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MHCTPYKIUA
IO MEJUITMHCKOMY IMPUMEHEHUIO JIEKAPCTBEHHOTI O TTPEITAPATA
TACHUTHA®
Buumamenvno npouumaiime 2my UHCMPYKYUio nepeo mem, KAK HA4amMv HPUEM/UCHONIb308AHUE
9MO20 1eKAPCMBEHHO20 CPeOCmad
» Coxpanume UHCMpPYKYUio, OHA ModHcem nompebo8amsbcsi 6HOBL.
* Ecau y Bac 6o3nuxau éonpocwl, odpamumecs K 6pauy.
* Dmo nekapcmeeHHoe cpedcmeo HA3HA4eHOo nuuHo Bam, u e2o He credyem nepedasamv Opyeum
JUYAM, NOCKONLKY OHO MO}CEM NPUYUHUMb UM 8pe0 0adice NPU HATUYUU meX Hee CUMNIMOMOS, YUMo
uy Bac.
PEruCTPAIIMOHHBIN HOMEP: JII1-000574
TOPrOBOE HA3BAHME: Tacuraa”
MEXIYHAPOJIHOE HEIATEHTOBAHHOE HA3BAHUE (MHH): HIITOTHHIO
JIEKAPCTBEHHASI ®OPMA: KaIICyJIbl
COCTAB:
1 TBepnas xenaruHoBas kamncyna NeQl comepxut: deiicmeyrowee ewyecmso: 165,45 mr HunmotTuanOa
TUAPOXIIOpUJIa MOHOTHApara, 4Yto HKBUBaIeHTHO 150,00 Mr HunotuHuOa; Gcnomozamenvhvle
gewecmea: IJAKTO3bl MOHOTHMIpPAT, KPOCHOBHUAOH, TMoOjJokcamep 188, KpemMHHS JHOKCHU[
KOJUIOMJHBIA, MarHusl cTeapar; cocmag 00010uku Kancyn. xenatuH, tutaHa auokcua (E171),
KpacuTenb jkene3a okcua kpacHbidi (E172), kpacurens xeme3a oxcup sxenteii (E172); cocmas
YyepHUl YepHblx: TEIJIaK, KpacuTelb kene3a okcua depHbiid (E172), aTaHon aeruapatupoBaHHBIN,
OyTaHOJ, BOJA OYMILEHHAs, MPOMUICHTINKOIb, U30MIPONAHOI, AMMOHHUS TUAPOKCHI.
ONMCAHHME
KpacHo-kopruuHEBbI€ HETIPO3payHbIE TBEPBIC KEIATUHOBBIE KarcyJibl Ne 1 ¢ oceBOil MapKHPOBKOM
“NVR” un “BCR” uepHbIMH YepHUIIaMHU.
Copep:KuMOe KarcyJ: MOPOIIOK OT OeI0oro J0 jKeITOBaTO-0eNoro 1BeTa.
DAPMAKOTEPAINIEBTUYECKAS I'PYIIIA: IPOTHUBOOITYXOJIEBOE CPEJICTBO, MPOTEUH-TUPOZUHKUHA3HI
UHTHOUTOD.

Koa ATX: LOIXEO8

DAPMAKOJOTMYECKUE CBOMCTBA
Dapmakoounamuka
Hunotuau6 >¢dexTnBHO MHTHOMpPYET TUPO3MHKHMHA3HYIO akTHBHOCTE BCR-ABL onkompotenna

KJIETOUYHBIX JIMHUHA W TIEPBUYHO TIOJOXKHUTENBHBIX T0 (Qumanenbhuiickod xpomocome (Ph+t)
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JIEMKO3HBIX KJIETOK.

[Ipenapar o06iamaeT BBICOKMM CpPOJCTBOM K y4dacTkaM cBsi3biBaHus ¢ AT® u, Takum oOpaszom,
OKa3bIBaeT BBIpaKeHHOE MHTHOMpYyromiee BausHue Ha BCR-ABL oHkomporewmH aMkoro Tuma, a
TaK)X€ JIEMOHCTPUPYET aKTHBHOCTh B OTHOIICHWH 32 W 33 OCHOBHBIX WMAaTHHUO-PE3MCTEHTHBIX
myTaHTHBIX (opm BCR-ABL-tupo3unkunaszel, 3a uckmodennem 13151 myranumu. HumotwnHmnG
CEJIGKTUBHO HMHTUOMpYyeT mpoiudepanyio ¥ HHIYHUPYET AamnonTo3 KIETOYHbIX JuHUMl u Ph-
MOJIOKUTENTbHBIX JIEHKO3HBIX KJIETOK Y MAIIMEHTOB ¢ XpOHUYECKUM Muenoeiikozom (XMJI).
Hunotunn® He OKa3plBaeT WM OKa3bIBaCT HE3HAUUTENBHOE BIMSHUE Ha JPYrHe W3BECTHBIC
MPOTEHMHKNHA3b! (BKJIOYasi KMHA3y OEJIKOB ceMeicTBa Src), KpoMe KMHa3, UMEIOIIUX PEeLenTOphl K
dakropam pocra TpomboruToB (PDGRF), KIT-, CSF-1R, DDR-penentopsl u 3¢GpuHOBBIC
pelenTopsl.

WNurunbupoBanue NPOTEMHKHHA3 JA@HHOTO THUMA IMPOUCXOMUT IMPHU KOHIICHTPALMAX Tpenapara B
npefenax JAuana3oHa TEPANeBTUYECKUX 103, PEKOMEHAOBaHHbIX g JjedeHus XMJI mpu
nepopaIbHOM IpUEMeE.

Ha ¢one tepanuu aunotrnarO0M B 103¢ 400 Mr 2 pa3a B CyTKH y B3pOCIHbIX narueHToB ¢ Ph+ XMJI
B XPOHHYECKOW (ha3e MpH HEMEepEeHOCHMMOCTH I HEeI(P(PEKTHUBHOCTU IMPEAIIECTBYIONIEH Tepanuy,
BKJIIOYAss UMATHHUO, 4acTOTa JOCTHIKCHUS OOJIBIIOrO IUTOIC€HETHYECKOr0 OTBETa cocraBuia 59%,
IPUYEM 3TOT OTBET JIOCTUTAJICSA JAOCTATOYHO OBICTPO — B TEUEHHE IMEPBBIX 3-X MECSIEB Tepanuu
(Mmemnana — 2,8 Mecsla) — U COXpaHsuica Ha (hOHE MPOJOJDKAIOIIETocs TNpuema mpernaparta (B
TedueHne 24 wmecsueB) y 77% mnamuentoB. OOmias BbDKHMBaeMOCTb udepe3 24 Mecsla Tepanuu
coctaBuia 87%.

[Tpu npumenennn HutoTuHNMOa B 103¢ 400 Mr 2 pas3a B CyTKH Yy B3pocibiX namueHToB ¢ Ph+XMJI B
da3e akcenepaluu MpU HEMEPEHOCUMOCTH WM PE3UCTEHTHOCTH K MPEALIECTBYIOLIEH Tepamnuu,
BKJIIOYasi UMAaTUHUO, 4acTOTa JOCTHXKEHHUS MOJHOIO IeMaTOJOrHYecKOro oTBeTa cocrasisiia 55%,
IpUYEM 3TOT OTBET JOCTUTANCS JOCTAaTOYHO OBICTPO — B TEUYEHHE IMEPBOTO Mecslla Teparuu
(memuana — 1 mecsi) — U coxpaHsuics Ha ¢oHE MPOAOHKAIOIIETOCS TTpreMa Tperapara (B TeUCHHE
24 mecseB) y 49% manyeHToB.

YacToTa MOCTHOKEHHMS OOJBIIOTO IIMTOT€HETHYECKOIO0 OTBETa cocraBmia 32%, W OTOT OTBET
coxpansics y 66% mnanueHToB Mpu MpoAoDKaloLIeMcs TpueMe npenapata (B TeueHue 24 MecsiieB).
Dapmakokunemuka

Abcopoyus

CpenHee BpeMsi OCTHIKCHHSI MAaKCUMAIBHON KOHIICHTpAIIMA HUJIOTHHUOA B TUIa3Me KPOBH (tmax)

COCTaBJISIET 0KOJIO 3 4. AGcopOuus HUIOTHHUOA TOCie MepopabHOr0 NMpUMEHEeHUs: — okosno 30%.
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AbcomoTHast OMOIOCTYITHOCTh HHJIOTMHMOA He ompereneHa. [1o cpaBHeHMIO ¢ pacTBOPOM JUIS
nepopanpHoro npuema (pH ot 1,2 mo 1,3), oTHocuTenbHass OMOMOCTYIMHOCTh Karcysl HIJIOTHHHOA
cocrasisieT mpumMepHo 50%.

VY 3710pOBBIX JOOPOBONBIEB HPU OJHOBPEMEHHOM IIpUEME Mpernapara ¢ MUIIeH MaKCHMajlbHas
koHeHTpaus (Cmax) W TIDIOmMAAL TOJA KpUBOM «KoHIEHTpamus-BpeMs» (AUC) nHumoTuHHOA
nosbimanuch Ha 112% u 82%, cOOTBETCTBEHHO, MO CPAaBHEHHUIO C MPUMEHEHHWEM HHJIOTHHHOA
Hatoulak. [lpumenenune mnpenapara yepe3 30 MUH WiaM 2 4 IOCJI€ NpUeMa IHIIM ITOBBIIIAIO
OouomoctynHocTh HuioTuHHOa Ha 29% u 15%, CcOOTBETCTBEHHO. Y TMAIMEHTOB, IEPEHECIINX
TOTATbHYI0O WM YAaCTUYHYIO TacTPIKTOMHIO, BCAChIBaHUE HWIOTHHHOA (OTHOCHUTEIIbHAS
OMOJOCTYIHOCTD) CHIKAeTCs MpUOIM3nuTeNbHO Ha 48% 1 22%, COOTBETCTBEHHO.

Onnoxparnoe npumeHenue 400 Mr HUTOTHHUOA B BUJIE PACTBOPEHHOTO B YAHHOM JIOXKKE SIOJIOYHOTO
MIOpe COMIEPIKUMOro ABYX Karcys 1o 200 Mr OMO3KBUBAJIGHTHO MPUMEHEHHIO 2 MHTAKTHBIX KaricyJl
o 200 mr.

Pacnpeoenenue

CooTHoIIeHNe KOHIEHTpaluuii HUIOTUHHOA B KpoBU U mmia3me cocrasisier 0,71. Ces3b ¢ Oenxamu
IIJIa3MBl in Vitro cOCTaBisIeT 0KOJI0 98%.

B paBHOBECHOM COCTOSIHUM CHUCTEMHAasl SKCIIO3UIMS HUJIOTHHMOa ObUia 10303aBUCHMON. OIHAKO
IpU OPUMEHEHUM Ipemnapata B jo03e, npesblmaromeii 400 mr 1 pa3 B CyTKM, IOBBIIIEHHE
OKCHO3UIIMA HUJIOTHHUOA B 3aBHCHUMOCTH OT YBEIHUYEHHS 03Bl Ipermapara ObUIO BBIPAXKEHO B
MeHblIel creneHd. CyTouHas IUIa3MEHHAash KOHIEHTpAIUsl HUJIOTUHHOA B PAaBHOBECHOM COCTOSIHUU
6buta Ha 35% BbIlIe npu npuMeHeHuu B g03e 400 mr 2 pasza B CyTKH, YeM MpHU IPUMEHEHHH B J103€
800 mr 1 pa3 B cytku. AUC Hunotunuba npu npueme B go3ze 400 mr 2 paza B cyTku Obuia
npubnu3uTenbHo Ha 13,4% BhlIe TakoBOW MpHU MpUMEHEHMHU mpernapara B go3e 300 mr 2 pasa B
cytku. Ilpu npueme mnpenapara B TeueHue 12 mecsieB BHyTph B a03e 400 mMr 2 pasa B CyTKH
MUHUMAaJIbHAsT W MaKCUMallbHas KOHIIEHTpamuu HWIOTHHHOA Ha 15,7% wu 14,8% ObuM BbIIIE
TaKOBBIX NPH NMpUMEHEeHuH npenapata B go3e 300 Mr 2 pasza B CyTKH, COOTBEeTCTBeHHO. He Obu1o
OTMEUEHO 3HAYUTEIFHOTO YBEIWYCHUS PAaBHOBECHOUN KOHIIEHTPALMK HUJIOTHHHOA MPH TOBBIIICHUU
1036l ¢ 400 Mr 2 paza B cyTku 10 600 Mr 2 pasza B CyTKH.

[I1a3mMeHHass »SKCMO3UIMS HWIOTUHHMOA B TMEPHOJ MEXIy NPUMEHEHHUEM TMepBOM [03bl U
JOCTUKEHUEM PpABHOBECHON KOHIIEHTpAIlMKM TIOBBIIIAETCS MPUMEPHO B 2 pa3a MpH IpUeMe
npenapata OAWMH pa3 B CyTkM M B 3,8 pa3 mpu IpueMe JBa pa3a B CYTKU. PaBHOBecHas
KOHIIEHTpaIMsl IOCTUTaJIach K 8-My JHIO.

Memabonuszm
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VY 310poBBIX TOOPOBOJIBIIEB OCHOBHBIMHU MYTSAMU META00IM3Ma HUJIOTHHHUOA SBIISIOTCS. OKUCIICHUE U
TUAPOKCHIUpPOBaHUE. B muazMe KpoBHM HIJIOTHHUO HUPKYIUPYET B OCHOBHOM B HEHU3MEHEHHOM
Bujge. Bce wmerabonuThl HUIOTMHHMOA 00JaNalOT  HE3HAYUTENBHOM  (hapMaKoJIOTHUeCKOn
AKTUBHOCTBIO.

Buigeoenue

[Tocrne omHOKpaTHOrO NMPUMEHEHHS HIJIOTHMHHOA y 3I0POBBIX M00poBoiblieB Ooinee 90% 03B
BBIBOJIMTCSI B T€UEHHUE 7 JHEW B OCHOBHOM C KajoM. 69% mpemnapaTa BHIBOAUTCS B HEM3MEHEHHOM
Buje. llepuos mnonyBbIBeleHUS TMPU MHOTOKPATHOM MPUMEHEHUH CYTOYHOM J03bl COCTaBIISUI
npUOIU3UTENHHO 17 4.

[Tpu npumMeHeHMM HMJIOTMHUOA Yy MALMEHTOB C HAapyIIEHUSMH (YHKIMH TEUYE€HHM HE OTMEYalloCh
3HAYUTEIHHOIO M3MEHEeHMs (hapMaKOKMHETHYECKUX IapaMeTpoB HUIOTHHUOA. [Ipu omHOKpaTHOM
npuemMe npenapata Habmoaanock cHmxkenne AUC nunotunn6a Ha 35%, 35% u 19% y nmauueHTos ¢
HapylIeHHeM (QYHKIUH TI€YEeHU JIeTKOM, CpeqHed W TsDKENOW CTerneHH (10 CPaBHEHHIO C
narpieHTaMu 0e3 HapyrmeHud (QyHKiuu mnedeHu). Cmax HUJIOTHHHOA B PAaBHOBECHOM COCTOSIHUU
yBenuuuBanachk Ha 29%, 18% u 22%, cOOTBETCTBEHHO.

WupuBunyaneHele pa3iauuus (QapMaKOKMHETHKH CpeOd MAlUEeHTOB OBbUTH OT YMEPEHHBIX JI0

BBIPpa’KCHHBIX.

ITOKA3AHUSA K NIPUMEHEHUIO

e BrepBrsie BBISBICHHBIN MOJIOKUTENBHBIN 110 punanenbduiickoir xpomocome (Ph+) xponndeckuit
MuenouHbI neiiko3 (XMJI) B xponudeckoil (aze y B3pOCHBIX C BO3MOXKHOCTHIO OTMEHBI
TEpanuy Ipu CTaOUIBHOM TTyOOKOM MOJIEKYJISIPHOM OTBeTe Ha (hOHE Tepanuu HWIOTMHHOOM Ha

MPOTSIKEHUU 3 JIET.

ITPOTUBOINIOKA3AHUS

[ToBbilIeHHAs YYBCTBUTENBHOCTh K AKTHMBHOMY BEIIECTBY WM JHOOOMY IPYroMy KOMIIOHEHTY
npenapara.

bepemMeHHOCTD 1 epro KOPMIIEHUS TPYIBIO.

JleTrckuii M MOAPOCTKOBBINM Bo3pacT a0 18 mer (maHHBIE 1O TPUMEHEHHIO OTCYTCTBYIOT).
HacnencTBeHHass HEMEPEHOCHMMOCTh TalaKTO3bl, ME(UIUT JAKTa3bl WM TIIOKO30-TaTaKTO3HAs

MaababcopOmsl, T.K. JEKapCTBEHHAs (hopMa COACPKUT JIAKTO3Y.

C OCTOPOXKXHOCTBIO
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Ipenapar Tacuraa® CIeAyer ¢ OCTOPOKHOCTBIO MPHMEHATh y MAIMEHTOB ¢ (DAKTOPAMH PHCKaA
yaauHeHuss uHtepBana QT Ha oanexrpokapauorpamme (OKI'): ¢ BpOXAEHHBIM yIIMHEHHEM
unTepBaia QT, ¢ MeaUKaMEHTO3HO HEKOHTPOJIUPYEMBIMU WIIU TSKEJIBIMH 3a00J€BaHUSIMU Cep/ia
(BKJItOYast ~ HENABHO  IEPEHECEHHBIH  HMH(MApPKT  MHOKapjaa, XPOHHYECKYI0  CEpICUHYIO
HEJOCTaTOYHOCTh, HECTAOWIBbHYIO CTEHOKApAMIO WIM KIMHUYECKH 3HAUYUMYI0 OpaguKapluio), C
HapyLEHUAMHU (PYHKIIUH [TEYECHH, C TAHKPEATUTOM (B TOM YHCJIE B aHAMHE3E).

Ipenapar Tacurua® He cieayeT NPUMEHSTh OXHOBPEMEHHO C TPENapaTaMH, SBIISOLIAMICS
MomHbIMA uHTHOUTOpamMu u3odepmenta CYP3A4 wmm ynmuastomumu uatepBan QT, ocobenHo
NaleHTaM ¢ TUNOKaJMeMHed M TUlloMarHuemue (BO3MOXKHO Oojiee BBIPAKEHHOE YJUTMHEHUE
untepana QT).

Crefyer m36erath 0JHOBPEMEHHOTO IIPUMeHeHH s perapata Tacuraa” ¢ rpeiIppyTOBBIM COKOM 1

JIPYTUMU TIPOIYKTaMH, SIBJISIONTUMUCS U3BECTHBIMU HHTHOUTOpamu n3odepmenta CYP3A4.

ITPUMEHEHUWE TP BEPEMEHHOCTH Y B IEPUO/I T'PYJTHOT'O BCKAPMJIMBAHMS

IIpuMenerne npenapata Tacuraa® MpH OGEpPEeMEHHOCTH M B TEPHOA TPYXZHOTO BCKAPMIHBAHHMS
IIPOTUBOIIOKA3aHO.

Bo Bpems Tepanuu npenapatom TacurHa® v Kak MUHUMYM B T€UEHHE 2-X HEAENb MOCIIE 3aBEpUICHUS
Tepanuu ManueHTaMm, OCOOCHHO KEHIMHAM JETOPOAHOIO BO3pacTa, ClelyeT MPUMEHSITh Ha/leKHbIE
METO/Ibl KOHTPALETILIHH.

XeHmuHaM penpoayKTUBHOTO BO3pacTa PEKOMEHJIYETCS MCHOIb30BaHHE 3(P(EKTUBHBIX METOA0OB
KoHTpauenimu (uaaexc Ilepnst (mokazarens, OTpakaloNMKA 4acTOTy HACTYIUIEHUS] OEPEMEHHOCTH y
100 >xeHIMH B T€YEHHE r'0Jla TPUMEHEHHUsI KOHTpAIENTUBA) COCTaBIAET <1) Ha MPOTSHKEHUH BCETO

Kypca npuMeHeHus npenapara Tacuraa®

U CITCTsl 2 HEJIeNH MOCIIe 3aBepIlIEHUs Tepauu.

OcHOBBIBasiCh Ha JOKIMHUYECKUX JAHHBIX M YUUTHIBAs TMEPHOJ]] MOJYBBIBEICHUS HIJIOTHHHOA Yy
YyelnoBeka, cocraBisitomuid 17 wacoB (amama3on: ot 3,2 go 54,7 uvaca), B KadyecTBE MeEphI
MPEIOCTOPOKHOCTH HE PEKOMEHyEeTCs TPYIHOE BCKApMIMBAHUE BO BPEMsl JICUCHUS HUJIOTHHHOOM

¥ B TedeHHe 2 Heslelb Mocle MpreMa nocenHei no3s! npenapata Tacurua®.

CnoCcob NPUMEHEHMSA U 103bI

IIpenapar Tacurna” cleyeT IPUHUMAaTh BHYTph depe3 2 4 nociue eabl. Ilocne npuema npenapara
IIPUHUMATh MUY CIEIYET HE paHee, yeM uepes 1 4.

Karncysnsl He0OX0AMMO MPOTIaThIBaTh LETMKOM, 3aMKBast BOJOH.

JUI1 ManmeHTOB C 3aTPyAHEHHBIM IJIOTAaHMEM BO3MOXKHO PACTBOPEHHME COACPKMMOIO Karcyl B

OJIHOM YalWHOM JIOKKE sI0JOYHOrO IMIOpe HEMOCPEACTBEHHO mepen mpueMoM. [[imsi pacTBopeHus
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COJIEPKMUMOTO KarcCyJl CIIeIyeT HCIOJBb30BaTh TONBKO siOmouHoe mrope. CoaepkuMoe Karcysn He

CJIeIyeT pacTBOPATH O0Jiee YeM B OJTHOM YaHOM JIOKKE SOJI0YHOTO MIOPE.
B cimywae mnpomycka odepeqHOM [03bl HE CleAyeT IPUHMMATh Ipernapar JONOJHMUTEIBHO,

CJIEYIOLIYIO 03y MPUHUMAIOT B HA3HAYEHHOE BpPEeMsl.

[Ipenapar Tacuraa” JOCTYTIEH B JABYX NM03upoBKax: Karcyisl 150 mr u 200 mr. [Ipu HeobxoaumocTu

KOppEKLMU J03bl Mpenapara A0 He KpatHoil 150 Mr, ciemyer NpUMEHSTH Npenapar Tacurna”,

kancybl, 200 Mmr.

[lepen Hawamom, uepe3 7 AHEW IMOcie Hadaja U B MPOLECCE JICUEHUS MPENapaToM PEKOMEHIYETCs
npoBoauts JKI-nccnenosanue.

Ilepen npumeHeHneM mpenapara Ipd HEOOXOIUMOCTH CIEAYET MPOBOAMUTH KOPPEKIHIO
TMIIOMAarHUEMUM M TUINOKaIMEeMHHM. B mpolecce sedeHHs pPEKOMEHIOBAHO KOHTPOJIMPOBATH
COJIEpKaHUE KM U MarHusi B CHIBOPOTKE KPOBH, OCOOEHHO y MALlMEHTOB C PUCKOM pPa3BUTHUS

MeTabO0JINYECKUX HapyIICHUH.

Ha Qone mpuMeHeHus mpernapata TacHrHa® OTMEYanoch MOBBIIICHHE KOHICHTPAIMH OOIIEro

XOJIECTEpHHA B CBHIBOPOTKE KpOBU. PeKOMEHIOBaHO OIpenesisTh JUMUIHBIA MpoQuib 10 Havaia

Tepanuu mpenapaTom TacurHa”, a TaKKe yepes 3 u 6 MecAIeB MMocie Havana Je4eHUs © MUHUMYM |
pa3 B roj py JJIMTEIbHOM TPUMEHEHUH.

Ha doue npumenenus nperapata Tacuraa® 0TMEYanoCh IMOBBIIICHAE KOHIIGHTPALMH TIIOKO3bI B
1a3mMe KpoBU. ClleyeT OnpeaesaTh KOHIEHTPALMIO [II0OKO3bI B IJIa3Me KPOBH JI0 HavyaJla JIEYECHN,
a TaKoKe, IPH HeOOXOAMMOCTH, BO BpeMsI JIeueHns npenaparoM Tacurua®.

Bceneacteue pucka pa3BuUTHs CHHIpPOMA JIM3KMCA OIYXOJU IEpe] NIPUMEHEHUEM Npenapara cleqyeT
pU HEOOXOTUMOCTH CKOPPEKTUPOBATh KIIMHUUYECKH BBIPAKECHHYIO JNETUApPATAlUIO U TMOBBIIICHHYIO
KOHIIEHTPALMIO MOYEBON KHUCIIOTHI.

Crnenyer mpoBOIUTh PYTHHHBIA KOHTPOJb OTBETa Ha Tepamuio y marueHToB ¢ Ph+ XMJI, xak Bo
BpeMsi NPUMEHEHUs Ipernapara, TaK W B ClIlydae H3MEHEHUs TEpaluu C LEJIbI0 BbISBICHUA
CyOONTHMAaIBHOTO OTBETA HA JICUEHHE, MIOTEPH OTBETA, HEOCTATOYHOM MPUBEPKEHHOCTH IMaI[EeHTa
K JICYCHUIO (KOMIUIAGHTHOCTH) WJIM BO3MOXHOTO JIEKAPCTBEHHOIO B3auMojeicTBusa. Koppekiuio
TEpaInu CleAyeT IPOBOIUTh, OCHOBBIBASICh HA PE3YJIbTaTaX MOHUTOPHHIA.

Jlna neuenusn enepevie gviasnennozo Ph+XMJI ¢ xponuueckoii ¢ghaze y 63pocivix peKOMEHI0BaH
IIpUEM IIperapara Tacurna” B 103e 300 Mr 2 pa3za B cyTkH (Kaxsie 12 yacoB).

JleyeHne mpemapaToM IMpPOBOJAT 1O TeX TMOp, IOKAa COXpaHAETCs KIMHUYECKHHA 3(PdeKT.
Bosmooicnocmos ommenvt mepanuu y nayuenmose c¢ enepevie eviaeneHHvim Ph+XMJI ¢

XpoHnuueckou ¢haze npu cmaduiIbHOM 2AYOOKOM MONEKYAApHOM omeeme (MO 4.5) na ¢one
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mepanuu HUOMUHUOOM HA npomsaricenuu 3 1em

VY nanueHToB, MOJY4YaBIIUX TEPAIHIO IIpErnaparoM Tacuraa™ B gose 300 mr 2 pa3a B CyTKH B
TE€YEHHE MPEAIIECTBYIOMUX 3 JIeT M JOCTUTMIHUX [Iyookoro MO, cTaOMIBHOTO Ha MPOTSKEHUH
MUHUMYM | roja HENOCpPEACTBEHHO Iepes IPEKpalleHHEM JICYEHHUs] MpernapaToM, BO3MOXHa
OoTMeHa Tepanuu. lIpekpaiieHue nedeHus npenapaToM AOJKEH HMHULUMUPOBATH TOJBKO Bpad C
ONBITOM JIeUeHHUs nanueHToB ¢ XMJL.

VY nmanueHTos, A KOTOPBIX paccMaTpUBAeTCsl BO3MOYKHOCTh OTMEHBI TEpAlMU NIPENapaToM, CIeIyeT
KOHTPOJIMPOBaTh ypoBeHb TpaHckpunta BCR-ABL u mokaszarenu OOIIEKIMHUYECKOTO aHalu3a
KPOBU C OMpEICNICHUEM JIEHKOUUTApHOU (HOPMYJIBI €KEMECIYHO B TEUEHHE MEPBOrO roja, 3aTeM
Kakzple 6 HelleNIb B TEUEHUE BTOPOIro roa v aajee Kaxabie 12 Henenb.

Jlnist manueHToB, y KOTopbiX BbiABIeHA moTteps MO 4.0, HO He OONbIIOro MOJEKYJISIPHOTO OTBETA
(BMO) B Teuenue mepuoma Oe3 JedeHus, ypoBeHb TpaHckpunta BCR-ABL cnepyer
KOHTPOJIMPOBATh KaXX/Ible 2 HENIENU JI0 TE€X MOp, Moka ypoBeHb TpaHckpunta BCR-ABL He BepHeTcst
B nuamna3zo”H mexay MO 4.0 u MO 4.5. [TauuenTsl, y KOTOpbIX yYpoBeHb TpaHckpunta BCR-ABL
coxpansiercsi B nuamnazone Mexxay bMO u MO 4.0 B TeueHHe Kak MUHUMYM 4 TOCIEA0BATEIbHBIX
U3MEPEHHIA, MOTYT BEPHYThCS K IEPBOHAYATIBHOMY Ipa)uKy MOHUTOPHHTA.

[Tpu motepe Gomnbioro mojekyspaoro orsera (BMO) ciaemyer BO30OHOBUTH TEpamuio mpernapaToM
Tacurua® B TedeHwe 4 Hemenb MOCTE AMATHOCTHPOBAHWS TOTEPH peMuccHh. JIedeHHe ciemyer
BO300HOBIATH B j103¢ 300 Mr 2 pa3a B CyTKM WM B yMeHbIIeHHOH n03e 400 mr 1 pa3 B CyTKH y
NAIMEHTOB, NOJYYaBIIMX YMEHBLICHHYIO 103y Ipenapara Inepel IpekpauieHueM tepanuu. [Ipu
BO300HOBJICHUH JICUECHUS CIIEAYET €KEMECIYHO KOHTPOJIUPOBaTh ypoBeHb TpaHckpunta BCR-ABL
BIUIOTH JI0 MOBTOPHOTO ToCTUX)eHnus bMO.

Coomeemcmeue Kpumepuam ommenvl mepanuu

VY nauueHToB C MOATBEPXKACHHOW 3Kcrpeccueil TunuuHbix TpanckpuntoB BCR-ABL el3a2/b2a2
win el4a2/b3a2 mpu COOTBETCTBUM KPUTEPHSIM BO3MOXKHO PACCMOTPEHHME BOIpOca 00 OTMEHe
tepanui. Hamuwuwe tunmuaeix TpaHckpuntoB BCR-ABL  HeoOXoaumo Ui  BO3MOXKHOCTH
KOJIMYECTBEHHOTO OMNpENENIEHUs] YPOBHSI UX JKcmpeccuu, riiyouHsl MO M OIIEHKH BO3MOXKHOM
IOTEPU MOJIEKYJISIPHOM PEMUCCUU NIOCIIE MPEKPAILEHUS TEPAIIH [TPENAPATOM.

Konmponw nocne npekpaujenua mepanuu

VY mnauuMeHToB, i1 KOTOPBIX pPacCMaTpUBAETCs BO3MOXKHOCTb OTMEHBI TEpamuu IPernapaToM,
MOHUTOPUHT  ypoBHA TpaHckpunta BCR-ABL Heo0xoguMo mpOBOAUTH TPH  MTOMOIIU
JUArHOCTUYECKOrO0  KOJMYECTBEHHOI'O TECTa, BaJWAMPOBAHHOrO g onpeneneHus MO ¢
MUHUMaJIbHOW 4yBCTBUTENbHOCTBI0O MO, paBHOMy 4.5. VpoBens Tpanckpunra BCR-ABL crnenyer

OTpeIeIsATh Mepel OTMEHOM Tepanuu, a TaKKe Ha MPOTSHKEHUH reproja 0e3 jJeueHusl.
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[Ipu motepe BMO cnemyer BO300HOBHTH JICYCHHE TIpPEImapaToM B TedeHHEe 4 HEIeNb IOCIe

JTMAarHOCTUPOBAHMS TOTEpH pemuccuu. s ompeaenenus Bo3MokHOM morepu MO HeEoOXoaumo
PEryJsipHO M 4acTo onpeAessiTh ypoBeHb TpaHckpunta BCR—ABL u npoBoauTh 0OMIEKTHHUYESCKUI
aHaJIM3 KPOBH C OMpEIeTICHUEM JICHKOIIMTaApHON (GOPMYIIBIL.

[TanmenTam, KoTOphie HE CMOTIH AOCTUTHYTh BMO crmycts Tpu Mecsia mociie BO30OHOBIICHUS
JiedeHus, HeOOXOIMMO TIPOBECTH MCCIICIOBAaHUE HA OMpE/eIICHNe MyTalliii KWHA3HOTO JOMEHA TeHa
BCR-ABL.

Ilayuenmui ¢ Hapywienuem QynKyuu neuenu

[Tockonpky TpW TPUMEHEHUH Yy TMAIMEHTOB C HapyIICHUSMHU (YHKIMH MEYEeHH HE OTMEUYanoch
3HAYUTEITHLHOrO0 U3MEHEHHs (PapMaKOKMHETUYECKUX MapaMeTpoB HUJIOTHHMOA, y MAIlMEeHTOB TaHHON
KATeTOPHH HE TPeOYeTCss KOPPEKLMH PEeKHMa H03MpoBaHms mperapara Tacuraa™. Tem He MeHee,
MPUMEHSATH Mpenapar y 3TUX HNalUEeHTOB CIEAYET C OCTOPOKHOCTHIO.

Ilayuenmot ¢ napywienuem QyHKyuu nouex

Her RaHHBIX 1O MPUMEHeHHMIo mperapara Tacuraa® y ManMeHToB ¢ HapyIIeHHeM (QYHKIMH TTOUYeK
(KOHIIGHTpaLUs KpeaTHHUHA B IJ1a3Me KpoBHU B 1,5 paza > BepxHell rpanuubsl Hopmbl (BI'H)).
[TockonbKy MOYKM HE UTPAIOT CYIIECTBEHHOW POJIM B BHIBEJICHUHM HUJIOTHMHHOA U €ro MeTaboJIuTOB,
HE OKUJAETCs CHUYKEHHUS 0011ero KiIMpeHca HIIOTUHHUOA Py MPUMEHEHUH Tpenapara y MaliueHTOB
JTAHHOM KaTeropuH.

Ilayuenmol ¢ HapywieHUAMU CO CIOPOHBL CEPOEUHO-COCYOUCHOU CUCHEMDbL

TTocKOMbKY KIMHHYECKHUE JAHHBIE [0 IPHMEHEHHUIO nperapara Tacurua® y MalieHToB ¢ TAKEIbIMA
3a0oeBaHUsIMU cep/ria (B T.4. HECTAOMIILHOM CTEHOKapAHWEH, HEKOHTPOIUPYEMON XPOHUYECKOM
CEpJICYHOM HEAOCTATOYHOCTHIO, BBIPAXCHHOW OpajaWKapaueld WIM HEIaBHO IEPEHECEHHBIM
MH(}ApPKTOM MHOKapJa) OTCYTCTBYIOT, CIEIAYEeT C OCTOPOXKHOCTBIO MPUMEHSTH Ipernapar y JaHHbBIX
MAalMEHTOB.

Iayuenmut 6 603pacme >65 nem

B ximHMYecKuX MCClIeIOBaHUSAX MAlMEHTHI B BO3pacTe >65 JieT ¢ BnepBbie BRIABICHHBIM Ph+XMJI
B XpoHuueckoi haze u ¢ Ph+XMJI B xponunueckoit paze u (asze akcenepauuu ¢ HEEPEHOCHMOCTBIO
WIN PE3UCTEHTHOCTHIO K MPEANIECTBYIONICH Teparuy, BKItoyast MMaTiHUO, coctasisu 12% u 30%
OT OOILEero yucia MalueHTOB COOTBETCTBEHHO. CyYIECTBEHHBIX OTIMYMN B 3(PPEKTUBHOCTU U
6E30IACHOCTH NPUMEHEHHs npenapata TacurHa” y MAlHeHTOB IaHHOW KATErOPHH B CPABHCHHH C
MaIMeHTaMu B Bo3pacte oT 18 10 65 neT BBISIBICHO HE ObLIO.

Ilpumenenue y oemeii (00 18 nem): GezonacHOoCcTh M 3P(EKTHUBHOCTh Tperapara y IETel u
MOJPOCTKOB 70 18 €T HE N3y4YeHBI.

Koppekuu;z pesicuma dozupoeanuﬂ npu pazeumuu CEPbEe3HbIX HeMHCe1amelbHblX AGNEHUL CO
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CHLOPOHBL CUCHEMbL KPOBEemEopeHus (mpomooyumonenus, HelmponeHus maxiceaol cmenenu)
[Ipy BO3HMKHOBEHMM HEHTPONEHMH U TPOMOOIMTONICHWH, HE CBS3aHHBIX C OCHOBHBIM
3a0ojeBaHueM, TpeOyeTcs BpeMeHHas OTMEHA TIpernapara WIM YyMEHBIIEHHE €ro J03bl, B
3aBUCHUMOCTH OT CTENICHU BBIPAKEHHOCTHU 3TUX HEeXKeNaTeNbHbIX siBiaeHuit (HA).

Tabnuya 1: Koppexkyua 0o03bi npenapama 6 ciyuyde GO3HUKHOBEHUS HEUMpONneHuu u
mMpomMoOOYUMoneHuy

Bnepesvie evisignennviii Ph+XMJI ¢ | CHUXeHHE abcomotHoro | 1. OtMmeHa npermapara
xponuueckot ¢ghaze - 300 mr 2 paza | yucna neitrpodunos | Tacurua®  u IIPOBECHUE
B CYyTKH <1x10°/n WWIA 4ucia | PETYISPHBIX KIIMHIYECKUX
TpomGoIHTOB <50%10°/1 aHalT30B KPOBH.

2. Bo3oOHOBeHHE B Te4YeHUE
2-x Henelb JICUeHUSI
npenapaTom Tacuraa® B 1o03e,
IIPUMEHSABIIEHCS 10
NpEphIBAaHUS  TEparuu, eCIU
abcomoTHOE YHCIIO
Hefitpopuno >1x10°/1 wwm
YUCIIO0 TPOMOOITUTOB
>50%10°/m.

3. Ilpu coxpaHEeHUHU LUTOIIEHUY]
MOJKET noTpeboBaThCs
YMEHBIIIEHUE JI03bI Mpernapara

Tacuraa® no 400 mr 1 pa3 B
CYTKHU.

Koppekyusa pexycuma 0o3upoeanusa npu  pazéumuu  CePbe3HbLIX  HE2EMAMOI02UUECKUX
HedxcenamebHblX A61CHU

[Ipy pa3BuTHH yMEPEHHO BBIPDAKEHHBIX WM TSDKENbIX Heremarosnornueckux HSI, cBsizaHHBIX C
TPHEMOM MperapaTa, Tepanuio npernaparoM Tacuraa® ciemyeT npepsars.

[Tocne pazpemenuss HS neyenne mpenapatom MoxeT ObITH BO300HOBIEHO B o3¢ 400 mr 1 pa3 B
cyTku. [Ipm He0OX0AMMOCTH BO3MOXKHO yBelUueHHe /1036l npenapara a0 300 mr 2 pa3a B CyTKH Y
MaIMEeHTOB C BIEpBhIC BhIsIBIIEHHBIM Ph+XMJI B XpoHnueckoit (ase.

[Ipu moBBIIIIEHNN aKTUBHOCTHU JIUMAa3bl KpoBH B 2 pasa Beiie BI'H, konnentpanun ounpyouna B 3
pasa Beiie BI'H win «tieyenounbsix» tpancamusas B 5 pa3 Beimie BI'H no3y npenapara Tacurna”

pexomenayetcsi cHU3UTh 40 400 Mr 1 pa3 B CyTKH UM BPEMEHHO MPEPBATH TEPAIHIO.

IIOBOYHOE JENCTBHE

Y nayuenmos c enepsvie svissnennvim Ph+XMJI, momydaBmuix mnpenapar Tacuraa” B 103e 300 Mr 2
paza B cyTku, HambOonee uacteiMu (>10%) weremaromoruyeckumu HS, cBs3aHHBIME C
NpPUMEHEHUEM TIpernapara, ObUIM: KOXKHAs Chillb, KOXHBIA 3y, TOJOBHas OO0JIb, TOIIHOTA,

MOBBIIICHHAA YTOMIEICMOCTD, aJIONICHUA, MUAJITUA U 0o0JIb B BerHeﬁ YacTH XKHUBOTA. BOJBITMHCTBO
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no0ouHbIX 3((PeKToB ObUIM yMepeHHO BbIpakeHbl. Menee udacto (<10% u >5%) nabmoganuch

yMepeHHO BeIpakeHHbIe HS, Takue kak: 3amop, Auapesi, CyXOCTh KOXH, MBIIIIEYHBIC CIIa3Mbl, 00 B
cycraBax, 00Jb B )KUBOTE, nepudepuyeckiue oTeku, pBota u acteHus. [Ipu nmpruMeHeHuu npenapara
Tacuraa® B gosze 300 wmr 2 pa3a B CYTKM IUICBPAJIbHBIA U TMEPUKAPAUAIBHBIN BBINOTHI, BHE
3aBUCUMOCTH OT HX OTHOJNOTMH, HaOmomamuch y 1% u <1% manuMeHToB COOTBETCTBEHHO.
KenynouHo-kumieyHble KpOBOTEUEHUS, BHE 3aBUCHUMOCTH OT O3THOJOrMH, HaOmoaamuch y 3%
MAIEeHTOB.

I'ematonornyeckue HS, Brimowass muenocynpeccuto: TpomOouutonenus (18%), HelTpomneHus
(15%), anmemusi (8%). HapymieHuss OHOXMMHYECKUX JIA0OPATOPHBIX TIOKa3aTeNeil BKIIOYAIOT:
yBEJIMYEHHE AaKTUBHOCTH anaHuHamuHOTpaHcdepassl (AJIT) (24%), runepobunupyOouHeMuto
(16,5%), yBenuuenwe akTUBHOCTH acmapratamuHoTpanchepassl (ACT) (12%), yBenmueHue
aktuBHOcTH Jmma3el  (11%), yBenuuenwe KoHHeHTpamuu OwipyomHa B kpoBu  (10%),

runeprivkeMuto (4%), runepxonecrepunemuro (3%), runeprpuriunepuaeMuto (<1%).

Otknonenue cpeanero nokasarens QTcF, ycpenHeHHOro mo BpeMeHHU, OT UCXOJHOIO COCTaBIIAIO 6
MC TMpH NPUMEHEHWU HUJIOTUHHOA B PaBHOBECHOM cocCTOsHUM. Cpeau BCeX TPy TaIMEeHTOB,
MONyYaBIINX TEPANHUIO MpermapaToM, HE OTMEYEHO a0CcoMoTHOrO yBenundeHus narepsana QTcF
>500 Mc, a TaKKe AMU30/0B KEITYyA0YKOBON TaXMCHUCTOIMYECKOW apUTMUU THIA «IHPYIT» (torsade
des pointes). YBenmuuenue unrepBasia QTcF Ha >60 Mc oT mcxomHoro 3apeructpupoBaHo y <1%
MAIEeHTOB, TMOJYYaBIIUX TEpanuio mpenaparoM. He oTMedeHO ymeHbIeHHs (pakiuu BBIOpoca
aesoro xenynouka (PBJDK) Ha 45%, a takxke He otmeueHo ymeHnblneHus OBJDK na 15% u Gonee
oT ucxoanoro. Cpenu Bcex Ipymil HE OTMEUEHO CIy4yaeB BHE3AITHOW CMEPTH.

Otmena Tepanuu B cBsizu ¢ HA norpebosanacek 10% manneHToB.

H$1 mepeuncnenpl HUXKE 1O OpraHaM U CUCTEMaM C YKa3aHHEM YacCTOThI UX BO3HHUKHOBECHHS: OYCHb
gacto (>1/10), gacto (>1/100, <1/10), negacro (>1/1000, <1/100), oTmensHO TmpeacTaBneHsl HA ¢
HEU3BECTHOW 4acCTOTOM.

Yacrora passutus HS, ormeuaembix Oosiee ueM B 5% ciyuaeB, mpeacTaBieHa B CKOOKax.
Hngpexyuonnvie u napasumapmnvie 3abonesamus: yacmo —  (DOITUKYIUT, UHPEKUUU BEPXHHUX
IBIXATeNBHBIX MyTel (BKIOYas, (GapuHTHUT, HA30(DapUHTUT, PHUHHT); Heuacmo — TTHEBMOHUS,
OpoHXUT, MH(EKIMH MOYEBBHIBOMAIIMX IyTeH, reprerudeckas HH(EKIHs, KaHIum03 (BKIHOYAs
KaHJU/I03 POTOBOM IIOJIOCTH), TAaCTPOIHTEPUT; HACMOMA Heu3eecmHa — CEICUC, TOJKOKHBIH
abcrecc, abcriecc mepuaHaIbHONW 00J1acTH, (YpPYHKYJ, MHKO3 TJIQJKOH KOXH CTOI, PEaKTHBAIUS
BHUpyca renarura B.

Jlobpoxauecmeennvie, 310KkauecmeenHvle U HEYMOYHEeHHble HOB00OPA308aHUA: YaACMO — TANIIIOMa

KOXU; yacmoma Heuzeecmua — TanuioMa CIM3UCTON 00O0JOYKHM HOJOCTH pTa, MapanpoTCHHEMHUS.
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Hapywenust co cmoponvl obmena sewecme u numarnus: oveHv ywacmo — runodocdaremust (BKIFOUAs

cHIbKeHue docdopa KpoBH); uacmo — cHUKeHue anneruta (4%), HapylIeHUs BOJAHO-3JEKTPOIUTHOTO
OamaHca (TUTIOMarHUEMUs, THIEPKATHEMHsS, THIOKATHEMHUs, THIIOHATPUEMUS, THUIIOKAIbIIUEMHUS,
rUnepKagbireMus, rurnepdocdareMust), THIEPTIUKEMHs, CaXapHbIi AUa0eT, THIIEPXOIeCTEPUHEMUS,
TUMEPIUIAAEMUS, TUIIEPTPUTTIMIEPUIEMUS]; Heyacmo — TIOAarpa, JAeruaparanus, [OBbIIIEHUE
anneTuTa, TUCIUMUIEMHUS, Yacmoma Heusgecmua — TUIepyPUKEMUsl, TUIOTIIMKEMHUS.

Hapywenuss co cmopousl HepsHoll cucmemvl: oueHb yacmo — rojoBHasg Oonb (16%); ywacmo —
TOJIOBOKpY)KEHHME, Tnepudepudeckas HeHpomaTHs, THUIECTe3Us, [apecTe3us; Heuacmo  —
BHYTPUYEPEINTHOE KPOBOUBIMSIHUE, HIIEMHYECKHH WHCYJBT, NPEXOAsdIlee HapylIeHHE MO3TOBOTO
KpoBOOOpaieHusi, UH(PApKT MO3ra, MUTPEHb, MOTEPsI CO3HAHHS (B TOM YHCJIE CHHKOIE), TPEMOp,
HapyIlIEHUs] KOHLIEHTPAllUd BHUMAaHMSI, TUIIEPECTE3NS; Yacmoma Heu3eecmua — OCTpOe HapyILIEHHUE
MO3TOBOTO KpPOBOOOpAIEHHUsI, CTEHO3 0a3WIIIPHOM apTepuu, OTEK MO3Ta, HEBPHUT 3pUTEIHHOTO HEpBa,

3aTOPMOKCHHOCTDh, AU3CCTC3UA, CHHAPOM «O€CIIOKOMHBIX) HOT.

Hapywenus co cmopouvl cKeiemuo-mbluleyHol U COeOUHUMENbHOU MKAHU: OYeHb YACmo —
muanrus (10%), aprpanrus (8%); uacmo — mpiednsle cna3msl (9%), 601b B KocTsax (4%), 6o B
KOHEe4HOCTAX (5%), 601b B MOJAB3IOMIHON 00JACTH, KOCTHO-MBIIIEUHasi 00JIb (B TOM YHCIIE KOCTHO-
MBIIIIEYHAss OO0Nb B TPYIHOW KIETKe), 00ib B CHUHE, 00Jh B IIee, 00Ib B OOKY; Hewacmo —
CKOBaHHOCTh, MBIIIIEYHAs CIA00CTh, OTEUHOCTh CYCTaBOB; YACMOMA HeUu38eCmHa — apTPHT.

Hapywenusi co cmopousl Kposu u auM@amuyeckoi cucmemvl: OYeHb Yacmo — TPOMOOIIMTOIICHUS

* o sk * o
(30% ), neitrponenust (31% ), anemus (11% ); wacmo — neiikonenus, 303uHoGuIUs, GedpuIbHAs

HEUTpONeHUs, MaHIUTONCHUS, TUMPONICHUS; Yacmoma Heuzsecmua — TPOMOOLIUTEMUS, JICHKOLIUTO3.
Hapywenusi co cmoponsbl UMMYHHOU CUCTEMbL. YACMOMA HeU38eCMHA — TUTICPIyBCTBUTEIILHOCTD.
Hapywenusi co cmopomsl SHOOKPUHHOU CUCMEMbL. HeYdcmo — THIIEPTUPE03, TUTIOTHPEO3; YaCmoma
Heu3gecmHa — BTOPUYHBIN THIIEPIIApaTUPE03, THPCOHTHT.

Hapywenus ncuxuxu: uyacmo — nenpeccus, OECCOHHHIA, TPEBOXKHOCTb; 4acmoma Heu3eecmHa —
JIe30PHEHTALINs, CITyTAaHHOCTDh CO3HAHUS, aMHE3HsI, AUCHOPHSL.

Hapywenus co cmoponvl opeana 3penusi. uacmo — BHYTPHUIJIA3HOE KPOBOM3IHUSHHE,
nepuopOUTANbHBI OTEK, KOHBIOHKTUBHUT, 3yl B TIJa3aX, CHHAPOM «CyXOro» riasza (BKIOYas
KCEepOPTAIBMHUIO); Heuacmo — yXyALIEHUE 3PEHUs, 3aTyMaHUBAaHHE 3PEHHUs, CHIDKEHHE OCTPOTHI
3peHus, OTeK BeK, (ororcus, runepemMust (CKiIep, KOHBIOHKTHBBI, TJIA3HOTO sI0JI0Ka), pa3apakeHue
71a3, KPOBOM3IIUSHUE B KOHBIOHKTHBY; YACMOMA Heu38ecmua — OTEK JIMCKA 3PUTEIBHOTO HEpBa,
JUIIIONUS, CBETOOOSI3Hb, MPHUIYXJIOCTh BEK, Onedaput, Ooibp B THa3zy, XOPHOPETHHOMATHS,
IJIEPTUYEeCKU KOHBIOHKTUBUT, 3a00JI€BaHUs CITU3UCTON 000JIOUKH TJ1a3a.

Hapymenu}l CO CMOPOHbL Opeana ciyxa u Jza6upuHmele Hapyuienus.: yacmo — BEPTUTO, Hacmoma
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Heu38ecmHa - CHIKEHUE OCTPOTHI CITyXa, 00JIb B yIIIaX, IITyM B yIIIax.

Hapywenus  co  cmoponvlr  cepoya: wacmo  —  CTCHOKapAus, apuTMus  (BKJIIOYas
ATPUOBEHTPUKYISIPHYIO OJIOKaAy, TpereTaHue NPeACcepauil U JKeIyAO04YKOB, JKCTPACUCTOIHIO,
TaxuKapaAuio, Opaaukapanio, GUOPMIUIANNIO MpeAcepanii), OUIyIIEHUE CEepAIcONCHHs], YIJIMHEHUE
uatepBata QT wa OKI; wmewacmo — cepaeuHas HEIOCTaTOYHOCTh, HHGAPKT MHUOKap/a,
UIIeMU4YecKasi 0OJie3Hb Cep/lla, IMOSIBICHUE LIYMOB B CEp/Ile, NMepUKapAUaIbHBIA BBHINOT, [IUAHO3;
yacmoma HeuzgecmHa — HapylleHHs (DYHKIUU >KETyJOYKOB, TEPUKAPIUT, CHIDKEHHE (pakuuu
BBIOpOCa, TracTonueckas nucyHkims, 0J0Kaaa JeBOM HOXKKH Imydka [ nca.

Hapywenus co cmopomnst cocyoos.: uacmo — TOBBIILIEHUE apTepraibHOro faBieHust (AJl), «puauBb»
KPOBH;, Heuacmo — TUMEPTOHUYECKUN KpHU3, OKKIIO3US MeprU(eprudecKrx apTepHii, mepeMeKaronascs
XpOMOTa, CTEHO3 apTepuii KOHEYHOCTEW, OOpa3oBaHHME TEeMaToOM, apTEePHOCKIEPO3; uacmomda
HeuzeecmHa — TEMOPPAruvecKuii oK, cHkeHue AJl, Tpom003, cTeHO03 nepuQeprudecKix apTepUi.
Hapywenuss co cmoponvl OvixamenbHOU CuUCmeMbl, Op2aHO08 2PYOHOU KIemKU U CPeOOCMeHUsL:
yacmo — ONBIIIKA B TOKOe U MpH (PU3HUecKoil Harpyske, HOCOBOE KpPOBOTEUEHHE, Kallleb,
TUCPOHUS; Heyacmo — OTEK JIETKUX, IUIeBPaJIbHBIA BBINOT, HHTEPCTULIHAIbHBIE 3a00JeBaHUS
JeTKUX, TUIeBpaibHass O0O0Jb, TUIEBPUT, OONb B OONACTH TJOTKH W/WIM TOPTaHH, pa3IpaskeHUe
CIIM3UCTON O0OJIOYKHU TIOTKU; Yacmoma Heusgecmua — JIeTOYHasl THIIEPTEH3US, XPHUIIbL, 00Jb BO PTY
U TJIOTKE.

Hapywenuss co cmopousl nuwjeeapumenvhou cucmemsl: oyeHv uyacmo — ToumHoTa (14%), 3amop
(10%), nuapes (9%), pBora (6%), 601b B BepxHeil yactu xuBoTa (10%); vacmo — nuckomdopTt B
o0yacTu KMBOTA, B3AYyTHE XUBOTA, JWCIEICHS, TUCTEB3Ms, MAaHKPEATHT, METEOPU3M; Heuacmo —
KEITYJTOYHO-KUIIIEYHOE KPOBOTEUCHHUE, MEJICHA, W3bS3BICHUE CIM3UCTON OOOJIOUKH IOJOCTH PTa,
ractpos3odareanbHblii  pedIioke, CTOMaTtuT, O0lb B MUINEBOJE, CYXOCTb BO pTy, TIacTpuT,
MOBBIIIIEHHE YyBCTBUTEILHOCTU 3yOHOU sManu; yacmoma ueuzgecmua — nepopamus KeryaoqHo-
KUILIEYHON $3BBI, PETPONEPUTOHEAIbHOE KpPOBOU3IUSHUE, PBOTA C KPOBBIO,  s3Ba JKEIyJKa,
SI3BEHHBIA 330()aruT, YacTHYHAS KHINEYHAS HEMPOXOJAUMOCTh, SHTEPOKOJIUT, TEMOPPOH, TphDKa
MUIIEBOAHOTO OTBEPCTUS TUAPparMbl, peKTaaIbHOE KPOBOTEUCHUE, THHTUBUT.

Hapywenus co cmoponvl neuenu u sHcenuesbi8o0auux nymeti. 04eHb 4acmo — TUNepOUIupyOnHeMus
(BKJIIOYAs yBeNMMYEHUE OWIMpPYOMHA KPOBH); uacmo — HapylleHWe (YHKIHUU TICUYCHU; Heuacmo —
TenaTUT, SJKEJITyXa, TOKCHYECKOE TMOpaXeHHE T[EUYEHU; Yacmoma Heu3eecmHa — XOJIeCTas,
renaroMeraims.

Hapywenuss co cmopousl kodcu u nooKOJNCHbIX MKaHel. o4enb dacmo — KoxHas cbilb (33%),
KoxHbIN 3yn (18%), amoneuus (10%), cyxocts xoxu (10%); uacmo — spurema (3%), IOBBIIIEHHOE
MOTOOT/CNIEHUE B HOYHOE BpEeMs, SK3eMa, KPalWBHUIA, TUIIEPTUAPO3, JEPMATUT (aJUIEPTUUYECKU,

12/ 22



NPI var #1-9 approved 04/10-2022
Including CDS 2020-PSB/GLC-1097-s
9KC(OJMATUBHBIN W  aKkHe(OPMHBIN), TOJKOXXHOE KPOBOMBIMSHHUE, aKHE, Heuacmo —

9Kc(ONMATUBHASL  CHIllb, TPHUITYXJOCTh JIMIA, JIEKAPCTBEHHAs ChIllb, OOJIE3HEHHOCTh KOXH,
9KXUMO3BI; Yacmoma HeusgecmHa — TICOpUa3, MHOTO(QOpPMHAsi dpUTEMa, y3JIoBaTasi puUTeMa, s3Ba
KOXH, CHUHAPOM HaHOHHO-HOﬂOMBGHHOﬁ OPUTPOAU3CCTC3UA, IICTCXUMH, q)OTO‘IyBCTBI/ITeJIBHOCTL,
BOJIIBIPH, KUCTa KOXKH, THUTEPIUIa3Usl CATBHBIX JKene3, aTpodus KoM, M3MEHEHHE IIBETa KOXKH,
HICTyIICHUE KOXKH, THTIEPIUTMEHTAIHSI KOXKH, TUIEPTPO(HS KOXKHU, THIIEPKEPATO3.

Hapywenusi co cmoponsl nouex u Mouesbleo0suux nymeu: 4acmo — TOJUIAKUYPHSI, Heuacmo —
IU3YpHsi, WMIICPATUBHBIC TO3bIBBI K MOYCUCITYCKAHHIO, HHUKTYPHUS; UYACMOmMA HeUu38ecmHa —
NoYeyHast HeJIOCTaTOYHOCTh, TeMaTypusi, HeJiep)KaH|Ue MOYH, XPOMATYPHSL.

Hapywenus co cmoponsi nonogvix opeanos u MONOYHOU dicene3vl. Hedyacmo — O0O0Jb B TPYTHOMN
JKCJIC3C, TMHCKOMACTHs, SPCKTUIIbHAA I[I/IC(bYHKI_II/IH; uacmoma Heuzeecmua — YIUIOTHCHHUC T'PYAHBIX
xKeJe3, MEHOpparusi, HabyxaHue COCKOB.

Obwue paccmpoticmea u HapywieHus 8 Mecme B6e0eHUsl. OYeHb Yacmo — TIOBBIIICHHAS
yromisieMocth (12%); uacmo — actenust (9%), 3aaepxka *Kuakoctu u oteku (5%), MOBBILICHHE
TeMIiepaTyphl Tejia, 00Jb B Tpyau (BKJIIOYAs HEKAPAMOTECHHYIO 00Jb), TUCKOM(OPT B Tpyau, ooIiee
HCAOMOT'aHUC, Heuacmo — OTCK Jiula, TPaBUTAIIMOHHBIC OTCKHU, FpHHHOHOI[OGHBIﬁ CUHIAPOM, 03HO6,
OLIYIICHWE W3MEHEHHsI TeMIepaTypbl Tena (YepelOoBaHHE «OUIYIICHUS JKapa» U «OUILYIICHHS
XOJIO/Ia»); YACmoma Heu38ecmua — JTOKaIbHBIA OTEK.

JlabopamopHvie u uHCmMpyMeHmMAIbHble OAHHLIE: OYeHb YACmo — TIOBBIICHUE aKTHBHOCTH
«TEYCHOYHBIX» TPaHCAMUHA3, TOBBIIICHHE aKTUBHOCTH JIMIIA3bl KPOBH, YBEIHUCHHE KOHIICHTPALIUH
XOJIECTEpUHA JIMIIOTIPOTEHHOB (B TOM YHCIIE, JIMIIONPOTEHMHOB BBICOKOH W HHU3KOW IUTOTHOCTH),
YBCIMYCHHUC KOHICHTpAlUU O6H.I€FO XOJICCTCPHUHA, YBCIWMYCHHUC KOHICHTpAllUW TPUITIMLCPUI0B
KpOBU;, Hacmo — YMCHBHICHUC KOHIICHTpalUH I‘GMOFHOGI/IHa, YBCIIMYCHUC AKTUBHOCTU aMUJIA3bI,
ramMmma-TiayTamMuHTpancdepasbl, KpeaTHHPOCPOKUHA3bI, IIeJ0oYHOM  ¢ocdaTasbl, YBEITUUYCHHE
KOHIICHTPAIIMY MHCYJIMHA B TUIa3Me KPOBH, YMEHBIIICHUE WU YBEIMYECHHE MACChI TEIa, YMCHBIIICHUE
KOHIOCHTpAIUn I‘J'IO6y.HI/IHOB B KpPOBH; Hedacmo — YBCIUMUCHHUC AKTHBHOCTHU JIAKTATACTHUIPOIrCHA3BI,
YBEJIMYCHUE KOHIIEHTPAIIMM MOYEBHHBI B IUIa3Me€ KPOBU; YACMOMA Heu38eCmHda — YBEIWYCHHE
KOHIICHTPAIIMA TPOIIOHUHOB B IIa3Me KPOBH, KOHIIEHTPAIMHM HEKOHBIOTHPOBAHHOTO OWIMPYOHHA,
YMCHBIIICHUE KOHIEHTpauuu wWHCyaMHa W C-mentupa KpPOBH, YBEIMYCHHWE KOHIEHTPAIUU
naparropMoHa B IIa3Me KPOBH.

Tabnauya 2: OmxnoneHuss 1a60pamopHbIX NApaAMempos om Hopmbvl 3 U 4 cmeneHu

HA Bniepsbie BBISIBIICHHBIN Ph+XMJI B
XPOHHYECKOM (haze

Hunotunan6 300 mr 2 pasa B cytkn, %

Temamonozuueckue napamempbul

Helitponenus | 12
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TpomOonuToneHus 10

N

Aunemus

buoxumuueckue napaviempbol

VBennueHnne KOHICHTpAIlMU KpECaTHHHNHA

VBennyeHne akTUBHOCTH JINIA36I

VBennuenune aktuBHOCTH ACT

VBennuenue aktuBHOCcTH AJIT

T'unodocharemus

YBenuueHne KOHIIEHTPAUH o0ITero OminpyonHa

VBennueHne KOHICHTPAIWU I''TFOKO3bI

VBennueHne KOHICHTPAIIUU XOJICCTCPUHA

(=) Fal BN BN ool P o Ll Nl [l

YBenuueHne KOHIICHTPAIIUH TPUTIIHIICPUIOB

Ommena mepanuu y nayuenmog c¢ Ph+ XMJI 6 xponuueckou ¢haze, docmueumux cmaduibHo20
anybokoeo MO

IIpn ormeHe Tepamuu IpenaparoMm Tacurna” IIPU TIOTIBITKE JTOCTHXKEHHUSI PEMHUCCHUU 0e€3 JIeUeHUs
MOTYT 60.]166 49acCTo, 4€M 0 OTMCHLI TCpAIlM, BOZHUKATH CICAYIOMIUC HSI: cumnromsr co CTOPOHBI
CKEJICTHO-MBIIICYHONH CHUCTEMBI, TaKhe KaK MHUAITHS, 00Jb B KOHEYHOCTSX, apTpayrus, Ooib B
KOCTsIX, 60.HB B ITIO3BOHOYHUKE UJIN CKECIICTHO-MBIIIICYHAas1 60)1]:.

B kimMHHMYECKOM HCClIETOBAaHUM B TEUYEHHE ToJia MOcjie OTMEHbl Tepanuu y 24,7% nanueHToB ¢
BriepBbie BbIIBICHHBIM Ph+ XMJI B Xponudeckoil (a3e oTmMeuaanch CHMIOTOMBI CO CTOPOHBI
CKEJICTHO-MBIIIEYHOM CHUCTEMBI MO CpaBHEHUIO ¢ 16,3% Ha NPOTSHKEHUH NPEABIIYIIEro Troja
Teparnuy HIIOTHHHOOM.

Onvlm npumeHenus 8 KIUHUYEeCKOU NpaKmuke

¥ ormeuanich cnenyromue HS 6e3 ykazaHuil Ha TpUYMHHO-

Ha ¢one Tepanuu npenapatom Tacurua
CJIEZICTBEHHYIO CBSI3b C IpPUMEHEHHEM HMJIOTHMHHMOa (dactota HSl He ycTaHoBieHa): cityyau
CHHJIpOMa JIM3KCa OMyXOJIH, Iapajiny JIMIEBOTO HEPBa.

"~ 3 u 4 crenens Tsoxectn o kaccudukammn CTCAE (Common Terminology Criteria for Adverse
Events) y maniieHTOB ¢ BHOBb JTUAarHOCTUPOBAHHBIM Ph+XMJI B XpoHU4ecKoi ¢aze

Ecnu ommeueno yxyowenue Kiunuuecko2o meuenusi 106020 u3 YKa3aHHvlX @ UHCMPYKYuu noOOUHbIX

aghgpexmos unu Bol 3amemunu mobvie opyeue nobounvie 3¢hghexmoul, He yKazaHHvle 8 UHCIMPYKYULU,

coodwume 06 Imom epauy.

IIEPETO3APOBKA

Coo0manoch 0 EeAWHUYHBIX CIydyasX HaMEpEeHHOH IMepelo3upOBKH IpEnapaToM, B KOTOPBIX
OCYHICCTBIIAJICA TPUEM HCYCTAHOBJICHHOI'O KOJIMYECTBA KaIICyJl OJHOBPCMCHHO C aJIKOroJIieM U
JPYTUMHU  JIEKAPCTBEHHBIMU cpencTBaMu. (OTMeqaloch pPa3BUTHE HEUTPONECHUHM, PBOTHI U

coryBocTd. M3menenuit OKI' 1 mpu3HAKOB TOKCHYECKOTO TTOPAKEHUS TICUCHH OTMEUYEHO HE OBLIO.

Bo Bcex ciydasgx OTMEYanoCh BBI3ZOPOBICHHE. B cilydae mepeno3supoBKH IIpErapaToM Tacurna®
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HEOOXOMMMO 00ecTeunTh HAOJIOJCHUE 3a TAIlMEHTOM, a TaKXe MPUMEHUTh COOTBETCTBYIOIIYIO

CUMIITOMAaTUYCCKYIO TCpaIlrIo.

B3AMMOJENCTBUE C IPYTUMH JIEKAPCTBEHHBIMH CPEJICTBAMHA

Hunornau®6 merabomm3upyercsi TIaBHBIM 00pa3oM B miedeHH ¢ ydactueM uzopepmenta CYP3A4,
KOTOPBII SIBIISIETCSI OCHOBHBIM (DAKTOPOM OKHCIUTEIBHOTO Merabomm3Ma. HuinoTmHHO Takke
SBISIETCSL  CyOCTpaToM ISl  CUCTEMBbI BBIBEJCHHS MHOTHX JIEKAPCTBEHHBIX CpeACTB - P-

rimxonporensa (P-I'Tl). Ha aGcopOuui0 ¥ IOCIHCIYIOMYI0 MMHHALMIO mperapara TacurHa',

MOTYT TOBJIMATH Npenapatsl, AeicTBytonme Ha n3opepmeHT CYP3 A4 u/unu P-TI'TL

Jlexapcmeennvie cpedcmea, KOmopwvle MoO2ym ROGbIULAMbL KOHUEHMPAUUl0 HUJI0MUHuUbA 6
naasme Kpoeu

B xnaMHMYECKUX MCCIeIOBAHUSAX MPHU MIPUMEHEHUH HWIOTHHHOA BMECTe C UMaTUHUOOM (cyOcTpaT u
moneparop uzopepmenta CYP3A4 wu P-ITI), oba mpemapara HE3HAYUTEITHHO WHTHOMPOBAIIN
uzopepment CYP3A4 u P-I'TI, mpu stom AUC umarmaubGa nossimanacek Ha 18-39%, a AUC
HIWIOTHHKOA - Ha 18-40%.

buonoctynHocTh HHUIOTMHUOA Yy 370pPOBBIX JOOpPOBOJBIEB YBEIMUMBalach B 3 pasa Ipu
OJTHOBPEMEHHOM MPUMEHEHHH C MOIIHBIM HHrHOuTOpOoM n3opepmenta CYP3 A4 keTokoHA307I0M.
Cnenyer u30erartb OJHOBPEMEHHOI'O NPUMEHEHMs] HWIOTHHHMOA C MpernaparaMu, SBISIOIIUMUCS
MomHbIMA uHTHOUTOpamMu u3odepmenta CYP3A4 (manmpumep, KETOKOHA30JIOM, HTPAKOHA30JIOM,
BOPUKOHA30JIOM, PUTOHABHPOM, KIAPUTPOMUIIMHOM M TEITUTPOMHUIIMHOM) M  PAaCCMOTPETh
BO3MOXHOCTb aJIbTEPHATUBHON TEPAIUM JIEKAPCTBEHHBIMHU CPEICTBAMH, HE MHTHOUPYIOIIMMHU WM
He3HauuTenbHO wuHruOMpyromuMu uzopepment CYP3A4. Ilpu HEoOXOIWMOCTH JICUEHUS

npernaparamy, SIBISIOMIMMUCS MOIIHBIMA —uHTHOUTOpamu m3odepmenta CYP3A4, neuenue
nperapatoM Tacurua” TOKHO OBITh, MO BO3MOXKHOCTH, MPHOCTAHOBICHO. IIpH HEOOXOAMMOCTH

OJHOBPEMEHHOIO IPHMCHEHHMs mperapara TacurHa® ¢ mperapaTaMu, SIBISOLIMMICS MOIIHBIME

uaruOuTOopamu uzodpepmenta CYP3A4, HeoOXOQUMO TPOBOIUTH THIATEIHHBIA HHIUBUIYATbHBII

KOHTPOJIb JIJI BBISIBJIEHUSI BO3MOKHOTO yaiuHeHus: natepBaina QTcF.

Crnenyer Taxke m30erarb OJHOBPEMEHHOT'O MpPUMEHEHHUs mpernapata TacurHa® c rpeindpyToBbIM
COKOM U APYTHMHU MPOTYKTaMH, SBJISIOIMMUCS N3BECTHBIMU MHrHOUTOpaMu n3opepmenta CYP3A4.

Jlexapcmeennvle cpedocmea, KOmopvle MOZYm CHUNCAMb KOHUEHMPAYU0 HUJI0OMUHUOA ¢ niame

Kposu

[Ipu mpuMeHeHMHM HWIOTMHHOA y 370pOBBIX TOOPOBOJBIIEB BMECTE C MHIYKTOPOM H30(epMEHTa

CYP3A4 pudamnumuaom (B mo3ze 600 mr/cyt B TedeHwe 12 gHEH) OTMEYanoch CHUIKEHUE
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cucteMHoil akcriozuun HunotuHuoa (AUC) npubnusurensHo Ha 80%.

Wupyxropsr uzodpepmenta CYP3A4 moryr ycunuBath METa0OIM3M HUJIOTHHHOA M CHHXKATH €ro
KOHIIEHTpalMIO B Iula3Me KpoBU. IIpu oZHOBpEMEHHOM NpUEME C JIEKAPCTBEHHBIMHM CPENCTBAMH,
ABISAIOIMMMUCS  uHAYKTOpamu m3opepmenta CYP3A4 (B T.u. (¢enuronH, pudamnuiyH,
kapOamaszenuH, (eHobGapObutan U  3BepoOOW  NHPOIBIPSBICHHBIN) BO3MOXKHO  CHH)KECHHUE
KOHLIEHTpalMu HuiaotuHuOa. [Ipy HEoOXOIMMOCTH Tepanmuu JIEKapCTBEHHBIMH CpEIICTBAMH,
ABISIOMMMUCS UHIyKTOpamu m3opepmenta CYP3A4, cnenyer paccMOTpeTh BO3MOXKHOCTD TE€paruu
aIbTEPHATUBHBIMM  IIpelapaTaMM WIM  IHPUMEHEHUS  CPEACTB, OKa3bIBAIOIIMX MEHbILEE
UHIyuupylomiee BiusHue Ha nzopepment CYP3A4.

PactBopumocts HunotuHMOa pH-3aBucuMa, TakuM oOpa3om, mpu moBbimeHHMH pH (CHMXeHue
KHCJIOTHOCTH) pacTBOPUMOCTh IIpernapaTa YMEHBIIAETCA. Y 3I0pOBBIX JIML C BBIPAKEHHBIM
nosbiieHneM pH Ha ¢one nmpuema 330menpaszona (B 1o3e 40 mr 1 pa3 B cyTku B TeueHue S5 aHei),

CHIDKEHHE BCAChIBaHUS HUJIOTHHHOA ObUIO yMepeHHBIM (yMeHbIIeHHe Cmax 1 AUC Ha 27% u 34%,

cooTBeTcTBEHHO). IIpH HeobxoammocTH mpenapar TacurHa® MOKHO TIPHMEHSTh OXHOBPEMEHHO C

330MENPA30JIOM WA APYTUMUA UHTUOUTOPAMU TPOTOHHOM MOMITBL.

B wuccnenoBanun y 310pOBBIX JTOOPOBOJIBLIEB HE OBLIO BBISBICHO KaKUX-THOO CYIIECTBEHHBIX
W3MECHEHH B (DapMaKOKMHETHKE HWJIOTMHHOA TMpHU MpUEeMEe Ipernapara Tacuraa® B goze 400 mr
yepe3 10 yacoB mocie npuema ¢pamMOTHIMHA U 3a 2 yaca 10 npuema dpamoTuauHa. Takum obpaszom,
ecin Ha (ome Teparmu mpenaparoM Tacurua® NMpEMEHEHHE O70KAaTOpOoB H2-rHCTAMHHOBEHIX
PELENITOPOB SABJIAETCS HEOOXOIUMBIM, WX cieayeT mpuHuMmarh 3a 10 gacoB no mim uepes 2 yaca
mocsie mprema nperapara Tacuraa”.
B Tom e ucciaenoBaHuM ObLIO MOKa3aHO, YTO NMPUMEHEHHE aHTAUUIOB (TMIPOKCHI aTIOMUHUS /
THJIPOKCUI MarHusl / CUMETHMKOH) 3a 2 4Yaca J0 WM d4epe3 2 yaca IOCle Ipuema Ipernapara
TacurHa® B nose 400 Mr Takxe HE H3MEHSET dbapmMakOKUHETUKY HWIOTHHHOA. [loaTomy mipm
HEOOXOIMMOCTH MPUMEHEHHUS aHTALUAO0B UX CJelyeT IPUHUMATh 3a 2 Jaca JI0 WIM IMPUMEPHO depe3
2 waca rocie nprema npenapara Tacuraa” .

Bauanue nunomunuba na KOHUenmpauuro 6 naaIme Kposu JeKApPCHEEHHBLIX CPeOcma,
NPUMEHAEMBIX 6 Kauecne COnYymcmayruieil mepanuu

HunotunuO, sBisisick KOHKypeHTHBIM HHruouTopoMm nzodepmentoB CYP3A4, CYP2CS, CYP2C9,
CYP2D6 u UGT1AL in vitro, mpu 3TOM camMO€ HU3KO€ 3HAaYeHUe KOHCTaHThl mHruoupoBanus (Ki)
coctasisiet 0,13 mxmons 1t CYP2C9. HccnenoBanus GepMEHTaTHBHONW WHIYKIIMH ITOKA3bIBAIOT,
YTO HWJIOTMHHO in Vitro MOXXHO paccMaTpuBaTh Kak HHAYKTOP AaKTHUBHOCTH H30(EPMEHTOB
CYP2B6, CYP2C8 u CYP2C9. V 310poBbIX Il MPUMEHEHNE HUJIOTHHHOA BMECTE ¢ BaphapruHOM

(cyoctpatom CYP2C9) He oka3blBallo KIMHUYECKM 3HAYMMOTO BIHMSHUSA Ha (HApMaKOKHMHETHKY
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Wi (apmakognHamuKy Bapapuma. Ilpm  HeobxomumocTH npemapar Tacurma®  cremyer
MPUMEHATh OJHOBPEMEHHO C BapdapuHOM 0e3 yBeIMUYeHUs MPOTHBOCBEPTHIBAIOIIETO 3ddhekTa
nocienHero. Y nauueHToB ¢ XMJI npu oqHOBpeMeHHOM npumenenun 400 mr HuiotuHuba 2 pasa B
JeHb Ha mpoTsbkeHnu 12 nmHer m mmmosonama (cyoctpar CYP3A4) cucremHas SKCIIO3HUIIHAS
MOCJIETHETO MPH TpUEeMe BHYTPh yBenUuuBanach B 2,6 pa3. HUIOTHHHO sBIAETCS yMEpEeHHBIMHU
uaruouropom m3odepmenta CYP3A4, B cBS3M ¢ 4YeM TP OJHOBPEMEHHOM TNPUMEHECHUU
MpernaparoB, METabONMM3UPYIOMMXCS TJaBHBIM 00pa3zoMm ¢ yuactueM wusodepmenta CYP3A4
(manpumep, HekoTtopble MHTHOMTOpBI ['MI'-KOA pemykrasbl), UX CHCTEMHAasi SKCIIO3UIMS MOXKET
yBenuuuBaThes. [Ipu OIHOBpeMEHHOM NPUMEHEHWH HWJIOTMHHOA W MpernapaToB, SBISIOLIMXCS
cyoctparamu m3odepmenta CYP3A4, uMmeromux y3Kkuid TepaneBTUYECKUN HHIEKC (B TOM YHCIIE,
andeHTaHm1, UKIOCHOPUH, TUTUAPOIPrOTaMHUH, SProTaMuH, (PEHTaHWI, CUPOJIIMMYC, TaKPOIUMYC
U JIp.), MOXKET MOTPEeOOBATHCSI COOTBETCTBYIOLIHIA KOHTPOJIb U KOPPEKIHS JI035I.
Aumuapummuueckue npenapamsi u Opyeue JieKapCmeeHHvle cpeocmed, 6vlsvlearoujue YOIuHeHue
unmepesana QT

He cnemyer mnpuMeHAT, HHUIOTHHUO C aHTHAPUTMUYECKMMHU Tpenapatamu (Hampumep,
aMHOJApPOHOM, JHU30MUPAMUIOM, MPOKAMHAMUIOM, XHHUAMHOM M COTAIOJIOM M JAp.) U APYTUMH
JICKapCTBEHHBIMU  CPEACTBAMHU, BBI3BIBAIONIMMH  y/yiMHeHHWe uHTepBana QT  (mampumep,
XJIOPOXHUHOM, rasoGpaHTpUHOM, KJIAPUTPOMHUILIMHOM, raJIonepuI0iIoM, METaZ0HOM,
MOKCH(]IIOKCAITMHOM, OCTIPUAMIOM U TTUMO3UIOM U Jp.).

/Jlpyzue euowl g3aumooeiicmeus, KOmopvlie Mo2ym nOGAUAMb HA KOHUEHMPAUUIO HUIOMUHUOA 6
CblGOpOMmMKeE KPO6U

[Ipu ogHOBpEeMEHHOM NIpUeMe C MUIIeH OTMedaeTcsl yBelnuueHue adcopOuuu U OMOIOCTYHMHOCTH
HUJIOTHHMOA, IPUBOJIALIEE K MOBBIIECHHUIO MJIA3MEHHOM KOHIIEHTpAIUH ITpernapara.

[Ipu HeoOXOAMMOCTH, BO3MOXKHO HpuMeHeHHe Tpenapata TacurHa® BMecTe €O CTUMYIATOPAMU
reMoI033a, TaKUMHU KakK 3pUTPOMOITHHBI, TPaHYJIOLUTAPHBIN KOJIOHHECTUMYIUPYIOUIH (dakTop, a

TaK¥XKE€ C I‘I/I,Z[pOKCI/IKap6aMI/II[OM " aHarpCiInaom.

OCOBBIE YKA3AHUSA

JleueHnune MOKHBI OCYIIECTBIATH CIIEHUAIUCTBI, UMEIOIIUE ONBIT JieueHus XMJL.

Muenocynpeccus

[lockonbKy mpuM NOPUMEHEHHH Ipenapara Tacurua® BO3MOXKHO pa3BuUTHE TPOMOOLUTONEHHUH,
HeliTporieHnn 1 aHemun (HauOonee vacto y manueHToB ¢ XMJI B dase akceneparuu), ciemayeT
MPOBOJUTH KJIMHUYECKUN aHaJIN3 KPOBU KaXk/ble 2 HEIETU B TEUEHHUE NMEPBBIX 2 MECSIEB Tepanuu

nmpernaparomM, a 3areM - CXKEMCCAYHO MM B  ClIydac KIMHUYECKOMN HGO6XOI[I/IMOCTI/I .
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Muenocynpeccusi, Kak MpaBuiio, Oblj1a 00paTUMOI U KOHTpOIHpyeMoit. Hopmanu3amnuu koiamdecTBa

TPOMOOLIUTOB U HEUTPO(PWIOB OOBIYHO YAABAIOCH JIOCTHYH IIOCIE€ BPEMEHHOIO IMPEKpaIIeHUs
Teparmu nperapatom Tacuraa® MM CHIKEHHS TO3BI TIPErIapaTa.

Cnyuau enezannou cmepmu

IIpy npuMeHennn mpenaparta TacurHa® B KIMHMYECKHX HCCICIOBAHHMSX OTMEUANNCH CIIyHan
(uactota 0,1-1%, rpagamnmsi — «HEYacTo») BHE3AMHOW CMEPTH TMAIIMEHTOB C 3a00JIEBaHUSIMU CEepAIa
WIA BBICOKMM PHUCKOM OCJOXHEHHH CO CTOPOHBI CEpPAECYHO-COCYAUCTOW CHUCTEMbI. DTHU MAI[MEHTHI
YacTO UMM COITyTCTBYIOIIME 3a00JIEBaHMs U TOJIyYalld COIyTCTBYIOIIYIO Tepamnuio. Hapymenus
penospU3aliy  KEITyJA0YKOB MOTYT SIBIATHCS JIOMOJHUTENBHBIM (hakTopoM pucka. [lo nanHbIM
MOCTPETUCTPAITMOHHBIX HCCIEAOBAaHUI pacueTHas 4YacTOTa CIIOHTAHHBIX COOOIIEHHH O Ciydasx
BHe3anHou cMeptu coctaBmia 0,02% Ha 1 nanueHnTa B To/I.

Ocnooicnenust co cmopomvl cepoeuHo-coCyOUCmoU CUCmembl

[lpy mpuMeneHun npernapata Tacurua® B KIMHWYECKHX —HCCIEAOBAHMAX, 4 TaKKe B
MOCTPETUCTPAITMOHHBIX HCCIICIOBAHUSAX Yy TAIMEHTOB C BIEPBBIE JIUATHOCTHPOBAHHBIM XMUJI,
OTMEUEHBI CIy4Yal Pa3BUTHUSL OCJIONKHEHUU CO CTOPOHBI ceplieuHO-cocyaucTor cuctembl. HA 3 u 4
CTETEHH BKJIIOYAIIM B c€0sl OKKIIIO3MIO MepuepuyecKux apTepuil, MIeMH4ecKyto 00JIe3Hb cepia 1
UIIeMUYECKUE 1epeOpoBacKyisipHble sBiIeHUs. [Ipy MOSBIEHWHM COOTBETCTBYIOUIMX KajloO WU
CHUMIITOMOB OCTPBIX HapyLIICHUH CO CTOPOHBI CEPACYHO-COCYAMCTON CHCTEMBl MAIMEHTY CIIEAYyeT
HEMEIJIEHHO OoOpaTuThCs 3a MEIUIMHCKONM TmoMoIblo. CleayeT KOHTPOIUpPOBaTh (YHKIIHIO

CepACYHO-COCYAUCTON CHUCTEMBI, a TAaK)KE OLIEHUBATh (PAKTOPHI PUCKA Pa3BUTHUSA OCIOKHEHHU CO

CTOPOHBI CePICYHO-COCYMCTOI CHCTEMbI Ha BCEM MPOTSIKEHHH Tepanuu npenaparoM Tacuraa”.

3aoeporcka sHcuokocmu

B kmuHUYECKHX MCCIIeIOBaHUAX Y TAIMEHTOB C BIIEpBhIE qUarHocTupoBaHHbIM XMJI nedacto (0,1 —
1%) oTmedanuch TsDKenIble (QOpPMBI 3aJE€PXKKH KHIKOCTH, TaKHE KaK BBINOT B IUIEBPAIbHYIO
HOJIOCTh, OTEK JIETKUX U BBIIOT B MOJIOCTH Mepukapaa. CxonHble ciydan ObUIM OTMEUEHBI TAKXKe U
Ipy MPUMEHEHUU MpernapaTa B KIMHUYECKOM MPAKTUKE B MOCTPETUCTPALMOHHOM mepuojne. [lpu
BHE3AaITHOM U OBICTPOM YBEJIMYEHWH Macchl Tela Yy TNAalleHTa, IMOIyYalollero Je4eHue
HUJIOTHHUOOM, CJeIyeT MPOBECTU TIIATEIbHOE 00CIIEOBAHUE C IIENIbIO BBISICHEHUS MpUYUHBL. [Ipu
NOSIBJICHUM CUMITOMOB 3aJ€PKKHU SKUIKOCTU TSDKEIOM CTENEHM CIEAYeT YTOYHHMTH 3THOJIOTHIO
JTAHHOT'O SIBJIEHUS U IPOBECTH COOTBETCTBYIOILEE JICUEHHUE.

Peaxmusayus eupyca cenamuma B

VYV nanueHToB, SBISIIONIMXCS HOCUTENIIMM BHUpyca renaTtuta B, Bo3MoO)kHa peakTHBallUs JAaHHOTO
BUpyCa Tocie Tepanmuu mnpenapatamu uHruOuropamu BCR-ABL THpO3MHKHHA3bI, TaKUMH Kak

HIWIOTUHHO. B HEKOTOpBIX Cilydasx NpH NPUMEHEHHM IpenapaToB JAaHHOTO Kjacca OTMEYEHO
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pPa3BUTHE OCTPOU MEUEHOYHON HETOCTATOUYHOCTH WJIM (DYIbMHUHAHTHOTO TeMaTUTA, MPUBOIUBIINX K

TPAHCIUIAHTALNY [TI€YEHU WIH JIETAIBHOMY HCXOY.

[lepen HayamoMm Tepamuu IMpernapaToM BCEX MAllMEHTOB clieAyeT oOcienoBaTh Ha HaJIW4He BUpYyca
renmatuta B. Crenyer Takxke mpoBecTH OOCIIEAOBAaHME NAIMEHTOB, IOJYYAIOMIUX TEPAUI0
npenapaToM B HacTosIee BpeMs, Ha HaJuuuMe MH(UIMPOBAHUS BHUpPYCcOM remaruta B ¢ menbro
BBIABJICHUA HOCHUTENEeW gaHHOro Bo30Oymurtesns. llpum mosryueHMHM TOJNOXXUTENBHOTO pe3yibTara
CEPOJIOTUYECKOTO0 TECTUPOBAaHUA (B T.4. MPU AKTUBHOM HWH(MEKIMOHHOM IIPOLIECCE) CIEayeT
MPOBECTH KOHCYJbTALMIO MAIMEHTa y Ternarojiora M CHenualucTa Mo JICYECHHIO WH(EKIHOHHOTO
renatuta B, Kak B ciy4ae mepel HayaJlOM Tepanmuu IpenaparoM, TaKk W Uil NAIUEHTOB,
MOJIyYarOIINX TEPANUIO MTPENAPATOM B HACTOSIIIIEE BPEMSL.

CocTosiHue MalueHTa, sBISIOIIErocs HOCUTENeM BUpyca renatura B, npu HeoOX0AUMOCTH JeueHUs
IIpernapaToM CJIEAyeT TIIATENbHO KOHTPOJIUPOBATh HA MPEAMET PA3BUTHS MPU3HAKOB U CUMITOMOB
AaKTUBHOTO HH(EKIHOHHOIO Mpoliecca Kak BO BpeMsl Tepalnuy TMpenaparoM, TaKk U B TEUYEHUE
HECKOJIBKHAX MECSLEB MTOCIIE €€ OKOHYAHHUS.

JlabopamopHnuiii koumpons y nayuenmos, ¢ Ph+XMJI ¢ xponuueckou ¢haze, docmueuiux 2myo60Ko2o
MOJNEKYIAPHO20 Omeema

Coomeemcmeue kpumepusam 07 OMMeHbl mepanuu

VY nauueHToB C MOATBEPXKACHHOW 3Kcrpeccueil TunuuHbix TpanckpuntoB BCR-ABL el3a2/b2a2
nn el4a2/b3a2 mpu COOTBETCTBUM KPUTEPUSIM BO3MOXKHO PACCMOTpPEHHE BOMpoca 00 OTMEHe
tepanuu. Hamnwuwe tunmuaeix TpaHckpuntoB BCR-ABL  HeoOXoaumo Ui  BO3MOXKHOCTH
KOJIMYECTBEHHOT'O OIpEeNICHUs YPOBHS MX JKCHpeccud, riyOuHsl MO M OIEHKH BO3MOXKHOM
NOTEPU MOJIEKYJISIPHOM PEMHUCCUU TIOCIIE PEKPAILEHUS TEPAIIH [TPENAPATOM.

Koumpons nocne npexpawjenus mepanuu

Y mnauuMeHToB, I KOTOPBIX pPaccMaTpUBAETCs BO3MOXKHOCTb OTMEHBI TEpamuu IIPErnapaToM,
MOHUTOPUHT  ypoBHS TpaHckpunta BCR-ABL Heo0XoauMo MpOBOAUTH THpU  HOMOIIH
JUArHOCTUYECKOrO0 KOJMYECTBEHHOIO TECTa, BaJWAMPOBAHHOrO g onpeneneHus MO ¢
MHUHUMAJIBHON 4yBCTBUTENBHOCTBIO MO, paBHOMY 4.5. YpoBens Tpanckpunta BCR-ABL crnenyer
OTpeeNsATh Mepe OTMEHOM Tepanuu, a TakKe Ha MPOTSHKEHUH reproja 0e3 JeueHusl.

[Ipu morepe BMO cnenyer BO30OHOBUTH JIEUEHHE IIpenapaTroM B TeueHHe 4 Heaedb Iocie
JIMarHOCTUPOBaHMs MoTepu pemuccuu. st ompeneneHus Bo3MoxHOH morepu MO HeoOXoaumo
PEryJIsipHO M 4acTO ONpeAeysaTh ypoBeHb TpaHckpunTa BCR—ABL 1 npoBoauTh 0OLIEKIMHIYECKHNA
aHaJIM3 KPOBH C OINpeIeTICHUEM JICHKOIIMTapHON (OPMYIIBL.

Konmponv nabopamopnuix oannwix

Jlunuonwtii npoguns coleopomku Kposu
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B wmmHndyeckom wuccnenoBanuu 'y 1,1% mamMeHTOB ¢ BIEpBBIC BBISIBICHHBIM Ph+XMJI,

MOJIy4aBIIMX HWIOTHHUO B g03¢ 400 mMr 2 paza B CYTKM OTMEYAJIOCh 3HAYMMOE IMOBBIIMICHUE
KOHIICHTpAIIMH OOIIEro XOJECTePHHA B CHIBOPOTKE KpoBHU. OJHAKO Yy MAIMEHTOB, MOIYYaBIIHX
HIWIOTHHUO B j03¢ 300 Mr 2 pa3a B CyTKH, HE OTMEYAIOCh MOJOOHOTO MOBBIMICHHUS KOHIIEHTPALIUU

XOJIECTEPHHA B CBHIBOPOTKE KpOBU. PeKOoMeHIO0BaHO OmpeAesnsTh JUMHUAHBIMN mpoduib 10 Hayana

Tepanuu rnpenaparomM Tacurua®, a Taxxe yepe3 3 u 6 MecsleB Noclie Havasa JCUeHUsl Tpenaparom,
Y MUHUMYM | pa3 B roj Npu AJIUTEIbHOM IPUMEHEHUH.

Crnenyer coOmofaTh OCTOPOKHOCTh MPU HEOOXOAUMOCTH NpHMeHeHHs MHruoutTopoB I'MI-KoA-
penykTasbl (TMIOJIUIUAEMUYECKOE CPEJICTBO) OJTHOBPEMEHHO C IMpenapaToM Tacurua®, MOCKOJIbKY
nyTh MeTa0oMM4YecKux mpeBpamieHnii uHruouTopoB ['MI-KoA-pemykra3sl TpOUCXOIUT TpHU
yuactun u3opepmenta CYP3A4 (cMm. pasgen «BsaumoneiicTBue ¢ OpyruMH JIeKapCTBEHHBIMHU
CpeICTBaMH U JIpyTrue BUbI B3aUMOICUCTBHIN).

Konyenmpayus 2noxoswl 6 niasme kposu

B knmHMYeckoMm wuccnenoBanmu y 6,9% manmMeHTOB ¢ BhepBble BbIABICHHBIM Ph+XMJI,
MOJyyaBIIMX HUJIOTUHUO B no3e 400 mr 2 pa3a B CyTku, U y 7% MHalMEHTOB, MOJIYYaBIIUX
HWIOTHHUO B 103¢ 300 Mr 2 pa3a B CyTKH, OTMEYAJIOCh 3HAYMMOE TOBBIIICHWE KOHIIEHTPAIIUN
IJIFOKO3bl B IuIa3Me KpoBU. ClleqyeT OLEHMBAaTh KOHLEHTPALMIO TIJIFOKO3bl B IUIa3ME KpPOBU [0
HAYasIa JTCUCHNS, a TAKKE, P HEOOXOAMMOCTH, BO BpeMst jiedeHns npermapatoM Tacurua”.
Tlosvluenue akmusHocmu 1unazvl NAA3Mbl KPOGU

[Ipy NOBBIIIIEHNH AKTUBHOCTH JIMIA3bl B IUIa3ME KPOBHU, COMPOBOXKIAIOMIEMCS a0IOMUHAIBLHBIMU
CUMITOMaMH, MpHEeM I[penapara JODKEH ObITh TMpPEeKpalleH, IPOBEIEHO COOTBETCTBYIOLIEE
o0creoBaHMe MAIMEHTA C IeNIbI0 UCKITIOUCHUS TaHKPEeaTUTa.

Hapywenus ¢pynxyuu nevenu

IIpy npuMeHennn mperapara TacurHa® pPEKOMEHIYETCS POBOIMTB EKEMECSUIHBII KOHTPOIb
GyHKIIMY TIeYeHH (TpaHCaMUHAa3bl, OUITUPYOHH).

Tlayuenmul ¢ cacmpaxmomuell 8 aHamHese

[TockonpKy y TAIMEHTOB C TOTAIBLHOW TaCTPIKTOMHUEH B aHaMHe3e OMOAOCTYNMHOCTh HUJIOTHHHOA
MO>KET OBITh CHM)KEHA, HEOOXOIUM TIATENBHBIN KOHTPOJIb COCTOSHUS TaHHBIX IMAIIHEHTOB.

Cunopom nusuca onyxonu

BcenenctBue pucka pa3BUTHS CHHAPOMA JIM3MCA ONYXOJIM Mepe] MPUMEHEHUEM Ipenapara ciaeayeT
pU HEOOXOUMOCTU CKOPPEKTHUPOBATh KIMHUYECKH BBIPAXKEHHYIO ACTUAPATAIMIO U MOBBIIIEHHYIO

KOHIOCHTpAIHIO MOYEBOM KHCIIOTHL.

BJIMSIHUE HA CIHOCOBHOCTH VYIPABJIATh TPAHCHOPTHBIMU CPEJICTBAMHU U PABOTATH C
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MEXAHU3MAMU

Hekortopeie moOouHBIC ACHCTBUS Tpenapara, B TOM YHCJIE TOJOBOKPYXKCHHE WM 3PUTEIbHBIC
HApYIICHUs, MOTYT OTPHUIATENFHO BIHMATH HAa CHOCOOHOCTH YIPABICHUS TPaHCHIOPTHBIMU
CPEICTBAMH U BBIMOIHITH MOTEHIIUAIILHO OMACHBIE BHUJIBI JEATEILHOCTH, TPEOYIOIIHE MOBBIIICHHON

KOHIICHTpAllMM BHUMAHUS U OBICTPOTHI NMCHUXOMOTOPHBIX peakiuil. IIpu mosBieHnn omMCcaHHBIX

HEXKEIIaTSIbHBIX SBICHUN CICOYCT BO3ACPKATHCA OT YKa3aHHBIX BUAOB ACATCIIBHOCTH.

DOPMA BbIIIYCKA

Kancynsr 150 mr

Ilepsuunas ynaxosxa

ITo 8 kanicyn B 6mucrep u3 [IBX/TIB/IX.

Bmopuunas ynaxoexa

[To 5 OmucrepoB 1o 8 Kamcya BMECTE C WHCTPYKIHMEH MO MEAMIIMHCKOMY TPUMEHEHUIO B
KapTOHHYIO nauky — 10-Tu-nHeBHas ynakoBka (40 karcyin).

[To Tpu 10-Tu-nHEeBHBIC ymakoBku (3 x 40) momemarT B KapTOHHYIO KOpoOKy — 30-TH-THEBHaS
ynakoBka (120 karicyn).

Y CJ10BUSI XPAHEHUST

I[Tpu Temneparype He Boime 30°C.

[Tpenapar cienyer XpaHUTh B HEJJOCTYITHOM JIJIsl JIeTeil MecTe.

CPOKT'OJHOCTHU

3 rona.

He npuMeHsTh M0 NCTEUEHUH CPOKA TOTHOCTH.

YCJI0BUSI OTITYCKA

OTIycKaroT 1o penenty.

HAMMEHOBAHUE ¥ AJIPEC IOPUJUYECKOIO  JIMIIA, HA HMS KOTOPOI'O BBIJIAHO
PETUCTPALIMOHHOE YJIOCTOBEPEHUE

Homaptuc ®apma AI'; Jluxtmrpacce 35, 4056 bazens, lBeitnapus / Novartis Pharma AG;
Lichtstrasse 35, 4056 Basel, Switzerland

ITPON3BBOIUTEJH

IIpousBoauTesb

HoBaptuc ®apma Ilrteitn AI'; [addxaysepmrpacce, 4332 Illreitn, IlBeimapus / Novartis
Pharma Stein AG; Schaffhauserstrasse, 4332 Stein, Switzerland

DacoBIIMK (MepBUYHAS YIIAKOBKA)

Homaptuc ®apma Illteitn Al'; addxayszepmrpacce, 4332 Illreitn, LlBeiinapust / Novartis
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Pharma Stein AG; Schaffhauserstrasse, 4332 Stein, Switzerland

Jlex ®apmacerotukan3 n.1.; Tpummuan 2D, 9220 JlennaBa, CroBenust / Lek Pharmaceuticals d.d.;
Trimlini 2D, 9220 Lendava, Slovenia
YnakoBmuk (BTOpUYHAs (NMOTpPeOUTENbCKAsl) YNAKOBKA) / BbINYCKAKINMA KOHTPOJIb

KadJecTBa

Homaptuc ®apma Illteitn Al'; addxaysepmrpacce, 4332 Illteitn, IlIBeiinapus / Novartis
Pharma Stein AG; Schaffhauserstrasse, 4332 Stein, Switzerland

Jlex ®@apmacktotukan3 n.1a.; Tpumnuau 2D, 9220 JlennaBa, Cnosennst / Lek Pharmaceuticals d.d.;
Trimlini 2D, 9220 Lendava, Slovenia

OAO «®apmcrangapt-YdpaBUTA», 450077, Poccusi, Pecnybnuka bamkoprocran, . Yda, yi.
Xynaitbepauna, 1. 28.

[MOAYYUTh JOMNOJHUTEJIBHYIO WH®OPMALAIO O TMPENAPATE, A TAKXE HANPABUTH
IHPETEH3UU U HUH®OPMALMNIO O HEXEJATEJIBHBIX SABJEHUAX MOXHO IO CJUIEAYIOLIEMY
AJIPECY B Poccum:

00O «HosapTtuc ®apmay

125315, MockBa, JIeHuHrpaackuii mpocnekT, Aom 70

Tei. (495) 967 12 70

daxc (495) 967 12 68.

www.novartis.ru

B cayuae ynakoseku ¢ P® nanpasums npemenzuu u uH@opmayuio o HexicenameabHvlX A6/1eHUAX
MONHCHO maKdice no cieoyrouiemy aopecy 6 Poccuu:

OAO «®apmcrangapt-Y paBUTA»

450077, Poccus, Pecmybnuka bamkoprocran, r. Yda, yn. Xypaibepauna, 1. 28,
ten./gakc (347) 272 92 85,

www.pharmstd.ru

22/ 22


http://www.pharmstd.ru/

	ТАСИГНА®
	Фармакодинамика
	Соответствие критериям отмены терапии
	Контроль после прекращения терапии
	Пациенты с нарушением функции печени
	Пациенты с нарушением функции почек
	Пациенты с нарушениями со стороны сердечно-сосудистой системы
	Пациенты в возрасте ≥65 лет
	Коррекция режима дозирования при развитии серьезных негематологических нежелательных явлений
	Лекарственные средства, которые могут повышать концентрацию нилотиниба в плазме крови
	Лекарственные средства, которые могут снижать концентрацию нилотиниба в плазме крови
	Влияние нилотиниба на концентрацию в плазме крови лекарственных средств, применяемых в качестве сопутствующей терапии
	Другие виды взаимодействия, которые могут повлиять на концентрацию нилотиниба в сыворотке крови

	Производитель
	Фасовщик (первичная упаковка)
	Упаковщик (вторичная (потребительская) упаковка) / выпускающий контроль качества
	В случае упаковки в РФ направить претензии и информацию о нежелательных явлениях можно также по следующему адресу в России:


