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Perucrpanuonnsiii Homep: JII1-Ne(001273)-(PI'-RU)

Toprosoe HaumeHoBaHue: ATopBacTaTuH PeHeBan

Me:xayHapoaHoe HeIATEeHTOBAHHOE HAMMEHOBAHHe: aTOPBACTaTUH
JlekapcTBenHasi gopMa: TalOIETKH, TOKPHIThIE TUIEHOYHON 000JI0UKON

Cocras Ha oaHY Ta0J1eTKY

eiicmeyrowee seujecmeo:

ATOpBacCTaTUH KAJIBLMUS ............. —10,85 Mr— 21,69 Mmr —43,38 mr

(B mepecuere Ha atropBacTtatuH)..— 10,00 mr— 20,00 Mr ~ — 40,00 mr

gcnomozamenvhbie Geujecmsd: 1EIUTION03a MUKpoKpuctaimmndeckas «rtun 101y, kambius
KapOOHAT, JaKTO3bl MOHOTHUIPAT, KpPOCKAapMelUio3a HaTpus, THUIPOJIO3a, MarHus creapar,
nomicop6ar 80 (tum 80), HaTpus naypwicynbdar; cocmag obonouxu: OITAJIPAN® YS-1-
7040, 6emnsrii [runpomeriosa (E 464), makporon (I13T17) 6000 (E 1521), turana auokeun (E 171),
tanbk (E 553b)], amynbcus cumerukona 30 %!

Onucanmne

Kpyrnble TBOSKOBBIMYKIIbIE TAaOIETKHU, MOKPBITHIE TUICHOYHONH 00070YKOM O€I0ro Wid MOYTH
Oenmoro nBera. JlomyckaeTcs Hamu4He iepoxoBaTocTd. Ha momepednom paspese siapo Oenoro
WM IIOYTH O€JIoro IIBETA.


https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/

( AKIIMOHEPHOE OBILIECTBO
— [IPOU3BOJICTBEHHA S ®APMALIEBTUYECKAS
RENEWAL KOMITAHHS OBHOBJIEHUE

Teu./¢axc: 8 (800) 200-09-95

dapmakoTepaneBTHYeCKasi TPyNna: TUIOJUIUAEMUYECKOE CpencTBO — uHruourop I'MI-
KoA-penykrassl.

Kox ATX: C10AA05

dapMaKoJIOrHyecKue CBOMCTBA

Dapmakoounamuka

ATOpBacTaTUH — CEJIEKTUBHBIM KOHKYypeHTHBIH uHruoutop I'MI'-KoA-peaykrasbl, KiIr04eBOro
dbepMeHTa,  TPEBpaIIAOIIeT0  3-TUAPOKCH-3-METWITTIOTapui-KoA B MeBajoHaT  —
MPEANIECTBEHHUK CTEPOUIOB, BKIIOUas XojecTepuH. CHHTETHYECKOE THIOJHUIUIEMUYECKOE
CpPEICTBO.

Y nanMeHToB € TOMO3WIOTHOW M TeTEPO3UTOTHOM CEMEWHOM THIEPXO0JIECTEPUHEMHUEH,
HECEeMEUHBIMH (OPMaMH TUIIEPXOJECTEPUHEMUN U CMEIIAHHON JAMCIUIHMIEMHEH aTopBaCTaTHH
CHIKAeT KOHIICHTPAIMIO B TutazMe KpoBw obmero xosectepuna (XC), xosectepuHa
aunonpotrenHoB HU3koM mioTHoctu (XC-JIIHII) m anonmunonporenHa B (amo-B), a Taxxke
XOJIECTEpUHA JTUTIONPOTENHOB 04eHb HU3KOU IoTHOCTH (XC-JITTOHIT) u Tpurmunepumos (TT),
BBI3BIBAET MOBBIIICHNE KOHIIEHTPALIUU XOJECTeprHa JTUIOMPOTENHOB BHICOKON MIOTHOCTH (XC-
JIIIBII).

AtopBactatun cHikaeT koHreHTpanuio XC u XC-JIITHIT B mnasme kposu, uarudupys ['MI -
KoA-penykrazy M CuUHTE3 XOJECTEpUHA B IE€YEHUM W YBEIUYMBAS YHUCIO «IIECYECHOYHBIX»
peuenrtopoB JIIIHII na noBepXHOCTHM KIETOK, 4YTO MPUBOAUT K YCHIECHHUIO 3axBaTa U
karabonuzma XC-JITTHII.

AtopBactatuH yMmeHblmaer oOpaszoBanue XC-JIITHII wu umcmo wactum JIITHIIL, BeI3BIBaeT
BBIpAXXEHHOE U CTOWKoe mnoBbimeHue axktuBHocTu JIIIHII-penentopoB B couetaHuum c
OnmaronpusTHbIMM ~ KadyecTBeHHbIMM u3MeHeHusimu  JI[IHII-gactun, a Takke CHUKaer
koHueHTpauuto XC-JIIIHII y mnauueHToB € TOMO3MIOTHOM HACIEICTBEHHOM CeMEeMHOU
TUIIEPXOJIECTEPUHEMHUEH, YCTOMYMBOM K  Tepamuu  JPYrUMU  TUIOJUIUAEMHUYECKUMU
CpelICTBAMM.

AtopBacTtaTuH B 103ax oT 10 mr 10 80 mr cHmkaet koHueHTpanu XC Ha 30-46 %, XC-JITTHII
— Ha 41-61 %, ano-B — Ha 34-50 % u TI' — Ha 14-33 %. PesynbpTaThl Tepanmuu CXOJHBI y
MAIMEHTOB C TeTEPO3UTOTHON CEMEWHOU TumnepxojecTepuHeMueii, HeceMelHbIMU (GopMaMu
TUIIEPXOJECTEPUHEMUN M CMEIIAHHOW THUIEPIMIIHUIEMHUEH, B TOM 4YHCIE, y MalHUEeHTOB C
caxapHbIM quabeToMm 2 THra.

Y nanuMeHToB € M30JMPOBAHHOM THUNEPTPUTIIMLIEPUIEMUEH  aTOPBACTATHUH  CHUIKAET
KoHIleHTpanuto obmero xonecrepuna, XC-JIITHIL, XC-JIIIOHII, amo-B, TI' u mnoBsimiaeT
koHleHTpauuio XC-JIIIBII. VYV mnamuentoB ¢ aucOeTamunonpoTeMHEMuel aTOpBacTUTHH
CHIDKAeT KOHIICHTPAIMIO XOJIECTEPHHA JIMIIONMPOTEHHOB MPOMEXKYTOUHOW mioTHocTH (XC-
JITITIIT).
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VY mammenTtoB ¢ runepiunonporenHemueii tuna lla u Ib mo kmaccudukanuum @peapukcona
cpenHee 3HaueHue MoBbiieHus: koHueHTpauuun XC-JIIIBII npu neyenun aropsactarunom (10-
80 MT) 10 CpaBHEHMIO C MCXOJHBIM TOKa3zaTesieM cocTaBisieT 5,1-8,7 % u He 3aBUCHUT OT JI03bI.
Hwmeercs 3HAYMTENBHOE JI0303aBUCHUMOE CHIDKEHHE BEIMYMHBI COOTHOIICHWH: OOImunit
xonecrepun/X C-JITIBIT u XC-JITTHIT/XC-JIIIBII na 29-44 % u 37-55 %, COOTBETCTBEHHO.
ATtopBacratuH B Jj03€ 80 MI' IOCTOBEPHO CHHMKA€T PUCK PA3BUTHS UIIEMUYECKUX OCIO0KHEHUH U
cMepTHOCTh Ha 16 % mnocne 16-HenenbHOro Kypca, a pPUCK MOBTOPHOM TOCHMTAIM3ALMM 10
MOBOJY CTEHOKapAWH, COIMPOBOXKIAIOMICIHCS TpH3HAKaMH WIIEeMHH MHOKapaa, Ha 26 %
(MccneoBaHNE YMEHBILIEHUS BBIPAKEHHOCTHM MIIEMHM MHOKapaa Ha (OHE WHTEHCHBHOM
runosmnuaemudeckoit repanun (MIRACL)).

VY mnmauuMeHToB ¢ pa3iM4HbBIMU  UCXOOHBIMU KoHHeHTpamusmu XC-JIITHIT aropBactatun
BBI3BIBAET CHIDKEHHE pHUCKAa HIIEMUYECKUX OCIOXHEHMM W CMepTHOCTh (y MAalleHTOB C
nH(papkToM Muokapnaa 0e3 3youa Q u HecTaOMIBHON CTEHOKapIued y MYKUWH, KEHIIVH U Y
MalMEeHTOB B BO3pacTe MOJIOKE U cTapiie 65 Jier).

CHmxenne koHueHTpaiuu B 1asme KpoBu XC-JIITHIT nydme koppenupyeT ¢ 10301
aTopBacTaTHMHA, Y€M C €ro KOHIIEHTpaluel B Mmja3Me KpoBH. 03y MOAOHMparoT ¢ ydeToM
TepaneBTrueckoro 3ddekra (cMm. pazaen «Crnocod MPUMEHEHHS U 103b1»).

TepaneBtruueckuii >pdexT mocTuraeTcss depe3 2 HENACHM IOCIE Hadajga TEeparuH, JOCTUTaeT
MakcuMyMa uepe3 4 HeJlelld U COXpaHseTCs] B TeUeHUE BCEro Nepruoia Teparnuu.

IIpoghunaxmuxa cepoeurno-cocyoucmolx 0CLOHCHEHUL

AtopBacTtaTuH B 03¢ 10 MI CHM>KaeT OTHOCUTEIbHBIA PUCK PA3BUTHUSI KOPOHAPHBIX OCIOXKHEHUI
(mmemuueckoit 6onesnu cepama (MBC) ¢ neranmbHbIM HMcxXoa0M W HedaTaabHbIH HHPAPKT
muokapnaa (MM) nHa 36 %, obuiue cepaedHo-CcoCyAUcThie OciaoxHeHus Ha 29 %, garanbHbIi U
HedaTanbHbI UHCYIBT 26 % (uccienoBaHue aTopBacTaThHa y manueHtoB ¢ Al' u dakTopamu
pucka (ASCOT LLA))).

Caxapmuwiii ouabem

VY marnueHToB ¢ caxapHbIM JAUa0ETOM Tepalivs aTOPBACTATHHOM CHIDKAET OTHOCHTEIBHBIA PHCK
Pa3BUTHUS OCHOBHBIX CEpJEUHO-COCYAUCTBHIX OclokHeHu# (paranpHbii U HedarambHbll WM,
0e30oieBas HMIIEMUS MHOKapjaa, JeTalbHbII ucxod B pesynbrare oboctpenuss HWBC,
HecTaOubHAs ~ CTEHOKApIusi,  LIYHTUPOBAHWE  KOPOHAPHOM  apTepHH,  YPECKOMKHas
TpPaHCIIOMHUHATbHAS KOpPOHApHAasl aHTHOIUIACTUKA, MPOIEAYphl PEBACKYISIPU3ALINU, UHCYIIBT) Ha
37 %, M (datanbHblil 1 HedaTanbHbI) Ha 42 %, MHCYAbT ((aTanbHbIi U HedaTaabHbIN) Ha 48
% BHE 3aBHCHUMOCTH OT II0JIa, BO3pacTa MalMeHTa WIH HcXoqHoW KoHueHTpaumu XC-JIITHIIT
(uccnenoBaHue aTopBacTaTHHa MpH caxapHoMm auabdere 2 tuna (CARDS)).

Amepocknepos

VY nauuentoB ¢ UBC atopBacTtatuH B 103¢ 80 MI/CyT NpUBOAUT K YMEHBIIEHHUIO 00I11ero o0bema
atrepomsbl Ha 0,4 % 3a 1,8 mecsia Tepanun (MccienoBaHue 0OPaTHOTO Pa3BUTHS KOPOHAPHOTO
aTepockiepo3a Ha (hoHe MHTEHCUBHOM runonunuaeMudeckoit repanuu (REVERSAL)).
llosmophuiti uncynom
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AtopBactatiH B J103¢ 80 MIr B CyTKM YyMEHBIIAET PUCK MOBTOPHOTO (haTalbHOrO WK
HedaTadbHOTO HMHCYIbTa Yy MAIMEHTOB, IEPEHECIIMX WHCYIbT WM  TPaH3UTOPHYIO
nmemudeckyro ataky (TUA) 6e3 UBC B anamuese (uccinenoBaHue 1o npo(uiIakTuKe HHCYIbTa
[P UTHTEHCUBHOM CHW)KEHUHU KOHLeHTpauuu xojiecreprHa (SPARCL)), Ha 16 % 1no cpaBHEHUO
¢ trane6o. I[Ipu 5TOM 3HAYUTENTHPHO CHMXKAETCS PHUCK OCHOBHBIX  CEPACYHO-COCYIUCTHIX
OCJIO)KHEHUH M mpoueayp pesackyispuzauuu. CokpallleHue pHucKka CepAeYHO-COCYIUCTBIX
HapylIeHUH NpU TepanuM aTOPBACTATMHOM OTMEYAETCsl y BCEX TPYII MallMeHTOB, KpOME TOM,
KyZla BOILIUIM MAIIUEHTHI C IEPBUYHBIM WU

MTOBTOPHBIM I'€MOPPAarHuyeCKUM UHCYIbTOM.

Bmopuunas npogunaxmuxa cepoeurno-cocyoucmuix ociodcHeHu

VY nanuentos ¢ UBC atopBactatus B 103e 80 mr, o cpaBHeHuto ¢ 10 Mr, 10CTOBEpHO CHUKAeT
OTHOCHUTENIbHBIM PHUCK pPa3BUTUs OOJBIINX CEPACYHO-COCYIUCTBIX COObITUH Ha 22 %,
HedaTtanbHoro M (He cBsi3aHHOTO € MpoleaypaMu peBacKynspuzanun) Ha 22 %, ¢haTaibHOTO U
HedaranpHOTO HHCYIBTA Ha 25 % (CpaBHEHHE BHICOKOMHTCHCHBHOM TEpalii aTOPBACTATHHOM U
Tepanuu yMepeHHoOU nHTeHcuBHOCTH y nauueHToB ¢ MBC (o nanubM uccnegoanust TNT)).
Dapmaxokunemuxa

Bcacvisanue

ATopBacTaTUH OBICTPO BCachlBaeTCA IIOCJIE€ MPHUEMa BHYTPb: BpeMs JOCTHKEHUS €ro
MakcuMaiabHOM KoHIeHTpammu (TCmax) B TuiasMe KpoBH cocTaBisieT 1-2 daca. Y KEHIIUMH
MaKcUMajbHas KOHIeHTpaius atopBactatuHa (Cmax) Ha 20 % BbllIe, a MUIOMAAL MO KPUBOU
«koHuentpauus-speMs» (AUC) — na 10 % nHmwxke, yeM y MyxuuH. CTeneHb BCachIBaHUS U
KOHLIEHTpallMs B IJlJa3M€ KPOBHU TIOBBIIIAIOTCS MPOMOPLHOHANIBHO J03e. buomoctynHocTh
aTopBacTaTMHa B ¢opme TabieTok cocTaBisieT 95-99 % mo cpaBHEHHIO C aTOPBACTATUTHOM B
BUJIe pacTBOpa. AOCOJtOTHAs OMOJOCTYIHOCTh — OoKoJio 14 %, a cuctemHass OMOJIOCTYTHOCTh
MHTUOUPYIOUIE aKTUBHOCTH B OTHOIICHUH

I'MI'-KoA-penykrazsl okosno 30 %. Hwuskas cucremMHas OWOJOCTYIHOCTH OOYCJIOBIEHA
MIPECUCTEMHBIM METAa0O0JIU3MOM B CIM3HCTON 000JOYKE KEIYTOUYHO-KHUIICYHOTO TpaKTa W/WIH
MIPH «IIEPBUYHOM IPOXOXKACHUN» depe3 medeHb. [IpuemM muim HeCKOIbKO CHMXKAET CKOPOCTh U
cTenienb abcopOruu npemnapara (Ha 25 % u 9 %, COOTBETCTBEHHO, O YEM CBUAETEIHCTBYIOT
pesynbrathl onpenenenus Cmax u AUC) oanako camxenune XC-JIITHIT cxoqHo ¢ TakoBBIM Ipu
IpHeMe aropBacTaTMHA HAToIlak. HecMOTps Ha TO, YTO MOCiE MpHeMa aTropBacTaTUHA B
BeUYepHee BpeMs ero KOHIEeHTpalus B miaazme kpoBu Hiwke (Cmax u AUC, npumepHo, Ha 30 %),
YeM Mocie mpueMa B yTpeHHee Bpemsi, cHuxkeHue koHueHtpauuu XC-JIITHIT e 3aBucut ot
BPEMEHU CYTOK, B KOTOPO€E IPUHUMAIOT Ipenapar.

Pacnpeoenenue

Cpennuii 06beM pacrpesieseHus: aTopBacTaTUHA cocTaBisieT okojo 381 aurpa. Cs3b ¢ Genkamu
wia3Mbl KpoBu He MeHee 98 %. OrtHouieHHe coaep)kaHus B JPUTPOLMTAX/TIIa3Me KpPOBH
cocrasisieT okoJio 0,25, To eCTh aTOpBACTaTHH IJIOXO IPOHUKAET B SPUTPOLIUTHI.

Memabonusm
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ATOpBacTaTUH B 3HAUUTENBHOM CTeleHH MeTaboim3upyercs ¢ OOpa3oBaHHUEM OpPTO- H
naparuApOKCUIMPOBAHHBIX TPOM3BOIHBIX M PA3JIMUHBIX MIPOAYKTOB B-OKUCIeHUs. In Vitro oprto-
Y MaparupoKCHINPOBAHHBIC META0OIUTHI OKA3bIBAIOT MHTHOUpYromiee neiictue Ha [ MI'-KoA-
peayKTasy, COIOCTaBUMOE C TaKOBbIM artopBactatuHa. [Ipumepno 70 % cCHMXEHUS aKTUBHOCTU
I'MI'-KoA-peaykrazpl NpPOMCXOIUT 3a CYET JEHCTBHMS  AKTUBHBIX  LHUPKYJIMPYIOLIUX
MeTabouToB. Pe3ynbraThl MccienoBaHuM N VIIFO 1ar0T OCHOBaHMS IPEIIIOJIOKUTh, YTO
nzopepment CYP3A44 neueHu UrpaeT BakHYIO pojb B MeTaboiM3Me aropBacTaThHa. B mosnb3y
3TOrO (haKTa CBUAETEILCTBYET MOBBIIIEHNE KOHLIEHTPALlUK aTopBacTaTHHA B IIa3Me KPOBU MPHU
OJIHOBPEMEHHOM IIpUEME IPUTPOMULIMHA, KOTOPBIN SBJISETCSI HHTUOUTOPOM 3TOTO M30(hepMEHTA.
HccnenoBanust in VItro tarxke mokasajiy, 4TO aTOPBACTATHH SIBJISETCS CIA0bIM MHTHOUTOPOM
modepmenta CYP3A4. AtopBacTaTMH HE OKa3bIBaeT KIMHWYECKH 3HAUYUMOTO BIUSHUS Ha
KOHLIEHTPALIMIO B IJIa3Me KpOBU Tep(deHarHa, KOTOpblil MeTaboIM3upyeTcs, r1aBHbIM 00pa3oM,
nzopepmentomM CYP3A4, mo3TOMy €ro CyLIECTBEHHOE BIUSHHE Ha (PApMaKOKUHETUKY OPYTHUX
cyocrpatoB uzodepmenta CYP3A44 manoBeposaTHo (cMm. pazmen «BzaummonelcTBue ¢ IpyrumMu
JIEKapCTBEHHBIMU CPEJCTBAMM).

Buigeoenue

ATopBacTaTUH M €ro MeTaOOJUThl BBIBOJAATCSA, TJaBHBIM 0Opa3oM, C JKEIYbl0 IOCIe
MEYEHOYHOTO W/WJIM BHETNEYCHOYHOro MeTaboim3Ma (aropBacTaTHH HE TOJBEpPraeTcs
BBIPQKEHHOM  KHIIIEYHO-TICYCHOUHOW  perupkymsanuu). [lepuwon momyBwiBenenus  (T1/2)
COCTaBJISIET OKOJIO 14 "acoB, mpu 3ToM MHTHOMpYIonuid dhdexT npemapara B otHomeHun ['MI -
KoA-penykrazer mnpumepHo Ha 70 % onpenensiercsi AakTUBHOCTBIO LHMPKYJIHPYIOLIUX
MeTaboIMTOB M coxpaHsercs okosno 20-30 wacoB Omaromaps ux Hamuuuto. Ilocime mpuema
BHYTPb B MO4€ 0OHapyXuBaeTcsi MeHee 2 % OT MPUHATOM JI03bI MIpernapaTta.

ATOpBacTaTUH SBISETCS CyOCTPATOM JJISi TPAHCIOPTEPOB (PEPMEHTOB MEUYEHHU, TPAHCIOPTEPOM
OATPIBlI u OATPIB3. MertabonutamMu aTtopBacTaThHa sBisitOTCsA cyoctpatel OATPIBI.
ATOpBacTaTUH TaKKe UIACHTU(DUIIMPYETCS KaK cyOCTpat TpaHcmopTepos orTroka MJIYV1 u Genka
PE3UCTEHTHOCTH paka MOJOYHOM JKeNe3bl, KOTOphle MOTYT OrpPaHUYUBATh KHUIIEYHYIO
a0bcopOITMIO U OMITMAPHBIN KIIMPEHC aTOPBAaCTaTHHA.

Oco0ble rpynnbl NaMEHTOB

Lloorcunvie nayuenmoi

KoHneHTpauuu aTopBacTaTMHa B IUIa3M€ KPOBHM Yy MalMeHTOB crapiie 65 ser Bbiue (Cmax
npumepHo Ha 40 %, AUC npumepno Ha 30 %), 4eM y B3pOCIIbIX MAIIUEHTOB MOJIOJ0T0 BO3pacTa.
Pazmuuuit B s¢ddexktuBHOCTH U Oe3omacHOCTHM Tpenaparta, WM JOCTHXKEHUM Lieled
TUIOJIMITUIEMUYECKOH Tepanuu y MOXKHIIBIX MallMeHTOB O CPAaBHEHUIO C 00LIel momynsuei He
BBISIBIICHO.

Jlemu

B 8-HemenbHOM OTKpBITOM HCCHENOBaHUU JeTH (B Bo3pacTe 6-17 5er) ¢ reTepo3uroTHOM
CEMEMHON TUIEPXO0JIECTEPUHEMUEN M HCXOJHOM KoHUeHTpauue xonecrepuna-JIIIHII > 4
MMOJIB/JT IOJY4aId TEPANuIo aTOPBACTATUHOM B BHJIE JK€BaTeJbHBIX TalOneTok 5 mr wimu 10 mr
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Wil TabJeTOK, MOKPHITHIX oOojoukoi B no3e 10 mMr wmmum 20 Mr oamH pa3 B CYTKH,
COOTBETCTBEHHO. EJMHCTBEHHOU 3HAYMTENBHOW KOBApHATOW B (hapMaKOKWHETHYECKON MOJIENN
MOMYJISIMK, TOdy4Yaloolled aropBacTaThH, Obula Macca Tena. Kaxymwuiics KiIMpeHC
aTopBacTaTMHa y JeTed He OTIMYajlcs OT TaKOBOIO Yy B3pOCIbIX NAaIlMEHTOB IpU
AIJIOMETPUYECKOM H3MEpPEHUM 10 Macce Teja. B nuanazoHe paelcTBUs aTOpBacTaTHMHA U O-
TUAPOKCHATOpPBAcTaTHHA OTMEYaJIoCh nocienoBatenbHoe cHukenne XC-JIITHIT u XC.

Llon

KoHmeHTparuu aTopBacTtariHa B IUIa3M€ KPOBH Y KCHIMUH OTIMYAIOTCS OT AHAJOTHYHBIX
nokasareneil y myxuuH (mpumepHo Ha 20 % Bbiue ans Cmax u Ha 10 % Hmxe s AUC).
OnmHako KakuX-MO0O KIMHWYECKM 3HAYMMBIX pa3jIMuiid B JEHCTBUM Ha JIUMHAIBl MEXKIY
MYXYMHAMH U )KEHIIUHAMU He HaOJIF01aI0Ch.

Heoocmamounocmv ¢pynxyuu nouex

Hapymenne ¢pyHKmy nodek He BIMSET HAa KOHLIEHTPAIMIO aTOpBacTaTHHA B TUIa3Me KPOBH HIIN
€ro BO3JICICTBHE Ha MOKAa3aTelu JMIHMIHOTO OOMEHa, B CBS3M C 3TUM H3MEHEHHE 03Bl Y
MalMEeHTOB ¢ HapylmieHueM (QYHKIIMU TOYeK He Tpedyercs (cM. pazaen «Crnocobd mpuMeHeHus U
TI03B1»).

HccnenoBanuii mpuMEHEHHUSI aTOPBACTATHHA Y MALIMEHTOB C TEPMHUHAJIBHON CTaJAMEH MOYEYHOMN
HEJOCTaTOYHOCTH HE TMPOBOJAMIOCH. ATOpPBACTAaTMH HE BBIBOJUTCS B XOJ€ TIeMojauaIn3a
BCJIICTBHE MHTEHCUBHOTO CBSI3bIBaHUS ¢ OENIKaMH I1a3Mbl KPOBH.

Heoocmamounocms pynxyuu nevenu

Konnentpamust npenapata 3HaumTenbHO moBbimaeTcs (Cmax mpumepHo B 16 pas, AUC
npuMmepHo B 11 pa3) y mMauuMeHTOB € aJKOTOJBHBIM IIUPpPO30M TeudeHu (kimacc B 1o
knaccudukanuu Yaina-I1e10) (cM. paznen «I[IpoTuBoOnOKa3aHM).

Honumopgpusm SLCOIBI

[Teuenounnrii 3axBar Bcex uHruOuTOopoB I['MK-KoA-pemykraspl, BKIIOUYas aTropBacTaTHH,
MpPOUCXOUT C ydactueM TpaHcnoprepa OATPIBI. Y TNalMEHTOB C€ T'€HETUYECKUM
nonmumopduzmom SLCO1B1 umMeercss pUCK MOBBIMICHHS SKCIIO3UIIMKA aTOPBACTaTHHA, YTO MOXKET
MPUBECTU K MOBBIIICHUIO PHCKa pa3BUTHs padaomuonusza. [lomumopdusm reHa, KoAupyrOLIETo
OATPIBI (SLCOIBI ¢.521CC) cBsa3an ¢ nossiiienneM skcnosutinu (AUC) atopBactatuHa B 2,4
paza MO CpaBHEHHUIO C TMalUEHTaMU Oe3 TaKOro TeHOTUIUYeCKOro wusMmeHenus (c.52177).
Hapymienue 3axBara aropBacTaTHHA II€YEHBIO, CBS3aHHOE C TEHETHYECKUMHU HAPYIICHUSMU,
TakKe MOXET HaONMIoJaThCcsl y TaKUX MMAlMeHTOB. BO3MOXKHBIE TOCIEACTBUS B OTHOIICHHU
3¢ (GEeKTUBHOCTH HEU3BECTHBI.

Iloxka3zaHus K NPUMEHEHHIO

T'unepxonecmepunemus:

*B KayecTBE JIOTIOJHEHHUs K JIUeTe JJIsl CHH)KEHUS IMOBBILIEHHOTO oOmiero xosectepuHa, XC-
JIITHII, anmo-B u TpurnuuepuaoB y B3pOCIbIX, MOAPOCTKOB M AeTel B Bo3pacte 10 yer unm
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CTaplie C MEPBUYHOM TMIEPXOJIECTEPUHEMMEM, BKIIIOYAs CEMEHHYIO THIIEPXOJIECTEPUHEMUIO
(reTepo3UroTHHII BapuaHT) WM KOMOMHUPOBAHHYIO (CMEILAHHBIM) TUIEPIUINAEMUIO
(cootBerctBennotur Ila u IIb mo xmaccupukanmm Openpukcona), Korma OTBET HA JAUETY H
Jpyryue HeMeAUKaMEHTO3HbIE METO/Ibl JIEUEHUS! HEIOCTATOUHBbI;

*JUIsl CHUDKEHMSI TIOBBIIIEHHOTO ob1iero xonectepuna, X C-JIITHIT y B3pocibix ¢ roMO3UTrOTHOM
CEMEMHON IMIEepX0JIECTEpUHEMHUEN B KaueCTBE JOIOJHEHUS K JIPYTUM THUIIOJIUMIUIEMUYECKUM
MeTtoam yieuenus (Hanpumep, JIITHII-adepe3) wim ecau Takue MeTOABI JICUCHHS HETOCTYITHBI.

Ipoghunaxmuxa cepoeuno-cocyoucmuolx 3a0071€6aHUIL.

*IpoUIIAKTHKA CEPAECYHO-COCYIUCTBIX COOBITHI y B3pOCIBIX MAallMEHTOB, UMEIOLUIUX BBICOKHM
PUCK pa3BUTHUSI NEPBUYHBIX CEPAECYHO-COCYIUCTBIX COOBITHM, B KauecTBE JOTOJHEHUS K
KOPPEKLMH IpYTUX PaKTOPOB PUCKA;

*BTOpUYHAS IPO(PUITAKTHKA CEPIEUYHO-COCYAUCTHIX OCIOKHEHUH y MAllUEeHTOB C UILIEMUYECKOM
6one3nbto cepaua (MbC) ¢ nenbio CHIWXEHUSI CMEPTHOCTH, UH(PAPKTOB MHUOKApAa, HHCYIbTOB,
MTOBTOPHBIX TOCIUTAIU3ALUHN 10 TOBOY CTEHOKApIUU U HEOOXOIMMOCTH B PEBACKYJISIPU3AIUH.

IIporuBoONOKa3aHUA

I 'unepuyBCTBUTENBHOCTh K aTOPBACTaTUHY WM K JIFOOOMY M3 BCIIOMOTATENIbHBIX BEIIECTB;
*aKTHUBHOE 3a00JIEBaHUE MEUEHU WJIM TMOBBIIICHUE AKTHBHOCTH «IIE€UYEHOYHBIX» TPaHCAaMHHA3 B
TJ1a3Me KPOBH HESICHOTO reHe3a 0oJiee ueM B 3 pas3a Mo CPaBHEHHIO C BEPXHEH IpaHUIICH HOPMBI;
!B cocras smysbeun BXoaaT: cuMeTUKoH (30 %), smynbratopsl (5-10 %), koucepsantsi (0,5-1,0
%), Boaa ouniieHHas (60-65 %)

*0EepEMEHHOCTb;

*[IEpHOJI TPYIHOTO BCKaPMIIMBAHUS,

*KEHIIMHBI JETOPOJHOrO BO3pacTa, HE HCIOIb3YIOIUE a/IeKBAaTHbIE METO bl KOHTPALICTIIUH;
*BO3pact A0 18 yer (HeZoCTaTOYHO KIMHUYECKUX MAHHBIX MO0 3PPEKTUBHOCTH U OE30MACHOCTH
mpenapara B JaHHOW BO3PAcCTHOM TPYyNIE), 3a HCKIIYEHHEM TE€TEPO3UTOTHONW CEeMEWHOMU
TUIepXOoJecTepuHeMun (IPUMEHEHNE MTPOTUBOTIOKA3aHO y AeTe B Bo3pacte 10 10 ner);
*0THOBpEMEHHOE MPUMEHEeHUE ¢ (y3UI0BOI KUCIOTOIH;

*BPOXJCHHBIM  AeQUIMT JIaKTa3bl, HENEPEHOCUMOCTh JIAKTO3bl, TJIIOKO30-TaJlaKTO3HAs
MaJibabCcopOITHs.

C 0CTOPOXKHOCTBHIO

Y manueHToB, 3MOYHNOTPEONSIONIMX aJIKOTOJIEM; Yy TMAallMeHTOB, HMMEKIIUX B aHaMHE3e
3a00JIeBaHUS MTEYCHH.

VY manueHToB ¢ HanuuueM (AKTOPOB pUCKa pa3BUTHS padaoMuonui3a (HapylieHue (QpyHKIHH
MOYEK, THIOTUPEO3, HACIEACTBEHHbIE MBIIICUHbIC HAPYIICHUS y TAI[MEHTa B aHAMHeE3¢ WU B
CEeMeHOM aHaMHe3e, YXkKe MepeHEeCeHHOe TOKchueckoe BiusHue uHruoutopoB ['MI-KoA-
peaykTasbl (CTaTUHOB) WK (HUOPATOB HA MBIIICUYHYIO TKaHb, 3a00JIeBaHUS MEYCHH B aHAMHE3E
W/WIY MAIMEHTHI, YIIOTPEOISIONINe allkoToJIb B 3HAUUTEIBHBIX KOJIMYECTBaX, Bo3pact crapiie 70
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JICT, CUTyalluh, B KOTOPBIX OKUAACTCA INOBBIIICHUC KOHLUCHTPALIMU aTOpBaCTaTHHA B IJIa3MC

KpOBH (HampuMmMep, B3aUMOAECHUCTBUS C JPYTMMH JI€KapCTBEHHBIMU CpEJCTBAMU)).

IIpumenenne npu 6epeMeHHOCTH M B IIePHO/I TPYIHOI0 BCKAPMJINBAHHA

HKenuwunvt 0emopooHozo 6ospacma

JKeHmMHbI ~ 1€TOPOJHOrO  BO3pacTa BO  BpeMsl  JIEYEHMs]  JOJDKHBI  I1OJIb30BATHCS
COOTBETCTBYIOIIIMMH METOJIaMH KOHTpauenuuu (cM. pasaen «[IpotuBonokazanus»).
bepemennocms

ATOpBacTaTUH NPOTUBOIIOKA3aH MpH OepeMeHHOCTH (cM. paznen «lIpoTuBonokazanus»).
be3omacHocTh nprHMeHeHUsT BO BpeMs OepeMEeHHOCTH He Obuta mnoarBepxkaeHa. Cpenu
OepeMEHHBIX JKEHIINH KOHTPOJHpPYEMble KIMHUYECKUE HCCIEI0BAHUS C aTOPBACTATUHOM HE
NpOBOIUINCh. OTMEUAIUCh PEIKUE CIIydyah BPOXKIEHHBIX AHOMAJIMM TMOCIe BO3JCUCTBUS
unruouropoB 'MI'-KoA-penykrasbl (CTAaTUHOB) Ha IJI0J1 BHYTpUYTpoOHO. B nccnenoBanusax Ha
YKUBOTHBIX OBLJIO MOKA3aHO TOKCUYECKOE BIIMSHUE Ha PEPOAYKTUBHYIO (QYHKIIHIO.

[Ipu nmpueme aTopBacTaTHa OEpeMEHHOM >KEHIIMHON BO3MOXHO CHIKEHHE Y IUIOJa YpOBHEH
MEBaJIOHATa, KOTOPBIN SIBJIIETCS MPENIIECTBEHHUKOM OMOCHHTE3a XO0JIECTEpUHA. ATEPOCKIIEpO3
SBJISIETCS. XPOHWYECKHM IIPOLECCOM, U, KaK NpPaBUJIO, OTMEHA THIOJHNHAJIEMAYECKUX
JIEKapCTBEHHBIX CPEJCTB BO BpeMsi OEPEMEHHOCTH OKa3bIBAET JIMIIb HE3HAYUTEIbHOE BIUSHUE
Ha JI0JTOCPOYHBIN PUCK, CBA3aHHBIN C IEPBUYHOMN TUIIEPXO0JIECTEPUHEMHUEH.

B cBs3u ¢ 3THM, aTOpBacTaTHH HE ClieyeT Ha3HauaTh OEpeMEHHBIM >KCHIIMHAM, KEHILIHUHAM,
TUTAHUPYIOIUM OepEeMEHHOCTb, WM MPH MOJ03pEeHUHU Ha OepeMeHHOCTh. Heo6X0auMo OTMEHUTh
IpUeM aTopBacTaTWUHA Ha BpeMs OEpEeMEHHOCTH WJIM [0 YCTAaHOBJICHUS OTCYTCTBHS
o6epeMeHHOCTH (cM. pasaen «I[IpoTuBomoka3anus).

Ilepuoo epyonoco eckxapmausanus

HeusBecTHO, BBIIENSIOTCS JM aTOPBACTaTHUH WM €ro METa0OJUThl B TPYJHOE MOJIOKO Y
yenoBeka. B uccnenoBaHusX Ha KpbIcax KOHIIGHTPAMM aTOPBACTAaTHMHA W €ro aKTUBHBIX
MeTaboJIUTOB B IJIa3Me KPOBH aHAJIOTWYHBI TAKOBBIM B MoJOKe. [lo mpuunHe pa3BUTHS pUCKa
Cepbe3HbIX MOOOUYHBIX 3((HEKTOB, KEHIIUHBI, MPUHUMAIOIIME AaTOPBACTaTHH, HE JOJIKHBI
KOPMHUTH CBOUX JIeTell rpyabto (cM. pasaen «lIpoTuBonokazanus»). [[pumenenune aroppacratuHa
MPOTUBOMNOKA3aHO B MEPHO]] TPYAHOTO BckapMiauBaHus (cM. pazzaen «lIpoTuBonokazanus»).
DepmunvHocmo

B uccnenoBaHusax Ha JKMBOTHBIX aTOPBACTaTHH HE OKa3bIBal BIMSHHS Ha (PEPTUIHHOCTH Yy
CaMIIOB JINOO CaMOK.

Cnoco6 npuMeHeHus U 103bI

BHyTpb, npuHUMATE B J11000€ BpeMs CYTOK HE3aBUCHMO OT MpHeMa MHUIIIH.

[lepen HawamoMm JE€YEHHUS aTOPBACTATUHOM CIEAYET TMOMBITATHCS JOOUTHCS KOHTPOJIS
TUTNEPXOJIECTEPUHEMUHN C TIOMOIIBIO JTUETHI, (PU3NYECKUX YIMPAKHEHUH U CHIXKEHUS MacChl
TeNa y MalKueHTOB C 0)KUPEHUEM, a TAaK)KE Tepanueil OCHOBHOTO 3a00JIeBaHUSI.
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[Ipn HasHadeHWM Tpenapara MMANUEHTYy HEOOXOAUMO PEKOMEHJIOBATh CTaHJIAPTHYIO
TUTIOXOJIECTEPUHEMUYECKYIO JTUETY, KOTOPOM OH JOJDKEH MPHUACPKUBATHCS B TEUEHHE BCETO
MepUO/1a TEPATTHH.

Jo3a npenaparta Bapbupyercst oT 10 mr no 80 Mr 1 pa3 B CyTKM U TUTpPYETCS C Y4E€TOM
koHueHTpauun XC-JIITHII, nenu Tepanuu M MHAMBUAYAJIBHOIO OTBETa HA IPOBOJIUMYIO
Tepanuio.

MakcumanbHasi CyrodHasi 03a coctapisieT 80 mr.

B nauane neuenus u/mim BO BpeMs MOBBIIICHUS 03I aTOPBACTATHHA HEOOXOUMO KaXKIbIe

2-4 Hemenu KOHTPOJIMPOBATH KOHIIEHTPAIMIO JIMIUAOB IUIA3Mbl KPOBH W COOTBETCTBYIOIIHM
00pa3oM KOppPEKTUPOBATh J03Y IIpenapara.

Ilepsuunasn cunepxonecmepunemusn u KOMOUHUPOGAHHAA (CMEUIAHNHAA) CUNEPIAUNRUOEMUS
Jlyis 6OBIIMHCTBA MAIIMEHTOB peKOMEHAyeMasi J103a aropBactatuHa coctasisier 10 mr 1 pa3 B
CYTKH; TEpareBTHUECKOE JCUCTBUE MPOSIBISETCS B TEUCHHE 2 HEACIb M OOBIYHO JOCTUTACT
Makcumyma gepes 4 nenenu. [lpu murensHom nedeHnn d3hEeKT coxpaHseTcs.

l'omo3ucomnas cemelinas eunepxonecmepunHemusl

B GonpmmHcTBE ciyvyaeB HazHavaroT 1o 80 mr (2 tabnerku no 40 mr) 1 pa3 B CyTKU (CHIKEHHE
konmentparuu XC-JIITHIT na 18-45 %).

I'emepo3uzomnasn cemeiinaa zunepxoiecmepunemus

Hauanpnas nosza cocraBimser 10 mMr B cytku. Jlo3y ciaeayer moaOupaTh WHIUBUIYATbHO H
OIICHUBATh AKTYaJIbHOCTh J03bl KaXJble 4 Heleau ¢ BO3MOKHBIM TOBbIIeHHEM 10 40 mr B
CyTKH. 3aTeM 0O 1032 MOXKET ObITh YBETWYCHA 0 MaKCUMaldbHOW — 80 Mr B CyTKH, JIHOO
BO3MOYHO COYETAaTh CEKBECTPAHTHI KEITYHBIX KUCIOT C MPUEMOM aTopBacTaTHHA B j03e 40 Mr
B CYTKH.

Ilpogunakmuka cepoeuno-cocyoucmoix 3ad0.1e6anuil

B uccrnenoBaHusx nmepBUYHON MpOoQUIAKTUKK J03a aTOopBacTaTHHa coctaBiistia 10 mr/cyrku.
MoskeT NOHAZOOWUTHCS IMOBBIMIEHHE 03Bl C ILEIbI0 NOCTHKEeHUs 3Hauenumii XC-JITTHII,
COOTBETCTBYIOIIUX COBPEMEHHBIM PEKOMEHIAIHSIM.

Ilpumenenue y oemeu c¢ 10 0o 18 nem npu 2emepo3uzomuoii cemeiHou
2unepxonecmepuHemuu

Pexomennyemas HauanbHast 103a — 10 mr 1 pa3 B cyTku. Jlo3a MoxeT ObITh yBenuyeHa 10 80 mMr
B CYTKH B 3aBUCHMOCTH OT KJIIMHUYECKOTO 3(h(eKTa U nmepeHoCuMOCTH.

Jlo3y mpemapara HEOOXOJWMO TUTPOBATh B 3aBUCHMOCTH OT LIETH TUIOJIHUIHAIEMHUYECKON
tepanuu. Koppekuus 103bl AOHKHA MPOBOJUTHCS C HMHTEpBajdamMu | pa3 B 4 Heaenu Wiu
Oosble.

Heoocmamounocms pynkyuu neuenu

[Ipn HEmocTaToYHOCTH (YHKIMU TMEYEHH 03y aTopBacTaTHMHAa HEOOXOIMMO CHUXKAaTh, MPHU
PETYISIPHOM KOHTpPOJIE aKTUBHOCTH «II€YEHOUHBIX» TpaHCAaMUHA3:aclapTaTaMUHOTpaHchepassl
(ACT) u anannaamunoTpanchepassl (AJIT).

Heoocmamounocmsb pynkyuu nouex
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Hapymenne pyHKIMM no4yek He BT HAa KOHIEHTPALMIO aTOpBacTaTUHA B TUIa3Me KPOBU WU
creneHb CcHwKeHus KoHueHtpauun XC-JIIIHII npenmapatoMm, Mmo3ToMy KOpPpEKIMH J03bI
npemnapara He TpeOyeTcs.

Iloswcunvie nayuenmul

Paznnunii B TepaneBTuyeckoi 3((EeKTUBHOCTU M O€30MIaCHOCTH aTOpPBACTAaTHUHA Y MOKUIIBIX
MALMEHTOB II0 CPAaBHEHHIO € OOLIeH momynasuued He OOHApy)KEHO M KOPPEKLUUHU J03bI HE
Tpedyercs (cM. moapasaen «DapMaKOKUHETHKAY).

Ilpumenenue 6 Komounayuu ¢ OpyumMu 1eKapCmMeeHHbIMU CPEOCm8aAMU

IIpy HEoOXOAMMOCTH COBMECTHOTO TPUMEHEHHs] C LUKIOCIOPUHOM, TEJalpeBUpPOM,
KOMOHMHAIMeN TUllpaHaBUp/pUTOHABUD WJIM TJIEKalpeBUP/MUOPEHTACBUp /1032 aTopBacTaTHHA
He JI0JDKHA npeBblmarh 10 Mr/cyTku.

He pexoMennyeTcss NpuUMEHSATh AaropBacTaTUH MAalME€HTaM, MOJIYYaloOlIMM  TEpamuio
JIETEPMOBHPOM COBMECTHO C LIUKJIOCTIOPUHOM.

dapMaKOKHHETUYECKHE JIEKApCTBEHHbIE B3aUMOJIECUCTBUS, KOTOPbIE IPUBOJAT K MOBBIIICHUIO
CUCTEeMHOM KOHIIEHTpAlLlMU aTOpBacTaTHHA B IUIa3Me KPOBHU, TaKKe OBbLIIM OTMEUYEHBI C JPYTUMU
MHTHOUTOpaMu IIpOTEa3bl BHpyca MMMYHOJepUIUTA YeJI0BeKa (BHY)
(JTOMMHABUPOM/PUTOHABUPOM,  CAaKBHHABUPOM/PUTOHABUPOM, JIapyHABHUPOM/PUTOHABUPOM,
(acamnpenaBupoM, (GocaMIpeHaBUPOM/PUTOHABUPOM U  HEJNb(HOHABUPOM), HHTHOUTOPAMH
npoTteasnl remnarura C (GomenpeBup, 310aCBUP/TPA30NPEBUP, CUMETPEBUP), KIAPUTPOMHUIINH,
UTpakoHa3osl u JjerepmoBup. CrenyeT coOI0OIaTh OCTOPOKHOCTH IMPH OJHOBPEMEHHOM
Ha3HAYEHUH C aTOPBACTaTUHOM. PekoMeHIyeTcsi MPOBECTH COOTBETCTBYIOUIYIO KIMHHUYECKYIO
OLICHKY M TNPUMEHATh CaMyl0 HU3KYI0 3((eKTUBHYIO 103y aropBacTaThHa (CM. pa3Jelibl
«Oco0bble ykazanus» u «B3zaumoaenicTBre ¢ IpyruMu JIEKAPCTBEHHBIMU CPEICTBAMUY).

ITo0ouHOE nelicTBHE

ATtopBacTtaTUH OOBIYHO XOpomio rnepeHocurcsi. [loOouHble peakiuu, Kak MPaBHIIO, JIETKUE U
MPEXO/ISIIHE.

[ToOouHble peaknuu pachpelesieHbl [0 4YacTOTe B COOTBETCTBHHM CO  CIIEAYIOIICH
knaccudukarnumeit: «dgacto» (> 1/100, < 1/10); «mewacto» (= 1/1000, < 1/100); «peako» (=
1/10000, < 1/1000); «ouenn peako» (< 1/10000); «gacToTa HEU3BECTHAY» (HEBO3MOKHO OIICHUTH
HAa OCHOBAHUH MMEIOIINXCS JAHHBIX).

Hngpexyuu u uneazuu

Yacmo — Ha30(papUHTUT.

Hapywienusa co cmoponst Kpogu u 1umgamuuecKkoil cucmemol

Peoxo — TpomboIIUTONIEHUSI.

Hapywenusa co cmoponst UMMYHHOU cUcHiemMbl

Yacmo — annepruueckue peakinu; oyeHb peoko — aHaPUIaAKCHsL.

Hapywenua memaéonuzma u numanus

Yacmo — TUNEPIIIUKEMHUS, Heyacmo — TUTOTJIMKeMHUS, YBEITMYECHHUE MAacChl Tejla, aHOPEKCHS;
yacmoma Heuz8ecmHA — CaxapHBIM JUa0eT: 4YacToTa Pa3BUTHUS 3aBHCUT OT HATUYMS WU
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OTCYTCTBHS (DAKTOPOB pHCKa (KOHLEHTPAIMS TIIOKO3bI HATOIIAK > 5,6 MMOJIB/JI, HHEKC MacChl
tena (UMT) > 30 xr/mM? mOBBIIIEHHAs KOHIEHTPALUS TPULIIMIEPUIOB, apTepUaIbHas
TUIIEPTEH3Usl B aHAMHE3E).

Ilcuxuueckue napywenus

Heuacmo — «xouMapHbie» CHOBUACHUS, OECCOHHULIA; YACMOma Heu3eecmua — AeTpPeccHsl.
Hapywenusa co cmoponst HepeHoii cucmembl

Yacmo — ronoBHas 00Jb; Heuacmo — TOJIOBOKPYXEHHUE, MapecTe3nsi, TUIEeCTe3Us], HapylleHue
BKYCOBOT'O BOCIIPHUSATHS, aMHE3HS; pedko — niepudepudeckas HeHponaTus; vacmoma Heuzgecmua
— TIOTEPS WM CHUKEHUE TTaMSITH.

Hapywenusa co cmoponst opzana 3penus

Heuacmo — BO3HUKHOBEHUE «IIEJIEHbD» MIEpe]l TNIa3aMU; peOKo — HaApYLIEHUS 3pEHHUSL.
Hapywenusa co cmoponst opzana ciyxa u 1adupunma

Heuacmo — mym B ymax; ouens pedko — oTepsi ciayxa.

Hapywenus co cmoponst 0bixamenbHoll cucmemol, 0P2anoe ZpyOHoIl KI1emKu u cpedocmeHus
Yacmo — 607 B ropie, HOCOBOE KPOBOTEUEHUE; YACMOMA HeuzsecmHa — €JUHUYHBIE CIIydau
WHTEPCTUIIMATLHOTO 3a00JIeBaHUS JIETKUX (OOBIYHO MPH JJIUTETLHOM TPUMEHEHUH).
Kenyoouno-kuuwieunvie napyuwienus

Yacmo — 3anop, METEOPHU3M, IUCIENCHS, TOIIHOTA, AUAPEs; Heuacmo — PBOTa, OOJIb B KHUBOTE,
OTPBDKKA, TAaHKPEATUT, AUCKOM(POPT B KUBOTE.

Hapywenus co cmoponst neyenu u j#cenuegvle00auiux nymeil

Heuacmo — renatur; peoko — X0JecTas; oueHb pedko — IeUeHOYHas HEeJ0CTaTOYHOCTb.
Hapywenus co cmoponsl KO)icUu u HOOKOMHCHBIX MKaAHell

Heuacmo — kpanuBHUIa, KOKHBIN 3y]l, KOXKHAs ChIMb, AJIOTELHs; peOKO — aHTHOHEBPOTUYECKUI
oTeK, Oysuie3Has Cblllb, NoJuMOp(dHas SKcCydaTUBHAs dpureMa (B TOM 4YHCIE CHHAPOM
CruBenca-/>koHCOHA), TOKCHUECKHH MHAepMaIbHbIN HEKPoJn3 (CuHapoM Jlakiemna).
Hapywenus co cmoponst mbluieuHoil, CKeJ1enHoil U cOeOUHUMeabHOl MKAHU

Yacmo — Muanrusi, apTpayrusi, 00Jb B KOHEYHOCTSX, CYJJOPOTH MBIIII], IPUITYXJIOCTh CYCTaBOB,
00JIb B CIIMHE, MBIIIIEYHO-CKEJICTHBIE 00JIN; Heuacmo — 00JIb B III€€, MBIIIIEYHAS CIIA00CTh; pPeoKo
— MHOTNATHsI, MHO3UT, PabJOMHOJIM3, TEHAWHOMATHUS (B HEKOTOPBIX CIIydasx C pa3pblBOM
CYXOXXUJIHS); Yacmoma Heuzgecmna — IMMYHOOTIOCPEI0BaHHAs HEKPOTU3UPYIOIAs MUOTIATHSL.
Hapywenus co cmoponst penpoO0yKmueHoll CUCHeMbl U MOJIOUHBIX Jicelle3

Heuacmo — MNIOTEHIINS; 04eHb peOKO — THHEKOMACTHS.

Oougue napywienusn u peakyuu ¢ mecme 66€0eHUA

Heuacmo — HenmomoraHue, acTeHUYECKUN CHHIAPOM, OONb B Tpyau, MepudepudecKrue OTEKH,
MOBBIIIEHHAs! YTOMJISIEMOCTb, JINXOPAJIKA.

Jlabopamopusvie u uncmpymenmanvhvie OAHHbIE

Yacmo — OTKIIOHEHHE OT HOPMBI Pe3yabTaToB «meueHOoUHbIX» TecTOB (ACT u AJIT), noBeiienue
aKTUBHOCTH ChIBOpOTOUHOU KpeatuH(ochokunassl (KOK); neuacmo — nelikouutypus; uacmoma
Heu36ecmHa — TIOBBIIIEHNE KOHIIEHTPAIIMHU TIMKO3WINpoBaHHOTO remornoonna (HbAT).

Jlemu
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[ToGouHbIe peakiuu, CBSI3aHHBIC C TIPUEMOM aTOPBACTATHHA, [0 KOJUYECTBY HE OTIUYAIUCH OT
peakuuii Ha ¢doHe mpuema ruianedo. Hambonee wacThiMu peakuusiMH, BHE 3aBUCUMOCTH OT
9aCTOTHI KOHTPOJIS, SIBISUTUCH MH(EKITUH.

Jletn u noapoctku B Bo3pacte oT 10 mo 17 neT, KOTOpble JIEYWINCh aTOPBACTaTUHOM, UMENU
podmiib MOOOYHBIX APPEKTOB, KOTOPHIM COOTBETCTBOBAJ OOBIYHO MAIMEHTY, IMOJy4aBIIEMY
wrane6o. Hambonee pacmpocTpaHeHHBIME 1OOOYHBIMH d(dekramu, KOTOpble HaOII0IATNCh
HE3aBHCHMO OT OIICHKH MPUYHHHO-CIICJICTBEHHBIX CBsI3ei B 00euX Ipymimax, Obutd WH()EKIIHH.

B xome 3-merHero wmcciiemoBaHUs IS ONEHKH OOIIETO CO3pEBaHMS M PAa3BUTHS, CTAAUU TIO
Tannepy, a TaKke H3MEPEHHS POCTa U Beca, He HAOIIONAI0Ch KIIMHIUYECKH 3HAYMMOTO BITUSTHHSI
Ha poCT M MojoBoe co3peBaHue. [Ipoduip Oe30macHOCTH W MEPEHOCUMOCTH Yy JAETed U
MOJIPOCTKOB B OCHOBHOM COOTBETCTBOBAJI M3BECTHOMY MPOQHITI0 0€30MacCHOCTH aTopBacTaTHHA
Y B3POCIIBIX MTAIUEHTOB.

ba3a maHHBIX TI0 KIMHUYECKOHW 0€30TaCHOCTH TakkKe BKIIFOUAeT B ce0sl JaHHBIE, TIOTyYCHHBIE OT
520 manmueHTOB JMETCKOTO BO3pacTa, MOJyYaBIIMX aTopBacTaTHH. M3 HuX: 7 mamueHTOB OBLIN
wianme 6 jer, 121 mauueHT — B Bo3pacte oT 6 1m0 9 ner, u 392 nmanueHTa HaXOJWIHUCh B
Bo3pacte oT 10 1o 17 ner. Ha ocHOBaHUM MMEIOIMXCS TaHHBIX YaCTOTA, TUI U CTENEHb TSHKECTH
M000YHBIX A(D(PEKTOB y METEH CXOXKHU C aHAJIOTUIHBIMH ITOKA3aTEISIMHU Y B3POCIIBIX.

[Ipn npuMeHeHNH OTAEIbHBIX CTATUHOB HAOIIOAANIUCH CIEAYIOIUE HEeXeNlaTellbHbIe M0OO0YHbIe
3¢hEeKTHI:

*HapyLIEHUE MOJOBON (YHKIINH;

*JIenpeccus;

*B HCKIIFOYUTENIBHBIX CIIy4asix, OCOOCHHO TpU JJIUTENIbHOM Tepanuy, HWHTEepPCTULIMAIbHAs
0oJ1e3Hb JieTkuX (cM. pazaen «OcoOble yka3zaHus»);

*caxapHbIi [UabeT: 4acToTa 3aBUCUT OT HAJIMYHUS WM OTCYTCTBUA (AKTOPOB pHcKa (TIIOKO3a B
KpOBM HaTomlak > 5,6 Mmoan/n, UMT > 30 kr/m2, NOBBLINIEHHBIE YPOBHHM COJEPKAHUS
TPUTTULEPUIOB, UMEIOIIAsICSl TUIIEPTOHHUSA).

Ilepeno3upoBka

Cnenuun¢uyueckoro aHTHIO0TA YISl JICYEHHSI IepEeI03UPOBKU aTOPBACTaTHHOM HET.

B cnydae mnepeno3wpoBKH ClenyeT NPOBOJAMTH CHUMIITOMAaTHYECKOE JICYEHHE II0 Mepe
HeoOxoaumoctu. Crenyer npoBecTH (YHKUMOHAJIbHBIE TECThl NEUYEHM M KOHTPOJUPOBATH
aktuBHOCTh K®K. IlockosibKy mpemapaT akTHBHO CBsI3bIBaeTCsl ¢ O€JlKaMu IUIa3Mbl KPOBH,
reMoAuanu3 HedPeKTUBEH.

B3aumogeiicTBHe ¢ IPYTrMMH JIEKAPCTBEHHBIMH CPeICTBAMH

Bo Bpems neudenust unruoutopamu I'MI'-KoA-peaykra3el nmpu OJHOBPEMEHHOM NPUMEHEHHUH
UKIOCHOpHHA, (UOpPATOB, HUKOTHMHOBOW KHCIOTHl B JIMIUACHWXKAOIMX Jo03ax (Ooixee 1
r/CyTkM) uiax uHruoburopoB wuzopepmenta CYP3A4/tpancnopTHoro Oenka (Hampumep,
SPUTPOMHIIMHA, KIAPUTPOMMIIMHA, TNPOTUBOTPHUOKOBBIX CpPEICTB — MPOU3BOJIHBIX A30J1a)
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MOBBIIAETCST pUCK Muonatuu (cMm. paszzgensl «Crmoco0d mpumeneHuss U 103bl» U «OcoOble
YKa3aHUs»).

Hnzuoumopel uzogpepmenma CYP3A4

[Tockonpky aropBactaTH Metabonusupyercss u3odepmentom  CYP3A44, coBMecCTHOe
NpUMEHEHHE aTropBacTaTuHa ¢ uHruouropamu uzodepmenta CYP344 MOXET NPHUBOAUTH K
YBEJIMUEHUIO KOHIIEHTpAI[MM aTopBacTaTMHA B IUIa3Me KpoBH. CTeneHb B3aUMOJICHCTBUS U
¢ ¢deKTa MOTEeHIUPOBAHUS ONPEIENAIOTCS BapuabeIbHOCThIO BO3JEMCTBUS Ha H30(PEPMEHT
CYP344.

boiio  ycraHoBiieHO, 4YTO MOUIHbIE HMHrUOUTOpHl H30pepmenta CYP3A4 mnpuBoaar K
3HAYUTEIBHOMY TOBBIIIEHUIO KOHIIEHTPAllMM aTopBacTaTMHa B IulasMe Kposu. Cruenyer mo
BO3MOXHOCTH H30€eraTb OJHOBPEMEHHOTO NPUMEHEHMsI MOILHBIX MHTHOMTOPOB H30(epMeHTa
CYP344 (umampumep, UUKIOCIOPHUH, TEIUTPOMMIMH, KIAPUTPOMUIMH, JIEJIaBUPJIUH,
CTUPHUIIEHTOJI, KETOKOHA30J1, BOPUKOHA30J1, UTPAKOHA30JI, T03aKOHA30J1 U HMHTHOUTOPBI MPOTEa3hl
BUWUY, Bxitowast putoHaBHp, JOMMWHABUP, aTa3aHaBUp, UHAWHABUD, JAapyHaBUp U Apyrue). Ecou
OJIHOBPEMEHHBIN TpUeM JTHX IpernapaToB HEOOXOAUM, CIEAYyeT PacCMOTPETh BO3MOKHOCTh
Hayajla Tepanuu C MHUHMMAJIbHOM /103bl, a TaKKe CIEAYeT OIIEHUTh BO3MOXKHOCTb CHHYKEHUS
MaKCUMaJIbHOW JI03bl aTOPBACTATHHA.

YMmepennbie uHruOuTOopsl u3zodepmenta CYP3A44 (Hanmpumep, SPUTPOMUIIUH, IUITHAZEM,
BepanaMmi U (pIykoHa30J1) MOTYT NPUBOJIUTHh K YBEIMUYCHHUIO KOHLIEHTPALlMM aTOpBacTaTHHA B
mnasme kpoBu. Ha ¢one omHoBpemeHnHoro mpumeHnenuss WHruoutopoB I'MI-KoA-pemykrassi
(CTaTMHOB) U SPUTPOMMIIMHA OTMEUAJIN TOBBIIIEHHBIN PUCK pa3BUTUs Muonatuu. VccienoBanus
B3aMMO/ICHCTBHS aMHOJApOHa MM BepalaMuia U aTopBacTaTMHA HE NMPOBOAWINCH. M3BecTHO,
YTO W AaMHOJIapOH, M BepanmaMuil WHTHOMPYIOT aKTUBHOCTh wm3odepmenta CYP3A44, n
OJIHOBPEMEHHOE IIPUMEHEHHE STUX IpenapaToB C aTOPBACTaTMHOM MOXKET IPUBECTH K
MOBBIIIEHUIO OSKCIO3MLMU aTopBacTaTMHAa. B CcBA3M € O3TUM pPEKOMEHIYyeTCcs CHU3HTh
MaKCUMAaJIbHYIO 103y aTOpBacTaTUHA U IPOBOJUTH COOTBETCTBYIOIIMHA MOHUTOPUHI COCTOSIHUS
HalMeHTa MIpU OJHOBPEMEHHOM IPHUMEHEHHHM C YMEPEHHBIMH WHIHOMTOpaMHU H30(epMeHTa
CYP3A4. KoHTpoJb CllefyeT OCYILIECTBIATh [10C/Ie Hayana Teparnuu 1 Ha (oHe U3MEHEHUS 103kl
WHTUOUTOPA.

LI'emgpubposun/chubpamot

Ha ¢one npumenenuss ¢pubpaToB B MOHOTEpanuu MEPUOAUYECKH OTMEYaIM HEXKellaTelbHble
peakuuu, B TOM 4yKcie, paboMHOIIN3, KaCAIOLINICs CKeIeTHO-MbIIIEYHOM cucTeMbl. Puck takux
peakuuii Bo3pactaer Ipy 0JJHOBPEMEHHOM IIPUMEHEeHNHU (pUOpaToB U aTOpBacTaTHHA.

B cnyyae ecnu 0IHOBPEMEHHOTO NMPUMEHEHMs 3THX IPernapaToB HEBO3MOXKHO H30€XaTh, TO
clleyeT NPUMEHATh MUHHMaJIbHYIO 3((eKTHBHYI0 103y aTopBacTaTWHA, a TaKXKe CIeIyeT
IIPOBOJUTDH PETYJISPHBIA KOHTPOJIb COCTOSIHUS MTALUEHTOB.

Dzemumud

[IpumeHeHne »3eTMHOA CBA3aHO C pa3BUTUEM HEXeNaTelIbHbIX pPEaKUuil, B TOM YHUCIE
pabIoMHOIM3a, CO CTOPOHBI CKENETHO-MBIIIEYHOH CUCTeMBl. PUCK TakuX peakifii MOBBIIIAETCS
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IPU OJHOBPEMEHHOM MPUMEHEHHH 33eTMMHOA M aropBacTathHa. JlJi1 TakWxX MAIMEHTOB
peKoMeHAyeTCsl THIAaTeNIbHOE HAOII0IEHNUE.

Dpumpomuyun/Kiapumpomuyun

[Ipu o1HOBpeMEHHOM NMPUMEHEHUH aTopBacTaTuHa U 3puTpomuiiHa (o 500 mr 4 pasza B CyTKH)
wm knapurpomunuHa (mo 500 mr 2 pasza B CyTku), HHTHOMTOpOoB m3odepmenta CYP3A44,
HAOJIIOAIOCh TOBBIIICHHWE KOHIIGHTPAIMM aTOpBAacTaTHHA B IUIa3Me KpPOBU (CM. paszien
«Oco0ble ykazaHus» U nojapasaen «DapMakOKHHETHKAY).

Hneubumopwol npomeas

OpHoBpeMeHHOE MPUMEHEHHE aTopBacTaTMHA C MHTUOMTOpaMH MpOTea3, M3BECTHBIMU Kak
uHruouropel  u3odepmenta CYP3A4, compoBOXKIaeTcsd YBEJIWYEHHUEM  KOHLIEHTpAlUu
aTOpBacTaTHHA B IJIa3M€ KPOBH.

Junmuazem

CoBmecTHOE MpUMEHEHUE aTopBacTaThHA B 7103€ 40 Mr ¢ guuiTnazeMoMm B J103€ 240 Mr NpUBOIUT K
YBEJIMYEHUIO  KOHLIEHTpAlMM  aropBacTaTMHa B  IUla3Me  KpoBH  (CM.  MOJpasien
«DapMaKOKUHETHKAY).

Lumemuoun

Knunnyecku 3Ha4MMOro B3aMMOJEHCTBUS aTOPBACTATHHA C [IUMETHINHOM HE OOHApYKEHO (CM.
noapaznen «dDapMakOKHUHETHKAY).

Umparonaszon

OnHOBpeMEHHOE NMPUMEHEHUE aTopBacTaTuHa B 03ax oT 20 Mr 10 40 Mr U UTpakoHa30Ja B J103€
200 mr mpuBommio K yBenmueHuro 3HaueHuss AUC aropBactatuHa (CM. TOApasaen
«DapMaKOKUHETHKA).

I petinghpymosuliii cox

[Tockonbky rpelndpyToBblii COK CONEPKUT OJWH WM Oo0jiee KOMIIOHEHTOB, KOTOpPbIE
UHruoupyroT n3odepmeHT CYP3A44, ero upeamepHoe noTpedienue (6osee 1,2 1 B IeHb) MOXKET
BbI3BaTh YBEJIMUYEHHE KOHLEHTpAllMM aTopBacTaTMHa B IUIa3Me KPOBH (CM. TOJpas3zaen
«DapMaKOKUHETHKA).

Hneubumopvl mpancnopmuozo benka

ATOpBacTaTUH TMpENCTaBIsIeT co00i cyOcTpaT TpaHCHOPTEPOB (EPMEHTOB TMEYEHH (CM.
noapaznen «DapMakOKUHETUKAY).

CoBMecTHOE NMPUMEHEHHE aTopBacTaTuHa B J03e 10 Mr M MUKIOCIopuHa B 03¢ 5,2 MI/KI/CyT
MIPUBOJIMJIO K TOBBIMICHUIO YPOBHS BO3JIeHCTBUS aTopBacTtatuHa (cooTHomenue AUC: 8,7) (cm.
noapazfen «®dapmakokuHeTHka»). LlukimocrmopuH sBIsSETCS WHTUOUTOPOM TPAHCIIOPTHOTO
MOJIMIIENITUAA  OPraHUYECKUX  AHHUOHOB 1B1 (OATPIBI), OATPIB3, mupoteuHa,
aCCOLIMMPOBAHHOTO C MHO>KECTBEHHOW JieKapcTBeHHOU ycrtoiumBocThio 1 (MJIY1) u OGenka
PE3UCTEHTHOCTH paka MOJIOYHOM »kene3bl, a Takke CYP3A4, cnenoBaTelnbHO, OH TOBBIIIAET
YpOBEHb BO37eHCTBUSl aTopBacTathuHa. CyTOuHas J03a aTOpBAacTaTHHA HE JIOJKHA IPEBBILIATH
10 mr (cM. paznen «Crnoco0 mpuMeHEHUs U TO3bD»).

I'nexanpeBup u nmubpenTacBup sBisitoTcs uHruoutropamu OATPIB1, OATPIB3, MJIY1 u 6enka
PE3UCTEHTHOCTH paKa MOJIOYHOW JKeNe3bl, CJEeJ0BaTelIbHO, OHHU TMOBBIIIAIOT YPOBEHb
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BO3/eiCcTBUS aropBacTaTuHa. CyTro4Has 103a aTopBacTaTUHA HE JIOJDKHA MpeBbiath 10 Mr (cM.
paznen «Crnoco0 MpUMEHEHUS U JO3bD»).

CoBMecTHOE ITPUMEHEHNE aTopBacTaThHa B 03¢ 20 Mr u sierepmoBHpa B 103¢ 480 MI' B CyTKH
MIPUBOJIMIIO K MOBBIIIEHUIO YPOBHS Bo3/eicTBHs aropBacTtatuna (cootnomenue AUC: 3,29) (cm.
nonpazzuen «PapMakoKUHETHKA»). JleTepMoBHp SBISETCS WHTHOMTOPOM TpaHcmopTepoB P-gp,
BCRP, MRP2, OAT2 u mnewyenounoro Ttpancmnoprepa OATPIB1/1B3, Takum oOpa3om, oH
YCUJIMBAET YpOBEHb BO3JeiCTBUS aTopBacTaTuHa. CyTo4Hasi /J03a aropBacTaTMHA HE JOJDKHA
npesbimath 20 Mr (cM. pazaen «Croco0 mpuMeHEeHHs U J03bD»). BennunHa omocpeaoBaHHBIX
nekapctBeHHbIX B3aumojeiictBuii CYP3A u OATPI1B1/1B3 Ha coBMmecTHOE MpHUMEHEHHE
npenapaToB MOXET OTJIMYaThCd TP OJHOBPEMEHHOM Ha3HAYEHWU JIETEPMOBHpaA C
nukiocnopuHoM. He pexkomeHayeTcs TPUMEHATh aTOPBACTATUH MAIlUEHTaM, MOJTYYarol[uM
TEparnuio JIETEPMOBUPOM COBMECTHO C LIMKJIOCTIOPHHOM.

DOnbacBup W TpaszonpeBup sABIAOTCS wHrHOUTOpamu OATPIBI, OATPIB3, MJIY1 u Genka
PE3UCTEHTHOCTH paKa MOJIOYHOW Keye3bl, CIIeJJIOBaTebHO, OHHM IOBBIIIAIOT YPOBEHb
BO3/EUCTBUS aropBacTaTuHa. ClieyeT NPHUMEHSTh C OCTOPOXKHOCTBIO M B CaMOW HH3KOH
HeoOxoauMoit 1o3e (cM. pazaen «Crocod MpUMEHEHUS | JT0361»).

Hnoykmoput uzogpepmenma CYP3A4

CoBMecTHOE MPUMEHEHHE aTopBacTaTHHA ¢ WHAyKTOpamu u3odepmenta CYP3A4 (manpumep,
a¢daBUpeH30M, pUDAMOUIIMHOM WM TpernapataMd 3BEpo0OS MPOIBIPSBICHHOTO) MOXKET
MPUBOJUTh K CHIDKEHHMIO KOHILIEHTpAallMM aropBacTaTMHa B IUIa3Me KpoBU. Bcmencrtsue
JIBOMICTBEHHOTO MEXaHM3Ma B3aMMOJECHCTBUS ¢ pUPAMIUIMHOM (MHIAYKTOPOM HU30(epMeHTa
CYP34A4 w wHrHOUTOpOM TpaHcHopTHOro Oenka remnartonutoB OATPIBI), pekomMeHayeTcs
OJIHOBPEMEHHOE MPUMEHEHHUE aTopBacTaTHHA U pUPaMIHIIMHA, TIOCKOJIbKY OTCPOUYEHHBIN MPHEM
aTOpBacTaTUHA MOCJe IpreMa pudaMIuIHa MPUBOIUT K CYILIECTBEHHOMY

CHIDKCHMIO  KOHLIEHTpalluM  aTopBacTaTMHa B  IUIa3Me  KpOoBH  (CM.  mojpasnen
«DapmakokuHeTHKay). OnHako BiusHUE pudaMIUIMHA HA KOHIEHTPALMIO aTopBacTaTUHA B
renaTonuTax HEU3BECTHO M B CIly4yae, €CIM OJHOBPEMEHHOTI'O IPUMEHEHUS HEBO3MOXKHO
n30exarhb, CIelyeT TIIATeIbHO KOHTPOIHPOBATh APHEKTUBHOCTh TaKOW KOMOMHALIUU BO BpeMs
Tepanuu.

Anmayuovl

OnHOBpEMEHHBIN NpHUEM BHYTPb CYCIIEH3UH, COJEp)KAllled MarHus TUAPOKCUA U aJTOMHHHS
TUAPOKCHUJI, CHMUXKAJI KOHIIEHTPALUIO aTopBacTaThHa B Tuia3me KpoBu (u3menenue AUC: 0,606),
OJIHAKO cTeneHb cHKeHUs koHueHTpauu XC-JIITHII npu 3ToM He n3meHsnace.

Denaszon

ATOpBacTaTHH He BIMsIET Ha (hapMaKOKHMHETUKY (peHa30Ha, MOATOMY B3aUMO/IEHCTBHE C JPYTUMU
npernaparamu, MeTabOIU3UPYIOIINMUCS TEMH K€ N30()epMEHTaMH [IUTOXPOMa, HE OXKHIAETCSL.
Konecmunon

[Ipy ogHOBpEMEHHOM MPUMEHEHUH KOJIECTUIIONA KOHILEHTpalMsl aTropBacTaTUHA B IUIa3Me
kpoBu cHmxkanack (m3menenne AUC: 0,74), oaHako TrumoIunuaeMudeckuii d>pdext
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KOMOMHAIIMM aTOPBACTaTHHA W KOJECTUIIONA MPEBOCXOJIWJI TAKOBOW KaKJIOro IMpemnapara B
OTJI€IbHOCTH.

Jueoxcun

[Ipy mnoBTOpHOM TmpuUeME JUIOKCHHA M aropBacTaTMHa B J03¢ 10 Mr paBHOBECHbIE
KOHLIEHTPALIMU TUTOKCHHA B IJIa3M€ KPOBU HE MEHSIUCh. OJHAKO IPU MPUMEHEHUH JUTOKCHUHA
B KOMOMHAamMM C aropBacTaTMHOM B 103¢ 80 Mr B CyTKM KOHIIGHTpPAIUs TUTOKCHHA
yBenuuuBaiach (n3menenne AUC: 1,15). [lanueHTsl, nongyvaromue JTUTOKCHH B COYETaHHUM C
aTOPBACTaTUHOM, TPEOYIOT COOTBETCTBYIOIIETO HAOIIOACHHUS.

Azumpomuyun

[Ipu ogHOBpEMEHHOM MPUMEHEHUH aTopBacTaThHa B J103¢ 10 Mr 1 pa3 B CyTKHM M a3UTPOMHULIMHA
B 03¢ 500 Mr 1 pa3 B cyTKM KOHIIEHTpAIUsl aTOpBacTaTUHA B IJ1a3Me€ KPOBU HE U3MEHSIACh.
Ilepopanvrvle konmpayenmuguol

[Ipy oJHOBpEMEHHOM NPUMEHEHUHM aTOpBacTaTMHA U NEPOpPalbHBIX KOHTPALENTHBOB,
COJIepKallluX HOPATHCTEPOH U STUHWIACTPAINOJ, HAOII0JAIOCh TMOBBIINIEHHWE KOHILEHTPALUU
Hopatuctepona (n3menenune AUC: 1,28) u sturmmmcerpaanona (msmenenne AUC: 1,19). Ortot
3ddeKT cienyer y4uThIBaTh MpPH BHIOOpPE MEPOPaATIbHOTO KOHTPALENTHBA Ui SKEHIIUHBI,
MPUHUMAIOIIEH aTOPBACTATHH.

Tepgenaoun

[Ipn oaHOBpEeMEHHOM MPUMEHEHHWU aropBacTaTMHA W TepdeHaJauHa KIMHUYECKU 3HAUYUMBIX
M3MEHEHUH (papMaKOKUHETHKH TepdeHaIuHa HE BBISBICHO.

Bapgapun

B knumHMUYECKOM HCCIENOBAHMU Y MAlMEHTOB, PErylspHO MOJYYaIOIIUX TEparnuio BappapuHOM
Py OJHOBPEMEHHOM IPUMEHEHHWU aropBacTaruHa B jg03¢ 80 Mr B CYTKH, MNPUBOJMIO K
HEOOJIBIIIOMY YBEIUYEHHUIO IMPOTPOMOMHOBOIO BpEeMEHH NpUOIU3UTENbHO Ha 1,7 CeKyHI B
TedyeHue mnepBbix 4 aHel Tepamuu. [lokazaTens Bo3Bpamiajiicss K HOpME B TeueHwe 15 mHei
Tepanuu aropBacTaTiHOM. HecMoTps Ha TO, YTO TOJBKO B PEOKUX CIydasx OTMeYalld
3HAYUTEIILHOE B3aUMOJICICTBHE, 3aTparuBarolliee aHTHKOATYASHTHYIO (YHKIUIO, CIEAyeT
OTpEeNeNUTh MPOTPOMOMHOBOE BpeMs J0 Hayaja TEpanud aTropBacCTaTUHOM Yy TMAlUEHTOB,
MOJIYYaAIOUIUX TEPaNui0 KyMapHHOBBIMU aHTUKOATYJISHTaMH, U JOCTATOYHO YacTO B MEPHOJ
Tepanuu, 4yToObl MPEJOTBPATUTH 3HAYUTENHFHOE M3MEHEHHE MPOTPOMOMHOBOTO BpemeHu. Kax
TOJIBKO OTMEYAIOTCA CTa0WIbHBbIE MUGPBI MPOTPOMOMHOBOTO BPEMEHH, €r0 KOHTPOJIb MOXHO
MpPOBOJUTHh TaK K€, KakK pPEKOMEHAYIOT HJs MallMeHTOB, MOJy4YalluX KyMapUHOBbIE
AQHTUKOATyJSHTHIL. [Ipy U3MeHeHnn 103kl aTOpBacTaTUHA WM MPEKPALIEHUN Tepanuu KOHTPOJb
IPOTPOMOMHOBOTO BPEMEHH CIIEAYET MPOBECTH MO TEM K€ MPHUHIUIAM, YTO OBIIM OMMCAHBI
Bbilie. Tepamusi aTopBacTaTHHOM HE ObUIa CBsi3aHAa C Pa3BUTHEM KPOBOTEYEHHUS HIIU
U3MEHEHUsIMU TPOTPOMOMHOBOTO BpPEMEHM y MAIMEHTOB, KOTOpbIE HE IMOJIydaldu JIe4eHue
AHTHKOATyJISTHTaMHU.

Konxuyun

HecmoTtpst Ha TO, 4TO Hccaen0BaHUs OJHOBPEMEHHOTO MTPUMEHEHHS KOIXUIIMHA U aTOPBACTATHHA
HE TPOBOJAWINCH, MMEIOTCS COOOIIEHUs O Pa3BUTUM MMOMATHUM IPH TNPUMEHEHMH IaHHOU
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koMOuHanuu. [Ipu OJHOBpEMEHHOM NIPUMEHEHHHM AaTOPBACTATHMHA U KOJIXHMIIMHA CJIETYeT
COOIIIOIATH OCTOPOKHOCTb.

Amnoounun

B wuccnenoBaHuM JIGKAPCTBEHHOTO B3aWMOJICHCTBHUS Y 3J0POBBIX HCIBITYEMBIX, COBMECTHOE
MPUMEHEHUE atopBacTaThHa B 1o3¢ 80 Mr um ammomunuaa 10 Mr mpUBEN0 K KIMHHYECKU
HE3HAYMMOMY YBEJIMYEHHIO KOHLIEHTpaluu aropBactatuHa (um3menenue AUC: 1,18).

Dy3udosas kucroma

Bo BpeMs MOCTMapKeTHHTOBBIX WCCIEIOBAHUN OTMEUYAIM CIIydad Pa3BHTHS Pa0JIOMHUOIN3A Y
MAIMEeHTOB, MPUHUMAIOIIUX OJHOBPEMEHHO CTATHHBI, BKIIFOYAsh aTOPBACTATHH U (Y3HUOBYIO
KUCIOTYy. MexaHu3M JaHHOTO B3aWMOJICVCTBHS HEU3BECTEH. Y MAlUEHTOB, IJs KOTOPBIX
WCIO0JIb30BaHNEe (DY3UTOBOM KHUCJIOTHI CYUTAIOT HEOOXOJWMEBIM, JICYCHHWE CTATHHAMH JOJDKHO
OBITH TPEKPAIIeHO B TEUCHHE BCETO IEepHOJia NMPHUMEHEHHS (PY3UIOBOW KHUCIOTHL Tepamus
CTaTUHAMU MOXXET OBITh BO30OHOBIJICHA uepe3 7 JHEH Tociie MocienHero mnpueMa (py3uaoBoi
KHCIIOTBl. B  HCKIIOUHTENBHBIX CIIydasx, TIJIe€ HEOOXOJMMa IPOJIOJDKUTEbHAS CHCTEMHAs
Tepanus (y3UJI0BOM KHCIOTOH, HAIpUMeEp, JIUIS JICUCHHS TSDKEIBIX MHQPEKIUH, HE0OX0IMMOCTh
COBMECTHOT'O TTPUMEHEHHS aTopBacTaTHHA U (Py3UIO0BOM KUCIOTHI JIOJDKHA OBITH PACCMOTPEHA B
KOKJIOM KOHKPETHOM Clydyae M IMOJ CTpPOrMM HaOmoJleHueM Bpaua. [lanmeHT posmkeH
HEMEJIEHHO O0paTUThCA 32 MEIUIIMHCKOM MOMOIIBIO MPH MOSIBICHUH CHUMIITOMOB MBIIIEYHOM
c11ab0CTH, YYBCTBUTEIBHOCTH WU OOJIH.

pyeasa conymemayrowas mepanusi

B xiauHMYECKHUX HUCCIIEJOBaHUSIX aTOPBACTaTUH MPHUMEHSUIM B COYETAHUU C THIOTEH3UBHBIMU
CpEICTBaMH M 3CTPOreHaMU B paMKax 3aMEeCTUTEIbHON TOPMOHAIBHOMN Tepanuu.

[Ipu3HakoB KJIMHUYECKHM 3HAYMMOTO HEXENIAaTeIbHOrO0 B3aUMOJEUCTBUS HE OTMEYEHO;
UCCIIEIOBAaHUS B3aUMOICHCTBUSA CO Crienu(UIeCKUMU MpernapaTaMu He MPOBOIUIHCh.

Kpome ToOro, ormedanoch MHOBBIINIEHHE KOHIIEHTPALIMM aTOpPBACTaTHHA MPU OJHOBPEMEHHOM
MpUMEHeHUH ¢ uHruOuTopamu mnpoTeazpl BUU (koMmOuHaMuM JOMMHABHpPAa U PUTOHABUPA,
CaKkBUHABHMpa M PUTOHABHpA, ApYHaBUpPAa U PUTOHABUpA, (pocammpeHaBup, pocammpeHaBup c
puTOHAaBUpOM U HenduHABUP), HUHrHOMTOpamMu mporea3sl rematura C  (GouenpeBwup,
An0acBUP/TPa30NpPEBUp, CHUMENPEBUP), KIAPUTPOMUIIMHOM U  HTpakoHazosioMm. Cremyet
coONI0AaTh OCTOPOXKHOCTh TMPHU OJHOBPEMEHHOM NPUMEHEHUH JTHUX IIPernaparoB, a TaKKe
MPUMEHATH CaMyI0 HU3KYIO 3 (EeKTUBHYIO 103y aTOpBAaCTaTHHA.

Bausanue opyaux npenapamos na ¢hapmaxkokunemuxy amopeacmamuna

ATopBacrar
HH
IIpenapar, 103MpoBKa
Josa (1) HN3menenne N3menenue
03a (Mr
AUC! Crax'

10 mr oauH pa3 B
CYTKH, B TEUEHHE 1B 8,7 paza 18 10,7 paza
28 nHei

[uknocnopuH 5,2 MI/Kr/CyTKH,
MOCTOSIHHAS /1032
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Tunpanasup 500 mr 2 paza
B cytku/putonasup 200 mr 10 wmr, + 594 pasa + B 8.6 pasa
2 pasa B CyTKH, B TEUCHHE OJIHOKpPaTHO
7 nHen
r 4 1
nekanpeBup 400 mr 1 pa3 B 10 Mr o pas B
cyrku/muopentacsup 120 mr
CYTKH, B TEUCHHUE 1B 8,3 paza 1 B8 22,00 pa3za
1 pa3 B CyTKH, B TCUECHHE .
o 7 nHen
7 nHen
Tenanpesup 750 mr Kamnbie 20 wmr, +87.9 pasa + 5 10,6 pasa
8 yacos, B Teuenune 10 gueit OJIHOKPATHO
Onbaceup B go3e 50 mr 1 pa3
B cyTku/rpazonpesup 200 mr 10 wmr, +5 1,95 pasa + 843 pasa
1 pa3 B CyTKH, B TCUCHHE OJIHOKpPaTHO
13 muen
b 800 mr 3 40
OLIETIPEBUDP Mr pasua MT, +82.3 pasa +82.7 pasa
B CYTKH, B TeUeHUE 7 THEH OJIHOKpPaTHO
Cumenpesup B no3e 150 mr 40 ur
1 pa3 B CyTKH, B TEUCHHUE ’ 1B 2,12 paza 1B 1,7 paza
. OJIHOKpaTHO
10 muen
Jlormuuasup 400 mr 2 pasa 20 Mr o pas B
B cyTku/putoHaBup 100 mr
CYTKU B T€UEHHUE 1B 5,9 paza 1B 4,7 paza
2 pasa B CyTKH, B T€UCHHE .
. 4 nuei
14 muen
CaxBunasup 400 mr 2 pasa 40 Mr o pas B
B cyTKu/putoHaBup 400 mMr
CYTKU B T€UEHHUE 1B 3,9 paza 1B 4,3 paza
2 pasa B CyTKH, B T€UCHHE .
.9 4 nHen
15 guent
80 Mr ouH pa3 B
Knaputrpomunun 500 mr 2 paza
. CYTKHU B T€UEHHUE 1 B 4,5 paza 1B 5,4 paza
B CYTKH, B TeueHHe 9 nHei .
8 nueit
300 mr 2
Jlapyrasip M < pasd 10 mr onuH pa3 B
B cyTku/putoHasup 100 mr
CYTKH B T€YEHHUE 1B 3,4 paza 1B 2,2 paza
2 pa3a B CyTKH, B TEUECHHE .
. 4 nueit
9 nuei
4 200 mr 1 40
TPaKOHa30J1 MI p'i13 MT, +'53.3 pasa +5 120 pasa
B CYTKU B TeueHue 4 nHei OJHOKPATHO
J 480 mr 1 20
€TEPMOBUD MT pav:*. B MT, + 5329 pasa +52.17 pasa
CTykH, B TeueHue 10 aneit OJHOKPATHO
®ocammnpenasup 700 mr 10 mr 1 pa3z B +' 82,5 pasa +82.8 pasa
2 pasa B CyTKH/pUTOHABUD CYTKH,
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100 mr 2 pa3a B CyTKH, B TeueHue 4 nHeu
B TeueHue 14 nueut
®ocammnpenasup 1400 mr 10 mr 1 paz B
2 pasa B CyTKH, B TCUCHHE CYTKH, 1B 2,3 paza 1B 4,0 paza
14 nuei B TeyeHue 4 nuen
10 mr 1 pa3z B
H 1250 mr 2
enduHaBUp MI paf.a CYTKH, +5 1,74 pasa 15 2.2 pasa
B CyTKH, B TeueHue 14 nHeit B TeueHue 28
THEeH
I'peii i 40
peiinpyrosiii oK, M 1B 1,37 paza 1B 1,16 paza
240 mn 1 pa3 B cyTkH OJIHOKpPaTHO
240 mr 1 40
Juntrazem mr 1 pa3 ) MT, +5 1,51 pasa +5 1,00 pasa
B CYTKH, B TCUCHHE 28 THEU OJTHOKPATHO
C) 500 mr 4 10
PUTPOMUITIH MI puasa MT, +5 133 pasa + 51,38 pasa
B CYTKH, B TeUeHHUE 7 THEH OJIHOKPATHO
80 mr,
AmtonunuH 10 Mr, 0oJHOKpaTHO 1B 1,18 pa3a 180,91 paza
OJIHOKpaTHO
10 mr 1 pa3 B
300 mr 4
HumeTnaua Mmr 4 pasza CYTKH | 5 1,00 pasa | 50.89 pasa
B CYTKH, B TEUECHUH 2 HEZEIb B T€UEHUE 2
HeZeb
40 mr 1 pa3 B
K 10 mr 2 .
OJIECTHIION 71 M’ < pasa ey He ycranosneno | | B 0,74 paza
B CYTKH, B TeueHHE 24 HEeNelb B TeUeHHUE &
HeZleTb

Maanokc TC® 30 mn 1 pa3

10 mr 1 paz B

0,66 0,67
B CyTKH, B Teucnue 17 aHeii CYTKHU B TequeHI/Ie 1 B 0,66 paza 1 B 0,67 paza
15 nuen
DdaBupens 600 mr 1 pa3 ) 10 mr, B TejIeHI/Ie | 50,59 pasa L5 1,01 pasa
B CYTKH, B TeueHue 14 queit 3 nueu
Pudammununa 600 mr 1 pas 40 ur
B CYTKH, B TeueHUe 7 THEU ’ 181,12 paza 1B 2,9 pasza
- OJIHOKpPaTHO
(0THOBpEMEHHOE IPUMEHEHNE)
Pucdamnuuun 600 mr 1 pa3 40 vr
B CYTKH, B T€UEHUE 5 THEU ’ 1 80,20 paza 1 80,60 paza
. sk OJIHOKpPaTHO
(pa3nenbHBIN pUEM)
r 0 600 mr 2 40
eMprOposH Mrep fBa M 1B 1,35 pasa | B 1,00 paza
B CYTKH, B T€UEHHUE 7 THEN OJIHOKpPaTHO
o opar 160 mr 1 40 wmr,
eHOpuOpat vEED av3 M 18 1,03 paza 1B 1,02 pa3za
B CYTKH, B TeUEHHUE 7 THEN OJIHOKpPaTHO
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MlpencraBineHo OTHOIIEHHE THUIIOB Tepanuu (COBMECTHOE NPMMEHEHHUE IIPENapara BMECTE C
aTOpPBACTATUHOM B CPAaBHCHHH C IPUMEHEHUEM TOJIBKO aTOPBACTATUHA).

*[Ipn 3HAYMUTEIBHOM TMOTpeONeHNH TpedndpyToBoro coka (= 750 ma — 1,2 1 B CYTKH)
orMmeuanu 6osbmoe yBenumaenue AUC (o 2,5) u/mmu Cmax (mo 1,71).

**Ha ocHoBaHHH 00pa3iia, B3ITOTO OJHOKPATHO yepe3 8-16 9acoB mocie mpruema mpernapara.
*#*Tak xak pudamnuimH o01aaeT ITBOMHBIM MEXaHU3MOM B3aWMOJCHCTBHS, PEKOMEHyeTCS
BBOJIUTH aTOPBACTaTHH W pU(DaMIUIIUH OJHOBpEMEHHO. bojiee mo3aHMI mMpueM aTopBacTaThHA
rociie prugamIiIMHA CBS3aH CO 3HAYMTENIBHBIM CHIDKEHHEM KOHIICHTpAIlMM aTOpBAacTaTHHA B
1a3Me KpoBH.

2J10361 CAKBMHABMPA/PUTOHABUPA, NPHUMEHSBIINECS B JAHHOM HMCCIE€IOBAHUM, OTIMYAIOTCS OT
JO3UPOBOK, KOTOPBIE HCITOJNB3YIOTCS B KJIMHWYECKOW TmpakTuke. Clemyer y4YUTHIBATS,
MOBBIIIECHUE SKCIIO3HWIIMHA aTOPBACTATHHA MPH KIMHUYSCKOM IMPUMEHEHHUH, CKOPEEe BCETO BBIIIIE,
geM HaOJroJaeMoe B JTAHHOM HCCIICJAOBAaHUHU. B CBS3M ¢ 3THUM ClIeyeT NMPHMEHSATh HambOoliee
HU3KYIO JI03Yy aTOpBacTaTHHA.

Bausnue amopsacmamuna na ¢oapmaxkoxunemuxy opyeux npenapamos

IIpenapar, npuMeHsieMblii OITHOBPEMEHHO C ATOPBACTATHHOM,

ATOpBaCTATHH JA03UPOBKA

Ipenapat/no3a (Mr) Usmenenne AUC™ | Usmenenne Cmax

80 mr 1 pa3 B cyTKH, Antunupus, 600 mMr

1,03 0,89
B TeyeHue 15 nueit OJTHOKPATHO T8 1,03 pasa } B 0,89 pasa

Hurokcun 0,25 mr 1 pa3
B CYTKH, B TeueHue 20 181,15 pa3za 181,20 paza
THen

80 mr 1 pa3 B cyTKH,
B TeueHue 10 nHen

Ilepopanbhbie
KOHTpalenTuBsbl 1 pa3

B CYTKH, B TCUCHUC

40 mr 1 pa3 B cyTkH, 1B 1,28 paza 181,23 paza

. 2 MeCSIIEB
B TeuyeHue 22 nHeu

— HOPATHHJIPOH | Mr
— 3TUHUWJIACTPAANOI
35 MKT

Tunpanasup 500 mr 2
pasza
B CYTKH/PUTOHABHP
200 mr
2 pasa B CyTKH, B
TE€YEHUE

10 mr, 0AHOKpATHO 1 B 1,08 paza 180,96 paza
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7 naen

docamnpeHaBup
1400 mr

10 mr 1
Mr 1 pa3 B cyTku, 2 pasa B CyTKH, B 1 B 0,73 pasa 1 80,82 pa3za

B TeueHue 4 qHen
TEUYEHUE

14 nueit

®ocammnpenasup 700 mr

10 mr 1 pa3 B cyTkH 2 pasa B
P yTu ’ CYTKH/PHUTOHABHP 1 B 0,99 paza 1 B 0,94 paza
B TeuyeHUe 4 nHel
100 mr 2 pa3a B CyTKH,

B Teuenue 14 nuen

*TIpencraBieHo OTHOIIEHHWE TUIIOB Tepanmvy (COBMECTHOE MPUMEHEHHWE Mperapara BMECTE C
aTOpPBacCTaTUHOM B CPABHEHUU C IPUMEHEHHUEM TOJIBKO aTOPBACTaTHHA).

Oco0ble ykazanust

Bnuanue na neuens

Kak u npu npuMeHeHnr Jpyrux TUMOUIUIEMUYECKUX CPEJCTB ATOTO Kilacca, Py MPUMEHEHUU
aTopBacTaTMHA OTMEYalld yMEpEHHOE MOBbIlIeHHE (Oojee 4eM B TPHU pas3a MO CPaBHEHUIO C
BEpXHEH TpaHUIIed HOPMBI) aKTUBHOCTH «reueHOYHbIX» TpancamuHa3z ACT u AJIT. Croiikoe
MOBBILIEHUE CHIBOPOTOYHOM aKTHMBHOCTH «II€YEHOUHBIX» TpaHcamuHa3 (6ojee yeMm B 3 pasa 1o
CPaBHEHMIO C BepxHeW rpaHuiieii Hopmbl) HaOmoaaisoch y 0,7 % MalueHToB, MOJy4aBIIUX
aTopBacTaTuH. YacToTa moJgo0HBIX U3MEHEHU NIPU MPUMEHEHHUH TpernapaTa B go3ax 10 mr, 20
mr, 40 mr u 80 mr coctaBmsia 0,2 %, 0,2 %, 0,6 % u 2,3 %, coorBercTBeHHO. IloBBINICHNE
AKTUBHOCTH «II€YCHOYHBIX» TPAaHCAMHHA3 OOBIYHO HE COMPOBOXKJIAIOCH KENTYXOU WU JPYTUMU
KIIMHUYECKUMU TposiBIeHUsIMH. [Ipu CHIKEHUU J03bI aTOpBacTaTWHA, BPEMEHHOW WIIM TOJTHOM
OTMEHE IMpernapaTa aKTUBHOCTh «IIEYCHOYHBIX» TpaHCAMHMHA3 BO3Bpalllajach K HCXOTHOMY
YPOBHIO. BOJIBITMHCTBO MAIMEHTOB MPOAOJDKAIN MIPHEM aTopBacTaTHHA B CHM)KEHHOH J103e 0e3
KaKUX-TH00 KIMHUYECKUX MOCIEICTBUH.

Jlo Hauana Tepanuu, yepe3 6 Heaenb U 12 Henenb nocie Havana NPUMEHEHUsl aTOpBacTaTUHA WIIH
MOCTIE YBEJIMYEHHUS €r0 JI03bI HEOOXOJMMO KOHTPOIUPOBATH MOKa3aTey (yHKIIUY TEUSHH.
OYHKIUIO MEYEHU CIIeNYyeT KOHTPOIMPOBATH TAKKE MPH IMOSBJICHUHM KIMHUYECKHX MPHU3HAKOB
MOpaKEHMs MeUeHU. B ciyyae MOBBILIEHUS] aKTUBHOCTH «II€YEHOYHBIX» TpaHcaMuHasz, AJIT u
ACT cnenyer KOHTPOJUPOBaTh J0 TEX IMOp, MOKa OHa HEe HOpManu3yercd. Eciu moBbllieHHE
aktuBHOCTH ACT mmu AJIT Gonee yem B 3 pasa 1Mo CpaBHEHHIO C BEpPXHEH T'paHUIEH HOPMBI
COXpaHSETCs, PEKOMEHAYETCS CHIDKEHHWE J03bl WM OTMEHa aropBacTaTWHa (CM. pasfen
«IToGouHOE NEfcTBHEY).
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ATOpBacTaTUH ClleyeT NPUMEHITh C OCTOPOKHOCTBIO Yy IAllMEHTOB, KOTOPHIE MOTPEOIAIOT
3HAYUTEIbHBIE KOJIMYECTBA AJIKOTOJIS /WM NMEIOT B aHaMHe3€ 3a00JIeBaHIE MTEYCHU.

AxTuBHOE 3a00JIeBaHME II€UYEHU WIM IOCTOSHHO IIOBBIINIEHHAs AKTUBHOCTH «IIEUYEHOYHBIX)»
TpaHCaMMHA3 IUIa3Mbl KPOBU HESICHOTO T'€HE3a SBJISIOTCS MPOTUBONOKA3aHHUEM K IPUMEHEHUIO
aTopBactratuHa (cM. pasnen «IIpoTuBonokazaHus»).

/eiicmeue na ckenemmbwie Moluilbl

VY nanueHToB, MOJYy4yaBIIMX aTOpPBAacCTaTHH, OTMeuanach Muanrus (cM. paszznen «llobounoe
neiicteue»). /luarnoz Muonatuu cieAyeT NMpeanosiarate y nanueHToB ¢ 1uddy3Hoil Muairue,
00JIE3HEHHOCTHIO WJIM CJIa00CThIO MBIIII] W/MJIM BBIPAXKEHHBIM MOBBIIIEHHEM akTHBHOCTH KDOK
(6onee wem B 10 pa3 mo cpaBHEHHIO C BEpXHEW rpaHuled HOpMBI). Tepamuio npenapaTtom
ATtopBacraTuH PeHeBan ciefyeT NpeKkpaTUTh B CiIydae BBHIPA)KEHHOTO MOBBIIMIEHUS] aKTUBHOCTHU
K®K, npu Hanmumum NOATBEPKIACHHOW MHUOINATHM WM TMOJO3PEHUMU Ha €€ pa3BUTHE. Puck
MHUOTIATMM  TOBBIIIAJCS MpPU OJHOBPEMEHHOM TPUMEHEHHHM JIEKApCTBEHHBIX CpEICTB,
MOBBIIIAIONINX CUCTEMHYIO KOHIIEHTpAILMIO aTopBacTaThHa (cM. pasnensl «BzaumoneicTBue c
JOpYrUMHu JIEKapCTBEHHBIMU CpeICcTBaMm» u noJipas3aesn
«DapMakOKUHETHKa»). MHorue W3 3TUX [pernapaToB  HHTUOMPYIOT — MeTaboiu3M,
onocpenoBanubelii  M3odpepmenToMm CYP3A4, w/wnmm TpaHCIOPT JIEKAPCTBEHHBIX BEIIECTB.
N3BectHo, uto m3odepmenT CYP3A4 — ocHOBHOW H30(DEpMEHT IE€UEHU, YYaCTBYIOIIHHA B
onotpancopmaruu aropBactaTuHa. llpumensisi AtopBacTaTuH PeHeBal B coyeTaHUU C
¢ubparamu, H>pUTPOMULIMHOM, HMMYHOJAEIPECCAHTAMHU, a30JbHBIMH MPOTUBOTPUOKOBBIMU
cpenctBamu, uHTHOUTOpamu mnpoteasbl BUY/BI'C, uHrnOutopamMu HECTPYKTYpHOTO Oenka
BupycHoro rematuta C (NS5A/NS5B), neTrepMoBUpPOM WM HHUKOTHHOBOW KHCJIOTOH B
JUIUJICHWKAIOIKX f03ax (Oonee 1 r/cyTku), Bpad JOJDKEH TIIATEIbHO B3BECHTH OXHJIAEMYIO
[I0JIb3Y JIEYEHUS M BO3MOXHBIA puck. CienyeT peryiaspHO HaOIH0AaTh MALUEHTOB C LEJIbI0
BBISIBJIEHUS 00JIeH WK CJ1a00CTH B MBIIIIAX, 0COOEHHO B TEUEHHUE MEPBBIX MECALIEB TEpaluu U B
NIEpUOJl YBEJIUYEHUS J03bl JI000r0 M3 YyKa3aHHBIX CpelacTB. B ciyuae HeoOxoxumoctu
KOMOMHUPOBAaHHOM TEpaluM CIEIyeT paccMaTpUBaTh BO3MOXHOCTbh IIPUMEHEHMs 00Jiee HU3KUX
HayaJbHbIX W MOJICPKUBAIOIIUX 103 BBILIETIEPEUUCICHHBIX CpeAcTB (cM. paznen «Crnocod
IpUMEHEHHs U 103bD»). He pekoMeHayeTcss 0JHOBPEMEHHOE HMCIIOJIb30BaHUE aTOpBacTaTHHA U
(Gy3uI0BOH KHUCIOTHI, MOITOMY BO BpeMs JeueHHs (y3uA0BOH KHUCIOTON pEeKOMEHJIOBaHA
BpEeMEHHAasi OTMEHA aTopBacTaTMHa. B MOJOOHBIX CHUTyallMsIX MOXHO PEKOMEHI0BaTh
MEPUOJNYECKMH KOHTpOJb akTUBHOCTH K@K, XOTS Takoe MOHUTOPHUPOBAHUE HE IMO3BOJISIET
NPEJOTBPATUTh DPAa3BUTHE TsKENOW Muomatuu (cM. paznen «BzaumoneiicTBue ¢ JIpyrumu
JIEKapCTBEHHBIMH CPEJICTBAMMUY).

3aperucTpupoBaHbl OUY€Hb pEIKHE COOOIIEHHS O Pa3BUTUM HMMMYHO-OINOCPEIOBaHHOM
HekpoTtuzupyromeit muonaruu (MOHM) Bo Bpems wii mocie JIe4eHHs] HEKOTOPHIMU CTaTHHAMU
(em. pasgen «llobGounoe geiictBuey). WOHM  KIMHMYECKHM XapakTepu3yeTcs CTOHKOU
MPOKCUMAIBHON MBIIIEYHON CIAa00CTHIO U MOBBIIIEHHBIM YPOBHEM KPEATHHKHHA3BI B CHIBOPOTKE
KpPOBH, KOTOPBIE COXPAHSIIOTCSI HECMOTPS Ha IPEKpPALIECHUE JIEUEHUS CTaTMHAMM, HaJIU4YUEM
antuten kK HMCD COA peaykrase u yaydlI€eHUEM NIPU IPUMEHEHUN UMMYHO/IEIIPECCAHTOB.
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/o nauana neuenusn

ATOpBacTaTHH ClIE€QyeT C OCTOPOKHOCTBbIO Ha3HayaTh TNanMeHTaM ¢  (hakTopamu,
npeApacrojaraloiuMu K pa3Butuio padmomuonusa. Koutposs aktuBHOocTH KOK cnemyer
IIPOBOJMTH B CIAEAYIOIIMX CIIydasiX /10 Hayaja Tepanuy aTopBacTaTUHOM:

*HapylIeHHe QYyHKIUU MTOYEK;

*TUIIOTHPEO3;

*HACJIE/ICTBEHHBIE MbIIIICUHbIE HApPYIICHUS Y MMallUeHTa B aHAMHE3€ UJIM B CEMEMHOM aHaMHE3e;
*y)Ke IIepeHeceHHOe ToKcuueckoe BiausiHue MHruoutopos I'MI'-KoA-penykrassl (cTaTHHOB) WK
(hubpaToB HA MBIIIIEYHYIO TKAHb;

*3a00J1€BaHUsl [E€YEHM B aHaAMHE3€ W/MIM MAlUEeHThl, YINOTPEOJSIONINe aJIKOroJib B
3HAYUTENIbHBIX KOJINYECTBAX;

*y TAIMEHTOB B Bo3pacte crapmie 70 JeT ciaemayeT OLEHUTh HEOOXOAUMOCTh KOHTpoisi KODK,
YYHUTBIBAs TO, YTO y STUX MAIMEHTOB YK€ UMEIOTCS (haKTOPHI, TPEAPACIIOIATAIOIINE K PA3BUTHIO
pabIoMHOIN3a;

*CUTYaIliH, B KOTOPBIX OXKUIAETCS TIOBBIIIIEHNE KOHIIEHTPAIIMN aTOpBacTaTHHA B TJIa3Me KPOBH,
TakMe Kak B3aUMOJICHCTBUS C JpPYTUMHU JIEKQpCTBEHHBIMH CpEICTBaAMHU (CM. pasfen
«B3aumoselicTBre ¢ APYrUMH JIEKAPCTBEHHBIMU CPEJICTBAMM).

B takux cutyanusx ciaenyer OleHUTh COOTHOUIEHUE PUCK/TOJb3a U OCYILIECTBIISATh METUIIUTHCKOE
HaOJII0/IEHUE 32 COCTOSTHUEM MallUeHTA.

B cnydae 3nauntenbHOro moBbimeHus akTuBHOCTH KDK (Oonee uem B 5 pa3 Bbllie BepxXHEH
IPaHULIBI HOPMBI), HE ClIelyeT HAauWHATh TePaNuIo aTOPBACTATUHOM.

[Ipu mpuMmeHeHUH aTopBacTaTHHA, KaK U Apyrux UHruoutopoB I'MI'-KoA-peaykrassl, onucaHbl
penkue ciiydad pabJoOMHONM3a C OCTPOM IMOYEYHOW HEJO0CTaTOYHOCThIO, OOYCIOBIEHHOM
MUOTIIOOMHYpHei. PakToOpoM pUCKa Pa3BUTHUS PaOAOMHUOIIM3A MOXKET ObITh IPEIIECTBYIONICE
Hapylmienne (yHKIUU mnoyek. TakuMm manumeHTam cleayer obecrneuuTh Ooliee TIIATENbHbBIN
KOHTPOJIb 3a COCTOSTHUEM
CKEJIeTHO-MBIIIEYHON cucTeMbl. [Ipyu TOSIBIEHHHM CHUMITOMOB BO3MOYXHOW MHOINATUU WU
HaMuuuu (AKTOPOB pPUCKA PA3BUTHSA TMOYEYHOW HEIOCTATOYHOCTH Ha (hoHEe pabIoMHoIn3a
(Hampumep, TspKenasi octpas UH(EKIHs, apTepuaibHas TUIIOTEH3Us, OOIIUPHOE XUPYPTUUECKOEe
BMEIIIATEILCTBO, TPaBMbI, METa0OJIMYECKHE, OHHAOKPUHHBIE U  BOJHO-IJIEKTPOJIUTHBIC
HapyIICHUs, HEKOHTPOJIUPYEMbIE CYIOPOTH) TEpanuio aTOPBACTATHHOM CIEAYyeT BPEMEHHO
MPEKPATUTh UITU TIOJHOCTHIO OTMEHUTb.

Buumanue! Ilayuenmog neobxooumo npedynpeoums o0 mom, 4mo um ciedyem HemeoleHHO
obpamumsbcsi K 6pauy nNpu NoseleHUU HeoOBbACHUMbIX Oojell UIU MblUeYyHoU crabocmu,
0CODEHHO ecliu OHU CONPOBOAHCOAIOMCS HEOOMOLAHUEM UTIU TUXOPAOKOLL.

I'emoppacuueckuii uHcyiom

[Tocne crenuanbHOTO aHaIM3a KIMHUYECKOTO HMccienoBaHus ¢ ydactueMm 4731 manueHToB 0e3
UBC, mepeHecmmx WHCYIbT WM TPaH3UTOpHYIO wuiemMudeckyto araky (THA) B TeueHue
MPEeNbIAYIINX 6 MecsIeB, KOTOpbIM ObUT HazHaueH aropBacTaTuH 80 Mr/CyT, BBISIBUIM Ooliee
BBICOKYIO YaCTOTY F€MOpPpPAartuecKux MHCYJIbTOB B Tpylie aropBacTaTuHa 80 Mr 10 CpaBHEHHIO
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¢ Tpymmo# 1uranebo (55 B rpymme atopBactaTuHa nmpotuB 33 B rpymnne miane6o). [lanueHTs ¢
reMOpparu4eckuM MHCYJIBTOM Ha MOMEHT BKJIIOYEHHUS B MCCIEAOBaHHWE MMEIH 0o0Jiee BBICOKUI
PHUCK JUIsl TIOBTOPHOIO T€éMOpparudyeckoro MHcyiabTa (7 B rpynmne aTopBacTaThHa MPOTHB 2 B
rpymne miane6o). OxgHako, y HalMeHTOB, MOMy4aBIInX aTopBactaTHH 80 Mr/cyt ObUIO MEHbIIE
MHCYJAbTOB Ji000r0o THna (265 mpotuB 311) U MeHblIEe cepAeYHO-COCYIUCTBIX coObiTuil (123
npotus 204) (cm. noapaznen «dapmakogMHAMUKAY).

Caxapnutit ouabem

HekoTtopele nanHbie nmoarBepkaatoT, uro MHruoutropsl ['MI'-KoA-penykrasbl (CTaTHHBI), Kak
KJIacC, MOTYT MPUBOAUTH K MOBBIIIEHUIO KOHIEHTPAllMM TJIOKO3bl B IUIa3ME€ KpOBH, a Y
OTJENIbHBIX MAI[MEHTOB C BBICOKUM PHUCKOM Ppa3BUTHS CaxapHOro auadera MOXKET pa3BUTHCS
COCTOSIHUE TUIIEPTINKEMUH, TpeOylolee KOPPEKIUHU KakK Mpu caxapHoM auabere. Tem He MeHee,
9TOT PHUCK HE TMPEeBbIIaeT MoJib3y OT Tepanuu wuHruoutopamu ['MI-KoA-penykrassi
(cTaTHaMM) ¢ TOYKHU 3PEHUS COCYIUCTBIX PUCKOB, IIOATOMY ATO HE MOXKET SBJISATHCS MPUUUHOMN
OTMEeHbI Tepanuu. llaruenTsl, oTHOCSAIIMECS K TpyIe pucka (KOHIEHTpAUs III0KO3bl B KPOBU
HATOIIAK OT 5,6 10 6,9 Mmouns/n, UMT > 30 Kr/mM?, MOBBILIEHHAS KOHIEHTPALUS TPUIIHIEPHIOB
B IJJa3M€ KpOBH, apTepuaibHas TUIEPTEH3Ms), NOJDKHBI HAXOAUTHCS TMOJ METUIMHCKUM
KOHTpOJIEM, BKJIIOYAsl KOHTPOJIb OMOXMMHYECKHX IapaMeTpoOB KPOBH, B COOTBETCTBHM C
MECTHBIMH PEKOMEHAALUSAMMU.

Humepcmuyuanvroe 3a601e6anue 1€2Kux

Ha ¢done tepanmuu HexotopeiMu uHruouropamu ['MI-KoA-penykrassl (ctaTuHaMu), 0COOEHHO
Ha (oHE [AIUTENBHOW Tepanuy, OTMEYAIUCh EIMHUYHBIE CIy4al HHTEPCTHLUAIBLHOIO
3a0oseBaHus JIerkuX. Moryr HaOMIOAaThCsl OABIIIKA, HEIPOAYKTUBHBIM Kallelb U yXyALICHHE
00ILIero COCTOSTHUS 3/10pOBbs (YTOMIISIEMOCTb, CHUKEHHE MacChl Tesla U JIMXopajaka). B cioydae,
€ClIM y MalUeHTa I0/03PEBaeTCsd UHTEPCTULMATBHOE 3a00JI€BAHUE JIETKUX, CIEIyeT OTMEHUTh
TEpaIUI0 aTOPBACTATHHOM.

DHOoKpunnaa ynkyus

IIpu npumenenun wuHruobutopoB I'MI-KoA-penykrassl (cTaTMHOB), B TOM 4HCIE U
aTopBacTaTUHA, OTMEYAIUCH CIIydau MOBBIIIEHHs IIIMKO3UINpoBaHHOro reMornoouna (HbA1) u
KOHIICHTpAlLlMK TJIIOKO3bl B IJIa3Me KPOBU HaTollak. Tem He MeHee, pUCK FMIEePIIMKeMUH HUXKE,
YeM CTENEHb CHUKEHUS PUCKA COCYAUCTBIX OCIIOKHEHMH Ha (oHe npuema uHruouropos ['MI -
KoA-penykrassl (CTaTUHOB).

Bcnomozamenwnuie 6eujecmea

IIpemapat AtopBacratuH PeHeBanm comepkuT J1akTo3bl MoHoruzapar. Ilamuentam ¢ penko
BCTPEYAIOIIUMHUCS  HACIEJACTBEHHBIMU 3a00JICBaHUAMH, TAKMMHM KaK HENEepeHOCHUMOCThb
rajlakTo3bl, HeMEPEeHOCUMOCTb JIAKTO3bI BCIEICTBHE Je(UIMTA JJAKTa3bl WK CUHAPOM TIIIOK030-
rajlakTo3HOH MajabaOcopOLuu, He clelyeT MPUHUMATh JaHHbINA JIeKapCTBEHHBIN Npenapar.

Biaunsinne Ha cOCOOHOCTH YNIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMH, MEXaHM3MaMHU
JIaHHBIX O BIMSHUM aTOPBACTaTHHA Ha CHOCOOHOCTH YIPABIATh TPAHCHOPTHBIMH CPEACTBAMU U
3aHUMATbCS MOTEHIMAJIbHO OINACHBIMH BHJAMH JIESTEIbHOCTH, TPEOYIOIIMMHU MOBBIIIEHHON
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KOHIICHTPAllMM BHUMAaHUS U OBICTPOTHI TICUXOMOTOPHBIX peakiuii, HeT. OIHaKO, yYUTHIBas
BO3MO’KHOCTB Pa3BUTHS TOJIOBOKPYKEHUS, CIIEyeT COOITIOIaTh OCTOPOKHOCTD MIPU BBITIOJTHEHUN
IIEPEYMCIICHHBIX BUJOB JACSITEIBHOCTH.

dopMa BbINIYCKa

TabneTku, MOKPHITHIE TIEHOYHOM 000109K0i, 10 MT, 20 MT, 40 MT.

ITo 10, 14, 15 TabneTok B KOHTYPHYIO STYEHKOBYIO YIIaKOBKY U3 IUIEHKH MOJMBUHUIXIOPUIHON
1 (oJIbru aTFOMUHUEBOM MEYaTHON JTaKUPOBAHHOM.

3, 5, 6, 9 KOHTYpPHBIX SYEHKOBBIX yIMakoBOK mo 10 TabneTok mnu 2, 4 KOHTYpHBIE STYEHKOBBIC
yrnakoBku 1o 14 tabnerok, uimu 2, 4, 6, 8§ KOHTYPHBIX SUYEHKOBBIX YIMAKOBOK 1O 15 TabieTok ¢
WHCTPYKIIMEH MO TPUMEHEHHUIO TTOMEIIAIOT B IMAYKy U3 KapTOHA JIJIsl MIOTPEOUTETHCKOM Taphl.

YcaoBust XxpaHeHust
B opurunanbHOl ymakoBke (KOHTypHas siluefKOBas yIakoBKa B IAayke) MpU TeMIlepaType He
Boimie 25 °C.

XpaHHUTh B HEAOCTYITHOM JIJISI IETE MECTE.

Cpox rognoctu
3 rona.
He npuMeHsTH M0 NCTEYSHUHU CpOKa TOTHOCTH.

YcaoBus oTImycka
OTnycKaroT 10 peLernTy.

Buaagesien perucTpanMoHHOr0 y10CTOBEPEHUSA

AxionepHoe o6uectso «IIponsBoacTBeHHas papmaneBTHueckas komnanust OGHOBIEHUE
HOpunuueckuit agpec: 633621, Hosocubupckast 061., Cy3yHckuil paiioH, pn. Cy3yH, yiI.
Komuccapa 3atpkoBa, 1. 18.

Ten./dpakc: 8 (800) 200-09-95.

Hurepuer: www.renewal.ru

IIponssoanTens/Oprannsanus, NPUHAMAKOIIAs IPETEH3UH OT MOTPeOHuTEeIeH
IIpouszsooumens

AximonepHoe o6miectBo «IIponsBoacTBeHHas papmarieBTHUeckas komnaHust OOHOBIEHUE»
Aopec mecma npouzeoocmea

630096, r. HoBocubupck, yi. CraniuonHas, 1. 80.

Opzaanuzayus, nPUHUMAIOWds npemen3uy om nompebumeneu

AxrmonepHoe o6miectBo «IIponsBoacTBeHHas papMmarieBTHUecKast komnanust OOHOBIEHUE
630096, r. HoBocubupck, yn. Crtannuonsas, a. 80,

e-mail: pretenzii@pfk-obnovlenie.ru
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