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CupTypo

NMone3sHble CCbIJIKU:

LleHa B AiHpnekce [op3gpaB Cronunyku Anpenb
[ocpeecTp Bukunepwus
PJIC VIDAL Mail.Ru Drugs.com?*"

dopmMa BbiNnycKa:

Tabnerku 6enoro nnm noyTn 6enoro LBeTa, KPyrible, 4BOSKOBbINYKJble, C BblAaB/IeHHOW Hagnuceto "T" Hag "207" Ha oaHOM
cTopoHe 1 "100" Ha gpyron.

1 Tab.
benakBuavHa ymapaTt 120.89 wmr,
HTO COOTBETCTBYET COAEpP)KaHMO 6efakBUIMHA 100 mr

BcriomoraTtesibHble BeljecTBa: NakTo3bl MOHOrmapaTt 152.91 Mr, KpaxMan KyKypy3Hbid 66 Mr, runpomensosa 2910 8 mr,
nonucopbaT 20 1 Mr, Lenoa03a MUKPOKPUCTaNIn4eckas 82.2 Mr, Kpockapmesnosa HaTpus 23 M, KPEMHUSA ANOKCUA
KONMoOnAHbIA 1.4 Mr, MarHums cteapaT 4.6 mr.

188 wT. - h/1akoHbI N3 MOJN3TUIIEHA BbICOKOW MAOTHOCTU (1) - MayYku KapTOHHbIE.

da pMaKoJsioruieckKkue CBOMCTBA:
®apmaKogMHaMHKa

benakBWANH OTHOCUTCSA K rpynne ANapuaxmHOINHOB - HOBOMY KJlacCy NPOTMBOTYOepKyie3HbIX COegNHEHNN.
bakTepuumaHoe fencteune npenapaTta obycnosaeHo cneunduyecknm MHrMbrnposaHneM NPOTOHHOM NOMMbl AT®-CUHTa3bI
MunkobakTepuin (afieHo3nH 5'TpudocdaT-cuHTasbl) - epMeHTa, UrpatoLLLero OCHOBHYO pPoJib B MPoLEecce KAeTOYHOro
ObixaHua Mycobacterium tuberculosis. YrHeTeHune cnHtesa AT® NpuBOAUT K HapyLUEHMIO BbIPabOTKM 3HEprum un, Kak
pe3ynbTaT, K rmbenn MMKpobHON KNeTKu.

benakBWAVH in vitro akTVBEH B OTHOLLEHWN JIeKapCTBEHHO YyBCTBUTEJIbHbIX U IEKAPCTBEHHO YCTOMYMBbLIX (B TOM Yucne ¢
MHO>XeCTBEHHOM U LUMPOKOW NeKapCTBEHHOWN YCTONYMBOCTbIO) WTaMmMoB Mycobacterium tuberculosis ¢ MUHMManbHOM
MHrnbmpytowen koHueHTpaumen (MUK) B ananasoHe < 0,008-0,12 mkr/mn (MUKs, - 0,03 Mkr/mMn n MUKg, - 0,06 MKr/mn).

MexaHn3Mbl pa3BUTUA PEe3NCTEHTHOCTU

MexaHun3Mbl, onpegensiowme pe3mcTeHTHOCTb Mycobacterium tuberculosis kK 6egakBuanHy, BKAOYatOT B cebs, MO MeHbLUEN
Mepe, 6 BapnaHTOB MyTaLN (3aMeHbl aMUHOKUCIOTHOM NocnefoBaTelbHOCTH) reHa-MmuweHn atpE. He Bce wTamMbl uMeloT
MyTauun reHa atpE, 4To npeanonaraeT cyw,eCcTBOBaHNE Kak MUHMMYM eLle 0AHOr0 MexaHn3Ma pa3BuUTUS PEe3UCTEHTHOCTN K
npenapaTy. In vitro YacToTa CNOHTaHHbLIX MyTauWil cCoCTaBuNa 107-10® n cHuxxanach npv BO3pacTaHUM KOHUEeHTpauun
npenapaTa. B HU3KMX KOHLEeHTpaunsax 6efakBuanH MoXXeT NposBnAaTb bakTepnocTaTnyecknin sdpheKkT n NoTeHLMPoBaTb
PUCK Pa3BUTUSA PE3NCTEHTHOCTU, B BbICOKUX KOHLEHTPALMNAX - OKasblBaeT 6akTepuuUnaHbIn 3 HeKT.

PapMaKOKMHETHKa

BcacbiBaHne

Mpu nepopanbiloM NpuemMe oTMeyeHa Bblcokas abcopbumna 6efakBuivHa. MakcMasibHasi KOHLEHTpauusa B nnasme (C
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max)
focTuraeTcs NpubnunsnTesnbHO Yepes 5 4 nocsie npuema npenapaTta. Cpax Y NJOWaAb Noh KpMBOW "KoHUEeHTpauus-spems"”
(AUC) yBenn4mnBatoTcsa NponopLMoHasbHO BO3pacTaHMio A03bl BMJIOTb A0 CaMblX BbICOKUX NCCeA0BaHHbIX 103 (700 Mr B
CYTKUW 0gHOKpaTHO 1 400 Mr B HECKOJIbKO NnpuemoB) 6e3 U3MeHeHNsi BpeMeHU AOCTUXEHUA MaKCMMaibHOW KOHLEHTpaLuum
(Tmax) W Neprofa nonysbiBedeHns (Ty,). Hanbonblwas 6MoA0CTYNHOCTL 4OCTUIaeTcsa Npu npueMe ¢ nuwen (Ao 95%),
KOTOpas NpPUMEpPHO B 2 pa3a npeBsblllaeT 6UOAOCTYNHOCTL NPU NpreMe HaTowak. Takum obpa3om, AN NOBbILLEHNS
6uopocTynHocTn 6enakBuUNUHa NpenapaT c/iefyeT NpUHMMaTb BO BPeMS efibl.

PacnipeneseHune

BepnakBuanH n ero akTUBHbIN MeTabonnT N-MoHoAe3MeTnN (M2) xapaKTepusyloTCs BbICOKMM 06beMoM pacnpeneneHms
(MpumepHO 164 Nn), COOTHOLLUEHME KOHLEHTPaUUM B TKaHAX K KOHUEeHTpauun B naa3me = 30. CBA3biBaHUE ¢ 6enkaMu niasmbl
cocTtaBnseT > 99,9%. HamBbiCLLIMe KOHLUEHTPaLN CO30a0TCA B JIErOYHOW TKaHW, IMM@aTUYeCcKmX y3nax, ceneseHke, noykax
1 ne4vyeHun. NPOHNKHOBEHME Yepes reMaToaHuedannyecknin bapbep He3Ha4YMTesbHO.

MeTabonnsm

BenakBuanH noaeepraeTcs MeTabosnsmMy B NepByto o4epenb NyTEM OKUCIEHUS, NPUBOAALLEro K obpa3oBaHuio M2.
OCHOBHbIM M30hepMeHTOM ceMeincTBa P450, yyacTBytowmm B meTabonmsme 6enakBuanHa n obpasosaHum M2 in vitro
asnsetca CYP3A4.

B nccnepoBaHumax in vitro 6egakBuAMH He OKa3biBaeT 3HA4YMMOr0 BO34ENCTBUA HA aKTMBHOCTb N3BECTHbIX N30(hepMeHTOB
cemencTBa untoxpoma P450 (He nHrmnbumpyet CYP1A2, CYP2A6, CYP2C8/9/10, CYP2C19, CYP2D6, CYP2EL, CYP3A4, CYP3A4/5,
CYP4A v He nHpyumnpyeT akTuBHoCcTb CYP1A2, CYP2C9, CYP2C19 n CYP3A4).

MeTabonnMT M2 He OKa3bIBaeT CYLLECTBEHHOIrO KIMHUYECKOro 3hdekTa C y4eTom ero 6osiee cnaboi aHTUbaKTeprabHO
AKTUBHOCTY (B 4-6 pa3 HMXKE) MO CPABHEHUIO C UCXOAHBLIM COeAVHEHUNEM.

BbiBegeHne

BenakBWAMH BbIBOAMTCSA U3 OpraHn3Ma riiaBHbIM 06pa3oM KULWEYHUKOM. B KIMHUYeCKNX nccnefoBaHnax BolBedeHne
Hen3MeHeHHoro 6efakBunavHa novykamm coctasnno <0,001% oT BBeAEHHOM [03bl, YTO CBUAETENbCTBYET O HE3HAYUTENBLHOM
MOYe4YHOM KJIMpEHCe HeM3MeHeHHOro npenapata. MNocne goctmxxeHms Cy ., KOHUeHTpaunsa befakBmuanHa B nia3sme
CHUXXAeTCA TPU-3KCMOHEHLMalIbHbIM 06pa3oM. TepMUHasbHbIN NepUo NosyBbiBeaeHNs (T repy) 6€OAKBUINHE 1 M2
COCTaB/ISIeT 0KOJI0 5,5 MecsLeB, 4TO, BEPOATHO, OTPa)kKaeT MeAneHHoe BbiCBoboXAeHue bepaksnanHa n M2 ns
nepudepnyeckux TKaHen.

DapMaKOKNHETNKa B pa3/InYHbIX rpyrnax
Bo3pacT, noJsi n sTHU4ecKkas rnpuHan/1eXxHocTb

Mo pe3ynbTaTaM NMonynsaumMoHHOro papMakoOKMHETUYECKOro aHasansa naumeHTos, C AnarHo3om Ty6epKyne3 JNIerkux, He
YCTaHOBJIEHO BO3PACTHbIX, MOJIOBbIX N 3THUNYECKUX KJIINMHNYECKN 3HaAYUMbIX pa3n|/|\w||7| B (papMaKOKNHeTUuKe 6epakBUIMHa.

lMegnatpunyeckne nayneHTbl (<18 ner)
dapMakoknHeTnka npenapata CUpTYpo B NegmaTpu4eckomn NpakTuKe He oLeHnBanach.
Moxxuablie nauneHTsbl (> 65 ner)

[JaHHble 0 hapMakoKHeTHKe npenapaTa CUpTYpo y NauMeHToB, C AnarHo3om TybepKynes fierkux, B Bospacte 65 et n
CTaplle orpaHNYeHsl.

ayneHTbl C He4OCTaTOYHOCTbIO (tJyHKL“/IM rno4yek

MpenapaT CupTypo nccnenosanu rnaBHeiM obpa3om cpeamn NnaumeHToB C HOpMasibHOM PyHKLMEN novyek. BoiBegeHmne
HensmeHeHHoro 6efakBUNHA Yepes NoYKN He3HauYnTeNbHo (<0,001%). Mo pe3ynbTaTaM NonyasLMOHHOIo
(hapMaKOKMHETNYECKOro aHanmsa nauneHTos, nosy4yaswmx no 200 mr npenapaTta CnpTypo 3 pasa B Hefes, KANPeHC
KpeaTUHMHa He OKa3blBasl BINAHMSA Ha hapMakoKnHeTnYeckmne napameTpbl begakBuanHa. MoaTomMy npegnonaraeTcs, 4To
rnoyeyHass HeLOCTAaTOYHOCTb JIEFKOW NN YMEPEHHOW CTeneHn He ByneT UMETb KIMHNYECKM 3HaYMMOe BAUAHME Ha
hapMaKoKHNEeTUKY BbefakBUINHA. Y NaLMEHTOB C TSXXEJI0N MOYeYHOM HeAOCTAaTOYHOCTbIO (KIMpeHC KpeaTuHMHa < 30
MA/MUH/1,73 M%) AN TEPMUHANBLHOW CTaanel NoYeYHON HeJOCTAaTOYHOCTU C HEOBXOANMOCTbIO MPUMEHEHUS reMoANann3a
AN NepuTOHeasibHOro gnanun3a KoHueHTpaunsa 6efakBuanHa MoXKeT yBeIMYMBaThCA 3a CHET U3MEHEHUA BCacCbiBaHWA,
pacnpegneneHunsa n metabonnsma npenapaTa Ha hoHe HapyweHns QYHKUNK Novek. Tak Kak 6egakBUINH B 3Ha4YNTENIbHON
cTeneHun cesA3biBaeTCa ¢ 6enkamm nnasmbl, 3pHeKTUBHOCTL FeMoANaNn3a NN NEPUTOHEaNbHOro Anannsa ona yaaneHmns
npenapaTa 13 nna3mbl 6yaeTt HM3Kon (cM. pasaen Crnocob npumeHeHUa 1 Ao3bl, cM. pasaen Ocobble ykasaHusa).

launeHTbl ¢ He4OCTaTOYHOCTbIO PYHKLNUN NeYEHU

lMocne ogHokpaTHOro npmema npenapata Cuptypo (400 Mr) y 8 maymeHTOB C yMepPEeHHbIM HapyLleHneM (hyHKL N neYeHn
(knacc B no wkane Yanng-MNeto), AUCg7, , Ana bepakBuanHa n M2 6bina npumepHo Ha 20% HuM>XKe No CPaBHEHWUIO CO
300poBbIMU f06pOBObLAaMN. DapMakoKUHETNKa 6elakBUIMHA Y MaLMEHTOB C TSXXEO0N NeYeHOYHOM HeJOCTaTOYHOCThLIO He
n3yyvanaco (cm. pasgen Cnocob npuMeHeHns n [o03bl, cM. pasgen Ocobble ykasaHus).
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BUY-uHpunLumnpoBaHHbIE naLmneHTbl

[aHHble 0 hapMakoknHeTuke npenapata CupTypo y BUY-MHDULMPOBaHHbLIX NAaLNEHTOB OrpaHuyeHbl (cM. pasaen Ocobble
yKa3zaHus).

NMoka3aHusa K NpUMeHeHuUlo:

— B CcOoCTaBe KOMbBMHUpOBaHHOW Tepanun TybepkKynesa nerknx, BbisaBaHHOro wiraMmmamm Mycobacterium tuberculosis ¢
MHO>XeCTBEHHOW JIeKapCTBEHHOM YCTONYNBOCTHIO, Y B3pOCabIX (> 18 neT).

OTHOCUTCA K ODoNne3HsAM:
e Tybepkynes

MpoTuBOoNoOKasaHua:

— rMNepYyBCTBUTENBHOCTb K 6egakBUINHY U/unn ntoboMy opyroMy KOMMNOHEHTY npenapaTa;
— 6epeMeHHOCTb;

— nepuoa naktauumn (rpyiHOe BCKapMJIMBaHME);

— [EeTCKUI 1N NogpPOCTKOBbLIN BO3pacT Ao 18 net;

— TAXKenas noyeyHas HeJoCTaToYHOCTb (KK < 30 Mn/MuH/1,73 m?);

— TshKenas neyeHoYHas HEAOCTAaTOYHOCTb (B CBA3M C OTCYTCTBUMEM KJIMHNYECKUX JaHHbIX No 6e3onacHOCTM npenapaTa B
3TON rpynne);

— BpoOXAeHHaaA HeNnepeHOCMMOCTb JIaKTO3bl, ﬂ,erI/ILI,I/IT NaKTa3bl, MNMIKO030-raakTo3Has Maﬂb66C0p6Ll,Vlﬂ.
C OCTOPOXXHOCTbHO

Mpw yanuHerun nutepsana QT ¢ koppekumen rno dopmyne ®penepuka (QTcF) >450 mc (c noaTBEpXXAeHMEM NMPU NOMOLL M
nosTopHoro dKr-nccnenosaHns); Npn LEKOMHEHCUPOBAHHOW CepAEYHON HEeAO0CTaTOYHOCTH; Y MAaLUMEHTOB C JIMYHBIM UK
cemMelnHbIM aHaMHEe30M BPOXAEHHOro yannHeHua nHtepsana QT, pa3sutuem aputmum no Tuny "torsade de points"; y
NMauUMEHTOB C KJIMHNYECKN 3Ha4MMon bpaaukapamen, 3N1eKTPONNTHBIMA HapyLLIEHNSAMN (FTMNOKaibLIMEMUS, TUNOMar MMeMuns,
rMHOKaNNeMma); € yKkasaHnem B aHaMHe3e Ha rmnoTmpeos; Npu 04HOBPEMEHHOM NPMMEHEHUN C NpenapaTamu,
yOANHAWMMM nHTepBan QT; Npu COBMECTHOM NPUMEHEHUN C NOMMHABUPOM/PUTOHABMPOM; Yy BOMIbHBIX MOXKNIOro Bo3pacTa
(65 neT n ctapwe) (cM. pasgen Ocobble ykasaHus).

Cnocob npuMeHeHus U [o03bl:

MpenapaT CupTypo cliefyeT NpMHMMaTb BHYTPb BO BPEMS ellbl, Tak Kak 0JHOBPEMEHHbIN NpueM C NuLLeln yBennynBaeTt
6ronoCcTynHOCTbL NpenapaTa (cM. pasgen PapmMmakoknHeTrKa). TabneTky npenapata CUpTYpo peKoOMeHAyeTCs NporfiaThiBaTb
LlesIMKoM, 3anuBas Bogou. MpenapaT CUPTYpPO clieflyeT NPUMEHsATb TOJIbKO B COCTaBe KOMBUHMPOBaHHOWM Tepanun ans
ne4vyeHuns Tybepkynesa C MHOXXECTBEHHOW JIeKapCTBEHHON ycTon4mBocTbio (MJ1Y Th) noa HenocpeACTBEHHbLIM HabntogeHnem
cneumnanucTa (cM. pa3gen MNokasaHns K NPUMEHEHMIO, CM. pa3aen dPapMakoaAnHaMMKa).

MpenapaT CupTypo HeobXOAMMO NPUMEHATH TOJIbKO B COYETaHUM C HEe MeHee YeM 3 npenapaTamMu, K KOTOPbIM L0Ka3aHOo
OTCyTCTBME in Vitro pe3sncTeHTHOCTN WTaMMa, BblAE/IeHHOro y nauneHTa. Ecnm pesynbTaThl uccnenoBaHms in vitro
OTCYTCTBYIOT, Sled4eHne npenapatoMm CUpTypo MoXKeT B6biTb Ha4aTo B KOMBMHaLUKM C HE MeHee 4eM 4 ApyruMun npenapatamu,
K KOTOPbIM LUTaMM, BblAe/IeHHbIN Y NaLneHTa, MOXXET OKa3aTbCs YyBCTBUTENEH. Ha NpoTsaxXeHnn Kypca iedeHna CupTypo u
rnocjae nocnefHero npuema npenaparta HeobxoAMMo NPoAoKaTb Tepanuio NPoTMBOTYbepKyne3HbIMK NpenapaTamMmm B
COOTBETCTBUWN CO CTAaHAAPTHbLIMK pexXxumMamu xuMmmotepanum MJTY Tb. MNpu Boibope cxeMbl 1 MPOAOJIKUTENBHOCTU NpuemMa
npoTnBoTybepKynesHbIX NpenapaToB pe3epsa B COCTaBe KOMOUHMPOBaAHHOM Tepanumn ievalunin Bpay 4O/KEH
PYKOBOACTBOBATLCA rOCYAapCTBEHHbLIMU CTaHAapTaMu nevyeHns Tybepkynesa, faHHbIMU O JIEKaPCTBEHHOW YCTOMYMBOCTH
MUKOBaKTepUn Mo pervoHy € y4eTOM JIeKapCTBEHHOM YyBCTBUTENbHOCTU LUTaMMa, BblAesieHHOro oT 60s1ibHOro Tybepkynesom
N OaHHbIX KIMHHKO-PEeHTreHoiormyeckoro obcnenoBaHums.

PekomeHayembIl pexxum Ao3npoBaHus npenapata CnpTtypo:

400 Mr 1 pa3 B CyTKU B Te4yeHMe nepsbiX 2 Hefenb, aanee (¢ 3 Ho 24 Hepgenu) no 200 Mr 3 pa3a B Hefeo (C NepepbLIBOM He
MeHee 48 4acoB MeXxAy [03aMu) Ha NPOTSHXKEHUN nocaeanywmnx 22 Hegenb (B cymmapHon gose 600 mr B Hegeno).

O6LLas NPoAo/KUTENBHOCTL Kypca fevyeHns npenapaTtoMm CUPTYpPO COCTaBNseT 24 Heagenun. MNauneHTsl OoMKHbI ObITb
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npeaynpexaeHsl 0 Heo6xoANMMOCTH Npuema npenapata CUPTYPO B COOTBETCTBUM C YKa3aHUsAMU Bpada. Heobxoammo
NoAYePKHYTb Ba>XXHOCTb NMpYeMa MoJIHOro Kypca Tepanuu.

Mpw nponycke npuemMa npenapaTa B Te4YeHMe NepBbiX 2 HefJeNb NeYeHNs NPOonyLLEeHHYI0 003y NMPUHMMaTb He clefyerT.
Heobxoaumo nponoskaTb 06bIYHBLIN peXxnm f03npoBaHus. Mpy Nponycke npuema npenapaTa, HavymMHasa ¢ 3-n Hepenu (nNpu
3-pa3oBoM npueme B Hegesto no 200 Mr B CyTKK), cieayeT NPUHATbL MPOMYyLLEHHYIO A03Y KaK MOXXHO CKOpee 1 NMPOoA0/IKNTb
npuem npernapaTa B COOTBETCTBMN C PEKOMEHAYEMbIM PEXMMOM L03MPOBAHNSA C NEPEpPbIBOM MOC/Ee NPUHATON NPONyLLEHHON
003bl He MeHee 24 YacoB, NpX 3TOM, CyMMapHas fo3a npenapaTta CupTypo 3a 7 OHeN He OoJI>KHa npeBbiwaTb 600 mr.
Ocobsbie rpynnel nauneHToB

MepunaTpuyeckue naumeHTtbl (<18 ner)

Be3onacHoCTb 1 3heKTUBHOCTL Npenapata CUPTYpo y AeTel N NMOAPOCTKOB MOJIOXKe 18 neT He yCTaHOBJIEHbI (CM. pa3aen
Ocobkle yka3zaHus).

Mo>xunsbie nauumeHTsl (> 65 ner)

[aHHble 0 NnpyMeHeHnn NpenapaTa CUPTYpPO Y NOXKMWJIbIX NALMEHTOB OrpaHunYeHsbl (cM. pa3gen Ocobble ykasaHus).
MauuneHTbl C NOYe4YHOW HeA,0CTAaTOYHOCTbIO

MpenapaT CupTypo nccnenoBanu rnaBHbIM obpasoM cpeam NaunMeHToB C HOpMaabHOM yHKLMERN noyek. Ona naumneHToB C
Nerkon nanm yMepeHHom NoyYyeyHomnm HefoCTaTOYHOCTbIO KOppekuns fo3bl He TpebyeTcs. MNauneHTam C TSKESIoN NoYeYHOon
HeLOoCTaTOYHOCTbIO NN TEPMUHANBLHON CTagneln NoYeYHON HefoCTaTOYHOCTH, TpebyloLen reMmo- Nan NepuToHeasbHOro
Ananusa, npenapaT CUPTYPO NPUMEHATbL HE PEKOMEH0BaHo (cM. pa3faen Ocobble ykasaHusa).

MaumeHTbl C Ne4eHO4YHOW Hepo0CTaTOYHOCTbIO

dapMakoKMHeTU4Yeckne cBoncTea 6efakBnIMHa OLEHUBANU B NCCIEA0BAaHUSAX OQHOKPATHOro NpreMa y naumneHToB C
yMepeHHOM NeYeHOYHON HeA0CTaTOYHOCTbIO (knacca B no wkane Yannpa-Meto) (cM. paspen ®PapMakoKNHETUKA).

Y nauneHToB C SIEFKOW NN yMEPEHHO NeYeHOUYHOW HeLO0CTaTOYHOCTLIO U3MEHEHNS peXiMa A03UPOBaHUS NpenapaTa
CupTypo He TpebyeTcs. Y NaUmMeHTOB C TSXKeJION Ne4YeHOYHON He[0CTaTOYHOCTbIO 3((EKTMBHOCTL 1 6€30MacHOCTb
6efakBUIMHA He N3yYeHa U NMPUMeHATb npenapaT CMPTYpPO B AAaHHOW rpynne nauneHToB He peKOMeHA0BaHOo (CM. pasaen
Ocobble yka3zaHus).

BUY-uHMUMpPOBaHHbIE NALUEHThbl

[aHHble 0 NnpuMeHeHUn nNpenapaTta CupTypo y BUY-nHpMLUMpOoBaHHbLIX MaLMeHTOB orpaHuyeHsl (cM. pasgen Ocobble
yKa3saHus).

MobouyHoe pmencreue:

KnnHnyeckune nccnenoBaHns NPoBOASTCA B CAMbIX Pa3HbIX YCJIOBUAX, MO3TOMY YacTOTa HeXXenaTesibHbIX MOB0YHbIX peakumnit,
HabnogaeMbiX B KJIMHUYECKUX UCCNe0BaHUAX OHOIo npernapaTa, He MOXXEeT CPpaBHMBATbCS HaNPSAMYLO C YacTOTOMN
HeXxeslaTesbHbIX PeakUni B KJIMHNYECKUX NCCNeoBaHMSaX APYroro npenapaTta, U MOXKeT He oTpakaTb YacToThbl,
HabnogaeMon B KIIMHUYECKOW NMpakTUKe.

HexxenatenbHble nobo4yHble peakummn (HMP) Ha npenapaT CupTypo 6biv onpefeneHbl Ha OCHOBaHUN 06 beANHEHHbIX AaHHbIX
no naumeHTaM, NojyyasLwmM nNpenapaT CupTypo B cocTaBe KOMOMHNPOBAHHOIO peXxrMMa NpoTMBOTYbepKyne3Honm Tepanumn B
npoBeAeHHbIX KOHTPOJNPYEMbIX KIMHUYECKMUX NCCef0BaHNAX.

HexxenaTenbHble peakumn Na npenapaT CUPTYpPO NepeyncsieHbl B COOTBETCTBUN C CUCTEMaMU KJ1aCCoOB OPraHoOB N YacTOTOMN
pa3BMTKMSA (04eHb YacTble (> 1/10), yacTble (oT > 1/100 po <1/10), HevacTble (oT > 1/1000 no < 1/100), penkue (oT >
1/10000 po < 1 /1000), o4eHb penkue (<1/10000)):

HapyeHuns co ctopoHbl HepBHou cuctems! (LUHC): o4eHb 4acTo - rosloBHasA 60/b, rOIOBOKPYKEHMe.

HapyLueHunsi co CTOPOHbLI CeEpAEYHO-COCY ANCTOUN CUCTEMBI: HacCTo - yaNnHeHne nHtepsana QT Ha IKT.

HapyiueHns co ctopoHbsl X)KKT: 04eHb 4acTo - TOWWHOTA, PBOTa; 4acTo - Anapes.

HapyLueHuvsi co CTOPOHbI NEYEHU N XEeA4EBLIBOAANLLX MyTeN: HaCTO — MOBbILIEeHNe aKTUBHOCTU TpaHCcamuHa3 (AT, ACT).

HapyLueHus co CTOPOHbI CKEeIeTHO-MbILLIEYHOW Y COeANHNTENIbHOW TKaHW: O4eHb 4acTo - 60/1b B CyCTaBax, 4acTo - 6onb B
MblLILLaX.

B npoBefAeHHbIX KOHTPOJIMPYEMbIX KJIMHUYECKUX NCCeAOoBaHMAX 2 da3bl B rpynne nauneHToB nosyYatowmx npenapat
CUpPTYpO B COCTaBe KOMBUHUPOBAHHOMO peXxMa NpPoTUBOTY6epKynesHol Tepanumn 6osiee 4acTo, B CpaBHEHUN C rpymnnoWn
nnauebo, 66111 3aperncTpPUpPoBaHbl CrieayloLLe HexxenaTesbHble SBJIEHUSA: KPOBOXapKaHbe, aHopekcusi, 60/b B FpyaHON
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KNneTKe, KOXHas cbinb (€ YacToTom oT > 1/100 fo <1/10). JaHHble peakumnn He 6bIIn naeHTUULMPOBaHbI NCCefoBaTeNAMN
Kak HebnaronpusaTHble NOB0YHbIE peaKkLnu.

NMNepepno3upoBKa:

NHpopMaLms o cnyyasx HaMepeHHOW nan CayyaliHon oCcTPoi Nepefo3mpoBKM 6elakBUINHOM OTCYTCTBYET. B uccnegoBaHum
C yHacTuem 44 300poBbIX 10OPOBOLLEB, NOMYYABLUMX 0A4HOKPAaTHO 800 Mr npenapaTa CupTypo, No6oYHbIE peakLmm
COOTBETCTBOBA/IN TEM, KOTOPbIE HabAaNNChL NPV NpMeMe peKkoMeHayeMol 103kl (CM. pasaen MNoboyHoe aencTeme).

JleyeHue. OnbIT NeYeHns oCTPo Nepeao3npoBKY NpenapaToM CUPTYPO OTCYTCTBYET. B ciyyae npegHaMmepeHHol nam
CJly4allHOW Nepefo3VpPOBKM CriefyeT NpUHUMaTh obLine Mepbl N0 MNOAAEP’KKE OCHOBHbIX XXU3HEHHO BaXKHbIX (YHKLUA 1
npoBoAnTb DKIM-MOHUTOPUHI UHTepBasa QT. HeabcopbuposasLuniics 6efakBUIvH MoXXeT 6bITb yAaneH Npu NoMoLLm
NMPOMbIBaHWA XenyaKa 1 npruemMa akTUBUPOBAHHOIO yris. Tak Kak 6elakBUIVH B 3HAYMTEJIbHOWM CTeneHn CBA3bIBAeTCS C
6enkamu, spPeKTUBHOCTL AManmn3a Ans yaasneHus 6efakBuivHa U3 nnasmel byaeT HU3KoM. Mo BO3MOXHOCTY criefyeT
npofo/mKaTb KAMHWYecKkoe HabnoaeHne 3a NaUneHToOM.

anMEHeHMe npm GGPEMEHHOCTM U KOPMJI€EHMM TPYyAblIO:
bepeMeHHOCTb

Be3onacHocTb npenapata CMpTypo npu BepeMeHHOCTY He YCTaHoBeHa, MO3TOMY npenapaT NPOTMBOMOKa3aH K
NPUMeHEHNI0 Y 6epeMeHHbIX XXEHLLUH.

lMepvoa nakTauum

[aHHble 0 NpuMeHeHUn 6eakBUIMHA Y XXEHLUWH B Mepuog NakTauum oTCyTCTBYIOT, MO3TOMY NMPUMEHEeHWe npernapaTa B
nepvoa rpyAHoOro BCKapMnBaHUs NPOTUBOMOKa3aHo.

BsauMmopnencreme ¢ APYruMm nekKapCcrtseéHHbiMU cpencrtBamMm:

BenakBuauvH in vitro He okasbiBaeT 3HAYMMOro BO34ENCTBUS HA aKTUBHOCTb U3BECTHbLIX N30hepMEenToB CEMENCTBaA
untoxpoma P450 (cm. MeTabonunzm).

CYP3A4 aBnseTcs OCHOBHbIM M30(hepMeHTOM ceMelcTBa umMToxpoma P450, npuHuMaowmm yyactme B Metabonnsme
6epnakeBunmHa n obpasosaHum M2 in vitro. MosTomy cogep>xaHne 6egakBuanHa B N1a3Me KPOBM MOXKET YMEHbLUNTLCA Npu
COBMECTHOM npuMeHeHnn ¢ nHayktopamm CYP3A4 n yBenny4nTbCA Npy COBMECTHOM Ha3HadYeHun ¢ nHrnbutopamm CYP3A4.

AHTUOMOTUKN rpynnbl pugamnuumnHa n apyrve nHayKTopsl CYP3A4

B nccnepoBaHum nekapCTBEHHOro B3amMoaencTens 6epakesunmHa (300 Mr ogHOKPaTHO) 1 pudaMnuumnHa (no 600 Mr B CyTKU
21 peHb) y 300poBbix gobpososbueB AUC befakBuinHa CHU3MNach Ha 52%. B cBSI3n € BO3MOXXHOCTbIO YMEHbLUEHNS
TepaneBTMYeCcKoro adpdekTa befakBuaMHa NO NPUYNHE CHUXXEHNSA ero CUCTEMHOro AeNCTBUSA, cnenyeT nlberatb
COBMECTHOro npumMeHeHns 6efakBuaMHa N aHTUOMOTUKOB rpynnbl pudaMnuumnHa (prudamMnuumnH, pudaneHTH n pugabyTuH)
NN APYrux MOLLHbIX MHAYKTOpoB CYP3A4, Ha3Ha4YaeMbIX CUCTEMHO (CM. pa3gen Ocobble ykazaHus).

KeTokoHason n apyrue nHrnbutopsl CYP3A4

Mpn coBMeCcTHOM NpuMeHeHnn KeTokoHa3osa (no 400 mMr 4 cyTok) n 6epakeunvHa (no 400 Mr B CyTKK B TedyeHune 14 oHen) y
3p00poBbix fobposonbues AUC 6egakBuanHa ysenmyumnacb Ha 22%, Crax Y Cin Ha 9% 1 33%, COOTBETCTBEHHO. B cBSI3N C
noTeHuMa bHbIM PUCKOM BO3HUKHOBEHUS HEXXeNaTe/lbHbIX peakunil 3a CHeT yBenYeHNs CUCTEMHOIo AeNCTBUA
bepakBunnHa, cnenyeT nsberaTb 4NTENBHOINO COBMECTHOro npumMmeHeHus (bonee 14 gHenn) 6enakBuanHa C yMEPEHHbLIMIN
WJIN MOLLHBIMU MHTMbuTopammn CYP3A4, Ha3HaYaeMbIMy CUCTEMHO (CM. pa3aen Ocobble ykasaHus).

Lpyrne aHTUMNKPOBHbLIE nNpenapaTsbl

CoBMecCTHoOe npuMmeHeHne bepakBuamHa (400 Mr B CyTKK) € n3oHmnasngom (300 mr B cyTku 5 gHen)/nupasnHammaom (1000 mr
B CYTKM 5 aHen) y 300poBbiIX A06pOBObLEB B TeHeHUEe 14 CyTOK He BbI3BasIo KJIMHNYECKU 3HaYUMbIX n3MmeHeHun AUC
6enakBUNMHA, N30HWA3MAA MM NupasmHamMuaa. Mpn cCoBMeCTHOM NpuMeHeHnn npenapaTta CMpPTYpO C N30HUA3NAOM Unun
nvpasnHamMnaoM Koppekumn Ao3bl He TpebyeTcs. B nnauebo-KOHTPOANPYEMOM KANHNYECKOM NCCefoBaHUN Y NauNeHToB C
MY Tb He Habnoaanocb 3Ha4YNTENbHOIro BANAHNA npenapaTa CupTypo Ha hapMaKoOKUHETUKY 3TambyTona, kKaHaMULUMHa,
nupa3smHammpa, ohaoKCcaunHa nin LMKJIoCceprHa nNpm nx COBMeCTHOM NPUMEHEHNN.

AHTUPETPOBUPYCHbIE MpernapaTs!
B uccnefoBaHnM 1eKapCTBEHHOrO B3aUMOAENCTBUA Mexay 6eaakBuivHomM (400 Mr 0AHOKPATHO) 1 NpenapaToMm JIONMHABUP

(400 mr/putoHasup (100 Mr) B pexxmme npuema 2 pasa B CyTKU B TedeHune 24 gHen y 340poBbix gobpososnbues AUC
6enakBuUIMHa Bo3pocia Ha 22%. CnenyeT Ha3HavyaTb npenapaT CUPTYpPO COBMECTHO C NMpenapaToM JIONUHaBUp/pUTOHaBUP C
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OCTOPOXXHOCTbIO TOJIbKO MOC/IE OLEHKM OTHOLLIEHMNS PUCKaA K NOJib3e Takon KoMmbuHaumm npenapaTtos (cM. pa3aen Ocobble
yKa3saHus).

CoBMeCTHOe npuMeHeHne HeBmpanuHa (200 Mr 2 pasa B cyTkn 4 Hepgenu) ¢ 6egakesuanHom (400 Mr oQHOKPATHO) He
BbI3bIBaJIO KJIMHNYECKMN 3HAYMMbIX U3MEHEHUI coaep>xaHusa befakBuanHa B NaasmMe KpoBu.

KnuHnyeckne faHHble Mo COBMEeCTHOMY NPUMEHEHNI0 aHTUPETPOBUPYCHBIX NMpenapaToB 1 npenapaTta Cuptypo y BUY-
MHMULMPOBaHHbIX NauneHToB ¢ MJ1Y Tb oTcyTcTBYIOT (CM. pasaen Ocobble ykasaHus).

lpenapaTsl, yaavHawowmne nHtepsan QT

NHpopMaLms 0 BO3MOXXHOM (hapMaKoANHAaMUYECKOM B3aMMOAENCTBMMN Mexay 6elakBUANHOM 1 NpenapaTamu,
yOAUHSOWMMU nHTepBan QT, orpaHuYyeHa.

Habniopanca agAnTUBHbBIA UIN CUHEPTUYECKUA 3(h(EKT B OTHOLLUEHUN YASIMHEHNS UHTepBana QT Npu COBMECTHOM
npuMeHeHun 6elakBUANHA C NpenapaTaMu, KOTopble YAAUHAT nHTepsan QT. B nccnegoBaHWm neKapCTBEHHOTO
B3aMMOLENCTBMA KeTOKOHa301a 1 6efakBuIHa nocsie NOBTOPHONO COBMECTHOro npuema npenapatoB Habnwnanock 6onee
3HauYUTeNbHoe BAusHME Ha QTc aaHHo KoMbrHauMK, Yem Nocsie NOBTOPHOI0 MpMeMa KaXK4oro 13 3TUx npenapaTos No
OTLENbHOCTMU.

Ocobble yka3zaHUsA U Mepbl NPeaoCTOPOXXKHOCTHU:
JleyeHue JAOJIKHO OCYyLeCTBNATLCA Nog HenocpeaCTBEHHLIM Ha6J'I}O,EI,eHI/IeM cneunanncTa.

LTammbl M. tuberculosis BblaeneHHbIe OT NaumeHTa, Y KOTOPOro He Npoun3oLUsia KOHBEPCUS MOKPOTbLI Ha (hOHe Tepanun nan
oTMe4dyeH cnyHa|7| peungnBa rnocne 3aBeplieHns nevyeHuns, OoKHbI 6bITb NCCNenoBaHbl Ha HYYBCTBUTEJIbHOCTb K 6enaKBvuw|ny
(MUK).

BansHue Ha f1eTaslbHOCThb

B knnHn4yeckom nccnepnosaHnm 2 asbl Ha NpoTsxeHun 120 Hepenb HabnoaeHna B rpynne 6efakBuanHa oTMEYeHOo
[OCTOBEpPHOE yBesIMYeHNEe pucKka seTanbHoro ncxoda (9/79 (11.4%)) no cpaBHeHuo ¢ rpynnoi nnauebo (2/81 (2.5%)).
MegnnaHa BpemeHu pa3suTtna cmeptn onsa 9 n3 10 naunmeHToB B rpynne uccienyemMoro npenapaTta coctasunia 344 cyTok
rnocne npuema nocnegHen fosbl. Hanbonee yactonm npnynHonm cmepTun B rpynne 6epgakeBunnHa 6ein Tybepkynes (5 cnydvaes), B
4 cny4vasix 0OTMeYeHbl JSleTaslbHble NCX0Abl OT MHbIX NPUYKH. [TpenapaT ciiefyeT UCNosib30BaTh B C/lyvae, KOrga He MOXXeT
6bITb Ha3Ha4YeH APYron 3 MEeKTUBHBIA PeXUM Tepanuu.

BravsaHne Ha yanmHeHne nHtepsasaa QT

B knnHmnyeckom nccnepoBaHum 2 asbl Habntoganock cpefgHee ysenuyerHme QT, ¢ Koppekuunen no popmyne dpenepuka
(QTcF), HaunHasa c 1 Hepgenn Tepanuu (B rpynne CupTypo - Ha 9,9 Mc 1 Ha 3,5 mMc B rpynne nnauebo). Hanbonbliee
yBenunyeHne cpegHero 3HaveHusa QTcF B TeyeHne 24 Hepenb Tepanuun Habnoganock Ha 18- Hepene n coctasmno 15,7 mc B
rpynne npuema npenapata CMpTypo B CpaBHeHUn € 6,2 MC B rpynne nnauebo. Mocne okoHYaHUA npuemMa npenapaTa
CupTypo (T.e. nocne 24-i1 Hegenun) nHtepsan QTcF He foCcTUr HoOpMasibHbIX BE/IMYMH B AaHHOW rpynne. B xoae KANMHMYeCckoro
nccaefoBaHNsA He OTMEYEHO HYeTKOW KOPPenaunm KIMHNYECKN 3Ha4YMMoro yaamHeHnsa nitepsana QT nan HapyLleHuii putma
cpean nauneHTOoB C NeTajlbHbIM UCX0A0M (CM. pa3aensl NoboyHoe pencTeme, Bsanmonencreme ¢ ApyruMn neKapCTBEHHbIMU
npenapaTtamu).

Mepen Havanom Tepanuu NnpenapaToMm CUpTypo n Yepes 2, 12 n 24 Hepenn nevyeHnsa Heobxoammo nposeneHve K-
nccnenoBaHna oNa ANMHaAMNYECKOro KOHTPOS 3a nHTepsasom QTc.

Mepen HavyanoMm Tepanuu npenapatoMm CUpTypo Heobxoanmo NMPOBECTUN OLUEHKY KOHLEHTPaUWMWN Kannd, MarHma n Kanbuuns
CbIBOPOTKN KPOBU N CKOPPEKTUPOBATbL MNOKa3aTeN M B C/ily4ae OTKJIOHEHUA OT HOPMaJlbHbIX 3HAYEHUN.

CnepytoLime COCTOAHUSA MOTYT YBe/IMYMBATL PUCK YAIUHEHUA nHTepBana QT Ha oHe npmeMa npenapaTta CUpTypo, 4TO
TpebyeT 6onee YacToro IKI MOHUTOPMHra Ha (hoOHe NPoBOAMMON Tepanun 6e4aKBUIMHOM:

— nHTepean QT c Koppekumen no popmyne ®pepepuka (QTcF) >450 mc (c noaTBEP)XAEHMEM MNPU MOMOLLM NOBTOPHOro K-
nccnenoBaHus);

— AJeKoMNeHCnpoBaHHaa cepaevyHasa HeAOCTaTO4YHOCTb,

— JINYHBIA NN CEMENHbIA aHaMHe3 BPOXKAEHHOr0 yAnHeHna nHTepsana QT unum passutmne apyutMmm no Tmny "torsade de
points";

— KJINHNYECKN 3Ha4YnMasa 6pa,u.|/|Kap,u|/|ﬂ;
— 3JIEKTPOJINTHbIE HapyLleHns (rmnokanbunemMuns, runoMarHMeEMuns, rMnoKaaneMuns);

— YKa3aHWn4a B aHaMHe3e Ha r’mnoTumnpeons.
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OTCYTCTBYIOT AaHHble MO NpUMeHeHWto nNpenapata CMPTYPO y NaLMEHTOB C XXeJlyL0YKOBbIMU apUTMUAMN U HEAABHO
nepeHeceHHbIM NH(MAPKTOM MUOKapAa.

Tepanuio npenapaTtoMm CUPTYpO 1 NtobbIMK APYrMMK NpenapaTamMu yaamHaowmmMm nitepsan QT cnefyeT NnpekpaTuTb, ecan
y NaymeHTa pa3BMBAOTCA KJIMHNYECKN 3HaYMMas KXenyao4ykoBas aputMmsa nnm nuHtepsan QT ¢ koppekumen no gopmyrne
Opepepuka (QTcF) > 500 mc (c noaTBEep)XAeHMEM npu nomoLm nostTopHoro IKIM-nccneposaHus). CnegyeTt NpoBOAUTb
YacTbln KIT MOHUTOPUHI 40 Tex nop, Noka 3HaveHne nHTepsana QT He BepHeTCs K HopMe. B cnyyvae pa3sutusa npuctyna
KpPaTKOBPEMEHHOW NoTepu co3HaHus, Heobxoamnmo nposegeHne DKI nccnenoBaHns s NoATBEPKAEHUS YANNHEHNS
nHTepsana QT.

Mpu coBMeCTHOM npuMeHeHUun befakBUINHA C NpenapaTamMi, Bbi3bIBAOWNMY yaNIVHeHe nHTepBaia QT (B YaCTHOCTM C
AHTMBMOTMKAMM rpynbl HTOPXUHONOHOB, MAaKPOJIMAO0B, KNOMa3MMUHOM), CleAyeT MPOosBASATbL OCTOPOXKHOCTb, TakK Kak
HeNb3sl UCKJI0YaTb aaaUTUBHBIN UM CMHEPreTUYecKnii 3(pEKT, KOTOPLIN MOXET NPUBOAUTL K 3HAYNTENBLHOMY YAJVHEHUIO
uHTepBasa QT. B criyyae, ec/iv COBMECTHOE NpYMeHeHne Taknx JIeKapCTBEHHbIX NpenapaToB ¢ 6e4aKBUIMHOM HEO6X0AUMO,
peKoOMeHAyeTCs KNMHuYeckoe HabnogeHne nauneHTa, B TOM YUCe perynspHblil MOHUTOPUHT K (cM. pa3gen
B3avMogencTBme C ApYyruMin JieKapcTBEHHBIMU NpenapaTamu).

CoBMeCTHOe npuMeHeHne ¢ MHAYKTopamMu/mHrnbutopamm CYP3A4

CnepnyeT nsberatb COBMECTHOro npuMeHeHus 6egakBuanHa U aHTUBNOTMKOB rpynnbl pudamMnuunHa (pudamnmuumnH,
pudaneHTnH n pugabyTuH) nnm gpyrnx MowHblx MHAYKTopoB CYP3A4, HazHavYaeMblX CUCTEMHO, Tak Kak BO3MOXHO
CHWXXeHMe ero CUCTEMHOro AencTBus (CM. pasaen BzanmopencTene ¢ ApyrumMun nekapcTBeHHbIMM NpenapaTamun). CnegyeT
n3beratb OLHOBPEMEHHOIO NpnemMa 6efakBUIHA C YMEPEHHBLIMU UM MOLLHbLIMU MHTMBuTopamMn CYP3A4, Ha3HavYaeMbiMu
cnctemHo, 6onee 14 gHen noapsa, Tak Kak BO3MOXXHO YBe/IMYEeHNEe BPEMEHU CUCTEMHOr0 AencTBMS 6efakBuAMHa 1 pucka
BO3HWKHOBEHUS HeXXenaTesbHbIX peakuuin. B cnyvae HeobxoanmocTn 6onee aantenbHoro (>14 cyTok) npuema nHrnbntopos
CYP3A4 c npenapaTtoMm CupTypo c/iefyeT OLeHUBaTb OTHOLLIEHNEe pUCKa K NoJib3e Tako KoMBuHaumm npenapaTos U
afeKBaTHbIN MOHUTOPUHI BO3MOXKHbIX HEXXeaTeslbHbIX PeakLnn CBA3aHHbIX C NpuMeHeHnem CupTypo.

CnepnyeT Ha3HayvaTb npenapaT CUPTYPO COBMECTHO C JIONMHABUPOM/PUTOHABMPOM C OCTOPOXKHOCTLIO - TOJIBKO MOCJIE OLEHKN
OTHOLUEHNS PUCKA K MOJIb3€ TaKo KOMBUHALMK NpenapaToB v NPU PeryisipHoM MOHUTOPUHIE BO3MOXHbIX HEXeNaTesNbHbIX
peakuuii CBSI3aHHbIX C MpUMeHeHneM CUpTypo.

BansaHue Ha pyHKUNIO nevyeHU

Ha coHe Tepanuu CupTypo (B KOMBUHaLUKU C ApYyruMmM NPOTUBOTYOEPKYNE3HbIMU NpenapaTaMn) B KIMHUYECKMNX
nccnenoBaHnAxX oTMedeHbl 6onee HacTble MO6OYHbBIE peakLumy CO CTOPOHbI MeYeHN B CPaBHEHUN C KOMBMHNPOBaHHbIM
peXnMoMm Tepanun NpoTnBoTybepKyesHbiMy NpenapaTamu 6e3 nobasneHns CupTypo (nnauebo): nosbiLeHNe YPOBHS
TpaHCaMnHa3 AOKYMeHTUPoBaHo y 7/79 (8.9%) naumeHToB B rpynne Cuptypo ny 1/81 (1.2%) nauneHToB B rpynne nnauebo
(cMm. pa3gen NoboyHoe pencTeue). B cBA3M € 3TUM, cnenyeT NPOBOANTb MOHUTOPUHI KJIMHNYECKOro COCTOSHUA NauMeHTa u
BMOXMMMNYECKN aHan3 KPOBK C onpeaesieHneM akTUBHOCTU «NevyeHOo4YHbIX» hepmeHTOB (ACT, AJTT) n nokasaTenen
xonecTasa (ypoBeHb LenoYHom hocdaTasbl, bunupybrnHa) nepen Havyanaom Tepanum npenapatoMm CUPTYpPO, €XXKeMeCAYHO B
npouecce neyeHns n Nnpn HeobxoamMmMocTu Yawe. Mpu NOBbILLEHUN aKTUBHOCTM aMUHOTpaHcgepa3s (AT, ACT) 6onee 4yem B 3
pa3a cnefyeT NpPoBeCTU MOBTOPHOE UCCNef0BaHNE NokasaTenen He nosgHee yem vyepes 48 4acoB, NCCIeA0BaTb KPOBb Ha
MapKepbl BUPYCHbIX FENaTUTOB U NPEKPaTUTb NMPUEM APYrux npenapaTos, obnafaowmnx renaToToOKCUYHOCTbIO.

Y naumneHToB, NpUHMMaKLWMX npenapaT CUPTYpPO, NpY NOABIIEHUN paHee He NOKYMEHTUPOBaHHbLIX KJIMHUYECKN 3HaYNMbIX
N3MeHEeHUN (hyHKLMOHaNbHbIX NOKa3aTenen paboThl NeYeHn nan fanbHenwee yxyglueHne ee yHKLUM (OLLEHEHHOR No
ypoBHto ACT, AJTIT un/unn 6unupyburHa), a Tak XKe Hamvme KJINHNYECKUX CUMNTOMOB (TaKUX KaK yCTanoCTb, aHOPEKCUs,
TOLHOTA, XXeNTyxa, NoTeMHEeHNe MOoYM, renaTomMeranns) HeobxoamMmo 0cobo TwaTenbHoe HabnogeHne 3a 60NbHbLIM.

Tepanuio npenapatoM CMpTYypo cieayeT NpeKpaTuTb, eC/v y NauneHTa NoBblleHe akTUBHOCTM aMumnoTpaHcdepas
coyeTaeTcs C yBenmyeHuem obuiero bunnpybrHa 6onee 4yem B 2 pasa Wanm oTMeYeHO yBesimyeHmne rnokasatenen ANT n/wnn
ACT 6osiee 4eM B 8 pas, WIN COXPaHEHMNE MOBbLILLIEHHON aKTUBHOCTW aMMHOTpaHCcdhepas HabnopaeTcs 6onee 2 Hepenb. B
nepuof neveHns CupTtypo ciegyeT nsberaTb nprema askorons u npenapaTtos, o6nagatowmx renaToToKCUYeCKNM
3(hhekToMm.

OTCyTCTBYeT OMbIT COBMECTHOIO NPMMEHEHNSA aHTUPETPOBMPYCHbIX NpenapaToB 1 npenapaTta CupTypo y BUY-
WHMULMPOBaHHbIX NauneHTos ¢ MJ1Y Tb, 1 MMeoTCA OrpaHMYeHHble KIMHUYeckne gaHHble 06 ncnosib3oBaHUM NpenapaTa
CupTypo y naumeHToB (n=22) c BUY-uHdbekumen n MNY Tb, He NpMHUMaIOLWNX aHTUPETPOBMNPYCHON Tepanuun. MNMauneHTam
Pa3/MYHbIX 3THUYECKUX FPYMNN KOPPEKLMN A03bl NpenapaTa He TpebyeTcs.

BausiHne Ha crioCcobHOCTb YrpaBisaTe aBTOTPAHCIOPTOM U APYTr MU MeXaHU3MaMm

Mpy BO3HUKHOBEHUN NMOBOYHBIX peakLunii co CTOpoHbl LIHC Ha hoHe NpuMeHeHUs NpenapaTta NaunueHTaM peKoMeHayeTcs
BO34EepPXKaTbCs OT yNpaB/ieHns aBTOTPAHCNOPTOM U 3aHATUR APYrMU NOTEHLNANbHO OMACHBLIMU BUAAMU AeATeNbHOCTH,
TpebyoLMX NOBbILEHHON KOHLEHTPALMW BHUMAHNS, BbICTPOTHI MCUXOMOTOPHBIX U ABUraTENbHbLIX PEAKLIUIA.

Mpu HapyLwweHnax pyHKLUUMN noYek

04 NauMeHToB C SIerkon iy yMepeHHON NoYe4YHON HeLOCTAaTOYHOCTbIO KOPPEKLUs f03bl He TpebyeTcs. MNauneHTam ¢
TSHXKEsNoW NoYeyHom HeaoCTAaTOMHOCTLIO UM TEPMUHANLHON CTaAneln NoYeYHON Heao0CTaTONHOCTH, Tpebyiolen remMmo- nan

nepuToHeasibHOro Ananusa, npenapaTt CUPTYPO NPUMEHATb He PeKOMEeHL0BaHoO.

Mpy HapyLweHnax PYHKLUUN NeYeHn
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Y MauneHTOoB C JIEFKOWA NN yMepeHHO NeYeHOYHOM HELOCTaTOYHOCTLIO U3MEHEHNS peXxMa A03UPOBaHUs NpenapaTa
CupTypo He TpebyeTcs. Y NauMeHTOB C TSXKENoN NeYyeHOYHOW Hef0CTaTOYHOCTbI0 3(h(PEeKTUBHOCTL U 6€30MacHOCTb
6efakBUINHA He N3yYeHa 1 NPUMeHATh NpenapaT CUpTYypo B AaHHOWN Fpynne nauneHToB He PEKOMEH0BaHO.
MpuMeHeHmne B NO>XXUJIOM Bo3pacTe

C OCTOPOXKHOCTbIO C/iefyeT NPUMeHsThL npernapaT y 60/bHbIX MOXWOro Bo3pacTa (65 neT u cTapLie).

lNpuMmeHeHne B eTCKOM Bo3pacTe

Be3onacHOCTb 1 3¢pheKTUBHOCTL NpenapaTta CupTypo y AeTen n NoApOCTKOB MOI0XKe 18 neT He yCTaHOBEHbI, MPUMEHEHNe
rnpenapaTa NPoOTMBOMOKa3aHo.

YcnoBua xpaHeHuUa:

Mpwn TemnepaType He Bbiwe 25°C. XpaHUTb B OPUTrMHaNIbHOM YNaKoBKe B 3alUMNLLEHHOM OT CBeTa MecTe. XpaHuTb B
HeLOCTYNHOM ANA AeTen mecTe.

YcnoBusa OTNyCKa B antekKe:

Mo peuenTy.

UcTouHuK: http://drugs.thead.ru/Sirturo
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