MHCTPYKIMA
110 IPUMCHCHUIO JICKAPCTBCHHOI'O ITperiapaTta Ajd MEANIUHCKOTIO ITPUMCHCHU A
30META®
Buumamenwvno npouumaﬁme amy UHCMpYKyuio nepe() mem, Kak Hadvamv NpUMEeHEeHUe 95moco
J1eKapCcmeeHHno2co cpedcmea.
* Coxpaﬂume UHCMPYKYUIO, OHA Modtcem nompe606am1)c;z 6HOBb.
» Eciu y Bac 8o3HuKIu 860npocel, 0opamumecs K 6pavy.
* Dmo nekapcmeeHHoe cpedCcmeo HA3HAYEHO TUYHO Bam, u e2o He ciedyem nepedasamsv Opyeum
JAUYam, NOCKOJbKY OHO MOaIHceNn NpuduHums um epec) oaorce npu Hajauduu mex sice CUMnmomoe,
umo u y Bac.
PErMCTPALIMOHHBIN HOMEP: JITT-001937
TOPIrOBOE HA3BAHUE: 3omera®
MEXIYHAPOJHOE HEHATEHTOBAHHOE HA3BAHME: 30JI€IPOHOBAsT KHCIIOTA
JIEKAPCTBEHHASI ®OPMA  pacTBOp Ui HHPY3HHA
COCTAB:

100 mu1 pactBopa (1 duiakoH) copepxar:

Oelicmgylowee 6ewjecmeo. 30JIEAPOHOBON KUCIOThl MOHOruapar 4,264 mr (3KBHUBaJIEHTHO
30J1e1poHOBOI KucioTe 6e3BoaHoM 4,000 mr);

sécnomocamenvhvie geujecmsa: MmanautTon 5100,0 mr, Hatpus uutpata auruapat 24,0 mr, Boaa
1utst uebekuui 10 100 mot.

ONMCAHME:

[Ipo3paunas OecuiBeTHAs KUIAKOCTb.

DAPMAKOTEPANIEBTUYECKAS I'PYIIIA: HHTUOUTOP KOCTHOM pe3opOuuu, Ouchocdonar.

Koa ATX: MO5BAO8

DAPMAKOJIOTHYECKHUE CBOMCTBA

Dapmakoounamuxa

305eJpOHOBasT KUCIIOTa OTHOCHTCS K BbICOKOI((eKTuBHBIM OuchochoHataMm, H30UpaTeabHO
JNEHCTBYIOIIMM Ha KOCTHYIO TkaHb. IIpemapar mnonaBiseT pe3opOIHIO KOCTHOW TKaHH,
BO3/ICIICTBYSI Ha OCTEOKJIACTBhI.

CenextuBHoe neiicTBue O0uchocPoHaTOB Ha KOCTHYIO TKaHb OCHOBAHO Ha BBICOKOM CPOJICTBE K
MHUHEpaAIM30BaHHON KOCTHOM TKaHU. TOYHBIM MOJEKYJSpHBIH MeXaHu3M, OOecreyHBaroIIni
UHTUOMPOBAHUWE AaKTHBHOCTH OCTEOKJIACTOB, JIO CHUX IIOp OCTAaeTCs HEBBIICHEHHBIM.
3oj1e1poHOBasl KHUCJIOTa HE OKa3bIBaeT HEXEJIATEeIbHOrO0 BO3JAEUCTBUA Ha (OPMUPOBAHUE,
MHUHEpAIN3aLHUI0 1 MEXaHUYECKHE CBOMCTBA KOCTH.

[ToMuMo MHrHOMpYIOLIETO ACWCTBUS Ha Pe30pOLMI0O KOCTHOM TKaHU 30JI€IPOHOBAs KUCIIOTA

o01ajaeT MPOTUBOOMYXOJIEBHIMH CBOWCTBaMHM, obecneunBaronmMu 3()(HEeKTUBHOCTD Ipenapara

1/17



Ipu MeTacTa3ax B KOCTH. IN VIVO: MHruOupyer pe3opOIHI0O KOCTHOH TKaHU OCTCOKIACTAMH,
U3MEHSET MHUKPOCPEY KOCTHOTO MO3ra, NMPUBOAUT K CHIKEHHIO TEMIIA pOCTa OIYXOJEBBIX
KJIETOK; MpPOSBISIET AHTUAHTMOTEHHYI0 aKTUBHOCTh. [lojaBieHue KOCTHOM —pe3opOuuu
KJIMHUYECKH COTIPOBOXKIIAETCS, B TOM YHCIIC, BRIPAKCHHBIM CHIDKEHHEM OOJIEBBIX OLIYIICHUN.

In vitro: uaruOupyer nponudepano ocTeo0IacToB, MPOSBISIET NPIMYI0 HUTOCTATHYECKYIO U
IPOAroONTOTHYECKYIO aKTHUBHOCTb, CUHEPIrMYHbI  nuTocTatmdyeckuid  sdpdexr ¢
IPOTUBOOITYXOJIEBBIMHU IIpenapaTaMy; aHTHAr€3UBHYIO U aHTUMHBA3UBHYIO aKTUBHOCTb.
3osepoHOBas KMCIIO0Ta, OJaroaapsi CHHeprudeckoMy 3pQexkTy B KOMOMHAIMK C TOPMOHAIBHON
Tepanue WM XUMUOTEpanueil MoAaBiseT mpoiaudepannio 1 HHIYIUPYET aronTo3, OKa3bIBaeT
HEINOCPEACTBEHHOE NPOTUBOOIIYXO0JIEBOE JEHCTBUE B OTHOLLEHUH KJIETOK MHUEIOMBI YEJIOBEKA U
paka MOJIOYHOH JKeJe3bl, a TAK)KE YMEHbIIAET IPOHUKHOBEHHE KJIETOK paka MOJIOYHOM XKeJe3bl
YeJOBEeKa uepe3 HKCTPALEIUIIONIAPHBI MaTpUKC, YTO CBUJAETEIBCTBYET O HAIMYMM Yy HeEe
aHTUMeTacTaTu4eckux cBoiictB. Kpome Toro, 3oseapoHoBasi KHCIOTa  HMHIHOUpYET
npoiaudepanno KIETOK 3HAOTENNs YelIOBEKa W JKUBOTHBIX M OKa3blBa€T AHTUAHTMOI'€HHOE
EHCTBUE.

VY DanMeHTOB C paKkoM MOJOYHOM JKese3bl, PakoM IpPEACTAaTeNbHOM >Kele3bl U JpyruMU
COJIMAHBIMU OIYXOJSIMU C METAaCTaTHUYECKUM IIOPAKEHUEM KOCTEM 30JIeJpOHOBasl KUCJIOTa
IPEeOTBpaLIaeT pa3BUTHE MATOJIOIMYECKUX MIEPETOMOB, KOMIIPECCUM CIIMHHOI'O MO3Ta, CHHXKAeT
NoTpeOHOCTh B MPOBEJIEHUM JYyYeBOM TepanmuM W ONEPATUBHBIX BMELIATEIbCTB, YMEHBIIAET
ONyXOJIEBYIO THIepkaipiuemMuto. IIpemapar cmocobGeH chepuBaTh MPOrpecCUpOBaHUE
6oseBoro cuHapoma. JleueOHbIi 2P(HeKT MeHee BhIpakKEH Yy MalMEHTOB ¢ OCTEO0IaCTHUYECKUMU
oyaramu, 4eMm ¢ OCTEOJIMTUYECKUMU.

VY NmanMeHTOB ¢ MHOXECTBEHHOM MMEIOMOM M PaKOM MOJIOYHOW >KeJe3bl IIPU HAJIM4YUU Kak
MUHMMYM OJIHOTO KOCTHOTO odara 3(¢EeKTUBHOCTb 30JE€IPOHOBOM KHCIOTHI B J103€¢ 4 Mr
CpaBHHMA C TTaMUIPOHOBOM KHCIIOTOM B 103€ 90 Mmr.

Y nanuMeHToB C OIYyXOJEBOM THIIEpKAIBLMEMHMEN JEHCTBHE Ipenapara XapakTEepU3yeTcs
CHIDKEHHEM COJIEpP)KaHUsl Kalblis B CHIBOPOTKE KPOBH M BBIBEACHUS KaJbIHMs IMOYKAMH.
Cpennee Bpems 10 HOpMaJIM3allMM COAEP KAHMS KallbLius cocTaBisieT okoio 4 nueit. K 10 mHio
cojiepaHue Kaiblus HopManusyercs y 87-88% manumentoB. CpenHee BpeMs 10 pEIUaANBa
(CKOppeKTHpPOBaHHOE MO AITBOYMHHY COJCp)KaHUE KaJlblUsl CHIBOPOTKA KPOBH HE MEHEe
2,9 mmonb/n) coctaBisier 30-40 nHeil. 3HAUMMBIX pazaHuuil  Mexay 3((EeKTUBHOCTBHIO
30JIEJPOHOBOM KUCIIOTHI B 103aX 4 U 8 MI' IIpU JICYSHUHU TUTIEPKATIBIIMEMUH HEe HaOIr01aeTCsl.
HccnenoBanusi He BBISABIAIOT 3HAYUMBIX pa3IU4YUid B OTHOIIEHUWU 4YACTOThI U TSKECTH
HE)KENaTeNIbHbIX SIBIECHUH, HA0MI0JaBIINXCS Y MAlMEHTOB, ITOJIy4aBUIMX 30JEIPOHOBYIO KUCIOTY
B 03ax 4 mr, 8§ Mr, NaMHIPOHOBYIO KHCIOTY B 03¢ 90 Mr winu mianebo, Kak MpH JICYCHUU

MCTACTAa30B B KOCTHU, TaK U THNICPKAJILITUCMHUU.
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DapmakoKkunemuxa

Jannsle mo QgapMakOKMHETUKE IMPH MeTacTa3aX B KOCTH IOJYUYEHBI IOCJIE€ OJHOKPAaTHOM H
MOBTOPHBIX 5- U 15-MuHyTHBIX WHOY3uh 2, 4, 8 U 16 Mr 30JeIpOHOBOM KHUCIOTHI y 64
nanreHToB. PapMaKOKMHETHUECKUE TapaMeTphl HE 3aBUCST OT J03bI Mpernapara.

[Tocne Havyana wH(QY3UM KOHIEHTPALMS 30JICAPOHOBOW KHCIOTHI CHIBOPOTKE KPOBU OBICTPO
YBEJIMYUBACTCS, JIOCTUrasi MUKa B KOHIlE HMH(]y3uu, aanee cieayeT OBICTpOE yMEHbIICHHE
koHleHTpauun Ha 10% mnocime 4 yacoB u Ha MeHee deM 1% mnwuka nocie 24 yacoB C
MOCIIE0BATEIbHO MPOJOHTUPOBAHHBIM MEPUOJIOM HM3KHUX KOHIIEHTPAIMi, HE MPEeBBIIIAIOIINX
0,1% oT MakcuMaJIbHOM 0 TOBTOPHOU MH(Y3UHU HA 28 1EeHb.

Pacnpeoenenue

[TokazaHO HU3KOE CPOJCTBO 30JICAPOHOBOW KHUCIOTHI K KJIETOYHBIM KOMIIOHEHTaM KpOBH,
CpelHee OTHOIIEHUE KOHIIGHTpAIlMM B IEIbHOM KPOBM K KOHIEHTPALMU B IJIa3Me€ KPOBU
cocraBisier 0,59 B nuamazone konueHtpamuii ot 30 Hr/mn mo 5000 ar/mi. CBs3biBaHUE C
OenmkamMM TUIa3MBl  KPOBH HH3KOE, JIOJIi HECBsI3aHHOM (pakumu cocrasisier 60-77% wu
HE3HAYMTEJIbHO 3aBUCHUT OT KOHIICHTPALIUU 30JIeAPOHOBOM KUCIOTHI (0T 2 10 2000 Hr/mi).
buompancgopmayus/memabonuzm

30s1eJpOHOBAsT KUCIIOTA HE TTOABEPTaeTCsl METaO0IM3MY M BBIBOJIUTCS IMOYKaMHU B HEU3MEHEHHOM
Buzie. [1o maHHBIM, TIOJIYYEHHBIM IN Vitro, 30J1eApOHOBas KUCIOTa HE HHTHOUPYET H30(hepMEHTHI
cuctembl nuroxpoma P450 yenoBeka u He mojBepraercs OMoTpaHchOpPMAIlMU, YTO TO3BOJISET
MPEIOJIOKUTh, YTO COCTOSHUE (QYHKIIUHU MEUYEHU HE BIHSIET CKOJIbKO-HHOYAb CyIIeCTBEHHO Ha
(apMaKOKMHETHUKY 30J1€IpOHOBOM KHCIIOTBHI.

Buigeoenue

3o7e1poHOBasl KUCIIOTA, BBEICHHAS BHYTPUBEHHO, BBHIBOJUTCS MOYKAMH B TPH dTama: ObIcTpoe
nByx(}asHoe BbIBEEHUE Tperapara U3 CUCTEMHOU HUPKYISIIUUA C MEPUOJIaMU TOJTYBbIBEICHUS
0,24 a u 1,87 4 u ymrenpbHas $aza ¢ KOHSCUYHBIM TEPUOJIOM TOJYBBIBEICHHUS, COCTABIISIONAM
146 4. He oTMeueHO KyMyJsIIMM IIpenapara IpU MOBTOPHBIX BBEICHMIX KaXKJIble 28 THEN.
3o71e1pOHOBast KHCIIOTAa HE MHTHOUPYET N30pepMEHTH cucTeMbl uToxpoma P450 y genoseka. B
TeyeHUe NepBbIX 24 u B Moue oOHapyxuBaercs 39 + 16% BBeneHHoil m03bl. OcranbHOe
KOJIMYECTBO B OCHOBHOM CBSI3bIBA€TCS C KOCTHOM TKaHbIO. 3aTeM MEMJIEHHO IPOUCXOAUT
00paTHOE BBHICBOOOXKICHUE 30JI€IPOHOBOM KUCIOTHI M3 KOCTHON TKaHU B CHCTEMHBIM KPOBOTOK U
ee BbIBeZeHHe Toukamu. OOMIMI TUTa3MEHHBIA KIUPEHC 30JIeIPOHOBOM KHUCIOTHI COCTABIISET
5,04+2,5 51/94 m He 3aBUCHUT OT J03bI Ipenapata, 1oya, BO3pacTa, pacoBOil MPUHAAJIEKHOCTH U
Macchl Teja MalueHTa. YBeJIWYeHHe BpeMeHM HHQY3uuM ¢ 5 MuHyT a0 15 npuBoaut K
YMEHBIIEHNIO KOHIIEHTPAIMK 30J1eIpOHOBOM KucaoThl Ha 30% B KOHIlE HH(Y3UU, HO HE BIUSAET
Ha IUIOLIAb TOJ1 KpUBOU «KOHUEHTpalus-speMs» (AUC).

q)apMaKOKI/IHeTI/I‘-IeCKI/IC HUCCJIICAOBAaHUA Yy MAUCHTOB C FI/IHepKaJIbL[I/ICMI/Ieﬁ HJIM HapyUICHUCM
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(GYHKIIUY TEYeHU HE MIPOBOAMINCE. Uepe3 KUIIEYHUK BEIBOIUTCS MeHee 3% J03bI Ipernapara.
DapmakoKuHemuKa ¢ 0codvIx cyuaax

Hapywenue ¢ynkyuu neuenu

Her nanubIX, ommchiBaromux (HapMaKOKUHETHKY 30JICIPOHOBON KHUCIOTHI Yy IAIIMEHTOB C
HapymieHrHeM (QyHKIMKA niedeHu. [0 JaHHBIM, MOJYYCHHBIM IN VItro, 30JepoHOBas KUCIOTa HE
uHrHOupyer wu3opepMeHThl cucreMbl nuroxpoma P450 denmoBeka W HE MOJBEpraercs
ouorpancopmanuu. B ucciaenoBaHMSAX y  KMBOTHBIX MeHee 3%  BBEJICHHOM  J103bI
oOHapyxuBanoch B (ekanusax. BrleckazaHHOe MO3BOJIAET MPEANOIOKUTh, YTO COCTOSHUE
(YHKIMM TI€YeHM HE BIHUSCT CKOJIBKO-HHOYIb CYIIECTBEHHO Ha (hapMaKOKHHETHUKY
30JIEIPOHOBOM KUCJIOTHI.

Hapywenue ¢ynkyuu novex

[ToueyHblii KIMPEHC 30JIEPOHOBOM KHCIOTHI MOJIOKUTEIBHO KOPPEIUPYeT C KIUPEHCOM
kpeatuna (KK) u cocraBnsier 75+33% ot KK, cocraBnstomero B cpennem 84+29% (amanazon
22-143 mu/mMuH) y 64 TIAIMEHTOB, BKIIOYCHHBIX B UCCIICOBaHUE. AHAIIN3 MOMYJISIUN ITOKa3all,
YTO y MAIIMEHTOB C HapyIIeHHeM QYHKIMH To4YeK yMepeHHo# crernenu Tsvkectu (KK 50 mur/mun)
paccuMTaHHBIA KIUPEHC 30JeIPOHOBOI KHUCIOTHI cOcTaBisieT 72% OT 3HAYeHUs KIUpEeHca
30JICIPOHOBOIM KHUCJIOTHI y TAIMCHTOB C KIUPEHCOM KpeaTnHWHa >84 Mi/MuH. JlaHHBIC
(bapMaKOKUHETHKH Y TIAIIMEHTOB C HapylreHueM QyHKuU nodek Tsokenon creneru (KK menee
30 Ma/MHH) OrpaHUYEHBI.

Ilon, so3pacm u pacosas npuHaodIeHCHOCMb

[To manHBIM Tpex (QapMaKOKMHETHUYECKUX HCCICTOBAHUN y TAIMEHTOB C OHKOJIOTHYECKUMU
3a00JI€BaHUSIMHM C METACTa3aMU B KOCTU HE BBISIBIICHO BIIMSIHUSI MAacChl TeJa, Bo3pacTta (0T 38 10
84 neT), mona ¥ pacoBOW MPHUHAJICKHOCTH Ha KIMPEHC 30JIeJPOHOBON KUCTIOTHI.

IIOKA3AHUSI K IPUMEHEHUIO

e MertacTa3bl B KOCTH TNPHU 3JI0KAYECTBEHHBIX COJIUIHBIX OMyXOJISIX (pak IpelcTaTeabHON
JKeJe3bl, paK MOJIOYHOHM »KeJie3bl U JIPYyTrue) U MHOXKECTBCHHAs MHEJIOMa, B TOM YHUCIIE JUIS
CHIDKEHUS  pUCKA  TATOJIOTHYECKHUX  TEPEIOMOB,  KOMIIPECCHH  CIIMHHOTO  MO3ra,
TUTIEPKATBIIMEMHUH, OOYCIIOBIICHHOW OITYyXOJIbIO, W CHIDKCHHS TOTPEOHOCTH B TMPOBEACHUH
Jy4eBOU Teparuy UM ONEPaTUBHBIX BMEIIATENLCTB HA KOCTH.

e [umepkambiiieMusi, OOYCIIOBIICHHAs 3JI0KAaYECTBEHHBIMH OMYXOJSIMUA  (COJepKaHUE
aTbOyMUH-KOPPEKTUPOBAHHOTO KAJBIMs B CBIBOPOTKE KpoBU > 12,0 mr/mm [3,0 MMonb/m]).
ITPOTUBONOKA3AHMUS

e [loBbImeHHAsT YyBCTBUTEIBHOCTh K 30JICIPOHOBOM KHCIIOTE, ApyruMm Ouchochonaram
WM JIIOOBIM APYTUM KOMITOHEHTaM, BXOJSIINM B COCTaB Ipernapara.

e Hapymenue ¢pynkiuu nouek tsokenont crenenn (KK menee 30 mur/muH).

e bepeMeHHOCTH U MEPUO IPYJHOTO BCKApMIMBAHUSI.
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e Jlerckuii M MOAPOCTKOBBIN BO3pacT (3PHEKTUBHOCTh M O€30IACHOCTh HE YCTAHOBJICHBI).
C OCTOPOXKHOCTBIO
Ecnu y Bac 00no u3 nepeuucnenuvix 3a001e6anutl neped npuemom npenapama o0s13amenbHO
NPOKOHCYIbMUPYUMeCcsh ¢ 8PAYOM.
C OCTOPOKHOCTBIO MPUMEHSTH Ipernapar y NalieHToB ¢ HapylIeHHneM (DYHKIIUU MOYeK JIETKOH 1
ymepenHoi crenenu Tspkectd (KK > 30 mur/mun).
Crnenyer cobmofarh OCTOPOXKHOCTH TPU  OAHOBPEMEHHOM IPHUMEHEHHUH C JpyTUMH
npernapaTamMi, CIOCOOHBIMU BbI3bIBATh TUIOKAJBIUEMHIO (HApUMeEp, aMUHOTIMKO3UIbI,
KaJbIUTOHUH, «IETJIEBbIE TUYPETUKU») B CBSI3H C PUCKOM Pa3BUTHS CHHEPrHUecKoro 3ddexra,
IPUBOJISALIETO K THITOKATBIIMEMHUHU TSKEJION CTEIEHHU.
C  OCTOpOXHOCTBIO  CJIEAyeT NPUMEHATH OJHOBPEMEHHO C JpyTMMHU Ipenaparamu,
00JaiamuMu HePOTOKCHYHBIM ITOTEHIIHAIOM.
C 0CTOPOXXKHOCTBIO CIIEAYeT MPUMEHSATh OJHOBPEMEHHO C aHTHAHTMOTEHHBIMU TperaparaMu B
CBSI3M C YBEJIIMYEHUEM PUCKA PA3BUTHUS OCTEOHEKPO3a YEIIOCTH.
Cobmronate OCTOPOXXHOCTH NMPH NMPHUMEHEHUH y MAlMeHTOB C HapylleHHeM (YHKIMH MEYEeHU
TSDKEJIONM CTENEHU B CBSI3M C OTPAaHMUYEHHOCTHIO JAHHBIX [0 NPUMEHEHHIO Mpenapara y
MAIMEHTOB JaHHOW KaTEerOpHH.
IIPUMEHEHME IIPU BEPEMEHHOCTH U B MEPUOJ TPYJTHOT'O BCKAPMJIMBAHUSA
bepemennocmo
[IpuMeHeHue npenaparta 3omeTa® Bo BpeMsi GepeMEHHOCTH HPOTHBOMNOKA3aHO.
Pezrome puckos
Het naHHBIX 0 NpUMEHEHUH Ipenapara Bo BpeMsi OEpeMEHHOCTH y YelloBeKa.
[Ipy BO3HUKHOBEHHMH OEpEMEHHOCTHM BO BpeMs Tepanuu OuchochoHaTaMu BO3MOKEH PHUCK
(dbopMUpOBaHUS BHYTPUYTPOOHBIX MOPOKOB Pa3BUTHS IUIOAA (HApUMeEp, aHOMAaJIMM pa3BUTHS
CKeJleTa W JIpyrMX aHOMajiMii). 3aBUCUMOCTh pPHCKA OT BEJIMYMHBI BPEMEHHOTO MPOMEXKYTKa
MEXIy NpeKpalieHueM Tepanuu OucochoHaTaMM M MOMEHTOM 3a4arusi, MyTH BBEAEHUS U
0COOEHHOCTEI KOHKPETHOTO Mpenapara HeM3BeCTHa.
[TaiMeHTOK ¢ COXpaHEHHBIM PENPOJYKTUBHBIM MOTEHIUAIOM HEOOXOAUMO MpeaynpexaaTh
0 HEOOXOJUMOCTH NPUMEHSTh HAJACKHBIE METOJAbl KOHTpALENIMd BO BpEeMs JIeUEHUs
npenapatoM 3omera®.
B wuccrnenoBaHusix y OJHOro M3 JABYX BHUJOB JKMBOTHBIX IpPHU MOAKOKHOM MPHUMEHEHUU
30J1eJpOHOBOM KUCIOTHL B A03e 0,2 MI/KI B CyTKM (3Kcmo3uimus, B 2,4 pa3a MpeBbILIArONIast
OKHUJAEMYIO IKCIIO3ULMIO Y yenoBeka 1o BenuunHe AUC) oTMeueHB! SIBIEHUS TEPATOr€HHOCTH
B BUJE 1€(DEKTOB Pa3BUTHUS MOBEPXHOCTHBIX CTPYKTYP, TOPOKOB Pa3BUTHs BHYTPEHHUX OPraHOB
YU aHOMaJIMi Pa3BUTHUS CKeJeTa, NMpH MPUMEHEHHH B MUHUMalbHOW n03e 0,01 MI/Kr B CyTKH

OTMEYCHA JUCTOIIHA. B HCCIICOOBAHHUAX Y APYIroro Buaa ’XKUBOTHBIX TAKOBBIX SIBJICHHH OTMEYEHO

5/17



He ObUIO, OJTHAKO MpU NMpuMeHeHHH B 1o3e 0,1 MI/Kr B CyTKHM OTMEUEHBI SBJICHHUS MaTePHHCKON
TOKCUYHOCTH, KOTOpble OBLIM CBsI3aHBI JMOO BBI3BAHBI TUIOKAIbLIMEMUEH, HHIYyIHPOBAHHON
pernapaToM.

Ilepuoo epyonozo eckapmausanus

HewusBecTHO, MPOHUKAET JIM 30JIEAPOHOBASI KUCIIOTA B TPy IHOE MOJIoKO. [Ipumenenne npenapata
3omera® B epHoJ rPyJHOTO BCKAPMIMBAHHS HPOTHBOMNOKA3AHO.

DepmunbHocmo

HeT nanHbIX 0 BIUSHUU 30JI€POHOBON KUCIOTHI HAa (DePTUIILHOCTD Y UEIOBEKA.

B mccnenoBaHusx y KMBOTHBIX NPHU TOJKOKHOM BBEJICHUHU 30JIIPOHOBOM KHCIOTHI B J03€
0,1 MI/KT B CYyTKM OTMEYEHO yTHETCHHE (PEPTHIHHOCTH.

CrioCcOb NPUMEHEHUSA U JTO3bI

3omema® 4 m2/100 mn pacmeop Ons uH@y3uu —20moeas ieKapcmeeHHas Gopma, KOMopas He
mpebyem Oanvheuwe2o pazsedenus. Ilpenapam crnedyem 6600umv 6HYMPUBEHHO KANEIbHO, 6
meuenue He Menee 15 MuH, He cMewusas ¢ OpyeuMu npenapamamu.

I[Ipenapar 3ometa® JOMKEH BBOAUTH TONBKO KBATH()MIMPOBAHHBIA MEIUIMHCKUNA IEpPCOHAN C
OTIBITOM BHYTPUBEHHOTO BBeZIeHHs OuchochoHaToB.

Crnemyer CKOPpEeKTUPOBATh ACTHAPATAIMIO Yy MAUEHTOB (IIPU €€ HAJMYWHU) Nepes BBEACHUEM
npenapara 3omera®.

Memacma3zvt 6 KoCmu npu 3/10KAYECMEEHHBIX CONUOHBIX ONYXONAX U MHONCECHIBEHHOIL
Muenome y 3p0ocaviX U RAYUEHM OB NONCUNO20 603PACA

Pexomengyemast no3a cocrtaBiusier 4 Mr kaxaeie 3-4 Henmenu. CrenyeT IOTOJHUTEIBHO
IPUMEHSTH Kalblui BHYTph B 103€ 500 mr B cyTku 1 ButamuH D B no3e 400 ME B cyTku.
T'unepkanvyuemun, o00ycnoeneHnans 310KAYECHBEHHLIMU ONYXOJAMU, )y 63POCAbIX U
RAYUEeHMmMOo8 NOIHCUI020 603pacma

[lpu runepkanpiieMuu (comepKaHue KalbIUs B CHIBOPOTKE KPOBH, CKOPPEKTHPOBAHHOE IO
anbOymMuHy, > 12 wMr/mn wunm 3 MMOJB/I) peKOMEHJyemas OIHOKPAaTHO BBOJUMAs /1032
npenapata cocrasisier 4 mr. Ilepen wim Bo Bpemst uH(QY3uu cienyeTr 00ecneynTh aJeKBaTHYIO
THJIpaTaIUIoO MAlUEHTA.

Ilayuenmut c napywienuem QyHKyuu nouex

T'unepkanvyuemus, 00ycno61enHasn 310KA4ECMEEHHBIMU ONYXONAMU

[TanimeHTam ¢ KOHLIEHTpAIMe KpeaTUHUHA B CHIBOPOTKE KpoBHU < 400 MKMOJIB/1 wimn < 4,5 mr/an
He TpeOyeTcsl KOPPEKLUU pexXuMa J103UPOBAHMUSL.

Memacmaswl 6 Kocmu pacnpocmpaHeHHbIX 3710KA4ECHEEHHBIX ONYX0J1ell U MHOMNCECMEEHHAS
Muenoma

Hepezl HadaJiOM TCpaIlluu MIperaparoM y BCCX MAIIMCHTOB CJICAYCT OIMPCACIUTL KOHUCHTpPAIIUIO

KpeaTUHHHA B CbIBOpOTKe KpoBu U KK.
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Jlo3a npenapata 3omeTa®

3aBucuT oT ucxoanoro KK, paccunrannoro no gpopmyne Kokpodra-
['onta. IIpoTMBOMOKa3aHO NMpHUMEHEHHME Ipenapara y HAalMEeHTOB C HapyWEHUSIMH (QyHKIHUU
nouek Tsokenoi crenenn (KK < 30 mi/mun) (eM. pasaen «l/Ipomusonokasanusy).

PexkomenryeMblie 10361 y MAIMEHTOB C HAapylIIeHHEM (YHKLUUHU IOYEK JIETKOW M yMEpPEHHOM

crenenu Tsokectd (KK 30-60 miu/MuH) pUBeACHBI HIKE.

I/ICXO,I[HOG S3HAYCHUE KIIUPCHCA KpE€aTUHUHA PCKOMCH,I[yeMaH J03a Ipemnapara 30M€Ta®

(My1/MHH)

>60 4,0 Mr (5 M1 KOHIIEHTpATa)
50 -60 3,5 mr (4,4 MJ1 KOHIIEHTpATa)
40 - 49 3,3 mr (4,1 M1 KOHIIEHTpAaTa)
30-39 3,0 mr (3,8 MJ1 KOHIIEHTpATa)

Ilocne Hayana Ttepanuu CIELYET MPOBOAUTH ONPEACICHUE KOHLUEHTPALUU KpEeaTUHUHA B
CBIBOPOTKE KPOBH II€pe]l BBEICHUEM Ka)KJI0M IOCIIEyomEeN 103bl penapara. [Ipu BeIsABICHUH

Hapymenus (yHKIMH HOYeK ouepeaHoe BBeleHMe mpemapaTta 3omera®

CIEAYeT OTJIOXKUTh. B
KJIMHUYECKHX MCCIIeI0OBAaHUAX yXyALIeHHEe GYHKINHU MOYEK ONpeAessuIn CIeAYOIHUM 00pa3oM:

- y MaLMEHTOB C UCXOJIHON KOHIIEHTpaLMeil KpeaTHHUHA B CIBOPOTKE KPOBH B Mpeaeaax HOPMbI
(< 1,4 mr/nn) yBenuyeHHe KOHIICHTPAIIMU KPEaTHHIHA B CBIBOPOTKE KpoBH Ha 0,5 Mr/mi;

- y MAIMEHTOB C OTKJIOHCHUSMHU MCXOTHOW KOHIIEHTPAIMH KPEAaTHHHWHA B CHIBOPOTKE KPOBU OT
HOpMbI (> 1,4 Mr/mn) — moBbIteHre Ha 1 Mr/ .

Tepanuio npenapaToM 3oMeTa® BO30OHOBIAIOT TONBKO MOCHE TOrO, Kak KOHIEHTpPAIUs
KpeaTHHHHA B CBIBOPOTKE KPOBH JOCTUTaeT 3HaueHui B npenenax +10% oT ucxoaHoi, B TOH xe
7103€, KOTOpast IPUMEHSIIACH JI0 TPEPHIBAHUS JICUCHUSI.

Jlns TpUrOTOBIEHHS YMEHBLIEHHOW J03bl Tpemapata 3omera®, pacTBop i HHQY3Hil
4 mr/100 mu1, cnenyer ynanuTh U3 (IiakoHa COOTBETCTBYIOIIMKA 00beM pacTBOpa A MHOY3Hii
npenapara 3omera® B 3aBucHMMOCTH OT HcxomaHoro KK (cM. Tabnumily HMXKe) U 3aMECTUThH
COOTBETCTBYIOIIUM 00beMoM ctepuiibHOro 0,9% pactBopa HaTpus xyopuaa win 5% pacTBopa

JEKCTPO3bI (TITFOKO3BI) IS B/B BBEJICHHS.

Ucxonmupiit  xmuperc | O6bem pactBopa misa | Oobem  creprmiibHOTO | KoHIleHTparus
KpeaTHHHUHA uH¢py3uit npemnapata | 0,9% pacTBopa | MOJIy4eHHOTO
(Mu1/MuH) 3omera®, KOTOPBIN | HATpUSL XJIOpHUAA WJIU | pacTBOpa TSt
ciaenyer ynanuth u3 | 5% pacTtBopa | uHGY3ui mpenapara
dnakoHa JeKcTpo3bl (rmoko3s) | 3omera®
(mu1) st B/B - BBenmeHus, | (mr/100 mu)
KOTOPBIMH  CIIEyeT
3aMECTUTh
YIaJIEHHbBIN o0beM
pacTBopa TUTST
nHpy3uii mpenapara
3omera® (M)
50-60 12,0 12,0 3,5
40-49 18,0 18,0 3,3
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| 30-39 | 25,0 | 25,0 13,0

[Ipenapar 3omera®, pactBop ans uHOY3Wi, He CleAyeT CMENIMBATh C JIOOBIMU JIPYTHMH

® HC CJICAYyCT CMCIIMBATL C KaKMMU-TTH00

JeKapcTBEHHbIMU IpenapaTamu. IIpemnapar 3omera
pacTBOpamu, COAep X alllUMU KallbUUNA WM JIIOObIe OPYTrHe JIBYXBaJICHTHBIE KAaTHOHBI, TAKUMU
Kak pactBop Punrepa makrar. PacTBop 307€ApOHOBON KHCIOTHI HEOOXOAUMO BBOJUTH C
UCTIOJIb30BAaHUEM OT/ICIBHOM CUCTEMBI JUIsl BHYTPHUBEHHBIX HH(]Y3HUH.

IIOBOYHOE JEWCTBHE

Haubonee cepbe3nbiMu HexenareabHbiMu peakiusmMu (HP) y manueHTOB, moiyyarommx

npenapar 3omera®

[0 3aperMCTPUPOBAHHBIM IIOKA3aHUSAM, SBISUIMCH: aHa(UIAKTHYECKas
peakuus, HEeXKeNaTeJIbHbIE SBJIEHUS CO CTOPOHBI IJIa3, OCTEOHEKPO3 YEIIOCTH, ATUIIMYHBIN
nepesnoM OepeHHO KOCTH, GUOPMIIISIMS peaCcepaAnid, HapylIeHne (QyHKIUHN MMOYeK, pPeaKIus
ocTpoil ¢a3pl u runokansiuemus. Mupopmanus o yacrore HP nmpu mpumenenuu mpenapara

®

3omeTa” B J03€ 4 wMr OCHOBBIBACTCsA, TI'JIaBHBIM o6pa30M, Ha JAaHHBIX, TIOJYYCHHBIX IIPpU

NIPOBEICHUH JUINTEeNbHOH Teparmuu. HP, cBA3aHHBIE C TIpUMeHeHHWeM Ipemapara 3omerta®,
O0OBIYHO CJIa00 BBIPAKEHBI M TPAH3UTOPHBI, MOJAOOHBI TEM, O KOTOPHIX COOOIIAIOCH MpHU
npuMeHeHuu apyrux oucdochonaroB. Ot HP moryt HabmrogaTbest mpuOIU3UTENBHO Y TPETU
NALUEHTOB, MOMyYaloIMX jedeHne npenaparoM 3omera™. CUMITOMBI PeakIUu OCTPOil (asbl
OOBIYHO pa3BUBANMCh uepe3 3 JHsA TIocle TNpuUMeHeHMs mpenapata 3omera®. oOiiee
HEJIOMOTaHue, 00JIb B KOCTSIX, JINXOpPaJKa, 03HOO, TPUNIONOJOOHBIA CHUHAPOM W apTPUT C
MOCTEAYIONUM OMyXaHUEM CyCTaBOB; OOBIYHO CHMIITOMBI pa3peliaguch B TE€YCHUE HECKOIbKHUX
nHeil. Taxke wacto oTmeuanuch Takue HP, kak aprpanrus u wmuanrus. OueHb 4YacTo
YMEHBIIIEHNE MMOYEYHON IKCKPEIUU KAIBIUS COMPOBOXKIAIOCH PE3KUM CHIKEHHEM COJIepKaHUs
docdhopa, yYTO MpPOTEKAIO OECCHMMITOMHO M HE TpeboBaio JsedeHus. Yacto CHUKEHUE
COJIep’KaHUsl KalbllMs B CHIBOPOTKE KPOBU BIUIOTH JIO Pa3BUTHUSI TUMOKAIBIIMEMUU MOKET
CONPOBOXAATHCS OTCYTCTBUEM KIMHUYECKUX MPOSBICHUN.

NmeroTcst cooOIIeHNs O YacThIX PEAKIUAX CO CTOPOHBI HKEIYyAO0YHO-KUIIEYHOTO TPaKTa, TaKUX
KaK TOIIHOTA U PBOTA MOCJIe BHYTPUBEHHON MH(Yy3uH mpenapara 3omera®.

JlokanbHbIe peakiuu B MecTe MH(Y3UH, TaKue KaK MOKPACHEHHE WJIM OTEYHOCTh /WU 0OOJib,
HaOII0TATICh HEYacTo.

AHOpeKcHs 4acTo HabIIoanach y MalueHToB, MoTyYaBIInX npenapar 3omeTa® B 03¢ 4 M.
Cry4an ChIlA WK 3y/1a OTMeYaIHCh HewacTto. Kak u mpu npumenennn apyrux 6uchochoHaTos,
COOOIIAIOCH O YaCTHIX CIy4asiX KOHbIOHKTUBHTA.

Ha ocHoBaHMM cymMMapHOTO aHajdn3a KOHTPOJIUPYEMBIX HCCIEIOBAaHUN COOOIIATOCh O YacTOM
pPa3BUTUU aHEMHH TSDKEIOW CTernmeHH (KOHIeHTparusi remMorinobuna < 8,0 r/mn) y manueHToB,
nosyyaromux mpenapar 3omera® B 103€ 4 MT.

HP crpynmupoBaHbl B COOTBETCTBUU C Kiaccuukanueir opraHnoB u cucreM opraHoB MedDRA,
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B TpejieNiaX KaKJOW TPYMIbl MePEUUCICHBI B MTOPSIKE YMEHBIIEHUS YaCTOTHI BCTPEUAEMOCTH, B
npenenax KakIoW HOArpynnbl — B MOPSAAKE YMEHBIICHHUS 3HAYMMOCTH. Kputepuu ouneHku
YacTOThl BCTPEYaeMOCTH: oudeHb 4Yacto (>1/10), wacro (=1/100, <1/10), mewacto (>1/1000,
<1/100), pemko (>1/10000, <1/1000), ouens peako (<1/10000), BkIrOYas OTIEIHHBIC
COOOILIEHNS.

Hapywenus co cmoponvl Kpou u numgamuueckor cucmemsl: 4acTO — aHEMHsl; HEYacTo -
TPOMOOLIMUTONICHHUS, TICHKOTIEHUS; PEAKO - TAaHIIUTOICHUSI.

Hapywenus ncuxuxu: 4YacTo - HapylIeHHE CHA; HEYacTO - YYBCTBO TPEBOTU; PEAKO -
CIIyTaHHOCTH CO3HAHMS.

Hapywenusa co cmoponsi HepeHoll cucmembl: 4acTo - TOJOBHAs 0OJb, NAPECTE3UH; HEYacTo -
TOJIOBOKPY>KEHUE, JTMCTeB3Us, THUIECTE3Ms, TUIIEPECTEe3Us,, TPEMOP; OUYEHb PEIKO - CYAOPOrH,
TUIECTe3Us U TeTaHUs (Pa3BUBAIOIINECS BCIEICTBUE THIIOKATIBIIUEMHH).

Hapywenus co cmoponvl opeana 3peHus: 4acToO - KOHBIOHKTHBUT; HEUACTO — «Pa3MBITOCTBH)
3pEHHSI; PEMIKO - YBEHT.

Hapywenusa co cmoponvl nuwesapumenvHoi cucmemysl: 4acTO - TOIIHOTA, PBOTA, CHIKEHUE
anmneTHTa, 3a1op; HeYacTo - guapes, 60J1b B )KUBOTE, JUCIETICHSI, CTOMATUT, CYXOCTh BO PTY.
Hapywenus co cmoponvl OvixamenbHOU cucmemvl, 0peaHo8 cpyOHOU KIemKU U CPeOOCmeHUs.
HEYaCTO - OJIBIIIKA, KAIIENb; PEIKO — HHTEPCTUIHATIbHAS O0IE€3Hb JIETKUX.

Hapywenus co cmoponwvl Kodcu 1 NOOKONCHBIX MKAHel. YaCTO — TOBBIIIEHHOE MOTOOT/IEJICHHE;
HEYAaCTO - 3y/, CHIMb (BKIIOUAsi )PUTEMATO3HYIO U MAKYJIE€3HYIO).

Hapywenus co cmopoHbl KOCMHO-MbIUEUHOU CUCMEMbl U COCOUHUMENbHOU MKAHU. 9acTO —
00JIb B KOCTSIX, MHAJTHsS, apTPaTHs, TeHEpaTN30BaHHBIC OOJH, TYTOIOJBIKHOCTh CYCTaBOB;
HEYaCTO - HEKPO3 YEITIOCTH, MBIIIIEYHBIE CYJOPOTH.

Hapywenus co cmoponsl cepoya: penko - Opaaukapaus, apuTMus (pa3BUBAIOIIASCS BCIEACTBHE
TUTIOKAJIBIIUEMHUH ).

Hapywenus co cmopomnsl cocy0og: 4acTo - TIOBBIIICHHE apTePUAILHOTO JIaBJICHHS;, HEYacTo —
CHI)KCHHE apTePUABHOTO JIaBIICHUSI.

Hapywenus co cmopomnvl nouek u Mouebl00AWUX nymeli: 4acTo - HapylieHne QyHKIUN OYeK;
HEYAaCTO - OCTpas IoYeYHas HEJAOCTATOYHOCTh, TeMaTypHs, TIPOTCHHYPHUS, PEAKO —
npuoOpeTeHHbIN cuHApoM DaHKOHHU.

Hapywenus co cmoponvl uMMYHHOU cucmembl: HEYACTO - PEAKIIMU TUIEPYYBCTBUTEIBHOCTH;
PENKO - aHTHOHEBPOTHUECKUI OTEK.

Jlabopamopuvie u uHcmpymeHmanivbHble OaHHble. OYE€Hb YacTo - TunodocdaTreMus; 4acTto -
MOBBILICHHE KOHLEHTPALUU KpeaTMHUHA U MOYEBUHBI B CHIBOPOTKE KPOBH, TMIIOKAIBIIUEMHUS;
HEYaCTO — TUIIOMArHUEMUSI, TUIIOKATHEMHSI; PEIKO - THIIEPKATUEMUS], TUTICPHATPUEMHUS.

Obwue paccmpoticmea u HapyuieHusi 8 mecme 66edeHUs; 9acTO — peaklus OCTpoil ¢assl,
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NOBBIILIEHUE TEMIIEpaTyphl Tela, TPUNNONONOOHBIN CHHAPOM (BKIIOYArOmUi  oOriee
HEJIOMOTaHue, 03HOO, YYBCTBO HEJOMOTAHMS, IIPUIHBBD)), Tepu(epruIecKkre OTCKH, aCTCHUS;
HEYAaCTO — peaknuss B MecTe BBeAcHHS (00Jb, pa3apakeHUe, OTCUYHOCTh, YIUIOTHCHHE,
MOKpAacHEHUe), 00JIb B TPYIHOM KIJIETKE, YBEIIMYCHUE MACCHI TEJA; PEIKO — apTPHUT U OIyXaHUE
CyCTaBOB KaK CUMIITOM PEAKIIMHU OCTPOH (ha3sl.

CrnexyeT uUMeTh B BHJIy, YTO NPU NPUMEHEHHH JPYruX OUCHOCPOHATOB Yy IMALMEHTOB C
OpOHXHMAJIBLHOW aCTMOM, YYBCTBHTEIBHBIX K AllCTHIICATMIIMIIOBOW KHCIOTE, OTMEYAINCH CITydan
OpoHXOCTa3Ma, OJHAKO TNpHM NPUMEHEHMH Tmiperaparta 3oMera® JAHHOTO SBICHHS HE
Ha0JII01aJIOCh.

Heorcenamenvuvle peaxkyuu no OAHHBIM _CNOHMAHHBLIX OMYemos U JAumepamypHblx 6'0061/(467-11/”/7

(uacmoma Heuszsecmua)

Hapywenus co cmoponvt ummynHou cucmemul: anadUIaKTHUIECKas pEaKIUs/IIOK.

Hapywenus co cmoponvl nepenoti cucmembi: COHIUBOCTb.

Hapywenuss co cmoponvl opeama 3peHusi. SIUCKICPUT, CKIEPUT U BOCIAIHUTEIbHbIC
3a00s1eBaHUsT OPOUTHI.

Hapywenus co cmoponwl cepoya: GuOpHIISIUS Tpeacepamii.

Hapywenus co cmopoHbl cocy0os8: CHWXEHUE apTEepHaIbHOTO JABJICHHUS, TNPHUBOJSAIIEE K
00MOpPOKY HITH IIUPKYJISITOPHOMY KOJIJIANCy, B OCHOBHOM Y TIAIIMEHTOB C (PJaKTOPaMH pUCKa.
Hapywenus co cmopoHnvl OvixamenvHOU cucmemvl, 0p2ano8 cpyOHOU KIemKU U CPeOOCMeHUA!
OpoHXOCTa3M.

Hapywenus co cmopoHbl Ko 4 NOOKONHCHBIX MKaHell. KpamuBHUIIA.

Hapywenuss co cmoponvl ckenemHo-mblueyHOU U COeOUHUMENbHOU MKAHY. BHE3aIHOE
BBIPQ)KEHHOE OTPaHWYEHUE MOJBM)XHOCTU CYCTAaBOB /WM TsDKENas U B HEKOTOPBIX CIydasx
OTPaHUYMBAIONIASl TPYIOCTIOCOOHOCTh 0OOJb B KOCTSIX, CyCTaBaX W/WIJIM MBIIIIAX, aTUMTUYHBIE
MOJIBEpPTEIIbHbIE U Juadu3apHble IepeIoMbl OEPEHHOMN KOCTH.

Onucarnue omoenbHbiX HeXCeaamelbHblL peaxyuil

Hapywenue ¢pynxyuu novex

[Ipumenenue mpenapaTa 3oMeTa® accOIMMPOBANIOCH C PA3BUTHEM HAPYIIEHUs (YHKIHH MOUEK.
[Ipy npuMmeHeHHMH mpenapara B KIMHUYECKUX HCCIEIOBAaHUSAX C LEIbI0 MNPOGUIAKTUKU
OCJIO)KHEHUW CO CTOPOHBI CKeJleTa y TAI[MEHTOB C PacHpOCTPaHEHHBIMHU 3JI0KaY€CTBEHHBIMU
HOBOOOpA30BaHUSMHU C TMOPAXEHHEM KOCTEeHW 4YacTOTa BO3HHUKHOBEHHUS HapyLIeHUS (YHKIUU
MOYEeK, CBA3AHHOTO C TIPUMEHEHHWEM TIperapara, pachpeaeieHa CIeAYIImuM o0pa3oMm:
MHOkecTBeHHass muenoma (3,2%), pak npocratsl (3,1%), pak mosouHoi xene3sl (4,3%), pak
JIETKUX U Jpyrue conunueie omyxonu (3,2%). K gakropam, KoTopble MOTYT YBETUYMBATh PUCK
yXyauceHud q)yHKI_[I/II/I MOYCK, OTHOCATCA: Acrujaparanusa, MNpCAIMICCTBYIOMCC HAPYIICHUC

®

(GYHKIMU TIOYEK, MHOXECTBEHHBIC KypChl JIEUYCHMS TIpernapaTtoM 30MeTa  WIH JApYTHMMHU
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ouchocdonaTamu, 0OJTHOBPEMEHHOE NMPUMEHEHHE HE(PPOTOKCHUHBIX MpEnapaToB WM BBEICHUE
npenapata B TEUEHME MEHBIIEro, 4eM pEeKOMEHIyeMbld, mnepuoaa BpeMeHH. OTMedeHo
yXyauieHne (QYHKIMU MOYeK, MPOrpecCUpOBaHME HapyIIEeHHs (YHKLUUU IOYEK BIUIOTh J10
MOYEYHOW HEJOCTATOYHOCTH M HEOOXOIMMOCTH TPOBEICHHUS TeMOJHalN3a IOCIe BBEACHUS
CTApTOBOI1 MIIM OJHOKPATHOI 10361 MpenapaTa 3omeTa®.

Ocmeonekpo3

Ipu neyenun GuchocdonaTaMu, B TOM YKCIe npenaparom 3oMeTa”, B OCHOBHOM y MAIMEHTOB C
OHKOJIOTMYECKMMHM 3a00JIeBaHUSIMA OTMEUAIIUCh CIyyal Pa3BUTUS OCTEOHEKPO3a (B OCHOBHOM,
YeNOCTH, HO TAaKKEe W JIPYro JOKalW3allid, B T.4. Ta30BOW KOCTH, OCIPEHHOW KOCTH U
Hapy’>KHOTO CIIyXOBOT'O KaHayia). Y MHOTHX MAaI[EHTOB C OCTEOHEKPO30M YEIIOCTH OTMEYAIHCh
IPU3HAKM MECTHOIO MH(EKIIMOHHOIO Mpolecca, B T.Y4. OCTEOMHEIUT; B OOJILIIMHCTBE CBOEM
TAaKOBBIE CIIydad OTMEYEHbl Yy TAllMEHTOB C OHKOJOTMYECKUMH 3a00JIEBaHUSAMM I10CIIe
OKCTPAKIUHU 3y0a WM IMOCE CTOMATOJIOIMYECKHX ONEPAaTHBHBIX BMEmATeNbCTB. CyIIeCTBYIOT
IIMPOKO W3BECTHBIE MHOXECTBEHHBIC (DAKTOPHI PHCKa, MPEIpacrojaralime K pa3BHTHIO
OCTEOHEKpO3a 4YEeNIIOCTH, TaKhe KakK 3JI0OKaueCTBEHHbIE HOBOOOpa30BaHUs, OJHOBPEMEHHAas
Tepanus (HampuMep, XHMUOTEpanus, aHTUAHTMOTEHHbIE IIpenapaTsl, JiyueBass Tepamus,
TJIFOKOKOPTUKOCTEPOUBI) U COIYTCTBYIOIIME COCTOSIHHS (HAampuMep, aHeMHs, KOaryJonaTuu,
UHQEKINH, MpeaIecTByonee 3a0oieBaHne moioctu pra). Hecmorpst Ha TO, YTO NPUYMHHO-
CIIEZICTBEHHas] CBsS3b HE YCTAHOBJIEHA, IIeJecOO0pa3HO M30erarb CTOMATOJIOIMYECKHX
OTEPATUBHBIX BMEIIATENBCTB B CBSA3U C BO3MOXKHOCTBIO OTCPOUYEHHOTO BBI3OpOBIeHUS. Mcxoms
U3 JIOCTYNHBIX JAHHBIX, YacTOTAa Pa3BUTHS OCTEOHEKPO3a YENIOCTH CBS3aHa C XapaKTepOM
OITyXOJH (PacTpOCTPaHEHHBIN paK MOJIOYHOM KeJe3bl, MHOKECTBEHHASI MUEIIOMA).

Peaxyus ocmpoti ¢paszvi

JlaHHas HexenaTelabHas peakLus MpeaCcTaBiseT cOoOOM KOMIIEKC CHUMITOMOB: IOBBIIICHHE
TeMIeparypbl Teia, oOmiast ci1abocTb, 00Jb B KOCTSIX, O3HOO, I'PUINONOAOOHBIA CHHIPOM.
OOBIYHO HAYMHAETCA B MHTepBane <3 nHs nocie uHpys3uu npenapara 3omera®. Peakuus Takxke
YIOMHHAETCS C HCMOJb30BAHUEM TEPMUHOB «TPUIIIONOAOOHBIE» WM  «IOCTI030BBIE»
cUMNTOMBI. CUMIITOMBI OOBIYHO Pa3pelIatoTcsi Yepe3 HECKOJIBKO JTHEH.

Quobpunnayus npedcepoutl

B o1HOM W3 KIMHHYECKUX MCCIEIOBAHUN MPH MTPUMEHEHHH 30JI€IPOHOBOM KHCIIOTHI B TEYCHUE
3 7eT y manueHTOK ¢ MOCTMEHOMNAay3aJIbHbIM OCTEOMOPO30M (B J03€ 5 MI' OTUH pa3 B roj) oomas
qyacToTa pa3BuUTHs (GuOpwaIMu npeacepauit cocrasimsuia 2,5 % (96 genosek u3 3862) mo
cpauenuro ¢ 1,9% (75 w3 3852) B rpymnme turane6o. Yacrora pazButvs GUOPHILISAIIAN
npeacepaAnii, CONPOBOKAAIOLIEHCS TAKEIbIMU T€MOINHAMUUECKUMH HapyIIEHUsIMH, COCTaBIIsIIa
1,3% (51 w3z 3862) u 0,6% (22 w3 3852) s 307€IpOHOBOM KHUCIOTHI M IIareto

cOOTBEeTCTBEHHO. [10100HBIH AucOanaHc HE OTMeYalcsl B IPYTHX KIMHUYECKUX HCCIIETOBAHMIX

11/17



30JIEJIPOHOBO} KHCIOTHI, B TOM YHCIIE TIPH MPUMEHEeHnH mpenapata 3omera® B 03¢ 4 Mr OfuH
pa3 B 3-4 Helenu y MaUEHTOB C OHKOJOTMYECKUMH 3aboneBaHusiMH. [IpuunHa MOBBIMICHUS
4acTOThl pa3BUTUS (UOPMWILIALUU Tpelncepauil Ha (oHE Tepanmuu 30JeIPOHOBOM KUCIOTOW Yy
MAIUEHTOK ¢ TOCTMEHOMAY3aJbHBIM OCTEOMIOPO30M B JAHHOM HCCIICIOBAaHUHU HE YCTAHOBJICHA.
Eciu nrobvie uz ykazauuwvix 8 uHCmpykyuu noboyHvlx 3¢gexmos ycyeyonsromes, uiu Boi
3amemunu a0bvle opyeue nobounvie d¢hghekmvl He YKA3AHHbIE 8 UHCMPYKYUU, coodwume oo
Imom epauy.

ITEPEOO3UPOBKA

ITpu ocTpoil nepeno3upoBKE MpenaparoM (OrpaHUYEHHbIE JaHHbIE) OTMEYAIUCh HAPYLIECHUS
(GYHKIIUM TIOYEK, BKIIIOYAsl MMOYCYHYIO HEIOCTATOYHOCTh, U3MEHEHUS AJICKTPOIIMTHOTO COCTaBa,
BKJIIOYAsl CHWIKEHHE KOHIICHTpAluu Kanblus, (ochaToB M MarHus B 1azme KpoBu. [lamueHt,
MOJyYMBIIUHN 103y Mpernapara, MPEeBbIIAIYI0 PEeKOMEHIOBAHHYIO, JTOJDKEH HAXOAUTHCS MO
MOCTOSTHHBIM HaOII0/IeHNeM. B citydae BOZHUKHOBEHUS TUITOKAIBIIHEMHN, COTPOBOKIAFOIICHCS
KIIMHUYCCKUMH TPOSIBIICHUSIMH, TIOKa3aHO MPOBEICHUE MH(Y3UH KAIBIHS TJIFOKOHATA.
B3AMMOJENACTBUE C IPYTUMU JEKAPCTBEHHBIMH CPEJICTBAMHA

Pexomenayercsi co0t01aTh OCTOPOKHOCTD MIPH OJHOBPEMEHHOM MpUMEHEeHUH OuchocPpoHaToB
C AaMHHOTJIMKO3WJIAMH, KAJIBIIUTOHHHOM, H «IETICBBIMH» JUYPETUKAMH, ITOCKOJIBKY
OJIHOBPEMEHHOE JICHCTBUE 3THX TPENApaToOB MPOSBISACTCS YBEIHMYCHUEM MPOIOKUTEIHHOCTH
CHI)KEHHUS COJIEpP KaHUS KallbIUs B TJIa3Me KPOBHU.

OCTOpOKHOCT, HEOOXOJMMA MPHM OJHOBPEMEHHOM IIPUMEHEHHH Iipemapata 3omera® ¢
nperapaTamMu, MOTCHIINATHLHO 00J1aTaf0OIUMU HEPPOTOKCHIESCKUM JICHCTBUEM.

HeobxommuMo co0it0/1aTh OCTOPOXKHOCTh TP OJTHOBPEMEHHOM TPUMEHEHUH C HMHTHOUTOpAMHU
AHTHOTE€HE3a B CBSI3U C MOBBIIIEHUEM YaCTOTHI Pa3BUTHS HEKPO3a YEIIOCTH.

[Ipy OJHOBPEMEHHOM MNPUMEHEHHH C IIpermapatoM 3oMera® [pPYyruX 4YacTo HPUMEHSEMbIX
JICKaPCTBEHHBIX TIperapaToB (MPOTHBOOIYXOJIEBBIC CPEICTBA, AUYPETHKH [32 HCKIFOYCHHUEM
«TETJIEBBIX»|,  aHTHOMOTWUKH,  AQHAJIBIETUKH)  KaKUX-THOO  KIWHUYECKH  3HAYMMBIX
B3aMMOJICUCTBUN HE OTMEUEHO.

[Ipy KOMOMHMPOBAaHHOM INpPUMEHEHHH Iipenapata 3omera®

C TaJUJIOMMJIOM He Tpebyercs
KOPpPEKLIMH 03Bl 30JIEAPOHOBONM KHCIOTBHI, 32 HCKIIOUYEHUEM IPUMEHEHHUS Yy NalleHTOB C
HapylleHHueM (QYHKIHMM TMOYeK JIeTKOW W yMEpeHHOM creneHu Tsbkectu. KomOuHHMpoBaHHOE
npumenenue Tanuaomuaa (100 mr i 200 Mr 1 pa3 B cyTku) u npenapara 3omera® (4 mr) y
NAllMeHTOB C MHOYKECTBEHHOM MMEJIOMOW CYIIECTBEHHO HeE BIHMSAET Ha (DapMaKOKMHETHKY
30J1eIpoHOBOM KHCIOTH U KK.

Dapmayesmuueckoe 3aumooelcmeue u ONPOCbl COBMECMUMOCU

®

PactBop mist un(y3uil npenapara 3oMera” HEIb3s CMELIMBATh ¢ MH(PY3MOHHBIMH PacTBOPaMH,

COZIepKAIIMMU UOHBI KaJIbLIM, HAIIPUMEDP, pacTBOpoM PuHrepa.
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OCOBBIE YKA3AHUS

[Tepen wHby3mMe cruemyer yOenuTbcs B aJCKBAaTHOM TruapaTaluu  mnanueHnrta. [lpu
HeoOxoquMocTH  pekoMenayercss BBeaenue 0,9% pactBopa HaTpus XJopuja Iepen,
napaenbHo ¢ MM nocne nHdy3un npenapara 3omera”. Creyer n30eraTh rUnepruapaTanym
13-3a pPUCKA BOBHUKHOBEHUS OCJIIOKHEHUN CO CTOPOHBI CEPJIEYHO-COCYAUCTON CUCTEMBI.

Iocse BBeneHus mpenapara 3omMera® HEOOXOIMM HOCTOSHHBIH KOHTPOJIb COAEPKAHUS KalbIKs
(CKOppEKTHPOBAHHOTO MO0 albOyMuHY), ¢ocdopa, MarHus M KOHIEHTpAIlMHM KpeaTHHUHA B
CBIBOPOTKE KpoBH. llpu paszButum rumnoxanbiueMuu, runodochareMun Wi TMIIOMarHUEMUU
MOKET BO3HUKHYTh HEOOXOJAMMOCTh B KPAaTKOBPEMEHHOM JIOTIOJHUTEIHLHOM BBEICHUU
COOTBETCTBYIOILIUX BEIIECTB. Y MAIMEHTOB C HEJICYEHHOM TMIIEPKAIbLIMEMHUEN KaK IMPABUIIO
uMeeTcsl HapylleHne (QYHKUIUU MOYeK, MO3TOMY HEOOXOIMM TINATENbHBIM KOHTPOIb (DyHKIHUU
MOYEK y MAIlMeHTOB JIaHHOM KaTeropuHu.

[Ipy pelmeHny BOmpoca o JeUeHNH mpenapaToM 3ometa® y IAIMeHTOB ¢ MeTacTa3aMH B KOCTH C
LEJIbI0 CHUXEHHUS pPUCKA TMAaTOJOTHYECKUX TEPEIOMOB, KOMIIPECCUU CIMHHOTO MO3Ta,
TUIEpKAbIUEMUH, OOYCIOBICHHON OMYyXOJIbl0, M CHI)KEHHUS NOTPEOHOCTH B MPOBEACHUU
Jy4eBOW Tepamuu WM ONEPAaTUBHBIX BMEIIATENIbCTB Ha KOCTH, CIEAyeT MNPUHUMATh BO
BHUMAaHHE, YTO TePareBTHIECKUN (P (PeKT HAacTymaeT yepe3 2 - 3 Mecsla mocje Hayasa JCUeHHS
npenapaToMm.

Hapywenue ¢ynkyuu novex

HmeroTcss OTAeNnbHBIE COOOIIEHHS O HapylleHMH (YHKIUU TMOYeK Ha (OHE MpUMEHEHUs
oucdocponaroB. K ¢dakTtopam pucka BO3HHUKHOBEHMSI TMOJOOHBIX OCIOXHEHUH OTHOCSATCA
JeruapaTanus, IpeamlecTByolee HapyeHue (yHKIUU TOYeK, MPEAIIeCTBYIONIAs MOYeUHas
HEJJ0CTATOYHOCTH, MHOTOKPaTHOE BBeJIeHUe Tpenapara 3oMeTta® uim apyrux 6uchochoHaTos, a
Tak)Ke MpUMEHEeHHe HEPPOTOKCUUHBIX JIGKAPCTBEHHBIX CPEJICTB, U CIIUIIKOM OBICTPOE BBEICHUE
npenapara. HecMoTps Ha TO, YTO PUCK BBIIIEOTTUCAHHBIX OCJIOKHEHUM CHUXKACTCS MPHU YCIOBUU
BBEJICHHS TIperapaTta B J03¢ 4 MI' B TEUCHHE HE MEHee 15 MHHYT, BO3MOXXHOCTh HApYIICHUS
byHKIMM moYek coxpaHsercs. OTMeyanuch ciay4aw — yXyAmIeHdus ~(QYHKIUU — TIOYeK,
MPOTPECCUPOBAHUsl HApPYyMIEHUS (YHKIMM TIOYEK BIUIOTh JO0 BO3HHKHOBEHHSI MOYEYHOU
HEJIOCTATOYHOCTH ¥ BO3HUKHOBEHHSI HEOOXOJAMMOCTH B MPOBEICHUN T€MOJIUATIN3a MPU TTEPBOM
WM OJTHOKPATHOM MPHMEHEHHH npenapaTa 3omeTa®.

[ToBbIllIeHNE KOHIICHTPAIIMHM KPEaTUHUHA B CHIBOPOTKE KPOBU TaKKe HAOII0aeTCs Y HEKOTOPBIX
MAIMEHTOB TP JUIMTEIHHOM TIPUMEHEHUH TMpernapaTta B PEKOMEHAYEMBIX J103aX, XOTA C
MEHBIIIEH YaCTOTOM.

Cnenyer mNpOBOIUTH OINpeesieHne KOHLEHTPAUU KPEeaTWHHWHA CHIBOPOTKU KpPOBHU IMEpen
KOKIBIM BBEICHHEM IIpermapaTa. Y MalUeHTOB ¢ HapylmieHHeM (QYHKIUU TMOYEK JIETKOW U

YMCpeHHOﬁ CTCIICHU C METacTazaMMd B KOCTH COJHUAHBIX 3JIOKAQYCCTBCHHBIX onyxoneﬁ n
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MHOXECTBEHHOW MMEIOMOW PEKOMEHIYeTCsl MpHMEHEHHe Ooyiee HU3KOW CTapTOBOW J103BI
npenapara (cM. pasnen «Cnocob6 npumenenus u 003vbl»). [lpu BBISIBICHUHM TNPU3HAKOB
HapylIeHuss (QYHKIMM MOYeK Ha (OHE Tepamnuu MpenapaTroM JIeYeHHE clieAyeT BO300OHOBIATH
TOJIBKO MOCJIE TOro, KaK KOHIEHTpAIUsl KpeaTUHWHA JOCTUraeT 3HadyeHui B npenenax +10% ot
UCXOIHOU BeNMWYUHBI (CM. pazaen «Cnocob npumenenus u 0o3wvly). [IpuMeHeHne mpemnapara y
NAIMEHTOB C HAapylIeHUEM (PYHKIMH MOYEK TSKEJION CTENeHU MPOTHBOIOKA3aHO (CM. pasjien
«lIpomusonoxazanusny).

Ocmeonekpos

Omnucanbl Cilydadl OCTEOHEKpO3a YENIOCTH B OCHOBHOM Y TAlMEHTOB C OHKOJOTMYECKHUMH
3aboneBanusasMH Ha (oHe JedeHHs OucdochoHaTaMH, B TOM dYHcIe npemapatoM 3omera®.
MHorue 13 Takux HalMeHTOB MOJyYald OJHOBPEMEHHYIO TePaNuIo TIIIOKOKOPTHKOCTEPOUIaMHU
WIM XUMUOTEpanuio. ¥ MHOTHX IMallMeHTOB UMENIHU MECTO MPHU3HAKU MECTHOTO MH(EKIIMOHHO-
BOCTIJIUTEIHHOTO MPOLECCa, BKIIOYAsk OCTEOMUEIIHUT.

B xnmHMYecKol mpakThke HamboJiee 4acTO Pa3BUTHE OCTEOHEKpPO3a YETIOCTH OTMEYalloch Y
MAIMEHTOB C PACIPOCTPAHEHHBIM PAKOM MOJIOYHOM jKeJie3bl U MUEJIOMHOM OO0JIe3HBIO, a TAK¥Ke
IpU HaJUYMK CTOMATOJIOTWYEeCKUX 3aboyieBaHuii (mocne ynaieHus 3yOa, mpH 3a00eBaHMSIX
NapoJIOHTa, HEYJOBIETBOPHUTENBHON (uKcanuu 3yOHBIX MpoTe30B). M3BecTHBIMU (pakTOpamu
pUCKa OCTEOHEKpO3a YENIOCTH SIBIISIIOTCS pPaK, OIHOBPEMEHHas Tepanus (XHUMHOTEparus,
JTy4yeBas Tepamwus, aHTHAHTUOTEHHBIC MpEenaparthl, TTIOKOKOPTUKOCTEPOUIBI), COMYTCTBYIOIINE
COCTOSIHUS (aHEMHUs, KoaryJIoNnaTuu, MHPEKIMs, Ipe/ecTByollee 3a001eBaHNe OJIOCTH PTa).
[lepen npumenenuem o6ucdochoHaTOB MAUEHTaM C OHKOJIOTHYECKUMU 3a00JI€BaHUSIMU CIIEIYET
MIPOBECTH CTOMATOJIOTMYECKOe 0OCIIeZIOBAaHUE M BBITIOJHUTH HEOOXOIUMBIE TPOPUITAKTUIECKHE
IpOIEypHl, a TAKKE PEKOMEH10BaTh CTPOroe COOII0IEHUE TUTUEHBI MTOJIOCTH PTa.

Bo Bpems nedenus 6uchocdoHaramu crieayeT o BOZMOKHOCTH M30eraTb CTOMATOJIOIMYECKHX
WHBA3WBHBIX BMENIATEIHCTB. Y IAIMEHTOB C OCTEOHEKPO30M YENFOCTH, BO3HUKIIEM Ha (oHE
Tepanun OuchocdoHaTamu, MPOBENCHHE WHBA3UBHOTO CTOMATOJOTHYECKOTO BMENIATEIhCTBA
MOYET CIIOCOOCTBOBATh YXYALICHUIO COCTOSIHMA. HeT naHHBIX, YTO NpepbIBaHHE JEYCHUS
ouchochonaTamMu mepea NMPOBEICHUEM CTOMATOJIOTMYECKOTO BMEIIATEIbCTBA CHUKAET PUCK
OCTEOHEKpo3a uemrocTh. [lmaH nedeHusT KOHKPETHOTO TAalWeHTa JIOJDKEH OCHOBBIBATHCS Ha
WHIWBUTyTbHOW OIICHKE COOTHOIICHMS PUCK/TONB3a. ONMHMCaHBl CIydaul OCTEOHEKpPO3a HHOU
JOKaJu3alMy, B T.4., Ta30BOM KOCTH, OEIPEHHOM KOCTH, HAapYyKHOTO CIyXOBOrO KaHaja, B
OCHOBHOM Y B3pPOCIBIX MAIUEHTOB C OHKOJOTHYECKUMH 3a00JI€BaHUSMHU, MTOTYYAIOIIUX TEPAUIO
oucdochonaTamu, B T.4. Ipenapatom 3omera®.

Amunuunsie nepenomvl 6eOpeHHOU Kocmu

Ornucanpl cay4an BO3HUKHOBEHHS ATHIIMYHBIX TOJBEPTENbHBIX U OUAPU3APHBIX TEPEIOMOB

OeIpeHHON KOCTH y MAIMEeHTOB, JITUTEILHOE BpeMs MOTyYaloLHX JiedeHue ouchoconaramu no
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MOBO/y OcTeornopo3a. [lonepeunbie Wi KOPOTKHE KOChIC MEPEIOMbI MOTYT JIOKATH30BaThCS B
JF000M MecTe Ha MPOTSHKCHUU OCAPSHHON KOCTH OT Majioro BepTesa 0 HaJAMBIIICIKOBOM SMKH.
OnucaHHbIC MEPEIOMbl BO3HUKAIOT IMOCJAC MHUHHMAIbHOW TpPaBMbl HJIM CaMONPOU3BOJIBHO.
HekoTopble manueHThl UCHBITHIBAIOT 00Jb B OCIpe WM B IMaxy, 4acTO COMPOBOXIAIOIIHECS
NPU3HAKAMU CTPECCOBBIX IEPEJIOMOB TI0 PE3yJIbTaTaM BHU3YAIU3HPYIOMIMX JUArHOCTHYCCKHX
UCCJICIOBAaHUM, KOTOPbIE BO3HHUKAIOT 3a HEOCId H MECAIbl 10 PAa3BUTHS IOJHOIO
(3aBepIICHHOr0) TepeoMa OeapeHHo KocT. Hepenko mepesoMbl BOZHHKAIOT ¢ 00EUX CTOPOH,
MI03TOMY TPH BO3HHMKHOBEHHUH IEpeioMa OCAPSHHONM KOCTH Y MAIlMEHTA, MOTyYaroIero Teparmio
oucdochonaramu, cremyer MPOBECTH OOCICIOBAHHME KOHTpIATEpalbHOW OCIPEHHON KOCTH.
Co0011an0ch TaKKE 0 MEAJICHHOM 32KUBJICHHU (CpAaCTaHUM) 3TUX MEPEIOMOB. BbUIH MOTy4YeHbI
coo0IeHrs 00 aTHITUYHBIX MEpeioMax OeIPEHHON KOCTH y MAlMeHTOB, MOJyYaBIINX JCYCHUE

npenapatom 3omera®

, OJHAKO MPHUYMHHO-CJIEICTBEHHAs CBSA3b JTUX IEPEIOMOB C Tepanuen
30JICAPOHOBOM  KHCIOTOW He Oblla ycraHoBiieHa. PemieHne o TpeKpalleHUuH Teparuu
npenapatoM 3omera® y MAIMEHTOB ¢ MOAO3PEHHEM Ha ATUITHYHBINA MEpeoM GeIpeHHON KOCTH
JI0 TIPOBEACHUS 00CIIEeIOBaHUS JOKHO OCHOBBIBATHCSI HA MHAMBHUAYAIBHOMN OIIEHKE 03KUIAeMOU
MOJIb3bI K BOBMOKHOMY PHUCKY.

[lanueHToB, MOJNYYAOIMX Tepamuio mpemapatoM 3omera®, cleayeT HpeayHpeauTh O
HEO0OXOAMMOCTH COOOIIaTh MEIUIIMHCKOMY TIEPCOHATY O JIFOOBIX 00JIAX B OeApe WM MaxoBOU
0o0nacTH; KaXKIbli MallMeHT, MPEAbIBIAIOMNN XaloObl Ha TaKUe€ CHUMIITOMBI, JOJDKEH OBITh
oOcrenoBaH A7 BBISIBICHUS BO3MOXXHOTO HE3aBEPIICHHOTO (HEMOJHOTO) mepenoMa OelpeHHON
KOCTH.

Mbvuueunas 6o

B xnuHMUYEcKO# mpakTHKE COOOIIAIoch O HEYACThIX CIydasXx Pa3BUTHS CUIBHOW M B HEKOTOPBIX
CIIy4asiX OTpaHUYHUBAIOIIEH TPYAOCIMOCOOHOCTh OO B KOCTAX, CyCTaBaxX M MBINIIAX Ha (oHe
nedeHuss OucpocdoHaTaMu, K KOTOPHIM OTHOCUTCS M 30JIEAPOHOBasl KHUCJIOTa. YKa3aHHbIE
CHUMIITOMBI Pa3BHBAJHCh B TE€YECHHE TEPHOAA OT OIHOTO JHS JO0 HECKOJBKHUX MECSIIEB ITOCIE
Havana JedeHus. [locrme mpekpamieHus jedeHuss y OONBIIMHCTBA TAIMEHTOB OTMEUYEHO
pa3pelieHue CUMIOTOMOB. Y  HECKOJBKHMX TAIMEHTOB CHUMIITOMBl TOBTOPSUINCH TpPHU
BO300HOBJICHUH TEPAIMH UM TPUMEHEHUH Apyroro ouchocdonara.

Tunoxanvyuemus

B xnuHMuYeckoll TpaKTHKE COOOIIATOCh O PAa3BUTHUH TUIMOKATIBIIMEMHH Y TAIUEHTOB,
TMONY4YalomuX JeueHne npenaparoM 3omera®. B ciyuae pasBUTHS TSKENIOH TMIIOKATBIHEMUH
OTMEYaJOCh PA3BUTHE HEXKEJATEIbHBIX SBJICHUH CO CTOPOHBI HEPBHOH CHUCTEMBI (CYIOPOTH,
TETaHUsI U OHEMEHHE), CEepJCYHON apuUTMUU. B HEKOTOpPHIX CiyyasX TMIOKAJIbLHUEMHUS MOKET

NpEaACTaBJIATL YI'pO3y JIsI KHU3HMU. Cne;[yeT CO6JHOI[aTL OCTOPOKHOCTh TIpH NPHUMCHCHUU

npenaparta 3omeTa® OJHOBPEMEHHO C JPYTMMH JIEKAPCTBEHHBIMH CPEICTBAMH, CHOCOOHBIMH
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BBI3bIBATh TUIOKAJIBIIMEMHIO, TIOCKOJIBKY 3TO MOXET TPUBECTH K CHHEPrUYECKOMY
B3aWMOJICHICTBHIO W PA3BUTHIO TUIOKAJIBIIMEMHUH TsDKETOW creneHw. llepen Havamom Tepamuu
npenapatoM 3oMera® cliefyeT ONpeleNuTh KOHIEHTPALMIO KalblUs B ChIBOPOTKE KPOBU M
CKOPPEKTUPOBATh THIOKAIBIIMEMUIO. [[allMeHThl JOMKHBI TOTy4YaTh aJIEKBATHOE BOCIIOJIHEHUE
npernapaTamMu KaJlblus U BUTaMuH D.

TlanueHTsl, MOMyYaroIIie TEPaIuIo IpenapaTtoM 3omMeTa”, He JOJKHBI OHOBPEMEHHO MOTyYaTh
npenapar AKiacTa, Tak ke Kak U apyrue oucdocoHarsl.

® B HGHHanquCKOfI IIPAaKTUKE

OddexTuBHOCTD U OE30MACHOCTh MPUMEHEHHS NTpenapaTa 3omMmeTa
JI0 HACTOSIILIEr0 BPEMEHU HE YCTAHOBJICHBI.
BJMSAHUE HA CHOCOBHOCTD YIIPABJISITh TPAHCIIOPTHBIMHM CPEJCTBAMMA, MEXAHU3MAMM

® Ha CIOCOOHOCTH YOpaBJIATb TPaHCHHOPTHBIMHA

W3ydyenue BiMsAHUA Ipenapara 3o0MeTa
CpeACTBaMHU M MEXaHW3MaMH He IIPOBOAMIOCH. B cilydyae BO3HUKHOBEHUS OOOYHBIX peakLuil co
CTOPOHBI HEPBHOM CHCTEMBl ITallMEHTAM PEKOMEHIYETCS BO3JIEpXKaTbCA OT YIIPaBICHUS
TPaHCIIOPTHBIMU CPEACTBAMHM M MEXAaHU3MaMHU, a TaKXK€ 3aHATUM BUAAMU JESITEIbHOCTH,
TPeOYIOLMMH KOHILIEHTPALMU BHUMAHU, HAPSKEHUH IICUXOMOTOPHBIX (DYHKIIHIA.

@DOPMA BBIITYCKA

PactBop mst ungysuit 4 mr/100 mur.

[To 100 mi mpemapara B OECIBETHBIN TUTACTUKOBBIN (PJIAKOH U3 IUKIOO0JIE(HUHOBOTO MOJIUMEPA,
YKYTIOpPEHHBI cepoil pe3nHOBON NpoOKOil, OOKaTaHHOW aTIOMMHUEBBIM KOJIAYKOM C
IIACTHKOBOM oTiienkuBaromieics kpoimkoit (“flip-off” ycrpoiictBo) TemHo-(buoneToBoro msera.
[To ogHOMY (pr1akOHY BMECTE C HHCTPYKIMEH 110 MPUMEHEHUIO B KAPTOHHYIO MAuKy.
JlomyckaeTcst Halnu4ue KOHTPOJISI IEPBOTO BCKPBITHS HA KAPTOHHOM ITAYKe.

YCJ10BUsI XPAHEHUSI

[Tpu Temneparype e Bbime 25 °C.

IIpenapar cinegyer XpaHUuTh B HEAOCTYITHOM JUIS IETEN MECTE.

[Tocne BckprITUA (hi1aKOHA PaCTBOP MCIOIb30BaTh HEMEJICHHO.

CPOK rOJIHOCTH

3 roga.

IIpenapar He cneayeT NPUMEHATh 0 UCTEYEHUHU CPOKa F'OJHOCTH, YKa3aHHOTO Ha YITaKOBKE.
YCa0oBHs OTITYCKA

OTnyckaroT 1o peuenty.

ITPOM3BOJUTEIb

IIpousBoanuTeab roToBOI JIeKapCTBEHHOH (POPMBI, (aCOBIIMK (IEPBUYHAS YIIAKOBKA)
®pesennyc Kabu Actpust I'M6X, Xaduepmrpacce 36, r. ['parr, 8055, ABctpus / Fresenius Kabi
Austria GmbH, Hafnerstrasse 36, 8055 Graz, Austria

Ynakopmuk (BTOpruHasi (MOTpPeOMTENbCKAs]) YNAKOBKA), BBINYCKAIMNA KOHTPOJIb
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KayecTBa

Hosaptuc ®apma Ilreitn Al, Illaddxaysepmrpacce, 4332 Illreitn, [lBeitnmapus / Novartis
Pharma Stein AG, Schaffhauserstrasse, 4332 Stein, Switzerland

Jlek ®apmachroTrKai3 1.1., Beposiikosa 57, 1526 JlroonsHa, Cinosenust / Lek Pharmaceuticals
d.d., Verovskova ulica 57, 1526 Ljubljana, Slovenia

BJAJEJELl PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUSI/OPTAHU3AIIAA, TPUHUMAIOIIAS
HNPETEH3UU TIOTPEBUTEJIS

Hosaptuc ®apma AT, Jluxtmrpacce 35, 4056 basens, IlBetinapus /

Novartis Pharma AG, Lichtstrasse 35, 4056 Basel, Switzerland

Ilonyuums dononnumenvuyio ungopmayuio o npenapame, a MaKHce HANPAGUMb NPEMEH3UU
U UHpOpMayUIo 0 HedHceNameNbHBIX AGEHUAX MONHCHO NO ciedylowemy aopecy 6 Poccuu:
00O «HoBaptuc ®@apmar

125315, r. MockBa, JIeHunrpaackuii mpocnekr, 1. 70

ten.  (495) 967 12 70

daxc (495) 969 12 68.

Www.novartis.ru
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