CocrTaB

Oeticmsyrwuwee geuecmao: ibandronic acid;

1 TabneTKa, MOKpHITast 000JIOUKOM, COOEPKUT UOAHOPOHOBOM KHUCIIOTH 150 Mr B
¢dopme HaTpus nbaHOgpoHaTa MoHOoTHApaTa 168,75 Mr;

8cnomMoz2ameibHble 8eu,ecmaed: 1akTo3a MOHOTUAPAT, eJIII0I03a
MUKPOKPUCTAINYECKasi KPOCIIOBUAOH (TUN A); KpPeMHUS OUOKCU KOJIJIONUIHBIN,
HaTpus cTeapuiapymMmapar;

naeHouHas obosouka (Opadry II white): cnupT IOMTUBUHUIIOBHEIM, TUTaHa auokcup (E
171), Tanbk, makporomn 3350.

JIekapcTBeHHasi ¢popMa

TabneTKu, MMOKPHITHIE TIJIEHOYHOM 000JI0YKOM.

OcHogHble (pu3uKko-xumudecKkue ceolicmad: TabeTKHu IIPOOoIroBaTou GOPMEI, OT
O6enoro go moytu 6esIoro IBeTa, C OMHOM CTOPOHEI TabJIeTKH rpaBupoBKa «I9BE», ¢
opyrou - «150».

QapMaKOTepaneBaneCKaﬂ rpyiiia

CpencTBa, BIUAIINE Ha CTPYKTYPY ¥ MUHepaau3aluio Kocteu. bucdochoHaThI.
Kucmnora ubannpounoBasi. Kom ATX M05B A06.

(I)apMaKOJII/IHaMIfIKa

HMb6aHopoHOBas KuUcioTa - bucdochoHaT, KOTOPHIM crienuduiecKn NelCTByeT Ha
KOCTHYIO TKaHb. OKa3bIBaeT CeJIEKTUBHOE NEeNCTBHE Ha KOCTHYIO TKaHb Oarogaps
BBICOKOM a(pPUHHOCTU K MUHEPAIbHBIM KOMIIOHEHTAM KOCTHOM TKaHu. [logaBnsieT
AKTHUBHOCTH OCTEOKJIACTOB, XOTSI TOYHBIM MeXaHHU3M [10 CUX TOP HEHU3BECTEH.

In vivo nbaHOpoHOBas KMCJIOTa IIpenynpeRaaeT KOCTHYIO AeCTPYKIINIO, BLI3BAHHYIO
9KCIIepUMEHTAJIbHO UHAYLIMPOBaHHOM O610KafoM (PyHKIMU IOJIOBBIX JKeJie3,
peTUHONAMH, OTyXOJISIMHU M 3KCTpakKTaMu omnyxosel. [logaBieHue SHOOT€eHHOU
KOCTHOM pe30pOlnu TakxkKe ObIJI0 3aIOKYMEHTUPOBAHO B KUHETUYECKUX
nccnegoBaHusgax 45Ca mmyTeM BHICBOOOXKAEHUS PagUOaKTUBHOTO TETPALMKIINHA, YTO
MTPeaBapPUTENILHO OBLI BBEOEH B KOCTHYIO TKaHb.

HMbaHOpoHOBast KMCJIOTa He BAUSIET Ha MUHepPaInu3aliiio KOCTeW Npu Ha3HAaYeHUH 03,
3HAQUUTEJIbHO MMPEBHIMIAOIINX PapMaKOIOTHUYeCKN 3(PPEeKTUBHEIE.



Pe3op0O11nsi KOCTHOM TKaAHU BCIECTBUE 3JI0OKaYeCTBEHHOI'0 3a00JIeBaHMUsI
XapaKTepU3yeTCs: Ype3MepHOM pe3op0Iiiuelt KOCTHOM TKaHM, He cOaJlaHCUPOBaHHAs
COOTBETCTBYIOIIMM 00pa3oBaHMeM KOCTHOM TKaHU. MMOaHOpOHOBast KUCJIOTa
CEeJIEeKTUBHO ITOAaBJIIeT aKTUBHOCTh OCTEOK/IaCTOB, CHUXKasi KOCTHYIO pe30p0I1Iuio U,
TaKUM 00pa30M, yMeHbIlIasd KOCTHBIE OCJIOXKHEHUS 3JI0Ka4eCTBEHHOT0 3a00JIeBaHM .

B KnuHUYECKUX MCCIIeJOBaHUSX Y MAllMeHTOB C PaKOM MOJIOYHOMU XKeJe3hl U
MeTacTa3aMM B KOCTSIX OBIJIO MPOAEMOHCTPUPOBAHO J0303aBUCUMOe UHTMOUpYIoIee
OelCTBUE Ha OCTEO0JIN3 KOCTHOM TKaHHU, OIIPedensaieTCss C IOMOIIbI0 MapKepOB KOCTHOUI
pe30pOIuy, ¥ H0303aBUCHUMEIN BIIMSHUE II0 CKEJIETHHIX ITOBPEXKIeHUM.

®dapMaKOKHHETHKA

BcacriBaHU4.

ITocne npueMa nbaHOPOHOBAsS KMCI0Ta OBICTPO BCACHIBAETCS B BEPXHUX OTIesIax
KeJIyOOYHO-KUIIEeYHOT O TpaKTa. BpeMs HOCTHMKeHUS MaKCUMaJIbHOM KOHILIEHTPAIIMK B
nna3Me KpoBu cocTtasisgeT 0,5 - 2 yaca (MeguaHa - 1 4ac) mocjie mprueMa HaToIak,
abcomoTHass OMOOOCTYITHOCTE - 0K0JI0 0,6%. BcackiBaHUS yXyOIIaeTCs IIPU
OOHOBPEMEHHOM IIpHEeMe C ITHUIIEeHN UIU MUTheM (KpoMe OOBIYHOM BOIEI).
BuogmoctynHoOCTh yMeHbIIaeTCcsa npuMepHO Ha 90% nipu ynotpebieHuu 0OBIYHOTO
3aBTpaKa I10 CpaBHEHUIO C OMOIOCTYIIHOCTDIO IIPU IIpUeMe IpenapaTa HaTomlak. [Ipu
nmprueMe uOAHAPOHOBOM KUCJIOTH 3a 30 MUHYT [0 enbl OMOOOCTYITHOCTh YMEHBIIIAETCS
npuMepHo Ha 30%. ITpu npueMe nOAHOPOHOBOM KMCIIOTHI 3a 60 MUHYT OO eObl
3HAYUTEJILHOTO YMEHbIIIeHNU OMOAOCTYITHOCTH He HabOIomaeTcs.

BuomocTymmHOCTh YMEHbIIaeTCsI IPUMEPHO Ha 75% npu NpuMeHeHUN n0aHIPOHOBOM
KHMCJIOTHI B TabeTKax yepe3 2 4yaca Iocjie CTaHOapTHOIO ITpueMa IuIlu. B cBsi3u ¢
9TUM TabneTKy nOaHOPOHOBOM KUCIIOTH CIeyeT IIPUHUMATDh YTPOM (IIociie Kak
MUHUMYM 6 4aca 06e3 efbl) 1 He yIOTPeOnaTh Uiy He MeHee 30 MUHYT IIOCJIE
npuema mpernaparta MbanagpoHoBas Kucsiora-BucTa (cMm. Pasgen «Crnocod npuMeHeHHUs
U O3BI»).

Pacnpepenenue.

ITocne mepBUYHOM CUCTEMHOM 9KCIO3UIINKN HOAaHIPOHOBAS KKMCJIOTa OLICTPO
CBSI3BIBAETCS C KOCTHOM TKAHBbIO UJIX BHIAEJISIETCS C MO4YOU. Y 4eJIOBEeKa OUEeBUIOEH
KOHEYHBIN 00beM pacrpenenenus coctapisieT He MmeHee 90 11 u 40-50% KomuyecTBa
npenapaTa, HUPKYJIUPYIOLIEro B KPOBYU, IPOHUKAET B KOCTHYIO TKaHb U
HaKaIllJIuBaeTcs B Hell. CBsa3bIBaHUE C OeJIKaMU MIa3Mbl OKOJIO 87% mpu NpuMeHeHUH!
B TepaleBTUYECKUX KOHIIEHTPAIUSIX, CJIedoBaTeJIbHO, Yepe3 3aMellleHne
HaOJIIogaeTCss HU3KUYM ITOTEeHIIMal B3aUMOIEeNCTBUS C OPYTUMHU JIeKapCTBEHHLIMU
CpeaCcTBaMH.



MeTabomu3m.
HeT manHBIX 0 MeTabonn3Ma NOAHIPOHOBOM KUCJIOTHl Y XKUBOTHLIX U YeJIOBeKa.
BriBOg.

Ta yacTh nOaHAPOHOBOM KMCJIOTHI BCOCABIIIEMCS BHIXOOUT U3 KPOBEHOCHOTO pyciia
nyTeM KocTHOU abcopbuuu (40-50%), ocTaribHOE BHIBOOUTCS B HEM3MEHEHHOM BUIE
moykaMu. Ta yacTh nOAHAPOHOBOM KHUCJIOTHI, HE BCACHIBA€TCSI, BHIBOJUTCS B
HeM3MeHEeHHOM BHUe C KajoM. [lnama30H 04eBUOHOTO IIeproaa IOIyBEIBEOEeHUS
IIIMPOK ¥ 3aBUCHUT OT O3Bl U YYBCTBUTEJILHOCTH METO[a aHalli3a, OOHAKO O4YeBUOEH
TEPMUHAJIbHBIN IIePUO[ IONyBLIBemeHus KonebneTcs B nmpedesnax 10-60 vacoB. OgHako
HadaJIbHbIE YPOBHU IIpemnapara B IJla3Me KpOoBU OLICTPO CHUKaeTcsa u gocturaeT 10%
OT MMKOBOTO 3HAUEHUS B TedeHHe 3 4aca U 8 yaca Iocjie BBeOeHUusI UiIu
IIepPOpPanbHOr0 IPUMEHEHHUS COOTBETCTBEHHO.

OO61muii KmupeHc n0aHAPOHOBOM KHUCIJIOTH - HU3KUM U B CpeOHeM cocTaBisieT 84-160
MJ1/MuH. [TodyeuHbll KnupeHC (MpuMepHO 60 MJI/MUH y 30OPOBHIX JKEHIIIUH B IIEPUOT
rmoctMeHoray3nl) coctaBnsieT 50-60% oT o0111ero u 3aBUCUT OT KJIIUPEHCa KpeaTUHUHA.
PasHuiia Mexay o4eBUAHBIM OOIYM U MOYEYHBIM KJIMPEHCOM OTpaXaeT IOTI0IIeHUs
npemnapaTta KOCTHOU TKaHBIO.

[Tyt cekpenu, OUeBUOHO, He BKJIIOYAIOT U3BECTHLIE KMCIIOTHYIO U OCHOBHYIO
CHCTEMBI TPAHCIIOPTUPOBKY, IIPUBJI€YEHHBIE B BEIOEJIEHUN OPYTUX OEMCTBYIOIITAX
BeliecTB. KpoMe Toro, nbaHapoHOBasI KUCJIOTa He IOOaB/IsieT OCHOBHBIE TeYeHOYHEIE
nsodpepmenTs P450 B yenoBeka U He UHAYLIUPYET cucteMy nurtoxpoma P450 y Kpeic.

dapmakoKuHemuka 8 ocobbix CAyuasix.
Ilogm.

BuopocTynmHOCTh U MOKa3aTenu apMaKOKMHETHKY UOAQHIPOHOBOM KUCJIOTHI HE
3aBUCHAT OT IIO0JIa.

Paca.

HeT maHHBIX 0 KIMHUYECKH 3HAUYMMOM MEXITHUYECKYIO Pa3HUIy MEXAy MallueHTaMu
MOHTOJIOUIHOM U €BPOIIEOUTHON pPackl OTHOCUTEJIFHO pacipeneneHus nbaHaqpOHOBOM
KUCIOTHL. OO0 ManueHTOB HETPOUOHOM Pachl JaHHBIX HEJIOCTATOYHO.

[TalieHTHl C IIOYEYHOM HEOOCTAaTOYHOCTRIO.

[TouyeuyHbIM KTUPEeHC NOAHOIPOHOBOM KUCJIOTH y NMAllMeHTOB C Pa3HOM cTaguen
IOYe4YHOU HEeJOCTAaTOYHOCTH CBSI3aH C KIIMPEHCOM KpeaTUHHHA. Y JIUII C TIXKEJI0u
IIOYEeYHOU HeJOCTaTOYHOCThIO (KIupeHc KpeaTuHUHa <30 MJI/MUH), II0OJIy4aBIIAX



HMb6aHOpoHOBast KUCIOTY BHYTPh B f03e 10 Mr B TeueHue 21 OHS, KOHIIEHTPAILUS B
I1a3Me KpoBU Oblyia B 2-3 pa3a BEHIIIE, YEM Y JIUIl C HOPpMalbHON QYHKIIMEN IMoueK
(knmupeHc KpeaTuHuHa =80 mu/MuH). OOIINN KITUPEHC U0AHAPOHOBOM KUCJIOTHL ObII
YMEHBIIIEH 00 44 MJI/MUH y UL C TAXKEJIOW IOYEeYHOU HeJOCTaTOYHOCTHIO 110
cpaBHeHUIO ¢ 129 MI/MUH y JIUI] C HOPMaJIbHOU (QPyHKIIMEN mo4YeK. [1719 OOMBHBIX C
JIETKOU II0YEYHOU HEeJOCTAaTOYHOCTHIO (KJIUpeHC KpeaTuHUHa =50 mi/MuH U <80
MJI/MUWH) OO3Yy IIpernapaTa KOPPEKTUPOBATh He HYKHO. [IJIs JIUIl C yMEPEHHOU
MIOYEeYHOM HEeJOCTAaTOYHOCThIO (KIupeHc KpeaTuHrHa =30 mi/MuH 1 <50 MJI/MUH) U
TSAKEJION IT0OYEeYHOU HeJOCTAaTOYHOCTHIO (KJITUPEeHC KpeaTuHUHA <30 MJI/MUH)
peKoMeHayeTcs KoppeKuusa mo3bl (cM. Pa3men «Criocob IpUMeHEeHUs U OO3bI»).

IMTamueHTH C TEYEeHOYHOM HEeJOCTAaTOYHOCThIO (cM. Pa3men «Cnocob mpuMeHeHUsS U
IIO3BI»).

HeT maHHBIX 0 ¢apMaKOKHHETHKE NOAHIPOHOBOM KUCJIOTH! y MAIlUEeHTOB C
IMe4YeHOYHOM HEeIOCTaTOYHOCThIO. [TeueHbh He OepeT 3HAYUTEJIbHOTO y4aCTUS B
KIupeHce nOaHIPOHOBOM KUCIIOTH, KOTOpasi He MeTaboMu3upyeTcs, a BEIBOOUTCS
IMOYKaMH U ITyTeM MOTJIOIeHUsT KOCTHOU TKaHbio. TakuM 00pa3oM, A1 OOIbHBIX C
IMeYeHOYHOM HeJOCTaTOYHOCThIO KOPPEKIIMS OO3HI ITpenapaTa He TpebyeTcs.
[TockOnMbKY CBSI3bIBaHME MOQHIPOHOBOM KUCJIOTHI B TEPAIIEBTUYECKUX KOHIIEHTPAIUIX
c 6enkaMu IIJIa3MBl KPOBY He3HAUUTENbHOE (MpuMepHOo 87%), MaIOBEPOSITHO, UTO
TUNOIIPOTEUHEMUS IIPU TSAXKEIBIX 3a001eBaHUSIX ITIeYEeHU IIPUBEIET K KIMHUUYECKU
3HAYMMOMY ITOBHIIIEHNIO KOHIIEHTPAIlMu CBOOOOHOTO perapara.

IMoxkumnoi Bo3pacT (cM. Pa3men «Criocob MpuMeHEeHUST U OO3bI»).

HN3yueHnl (papMakKOKMHETUYECKHUE XapaKTEPUCTUKU He 3aBUCST OT BO3pacTa.
[TockonbKy (QYHKIMS ITOYEK C BO3PACTOM, 3TO €IUHCTBEHHBIN (AaKTOP, KOTOPHIHN
cienyeT IMIPUHSTH BO BHUMaHUe (CM. «ITallMeHTHl C TOYeYHON HeJOCTAaTOYHOCTBIO»).

etu (cMm. Pasgen «Crioco® mpuUMeEHEHHUS U JT03LI»).

HeT maHHBIX 110 IPUMEHEHUIO IIpelapaTa nbaHOPoOHOBasa KHUCJIOTa OeTsaM go 18 mer.
IToxa3aHus

JledyeHHe 0CTEOMIOpPO3a y XKEHIINH B IOCTMEHOIIay3aJIbHbBIM IIEPUOL C MOBBIIIEHHLIM
PUCKOM mepesioMoB. ITpoieMOHCTPUPOBAHO CHUXKEHME PUCKaA BepTeOpaIbHbIX
rnepenomos, 3¢HEeKTUBHOCTD 10 IPEI0TBPAIlleHHUIO TIEPETIOMOB IIeUKU Oenpa He
yCTaHOBJIEHA.

HpOTHBOHOKaSaHHH



[ToBBIlIIEHHAST YYBCTBUTEIBHOCTh K MOQHIPOHOBOM KUCJIOTE UJIU K JIIOO0OMY
OPyromMy KOMIIOHEHTY Itpernapara (cM. Pasgen «CocTtaB»).

l'nnokaneiimeMus.

3abosieBaHUS ONHUIIEBOOA C 3aMe[JIeHHEeM OIIOPOXKHEHU S MUIlleBoOa, HallpuMep
CTPUKTypa, axajaa3us.

HecnnocoGHOCTE HaXOOUTHCS B BEPTUKAIBHOM IIOJI0KEHUHU (CTOSATh UJIN CUOETH) B
TeueHUe He MeHee 60 MUHYT.

B3auMoOaeHCTBHE C IPYTrHMH JIEKapCTBEHHBLIMH CPEeICTBAMH H IPyrue BHIbI
B3aMMOOEHUCTBUHA

B3aumMofenicTBHe TeKapCTBEHHOE CPEACTBO - ea

BuopocTynHOCTh NOAHAPOHOBOM KMCJIOTH IIPHU II€POPAIbHOM NPUMEHEHUH 11€JI0M
CHUZKAEeTCs B IPUCYTCTBUU MUINIM. B 4aCTHOCTH, IPOAYKTHI MUTAHUS, COOepKallue
KaJbliMi, B TOM YUCJIE MOJIOKO U OPyTrue IOJIMBaJlIeHTHbIE KaTUOHBI (aJTIOMUHUMH,
MarHui, )Keje30) MOTyT HapylllaTh BCaChklBaHUE IIpelapaTa, COBOagaeT C
pe3ybTaTaMH, OJIYYeHHBEIMUY B UCCJIEOBAHUSIX Ha XKUBOTHBIX. [IoaTOMY mpemapar
clenyeT IIPUHUMATH II0CJIe HOYHOTO ronomanus (He MeHee 6:00) u He yIIoTpeOIsiTh
nuim 1:00 nmocre mpueMa npemnaparta (cM. Pasgen «Crmocob mpuMeHeHUS U JO3bI»).

B3auMopencTBHE C APYTHMHU JIeKaPCTBEHHBIMU CPEeaCcTBAMHU

MeTabonnyecKkre B3aMMOOENUCTBUM HE CUMTAIOTCS JOCTOBEPHBIMHU, ITIOCKOJIBKY
nOaHIPOHOBAS KHUCIOTA He IIOAaBJIsseT OCHOBHBIE ITeUeHOYHEIe n30¢epMeHTH P450 v
4yeJloBeKa HO He MHOYLUPYET cucTteMy mutoxpoma P450 y kpric (cMm. Pa3gen
«®apMaKOKMHETUKA»). BEIBOOUTCS MOAHAPOHOBAS KUCIIOTA IIyTEM II0UYEYHOM
9KCKpeluH U He MOMJIeKUT ITpolleccaM 6roTpaHcopMaluu.

[IpemapaThl (DoOaBKU) Kanbliysd, aHTALUOL U HEKOTOPhIE APYTHe JiIeKapCTBEHHEBIE
CpefcTBa, ComepKallue MOJIuBaIeHTHRIE KAaTUOHEI

[TpenapaTh! (M06aBKMU) KanbllUs, aHTAIIUALI U HEKOTOPLIE OIPYTrUe mepopaibHbIe
CPEenCTBa, B COCTaB KOTOPHIX BXOOAT MOJIMBaJIeHTHEIE KaTUOHEI (aTIOMUHUYU, MarHuy,
XKeJie30), MOTyT HapyllaThk BcacklBaHUe Ipemnapara. [loaToMy nanueHTaMm He ClienyeT
IIpUHUMATH Opyrue IepopajibHbIe JIeKapCTBEHHBIE CPENCTBA B TeueHue He MeHee 6:00
oo mpueMa npenaparta 4 B Tedenue 1:00 mociie npueMa IIpemnapara.

Auemusacaauuyunosasn Kucaoma u HIIBC

[TocKONBKY alleTUJICAINIIUIIOBasA KUCJIOTa, HECTEPOUAHBIE IPOTUBOBOCIIAINTEILHEBIE
cpenctBa (HITBC) u 6uchochoHaTH MOTYT BHI3LIBAThH Pa3dpazkeHue XKelyI0uHo-
KHMIIIEYHOT 0 TPaKTa, He0OXOOMMO C OCTOPOXKHOCTBIO ITpuMeHsaTh HIIBIT ogHOBpeMeHHO
c npenapaTtoM (cMm. Pa3zmen «OCOOEHHOCTH IPUMEHEHUSI»).



H2-6.10kamopbl u uH2ubumopsl NPOMOHHO20 HACoca

B uccnegosanuu BM16549 ¢ yuactueMm 1500 nanmeHTOB IPOBOAUIIOCH CPaBHEHUE
PEXUMOB J03UPOBaHUA UOAHAPOHOBOM KUCJIOTH (€3KeIHEeBHO U 1 pa3 B Mecsl); IpHU
sToM 14% namueHToB U 18% malueHTOB TaKKe mony4dasnu 6;1o0KkaTopsl H2-pelenTopos
WU UHTUOUTOPH IPOTOHHOI'O0 Hacoca Yepe3 OOUH U [Ba rofja COOTBETCTBEHHO.
YacToTa sIBJIEHUY CO CTOPOHEI BEPXHUX OTAEJIOB XKeJIYOOYHO-KUIIIEYHOI'0 TPakKTa y
MmanueHToB, nmony4dasiux MbangpornoBas kuciaoty 150 Mr 1 pa3 B mecs1], Oblla TaKOMU
XKe, Kak U y IallMeHTOB, NoJIy4yaBiuX FM0aHOpPOHOBas KUCJIOTY 2,5 MI' e3KeJHEBHO.

B rccnegoBaHuM C yyacTUeM 3TOPOBBIX JOOPOBOJIBIIEB (MYKUYUH) U XKEHIIVH B
IMOCTMEHOIIay3€e PaHUTUAWH IIPU BHYTPUBEHHOM BBEJEeHUHU YBEJIUYUBAI
OMOOOCTYIHOCTh HOAHOPOHOBOM KUCJIOTH TpuMepHO Ha 20%, BO3MOXKHO, 3a CUET
YMEHBIIIEHUS KUCIIOTHOCTH KENyA04YHOro coka. OmHaKO IMMOCKOJIBKY 3TO IMOBHIIIIEHHE
HAXOJUTCS B IIpefesiaXx HOpM OMOIOCTYIIHOCTU MOAHIPOHOBOM KUCIIOThI, KOPPEKIIUSI
OO3bI ITpenapaTa IpU OOHOBPEMEHHOM npueMe ¢ 61oKaTopaMu H2-penienTopos unu
OPYTUMHU IIperapaTaMu, IOBHIIIAIOIIMMY YPOBeHb PH KenymoYyHOTo cCoKa, He
TpebyeTcs.

OcobeHnHoCcTH IIPAMEHECHHsA

[TameHTHI C HapymieHneM KOCTHOTIO 1 MUHEePAJIbHOT' O MeTabos3Ma

Ilo Hayana nmeyeHus npernapatoM MbOaHapoHOBas KUcIoTa-Bucra HyKHO
OTKOPPEKTUPOBaTh TUIIOKAIbIIMEMUN U OPYTUe HapylleHus MeTabonmr3mMa KOCTHOU
TKaHU U MUHEpaJIbHOTO oOMeHa BemlecTB. [laliueHTaM cienyeT ynoTpeodssaTh
OOCTAaTOYHOE KOJIMYECTBO KalabliUud M BUTaMuHa D. Eciiu maliueHT mmojay4daeT C NUIlen
HeJOoCTaTOYHO Ka/lbliUs U/UJIU BUTaMUuHa D, TO cliefyeT OOMOJITHUTEIbHO IPUHUMATh
WX B BUME IIUIIEBHIX N0OABOK.

Pa3;11pa>KeH1/Ie KeJIYOOYHO-KUIIIEYHOI'O TPAKTa

BucdocdoHaTh O TEpOpPabHOTO MPUMEHEHUSI MOTYT BEI3BAaTh MECTHOE
pa3gpaXxKeHue CIU3UCTON 000I0UKY BEPXHUX OTHOEJIOB XKEeIyHOYHO-KHUIIIeYHOr 0 TPAKTa.
B cBsi3u ¢ yKa3aHHBIMH BO3MOXHEIMU 3()(HEKTaMu U BO3MOXKHOCTBIO YXYOIIeHU S
OCHOBHOT'O 3a00JieBaH1sI HEOOXOOUMO COOJTI0OATh OCTOPOXKHOCTD IIPU IPUMEHEeHU !
nmpenapaTta M6aHapoHOBast KUCIOTa-BucTa B manueHTaM C aKTUBHBIMH
3a00JIeBaHUSIMHU BEPXHUX OTMEJIOB XKeJIyIOYHO-KHIIIeYHOT0 TPaKTa (IHUIIeBOM
BappertTa, nucdarus, opyrue 601e3HU MHUIEBOOA, TACTPUT, OYOOEHUT, SI3BHI) .

[Tpu mpuMeHeHUU nepopabHEIX 01chochHOoHATOB COOOIIAIOCH O TAKUX ITOOOYHBIX
peakIusx, Kak 330(aruT, s3BLl NUIEBOOA, 9PO3UU MUIEBOIa, KOTOPhIe B HEKOTOPHIX
cydasix ObI/IM TS2KeJILIMU U TPeOoBaJii TOCHIUTAIN3allui, PeOKO - C KDOBOTEYEHUEM



WUJIU C TIOCJIEAYIOUIUM Pa3BUTHEM CTPUKTYPHI Ui nepdopaiuu. PUCK pa3BUTUS
TSIZKEJIBIX IT0O0YHBIX peaKIIUui CO CTOPOHHBI MTUIIleBOAA BHIIIE Y ITAllMeHTOB, KOTOPLIE He
BBITIOJIHSIOT pEKOMEHAalluM 110 JO3UPOBKeE, U/UIU Y JIUI], KOTOPHIE IIPOLOJIKaI0T
nmpuHUMaTh 0ucdocdoHaTh BHYTPD IIOCIIE PA3BUTUSA CUMIITOMOB, CBUIETEIHCTBYIOIINX
0 pa3gpaxkKeHuH nuileBona. [IoaTomMy malueHTH JOJIKHBL YeTKO CJIefOBaTh
peKoMeHaalusaM 110 Do3upoBKe (cM. Pasmen «Cnocob npuMeHEHUS U TO3BI»).

Bpauawm cnenyeT ObLITH BHUMATEIbHBIMU OTHOCUTEIBHO MOSIBJIEHUST KaKUX-TU00
MMPU3HAKOB U CUMIITOMOB, CBUIETEILCTBYIOIINX O BO3MOXKHOM PeaKIIui CO CTOPOHEI
MMUINeBOMa, Pa3paxKeHue NullleBoga 1 “HQOPMHUPOBaTh MMAllMEHTOB 0 HEOOXOOAUMOCTHU
IpeKpaTuTh IpHUeM IIpelapaTa nOaHOAPOHOBAs KUCJIOTa U 0OPATUTHCSA K Bpady IIpu
nosiBjieHuu aucdaruu, 601U IIPU TII0TaHUM, 007U 3a TPYOUHOM, IPU MOSBIEHUN
M33KOTH UJIN YCUJIEHUU U33KOTH.

X0TsI B KOHTPOIUPYEMBIX KIIMHUYECKUX UCCIIeIOBaHUSIX He HabJIioganoch YBeTu4eHUsI
PHCKa, IPU MOCTMaPKETHUHIOBOT'O IIPUMEHEeHU S IepopaIbHEIX OrcdochoHaTOB
COoO00MIaJIOCh O CIyYasXx sI3B XKeJIyoKa U IBeHaAllaTUIEepPCTHON KUIIKU. HeKoTophrie U3
HUX OBIIIN TSXKEJILIMHA M UMEeJIN OCJIOXKHEeHMUS.

AnieTuncanuiuaoBas KUCJIOoTa U HeCTepOUuOHEBIE ITPOTHUBOBOCIIAIMTEIIEHEIE CPEOCTBa
(HIIBC)

[TockonbKy anetuncanunuinoBas kucnora, HIIBIT u 6ucdocdoHaTE MOTYT BEI3BATH
pa3mpaxkeHue XKenyqoYHO-KUIIIEeUHOT0 TPakKTa, He0OX0OOAUMO C OCTOPOKHOCTHIO
IIPUMEHSATH 3TU JIEKapCTBEHHEBIE CPEACTBa OOJHOBPEMEHHO C IIperapaToM
HNo6augpoHoBas Kucmnora-Bucra.

OCTEeOHEKPO3 YeITIOCTHHIX KOCTeH

[Tpu npumeHeHuu 6uchochoHATOB 3aPETUCTPUPOBAHEBI CITyYan OCTEOHEKPOo3a
YeJIIOCTHHIX KOCTEeM, OOBIYHO OTMeYasics IPU yaajleHuu 3yda U/Uiu B CBSA3U C
MECTHBIMY UHPEKIIUSIMU (B TOM YUCII€ OCTEOMHUEJTIMTOM) Yy ITAllMEHTOB CO
37I0Ka4eCTBEHHLIMH HOBOOOPA30BaHUSIMHU, ITIOTYYABIINUX JIeYeHNe, BKITIOUaBIIIEe
BBemeHue 61cdocdhoHaTOB.

O ocTeoHeKpo3 YenocTHEIX KocTel (OHIII) coobIianu oueHb peaKo Ipu
IIOCTMapPKETUHTOBLIX IPUMEHEHUHU HallleHTaM, KOTOPhIe MOoIyYau IIpemnapar C
OHKOJIOTHYECKHMHU ITOKa3aHuSaM (cM. Pazmen «ITo604YHbBIE peaKkIiun).

[Tepen HayanoM Ie4YeHUs IallMeHTaM C COIIyTCTBYIOIIMMU (paKTOpaMu pHUcKa
PEKOMEHYEeTCS IPOUTHU CTOMATOJIOTUUYEeCKOe 00CcieqoBaHUE C COOTBETCTBYIOIINM
MpoduIakKTUYECKUM BMeIIaTeJIbCTBOM UM MHOAUBUYaTbHON OIIEHKE COOTHOIIEHU S
ITOJIL3LI-PHUCKA.



[Tpu olleHKe prCKa BO3HUKHOBEHUS OCTEOHEKPO3a YeJIIOCTHRIX KOCTEeH y MalueHTa
clenyeT IIPUHUMATh BO BHUMaHUe cienyoonire ¢GakTophkl pyUCKa:

e AKTUBHOCTH JIEKAPCTBEHHOI'O CPEACTBA, KOTOPHIM IIOJABJIAET KOCTHYIO
pe30op061IMio (PUCK BHIIIIE OJIsi COEOUHEHUM C BLICOKOM aKTUBHOCTHIO), CII0C0O0
BBefeHUs (PUCK BHIlIIE ITPY ITapeHTepabHOM BBEJeHUN) U KyMYJIITAUBHASA [03a
KOCTHO-Pe30pPOIIMOHHOM Tepaltuu;

e 3JI0OKAQYEeCTBEHHbIe HOBOOOPA30BaHUSs, COMYTCTBYIOIINE ITATOIOTUYECKUE
COCTOSIHHUS (B Y4aCTHOCTH, aHEeMHUSs, KoaryJonaTuu, UHPeKIrs), KypeHHUeE;

e CONYTCTBYIOIIEE JIeYeHUEe: KOPTUKOCTEPOUIBI, XUMUOTEPAIsi, MHTUOUTOPHI
aHTHOTeHe3a, TydyeBasi Tepanus 001aCTy TOJIOBH U IIEH;

e HeHaMexKalllasd TUTrHueHa IMOJIOCTH PTa, 3a00JiIeBaHUS IEPUOOOHTA, IIJI0X0
nmomoOpaHHbIe 3yOHBIE TTPOTE3Hl, 3a00JIeBaHusI 3y00OB B aHaMHe3e, MHBAa3UBHEIE
CTOMAaTOJIOTUYEeCKHUe BMellaTe JIbCTBa, HaIlpuMep, yaaaeHue 3y00B.

B mepuopq neyenus: BceM MallieHTaM ClIeoyeT PeKOMEeHIOBAaTh IPUAEePKUBATHCS
HajjIexkallled TUTHeHHI IIOJIOCTH PTa, IIPOXOOUTh PEeryIsipHble OCMOTPEL Y CTOMATOJIoTa
1 HEMEeJIEHHO COO0O0IIaTh O JTI0OBIX CCUMIITOMEI CO CTOPOHEI POTOBOI ITOJIOCTH, TAaKUe
KaK IOBUKHOCTD 3y00B, O0JTb UIH OTEK HJIM HEe3aKUBAIOIIHUe SI3BHI UJIU BHIAEIEHUS.
Bo BpeMs nedeHuss ”HBa3UBHEIE CTOMATOJIOTHYECKHME BMeIllaTeIbCTBA JOIXKHEI
ITPOBOAUTHLCS TOJIBKO MOCJIE TIIATEILHOTO PACCMOTPEHHUS, U UX cienyeT u3beraTh B
OnumxKalilee BpeMs IIOC/Ie MpuMeHeHus npemnapara MboangpoHoBas KuciaoTa-Bucra.

[ImaH BegeHUS IMMAllMEHTOB, Y KOTOPBIX PA3BUJICS OCTEOHEKPO3 YETIOCTHBIX KOCTEH,
OoJIKeH OBITh pa3paboTaH B YCIOBUSX TECHOTO COTPYOHUYECTBA Bpada Co
CTOMATOJIOTOM HJIA YeJIIOCTHO-JIUIIEBEIM XUPYPTrOM, OITLITHLIM B BEIeHUH
OCTEOHEKpO3a YeTloCTHHIX KocTel. CriefyeT paCCMOTPETh BOIIPOC O TUYACOBE
IIpepsIBaHus JieueHuss MOaHOPOHOBas KMCJIOTa-BucTa K yay4dIlleHUI0 COCTOSSHUS U, 110
BO3MOXKHOCTHU, K YMEHBIIIEHUIO COMTyTCTBYIOIINX (PaKTOPOB pUCKa.

OCTeOHEKPO3 HapyzKHOTO CJIyXOBOTO KaHasa

OcTeoHEeKpO3 HapyzKHOTO CIIyXOBOTO KaHaja Obl/ii 3aUKCUPOBaHHBIE TP IIPUEME
6ucdocdoHaToB, rIaBHEIM 00pa30M MPU AJIUTENbHON Tepanuu. K BO3MOXKHBIM
(hakTOpaM prCKa BOSHUKHOBEHUS OCTEOHEKPO3a HapyzKHOTI'0 CIIyXO0BOT'0 KaHala
OTHOCSTCS IPUMEHEHNWEe CTEPOUOHEIX TOPMOHOB U XUMUOTEPAIIUM U/UJIU MECTHEBIE
(dbakTOpHI pUCKa, TaKue KaK MHPEKIUU WU TpaBMa. BepoATHOCThI0O BOSHUKHOBEHUS
OCTEOHEKPO3a HapyKHOT0 CJIyXOBOTO IIPOX0Ja ClIeAyeT YUYUTHIBATh Y IIallUeHTOB,
nosydaromux 6uchochoHaThl, B KOTOPHIX UMEIOTCS CUMITOMELI CO CTOPOHEI yXa,
BKJIIOUas XpOHU4YeCKHe NHPEKIUN yXa.

ATununuHble IIepeoMbl 6Oepa



ATUNIUYHBIN TUOBEPTIIIONK U Ouadu3apHLIN ITepeloMbl OeIpeHHOM KOCTH OTMEeYaJliiucCh
npu nedyeHuu ducdochoHaTaMu, B IEPBYIO oYepenb y MaleHTOoB, II0Ty4YaBIIuX
OJIUTEIbHOE JIeYeHUe 110 ITI0OBOAY OCTEOIOpo3a. DTU IIONIePeYHble UJIN
CKHCHOIIOIIEPEeYHU IIePEeJIOMEI MOTYT OBITh B JIIOOOM MecTe BOOJIb Oedpa - OT YyTh HUXKE
MaJjIoro Bepresia 6epeHHOU KOCTU OO YyTh BHIIIE HaAMBIIEJIKa. JTU IIePEJIOMBI
BO3HHMKAIOT II0OCJIe MUHUMAaJIbHOW TPaBMHBI UJIH IIPU OTCYTCTBUM TPaBMBI, © HEKOTOPHIE
Mal¥eHThl UCIIBITHIBAIOT 00JIb B 06J1acTu Oempa uiau naxoBas 00/Ib, YacTO
aCCOLIMHUPYEeTCS C XapaKTEePHBEIMHU YepTaMUu CTPECCOBOTO IepeJioMa, B TEYeHUe OT
HECKOJIBKUX HeJleJlb 10 HECKOJIBKUX MECALIEB, IPEeXIe 4YeM IepeJioM NPOSIBUTCS B
BHU[e IIOJIHOTO ITepejioMa OeapeHHOM KOCTH . [IlepeoMbl 4acTo OBIBAIOT ABYX, II03TOMY
clemyeT OCMOTPETh Apyroe 0egpo y MalleHTOoB, IOIyYalonIuX jiedeHne
6ucdhochoHaTaMu ¥ B KOTOPHIX BO3HUK OuadUu3apHLIN ITepeioM OeIpeHHON KOCTH.
Takzke coo0111a10Ch O IJIOXOM CpallleHUs 3TUX IIEPEIOMOB.

Bompoc o nmpekpailnenuu npuMeHenus 6ucdochoHaTOB maleHTaM C
II0I03PeBaeMbIMU aTUIINYHBLIMHU IIepesioMaMu O0eIpeHHOM KOCTH HeoOX0OuMOo
paccMOTpPEeTh A0 3aBEPIIEHUS OLIEHKHW COCTOSHUS MallieHTa, YYUThIBas
WHAOUBHUAYAIbHYIO OLIEHKY II0JIb3bI U PUCKA.

Bo Bpems neuenus 6uchochoHaTaMu IIallieHTaM ClIeqyeT PeKOMEeHOOBaTh COO0IIaTh
o 6onu B o6stactu 6emgpa, Ta300ePEHHOr0 CyCcTaBa MU O ITaxoBasi 00JIb; BCe MallueHThHI
C CUMIITOMaMH HOOJIXKHBI OBITh 00CIeOBaHbl OTHOCUTEIFHO HEIIOJIHOT0 IepejoMa
OenpeHHOM KOCTH.

[ToyueyHass HEOOCTAaTOYHOCTD

B KMTMHUYECKUX UCCIIeOBaHUSAX He ObLIIO BHISBJIEHO MPHU3HAKOB HapPyIIeHus GYHKIINHN
IMOYeK ITPU OJIMTEIbHON Tepamnuu npenapaTtoM MbaugpoHoBast KucjaoTa. OgHaAKO BO
BpeMs JieueHus1 MOaHOpoHOBasa KHMCIOTa-BucTa, B COOTBETCTBUU C KJIMHUYECKOM
OLIEHKHY KaXK[AoTo IallieHTa, PEKOMEHOyeTCs KOHTPOIUPOBaTh QYHKIINIO II0YEK,
comepxkaHue Kanblus, pochopa U MarHUS B CHIBOPOTKE KPOBHU.

Penkue HaciengCcTBeHHBIE Hp06J'IeMbI

[IpemapaT COmepKUT JIaKTO3Y. ITallMeHThl C PeIKUMU HaCJIeCTBEeHHBIMH IPOo0IeMaMHy,
TAaKMMHM KaK TaJIaKTO3Hasl HeIePeHOCUMOCTbD, He@HUITUT JTaKTa3kl Jlamma Ul TIII0K030-
rajakTo3Has MaJibaOcopOIus, He MOJIXKHBI IPUHUMATh 3TOT IIpemnapar.

[TauyeHTHl C TUIEPYYBCTBUTEIBPHOCTHIO K APYTruM OucdocdoHaToB

CnenyeT MPOSIBASIT OCTOPOZKHOCTDL B OTHOIIIEHUHU MTAIIMEHTOB C
TUIEePUYyBCTBUTEBHOCTRIO K APYTUM OucdocdoHaTOB.



YTunusanuus HeUCI0JIb30BAHHOTO IIpeIapaTa U Mpernapara ¢ UCTEKIITUM CPOKOM
TOOHOCTHU

HOCTYH.TIGHI/IH JIEKapPCTBEHHOTI'O CpeaCTBa BO BHEIITHIOIO Cpeny HGOGXOJII/IMO CBECTH K
MI/IHI/IMYMY' HpenapaT He ciienyetT BI:I6paC]':>IBaT]3 B CTOYHEIE€ BOJHI 1 OBITOBEIE OTXOOBI.
s YTUuiInu3alouu He0o0XOOMMO MCIIOIb30BaTh TakK HaA3bBIBAEMYIO CUCTEMY Cﬁopa
OTXOOOB IIPKX HaJIN4YnuM TaKOBOM.

CnoCoOOHOCTH BJIMSITHh Ha CKOPOCTH PEaKIIMH IIPHM YIIPaBJI€eHUH
AaBTOTPAHCIIOPTOM MWJ/IM PadoTe C MexaHU3MaMH

YuutwiBasgs 0co0eHHOCTH Npoduis hapMakKoguHaMUKU U (apMaKOKUHETUKHU, a TaKKe
COOOIIIEHHBIX ITOOOYHBIX PeaKIIui, 0KHUAaeTCsl, 4To npernapaTt MOaHOpoHOBas KMCJIOTa-
Bucta He 6yneT unu OygeT He3HAYUTEIbHOE BIUSIHNUE Ha CIIOCOOHOCTD YIIPaBISATh
aBTOTPAHCIIOPTOM HJIX paboTaTh C MEXaHU3MaMU.

IIpuMeHeHHe B MepHO]] 0EPEMEHHOCTH H/IH KOPMJIEHHUS I'PYIbIO

bepeMeHHOCTH

Het Hagnexkalux HaHHBIX 110 IPUMEHEHHIO HOAaHIPOHOBOM KHMCJIOTH OepeMeHHBIM
XKeHIIMHaM. B rccnemoBaHusAX Ha Kpbicax HabJoganach PenpoayKTUBHAS
TOKCUYHOCThL. [ToTeHIIMaIbHBIN PUCK [IJI YeJloBeKa Heu3BecTeH. [Ipenapat
HMb6auapoHoBasi KUCIOTa-BucTa He cieiyeT IPUMEHSATh BO BpeMsi 6epeMeHHOCTH.

KopMiieHue rpyabio

HewusBecTHO, mpoHUKaeT U UOaHOPOHOBAS KUCJIOTA B TPYAHOE MOJIOKO.
HccnemoBaHus B TaKTUPYIOIINX KPBIC ITPOAEMOHCTPUPOBAIN Haluuue HU3KUX
ypPOBHEeM nOaHAPOHOBOM KMCJIOTHI B MOJIOKE TIOCJie BBemeHus. [Ipenapar
HNbaHopoHOBas KuciIoTa-Bucra He ciieqyeT IPUMEHSTh BO BpeMS KOPMJIEHUS T'PYObIO.

QOepPTUIBLHOCTD

HeT maHHBIX 0 BIUSHUY NOAHOPOHOBOM KUCJIOTH ¥ Yel0BeKa. B penpomyKTUBHBIX
HCCJIefOBaHUAX Yy KPBIC IIPU IepOpPabHOM IpUEMe U IIPHU BHYTPUBEHHOM BBEIEHUU B
BBICOKHUX CYTOYHBIX J03aX nOAHOAPOHOBAas KUCI0Ta CHUXKaa (GepTUIbHOCTD.

Cnoco0 nmpuMeHeHHUsI U 1036l

ITo3upoOBKa

II71s1 meyeHUsT OCTEOII0po3a peKoMeHayemas mo3a - 1 tabnetka 150 mr 1 pa3 B MecsiIl
nmepopanbHOo. TabmeTKy cienyeT MPUHUMATh B OOUH U TOT K€ OeHb e2KeMeCsS4HO.



[Ipenapart cnenyeT npUHUMATh II0CJIE HOYHOTO rojIofaHus (He MeHee 6 4acoB) u 3a 60
MUHYT 00 IIePBOT0 IpHeMa IMUIIY UTH XKUOKOCTU (KpoMe BOanl) B AeHb (cM. Pasgen
«B3amMopencTBUE C APYTUMHU JIEKapPCTBEHHBIMU CPEOCTBaMHU U APYTHE BHUOBI
B3aMMOAENCTBUMN») UJIN OPYTUX MePOpasbHBIX JI€eKapCTBEHHBIX CPENCTB I H00aBOK (
BKJTIOYAsl KaJIbIIU).

[TamueHTa ciuegyeT NporH(GOPMUPOBATh, UTO B ClIydae MPOMNyCKa IIpueMa
eXXeMeCSAYHOU 03k, MallleHTy CJIegyeT cpaldy, KaK TOJIbKO BCIIOMHUT, IIPUHSATH
cnenyoiiee yrpo 1 TabmeTky 150 Mr, eciiu TONMbKO OeHb IpHUeMa Cliedyolnen
3aIJIaHUPOBAHHOM O3Bl HE MMOKPHIBAETCS Ha Mepuof OIMKauimux 7 JHEH.
[Tocnenyroiye O03H IIpellapaTa NalMeHTy ClefyeT IPUHUMAaTh B paHee
YCTaHOBJIEHHBIN OEeHb Mecslla. Ecnu geHb mpueMa clienyiomlei 3anjiaHupoBaHHOMN
OO3bI IPUXOOUTCS Ha Iepuon OIuKauIux 7 oHel, To cjiegyeT IPOIyCTUTh MPUeM U
CIIeOyIOIIyIO D03y NPUHUMAaTh B 3allJIaHMPOBAHHLIN JeHb MecsIla U IPOaoJIKaTh
npuHuUMaTh 1 TabJIeTKy B MeCSI] B paHee YCTaHOBJIEHHBIN OeHb Mecsila. He cnenyeT
MIpUHUMAaTh 2 TabJIeTKU B TeUeHWe OOHOU Heesn.

[TaumeHTaM creayeT ynoTpebnsaTh foO0aBKU Kalbliusa U / UM BUTaMuHa D B ciydae,
ecnu yrnorpebJieHue C IPOOYKTaMU IMTUTAaHUS SBISIETCS HEMOJHOIIEHHBIM (cM. Pa3mernsl
«OcobeHHOCTH TPUMEHEHUT», «B3auMoelicTBIe C APYTUMU JIeKapCTBEHHBIMU
CpeacTBaMM U OPYyTrue BUOLI B3aUMOIOEUCTBUI»).

OnTtumManbHas IPOOOJIXKUTEIFHOCTh JIeUeHUsT 0CcTeoInopo3a 6ucdochoHaTaMu He
yCcTaHOBJIeHa. Bormpoc 0 He0OX0OOMMOCTH IIPOOOJIXKEHUS TeUEeHUS CIIeayeT
MMePUOONYECKHU ITPOCMATPUBATH IS KaXKI0T0 MallieHTa OTOEIbHO, YYUTHIBAS MOJIb3Y U
MMOTEeHIINAJIbHBLIA PHUCK OT IPUMEHEeHHUs IIpernapara, B YaCTHOCTH yepe3 5 unu doiee
JIeT IIPUMEHEeHHUs IIperapara.

ChnenuanbHBEIE T'DYIIIBI IIaITMEeHTOB.

ITauueHmul ¢ noyeuHou HedoCcmamoyHOCMbHO

W3-3a OrpaHUYEeHHOr0 KJIMHWYEeCKUU ONBIT IIpernapaT He peKOMeHAyeTC s ITalueHTaM,
Yy KOTOPBIX KIIUpeHC KpeaTuHruHa Huxe 30 mn / MuH (cM. Pa3nensl «OcoOeHHOCTH
npuMeHeHUusA», «PapMaKOKMHETUKA).

Koppekius mo3sl He TpebyeTcs mallieHTaM C JIeTKOM MU YMEePEeHHOM MoYeyHou
HeJOCTaTOYHOCTHIO, €CJIU KJIUPEHC KpeaTUHMHA paBeH uju npesnimaeT 30 MJI / MUH.

ITauueHmul ¢ neyueHO4YHOU HedoCmMamoyHOCMbIO
Koppekuus mo3wl He TpebyeTtcs (cMm. Pasgen «®PapMaKOKUHETHKA»).

ITayueHmul nostcuno020 8o3pacma (> 65 nem)



Koppeknus mo3sl He TpebyeTcs (cMm. Pazmen «®apMaKOKUHETHKA»).

Criocob mpuMeHeHus

e TabneTKu crnepyeT rioTaTh LIeIUKOM, 3anuBasg 1 crakaHOM OObIYHOU Bombl (180-
240 M), cugsa WM CTOS B BEPTHKAJIbHOM MOJIOKeHUHU. He criegyeT mMpuUMeEHSTh
BOOYy C BBICOKOM KOHIIEHTpanuen Kanbliusg. EcCau CylnecTBYIOT ONaCeHUus
OTHOCHUTENIbHO MOTEHIINAaIbHO BEICOKMX YPOBHEN KalblUsa B Bome (XKeCTKas Boaa),
peKoMeHOyeTcs YIoTpeOnsiTh OyTHUIMPOBAHHYIO BOAY C HHU3KHM COOEpPKaHUEM
MUHEPAJIbHBIX BEIIECTB.

e [lanimenTaM He cJieyeT jiexXaTh B TeueHue 60 MUHYT I10CJIe IIpUeMa IIperapara.

e 3amuBaTh Ipernapar CleayeT TOJILKO OOBIYHOM BOIOOM.

e [TamimeHTaM He cleOyeT pa3KeBbIBaTh UJIM COcCaTh TabIETKy M3-3a BO3MOXKHOCTHU
o0pa30BaHUs 3B Ha CJIM3UCTON POTOTJIOTKH.

HeTu

e HeT cOOTBETCTBYIOIIEr0 ONBITA IPUMEHEHU IIpeliapaTa y IeTel B Bo3pacTe 0
18 ner.

e IIpenapat usy4ascs B Bo3pacte 00 18 net (cMm. Pazpen «PapMakoIoruyeckue»,
«®apMaKOKVHETUKa»).

Ilepego3upoBKa

Hert cnenuduyeckoi nHGOPMAIUH 110 JIeYEHUIO IIePego3UPOBKY IpernapaToM
HNob6auapoHoBas KHciaoTa-Bucta. OgHAKO IIpH IIepopabHOM IIePeI03uPOBKE BO3MOKHO
pa3BUTHE PeaKIHuil CO CTOPOHEI XKeJIyIOYHO-KHIIIeYHOTO TPaKTa, TAKUX KakK
XKenyooYHbIe PAaCCTPOMCTBA, U3XKO0Ta, 330(aruT, TaCTPUT UK s3Ba. [ CBA3BIBAHUS
IIpenaparta cjiegyeT Ha3HadyaTh MOJIOKO HJIM aHTAIIUOHLIE CpeacTBa. M3-3a pucka
pa3mpakeHus MUINEeBOMa He CIeOyeT BHI3LIBATh PBOTY. [TaimeHTaM HEOOXOOUMO
HaXOOUThCSI B BEPTUKAJIILHOM IIOJIOXKEHUH.

ITo6o4YHbIE peaKIIuu

Pe3omMe npodusns mo 6€30macHOCTH

Hawubosnee cepbe3HBIMU MTOOOYHBEIMHI PEAKIIUSIMU, 0 KOTOPBLIX COOOMIAIOCh, SIBIISIETCS
aHapHUIaKTUYEeCKNe peaKIUuU/III0K, aTUIIUNYHbBIE ITepeloMbl Oepa, OCTEOHEKPO3e
YeJIIOCTHHIX KOCTEeH, pa3apakeHue CO CTOPOHBI XKeIyI0YHO-KHUIIIeYHOT0 TPAKTa,
BOCIIajieHue ria3a (cM. «OnucaHue OTHaeTbHBIX TOO0YHBIX peakKuii» u «OcoOeHHOCTH
IMpuMeHeHusT»). Hallle BCero jedyeHne acCoIlMUPOBaioCh CO CHUXKEHUEM YPOBHSI
KaJIbITUsI B CHIBOPOTKE KPOBU HHUXKE YPOBHS HOPMHI (runoKanbiineMusi). CrnenyroIiei mo
4yacToTe IMMOO0YHOM peakKIiiuey Obljia OUCIIEIICHS.



Huxxe nmpuBenmeHs MOOOYHBIE PeaKITUK, KOTOPhIe Habmoaanuchk B 2 6a30BHIX
uccnegoBanusx UMH ¢daswl (mpodunakTrKa CKeIeTHBIX ITOBPEXKAEHUH Y ITAallieHTOB C
PakKoOM MOJIOYHOU KeJjie3bl M KOCTHEIMU MeTacTa3aMu 286 IallieHTOB, IPOJIeYeHbl
npenapaToM B mo3e 50 Mr mepopajibHO), a TaKXKe Te, YTO HabiIomanyu Bo BpeMs
IOCTMapKETUHTOBOI0O IPUMEHEHUS.

I[ToGouHBIE PEeaKIUK YKa3aHHbIe HUXKE COTJIACHO TePMHUHOIOTUY MegUuIInHCKOTO
cJIoBaps OJisi HOPpMaTUBHO-IPaBOBOU messTenbHOCTH MedDRA mo KimaccaM cuCcTeM
OPTaHOB M KaTEropusM 4acTOThI. [Io 4acToTe 1MOOOYHBIE PeaKIUy pPa3fesssioT Ha
clenyolne rpynnel: o4eHb 94acTto (=1/10), wacto (=1/100 go <1/10), HegacTo (=
1/1000 mo <1/100), pegko (=1/10000 o <1/1000), ouens penko (<1/10000), gvacToTa
Hemn3BeCTHa (He MOXKeT OBITh pacCUMTaHa UCXOMs U3 UMEIOIINXCS HaHHBIX). B Kaxxgou
rpyiie noboYHbIe peaKIlny YKa3aHHbIe B IOPSIAKe YOBIBAHUS CEPhe3HOCTH.

Co cmopoHbI Kpo8U U AUMPAMuUUYecKoUu cucmemMbl: peaKo - aHEMUS.

Co cmopoHbl UMMYHHOU CUCINEeMbl: O4€Hb PEOKO - THIEPYYyBCTBUTEIBHOCTD T,
OpoHxocma3M T, aHTMOHEBPOTUYECKUM OTeK T, aHaduIaKTUUYeCcKasi PeaKIIus/IIoK ** 1;
4acCcTOTa HeM3BECTHA - 000CTPEHUE aCTMHI.

HapyweHue obmeHa sew,ecma, memabo1u3ma: 4acTo - TUTIOKAIbIIUEMUST **,
Co cmopoHbl HEePBHOU cucmeMbl: UHOTIA - MapecTe3uu (M3BpalleHne BKyca).
Co cmopoHbl Op2aHa 3peHus: PedKo - BOCHajieHue ria3a T **.

Co cmopoHbl 2#ceny00YHO-KUWe4YH020 Mpakma: 4acTo - 930arut, abmoMuHaIbHbIE
00JIM, MHUCIeNCHsi, TOITHOTAa MHOI'Ta - KPOBOTeUYeHKe, sI3Ba OBeHAAIIaTUIEePCTHON
KHIIIKY, TAaCTPUT, Aucdarus, CyXxocTb BO PTY.

Co cCmopoHbL KOXHCU U NOOKOJNHCHOU K/AemyuamkKu: UHOTAa - 3y[ O4YeHb PeOKO - CHHAPOM
CtuBeHca-lI>x0HCOHa 1, MynbTUdOPMHas apuTemMa T, OyJIIe3HBIN IepMaTuUT T.

Co cmopoOHbI ONOPHO-08U2dMEABLHOU CUCMeMbl U COe0UHUMEAbHOU MKAHU: PeOKo -
aTUIINYHBIE TIUABEPTIIIONK U Auadu3apHbIN ITepeoMbl OefpeHHOM KOCTU T; 0OYeHb
PEnOKO - OCTEOHEKPO3 YEIICTHHIX KOocTen T **, 0CTeOHEeKpOo3e HapyzKHOI'0 CIIyXOBOTO
npoxopna (rmobouyHasi peakiiysi, XxapakKTepHas st omodocdoHaTh KaK Kiacca) T.

Co CMOPOHbI Moyesbloe1umeibHOU cucmembl: PeadKo - a30TeMus (ypeMI/IH)

Obujue HapyweHuUsi: 9acTo - aCTeHUS UHOTHA - 00/Ib B TPYOHOM KJIETKE,
IPUNIIONIONOOHBIM CUHAPOM, HeJoMOoTraHue, 00H.

HccaedosaHue: nHOTA - IOBHIIIIEHWE YPOBHS ITapaTUPEOUIHOT0 TOPMOHA B CHIBOPOTKE
KPOBH.



** TTompoOHYI0 HGOPMAIINIO CM. HUXKE.
T OO6HapyKeHHEIe BO BpeMsI IOCTMAapPKETUHTOBOT0 IPUMEHEHHUS.

OnucaHue OTOEeJIbHBEIX TOOOYHEBIX PEeaKIIUH.

I'unokaavyuemus

CHHUXKeHNe 3KCKPEeIUU KalbIlusa MOYKaMH MOXKET COITPOBOXKIOATHLCS CHUXKEHUEM
ypoBHS pocdaTa B CHIBOPOTKE KPOBH, UTO HE HYKIOAETCS B TePAlleBTUUYECKUX
MEPONPUATHI. YPOBEHb KaJlbIINA B CHIBOPOTKE KPOBU MOXKET CHU3UTHCS OO
IoKa3aTeey THIOKaIbIIueMUHN.

OcmeoHeKpo3 uestoCmHbIX Kocmedl

Coo0111a710Ch 0 cIydasx OCTEeOHeKpOo3a YeJIIOCTHHIX KOCTeH, IPenuMyIeCTBEHHO V
MaIMEeHTOB CO 3JI0KaYeCTBEHHLIMU HOBOOOPA30BaHUSMHU, TTOTYYAIOIINX JIeYeHNE
IpenapaTaMu, KOTOPble UHTUOUPYIOT KOCTHYIO pe30p0I1inio, B YaCTHOCTH,
HN6anpgponoBas Kucmaotou (cM. Pasgen «OcobeHHOCTU TpUMeHeHuss1»). Coob111anock o
Cclydasx OCTEOHEKpO3a YeJIIOCTHBIX KOCTEHW MPU ITOCTMapKETUHT OBLIX TPUMEHEHUN
MOAHOPOHOBOM KHUCJIOTHI.

BocnaneHue 2aa3a

[Tpu npuMeHeHUH HOAHIPOHOBOM KHCJIOTHEI COOOIIAIOCh O BOCIIAIUTEIbHEIE
HapYIIeHUs CO CTOPOHHI I'/1a3, TaKWe KaK YBEUT, SIUCKIIEPUT 1 CKIEPUT. B HEKOTOPHIX
CIydasix 9TH BOCIAJUTEIbHBIE HAPYIIeHUS UCYe3aIu TOJIBKO IIOCJIe OTMEHEI
6ucdochoHaTOB.

AHapuaakmuyeckasa peakuus/ulokK

YV malueHTOB, MOJIy4YaBIINUX JIeYeHHe BHYTPUBEHHO MGaHOPOHOBasT KMCIOTOM,
HaOIIOOaIUCh CIyYau aHapuIakKTU4YeCKol peaknuu/ioka, B T. Y. C nmeTalabHBEIM
HMCXOOOM.

CpoOK rogHoCcTH
3 roga.
YcnoBusi xpaneHusi

XpaHUTh B OPUTUHAJILHOU yIIaKOBKE IIpU TeMIepaType He Brille 25 ° C. XpaHUTh B
HEeOOCTYIIHOM [Jis IeTel MecCTe.

YnakoBKa



ITo 3 TabGnetku B 6muctepe. [To 1 6mucTepy B KAPTOHHOM KOPOOKe.
Karteropus ornycka

ITo penenrty.

IIpou3Bogurennb

CuntoH Xucnauuu, C. JI.

MecTOHax0XKIeHHe IIPOMU3BOOHUTEIA A €ro aapec MeCTa OCylnmieCTBIICHHA A
oesiTeJIbHOCTH

¥n. K/ Kacrtemnno, nol, Cant bou roe JIrobperat, Bapcenona, 08830, Mcnanus.
N CTOYHUK MHCTPYKIIUHA

HNHCTPYKIIKS TeKapCTBEHHOTO CPeACcTBa B3sTa U3 OQUIIMATIbHOTO HCTOYHUKA —
I"oCcymapCTBEHHOT0 peecTpa JIeKapPCTBEHHLIX CPEOCTB YKPauHHL.
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