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MHCTPYKIUA
1O MEJUIITMHCKOMY INPUMEHEHUIO JIEKAPCTBEHHOTI'O ITPEITAPATA
AtopBacratuH PeneBaJ

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

Toprosoe HaumeHoBaHue: ATopBacTtaTuH PeHeBan

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

Cocras Ha oaHy Ta0J1eTKY

eticmsyrowee eugecmeo:

ATOPBACTaTUH KATBLHU ............. —10,85 Mmr— 21,69 Mmr  —43,38 Mr

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

gcnomozamenvublie Geujecmsd: 1EIUIIONI03a MUKpoKpuctamindeckas «rtun 101y, kampnus
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 MBOSKOBBIMYKJIbIE TAaOIETKU, MOKPBITHIE TUICHOYHONH 00070YKOM OeIoro Wid MOYTH
Oenmoro nBera. JlomyckaeTcs Hamu4He iepoxoBaTocTd. Ha momepednom paspese siapo Oenoro
WM IIOYTH O€JIoro IIBETA.
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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

[Teuenounsrii 3axBar Bcex uHruOuTOopoB I['MK-KoA-pemykraspl, BKIIOuYas aTOpBacTaTHH,
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 ¢ nossiienneM skcnosurinu (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 HaONoJaThCcsl Y TaKUX MalMeHTOB. BO3MOXKHBIE TOCIEACTBUS B OTHOIICHUU
3¢ (GEeKTUBHOCTH HEU3BECTHBI.

IToxka3zaHus K NPUMEHEHHIO

['unepxonecmepunemusi:

*B Ka4yecTBE JIOTIOJHEHHUS K JIUeTe JJIsl CHH)KEHUS IMOBBILIEHHOTo oOuiero xosectepuHa, XC-
JIITHII, ano-B u TpurnuuepuaoB y B3pOCibIX, MOAPOCTKOB U JeTe B Bo3pacte 10 ser wim
CTapllie C MEPBUYHON TUIEPXOJIECTEPUHEMMEH, BKIIIOYAs CEMEHHYIO THIIEPXOJIECTEPUHEMUIO
(reTepo3UroTHBI BapHaHT) WJIM KOMOWHUPOBaHHYIO (CMELIAHHBIM) THIEPIUIHIAEMUIO
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(cootBerctBennotur Ila u IIb mo xmaccudpuxanuu PpeapukcoHa), KOrga OTBET HA JUETY U
Npyrue HeMeAUKaMEeHTO3HbIE METO/Ibl JIEUEHUS! HEIOCTATOUHBbI;

*JUIsl CHHMDKEHMSI TIOBBIIIEHHOTO ob11ero xonectepuna, XC-JIITHIT y B3pocibix ¢ roMO3UTrOTHOM
CEMEMHON IMIEepX0JECTEpUHEMHUEN B KauecTBE JOIOJIHEHUS K JIPYTUM TUIOJIUINIEMUYECKUM
MeToaaM sieueHus (Harpumep, JITTHIT-adepes) v eciu Takue METObI JICUSHUST HETOCTYITHBI.
Ipopunraxmuxa cepoeyno-cocyoucmoix 3a001e6aHUI:

*IpoUIIAKTHKA CEPAECYHO-COCYIUCTBIX COOBITHI y B3pOCIBIX MAallMEHTOB, UMEIOLUIUX BBICOKHM
PUCK pa3BUTHSI NEPBUYHBIX CEPAECYHO-COCYIUCTBIX COOBITHI, B KauyecTBE JOTIOJHEHHS K
KOPPEKIHH JIpYTUX PaKTOPOB PUCKa,

*BTOpUYHAS IPO(PUIAKTHKA CEPIEYHO-COCYAUCTHIX OCIOKHEHUH y MAllUEHTOB C UILIEMUYECKOU
6one3nbto cepaua (MbC) ¢ nenbio cHWXKEHUSI CMEPTHOCTH, UH(PAPKTOB MUOKApAa, HHCYIbTOB,
MTOBTOPHBIX TOCIUTAIU3ALMHI 110 TOBOY CTEHOKapIUH U HEOOXOIMMOCTH B PEBACKYIISIPU3ALINU.

IIporuBoONOKa3aHUsA

[ unepuyBCTBUTEIHLHOCTH K aTOPBACTATHHY WIIH K JIFOOOMY M3 BCIIOMOTATEIIBHBIX BEIICCTB;
*aKTHBHOEC 3a00JIEBaHUE TCUCHU WJIU IOBBINICHUE AKTUBHOCTH «IICUCHOYHBIX» TPAHCAMHHA3 B
TJ1a3Me KPOBH HESICHOTO reHe3a 0osiee ueM B 3 pas3a Mo CPaBHEHHIO C BEPXHEH IPaHUICH HOPMBI;
!B cocras smysbeun BXoaaT: cuMeTUKOH (30 %), amynbsratopsl (5-10 %), koncepsautsi (0,5-1,0
%), Boaa ouniieHHas (60-65 %)

*0EepEMEHHOCTb;

*[IEpHOJI TPYIHOTO BCKapMIIMBAHUS;

*KEHIIMHBI JETOPOJHOIO BO3pacTa, HE HCIOIb3YIOIUE a/IeKBAaTHbIE METO bl KOHTPALICIIIUH;
*BO3pact A0 18 yieT (HeIoCTaTOUYHO KIMHUYECKUX JAHHBIX M0 3PPEKTUBHOCTH U OE30MACHOCTH
mpenapara B JaHHOW BO3PACTHOW TPYyNIE), 3a HCKIIYEHHEM Te€TePO3UTOTHONW CeMEWHOMU
TUIepXoJecTepuHEMUN (IPUMEHEHHE MTPOTUBOTIOKA3aHO Yy AeTeil B Bo3pacte 10 10 ner);
*0THOBpEMEHHOE MTPUMEHEeHHE ¢ (y3UI0BOI KUCIIOTOI;

*BPOXKJCHHBIM  AeQUIMT JlaKTa3bl, HENEPEHOCUMOCTh JIAKTO3bl, TJIIOKO30-TalaKTO3HAs
MaJibabCopOITHs.

C 0CTOPOXKHOCTBIO

Y manuMeHToB, 3IOYHNOTPEONSIONIMX AalIKOToJIeM; Yy TMAallMeHTOB, HMMEIOIIMX B aHaMHeE3e
3a00JIeBaHUS TTEYCHH.

VY manueHToB ¢ HanuuueM (aKTOPOB pUCKa pa3BUTHs padaoMuonuia (HapymeHue QyHKIHH
MOYEK, TUIOTUPEO3, HACIIEICTBEHHbIE MBIIICUHbIE HAPYIICHHUS y MalMeHTa B aHAMHE3€ WM B
ceMeiHOM aHaMHe3e, YK€ MepeHEeCeHHOe TOKCcHuuYeckoe BIusHue MHruoutopoB I'MI-KoA-
peaykTasbl (CTaTUHOB) WK (UOPATOB Ha MBIIICUHYIO TKaHb, 3a00J€BaHUS TMIEUEHU B aHAMHE3e
W/WJY TAIMEHTHI, YIIOTPEOISIONINe allKOToJIb B 3HAUUTEIBHBIX KOJIMYECTBaX, Bo3pact crapiie 70
JIeT, CUTYyallui, B KOTOPBIX OKUJAETCS IMOBBIIIEHUE KOHIIEHTPALlMM aTOpBacTaTHHA B IUIa3Me
KpOBH (HampuMep, B3aUMOACUCTBUS C APYTHMH JI€KapCTBEHHBIMU CPEJCTBAMU)).
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IIpumenenne npu 6epeMeHHOCTH M B IIePHO/I TPYIHOI0 BCKAPMJINBAHHA

HKenuwunvt 0emopooHozo ospacma

KeHmMHBI ~ €TOPOJHOrO  BO3pacTa BO  BpeMsl  JIGUEHMsS]  JIOJDKHBI  M0JIb30BaThCs
COOTBETCTBYIOIIIMMH METOJIaMH KOHTpauenuuu (cM. pasaein «[IpotuBonokazanus»).
bepemennocms

ATopBacTaTUH NPOTUBOIIOKA3aH MpU OepeMeHHOCTH (cM. paznen «lIpoTuBonokasanus»).
be3omacHocTh npHMeHeHUsT BO BpeMs OepeMEeHHOCTH He Obuta mnoarBepxkaeHa. Cpenu
OepeMEeHHBIX JKEHIIUH KOHTPOJUpPYEMble KIMHUYECKHUE HMCCIEAOBAHMS C aTOPBACTAaTHHOM HE
npoBowiINCh. OTMEYANUCh PENKHE CIydyau BpOXKIEHHBIX AHOMAJUH IMOCJE BO3JIEHCTBUS
unruouropoB 'MI'-KoA-penykrasbl (CTAaTUHOB) Ha IJI0J1 BHYTpUYTpoOHO. B nccnenoBanusax Ha
KUBOTHBIX OBLJIO MOKA3aHO TOKCUYECKOE BIMSHUE HA PENPOSYKTUBHYIO (DYHKIUIO.

[Ipu mpueme aTopBacTaTHa OEpeMEHHOMN >KEHIIMHON BO3MOXHO CHIDKEHHUE y IUIoJla YpOBHEH
MEBaJIOHATa, KOTOPBIN SIBJISIETCS MPENIIECTBEHHUKOM OMOCHHTE3a XOJIECTEpUHA. ATEPOCKIEpO3
SBJISETCSd XPOHMYECKUM IPOLIECCOM, U, KaK TMpaBUJIO, OTMEHAa TUIOJUINAEMUYECKUX
JIEKapCTBEHHBIX CPEJCTB BO BpeMsi OEPEMEHHOCTH OKa3bIBAaeT JIMIIb HE3HAUMTEIbHOE BIMSHUE
Ha JJOJITOCPOYHBIN PUCK, CBA3aHHBIN C IEPBUYHOM THIIEPX0JIECTEPUHEMUEH.

B cBsi3u ¢ 3TUM, aTopBacTaTUH HE CleAyeT Ha3HayaTb OCPEMEHHBIM XEHIIMHAM, JKEHIUHAM,
IUTAHUPYIOIIKUM OEPEMEHHOCTD, UJIU NPH NOI03PEHUH Ha 6epeMeHHOocTh. HeoOxoqumMo oTMEHUTh
IIpUEM aTopBacTaTWHAa Ha BpeMs OEpPEeMEHHOCTHM WIM /[0 YCTAaHOBJIEHHS OTCYTCTBUS
o6epeMmeHHOCTH (M. pasaen «[IpoTuBomoka3anus).

Ilepuoo epyonoco eckxapmausanus

HeusBecTHO, BBIAENAIOTCS JIM aTOPBAaCTaTUH WM €ro METa0OIUThl B TPYAHOE MOJOKO Y
4eloBeKka. B ucciienoBaHMAX Ha KpbICaX KOHLIEHTPALMM AaTOPBACTaTMHA W €r0 aKTHBHBIX
MeTa0O0JUTOB B IJIa3ME€ KPOBU AHAJIOTHYHBI TaKOBBIM B MoJjioke. Ilo mpuuuHe pa3BuUTHS pucka
CEphE3HBIX MOOOYHBIX AIPPEKTOB, MKEHUIMHbI, MPUHUMAIOIINE aTOPBACTATUH, HE JOJIKHBI
KOPMHUTh CBOUX JieTel Tpyabto (cM. pa3aen «lIpotuBonokasanus»). [IpumMenenue atopBactaTiHa
IIPOTHBOIIOKA3aHO B MEPHOJ] IPYIHOTO BCKapMIuBaHUs (cM. pas3zen «IIpoTuBonokazanus»).
DepmunvHocmo

B uccrnepoBaHusX Ha KUBOTHBIX aTOPBACTATUH HE OKa3blBaj BIUSHUS Ha (EPTHIBHOCTH Y
CaMI1IOB JINOO CaMOK.

Cnoco6 npuMeHeHus U 103bI

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

[lepen wHawamoMm Je4YeHHUS aTOPBACTATUHOM CIEAYeT TMOMBITAThCS JOOUTHCS KOHTPOJIS
TUTNEPXOJIECTEPUHEMUHN C TIOMOIIBIO TUETHI, (PU3UYECKUX YINPAKHEHUNW W CHIDKEHUS MacChl
TeJa y MallMeHTOB C 0XKUPEHUEM, a TaK)Ke Tepanueil OCHOBHOTO 3a00JIeBaHUSI.

[Ipn HazHadeHWH Tpenapara MMAalUEHTy HEOOXOAUMO pEKOMEHJIOBAaTh CTaHJIAPTHYIO
TUIMOX0JIECTEPUHEMUYECKYIO JUETy, KOTOPOH OH JOJDKEH MPUIEPKUBATHCSI B TEUCHHE BCETrO
MeproJia Teparuu.
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Jlo3a npenaparta Bapbupyercst oT 10 mr no 80 Mr 1 pa3 B CyTKM M TUTpPYETCS C Y4E€TOM
koHueHTpauun XC-JIITHII, nenu Tepanuu M MHAMBUAYAJIBHOIO OTBETa HA IPOBOJIUMYIO
Teparnuio.

MaxkcumanbHasi cyTouHas 103a coctasiisgeT 80 mr.

B navane neueHus u/uim BO BpeMsl MOBBIIICHHUS 103kl aTOPBACTATHHA HEOOXOIMMO KaX/Ible

2-4 Henenu KOHTPOJIHMPOBATH KOHIEHTPAIMIO JIMIHUIOB IUIA3MBI KPOBH U COOTBETCTBYIOIIUM
00pa3oM KOppEeKTHPOBaTh /103y MpernapaTa.

Ilepsuunasn cunepxonecmepunemus u KOMOUHUPOBAHHAA (CMEUIAHNHAA) CUNEPIAURUOEMUS
Jlyis GONBIIMHCTBA MAllMEHTOB peKOMEHayeMasl 1o3a aTopactaTuHa cocrasisger 10 mr 1 pa3 B
CYTKH; TEpaneBTUYECKOE JIEHCTBUE MPOSBISAETCS B TEUEHUE 2 HENENIb U OOBIYHO JIOCTUTAEeT
MakcuMyMma uepes 4 Henenu. [lpu qurensHoM nedennn 3h(EKT coxpaHseTcs.

T'omo3ucomnas cemetinas eunepxonecmepunemust

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

I'emepo3uzomnasn cemeiinan zunepxoiecmepunemus

Hauanpnas nosza cocraBmser 10 mr B cytku. o3y cieayer moaOupaTh WHAWUBUIYATbHO W
OLICHUBATh aKTYyaJIbHOCTh J103bl Ka)KJble 4 Helenu ¢ BO3MOXKHBIM MOBbIIeHHeM a0 40 mr B
CyTKH. 3aTeM 0O 032 MOXKET ObITh YBETWYCHA 0 MaKCUMaldbHOW — 80 Mr B CyTKH, JIHOO
BO3MOYHO COYETAaTh CEKBECTPAHTHI KEITYHBIX KHCIOT C MPUEMOM aTopBacTaTHHA B j03¢e 40 Mr
B CYTKH.

Ilpogunakmuka cepoeuno-cocyoucmoix 3a00.1e6anuil

B uccrnenoBaHusix nmepBUYHON Mpo(UIAKTUKK J03a aTOopBacTaTHHa coctaBiistia 10 mr/cyrku.
MoskeT NOHAZOOWUTHCS IMOBBIMIEHHE 03Bl C ILEIbI0 JOCTHKEeHUs 3Hauenwmii XC-JITTHII,
COOTBETCTBYIOIIUX COBPEMEHHBIM PEKOMEHIAIUSIM.

Ilpumenenue y oemeit ¢ 10 oo 18 nem npu 2emepo3uzcomuoii cemeiiHoul
2unepxoaecmepunemuu

Pexomennyemas HadanbHast 103a — 10 mr 1 pa3 B cyTku. [lo3a MoxeT ObITh yBenuyeHa 10 80 mr
B CYTKH B 3aBUCHMOCTH OT KJIIMHUYECKOTO 3(h(PeKTa U nmepeHoCuMOCTH.

Jlo3y mpemapara HEOOXOJMMO TUTPOBATh B 3aBHCHUMOCTH OT II€NIM TUIOJUMUACMHYECKON
tepanuu. Koppekuust 103bl JOJDKHA MPOBOJUTHCS C HHTEpBaiamMu | pa3 B 4 Hemenw WU
OoJb1Ie.

Heoocmamounocmsv pynkyuu neuenu

IIpu HemocTaTOUHOCTH (QYHKIMM TEYEHU 103y aTopBacTaTHHAa HEOOXOJIUMO CHMKATh, MpPH
PETYISIPHOM KOHTpPOJIE aKTUBHOCTH «II€YEHOUHBIX» TpaHCAMHUHAa3:aclapTaTaMUHOTpaHchepassl
(ACT) u anannnamunoTpancepassl (AJIT).

Heoocmamounocms pynkyuu nouex

Hapymienne QyHKIMM NoYeK He BIHUSET Ha KOHIIEHTPAIUIO aTOPBACTATHHA B IJIa3Me KPOBH TN
creneHb cHWwkKeHus KoHueHTtpauuu XC-JIITHIT npemapatoM, no3ToMy KOPPEKLMH JO3bI
npernapara He TpeOyeTcs.

Iloscunvie nayuenmol
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Paznuumii B TepaneBTHdeckol 3((EKTUBHOCTH M 0€30MACHOCTH aTOPBACTATHHA Y TOKUIIBIX
[ALMEHTOB II0 CPAaBHEHHIO ¢ OOLIed momyasuuedl He OOHApyKEHO M KOPPEKLUHMH J03bl HE
Tpebyercs (cM. moapasaen «DapMaKOKHHETHKAY).

Ilpumenenue ¢ kombunayuu ¢ Opyzumu 1eKapcmMeeHHbIMU CPEOCH Eamu

[Ipy HEOOXOAMMOCTH COBMECTHOTO MPHMEHEHHS C LUKIOCIOPHHOM, TEeJalpeBHPOM,
KOMOWHAIMeH TUIpaHABUP/PUTOHABUD WM TJIEKAPEBUP/MHOPEHTACBHp /1033 aTOpBacTaTHHA
He J0JDKHA IpeBblmarh 10 Mr/cyTku.

He pexomeHnyeTcss mNpuUMEHSATh AaropBacTaTHH MAallME€HTaM, IMOJIy4alollUM  Tepamuio
JIETEPMOBHPOM COBMECTHO C LIUKJIOCTIOPUHOM.

dapMaKOKMHETHIECKHE JIEKAPCTBEHHBIE B3aMMOICHCTBUS, KOTOPHIE MPHUBOJST K TOBBIIICHUIO
CHUCTEMHOM KOHIEHTpPAllUM aTOpBAacTaTHHA B IJIa3Me KPOBH, TaKKe ObLIIM OTMEUEHBI C IPYTUMHU
MHTUOUTOpaMu IIpOTEa3bl BHpyca MMMYHOJepUIUTA YeJI0BeKa (BHY)
(JTonMHABUPOM/PUTOHABUPOM, CAKBHHABMPOM/PUTOHABUPOM, JAapyHABUPOM/PUTOHABHPOM,
(dacamnpeHaBupoM, (¢GocaMIpeHaBUPOM/PUTOHABUPOM U HENb()OHABUPOM), HHIHOUTOpaMu
nporeasbl renatura C (6ouenpeBup, 310acBUP/TPa3oONpeBUp, CUMENPEBUP), KIAPUTPOMUIIUH,
UTpakoHa3osl u JjerepmoBup. CrenyeT coOI0IaTh OCTOPOKHOCTh IPH OJHOBPEMEHHOM
Ha3HA4YE€HUM C aTOpPBACTaTMHOM. PeKoMeHayeTcsi MPOBECTH COOTBETCTBYIOIIYIO KIMHHYECKYIO
OIIEHKY M TPHUMEHSTh CaMyl0 HHU3KYI0 A(h(EKTHBHYIO 103y aTopBacTaTHHa (CM. pa3lieibl
«Oco0ble ykazanus» U «B3anumozeicTBue ¢ ApyruMHy JEKapCTBEHHBIMU CPEICTBAMMNY).

ITo0ouHOE nelicTBHE

ATtopBacTtaTiH OOBIYHO XOpomio rnepeHocurcsi. [loOouHble peakiuu, Kak MPaBHIIO, JIETKUE U
MPEXO/IIIHUE.

[ToOouHble peaknuu pachpelesieHbl [0 YacTOTe B COOTBETCTBHHM CO  CIEIYIOIICH
knaccudukanmeit: «dgacto» (= 1/100, < 1/10); «mewacto» (= 1/1000, < 1/100); «peako» (=
1/10000, < 1/1000); «ouens peaxo» (< 1/10000); «gacToTa Hen3BecTHa» (HEBO3ZMOXKHO OIEHUTH
Ha OCHOBAHUH MMEIOIIMXCS TAHHBIX).

Hughexyuu u uneazuu

Yacmo — Ha30(hapUHTHUT.

Hapywienus co cmoponst Kposu u aumgpamuueckoil cucmemol

Peoko — TpoMOOTIUTOTICHHS.

Hapywienusa co cmoponst UMMYHHOU cUCHieMbl

Yacmo — anneprudeckue peakiuu; oueHb peoko — aHapUITaKCHsL.

Hapywenua memabdonuzma u numanus

Yacmo — TUNEPIIUKEMHUS, Heyacmo — TUTNOTIIMKEMHUs, YBEITMYEHHE MAacChl Tela, aHOPEKCHS;
yacmoma Heuz8ecmHa — CaxapHBIM auWabeT: 4YacToTa Pa3BUTUS 3aBHCUT OT HATUYMS WU
oTCcyTcTBHsI (DaKTOPOB pHUCKa (KOHIEHTPAIMS TTIOKO3bI HATOIIAK > 5,6 MMOJIb/T, MHAEKC MacChl
tena (MMT) > 30 kr/mM? mOBBIIIEHHAs KOHLEHTPALWsS TPUIIMIEPUIOB, apTepuaIbHas
TUIEPTEH3Us B aHAMHE3E).

Ilcuxuueckue napywienus
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Heuacmo — «xoumapHbIe» CHOBUJICHUS, OECCOHHUIIA; YaCMOMA Heu38ecmua — NETPECcCHsL.
Hapywenusa co cmoponst HepeHoii cucmembl

Yacmo — TonoBHast 00Jb; Heuacmo — TOJIIOBOKPYXEHHE, MMapecTe3us, TUIECTe3us, HapylIIeHHe
BKYCOBOT'O BOCIIPHUATHS, aMHE3Us; pedko — nepudeprueckas HeHpOnaTHs; Yacmoma Heu38ecmuda
— TMOTepsl WU CHUKCHHE TTAMATH.

Hapywenusa co cmoponsl opzana 3penus

Heuacmo — BOBHUKHOBEHHUE IIETICHBD) TIEpe]I TJ1a3aMu; pedKo — HapyIIESHHs 3pEHUsL.
Hapywenusa co cmoponst opzana ciyxa u 1adupunma

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

Hapywenusa co cmoponst OvixamenbHoll cucmemsl, 0P2anoe ZPYOHOIl KI1emKu u cpedocmeHus
Yacmo — 607 B ropie, HOCOBOE KPOBOTEUEHUE; YACMOMA HeuzsecmHa — €JUHUYHBIE CIIydau
WHTEPCTUIIMATLHOTO 3a00JIeBaHUS JIETKUX (0OOBIYHO MPH JJIUTETLHOM TPUMEHEHUH ).
Kenyoouno-kuuieunoie napyuienus

Yacmo — 3amop, METEOPH3M, IHCIICIICHS, TOIIHOTA, TUapes; Heuacmo — pBOTa, 0OJIb B KHUBOTE,
OTpPBIKKA, TAHKPEATHT, TUCKOM(POPT B KHUBOTE.

Hapywenusa co cmoponst neyenu u j#cenuegvle00auiux nymeil

Heuacmo — renatur; peoko — X0JecTas; oueHb pedko — IeUeHOYHas HEeJ0CTaTOYHOCTb.
Hapywenus co cmoponst KO)icu u nOOKOMHCHBIX MKaHell

Heuacmo — xpanuBHUIa, KOKHBIN 3y, KOKHas ChIIlb, AJONEIHS; peOKO — aHTHOHEBPOTUYECKUI
OoTeK, Oysuie3Has Cblllb, NoduMop(dHas SKccydaTUBHAs spureMa (B TOM 4YHCIE CHHAPOM
Cruenca-/>xoHCOHA), TOKCHUECKHI dMHAepMaIbHBIN HEKpoJn3 (CuHapoM Jlaiiemna).
Hapywenus co cmoponl MbluieuHoul, CKeJ1emHoil U cOeOUHUM e1bHOIl MKAHU

Yacmo — Muanrus, apTpayrusi, 60Jb B KOHEUHOCTSIX, CYZAOPOTH MBIIIII, IPUITYXJIOCTh CYCTaBOB,
00JIb B CIIHE, MBIILIEYHO-CKEJIETHbIE 00JIH; Heuacmo — 00JIb B 1IEe, MBIIIEYHAas ClIad0CTh; peoKo
— MHONATHsI, MHO3UT, PabJOMHOIM3, TEHAUHOMATHUS (B HEKOTOPBIX CIIydasX C pa3pbIBOM
CYXOXXUJIHS); Yacmoma Heuzgecmua — IMMYHOOTIOCPEI0BaHHAs! HEKPOTU3UPYIOLIAsi MUOTIATHSL.
Hapywenus co cmoponst penpoO0yKmueHoll CUCHeMbl U MOJIOUHBIX Jicelle3

Heuacmo — uMNIOTEHLINS; 04eHb peOKO — THHEKOMACTHS.

Oouwgue napywienusn u peaKyuu ¢ mecme 66€0eHUA

Heuacmo — HenmomoraHue, acTEHUYECKUN CHHIAPOM, OONb B Tpyau, mepudepruueckue OTEeKH,
MOBBILIEHHAS YTOMIIIEMOCTb, JTUXOPAJIKA.

Jlabopamopuvle u uncmpymenmanvhvie 0anHble

Yacmo — OTKIIOHEHHE OT HOPMBI pe3yabTaToB «reueHOUHbIX» TecTOB (ACT u AJIT), noBbiienue
aKTUBHOCTHU ChIBOpOTOUHON KpeatuHdpochokuHazsl (KOK); neuacmo — nelikounurtypus; vacmoma
HeusgecmHua — MOBBILIEHNE KOHIIEHTPALUH INIMKO3WIUpoBaHHOro reMornoouna (HbAT).

HHemu

[ToGouHbIe peakinu, CBSI3aHHBIE C TIPUEMOM aTOPBACTATHHA, M0 KOJUYECTBY HE OTIUYAIUCH OT
peakiuii Ha QoHe mpuema mianebo. Hanbonee dacTeiMH peakiusMu, BHE 3aBUCUMOCTH OT
9aCTOTBI KOHTPOJIS, SBJISITUCH HH(EKITHH.
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Jletn u noapoctku B Bo3pacte oT 10 mo 17 neT, KOTOopble JIEYWINCh aTOPBACTaTUHOM, UMENN
npomib MOOOYHBIX PPEKTOB, KOTOPHIA COOTBETCTBOBAJ OOBIYHO TMALMEHTY, MOJIYyYaBIIEMY
wrane6o. Hambonee pacmpocTpaHeHHBIMH MOOOYHBIMH 3(dexkTamu, KOTOpble HaOIIONAINCh
HE3aBUCUMO OT OLEHKH MPHYNHHO-CIICACTBEHHBIX CBA3EH B 00EHX IpyNIax, ObIIH HH(EKINH.

B xone 3-merHero ucciieoBaHMs Ui OLIGHKM OOILIEro CO3pEBaHUs M Pa3BUTHA, CTaIUHU IO
Tannepy, a Takke H3MEPEHHUS POCTA U Beca, HE HAOIIOAI0Ch KIMHUYECKH 3HAYMMOTO BIIHSIHUS
Ha pocT M MojoBoe co3peBaHue. [Ipoduib Oe30macHOCTH W MEPEHOCUMOCTH Yy JAETed U
MOJAPOCTKOB B OCHOBHOM COOTBETCTBOBAJ M3BECTHOMY MPOQUIII0 OE30IIaCHOCTH aTOpBacTaTHHA
Y B3pOCTIBIX MMAlIUEHTOB.

ba3za naHHBIX 0 KIMHUYECKON 0€30MacHOCTH TaKKe BKIIIOYAET B ce0sl JaHHbIE, OJyYEHHbIE OT
520 manueHTOB JETCKOT0 BO3pacTa, MOJy4yaBIIMX aTopBacTaTWH. M3 HuX: 7 ManueHTOB ObLIU
wianme 6 jer, 121 mauueHT — B Bo3pacte oT 6 1o 9 ner, u 392 nmanueHTa HaXOIWIHUCh B
Bo3zpacte oT 10 mo 17 ner. Ha oCHOBaHMM MMEIOMINXCS JAHHBIX YaCTOTa, TUI U CTENEHD TSKECTH
060YHBIX A((HEKTOB y IETEH CXOKHU C aHAJIOTUYHBIMU MOKA3aTeNSIMU Y B3POCIbIX.

[Ipn npuMeHeHNH OTAEIbHBIX CTATHUHOB HAOIIOAANUCH CIEAYIOIUE HEeXeNlaTellbHble M0O0YHbIe
3¢ deKThI:

*HapyLIEHUE MOJOBON (YHKIINH;

*Jlenpeccus;

*B HCKIIIOYUTENIbHBIX CIIy4asiXx, OCOOCHHO MpU JUIMTEIbHOW Tepamuu, HHTEPCTUIHAIbHAS
0oJie3Hb JieTkuX (cM. pazaen «OcoOble yka3zaHusm»);

scaxapHbIi [uabeT: 4YacToTa 3aBUCUT OT HAJIMYHUS WM OTCYTCTBUA (AKTOPOB pHcKa (TIIOKO3a B
KpPOBM HaTowlak > 5,6 Mmonn/n, UMT > 30 xr/mM?, NOBBLINIEHHBIE YPOBHHM COJEPKAHUS
TPUTIULEPUIOB, UMEIOIAsICS TUIIEPTOHHUS).

Ilepeno3upoBka

Crnenuduueckoro aHTHI0Ta JUTsl JICUSHHS ITEPEJ03UPOBKH aTOPBACTATUHOM HET.

B ciyuae mepeno3MpoBKH ClEIyeT IMPOBOJWTH CHUMIITOMATHYECKOE JICYCHHE 110 Mepe
Heobxomumoctu. CrenyeT mpoBecTH (PYHKIMOHAIBHBIE TECTHI IMEYEHU W KOHTPOIUPOBATH
aktuBHOCTh K®K. TlockosibKy mpemapar akTHBHO CBSI3bIBacTCsl C O€JNKaMU IUIa3Mbl KPOBH,
reMouanu3 HedpPpeKTuBeH.

B3aumopeiicTBHe ¢ IPYTrMMH JIEKAPCTBEHHBIMH CPeICTBAMHU

Bo Bpems neuenus unruoutopamu I'MI'-KoA-peaykra3el mpu OJHOBPEMEHHOM NPUMEHEHHUH
LUKJIOCHOpHHA, (hUOpPATOB, HUKOTMHOBOW KHCIOTHl B JMIUACHWXKAOMUX 1g03ax (Oomee 1
I/CyTKM) WM uHruouropoB wuszopepmenta CYP3A4/tpancnopTHoro Oenka (Hampumep,
SPUTPOMHIIMHA, KIAPUTPOMMIIMHA, NPOTUBOTPUOKOBBIX CPEICTB — MPOU3BOJHBIX a30J1a)
MOBBIIIAETCST pUCK MHonmatuu (cM. pazzmensl «Crocod mnpuMeHeHHs U J03b» U «OcoOble
yKa3aHUs»).

Hnzuoumopul uzopepmenma CYP3A4
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[Tockonbky aropBactaTHH  MeTabonusupyercss u3odpepmentom  CYP344, coBMeCTHOE
NpUMEHEHHE aTropBacTaThHa ¢ WHruouropamu uzodepmenta CYP344 MOXET NPHUBOAUTH K
YBEJIMUEHUIO KOHIIEHTpAIlMM aTopBacTaTHMHAa B Iia3Me KpoBHU. CTeneHb B3aUMOIECHCTBUS U
pdeKxTa MOTCHIUPOBAHUS OIPEICISIOTCS BapuaOeNbHOCTHIO BO3JEHCTBHS Ha H30(EPMEHT
CYP344.

bbuto  ycraHoBineHo, 4YTO MouIHbIE WHTHOMTOpHI u3odepmenta CYP344 mnpuBOIAT K
3HAYUTEILHOMY TOBBIIIEHUIO KOHIEHTPAllMM aTopBacTaTHHa B IiazMe KpoBU. CienyeT Mo
BO3MOXHOCTH H30€eraTb OJHOBPEMEHHOTO NPUMEHEHMsI MOILHBIX MHTHOMTOPOB H30(epMeHTa
CYP344 (mampumep, UUKIOCIOPHUH, TEJIUTPOMMIMH, KIAPUTPOMUIMH, JI€JIaBUPJIUH,
CTUPHUIIEHTOJI, KETOKOHA30J1, BOPUKOHA30J1, UTPAKOHA30J1, T03aKOHA30JI U HHTMOUTOPBI TPOTEA3bI
BUUY, Bxitovasi putoHaBUp, JONMHABUP, aTa3aHaBUp, UHAWHABUD, JAapyHaBup U Apyrue). Eciou
OJIHOBPEMEHHBII TpUEM ATHX IpernapaToB HEOOXOAUM, CIEAYyeT pPacCMOTPETh BO3MOKHOCTh
Hayajia Tepanuu C MHUHMMAJbHOM J103bI, a TaKXe ClIeyeT OLEHUTh BO3MOKHOCTb CHMKEHUS
MaKCHMaJIbHOM J103bl aTOPBACTaTHHA.

Ymepennble uHruoutopsl uzodepmenta CYP3A4 (Hanpumep, SPUTPOMHULIMH, JUITHA3EM,
Bepanamml 1 (QJIyKOHa30J1) MOTYT MPUBOAMUTH K YBEIMYEHHUIO KOHIEHTpPALlMU aTOpBacTaTUHA B
mnasme kpoBu. Ha ¢one omHoBpemenHoro mpumeneHus: nHruOutopoB I'MI-KoA-pemykrassr
(CTaTMHOB) U SPUTPOMMIIMHA OTMEUAJIN TOBBIIIEHHBIN PUCK pa3BUTUs Muonaruu. VccienoBanus
B3aMMOJICCTBUS aMHOJAPOHA MJIM BepalaMuia U aTopBacTaTMHA HE MPOBOAMINCH. M3BecTHO,
YTO W AaMHOJIapOH, M BepamaMui HWHTHOMPYIOT aKTUBHOCTH wu3odepmenta CYP3A4, n
OJIHOBPEMEHHOE IIPUMEHEHHE OTHUX IMPENapaToB ¢ aTOPBACTATHHOM MOXET IIPUBECTH K
MOBBIIIEHUIO OKCIIO3MLIMM aTopBacTaTMHa. B CBA3M ¢ 3TUM peKoOMEHAyeTCs CHU3UTh
MaKCHMAJIbHYIO 103y aTOpPBAacTaTHMHA M MPOBOJUTH COOTBETCTBYIOIINN MOHUTOPHHI COCTOSHUS
HalMeHTa MpU OJHOBPEMEHHOM IPUMEHEHHM C YMEPEHHBIMH WHTHOMTOpaMHu H30(pepMeHTa
CYP3A4. KoHTpoJIb CIIeayeT OCYIIECTBIISIThH MOC/IC Havajla Tepaniuy 1 Ha (OHE U3MEHEHHS J03bI
WHTHOUTOpA.

T'emgpubposun/chubpamot

Ha ¢one npumenenuss ¢puOpaToB B MOHOTEpanMu MEPHOAMYECKH OTMEYAIM HE)KeNaTesIbHbIe
peakuuu, B TOM 4Kcie, paboMHOIN3, KaCAIOUINICs CKeIEeTHO-MbIIIEYHOM cucTeMbl. Puck takux
peakuuii Bo3pacTaeT Ipy 0JJHOBPEMEHHOM IIPUMEHEHUHU (pUOpaToB U aTOpBacTaTHHA.

B cnywyae ecnu 0IHOBPEMEHHOTO HPUMEHEHMs 3THX IpernapaToB HEBO3MOXHO H30€XaThb, TO
ClleyeT NPUMEHATh MUHUMaJIbHYI 3((EeKTUBHYIO 103y aTOpBacTaTWHA, a TaKXKe CIeIyeT
IIPOBOJUTH PETYJSPHBIA KOHTPOJIb COCTOSIHUS NTALUEHTOB.

Dzemumubd

[IpumeHeHne »3eTHMUOA CBA3aHO C pa3BUTHEM HEXeNATeIbHbIX peakuud, B TOM YHCIE
pabaoMHOIM3a, CO CTOPOHBI CKENETHO-MBIIIEYHOH CUCTeMBl. PUCK TakMX peakiuii MOBBIIIAETCS
IpU OJHOBPEMEHHOM TMpPHUMEHEHHH »33eTUMHMOa M aTopBacTaTUHa. I TakMX MalUEHTOB
PEKOMEH/yeTcs TIaTeIbHOe HaOIro1eHHe.

Opumpomuyun/Knapumpomuyun
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IIpu ofHOBpeMEHHOM NPUMEHEHUH aTopBacTaTuHa U 3puTpomuiHa (1o 500 mr 4 pasa B CyTKH)
wm knapurpomunuHa (mo 500 mr 2 pasa B CyTKH), MHTHOMTOpOB Hu3odepmenta CYP3A44,
HAOJIIOAIOCh TOBBIIICHHWE KOHIIGHTPAIMM aTOpBAacTaTHHA B IUIa3Me KpOBU (CM. paszien
«Oco0ble ykazauusi» u nojpaszien «PapMaKOKHHETHKAY).

Hueubumopul npomeas

OnHOBpEeMEHHOE TPUMEHEHHE aTopBacTaTWHA C WHTHOMTOpaMHU TPOTEa3, M3BECTHBIMH Kak
uHruouropel  u3opepmenta CYP3A4, compoBOXKIaeTcs YBEJIWYEHHUEM  KOHLIEHTpAlUu
aTOpBacTaTHHA B IJIa3M€ KPOBHU.

Junmuaszem

CoBMecTHOE MPUMEHEHHE aropBacTaTiHa B o3¢ 40 Mr ¢ muuitnazeMoM B 103e 240 MT PUBOAUT K
YBEJIMYEHUIO  KOHLIEHTpAlMM  aropBacTaTMHAa B  IUIa3Me€  KpoBH  (CM.  TOJpasfen
«DapMaKOKUHETHKA).

Lumemuoun

Knunnyecku 3Ha4uMOro B3aMMOJEMCTBUS aTOPBACTATHHA C IIUMETHIMHOM HE OOHApYKEHO (CM.
noapazaen «DapMakoKUHETHUKAY).

Umpakonaszon

OnHOBpeMEHHOE MTPUMEHEHUE aTopBacTaTuHa B 103ax oT 20 mr 10 40 MT ¥ UTpakoOHa30J1a B J03€
200 mr mnpuBommio K yBenuuenuro 3HadueHus AUC aropBactatuHa (CM. TOApasaes
«DapMaKOKHHETUKAY).

I petinghpymosuiii cox

[Tockonbky TpedndpyTOBBI COK COAEPKHT OIWUH WM 00Jiee KOMIIOHEHTOB, KOTOPBIC
UHruoupyroT n3ohepmeHT CYP3A44, ero upeamepHoe noTpedienue (6osee 1,2 1 B IeHb) MOXKET
BbI3BATh YBEJIMUYEHUE KOHLIEHTpAllMM aTopBacTaTMHa B IUIa3Me KPOBH (CM. TOJpa3zaen
«DapMaKOKUHETHKA).

Hneubumopvl mpancnopmmuoco benika

ATOpBacTaTUH MpEJCTaBIsIeT co0OW cyOCTpaT TpaHCHOPTEpOB (HEPMEHTOB MEYEHH (CM.
noapaznen «DapMakOKUHETUKAY).

CoBMecTHOE NMPUMEHEHHE aTopBacTaTuHa B J03e 10 Mr u mukiIocnopuHa B o3e 5,2 MI/Kr/cyrt
MIPUBOJIMJIO K MOBBIIICHUIO YPOBHS BO3JelicTBUs aropBacTatuHa (cootHomenue AUC: 8,7) (cm.
noapasnen «®DapmakokuHeTukay). LlukimocrmopuH sBIsSETCS WHTUOUTOPOM TPAHCIIOPTHOTO
MOJIMIIENITUAA  opranuueckux  anumonoB 1Bl (OATPIBI), OATPIB3, upoTeuHa,
aCCOLIMMPOBAHHOTO C MHO>KECTBEHHOW IleKapcTBeHHON ycrodumBocThio 1 (MJIY1) u Genka
PE3UCTEHTHOCTU paka MOJIOYHOM »kene3bl, a Takke CYP3A44, cnenoBaTelbHO, OH IOBBIIIAET
YpOBEHb BO37eHCTBUS aTopBacTaThuHa. CyTOuHas J03a aTOpBAaCTaTHHA HE JIOJKHA IPEBBILIATH
10 mr (cMm. pazaen «Crocod NpUMEHEHUs U 103b1»).

I'nexanpeBup u nubpenTacBup sBistoTcs uHruontTopamu OATPIB1, OATPIB3, MJIY1 u Genka
PE3UCTEHTHOCTH paKa MOJIOYHOW JKeJe3bl, CIIEJOBATEIbHO, OHM IOBBIIIAIOT YPOBEHb
BO3JIeiicTBUS aTopBacTaTuHa. CyToOYHasl 1032 aTopBacTaTHHA HE JOJDKHA IpeBbImath 10 mr (cM.
paznen «Crnocob mpuMeHEHUS U JIO3BD»).
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CoBMecTHOE ITpUMEHEHNE aTopBacTaThHA B A03€ 20 Mr u snerepmoBupa B j103€ 480 MI B CyTKH
MIPUBOJIMIIO K MOBBIIICHUIO YPOBHS Bo3/eicTBHs aropBacTtatuna (cootHomenue AUC: 3,29) (cm.
nonpazzuen «PapMakoKWHETHKA»). JleTepMOBHp SBISETCS WHTHOMTOPOM TpaHcmopTepoB P-gp,
BCRP, MRP2, OAT2 u mneuenounoro tpancnoprepa OATP1B1/1B3, Takum oOpa3om, oH
YCUJIMBAET YpOBEHb BO3JeicTBUS aTopBacTaTuHa. CyToyHasi /J03a aropBacTaTUHA HE JOJDKHA
npeBbimath 20 Mr (cM. paszmen «Crocod MpUMEHEHHUs W J03b1»). BenmmuuHa omocpeToBaHHBIX
nekapcTBeHHbIX B3aumojeictBuii CYP3A u OATP1B1/1B3 Ha coBmecTHOE NpUMEHEHHE
[pernapaToB MOKET OTIMYaTbCcs IMpU OJHOBPEMEHHOM Ha3HAUEHUU JIETEPMOBHpa C
nukiocnopuHoM. He pexomeHyeTcs NpUMEHSATh aTOPBACTAaTHUH MallMEHTaM, MOJy4YarouuM
Teparnuio JIETEPMOBUPOM COBMECTHO C LIMKJIOCTIOPHHOM.

DOnbacBup W TpaszonpeBup sBisoTcs uHrHOUTOpamMu OATPIBI, OATPIB3, MJIY1 u Genka
PE3UCTEHTHOCTH paKa MOJIOYHOW Keyle3bl, CIIeJJOBAaTebHO, OHHM TIOBBIIIAIOT YPOBEHb
BO3/EUCTBUS aropBacTaTuHa. ClieqyeT NPHUMEHSTh C OCTOPOXKHOCTBIO M B CaMOW HH3KOHU
HeoOxoauMoit 1o3e (cM. pazaen «Crnocod MpUMEHEHUSI U 103bD»).

Hnoykmoput uzogpepmenma CYP3A4

CoBMmecTHOE MPUMEHEHHE aTopBacTaTUHaA ¢ WHAyKTOpamu u3odepmenta CYP3A4 (manpumep,
a¢haBUpEeH30M, pU(DAMOUIIMHOM WM TpernapataMu 3BEpo0O0sS MPOIBIPSBICHHOTO) MOXKET
MPUBOJUTh K CHIDKCHHMIO KOHLIEHTpAallMM aropBacTaTMHa B IUIa3Me KpoBU. Bcenencreue
JIBOMICTBEHHOTO MEXaHHM3Ma B3aMMOJCHCTBHUS C pudaMmUIMHOM (MHIYKTOPOM H30(epMeHTa
CYP34A4 w wHrHOUTOpPOM TpaHcHopTHOTO Oenka remnartonutoB OATPIBI), pekoMeHmyeTcs
OJIHOBPEMEHHOE MPUMEHEHHE aTopBacTaTHHA U pUPaMIHIINHA, TOCKOJIbKY OTCPOUYEHHBIN MPHUEM
aTopBacTaTUHA MOcIe IprueMa pudaMIuIHa MPUBOIUT K CYLIECTBEHHOMY

CHIDKCHMIO  KOHLEHTpalluM  aTopBacTaTMHa B  IUIa3Me  KpoBH  (CM.  mojpasjen
«DapmakokuHeTHKay). OnHako BiusHUE pubaMIUIIMHA HA KOHIEHTPALMIO aToOpBacTaTUHA B
renaToluTax HEU3BECTHO M B Cilydae, €CIM OJHOBPEMEHHOTO IPUMEHEHHS HEBO3MOXHO
n30exarb, CleyeT TIIATEIbHO KOHTPOJIUPOBATH IPPEKTUBHOCTh TAKOH KOMOUWHALIMU BO BpEMs
Tepanuu.

Anmayuovl

OnHOBpEMEHHBIN NpHUEM BHYTPb CYCIIEH3UH, COJEpKAllled MarHus TUAPOKCUA U aJTOMHHHS
TUAPOKCHUJ, CHUYKAJI KOHIIEHTPALMIO aTopBacTaThHa B Iuiasme kpoBu (m3meHenue AUC: 0,66),
OJHaKo cTteneHb cHkeHus: koHuenTpauuu XC-JIITHII npu 3ToM HEe U3MEHsIach.

Denaszon

ATOpBacTaTHH He BIMsIET Ha (hapMaKOKHMHETUKY (peHa30Ha, MOATOMY B3aUMO/IEHCTBHE C JPYTUMU
npernaparamu, MeTabOIU3UPYIOIIUMICS TEMH K€ H30(epMeHTaMU ITUTOXPOMa, HE OXKHUIaeTCsl.
Konecmunon

[Ipy ogHOBpEMEHHOM MPUMEHEHUM KOJIECTUIIONA KOHUEHTpalMsl aropBacTaTUHA B IUIa3Me
kpoBu cHmkanack (m3menenne AUC: 0,74), omHako TrumoIunuaeMudeckuii 3pdext
KOMOMHAIIMM aTOpBACTATHMHA M KOJECTHIOJNA IMPEBOCXOIWI TAaKOBOW KaXIOro Mpernapara B
OTZI€NBHOCTH.

Jueoxcun
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[Ipy mnoBTOpHOM IpuUeME JUIOKCHMHAa M aropBactaTuHa B J03¢ 10 Mr paBHOBECHBIE
KOHLIEHTPALMU TUTOKCHHA B IJIa3M€ KPOBU HE MEHSIUCh. OHAKO IPU NMPUMEHEHUH JUTOKCHUHA
B KOMOMHAIMM C aropBacTaTMHOM B 103¢ 80 MIr B CyTKH KOHIICHTPAlUsl TUTOKCHHA
yBenuuuBanach (u3meHenne AUC: 1,15). IlanuenTtsl, noiydaromue JUTOKCUH B COYETaHUM C
aTOpPBaCTaTHHOM, TPEOYIOT COOTBETCTBYIOIIETO HAOIIOICHHUS.

Azumpomuyun

[Ipu ogHOBpEMEHHOM MpPUMEHEHUH aTopBacTaThHa B J103¢ 10 Mr 1 pa3 B cyTKH ¥ a3UTPOMHULIMHA
B 03¢ 500 Mr 1 pa3 B cyTKM KOHIIEHTpAIMs aTOpBacTaTHHA B IJIa3M€ KPOBU HE N3MEHSIACh.
Ilepopanvrvle konmpayenmuguol

[Ipy oOJHOBpEMEHHOM NPUMEHEHUM aTOpBAacCTaTMHA U NEpOpPalbHBIX KOHTPALENTHBOB,
COJIepKallluX HOPATHCTEPOH U STUHWIACTPAIMON, HAOIIOAANOCh MOBBILIEHHWE KOHLEHTpaluu
Hopatuctepona (nm3menenue AUC: 1,28) u sturmmcerpaauona (m3menenue AUC: 1,19). Dtor
3ddeKT cienyer y4uThIBaTh MpPH BHIOOpPE MEPOPaAIbHOTO KOHTPALENTHBA Ui SKEHIIUHBI,
MIPUHUMAIOIIENH aTOPBACTATHH.

Tepgenaoun

[Ipn oAHOBpEeMEHHOM MPUMEHEHUWU aropBacTaTMHA U Tep(eHaauHa KIMHUYECKH 3HAYUMBIX
M3MEHEHUH (papMakOKUHETHKHU TepdeHa nHa HE BBISBICHO.

Bapgapun

B knuHMUYECKOM HCCIEOBAHMHU Y MALMEHTOB, PEryIspHO MOJYYalOIIUX TEpanuio BappapuHOM
IpU OJHOBPEMEHHOM MPUMEHEHHWU aropBacTaThiHa B o3¢ 80 Mr B CYTKHM, NPUBOJIMIO K
HEOOJIBIIIOMY YBEIMYCHHIO TPOTPOMOMHOBOTO BPEMEHHM NPHOIM3UTENILHO Ha 1,7 CceKyHA B
TedyeHue mnepBbix 4 aHel Tepamuu. [lokazaTens Bo3Bpamiajics K HOpME B TeueHwe 15 mHei
Tepanmuu aropBacTaTiHOM. HecMoTps Ha TO, YTO TOJBKO B PEOKUX CIydasx OTMeYalld
3HAYUTEIILHOE B3aUMOJICIICTBUE, 3aTparvBaolllee AHTUKOATYISHTHYIO (YHKIHIO, CleayeT
OTpeeNuTh MPOTPOMOMHOBOE BpeMs JI0 Hayajga Tepaluud aTopBACTaTUHOM Y MAalUEHTOB,
MOJIYYAIOUIUX TEPanui0 KyMapHHOBBIMU aHTUKOATyJISHTaMH, U JOCTATOYHO YacTO B MEPHOJ
Tepanuu, 4yToObl MPEJOTBPATUTh 3HAYUTEILHOE M3MEHEHHE MPOTPOMOMHOBOTO BpeMeHHu. Kak
TOJIBKO OTMEYAIOTCA CTaOWiIbHBIE HUGPHI MPOTPOMOMHOBOIO BPEMEHH, €r0 KOHTPOJb MOXHO
MPOBOJAUTh TaK K€, KaK PEKOMEHIYIOT Il MAIMeHTOB, MOJy4alolluX KyMapUHOBBHIE
aHTHKOArynsHTel. [Ipy M3MeHeHnu J03bl aTOPBACTaTHHA WM MPEKpalIeHUH Tepaniud KOHTPOIIb
MPOTPOMOMHOBOTO BPEMEHHU CJeNyeT MPOBECTH MO TEM K€ MPUHIMIAM, YTO ObUIM OMUCAHBI
Bbilie. Tepamust aTopBacTaTHHOM HE ObUIa CBsi3aHAa C Pa3BUTHEM KPOBOTEYEHHUS HIIU
U3MEHEHUsIMU TPOTPOMOMHOBOTO BpPEMEHM Yy MAIMEHTOB, KOTOpbIE HE MOJIydalu Jie4eHue
AHTHKOATyJISTHTaMHU.

Konxuyun

HecmoTtpst Ha TO, 4TO Hccaen0BaHus OJHOBPEMEHHOTO MTPUMEHEHHS KOJIXUIIMHA U aTOPBACTATHHA
HE TPOBOJAWINCH, MMEIOTCS COOOIIEHUs O Pa3BUTUM MMOMATHUM IPH NPUMEHEHHH IaHHOU
koMOuHanuu. [Ipu OJHOBpEMEHHOM TIPUMEHEHHHM AaTOpBACTATMHA W KOJIXHMIIMHA CJETYyeT
coOIII0IaTh OCTOPOMKHOCTb.

Amnoounun
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B wuccrenoBaHuM JIEKApCTBEHHOTO B3aWMOJCHUCTBHUSL Y 3I0POBBIX HCIBITYEMbIX, COBMECTHOE
MPUMEHEHUE atopBacTaThHa B 1o3¢ 80 Mr m amyomunuaa 10 Mr mpUBEN0 K KIMHHYECKU
HE3HaYMMOMY YBEJIIMYEHHIO KOHLIEHTpaluu aropsactatuHa (um3menenue AUC: 1,18).

Dy3udosas kucioma

Bo BpeMs MOCTMapKETHHTOBBIX WCCIEIOBAHUN OTMEUAIM CIIydad Pa3BUTUS PabJIOMHUOIN3A Y
MAlMEeHTOB, MPUHUMAIOIIUX OJHOBPEMEHHO CTATHHBI, BKIIIOYAsh aTOPBACTATHH U (Y3HUOBYIO
KUCIOTYy. MexaHu3M JaHHOTO B3aWMOJICVCTBHS HEU3BECTEH. Y MAlUEHTOB, IJs KOTOPBIX
WCIO0JIb30BaHNe (Dy3UIOBOM KHCIOTHI CUYUTAIOT HEOOXOJUMBIM, JICUCHHWE CTATHHAMH JOJKHO
OBITh TPEKPAIICHO B TEUYCHHE BCETO IEepHoJa NMPUMEHEHHS (PY3UTOBON KHUCIOTHL Tepamus
CTaTUHAMU MOXXET OBITh BO30OHOBIJIEHA uepe3 7 JHEH Tociie MocienHero npueMa (py3uaoBoi
KHCIIOTBl. B  WCKIIOUHTENBHBIX CIIydasx, TIJIe HEOOXOJMMa IPOJIOJDKUTEIbHAS CHCTEMHAs
Tepanus (y3UJI0BOM KHCIOTOH, HAIpUMeEp, JUIS JICUCHHS TSDKEIBIX MHQPEKIUH, HE0OX0IMMOCTh
COBMECTHOT'O TTPUMEHEHHUS aTopBacTaTHHA U (Py3UI0BOM KUCIOTHI JIOJDKHA OBITH PACCMOTPEHA B
KOKJIOM KOHKPETHOM CiIydae W II0J CTPOTMM HaONroJeHWeM Bpada. [lanWeHT J0JDKeH
HEMEJICHHO OOpaTUThCS 332 METUITMHCKOW MOMOIIBIO MPH TOSIBJICHUHA CHMIITOMOB MBIIIEYHOMN
CJTA00CTH, TYBCTBUTEIIBHOCTH HITH OOJTH.

lpyeasa conymemayrowas mepanust

B xnuHMYECKHX HCCIIEJOBaHUSIX aTOPBACTaTUH MPHUMEHSUIM B COYETAHWU C TUIOTEH3UBHBIMU
CpEICTBaMH M 3CTPOreHaMU B paMKax 3aMEeCTUTEIbHON TOPMOHAIBHOMN Tepanuu.

[Ipu3HakoB KJIMHUYECKHM 3HAYMMOTO HEXENAaTeIbHOrO0 B3aUMOJEUCTBUS HE OTMEYEHO;
HCCIIEIOBAaHUS B3aUMOIEHCTBUSA CO crienu(pUIecCKUMU MpernapaTaMu He MPOBOIUIHCh.

Kpome Toro, ormedanoch MHOBBIINIEHHE KOHIIEHTPAIMM aTOPBACTAaTHMHA MPU OJHOBPEMEHHOM
MpUMEHeHUH ¢ uHruOuTopamu mnpoTeazpl BUU (koMmOuHaMu JONMMHABHpPAa U PUTOHABUPA,
CaKkBMHABHMpa M PUTOHABHpA, ApYHABUpPAa U PUTOHABUpA, (pocammpeHaBup, pocammpeHnaBup c
pUTOHABUPOM H© Heln(pUHABHp), HHrHOMTOpamMHu Tporea3bl remaruta C  (OouenpeBwup,
a10acBUpP/TPa3onpeBUp, CHUMENPEBUP), KIAPUTPOMUIIMHOM U  HTpakoHazosioMm. Cremyet
coONI0AaTh OCTOPOXKHOCTh TMPHU OJHOBPEMEHHOM NPUMEHEHUHU JTHUX IIPernaparoB, a TaKkKe
MPUMEHATH CaMyI0 HU3KYIO 3 (EeKTUBHYIO 103y aTOpBAaCTaTHHA.

Brusnue opyaux npenapamos Ha ¢papmaxoxkuremuxy amopeacmamuma

ATopBacrar
UH
IIpenapar, 103upoBKa
Tlo3a (mr) HN3meHeHune HN3menenne
AUC! Crnar
10
[uknocnopuH 5,2 Mr/Kr/CyTKH, MI OJIMH pa3 B
CYTKH, B TE€YCHUE 1B 8,7 paza 1B 10,7 pa3a
MOCTOSIHHAS /1032 )
28 nuen
T 500 mr 2
UIIpaHaBUP Mr 2 pasza 10,

2 4
B cyTKu/putoHasup 200 mr OITHOKPATHO 1B 9,4 paza 1 B 8,6 paza
2 pa3a B CyTKH, B TCUCHHE



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

AKITMOHEPHOE OBIIECTBO

\ | [MPOU3BOJICTBEHHAS ®APMALIEBTUYECKAS
RENEWAL KOMITAHUS OBHOBJIEHUE

Teu./¢axc: 8 (800) 200-09-95
7 nHen

I'nexanpesup 400 mr 1 pa3 B
cytku/mubpenTtacsup 120 mr

10 Mr ouH pa3 B

I pas B cyTKu, B TedcHHE CYTKH, B TC:—ICHI/IG 1 B 8,3 paza 1B 22,00 paza
. 7 nuen
7 nHen
Temanpesup 750 mr Kammfe 20 wmr, +57.9 pasa + 5 10.6 pasa
8 yacos, B Teuenune 10 gueit OJIHOKPATHO
DOnbacsup B g03e 50 mr 1 pa3
B cyTku/rpazomnpeBup 200 mr 10 wmr,
1B 1,95 paza 1B 4,3 paza
1 pa3 B CyTKH, B TCUCHHE OJTHOKPATHO
13 nueit
b 800 mr 3 40
OLIETIPEBUDP MT pasua MT, +82.3 pasa £ 2.7 pasa
B CYTKH, B TeUcHHUE 7 JTHEU OJIHOKPATHO
Cumenpesup B 1o3e 150 mr 40 r
1 , ’ 2,12 1,7
pa3 B CyTKH, B TCYECHUE OHOKPATHO 1B pasa 1B pasa

10 muen

Jlormuuasup 400 mr 2 pasa
B cyTku/putoHaBup 100 mr
2 pa3a B CyTKH, B TCUCHHUE
14 muen

20 Mr ostMH pa3 B
CYTKU B T€YEHUE 1B 5,9 paza 1B 4,7 paza
4 mHen

CaxBunasup 400 mr 2 paza
B cyTKu/putoHaBup 400 mMr
2 pasa B CyTKH, B T€UCHHE
15 nueii 2

40 mr oavH pa3 B
CYTKU B T€UEHHUE 1B 3,9 paza 1B 4,3 paza
4 mHen

Knapurpomunun 500 mr 2 paza
B CYTKH, B TeueHue 9 nHei

80 Mr ouH pa3 B
CYTKHU B T€UEHHUE 1B 4,5 paza 1B 5,4 paza
8 nueit

Hapynasup 300 mr 2 paza
B cyTku/putoHaBup 100 mr

10 mr oguH pa3 B

2 pasa B CyTKH, B TeueHHe CYTKH B Te‘vleHI/Ie 1 B 3,4 paza 1B 2,2 paza
. 4 nuen
9 nuei
4 200 mr 1 40
TPAKOHA30J1I MI p'i13 MT, +'83.3 pasa +5 1,20 pasa
B CYTKH B TeueHUe 4 qHeH OJIHOKpPaTHO
JI 480 mr 1 20
CTEpMOBHP M paf s M 1B 3,29 paza 182,17 paza
CTYyKH, B TeueHue 10 qHei OJIHOKpPaTHO
3ot eymaparonion 10 1 pass
P TP P CYTKH, 1B 2,5 pasza 1B 2,8 paza

100 mr 2 pasa B cyTKH,
B TeucHHUe 14 gHei

B TeueHue 4 quen
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®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 TeuyeHue 4 nuen
10 mr 1 pa3z B
Hendunasup 1250 mr 2 pavsa CYTKH, + 1,74 pasa +82.2 pasa
B CYTKH, B TeueHue 14 nHeit B TeueHue 28
HEeH
I'peii i 40
pefingpyroBEit ot M 1B 1,37 pasa 1B 1,16 pasa
240 mxn 1 pa3 B cyTkH OJIHOKpPaTHO
240 mr 1 40
Juntuazem Mmr | pa3 ) MT, +5 1,51 pasa +5 1,00 pasa
B CYTKH, B TeueHHe 28 THeil OJHOKPATHO
C) 500 mr 4 10
PUTPOMUITITH MI puasa MT, +8 133 pasa + 5 1.38 pasa
B CYTKH, B TeUeHUE 7 THEH OJIHOKpaTHO
80 wmr,
AmitonunuH 10 Mr, 0o JHOKpaTHO 1B 1,18 pa3a 180,91 paza
OJIHOKpaTHO
10 mr 1 pa3 B
300 mr 4
Humernaun Mmr 4 pasza CYTKH | 5 1,00 pasa | 50.89 pasa
B CYTKH, B TEUEHUU 2 HENEIb B T€UEHUE 2
HeZleb
40 mr 1 pa3 B
Konectumnon 10 mr 2 pasa CYTKH .
He ycranosneno | | B 0,74 paza
B CYTKH, B TeueHHE 24 HeNelb B T€UEHHUE &
HeZleb

Maanokc TC® 30 mn 1 pa3

10 mr 1 paz B

B CyTKi, B Tedenue 17 el CYTKHU B Te‘lveHI/Ie | B 0,66 paza 1 B 0,67 paza
15 nuen
D¢dasupens 600 mr 1 pa3 ) 10 mr, B TejIeHI/Ie | 50,59 pasa L5 1,01 pasa
B CYTKH, B TeueHue 14 queit 3 nuen
Pudammununa 600 mr 1 pas 40 ur
B CYTKH, B T€UEHUE 7 THEU ’ 181,12 paza 1B 2,9 paza
- OJIHOKPaTHO
(oTHOBpEMEHHOE IPUMEHEHHE)
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
emrOposHA M pra M 181,35 pasa 1 B 1,00 paza
B CYTKH, B T€UEHHE 7 THEN OJIHOKpPaTHO
D opar 160 mr 1 40
eHOpuOpat ML av3 M 1 B 1,03 paza 1 B 1,02 paza
B CYTKH, B T€UEHHUE 7 THEN OJIHOKpPaTHO
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MpencraBineHo OTHOIIEHWE THMIIOB TepanMu (COBMECTHOE MPUMEHEHHE Mpenapara BMECTE C
aTOpPBacCTaTHHOM B CPAaBHEHUU C IPUMEHEHHEM TOJIBKO aTOPBACTaTHHA).

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

**Ha ocHoBaHMH 00pa3iia, B3ITOTO OJHOKpATHO yepe3 8-16 gacoB mocie nmpuema mpernapara.
***Tak kak pudaMmuiuH o0NagaeT ABOMHBIM MEXaHH3MOM B3aUMOICHUCTBHS, PEKOMEHIYETCS
BBOJUTH aTOPBACTaTHH W pUPAMITMIIMH OJHOBPEMEHHO. boiee mo3mHmii mpreM atopBacTaTHHA
nocie pudamIuiiHa CBS3aH CO 3HAYUTEIBHBIM CHIKCHHEM KOHIIEHTpAIlMH aTOPBACTATHHA B
T1a3Me KpoBH.

2Jl03b1 CAKBMHABHMPA/PUTOHABHMPA, NPUMEHSBLIMECS B JaHHOM HCCIIENOBAHMM, OTIHYAIOTCSH OT
JI03UPOBOK, KOTOpPBIE WCHOJB3YIOTCS B KIMHHYECKOW mpakTtuke. ClieayeT y4YHTHIBATb,
MOBBINICHUE YKCIO3UIIMH aTOPBACTATHHA NPU KIMHUYECKOM NPUMEHEHHUH, CKOpEEe BCETO BEHIIIE,
yeM HaOfoJaeMoe B JTAHHOM HCCIIJIOBAaHWU. B CBSI3M C 3THM cCleIyeT MPUMEHSATh HauOoiee
HU3KYIO JI03Yy aTOpBACTAaTHHA.

Brusanue amopsacmamuna Ha papmakoKuHemuxy opyeux npenapamos

IIpenapar, npuMeHsieMblii OJTHOBPEMEHHO C ATOPBACTATHHOM,

ATOpBaCTATHH JA03UPOBKA

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

80 mr 1 pa3 B cyTKH, Antunupusn, 600 mMr

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

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

80 mr 1 pa3 B cyTKH,
B TeueHue 10 nHen

Ilepopanbhbie
KOHTpalenTuBsbl 1 pa3
B CYTKH, B TE€UEHUE

2 MeCAIIeE 1B 1,28 paza 1B 1,23 pa3a

40 mr 1 pa3 B cyTkH,

B TeuyeHue 22 nHeu
— HOP3TUHJIPOH 1 Mr

— YTUHUIIICTPATANOT
35 MKT

Tunpanasup 500 mr 2
pasa
B CYTKH/pUTOHABUP
10 mr, 0AHOKpATHO 200 mr 1 B 1,08 paza 180,96 paza
2 pasa B CyTKH, B
TeUeHHe
7 naen
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docamnpeHaBup
10 mr 1 pas s ¢ 1400 mr
MT B CYTKH,
B Teuenue 4 mueit 2 pasa B CyTKH, B } B 0,73 pasa 1 B 0,82 paza
TEUECHHE
14 nuei

®ocammnpenasup 700 mr

10 mr 1 pa3 B cyTku 2 pasa b
P yTv ’ CYTKH/PHUTOHABHP 1 B 0,99 paza 1 B 0,94 paza
B TeueHue 4 aHeH
100 mr 2 pa3a B CyTKH,

B TeueHue 14 naeit

*TIpencraBieHo OTHOIIEHHWE TUIIOB Tepanvu (COBMECTHOE MPUMEHEHHWE Mperapara BMECTE C

ATOPBACTAaTUHOM B CPpaBHCHUUN C IPUMEHCHUEM TOJIBKO aTopBaCTaTI/IHa).

Oco0ble ykazanust

Bnuanue na neuens

Kak u npu npuMeHeHnr Jpyrux TUMOUIUIEMUYECKUX CPEJCTB ATOTO Kilacca, Py MPUMEHEHUN
aTopBacTaTMHA OTMEYalld yMEpPEHHOE MOBbIIIeHHE (Oojee 4eM B TPHU pa3a MO CPAaBHEHUIO C
BEpXHEH TpaHUIIed HOPMBI) aKTUBHOCTH «reueHOouHbIX» TpaHcamuHaz ACT u AJIT. Croiikoe
MOBBIIIEHUE CHIBOPOTOYHOW aKTHMBHOCTH «II€YEHOUHBIX» TpaHcamMuHa3 (6ojee yeM B 3 pasa 1o
CPaBHEHMIO C BepxXHeW rpaHuiieii Hopmbl) HaOmoaaisoch y 0,7 % MalueHTOB, MOJIy4aBLIUX
aTopBacTaTuH. YacToTa moJg00HBIX U3MEHEHUH NP NMPUMEHEHUHU Tpenapara B go3ax 10 mr, 20
mr, 40 mr u 80 mr coctaBmsia 0,2 %, 0,2 %, 0,6 % u 2,3 %, coorBercTBeHHO. IloBBINICHNE
AKTUBHOCTH «I1€YEHOYHBIX» TPAaHCAMHHAa3 OOBIYHO HE COMPOBOXKJIAIOCH KEITYXOW WU JPYTUMU
KIIMHUYECKUMHU TMposBIeHUsIMH. [Ipu CHIKEHUHU J03bI aTOpBacTaTWHA, BPEMEHHOW WIIM TOJHOM
OTMEHE IMpernapaTa aKTUBHOCTh «IIEYCHOYHBIX» TpaHCAMHMHA3 BO3Bpalllajach K HCXOTHOMY
YPOBHIO. BOJIBIIMHCTBO MAIMEHTOB MPOAOJDKAIN IPHEM aTopBacTaTHHA B CHM)KEHHOH J103e 0e3
KaKUX-T100 KIMHUYECKUX MOCIEICTBUH.

Jlo Havana Tepanuu, yepe3 6 Henenb U 12 Heaens nociae Havana MpUMEHEHHs aTOpBacTaTUHA WIIH
MIOCTIE YBEJIIMYECHHUS €T0 JI03bI HEOOXOMMO KOHTPOIUPOBATH MOKa3aTey (GyHKIIUY MEUSHH.
OYHKIUIO MEYEHU CIEeYyeT KOHTPOJIUPOBATH TAKKE MPH IMOSBICHUHM KIMHUYECKUX MPHU3HAKOB
MOpaKEHMs MeUeHU. B cilyyae MOBBILIEHUS] aKTUBHOCTH «II€YEHOYHBIX» TpaHcamMuHa3z, AJIT u
ACT cnenyer KOHTpOJIMPOBATH /10 T€X MOP, MMOKA OHA HE HOopManu3yercs. Eciau moBbilieHUE
aktuBHOCTH ACT unu AJIT Gonee yem B 3 pasa 1Mo CpaBHEHHIO C BEpPXHEH TI'paHUIEHl HOPMBI
COXpaHSETCs, PEKOMEHAYeTCS CHIDKEHHE J03bl MM OTMEHa aropBacTaTHMHa (CM. pasfen
«IToGouHOE NeficTBHEY).

ATopBacTaTUH CleIyeT MPUMEHSITh C OCTOPOKHOCTBIO y MAlMEHTOB, KOTOPHIE MOTPEOISIOT
3HAYUTENbHBIE KOJMYECTBA aJIKOTOJIS U/ UMEIOT B aHaMHe3¢e 3a00JIeBaHUE TICUSHHU.
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AXTHBHOE 3a00JIeBaHME TEYCHW WIM TOCTOSIHHO TIOBBIIICHHAS AKTHBHOCTH «IICYEHOYHBIX)
TpaHCaMMHA3 IUIa3Mbl KPOBU HESICHOTO T'€HE3a SBJSIOTCS MPOTUBONOKA3aHHUEM K MPUMEHEHUIO
aTopBactatuHa (cM. pasnen «IIpoTuBonokazaHus»).

/eiicmeue na ckenemnble Mbluiybl

VY nanueHToB, MOJYy4yaBIIMX aTOpBAacTaTHH, OTMeuanach Muanrus (cM. pasznen «llobounoe
neiicteue»). /luarno3 MuonaTtuu cieAyeT NnpeanosiaraTte y nanuueHToB ¢ 1uddy3Hoil Muairue,
00JIE3HEHHOCTHIO WJIM CJIa00CThIO MBIIII] W/UJIM BBIPAXKEHHBIM MOBBIIIEHHEM akTHBHOCTH KDOK
(6onee wem B 10 pa3 mo cpaBHEHHIO C BEpXHEW rpaHuled HOpMBI). Tepamuio npenapaTtom
ATtopBactaTiuH PeHeBan ciefyeT NMpeKkpaTUTh B CiIydae BBHIPAKEHHOTO MOBBIIMIEHHUS] aKTUBHOCTHU
K®K, npu Hanuumym nNOATBEPkKICHHOW MHONATUM WM IOJO3PEHUM Ha ee pas3Butue. Puck
MHUOTIATUM  TOBBIMIAJCS HpPU OJHOBPEMEHHOM IPUMEHEHHHM JIEKApCTBEHHBIX CpEICTB,
MOBBIIAIONINX CUCTEMHYI0 KOHIIEHTpAILMIO aTopBacTaThHa (cM. pasnensl «B3aumoneiicTBue c
IPYrUMHU JIEKapCTBEHHBIMU CpeICTBaMm» u Hopasen
«DPapMakOKUHETHKa»). MHorue W3 3THX [pernapaToB  HHTUOMPYIOT  MeTaboiu3M,
omocpenoBaHHblii  u3odpepmentom CYP3A4, w/mnm TpaHCTIOPT JIEKApCTBEHHBIX BEIIECTB.
WzBectHO, uto m3opepmenTt CYP3A4 — ocHOBHOW W30(pepMEHT TEUEHH, yJaCTBYIOIIUN B
onotpancopmaruu aropBactaTuHa. I[lpumensist AtopBacTaTuH PeHeBas B coyeTaHUU C
¢ubparamu, H>pUTPOMULIMHOM, HMMYHOJAEIPECCAHTAMHU, a30JbHBIMH MPOTUBOTPUOKOBBIMU
cpenctBamu, uHTHOUTOpamu mnpoteazsl BUY/BI'C, uHrnOutopamMu HECTPYKTYpHOTO Oenka
BupycHoro rematuta C (NS5A/NS5B), nerepMoBUpPOM WM HHUKOTHHOBOW KHCJIOTOW B
JUTIAICHKAIOMKX 103ax (Oosiee 1 r/cyTkm), Bpayd JODKEH THIATEIHHO B3BECUTH OXKHUIAEMYIO
[I0JIb3Y JIEYEHUS M BO3MOXHBIA puck. CienyeT peryiaspHO HaOIK0AaTh MALUEHTOB C LEJIbI0
BBISIBJIEHUS 00JIeH WM CJ1a00CTH B MBIIIIAX, 0COOEHHO B TEUEHHUE MEPBBIX MECALIEB TEpalUU U B
NIEpUOJl YBEJIUYEHUs J03bl JIO00r0 M3 YyKa3aHHBIX CpelacTB. B ciyuae HeoOxomumocTu
KOMOMHUPOBAaHHOM TEpaluM CIEAyeT paccCMaTpuBaTh BO3MOXHOCTb IIPUMEHEHMs 00Jiee HU3KUX
HayalbHbIX W MOJJCPKUBAIOIIUX 103 BBILIENIEPEUUCICHHBIX CpeAcTB (cM. paznen «Crnocod
IpUMEHEHMs U 103bD»). He pekoMeHayeTcss 0JHOBPEMEHHOE HMCIIOJIb30BaHUE aTOpBAacTaTHHA U
(Gy3uI0BOH KHUCIOTHI, MO3TOMY BO BpeMs JeueHHs (y3uA0BOH KHUCIOTON pEeKOMEHJIOBaHA
BpEeMEHHAas OTMEHA aTopBacTaTuHa. B MOJOOHBIX CHUTyalMsIX MOXHO pPEKOMEHI0BaTh
NEPUOJUYECKUM KOHTpOJb akTUBHOCTH K@K, XOTS Takoe MOHUTOPUPOBAHUE HE IO3BOJIAET
IPEJOTBPATUTh DPA3BUTHE TsKENOW Muomatuu (cM. paszznen «BzaumoneiicTBue ¢ JIpyrumu
JIEKapCTBEHHBIMH CPEJICTBAMMUY).

3aperucTpupoBaHbl OUY€Hb pEIKHE COOOIIEHHS O Pa3BUTUM HMMMYHO-OINOCPEIOBaHHOM
HekpoTtuzupyromeit muonaruu (MOHM) Bo Bpems wii mocie J1e4eHHs] HEKOTOPBIMU CTaTHHAMU
(em. pasgen «llob6ounoe geiictBuey). WOHM  KiIMHMYECKHM XapakTepu3yeTcs CTOHKOU
MIPOKCUMAJIBHON MBILIEYHOH CIAa00CThIO U MOBBIIIEHHBIM YPOBHEM KPEAaTHHKHHA3bI B CBIBOPOTKE
KpPOBH, KOTOPBIE COXPAHSIIOTCSI HECMOTPS Ha IPEKpPALIEHUE JIEUEHUS CTaTMHAMM, HaJIMYUEM
antuten kK HMCD COA penykrase u yaydlI€eHUEM NIPU IPUMEHEHUN UIMMYHO/IEIIPECCAHTOB.

/o nauana neuenusn
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ATOpBacTaTUH ClIE€QyeT C OCTOPOXKHOCTBbIO Ha3HayaTh HalMeHTaM C  (hakTopamu,
npeApacrojaraloiMu K pa3Butuio padmomuonusa. Koutposs aktuBHOoCcTH KOK cnemyer
IIPOBOJUTH B CIEAYIOIIMX CIIydasiX /10 Hayaja Tepanuu aTopBacTaTUHOM:

*HapylIeHHe QyHKIUU MTOYEK;

*TUIIOTHPEO3;

*HACJIE/ICTBEHHBIE MBIIICUHbIE HAPYIICHU Y TallUEHTa 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 aHaMHE3€ W/MJIM TMAlUEHThl, YINOTPEOJSIONINe aJIKOroJib B
3HAYUTENIbHBIX KOJINYECTBAX;

*y TAIMEHTOB B Bo3pacte crapiie 70 JeT ciaeayeT OLIEHUTh HE0OXOAUMOCTh KOHTpoisi KODK,
YUUTBIBAs TO, YTO Y 3TUX MALIMEHTOB YK€ UMEIOTCS (PaKTOPBI, Ipeapaconaraume K pa3BuTHIO
pabIoMHoIN3a;

*CUTYallUH, B KOTOPBIX OXKHUAAETCS MOBBIIIEHNE KOHIIEHTPAIIMK aTopBacTaTHHA B IIa3Me KPOBH,
TakMe€ KaK B3aUMOJICHCTBUS C JPYTUMHU JIEKQpCTBEHHBIMH CpEICTBaAMHU (CM. pasfen
«B3anmoielicTBHE C IPYrUMU JIEKAPCTBEHHBIMU CPEJICTBAMMY).

B takux cutyanusx ciaenyer OleHUTh COOTHOUIEHHE PUCK/TOJb3a U OCYILIECTBIIATh METUIIUHCKOE
HaOJII0/IEHUE 32 COCTOSTHUEM IMallUeHTA.

B cnydae 3nauntensHOro mosbimeHus akTuBHOCTH KDK (Oonee uem B 5 pa3 Bbllie BepxXHEH
IPaHULIbI HOPMBI), HE ClIelyeT HAauWHATh TePaNuio aTOPBACTATUHOM.

[Ipu mpumeHeHUH aTopBacTaTHHA, Kak U Apyrux uHruoutopoB I'MI'-KoA-peaykrassl, onucaHb
peakue ciiydad pabJoOMHONM3a C OCTPOM IMOYEYHOW HEJO0CTaTOYHOCThIO, OOYCIOBIEHHOM
MUOTIIOOMHYpHei. PakToOpoM pUCKa Pa3BUTHUS PaOJAOMHUOJIM3A MOXKET OBbITh IPEIIECTBYIOICE
Hapylienne (yHKIUU moyeK. Takum manueHTam cleayer obecrneuuTh Ooliee TIIATENbHbBIN
KOHTPOJIb 3a COCTOSTHUEM
CKEJIETHO-MBIIIEYHON cHucTeMbl. [Ipyu NOSIBIEHUHM CHUMITOMOB BO3MOXXHOW MHOINATUU WU
HaMuuuu (AKTOPOB pPUCKA PA3BUTHSA TMOYEYHON HEIOCTATOYHOCTH Ha (hoHEe padbIoMHOIn3a
(Hampumep, TspKenast octpas UH(EKIHs, apTepuaibHas TUIIOTEH3Us, OOIIUPHOE XUPYPTUUECKOEe
BMEIIIATEILCTBO, TPaBMbI, METa0OJIMYECKHE, HHAOKPUHHBIE U  BOJHO-IJIEKTPOJIUTHBIC
HapyIIeHHUs, HEKOHTPOJIUpPYEMbIE CYIOPOTH) TEpaluio0 aTOPBACTATHHOM CIEAYyeT BPEMEHHO
MIPEKPATUTH WJIH MOJTHOCTHIO OTMEHUTD.

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

I'emoppacuueckuii uHcyiom

[Tocne crenuanbHOTO aHaIM3a KIMHUYECKOTO HMccienoBaHus ¢ ydactuem 4731 manueHToB 6e3
UBC, mnepeHecmnXx WHCYIhT WM TPaH3UTOpHYIO wuinemMudeckyto araky (THA) B TeueHue
MPEeNbIAYIINX 6 MecsIeB, KOTOpbIM ObUT HazHaueH aropBacTaTuH 80 Mr/CyT, BBISIBUIM Ooliee
BBICOKYIO YaCTOTY F'€MOPpPAarHuecKux MHCYJIbTOB B Tpymie aropBacTaTuHa 80 Mr 10 CpaBHEHHIO
¢ rpymmoi 1anebo (55 B rpymme atopactaTiHa npotuB 33 B rpymnne miaie6o). [lanueHTs ¢
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reMOpparu4eckuM MHCYJIBTOM HAa MOMEHT BKJIIOYEHHUS B MCCIEAOBAaHHWE MMEIU 00Jiee BBICOKMI
PHUCK JUIsl TIOBTOPHOIO T€éMOpparudyeckoro MHcyiabTa (7 B rpynmne aTopBacTaThHa MPOTHB 2 B
rpymne miane6o). OxgHako, y HalMeHTOB, MOMyYaBmIKX aTopBactaTHH 80 Mr/cyt ObUTIO MEHbIIE
MHCYJAbTOB J1000r0o THna (265 mpotuB 311) U MeHbIIEe cepAeYHO-COCYIUCTBIX coObiTuil (123
npotus 204) (cm. noapaznen «dapmakogMHAMUKAY).

Caxapnutit ouabem

HekoTtopele nannbie nmoarBepxkaatoT, 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, TpeOyolee KOPPEKIUHU KakK Mpu caxapHoM auabere. Tem He MeHee,
9TOT PHUCK HE TMPEeBbIIAeT MoJib3y OT Tepanuu wuHruoutopamu [I'MI-KoA-penykrassi
(cTaTHaMM) ¢ TOYKHU 3PEHUS COCYIUCTBIX PUCKOB, MIOATOMY ATO HE MOXKET SBJISATHCS MPUUUHOMN
OTMEHBI Tepanuu. llaruenTsl, oTHOCSIIMECS K TpyIe pucka (KOHIEHTpAUs III0KO3bl B KPOBU
HATOIIAK OT 5,6 10 6,9 Mmons/n, UMT > 30 Kr/mM?, MOBBILIEHHAS KOHIEHTPALUS TPUIIHIEPHIOB
B IJJa3M€ KpOBH, apTepuaibHasi TUIEPTEH3Ms), NOJDKHBI HAXOAMUTHCS TMOJ METUIIMHCKUM
KOHTpPOJIEM, BKJIIOYas KOHTPOJb OHOXMMHYECKUX IapaMeTpPOB KPOBHU, B COOTBETCTBUU C
MECTHBIMH PEKOMEHAALUSAMMU.

Humepcmuyuanvroe 3a001e6anue 1€2Kux

Ha ¢done tepanmuu HexotopeiMu uHruouropamu I'MI-KoA-penykrassl (ctaTuHaAMHu), 0COOEHHO
Ha (oHE [AIUTENBHOW Tepanuy, OTMEYAIUCh EIMHUYHBIE CIy4ad HHTEPCTULHAIBLHOIO
3a0oseBaHus JIETKUX. Moryr HaOMIOAaThCsl OABIIIKA, HEMPOAYKTUBHBIM Kallelb U yXYALICHHE
0OI1Iero COCTOSIHUS 3/10pOBbs (YTOMIISIEMOCTb, CHUKEHHUE MAcChl Tesla U JIMXopajaka). B ciydae,
€CclIM y MalUeHTa I0/03PEBaeTCd UHTEPCTULMATBHOE 3a00JI€BAHUE JIETKUX, CIEIyeT OTMEHUTh
TEpaIUI0 aTOPBACTATHHOM.

DHOOKpunnaa pynkyus

[Ipu mnpumenennn wuHrHOUTOpoB ['MI-KOA-penykrazpl (CTaTHHOB), B TOM 4YHCIEC U
aTopBacTaTHUHA, OTMEYAIUCh CIIydad MOBBIIIEHHs MIIMKO3UIMpoBaHHOro 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).

Bcnomozamenvnuie eeujecmea

IIpemapat AtopBacratuH PeHeBan comep:kuT J1akTo3bl MoHoruzapat. Ilamuentam ¢ penko
BCTPEYAIOIIUMHUCS  HACIEJACTBEHHBIMU 3a00JICBaHUAMH, TAKMMHM KaK HENEepeHOCHUMOCTb
rajlakTo3bl, HEMEPEHOCUMOCTD JIAKTO3bI BCIEICTBHE Je(UIMTA JJAKTa3bl WIK CUHAPOM TIJIIOK030-
rajlakTo3HOM MajabaOcopOLuu, He clelyeT MPUHUMATh JaHHbINA JIeKapCTBEHHBIN Npenapar.

Baunsinne Ha cOCOOHOCTH YNIPABJISITh TPAHCIIOPTHBIMHU CPEACTBAMH, MEXaHU3MaMHU

JIaHHBIX O BIMSHUM aTOPBACTaTHHA HA CHOCOOHOCTH YIPABIATH TPAHCHOPTHBIMH CPEACTBAMU U
3aHUMATbCS MOTEHIHMAJIbHO ONACHBIMH BHJIAMH JIESTEIbHOCTH, TPEOYIOIIMMHU MOBBIIIEHHON
KOHIICHTpAallMd BHUMAaHUS U OBICTPOTHI TCUXOMOTOPHBIX peakiuii, HeT. OIHaKO, yYUTHIBas
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BO3MOKHOCTB PAa3BUTHA I'OJIOBOKPYXXCHUSA, CIICAYCT COGJIIOI[aTb OCTOPOIKHOCTDH IIPH BBINTOJIHCHHUN
MNEPCUHUCIICHHBIX BUJ0OB ACATCIBHOCTH.

dopMa BbINIYCKa

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

ITo 10, 14, 15 Ta0bneTok B KOHTYPHYIO SIYEMKOBYIO YIIaKOBKY M3 IUIEHKH MOJMBUHUIXIOPUIHON
1 (oJIbru aTFOMUHUEBOM MEYaTHON JTaKUPOBAHHOM.

3, 5, 6, 9 KOHTYpPHBIX SYEHKOBBIX yMakoBOK mo 10 TabmeTok mnu 2, 4 KOHTYpHBIE STYEUKOBBIC
ynakoBku 1o 14 tabnerok, umu 2, 4, 6, 8 KOHTYPHBIX SUYEHKOBBIX YIMAKOBOK 1O 15 TabieTok ¢
WHCTPYKIIMEH MO TPUMEHEHHUIO TTOMEIIAIOT B IMAYKy U3 KapTOHA JIJIsl MOTPEOUTETHCKOM Taphl.

YcaoBust XxpaHeHust
B opurunanbHOl ymakoBke (KOHTypHas silue€fKOBas yIakoBKa B IAayke) MpU TeMIlEpaType He
Boimie 25 °C.

XpaHHUTh B HEAOCTYITHOM JIJISI IETE MECTE.

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

YciaoBus oTImyckKa
OTnycKaroT 10 peLernTy.

Baagesnen perncTpauMoHHOI0 y10CTOBEPEHUS

Axuunonepnoe o6mectBo «IIpousBoacTBennas dapmaieBruueckas komnanus OOHOBICHHE»
Opunnuecknii aapec: 633621, HoBocuOupckas 061s., Cy3yHckuii paitioH, pm. Cy3yH, yiI.
Komuccapa 3arpkoBa, 1. 18.

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

Hurepuer: www.renewal.ru

IIpousBoauTens/Opranu3anusi, NPUHUMAKIIAS IPETEH3UU OT NOTPeduTe el
IIpouszsooumens

AximonepHoe o6miectBo «IIponsBocTBeHHas papMmarieBTHUecKast komnaHust OOHOBIEHUE
Aopec mecma npouszsoocmsa

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

Opeanuzayus, npuHUMAaowas npemen3uu om nompeoumeret

AxmmonepHoe o6miectBo «IIponsBoacTBeHHas papMmarieBTHUecKast komnanust OOHOBIEHUE
630096, r. HoBocubupck, yi. Crtannuonsas, a. 80,

e-mail: pretenzii@pfk-obnovlenie.ru
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