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OBIIAS] XAPAKTEPUCTHKA JIEKAPCTBEHAGFPO TIPERAPATA (00T

1. HAUMEHOBAHUE JIJEKAPCTBEHHOI'O ITPEITAPATA
Pe3op0a, 4 mr, nrodunm3at s MPUTrOTOBJICHUS pacTBOPA I HH(Y3HIA.

2. KAYECTBEHHBIN 1 KOJJMYECTBEHHBIN COCTAB

JelicTByroniee BEMIECTBO: 30JEAPOHOBAs KUCIIOTA.

B 1 dnakone coaepkutcs 4 Mr 30J1€JpOHOBOM KUCIOTHI (B BUC MOHOTH/IPATA).
BcnomoraTenpHbIe BemiecTBa, HaJIUYHE KOTOPBIX HAJAO YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpuii (cM. pazaen 4.4.).

[TonHbI TepedeHsb BCIIOMOTATENbHBIX BEIIECTB MPUBEIEH B pasene 6.1.

3. JEKAPCTBEHHAS ®OPMA

JInoduansar Uit IPUTrOTOBIEHUS PACTBOPA UL MHDY3UN

JInodunu3upoBaHHBIN MOPOIIOK WK MTOPHUCTAsi Macca OEI0ro WM MOYTH OeIoTo IBeTa.

PacTBOpuTENH
[Ipo3paunas GecBETHAS KUIKOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHH IO
[Ipenapar Pezopba nmokazan kK MpUMEHEHHIO y B3POCIIBIX MMAIIMEHTOB B Bo3pacTe OT 18 jerT.

— Tl'unepkanpruemusi (KOHUEHTpAIUsl ajdbOYMHUH-KOPPEKTUPOBAHHOTO KaJbIUs B CBHIBOPOTKE
KkpoBH > 12 mr/mn [3,0 mmouib/i]), 00yciaoBIeHHAs 37T0KaYE€CTBEHHBIMU OTTYXOJISIMH.

— Mertacta3sl B KOCTH TpHU 3JI0KaYECTBEHHBIX COJIMIHBIX OMYyXOJsAX (pak MpeacTaTelbHON
JKeJe3bl, pak MOJIOYHOM Kele3bl U APYrue) U MHOXKECTBEHHAsT MHEJIOMa, B TOM YHUCIE IS
CHIDKEHHMSI pHCKa  TAaTOJOTMYECKHUX  IEepPEIOMOB, KOMIIPECCMM  CIHMHHOIO  MO3ra,
TUIEPKANBIMEMUH, OOYCIOBICHHON OIyXOJIbI0, M CHUKEHHUS MOTPEOHOCTH B MPOBEACHUU
Ty4eBOI Tepanmuy WU ONEPATUBHBIX BMEIIATEIHCTB HA KOCTH.

4.2. PexxuMm 103UPOBAHMSI M CITOCO0 MPUMEHEHHA

[Ipenapar Pe3op0a MOmKEH BBOIUTH TOJBKO KBAIM(UIIMPOBAHHBI MEIUIIUHCKHNA TIEPCOHAI C
OTIBITOM BHYTPUBEHHOTO BBeJleHUs OrcdochoHaTOB.

CrnenyeTr CKOppeKTHpPOBATh NETHAPATAlUI0 Yy MAIMEHTOB (MIPH €€ HAM4KMH) Tepe]] BBEJACHUEM
npemnapara Pe3op0a.

PexxuMm go3upoBaHus

Tunepranvyuemus, 00yCi081eHHASA 310KAYECMBEHHBIMU ORYXOJIAMU ) 83DOCIbIX NAYUEHMO8 U
NAyUeHmos8 NoACUL020 803pacma

[Ipu runepkanpureMun (CKOPPEKTUPOBAHHOE 10 ATLOYMUHY COJEpKAHUE KAIBIHS B CHIBOPOTKE
KpoBU > 12 mr/min wnu 3 MMOIB/N) peKoOMeHAyeMas OJHOKPATHO BBOJMMAs J03a Mperapara
coCTaBJjsgeT 4 Mr.

[Tepen wnu Bo Bpemst HHPY3UHU CIIeTyeT 00€CTIeYNTh THAPATAINIO TAI[UeHTA.
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83POCTILIX NAYUEHMOB U NAYUEHIN OB NOICUTLI020 803PACA
Pexomenyemas no3a coctasisieT 4 Mr kaxabie 3—4 Henenu. Cienyer T0NOJHUTENIBHO IPUMEHSTh
KanpLui BHYTpb B 103€ 500 mr B cyrku u Butamul D B no3e 400 ME B cyTku.

Oco0ble rpymniibl MAlMEeHTOB

HCZI/;I/!@HWIbl NOJ2HCUTIOCO 8o3pacma
PCKOMGH}I&HI/Iﬁ MO0 USMCHCHUIO PCIKHUMA JO3UPOBAHUA MPUMCHCHUA NIpCriapaTa JIMaM IMOXKHUJI0Tro
BO3pacTa HET.

llayuenmul ¢ Hapywenuem QyHKyuu novex

Lunepxanvyuemuss, 00YCi061eHHASL 3T10KAYECMEEHHIMU ONYXOJIAMU

[TaruenTamM ¢ KOHIIGHTpAIMi KpeaTWHWHA B CHIBOPOTKe KpoBH MeHee 400 MKMONB/T wiH
< 4,5 mr/nn He TpedyeTcs KOPPEKIMH PeXUMa TO3UPOBAHUS.

Memacmasvl 6 kocmu npu COAUOHBIX 3/IOKAYECHBEHHBIX ONYXOJAX U MHONCECMBEHHASL MUCTOMA

[Tepen HavaoM Tepamuy MpenapaToM CJIeIyeT ONPEACIUTh KOHICHTPAIWI0 KpeaTHHWHA B
CBIBOPOTKE KpoBH U KiaupeHc kpearnnuHa (KK).

Jlo3a npenapata Pezop6a 3aBucut ot ucxoanoro KK, paccuntannoro no ¢gopmyne Kokxpodra-
[Nonra. IlpoTHBONOKa3aHO NPUMEHEHHE Mpenapara y NalleHTOB C HapyIIeHUsIMU QYHKIHUU TTOYEK
msoxenoit crenend (KK < 30 mir/mun) (cm. pasgen 4.3.).

PekoMeHyemble 03Bl y MallMEHTOB C HapylleHHeM (YHKIHMHM IMOYEK JIETKOM M yMEpeHHOM
crenenu Tsokectd (3HaueHuss KK 30—-60 Mi/MUH) TpUBEICHBI HIDKE:

Hcxonnoe 3nauenne KK (Mi/MuH) Pexomennyemas moza npemnapata Pezopoa
> 60 4,0 mr (5 MJT KOHIIEHTpaTa)

50-60 3,5 mr (4,4 MJ1 KOHIIEHTpaTa)

40-49 3,3 mr (4,1 Mu1 KOHIIEHTpaTa)

30-39 3,0 mr (3,8 mu1 KOHIIEHTpaTa)

[Tociie Havanma Tepamuu CJICAyeT IHPOBOJIUTH OIPEICICHUE KOHIICHTPAIMM KpEeaTHHHWHA B
CBIBOPOTKE KPOBH IEpe]] BBEICHHEM Ka)I0W MOCIEIYIOMIeH 103kl Tpernapara. [Ipu BbIsIBICHUH
HapyeHus (pyHKIMH TOYEK OYepeJHOe BBEICHHUE Mpenapara Pe3opoa ciieayer OTI0KUTh.

B ximMHUYeCKHX UCCIeI0OBAaHUX YXYIIIeHUE (DYHKITMH TIOYECK OTPEICIISLTH CICIYIONIMM 00pa3oM:
- y TIAIIMEHTOB C UCXOJHOW KOHIICHTpAlMell KpeaTMHWHA B CHIBOPOTKE KPOBHU B Tpejeiiax
HOPMBI (< 1,4 MI/1y1) — yBeJIMYCHUE KOHIIEHTPAIMK KPEaTHHUHA B CBIBOPOTKE KpoBH Ha 0,5 mMr/m;
- y MAIMEHTOB C OTKJIOHEHHUSIMU UCXOTHOM KOHIICHTPAIIMN KPeaTHHUHA B CBIBOPOTKE KPOBH
OT HOpMBI (> 1,4 Mr/mi) — yBenuueHUE KOHIIEHTPAllMU KPEaTWHHWHA B CHIBOPOTKE KPOBH Ha 1
MI/1I1.

Tepanuto mnpemapatrom Pe3op6a BO30OHOBISIOT TOJBKO TOCIE TOTO, KaK KOHIEHTpAIUs
KpeaTHHHHA B CHIBOPOTKE KPOBHU JOCTUTHET 3HaueHHi B npeaenax £10 % oT UCXOTHOM, B TOH ke
7103€, KOTopasi MPUMEHSIIACH JI0 TPEPhIBAHUS JICUCHUSI.

eTu
bezomacHocTh u 3 dexTruBHOCTH penapaTa Pe3opba y neteit B Bozpacte 10 18 neT Ha naHHBIHA
MOMEHT HE€ YCTaHOBJICHBI.

Cnoco0 nmpuMeHeHus
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JPYTUMH MperapaTamMu.
He pexomenayercs cMmemmBaTh C pPAcTBOPaMHU, COJCPKAIMMMM KajdblUUWd WIM JpPYTHe
JBYXBaJICHTHbBIE UOHBI (HallpuMep, pacTBop Punrepa).

I/IHCTPYKIII/IFI [0 MPHUTIOTOBJICHHUIO JICKAPCTBCHHOI'O IIpfliapara Mnepca MNPpUMEHCHUCM CM. B
paznene 6.6.

4.3. lIpoTUBONOKA3aAHUSA

— T'unep4yBCTBUTENBHOCTD K 30JICAPOHOBOM KHCIIOTE, ApyruM Ouchocdonaram umu K J000omMy
13 BCIIOMOTATENbHbBIX BEILIECTB, IEPEUUCICHHBIX B pazjene 6.1.

— Hapymenue GpyHkimu novek Tspkenoi crenenu (kaupenc kpeatuanHa (KK) < 30 mir/mMuH).

— bepeMeHHOCTh U MepHOo/I TPYIHOTO BCKAPMITHBAHUSI.

— Jlerckuit Bo3pact no 18 ner (Oe3omacHOCTh U dPPEKTUBHOCTH y JIKIl MOJIOKEe 18 yer He
YCTaHOBJIEHBI).

4.4. OcoOble yka3aHusi U Mepbl PeIOCTOPOKHOCTH NPH NPUMEHEHUH
C OCTOPOXKHOCTBIO

[Ipenapat Pe3op0Oa criemyetr mpuMeEHSATh C OCTOPOKHOCTHIO Y MAITIEHTOB ¢ HApyIIeHHEM (yHKITUN
MOYEK JIETKOW 1 yMmepeHHou crenenu Tsokect (KK>30 mur/mun).

Crnenyet cobm0aTh OCTOPOKHOCTD MPY OJJHOBPEMEHHOM IIPUMEHEHUE C JPYTUMU IperapaTaMu,
CIIOCOOHBIMU  BBI3bIBaTh TUIIOKANBIMEMUIO (HAIPUMEpP, aMUHOTIMKA3U[IbL, KaJbIUTOHHH,
«TIeTJIeBbIE AUYPETUKUY), B CBSI3U C PUCKOM Pa3BUTHSI CUHEpruyeckoro ¢ ¢dexra, MpuBOASIIEro K
TUTMOKAJIbIIUEMUU TSKETIOW CTETeHH.

C 0CTOPOKHOCTBIO CIIEAYET MPUMEHSATH OJJTHOBPEMEHHO C IPYTUMHU IpernapaTaMu, 00J1aJatoluMU
He(POTOKCUYHBIM OTEHIIUAIOM.

C OCTOpPOKHOCTBIO CIIEyeT MPUMEHSITh OJJHOBPEMEHHO C aHTHAHTMOTEHHBIMU IpernapaTamu, B
CBSI3M C YBEITMUCHHUEM PUCKA Pa3BUTHUS OCTEOHEKPO3a YEIIIOCTH.

CobmoaTh OCTOPOKHOCTh MPU MPUMEHEHUU Y TMAlMEHTOB C HapylleHHeM (YHKIUU MEYeHU
TSKEJION CTENEHH, B CBSI3U C OTPAHMUEHHOCTHIO TaHHBIX 10 TPUMEHEHHIO MpernapaTa y NalueHTOB
JTAHHOU KaTeropHH.

Oco0ble YKa3aHHs

[epen nudysueit cnenyer yoeauThes B aleKBaTHOW rupaTanuu namnuenra. [Ipu HeoOxoqumocTu
pexomenayercs BBenenue 0,9 % pacTBopa HaTpus XJopuja mepel, MapaiebHO WIH TOCie
uH(py3uu npemnapara Pesopba. CrnegyeT nzderats THIEPrUAPATALIUMU U3-32 PUCKA BOSHUKHOBEHHUS
OCJIOXKHEHUH CO CTOPOHBI CEPJICYHO-COCYAUCTON CHCTEMBI.

ITocne BBenenus npemnapara Pesopba HE0OOXOIMM MOCTOSIHHBIM KOHTPOJb COJIEPKAHUS KalbLUs
(CKOppEKTUPOBAHHOTO MO adbOyMuUHY), (ocdopa, MarHuss W KOHLEHTpPAIMM KpPEaTWHUHA B
CBIBOpOTKE KpoBU. [Ipu pasBuTuM runokaibuueMuu, runodocdareMur UIUM THIIOMArHUEMHUH
MOXKET BO3HUKHYTh HEOOXOJUMOCTh B KPAaTKOBPEMEHHOM JOTOJHUTEIBHOM BBEIACHUU
COOTBETCTBYIOLIMX BEIIECTB. Y TMAllMEHTOB C HEJIEUEHHOH THIepKaJblueMueld Kak IpaBUiIo
uMeeTcs HapylleHue (pyHKIMM MOYeK, MOTOMY HEOOXOJUM TIIATENbHBIM KOHTPOIb (DYHKIUU
MOYEK y MAllMEHTOB JJAHHOM KaTeropuu.

[Ipu pemenun Borpoca o JieueHuH npenapaToM Pezopba y maieHToB ¢ MeTacTa3aMH B KOCTH C
LEJIBI0 CHUXKEHUS pPHCKA MaTOJOTHYECKUX IMEPeIOMOB, KOMIIPECCHH CIIMHHOTO MO3ra,
TUIEePKAIbLIUEMHIH, OOYCIOBICHHON OIyXOJbIO, M CHIDKEHHS MOTPEOHOCTH B IPOBEACHUU
Jy4eBOH Tepanmuy WJIM OINEPATUBHBIX XHPYPIHMUYECKHX BMEIIATENBCTB HAa KOCTH, CIEAYET
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HavaJia JICYCHHUs TIPEapaToM.

Hapyuienve GyHKIMM IOYEK

WmeroTcst oThenbHbIe COOOIIEHUS O HapyHmIeHWHW (YHKIMH TO4YeK Ha (oHEe NIpUMEHEHHUs
ouchochonaro. K dakropam pucka BO3SHHUKHOBEHHS IOJOOHBIX OCJIOXHCHHHA OTHOCSITCS
JeTUpaTalys, MPESAMISCTBYIONEEe HapylnieHHe (YHKIIMM IMOYeK, MHOTOKPATHOE BBEICHUE
npemapata Pe3opba wim apyrux OuchochonaToB, a Takke NPUMEHEHHE HEPPOTOKCHYHBIX
JIEKApCTBEHHBIX CPEJICTB, U CIIMIIKOM OBICTpOE BBEACHUE Mpenapara. HecMoTpst Ha TO, UTO PHUCK
BBITIICONTUCAHHBIX OCJIOKHCHHI CHUKACTCSI MPH YCIIOBUM BBEJICHUS Tperapara B J03¢ 4 MT B
TEYCHHEC HE MeHee 15 MHHYT, BO3MOXHOCTh HApYIICHHS (DYHKIMHA TIOYEK COXPAHICTCS.
Otmedanuch ciaydam yXyamieHus (QYHKIUM TIOYEK, MPOTPECCUPOBAHUS HAPYIICHUS (YHKIIHH
MMOYEeK BIUIOTh JIO BO3HUKHOBEHHS TIOYEYHOW HEJIOCTATOYHOCTH H  BO3HUKHOBCHUS
HEOOXOJIMMOCTH B TPOBEJICHUU T'eMOJHAIM3a TPU TIEPBOM WM OJHOKPATHOM IPHUMECHCHUH
30JIEIPOHOBOM KUCIIOTHI.

[ToBbilIeHNE KOHIIEHTPAIMU KPEaTUHUHA B CHIBOPOTKE KPOBU TaK)K€ HAOIOAETCS Y HEKOTOPBIX
MAUEHTOB MPH JUIUTEILHOM IPUMEHEHUHU IIperapaTa B peKOMEHIyeMbIX J03aX, XOTs C MEHbIIEH
YaCTOTOH.

Crnenyet npoBOIUTH ONpE/IeIeHHEe KOHIICHTPAIIMN KPEaTHHUHA ChIBOPOTKH KPOBU Mepe KasKIbIM
BBEJICHUEM IIperapara.

VY manueHToB ¢ HapylieHHeM (DYHKIMH TIOYeK JIETKOW M YMEPEHHOW CTENEHU C MeTacTa3aMH
COJIMJHBIX 3JI0KAYECTBEHHBIX OMYXOJEeil B KOCTH U MHO>KECTBEHHOW MHUEIOMOM peKOMEHayeTCs
MpUMEHEHHE 0oJiee HU3KOW CTapTOBOW 103blI mpemapara (cM. pazaen 4.2.). Ilpu BwIsIBICHHH
MPU3HAKOB HapyleHuss (YHKIUM TMOoYeK Ha (oHE Tepamuu MpernapaToM JIEUEHUE CIEAyeT
BO30OHOBIISITH TOJBKO IOCIIE TOTO, KaK KOHIIEHTpAlMs KpeaTMHWHA JIOCTUraeT 3HAYeHUH B
npenenax +10 % oT ucxoaHoM BenuuuHbI (cM. pa3zaen 4.2.). [lpumenenue npenapara y naiieHTOB
C HapyiIeHneM (YHKIIUH MMOYEK TSKEIIOH CTeeH: MPOTHBOMOKa3aHo (cM. paszaen 4.3.).

OcTeoHeKpo3
OnucaHbl cllydad OCTEOHEKpO3a YEIIOCTH, B OCHOBHOM Y IMalIMCHTOB C OHKOJIOTHYECKHUMU

3a0oJeBaHUAMU Ha (oHe sedeHus: OucdochoHaTamMu, B TOM YUCIIE MpenapaTaMu 30J1€JpOHOBOM
KACIOTB. MHOrMe M3 TakMX [alMEeHTOB  TMOJIydald  OJHOBPEMEHHYIO  TEpaIuio
TIFOKOKOPTUKOCTEPOUIaMHU WIIM XUMHOTEpANHio. Y MHOTUX MNAllMEHTOB UMEIN MECTO MPU3HAKU
MECTHOT0 MH()EKIIMOHHO-BOCTIAIUTEIBHOIO MPOLIECCa, BKIKOYAs OCTEOMUEIIHUT.

B knuHu4eckol npakTuke Hambosiee 4acToO Pa3BUTHE OCTEOHEKPO3a YEIIOCTH OTMEYaloCh y
MAIMEHTOB C PACIPOCTPAHEHHBIM PaKOM MOJIOYHOM jKeJe3bl M MUEIOMHOI OO0JIe3HbIO, a TaKxkKe
IpU HAJIMYUM CTOMATOJIOTHYECKUX 3aloJyieBaHMM (Tocie yaaneHus 3y0a, mpu 3ab0JIeBaHUSIX
[apoI0OHTa, HEYJOBIETBOPUTEIbHON (UKcaluu 3yOHBIX MpoTe30B). M3BecTHbIMHU (hakTOpamu
pHCKa OCTEOHEKPO3a YEIIOCTH SBJISIOTCS PaK, OJHOBPEMEHHas! Tepamnus (XUMUOTepanus, TydeBas
Teparus, aHTUAaHTMOTE€HHbIE TIpenapaThl, TIIFOKOKOPTUKOCTEPOU/IbI), COYTCTBYIOIINE COCTOSHHUS
(aHemus, KoaryjomaTHH, MH(EKUHs, NpeaulecTByoliee 3a0dojeBaHMe MoiocTH pra). llepen
npuMeHeHrneM OHCc(OC(hOHATOB Yy MAIMEHTOB C OHKOJIOTHYECKUMHU 3a00JeBaHUAMHU CIEIyeT
MIPOBECTH CTOMATOJIOTMUYECKOE 00CIEe0BAaHNE M BBHIIOJIHUTH HEOOXOAUMBIE MPO(PUIAKTHIECKUE
IPOLEIyPHl, @ TAKKE PEKOMEHI0BATh CTPOTOE COOMIOICHIE T'UTHEHBI IOJIOCTH PTa.

Bo Bpems neuenus 6uchoconaTamMu ciieayeT Mo BO3MOKHOCTU M30€raTb CTOMATOJIOIMYECKHX
MHBA3MBHBIX BMEIIATEIbCTB. Y MAIMEHTOB C OCTEOHEKPO30M YEIIOCTH, BO3HUKIIMM Ha (hoHe
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tepanuu OuchochoHaraMu, MPOBEJICHUE WHB 3uBrOrd! 4 oMATONO P deekoT0 -HMERATbETRA

MOKET CHOCO6CTBOB3.TB YXYAIICHUIO COCTOSHUA. Her JAaHHBIX, YTO HNPCPLIBAHHUC JICUHCHUSA
ouchochonaTamu mepen MPOBEICHUEM CTOMATOJIOTHYECKOTO BMEIIATEIBCTBA CHIIKAET PHCK
OCTEOHEKpO3a 4enmtocTu. [lnaH JieyeHHss KOHKPETHOrO MAalMeHTa JOJDKEH OCHOBBIBATHCS Ha
MH/IMBHIYAIbHOM OI[CHKE COOTHOIICHHUS PUCK/TIOJIB3A.

Omnucanbl ciydyan OCTEOHEKPO3a MHOMW JIOKAJIU3alluy, B T.4., TA30BOM KOCTH, OCPEHHON KOCTH,
HApY)XHOTO CIIyXOBOTO KaHajda, B OCHOBHOM Y B3pPOCJBIX MAaI[HICHTOB C OHKOJOTMYECKUMH
3200JIEBaHUSIMH, TIOMYYAIOIIMX Tepanuio OuchochoHaraMu, B T.d. MperapaTaMu 30JI¢IPOHOBOM
KHCJIOTHEI.

ATHIWYHEBIE TIEPETOMBI OeIPEHHOI KOCTH

OnucaHsl CJIydan BO3HUKHOBCHUSA ATHINHUYHBIX IMOABCPTCIBHBIX W )ma(bmapme MepeIoMOB
OepeHHOM KOCTH y MallMEHTOB, AJIUTEILHOE BpeMs OJyJarouX jeyeHue ouchochonaramu mo
MOBOY octeornopo3a. [lomepeynpie WM KOPOTKHE KOCHIE TIEPEIOMBI MOTYT JIOKATM30BaThCS B
T000M MecTe Ha POTSDKEHUH OSIPEeHHOI KOCTH OT MaJloro BepTesa JI0 HaIMBIIIEITKOBOU SIMKH.
OnwucanHble TEPEIOMbl BO3HHUKAIOT IIOCIIE MUHHMAJIBHON TpPaBMBI MM CaMOIPOH3BOJBHO.
HexoTopble manmeHTHl UCTBITHIBAIOT 00JM B O€lpe WM B Taxy, 4acTO COIMPOBOKIAIOIIUECS
MpU3HAKaMU CTPECCOBBIX IIEPEJIOMOB II0 PE3yJbTAaTaM BU3YAIMZUPYIOIIUX JUArHOCTUYECKUX
UCCIIEIOBAaHUI, KOTOPhIC BO3HUKAIOT 33 HEJICNIM M MECSIIBI IO Pa3BUTHS ITOJIHOTO (3aBEPIICHHOTO)
nepenoMa OepeHHO# KocTH. Hepenko mepenoMbl BO3HUKAIOT ¢ 00X CTOPOH, MO3TOMY IPH
BO3HUKHOBEHUHW TIepelioMa OeJApeHHOHW KOCTH Yy TAlHMeHTa, MOJYYalollero Teparuio
oucdochoHaTaMu, CIEIyeT MPOBECTH OOCIEIOBAaHUE KOHTpJIATEPATbHOM OEAPEHHOW KOCTH.
Coo001manoch TaKke 0 MENICHHOM 32)KUBJICHUH (CPacTaHUH) 3TUX TEPEIOMOB. BbUTH MOTydeHbI
cooOuIeHnss 00 aTUIMHYHBIX MepesoMax OeIPEHHOW KOCTH y MAIlMEHTOB, MOJIyYaBIIUX JICUCHHUE
npenaparom Pe3opba, 0JHAKO TMPUYMHHO-CIICJCTBEHHAs! CBS3b 3TUX MEPEIOMOB C Teparuei
30JICIPOHOBOM KHCJIOTON HE ObLTa YCTaHOBIJICHA. PellieHne o pekpaiieHiy Teparnuy npenapaToM
Pe3op0Oa y manueHToB ¢ MoA03peHUEM Ha aTHITUYHBIA TIEpeioM OeIPEHHOM KOCTH JI0 POBEICHHUS
o0cIieIoBaHus JOJDKHO OCHOBBIBATHCS HA MHIMBHIYAIBHOW OIICHKE COOTHOIICHUS OXKUIaeMOU
MOJI3bI K BO3MOKHOMY PHCKY.

[TanieHTOB, TONYYAIOMIMX TEpamuio mpemnapatoM Pe3opba, clieayer TNpeaynpeanuTb o
HE0O0XOUMOCTH COO0IIaTh METUIIMHCKOMY MEPCOHATY O JFOOBIX 00JIsX B OeApe WM MaxoBOU
001acTH; KaKIbIH TAlMEHT, TPEIbSBISIONIMNA KajJo0bl HAa TaKUE CHMIITOMBI, JIOJDKCH OBIThH
o0cIieZIoBaH /ISl BHISIBJICHUST BO3MOXHOTO HE3aBEPIIEHHOTO (HEMOJHOT0) mepeiioMa OepeHHON
KOCTH.

Mpleusas 00J1b
B xnuHMYecko# MpakTHKe coO0IIaNoch O HEYACThIX CIydasX Pa3BUTHS CUIBHOW M B HEKOTOPBIX
Cllydasix OTpaHUYHUBAIONICH TPYAOCMOCOOHOCTh 00 B KOCTSX, CyCTaBaxX M MBIIIIax Ha (oHE

neueHust OucdochoHaTaMu, K KOTOPHIM OTHOCHUTCS M 30JIEJPOHOBAs KHUCIOTA. YKa3aHHbIE
CHUMIITOMBI Pa3BUBAJIUCh B TEUEHUE IEpUOJa OT OJHOTO JHSA O HECKOJbKUX MECSIEB IOCIe
Havana JiedeHus. [locne mpekparieHuss JiedeHUs y OOJBIIMHCTBA IALMEHTOB OTMEUYEHO
paspelieHie CHUMITOMOB. Y  HECKOJBKMX IallMEHTOB CHUMITOMBI MOBTOPSJIMCH IPH
B0300HOBIJICHUH WM IPUMEHEHHUHU Apyroro ouchocdonara.

T unoxanpiimemMus
B xnuHIYECKO MPpaKTHKE COOOIIANOCh O Pa3BUTHUHY THIOKABIMEMUH Y MTAIIMEHTOB, TTOTYYArOIIHX

neuenue mnpenaparom PesopOa. B ciaydae pa3BUTHS TSKENOH THINOKAIBIMEMUU OTMEYaJIOCh
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pa3BUTHE HEXKENATEIbHBIX SBJIEHUU CO CTOPQHBI Heﬂﬂéﬁ-&%ﬁﬁTQ)&@;ﬁg ot u

OHCMCHI/IC), CCp,HC‘-IHOfI APpUTMHUH. B HCKOTOPLIX CIydadX 'MIOKAJIbIIMEMHA MOXKET MMPCACTABIATH
yrpo3y Ui KHU3HH.

Cnenyer cobmronaTb OCTOPOKHOCTb IPU HMPUMEHEHHUHU Ipenapara Pe3opba OJHOBPEMEHHO C
APYTrUMH JICKAPCTBCHHBIMH CPEACTBAMU, CIIOCOOHBIMH BBI3LIBATD TUIIOKAJIBIIUEMHIO, ITOCKOJIBKY
9TO MOXKCET IPUBECTU K CHHCPIrUUCCKOMY B3aHMOI[€I>'ICTBI/IIO U Pa3BUTUIO THUIIOKAJIBIUCMUN
TsDKenoil crenenu. Ilepen HasHadeHmeM Tepanuu InpenapatoM PesopOa ciemyer ompeneinuth
YPOBCHD KaJIbLIUA B CBIBOPOTKE KPOBU U CKOPPCKTUPOBATH T'MIIOKAJIBITUEMHIO. HaHI/IeHTBI JOJIZKHBI
MOJTy4aTh a/IeKBaTHOE BOCIIOTHEHHUE MperapaTaMy KaubIus 1 BUTaMuH D.

Henb3st Ha3HAayaTh mamyeHTaM OJHOBpeMeHHO mpemapar Pe3opba m Akiacra, Tak ke, Kak |
npyrue 6ucdochoHaTsl.

BcnomMorarenpHble BElecTBA

Hampuu
JlaHHbII npenapar colepKuT MeHee | MMoub HaTpus (23 Mr) Ha 103y 4 MT, TO €CTh IPaKTUYECKH
HE COAEP)KUT HATPHUS.

4.5. BzaumopeiicTBHe ¢ [APYIMMH JIEKAPCTBEHHBIMHM INpernaparamMM M JApyrue BH/bI
B3anuMO/AeiicTBHS

Pexomenyercst cobi01aTh OCTOPOKHOCTD MPY OTHOBPEMEHHOM NMPpUMEHEHHH 0rchoCchHOHATOB ¢
AMUHOTJIMKO3U/IaMH,  KaJIbLIUTOHMHOM, U  «IETJIEBBIMM»  JUYPETHKaMH,  IOCKOJBKY
OJIHOBPEMEHHOE NIEHCTBUE ATHUX MPENapaTtoB MPOSBISETCS YBEIUYEHHUEM MPOAOIKUTEIHHOCTH
CHIDKEHHUSI COJIep KaHUs KaJIbLIUS B TJ1a3Me KPOBH.

OcTOopokHOCTh HEoOXoauMa TpU OJHOBPEMEHHOM NpUMEHEHUHU mpemnapara Peszopba c
npenapaTamu, MOTEHIHAIBLHO 00J1aAa0IUMU HEQPOTOKCUIECKUM JICHCTBUEM.

Heobxomumo cobmogaTh 0CTOPOKHOCTh MPU OJTHOBPEMEHHOM MPUMEHEHUH C WHTHOUTOpaMu
aHTMOTeHEe3a B CBSI3U C TOBBIIICHUEM YaCTOTHI CIIy4aeB Pa3BUTHS HEKPO3a YETIOCTH.

[Ipn omHOBpEeMEHHOM MPUMEHEHHH C IMpemapatoM Pe3opba Ipyrux Yacto NpUMEHSEMBIX
JIEKapCTBEHHBIX MpernaparoB (MPOTHBOOMYXOJEBBIE CPENCTBA, TUYPETHKU [3a HCKIIOUEHHEM
«TIETJIEBBIX» |, AHTUOUOTHKH, AaHAIBI€TUKN ) KAKUX-TH00 KIMHIUYECKH 3HAUUMBbIX B3aUMOICHCTBUI
HE OTMEYEHO.

[Ipn xkOMOMHHMpPOBaHHOM MpPUMEHEHHH Tmpenapara Pe3zopba c¢ TamumomuaoM He Tpelyercs
KOPPEKIHs J103bI 30JICAPOHOBOM KHCIOTHI, 32 HUCKIIOYEHHEM IPUMEHEHHS Y MalHeHTOB C
HapylieHneM (pyHKIIUU OYeK JeTKON U YMEPEHHOM CTENeHU TSKECTH.

KomOunupoBannoe npumenenue tanuaomuaa (100 mr wim 200 mr 1 pa3 B cyTkH) U mpenapara
Pe3opba (4 Mr) y manMeHTOB C MHOXECTBEHHONW MHEIOMOM CYIIECTBEHHO HE BIHUSET Ha
(hapMaKOKUHETHKY 30J€APOHOBOM KUCIOTH U KK.

4.6. ®epTUILHOCTDb, 0€PeMEHHOCTD M JIAKTALUSA
ITpumenenue npenapara Pe3op0Oa npu OepeMEeHHOCTH U B IEPHOJ JAKTALUHU POTUBONIOKA3aHO.

JKeHIMHBI ¢ IETOPOIHBIM MOTEHIUAIOM

[TaneHTOK C COXpaHEHHBIM PEMPOAYKTHBHBIM MOTEHIMATIOM HEOOXOIMMO HpPEAyNpexIaTbh O
HE00XOIMMOCTH MPUMEHSTh HAJICKHBIE METO/Ibl KOHTPAIIEIIIUNYA BO BpEMs JICUCHHsI TIpernapaToM
Pe3opba.

bepemeHHOCTD
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MIPUMEHEHHH TTpernapaTa BO BpeMsi OEpEMEHHOCTH Y YEIOBEKA.

[Ipy BO3HHMKHOBEHMH OEpEMEHHOCTH BO BpeMs Tepamuu OuchocpoHaTaMu BO3MONKEH PHUCK
(bopMuUpoBaHHS BHYTPUYTPOOHBIX MOPOKOB PA3BUTHA IUIOAA (HANpUMeEp, aHOMAJUH pa3BUTHS
CKeJleTa M JIpYrMX aHOMajMil). 3aBUCHUMOCTh pUCKa OT BEJIMYMHBI BPEMEHHOTO INPOMEKYTKa
MEX]ly TpeKpameHueM tepanuu OuchocoHaTaMu U MOMEHTOM 3a4aTusi, yTH BBEICHHS U
0COOEHHOCTEH KOHKPETHOTO Tperapara HeN3BeCTHa.

B wuccnenoBaHusxX y OJHOTO M3 JBYX BHUAOB JKMBOTHBIX IPU TOJKO)KHOM HPHUMEHEHUU
30JIEIPOHOBOM KHUCIOTHI B A03€ 0,2 MI/Kr B CyTKH (9KCmo3umms, B 2,4 pa3a IpeBbIIIAIOIIAs
0’KHJIAEMYIO SKCIIO3ULMIO Y yenioBeka 1o BenuurHe AUC) oTMeueHbl SIBJICHUS TEPATOreHHOCTH B
BUJIE A€(PEKTOB Pa3BUTHUS IOBEPXHOCTHBIX CTPYKTYpP, IOPOKOB Pa3BUTHS BHYTPEHHUX OPTraHOB U
aHOMaJIMi pPa3BUTHS CKeJeTa; NpU MPUMEHEHMH B MHUHUMaibHOU 1o3e 0,01 Mr/kr B cyTku
OoTMeueHa aucTolus. B uccienoBanusx y Ipyroro Bua >KUBOTHBIX TAKOBBIX SIBJICHUH OTMEUYEHO
He ObUIO, OJIHAKO Npu npuMeHeHuH B go3e 0,1 MI/KT B CyTKH 3aperuCTpUpPOBAHBI SIBJICHUS
MaTEpUHCKOW TOKCHUYHOCTH, KOTOpble OBIIM CBs3aHbl JIMOO BbI3BAaHbl THIIOKAIbLIUEMHUEH,
WHAYLUHAPOBAHHOM MPENApPaTOM.

JlakTanus
[Ipumenenune npemnapata Pe3opb6a B mepuo ] rpyITHOTO BCKapMIITUBAHUSI POTUBOTIOKA3aHO.
HewusBecTHO, MpOHUKAET JIM 30JI€APOHOBAS KUCIIOTA B TPYTHOE MOJIOKO.

DOepTHILHOCTD

Her nanHBIX 0 BIUSHUYN 30J1€APOHOBOM KUCIOTHI HA PEPTUIILHOCTD Y YeJIOBEKa.

B wuccnenoBaHusax y JKMBOTHBIX TMPU TOJKOKHOM BBeaeHuH B no3e 0,1 Mr/kr B cyTku
30JIEIPOHOBAS KMCJIOTA MOAABIsUIA (PEPTUITEHOCTD.

4.7. BausiHMe HAa CHOCOOHOCTH YNPABJSITH TPAHCHOPTHBIMH CPeACTBAMH M padoTaTrh C
MeXaHH3MaMHu

Hekotopeie mobGounsie 3¢ ¢eKTh (roJOBOKpPY)KEHHE, CYIOporu) mpemapata Pesopba moryr
OTPHIIATEIILHO BJMATH HA CIIOCOOHOCTh YMPAaBISATh TPAHCHOPTHBIMH CPEACTBAMHU U JIPYTUMHU
MeXaHU3MaMH, TPEOYIOIIMMHU IMOBBIIICHHOW KOHIICHTPAIMd BHUMAaHUS M OBICTPOTHI CKOPOCTH
NICUXOMOTOPHBIX peakiuii. B ciydae BO3HMUKHOBEHHUS IMOOOYHBIX pEaKIMii TMalueHTaM
PEKOMEHIyeTCsI BO3ACPIKATHCS OT YIPABJICHUS TPAHCIIOPTHBIMU CPEICTBAMH U MEXaHHU3MaMH, a
TaKXKe 3aHATUN BHUIAMH JICATCILHOCTH, TPEOYIOIIMMH KOHIICHTPAIIMA BHUMAHUS, HATPSKCHUS
TICUXOMOTOPHBIX (DYHKITHH.

4.8. HesxenaTeJibHbIE peaKIuu

Pesrome npoduisg Oe3onacHOCTH

Haubonee cepbesHbiMM HexenaTenbHbiIMH peakuusmMu (HP) y mnanuenToB, mnosyuarommx
npenapatr Pe3opba 1o 3aperucTpupoBaHHBIM IIOKA3aHUSM, SBJSUIUCH: aHapUIaAKTHYECKast
peakuus, HeXenaTeJbHble SIBIEHHS CO CTOPOHBI TJla3, OCTEOHEKPO3 YEIIOCTH, aTUIIWYHBIN
nepesnoM OepeHHON KOCcTH, GUOPHUIIIALUS Npeacepanii, HapylIeHne (QYHKIHUN MOYeK, peaKius
ocTpoit a3bl U TUIOKATIBIIMEMHUS.

WNudopmanus o yacrore HP npu npumenenun npenapata Pe3op0a B 03¢ 4 M OCHOBBIBaeTcH,
[JIaBHBIM 00pa3oM, Ha JaHHBIX, IMOJYYEHHBIX IMpPH NPOBENEHUM JIUTEIbHON Tepanuu. HP,
CBsI3aHHBIE C IPUMEHEHHeM Ipenapata Pe3op0a, 06b1uHO c1abo BbIpaKeHbl U TPAH3UTOPHBL. DTH
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npemnaparom Pezopba.

CumMnToMBI peakuuu OCTpod (ha3bl OOBIYHO PA3BUBAIUCH yepe3 3 JHSA MOcie NMPUMEHEHUS
npemapata Pezopba: obmiee HegoMoranue, 60J1b B KOCTSIX, JIMXOPaAKa, 03HOO, TPUITIONOI00HBII
CHHJIIPOM H apTPHUT C TOCIEAYIONINM OITyXaHHEM CYCTaBOB; OOBIYHO CHMIITOMBI pPa3peliajirnch B
TE€UEHUE HECKOJbKUX nHed. Takke yacto ormewyannch takue HP, kak aprpanrus m muanrus.
OdeHb 9acTO yMEHBIIIEHUE TOYEYHOH IKCKPEIIMH KaJIbIIHs COMPOBOKIAIOCH PE3KUM CHUKECHHUEM
conepxkanus Gocdopa, YTo MPoTEeKaIo OECCUMIITOMHO B HE TPeOOBaJIo JeueHus. YacTo CHIKEeHNE
COJICP)KAaHUS KaJbI[Us B CHIBOPOTKE KPOBH BIUIOTH JIO PA3BUTHUS TUNOKAIBIIUEMUU MOXKET
COIIPOBOKJATHCS OTCYTCTBHEM KITMHHYECKUX TPOSBICHUH.

HmeroTcst COOOIIEHHUS 0 YaCThIX PEAKIHSIX CO CTOPOHBI )KETYA0YHO -KUIIIEYHOTO TPAKTa, TAKMX KaK
TOITHOTA U PBOTA TMOCJIe BHYTpUBEHHOM nH(Y3uu nipenapara Pe3zopoa.

JlokanpHbIE peakuu B MecTe WH(Y3WMH, TaKhe KaK MOKPACHEHWE WM OTE€YHOCTh W/WJIH OOJIb,
Ha0JII0JaINCh HEYacTo.

AHOpeKcHs 4yacTo HaOJroJanach y MalueHTOB, MOJy4daBIIUX mpernapaT Pesopba B mo3e 4 wr.
Crnyyau cwlliy UM 3y/1a OTMedaiuch Hedacto. Kak u npu npumeneHuu apyrux oucgocdonaros,
COO0MIAeTCs O YaCTHIX CITyJasXx KOHBIOHKTHBHUTA.

Ha ocHoBaHuM cyMMapHOTo aHajan3a KOHTPOJUPYEMBIX HCCIENOBaHUI cOOOIIATIOCh O YacTOM
Pa3BUTHU aHEMHUU TSDKEJION CTerneHu (KOHIeHTpamus remoryiioomHa < 8,0 /1) y mamueHToB,
noJTyJaroniux mpernapat Pe3opba B 103e 4 mr.

Pe3roMe HexenaTeIbHbIX PeaKIui
HP, wumMmeronme mNpUYMHHO-CIEACTBEHHYIO CBSI3b C IPUEMOM 30JIEAPOHOBOM  KHCIIOTHI,

pacnpeziesieHsl 1o KjaccaM CUCTEM OPraHoB M NEPEUUCIICHbBI HIDKE.

Jns onucanust yactoTel HP HexenaTenbHbIX peakiuid UCTOIb3YIOTCA CIEAYIONIME KAaTerOpUH:
oueHb vacto (> 1/10), gacto (> 1/100, Ho < 1/10), Hewacto (> 1/1000, Ho < 1/100), penko
(> 1/10000, Ho < 1/1000), ouenp penxo (< 1/10000), wacToTa Heus3BecTHa (HAa OCHOBAHUH
HUMEIOLIUXCS JAHHBIX OLEHUTh HEBO3MOXKHO).

Hapywenus co cmopomnst kposu u aumgpamuyeckor cucmemvl: 4aCTO — aHEMUS; HEYACTO —
TPOMOOIMTONIEHUS, IEHKOTICHUS; PEIKO — MAHIIUTOTICHUS.

Hapywenus co cmoponsbt ummyHHOU cucmembl: HEYACTO — PEAKLUUU TUIEPUYBCTBUTEIHLHOCTH;
PEAKO — aHTMOHEBPOTUYECKUI OTEK.

Ilcuxuueckue HapywieHus. 4acTO — HapylICHHWE CHA; HEYACTO — YYBCTBO TPEBOTHU; PEIKO —
CIyTaHHOCTb CO3HAHUSI.

Hapywenus co cmoponsl HepeHolU cucmempl: 9acTO — TOJOBHAas O0Jb, MapecTe3nH; HEYacTo —
TOJIOBOKPY)KEHUE, JAUCTEB3HsI, TUTIECTE3MUs, TUIIEPECTE3HsI, TPEMOP; OUYEHb PEIKO — CYAOPOTH,
TUMEeCTe3Us U TeTaHus (Pa3BUBAIOIINECS BCIECICTBUE THUIIOKATBIIHEMHIH).

Hapywenus co cmoponvl opeana 3penus: 4acTo — KOHBIOHKTUBUT; HEUACTO — «PA3MBITOCTH)»
3peHUsl; PeIKO — YBEUT.

Hapywenus co cmoponsi cepoya: peaxo — Opanaukapaus, apuTMus (pa3BUBAIOIIASICS BCIEACTBHE
THUIIOKAIBIUEMHH ).

Hapywenus co cmoponst cocydog: 4acTo — MOBBIIIEHUE apTEPUATLHOTO JABJICHUS, HEUACTO —
CHIDKCHHE apTePUABHOTO JIaBICHUS

Hapywenusa co cmoponsl 0bixamenvHot cucmemyl, 0p2aHo8 2pyOHOU KIemKU U CpeooCmeHUs..

HCYACTO — OJbIIIKA, KallIC]Ib, PCAKO — UHTCPCTULINAJIbHAA 00JIe3Hb JICTKHX.

8
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HEYacTo — auapes, 00Jb B )KUBOTE, AUCIIETICHS, CTOMATUT, CyXOCTh BO PTY.

Hapywenus co cmopomnst Kodxcu u nOOKONCHbIX MKAHel: 9acTO — TOBBIIICHHOE TOTOOT/ICICHNUE;
HEYacCTO — 3y, CHINb (BKIIIOYAsk )PUTEMATO3HYIO H MaKyJIE3HYIO).

Hapywenus co cmoponsl mbluieuHotl, cKelemHou U COeOUHUMeNbHOl MKAHU: 9acTo — 00Jb B
KOCTSIX, MUQIITHS, apTPajrusi, FTeHePATM30BaHHbBIC OO0JIH, TYTOMOABIKHOCTh CyCTaBOB; HEYAaCTO—
HEKPO3 YETIOCTH, MBILICYHBIE CYI0OPOTH.

Hapywenus co cmopoHvl nouex u Mouegbl800sAWux nymeli: 9acTo — HapymeHne QyHKINN MOYeK;
HEYacTO — OCTpas oYeyHasi HeJJOCTaTOYHOCTh, TeMaTypusl, IPOTEHHYPHSI.

Obwue napywenus u peakyuu 8 mecme 86e0eHus. 4acT0 — PeaKkIusi OCTPOil (a3bl, MOBBIIICHUE
TEeMIlepaTypbl Teja, TPUIINONOA0O0HBINH CHUHIAPOM (BKIIIOUaroliee oOliee HEJOMOraHue, 03HOO,
YYBCTBO HEIOMOTAHUS, «IIPHIUBBI»), NepudepruuecKre OTeKH, acCTCHUS; HEYacTO — PEakKlus B
MecTe BBeAeHus (00b, pa3apaxkeHne, OTEYHOCTh, YIUIOTHEHNE, TOKpAaCHEeHNE), 00JIb B TPYIAHON
KJIETKE, YBEIIMYCHNE MACCHI TEJa; PEIKO — apTPUT U OIyXaHUE CYCTaBOB KaK CHMIITOM PEaKIIHU
OCTpOH (ha3wl.

Jlabopamopmuvie u uHcmpymenmanbHvle OaHHble: OYE€Hb 4acTo — TumnodocdaTeMus; 4acTo —
MOBBIIICHUE KOHIICHTPAIIMM KPEATHHWHA M MOYEBHHBI B CHIBOPOTKE KPOBH, THIIOKAJIBIIHEMUS,
HEYacTO — TUIIOMarHUEeMUsl, THIIOKAIUEMUST; PEIKO — TUIIEPKAIHEMUsl, TUTICPHATPUEMHSL.
Crnenyer uMeTh B BHIY, YTO TIpU NPUMEHEHHWH Apyrux OuchocpoHATOB y MAIUEHTOB C
OpPOHXHMATHLHON aCTMOM, YYBCTBHTEIBHBIX K AllCTHIICATUIIMIOBON KHCIOTE, OTMEUAINCH CITydau
OpoHxocma3Ma, OJJHaKO MTPH IPUMEHEHUH npenapata Pe3opba qaHHOTO sSIBIICHUS HE HAOIIO1aIOCh.

HexenatenbHple peaklMy I10 JIAHHBIM CHOHTAHHBIX OTYETOB M JIMTEPATYPHBIX COOOIICHUN
(4acToTa HEM3BECTHA)

Hapywenus co cmopomnvl ummyHHOU cucmemyl. aHAQUIAKTUIECKAs] PEaKIHs/IIOK.

Hapywenus co cmoponul HepsHOUL cucmembl. COHITUBOCTb.

Hapywenus co cmoponbvl opeana 3peHus:. SITACKIEPUT, CKIEPUT U BOCTIANUTEIbHBIEC 3a00JICBaHUS
OpOUTEHI.

Hapywenus co cmoponwl cepoya’ GuOpHILIIALUS IPEACEpaNH.

Hapywenua co cmoponbl cocyoos. CHIKEHUE apTepUabHOTO IaBJICHUS, NPUBOJIICEe K
0OMOpPOKY WJIM IHMPKYJIITOPHOMY KOJUIAIICYy, B OCHOBHOM Yy TAIlMEHTOB C (DaKTOpaMu pHUCKa.
Hapywenusa co cmoponsl ObixamenvHol cucmemvl, OpeaHo8 epyOHOU KIemKU U CPeooCmeHUs.
OpoHXOCTa3M.

Hapywenus co cmopomwl Kodicu U NOOKON#CHbIX MKaHell: KpaTUBHULIA.

Hapywenus co cmoponvl MvluieuHoll, CKelemHou U COeOUHUMENbHOU MKAHU. BHE3AIHOe
BBIPQ)KEHHOE OTPaHUYECHHE MOJBMKHOCTH CYCTaBOB W/WIM TsDKEJIas U B HEKOTOPBIX CIydasx
OTpaHUYMBAIOLIAsT TPYJOCIOCOOHOCTh 0O0JIb B KOCTSX, CYCTaBaxX W/WJIM MBIIILAX, ATUIHYHbIE
1oJIBepTeibHbIE U Auadu3apHble NepeIoMbl OeJPEHHON KOCTH.

Onucanue OTACNbHBIX He)KeNaTSAbHBIX PeAKIINT

Hapywenue ¢pynxyuu novex

[Tpumenenue npenaparta Pe3op0a acconmupoBanioch ¢ pa3BUTHEM HApYIIEHUS (YHKIUH MOYEK.
[Ipy npumeHeHuM mpenapara B KIMHUYECKUX HCCIEAOBAHUAX C MLEJIbI0 MPO(UIAKTUKA
OCJIO’)KHEHUH CO CTOPOHBI CKEJETa y MAIMEHTOB C PaCIpOCTPAHEHHBIMH 3JI0Ka4€CTBEHHBIMU
HOBOOOPA30BaHUSMH C IMOPAXKEHHWEM KOCTEH 4YacToTa BO3HMKHOBEHHUS HapylIeHUs (yHKLIUU
MIOYEK, CBS3aHHOTO C NPUMEHEHHWEM IMIpernapara, paclpeseieHa CIeAYIoIUM 00pazoM:
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JIETKUX U Jpyrue conuaneie omyxond (3,2 %). K dakTopam, KOTOpble MOTYT YBEITHUMUBATH PHCK
yXyameHus: (YHKIMMA T0YeK, OTHOCSTCA: JErWApaTaius, IpeIIIecTBYIoIlee HapyIIeHne
(GyHKIMU T0YEK, MHOXKECTBEHHBIE KYypChl JIeUeHHUsS IpernaparoM Pesopba winm apyrumu
ouchocdonaTamu, 0THOBPEMEHHOE NMPUMEHEHNE HE(PPOTOKCHUHBIX MPENapaToB WM BBEACHUE
mperapara B TEYEHHE MEHBILIEro, 4YeM pPEKOMEHIyeMbIld, Tmepuojga BpeMmeHu. OTMmeueHo
yxXyqaumieHue (yHKOIUU TOYeK, MPOTPECCUPOBAHME HApyHIeHHs (QYHKIMHM TOYEK BIUIOTH 0
MOYEYHON HEJTOCTATOYHOCTH M HEOOXOJMMOCTH B INPOBEJICHUU T€MOJHUANIN3a TOCIIE BBEICHUS
CTapTOBOM MJIM OJHOKPATHOM 7036l IIpermapaTa Pe3opoa.

Ocmeonexpos uenrocmu

[Tpu neyennn 6ucocdonaramu, B ToM 4ucie npenapatom Pe3opdba, B OCHOBHOM Y TAIMEHTOB C
OHKOJIOTMYECKHMH 3200JICBaHUSIMA OTMEYAJINCh CITy4ad Pa3BUTHS OCTEOHEKPO3a (B OCHOBHOM,
YeIIFOCTH, HO TaKXKe U APYroH JOKATU3aliH, B T.4. TA30BOW KOCTH, OCIPEHHON KOCTH U HAPY>KHOTO
CIIyXOBOTO KaHajia). Y MHOTHX MNAalMeHTOB OTMEYAINUCh MPU3HAKU MECTHOTO HMH(EKIIMOHHOTO
rpolecca, B T.4. OCTEOMHEIUT; B OOJIBIIMHCTBE CBOEM TAKOBBIE CIIydal OTMEUEHBI Y MMallMEHTOB C
OHKOJIOTUYECKMMH 3a00JI€BaHUSMHU TOCJIE SKCTPAKIUU 3y0a WM MOCIe CTOMATOJOTHYECKHX
OTepaTUBHBIX BMemarenabcTB. CyIIECTBYIOT IIMPOKO HM3BECTHbIE MHOXKECTBEHHBIE (DAaKTOPbI
pHCKa, Mpepacnoiaraioiye K pa3BUTHIO OCTEOHEKPO3a YENIOCTH, TAKUE KaK 3J0KaYeCTBEHHbIE
HOBOOOpa30BaHUs, OJHOBpPEMEHHas Tepanus (HampuMep, XUMHUOTepamnus, aHTHAHTHOTEHHbIE
mpemnapaTsl, JiyueBas Tepanus, TIIIOKOKOPTUKOCTEPOUJIbI) U COMYTCTBYIOIIHME COCTOSHUS
(Hanmpumep, aHeMus, KoaryjaonaTiuu, HHGEKINH, MPEANIecTBYoee 3a00JeBaHue TTOJOCTH PTa).
HecmoTps Ha TO, YTO MPUUYMHHO-CIIEJICTBEHHAs! CBSI3b HE YCTAaHOBJIEHA, LielecooOpa3Ho n3berarhb
CTOMATOJIOTUYECKUX OIEPaTHBHBIX BMEIIATENIBCTB B CBSI3U C BO3MOXHOCTBIO OTCPOYEHHOTO
BBI3JIOpOBJICHUS. VICXONs M3 JIOCTYNMHBIX JAHHBIX, YacTOTa Pa3BUTHS OCTEOHEKPO3a YENIOCTU
CBSI3HA C XapaKTEpOM OIyXOJH (paclpoCTpaHEHHBIH paK MOJOYHOM >Kee3bl, MHOKECTBEHHAs
MHEIIOMA).

Peakyusi ocmpoti ¢pazwei

JlaHHas HeXenaTenbHas Peakus NPeICTaBIsIeT COOOH KOMILIEKC CHMIITOMOB: MOBBIIICHUE
TeMIlepaTypbl Tena, obmas ciabocTh, 0OMb B KOCTSAX, O3HOO, TPUIIMONOAOOHBIA CHHIPOM.
OObIuHO HaUMHAETCs B MHTepBaie < 3 nHs nocie uHdy3uu npenapata Pezopba. Peakuus takxe
YIIOMHUHAETCS C HCIOJIb30BaHUEM TEPMHHOB «TPHUIMIONOAOOHBIC» WM  «IIOCTI030BHIC»
cuMITOMbI. CUMIITOMBI OOBIYHO Pa3peIIatoTCcsl Yepe3 HECKOJIBKO JTHEH.

Quobpunnayus npedcepoutt

B 0/1HOM U3 KIMHUYECKUX UCCIIE0BAHUHN NPU IPUMEHEHHH 30JI€JPOHOBOM KUCIIOTHI B T€UEHUE 3
JIeT y NallMEeHTOB € MOCTMEHONAY3aJbHBIM OCTEONOPO30M (B 7I03€ 5 MT' OJMH pa3 B Tof) oOImas
yacTtoTa pa3BUTUS GUOpMUIALUM npenacepauit coctasimsuia 2,5 % (96 uenoBexk u3 3862) mo
cpaBHenuto ¢ 1,9 % (75 w3 3852) B rpynne utane6o. Yactora pa3BuTHS (UOPHILUISLAN
IpeacepaAnii, COPOBOKIAAIOLIUXCS TSHKEIBIMU FeMOJMHAMUYECKUMHU HAPYIICHUSIMH, COCTABIIsIIA
1,3% (51 u33862) u 0,6 % (22 u3 3852) 1151 307€APOHOBOM KUCIOTHI U TUTa1e00 COOTBETCTBEHHO.
[TooOHBIN ucOamaHC HE OTMEYAJCs B APYIMX KIMHMYECKHX HCCIETO0BAHHIX 30JIEAPOHOBON
KHCJIOTHI B 7I03€ 4 MI' OIMH Pa3 B 3—4 HeJeNnu y MalueHTOB ¢ OHKOJIOTHYECKUMU 3200JI€BaHUSMH.
[IpyunHa TOBBIMIEHUS YAaCTOTHI pa3BUTUA (GUOpWUIILMKA Tpencepauit Ha QoHe Tepanuu
30JI€JPOHOBOM KHMCJIOTOW Yy MAIMeHTOK C IOCTMEHOMAay3aJbHBIM OCTEONOPO30M B JIAaHHOM
UCCIIE/IOBAaHUH HE YCTAHOBJICHA.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 10.06 :E':IE-i Nz 11504 _
Coo0I11IeHHE 0 MOJI03PEBAEMbIX HEKEIaTeIbHbI peaKUHﬁQ'-' CNENOBATENBEHOCTE 0001)

BaxxHo cooOmarb O I0A03PEBAaEMBIX HEXKENATEIbHBIX PEAKIUSAX IIOCIE€ PErucTpanuu
JICKapCTBEHHOTO TpernapaTa ¢ Leibio 00eceyeHnss HenpepbIBHOIO MOHUTOPHHTA COOTHOIICHUS
«I0J1b3a — PHUCK» JIEKAPCTBEHHOTO Ipenapara. MeIuIUMHCKUM pabOTHHKaM PEKOMEHIYETCs
coo0ImaTh O JIIOOBIX IOJI03PEBAEMBIX HEXENATENbHBIX PEAKIHSIX JEKapCTBEHHOTO Mperapara
4Cpe3 HAIMOHAJIIBHBIC CHUCTCMBI COO6HI€HI/I$I 0 HCKCIIATCIIbHBIX PCAKIUAX TOCYAapCTB—YJICHOB
EBpa3uiickoro 3KOHOMHUYECKOTO CO03a.

Poccniickas @enepanns

®denepanpHas cnyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUs

Anpec: 109012, r. Mocksa, CnaBsiHCKast TUIOIIa b, 1. 4, ctp. 1

Tenedon: +7 800 5509903

DnexkrponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B MH(OPMALIMOHHO-TEIEKOMMYHUKATUOHHON ceTu «MHTEepHET”:
www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMITOMBI

[Ipu ocTpoii mepeno3upoBKe 30JICIPOHOBON KUCIOTHI BO3MOYKHBI HapyIICHUSI (PYHKIIUU TOYEK,
BKJIOYasi TIOYEUHYI0 HEIOCTaTOYHOCTh, HW3MEHEHHUS JJIEKTPOJIMTHOTO COCTaBa, BKIIOYas
KOHLIEHTpPALMIO Kalblus, GocdaToB U MarHus B Iiia3Me KpOBH.

Jleyenme

[Tpu coygaiino# mepeao3upoBKe MAIMEHT JOJKEH HAXO0IUThCS MO/ MOCTOSIHHBIM HAOII0ICHUEM.
B ciydae  BO3HMKHOBEHHS  THNOKAJIBIIMEMHH,  COMPOBOXKIAIOMIECHCS  KIMHUYECKUMU
MIPOSIBJICHUSIMH, TTOKa3aHO MPOBEACHUE MH(Y3UN KaJIbIIH TJIOKOHATA.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. @apmakoguHaAMHYeCKHe CBOWCTBA
dapMakoTepaneBTHYECKass TpyIa: CPeACTBa I JICYCHHsS 3a00JIeBaHUN KOCTCH; CpeICTBa,
BIIMSIFOIIME HA CTPYKTYPY U MUHEPAIN3ALUIO KOCTeH; OucdochoHaTHI.

Kong ATX: MO5BAO0S8

MexaHu3M sieiicTBUS
3051eJpOHOBAasi KUCIIOTa OTHOCHUTCS K BBICOKO3((eKkTUBHBIM OucdochonaTam, u30HpaTeIbHO

JIEUCTBYIOIMM Ha KOCTHYIO TKaHb. llpenmapar mnopaBnseT pe3opOLMI0O KOCTHOM TKaHH,
BO3JICHCTBYs Ha ocreokyacTbl. CenekTuBHOe JeiicTBue Ouc(ochoHATOB HAa KOCTHYIO TKaHb
OCHOBAHO Ha BBICOKOM CPOJICTBE K MUHEPAIN30BAaHHON KOCTHON TKaHHU. TOYHBIN MOJIEKYIAPHBIN
MeXaHU3M, OOecleYrBalOIMi WHrHOMPOBAHUE AKTMBHOCTH OCTEOKJIACTOB, JIO CHUX OCTaeTCs
HEBBISICHEHHBIM.

30J1€eIpoHOBasE KUCJIOTa HE OKa3bIBAaeT HEKEJIaTelIbHOTo BO3JEHCTBUA Ha (QopMUpOBaHHE,
MUHEPAIN3ALUI0 1 MEXaHUYECKUE CBOUCTBA KOCTH.

[Tomumo MHrHOUpYIOLIEro ACHCTBUS HAa Pe30pOLMIO KOCTH, 30JIeIpOHOBas KUCIOTa oOiamaer
IIPOTHBOOITYXOJIEBBIMU  CBOMCTBaMH, oOecreunBaromuMu  3(PPEeKTUBHOCTD Mpemnapara Mpu
MeTacTa3ax B KOCTSIX.
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In vivo: uHruOupyer pe3opOIHMI0 KOCTHOM [KaHH I ekt TEMetiter Tl\EixI'%p'O'é}Seﬂy

KOCTHOTO MO3ra, MNPUBOAUT K CHUXKEHHIO pOCTAa OMYXOJIEBBIX KIETOK; IPOSIBIIAET
AHTHAHTUOTEHHYIO0 aKTUBHOCTH. [10o1aBIeHNe KOCTHOM pe30pOIny KITMHHYECKH COMTPOBOKIAETCS,
B TOM YHCJIC, BEIPAKCHHBIM CHIDKEHHUEM OOJIEBBIX OIIYIICHUH.

In vitro: unruOupyer npoaudeparuo 0cTeo071acTOB, MPOSBISET MPIMYIO IIUTOCTATHYCCKYIO U
MPOANONTOTUYECKYI0  AKTUBHOCTD, CUHEPIMUYHBIM  LUTOCTaTHUYeCKUM  3PeKT ¢
MIPOTUBOOITYXOJIEBBIMU IIpENapaTaMM; AaHTUAATNE3UBHYI0O M AHTUMHBA3UBHYIO AKTHBHOCTbD.
Knnanueckast 3 heKTHBHOCTD M 6€3011aCHOCTh

3oneApoHOBas KUCJIOTa, Onarogaps CUMHEpruuHoMy 3¢ (deKTy, B KOMOMHAIMU C TOPMOHAIbHON
Tepanuend Wid XUMHUOTEPANUEH MOJaBisieT mpoiudepaluio U HHAYIUPYET aronTo3, OKa3bIBaeT
HETIOCPEACTBEHHOE MPOTHBOOIMYXOJIEBOE JCHCTBHE B OTHOIICHUH KJIETOK MHEIIOMBI YeJIOBEKa U
paka MOJIOYHOM JKeJie3bl, a TAKXKE YMEHBIITAET MPOHUKHOBEHNE KJIETOK paKa MOJIOYHOMN YKEJIe3bI
YeJIOBEKa 4Yepe3 SKCTPALCUTIOJSIPHBIA MAaTPUKC, YTO CBUICTEIBCTBYET O HAIWYUU Yy HeEe
AHTUMETACTaTUYECKUX CBOWCTB. Kpome TOro, 30JIeIpOHOBAas KUCIOTa HMHTUOUPYET
npojudepanno KIETOK SHAOTENNS 4YelOBeKa W JKMBOTHBIX M OKAa3blBa€T aHTUAHTHOTCHHOE
NEHCTBHE.

VY 00JBHBIX paKOM MOJIOYHOM KEJIE3bl, PAKOM MPEACTATEILHON JKeJIe3bl U IPYTUMHU COJTUIHBIMU
OMYXOJISIMH C METaCTaTHUECKUMHU MOPAKEHHUEM KOCTEH 30JIe[pOHOBAs KUCJIOTa MpPEeA0TBpaIlaeT
pa3BUTHE MATOJOTHYECKUX MEPEIOMOB, KOMIPECCUU CIMHHOIO MO3Ta, CHIKAeT MOTPeOHOCTh B
MIPOBEJICHUU JIyueBOM Teparmuu M ONEPAaTUBHBIX BMEUIATENLCTB, YMEHBIIAET OITyXOJIEBYIO
runepkansimemuto. [Ipemapat cnocoOeH caep uBaTh MPOrpeccCHpoBaHUE 0OJIEBOTO CHHAPOMA.
JleueOnbIit >(pPexT MeHee BHIPAKEH Yy MAlMEHTOB C OCTEOOJIACTUYECKMMH OdYaraMu, 4eM C
OCTEOJIUTUYECKUMH.

YV 607BHBIX MHOKECTBEHHON MUEIIOMOM M paKOM MOJIOYHOM >KeJie3bl TP HATUINH KaK MUHUMYM
OJIHOTO KOCTHOTO oyara 3¢¢eKTUBHOCTH 30JEAPOHOBOM KHCIOTHI B J03¢ 4 MI' CpaBHMMa C
MaMUJIPOHOBOM KUCIOTOH B 103€ 90 M.

Y OoNbHBIX C OIyXOJEBOW THIEpKaJbIIMEMHE JeicTBUE Tpenapara XapaKTepHu3yercs
CHIDKCHHEM YpPOBHS KallbLiusi B CHIBOPOTKE KPOBU U BBIBEACHUS Kaiblus noukamu. CpeaHee
BpeMsi IO HOPMaJIM3allui YPOBHS KalblKs cOCTaBisgeT okoio 4 aueit. K 10-my qHIO KOHLIEHTpanus
Kampiusi  HopMmanm3yercss 'y 87-88 % OombHbix. CpeaHee Bpemsi OO0  peluauBa
(CKOpPEKTUPOBAHHBIN MO albOyMHHY ypOBEHb KaJbLIMS CBIBOPOTKM HE MeHee 2,9 MMOIIb/M)
cocrapinseT 3040 qHeil. 3HAYUMBIX paznTuunii MeX 1y 3Q(HEKTUBHOCTHIO 30JI€APOHOBOI KHUCIIOTHI
B J103aX 4 MT ¥ 8 MT [IPH JICYCHUH TUNIEPKATBIIUEMHH HE HAOII0JaeTCs.

HccnenoBanusi He BBISABISIIOT 3HAUMMBIX pa3NUYMii B OTHOIIEHWHM YACTOTHI U TSHKECTH
HeXKeNaTeNbHBIX peaklnii, HaOII0AaBIINXCS Y MAIUEHTOB, MOJIYYaBIIUX 30JI€APOHOBYIO KUCIOTY
B J03ax 4 mr, 8 Mr, mIaMUAPOHOBYIO KUCIOTY B 03¢ 90 mMr wiu ruianebo Kak Ipu JICYeHUU
METAacTa30B B KOCTH, TaK U TUNIEPKATBLIUEMHUHU.

5.2. DapMaKOKHHETHYECKHUE CBOWCTBA

JlanHbple 1O (papMaKOKMHETHKE IMPH MeTacTa3aX B KOCTH IOJyYEeHBI IOCJIE OJHOKPATHBIX H
MOBTOPHBIX 5- mwnu 15-mMunyTHBIX MHOY3ui 2, 4, 8 u 16 Mr 301eApOHOBOI KHCIOTH y 64
narureHToB. GapMaKOKMHETHUYECKHE TTapaMeTphl HE 3aBUCAT OT J03bI ITperapara.

AOGcopbrms
[Tocne Havyana uHQY3MH KOHICHTpAIMS 30JICAPOHOBOW KHCIOTHI B CBIBOPOTKE KPOBH OBICTPO

YBCIUYHUBACTCA, AOOCTHUTad IMHMKA B KOHIEC I/IH(pyl’)I/II/I, Aaajiee Ciaeaycer GBICTpOC YMCHBIUICHUC
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xonnentpamn na 10 % mnocte 4 wacor u pa mendt! el S0P niiied | roeHe T2403ddds ¢

MOCIIEIOBATEIbHO TPOJIOHTMPOBAHHBIM MEPUOJIOM HU3KHX KOHLEHTPAIMH, HE NMPEBBIIIAIONTUX
0,1 % oT MakCUMaJILHOM 10 TOBTOPHOM MH(DY3UM Ha 28 NIEHb.

Pacnopenencnne

[ToxazaHo HHU3KOE CPOACTBO 30JIEAPOHOBON KHCIOTHI K KIIETOYHBIM KOMIIOHEHTaM KPOBH, CpeIHEE
OTHOIIICHHE KOHIICHTPALMU B LIEIBHOM KPOBH K KOHLIEHTPAIMH B T1a3Me KpoBu cocrasiset 0,59
B muanazoHe KoHueHTpamuid ot 30 ur/mi 1o 5000 Hr/mut. CBs3pIBaHHE ¢ OEITKaMH TJIa3MbI KDOBH
HU3KOE, JIOJIsI HecBsi3aHHOW (pakiuu coctaBisier 60—77 % W HE3HAYHTEITHHO 3aBHCHT OT
KOHIIeHTpaumu npemnapata (ot 2 ur/mi 1o 2000 Hr/mo).

Buorpauncdopmariis

30JieIPOHOBAsI KUCIIOTA HE TOIBEPTaeTCsi METa00JM3MY U BBIBOJUTCSA TIOYKAMH B HEU3MEHEHHOM
Buje. [To JaHHBIM, MOJYyYEHHBIM IN VItro, 30J1eJpoHOBas KUCIOTa HE MHTHOUpPYET H30(hepMEHTHI
cucteMbl nutoxpoma P450 venmoBeka u He mojBepraeTcss OnoTpaHchopMaIiy, 4TO MO3BOJISET
MPEANOJIOKHUTH, YTO COCTOSTHUE (YHKIIUM TEUYEHU HE BIHUAET CKOJIbKO-HUOY/b CYIIECTBEHHO HA
(hapMaKOKMHETHKY 30JI€IPOHOBOM KUCIIOTHI.

OIuMHUHAIUS
3oJieIpOHOBAsi KUCIIOTa, BBEJICHHAsS BHYTPMBEHHO, BBIBOJUTCS MOYKAMH B TPHU dTama: ObICTpoe

nByx(a3zHoe BBIBEJACHHUE Ipenapara U3 CUCTEMHOW ITUPKY/SIAUA C TIEPUOJTaMH TTOTYBBIBEICHUS
0,24 9 u 1,87 4 u anurenpHas ¢aza ¢ KOHEYHBIM TEPHOJIOM TOTYBBIBEICHUS, COCTABJISIONINM
146 4. He otMeueHO KyMyJsIIMU TIpenapara Mpy MOBTOPHBIX BBEACHUSAX Kaknable 28 mHei. B
TeyeHue MepBbiX 24 y B Moue oOHapyxkwuBaeTcs 39+16 % BBemeHHOW A03bl. OcTalibHOE
KOJIMYECTBO B OCHOBHOM CBSI3BIBAETCS C KOCTHOM TKaHBIO. 3aTeM MEIJIEHHO IPOUCXOIUT
00paTHOE BHICBOOOXKICHHUE 30JICIPOHOBOM KUCIOTHI M3 KOCTHON TKaHHW B CUCTEMHBIM KPOBOTOK U
ee BeIBeZicHUE rmoykaMu. OOmuid Ia3MeHHbBIN KIMpEeHe Tpenapara coctaisieT 5,04 £ 2.5 n/4 u
HE 3aBUCHUT OT J03bI Ipemnapara, Ioja, BO3pacTa, pacoBOM MPHHAMJIEKHOCTH M MAacChl Tela
MalKueHTa. YBEJIMYCHHE BPEMEHM HHPY3MH C 5 10 15 MHHYT TPHUBOAWT K YMEHBIICHHIO
KOHIICHTPAIIUH 30JIeAPOHOBOM KUCIOTHI Ha 30 % B KOHIlE MH(Y3UH, HO HE BJIMICT HA IJIOMIA/b
101 KpUBO# «KoHIEeHTparusa-speMs» (AUC).

dapMaKOKHHETUYECKUE HCCIEIOBaHUs y MallMEHTOB C TUMEpPKaJbIIUEMHUEH WM HapyIICHHEM
(GYHKIMY IEYeHU HE TPOBOIMIIUCH.

Uepes kuiIeyHUK BBIBOIUTCS MeHee 3 % 03Bl Ipenapara.

dapMaKOKMHETHKA Y PA3IUYHBIX IPYIIN MAIITMEHTOB

Ilon, so3pacm u pacosas npuHaodies’HCHOCMb

[To manHbIM Tpex (hapMaKOKMHETHYECKHUX HCCIEAOBAHUN y MAlMEHTOB C OHKOJOTUYECKUMU
3a00JIeBaHUSIMU C METAcTa3aMH B KOCTH HE BBISBIICHO BIIMSHHUS MaccChl Tena, Bo3pacta (oT 38 1o
84 net), moya U pacoBOi MPUHAICKHOCTH Ha KITUPEHC 30JIEIPOHOBOM KHCIOTHI.

IloyeyHas HEAOCTATOYHOCTh

[Toueunslii knupeHc 3051e1poHoBOM KucioThl koppenupyet ¢ KK u cocrasisier 75+33 % ot KK,
MoKa3aTeslb COCTAaBMII B cpeaneM — 84429 mi/mMuH (auana3zon 22—143 mu/MuH) y 64 NanyeHTos,
BKJIIOUEHHBIX B HCCIIEI0OBAaHUE. AHAIU3 MOMYJIALMH MOKa3all, YTO y MAlMEHTOB C HapyLIEHUEM
¢bynkuuu mouyek ymepeHHoi cremenu Tspkect (KK 50 mi/mMuH) paccumTaHHBIM KIUpEHC
30JIEAPOHOBOM KHUCIIOTBI COCTaByIAeT 72 % OT 3HA4YEHMs KIMPEHCAa 30JIEAPOHOBOM KHCIOTHI Y
narnuenToB ¢ KK > 84 mir/mun.
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JlanHble apMAKOKMHETHKU Tpenaparta y NanubHToB ¢ hApyiicHier byaktim toke Brdémoit

crenenu (KK menee 30 Mi1/MUH) OrpaHUYEHBI.

IleueHouyHas HEIOCTATOYHOCTh

Her nanHpIX, omMchIBaromuX (apMaKOKHMHETUKY 30JIEAPOHOBOM KHCIIOTHl Yy MAlUEHTOB C
HapyiieHueM (QyHkuuu nedeHu. [1o naHHBIM, ModydeHHBIM IN VIVO, 30JieipOHOBast KUCIOTA HE
UHTHOMpYeT u30(epMEeHTHl CHUCTeMBbl 1uTOXpoma P450 uyemoBeka u He MOABEpraeTcCs
ouorpancopmanmu. B wmccnemoBaHUSX Yy OJKMBOTHBIX MeHee 3 % BBEACHHOW 03Bl
0OHApYXHUBAJIOCh B (heKaUAX. BBHIMIEN3TI0KEHHOE MO3BOJISET MPEAIIONIOKUTh, YTO COCTOSIHUE
(YHKIMY [T€YEHH HE BIIMSET CKOJIBKO-HUOY/b CYLIECTBEHHO Ha (PapMaKOKUHETHKY 30JI€JPOHOBOM
KHUCJIOTBHI.

eTu
JlanHbie Mo (hapMaKOKHWHETHKE Mpernapara y AeTe OTCYTCTBYIOT.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. [lepeyensb BcioMoraTeJbHbIX BelIECTB
JInodbunmuzar:

MaHHHUTOI

Harpus nuutparta quruapar

PactBOopuTens B aMmyiie:

Bona mist uHBeKImin

6.2. HecoBMecTUMOCTDH

Pa3Benennsbiit pacTBop mpemnapata Pe3opOa Henb3s cMenuBaTh ¢ HHPY3HOHHBIMH PACTBOPAMH,
COJIepKalliMH UOHBI KaJIbIUsl, HApuMep, pacTBopoM Punrepa.

[Ipu ucnonb3oBaHuM AJis BBeACHUS npenaparta Pezopba cTekIssHHBIX (IaKOHOB, MH(PY3MOHHBIX
CUCTEM M MEIIKOB DPAa3HbIX THUIIOB, M3TOTOBJICHHBIX U3 IMOJMBUHUIXJIOPHUAA, MOJUITHICHA U
MOJIMIIpOTIUJIeHa (TpeaBapuTenbHO 3anoiaHeHHbIX 0,9 % pactBopom HaTpus xiopuaa uiu 5 %
pacTBOpOM  JEKCTPO3bI), KAKUX-TUOO TPU3HAKOB HECOBMECTUMOCTH C IMpemapaToM He
0OHapyKEHO.

JlaHHBIN NEeKapCTBEHHBIN IMpemapaT He CcleayeT CMeIlMBaTh C APYTMMHU JIEKapCTBEHHBIMU
npemnapaTamu, 3a UCKJIIOUEHUEM YIOMSHYTHIX B pasjene 6.6.

6.3. Cpok rogHocTH (CPOK XpaHeHHS )
JInodunuzar — 3 roxa
PactBopurens («Boaa uis uabekuuii») —5 net

IIpuroToBaeHHBIA PACTBOD
[IpUroToBIIEHHBIN PACTBOP KEJTATEIBHO HUCIIOJIb30BATh HENMOCPEACTBEHHO MOCIE
NpUroTOBJIEHUs. Hencnonp30BaHHbINA pacTBOP MOXKHO XPAHUTh B XOJIOAWIBHUKE IIPU

temnepatype +2—-8 °C He 60iee 24 .

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHUH
XpaHUTh B 3aIUILIEHHOM OT CBETAa MECTE IPH Temiieparype He Boiie 25 °C.
VYcnoBus XpaHEHUS MOCIIe BOCCTAHOBIICHHS JIGKAPCTBEHHOT'O TIperapaTa cM. B paszene 6.3.

6.5. XapakTep u coaepkaHue NePBUYHON YIAKOBKH
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JInopunuzar, conepxamuii 4,0 Mr 3o01eapoHOBON l'égéﬁéTlll:-‘%g %EE&'&JE@ 1d 26&3Bd Amoe

BEIIECTBO), MOMEMIAIOT BO (PJIAKOHBI TEMHOTO HEHUTPAIILHOTO CTEKJIa BMECTUMOCTBIO 10 Mut miu
BO (DJTaKOHBI TEMHOTO HEWTPAJIbHOTO CTEKJIAa MEPBOr0 THAPOIMTUYECKOTO Kilacca, repMETHYHO
YKYHNOpEHHBbIE MPOOKaMHU W3 PE3UHBI MM U3 OpOMOYTHIIOBOTO KaydyKa WM XJIOPOYTHIIOBOTO
Kaydyka ¥  KOJIAaYyKaMH  QIIOMHUHUEBO-TUIACTHKOBBIMH. Ha  ¢uiakoHBl  HaKJIeHBaroOT
CaMOKJICSIIIIYIOCS] ITUKETKY.

ITo 5 mn pactBopuTens («Boaa ayis MHBEKLMID) B aMITyllbl HEUTPAJIBHOTO CTEKJIA, UMEIOIINE
KOJIBIIO HATSDKEHUS Ui BCKPBITHS WIM C TOYKOM pasmoma. Ha ammynbl HakjiewBaroT
CaMOKJICSIIIIYIOCS] ITUKETKY.

1 dnakon ¢ npenaparom wiu 1 ¢rakon ¢ npenapatom u 1 ammyny ¢ pactBoputesnem («Boma mis
WHBEKIHNI») TIOMENMAIOT B KOHTYPHYIO SIYEHKOBYIO YIAKOBKY M3 IJICHKH TOJMBHHUIXJIOPUIHOM
WU TUIGHKW W3 TMOJudTHIeHTepedTanaTa. 1 KOHTYpHYIO suelWKoByrO ymakoBKy (1 duakoH c
npenapatoM win 1 ¢uiakoH ¢ mpenapatom u 1 ammyiy ¢ pactBoputesnem («Boaa st UHbEKITU))
Y MHCTPYKIIHIO 110 METUIIMHCKOMY TIPUMEHEHUIO TTOMEIIAIOT B KAPTOHHYIO MAUKY.

Ha mauky HaHOCSAT MapKUpOBKY THHOTPA(CKUM CIIOCOOOM.

KomrnekT paccuntan Ha oHY UHY3HIO.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH TPHM  YHUYTOKEHHH  WCHOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WM OTX0JA0B, MOJY4YEeHHbIX IOcJe TPUMEHEeHUs:
JIEKAPCTBEHHOT0 MpenaparTa u Apyrue MaHUMYJISIUYU ¢ TIPenapaToM

Het oco0p1x TpeboBaHU# K yTHIIU3AIUH.

Crioco0 npuUroToBICHUS pacTBopa

PactBOp HEOOXOIMMO FOTOBUTH B aCENTHYECKHUX YCIOBUSX; 4 MI' paCTBOPUTH B 5 MJI BOJBI JJIs
WHBEKIHI, OCTOPOKHO BCTPSIXHYTh JI0 MOJHOrO pacTBopeHus. [lomydeHHBII pacTBOp C
HeobOxouMoi 10301 pasBectu B 100 M 0,9 % pactBopa HaTtpus xuopunaa win 5 % pactBopa

JEeKCTpo3bl. Henb3s ucmonb30BaTh pacTBOP, COACPIKAIINN KaIbIUil.

[lepen BBemeHMEM pacTBOp, XPAHUBIIUKCA B XOJOIMIBHUKE, CIEAYeT COTPeTh IO KOMHATHOMN
TeMIieparypbl. Bech ocTaBimiics JeKapcTBEHHBIN MpemapaT U OTXOJbI CIEAYeT YHUUTOXKUTH B
YCTaHOBJICHHOM MOPSJIKE.

Het 0co06bix TpeOoBaHUM K yTUITH3AIUH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas ®@enepanns

AO «@apm-CuHres»

KOpuanueckuit agpec: 121357, r. MockBa, BH. Tep. I. MyHUIIUNAIbHBIN OKpyr MoskaliCKuid,
yin. Bepeiickas, 1. 29, ctp. 134, stax 4, xom. 22

Anpec: 121357, r. Mocksa, yi1. Bepelickas, a. 29, ctp. 134, opuc A403

Tenedown: +7 (495) 796-94-33

Anpec snekrponHol noutsl: info@pharm-sintez.ru

7.1. IlpeacraBuTe/Ib JepaKaTesi perHCTPALMOHHOIO YI0CTOBEPEHHUS
IIpereH3uu noTpedbuTeseil HaNpaBIATh O aJIPeECy:

Poccniickas @enepanus

AO «®apm-Cunres»

HOpunuueckuit agpec: 121357, r. Mocksa, BH. Tep. I'. MyHUIIMIIAIbHbIH OKpyr Moskaiickuii, yi.
Bepeiickas, a. 29, ctp. 134, stax 4, kom. 22
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Anpec: 121357, r. Mocksa, yi1. Bepeiickas, 1. 29, ctp. 1@',—5@1@%25?-TEHE'H':C Tb 0007)

Tenedon: +7 (495) 796-94-33
Anpec snekTpoHHOM nouthsl: Info@pharm-sintez.ru; npr@pharm-sintez.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. JATA NEPBUYHOM PEIMCTPAIIMM (IIOJATBEPXJIEHUWSI PETMCTPALINU,
HEPEPETUCTPALIMN)
JlaTa nepBOM perucTpanum:

10. AATA IEPECMOTPA TEKCTA

OO6mrast xapakTepHUCTHKA JIEKAPCTBEHHOTO mpemnapara Pe3opba moctynHa Ha MHGOPMAIMOHHOM
noptasne EBpa3uilckoro 3KOHOMHUYECKOrO CO103a B MH(POPMAIMOHHO-KOMMYHUKAIIMOHHON CeTH
«Mutepuery» http://eec.eaeunion.org/
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