COOTBETCTEYET 3KCMNEPTHOMY OTYETY
ot 26.12.2023 N2 27130

UHCTPYKIIUS (MOCNEOQOBATENEHOCTE 00086)

IO MEJUIIMUHCKOMY NTPUMEHEHUIO JTEKAPCTBEHHOI'O ITPEITAPATA
TOPEMHUODEH

PETACTPAIIMOHHBIA HOMEP:

TOPI'OBOE HAUMEHOBAHMUE IPEINMAPATA: TOPEMHU®EH
MEXAYHAPOJHOE HEITIATEHTOBAHHOE UWJIA I'PYIIIIMPOBOYHOE
HAUMEHOBAHME: topemuden

JIEKAPCTBEHHAS ®OPMA: TabneTku

COCTAB

Kaxxnast Tabnerka conepKurT:

ﬂeﬁcmgwomee eeulecmaso.

Topemuden 20,0 mr wu 60,0 mr (B Buze TopemudeHa nmurpara);

Bcnomozcamenvrvle  gewjecmea: Kpaxman KyKypy3HBIM, JIaKTO3bl MOHOTMJIpAT, LEIUII0JI03a

MUKpokpuctamndeckas 50 M, kapbokcumerunkpaxman Hatpus, noBuaoH K 30, maruus creapar,
KPEMHHUS JUOKCU KOJJIOUTHBIH.

OIIMCAHHUE

Tabnemxu 0osupogxoti 20) me: 6enble UM 1oUTH Oelble, KPYTJible, INIOCKHUE CO CKOIIEHHBIMU KpasiMu,
¢ kooM TO20 Ha ogHOM CTOpOHE.

Tabremku 0osuposkoti 60 me: Gesble MU NOYTH Oellble, KpYyTJble, INIOCKUE CO CKOLICHHBIMU KPasMH,
¢ kogom TO60 Ha 0HOI CTOpOHE.

GOAPMAKOTEPAIIEBTUYECKAS I'PYIIIIA: npoTHBOOITYX0JIEBOE CPEJCTBO, AaHTUICTPOTEH.
KOJ ATX: LO2BAO02

®APMAKOJIOTMYECKHUE CBOMCTBA

DapmakoounHamuka

Topemuten  sBIsSeTCS  HECTEPOMJHBIM  AHTUACTPOTCHHBIM  CPEACTBOM,  IPOHM3BOIHBIM
TpudeHmwmdTUICHa. Kak apyrue mpeictaBUTeNM OSTOro kiacca, (Hampumep, TaMOKCH(BEH u
kiIomMupeH) TopeMu(EH CBSI3bIBACTCS C PELICIITOPAMHU ICTPOTCHOB M MOYKET BBI3bIBATh 3CTPOTCHHBII,
AHTU-ICTPOTCHHBIA WM 00a 3¢deKTa, B 3aBUCHMOCTH OT TPOJOJDKHTEIBHOCTH TEparud, BHIA
’KHBOTHOTO, TI0JIa, OpraHa-MHUIIIEHU W BBEIOPaHHOTO Tapamerpa. B 1emomM, ogHako, HECTEPOUIHBIC
MIPOU3BOIHBIC TPU(DEHIIITHIICHA IPEUMYIIIECTBEHHO SIBIISTIOTCSI aHTH-ICTPOTCHHBIMH Y YEIIOBEKa.

VY manmeHToK ¢ pakoM MOJIOYHOH >KeJie3bl B TOCTMEHOIa3yalbHOM MEPHUO/IE JIEUEHHE TOPeMU(EHOM
NPUBOAUT K YMEPEHHOMY CHIDKEHHMIO KakK OOIEro YpPOBHS XOJIECTEpHHA, TaK M JIMIIONPOTEHHOB

Huzkoi wiotHoctu (JIITHIT) B chiBopoTKE KpoBH.
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Topemuden cnenuduueckn CBSI3BIBACTCS C  ICT horeHHBINIL ‘p-élc:(gﬁgb

CT E F'T HOMY OTUETY

ACTPAINOIIOM, UHTHOMPYET 3CTporeH-uHaynupoBanabii cuaTe3 JJHK um permkamuio kierok. B
BBICOKUX J03aX TOPEMHM(EH MOXKET OKa3blBaThb NPOTUBOONYXOJEBbI 3(Q(eKT, HEe CBSI3aHHBIM C
3CTPOreHaAMHU.

[TpotuBoOMyX0NEBbId 3PPexT TopemudeHna y OONBHBIX PaKOM MOJOYHOH Kele3bl B OCHOBHOM
CBSI3aH C €r0 aHTUACTPOTEHHOM AaKTMBHOCTBIO, XOTS HEJb3sl UCKIIOYUTh U JAPYTUE MEXAHU3MBbI
(perynsiLust 3KCIPECCUU OHKOI€Ha, CeKpeluu (hakropa pocTa, MHIYKIMs alonTo3a, BIUSHHE Ha
KMHETHKY KJIETOYHOrO IIMKJIa), KOTOpbIe MOTYT y4acTBOBAaThb B Pa3BUTHM IPOTHBOOITYXOJEBOTO
s dekra.

Dapmaxokunemuxa

Bcacvisanue

Topemuden ObICTpO BcachIBaeTCs MU NMpHeMe BHYTPb. MaKkcuManbHasi KOHLIEHTPALHs B CHIBOPOTKE
KpOBM HacTymaer B TeueHue 3 yacoB (2—5 wyacos). Ilpuem nuium He oka3bplBaeT BIUSHHUS Ha
BCaChIBaHHE, HO MOXET OTOABUHYTH BPEMs JIOCTH)KEHUS MAKCUMAaJIbHOM KOHIEHTpauuu Ha 1,5 —
2 yaca. MI3mMeHeHus, CBA3aHHbIE C IPUEMOM MULIH, KIMHUYECKH HE3HAUYHMBI.

Pacnpedenenue

KpuBas u3MEHEHMs]  KOHIEHTpAaUMHM B  CBIBOPOTKE KPOBM  MOXET ObITh  ONMCaHa
OMAKCIIOHEHITMAIBHBIM YpaBHEHUEM. 3a OBICTpOH (a30il pacmpeleneHusl O CPEeIHUM TEPUOIOM
IIOJTyBBIBE/IEHUS OK0JI0 4 yacoB (auamna3zoH 2 — 12 yacoB), HacTynaeT ¢a3za MEIJICHHOTO BbIBEICHUS
CO CpEeJHHMM IMEpPHOJOM IOIYBBIBEJCHUS OKOJO 5 aHel (auamasoH 2 — 10 nueit). Topemuden
HMHTEHCUBHO cBsi3biBacTes (> 99,5 %) ¢ Genkamu 1m1a3Mbl KPOBH, TJIABHBIM 00pa3oM ¢ ajbOyMHHOM.
Topemuden nogunHseTcs TMHEHHON (hapMaKOKWHETHKE B CBIBOPOTKE TMPU CYTOYHBIX MTEPOPATHHBIX
no3ax ot 11 1o 680 mr. CpenHsist KOHIIEHTpaLus TopeMU(eHa B pPABHOBECHOM COCTOSIHUU COCTaBJISIET
0,9 mkr/ma (muanaszon 0,6 — 1,3 MKr/miT) Ipu peKOMeHyeMoii 103 60 MT' B CYTKH.

Memabonusm

Topemuden noasepraercst akTUBHOMY MeTab0IM3My B nieueHu. [ 1aBHbII MeTaboarueckuii myTh, N-
JeMETHIINPOBaHNE, ONoCpeyeTcs IaBHbIM 00pa3zom rurpoxpomom CYP 3A. B ceiBopoTke KpoBU
OCHOBHBIM MeTa00JauTOM siBisieTcss N-aeMeTHiITopeMu(peH co CpeHUM MEPHOJIOM TMOJTyBBIBEACHUS
11 cyrok (mmamazon 4—20 cytok). Ero paBHOBeCHasi KOHIIEHTpAIMS IPUMEPHO BIBOE BBIIIC, YEM Y
ucxonHoro coenuHeHus. OH oOJagaeT CXOMHOW AaHTHAICTPOTCHHOW, XOTS H OoJiee ciaboit
MIPOTUBOOITYX0JIEBON aKTUBHOCTbHIO, UEM UCXOJHOE COEAMHEHHUE.

N-nemetuntopeMuder cBsA3bIBaeTCs ¢ OelKaMu IUIa3Mbl Oojiee MHTEHCHUBHO, YeM TOpeMH(]EH,
cBsi3aHHas ¢ Oenkamu ¢pakuus coctaBiseT > 99,9 %. B chiBopoTke KpoBH OOHapyXeHO TpHU
BTOPOCTETICHHBIX MeTa0osuTa: (IeaMUHOTHAPOKCH)TopeMudeH, 4-ruapokcutopemuden, u N,N-

IueMeTuiITOpeMu(eH. XOTs OHU BBI3bIBAIOT TEOPETUUECKH HHTEPECHBIE TOPMOHANIbHBIE 3(PPEKTHI,
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UX KOHIICHTPALUS MPH TEPAUU TOPEMUPEHOM CIHUILIKOM HI/ISlJ(llIS_[I,:‘{-'l‘g . Bﬁ&%%széﬂﬁyfo

CMEPTHOMY OTUETY

OHMOJIOTMYECKYI0 3HAYUMOCTb.

Buiseoenue

Topemuden BBIBOAUTCS B OCHOBHOM B BHJI€ META0OJUTOB 4epe3 KHUIIECYHUK. MOXKHO OXKHUIATh
SHTEporenaTuyeckyro Hupkysnuio. [pumepro 10 % npuHsaTON 10361 BHIBOAUTCS Y€pe3 MOYKH B
BH/JIE METa0OIUTOB. 3-32 Me/IJIEHHOTO BEIBEICHHS PABHOBECHASI KOHIIEHTPAIIUS B CHIBOPOTKE KPOBH
nocrturaercs B TeyeHue 4 — 6 Heneln.

Omoenvhble 2Ppynnvl ndyueHmoe6

Knuanueckast npoTtuBooryxosnieBasi 3p(GEKTUBHOCTh M KOHIIGHTPALUS B CHIBOPOTKE HE HMMEIOT

II0JIOKUTEIILHON KOPPEISILIMY [TPH PEKOMEHAYEMON CyTOUHOM 103€ 60 M.

Wudopmanus OTHOCUTENBHO MOIMMOPGHOro MeTadoiau3Ma OTCYTCTByeT. KoMIiekc SH3MMOB,

OTBETCTBEHHBIN 3a MeTabonu3M TopeMudeHa y JrojAel, mpeactariser coboil muroxpom P450-

3aBHCUMYIO MEYEHOYHYIO OKCHJIA3y CMEIIaHHOW (DYHKIIHH.

dapmakokuHeTHKAa Topemu(deHa Oblla H3ydeHa B OTKPBITOM HCCIECIOBAHUM C YETBIPHbMS

napajyieNIbHbIMUA TPYIIaMU 0 JECATh YEJIOBEK KaKIas: 310pOBble JOOPOBOJIbBLIBI, HAllMEHTHI C

HapylleHHON (yHKIMeNH MeyeHH, ManueHThbl, NOIyYarole NPOTUBOCYJOPOXKHbBIC Mpernaparsl, U

MAIMeHThl ¢ HapylIeHHOW (yHKuued modyek. DapMakoOKWHETHKA TOpeMH(eHa Yy TMalHueHTOB C

HapylmIeHHON (yHKIMEH MOYeK HE OTIMYAJIaCh CYIIECTBEHHBIM 00pa30oM OT TAaKOBOW y 3/I0POBBIX

no0poBobleB. BriBenenue topemudeHa U ero MeTaOOJUTOB ObUIO CYLIECTBEHHO BBINIE Yy

MAIMEHTOB, NOJYYaIOIUX IPOTUBOCYJOPOKHBIE IIpENapaThl, 1 HUKE Y NALMEHTOB C HapyIIEHHOU

(byHKIMEH neyeHu.

INOKA3AHUA K IPUMEHEHUWIO

OCTpOreH03aBUCUMBIN METaCTATUUECKUN pAK MOJIOYHOM 5KEJIE3bl Y )KEHIIUH B [IOCTMEHOIAY3aIbHOM

nepuoie (Teparnus nepBoii JINHU. ).

TOPEMU®EH He pexomeHayeTcsi K MPUMEHEHHUIO y MAllMEHTOB C OMYXOJIbIO, HE CBSI3aHHOW C

ACTPOTE€HOBBIMU PELIETITOPAMHU.

IMTPOTUBONIOKA3AHUA 1)1 TIPUMEHEHUA

— MOBBIIIEHHAs YyBCTBUTEIBHOCTH K TOpEMU(EHY H/UITH JII0OOMY APYTOMY MHTPEIUEHTY Mpernapara;

— HMEIOIMeCcs] B aHaAMHE3€ YyKa3aHWs Ha TUIEPIUIa3HI0 JHIAOMETPUS, TSDKEIYH MEeUYEHOUHYIO
HEJ0CTAaTOYHOCTD SBJISIOTCS IPOTUBOMOKA3AHUSAMHU ISl ITTUTENIHOTO PUMEHEHHS TOpeMHU(eHa;

— TpOMOOIMOOIMYECKHE SBJICHUS B AaHAMHE3€ SIBJISIOTCS MPOTUBOMOKA3aHUEM ISl MCIIOJIB30BaHUS
TopemMHpeHa,

— OepeMEeHHOCTh U MEPUO/I TPYTHOTO BCKaPMIIMBAHUS;

— BpPOXKJIEHHOE HJTU MIPHOOPETEHHOE JJOKYMEHTAIBHO IMOATBEPKICHHOE yaiHeHne naTeppaia QT,

— HapyILIEHHE IEKTPOIUTHOro OanaHca, B OCOOEHHOCTH HECKOPPEKTUPOBAaHHASI TUITOKATINEMUS;
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(NOCNEQCBATENEHOCTE 0006)

— KIIMHUYECKU 3HAYMMast OpaguKapavs;

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

— KJIMHUYECKH 3HAaYMMas cepAeyHasi HeIOCTaTOYHOCTh CO CHIKEHHOM (hpakiuel BRIOpoca JIeBOro
KEITyA0UKa,

— CUMIITOMaTHYeCcKasi apuTMHUs B aHAMHE3e,;

— OJIHOBPEMEHHBIN MPUEM JICKAPCTBEHHBIX CPEACTB, YAIUHsOMUX naTepsan QT;

— netckuit Bo3pact (3PpPeKTUBHOCTH U O€30MACHOCTh HE U3YYAJIUCh).

C OCTOPOXHOCTbBIO

Jleitkonenusi, TpOMOOIIMTONIEHUS], TUIIEPKAJIbIIEeMHsI (B TOM uucie Ha ¢pOHE MEeTacTa3upOBaHUS B

KOCTHYIO TKaHb), JICKOMIICHCHPOBAHHAsI CEpJCYHAss HEIOCTATOYHOCTh, TSDKENAs CTCHOKAPIHS,

[IPOAPUTMOTCHHBIC COCTOSIHUS (OCTpasi UIIeMUsi MHOKap/a, yaauHenue uarepsaia QT), moxuoi

BO3pacT, JA€PUIMT JaKTa3bl, HEMEPEHOCHUMOCTh JAaKTO3bl, CHHJPOM TJIIOKO30-TaJaKTO3HOM

Majba0dCcopOIy, 0OTHOBpeMeHHOE puMeHeHue ¢ nHruouropamu CYP3A.

NPUMEHEHME TIIPU BEPEMEHHOCTHU W B [EPHOJA TIPYIAHOI'O

BCKAPMJINBAHUSA

Topumuden pekoOMeHJ0BaH MalMeHTKaM B IOCTMEHOMAay3aJIbHOM MEPHO/IE.

[IpemapaTr mnpoTHMBOMOKa3aH Ui OpUMEHEHUss B Tmiepuoa OepemeHHocTu. McciemoBaHusi Ha

KUBOTHBIX TIPOJEMOHCTPUPOBAIN PEMPOAYKTUBHYIO TOKCHYHOCTh, IMMOTCHIIMAIBHBIA PUCK IS

YeloBeKa HE W3BECTeH. lopemu]eH He IODKeH OBITh HCIONB30BaH B TIEPHOJ TPYIHOTO

BCKapMJIMBaHHUS.

CIHOCOBb ITPUMEHEHUSA U 103bI

BHyTpb, BO BpeMsl MPUEMOB MUIITH WU HE CBSI3aHO C HUMH.

Pexomenayemas cyrounas no3a — 60 mr.

Ilpumenenue y nayuenmos ¢ no4eyHou HedoCmMamo4HOCmMbio

J171s marueHToB ¢ TOYEYHON HETOCTATOYHOCTHIO KOPPEKTUPOBKA 10361 HE TpeOyeTcs.

Ipumenenue y nayuenmoe ¢ neueHoyHol HedoCmamo4HOCMbIO

Topemuden cremxyer Ha3Ha4aTh C OCTOPOKHOCTHIO IMALIMEHTaM C HApYHIICHHON (YHKIWEH IedeHn

(cM. pazmen «DapMakOKHHETHKAY).

IIpumenenue y oemetl

B nenuarpuun o6s1yHO He HazHauaroT TOPEMU®EH.

IOBOYHOE JIEMCTBUE

Hawnbonee wacto BcTpedarommecs: moOouHble A(D(PEKTH: TMPHUCTYIIOOOpA3HBIE OIIYIICHUS Kapa

(«TIpUIIMBEIY), TIOBBIIIICHHAS MMOTJIMBOCTh, MATOYHBIE KPOBOTEUCHHUS WJIM BarvHaJIbHBIC BBIICTICHUS

(Oenu), MOBBIIEHHAS YTOMIISIEMOCTH, TOIIHOTA, CHIMb, 3y, TOJOBOKPYXECHHE, IETpeccus. ITU

mo6ouHbIe A(h()EKTH BEIpaKEHBI OOBIYHO B JIETKOW CTEMEHU W BBI3BaHBI TOPMOHAIBHBIM JIEHCTBUEM

TopeMudeHa.
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YacToTa HeXKeNMaTeMbHBIX peaKiiHii KnaccnHImpyeTch ceaydmm oppasons: — | eHOLTE 0005)

Ouenb yacteie (> 1/10)

Yacteie (> 1/100, < 1/10)

HeuacTtsie (> 1/1000, <1/100)

Peaxue (> 1/10000, <1/1000)

Ouensb penkue (<1/10 000)

YacToTa Hen3BeCTHA (HE yAaeTCsl OLCHUTH 110 UMEIOLIMMCS TAHHBIM).

Bo3MoxkHbIe HEeKeNaTeIbHbIC SBJICHHS MPEICTABICHBI 110 CHCTEMaM OPTraHOB M PacIpeiesICHbI 10

4acTOTE Pa3BUTHSL.

Kiaacce Ouennb YacTbie Heuactiie |Peakue Ouennb YacrTora
CHCTEM qyacThble peakue HEeU3BeCTHA

OpraHoB

JoGpokauec pak
TBEHHBIE, SH/IOMETPHUS
3JI0KayecT-
BEHHBIE U
HEYTOYHEH-
HbIE
HOBOOOpa3o-
BaHUS
(BKITIOYAS
KHCTBI "

TIOJTUTIBI)

Hapymenus TpoMOO-

CO CTOPOHBI OUTOIICHUA,
KpPOBHU U aHeMuss |
auMparuy- JeHKOoneHust
€CKOHU

CHCTCMBI

Hapymenus norepst
CO CTOPOHBI anmeTnTa
obMeHa
BEIIECTB U

NUTaHUA
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HaprleHI/IH ACIIPECCHsL OeccoHHHU a W A TEEEA T EN B T Io

IICUXUKH

Hapymenus roJI0BO- rOJIOBHAsI
CO CTOPOHBI KpyXXeHue  |0onb
HEPBHOU

CHCTCMBI

Hapymenus BPEMEHHOE
CO CTOPOHBI IIOMyTHEHHUE
oprasa POrOBUILBI

3peHust

Hapymenns BEPTUTO
CO CTOPOHBI
oprasa
ciyxa u
TaOUpUHT-
HbIE

HapyHICHUA

HapymieHust |«npuiuBb» TpombOo-
CO CTOPOHBI MO0~
COCYJIOB YeCKUe

OCJIOKHCHU A

Hapymenns OJBIIIIKA
CO CTOPOHBI
JBIXaTEIIBHO
W CHCTEMBI,
OpraHoB
IrpyaHON
KIIETKU U

CpEeaOCTCHUSA

Hapymenns TOLIHOTA, 3amnop
CO CTOPOHBI pBOTa
JKEILy TOYHO-
KHILIEYHOTO

TpakTa
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TOCHEQOEBATENERDCTS 00067

Hapymenus TIOBBIIIICHUE |KENTyXa remnaTur,
CO CTOPOHBI TpaHc- cTeaTos
MeYeHHU u aMuHa3 MeYEeHU
JKETYEBBIBO-
ISITUX

nyTen

Hapymenus |mOTIUBOCTB |ChIIb, 3y[ ajonenus

CO CTOPOHBI

KOXH u
MOJIKOYKHBIX

TKaHeu

Hapymenus MaTOYHbIE  |TUIep- TIOJTUTIBI THIIEPILIa3Us
CO CTOPOHBI KpoBoTeue- |Tpodus SHAOMETPHUSI [IHIOMETPUS
MOJIOBBIX HUS WU | 9HAOMETPUS

OpraHOB U oemu

MOJIOYHOM

JKeJe3bl

O6mue yCTaJOCTh, |yBEJIUYEHHE

paccTpoiict- OTEKH Macchl Tena

Ba u

HapyILeHHs B
MmecTe

BBEJICHUS

TpomO03MO0IMUECKUE OCIOKHEHUS BKJIIOYAIOT B ce0sl TpOMOO3 ITyOOKHX BeH, TpPoMOOQueOuT u
TPpOoMOOIMOOIIHIO JIETOYHOM apTepuu (cM. pazzaen «OcoObie yKa3aHus»).

Tepanust TOpeMU(BEHOM COMPOBOKAACTCS M3MEHEHUSMH YPOBHS IME€YEHOUYHBIX (EPMEHTOB
(TOBBILIIEHWE AKTUBHOCTU «IIEUYEHOYHBIX» TpPaHCAMHMHA3) U B OUYEHb PEIKUX Cclydasx Ooinee
TSOKENBIMU HapyIIEeHUAMHU (YHKINU TeUeHH (KeNTyXa).

EcTb cooOmIeHnst 0 HECKOIBKHUX CITy4asiX TUIIEPKAJIbIIHEMUH MTAllMEHTOK C KOCTHBIMH METacTa3aMH B
Hayajie JIeYeHUsI TOPeMHUPEHOM.

l'unepTpodust SHIOMETPUS MOXKET Pa3BUBATHCSA B XOJI€ JICUEHUS M3-32 YACTUYHOTO 3CTPOT€HHOTO

spdexkra Topemudena. CymecTBYeT pPHCK YCHUJICHHS HM3MEHEHHMH DSHAOMETpHsS, TaKHX, Kak
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CT E PTHOMY OTUETY

TopeMu(deHa — 3CTPOreHHON CTUMYJISIHEH (cM. pazaen «OcoOblie yKazaHUsD»).

Topemuden yBenumumBaeT wuHTepBanl QT mo303aBucUMBIM oOpa3zom (cMm. pasaen «OcoObie
YKa3aHUs»).

MNEPEJJO3UPOBKA

CUMIOTOMBI: BEpTHTO, TOJIOBOKPYXKEHHE, TOJIOBHAsI 0O0Jb, TOLUIHOTA W/WIIM PBOTAa OTMEYAIUCh IPU
CyTOYHBIX J103aX 680 mr. ClieyeT YU ThIBaTh BO3MOKHOCTD JI0303aBUCUMOTO Y IJTHHEHUS] MHTEpBaJIa
QT. Cneundguveckoro aHTUAOTA HE HAHCHO.

JleueHue: cUMITOMAaTHYECKAas TEPATIHSL.

B3AUMOJIEMCTBHUE C IPYTUMHU JEKAPCTBEHHBIMHU CPEJICTBAMUA

[IpenapaTel, CHIDKAIONIME MOYECYHYIO YKCKPEIHIO KAJbIHs (B TOM YHCIIEC THA3UIHBIC JTUYPETHKH),
MOTYT YBEJIMYUBATh PUCK BOSHUKHOBCHHS THIICPKAILIUCMHU.

[IpenapaTel, CTHUMYJIHUPYIOUIME WHTEHCHUBHOCTh MHKPOCOMAJIBHOTO OKHCICHHS (Hampumep,
benobapouTan, GeHUTONH WM KapOaMa3enuH), MOTYT YCKOPSATh MeTaboJIn3M TopeMueHa, CHIKas
TaKUM 00pa3oM €ro paBHOBECHYIO KOHIICHTPAILIMIO B CHIBOPOTKE. B Takux ciy4asix MOXeET OBbITh
HEOOXOJIUMO yJIBOMTH CYTOYHYIO JI03Y.

B3anMoneiicTBie MeXay aHTHICTPOTEHAMH M AHTHUKOATyJISIHTAaMH Bap(apHHOTO psiga MOXKET
NPUBECTH K BBIPAKEHHOMY YBEIMUYCHHIO BPEMEHH CBEpPTHIBAaHUS KpOBU (cClieayeT wu30erarb
OJTHOBPEMEHHOTO MTPUMEHEHHS TopeMH(EHa U ITperapaToB dTOW TPYIIIILI).

Teopernuecku MeTaboIU3M TopeMH(PEHA MOKET HHIMOUPOBATHCS MPerapaTaMu, HHTHOUPYIOIIMMU
dbepmenTtHyto cucremy nutpoxpoma CYP3A, koropast oTBedaeT 3a OCHOBHBIE ITyTH METabOIU3Ma.
[TpumepaMu TakuxX TMpemapaToB SBISIFOTCS TMPOTUBOTPHOKOBBIE —IpEMapaThl-NIPOU3BOIHBIC
uMHazona (KeTOKOHA30I); ApYrHe MpOTHBOIPHMOKOBBIE MpemnapaTrhl (MTpaKkoHA30JI, BOPHUKOHA30I,
[103aKOHA30J1); MHTUOUTOPHI MpoTeasbl (PUTOHABUP, HEN(PHUHABUP);, MAKPOIHMIbI (KJIAPUTOMHUIIMH,
SPUTPOMHUIINH, TEIUTPOMHIINH). PekoMeHayeTcs coOmoaaTh OCTOPOKHOCTh MPH OJHOBPEMEHHOM
MPUMEHEHHUHN ITUX JIEKAPCTBEHHBIX CPEJICTB C TOPEMHU(EHOM.

Henb3st UCKITIOUMTE aiIUTUBHOE JieiicTBUE Ha yaiauHeHue uHrepsaia QT mexay TopemudeHom u
HIDKEYKa3aHHBIMH IIpernapaTtaMu, KOTOpOe MOXKET MPUBECTH K YBETMUEHUIO PUCKAa BOZHUKHOBEHUS
KEIyJJOYKOBOH apUTMHH, BKIIOYAs JKEIYJO0YKOBYIO ApPUTMHIO IO TUIY MUPYIT» (CM. pasfieln
«IIpoTHuBOIIOKa3aHUAN):

— aHTHapUTMUYECKHe Tpernapartsl |A kiacca (HanmpuMep, XUHUAWH, THAPOXUHHUINH, JH30TTHPAMUI);
anTHuapuTMuueckue npenapatsl Il kmacca (Hampumep, aMuogapoH, coTanon, A0GeTHIUA,
UOyTUIN);

— HelpoJenTuku (Hanpumep, peHoTHas3uH, MUMO3U/I, CEPTHUH/I0J, TAIONEePUI0, CYyJIbTONPUN);
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— OIpeJIEIeHHbIE TPOTHBOMUKPOOHEIE CPENCTBA (M cubokEHTr PO, TIeHTAMI T,

MPOTHBOMAIIIPHIHBIE CPEJCTBA, B OCOOCHHOCTH rajlo(panTpuH);

— OmpeiesieHHbIe aHTUTHCTAMUHHBIE ITpenapaTsl (TepdeHaanH, aCTeMU30J1, MU30JIACTHH);

— npouwne (IIM3anpul, BAHKaMUH BHYTPUBEHHO, OSTTPUAIIL, TUhEMaHMIT).

OnHOBpeMeHHBIH npreM TopeMudeHa ¢ JaHHBIMU IperapaTaMy MPOTHBOIIOKA3aH.

OCOBBIE YKA3AHUA

[lepen HavajmoM JeueHUs NAlMEHTKA JOJDKHA MpoiTH obcnenoBanue y ruHekosora. Ocoboe
BHUMaHHE JIOJDKHO OBITh YJEJIEHO COCTOSHHIO OJHAOMETpUA. 3aTeM THUHEKOJIOIMYecKue
oOclieIoBaHMs JIOJDKHBI TOBTOPATHCS HE MEHEe OJHOro pa3a B roa. [lamueHTKH ¢ TakuMu
3a00JIeBaHUsAMH, KaK apTepuaIbHas TUIIEPTEH3Us, CaXapHbIid AUa0eT, MMEIOINe BRICOKHI ypOBEHb
uHAeKca Mmacchl Tena (> 30) wiM mojydaBIIUE JIUTENbHYIO 3aMECTUTEIbHYIO TOPMOHAIBHYIO
TEpanuio, HaXOJATCS B TPYIIE PHCKA Pa3BUTHIO paKka SHIAOMETPHs, U TOSTOMY HYXKIAIOTCS B
TIIATEILHOM MOHUTOPHUHTE (CM. paznen «I[lobounoe nericTBuey).

Topemuden He pekOMeHAyeTCS MPUMEHATh Y NAIMEHTOK, Y KOTOPHIX B aHaMHe3€¢ ObUTH TsDKEbIe
TpoMOOIMOOIIMUEcKHe OcaoKkHEeHHS (cM. pasnen «[lobodHoe aericTBrEe) ).

bonbHBIE C IEKOMIIEHCHPOBAHHOM CEpACUHON HENOCTAaTOUYHOCTBIO WM TSKENON CTeHOKapauen
HY)KIAIOTCS B TIIATEIIbHOM MOHHUTOpPHUHTE. | MIepKaablIMeMusi MOXET Pa3BUTHCS Yy MAIMEHTOK C
MeTacTa3aMH B KOCTH B HadaJIe JICYCHHUS IPerapaToM, OHU HyKIAIOTCS B TIIATEIIEHOM MOHUTOPHHTE.
Ha nsnektpokapaunorpamMmax HEKOTOPBIX MAIMEHTOB IpH MpueMe TopemudeHa ObUIO 3aMedeHO
no3o3aBucumoe ynHenue uatepsana QT (cm. pasznen «I[IpoTtuBonokazanue»).

Topemuden crieayeT C OCTOPOXKHOCTHIO TPUMEHATH y TAIWEHTOB C MPOApPUTMOTCHHBIMU
COCTOSTHUSIMH (B 0COOCHHOCTH Y TTOKHIIBIX MAIIEHTOB), TAKUMHU KaK OCTpast UIIEMUSI MHOKap/1a HITH
yanuHeHHbIH nHTepBai QT, MOCKOIBKY 3TO MOYKET MPUBECTH K YBETUYCHHUIO PUCKAa BOSHUKHOBEHUS
KEITyJT0YKOBOW apUTMHUH (BKIIOYAS JKEITYJOUYKOBYIO apUTMHIO IO THUIy TUPYIT») U OCTAaHOBKE
cepana (cM. pazaen «IIporuBomnokazanus»).

Ecnmu BO Bpems JiedeHus: TopeMH(DPEHOM MPOSBISIOTCS CUMIITOMBI WJIH TPHU3HAKH, KOTOPBIE MOTYT
TOBOPHUTH 00 apUTMHH, CIIeyeT OTMEHUTH Teparuto u caenats JKI'.

Ecnu untepsan QT > 500 mc, He cnenyeT MpuHUMATh TOpeMHUdeH.

OTCyTCTBYIOT CHCTEMAaTH4YEeCKHE JaHHBIE 10 MAIEHTaM C JIAOWJIBHBIM JHAa0EeTOM, MalueHTaM B
TSDKEIIOM COCTOSIHUY WITH TTAallUEHTaM C CEPJICTHON HETOCTaTOUHOCTHIO.

Tabnetku TOPEMU®EH copepxar nakro3dy. IlanmwentaMm ¢ penkoid  HacieICTBEHHOM
HEMEePEHOCUMOCTBIO  TalaKTO3bl, HEJAOCTATOYHOCTHIO JIAKTa3bl MJIM CHHIPOMOM  TJIFOKO30-
rajJakTO3HOH MaabaOCOpOLUK HE ClIeAyeT MPUHUMATh JaHHOE CPEJICTBO.

OTmevanmuch aHeMusi, JieiikomeHuss U TpomOoumToneHus. [Ipu mpueme Topemmdena cremyer

KOHTPOJIUPOBATH YHCIIO IPUTPOIUTOB, JIEHKOIIUTOB MM TPOMOOIIMTOB.
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bepmenToB (6osee uem B 10 pa3 Bblle BepXHEH rpaHUIBI HOPMBI), TETIATUTA U )KEIATYXHU IPHU ITpUEMe
TopemMu(eHa. BoIbIIMHCTBO M3 HMX BO3HUKAJIM B HEpBble Mecsubl npumeHeHus. CTpykrypa
MOBPEX/ICHUS [T€4eHU OblIa IPEUMYILECTBEHHO IeaTOLETIOIAPHOMN.

CnenmnajnbHble Mepbl NPeAOCTOPOKHOCTH NPH  YHUYTOKEHHHM  HEHCIO0JIb30BAHHBIX
JIEKApPCTBEHHBIX NpenapaToB

CrennanbHbIX Mep MPENOCTOPOKHOCTU IPH YHHYTOXXEHUHM HEUCIOJb30BAHHBIX JIEKAPCTBEHHBIX
IIpernapaToB He TpeOyeTcs.

Biausinme JieKapCTBEHHOI0 Ipenapara Ha CHOCOOHOCTH YHPABJIATHL TPAHCHOPTHBIMH
CpeCTBaMHU, MeXaHU3MAMH

TopemudeHn He oka3plBaeT BIUSHUS Ha CHOCOOHOCTh YIPABIATH ABTOMOOMJIEM U IPOYUMHU
MEXaHU3MaMH.

®OPMA BbIITYCKA

Tabnerku o 20 mr uiu 60 mr.

ITo 30, 60 unu 100 Tabnerok Bo rmakone u3 I[13BII ¢ 3aBunumBaromeiics kpoiikoit u3 [19BII ¢
KOHTpoJIeM 1nepBoro BckpbITus. Ilo 1 ¢uakoHy B KapTOHHOH mayke BMECTe€ ¢ MHCTPYKIMEH IO
IIPUMEHEHHUIO.

YCJIOBUSA XPAHEHUSA

Xpanuts npu Temmnepatype ot 15 no 25 °C.

XpaHUTb B HEIOCTYITHOM JUIsl IeTeM MecTe.

CPOKT'OJHOCTH

5 nmer

He ucnonp3oBaTh nocie cpoka rolHOCTH, yKa3aHHOTO Ha yIIaKOBKE.

YCJI0OBUSA OTITYCKA

OTnycKaroT Mo peLenty.

IMPOU3BOJAUTEJIb

IIpousBoauTe b roTOBOI JIEKAPCTBEHHOU (POPMBI

Opwuon KopmopeiimH, Terarcrpémunkary 8, FI-20360 Typky, ®unmistaIus

®acoBmUK (MepBUYHAsS YIIAKOBKA)

Opuon Kopnopeiimn, Hosucyynkary 7, FI-24100 Cano, ®unnsamus

YnakoBmuk (BTopru4Has (MOTpedOMTEILCKAS) YIIAKOBKA)

Opwuon Kopnopeiimn, Hosucyynkary 7, FI-24100 Cano, OusnsHms

Beinyckaooumuii KOHTPOJIb Ka4ecTBa

Opuon Kopnopetins, Opuonuntue 1, FI-02200 3cnoo, OunnsHams

Opwuon Kopropeiinis, rochyyHKaTy 7, F1-24100 Cano, ®unnasHIUS
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JlepskaTeb perucTPalHOHHOr0 YA0CTOBEPEHHUs (MOCNEAOBATENEHOCTE 0008)

AO «®D1MTHH ®APMAY, Poccus,

119234, r. MockBa, BH.T€p.T. MyHUIIMTIAJIbHBINA OKpYT Pamenku, Tep Jlenunckue ['opsl, a. 1, ctp. 77.
E-mail: info@finnpharma.ru
Opranunsanus, IPUHAMAIOLIAs IPETEH3UH OT NOoTpeduTe e

AO «®D1THH ®APMAY, Poccus,

119234, r. MockBa, BH.Te€p.I'. MyHULIMNIAIbHBIN OKpYyT Pamenku, Tep Jlenunckue ['opsl, a. 1, cTp.
77.

Tenedon ropsiueit iuaum no hapmakonamzopy: +7 (800) 777 20 48.

E-mail nyis nmpuema nperenswuii: finpharm@x7research.ru
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