a HapyKHOT0 CIIyXOBOI'O IPOX0a IpUHAAiexkaT
MIPUMEHEHHUS CTEPOUOHLIX TOPMOHOB ¥ XUMHUOTEPANUU 1 / UJIU MEeCTHEIe (haKTOPHI
pUCKa, TaKue KaK WHQPEKIINS UIX TPaBMa. BeposTHOCTL BO3BHUKHOBEHHUS
OCTEOHEKPO3a HapyKHOT'0 CJIYXOBOTO ITPOXO0fa CIeqyeT YYUTHIBATh y IAIllUeHTOB,
rmonydarmux 6ucGochoHaTH ¥ Y KOTOPHIX UMEIOTCSI CUMIITOMBI CO CTOPOHEI yXa,
BKJTIOYAsI XPOHUYECKHEe HHPEKIUN yXa.

AmunuyuHble nepesnomMbl bedpa

ATUTIMYHBIN TUOBEPTIIIOKHUN U nradu3apHBIN ITepeoMbl 0eIpeHHOM KOCTH
OoTMeYaJiuCh pu jedyeHun 6uchochoHaTaMu, B IEPBYIO OUEPED, Y TAIIUEHTOB,
MIOJIy4YaBIIUX OJIUTEJIbHOE JIeYEeHUEe OCTEe0I0pP03a. DTHU IMOSICHUYHEIE UJIM KOPOTKHUE
KOCHIE TIEPEJIOMBI MOT'YT ITPOU30UTH B JIIOOOM MecTe BIOONb Oefpa - OT YyTh HUXKE
MaJIOro BepTesia OedpeHHON KOCTU 10 YyTh BHIIIIE HAAMBIIIEIKOBBIN ITOBLIIIIEHNE. JTH
mepeioMbl BO3HUKAIOT IIOCJIE MUHUMAJIbHOU TPaBMEI U/IU IIPU OTCYTCTBUM TPABMEI, U
HEKOTOphIe MMAllueHT UCHBITHIBAIOT 007b B 06acTu Oedpa uju mmaxoBasi 00JIb, 4aCTO
aCCOLIMUPYETCS C XapaKTEPHBIMU YepTaMU CTPECCOBOTO IIepejioMa, B Te4eHHUe OT
HECKOJIbKUX HeOellb 10 HECKOJIBKUX MECSIEB, IpeXae 4eM IIepejioM IIPOSBUTCS B
BHU[IEe ITOJIHOTO IepeioMa OeIpeHHOM KOCTH.

[TepenoMbl 4acTO OBIX IBYCTOPOHHUMU, IIO3TOMY CJIelyeT OCMOTPETh Opyroe 6enpo y
MMaleHTOB, MOJIyYaloux JeyeHue ouchochoHaTaMi U B KOTOPHIX BO3HUK
nuadru3apHLIN meperoM OegpeHHOoN KOCTH. TakXKe cO00IIayIoch O MJI0XOM 3aXKHUBJIEHUS
9THUX IIePeJIoMOB. Bompoc o mpekpallleHuu npuMeHeHus: 6uchocHoHaTOB MMaAMeHTaM C
IMOI03PEeBaeMbIMHU aTUIIMYHBIMU IIepeioMaMu OeIpPeHHOM KOCTH HeoOX0auMOo
paccMOTpPeTh A0 3aBepIIeHUsI OIIeHKHM COCTOSTHUS IallieHTa, YUYUThIBas
WHOUBUAYAIbHYIO OIIeHKY IT0JIb3bI U PUCKA.

Bo Bpems neuenus 6uchochoHaTaMu namreHTaM cileayeT peKoOMeHOoBaTh COO0IIaTh
o 6omu B o6stacTu 6egpa, Ta300ePEHHOT0 CyCcTaBa MU O ITaxoBasi 00JIb; BCe MallueHThHI
C CUMIITOMaMH HOOJIXKHBI OBITh 00C/IeIOBaHbl OTHOCUTEIFHO HEIIOJIHOT0 mepejioMa
OenpeHHOM KOCTH.

HaTpuii He BXOOUT B COCTaB mpenapaTa boHBuBa®.



YTunuzanus HEeNCI0JIb30BaHHOTI O IIpellapaTa U IIpelapaTa C BICTEKIIIMM CPOKOM
TOOHOCTH IIOCTYIIJIEHHU A JIEKAPCTBEHHOI'O CPEeACTBa BO BHEIITHIOIO Cpeny HGO6XOJII/IMO
CBe€CTHU K MUHUMYMY. HpenapaT He ciienyer BbI6paCbIBaTb B CTOYHEIE BOOHBI " OBITOBEIE
oTxXonsnl. [isa YTUIIN3alluun HeO6XO)II/IMO HCIIOJIb30BATh TaK HA3bBIBAEMYIO «CHUCTEMY
c60pa OTXOOOB>» IIPHU HAJIMYNH TaKOBOM.

CnoCcoOHOCTH BIMSITHh Ha CKOPOCTH PEaKIHH [IPH yIIPaBJIeHUH
ABTOTPAHCIOPTOM HJ/IH Pad0oTe C MeXaHHu3MaMH

YunuThIBasi 0COOEHHOCTH (apMaKOOUHAMUKH, (apMaKOKHHETUYECKHUHN TPODUIb 1
M3BECTHEIE TOOOYHEIE PeaKIIni, 0XKHUaeTCsI, YTO BoHBUBa® He MMeeT Wi UMeeT
He3HAaYUTEJIbHOE BIINSHHE Ha CIIOCOOHOCTh YIPABIISAThL aBTOTPAHCIIOPTOM MJTH
paboTaTh C MeXaHHU3MaMH.

IIppuMeHeHHe B mMepPHO]] 0EPEMEHHOCTH H/IH KOPMJIEHHUS I'PYIbIO

bepeMeHHOCTH

I[Tpennapat boEBUBa® npenHa3HauveH [Jisd IPUMEHEHUS TOJIBKO XKEeHIIMHaM B
noctMeHornay3e. [Ipenapat He ciefyeT IPUMEHSTH XKEeHIINHAM PENPOAYKTUBHOTO
BO3pacrTa.

HeT HagnexKaiiux JaHHBIX 110 TIPUMeHEeHUI0 n0aHAPOHOBOM KUCIIOTH OepeMeHHBIM
XKeHIIMHaM. B uccrnemoBaHUsSIX Ha Kpbicax HabJioanach onpeneeHHas
penpoayKTUBHAsI TOKCUYHOCTD. IloTeHIIMaIbHBIM PUCK [JIS YeJI0OBeKa HEW3BECTEH.
[IpenmapaTt BoHBuBa® He cleayeT IIPUMEHSTH BO BpeMsi 0epeMeHHOCTH.

KopMmiieHue rpyaobio

HeusBecTHO, mTpoHUKaeT nOaHOPOHOBASA KUCIIOTa B IpyJHOE MOJIOKO. MccnemoBaHus
IMOKa3aJIu Halu4yre HU3KUX YPOBHEN NOaHOPOHOBOU KUCJIOTHL B MOJIOKE JIAaKTAPYIOIIUX
KpHIC TIocJie BBemeHus. [Ipenapat boHBuBa® He cienyeT IPUMEHSTh BO BpeMs
KOPMJIEHUS TPYObIO.

OepTUIBLHOCTD

HeT maHHBIX O BIUSIHUU I/IGaHJIPOHOBOﬂ KHCJIOTHEI y Y€JIOBEKa. B PEIIPOOYKTUBHBIX
HUCCIIEOOBAHUAX Y KPBIC ITPHU ITE€EPOPAJIBHOM ITpHUEME B BEICOKHUX CYTOYHBIX MO3adX
I/IGaHJIpOHOBaH KHCJIOTa CHHU2KaJlla (bepTI/IHLHOCTL.

Crmoco0 mpuMeHEeHHsI M T03bI

,]J,O3I/I POBKa



PekomeHnpgyemasi ;o3a n6aHAPOHOBOM KUCJIOTHEL COCTABISIET 3 MT' B BUIlE BHYTPUBEHHOM
UHBEKIUU IIPOOOIKUTENBHOCTHIO 15-30 cexyHA, Kaxabsle 3 Mecsla. [Ipenapart
IpefHa3Ha4veH TOJILKO IJid BHYTPUBEHHOTO BBefJeHUs (cM. «OCOOeHHOCTH
IPUMEHEHUS»).

[TanimeHTaM HEOOXOOUMO OONOJIHUTEIPHO IPUHUMATh Kalbliui ¥ BUTaMuH D (cM.
Pazpmentl «OcobeHHOCTH ITPUMEHEHUST», «B3auMoeiCTBUE C APYTUMU
JIEKAPCTBEHHBIMU CPEICTBAMU U OPYTUe BUIOBI B3aUMOOEUCTBUN»).

Ecnu nnaHOBYIO O3y IPOIYIIEHO, MHBEKINIO IIperapaTa ClenyeT caejlaTh cpa3dy, Kak
TOJIBKO 9TO OyZmeT BO3MOXKHO. B manbHelllleM MHbEKLIMYU HY2KHO AejlaTh KaXabsle 3
Mecslla C MOMeHTa IIOCJIeJHEero BBeeHus IIpernapara.

OnTtumanbHas OIPOOOIXKUTENRHOCTS JIEYEeHUSI 0CTeOoIIopo3a bucdochoHaTaMu He
ycTaHoBJieHa. CleayeT IepuoguYeCcKy mepecMaTpuBaTh BOIIPOC O HEOOXOOUMOCTH
ITPOOOJIZKEHUS JIeUeHHUSI C YYEeTOM II0JIb3hI M ITOTEHITMAJILHOTO PUCKa IPUMEeHEeHUs
npenapaTa boHBUBa® [y KaXKA0T0 IMalleHTa OTHeIbHO, 0COOEHHO Iocye 5 unu
0oJsiee eT MPpUMEHEHUS IIpemapara.

CHeHI/IaJ'H:HbIe TPVYIIIIEI ITAITMEHTOB

Hau,ueHmbt C No4Yye4yHoll He0oCMamoyHOCMbHO

HNuaveknum npenapata boHBuBa® He peKOMEHOOBaHHI IallieHTaM, Y KOTOPBIX YPOBEHb
KpeaTHHHHA B CHIBOPOTKe KpoBHU npeBhimiaeT 200 Mkmonb / 11 (2,3 Mr / Oj1) unu
KJINPEHC KpeaTHHUHA (oIIpenesieHHBIM UM PaCcCYNUTaHHbIN) HUuxkKe 30 M / MUH,
MIOCKOJIbKY AaHHbIe KJIMHUYECKUX UCCIIeJOBaHNl, B TOM YHUCJIe B 9TOU I'PYyIIIIe
MMaIMeHTOB, OTPaHUYEeHE! (CM. pa3genbl « OCOOeHHOCTH MPUMEHEHUS»,
«OapMaKOKHHETHUKA»).

Koppek1ius mo3sl He TpeOyeTcs mallieHTaM C JIeTKOM WX YMEePEeHHOU MoYeYHOou
HEeJ0CTAaTOYHOCTHIO, CLIBOPOTOYHLIM YPOBEHb KpeaTHHNHA B KOTOPBIX PaBHA U/IU HUXKE
200 mgMmonb / 11 (2,3 Mr / gji) unm KJIUpeHC KpeaTUHHWHA (OpeneeHHbIU UIn
paccuuTaHHBIM) paBHa WU npeBbiinaeT 30 M / MUH.

IMTayuenmul ¢ neyeHoYHoU HedoCmMamo4HOCMbio

Koppeknust mo3sl He TpebyeTcs (cMm. Pazmen «®apMaKOKUHETHKA).
ITauueHmul nodcua020 so3pacma (> 65 nem)

Koppeknus mo3wl He Tpebyetcs (cMm. Pasgen «®PapMaKOKUHETHUKA»).

eTu



HeT cooTBETCTBYIOIIETO ONBITA M0 IIPUMEHEHUIO ITpelapaTta bouBuBa® OeTsaM (B
Bo3pacTe no 18 ner). [IpumeHeHue npenaparta bouBuBa® geTsaMm (B Bo3pacTte mo 18
JieT) He u3ydasnoch (cM. Pasgmener «®apmakonorudeckue», «PapMaKOKMHETHKA).

Ocobvle yKa3aHusi N0 NPUMeHEeHU

Ecnu nekapcTBeHHOE CPEOCTBO BBOOUTCS B CYIIIECTBYIOUIYIO MHPY3UOHHYIO CUCTEMY
OJIsi BHYTPUBEHHOTO BBefeHUsI, nH(PYy3aTa (pacTBOP OJIs BIUBAHHUS) OOJIKHO OBITH MU
M30TOHUYECKUU pacTBOP, Ul 5% pacTBOP I'/IIOKO3H (50 Mr / MiI). 9TO TakKXkKe
KacaeTCs paCTBOPOB, IIPUMEHSIEMBIX JIJIsT IIPOMBIBAHUS KaTeTepa U OPyrux IpuboposB.

JI1060# HEUCITIOJIb30BaHHBIN PaCTBOP [OJII UHBEKIIUU IIITPUL] U UTIHI OJIT UHBEKITUU
Heo0X0OUMO YTUJIN3UPOBATh B COOTBETCTBUU C MECTHBIMHU TPeOOBaHUSIMU.
[MTocTynneHus 1eKapCTBEHHOTO CpeACTBa BO BHEIUIHIOIO CpeAy CJIeAyeT CBECTHU K
MUHUMYMY.

CnenyeT cTPOro coOI0OaTh IEePEeYHCIeHHOT0 0 MPUMEHEeHHIO, YTUIH3AIlUY IIIITPUIIEB

M OPYTHUX KOJIOIINX W PEeXKYIINX MHCTPYMEHTOB:

e VIrnbl ¥ IINIPUIIEI HUKOTA He CliefyeT IPUMEHATH IIOBTOPHO.

e [ToMecTUuTh BCE UCHOJIb30BAHHBIE UTJIBI U IIIIPUILI B KOHTEMHED OIS KONIOIINX U
PEKYIIUX UHCTPYMEHTOB (IPOKOJIOCTOUKNE KOHTEMHED HOJIs1 OOHOKPATHOT O
IPpUMEHEHUS).

e OTOT KOHTEMHEDP OO0JIZKEH HaXOOUTHCS B HEOOCTYIIHOM [OJIsI AeTell MecCTe.

e He cnenyeT BrIOpachiBaTh KOHTEMHEP OJISI KOJIOMINX U PEXKYIIUX UHCTPYMEHTOB B
OBITOBOM MYyCOD.

e HamonHeHHBIV KOHTEUHED ClleayeT YTUIN3UPOBaTh COTJIaCHO C JIOKaJIbHBIMU
TpeOOBaHUSIMHU HJIHM COTJIaCHO MHCTPYKIIMSM Bpaya.

HeTH

HeT coOTBETCTBYIOILIETO ONBITA IO IIPUMEHEHUIO ITperapaTta bouBuBa® geTsaM (B
Bo3pacTe 0o 18 nert). [IpumeHeHue npenapaTta bouBuBa® geTsaMm (B Bo3pacTte g0 18
JieT) He u3ydasnocsh (cMm. Pa3gen «®apmakonorudyeckue», «@apMakKOKUHETUKA»).

Ilepemo3upoBka

Cnemudpudeckou nHGOPMAIIMU O JI€eYeHUHU I1ePeao3uPOBKY IIpenapaToM bousuBa ®
HeT.

YuuThIBasi UMeIecs 3HaHus o 6uchochoHaTh, IePemo3uPOBKA ITPU BHYTPHUBEHHOM
BBEOEHUU MOXKET NPUBECTU K TMIOKaJbIIueMuu, rurtopochaTeMuu U TUIIOMarHuEeMUH.
KnuHu4Yeckn 3HaYMMble CHUXKEHNEe ChIBOPOTOYHBIX YPOBHEM Kanbiius, ¢hocdopa u



MarHus cjieayeT KOPPEeKTUPOBaTh BBEIEHUEM KalbIllus I'II0OKOHaTa, ocdaTa Kamus
WU HaATpUs, U CcynbdaTa MarHusi COOTBETCTBEHHO.

ITo6GouHBbIE peaKIuu

Pes3tome npoguasa no 6ezonacHocmu

Hauboinee cepbe3HBIMU ITOOOYHBEIMH PEAKIIUSIMU, O KOTOPBIX COO0IAIOCh, SIBJISIOTCS
aHapUIaKTUYECKUe PEeaKIIMU/III0OK, aTUIIUYHLIE TTIepeJIoOMbl Oeipa, OCTEOHEKPO3
YeII0CTHBIX KOCTEeH, BocnajieHue ria3 (cM. «Omnucalnne OTOeIbHBIX ITI000YHBIX
peaknuii» 1 «OCOOEHHOCTHU IPUMEHEHUS»).

Hawubosee yacTHIMU MOOOYHBIMU PEAKIUSIMU, O KOTOPHIX COOOIIAIoCch, ObLIN
apTpaJTUs ¥ I'PUIIIIONON00HEIE CUMITOMEI. DTH CUMIITOMBI OOBIYHO aCCOIIMHUPOBAJIHCH
C TIepBO¥ J030#, B 00111eM ObIJIM KPAaTKOBPEMEHHBIMHU, JIETKON UIU CPeOHEeN TSIXKeCTHU
¥, KaK IIPaBUJIO, KCYE3aJIH IIOCJIe ITPONOJI2KeHUS JIedeHnsI 1 He TpeboBasu
MeOUKAaMEeHTO3HOr0 BMenIaTeabcTBa (CM. «OnucalHue OTOEeJIbHEIX ITI000YHBIX
peaxkmum»).

Huxe IIpuBEIEH MTOTHBIN IIepedeHb N3BECTHHIX MMOOOYHBIX peaKHHfI.

Be3omnacHocTh neueHus nOaHAPOHOBOM KUCIJIOTOM B [[03€ 2,5 MT' B CYTKU BHYTPb
n3y4dasnack B 1251 nmaumeHTa, KOTOphle IPUHUMAJM y4acTue B 4 mnaiebo-
KOHTPOJIUPYEMBIX KIIMHUYECKUX UCCIIEA0BAHUAX, IIPU 3TOM OOJILIIMHCTBO ITAllUEHTOB
OBITM yYaCTHUKaAMU 0a30BOT0O TPEXJIETHET0 uccienoBanus mepenomon (MF 4411).

B 6a30BOM [AByXJIETHEM UCCIIEIOBAHUH Y KEHIIMH B IIOCTMEHOIIay3aIbHbIA IEPUOL, C
octeonopo3oM (BM16550) obmiuii rmpodunb 6e30macHOCTH ObIJT ITOJO0OHBIM IS
npenapaTta bouBuBa® B BUIe BHYTPHUBEHHBIX UHBEKIIUY IO 3 MI' KaXable 3 Mecsla 1
nO0aHIPOHOBOM KHMCJIOTH B T03€ 2,5 MT mepopasibHO exxenaHeBHO. O0Ilee KOINYeCTBO
MMalleHTOB, Y KOTOPBIX BO3HUKJIA ITOOOYHAs peaKIlus, COCTaBHUIa COOTBETCTBEHHO
26,0% u 28,6% 1mocyie OgHOTO U OBYX JIET IIPUMeHeHUud IpenapaTta bouBuBa® B BUae
BHYTPUBEHHBIX UHBEKIUY 10 3 MT KaXKable 3 Mecsiila. B O0NbIIMHCTBE ClIydyaeB
MoOOYHBIE PeaKIIM He IPUBOOUIIN K IIPEKPAIleHUI0 JIeUeHUSs.

[ToGouHBIE PEAKIINN YKAa3aHO HUXKE COTJIaCHO TePMHUHOJIOTUN MeOUuIIMHCKOT O CII0Baps
HOpPMaTUBHO-IPaBOBOU HmessTenbHOCTU MedDRA mo KjaccaM CUCTEM OPraHOB U
KaTeropusM 4acToThl. [10 yacToTe moOOUYHbIE PeaKIIuU [esIsATCS Ha OUeHb YacTo
(=1/10), gyacto (=1/100 gmo <1/10), mewacto (= 1/1000 mo <1/100), peako (=1/10000
mo < 1/1000), ouens pegko (<1/10000), yacTtoTa Heu3BeCcTHA (He MOXKET OBITh
paccurTaHa MO UMEIOINMCS TaHHBIM). B KaxK[oi rpynmne 4acToT N0oO0YHbLIe PeaKIInu
YKa3aHo B MopsigKe YOBIBAaHUS TSIXKECTH.



[To6ouHBIE PEAKIINU, KOTOPHIE OBLIU 3apeTrucTpUupoBaHbl B TeueHue 111 a3
uccnenosanud BM16550 u MF4411 y XXeHIIMH B IIOCTMEHOIIay3aJbHbIU [IEPUO],
[IoJIy4yaBIIUX IIpenapaT boHBuBa® B BHIe BHYTPUBEHHBIX MHBEKIIMY 10 3 MI' KaXKble
3 mMecsiia unu MoaHapPOHOBas KMCJIOTY B Io3€ 2,5 MT IepopajibHO e3KeIHEBHO U BO
BpeMs IIOCTMapKETUHIOBOI'O IPUMEHEHUS.

Co cmopoHbl UMMYHHOU cucmembl: PeOKo - 000CTpeHue aCTMEI PeIKO - peaKlIuu
TUIIePYYBCTBUTEILHOCTH, OUYeHb PEOKO - aHapUIaKTUYeCKUe peaKLu/IIoK * t.

Co cmopoHbl Hep8HOU cucmeMbl: 4acCTo - TOJIOBHAas OO0JIb.
Co cmopoHbl OpP2aHOB8 3PEeHUA: PEOKO - BOCIlajlleHue ria3a * 1.
Cocyducmbule paccmpotlicmea: nHoraa - Grnedout/Tpomo6odiedur.

Co CMOPOHDbI DfC@/I)}OOHHO-KULUQ'—lHOZO mpaxkmadad: 9aCTO - TaCTPHUT, OJUCIIEIICHUsA, Oruaped,
00sb B 2KMBOTe, TOIITHOTaA, 3allop.

Co cmopoHbl KOJHCU U NOOKOMCHOU K/AemyamkKu: 9acTo - CBIIIb, PEOKO -
aHT'MOHEBPOTUYECKHUU OTEK, OIyXaHUEe/OTEK Jiulia, KpalluBHUIIA OYEeHb PEOKO -
cuaapoM CtuBeHca-[I2KOHCOHa T, MynbTUu(OpMHas sputeMa T, OyIne3Hb JepMaTurT t.

Co cmopoOHbI ONOPHO-08U2AdMEAbHOU cuCmeMbl U COe0UHUMEeAbHOU MKAHU: 9acTo -
apTpanrus, MUAITUS, MBIIIIEYHO-CKeJIeTHRIe 0011, 60/ B CIUHE UHOTHA - O0/Ib B
KOCTSX PeOKO - aTUIIMYHBIN MUABEPTIIOKHUN U OUuadU3apHLIN IIepeioMbl 0eIpeHHON
KOCTHU T; OYEeHb PegKo - OCTEOHEKPO3 YeJIFOCTHBIX KOoCcTer * 1. OCTEeOHEeKPO3 HapyKHOT 0
CIIyXOBOTO Ipoxopa (moboyHas peakius, XapakTepHas s oucdochoHaTOB Kak
Kiacca) T. OcTeoapTpuT, HapylleHue PyHKIUN CyCTaBOB.

O6LU,U€ HapyweHusAa u cocmosAaHue 8 Mmecme 88edeHus: 4acCTo - FpI/IHHOHOJIO6HOG
3aboneBaHus * YCTaJIOCTh; MHOT'IA - P€aKIIMK B MeCTe BBE€JEHUsI, dCTEHU.

* CM. HUXKeE.
T OOGHapyKeHHbIE BO BPpeMsI IIOCTMapKeTUHTOBOI'O ITPUMEHEHU .

OnucaHue omoebHblX NOOOYHbIX peakuull

I'punnonodobHvble 3ab60s1e8aHus

I'punnonomoO6HOe 3a00jIeBaHue BKITIOYAIO TAKMEe CUMITOMEBI, KaK PEaKIIuK HUJIN
CUMIITOMBI OCTPOM (a3nl, B T.U. MUAJITUS, apTPAITus, TUX0pagKa, 03H00, YCTaJIOCTh,
TOIITHOTY, IIOTEPIO aIllleTuTa U 00JIb B KOCTSIX.

OcmeoHeKpo3 uestoCmHbIX Kocmell



Coo0011aJ10Ch 0 CIIy4YasXx OCTEOHEKPOo3a YEeTIOCTHBIX KOCTEM, ITPEeuMYIIIeCTBEHHO Y
MaleHTOB CO 3JI0KAaYeCTBEHHBIMU HOBOOOPA30BaHUSIMHU, IIOJIYYAIOIINX JIeUeHHe
ImperapaTaMu, KOTOPble UHTUOUPYIOT KOCTHYIO pe30p0Iirio, B YaCTHOCTH
HNo6augpoHoBas kucnotou (cM. Pasgen «OcobeHHOCTH ITpuMeHeHus1»). Coo0II1aIoch 0
ClIy4dasix OCTEOHEKPO3a YeJIIOCTHBIX KOCTEM MPU ITOCTMAPKETUHTOBOTO ITPUMEHEHU
nOaHIPOHOBOM KHCJIOTHI.

BocnaneHue 2aa3a

[Tpu npuMeHeHUU NOAHOPOHOBOM KUCIJIOTHI COOOIIAIOCh O BOCIIAIUTEIIbHBIX
HapYIIEHUSX CO CTOPOHHI I'/Ta3: YBEUT, SMMUCKJIEPUT, CKIIEPUT. B HEKOTOPHIX CIIydasx
9TU BOCIIAJIUTENIbHEIE HaPYIIIEHUS MCYe3alid TOIbKO IIOCjie OTMEeHH 6ucdochoHaToB.

AHaguarakmuueckas peakuus/uok

YV maiueHTOB, IOIyYaBIINX JIeYeHe BHYTPUBEHHON HOAHIPOHOBAS KHUCIIOTOMH,
Ha6II00aMUCh CIyYan aHa@UIIaKTUUYeCKOM peaKIMu/IIoKa, B TOM YHCJIe JIeTaIbHLIE.

CpoK rogHocru

2 rofa.

YcnoBusi xpanenusi

XpaHUTh B HEJOCTYIIHOM [JI AeTeud MecTe IIpu TeMrneparype He Broilne 30 °C.
VYnakoBka

[To 3 My pacTBOpa B IIPeIBapPUTEIILHO HAIIOJITHEHHOM IITIPHUIIE.

ITo 1 npegBapuTeIbHO HAIIOJITHEHHOM IINIPUIlE B KOMIJIEKTE C 1 CTEPUILHOU UTTIOU
IOJIsI MHBEKIINM IIOMEeIIeHHOM B IIJIaCTMACCOBLIM KOHTENHEP B KAPTOHHOM KOPOoOKe C
MapKUPOBKOM Ha YKPAaMHCKOM S3BIKE.

Kareropus ornycka
ITo penenrty.
IIpou3zBoouTennb

Pom [Iuaramoctukc I'mo6X.

MecTOHaxOXKIOeHHe IIPONU3BOIHUTEJIsA M €0 aJipeC MeCTa OCyYIIeCTBJIICHHUSNA
oesiTeJIbHOCTH



Cangxodepiurpacce 116, 68305 Mauuxaum, ['epmaHus.
N CTOYHHUK HHCTPYKIIUH

HWHCTPYKIIUS TeKapCTBEHHOT0 CPeACTBa B3sTa U3 OQUIIMATbHOT0 UCTOYHUKA —
'ocymapCTBEHHOT'O peecTpa JIEKaPCTBEHHHBIX CPEOCTB YKPAUHEI.



http://www.drlz.com.ua/

