MUHUCTEPCTBO 3JIPABOOXPAHEHWS POCCUHUCKOW ®OEJIEPALIMH

MHCTPYKIIMS
110 MEJIMLIMHCKOMY TIPUMEHEHHUIO JIEKAPCTBEHHOI'O TTPEINAPATA
30JIEPA 2l
Perucrpaunonnniii Homep:
Toprosoe nanmenoBanue: 30.1epa CUBLHT

MeaayHapoaHoe HeNaTeHTOBAHHOE WIM TI'PYHIHPOBOYMHOE HAMMEHOBAHME: 30J¢/IPOHOBAS
KMeao0Ta

JlekaperBennas popmat KOHLEHTPAT UL NPUIOTOBICHMS pacTBopa Al MHQY3ui

CoctaB Ha oMK (uakon:

Heticmsyiougee seugecmeo:

3onenpoHoBas kuciora MmoHoruapar 4,264 mr

B [1EPECYETE HA 30J1€ApOHOBYIO KucaoTy 4,000 mr

Benovioeamenwshore Geljecmed.

Manuuron 220,000 mr

Harpust unrpara auruapar 24,000 mr

Boaa ans unbekumit 1o 5 v

Onneanne: npospaunas 6ecUBETHAS WK CIIErKa XKEITOBATAS KHAKOCTh.
(apmakoTepaneBTHUYECKAs IPyNna: CpeacTBa /Uis JieueHus 3aboneBaHnit KocTe: cpeicrsa.
BIIMAIOIINAE HA CTPYKTYPY M MUHEpaau3anmio kocrei: Oucdocdonath.

Kon ATX: MOSBAOS

(dapmakoaornuecKme cBoicTBa

Dapmarkoounamura

30/1e1poHOBAs  KMCIOTA OTHOCUTCH K BbICOKOd(dekTnBHbiM Guchocdonaram, uzbuparesibHo
JACHCTBYIOUIMM HA KOCTHYIO TKaHb. [Ipenapar noaasiaser pe3opOumio KOCTHOM TKaHU, BO3AEHCTBYS
Ha OCTEOKJIACTbI.

Cenexrusroe aeiicraue OucdochoHatoB Ha KOCTHYIO TKaHb OCHOBAHO HA BHICOKOM CPOJICTBE K
MUHEpaIu30BaHHONH KOCTHOH TKauu. Toudbli MOmeKyjspHbIH MeXaHu3M. obecrieduBaroLmii
HHPHOMPOBAHHME AKTHBHOCTH OCTEOK/IACTOB, /10 CHX MOP OCTACTCS HEBLISCHEHHLIM. 3071€1pOHOBASs
KHC/IOTA HE OKa3bIBAET HEKEIATEALHOrO BO3/ACHCTBUS HA (OPMHUPOBAHME, MUHEPAIH3ALMIO K
MEXaHHUYECKHE CBOICTBA KOCTH.

[Tomumo unrubupyiomero AeicTBUs Ha Pe3opduMI0 KOCTHOH TKAaHW 30/eAPOHOBAS KHCI0Ta
obtazaeT NpOTHBOONYXONEBBIMH CBOMCTBAMU, obecreduBaloMMK PHEeKTHBHOCTL Mpenapara
Mpu MeTacTasax B KOCTH. [n vivo. MHIMOMpyeT pe3opOuMio KOCTHOH TKaHM OCTEOKIacTaMMu.

M3MCHACT MUKPOCPEy KOCTHOIO mo3ra, MPHBOAUT K CHHIKEHMIO pocTa OIYXOJIEBLIX KIJIETOK:



NPOSBAAET AHTHAHIMOTEHHYIO aKTUBHOCTL. [lojaBienne KocTHOM pe3opOuUMM  KAMHUYECKH
COMPOBOMKIALTCS, B TOM HUCJIE. BbIPAKEHHBIM CHUKEHHEM OOICBLIX OULY LIEHH .

In vitro: murubupyer nposudepaunio ocTeodIacToB, MPOABISET MPIMYIO IUTOCTATHYCCKYIO H
MpoanonToOTUHECKY 0 AKTUBHOCT b, CUHEPI Uy HbIH UMTOCTATUYECKUI ekt c
NPOTUBOOTYXOJIEBLIMH NPEMapaTaMmmu; aHTHAIre3UBHYIO U aHTMMHBA3UBHYIO aKTUBHOCTb.
3oseapoHoBas Kuciota., Oaarozaps cuHepruyeckomy dpdexty B KoMOMHALMM C rOPMOHAIBLHOI
TEpanueH MM XuMHoTeparnueil nojasiser npoaudepaumnio 1 MHAYLMPYET anonTo3. okazbiBaer
HEMOCPE/ICTBEHHOE [POTUBOOMYXOICRBOE JICHCTBUE B OTHOUICHHUHM KJIETOK MHEJIOMbI HeloBeKa M
paKa MOJOYHOU JKenesbl, @ TAKAKE YMEHbLIIAET NPOHUKHOBEHME KJICTOK paka MOIOYHON iKee3bl
YE/IOBEKA HEPE3 ODKCTPALEILIONAPHBIH  MATPUKC, YTO CBUIACTENLCTBYCT O HAJIMYMM Y HEe
AHTUMETACTATHYECKMX CBOHCTB. Kpome Toro. 301epoHoBas Kuesiorta HHruoupyeT nposudepaimnto
KIETOK HA0TE/INA HEOBEKa U JKUBOTHBIX U OKA3bIBACT AHTHAHTHOTCHHOE e CTBUE.

Y NaumeHToB ¢ PAKOM MOJIOYHOI JKENe3bl, PAKOM MPE/ICTATENbHOM JKee3bl M APYTHMU COTUAHBIMMU
ONyXOJAMH € METACTATHYECKHM NOPAKEHUEM KOCTEH 307€/1pOHOBAsE KUCIOTA MpeoTBpaliaeT
Pa3BHTHC MATOJIOMMHECKUX NMEPETOMOB, KOMIIPECCHM CIIMHHOIO MO3rd, CHUKACT MoTpedHOCTL B
MPOBEACHUM JIyHEBOM TEparnuu W OMNEpaTHBHBLIX BMEWATCALCTB, YMEHbLIIAET OMyXOJACBYIO
runepkaabiunemuto. Ipenapat criocoben ciepkuBarh nporpeccuposanne GoiIeBOro cumapoma.
JleueGublit ddexkt MeHee BblpakeH Yy MNALMEHTOB € OCTEOONACTHYECKUMM OvaraMu. 4em ¢
OCTEOTUTHUYECKUMHU.

VY NanMeHTOB ¢ MHOKECTBEHHOM MUEIOMOM M PAakoM MOJOYHON IKenesbl Npu HalUuUM KaK
MUHUMYM OJIHOTO KOCTHOTO oHara H((heKTHBHOCTD 30J1APOHOBOH KMCIOThI B 103¢ 4 M cpaBHMMA
C NaMWIPOHOBOH KMCA0TOMH B 03¢ 90 Mmr.

Y nauMeHToB ¢ OMNyXOJEBOH runepkajdbiMeMucii JlelicTBHE npenapara  Xxapakrepusyercs
CHUIKEHHEM COJlepIKaHHs KallbilMs B CHIBOPOTKE KPOBM M BbIBEACHUs Kaiblus noukamu. Cpeatee
BPEMA /10 HOPMAIM3ALIMH COIEPIKAHMS KallblMa cocTaBiieT 0koao 4 aneit. K 10 anto coaepxanmne
Kanbins Hopmanusyercs y 87-88% nauuentos, CpejiHee BpeMs 10 peunnBa (CKOPPEKTHPOBAHHOE
1o anbOyMHUHY COAEpIKAHME KallbLMS ChIBOPOTKM KpoBH He Meree 2.9 mmosb/a) coctasnsier 30-40
JIHEH. BHAUMMBIX pasantuii Mex 1y IPPEeKTHBHOCTLIO 301 POHOBON KHCAOTHI B 103aX 4 1 8 MI npH
JIEHEHUH TUNIEPKAbIIMEMUH He HaboaaeTcs.

McenenoBanns  He  BBIABASIOT 3HAYMMBIX  PasiiMuMil B OTHOMIEHMM YacTOThl W TSHIKECTH
HEIKEATeIbHBIX SIBACHUI, HAOIOAaBIIMXCS Y NALMEHTOB, MOJyYaBIIHX 30JeAPOHOBYIO KHCIOTY B
A03ax 4 Mr, 8 MT, IAMHAPOHOBY 10 KMCIOTY B 103¢ 90 Mr nitn niauedo, Kak npu Je4eHun MeTacTa3on
B KOCTH, TAK M TMNEPKATbLHEMMH.

Dapmakoxkunemura

I[aHHblB o (bap.\-taxoxmle'mxc [pu MeTacTasax B KOCTH T10JY4YECHbBI 110cie onnoxpamoﬁ H
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MOBTOPHBIX 5- 1 | 5-MUHYTHBIX MH(Y3HI 2. 4. 8 n 16 MI 30:1€IpOHOBON KHUCIOTHLI Y 64 naimeHToB.
MDapMakOKMHETHUECKHME MapaMeTpbl He 3aBUCST OT 103bl penapara.

[locne navana uH(y3MH KOHLEHTPALMS 30JEIPOHOBON KHCIOTbI B ChIBOPOTKE KPOBH ObICTPO
YBEJIMYUBACTCH, JIOCTHIras [MHMKa B KOHIlE HH(DY3MM, jJanee cieayeT ObICTpoe yMeHbIIEHHE
konuenrpauun Ha 10 % nocae 4 yacoB u Ha menee dem | % nuka nocie 24 4acoB ¢
NOC/C10BATEbHO MPOAOHIHPOBAHHLIM [IEPHOLOM HU3KMX KOHUEHTpPAlLMid, HE NpeBbIIAIILNX
0.1% o1 makcumaibHOM 10 MOBTOPHO#H MH(DY3HK Ha 28 1eHb.

Pacnpeoeaenue

[lokazaHo HKU3KOE CPOICTBO 30/1CAPOHOBOIH KHCIOTBI K KICTOUHBIM KOMITOHEHTAM KPOBH, CpeaHee
OTHOIIEHNE KOHUCHTPALIMY B LICJIbHON KPOBH K KOHLUEHTPALMHK B rs1azme Kposu coctasiser 0,59 s
Auanasone KouueHrpauui ot 30 ur/ma jgo 5000 wr/mia. CeaspiBabne ¢ GeaKkamu 1miazmMbl KPOBH
HU3KOE, 10/ HecBA3aHHOM (pakunn cocrasnser 60-77 % W HE3HAYMTENLHO 3ABUCHUT OT
KOHLeHTpaumnu npenapara (o1 2 10 2000 Hr/min).

buompanepopmayus/viematonuzn

3osiepoHOBas KMCIOTa He nojsepractes MeTaboiu3My M BBLIBOJAMTCH MOYKAMH B HEM3MEHHOM
Buze. 1o JaHHbIM, MONYUYEHHBIM i1 Vilro, 30J1€IpOHOBAs KMCI0TA HE MHIMONpPYET M3o(epMeHThl
cucremMbl UnToxpoma P450 uyernopeka u He noasepraercs GuorTpaHcdopmaimg, YTO MO3BOASCT
NPEANONOKUTh, YTO COCTOSIHUE (PYHKIIMK TEHEHW HE BIMSET CKOJILKO-HMOY/b CYIIECTBEHHO Ha
(apMaKOKHHETHKY 30.1APOHOBONH KHCIOThI.

Beigeoenue

30s1€1pOHOBAs KUCI0TA, BBEACHHAS BHYTPUBCHHO, BBIBOJMTCS MOYKAMM B TPH ITana: ObICcTpoe
ABYX(hazHOe BbIBEICHHE MPerapaTa u3 CUCTCMHOM IIMPKYJISIMKM C EpUOJaMK Moy Bbige1eHus 0,24
4 u 1.87 u n anuresbHas dasa ¢ KOHEUHbIM MEPHOAOM [OJIYBLIBEAEHNS, cocTaBstommnm 146 u, He
OTMEUEHO KYMyISiLMK Nperapara npu NoBTOPHBIX BBEACHUAX Kau/1bie 28 aHei. B Teuerme nepsbix
24 4 B moye obHapyxupaercst 39 + 16 % BBeaeHHOH 103bl, OCTAILHOE KOJIHYECTBO B OCHOBHOM
CBSI3BLIBACTCH € KOCTHOM TKaHbO. 3aremM MEAJEHHO MNPOUCXOAMT 00paTHOE BbICBODOKAEHHE
30J1€/IPOHOBO KMCIOTHI M3 KOCTHON TKaHM B CUCTEMHbII KPOBOTOK M €€ BLIBEJACHHE TTOUKaMH.
OO61umii niasvennbiil Kaupene cocraiser 5,04 + 2.5 1/4 u He 3aBUCHT OT 103b1 Ipenapata, rnosa.
BO3pacTa, pacoOBOM MPUHAIEKHOCTH M MacChl Te/la nalueHTa. Y BelinueHne BpeMeHu uudysnu ¢ 5
10 15 MUHYT NPUBOAMT K YMEHBIIEHHIO KOHLEHTPALIMK 301€ApOHOBOMH KMCI0TH Ha 30 Y% B KOHLIE
MH(Y3MM, HO HE BJIMSET Ha MUIOILA/Lb 1101 KPUBOI «KoHUeHTpalus-spems» (AUC).
DapMaKoKMHETUYECKHE WCCAEI0BAHMS Y MALKUEHTOR € rUepKaibUHEMUeil WK HapylleHHem
(yHKLAK neveHn He POBOAMANCEH. Yepes Knie K BbiBoANTCs Menee 3 % 71036l nipenapara.
DapMaAKOKUNECMUKA 6 0COTBIX CAYUAAX

Hapyvwenue gyuryuu nevenu






