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OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

3omera, 4 mr/100 mi, pacTBOp i HHQY3HI.

2. KAYMECTBEHHBINA 1 KOJIMYECTBEHHbIN COCTAB

JleiicTBytO1IIEE BEIIECTBO: 30JIEAPOHOBAs KUCIIOTA.

100 mu1 pacTBOpa COACPIKUT 30JIEAPOHOBOM KUCIOTHI MOHOTUAPAT 4,264 MTI (SKBUBAJICHTHO
30J1€IpOHOBOM KucioTe 6e3BoAHOM 4,0 Mr).

[ToJtHBI TIepedeHb BCIIOMOTraTelIbHBIX BEIICCTB MPUBEICH B passerne 6.1.

BcenomoratenbHble BeleCcTBa, HaJU4YUE KOTOPBIX HAI0 YUYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO

npenapara: HaTpuii (cM. pazaen 4.4.)

3. JEKAPCTBEHHASA ®OPMA
PactBop 11 ungyszuil.

HpospaqHas[ 6GCHBCTH3.$I KHUAKOCTD.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHus1 K NPUMEHECHHIO
IIpenapaT 3omeTa MoKa3aH K MPUMEHEHUIO Y B3POCIIBIX [IPU PA3BUTHHU CIIEIYIOIIMX COCTOSIHUM !

e MeracTas3sl B KOCTSIX HPHU 370KAUE€CTBEHHBIX COJMJIHBIX OMyXOJSIX (pak MpeacTaTeabHOM
JKeJe3bl, PaK MOJIOUHOM *eJe3bl U APYTUe) U MHO)KECTBEHHAs MUEJIOMa, B TOM YHCIIe JJIs
CHMIXCHUA pPUCKA MATOJIOTHYCCKUX IIEPCIOMOB, KOMIIPECCUMU CIIMHHOroO Moa3ra,
TUIEepKaIbIIUEMUH, 00YCIOBIECHHON OIMyXO0Jbl0, U CHUKEHUS TOTPEOHOCTH B IPOBEJICHUH
Jy4€BOM Tepanuy UM ONEPATUBHBIX BMEUIATEIbCTB Ha KOCTH.

e [unepkanmpiyieMusi, OOYCIOBJICHHAs 3JI0KAYECTBEHHBIMH OIyXOJIIMH  (COZep:KaHue

IbOYMUH-KOPPEKTUPOBAHHOTO KAJIbIHSI B CBIBOPOTKE KpoBU> 12,0 Mr/m1 [3,0 Mmmoutb/m]).

4.2. PesxuMm 103MpOBaHNS U cNIOCO0 MPUMEHEeHUs!
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[Ipenapar 3omeTa JODKEH BBOIUTH TOJIBKO KBTI HHAPOBAHHEHI-MeAHITHe R —Hepeotat—e
OTIBITOM BHYTPHBEHHOTO BBe/ieHUs Ouchochonaros.

Craenyer CKOPpEKTHUPOBAaTh ACTHAPATALUIO Y MAMEHTOB (IIPU €€ HAJUYMH) Nepes BBEIACHUEM
npenapara 3oMerTa.

PexxuM mo3upoBanus

Memacmas3vl 6 Kocmu npu COMUOHBIX 3N0KAYECTNEEHHBIX ONYXOJIAX U MHONCECTNBEHHAS MUEIOMA Y
83POCIbIX U NAYUEHINOE NONACUTO20 803PACMA

Pexomennyemas 103a coctaBisier 4 Mr kaxple 3-4 Henenu. Ciieyer 10NOIHUTENIBHO IPUMEHATD
KaJIbIMi BHYTPb B 103¢ 500 mMr B cyTku ¥ BuTamMuH D B mo3ze 400 ME B cyTkw.
Tunepranvyuemus, o0ycio61eHHAS 310KAUECNBEHHbIMU ONYXOJAMU, V 83DOCAbIX U NAYUEHMO8
NOJHCUNO20 803pACMA

[Tpu runepkanpiueMun (CKOPPEKTUPOBAHHOE 110 aTb,OYMUHY COJIEpKaHUE KAIbLUS B CHIBOPOTKE
KpoBU >12 wmr/min wnu 3 MMOIIB/N) peKOMeHayemas OJHOKPAaTHO BBOJMMAs J103a Mpernapara
cocraBisieT 4 mr. [lepen uinm Bo BpeMs HHPY3HUH clieAyeT 00eCeUnTh aJIeKBaTHYIO THAPATAIIIO
ManueHTa.

QOco0ble rpynisl MalueHTOB

HalxﬂleHl’I’Zbl C Hapyuienuem qbyHKL;uu nodex

Funepkaﬂbuuemuﬂ, O6VC]106]Z€HHCI}Z 3/10Ka4eCmeEeerHbIMU ONYXOoJaAMU

[TanuenTam c KOHIIEHTpallie KpeaTWHHWHA B ChIBOPOTKE KpoBH MeHee 400 MKMOJB/I WIn
< 4,5 mr/nn He TpeOyeTcs KOPPEeKIMs pexuma J03UPOBaHUs.

Memacmaswvl 6 kocmu npu CONUOHBIX 3/I0KAYECHBEHHbIX ONYXOJIAX U MHOMCECMBEHHAA MUejioma

Ilepen HagamoM Tepanuu IpenapaToM y BCEX MALUEHTOB CIEAYET ONPENENINTh KOHLEHTPALUIO
KpeaTHHHHA B CHIBOPOTKE KpoBHU M KikpeHce kpeaTuHuHa (KK).

Ho3a npenaparta 3omera 3aBucut oT ucxoanoro KK, paccunrannoro no gopmyne Kokpodra-
I'onra. [IpoTHBONOKa3aHO MPUMEHEHHKE MTpenapara y HalueHTOB ¢ HApYLICHUAMH (QYHKIMU TOYEK
Tsokenoi crenenn (KK<30 mu/mun).

PekoMenayemble 103bl y MAallMEHTOB C HapylleHHeM (QYHKIUH TOYEK JIETKOW W yMEpeHHOMH

crenenu Tsoxectd (3HaueHHss KK 30-60 mi/MuH) prUBeICHBI HUXKE.

HcxonHoe 3HaueHHEe KIIMPEHCa KpeaTHHUHA Pexomenmyemas jio3a npenapara 3oMeTa
(m11/MuH)
>60 4,0 Mr
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50 - 60 3,5-mr
40 - 49 3,3 mr
30-39 3,0 Mr

[locne Hauvana Tepanmuu CcJlE€AyeT IPOBOAUTH OIPENEICHUE KOHLEHTpAallUd KpeaTMHWHA B
CBIBOPOTKE KPOBH II€pe] BBEACHUEM KaXKJIOM IOCIEAyoUer 1036l penapara. [Ipu BeiiBIeHUN
HapylleHus: QYHKIMU [OYEK OuepeHOe BBEJCHME Ipernapara 30MeTa CleAyeT OTIOXHUTh. B
KJIMHUYECKUX UCCIIEI0BaHUAX YXYALICHUE QYHKINHU OYEK ONpeAessUIN CIeAYOIHUM 00pa3oM:

- Y NALMEHTOB C UCXOHOM KOHLIEHTpalMel KpeaTHHNHA B CBIBOPOTKE KPOBU B IIpe/ieIax HOPMbI
(<1,4 mr/mn) — yBenuueHne KOHIICHTPALUU KpeaTHHUHA B CHIBOPOTKE KpoBu Ha 0,5 mr/m;

- y MalUEHTOB C OTKIOHEHUSMHU MCXOJHON KOHLIEHTPALMM KpEeaTHMHUHA B CHIBOPOTKE KPOBU OT
HOpMBI (>1,4 MI/u1) — yBeIMueHNe KOHIEHTPALUU KpeaTHHUHA B CHIBOPOTKE KPOBU Ha 1 Mr/aj.
Tepanuto mnpenaparom 3oMeTa BO300OHOBJSIOT TOJIBKO II0CJIE€ TOrO, Kak KOHLEHTpalus
KpeaTMHHHA B CBIBOPOTKE KPOBU JAOCTUIaeT 3HaueHul B npenenax +10% oT ucxoqHow, B TOi xe
7103€, KOTOpasi IpUMEHsIIaCh 10 IPEPbIBAaHUS JICUCHUS.

JI11s IpUroTOBIIEHHs yMEHbIIEHHOM 103kl Tpenapata 3omeTa™, pacTBop anst uHdy3uii 4 mr/100 Mo,
CIIEyeT YOauTh W3 (PJIaKOHA COOTBETCTBYIOLIMI OO0OBEM pacTBOpa JUisi MHQY3HWH mpemapara

3omera®

B 3aBUCUMOCTH OT ucxoaHoro KK (cM. Tabiuity HUKe) ¥ 3aMECTHTh COOTBETCTBYIOIIUM
oobemMoM crepuibHOro 0,9% pacTBopa HaTpus Xjopuja uiau 5% pacTBopa IJIHOKO3bI Ui B/B

BBCACHUAI.

Ucxonnsiii  kimmpenc | O0weM pactBopa st | O6bem  crepunbHoro | Konnenrtpamms
KpeaTHHHHA uHoy3uit mpemapata | 0,9% pacTBopa | MOJIYyYEHHOTO
(Mu1/MuH) 3omera, KOTOpBIM | HATPUsSL XJIOPHJA WIM | pacTBOpa TSt
ciaenyer ynamuth u3 | 5% pacTtBopa | uH(pY3uil Tnpenapara
¢dnakona TJIIOKO3bl  Juist  B/B | 3oMmeTa
(m) BBelleHUs, KOTOpbiMH | (Mr/100 M)
CleyeT  3aMECTUTh
yaaneHHbId  00beM
pacTtBopa TUTSt
uH(py3uid Tpemnapara
3omera (M)
50-60 12,0 12,0 3,5
40-49 18,0 18,0 3,3
30-39 25,0 25,0 3,0
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eTH
be3onacHocth U 3 dekTuBHOCTL Npenapara 3oMeTa y Aetel B Bo3pacte or 0 mo 18 ner He
yCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

3ometa 4 mr/100 M1 pacTBOp 11t UHQY3UH — rOTOBas JIeKapcTBeHHAs (popma, KoTopasi He TpeOyeT
nanpHeimero pazseneHus. [Ipenapart cieayeT NpuUMEHSTH IMyTEM BHYTPHUBEHHOI'O KarlelbHOIO
BBelleHUs (MH(Y3HE), B TeUeHHE HE MeHee 15 MUH, He CMEIIHBast ¢ APYTUMHU MIpermapaTamu.

[Ipenapar He cienyeT cMemMBaTh C JOOBIMH JIPYTUMH JIEKAPCTBEHHBIMU IIpernapaTtaMu, ¢
KaKUMHU-IMOO pacTBOpamH, COAEpXKAIIMMU KalbUUW WM JIOObIe JpyrHe JIByXBaJICHTHBIC
KaTUOHBI, TAKUMU KakK pacTBOp Punrepa nakrar. PactBop 301eApOHOBOI KUCIOTHI HEOOXOIMMO

BBOJIUTH C UCITOJIb30BAHUEM OTJCIIBHON CHCTEMBI JIJISl BHYTPUBEHHBIX HH(Y3HIA.

4.3. [IpoTuBONOKA3AHUSA
e [ MnepYyBCTBUTEIBLHOCTh K 30JICPOHOBOM KHCJIOTE, ApyruM OucdochoHaTtaM WM K
Jr000MY U3 BCIIOMOTATEIbHBIX BEIIECTB, IEPCUUCICHHBIX B pasjene 6.1.
e Hapymenue pynkuuu nouek tsoxenoi crenenu (KK menee 30 mi/Mun).

o BepeMeHHOCTb U nIepuoa KOpMIICHUS I'PyAbHO.

4.4. Ocobble yKka3aHHus U MepPbl MPeI0CTOPOKHOCTH NPH NPUMEHEHUH

[lepen undysueii cnenyer yoeauThCs B aieKBaTHOU TUapaTanuu nanuenta. [Ipu Heodxoagumoctu
pexkomenyetcst BBenenue 0,9% pacTBopa HaTpusi XJopuja Nepel, mapajjiebHO C WU MOCTe
nH(dy3un npemnapata 3ometa. CrenyeT n3deratb TUMEPrUApaTaMi U3-32 pUCKAa BO3SHUKHOBEHHS
OCJIO)KHEHUH CO CTOPOHBI CEPACUHO-COCYIUCTON CUCTEMBI.

[Tocne BBemeHus mpenapaTta 3oMeTa HEOOXOIUM MOCTOSHHBIM KOHTPOJIb COJEPIKAHUS KaJIbIIHS
(CKOppPEKTHUPOBAHHOTO MO anbOyMuHy), Qocdopa, MarHuss M KOHIEHTpAIlMU KpeaTHHWHA B
CBIBOPOTKE KpoOBH. [Ipu pa3BUTHM TUNOKAIBIHEMHH, THUMO(OChATEMUN WIH TUITOMAarHUEMUHU
MOXKET BO3HUKHYTh HEOOXOAMMOCTh B KPAaTKOBPEMEHHOM JIOMOJHUTEILHOM BBEIACHHUU
COOTBETCTBYIOIIMX BEIIECTB. Y MAIMEHTOB C HEKOPPEKTHUPOBAHHOW THIEPKATBIIUEMHUEH Kak
MPABWJIO UMEETCS HapylieHUue (YHKIUH TOYEK, TOITOMY HEOOXOJIUM TINATSIBHBIH KOHTPOJb

(GYHKIUY MOYEK Y MAaUeHTOB JaHHON KaTeropHH.
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[Ipu pemennn Bompoca o JEYEHHUH MPENapaTOM SomMera-y-HareHToB-e-MeTacrasamir-B-KoeT¢
LEIbI0 CHWKEHUS pPHUCKAa MAaTOJOTMYECKHX MEpPEJOMOB, KOMIIPECCUHM CIOMHHOTO MO3ra,
THIEPKAIBIIUEMHUH, OOYCIOBICHHON OIyXOJIbIO, U CHWKECHUS TOTPEOHOCTH B TMPOBEICHUH
JIy4€BOI TEpaIluy UM ONEPAaTUBHBIX BMEIIATENbCTB HA KOCTH, CIIEIyeT IPUHUMATh BO BHUMaHHUE,
YTO TeparneBTudeckuil 23pPeKxT HacTynaeT yepes 2-3 Mecsla Mocje Hayaia JeueHus IpernapaToM.

Hapymenne (bVHKHI/II/I ITOYCK

HwmeroTcst oTAenbHbIE COOOIIEHHS O HapymieHHMH (GYHKIUU IMOYeK Ha (OHE MPUMEHEHHS
oucdochonaroB. K ¢dakropam pucka BO3HUKHOBEHHUS TMOJOOHBIX OCIOXKHEHUH OTHOCATCS
JeTHIpaTalnus, MPeIIIeCTBYIOee HapylleHHe (YHKIUM II049€K, MHOTOKPAaTHOE BBEICHUE
npenapara 3oMeTa WM JIpyrux OuchocoHaTOB, a TaKKe NMPUMEHEHUE HEPPOTOKCUYHBIX
JIEKApCTBEHHBIX CPEJCTB, U CIHMIIKOM ObICTpOE BBEACHUE IpenapaTa. HecMoTps Ha TO, 9TO PUCK
BBIIICONTMCAHHBIX OCJIOXKHEHUI CHM)KAETCs MPH yCIOBHM BBEACHUS Tpemnapara B 03¢ 4 MI B
TEUYeHHEe HE MeHee |5 MHUHYT, BO3MOXKHOCTh HapyIIeHUs (YHKIMH MOYEK COXPaHSETCH.
OtMeuanuch ciydau yXyamIeHHs (YHKIHH ITOYEK, MPOTPECCUPOBAHUS HApYyLICHUS (YHKLIUH
MOYEK BIUIOTH IO BO3HUKHOBEHHUS IIOYEYHOH HEJAOCTATOYHOCTH W  BO3HUKHOBEHHS
HEOOXOJMMOCTH B TPOBEJACHUU T'eMOAMAIHM3a TPU NEPBOM MM OJHOKPATHOM MPHUMEHEHHH
npenapara 3oMeTa.

[ToBbllIeHNEe KOHLIEHTPAIMKM KPEaTHHUHA B CBIBOPOTKE KPOBHU TaK)Ke HAOIIOAETCs Y HEKOTOPBIX
MAIMEHTOB MPU JUTUTEIHHOM MPHUMEHEHHUH TIpenapaTa B peKOMEHIyEMBIX J103aX, HO C MEHBIIEH
4aCTOTOM.

Crenyer npoBOAMUTH ONpEECHHE KOHIIEHTPAlMH KPeaTHHUHA CBIBOPOTKH KPOBHU MeEpel KX IbIM
BBEJICHUEM IIpernapara. Y NalMEeHTOB C HapylleHneM (YHKIHMH IOYeK JIETKOH M yMepeHHOM
CTETIEHH C METacTa3aMH COJIMJHBIX 3JI0KAaYeCTBEHHBIX OMYXOJed B KOCTH M MHOMKECTBEHHOU
MHUEJIOMOM pPEKOMEHJyeTcs NpUMEHeHHe Oosee HHU3KOM CTapToBOM a03bl mpemnapata. llpu
BBISIBJICHUY TPH3HAKOB HapylleHHs (YHKIUHM MOYEeK Ha (OHE Tepamuy NpenapaTroM JeYeHHUE
ClIelyeT BO30OHOBIISATH TOJIBKO MOCIIE TOT0, KaK KOHIIEHTPAIMs KpeaTHHHUHA TOCTUTAaeT 3HAUCHHUH
B ipezenax +10% ot ucxoaHoM BenuunHbL. [IprMeHeHre npenapaTta y NalueHTOB ¢ HapyIIeHHeM
GYHKIMH TIOYEK TSHKENIOW CTENeHH MPOTHUBOMOKa3aHo (cM. pasaen 4.3).

OcTteoHekpo3

Omnucanbl ciyyal OCTEOHEKpO3a YENIOCTH, B OCHOBHOM Yy MAIlMEHTOB C OHKOJOTMYECKHMU

3a0oneBanusaMH Ha GoHe JeueHus: buchochonaraMmu, B TOM YHCIIE penapaTom 3ometa. MHOTHE
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U3 TaKUX MAICHTOB MOJIYYald OJIHOBPEMCHHYIO—FeparHo—rHoKOROPTHIOCTe PO AN Tt
XHUMHOTEpANU0. Y MHOTUX MAalMeHTOB HMMEIH MECTO NPU3HAKH MECTHOTO HH(EKIIMOHHO-
BOCIIAJIMTEIBHOTO MPOLECCa, BKIIOYAsi OCTEOMHUEIIHUT.

B xnmMHMYeckoil mpakThke HamboJee 4acTo Pa3sBUTHE OCTEOHEKpO3a YETIOCTH OTMEYaloch Y
MAIMEHTOB C PacHpOCTPAHEHHBIM PAaKOM MOJIOUHOW KeJe3bl U MHOXKECTBEHHOHW MHEJIOMOM, a
TaKXKe MPU HATUYAU CTOMATOJIOTUIECKHUX 3a00J1eBaHuH (T10cIIe ynaneHus 3y0a, mpu 3a001eBaHUX
MapoJIOHTa, HEYAOBIETBOPUTEILHON (uKcanuu 3yOHBIX MpoTe30B). M3BecTHBIMU (aKkTOpaMu
pHCKa OCTEOHEKPO3a YETIOCTH SBJISIFOTCA PaK, OJHOBPEMEHHas! Tepanus (XMMUOTEparus, Ty4yeBast
Teparus, aHTHAHTUOTEHHBIC TPEerapaThl, TITFOKOKOPTHKOCTEPOU/IBI), COTYTCTBYIOLIHE COCTOSHHUSI
(aHemus, KoaryJionatuu, nHQEKIUs, MPEIIIeCTBYoIIee 3a00JICBaHUE TIOJIOCTH PTa).

[Tepen mpumeneHuem OucdochoHATOB y TAIMEHTOB C OHKOJOTHYECKHUMH 3a00JIEBaHUSIMU
CIIEyeT TPOBECTH CTOMATOJIOTHYECKOE O0OCIeOBaHWE ©  BBINOJHUTH HEOOXOAWMBIC
npopUIAKTUYECKHE TPOLEAYPhI, a TaKXKE PEKOMEHJOBaTh CTPOroe COOJIIOJICHHE THIHCHBI
MOJIOCTH PTAa.

Bo Bpems neuenus 6uchocoHaTamMu ClieayeT 1Mo BO3MOKHOCTH M30€raTh CTOMATOJIOTHYECKUX
WHBA3WBHBIX BMEIIATEIHCTB. Y TAIMEHTOB C OCTEOHEKPO30M YENIOCTH, BO3HHKIIEM Ha (hoHe
Tepanuu OuchocoHaTaMu, MPOBEICHHUE HHBA3MBHOTO CTOMATOJIOTUYECKOTO BMEIIATEILCTBA
MOJKET CIIOCOOCTBOBAaTh YXYALICHHIO COCTOSHMs. HeT naHHBIX, YTO NpepbIBaHHE JIEUCHMS
oucdochonaTamu mepes MPOBEICHUEM CTOMATOJOTHYECKOTO BMEIIATEIbCTBA CHUXKAET PHUCK
OCTeOHEeKpo3a uemocTu. [lmaH nedeHwWs KOHKPETHOTO MAaIlMeHTa OJDKEH OCHOBBIBATHCS Ha
WH/IMBUyalIbHOM OIIEHKE COOTHOIIEHUS PUCK/TIONb3A.

OmnucaHbl cilydad OCTEOHEKPO3a MHOM JIOKANIM3aluy, B T.4., TA30BOM KOCTH, OeIpeHHOM KOCTH,
HApy>KHOTO CIIyXOBOTO KaHalla, B OCHOBHOM Y B3pOCIJIBIX IAalMEHTOB C OHKOJOTHMYECKHUMH
3a00JIeBaHUSAMH, TIOJTYYAIOLIUX Tepanuto ouchocponaramu, B T.4. IpenapaToM 30MeTa.

ATUIINYHBIE TIEPEIOMBI 66HDCHHOﬁ KOCTH

Omnwucanpl ciy4ad BO3HHUKHOBEHHUS ATUIUYHBIX MOABEPTENBHBIX M JUA(QHU3apHBIX IEPETOMOB
OelpeHHON KOCTH Yy MaIeHTOB, AJTUTEIbHOE BpeMs MOJIy4aloIIuX JiedeHre 6uchoconaTtamu mo
noBOMy octeonoposa. [lonepednsle MM KOPOTKHE KOCHIE MEPEIOMBI MOTYT JIOKAIN30BAaTHCS B
M0060M MecTe Ha NPOTSHKEHUH OePEeHHOM KOCTH OT MAJIOTo BEpTelia JI0 HAJAMBIIIEIKOBOM SIMKH.
OnucanHble MEpeIOMbl BO3HMKAIOT I10CJIE MUHUMAJIbHOM TPaBMbl WM CaMOIPOU3BOJIBHO.

Hexotopsie mamueHThl UCHBITHIBAIOT 00 B Oeape WM B Maxy, 4acTO COMPOBOXKIAIOIIHAECS
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MPU3HAKAMU CTPECCOBBIX IIEPEIIOMOB IO PE3y ibTaram—BHIYarSHY IO —THarHOC PHICeIH
WCCIICIOBAHHI, KOTOPhIC BO3HUKAIOT 33 HEJIEIM M MECSIIIBI IO Pa3BUTHS TIOJTHOTO (3aBEPIICHHOTO)
nepenoma OepeHHO KocTH. Hepenko mepesnomMbl BOSHHUKAIOT C 00€UX CTOPOH, MO3TOMY IIPH
BO3HUKHOBEHHUHM TIiepesioMa OeApeHHOM KOCTH y TMAalUeHTa, IOJyYalollero Teparuio
oucdochoHaTamMu, ClIEIyeT MPOBECTH OOCIEIOBAHWE KOHTpPJIATEPATbHOW OCIPEHHOM KOCTH.
Co001manoch TaKke 0 MEAJICHHOM 32)KUBJICHUH (CpacTaHUM) 3TUX TEePeIOMOB. bbun morydeHsl
cooOmIeHusi 00 aTUMUYHBIX TeperoMax OeIPEeHHONW KOCTH y MAIlMEHTOB, MOMYYaBIINX JICYCHUE
npemapaToM 30MeTa, OJHAKO MPUYMHHO-CIICJCTBCHHAS] CBS3b JTUX IMEPEIOMOB C Tepamuen
30JICJIPOHOBOM KUCIIOTON HE ObLIa yCTaHOBJICHA. PeleHne o mpekpalieHuy Tepanuy mpernapaTom
3oMeTa y MalyeHTOB C MOJ03PEeHNEM Ha aTUIHYHBIN MepernoM OeApeHHON KOCTH 10 MPOBEICHUs
o0cietoBaHus JOHKHO OCHOBBIBATHCS HA WHAMBUAYAIBHOH OIICHKE COOTHOIICHHS OKHIAeMOM
I0JIB3BI K BOBMOKHOMY PHUCKY.

[larueHTOB, MOMyYarOIIMX TEpaNUIO MpernapartoM 30MeTa, CleayeT MpPeayNnpeauTb o
HEOOXOJUMOCTH COOOIIATh MEIUIIMHCKOMY IMEPCOHATY O JIFOOBIX 0OJsIX B OeApe WM MaxoBOM
00JacTH; KaXKIbId IMAlMEHT, MPEAbSIBISIOMNN KalToObl Ha TaKHEe CHUMIITOMBI, JOJDKEH OBITh
o0cIileIoBaH ISl BBISIBJICHUS BO3MOXKHOTO HE3aBEPIICHHOTO (HETOJIHOTO) TiepesioMa OelpeHHOM
KOCTH.

Meliieusas 00Jib

B ximHUYecKo# mpakTHKE COOOMIanoch O HEYACTHIX CIydasX pa3BUTHS CHIBHOW U B HEKOTOPBIX
CiTy4asix OrpaHMYMBAIOIIEH TPYAOCIOCOOHOCTh OOJIM B KOCTSIX, CyCTaBaX W MBIIIAX Ha (hoHe
neueHust OucdochoHaTaMH, K KOTOPHIM OTHOCUTCS M 30JIEPOHOBAsT KHUCIOTA. YKa3aHHbIE
CHUMIITOMBI Pa3BUBAJKMCh B TE€UYEHHUE MEpHOJa OT OAHOIO JHS J0 HECKOJBKUX MECSIEB Iocie
Havyana JedeHus. [locie mpekpameHuss JedeHus: y OOJBIIMHCTBA TMAIMEHTOB OTMEYEHO
paspelieHre CHMITOMOB. Y  HECKOJIBKHX TAllMEHTOB CHMITOMBI MOBTOPSJINCH  IIPH
BO300HOBJICHUH TepaNMK WK IPUMEHEHUH Jipyroro oucgocdonara.

I 'nnmokanpreMus

B xnmmHMueckoi nmpakTrke cOo0Ianoch O pa3BUTHU TUTTOKABIIMEMHH Y TTAITIEHTOB, TIOJTYYarOIITIX
JedeHue mpemnapaToM 3oMmeTa. B ciaydae pa3BUTHS TSHKEIOW THUMOKAIBIIMEMHUU OTMEUYaoCh
pa3BUTHE HEXKENATEIbHBIX SBIEHUH CO CTOPOHBI HEPBHOH CHUCTEMBI (CyIOpOTH, TETaHUS H
OHEMEHUE), CEepJICYHON apUTMHUH. B HEKOTOPBIX ClIydasiX TUIOKAJIBLIUEMHS MOXKET MPEACTABIATh

yYIpo3y ISl )KA3HHU.
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Craenyer coOimooaTh OCTOPOXKHOCTH IPH NPUMEHEHHH—Hperapata—3Iovetra—onHoBpeMeHHo—e
JIPYTUMH JICKApPCTBEHHBIMU CPEICTBAMH, CIIOCOOHBIMU BBI3BIBATH TUIIOKAIBIIMEMHIO, TOCKOIBKY
3TO MOXKET NPUBECTH K CUHEPTHYECKOMY B3aUMOJICHCTBUIO U PA3BUTHIO THUMOKAIBIIMEMUU
TsDKeJIoN crenenu. [lepen HayamoM Tepanuu mpernaparoM 30MeTa CIeAyeT ONpPeNeIuTh YPOBEHb
KaJbIMsI B CHIBOPOTKE KPOBH M CKOPPEKTUPOBATh THUMOKAIBIMEMHUIO. [lallMeHTBI TOJKHBEI
MOJTy4aTh aJIeKBaTHOE BOCIIOJIHEHUE MperapaTaMy KalbIus U BUTaMuH D.

[TarueHTHI, TOMYYAIONINE TEPAMKIO MpernapaTroM 30MeTa, He JOKHBI OJJHOBPEMEHHO MOJIyYaTh
npemapaTt AKiacra, TaK e, Kak u qpyrue oucdochoHaTsl.

BcnomorarenpHBIE BElISCTBA

Jlannblit penapat cofepuT mMeHee 1 mMounb (23 mr) Hatpus Ha 100 M, TO e€CTh O CyTH He
COJICPKUT HATPHUS.

4.5. B3aumojgeiicTBMe ¢ JAPYrMMHM JE€KAPCTBEHHBLIMHU TMpenapaTaMd W JApPyrue BHJbI
B3aNMMOJAEHCTBUSA

PexomMenyercst co0It01aTh OCTOPOKHOCTD IIPU OJJHOBPEMEHHOM ITPUMEHEHUHU OnchochoHaToB ¢
AMUHOTJIMKO3UJaMH,  KAJIBIIUTOHUHOM, M  «IETJIEBBIMH»  JAUYPETUKAMH,  IOCKOJBKY
OJIHOBPEMEHHOE JCHCTBUE ATUX MPENapaTOB MPOSBISICTCS YBEIUUYEHUEM IMPOJOKUTEIIBHOCTH
CHIDKEHHUS COJIeP KaHUS KallbLIKA B TJIa3Me KPOBHU.

OcTopoKHOCTh HEOOXOoAMMa TpU OJHOBPEMEHHOM TPUMEHEHUHM TMpemapaTa 3oMeTa C
npenaparamu, MOTEHIUATBHO 00Jadar0NUMU He(hPOTOKCUIECKUM JICHCTBUEM.

Heo6xomumo coOt0o1aTh OCTOPOKHOCTH MPU OJHOBPEMEHHOM NMPUMEHEHHHM C MHTHUOHUTOpaMU
AQHTMOTEHE3a B CBSI3M C MOBBIIIEHUEM YACTOTHI CIIyYaeB Pa3BUTHSI HEKPO3a YEITIOCTH.

[Ipy oAHOBpeMEHHOM MNPUMEHEHUM C NpenaparoM 3o0MeTa APYIMX 4YacTo MPHUMEHSEMBIX
JIEKApCTBEHHBIX TpErapaToB (MPOTHUBOOITYXOJIEBBIE CPEJCTBA, JAUYPETUKH [3a HCKIIOYEHHEM
«TIETIIEBBIX» |, aAHTUOUOTUKH, AHATBT€TUKH ) KAKUX-TTHOO KIIMHUYECKU 3HAYMMBIX B3aUMOJICHCTBUM
HE OTMEYEHO.

[Ipy KOMOWHUPOBAHHOM MPUMEHEHHH IIpernapaTa 30MeTa C TaluJAOMUIOM He Tpedyercs
KOPPEKIUUA J03bI 30JICIPOHOBON KHCJIOTHI, 3a HCKIIOUYEHHEM IPUMEHEHUsI Yy TallMeHTOB C
HapymieHneM (YHKIHMH TIOYeK JIETKOW W yMEpPeHHOW CcTeneHu TsokecTu. KomOmHMpoBaHHOE
npuMeHenne tanuaomuaa (100 mr wnm 200 mr 1 pa3 B cyTku) u npenapata 3omera (4 mr) y
MAlMEHTOB C MHOXKECTBEHHOW MHEIOMON CYIIECTBEHHO HE BIMSIET HAa (PapMaKOKHHETUKY

30J1eIpoHOBOM KUCIOTHI U KK.
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4.6. PepTHIBHOCTD, 0€PEMEHHOCTb U JIAKTALUSA

>KGHH_[I/IHLI C ACTOPOAHBIM MMOTCHIIMAJIIOM (KOHTD&HCHHHH Y MY>XXYHMH U )KCHH_[I/IH)

[TarueHTOK C COXpaHEHHBIM PEMPOAYKTHBHBIM MOTCHIMAIOM HEOOXOIUMO MPEAyNpekKIaTh O
HE0OXOIUMOCTH MPUMEHSATH HAJIeKHBIE METO/Ibl KOHTPALCNIIMA BO BpEMs JICUEHUS MpernapaToM
3omera.

bepemeHHOCTD

[Tpumenenue mpemapaTa 30MeTa BO BpeMs OEpeMEHHOCTH MTPOTUBONOKA3aHO.

Pestome puckos

Her nanHbIX 0 mpuMeHeHUH MpenapaTa Bo BpeMsi O€pEMEHHOCTH Y YellOBEKa.

[Ipn BO3HWKHOBEHHWU OCPEMEHHOCTH BO BpeMs Tepanuu OucdochoHaTaMH BO3MOKEH PHCK
(dbopMupOBaHHS BHYTPHUYTPOOHBIX MOPOKOB PA3BUTHS IUIOAA (HAIPUMEp, aHOMAIUH Pa3BUTHS
CKeJeTa W JPYruX aHOMajuii). 3aBUCHUMOCTb PUCKa OT BEIWYMHBI BPEMEHHOTO IMPOMEXKYTKA
MEXJy MpeKpalieHueM Tepanuu OuchochoHaTaMu M MOMEHTOM 3a4aTvs, MYTH BBEACHHS U
0c00EHHOCTEH KOHKPETHOTO MpernapaTa HeM3BeCTHA.

B wuccnenoBanusix y OJHOrO W3 JBYX BHJOB >KHUBOTHBIX MpPH TMOJKOKHOM IPUMEHEHUU
30J1eIpOHOBOM KUCHOTH B f03¢ 0,2 MI/KT B cyTKH (9Kcmo3uiusi, B 2,4 pa3a MHpeBbIIIAIOIIAs
OKHJIAeMYIO0 IKCIIO3UIINIO y yenoBeka mo BenuyrnHe AUC) oTMeueHsb! IBIIeHUSI TePaTOTEHHOCTH B
BHJIE 1e(DEKTOB Pa3BUTHS MMOBEPXHOCTHBIX CTPYKTYP, TOPOKOB PAa3BUTHUSI BHYTPEHHUX OPTaHOB U
AHOMAQJIMKM pPa3BUTHS CKeJIeTa; MPU MPUMEHEHHH B MUHUMaimbHOU g03e 0,01 Mr/kr B CyTKu
OTMEuYEeHa ucTtonus. B uccnenoBanusx y Ipyroro BUia *KMBOTHBIX TAKOBBIX SIBICHUN OTMEYEHO
He ObUIO, OJIHAKO MpU MpuMeHeHuu B Jo3e 0,1 MI/Kr B CyTKH 3aperMCTPUPOBAHbBI SIBICHUS
MAaTE€PUHCKOW TOKCHYHOCTH, KOTOpbIE OBUIM CBsI3aHBI JIMOO BBI3BAHBI THUIMOKAJIBIIMEMUEH,
VMHyIIUPOBAHHOMN ITPENapaTOM.

Jlakranus

HewusBecTHO, TPOHUKAET JIM 30JIEPOHOBAS KUCTIOTA B TpyAHOE MOJIOKO. [I[pumenenue npenapara
3omMeTa B epuo/] TPyTHOTO BCKaPMIIMBAHUS TPOTUBOIIOKA3aHO.

DdepTIbHOCTH

Hert naHHBIX O BIUSHUU 30Hel[p0HOBOﬁ KHUCJIOTHI Ha (I)epTI/IJ'ILHOCTB Y 4CJIOBCKa. B uccnenopanusax
Y KUBOTHBIX HPHU MNOAKOKXKHOM BBCJACHUU B HO3C 0,01 MI/KT B CYTKHU 30JICAPOHOBAsA KHUCIOTa

nojassiia GepTUIbHOCTb.
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4.7. Bansinue Ha CNHOCOOHOCTH YNPABJATH TPAHCIOPTHBLIMH CPeACTBAMH M PadoTaTh C
MeXaHHU3MaMu

W3ydenus BIusHUS Mpenapara 30MeTa Ha CHOCOOHOCTh YIIPABIIATh TPAHCIIOPTHBIMH CPEJICTBAMU
U MEXaHU3MaMHu He MPOBOAWIOCH. B cilyyae BOSHMKHOBEHHS MOOOYHBIX PEaKLUi CO CTOPOHBI
HEPBHOW CHCTEMBbI MAallUEHTaM PEKOMEHAYETCS] BO3JEP>KAThCS OT YINpaBJiICHUs TPAHCIOPTHBIMU
cpeacrBaMu M MCECXaHHU3MaMH, a TaKkKCe 3aHSATUN BugaMHnu ACATCIBbHOCTH, Tpe6YIOH_II/IMI/I
KOHIICHTPALMU BHUMAHUS, HAPSHKEHUS ICHXOMOTOPHBIX (DYHKIIUH.

4.8. HexkesnaTeibHbIe peakuum

Pesrome npoduiist 0e3onacHOCTH

Haubonee cepre3usiMu HexxenaTenbHbIMU peakiusMu (HP) y manuenToB, nomy4aromux npemapar
3oMeTa 1O 3aperuCTPpUPOBAHHBIM I[IOKA3aHUSAM, SBISUIMCH: aHA(UIAKTUYECKas peaklus,
HEXXEJIATCJIBHBIE SIBJICHUS CO CTOPOHBI TIJa3, OCTEOHEKPO3 YENIOCTH, ATUIMYHBIM IIEpeIoM
OenpeHHON KocTH, (puOpMIIALMS NpeacepAnid, HapylleHue (QyHKIUM MOYeK, Peakius OCTpoi
(a3pl, TUMOKATBIUEMUS, HHTEPCTUIHATFHOE 3a00JEeBaHUE JIETKUX, OCTEOHEKPO3 Hapy>KHOTO
CIIyXOBOTO KaHajla U Oponxocna3m. MHpopmanus o yactore HP npu npumenenun npenapara
3oMmerTa B /103€ 4 MI' OCHOBBIBA€TCs, INIaBHBIM 00pa30M, Ha JaHHBIX, [TOJYYEHHBIX TP IPOBEICHUN
muTensHOW Tepanuu. HP, cBs3aHHble ¢ mMpuMeHeHHeM mpenapaTa 3oMera, OOBIYHO Ci1abo
BBIPAXXEHBI M TPAH3UTOPHBI, OJJOOHBI TEM, O KOTOPBIX COOOINATIOCH MPU NMPUMEHEHUH JPYTUX
oucdochonaros. Otu HP wmoryr nHabmomaTbest NpUOIU3UTENBHO Yy TPETH NAIUMEHTOB,
MOJyyarIIuX JedeHue mnpenapatoM 3oMeTa. CHMOTOMBI peakiuu OcTpod (a3l OOBIYHO
pa3BUBANKCH uepe3 3 JHA Mocie NpUMEHEHHUs mpenapara 3oMmera: odliee HeoMoranue, 60ib B
KOCTSIX, JIJUXOpPaJKa, 03HOO, FPUIIIONOJO0HBIM CHHAPOM U apTPUT C MOCIEAYIOLIUM OIyXaHUEM
CyCTaBOB; OOBIYHO CHMITOMBI pPa3pelIaINCh B TEYEHHME HECKOJbKMX JHed. Takxke yacto
ormeuasnnchk Takue HP, kak aprtpanrusa m mmanrus. O4eHb 4acTO YMEHBUICHME INOYEYHOMN
HKCKPELNHU KaJIbIMsI COIPOBOXKAATIOCH PE3KUM CHIDKEHHEM coziepkaHus ¢pocdopa, 4To mpoTekano
0eccHMIITOMHO U HE TpeOoBalo JiedeHHs. YacTo CHUKEHHE COEp)KaHUs KaJbLUsl B CHIBOPOTKE
KpOBH BIUIOTh /O Pa3BUTHS THUIOKAIBIIMEMHUHU MOXET COIMPOBOXKAATHCS OTCYTCTBUEM
KJIIMHUYECKUX MTPOSIBICHUI.

HmeroTcst cooOIIEeHHS 0 YAaCThIX PEAKIMSIX CO CTOPOHBI XKeyJOUHO-KUIIIEYHOTO TPAKTa, TAKMX KaK

TOITHOTA U PBOTA TMOCIIE BHYTPUBEHHON MH(Y3WHU TTpenapara 3o0MeTa.
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JlokanpHBIC peakMu B MeCTe MH(Y3UHU, TaKue kak—fHorpacHeHe—ioTeHoe s —0ots;
Ha0J110/1aJTCh HEYacCToO.

AHOpEKCHs 4acTo HaOII0JANIach Y MAlMEeHTOB, MOIYy4aBIINX MpenapaT 3oMeTa B 103€ 4 M.
Crnyyau CwIlA UM 3y/1a OTMeYaInch HedacTo. Kak v npu npuMeHneHun apyrux ouchochonaros,
COO0O0IIATIOCh O YaCThIX CIy4YasiX KOHbIOHKTHBUTA.

Ha ocHoBanuu cymmapHOro aHaian3a KOHTPOJUPYEMBIX HCCIEIOBaHUN COOOIIANIOCh O YaCTOM
pPa3BUTUM aHEMUHU TSDKEJIOW CTereHW (KOHIEHTpalus remoriobouHa <8,0 r/r) y manueHToB,
MOJTy4alolUX MpenapaTt 30MeTa B 103€ 4 Mr.

PesroMme HexeaaTenbHbIX PEAKIIUNI

HP crpymnmnipoBaHbl B COOTBETCTBUH ¢ KiaccuuKaiieii opranos u cucreM opranos MedDRA, B
mpeneax KaXI0H TpyNibl IEPEeUYrCICHbl B MOPSAKE YMEHBIICHUS YaCTOTHl BCTPEYACMOCTH, B
npeenax Kaxaou MOArPYIIbl — B MOPSIKE YMCHBIIICHUST 3HAYMMOCTH.

Kpurepun oLeHKH YacTOTBHI BCTPEUAEMOCTH: oueHb 4yacto (>1/10), wacto (>1/100, no <1/10),
Heuacto (>1/1000, Ho <1/100), peako (=1/10000, mo <1/1000), ouensb peako (<1/10000), yactora
HEW3BeCTHA (Ha OCHOBAHUH UMEIONINXCS JAHHBIX OI[CHUTh HEBO3MOXKHO).

Hapywenus co cmoponvl Kposu u aumg@amuyeckoll cucmemsl: 9acTO — aHEMHUS; HEYacTo -
TPOMOOIIMTONIECHUS, ICHKOTICHHUS; PEAKO - TAaHIIUTONCHUSI.

Hapywenus co cmoponvl ummyHHOU cucmembl: HEYACTO - PEAKIMU THIIEPUYBCTBUTEIHHOCTH;
PEKO - aHTHOHEBPOTHUYCCKHI OTEK.

Icuxuueckue HapywieHus. 4YacTo - HaApyIIEHHE CHA; HEYACTO - YYyBCTBO TPEBOTH; PEAKO -
CIyTaHHOCTh CO3HAHUSI.

Hapywenus co cmopoust HepsHoOU cucmemvl. 4acTO - TOJOBHasg 00Jb, MAapecTe3NH; HEYACTO -
TOJIOBOKPY)KEHUE, JTUCTEB3Us, THUIECTE3Ws, THIIEPECTE3HsI, TPEMOp; OUYEHb PEAKO - CYAOPOTH,
TUTIECTE3Ws M TeTaHUS (Pa3BUBAIOIINECS BCIICICTBUE THITOKAIBITHCMIH).

Hapywenus co cmoponsl opeana 3penus: 4acTo - KOHBIOHKTHUBUT; HEYACTO — «Pa3MBITOCTH)»
3peHUs; PENIKO - YBEUT.

Hapywenus co cmoponsl cepoya: penxo - Opagukapusi, apuTMus (pa3BHBAIOMIASICS BCIEICTBUE
TUTIOKAJIBITUEMUN ).

Hapywenus co cmoponvl cocy0og: 4acTo - MOBBIIIEHUE apTEPUATBbHOTO JABICHHS;, HEUacTo —
CHIDKEHUE apTepHAILHOTO JIaBIICHUS.

Hapywenus co cmoponsl ovixamenvhoti cucmemvl, 0peanog 2pyOHOU KIemKU U CPeoOOCmeHUs!

11
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HEYAacTO - OJIbIIIKA, KAllleJlb; PEIKO — HHTEPCTUIIaftsHaA-00FeSH-TTe P«
Kenyoouno-kuuieunvie HapyuieHus: 4YacCTO - TOIIHOTA, PBOTA, CHUKEHHE AalIeTHTa, 3arop;
HEYacTo - uapesi, 00J1b B )KUBOTE, TUCIICTICUS, CTOMATHT, CyXOCTh BO PTY.

Hapywenus co cmoponst kodicu u NOOKOICHbIX MKAHEl. YaCTO — MOBBILIEHHOE OTOOTAEIIECHUE;
HEYacTo - 3y, ChIlb (BKJIIOYAsi )PUTEMATO3HYIO U MAKYJIE3HYIO).

Hapywenus co cmopoust muluieunot, ckeiemHol U COeOUHUMeNbHOU mMKaHy: 4acto — 0O0Jib B
KOCTSIX, MHAQJITHS, apTPAJITHs, T€HEPATU30BaHHbIE 0OJIH, TYTONOBM)KHOCTh CYCTaBOB; HEYACTO -
HEKpO3 4YEJIIOCTH, MBILIEYHBIE CYJOpPOTd; OYEHb PEAKO - OCTEOHEKPO3 HApyKHOI'O CIYyXOBOI'O
KaHaa.

Hapywenus co cmopoHvl nouex u Mouegbi800awux nymeti.: 4acTo - HapyluieHue QYHKIHH MOYeK;
HEYacCTO - OCTpas TIOYeYHas HEJOCTaTOYHOCTb, TIeMaTypusi, NPOTEUHYpPUS; PEAKO —
npuoOpeTeHHbIl cuHApOoM DaHKOHHU.

Obwue HapyweHus u peakyuu 6 mecme 86e0enusl; 9acTO — pPeakiusi OCTpoil (pa3bl, MOBHIICHNE
TEMIIEpaTyphl Tella, TPUIIONOJO00HBIM CHHIPOM (BKIIIOUAIOUINI o0llee HeIOMOTraHHe, 03HOO,
YyBCTBO HEJIOMOTAHUS, IIPHIIUBBD»), TEPHUPEPUICCKUE OTEKH, aCTEHHs; HEYAaCTO — PEaKlus B
MecTe BBeeHus (001b, pa3apakeHne, OTeYHOCTh, YIUIOTHEHHE, TOKPACHEHHE), OO0 B TPYAHOM
KJIETKE, YBEJIMUYEHHE MACCHI T€JA; PEIKO — apTPUT U OIIyXaHHUE CYCTABOB KaK CUMIITOM PEaKIMU
ocTpoil (asbl.

Cnenyer uMeTb B BHJy, YTO NpU MNPUMEHEHHM JApyrux OuchochoHAaToOB y NAIUEHTOB C
OpOHXMAITBHOM aCTMOM, YyBCTBUTEIBHBIX K AllETUJICAIMIIMIIOBON KHCIIOTE, OTMEUAIUCh CIydau

6p0oncna3Ma, OHAaKO IIpU NIPUMCHCHHUU IIpCIIapaTa 3oMmera JAaHHOTI'O SABJICHUSA HEC Ha6J'IIOI[aJ'IOCL.

Jlabopamopmusie u uncmpymeHmanivHvle OaHHble: O4Y€Hb YacTo - runodocdaremwus; gacto -
MOBBIIICHUE KOHIIEHTPAIMA KPEaTHHHHA U MOYCBUHBI B CHIBOPOTKE KPOBH, THIIOKAIBIIUEMHUS;
HEYacTO — TMIIOMarHUeMUs, TUIIOKATUEMHS]; PEJIKO - THIIEPKATUEMUS], TUTIEPHATPHEMHUSL.
HedcenamenvHuvle peakyuu no OaGHHbIM CHOHMAHHLIX OMYEMO8 U JUMEPAMYPHBIX COOOUeHUT
(vacmoma Heuzsecmua)

Hapywenus co cmoponvl ummyHHotl cucmemsl: aHaQUIAKTHYECKAS PEAKITHS/TIOK.

Hapywenus co cmopoHul Hep6HOU cucmembl. COHINBOCTb.

Hapywenus co cmopoHul opeana 3penus: SMUACKICPUT, CKICPUT U BOCTIAIUTENIbHBIE 32001€BaHUs

OpOUTBHI.

12
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Hapywenus co cmoponul cepoya: pubpuiuisiims wpeneeprrtit
Hapywenus co cmoponvl cocy0os: CHWXKEHUE apTePHaIbHOTO JIaBJICHHS, NPUBOIAIICE K
00MOPOKY HITH ITUPKYIISATOPHOMY KOJIJIANCY, B OCHOBHOM Y MAIMEHTOB C (paKTOpamu pucKa.
Hapywenus co cmoponvl 0bixamenibHOU cucmemvl, 0p2aHo8 cpYOHOU KIemKU U CpeooCmeHUs!
OpoHXOCIa3M.

Hapywenus co cmopoHul Kodicu u nOOKOICHbIX MKaHel: KpaluBHUIIA.

Hapywenus co cmoponvl MbluieuHoll, CKelemHOU U COeOUHUMENbHOU MKAHU. BHE3aIHOoe
BBIPOKEHHOE OTPAaHUYCHHE IMOABMKHOCTH CYCTAaBOB W/ TsDKENAs U B HEKOTOPBIX CIIydasix
OTpaHUYMBAIONIAs TPYIOCIIOCOOHOCTh OO0JIb B KOCTSX, CYCTaBaxX W/WJIM MBIIIIAX, aTUITHYHBIC
MOJIBEPTENbHBIC U TuadU3apHbIC IEPEIOMbI OCPEHHON KOCTH.

Omnucanue OTACIBHBIX HECXKCIATCIIbHBIX DeaKHI/Iﬁ

Hapywenue ¢pynxyuu novex

[Ipumenenue npenapara 3oMeTa acCOLMMPOBAIOCH C Pa3BUTHEM HapyLICHUs (PYHKIMH MOYEK.
[Ipy npumeHeHuM Impenapara B KIMHUYECKMX HCCIEAOBAHHUAX C LEIbl0 MPO(UIAKTUKH
OCJIO)KHEHUH CO CTOPOHBI CKElleTa y MAIMEHTOB C PacCIpOCTPAaHEHHBIMH 3JI0KaYeCTBEHHBIMHU
HOBOOOPA30BaHUSIMH C TMOPAKCHWEM KOCTEH 4YacTOTa BO3HHUKHOBEHHUS HAapyIeHHS (QyHKIUH
[IOYEK, CBS3aHHOTO C NPHUMEHEHHMEM IpernapaTa, pacHpeieseHa CileIylomuM o0pa3oMm:
MHOKecTBeHHas: muenoma (3,2%), pak mpocrtatsl (3,1%), pak monouHo# sxenessl (4,3%), pax
JIETKUX U JApyrue coiuanele omyxonu (3,2%). K ¢akropam, KoTOpble MOTYT yBEIMYUBATh PUCK
yXyAmeHuss (QYHKIUM TI0YEK, OTHOCATCS: MAETHIpaTalys, IpEeANIecTBYIOMee HapylIeHHe
(GYHKIMM TIOYeK, MHOXKECTBEHHbIE KYpChl JIEUEHHs MpernaparoM 30MeTa WM JpYrMMHU
ouchocdonaramu, 0JHOBPEMEHHOE NMPUMEHEHUE HEPPOTOKCHUHBIX MPENapaToB WM BBEIECHUE
mperaparta B TEUYEHHE MEHBIIEro, 4eM pPEeKOMEHIyeMbId, Tmepuoja BpeMmeHH. OTMmeueHO
yxXyameHne (yHKIHH TOYeK, MPOTPECCUPOBAHHME HapyIIeHUs (YHKIMHA TOYEK BIUIOTH JI0
MIOYEUHOW HEJOCTAaTOYHOCTH M HEOOXOJUMOCTH MPOBEJIEHHs I'€éMOJUalli3a I0C/e BBEICHHS
CTapTOBOM MJIM OJTHOKPATHOM J103bI IIpenapaTta 3oMeTa.

Ocmeonekpos

[Ipu neuenun 6uchocdonaTamu, B TOM 4HCIIe penaparoM 30MeTa, B OCHOBHOM Y MAllMEHTOB C
OHKOJIOTMYECKMMHU 3a00JI€BaHUAMU OTMEUAJIMCh CIy4yal Pa3BUTHUS OCTEOHEKPO3a (B OCHOBHOM,
YeJIIOCTH, HO TAKKe U JJPYroM JTIOKaIM3aIiH, B T.4. TA30BOM KOCTH, O€APEHHOI KOCTU U HApy>KHOTO

CIIYXOBOI'o KaHana). Y MHOTHX MaMUEHTOB C OCTCOHCKPO30M YCIIOCTU OTMCYHAIWCH IMPU3HAKHU
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MECTHOTO MH(EKLHMOHHOIO MPOLECCa, B T.U. OCTCOMICHIT,~B—O0bHiHeTBe—CBoeM—TaKoBsle
ClIy4yad OTMEUYEHB! y TAIIUEHTOB C OHKOJOTMUECKUMHU 3a00JIeBaHUSMM 110CIIE SKCTPAKIUK 3y0a min
II0CJIE CTOMATOJIOIMYECKUX OIEPATUBHBIX BMeEMIATeabCTB. CyIIECTBYIOT IIMPOKO H3BECTHBIE
MHOXECTBEHHBIE (DAaKTOPBI PHCKA, MPEApAcIoiaraoliue K pa3BUTHIO OCTEOHEKPO3a YEINIOCTH,
TaKMe Kak 3JI0Ka4eCTBEHHbIE HOBOOOpa30BaHHWsA, OIHOBPEMEHHas Tepanus (Hampumep,
XUMHUOTEpanus, aHTUAHTMOTEHHbIE IIPenaparsl, JIyuyeBasi Tepanus, TITF0KOKOPTUKOCTEPOUIb) U
COITyTCTBYIOIIME COCTOSIHUS (HAIpUMEp, aHEMHsI, KOAaryJIonaThu, WH(EKIUH, IPeAlIeCTBYIOIEe
3a0ojeBaHMe TOJNOCTH pra). HecMoTps Ha TO, YTO NPUUYMHHO-CIECICTBEHHAs CBS3b HE
YCTaHOBJIEHA, LI€J1ecO00pa3HO M30erarb CTOMATOJOTMYECKUX ONEPAaTHBHBIX BMELIATEIbCTB B
CBSI3U C BO3MOXHOCTbIO OTCPOUYEHHOTO BBI310pOBIIeHUS. VIcX0/1 U3 TOCTYNHBIX JaHHbIX, YaCTOTA
pa3BUTHSA OCTEOHEKPO3a YENIIOCTH CBS3HA C XapaKTepOM OIyXOJM (pacHpOCTpaHEHHBIH pak
MOJIOYHOMH K€JI€3bl, MHO’KECTBEHHAs! MUEJIOMA).

Peaxyus ocmpoii pase

JlaHHas HexenaTeiabHas peakUus MpeacTaBiseT co00M KOMIUIEKC CHMITOMOB: IOBBIIIEHUE
TeMIlepaTypbl Tena, oOmias ciaabocTh, 0OJMb B KOCTAX, 03HOO, TPUMIMONOJO0OHBIA CHHIPOM.
OOb1uHO HaumHaeTcsi B MHTepBaie < 3 mHs mocie nHy3uu npenapara 3omera. Peakmus Taxke
YIIOMHHAETCSl C HUCIHOJb30BAHUEM TEPMUHOB «TPHUIIIONOAOOHBIE» WU  «IOCTA030BBIE»
cUMINTOMBI. CUMIITOMBI OOBIYHO Pa3peIalTcs Yepe3 HECKOJIbKO JTHEH.

Quobpunnayus npedcepoull

B oaHOM U3 KIMHUYECKUX MCCIEA0BAHNUN TPU IPUMEHEHUH 30JI€IPOHOBOM KUCIIOTHI B TEUEHUE 3
JIeT y NMalMeHTOK ¢ MOCTMEHONAay3albHbIM OCTEONOPO30M (B J103€ 5 MI' OJIMH pa3 B roj) oOuias
qyacToTa pa3BUTUS (puOpwIsAmuu npenacepauit cocrasimsuia 2,5 % (96 uenoex u3 3862) mo
cpaBHenuto ¢ 1,9% (75 w3 3852) B rpymme rmianebo. Yacrora pa3BuTus GUOPWILISIIUN
npeicepinii, COMPOBOXKIAIOMIEHCS TSXKEIBIMU TeMOAMHAMUYECKUMHU HapyLICHUSIMH, COCTaBIIslIa
1,3% (51 u3 3862) u 0,6% (22 u3 3852) mu1st 307€IpOHOBOM KHCIOTHI U T1a11e00 COOTBETCTBEHHO.
[TonoOHBIN aucOanaHC HE OTMEYalCsl B APYTHMX KIMHHYECKUX HCCIEIOBAHUSAX 30J€IPOHOBOM
KHMCJIOTBI, B TOM YHCJIE€ IPY IPUMEHEHHH TIperapara 30MeTa B 103€ 4 Mr oAuH pa3 B 3-4 Henenu y
MAlMEHTOB C OHKOJIOTUYECKMMH 3a0osieBaHusAMU. [IpuunMHa MOBBINIEHHS YacTOTHI Pa3BUTHUS
¢ubpwsiuuun  npeacepauid Ha (QoOHE Tepanuu 30JIEAPOHOBONM KHCIOTOM Yy MaIMEeHTOK C
IIOCTMEHONay3aJIbHBIM OCTEOIIOPO30M B IaHHOM HMCCJIEI0BAHUN HE YCTaHOBJICHA.

Co00111eHns 0 TOI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX
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Baxxno cooOmarb 0 MOJ03PEBAEMBIX HEKCHAATFEHABHBI—PealHi—THoeHe—perHeTPatiri
JIEKapCTBEHHOT'O Tperapara ¢ 1efibio 00ecredeHts] HelpepbIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«IMONb3a — PHUCK» JICKAPCTBEHHOTO mpernapara. MeauIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
coo0miare O JIOOBIX MOJ03PEBAEMBIX HEKENATEIbHBIX PEaKIUsIX JIEKAPCTBEHHOIO Ipernapara
Yyepe3 HallMOHAJIbHbIE CUCTEMBbI COOOIICHUS O HEXENaTeNbHBIX PEaKIUIX roCyAapCTB — YJICHOB

EBpa3HﬁCKOFO 9KOHOMHYECKOI'O COKO3a.

Poccuiickas @edepayus

@enepanbHas cityx0a 1o Haa30py B cdhepe 31paBoOXpaHeHuUs

Anpec: 109012, r. MockBa, CnaBstHCKas 1J1011a1b, 1. 4, cTp. 1

Tenedon: +7 800 550-99-03

DnekTpoHHas nouyta: pharm@roszdravnadzor.gov.ru

Caiit B nH(OPMaIMOHHO-TEIEKOMMYHUKAIIMOHHON CeTH «MHTepHeT:

https://www.roszdravnadzor.gov.ru

Pecnybonuxa Apmenus

I'HKO «lleHTp sKCnepTH3bl JIEKApCTB U MEIULIUHCKUX TEXHOIOT U
Anpec: 0051, r. EpeBan, np. Komuraca 49/5

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

OnexTpoHHas nouta: info@ampra.am, vigilance@pharm.am

Caitr: www.pharm.am

4.9. Ilepeno3upoBka

CuMITOMBI

[Ipu ocTpoil mepemno3upoBKe MpenaparoM (OrpaHUYECHHBIE JaHHBIE) OTMEYATNCh HAPYIICHUS
(GYHKIIUU TIOYEK, BKIIIOYAsl MOYEYHYIO HEIOCTATOYHOCTh, U3MEHEHUS AJIEKTPOIUTHOTO COCTaBa,
BKJTFOYAsT CHIDKCHHE KOHIICHTPAIIUU KalbIHs, (HochaToB U MarHus B IIa3Me KPOBH.

Jleuenue

[MarmenT, nOMYYUBIIMIA 1103y Tpernapara, IMPEBBIIIAIOIIYI0 PEKOMEHAOBAHHYIO, JOJKEH

HaxoaAuThbCda 1104 ITOCTOSHHBIM Ha6J'IIOIleHI/ICM. B ClIy4a€ BO3HHUKHOBCHHA THUIIOKAJIBIUCMUH,
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COHpOBO)KI[aI-OH.ICﬁCH KIMHUYCCKUMHU HpOfIBJ’ICHI VIFL,  TTURASANTU TTPUD UACIIFICU YW Y ST RAJID LU YIA

TJIFOKOHAaTa.

5. PAPMAKOJIOTMTYECKHE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapmakoTepaneBTHUECKasT TPYIA: CPEICTBAa IS JICUeHHs 3a00JIeBaHUIM KOCTEH; CpencTBa,
BIUSIIOIIUE HA CTPYKTYPY U MHHEPATH3AIHNIO KOCTEH; Ouc(hoCcPOHATHI.

Kon ATX: MO5BAOS.

MexanusM aeiicteus U hapMakoauHaMuueckue 3O heEKTHI

3oeIpoHOBasi KHCIOTa OTHOCHUTCA K BBICOKO 3¢ dekTuBHbIM Ouchocdonatam, n30upareabHO
NEHCTBYIOIIMM Ha KOCTHYIO TKaHb. [IpemapaT mnopaBiseT pe3opOLUI0 KOCTHOW TKaHH,
BO3JICHCTBYSI Ha OCTEOKJIACTHI.

CenextuBHoOe aelicTBue 6ucochoHaTOB HA KOCTHYIO TKaHb OCHOBAHO Ha BBICOKOM CPOJICTBE K
MUHEPATU30BaHHOM KOCTHOM TKaHU. TOYHBIM MOJEKYJSIPHBIM MeEXaHH3M, OOECHeuHBAIOIINN
WHTUOMPOBAHNE aKTUBHOCTH OCTEOKJIACTOB, /IO CUX MOP OCTAETCS] HEBBISICHEHHBIM.
3oepoHOBasi KUCIIOTa HE OKa3bIBAa€T HEKENATeNIbHOTO BO3JCHCTBUSA Ha (opMupoOBaHHE,
MUHEpAIN3ALHUI0 1 MEXaHUYECKHE CBOUCTBA KOCTH.

[TomuMo MHrHOMpYIOLIEro NeHCcTBUS Ha pe30pOLHI0 KOCTHOM TKaHH, 30JI€POHOBAs KHUCIIOTa
o0yazaeT MpOTUBOOMYXOJIEBBIMUA CBOWCTBAMH, oOecreunuBaroluMu 3(h()EeKTUBHOCT Mpenapara
Py MeTacTa3ax B KOCTH. IN VIVO: MHruOupyer pe3opOIMi0 KOCTHOH TKaHW OCTEOKJIACTaMH,
U3MEHSIET MUKPOCpPENY KOCTHOTO MO3Ta, NPUBOJUT K CHMIKEHHMIO POCTA OITyXOJIEBBIX KIIETOK;
NPOSIBIISIET AHTUAHTUOTEHHYIO AaKTUBHOCTh. I[lojaBieHHe KOCTHOW pe3opOIHM KIMHUYECKH
COIIPOBOXKAAETCS, B TOM YHCJIE, BBIPQXKEHHBIM CHH)KEHUEM OO0JIEBBIX OIIYIICHHUMH.

In vitro: uaruOupyer npoaudepanuo ocTeo0IacTOB, MPOSBISET MPIMYI0 IUTOCTATHUECKYIO U
IIPOANIONTOTHYECKYIO aKTUBHOCTb, CUHEPTUYHBbI  LUTOCTaTHYeCKMH  3PPexT ¢
IIPOTUBOOITYXOJIEBBIMU IIPENapaTaMy, aHTHAATE3UBHYIO U AHTUHHBA3UBHYIO AKTUBHOCTb.
3osen1poHoBas KUCIO0Ta, Oiaroiapsi cuHeprudeckomy 3Q@pexty B KOMOMHALIUK C TOPMOHAJILHOM
Tepanue Wi XMMUOTepanueil nojaasiser npoaudepanuo ¥ HHIYIUPYET alonTo3, OKa3bIBAeT
HENOCPEACTBEHHOE MPOTUBOOIYXO0JIEBOE JIEHCTBUE B OTHOIIEHUHU KJIETOK MUEJIOMBI YEIOBEKA U
paka MOJIOUHOM KeJIe3bl, a TAKKE YMEHBIIAET IPOHUKHOBEHUE KJIETOK paKa MOJIOYHOM KEJIE3bI

YeJIOBEKa Yepe3 OIKCTPALCIUTIOISPHBIA MaTPUKC, YTO CBUICTEIBCTBYET O HAIMYUA y HeEe
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aHTHMETAaCcTaTU4YEeCKNX CBOMCTB. Kpome T1érer——seneaponosat—itHeota—HrHONPYyeT
nponudepanno KIEeTOK IHAOTENHS 4YeJIOBeKa M JKUBOTHBIX U OKa3blBa€T AHTHMAHTHOTEHHOE
JICUCTBUE.

VY nanueHToB C pakoM MOJIOYHOM JKelie3bl, PaKOM MpPEACTATeIbHOW JKelie3bl U JIPYyTUMHU
CONMUAHBIMU OIMYXOJISIMH C METACTaTUYECKUM IOPaKEHHEM KOCTHOM TKaHH 30JeIpOHOBast
KHCIIOTa IIPEJOTBPAIIAeT Pa3BUTHE MATOJOTUYECKUX MEPETOMOB, KOMIIPECCUH CIIMHHOTO MO3ra,
CHIDKaeT TOTPEOHOCTh B IMPOBEICHUM JIy4EBOM TEpamvd W OINEPATUBHBIX BMEUIATEILCTB,
YMCHBIIIAET  OMYyXOJIEBYI0  Trumlepkaibiuemuto.  llpemapar  cmocobeH — clIepKuBaTh
nporpeccupoBanue 0osneBoro cunjapoma. JleueOuoiit 3¢deKkT MeHee BbIpaXKeH Yy MalMeHTOB C
0CTEe00IACTHUECKUMHU OYaraMu, Y4eM ¢ OCTEOTHUTHYECKUMHU.

VY nanmueHToB ¢ MHOXECTBEHHOW MHEJIOMON M PakOM MOJIOYHOW >Kelie3bl MPH HATUYUH Kak
MUHHUMYM OJTHOTO KOCTHOTO o4ara 3)()eKTUBHOCTH 30JICIPOHOBOIM KUCIIOTHI B J103€ 4 MT CpaBHUMA
C IaMHUIPOHOBOM KUCIOTOU B 103€ 90 Mmr.

Y manMeHToB € OIMyXOJIEBOM THUIEpKalblIMEeMHUEN JeWCTBHUE Tpernapara XapakTepusyercs
CHUKEHHUEM COJIepKaHUs Kb B CHIBOPOTKE KPOBH U BBIBEJICHUS KallbliMsl moukamu. CpenHee
BpeMs 10 HOpMaJIM3alK COJIepKaHus Kalblys cocTaBiseT okoio 4 aueit. K 10 auro conepxkanue
Kaiblus HopManusyercs y  87-88%  mamumentoB. CpegHee BpemMss 10 peUUIuBa
(CKOpPEKTHUPOBAaHHOE MO aIbOYMHHY COJIEp)KaHHE KalbllMsl CHIBOPOTKHM KPOBH HE MeEHee
2,9 mmone/m) cocraBisier 30-40 gHeW. 3HAYUMBIX pasIUIuil  MeXAY 3(P(HEKTHBHOCTHIO
30JIEIPOHOBOM KUCIIOTHI B J103aX 4 U 8 MT TIPH JICUCHUHU THUIEPKATBIIUEMUN HE HAOIIOAaeTCsl.
UccnenoBanusi He BBIABISIOT 3HAUMMbBIX pa3IMUMid B OTHOLIEHMHM YAaCTOThl MU TAKECTU
HEeXKeNaTEeNbHBIX ABICHUHN, HAOTIOAABIINUXCS Y TAIIEHTOB, MOTYYaBIINX 30JIEAPOHOBYIO KUCIOTY
B J03ax 4 Mr, 8 Mr, maMUJIPOHOBYIO KHCJIOTY B A03¢ 90 mMr wiu mianedo Kak Mpu JICUCHUU

MCTACTa30B B KOCTH, TaK U THIICPKAJIBIIUCMHUH.

5.2. @apmakoKknHeTHYECKHE CBOIICTBA
Jlanable 10 (papMakOKMHETUKE IMPH MeTacTa3aX B KOCTH MOJyYEHBI IMOCJIE€ OJAHOKPAaTHOW U
MOBTOPHBIX 5- 1 15-MuHyTHBIX HHQY3UH 2, 4, 8 1 16 MT 30J1€APOHOBOM KUCIIOTHI Y 64 MalueHToB.

q)apMaKOKI/IHCTI/I‘-ICCKI/Ie mapaMETpbl HC 3aBUCAT OT AO3bI IIpCriapara.

AOcopOrms
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[Tocne Havana MHQY3UH KOHILIEHTPALMS 30JIC1pOHOBOH=KHEAOTH—B—ebIBOPOTHE—KPOBH—OBIe PO

YBCIIUYUBACTCA, AOCTUIas IIMKa B KOHIC I/IH(I)}’BI/II/I, Jajee Ciaeaycer 6I>ICTp06 YMCHBIIICHHUE

koHUeHTpauun Ha 10% mnocne 4 yacoB m Ha MeHee 4yeM 1% nuka mnocie 24 4acoB ¢
IIOCJIEZI0BATEIBHO MPOJOHTMPOBAHHBIM MEPUOJIOM HM3KHUX KOHLIEHTpALMi, HE MPEBBIIIAIOIINX
0,1% ot MakcuManIbHOU A0 MOBTOPHOM MHGY3UH HA 28 JEeHb.

Pacopenenenune

[Tokazano HHU3KOE CPOJICTBO 30JIEIPOHOBOM KUCIOTHI K KIIETOYHBIM KOMIIOHEHTaM KPOBH, CPEIHEE
OTHOILIEHHE KOHIICHTPALIUU B LIEJIbHON KPOBU K KOHIEHTpAIMH B IIa3Me KpoBU cocTtasisieT 0,59
B nuama3one KoHueHnTpamuit ot 30 ur/mi go 5000 aHr/mit. CBs3piBaHUE ¢ OCIKaMU TIJ1a3Mbl KPOBH
HU3KOE, NOJIsl HecBsi3aHHOM (pakmuu cocrabisger 60-77% W HE3HAYUTEIBHO 3aBUCHT OT
KOHIIeHTpauuu npenapara (ot 2 1o 2000 Hr/mo).

Buorpancdopmarus

3osieIpOHOBAs KUCIIOTA HE MOABEPraeTcsi MeTaboIu3My M BBIBOJUTCS TOYKAMU B HEM3MEHEHHOM
Buje. [1o qaHHBIM, NOTYyYCHHBIM IN VItro, 30J1eApOHOBAst KUCIIOTA HE UHTHOUPYET N30(epMEHTHI
cuctembl nutoxpoma P450 yenoBeka um He mojBepraercs OMoTpaHcGOpMaIdU, YTO TO3BOJISIET
MPEIOI0KHUTh, YTO COCTOSIHUE (PYHKIIUH MEYECHU HE BIMAET CKOJBKO-HUOYAb CYIIECTBEHHO Ha
(apMaKOKMHETHKY 30JI€IPOHOBOM KUCIIOTHI.

OnuMUHAIM

3o7e1poHOBasl KUCIIOTa, BBEACHHAs BHYTPUBEHHO, BBIBOJIUTCS MOYKAaMH B TPH 3Tara: ObICTpoe
nByx(}a3HOoe BBIBEJCHHE Mperapara U3 CUCTEMHOM LUPKYJIALUU C NMEPUOJAaMH MOJyBbIBEICHUS
0,24 9 u 1,87 u u MrTenbHas (aza ¢ KOHEUHBIM MEPUOAOM TOTYBBIBEJICHHS, COCTABISIOIINM
146 4. He oTmMeueHO KyMyJsLMU Ipernapara Mpu MOBTOPHBIX BBEAECHUSX KaxJble 28 nHel. B
TedeHue nepBbiXx 24 u B Moue oOHapyxuBaerca 39 + 16% BBengeHHoi n03bl. OcTanbHOE
KOJIMYECTBO B OCHOBHOM CBSI3bIBA€TCSI C KOCTHOM TKaHBIO. 3aT€éM MEJUIEHHO IPOUCXOAUT
00paTHOE BBICBOOOXKICHHUE 30JI€JPOHOBOM KUCIOTHI U3 KOCTHOM TKaHU B CUCTEMHBIH KPOBOTOK U
ee BeIBeJIeHHE Moukamu. OOImuMii MIa3MeHHbIH KIMpeHe npenapara coctasiseT 5,04 + 2,5 n/4 u
HE 3aBHUCUT OT JI03bl MperapaTa, Mojia, BO3pacTa, pacoBOil NMPUHAAJIEKHOCTH U Macchl Tela
nanueHTa. dapMakOKMHETHUECKHE HCCIIEIOBAaHUS y TMAlMeHTOB C THIEpKaJblUEMHUEeN WHIn
HapyIlleHneM (YHKIUHU NeYeHN He MPOBOIMWINCH. Yepe3 KUIIEUHUK BBIBOAUTCS MeHee 3% J103bl
npemnapara.

JInHelHOCTh (HEMMHEMHOCTD)
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VYBenuueHue BpeMeHH MHPY3UH € 5 10 15 MUy r=HpHBOART—K—yMeHEHeHHO=KOHHSH PP A

30J1epoHOBOM KuUCIOTHl Ha 30% B KOHIIE MH(Y3UH, HO HE BIMICT HA IUIONIAAb IOJ KPUBOU
«koH1eHTpanus-spems» (AUC).

TloyeyHas HETOCTATOYHOCTD

[ToyeuHbIii KIMpPEHC 30JICIPOHOBOM KHUCIOTHI Koppenupyer ¢ kinupeHcoMm kpeatuHa (KK) u
cocraBisieT 75 + 33% ot KK, mokasarens coctaBui B cpeqHeM 84 + 29 mi/mMuH (auama3oH 22-
143 mn/muH) y 64 MaMEeHTOB, BKIIFOUYEHHBIX B MCCIEAOBaHNE. AHAIN3 MOMYJISINHN TTOKa3al, 4To
y MAalMeHTOB C HapymieHueM (QyHKIuHu mouyek ymepeHHoi crereHu Tspkectd (KK 50 mu/mun)
paCCUMTAHHBIN KIMPEHC 30JEIPOHOBON KHUCIOTHI cOCTaBisieT 72% OT 3HA4YeHUsl KIUMpEHca
30J1€IPOHOBOM KUCIIOTHI Y MAIMEHTOB C KIIMPEHCOM KpeaTUHUHA > 84 MII/MUH.

JlarHble (hapMaKOKUHETHKY TIperiapara y MalleHTOB ¢ HapylIeHHneM (DYHKIHUU MOYeK TSHKEION
crenenu (KK menee 30 Mi/MUH) OrpaHUYEHBI.

IleyeHOYHAs HEAOCTATOYHOCTh

Her nanHBIX, omuchiBaromMX (PapMaKOKMHETHKY 30J€IPOHOBOM KHCIOTHl y MAlMEHTOB C
HapyuieHueM (QYHKIUH nedeHd. [1o JaHHBIM, MOJYYEHHBIM IN VItro, 301eApoHOBast KUCIOTa HE
UHTHOMpYeT u30(epMEeHThl CcUCTeMbl nuToxpoma P450 wyemoBeka u HE mOABEpraeTcs
ouorpancopmanuu. B uccieqoBaHUSAX |y JKMBOTHBIX MeHee 3% BBEIEHHOW J103bl
oOHapykuBajiochb B (pekanusx. BplleckazaHHOE MO3BOJIET MPEANOI0KHUTh, YTO COCTOSIHHE
(YHKIIUY [TE€YEHH HE BIIUSIET CKOJIbKO-HUOY/Ib CYIIECTBEHHO Ha (hapMaKOKUHETHKY 30JI€IPOHOBOMN
KHCIIOTBHI.

Ilon, BO3pacT U pacoBas NPUHAIICKHOCTh

Ilo manHBIM TpeX (bapMaKOKI/IHeTI/I‘leCKI/IX HCCIeI0BaHUM Yy HNanueHTOB € OHKOJOTMYCCKUMU
3a00JIeBaHUSIMH C METACTa3aMM B KOCTH HE BBISBIICHO BIIMSHUS MAaCChI TCJIa, BO3pacTa (OT 38 a0

84 ner), moJia ¥ pacoBO MPUHAJICKHOCTH Ha KIIMPEHC 30JIEIPOHOBON KHCIIOTHI.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
MannuTton

Harpus uurparta auruapar

Bonaa nist uabekui
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6.2. HecoBMecTUMOCTH
[Tpu ucrionp30BaHMM JUIs BBEICHHSI TpernapaTa 30MeTa CTEKISHHBIX (JIaKOHOB, WH(PY3HOHHBIX
CUCTEeM M MEIIKOB PAa3HBIX THIIOB, U3TOTOBJICHHBIX W3 IOJTMBUHIIXIIOPUIA, MOJHITUICHA U
MOJIUTIPOTTMJICHA (TIpeABapUTENbHO 3anodHeHHBIX 0,9% M./0. pacTBOpOM HATpus XJIopuaa wiu 5%
M/O PacTBOPOM TITFOKO3bI) KAKUX-THOO IPU3HAKOB HECOBMECTHUMOCTH C IPETapaToM 00HapyKEHO

He OBUIO.

[Ipenapatr He cieayeT cMelIMBaThb C JIIOOBIMM APYTMMM JIEKAPCTBEHHBIMHM IIperapaTaMmu, C
KaKUMHU-THOO PACTBOpAMH, COJACPXKAIIUMH KaJlbIUH WM JIOOBIE Jpyrue ABYXBaJICHTHBIC
KaTUOHBI, TAKUMHU Kak pacTBop Punrepa naxrar. PacTBop 307€1pOHOBOI KHCIOTHI HEOOXO0AUMO

BBOJUTH C HCIIOJIB30BAHUECM OT,I[CHLHOﬁ CUCTCMBI Ul BHYTPUBCHHBIX HH(I)y3PII>i

6.3. Cpok rogHocTH (CpOK XpaHeHus)
3 roxa.

ITocne BCKPLITHUA (bHaKOHa PacTBOp HUCIIOJIB30BATh HEMCAJICHHO.

6.4. OcoOble MepbI IPEOCTOPOKHOCTH NIPH XPAHEHUH
[Ipu Temneparype He Bbie 25 °C.

YcaoBus XpaHCHUA TTOCJIC BCKPBITUA JICKAPCTBCHHOT'O IIPCIlapaTa CM. B pa3JCiic 6.3.

6.5. XapakTep u cojep:kaHue NePBUYHONH YIIAKOBKH

ITo 100 mn mpemnapara B OeCIIBETHBIN MIACTHKOBBIN (DJIAKOH M3 MHUKIOO0IE(UHOBOTO MOJIUMEPA,
YKYHOPEHHBI Ccepol PpE3UHOBOM TPOOKOM, OOKaTaHHOW AaNOMHUHHEBBIM KOJMAuyKoM C
IUTACTUKOBOM OTIEIKUBaroIeics kpoimkoit (“flip-off” ycrpoiicTBo) TeMHo-(huroIeTOBOrO 11BETA.

[To ogHOMY (pi1aKOHY BMECTE € JIMCTKOM-BKJIABILIEM B KAPTOHHYIO MMAYKY.

6.6. OcoOble Mepbl MNPEAOCTOPOKHOCTH NPHM  YHUUYTOXXKEHMH  HCHOJIb30BAHHOIO
JIEKAPCTBCHHOI'0 nmpemnaparta NJIA 0TX0/10B, MOJYYCHHBIX mnmocJje INPUMECHECHUSA
JIEKAPCTBEHHOI0 Mpenapara, ¥ Ipyrue MaAaHUMyJISIUM ¢ IPenapaToM

Het oco6bIx TpeGoBaHUil K yTHIIN3AIUH.

7. AEPKATEJIb PETUCTPAIHMUOHHOI'O YAOCTOBEPEHUSA
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[IIBelinapust
Hosaptuc ®apma AI' / Novartis Pharma AG
JIuxtmtpacce 35, 4056 basens, [lBetinapus / Lichtstrasse 35, 4056 Basel, Switzerland

7.1. [IpencraBuTe b Aep:KaTe/isd PeruCTPANMOHHOIO YA0CTOBEPEHUS

IIperen3zun HOTDC6HTCH€I>'I HanpasJIATh 110 aApPECy.

Poccuiickas @edepayus

00O «HoBaptuc ®apmay

Anpec: 125315, r. MockBa, JIeHuHIrpaackuii mpocmekT, a. 70
Tenedon: +7 495 967 12 70

®axc: +7 495 967 12 68

Dnekrponnas nmoyra: drug.safety russia@novartis.com

Pecnybnuxa Apmenus

000 «ACTEPUA»

Anpec: 0051, r. EpeBan, yn. Haupu 3apsn, 72/3
Tenedon: +374 115 190 70

OnexrpoHHas noura: drugsafety.cis@novartis.com

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUS

9. JATA NEPBHYHOHN PETMCTPAIIMNA (IIOATBEPXKJIEHUS PETMCTPAIINMN,
IHHEPEPET'UCTPALIIN)

JlaTa niepBOW perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

061_[1215[ XapaKTCPUCTHUKA JICKAPCTBCHHOI'O ITpCIiapara 3oMmera JOCTYIIHA Ha I/IH(I)OpMaI_II/IOHHOM
nopraje EBpaSHﬁCKOFO 9KOHOMHUYECCKOI'o COr3a B I/IH(I)OpMaI_[I/IOHHO-KOMMYHHKaHHOHHOﬁ CETHU

«Hurepuer» http://eec.eaeunion.org/
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