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AtopBacTaTiH PeHeBaN  revewal

30 TabneToK no 20 mr
EMWYECKOE CPEACTBO

na pna npuema sHYTPb
runonunn

NHCTPYKUUA
1O MEJUIITMHCKOMY INPUMEHEHUIO JIEKAPCTBEHHOTI'O ITPEITAPATA
AtopBacratuH PeneBaJ

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

Toprosoe HaumeHoBaHue: ATopBacTaTuH PeHneBan

Me:xayHapoaHoe HeIATEeHTOBAHHOE HAMMEHOBAHHe: aTOPBACTaTUH
JlekapcTBenHasi gopMa: TaOIETKH, TOKPHIThIE TUIECHOYHON 000JI0UKOH

Cocras Ha oaHy Ta0J1eTKY

eticmeyrowee 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

6cnomozamenbHble Geujecmea: TEIUTION03a MUKpOKpucTaunyeckas «rtunm 101y, kampius
KapOOHAT, JaKTO3bl MOHOTHUIpPAT, KpPOCKAapMelio3a HaTpus, THUMPOJIO3a, MarHus creapar,
nomicop6ar 80 (tum 80), HaTpus naypwicynbdar; cocmag obonouxu: OITAJIPAN® YS-1-
7040, 6emnsrii [runpomeriosa (E 464), makporon (I13T7) 6000 (E 1521), turana auokeun (E 171),
tanbk (E 553b)], amynbcus cumerukona 30 %!
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Onucanune
Kpyrnble TBOSKOBBIMYKIIbIE TAOJIETKH, MOKPBITHIC TUICHOYHONH 000JI0YKOW O€I0ro Wil IMOYTH
Oenmoro mBera. JlomyckaeTcss HalW4#e MIEpoXoBaTOCTH. Ha momepedHoM paspese sapo Oeroro

WJIA TIOYTH OEJIoro IBETA.

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

Kox ATX: C10AA05

dapMaKoJIOrHyecKue CBOMCTBA

Dapmakoounamuka

ATOpBacTaTUH — CEJIEKTHUBHBIM KOHKypeHTHBIH uHruoutop I'MI'-KoA-peaykrasbl, KiIr04eBOro
dbepMeHTa,  TPEBpaIIAOIIero  3-TUAPOKCH-3-MeTWIrTIoTapui-KoA B MeBajoHaT  —
MPEAMIECTBEHHUK CTEPOUOB, BKIIOUas XojecTepuH. CHHTETHYECKOE THIOJHUIUAIEMAYECKOE
CpPEICTBO.

Y mnanuMeHTOB € TOMO3MIOTHOM M TE€TEPO3UTOTHOM CEMEMHON THIEepXO0JIECTEPUHEMHUEH,
HeceMeiHbIMU (POpMaMK TUIIEPXOJIECTEPUHEMUN M CMEIIaHHOW TUCIHUIUIEMUEH aTopBacTaTUH
CHI)KAeT KOHIICHTPAIMIO B Tuta3Me KpoBu obmero xonectepuna (XC), xosectepuHa
nunonporenHoB HU3KOW 1ioTHocTr (XC-JITTHIT) m anonumomnporenna B (amo-B), a taxxke
XOJIECTEpUHA JTUTIONPOTENHOB 04eHb HU3KOU IoTHOCTH (XC-JITTOHIT) u Tpurmunepumos (TT),
BBI3BIBACT MOBBIIICHNE KOHIIEHTPALIUU XOJECTeprHa JTUIOMPOTENHOB BHICOKON MIOTHOCTH (XC-
JIIBII).

AtopBactatun cHwkaeT koHreHTpanuio XC u XC-JIITHIT B mnasme kpoBu, nuaruoupys ['MI -
KoA-penykrazy M cuHTE3 XOJECTEpUHA B IE€YEHU W YBEIUYMBAS YHUCIO «IIEYECHOUHBIX)»
peuentopo JIIIHII na noBepXHOCTHM KIETOK, 4YTO MPUBOAUT K YCHJIEHHUIO 3axBaTa U
karabonuzma XC-JITTHIT.

AtopBactatuH ymenblnaer oOpazoBanue XC-JIIIHIT u uucno wuactun JIITHIL, BbI3BIBaeT
BBIpaXKEHHOE U CTOMKoe mnoBbiieHue akTtuBHocTH JIIIHII-penentopoB B couyetaHum c
OnmaronpusTHeIMM  KadyecTBeHHbIMH u3MeHeHusimu JI[IHII-gactun, a Takke CHUXKaer
koHueHTpauuo XC-JIIIHII y mnauueHToB € TOMO3MIOTHOM HACJIEICTBEHHOM CeMEeMHOU
TUINIEPXOJIECTEPUHEMHEH, YCTOMYMBOM K  TEepanmuM JIPYTUMU  TUINOJHUNHAEMHUYECKUMU
CpelICTBaMH.

AtopBacTtaTuH B 103ax oT 10 mr 1o 80 mr cumxkaer koHueHtpauuto XC Ha 30-46 %, XC-JIITHIIT
— Ha 41-61 %, ano-B — Ha 34-50 % u TI' — Ha 14-33 %. PesynpTaTsl Tepanmuu CXOJHBI y
MAIMEHTOB C TeTEPO3UTOTHON CEMEWHOU TumnepxojecTepuHeMueii, HeceMelHbIMU (GopMaMu
TUIIEPXOJECTEPUHEMUN M CMEIIAHHOW THUIEPIMUIIUIEMHUEH, B TOM 4YHCIE, y MalHUEHTOB C
caxapHbIM quabeToMm 2 THa.

Y  nanuMeHTOB € M30JMPOBAHHOM THUMNEPTPUTIIMLIEPUIEMUEH  aTOPBACTATHUH  CHUIKAET
KoHIleHTpanutoo obmero xonecrepuna, XC-JIITHIL, XC-JIIIOHII, amo-B, TI' u mnoBsimiaeT
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koHnentpauuio XC-JIIIBII. VYV mnamuentoB ¢ aucOeTamunonpoTeMHEMUEH aTOpPBaCTUTHH
CHIDKAET KOHIEHTPALMIO XOJIECTEPUHA JIMIIONPOTEMHOB MPOMEXYTOUHOM miotHocTH (XC-
JITITIIT).

VY mammenToB ¢ runepiunonporenHemueii tuna lla u Ilb mo kmaccudukanuum Ppeapukcona
cpenHee 3HaueHue MoBbiieHus: koHueHTpauuun XC-JIIIBII npu neyenun aropsactarunom (10-
80 MT) 10 CpaBHEHMIO C MCXOJHBIM TOKa3zaTesieM cocTaBisieT 5,1-8,7 % u He 3aBUCUT OT JI03bI.
WNmeercss 3HauuTEeNbHOE J0303aBUCMMOE CHIDKEHUE BEJIMYMHBI COOTHOLIEHWI: OOt
xonectepun/XC-JIIIBIT u XC-JITTHII/XC-JITIBII na 29-44 % u 37-55 %, COOTBETCTBEHHO.
ATtopBactratuH B 03¢ 80 MI' IOCTOBEpPHO CHMIKAET PUCK PA3BUTHSI UIIEMUYECKUX OCIIOKHEHUH U
cMepTHOCTh Ha 16 % mnocne 16-HenenbHOro Kypca, a pPUCK MOBTOPHOM TOCHMTAIM3ALMM 10
MOBOJY CTEHOKapAWH, COMPOBOXKIAIOMICIHCS TpH3HAKaMH UIIEeMHH MHOKapaa, Ha 26 %
(MccnenoBaHMEe YMEHBIIEHUS BBIPAXKEHHOCTM WIIEMUM MHOKapaa Ha (oHe WHTEHCUBHOMN
runoymnuaemudeckont repanun (MIRACL)).

VY mnmauveHToB ¢ pa3iMYHBIMU HUCXOOHBIMU KoHIeHTpamusmu XC-JIITHIT artopBactatun
BBI3BIBAET CHIDKEHHE pHUCKAa HIIEMUYECKUX OCIOXHEHMM W CMepTHOCTh (y TAalleHTOB C
nH(papkToM MHOKapja 0e3 3ydua Q u HecTaOWUIBHOW CTEHOKapAued y MYKUYWH, JKEHUIUH U Y
MalMEeHTOB B BO3pacTe MOJIOKE U cTapiie 65 Jier).

CHmxenne koHueHTpaiuu B 1asme KpoBu XC-JIITHII nydme koppenupyer ¢ 10301
aTopBacTaTHMHA, Y€M C €ro KOHIEHTpauueidl B Iiasme KpoBu. Jlo3y moaduparoT C y4eTom
TepaneBTrueckoro 3ddekra (cMm. pasaen «Crnocod MPUMEHEHHS U T03b1»).

TepaneBtuueckuii >pdexT mocTuraeTcs depe3 2 HEACHM IOCIE Hadajga TEeparuH, JOCTUTaeT
MakCcUMyMa uepe3 4 HeJles U COXpaHsIeTCs B TeUEHHE BCEro Meprojia TepaIuH.

Ipoghunaxmuxa cepoeurno-cocyoucmolx 0CLONCHEHUL

AtopBactaTuH B 03¢ 10 MI CHUKAaeT OTHOCUTENBHBIM PUCK Pa3BUTHUS KOPOHAPHBIX OCIOKHEHUN
(mmemuueckoit 6onesnu cepama (MBC) ¢ neranmbHbIM HMcxXon0M W HedaTaabHbIH HHPAPKT
muokapnaa (MM) nHa 36 %, obuiue cepaedHo-CoCyAUcThie ociaoxHeHus Ha 29 %, aranbHbIil 1
HedartanbHbI MHCYILT 26 % (MccienoBaHue aTopBacTaTHHA y nanueHToB ¢ Al' u daxTopamu
pucka (ASCOT LLA))).

Caxapmuwiii ouabem

VY maunueHToB C caxapHbIM 1uabeTOM Tepanusi aTOPBACTaTUHOM CHMXKAET OTHOCUTENIbHBIH PUCK
pa3BUTHSL OCHOBHBIX CEpPAECYHO-COCYIUCTBIX OCHOXKHEHUH ((aTanpHblii M HedaTambHbIl 1M,
Oe30o0sieBasi uWIIEeMUs MHUOKapAa, JeTajbHbI Hcxonq B pesynabrare oboctpenus UWBC,
HecTaOMJIbHAas ~ CTEHOKAapAMs,  UIYHTHUPOBaHWE  KOPOHApHOM  apTepuu,  UYpEeCKOXKHas
TPaHCIIOMHUHAJIbHAS KOPOHApHAsl aHTMOIUIACTUKA, TPOLIEAYPhl PEBACKYJISPU3ALIANA, UHCYIIBT) Ha
37 %, M (dartanbublil 1 HedaTanbHbli) Ha 42 %, MHCYAbT ((paTanbHbli U HedaTaabHbIN) Ha 48
% BHE 3aBHCHMOCTH OT II0JIa, BO3pacTa MalMeHTa WIH HcxoqHoW koHueHTtpaumu XC-JIITHIT
(uccnenoBaHue aTopBacTaTHHA NpH caxapHoM auabere 2 Tuna (CARDS)).

Amepocknepos
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VY namuentoB ¢ UBC atopBactatus B 103¢ 80 MI/CYT MPUBOJIUT K YMEHBIIICHUIO 00IIEro oobema
atepomsl Ha 0,4 % 3a 1,8 mecsua Tepanuu (Mccieg0BaHUe 0OpaTHOTO Pa3BUTHUSL KOPOHAPHOTO
aTepocKiepo3a Ha poHe HHTEHCUBHOM runosunuaemudeckoi tepanuu (REVERSAL)).
Ilosmopnuwiiti uncynvm

AtopBactatiH B J103¢ 80 Mr B CyTKM YyMEHBIIAET PUCK NOBTOPHOTO (HaTaTbHOTO WM
HedaTadbHOTO HMHCYIbTa Yy MAIMEHTOB, IEPEHECIIMX WHCYIBT WU  TPaH3UTOPHYIO
nmemunueckyto araky (TUA) 6e3 UBC B anamHese (uccieoBaHue 1o npoQuiakTUKe UHCYIbTa
MIPU UHTEHCUBHOM CHIDKEHHH KOoHIeHTparmu xoyectepuHa (SPARCL)), na 16 % mo cpaBHEeHUIO
¢ muane6o. [Ipy 3TOM 3HAUUTEIBHO CHMXKAETCSI PUCK OCHOBHBIX  CEpAEYHO-COCYAUCTBIX
OCJIO)KHEHUH M mpoueayp pesackyispuzauuu. CokpallleHue pHcKa CepAEYHO-COCYIUCTBIX
HapylIeHUH NpU Tepanuu aTOPBACTATMHOM OTMEUAEeTCsl y BCEX TPYII MalUeHTOB, KpOME TOM,
KyJla BOILIUIA MAIMEHTHI C IEPBUYHBIM WU

MTOBTOPHBIM F'€MOPPArHiyeCKUM UHCYIbTOM.

Bmopuunas npogpunaxmuxa cepoeyrHo-cocyoucmulx 0C104CHEHUl

V¥ nmauuentoB ¢ MBC aTopBacratuH B 103e 80 mr, 110 cpaBHEHHIO ¢ 10 Mr, JOCTOBEPHO CHMXKAET
OTHOCHUTENIbHBIM PHUCK pa3BUTUS OOJBIINX CEPACYHO-COCYIUCTBIX COObITUH Ha 22 %,
HedaTtanbHoro UM (He cBsi3aHHOTO € MpolieaypaMu peBacKynsapuzanuu) Ha 22 %, dhaTaibHOTO U
He(aTanbHOrO UHCYIbTa Ha 25 % (cpaBHEHHE BHICOKOMHTEHCUBHOM Teparuu aTOPBACTATHHOM U
Tepanuu yMEpeHHOU HHTeHCUBHOCTH Yy TanineHToB ¢ UBC (o nanueim uccnenoBanus TNT)).
Dapmakokunemuxa

Bcacvisanue

ATopBacTaTUH OBICTPO BCachlBaeTCA IIOCJIE€ MPHUEMa BHYTPb: BpeMs JIOCTIXKEHUS €ro
MakcuMaiabHOM KoHIeHTpammu (TCmax) B muiasMe KpoBU cocTaBisieT 1-2 daca. Y KEHIIUMH
MakcUMaibHas KOHIeHTpaius atopBactatuHa (Cmax) Ha 20 % Bblle, a MIIOMAaL MOJ KPUBOU
«koHuentpauus-spems» (AUC) — na 10 % nmwke, yem y MyxuuH. CTeneHb BCAChIBaHUS U
KOHLIEHTpallMs B IIJJa3M€ KPOBHU TIOBBIIIAIOTCS MPOMOPLHOHAIBHO J03e. buomoctynHoCTh
aTopBacTaTMHa B ¢opMme TabieTok cocTaBisieT 95-99 % mo cpaBHEHHIO C aTOPBACTATUTHOM B
BUJIe pacTBOpa. AOcCoIOoTHAs OMOJOCTYIHOCTh — oKoJio 14 %, a cuctemMHass OMOJIOCTYTHOCTh
MHTUOUPYIOUIEH aKTUBHOCTU B OTHOIICHUH

I'MI'-KoA-penykra3sl okosio 30 %. Huskas cuctemHas OHOJOCTYHHOCTh OOYCIIOBJIEHA
MPECUCTEMHBIM METAa0OJU3MOM B CIM3HCTON O0OJOUKE KEIYyIOYHO-KHUIICYHOTO TpaKTa W/UIH
IIPU «IIEPBUYHOM IPOXOXKACHUN» depe3 nedeHb. [IpuemM Nunim HeCKONbKO CHMXKAET CKOPOCTh U
creneHb abcopbumu npenapata (Ha 25 % u 9 %, COOTBETCTBEHHO, O YEM CBHJCTEIbCTBYIOT
pe3ynbTaThl onpeaenenuss Cmax u AUC) onnako camxenne XC-JIITHIT cxonHo ¢ TakoBbIM TpH
IpueMe aropBacTaTMHa HaTomak. HecMoTps Ha TO, 4TO TOCIEe MpUeMa aTropBacTaTUHA B
BeUYepHee BpeMsl ero KOHIEeHTpalus B miaasme kpoBu Hiwke (Cmax u AUC, npumepHo, Ha 30 %),
YeM Mocie mpuema B yTpeHHee Bpemsi, cHkeHne koHueHtpauuu XC-JIITHIT e 3aBucut ot
BPEMEHU CYTOK, B KOTOPOE MPUHUMAIOT Mpenapar.

Pacnpeoenenue
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Cpennuii 00beM pacrpeeNieHus] aTOpBacTaTHHA COCTaBIsIeT okoJio 381 murpa. CBs3b ¢ Oenkamu
wia3mMel KpoBu He MeHee 98 %. OtHomeHHe conepKaHus B JPHUTPOLUTAX/TIIA3ME KpPOBH
cocrasisieT okoJio 0,25, To ecTh aTOpBACTaTHH IJIOXO MPOHUKAET B APUTPOLIUTHI.

Memabonuzm

ATOpBacTaTUH B 3HAYMTEIBLHOW CTENEHHW METaboJM3upyeTcss ¢ oOpa3oBaHUEM OpPTO- H
naparuApOKCUIMPOBAHHBIX TPOM3BOHBIX M PA3JIMUHBIX IPOAYKTOB B-OKUCIeHUs. In Vitro opro-
Y MaparuApoKCUIINPOBAHHBIE META0OIUTHI OKa3bIBalOT HMHTHOUpYytomee nericteue Ha [ MI'-KoA-
peayKTasy, COOCTaBUMOE C TaKOBbIM artopBacTatuHa. [Ipumepno 70 % CHMXEHHUS aKTUBHOCTHU
I'MI'-KoA-peaykrazpl NOpPOMCXOIUT 3a CYET JICUCTBHMS  AKTUBHBIX  LHUPKYJIHPYIOLIUX
MeTabouTOB. Pe3ynbraThl MCcienoBaHWil IN VIIFO 1nar0T OCHOBaHMS MPEIIIOJNIOKHUTh, YTO
nzopepment CYP3A44 neueHu UrpaeT BaXHYIO pojib B MeTaboiM3Me aropBacTaThHa. B mosnb3y
3TOTrO (haKTa CBUAETEILCTBYET MOBBIIIEHNE KOHLIEHTPALlUK aTopBacTaTiHa B IIa3Me KPOBU MPHU
OJIHOBPEMEHHOM TpHUEMe IPUTPOMUIIMHA, KOTOPBIH SIBISIETCS HHTUOUTOPOM 3TOT0 M30(hepMeHTa.
HccnenoBanust in VItro taroke mokasajid, 4TO aTOPBACTATHH SIBJISAETCS CIa0bIM MHTHOUTOPOM
modepmernta CYP3A4. AtopBacTaTMH HE OKas3bIBaeT KIWHWYECKH 3HAYUMOTO BIIMSHUS Ha
KOHLIEHTPALIMIO B IJIa3Me KpOBU Tep(deHarHa, KOTOpblil MeTabom3upyeTcs, r1aBHbIM 00pa3oMm,
m3odepmerTrom CYP3A4, MOSTOMY €ro CYIIECTBEHHOE BIMSHUE HA (DAPMaKOKWHETHUKY NPYTUX
cybocrpatoB uzopepmenta CYP3A44 manoBeposaTHo (cMm. pazmen «B3aummonelcTBue ¢ IpyrumMu
JIEKapCTBEHHBIMU CPEICTBAMM).

Buiseoenue

ATopBacTaTUH M €ro MeTa0OoJIUThl BBIBOJATCS, TJIaBHBIM O0Opa3oM, C JKEIYbl0 IMOCIe
MEYCHOYHOTO W/WIM BHENEYEHOYHOro MeTabonu3ma (aropBacTaTHH HE IMOJBEpraercs
BBIPQKEHHOM  KHIIEYHO-TICYCHOYHOW  perupkyisanuu). [lepuwon momyBwiBenenus  (T1/2)
COCTaBJISIET OKOJIO 14 4acoB, Mpy 3TOM MHTHOMPYIOUTUH 3¢ deKT npernaparta B otHomeHun ['MI -
KoA-penykrazel npumepno Ha 70 % onpenensiercss AakTUBHOCTBK) LHMPKYJIHPYIOLIUX
MeTaboIMTOB M coxpaHsercs okosno 20-30 wacoB Omaromaps ux Hamuuuto. Ilocrme mpuema
BHYTPb B MOY€ 0OHapyXuBaeTcsi MeHee 2 % OT MPUHATON JI03bI MpernapaTta.

ATOpBacTaTUH SBISETCS CyOCTPATOM JAJIsl TPAHCIOPTEPOB (PEPMEHTOB IMEUYEHHU, TPAHCIOPTEPOM
OATPIBl u OATPIB3. MerabonutamMu aTopBacTatuHa sBIsOTCS cyoctpatsl OATPIBI.
ATOpBacTaTUH TakXKe UACHTHPHUIMPYETCS Kak cyOcTpaT TpaHcmnoprepos orToka MJIY1 u Genka
PE3UCTEHTHOCTH paka MOJOYHOM JKene3bl, KOTOphle MOTYT OrPaHUYUBATh KHUILECYHYIO
abcopOuuMIo U OUIMAPHBIN KIMPEHC aTOpBacTaTHHA.

Oco0ble rpynnbl NaMEHTOB

Toorcunvie nayuenmul

KoHneHTpauuu aTopBacTaTMHa B IUIa3Me€ KpOBHM Yy MalMeHTOB crapiie 65 ser Bbiue (Cmax
npumepHo Ha 40 %, AUC npumepro Ha 30 %), ueM y B3pOCIIbIX ALIMEHTOB MOJIOZOIO BO3pacTa.
Pazmuuuit B a¢ddexktuBHOCTH U OezomacHOCTM Tpenaparta, WM JOCTHXKEHUM Lielel
TUIIOJIMITUIEMUYECKOH Tepanuu y MOXKHIIBIX MallueHTOB IO CPABHEHUIO C 00LIel momynsuei He
BBISIBIIEHO.
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Jlemu

B 8-HenenbHOM OTKpBITOM HCCIENOBAaHMM JeTH (B Bo3pacte 6-17 JieT) ¢ IeTepo3UroTHOM
CEMEMHON TuIepxojecTepuHEMUEl M HCXOJHOM KoHueHTpauuei xonecrepuna-JIIIHII > 4
MMOJIB/JT TIOJYYald TEPAINUI0 aTOPBACTATUHOM B BHUJE JKEBATEIbHBIX TaOneTok 5 mr mwmm 10 mr
Wi TabJEeTOK, MOKPHITHIX 00o0jo4Ykod B no3e 10 mr wimm 20 Mr oamH pa3 B CYTKH,
COOTBETCTBEHHO. EJMHCTBEHHOU 3HAYMTENBHOW KOBApHATOW B (hapMaKOKWHETUYECKOH MOJIENN
MOMYJISIIMK, TOdy4Yalolled aropBacTaTWH, Obula Macca Tena. Kaxymwuiics KiIMpeHc
aTopBacTaTMHa y JeTed He OTIMYajlcs OT TaKOBOTO Y B3pOCIBIX MAalUEHTOB IpHU
AIJIOMETPUYECKOM H3MEpPEHUM 10 Macce Tena. B auamazoHe AelcTBUsS aTOpBacTaTMHA U O-
TUIPOKCUATOpPBACcCTaTHHA OTMEYaNIOCh nocienoBatenbHoe cHukenne XC-JIITHIT u XC.

Llon

Konuenrpanuu aropBactaTMHa B IUIa3ME€ KpPOBH Y JKEHUIMH OTJIMYAIOTCS OT AaHaJIOTMYHBIX
nokazarenei y myxuuH (mpumepHo Ha 20 % Bbrme s Cmax u Ha 10 % Hmxe mis AUC).
OpHako Kakux-auM00 KIMHMYECKHM 3HAYMMbBIX pa3Iuuuii B JEHCTBUM Ha JUIUABI MEXIY
MY>KYMHAMH U )KEHIIMHAMU He Ha0JI10/1a10Ch.

Heoocmamounocmv ¢pynxyuu nouex

Hapymenne ¢pyHkuuu nouek He BIMSIET HA KOHIIEHTPAIMIO aTOpBAacTaTHHA B IUIa3Me KPOBH HIIU
€ro BO3JCICTBHE Ha MOKa3aTelu JMIHIHOTO OOMEHa, B CBA3M C ATUM H3MEHEHHE 03Bl Y
MalMEeHTOB ¢ HapylmieHueM QYHKIIMU MOYeK He Tpedyercs (cM. pazaen «Crnocobd mpuMeHeHus U
TI03B1»).

UccnenoBanuii npuMEHEHHUSI aTOPBACTATHHA Yy MAIMEHTOB ¢ TEPMHUHAIBHON CTagued MOYECYHOU
HEJOCTATOYHOCTH HE MPOBOJAMIOCH. ATOpBACTAaTMH HE BBIBOJUTCS B XOJ€ TIeMojuaIn3a
BCJIC/ICTBHE MHTEHCUBHOTO CBSI3bIBAHUS C OENIKaMH I1a3Mbl KPOBH.

Heoocmamounocms ¢pynxyuu nevenu

KonnenTpamus mnpenaparta 3HaunTenbHO moBbimaeTcss (Cmax mpumepHo B 16 pa3, AUC
npuMmepHo B 11 pa3) y mMmauuMeHTOB € aJKOTOJBHBIM IIUPpPO30M mHeudeHu (kiacc B 1o
knaccudukanuu Yaitna-I1er0) (cM. pasznen «[IpoTUBONIOKa3aHUS).

Honumopgpusm SLCOIBI

[Teyenounsrit 3axBaT Bcex wuHruOuTopoB I['MK-KoA-pemykraspl, BKIIOYas aropBacTaTHH,
MPOUCXOAUT C yudacTueMm TpaHcrnoprepa OATPIBI. Y TalMeHTOB C TE€HETHYECKUM
nonmumopdusmom SLCO1B1 uMeercst pUCK MOBBIMICHHS SKCIIO3UIIMKA aTOPBACTATHHA, YTO MOXKET
IIPUBECTH K MOBBIIIEHUIO PUCKa pa3BUTUA pabaomuonusa. [lomumopdusm rena, Koaupyromero
OATPIBI (SLCOIBI ¢.521CC) cBs3an ¢ nossiienneM skcno3uiun (AUC) atopBactatuHa B 2,4
pasa IO CpaBHEHHIO C MalMEeHTaMu 03 TaKoro TIEeHOTUIHMYecKoro usMeHeHus (c.52177).
Hapymenue 3axBaTa aTropBacTaTHMHA II€YEHBIO, CBA3aHHOE C TI'CHETHUECKUMM HApYIIECHHUSIMH,
TaKXKe MOXKEeT HaOmIoaTbCs Yy TaKUX NalMeHTOB. Bo3MOXHbIE MOCHEJICTBUS B OTHOIICHUH
3¢ (EKTHBHOCTH HEU3BECTHBI.
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Iloxa3anusi K NPUMEHEHHUIO

l'unepxonecmepunemusi:

*B KauecTBE JIONOJIHEHUS K JMETEe NIl CHUYKEHUS IMOBBIIIEHHOTO 00Iero xosiecrepuHa, XC-
JITTHIIL, amo-B u TpuriumepusoB y B3pOCIBIX, TOJPOCTKOB M JieTel B Bo3pacte 10 ser uiam
CTaplie C MEPBHYHOM TMIEPXOJIECTEPUHEMMEH, BKIIIOYAs CEMEHHYIO THIIEPXOJIECTEPUHEMUIO
(rerepo3UroTHHII BapuaHT) WM KOMOMHUPOBAHHYIO (CMEILAHHBIM) TUIEPIUIHAEMHUIO
(cootBerctBenHoTun Ila u IIb mo xnaccuduxanuu dpenpukcona), korga OTBET Ha AUETY U
Jpyryue HeMeUKaMEeHTO3HbIE METO/Ibl JIEUEHUS! HEIOCTATOUHBbI;

*JUIsl CHUDKEHMSI TIOBBIIIEHHOTO ob1ero xonectepuna, X C-JIITHIT y B3pocnbix ¢ roMO3UTrOTHOM
CEeMEMHON IUIepXoJeCTepUuHEMHUEN B KauecTBE JOMOJHEHUS K JPYTUM TUIOJUIUIEMUYECKUM
Metoam yieuenus (Harnpumep, JIITHII-adepe3) wim ecnu Takue MEeTOABI JICUCHHS HETOCTYITHBI.

Ipoghunaxmuxa cepoeuno-cocyoucmuolx 3a001€6aHUIL.

*poUIAKTHKA CEPACUHO-COCYIUCTBIX COOBITHI y B3pPOCIBIX MAallMEHTOB, UMEIOLUIUX BBICOKHI
PUCK pa3BUTHSI TEPBUYHBIX CEPAECYHO-COCYIUCTBIX COOBITHI, B KauyecTBE JOMOJHEHHS K
KOPPEKIHH IpYTUX (PaKTOPOB PUCKA;

*BTOpUYHAS POPUITAKTHKA CEPIEUYHO-COCYAUCTHIX OCIOKHEHUH y MAllUEHTOB C UILIEMUYECKOM
6omesnnio cepana (MbC) ¢ menbro CHIKEHUS CMEPTHOCTH, HH(APKTOB MUOKAp/a, HHCYJIHTOB,
MOBTOPHBIX TOCIUTAIN3ALMI 110 TOBOY CTEHOKapIHH U HEOOXOIUMOCTH B PEBACKYIIPU3ALIUH.

IIporuBoONOKa3aHUA

[ HIepayBCTBUTENBHOCTD K ATOPBACTATHHY MJIH K JIIOOOMY M3 BCIIOMOTATEIIbHBIX BEUIECTB;
*aKTUBHOE 3a00JICBAaHWE MEYCHU WJIM TOBBIIICHHE aKTHBHOCTH «II€YCHOYHBIX» TPaHCAMHUHA3 B
TUTa3Me KPOBH HESICHOTO reHe3a 0oJiee 4yeM B 3 pasa o CPaBHEHHUIO C BEpXHEH IPaHUICH HOPMBI;
!B cocras smysbeun BXoaaT: cuMeTUKOH (30 %), amynbratopsl (5-10 %), koucepsantsi (0,5-1,0
%), Boaa ouniieHHas (60-65 %)

*0EpEMEHHOCTB;

*[IEPHOJ] TPYTHOTO BCKAPMIIUBAHUSI,

*)KEHIIUHBI JETOPOJTHOTO BO3PACTA, HE MCIIOJIB3YIOIIUE aJICKBATHBIC METO bl KOHTPAIICTIIIHH;
*BO3pacT 10 18 ner (HemoCcTaTOYHO KIMHUYECKUX JaHHBIX M0 3()(HEKTUBHOCTH M OE30MaCHOCTH
mpenapara B JIAHHOW BO3pAacTHOW TPYIIE), 3a HMCKIOYCHUEM TeTePO3UIOTHOW CEeMEHHOU
THIIEPXOJIECTEPUHEMUH (TPUMEHEHHE TPOTHBOIIOKA3aHO Y JieTe B Bo3pacte 1o 10 ser);
*0JTHOBpEMEHHOE MPUMEHEHHE ¢ (y3HI0BOI KUCIOTOI;

*BPOXKJCHHBIM  AeQUIMT JlaKTa3bl, HEMNEPEHOCUMOCTh JIAKTO3bl, TJIOKO30-TallaKTO3Has
MaababcopOIusl.

C 0CTOPOXKHOCTBHIO

Y MmanueHToB, 3IOYHNOTPEONSIONIMX aJKOTOJIEM; Yy TMAalUeHTOB, MMEIONIMX B aHaMHE3e
3a00JIeBaHUS TIEYCHH.

VY manueHToB ¢ HanMuuuMeM (aKTOPOB pUCKA pa3BUTHs padaoMuonuia (HapylmeHue (QyHKIHH
MOYEK, THIOTUPEO3, HACIEACTBEHHBIE MBIIICUHbIC HAPYIICHUS y TAIlMEHTa B aHAMHeE3¢ WU B
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CEeMEHHOM aHaMHE3€, Y€ MEPEHECEHHOEe TOKcuuYeckoe BiausgHue HHruomtopoB I'MI-KoA-
penykTasbl (CTaTUHOB) WM (UOPATOB HA MBIIIECYHYIO TKaHb, 3a00JI€BaHUS [I€UYEHN B aHAMHE3E
W/WH TIAIMCHTBI, YIIOTPEOISIONINE AIKOTOJIb B 3HAYUTEIBHBIX KOJIMYECTBaX, Bo3pact crapiie 70
JIET, CUTYyallMd, B KOTOPBIX OXKUJAETCS IMOBBIIICHUE KOHIICHTPAIIMU aTOpBacTaTHUHA B IUIa3Me

KpOBM (HampuMep, B3aUMOAECHUCTBUS C JPYTMMH JI€KapCTBEHHBIMU CPEJCTBAMU)).

IIpumeHeHnune npu 6epeMeHHOCTH M B NMEPHO/I I'PYAHOI0 BCKAPMJIMBAHUS

Kenuwunvt 0emopooHoeo ospacma

KeHmuHbl ~ €TOPOJHOrO  BO3pacTa BO  BpeMsl  JIEYEHMs]  JOJDKHBI  IIOJIb30BAThCS
COOTBETCTBYIOIIMMH METOJIaMH KOHTpauenuuu (cM. pasaen «[IpotuBonokazanus»).
bepemennocms

ATOpBacTaTUH NPOTUBOIIOKA3aH MpH OepeMeHHOCTH (cM. pazjen «lIpoTuBonokazaHus»).
besomacHocTh mnprHMeHeHUsT BO BpeMs OepeMEeHHOCTH He Obuta mnoarBepxkaeHa. Cpenu
OepeMEeHHBIX >KEHIINH KOHTPOJUpPYyEeMble KIMHUYECKHUE HCCIEAOBAHMS C aTOPBACTaTUHOM HE
NPOBOIUINCh. OTMEYAIIUCh PEIKUE ClIydyau BPOXKIACHHBIX AHOMAJIMKM TMOCIE BO3JCUCTBUS
unruouropoB 'MI'-KoA-penykrasbl (CTAaTUHOB) Ha IJI0J1 BHYTpUYTpoOHO. B nccnenoBanusax Ha
KUBOTHBIX OBLJIO MOKA3aHO TOKCUYECKOE BIMSHUE HA PENPOIYKTUBHYIO (DYHKIHUIO.

[Ipun nmpueme aTtopBacTaTHHa OEPEMEHHOM KEHIITMHOW BO3MOKHO CHIDKCHHE Yy TUIOJIA YPOBHEH
MEBaJIOHATa, KOTOPBIN SIBIIETCS MPENIIECTBEHHUKOM OMOCHHTE3a XOJIECTEpUHA. ATEpOCKIIEpO3
SBIISETCS XPOHUYECKUM IPOLIECCOM, U, KaK TMpaBUJIO, OTMEHAa THIOJIUMUACMHYECKUX
JIEKapCTBEHHBIX CPEJCTB BO BpeMsi OEPEMEHHOCTH OKa3bIBAET JIUIIb HE3HAUUTEIbHOE BIIMSHUE
Ha JIOJTOCPOYHBIN PUCK, CBA3aHHBIN C IEPBUYHON TUIIEPX0JIECTEPUHEMHUEH.

B cBs3u ¢ 3THM, aTOpBacTaTHH HE ClieyeT Ha3HauaTh OEpeMEHHBIM >KCHIIUHAM, KEHILIHUHAM,
IUTAHUPYIOIIUM O€pPEMEHHOCTb, UJIH MPHU MOJI03pEHUU Ha 6epeMeHHOCTh. Heo0XoAuMo OTMEHUTH
IpUeM arTopBacTaTUHA Ha BpeMsi OEpeMEHHOCTH WM JO YCTAaHOBJIEHUS OTCYTCTBHUS
o6epeMeHHOCTH (cM. pasaen «[IpoTuBomoka3anus).

Ilepuoo epyonoco ecxapmausanus

HeusBecTHO, BBIIENSIOTCS JM aTOPBACTaTHMH WM €ro0 METa0OJUThl B TPYJHOE MOJIOKO Y
yenoBeka. B wuccrienoBaHMsX Ha KpbicaX KOHIIEHTPALlMM AaTOpBAacTaTUHA W €ro aKTHBHBIX
MeTabOJIUTOB B IJIa3Me€ KPOBHM aHAJIOTWYHBI TAKOBHIM B MoOJOKe. [lo mpuunHe pa3BUTHS pUCKa
Cepbe3HbIX MOOOUYHBIX 3((HEKTOB, KEHIIHUHBI, MPUHUMAIOIIME AaTOPBACTaTHH, HE JOJIKHBI
KOPMUTH CBOUX JIeTell rpyabto (cM. pasnen «lIpoTuBonokazanus»). [[pumeHeHne aropBactaTuHa
MPOTUBOTIOKA3aHO B MEPHO]I IPYAHOTO BCKapMiIuBaHus (cM. pazaen «[IpotuBonokazanus).
Depmunvrocms

B uccnenoBaHusax Ha JKMBOTHBIX aTOPBACTaTHH HE OKa3bIBal BIMSHHS Ha (PEPTUIHHOCTH Yy
CamIIOB THOO CaMOK.
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Cnoco6 npuMeHeHus U 103bI

BuyTtps, npuHUMAaTh B J11000€ BpEMSs CYTOK HE3aBUCHUMO OT IPUEMa MHUIIIH.

[lepen HavagoM JIEYEHHST AaTOPBACTATHMHOM CIEAYET TMOMBITATECA JOOUTHCS KOHTPOJIS
TUTICPXOJICCTCPUHEMUHN C TIOMOIIBIO JUEThI, (PU3NYCCKUX YINPAKHCHUA W CHIDKCHHUS MAacChl
TeJa y NallMeHTOB C 0KUPEHUEM, a TAK)KE TEpaNueil OCHOBHOIO 3a00JI€BaHUSI.

[Ipy HazHayeHuu mpenapara [AaLMEHTY HEOOXOAMMO PpEKOMEHJIOBaThb CTaHJAPTHYIO
TUIMOX0JIECTEPUHEMUYECKYIO JIUETY, KOTOPOl OH JOJDKEH NPUIEPKUBATHCS B TEUEHHE BCETrO
nepuoja Teparnuu.

Jlo3a npenaparta Bapbupyetrcst oT 10 mr no 80 Mr 1 pa3 B CyTKM U TUTpPYETCS C Y4E€TOM
koHneHTpammu XC-JIIIHII, menu Tepanuu M HMHIMBUAyaJIbHOTO OTBETA HA IMPOBOJAUMYIO
Teparnuio.

MakcuMaiibHasi CyTo4YHas J103a coctaBisieT 80 mr.

B Havase neueHus u/uiy BO BpeMs MOBBILIEHUS J103bl aTOPBACTaTHHA HEOOXOAUMO Kaxble

2-4 Hemenu KOHTPOJIMPOBATH KOHIICHTPAIMIO JIMITUAOB IUIA3Mbl KPOBH W COOTBETCTBYIOIIHM
00pa3oM KOppEeKTHPOBaTh 103y MpernapaTa.

Ilepsuunasn cunepxonecmepunemus u KOMOUHUPOBAHHAA (CMEUANHAA) CUNEPIUNUOEMUS
Jlyist GONBPIIMHCTBA MAIIMEHTOB PEKOMEHyeMast J103a aTopBacTtatuHa coctasisieT 10 mr 1 pa3 B
CYTKH; TepameBTUYECKOE JIEHCTBUE MPOSBISAETCS B T€UEHHE 2 HENENIb U OOBIYHO JTOCTUTAET
MakcuMmyma uepes 4 Henenu. [lpu qmurensHom nedennn 3h(eKT coxpaHseTcs.

l'omo3ucomnas cemetinas eunepxonecmepunemusl

B GonsmmHCTBE CitydaeB HazHadaroT 1o 80 mr (2 Tabnetku mo 40 mr) 1 pa3 B CyTKu (CHMKEHHUE
konmentparuu XC-JIITHIT na 18-45 %).

I'emepo3uzomnasn cemeiinaa zunepxoiecmepunemus

Havanpnas no3a cocraBnser 10 mr B cyrku. Jlo3y cieayeT moadupaTh MHIMBUIYAIbHO U
OIICHUBATh AKTYaJIbHOCTH JI03bl Ka)KJble 4 Helenu ¢ BO3MOXKHBIM MOBbIIeHHeM a0 40 mr B
CyTKH. 3aTeM JIM0O /1032 MOKET OBITh YBEIWYCHA 0 MaKCUMaibHOW — 80 Mr B CyTKH, JIHOO
BO3MOXHO COYETAaTh CEKBECTPAHTHI JKETUHBIX KHUCIOT C IPUEMOM aTopBacTaTuHa B g03e 40 Mr
B CYTKH.

Ilpogpunaxkmuxa cepoeuno-cocyoucmulx 3a001e6aHuil

B uccrnenoBaHusx nmepBUYHON MpOo(UIAKTUKH J03a aTopBacTaTHHa coctaBistia 10 mr/cyrku.
MoskeT NOHAZOOWUTHCA IMOBBIIMIEHHE 03Bl C LEIbI0 NOCTHIKEeHUd 3HaueHun XC-JIITHII,
COOTBETCTBYIOIINX COBPEMEHHBIM PEKOMEHAAIUSIM.

Ilpumenenue y oemeii c¢ 10 oo 18 anem npu 2emepo3uzommuoi  cemennol
2unepxoniecmepuHemuu

Pexomentyemast HaganbHast 1o3a — 10 mMr 1 pa3 B cyTku. J{o3a MoxkeT ObITh yBenuueHa 1o 80 mr
B CYTKH B 3aBUCHMOCTHU OT KJIMHUYECKOTO 3(pPeKTa 1 mepeHOCUMOCTH.

o3y mpemapara HEOOXOAWMO TUTPOBATh B 3aBHCUMOCTH OT IIENU THUIOJUMUACMHUYECKON
tepanuu. Koppekuus 1036l J0DKHA MPOBOAUTHCS € WMHTEpBajiamMu | pa3 B 4 Hexenu uiu
OosblIe.

Heoocmamounocms pynkyuu neuenu
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[Ipu HemocTaTOYHOCTH (PYHKIMHM TEYEHH 03y aTOpBacTaTHMHA HEOOXOIMMO CHMXAaTb, IpHU
PETyIsIPHOM KOHTPOJIE aKTHBHOCTH «II€YEHOYHBIX» TPAHCAMHHA3:acIiapTaTaMHHOTpaHC(epasbl
(ACT) u anaamaamunaoTpanchepassl (AJIT).

Heoocmamounocms pynKyuu nouex

Hapymenne ¢pyHKIMM noyex He BIUSET HAa KOHIEHTPALNIO aTOPBACTATHHA B IJIa3Me KPOBH HITH
creneHb cHwKeHus KoHueHTpauuun XC-JIITHIT npemapatoM, nmo3ToMy KOPPEKIMH J03bI
npenapara He TpedyeTcs.

Ioswcunvie nayuenmul

Paznuunii B TepaneBTuyeckoil 3((eKTUBHOCTU M O€30MaCHOCTH aTOPBACTAaTHHA Y MOKUIIBIX
MAlMEHTOB 0 CPaBHEHHIO ¢ oOuIed momynsuueidl He OOHapy)KeHO M KOPPEKLUUHU J03blI He
Tpedyercs (cM. moapasaen «DapMaKOKHHETHKAY).

Ilpumenenue 6 Komounayuu ¢ OpyumMu 1eKapCmeeHHbIMU CPEOCm8aAMU

[Ipy HEoOXOAMMOCTH COBMECTHOTO TPUMEHEHHS C LHUKIOCIOPUHOM, TEJalpeBUpPOM,
KOMOHMHAIMe TUllpaHaBUp/PUTOHABUD WM TJIEKalpeBUP/MUOpEHTACBUp J03a aTopBacTaTHHA
He J0JDKHA mpeBblmarh 10 Mr/cyTky.

He pexoMennyeTcss mpuMEHSATh AaropBacTaTHH MalME€HTaM, MOJy4YalollUM  Teparuio
JIETEPMOBHPOM COBMECTHO C LIUKJIOCTIOPUHOM.

dapMaKOKHHETUYECKHE JIEKApPCTBEHHbIE B3aUMOAECUCTBUS, KOTOPbIE MPUBOJAT K MOBBIIICHUIO
CUCTEMHOM KOHIIEHTpAlLlMU aTOpBacTaTHHA B IUIa3Me KPOBHU, TaKKe OBbLIIM OTMEUYEHBI C JPYTUMU
WHTUOUTOpaMu MpOTEa3bl BHpYyca HMMYHOACPUITNTA YeJI0BeKa (BUY)
(JTOMMHABUPOM/PUTOHABUPOM,  CAaKBHHABUPOM/PUTOHABUPOM, JIapPyHABUPOM/PUTOHABUPOM,
(dacamnpenaBupoM, GocaMIpeHaBUPOM/PUTOHABUPOM H  HEIb()OHABUPOM), HHTHOUTOpPAMHU
npoteasbl renatura C (GouenpeBup, 310aCBUP/TPa3ONPEBUP, CUMENPEBUP), KIAPUTPOMUIIMH,
UTpakoHa3osl u JjerepmoBup. CrenyeT coOI0IaTh OCTOPOKHOCTH IPH OJHOBPEMEHHOM
Ha3HAYEHUH C aTOPBACTAaTUHOM. PexoMeH]IyeTcsi MpOBECTH COOTBETCTBYIOIIYIO KIMHUYECKYIO
OLICHKY M TNPUMEHATh CaMyl HU3KYI0 3((eKTUBHYIO 103y aropBacTaThHa (CM. pa3Aeibl
«Oco06ble ykazanus» u «B3zaumoaenicTBre ¢ IpyruMu JIEKAPCTBEHHBIMU CPEICTBAMUY).

ITo0ouHOe nelicTBHE

ATtopBacTaTUH OOBIYHO XOpomIO rnepeHocurcs. [To0odYHbIe peakiuyu, Kak MPaBWIO, JIETKHE H
MPEXO/ISIIHE.

[ToGouHble peakiuu pacrmpefeNeHbl MO YacToTeé B COOTBETCTBHH CO  CIEAyoIIel
knaccudukanueit: «dacto» (= 1/100, < 1/10); «aeuacto» (= 1/1000, < 1/100); «peaxo» (=
1/10000, < 1/1000); «ouenn penko» (< 1/10000); «gactoTa HEeU3BECTHA» (HEBO3MOXKHO OIICHUTH
Ha OCHOBaHUH UMEIOIIUXCS TaHHBIX).

Hngpexyuu u uneazuu

Yacmo — Ha30(apuUHTUT.

Hapywienusa co cmoponst Kpogu u 1umgamuuecKkoil cucmemol

Peoxo — TpomOoOITUTOTIEHUSI.

Hapywenusa co cmoponst UMMYHHOU CUCHIEMbL
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Yacmo — anneprudeckue peakiiuu; oyeHb peoko — aHaUITaKCHsL.

Hapywenua memabonuzma u numanus

Yacmo — TUNEPTIUKEMHUs]; Heuacmo — TUTIOTIIMKEMUS, YBEITWYEHUE MacChl Teja, aHOPEKCHS;
yacmoma HeuszgecmHa — CaxapHBIM UA0ET: YacToTa pPa3BUTHS 3aBUCUT OT HAIWYUS WIH
oTCcyTcTBHSI (DAKTOPOB pHICKa (KOHIIEHTPAIUS TITFOKO3bI HATOMIAK > 5,6 MMOJIB/J, HHACKC MAaCChI
tena (UMT) > 30 xr/mM? mOBBINIEHHAs KOHIEHTPALUs TPUIIIMIEPUIOB, apTepUaibHas
TUIEPTEH3Usl B aHaMHE3e).

Ilcuxuueckue napywienusn

Heuacmo — «xommapHbie» CHOBUACHHS, 0ECCOHHUIIA; YaACmMoma Heu38ecmHua — JACTPecCcus.
Hapywenusa co cmoponst Hepenoii cucmemol

Yacmo — ronoBHas 00Jib; Heuacmo — TOJIOBOKPYKEHHE, MApPECTe3Usi, TUIIECTE3Us], HapyIIeHNe
BKYCOBOTO BOCIIPUSITHS, aMHE3HUsI; peoko — nepudepudeckast HEHpOMmaTusi; uacmoma Heuseecmuda
— TIOTePS W CHUKEHUE TIaMSITH.

Hapywenusa co cmoponst opzana 3penus

Heuacmo — BO3SHUKHOBEHHE «TICJICHBI» TEPE] TIIa3aMu; peoko — HapYIIECHUs 3pCHHUSL.
Hapywenusa co cmoponst opzana ciyxa u 1adupunma

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

Hapywenus co cmoponst 0bixamenbHoll cucmemol, 0p2anoe ZPyOHoIl KI1emKu u cpedocmeHus
Yacmo — 607b B ropie, HOCOBOE KPOBOTEUEHUE; YACMOMA HeuzsecmHa — €IUHUYHBIE CIIydau
WHTEPCTUIIMATLHOTO 3a00JIeBaHUS JIETKUX (0OOBIYHO MPH JJIUTETLHOM TPUMEHEHUN ).
Kenyoouno-kuuwieunvie napyuienus

Yacmo — 3anop, METEOPHU3M, IUCIEICHS, TOIIHOTA, AUAPEs; Heuacmo — pBOTa, O0Jb B KHUBOTE,
OTPBDKKA, TAHKPEATUT, TUCKOM(OPT B KUBOTE.

Hapywenus co cmoponst neyenu u j#cenuegvle00auiux nymeil

Heuacmo — renatur; peoko — X0JeCTa3; oueHb pedko — NeYeHOYHas HEeJ0CTaTOYHOCTb.
Hapywenus co cmoponsl KOJicU U NOOKOMHCHBIX MKaAHEll

Heuacmo — kpanuBHUIA, KOKHBIN 3y]l, KOXKHAs ChIMb, AIOTEIHS; peOKO — aHTHOHEBPOTUYECKUI
OoTeK, Oysuie3Has Cblllb, MoluMOp(dHas SKcCydaTUBHAs dpureMa (B TOM 4YHCIE CHHAPOM
CruBeHca-/[>koHCOHA), TOKCUYECKHI1 MU aepMaIbHbI HeKponu3 (cunapoM Jlaitenna).
Hapywenusa co cmoponvl MbluieuHoll, CKeJ1emHoll U COeOUHUMEeNbHOU MKAHU

Yacmo — Muanrus, apTpayrusi, 00Jb B KOHEYHOCTSIX, CYZAOPOTH MBIIIII, IPUITYXJIOCTh CYCTaBOB,
00Jb B CIIHE, MBIIIIEYHO-CKEJIETHBIE O0JIH; Heuacmo — 00JIb B IIee, MBIIIEUHAs CI1ab0CTh; peoKo
— MHOTATHSI, MHO3UT, PabJOMHOJIM3, TEHAWHOMATHA (B HEKOTOPBIX CIydasx C pa3pblBOM
CYXOXUJIHS); Yacmoma Heuzgecmua — IMMYHOOTIOCPEIOBaHHAs! HEKPOTU3UPYIOIIAs MUOTIATHSL.
Hapywenusa co cmoponl penpooyKmueHoil cCucmemvl U MOJT0YHbBIX Jiceile3

Heuacmo — MNIOTEHIINS; 04eHb peOKo — THHEKOMACTHS.

Oougue napywienusn u peakyuu ¢ mecme 66€0eHUA

Heuacmo — HenmomoraHue, acTEHUYECKUN CHHIPOM, OONb B Tpyau, mepudeprueckue OTeKH,
MOBBIIIEHHAs! YTOMJISIEMOCTb, JINXOPAJIKa.

Jlabopamopusie u uncmpymenmanvHvle OaHHblE
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Yacmo — OTKJIIOHEHUE OT HOPMBI Pe3yJbTaToOB «eueHOYHbIX» TecTOB (ACT u AJIT), noBeilieHue
aKTUBHOCTHU ChIBOpoTOUHOU KpeatuHochokunaszsl (KDK); neuacmo — nelikonurypus; vacmoma
HeusgecmHa — TIOBBIIICHNE KOHIICHTPALUH TJIMKO3MWINpOoBaHHOTO TeMorinoonHa (HbAT).

Jemu

[ToGouHbBIe peakiuu, CBSI3aHHBIC C TIPUEMOM aTOPBACTATHHA, M0 KOJUYECTBY HE OTIUYAIUCH OT
peakuuii Ha ¢doHe mpuema rianedo. Hambonee wacThiMu peakuusiMH, BHE 3aBUCUMOCTH OT
YaCTOTHI KOHTPOJIA, SBJISUIMCH HH(PEKITUH.

Jletn u noapoctku B Bo3pacte oT 10 mo 17 neT, KOTOphle JIEYMWINCh aTOPBAaCTaTUHOM, UMENN
npoduiib MOOOYHBIX APPEKTOB, KOTOPBIM COOTBETCTBOBAJ OOBIYHO MAILMEHTY, MOJIyYaBIIEMY
miane6o. HaumbGonee pacnpocTpaHeHHbIMU MOOOYHBIMU 3(pdeKkTamMu, KOTOpble HaOIIOAATUCH
HE3aBHUCHUMO OT OIEHKH MPUYHNHHO-CIICJICTBEHHBIX CBsI3€i B 00EUX rpyIinax, OblIu HH)EKIUN.

B xoxe 3-metHero uccienoBaHUS TSI OLIGHKH OOIIETO CO3PEBAaHUS W PA3BUTHS, CTAIUH TIO
Tanuepy, a Takke U3MEPEHUS POCTa M Beca, HE HAOIIOAAIOCh KIMHUYECKA 3HAYUMOTO BITUSTHUS
Ha pocT M mojoBoe co3peBaHue. llpodunp OGe30macHOCTH M MEPEHOCHUMOCTH Yy JeTed u
MOJPOCTKOB B OCHOBHOM COOTBETCTBOBAJI M3BECTHOMY MPOQIIII0 6€30TaCHOCTH aTopBacTaTHHA
Y B3pOCIIBIX MAI[UEHTORB.

baza maHHBIX O KIMHUYECKON 0€30MacHOCTH TaKXKe BKIIIOUAET B ceOs JaHHBIE, MOJYYECHHbIE OT
520 manmMeHTOB JETCKOTO BO3pacTa, MOJYYaBIINX aTOpBacTaTWH. M3 HUX: 7 manueHToB OBLIN
mianme 6 jer, 121 maumeHT — B Bo3pacte oT 6 1m0 9 ner, u 392 nmanueHTa HaXOIWIHUCh B
Bo3pacte oT 10 o 17 ner. Ha ocHOBaHMM MMEIOMMXCS JAHHBIX YaCTOTA, THUI U CTETIEHb TSKECTH
Mo060YHBIX (H(PEKTOB y IeTel CXOKU ¢ aHAJIOTUYHBIMH TMOKA3aTEISIMU Y B3POCIIBIX.

[Ipu npuMeHeHUH OTAEIbHBIX CTATUHOB HAOIIOAANUCH CIEAYIOIUE HEeXelaTellbHbIe M0O0YHbIe
3¢ eKThI:

*HapyLIEHUE MOJOBON (YHKIINH;

*JIenIpeccus;

*B HCKIIIOYUTENIBHBIX CIIydasix, OCOOCHHO NpU UIMTEIBHOW Tepanuu, WHTEPCTULHATbHAsS
007e3Hb JeTKuX (cM. pazaen «Ocolble yKazaHus»);

*caxapHbIi TUa0eT: 4YacToTa 3aBUCUT OT HAJIMYUS WM OTCYTCTBUA (PAaKTOPOB pHCKa (TIIOKO3a B
KpPOBHM HaToIlaKk > 5,6 Mmonbs/n, UMT > 30 xr/M2, NOBBILICHHBIE YPOBHH COIEPKAHUS
TPUTTULEPUIOB, UMEIOIIASICS TUIIEPTOHHUS).

Ilepeno3upoBka

Criennuyeckoro aHTUIO0TA IJIs JICUEHUs TIEPeJO3UPOBKH aTOPBACTATUHOM HET.

B cnywsae mnepemo3upoBKH CleqyeT MPOBOAMTH CHUMITOMAaTHYECKOE JIEUEHHE 10 Mepe
HeoOxomumoctu. CrenyeT MmpoBeCcTH (DYHKIMOHATBHBIE TECTHI MEYEHHM W KOHTPOJIUPOBATH
aktuBHOCTh K®K. Ilockonbky mpemaparT akTHBHO CBSI3bIBaeTCA C OeJIKaMu IUIa3Mbl KPOBH,
remMouann3 Hed(h(HeKTUBEH.
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B3anMmopeiicTBHe ¢ APYTrUMH JIeKAPCTBEHHBIMH CPeACTBAMH

Bo Bpems neuenus unruouropamu I'MI'-KoA-penykrassl npu 0JHOBPEMEHHOM IPUMEHEHUU
UKIOCNOpHHA, (PUOpPATOB, HUKOTHMHOBOW KHCIOTHI B JIUMNMIACHIDKAIOMKX go3ax (Oonee 1
r/cyTku) wunm uHruouropoB m3opepmenta CYP3A4/rpancnoptHoro Oenka (Hampumep,
SPUTPOMHUIIMHA, KIAPUTPOMULIMHA, HPOTHUBOTPUOKOBBIX CpPEICTB — IPOM3BOJHBIX a30Ja)
MOBBIMIACTCST PUCK MHonatuu (cMm. pazzpensl «Crocod mpuMeHeHHs W J03b» U «OcoOble
YKa3aHUs»).

Hnzuoumopeul uzogpepmenma CYP3A4

ITockonbky aTtopBacTaTMH MeTabosusupyercs uzopepmentom CYP3A4, coBMecTHOE
MpUMEHEHHE aTopBacTaThHa ¢ HHruouropamu uszodpepmenta CYP344 MOXKET NPUBOIUTH K
YBEJIMUEHUIO KOHIIEHTpAIl[MM aTopBacTaTHMHa B IUIa3Me KpoBH. CTeneHb B3aUMOJAEWUCTBUS U
spdekTa MOTESHIUPOBAHUS ONPEIENAOTCS BapuabeIbHOCThIO BO3JEHCTBUS Ha H30(EPMEHT
CYP344.

bouio  ycraHoBiieHO, 4YTO MOUIHBIE HMHrUOUTOPHl u30pepmenta CYP3A4 mnpuBoaar K
3HAYUTEIHHOMY TOBBIIICHUIO KOHIEHTPAllMU aTopBacTaTMHa B Iula3Me KpoBu. Criemyer 1o
BO3MOXHOCTH H30€eraTb OJHOBPEMEHHOTO NMPUMEHEHMsI MOIIHBIX MHTHOMTOPOB H30(epMeHTa
CYP3A4 (Hampumep, UMKJIOCIIOPHH, TEIUTPOMHUIIMH, KIAPUTPOMUIIMH, JI€TABUPIMH,
CTUPHIIEHTOJI, KETOKOHA30J1, BOPUKOHA30J]1, UTPAKOHA30J1, T03aKOHA30JI U HHTUOUTOPBI POTEa3bl
BUY, Bxitouasi puTOHaBUD, JIOMMMHABHD, aTa3aHABUDP, MHAWNHABUD, AapyHaBUp U apyrue). Ecmu
OJIHOBPEMEHHBIM IMPHUEM 3THUX MpenapaToB HEOOXOIUM, CIEIyeT PacCMOTPETh BO3MOXKHOCTh
Hayaja TEpalud C MMUHMMAJIBHOW O3bI, a TAKXKE CIEAYET OLICHUTHh BO3MOYKHOCTH CHHYKEHHS
MaKCHMAJIbHOM J103bI aTOPBACTAaTHHA.

YMmepennbie uHruOuTopnl uzopepmenta CYP3A44 (Hanmpumep, SPUTPOMHIIUH, IUITHAZEM,
BepanaMui U (pIykoHa30J1) MOTYT NPUBOJIUTHh K YBEIMUYCHHIO KOHLIEHTPALMM aTOpBacTaTHHA B
miasme kpoBu. Ha ¢one omHOoBpemeHHOTro mpuMeHeHuss MHruouTopoB I'MI'-KoA-pemykrassi
(cTaTMHOB) U SPUTPOMMIIMHA OTMEUAJIN TOBBIILIEHHbIN PUCK pa3BUTUS Muonatuu. VccienoBanus
B3aUMOJICHICTBUS aMHOJAPOHA WJIM BepalaMuia U aTopBacTaTMHA HE IMPOBOAMINMCH. M3BecTHO,
YT0 ¥ aMHMOJAapOH, M BepalmaMuil MHIUOMPYIOT aKTUBHOCTh u3opepmenta CYP3A4, u
OJIHOBPEMEHHOE IIPUMEHEHHE JOTUX MPENapaToB € aTOPBACTATMHOM MOJKET IPUBECTH K
MOBBIIIEHUIO OJKCIIO3ULIMM aTropBacTaTMHa. B CBfA3M € 3TUM pEKOMEHAYeTCs CHU3UTh
MaKCHUMAJIbHYIO /103y aTOpBacTaTMHA W MPOBOJUTH COOTBETCTBYIOIIUNA MOHUTOPHHI COCTOSHUS
NaleHTa MpU OJHOBPEMEHHOM IPUMEHEHMHM C YMEPEHHbIMH HMHIMOMTOpaMH H30(pepMeHTa
CYP3A4. KoHTpoJb CleAyeT OCYIIECTBIATH MOCIe Hayana Teparnuu 1 Ha (oHe U3MEHEHUS 03kl
MHTUOHUTODA.

T'emehubposun/pudbpamor

Ha ¢one npumenenuss ¢pubpaToB B MOHOTEpamnuu MEPUOAWYECKH OTMEYaIM HEXellaTelbHble
peaknuu, B TOM 4Hcie, pabJOMUOIIN3, KaCAIOLIUIICS CKEIeTHO-MbIIIEYHOM cucTeMbl. Puck Takux
peakuuii Bo3pacTaer Ipy 0JHOBPEMEHHOM IIPUMEHEHUHU (pUOPaTOB U aTOpBacTaTHHA.
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B cnydae ecniu OJHOBpPEMEHHOTO NPHUMEHEHHUsS 3THX IPENapaToB HEBO3MOXHO H30€XaTbh, TO
ClIeyeT NPUMEHSATh MUHHMAJIbHYIO0 3((EKTUBHYIO 103y aTOpBACTaTHHA, a TaKXKe CIEIyeT
IIPOBOJUTH PEryJISPHBIA KOHTPOJIb COCTOSIHUSI ITALUEHTOB.

Izemumub

[IpumeneHue »3eTMMHOa CBSI3aHO C Pa3BUTHUEM HEXKENATENbHBIX pPEAKUMHA, B TOM 4YHCIE
paboMHOoIH3a, CO CTOPOHBI CKEIIETHO-MBINIEYHON CHCTEMBI. PHCK TakMX peakiuid MOBBIMIASTCS
IpY OJHOBPEMEHHOM MPUMEHEHHM 33eTMMHUOa M aropBacTaThHa. /il TakuWxX MalMEeHTOB
peKoMeHayeTCs TIaTeNIbHOEe HAOII0IEHNE.

Opumpomuyun/Knapumpomuyun

[Ipu ogHOBpEMEHHOM NMPUMEHEHUH aTopBacTaTuHa U 3puTpomuIiHa (1o 500 mr 4 pasza B CyTKH)
win kiaaputpomuimHa (mo 500 mr 2 pasa B cyTku), uHruoutopoB muzodpepmenrta CYP3A4,
HaOJI0JAJIOCh TIOBBIIIEHWE KOHIIGHTPAllUM aTopBacTaTWHa B IUIa3Me KpOBU (CM. pasjen
«Oco06ble ykazaHus» u nojapaszaen «PapMakOKUHETHKAY).

Hneubumopwvr npomeas

OpHoBpeMeHHOE MPUMEHEHHE AaToOpBAacTaTUHA C WHIUOUTOpaMHu NpoTea3, M3BECTHBIMU Kak
uHruoutopel  m3odepmenta CYP3A4, compoBOXKIaeTcsd YBEJIWYEHHEM  KOHLIEHTpalUu
aTopBacTaTHHA B IJIa3Me€ KPOBH.

Junmuazem

CoBmecTHOE MpUMEHEHUE aTopBacTaThHA B 03¢ 40 Mr ¢ guiiTiazeMoM B J103e 240 Mr NpuBOIUT K
YBEJIMYEHUIO  KOHLIEHTpAlMM  aropBacTaTMHa B  IUIla3Meé  KpoBH  (CM.  moapasfen
«DapMaKOKMHETHKAY ).

L{umemuoun

Knunnyecku 3Ha4MMOro B3aMMOJEMCTBUS aTOPBACTATHHA C [IUMETHINHOM HE OOHAPYKEHO (CM.
noapaznen «DapMakOKUHETUKAY).

Umparonaszon

OpHoBpeMeHHOE MPUMEHEHHEe aTopBacTaTHHA B 1o3ax oT 20 mr 10 40 Mr U UTpakoHa3oJja B 103€
200 wmr mnpuBoauno K yBenuueHuto 3Hadenuss AUC artopBactaTMHa (CM. mozpaszien
«DapMaKOKUHETHKA).

I petinghpymosuiii cox

[Tockonpky rpelndpyToBblii COK CONEPKHUT OJWH WM Oo0jiee KOMIIOHEHTOB, KOTOpPbBIE
uHruoOupyroT usodepment CYP3A4, ero upesmepHoe notpednenue (Oonee 1,2 1 B IeHb) MOXKET
BBI3BATh YBEJIMUEHHE KOHIIGHTpAIlMM aTopBacTaTWHa B IUIa3Me KPOBH (CM. TOJpa3aen
«DapMaKOKHHETHKA).

Hneubumopvl mpancnopmuozo benka

ATOopBacTaTHH MpeACTaBiIseT CcOO0O0H CcyOcTpaT TpaHCHOPTEPOB (EPMEHTOB ME4YEeHH (CM.
noapaznen «DapMakOKMHETHKAY).

CoBMmecTHOE MpUMEHEHHe aTopBacTaTHHA B J1o3e 10 Mr M MUKIOCHOpHHA B J03€ 5,2 MI/KI/CYT
MIPUBOAMIIO K MOBBILICHUIO YPOBHS BO3JeicTBUs aTopBacTatuHa (cootHomenue AUC: 8,7) (cm.
noapaznen «®dapmakokuHeTHukay). LlUKIOCTIOpHH SBIETCS HWHTHOUTOPOM TPAHCHOPTHOTO
NOJIMMENTUAa  opraHuyeckux aHuoHoB 1Bl (OATPIBI), OATPIB3, mpoteuHa,
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ACCOI[MMPOBAHHOTO C MHOXXECTBEHHOM JeKkapcTBeHHON ycrohuumBocThio 1 (MJIV1) u OGenka
PE3UCTEHTHOCTH paka MOJIOYHOM »keje3bl, a Takke CYP3A44, cnenoBaTelbHO, OH TOBBIIIACT
YpOBEHb BO37eicTBUs aTopBacTaThHa. CyTOoYHas J03a aTOpBAacTaTHMHA HE JOJDKHA MPEBBINIATH
10 mr (cm. pazaen «Crioco0 MpUMEHEHHUS U J03bD»).

I'nexanpeBup u nubpenTacBup sBisitoTcss uaruoutopamu OATPIB1, OATP1B3, MJIY1 u 6enka
PE3UCTEHTHOCTU paKa MOJIOUHOW JKele3bl, CJIEJOBATEeIbHO, OHHU IIOBBIIIAIOT YPOBEHb
BO3JIeficTBUS aropBacTaTuHa. CyTo4Has 1032 aTopBacTaTMHA HE JOJDKHA IpeBbIuath 10 Mr (cM.
paznen «Croco0 MpUMEHEHUs U JO3bD»).

CoBMecTHOE IpUMEHEHUE aTopBacTaThHa B 03¢ 20 Mr u serepMmoBupa B J103e 480 Mr B CyTKH
MIPUBOJIWIIO K MOBBIIIEHUIO YPOBHS BO3/IecTBUs aTopBacTatiHa (cooTHomenue AUC: 3,29) (cm.
noapaznen «dapmakokuHeTHKay). JlerepMoBUp sIBiIsIeTCS MHTMOMTOpOM TpaHcmoprepos P-gp,
BCRP, MRP2, OAT2 u mneudenounoro tpaHcnoprepa OATP1B1/1B3, Takum oO6pa3om, OH
YCUJIMBAa€T YpOBEHb BO3JIEHCTBUS aTopBacTaThHa. CyTOuyHas 103a aTOpBacTaTHMHA HE JIOJDKHA
npesbimaTth 20 Mr (cM. pazaen «Crmoco0 mpuMeHEeHHs W J03bD»). BenmnunHa omocpenoBaHHBIX
nekapctBeHHbIX B3aumojeiictBuii CYP3A u OATPI1B1/1B3 Ha coBMmecTHOE MpHUMEHEHUE
MpernapaToB MOET OTIMYaTbCcsd TMpPU OJHOBPEMEHHOM Ha3HAYEHUH JIETEPMOBHpaA C
nukiocnopuHoM. He pexomeHIyeTcs NPUMEHSATh aTOPBACTAaTHUH MAallMEHTaM, MOJy4YalouuM
TEparnuio JIETEPMOBUPOM COBMECTHO C LIMKJIOCTIOPHHOM.

DOnbacBup W TpazonpeBup sABIAOTCS wHruOuTopamu OATPIBI, OATPIB3, MJIY1 u Genka
PE3UCTEHTHOCTU paKa MOJIOYHOW JKele3bl, CJIeJOBaTeIbHO, OHU MOBBIIIAIOT YPOBEHBb
BO3JeHCcTBUSA aTopBacTatuHa. ClienyeT NPUMEHATh C OCTOPOKHOCTBIO M B CaMOW HHM3KOM
HeoOxoauMoit 103e (cM. pazaen «Crocod MpUMEHEHHUS | JI03b1»).

Hnoykmoput uzogpepmenma CYP3A4

CoBMecTHOE NMPUMEHEHHE aTopBacTaTHHa ¢ MHAyKTOpamHu u3odepmenta CYP3A4 (manpumep,
sdaBupeH3oM, pUPAMIUIMHOM WIH MpernapaTaMu 3Bepo00s MPOABIPSIBIEHHOTO) MOKET
MPUBOJUTh K CHW)KCHHMIO KOHIIGHTpAallMM aTopBacTaTMHa B IUIa3Me KpoBHU. BcenenctBue
JIBOMICTBEHHOTO MEXaHHM3Ma B3aMMOJCHCTBHUS C pudaMmUIMHOM (MHIYKTOPOM H30(epMeHTa
CYP344 v wuHruOUTOpOM TpaHCHOpPTHOro Oenka remarouutoB OATPIBI), pekoMeHIyeTcs
OJIHOBpPEMEHHOE MPUMEHEHHE aTopBacTaTHHA U pU(PaMIHIINHA, TIOCKOJIbKY OTCPOUYEHHBIN MPHUEM
aTopBacTaTUHA MOCIe MpreMa pudaMIuIHa MPUBOIUT K CYILIECTBEHHOMY

CHIDKGHMIO  KOHLIEHTpallud  aTopBacTaTMHa B  IUla3Me  KpOBUM  (CM.  Mojpasfeln
«DapmakokuHeTHKay). OnHako BiIUsHUE pUdaMIUIIMHA HAa KOHIEHTPAIMIO aTOpBacTaTHHA B
renarouuTax HEUW3BECTHO M B CiIydae, €CIM OJHOBPEMEHHOIO IPHUMEHEHMSI HEBO3MOXKHO
n30exarhb, CIeyeT TIIATeIbHO KOHTPOJIUPOBATH dPPEKTUBHOCTh TAKOW KOMOWHAIIMK BO BpEMS
Tepanuu.

Anmayuovl

OnHOBpEMEHHBIN NpHUeM BHYTPb CYCIIEH3UH, COJEpKallled MarHus TUAPOKCHA U aJTOMHHHS
THUIPOKCHUJ, CHUXKaJI KOHIIEHTPALMIO aTopBacTaThHa B Iuia3Me KpoBH (n3meHeHue AUC: 0,66),
0JIHaKO cTeneHb cHkeHus: koHueHnTpauuu XC-JIITHII npu sToM He n3meHsnacs.

Denazon
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ATOpBacTaTHH He BIHsIECT Ha (hapMaKOKHHETUKY (PeHa30Ha, IIOATOMY B3aUMO/ICHCTBHE C JPYTUMU
npernapaTamu, MeTaboIM3UPYIOITUMHUCS TEMU K€ H30(hepMEHTaMHU IIUTOXPOMa, HE OXKHIACTCSI.
Konecmunon

[Ipu ogHOBpEeMEHHOM NPHUMEHEHWU KOJIECTUIIONIAa KOHIEHTpAIMs aTopBacTaTHHA B ILIa3Me
KkpoBu cHmwkanach (m3menenue AUC: 0,74), onHako runoJdnuaeMuueckuii  sddexr
KOMOWHAIIMM aTOPBACTAaTHHA W KOJECTUIIONA MPEBOCXOIWJI TAKOBOW KaKJIOTO Tpernapara B
OT/I€TbHOCTH.

Jueoxcun

[Ipy moBTOpHOM TIpHUEME JWTOKCMHA W aropBacTaTMHa B 03¢ 10 Mr paBHOBECHBIC
KOHIICHTPAIIUU JUTOKCHHA B TUIa3Me KPOBH HE MEHsUTHCh. OJTHAKO TIPU MPUMEHEHUHU TUTOKCHUHA
B KOMOMHAIMHM ¢ aropBacTaTHHOM B 03¢ 80 MIr B CYTKM KOHIICHTpPAlMsl JUTOKCHHA
yBenuuuBaiach (u3meHenne AUC: 1,15). [lanuenTtsl, noiydaromue JUTOKCUH B COUYETaHHUH C
aTOPBACTaTHHOM, TPEOYIOT COOTBETCTBYIOIIETO HAOTIOCHUSI.

Azumpomuyun

[Ipn ogHOBpEMEHHOM MPUMEHEHUH aTopBacTaThHA B 103€ 10 Mr 1 pa3 B CyTKM M a3UTPOMUIIMHA
B 03¢ 500 Mr 1 pa3 B CyTKH KOHLEHTpAIUs aTOPBACTATHHA B IJIa3M€ KPOBU HE M3MEHSIIACH.
Ilepopanvrvle konmpayenmuensi

[Ipy OIHOBpEMEHHOM MPUMEHEHUU AaTOpPBACTaTMHA M IEPOPAIBHBIX KOHTPALIENITUBOB,
COJIepKalllUX HOPATHCTEPOH U STUHWIACTPAINOJ, HAOIIOJAIOCh TMOBBIINIEHHWE KOHLIEHTPALUU
Hopatuctepona (n3menenue AUC: 1,28) u sturmicrpaanona (m3menenue AUC: 1,19). Dtor
sbdeKT cienyer y4uThIBaTh IMPU BHIOOpPE IMEPOPAIBHOTO KOHTpAleNTHBA Ui IKEHIIUHBI,
MIPUHUMAIOIIEN aTOPBACTATHH.

Tepgenaoun

[Ipn oAHOBpEeMEHHOM MPUMEHEHUWU aropBacTaTMHA W TepdeHaJAuHa KIMHUYECKU 3HAUYUMBIX
M3MEHEHUH (papMaKOKUHETHKHU TepdeHa MHa HE BBISBICHO.

Bapgapun

B knMHMUYECKOM HCCIEOBAHMU Y MALMEHTOB, PErylIsIpHO MOJYYArOIIUX TEpanuio BappapuHOM
IIpU OJHOBPEMEHHOM IPUMEHEHUU aTopBacTaTMHa B J03¢ 80 Mr B CYTKH, NPUBOAWIO K
HEOOJIBIIOMY YBEIUYEHHUIO MPOTPOMOMHOBOTO BpEeMEHH NpUONu3MTeNbHO Ha 1,7 CexyHJ B
TeueHue nepBbix 4 aHei Tepanuu. [lokazarens Bo3Bpamiaics K HOpME B TeueHue 15 aneit
Tepanuu aropBacTaTUHOM. HecMoTpss Ha TO, YTO TOJBKO B PEOKUX CIIy4yasix OTMEYasu
3HAYUTENBHOE B3aUMOJICICTBUE, 3aTparuBarolliee aHTHKOATYASHTHYIO (YHKIUIO, CIEAyeT
OTIpeJIeIUTh MPOTPOMOMHOBOE BpeMs JI0 Hayajga Tepaldd aTOpBACTaTUHOM Y MAalMEHTOB,
MOJIYYaroUIUX TEpalui0 KyMapUHOBBIMH AHTUKOATYISHTAMHM, M JIOCTATOYHO YacTO B MEPHOJ
Tepanuu, 4ToObl MPEJOTBPATUTH 3HAYUTENHFHOE M3MEHEHHE MPOTPOMOMHOBOTO BpemeHH. Kaxk
TOJBKO OTMEYAIOTCS CTaOWIbHBIE HUGPHI MPOTPOMOMHOBOTO BPEMEHH, €ro KOHTPOJIb MOXHO
MpPOBOJUTHh TaK K€, Kak pPEKOMEHAYIOT HJsi MallMeHTOB, MOJy4YalolluX KyMapUHOBbIE
AQHTUKOATyJsHTHL. [Ipy U3MeHeHnn 03Bkl aTOpBAacTaTUHA WM MPEKPALIEHUN Tepanuu KOHTPOJb
MPOTPOMOMHOBOTO BPEMEHHU CJEeNyeT MPOBECTH MO TEeM K€ MPHUHIMIAM, YTO ObUIM OMUCAHBI
Bhilie. Tepamust aTopBacCTaTMHOM HE ObLIa CBSi3aHA C Pa3BUTHEM KPOBOTEYCHHUS WIIU
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RENEWAL KOMITAHHS OBHOBJIEHUE
Teu./¢axc: 8 (800) 200-09-95

M3MEHEHHMSIMA TPOTPOMOMHOBOTO BpPEMEHHM Yy MAIMEHTOB, KOTOPBIE HE MOJIydalul JIeYeHUE
AQHTHUKOATYJSTHTAMHU.

Konxuyun

HecmoTpst Ha To, 4TO HCCIIEOBAHHUS OJTHOBPEMEHHOTO MPUMEHEHUS KOJIXUIIMHA M aTOPBACTATHHA
HE TPOBOIWINCH, MMEIOTCS COOOMICHWS O pPa3BUTUM MHONATUU TP TPUMEHEHUH JaHHOU
komMOuHammu. [Ipy OJHOBpEeMEHHOM TPHMEHEHWH AaTOpBACTaTHHA W KOJXHUIMHA CIIEIyeT
coOII01aTh OCTOPOKHOCTb.

Amnoounun

B wuccnemoBaHWM JEKapCTBEHHOTO B3aUMOJACWCTBHS Yy 3I0POBBIX HCIBITYEMBIX, COBMECTHOE
IpUMeHeHue aropBacTaTMHa B Jo3¢ 80 mr u amiyoaunuHa 10 Mr npuBeno K KIMHHUYECKU
HE3HAYMMOMY YBEJIMYEHHIO KOHLIEHTpauu aropBactatuHa (m3menenue AUC: 1,18).

Dy3uooeas kucioma

Bo BpeMs MOCTMapKETHHIOBBIX HCCIEAOBAHUN OTMEUalM CiIydyaud pa3BUTHS pabaoMHUONU3A Y
MAIMEeHTOB, MPUHUMAIOIINX OJHOBPEMEHHO CTATWHBI, BKJIIOUAs aTOPBACTATHH M (Y3HUIOBYIO
KHCJIOTY. MexaHu3M JaHHOTO B3aWMMOJCHCTBHS HEWU3BECTEH. Y MAaIMEHTOB, Uil KOTOPBIX
WCTIOJb30BaHNE (PY3UTOBOM KHCIOTHI CUYHATAIOT HEOOXOJWMBIM, JIEYCHHWE CTATHHAMHU JIOJIKHO
OBITh NPEKpallleHO B TEYEHHWE BCEro Iepuoja NpUMEHEHHs (y3uIoBOM KUCIOTHL. Tepamnus
CTaTUHAMU MOXXET OBITh BO30OHOBJICHA uepe3 7 JHEH Tociie MmocienHero mnpueMa (py3umoBoi
KHACIOTBl. B HCKIIOYMTENBHBIX CllydasX, I/lé HeoO0XoAuMa NpOJOJDKUTEIbHAs CUCTEMHAas
Tepanus (Qy3uI0BOM KUCIOTOM, Hampumep, IJIs JIEYEHUs TSDKENbIX MHQEKIMH, He00X0AUMOCTb
COBMECTHOT'O IIPUMEHEHUs aTopBacTaTHHA U (y3UJA0BOM KUCIOTHI JOJDKHA OBITH pAaCCMOTPEHA B
KaX/IOM KOHKPETHOM cllydyae M I0J CTpOoruM HaOmoneHueM Bpaya. llanmeHT nospkeH
HEMEJUIEHHO OOpaTUThCS 3a MEIUIMHCKON MOMOILBIO MPHU NOSABJICHUH CHUMITOMOB MBIIIEYHON
cJ1a00CTH, YyBCTBUTEIBHOCTH WM OOJIH.

Lpyaas conymcmeyrowas mepanusi

B kInMHMYeCKUX MCCIENOBAHUAX ATOPBACTATUH IPUMEHSUIM B COYETAHUU C T'MIIOTEH3MBHBIMU
CpeACTBaMU M 3CTPOreHaMU B pPaMKax 3aMeCTHTEIbHOI rOPMOHAIBHON TepanuH.

[IpU3HAKOB KIMHMYECKM 3HAUYUMOIO HEXEJIAaTelIbHOTO B3aUMOJEHCTBHS HE OTMEYEHO;
HCCIIEIOBAaHUS B3aUMOICHCTBHS CO CHIELM(PUUECKIUMH ITpernapaTaMyu He POBOIUIIUC.

Kpome Toro, ormeyanoch MOBBIIIEHHE KOHLEHTPALMM aTOpBACTaTHHA HPU OJHOBPEMEHHOM
IPUMEHEHUH ¢ MHruoutopamu npoteassl BUY (komOuHauuu JONMHAaBHpa W PUTOHABUDA,
CaKkBMHaBMpa M PUTOHABHpA, AapyHaBUpa M PUTOHaBHpaA, (GocamnpeHaBup, (HocaMIpeHaBup c
pUTOHaBUpOM M HeapUHABUP), HUHIHOMTOpamMu mnpoteazbl rematura C  (OouenpeBup,
3510acBUP/TPa30NpPEBUP, CUMENPEBUP), KIAPUTPOMULIMHOM M  HUTpakoHazosnoM. Crenyer
coOI0IaTh  OCTOPOXKHOCTh MPHU OJHOBPEMEHHOM INPUMEHEHUH S3THUX MpPEenaparoB, a TaKxke
MPUMEHATH CaMyI0 HU3KYIO 3()(peKTUBHYIO 103y aTOpBacTaTHHA.

Brusanue opyaux npenapamog na ¢hapmakokunemuxy amopeacmamuna
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Teu./¢axc: 8 (800) 200-09-95
ATtopBacrart
HH
IIpenapar, 1o3upoBKa
Josa (mr) HN3menenue HN3meHeHue
AUC! Crax'
10
[ukmocopuH 5,2 MI/Kr/CyTKH, M O/IMH pas B
CYTKH, B TEUCHHUE 1B 8,7 paza 18 10,7 paza
MIOCTOSIHHAS JI03a .
28 nHen
Tunpanasup 500 mr 2 paza
B cyTku/putoHaBup 200 mr 10 wmr, +59.4 pasa + 5 8.6 pasa
2 pasa B CyTKH, B T€UCHHE OJIHOKpPaTHO
7 nHen
r 4 1
nekanpesup 400 mr 1 pa3 B 10 Mr o pas B
cyrku/mubpentacsup 120 mr
CYTKHU, B TEYEHHUE 1B 8,3 paza 1 B 22,00 pa3a
1 pa3 B CyTkH, B TEUECHHE .
o 7 nueu
7 nHen
Tenanpeup 750 mr Kamnbie 20 wmr, +87.9 pasa + 5 10,6 pasa
8 gacos, B Teuenue 10 gHel OJHOKPATHO
DOnbacsup B no3e 50 mr 1 pa3
B cyTku/rpazomnpeBup 200 mr 10 wmr,
1B 1,95 paza 1B 4,3 paza
1 pa3 B cyTKH, B T€UCHHE OJIHOKPaTHO
13 muen
b 800 mr 3 40
OLICTIPEBUDP Mr pa3ua MT, + 823 pasa + 827 pasa
B CYTKH, B TeueHHe 7 AHEH OJIHOKPaTHO
CumenpeBup B 103¢ 150 mr 40 ur
1 pa3 B CyTKH, B T€UCHHUE ’ 1B 2,12 paza 1B 1,7 paza
. OJIHOKPaTHO
10 nuent
Jlormuuasup 400 mr 2 paza 20 Mr o pas B
B cyTku/putoHaBup 100 mr
CYTKHU B T€UEHUE 1B 5,9 paza 1B 4,7 paza
2 pasa B CyTKH, B T€UCHHE .
. 4 nueit
14 nueint
CaxBunaBup 400 mr 2 pasa 40 T o pas B
B cyTKu/putoHasup 400 mr
CYTKH B TEYEHHUE 1B 3,9 paza 1B 4,3 paza
2 pa3a B CyTKH, B TEUECHHE .
.9 4 nHew
15 nuent
80 Mr oauH pa3 B
Knapurpomunus 500 mr 2 paza
. CYTKU B T€YEHHUE 1B 4,5 paza 1B 5,4 paza
B CYTKH, B TeueHHe 9 nHel .
8 nHei
HMapynasup 300 mr 2 paza 10 mr oauH pa3 B
B cyTku/putonasup 100 mr CYTKHU B T€YEHUE 1 B 3,4 paza 1B 2,2 paza
2 paza B CyTKH, B TEUEHHE 4 nuen
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AKITMOHEPHOE OBIIECTBO

= TIPOU3BOJICTBEHHAS ®APMAILEBTUYECKA S
RENEWAL KOMITAHM I OBHOBJIEHUE
Teu./¢axc: 8 (800) 200-09-95
9 nuei
Wtpaxonazon 200 mr 1 pilg 40 wr, + 833 pasa +51.20 pasa
B CYTKH B TeueHue 4 qHei OJIHOKpaTHO
J 480 mr 1 20
CTEpMOBHP ur paf 8 M 1 B 3,29 paza 182,17 paza
CTYyKH, B TeueHue 10 queit OJHOKPATHO
;DocaaneHaBI;Ip 700 mr 10 wr 1 pas 5
a3a B CyTKHU/pUTOHABU
P YTRHP P CYTKH, 1B 2,5 paza 1B 2,8 paza
100 mr 2 pasa B cyTKH, .
g B TeueHue 4 guei
B TeueHue 14 nueut
®ocammnpenasup 1400 mr 10 mr 1 paz B
2 pa3a B CyTKH, B TCUCHHUE CYTKH, 1B 2,3 pa3a 1 B 4,0 paza
14 moen B TeueHue 4 quen
10 mr 1 pa3z B
H 1250 mr 2
enduHaBUp MI pausa CYTKH, +5 1,74 pasa 15 2.2 pasa
B CYTKH, B TeueHue 14 nHeu B TeueHue 28
IHel
I'peit i 40
pefingpyrobit ot M 1B 1,37 pasa 1B 1,16 pasa
240 mn 1 pa3 B cyTKu OJIHOKPATHO
240 mr 1 40
Juntnazem mr 1 pa3 ) MT, +51.51 pasa + 5 1,00 pasa
B CYTKH, B TCUCHHE 28 THEU OJHOKPATHO
€] 500 mr 4 10
PHTPOMHIH ur pua3a M 1B 1,33 paza 1B 1,38 paza
B CYTKH, B TeueHHe 7 AHEH OJIHOKPaTHO
80 mr,
AmitonunuH 10 Mr, oJHOKpaTHO 1B 1,18 pa3a 180,91 paza
OJIHOKPaTHO
10 mr 1 pa3 B
300 mr 4
Humernaun Mmr 4 paza CYTKH L 5 1,00 pasa | 5 0.89 pasa
B CYTKH, B TCUCHUH 2 HE/IeTb B T€UECHHUE 2
HeZleb
40 mr 1 pa3 B
K 10 mr 2 .
OACCTHTION T8 MI 2 pasd ey He ycranoBneno | | B 0,74 pa3a
B CYTKH, B TeueHue 24 Helenb B T€UEHUE §
HEZEb
10 mr 1
Maanokc TC® 30 m 1 pas MPipase
. CYTKH B T€YEHHUE | B 0,66 pa3za 1 B 0,67 pa3a
B CyTKH, B TeueHHe 17 qHeu .
15 nueit
O¢asupens 600 mr 1 paz ) 10 mr, B TevquI/Ie | 50,59 pasa L5 1,01 pasa
B CYTKH, B TeueHHe 14 nHei 3 nHei
Pudamnuuun 600 mr 1 pa3 40 wir
B CYTKH, B TeueHUe 7 THen ’ 181,12 paza 1B2,9 paza
- OJIHOKpPaTHO
(0THOBpEMEHHOE IPUMEHEHHUE)
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AKITMOHEPHOE OBIIECTBO

= IIPOM3BOICTBEHHA S ®APMAIEBTUYECKA S
RENEWAL KOMITAHW A OBHOBJIEHUE
Teu./¢axc: 8 (800) 200-09-95

Pudammumma 600 mr 1 pa3 40

MT
B CYTKH, B TEYEHHE 5 THEN ’ 1 80,20 paza 1 B 0,60 paza

. - OJIHOKPATHO
(pa3zenbHbIN IpUEM)
I'emduodposzmn 600 mr 2 paza 40 wmr,
1 1

B CYTKH, B T€UeHHE 7 JHEN OJIHOKPATHO I8 135 pasa | 81,00 pasa
®enopubpar 160 mr 1 pa3 40 wmr, +5 1,03 pasa +5 1,02 pasa
B CYTKH, B Te€4eHHE 7 ITHEN OJJHOKpaTHO ’ ’

"lpencraBineHo OTHOLIEHHE TUIIOB TepanvH (COBMECTHOE NPHUMEHEHHE Mpenapara BMECTE C
aTOpPBACTATUHOM B CPABHEHUH C TIPUMEHEHUEM TOJIBKO aTOPBACTaTHHA).

*[Ipu 3HauMTenbHOM MNOTpeOieHuH rpendpyrosoro coka (= 750 ma — 1,2 1 B CyTKM)
otmedanu 6osbinoe yBenudernrne AUC (mo 2,5) w/mmu Cmax (o 1,71).

**Ha ocHoBaHuU 00pasiia, B3STOTO OTHOKpPATHO depe3 §-16 yacoB mocie mprema mpermnapara.
**#*Tak xak pudamnumH 001amaeT JTBOMHBIM MEXaHU3MOM B3aWMOJCHCTBHS, PEKOMEHIyeTCS
BBOJIUTH aTOPBACTaTHH W pU(DaMITUIIUH OJTHOBpEMEHHO. bojiee mo3aHMI MpueM aTopBacTaTHHA
mociie pruQaMIUIMHA CBSI3aH CO 3HAYMTENBHBIM CHIDKEHHEM KOHIICHTpAIlMA aTopBAacTaTHHA B
1a3mMe KpoBH.

2Jl03b CAKBMHABHMPA/PUTOHABHMPA, NPUMEHSBIIMECS B JAHHOM MCCIEIOBAHUH, OTIMYAIOTCS OT
JO3UPOBOK, KOTOpbIE HCIIOJNB3YIOTCSI B KJIMHHYECKOW mpaktuke. Crenyer y4UTHIBATS,
MOBBIIIEHUE 3KCIIO3UIIUN aTOPBACTATHUHA MPH KIMHUYECKOM NMPUMEHEHHH, CKOpPEEe BCETO BBILIE,
yeMm HaOirogaeMoe B JAHHOM HCCIEAOBaHMHM. B cBsi3u ¢ 3TUM cienyeT MpUMEHATh Hambolee
HU3KYIO JI03Y aTOpBacTaTHHA.

Brusnue amopeacmamuna na gpapmaxkoxkunemuxy opyaux npenapamos

IIpenapar, npuMeHsieMblii 0JJTHOBPEMEHHO C ATOPBACTATHHOM,
ATOpBACTATHH A103MpOBKa
IIpenapart/no3a (mr) Hsmenenne AUC™ | Usmenenne Cmax
80 mr 1 pa3 B cyTKH, Antunupus, 600 Mr
P yTu P 1 B 1,03 paza | B 0,89 paza
B TeueHue 15 qHeit OJIHOKPaTHO
80 wr 1 Jurokcun 0,25 mr 1 pa3
mr | pa3 B cyTku,
P yTv B CYTKH, B TeueHue 20 181,15 paza 1B 1,20 paza
B TeueHue 10 nuei .
JTHEN
IIepopainbHblie
KOHTpauenTuBsl 1 pa3
40 mr 1 pa3 B cyTKH, B CYTKH, B T€UEHUE 1B 1,28 paza 18 1,23 paza
B TeueHue 22 nHen 2 MecsleB
— HOPATHHJIPOH | Mr
— ATUHUJIACTPATUOI



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

4 AKIIMOHEPHOE OBILIECTBO
= [IPOU3BOJICTBEHHA S ®APMALIEBTUYECKAS
RENEWAL KOMITAHHS OBHOBJIEHUE

Teu./¢axc: 8 (800) 200-09-95

35 Mkr

Tunpanasup 500 mr 2
pasa
B CYTKU/pUTOHABUP
10 Mr, OJTHOKPATHO 200 mr 1 B 1,08 paza 180,96 paza
2 pa3a B CyTKH, B
TEUEHHE
7 nuen

docamnpeHaBup
1400 mr

2 pa3a B CyTKH, B 1 80,73 pa3a 1 B 0,82 pa3za
TEUYEeHUE

10 mr 1 pa3 B cyTKH,
B TedyeHUe 4 nHen

14 nueint

®ocamnpenasup 700 Mr
2 pa3a B
CYTKH/pUTOHABUP 1 B 0,99 pa3a 1 B 0,94 paza
100 mr 2 pasa B CyTKH,
B TeueHue 14 maen

10 mr 1 pa3 B cyTKH,
B TeyeHue 4 nHen

*HpeHCTaBHeHO OTHOIICHHUEC THUIIOB TEpaluu (COBMCCTHOC IIPpUMCHCHUEC IIp€Iiapara BMECTE C
ATOpPBACTAaTUHOM B CpaBHCHUU C IIPUMEHCHUEM TOJIBKO aTOpBaCTaTI/IHa).

Oco0ble ykazanust

Bausanue na neuens

Kaxk v npu npumMeHeHnn Ipyrux rUnoJunuIeMUYeCKUX CPEJICTB 3TOrO Kiacca, Py NPUMEHEHUH
aTopBacTaTMHA OTMEYalld yMEpEHHOE MOBbIIeHHE (0ojee 4eM B TPH pas3a MO CPABHEHUIO C
BEpXHEH TpaHUICl HOPMbI) aKTUBHOCTH «medeHouHbIx» TpaHcamuHaz ACT u AJIT. Croiikoe
MOBBILIEHUE CHIBOPOTOYHOM aKTHMBHOCTH «IIEYEHOYHBIX» TpaHcaMuHa3 (Oosiee yeM B 3 pasa 1o
CpPaBHEHHMIO C BepxXHeW TpaHulleli HOpMmbl) Habmomanoch y 0,7 % MalMeHTOB, MOTy4aBIIUX
aTopBacTaTHH. YacToTa mo10OHBIX U3MEHEHUH MpU MPUMEHEHUH mpenapara B go3ax 10 mr, 20
mr, 40 mr u 80 mr coctaBmsia 0,2 %, 0,2 %, 0,6 % u 2,3 %, coorBeTrcTBeHHO. IlOBBINICHHE
AKTUBHOCTH «II€YEHOYHBIX» TPAaHCAMHHA3 OOBIYHO HE COMPOBOXKIAIOCH KENTYXOU WU JPYTUMU
KJIIMHUYECKUMHU TposiBieHUsIMU. [Ipy CHUKEHUU J103bl aTOpBAacTaTUHA, BPEMEHHOW WIIM MOJHOM
OTMEHE Ipenapara akTUBHOCTh «IEUYEHOYHBIX» TpaHCaMHMHA3 BO3Bpallaiach K HCXOJHOMY
yYpOBHIO. BOJIBITMHCTBO MAIIMEHTOB MPOAOJIKAIN MIPHEM aTopBacTaTHHA B CHM)KEHHOH J103e 6e3
KaKUX-TH00 KIMHUYECKUX MMOCIEICTBUH.
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RENEWAL KOMITAHHS OBHOBJIEHUE
Teu./¢axc: 8 (800) 200-09-95

Jlo Havana Tepanuu, yepe3 6 Henenp U 12 Helenp nocie Hayajla IPUMEHEHNs aTOpBacTaTuHa WX
M0CJIE YBEIMYEHUS €r0 JI03bI HE0OXO0IMMO KOHTPOJIMPOBATh MOKa3aTeNH (DyHKIIUH MTEUYCHH.
OYHKIHIO MEYEHH CJIEeAYyeT KOHTPOJIMPOBATh TAKXKE NP MOSBICHUH KIMHUYECKUX MPU3HAKOB
MOpaKEHHS MeUeHU. B ciryyae MOBBIIEHUS aKTUBHOCTH «IEUYEHOYHBIX» TpancamuHas, AJIT u
ACT cnenyer KOHTpOJMPOBATh /10 TEX IMOp, [I0OKa OHa HE HOopManu3yercs. Ecinu moBbllleHHe
aktuBHOCTH ACT unmu AJIT Gonee yem B 3 pasa 1o CpaBHEHHMIO C BEPXHEH I'paHULENl HOPMBI
COXpaHSETCs, PEKOMEHAYETCS CHIKEHUE J03bl WM OTMEHa aropBacTaTuHa (CM. paszen
«IToGouHOE nericTBHEY).

ATOpBacTaTHUH cClle[lyeT NPUMEHSTh C OCTOPOKHOCTHIO Yy IALMEHTOB, KOTOPbIE MOTPEOISAIOT
3HAYUTENIbHBIE KOJMYECTBA aJIKOT0JI U/UIN UMEIOT B aHaMHe3€e 3a00JIeBaHUE TIEUEHHU.

AxTuBHOE 3a00JieBaHME T€UYEHU WIM TMOCTOSHHO IIOBBIINIEHHAs AKTUBHOCTb «II€YEHOYHBIX)»
TpaHCaMMHA3 IUIa3Mbl KPOBU HESICHOTO T'€HEe3a SIBJISIOTCS MPOTHBONOKA3aHUEM K NMPUMEHEHHUIO
aTopBactatuHa (cM. pasnen «[IpoTuBonokazanusy).

Jleiicmeue na ckenemnule Muluiybl

VY namueHToB, MOJy4yaBIIMX aTOpBAacTaTHH, OTMeuanach Muanrus (cM. paszznen «llobounoe
neiicteue»). /luarno3z Muonatuu cieayeT MpeanoiaraTe y nanueHToB ¢ quddy3sHoil Muairuei,
00JIe3HEHHOCTHIO WJIM CJIa00CThIO MBIIII] W/WIIM BBIPAKEHHBIM MOBBIIIEHHEM akTHBHOCTH KDOK
(6onee wem B 10 pa3 mo cCpaBHEHUIO C BEpXHEH TpaHUIe HOPMBI). Tepamuio mpemapaTom
AtopBactaTtuH PeneBan cieayeTr nmpekpaTHTh B CiIydae BBHIPaKEHHOTO MOBBIIICHHS] aKTUBHOCTHU
K®K, npu Hanuuuyi NOATBEPXKIECHHOW MHUOINATHUM WJIA TOJO3PEHHMH Ha €€ pa3BUTHE. Puck
MUOTIATUM TOBBIIIAJCS TpPU OJHOBPEMEHHOM TPUMEHEHHHM JIEKApCTBEHHBIX CpEICTB,
MOBBIIIAIONINX CUCTEMHYI0 KOHIEHTpAlLMI0 aTopBacTaTuHa (cM. pasnensl «BzaumopeiicTBue c
IPYruMu JIEKapCTBEHHBIMU CpeICTBaMm» u noJipa3ien
«DapMakOKUHETHKa»). MHorue W3 JTHX [pemnapaToB  HHTUOMPYIOT  MeTaboiu3M,
onocpenoBanublii  M3odpepmenToMm CYP3A4, w/wimm TpaHCIOPT JICKAPCTBEHHBIX BEIIECTB.
N3BectHo, uto m3odepment CYP3A4 — ocHOBHOW H30(DepMEHT IE€UEHU, YYaCTBYIOIIHHA B
ouorpancopmanu aroppacratuHa. llpumensis ArtopBactatuH PeneBan B coyeTaHuu C
¢bubpaTtamu, HPUTPOMULIMHOM, HMMMYHOJEHPECCAHTAMH, Aa30JIbHBIMH MPOTHUBOTPUOKOBBIMU
cpenctBamu, uHruouropamu mnpoteazsl BUY/BI'C, uHruburopamu HeCTpyKTypHOro Oenka
BupycHoro remaruta C (NS5A/NS5B), nerepMoBUpPOM WM HUKOTHHOBOM KHCIOTOW B
JTUNUACHIKAIONINX J03ax (Ooznee 1 r/cyTku), Bpad JOJDKEH TIIATEIbHO B3BECUTH OXKHUIAEMYIO
MI0JIb3Y JIEYEHUsT M BO3MOXHBIA pHck. CienyeT peryiaspHO HaOI0AaTh MALUEHTOB C IEJbI0
BBISIBIICHHS O0JIeH MM C1a0OCTH B MBIIIIAX, 0COOEHHO B T€UEHUE MIEPBHIX MECALIEB TEPAIHH U B
NepUO/I YBEIUYEHHUS J03bl JI000r0 M3 YyKa3aHHBIX CpelAcTB. B ciyyae HeoOXxoaumocTu
KOMOMHHUPOBAHHOM Tepanuu cleAyeT pacCMaTpUBaTh BO3MOXXHOCTh NIPUMEHEHUs 0ojiee HU3KUX
HAYalbHBIX W MOJICPKUBAIOIIUX 03 BBINICNEPEYUCIEHHBIX CpelacTB (cM. pazaen «CrocoO
MIPUMEHEHMS M 1103b1»). He pexomeHyeTcss 0JTHOBPEMEHHOE MCIOJb30BaHUE aTOpBAacTaTUHA U
(Gy3uI0BOM KHUCIOTHI, TOATOMY BO BpeMs JeueHHs (Y3UA0BOH KHCIOTON pEeKOMEHJIOBaHA
BpeMEHHas OTMEHa aropBacTaTUHa. B TOMOOHBIX CHTyalMsIX MOXHO pPEKOMEHIO0BATh
MepUOANYECKU KOHTPOJIb akTUBHOCTH K@K, X0Ts Takoe MOHUTOPUPOBAHME HE IMO3BOJISIET
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IIPEIOTBPATUTh PA3BUTHE TsDKEIOW MuonaTuu (cM. pasznen «BzaumopelicTBue ¢ Apyrumu
JIEKapCTBEHHBIMU CPEJCTBAMM»).

3aperucTpupoBaHbl OY€Hb PEAKHE COOOLIEHHS O PA3BUTUM HMMYHO-OIOCPEI0BAHHON
HekpoTusupytomiei muonatuu (MOHM) Bo Bpemst wim mocie Jie4eHrss HEKOTOPhIMUA CTaTHHAMM
(cm. pasmen «llobounoe neiictBue»). MOHM  knuMHuYecKH XapakTepu3yeTcsl CTOMKOMN
MIPOKCUMAaJIbHOM MBIIIEYHON €1a00CThIO U MOBBIIIEHHBIM YPOBHEM KpEaTUHKHUHA3bl B CHIBOPOTKE
KpPOBH, KOTOpbIE COXPAHSIIOTCSI HECMOTPS Ha MPEKpalleHUE JIeUYEHUS CTAaTUHAMH, HATUYHEM
antuten Kk HMCD COA penykrase u yaydlIeHHUEM NPU NIPUMEHEHUU UMMYHO/IETIPECCAHTOB.

o nauana neuenusn

ATopBacTaTUH cClIeAyeT C OCTOPOXKHOCThIO Ha3zHayaTh MaueHTaM ¢  (¢akTropamu,
npeApacrojaraloiMMiu K pa3Butuio padbmomuonusa. Koutpons aktuBHOocTH KK cnemyer
MIPOBOJMTH B CIAEAYIOIIMX CIIydasx /10 Hadaja Tepanuy aTopBacTaTUHOM:

*HapylIeHHe QYHKINU [TOYEK;

*TUIIOTHPEO3;

*HACJIE/ICTBEHHbIE MbIIIICUHbIE HApYIICHUs Y MallMeHTa B aHaMHE3€ UM B CEMEITHOM aHaMHE3e€;
*y)Xe IlepeHeceHHOe ToKcuueckoe BiausiHue MHruoutopos I'MI'-KoA-penykrassl (cTaTHHOB) WK
(hubpaToB HA MBIIIICYHYIO TKAHb;

*3a00J1€BaHUsl TE€YEHM B aHaAMHE3e W/MIM TMAlUEeHThl, YINOTPeOJSIONINe aJKorojib B
3HAQUYUTEJbHBIX KOJINYECTBAX;

*y TIAIMEHTOB B Bo3pacte crapiie 70 JeT cieayeT OLEHHTh HEOOXOAUMOCTh KOHTpoisi KDK,
YUUTBIBAs TO, YTO Y 3TUX MALIMEHTOB YK€ UMEIOTCS (PaKTOPBI, Ipeapacioiaraoume K pa3BuTHIO
pabIoMHOIN3a;

*CUTYalllH, B KOTOPBIX OKMUJAETCS MOBBILIEHNE KOHIEHTPALMU aTOpBacTaTUHA B IJIa3Me KPOBH,
Takue Kak B3aUMOJICHCTBUS C JpPYTUMHU JIEKQpPCTBEHHBIMH CpeICTBaAMU (CM. pasfen
«B3aumoselicTBre ¢ APYrUMH JIEKAPCTBEHHBIMU CPEJICTBAMM).

B takux cutyanusx ciaenyer OleHUTh COOTHOUIEHHE PUCK/TOJB3a U OCYILIECTBIISATh METUIIUHCKOE
HaOII0/IEHUE 32 COCTOSTHUEM MaIllUeHTA.

B cnydae 3nauutensHoro mosbiiieHus akTuBHOCTH K®K (Gonee uem B 5 pa3 Bblie BepxHeit
IPaHULIBI HOPMBI), HE ClIeJlyeT HAUMHATh TePaNuio aTOPBACTATHHOM.

[Ipu npuMeHeHun atopBacTaTuHa, Kak U Apyrux uaruoutopos ' MI'-KoA-penykrasbl, onucaHsl
peakue ciiydad pabJoOMHONIM3a C OCTPOM IMOYEYHOW HEJOCTaTOYHOCThIO, OOYCIOBIECHHOM
Muorinoounypueid. MakTopoM prcka pa3BUTHS PabIOMHOIM3a MOXKET ObITh MpeALIeCTBYIOIIEE
HapylmeHre (yHKIMM TodYek. TakuMm mnanueHTaMm ciefayer obecneuuTh Oojee TIATeIbHbIN
KOHTPOJIb 3a COCTOSTHUEM
CKEJIETHO-MBIIIEYHON CHUCTEMbI. [IpyM TNOSIBIEHMHM CHUMITOMOB BO3MOXXHOM MHOIIATUU WU
HINYUKM (PAKTOPOB PHUCKA DPA3BUTUS MOYEYHOM HEJOCTAaTOYHOCTH Ha (OHE padbJoMuon3a
(HarmpuMep, TsDKeNas ocTpas MH(EKIUs, apTepualibHasi THIIOTeH3Us, OOIINPHOE XUPYPrUIecKoe
BMEIIATEIbCTBO, TPaBMbL, META0OJIMYECKHE, HHIOKPUHHBIE U  BOJHO-DJIEKTPOJUTHBIC
HapyIIEHHs, HEKOHTPOJHUPYEMBIE CYIOPOrH) TEpalHi0 aTOPBACTaTUHOM CIEAYET BPEMEHHO
MIPEKPATUTH UJIH NTOJHOCTHEO OTMEHUTD.
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Buumanue! Ilayuenmoe neobxooumo npedynpeoums o0 MOM, 4mo um cledyem HemeOleHHO
obpamumscsi K 6pauy npu NOAGNeHUU HeOOBLACHUMbBIX OoJell UlU MbluledHol Cc1abocmu,
0COOEHHO eciu OHU CONPOBOAHCOAIOMCSA HEOOMOLAHUEM ULU TUXOPAOKOLL.

I'emoppazuueckuii uncynrom

[Tocne crenuanbHOTO aHANM3a KIMHUYECKOTO MCCIeNoBaHusA ¢ ydacTueMm 4731 manueHToB 0e3
WNBC, nepeHecmiMx HMHCYIbT WM TpaH3UTOpHYI uiemudeckyro araky (THA) B TeueHue
MpenpIayuXx 6 MecsleB, KOTOpbIM ObUl Ha3HaueH aropBacTaThH 80 Mr/cyT, BBISIBWIM OoJiee
BBICOKYIO YaCTOTY FréMOpparuyeckux MHCYJIbTOB B rpymnme aroppactatuHa 80 Mr 1o cpaBHEHUIO
¢ rpynnoi 1tamne6o (55 B rpymnmne atopBactaTuHa npoTuB 33 B rpynme 1uiane6o). [lamueHTs: ¢
reMOpparu4eckuM MHCYJIBTOM Ha MOMEHT BKJIIOYEHHUS B MCCIEJAOBaHHWE MMEIH 0oJiee BBICOKUI
PHUCK JUIsl TIOBTOPHOTO TeMOpparndyeckoro MHcyiabTa (7 B rpynmne aTopBacTaThHa MPOTHB 2 B
rpymnme 1iane6o). OnHako, y MalyueHToB, Nody4aBIIMX atopBacTaTuH 80 Mr/cyT ObLIO MEHBIIIE
MHCYABTOB Jto00ro THna (265 mpotuB 311) U MeHbIIe cepAeYHO-COCYIUCTBHIX coObITuil (123
npotuB 204) (cm. noapaznen «dapmakoAMHAMUKAY).

Caxapnulii ouabem

HekoTtopeie nanubie nmoarBepkaatoT, uro MHruoutropsl ['MI'-KoA-peaykrasbl (CcTaTHHBI), Kak
KJIacC, MOTYT MPUBOAUTH K TMOBBIIIEHUIO KOHIEHTPAIlMM TJIOKO3bl B IUIa3ME€ KpPOBH, a Y
OTJIENbHBIX MAI[MEHTOB C BBICOKUM PHCKOM Ppa3BUTHS CaxapHOro auadera MOXKET pa3BUTHCS
COCTOSIHUE TUIIEPTINKEMUH, TpeOyloliee KOPPEKIUU KakK Mpu caxapHoM auabere. Tem He MeHee,
9TOT PHCK HE TMPEBBIIACT TOJIb3y OT Tepanuu uHruouropamu ['MI-KoA-pemykrassl
(cTraTHaMU) ¢ TOYKU 3PEHUS COCYIUCTBIX PUCKOB, MIOATOMY ATO HE MOXKET SBJISATHCS MPUUUHOMN
OoTMEeHBI Tepanu. llauenTsl, oTHOCSIIMECS K TpyIie pucka (KOHIEHTpAIUs III0KO3bl B KPOBU
HATOIAK OT 5,6 10 6,9 MMoub/1, UMT > 30 Kr/M2, NOBBIIIEHHAs KOHIIEHTPALMS TPUTIIULEPUIOB
B IUIa3M€ KpOBH, apTepuajbHasi TUIEPTEH3Hs), MNOJDKHBI HAXOAMUTHCS TMOJ METUIMHCKUM
KOHTPOJIEM, BKJIIOYas KOHTPOJb OHOXMMHYECKUX IapaMeTpPOB KPOBHU, B COOTBETCTBUU C
MECTHBIMH PEKOMEHIAIUSIMU.

Humepcmuyuanvnoe 3a601e6anue 1e2Kux

Ha ¢one tepanuu nexkotopsiMu uHruoutropamu ['MI-KoA-peaykTassl (cTatuHamu), 0cOOEHHO
Ha (OHE MJNUTENBPHOW TepamuH, OTMEYAMCh €IWHUYHBIE CIIydal HWHTEPCTUIUATIHHOTO
3a0oneBaHus JierkuX. MoryT HaOmoaaThCs OJBIINIKA, HENPOAYKTHUBHBIA Kalllelb U yXyIIICHHUE
0O0IIIero COCTOSIHUS 3/I0pOBbS (YTOMIISIEMOCTh, CHIDKEHUE MaccChl Tella U JIMXopajka). B ciyuae,
€CIIM y TMalMeHTa I0/103PEBaeTCsd MHTEPCTUIMATBHOE 3a00JI€BaHUE JIETKUX, CIEIyeT OTMEHUTh
Teparnu aTOPBACTATUHOM.

IHOOKpunnaa Qynkyus

IIpu npumenenun wuHruouTOopoB I'MI-KOA-penykraspl (cTaTMHOB), B TOM 4YHCIE U
aTopBacTaTHUHA, OTMEYAIIUCh CITydad MOBBIIIEHHs TIIMKO3UINpoBaHHOrO reMornoouHa (HbA1) u
KOHIICHTPAllMH TJIIOKO3bI B IJIa3Me KPOBU HaTollak. TeM He MeHee, pUCK TUIEePIIMKeMUH HIUXKE,
YeM CTENEHb CHUKEHHUSI PUCKA COCYAUCTBIX OCIIOKHEHMH Ha (oHe nmpuema uHruouropos ['MI -
KoA-penykrassl (CTaTUHOB).

Bcnomozamenwnuie 6eujecmea
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IIpenapat AtopBactatuH PeneBan comep:kuT JakTo3bl MoHoruzapat. Ilamuentam c penko
BCTPEUAIOLMMUCS  HACJIEICTBEHHBIMM 3a00JI€BaHUSIMH, TaKUMU KaK HENEPEeHOCUMOCTh
rajaKkTo3bl, HEIEPEHOCHMOCTD JIAKTO3bI BCIEACTBHE NS(PUIINTA JTAKTA3bl WA CHHIPOM TIJIIOKO30-
raJlakTO3HOHM MajibabcopOLMH, HE CIeyeT IPUHUMATh IaHHBIN JIEKapCTBEHHBIH Npenapar.

Biausinue Ha CIOCOOHOCTH YIPABJIATH TPAHCIHHOPTHBIMHU CPEACTBAMU, MEXaHU3ZMaAMHU

I[aHHBIX O BJIMAHHU aTOpPBACTAaTHHA Ha CIIOCOOHOCTh YIIPABJIATh TPAHCIOPTHBIMU CPEACTBAMU U
3aHUMAThCA IIOTCHIHWAJIbHO OIIaCHBIMU BHIAMH JCATCIBHOCTH, Tpe6y10HII/IMI/I MTOBBIIIICHHOM
KOHICHTpalMK BHUMAHUA U 6I>ICTpOTI>I IICUXOMOTOPHBIX peaxunﬁ, HECT. OI[HaKO, YUYUTBIBast
BO3MOXHOCTB Pa3BUTHA I'OJIOBOKPYXKXCHUSA, CIICAYCT CO6J'IIOI[aTB OCTOPOIKHOCTDH IIPH BBINTOJTHCHHUN

NEPCUHUCIICHHBIX BUJIOB JCATCIIBHOCTH.

dopMa BbINIYCKA

TabneTku, MOKPHIThIE TNIEHOYHOU 00070uKOM, 10 Mr, 20 Mr, 40 Mmr.

ITo 10, 14, 15 TabneTok B KOHTYPHYIO STYEHKOBYIO YIIaKOBKY M3 TUIEHKH MOJMBUHWIXJIOPUIHON
1 (oJIbru aTFOMUHUEBOM MeYaTHON JTaKUPOBAHHOM.

3, 5, 6, 9 KOHTYPHBIX SYCHKOBBIX yIMakoBOK mo 10 TabmeTok mnu 2, 4 KOHTYpHBIE SIMCHKOBBIC
ymakoBKH 10 14 tabnerok, uimu 2, 4, 6, 8 KOHTYPHBIX SYEHKOBBIX YIMAKOBOK 1O 15 TabieTok ¢
WHCTPYKIIMEH 0 TPUMEHEHHIO TTOMEIIAIOT B IMAYKy M3 KapTOHA JIJIsl MIOTPEOUTETHCKOM Taphl.

YcaoBusi XpaHeHust
B opurunanbHOi ynakoBke (KOHTYpHas silueiKOBas yIakoBKa B IAayke) MpU TeMIlEpaType He
Bhiie 25 °C.

XpaHUTh B HEIOCTYITHOM JIIsI IETeH MECTe.

Cpok rognoctu
3 rona.
He npuMeHsTH 10 UCTEYCHUHU CPpOKa FOTHOCTH.

YciaoBus ornmycka
OTnyckaroT 110 penenty.

Baagesnen perncTpanMoHHOrO y10CTOBEpPeHHUs

AximonepHoe o6miectBo «IIponsBocTBeHHas papMmarieBTHUecKkas komnaHust OOHOBIEHUE
IOpunuueckuit agpec: 633621, HoBocubupckass o61., Cy3yHckuil paiioH, pn. Cy3yH, yiI.
Komuccapa 3sTpkoBa, 1. 18.

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

Wurteprer: www.renewal.ru
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IpousBoauTeas/Opranusanys, NPUHUMAIOLIAS NPETEeH3UH OT NOTpeduTe el
IIpouzeooumenw

Axmmonepnoe o6mectBo «IIponsBoacTBeHHas apmarieBTHuecKast kKomnanust OOHOBICHUE
Adpec mecma npouzeoocmaa

630096, r. HoBocubupck, yn. Cranuuonnas, . 80.

Opzeanuzayus, npUHUMalowas npemen3uy om nompeoumeneu

AxunoHnepHoe o6mectBo «IIpousBoacTBenHas ¢papmaieBTuueckas komnanuss OOHOBIEHHUE»
630096, r. HoBocubupck, yn. Cranmuonsasi, a. 80,

e-mail: pretenzii@pfk-obnovlenie.ru
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