COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 08.12.2025 N= 30418
(NOCNEOCBATENBHOCTE 0002)

OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTO HPEHAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Tepuduynomun, 14 mr, TabaeTKH, MOKPHITHIEC TUIEHOYHONW 000JIOYKOMH.

2. KAUECTBEHHBIN ¥ KOJIMYECTBEHHBIN COCTAB

JleiicTByIOIIEE BEIIECTBO: TEPUDITYHOMII.
Kaxxnas TaGneTka, mOKphITas INIEHOYHOU 000JI0UKOM, COAEPKUT 14 Mr TepudryHomuaa.

BemecTBa, Hamu4ne KOTOPBIX HAJO YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO TMperapara: JaKTo3a
(cm. paznen 4.4).

[TonHBI epedeHb BCIIoMOraTelIbHBIX BEHIECTB MPUBE/CH B passene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaGnerku, MOKPHITHIE MIICHOYHOH 000JI0UKOIA.

Kpyrnbie ABOSKOBBITIYKIIbIE TAaOJETKH, MOKPHITHIC IUIEHOYHOM 000JI04KO#M Toiyboro mBera. Ha
U3IIOME SJIpO OENIOTo WK TMOYTH 0eloro I[BeTa.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

[Ipenapar TepudayHomMua mokazaH IS JICUEHUs B3POCIBIX MAlMEHTOB B Bo3pacTe OT 18 jer ¢
PeLUIUBUPYIONIE-PEMUTTUPYIOIINUM paccestHHBIM ckiiepo3oM (PPPC).

4.2. Pe:kuM 103MPOBAaHNUSA M CI0CO0 NPUMeEHEeHUs!

PexxuM o3upoBaHus

Pexomennyemas nosa npenapara Tepuduynomun cocraBiseT 14 mr 1 pa3 B CyTKu.

Oco0Oble T'PVYIITBI TAITUEHTOB

Jluya noxcunozo 6ospacma (6 éospacme 65 n1em u cmapuie)

[Ipenapar TepudiayHoMmua HEOOXOIUMO Ha3HAYaTh C OCTOPOXKHOCTBHIO TAIMEHTaM B Bo3pacTe 65
JeT W CTapuie B CBSI3U C HEJOCTAaTOYHBIM KOJUYECTBOM JaHHBIX 00 3(PQPEeKTUBHOCTH H
06e3omacHOCTH TepuIryHOMHUIa B TaHHOW BO3PACTHOM TPYTIIE.

Hab}ueHMbl C NOYEeUHOU HeOOCMAmoO4HOCbIO

JIns manuMeHTOB € TOYEYHOW HEJOCTATOYHOCTBIO JIETKOW, CpPEIHEH M TSKEJIOW CTENEHH, He
HaXOJSIIMMHUCS Ha TeMOANANIN3E, KOPPEKIIUU H03bI HE TpeOyeTcs..

[TanmeHTsI ¢ MOYEYHOM HEOCTATOYHOCTBIO TSDKEIIOW CTENEHH, HaXOIAUIMecs Ha TeMOAualn3e, He
IPUHUMAIIM y4acTHe B KIMHHYECKUX HCCIIEAOBaHUAX. TepuduyHOMHI MPOTHUBOIMOKA3aH JaHHOU
KAaTEerOpuy MalueHTOB.

Hab}ueHMbl C NeYeHOYHOU HeOOCMAMmoO4YHOCMbIO
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tpebyercs. Ilpenapar TepudayHOMHI NPOTHBOMOKA3aH MAlMEHTaM C TKEIBIM HapyIICHHUEM
(GyHKIMY TICUeHH.

etn
[Tpenapat TepudayHomMux IpOTUBOIOKA3aH y AeTel U MOAPOCTKOB B Bo3pacte 110 18 ser.

be3onacHocTh 1 3¢ heKTUBHOCTL TepudIyHOMHIA Y ACTEH U MOJIPOCTKOB B Bo3pacTe 10 18 jeT He
yCTaHOBJICHA.

Croco0 mpuMeHeHus

Tabnerku cremxyer MpUHUMATh BHYTPh LIEJHKOM, HE Pa3KEBbIBasA, 3aIIMBasi BO/I0I, HE3aBUCHMO OT
IpueMa Iui.

4.3. IlpoTuBoONOKa3aHUS
e [ WUMepYyBCTBUTEIBHOCTh K TepuduiyHoMHUAy, JeGIyHOMUIY WX K JO00OMYy U3
BCIIOMOTI'aTCJIbHBIX BCIICCTB, HGpG‘-II/IC.HGHHBIX B pa3;[ene 6 1 .
e Tskenas neueHouHast HegoctaTodHOCTH (Kiace C mo mkane Yanna-I1s10).

e Tsokenbrit UMMyHOACHHUIIUT, HAMPUMEP, CHHIPOM NPHOOPETEHHOTO HWMMYHOAC(PHUIINTA
(CIT ).

e Tspkenoe HapylIeHUE KOCTHOMO3IOBOI'O KPOBETBOPEHMSI WM KJIMHMYECKH 3HAaYUMast
aHeMUsl, JICHKOTIeHUs, HEUTPOTICHUS MJIM TPOMOOLIUTOTICHHSL.

e Tskemas TmodeyHass  HENOCTAaTOYHOCTh, TpeOyiomias  MpPOBEACHHS  reMojuaIn3a
(HEIOCTaTOYHOCTh KITMHUYECKOTO OIbITa IPUMEHEHHUS).

e Tspkenble aKTUBHBIE MH(PEKIINH JO MOMEHTA BBI3ZOPOBJICHHUS OT HUX.
e Tspkenas rUIIONpPOTenHEMHUS (HaIpUMeEp, IPH HEPPOTHUECKOM CHHIIPOME).

e JKeHumHbl € JETOPONHBIM TIOTEHIMAIOM, HE UCHOJb3YIONIME HAaJekKHbIEe METOJbI
KOHTpALIETIIMK BO BpeMsl JiedeHHs] Tepu(IyHOMHUAOM; IIOCIE 3aBEpIICHUS JICUCHUS
TepI/I(b.HyHOMI/I,Z[OM JKCHIIIMHAM HCJb3s 6epeMeHeTb A0 TCX TOp, IIOKa IUIa3MCHHAad
KOHIIeHTpanus TepudayHomuaa octaetcs Boimre 0,02 MKT/MII.

e bepemennocts. Ilepen HauamoM Ttepanuu TepU(PIYHOMHIOM HEOOXOIUMO HCKIIIOYHUTD
OepeMEHHOCTb.

e [lepuon rpyaAHOTO BCKApMITHBAHUSI.
4.4. OcoOble ykazaHusi 1 MepPbl MPEI0CTOPOKHOCTH NMPH NMPUMEHEHUH

Jleyenune AOJIKHO ITPOBOJAUTHCA ITOJ Ha6JIIOI[eHI/IeM Bpayda, UMCIOUICTO OIILIT JICUCHUSA MALUCHTOB C
paccessHHBIM CKJIEPO30M.

MoHHUTOpPUHT

Ho nauana nevenus credyem nposecmu ciedyloujue Uccie008aHusl:
e l3mepeHue apTepraaIbHOTO JABICHHUS.
e OmnpezaeneHue akTUBHOCTH ataHnHaAMHHOTpaHcdepassl (AJIT).

e OOumii aHamM3 KPOBH C TMOACYETOM JIEHKOIMTApHON (OpMyIBl U  ONpeAeTIeHUEM
KOJIN4YeCcTBa TPOMOOLIMTOB B epuepuyecKoil KpOBH.
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napamempbi:
e ApTrepuanbHOE AaBJICHUE.

e AxtuHocth AJIT. CaemyeT onpenensiTh aKkTHBHOCTh (PEPMEHTOB NIEYCHH KaXKIbIe 2 HEIETH
B T€UEHHUE TEPBBIX 6 MECSIEB TEpanuu W KaXIble 8 HENeIb MOCJe 3TOro Mepruoja WIM Ha
OCHOBAaHUHU KIMHHUYECKUX MPHU3HAKOB M CHMIITOMOB, TaKMX KaK HEOOBSICHMMAsl TOIIHOTA,
pBoTa, 0OJH B J>KMBOTE, IOBBIIICHHAS YTOMJISIEMOCTh, AQHOPEKCHS WJIH JKEITyXa H/WUiIn
noreMHeHne mouu. [Ipu ypoBusax AJIT B 2-3 pa3za Bwilie BepxHeil rpanuibl HopMbl (BI'H)
MOHUTOPHHT CJIETYET IPOBOIUTH €XKEHECITHHO.

e B cinyuyae mosiBIeHHs HOBBIX CHMIITOMOB M IPU3HAKOB (Hampumep, WH(EKIUH) BO BpeMs
JedyeHsi HeoOXOMMO BBIOJHUTH OOLIMK aHATU3 KPOBHU C TMOACYETOM JICHKOIMTAPHOM
(hopMyIIBI U OTIpeieSIeHHEeM KOJIMYECTBA TPOMOOITUTOB B TIEpUGEPHUIECKOM KPOBH.

IIpouegypa YCKOPEHHOTO BEIBEICHUS TGDI/Id)HVHOMI/II[a U3 OpraHusmMa

TepudryHOMU MEUICHHO BBIBOJAMTCS W3 TUTa3Mbl: KOHIICHTPAIIUHU B TUIa3Me JJOCTUTAIOT 3HAYCHUIH
amxke 0,02 mr/nm B cpemHem 3a 8 MecsIeB, a W3-3a MHAWBHUIYATbHBIX Pa3IHuuil B KIUPEHCE
TePUQPITYHOMHUIA MOXKET 3aHATH JI0 2-X JIET.

BreiBeneHne mpenapara MOXHO YCKOPUTh C IIOMOLIBIO IPOLIEAYpPhl YCKOPEHHOI'O BBIBEJIECHUS
Tepu(IyHOMHIa, OMUCAHHOW B pazgene 5.2, NPUBOIAIMIEH K CHHKEHUIO KOHIIEHTPAIUH
tepudayHomuaa 6osaee yem Ha 98% B TIa3Me KPOBH.

IleueHOYHAS HEJOCTATOYHOCTh

VY NanuMeHToB C MEYEHOYHOW HENOCTATOYHOCTBIO JIETKOM U CPEAHEH CTENEHU TSKECTU KOPPEKLUs
JI03bI HE TpeOyeTcs.

TepuduryHomMu IpOTUBONOKA3aH MAIIMEHTaM C TSDKEJIOH MeYeHOYHOM HEe0CTaTOYHOCTBIO.

VY nanueHToB, IPUHUMABIINX TEPU(IYHOMU, HAOII0AAI0Ch TOBBIIEHNE aKTUBHOCTU ()EPMEHTOB
neyeHu. Ilosbimenust aktuBHocTH AJIT B OCHOBHOM OTMEYalUCh B TEUEHHUE NEPBBIX O MECHIEB
neueHus. B KIMHMYECKMX HCCIENOBaHMAX NPUMEHEHHE Tepu(IyHOMHUIA MPEKpalanoch, €ciu
noselieHue akTuBHOCTU AJIT mBaxnel nmpessimasio BI'H B 3 pa3za. AKTMBHOCTH TpaHCaMUHa3 B
CBIBOPOTKE KPOBU BO3BPAILlAJIOCh K HOPME B TEUEHUE, MPUOIU3UTEIBHO, 2 MECSILIEB I10CIIE OTMEHBI
TepudIyHOMUIA.

Crnenyer KOHTPOJIMPOBATH NOKA3aTeIN aKTUBHOCTU TPAHCAMUHA3 U KOHLEHTpaluu OuaupyOuHa B
CBIBOPOTKE KPOBHU B TEUEHHUE 6 MeCALEB /10 Hadaia JIedeHus: TepuparyHoMu1oM. AKTUBHOCTh AJIT
CIIENyeT ONpEleNATh KaXAble 2 HENEeNu B TeueHHue 6 MECsleB IOCiIe Hayala IPUMEHEHUS
tepuayHomuga. Bompoc O MOHHMTOpHMHIE TOKa3arened (QYHKUMU TIE€YEHH TakkKe CIleayeT
paccMaTpuBaTh, Korga mpenapart TepudayHoMHJ NPUMEHSAETCS OJHOBPEMEHHO C JPYIMMHU
MOTEHIMAJIFHO T'eaTOTOKCHYHBIMU TIpenapatamu. Bompoc 06 ormene npenaparta Tepudmynomun
ClIeyeT pacCMaTpHUBATh IPH MOATBEP/KICHUH NOBBILICHHUS] aKTUBHOCTH TPAHCAMHUHA3 B CBIBOPOTKE
KpoBH, Oonee ueM B Tpu pasza mnpesbimaroimemM BI'H. Crnemyer KOHTponMpoBaTh aKTHBHOCTH
TpaHCAMHMHA3 U KOHIIEHTPALUI0 OUIMpyOMHA B CBIBOPOOTKE KPOBM Ha ()OHE Tepanuu IpenapaToM
Tepuduynomun, 0coOEHHO Yy TAalMEHTOB, Yy KOTOPHIX pAa3BHBAIOTCA TaKHE CUMIITOMBI,
YKa3bIBAIOIME HA HapylleHWe (YHKLIUU IE€YEHH, KaK HEeOOBSICHMMAas TOIIHOTAa, pBOTAa, OOIM B
KMBOTE, TOBBIIICHHAS YTOMIISIEMOCTh, AHOPEKCHs, JKENATyXa H/Wiu mnoTeMHeHue wMouH. Ilpu
MOJIO3PEHUM HA HAJIM4YUE CBS3M MEXAy HapylleHueM (QYHKIOUM I€4YeHH M [PUMEHEHHEM
tepudayHOMUa HEOOXOIMMO JOCPOYHO MPEKPAaTUTh MpPUEM IMpernapara W HadaTh MPOLEAYPY
YCKOPEHHOTO BbIBEJIEHHs TepuyHoMuaa (cM. paszaen 5.2), a Takke NPOBOAUThH €XKEHEIEeNbHBIN
MOHUTOPHUHI aKTUBHOCTH TEYEHOYHBIX (PEPMEHTOB BIUIOTH 0 MX HopMmanu3anuu. Eciu pasButue
MIEYEHOYHON HEJOCTAaTOYHOCTU BCIEICTBUE IpueMa Tepu(IyHOMUAA MPU3HAHO MalOBEPOATHBIM,
TaKk Kak OblUla BBIABICHA Jpyras NpPUYMHA, MOXHO paccMaTpuBaTh BO30OHOBJIEHHE Teparnuu
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HOpMaJIU3aI1H.

Kpome cityyast pa3BuTHS OCTPOro remnarura B X0J/i€ IPOBEACHUS KIMHUYECKUX MCCIECIOBAaHUMN, NpU
MPOBEJEHUU TOCTPETUCTPALMOHHOTO HCCIIEJIOBaHMUSI HAOMIOAAIUCh Cllydyad JIeKapCTBEHHOTO
MOpaXeHHsl TIeYeHU (MHOT/AA >KU3HEYTPOKAIOIIME), YacTO B COYETAaHHH C TepUPIYyHOMHIA C
JIPYTUMHU TeaTOTOKCUYECKUMHU JIEKAPCTBEHHBIMHU CPEACTBAMH.

3soynorpebieHre aJIKOroJieM

[Mpenapar  TepudayHoMua  HEOOXOAMMO  Ha3HA4YaTh C  OCTOPOKHOCTBIO — TAIMCHTaM,
37I0YNOTPEOIISIONIAM ATKOTOJIEM.

I'unonporenHemMusa

[TockonbKy Tepu(IyHOMU B BBICOKOM CTENEHH CBA3BIBACTCA C OEIKaMH KPOBH, B OCHOBHOM C
albOyMUHAMHM, KOHILIEHTpPAIUsl HECBA3aHHOIO Tepu(IyyHOMMJA B IIa3M€ MOXKET IOBBIILIATHCS Y
MAIMEECHTOB C THIIONPOTEHHEMHEH, HAIPUMep, IPH HehpoTHUeckoM cunapome. TepuduryHomun He
ClIeyeT Ha3Ha4yaTh ITALIUEHTaM C BBIPDAKEHHOW TUIIONPOTEHHEMUEH.

ApTrepraibHOE JaBICHHUE

Ha ¢one mnpumenenuss tepuduyHOMHIA MOXKET MOBBIIIATHCS AapTEPUAIbHOE JaBJICHHUE.
Heo0xomuMo ~ KOHTpPOIMpOBaTH  apTepHajbHOE  JaBICHHE  Iepel  HadaJoM  JICYCHUS
TepU(IYyHOMUIOM, U MEPUOAUYECKH BO BpeMs JiedeHHs. B ciydyae moBBIIEHUS apTepuaibHOro
JaBleHUs] HEOOXOJUMO MPOBOJUTH COOTBETCTBYIOIIYIO AaHTUTHIIEPTEH3UBHYIO TEPANMIO 10 M BO
BpeMsl JiedeHHs TepUPITYHOMUIOM.

HNudekmmm

v NalMEHTOB C TSOKCIIBIMHM AKTHWBHBIMH I/IH(l)eKHI/IHMI/I Ha4yaJlo JICUCHUA TepI/I(l)J'IyHOMI/II[OM
HGOGXOZ[I/IMO OTJIOXKUTD 0 MOJHOI'O BBI3JOPOBJICHH.

B maie60-KoHTPOIMPYEMbIX HCCICAOBAHUAX MPU MPHEMe TEPUQPIYHOMHUIA TIOBBIIICHUS YaCTOTHI
TsOKENbIX MHpEeKnuid He Habmomamoch. OJHAKO, ¢ Y4eTOM HMMYHOMOAYIHpYOmeEro 3¢dekra
npernapara TepuduiyHOMHI, B cilydae pa3BUTHS y MAalMEHTa TsDKEIOW HHQEKIMH HEO0OXOAUMO
paccMOTpeTh HEOOXOMUMOCTh IMPEKPAIICHUS JICUCHHUS MpernaparoM, W Tepea BO300OHOBICHHEM
Tepanuu HEeOOXOIUMO OICHUTh BO3MOXKHBIC MPEUMYIIECTBA M PHUCKUA. B CBSI3U C UIMTEIHHBIM
nepuoaoM NOJYBBIBCACHHUA IIpCIiapara HGOGXOZ[I/IMO PACCMOTPCTH HGO6XOI[I/IMOCTB MMPOBCACHUA
OpPOIEAYPhl YCKOPSHHOTO BBIBEACHHS TEPU(PIYHOMHUAA C TIOMOIIBIO KOJECTHpAMHUHA WIIH
AKTUBUPOBAHHOI'O YIJIA.

[TanmenTtsl, npuHMMaromue mnpenapar TepudayHOMUA, MODKHBI HEMEMJICHHO Coo0maTh o
cuMInTomMax uH¢ekuil Bpauy. [lanmeHTaM ¢ akTUBHBIMU OCTPBIMU M XPOHHYECKUMHU MH(EKLIUIMHI
HE CIlelyeT HauyMHATh JICYeHHE IpernapaTtoM TepudayHOMHUA IO TMOJHOTrO u3jiedeHus. llpuem
npenapara TepuduyHOMUa He PEKOMEHAYETCS MPH TSHKEIOM UMMYHOAC(PHUIUTE, HAPYIICHUSAX CO
CTOPOHBI KOCTHOTO MO3Ta WIHM TIPH TSDKEIBIX HEKOHTPOJIMPYEMBIX HHGEKIMsIX. be3omacHocTh
npenapara TepudiayHoOMHJ y NAIMEHTOB C JATeHTHOW ¢opMol TyOepkyse3a HEH3BECTHA.
CxkpuHUHT Ha TyOepKyne3 B KIMHHYECKHX MCCICIOBAHUSAX CHCTEMAaTHYECKH HE IPOBOAMICS.
[TareHTamM, MMEIOLIMM TOJOXKHUTEIBHBIM TeCT Ha TyOepKyle3 NMpU CKPUHHHIE, Mepell HavyajaoM
npuema npenapara TepuduryHoMua HEOOXOIMMO ITPOMTH COOTBETCTBYIOIIEE JICUCHHE.

Hapymenne @ yHKIMY JIETKUX

B xinHHYeckux HccienoBaHUSAX TEepUQIYHOMHUJA HE HaONI0ajIoCh CIy4aeB MHTEPCTHIMAIBHBIX
JIeTOYHBIX HapymieHuil. [Ipu mocTperucTpallMoHHOM MPUMEHEHUH Tepu(IyHOMH A, HAOII0JAT0Ch
pa3BUTHE WHTEPCTULIHMATBHBIX OOJEe3HEH JIeTKUX, BKJIIOYas OCTPBIM  HMHTEPCTHUIMAIBHBIN
ITHEBMOHMT.
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COOOMAJIOCh O Pa3BUTHH WHTEPCTUIMAIBHBIX  OOJIE3HEW  JIETKUX, OOOCTpEHUH paHee
CYIICCTBOBABIINX HWHTCPCTUIIUAIIBHBIX 60H€3H€I>'I JICTKUX. I/IHTepCTI/II_II/IaJIBHBIG 60H€3HI/I JICTKUX
MOTYT Pa3BHBATBCS OCTPO B JIIOOOE BpeMs B TCUCHHE JICUCHHS] U UMETh pa3IMYHble KIMHUYCCKHE
MMPOABJICHUA. I/IHTepCTI/II_II/Ia.HBHBIG 60H€3HI/I JICTKUX MOT'YT IMPUBOAUTH K JICTAJIBHOMY HCXOIY.
Pa3zBuTne HOBBIX HIIM YXYIIICHUE CYIIECTBYIOIIUX JETOYHBIX CUMIITOMOB, TAKHX KaK Kalleilb U
OJIBIIIIKA, COYETAIOMIMXCS C JMXOpPAAKOW WM 0e3 JIMXOPagKd, MOXKET ObITh HPUYMHON s
MpeKpalleHus] Teparuu W I JalbHEHIIEr0 COOTBETCTBYIONIETO OOCIENOBaHUS ManueHTa. B
cllydae HEOOXOJMMOCTH OTMEHBI Tperapara CIeIyeT PacCMOTPETh BOMPOC O Hayalle MPOIeAyphl
YCKOPEHHOTO BhIBeACHUS TepudIyHOMuUa (CM. pazaen 5.2).

I'emaronornueckue 3ddeKTh

B nnane6o-KOHTpOIMpYyEeMBIX HCCIEIOBAaHUAX HAOMI0AaI0Ch YMEHBIICHUE CPEIHEro KOJM4ecTBa
JMEHKOIMTOB B KPOBU MPUONMM3UTENHLHO Ha 15 % OT HMCXOIHOTO YpOBHS (TJIaBHBIM 0O0pa3oM,
HEUTPOPUIBHBIX JECHKOIUTOB U JUMQOIIUTOB) M KOJIMYECTBA TPOMOOIUTOB MPUOIM3UTEIHLHO HA
10%. Ilepen Hauamom Tepanuu mpenapaToM TepuQuyHOMHI UM BO BpeMs JEUCHHS HEOOXOIMMO
MIPOBOAUTH KJIMHUYECKUN aHAJIU3 KPOBHU C OIpe/IeIeHUEM JIEHKOLUTapHOM (OpMYIIbI U KOJIMYECTBA
TpoMOOIIMTOB B mepudepudeckoir kposu. Ha ¢one tepamuu mnpenaparom TepudmyHomun
HE00X0IMMO MPOBOJIUTH AOMOJHUTEIbHBI MOHUTOPUHT IIPU MOSBICHUH KIMHUYECKUX CUMITOMOB
Y TIPU3HAKOB, YKA3bIBAIOIINX Ha HATMYUE WHPEKIUH.

VY manMeHTOB C CYIIECTBYIOIICH aHEMHUEH, JCHKONEHWeW W/WIM TPOMOOIMTOIICHUEH, a TaKXKe y
MalMCHTOB € HAPYIMICHUSAMU KOCTHOMO3I'OBOI'0 KPOBCTBOPCHHA WJIIM HMCHOIIUX BBICOKHI pHUCK
MOJIaBJIEHUS KOCTHOMO3TOBOIO KPOBETBOPEHMS, HMMEETCS TOBBIIMICHHBII PHUCK pa3BUTHUS
reMaTOJIOTHUECKUX HapyIIEHUH MpH NMpUMeHeHNH TepudiayHoMuaa. B ciydae pa3BUTHS yKa3aHHBIX
HEXKEeNaTEeNbHBIX PEAaKIUi i1 yYMEHBIIEHHs] KOHUEHTpaluuu TepudIyHOMHIA B IIa3Me KpOBHU
HEOOXOIMMO pPacCMOTPETh BOMPOC O NPHUMEHEHHUH TMPOIEIYyphl YCKOPEHHOTO BBIBEICHUS
tepuduyHomuga. B ciaydyasx  BbIpaXEHHBIX TeMaTOJOTMYECKMX  HapylIeHU#, BKIIOYas
NAHIMTOIICHUIO, TPUMEHEHue mnpenapara TepuduyHOMUA U J00OT0 JPYroro MOJABISIONIETO
KOCTHOMO3TOBOE KPOBETBOpPEHHUE Ipernaparta JOKHO ObITh MPEKPAIIeHO, U CIEeyeT pacCMOTPETh
BOIIPOC O MPOBEACHUY MPOLEAYPHl YCKOPEHHOTO BBIBEJCHUS TepUDIYHOMUIA.

KoskHble peakimu

Coobmanoch 0 ciaydasx pa3BUTHsS CEPhE3HBIX KOXKHBIX PEaKLUi, MHOTJA C JIETAIBHBIM HCXOJIOM,
BKJIIOYas pa3Butue cunapoma CtueHca-/[>KoHCOHA, TOKCHYECKOT0 3MHUIEPMaIbHOTO HEKpOJIn3a U
JIEKapCTBEHHO-00YCIIOBICHHONW peakiiu ¢ 303MHOpmInel U cucreMubiMu cumnromamu (DRESS-
cunapom). Ecnu Bo3HHKaeT moio3peHue, YTo HabIt0laeMble CO CTOPOHBI KOXKU W/WIIH CIU3UCTBIX
000JI0YeK peakluuu (S3BEHHBIH CTOMATHT) MPUHUMAIOT XapakTep TSKENBIX TI'€HEPaTHM30BAHHBIX
KOXKHBIX peakiuid (cunapoma CtuBeHca-/[PKOHCOHA, TOKCHYECKOTO MHUACPMAILHOTO HEKPOJn3a -
cunapoma Jlaiiemna, nekapcTBEHHO-OOYCIOBICHHON pEaKUUU C 303MHODMIMEH U CHCTEMHBIMHU
cumnromamu — DRESS-cunapoma), neuenue TepuduiyHOMHUAOM U JIOOBIMH  JIpyTUMU
npernapaTtamy, MOTEHLIHUAIBHO BbI3BIBAIOUIMMU TOJOOHbBIE PEAaKLUH, JOJDKHO OBITh MPEKPAIICHO;
clieyeT HEMEIJICHHO HadaTh NpOLEAYypY YCKOPEHHOTO BbIBeAeHMs TepudiayHomuaa. B Takux
CIIy4asix MAI[UeHTHI HEe TOJKHBI BO3OOHOBIIATH JIedeHHE Tepu(IyHOMUI0M (cM pasnen 4.3).

Bo Bpems tepanum TepudyHOMUIOM COOOIIANOCh O CAydasx pa3BUTHS Icopuasza (B TOM YHCIIE
MyCTYJIE3HOTO Tcopua3a) M OOOCTPEHHUsl yKe HMEIoIIerocsi rncopuasa. Ha OCHOBaHMHM OLIEHKU
3a00yieBaHUsA M aHAMHE3a MalleHTa MOXET ObITh PACCMOTPEH BOIPOC O MPEKpaLIEHUH MpHeMa
TepudIyHOMHU A WM HAaYajIe MPOIeyphl €ro YCKOPEHHOT'O BBIBEJICHHUS.

Ilepudeprueckast HelipomaTus

Y nauMeHToB, NPUHUMABIIUX TEPUPIYHOMH]I, HAOMIONANUCH Ciydyad Hepupepudeckoi
Heliponatuu. Ilocrme mpekpamieHus mpueMma Npernapara COCTOSHHE OOJIBIIMHCTBA ITAI[EHTOB
ynydmianock. TeM He MeHee, OTMedanach 3HaYUTeIbHAs BapruaOeIbHOCTh NCX0/1a iepudepuyecKon
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MHTEHCUBHOCTh CHMIITOMOB HE MeHsIach. Ecinu y mnanueHta, NpUHMMABLIEro Ipenapar
Tepuduynomun, quarHocTUpoBaHa nepudepudeckas HeiponaTus, ciIeIyeT pacCMOTPETh BOIIPOC O
IpeKpalleHuy MpueMa Impenapara Tepu@uiyHOMHI U HIpPOBEAEHUE MPOLEAYPhl YCKOPEHHOI'O
BbIBEJICHHS TepUpIyHOMHUIA.

Baknunaanus

JIBa KITMHUYECKUX MCCIIEAOBAHMS MMOKA3aIM, YTO BaKIMHAIIMM WHAKTHBHUPOBAHHBIM HEOAHTHTCHOM
(mepBasi BaKIMHAIMS) WJIM TOBTOPHBIM AHTUTEHOM (pEBaKIIMHAIWSA) WM CEHCHOWUIU3UPYIOITUM
aHTUTeHOM (cTUMyssinMs) Obutn  Oe3omacHBIMH W 3((EKTUBHBIMH BO BpeMs  JICUCHHS
tepuayHomuoM. [IpuMeHeHnEe KHUBBIX OCIIA0JCHHBIX BAaKIIMH MOXET OBITh CBS3aHO C PHUCKOM
MHOUIMPOBAHUS U TIO3TOMY €0 CIIeAYyeT n30erars.

HNMMmyHOCYIIpecCHBHAS M UMMYHOMOYIIMPYIONIAS TepaIIHs

[Tockonbky  nedIyHOMHA  SIBISIETCS ~ WCXOJHBIM  COCIWHEHUEM Ui  Tepu(IyHOMHJA,
OJIHOBPEMEHHBIH npuem TepudayHomMuaa ¢ ieGIyHOMUI0OM HE peKOMEHIOBAaH.

OpHoBpeMEHHOE IPUMEHEHNE TepudIyHOMHUIA c AHTUHEOIUIACTUYECKUMU Win
MMMYHOCYTIPECCUBHBIMH TIpeTapaTaMy, MPUMEHSIEMbIMH JIs JICYEHHs] PACCESTHHOTO CKJIepo3a, He
u3yyanochb. MccienoBanus 1o 0€30HacHOCTH, B KOTOPBIX TEepU(DIYHOMHI HPUHUMAIICS
OJTHOBPEMEHHO ¢ MHTeppepoHOM OeTa WM C IJIaThpaMmepa aleTaToM Ha MPOTSKEHHH 10 OJHOTO
rojia, He BBIABUIIM MpobieM ¢ Oe3omacHOCThI0. bezonacHocTh 3ToM KOMOMHALIMY MIPH JTUTETEHOM
npueMe JUIsl ISUEHUs PACCETHHOTO CKJIepo3a He U3ydallach.

Ilepexon Ha penapar TepudiayHomua wiu ¢ npemnapara TepudayHOMUI

Ha ocHOBaHMM KIMHWYECKHX JaHHBIX, OTHOCSIIUXCS K OJHOBPEMEHHOMY IPHMEHEHUIO
TepuduyHOMUa ¢ MHTep(HEepOHOM OeTa WM C riaThupamepa aleraroM, MOKHO CKa3aTh, YTO HET
HUKaKOH HEOOXOAWMOCTH B IEPUOJE OXKUAAHUS NPH Hadaue Tepanud Tepu(IyHOMHIOM IOCIe
uHTephepoHa O6era WK rIaTupaMepa ameraTa, WM MpHU Havyalle Tepanuu nHTepdepoHoM OeTa M
riaaTupamepa areTaToM Mocie Teparnuu TepU(IYHOMHIOM.

B cBs3u ¢ AnuTENnbHBIM MEPHOAOM IOJIYBBIBEACHUS HaTanu3ymaba OJHOBpPEMEHHas CHCTEMHas
OKCIIO3UIMSA, W, CIEIOBATENFHO, OJHOBPEMEHHOE BO3ACHCTBHE HA MMMYHHYIO CHCTEMY MOXKET
MIPOM30MTH B Cllydae Havaja Tepanuu npenapatoM TepudayHomun B TeueHue 2—3 MecsLeB MOCIe
npeKpanieHus: npuemMa Hatanusymaba. IlosTomy cremyer coOmronaTh Mepbl MPEZOCTOPOKHOCTH
IIpU TIEpEXo/ie C Teparuu HaTaIu3yMaboM Ha TEPUPIYHOMHUI.

C yderoM mnepuoja TMONYBbIBEACHHUS (UHTOIUMOJAa HeoOXonuM O-HeneabHBId HHTEpBal Oe3
Tepanuu A SIMMHHALMM W3 OpraHu3Ma LupKyaupyroomux BemiectB. Ot 1 mo 2 Mecsues
HEOoOXOIUMO JJIi BO3BpAILLEHUS KOJMYECTBAa JIMM(OIUTOB K HOpPME TOChe MpeKpalieHus
npuMeHeHust ¢uHronumona. Hauvano nedenus mnpenapatoMm TepuduyHOMUA B TEUEHHE STOTO
BPEMEHHOI'O0 HMHTEpBaja MOXET IPUBECTH K OJHOBPEMEHHOM CHCTEMHOW 3KCIIO3ULIHAU
¢uHromumona U TepuIyHOMHAA. DTO MOXKET MPUBOAWUTH K aJJUTHBHOMY BO3JCHCTBHIO Ha
UMMYHHYIO cucteMy. [loaTomy cienyer cobionaTe Mepbl MPEeIOCTOPOKHOCTU MPH MEPEexoje ¢
Tepanuu (UHrOJIMMOIOM Ha Teparnuio rnpernaparom TepudryHoMus.

VY NanuMeHTOoB ¢ PacCesHHBIM CKJIEPO30M MeAuaHa TMepHojia MOJYBBIBEACHUS M3 opraHusma (ti/zz)
Obuta pubIu3uTeNnsEHO 19 nHel Ha (oHe mpuema MOBTOPHBIX J03 mpemnaparta B no3e 14 mr. Ecnu
MPUHSTO pEllIeHUe O MPEeKpallleHuu JeueHus: npemnapatoM TepudayHoMu B TeUeHUE 5 MEpUOIOB
MOJTyBbIBeIeHUS (MpUOIM3UTENBbHO 3,5 Mecsia, XOTS Y HEKOTOPHIX NAallMEHTOB MOXET ObITh U
JIOJIbIIIE) HAYaJlo JPYroW Tepanuu TPUBEACT K OJHOBPEMEHHOW CHCTEMHOM OSKCITO3UIIMH C
npenaparoM TepudyHOMUA. ITO MOXKET MPHUBECTU K aJJITUTUBHOMY BO3JIEHCTBHIO Ha UMMYHHYIO
CHUCTEMY, UTO TpeOyeT 0053aTeIILHOTO COOTIOACHUS MEP MPETOCTOPOKHOCTH.

BcrnomorarennHEIC BEIIECTBA
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MalMEHTaM C PEJKO BCTPEYAIOLICHCS HACIEACTBEHHON HEMEPEHOCUMOCTBIO TaJIaKTO3bl, JTAKTa3HOU
HE/I0CTaTOYHOCTHIO MIIM TITFOK030-TaJaKTO3HOM ManbaOCcopOIue.

4.5. B3aumojaeiictBue ¢ JPyrdMH JIeKAPCTBEHHBIMH TipenapaTaMd UM Jpyrue BHJbI
B3aNMO/IEeHCTBUA

B3anMoaelcTBUs, CBS3aHHLIE C  BO3JAECHCTBUEM  IOPYIUX  JIEKAPCTBEHHELIX  CPEJICTB  Ha
dbapmakokuHeTHKyY TEpUdIVHOMUIA

I'maBHBI nyTh OuoTpaHcopManuu TepuIyHOMUAA — TUAPOIU3; BTOPOCTEHNEHHBIM MNyTh —
OKHCJIEHHE, C MUHIUMAJIBHBIM y4acTUeM B HeM u30(depMeHToB 1uroxpoma cucremsl P450 (CYP) u
130()epMEHTOB MOHOAMHUHOKCH/Ia3bI, COICPKAIINX (PIIaBHH.

Mouwnwbie undyxkmopwt uzogpepmenmos yumoxpoma P450 (CYP) u mpancnopmepos

OnHOBpeMEHHOE €XeTHEeBHOE NMpuMeHeHne pudammnuimHa (mHaykTopa mzodepmentor CYP2B6,
CYP2C8, CYP2C9, CYP2C19, CYP3A) B noze 600 mr oauH pa3 B CYyTKU B TeueHHe 22 JTHEH, a
TaKke TpueM HHAYKTOpa 3P IOKCHBIX MepeHocunkoB P-rimkonporenna (P-gp) u  Oenka
PE3UCTEHTHOCTH K paky MosiouHoi sxene3sl (BCRP) u  tepudmynommna (pazoBas 103a,
cocrapisitonias 70 Mr) OPUBOJWIM K CHUKEHHMIO CHUCTEMHOM SKCIO3WLUHU TepuQIyHOMHUIA
npubmusurensHo Ha 40 %. Bo Bpemst nedeHus tepudIyHOMUIOM pUGAMIMLIUH U JIpyTrue
n3BectHble HHAYKTOphl CYP 1 mepeHocunkoB OENKOB, Takue Kak KapOamasenuH, ¢peHodbapOuTa,
¢dennTonH u 3BepoO0ii MPOBIPSBICHHBIN CIIEAYEeT Ha3HAYaTh C OCTOPOXKHOCTBIO.

Konecmupamun unu akmusuposanmwiii y2ono

He pexomeHIOBaH OJHOBPEMEHHBIH TpueM TypudiIyHOMUIAa W  KOJIECTHpAMHHA WU
aKTUBUPOBAHHOTO YIJIA, MOCKOJBKY 3TO BEIET K OBICTPOMY M CYIIECTBEHHOMY YMEHbBILIEHHIO
KOHIICHTpaLUU Tepu(IyHOMHUIA B ITUIa3Me KPOBH, 32 MCKIIOUYEHUEM CIy4yaeB, KOT/1a HEOOXOIMMO
YCKOpPEHHOE BbIBeieHHE TepudiayHomuaa. CuuTaercs, YTO MEXaHU3M YCKOPEHHOI'O BBIBEICHHUS
O0yCJIOBJIEH TpEepbIBAHMEM I€YCHOUYHO-KUIIEUYHOW PEHUPKYIAIUN  TepuIyHOMUAA W/ MU
KEITyJOUHO-KUIIEYHBIM TUAIN30M TepU(IyHOMUIA.

BzauMoneiicTBHS, CBSA3aHHBIE C BJIHWSHUEM Tepl/ld)JIVHOMI/II[a Ha d)aDMaKOKI/IHeTI/IKV APYIrux
JICKAPCTBCHHBIX CPCIACTB

Boszoeticmsue mepughiynomuoa na cyocmpamer CYP2CS

bouto oTtmeueHo yBenuyeHue cpeqHero 3HaueHUs! Cmax M IUIOIMIAN MOJA KPUBOM «KOHIEHTpALUs-
BpeMs» (AUC) mna penarnunuga (1,7- u 2,4-kpaTHoe, COOTBETCTBEHHO) MOCIE MHOTOKPATHOTO
npuemMa 7103 TepuIyHOMHIA, YTO TIO3BOJSET MPEANONOKUTh, YTO TEPUQPIYHOMHU] SBISETCS
unaruouropom usodepmenra CYP2C8 in vivo. I[lostomy Ha ¢onHe mnpuema TtepudayHOMHIA
JIEKapCTBEHHBIC CPEACTBA, MeTaboau3upytommecs ¢ nmoMmoiipio n3odpepmernra CYP2CS, takue kak
penariiuHuj, NakJIUTaKces, TMHOMIMTa30H WM  PO3UIJIMTAa30H, CJIEAYeT MPUMEHSTh C
OCTOPO’KHOCTBIO.

Bosoeiticmeue mepugynomuoa na nepopanvbHsie KOHMpPayenmugsl

Ha ¢one MHorokparnoro mpuema 103 TepudIyHOMHJA OBLIO OTMEUEHO YBEIWYEHUE CPEIHHX
3HaUeHUMN Cpax 1 AUCq.24 1151 aTHHIIIBCTpaaunona (1,58- u 1,54-kpatHoe, cOOTBETCTBEHHO) U Cpyax
n AUC.24 neBonoprectpena (1,33- u 1,41-kpatHoe, COOTBETCTBEHHO). XOTS HE OXHAACTCS, YTO
B3aUMOJICHCTBHE C TEPUPIYHOMUAOM OKaKET HEeOIarompusTHOE BO3zeicTBUE HA 3(h(HEKTUBHOCTH
MEepOpaIbHbIX KOHTPALIETITUBOB, CJIEAYyeT €ro Y4YuThIBaThb IMpPU BHIOOPE U KOPPEKIHH 103
MepOpabHBIX KOHTPALIETITUBOB MPU UX KOMOUHAIINH C TEPUDITYHOMUIOM.

Bozoeiicmseue mepughnynomuoa na cyocmpam uzopepmenma CYPI1A2
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(cyocrpata uzodpepmenta CYP1A2) wa 18 % u 55 %, COOTBETCTBEHHO, YTO TIO3BOJISET
NPEANONIOKHUTh, YTO TepUIIyHOMUA IN VIVO sBiseTcs ciaadbiM HMHIYKTOPOM H30(epMeHTa
CYPIA2. B cBsi3u C 3THM JICKapCTBEHHBIE TMpenaparhl, METa0OJIM3UPYIOIIHECS C IMOMOIIbIO
nzodpepmenta CYP1A2 (Takue, Kak TyJIOKCETHH, aJOCETPOH, TEO(PUIUIMH U TU3AHUJIWH), CIEIyeT
IPUMEHATh C OCTOPOXKHOCTBIO BO BpeMs JIEUEHHUS TepU(DIYHOMUIOM, IOCKOJIBKY 3TO MOXKET
MPUBECTH K CHUKEHUIO APPEKTUBHOCTH ITHUX MPEMAPATOB.

Bozoeticmseue mepughnynomuoa na sapgapun

[IpueM NOBTOPHBIX 403 TepuIyHOMHUIA HE OKa3blBajl BIMSAHUA Ha (APMAKOKMHETHKY S-
Bap(apuHa, YTO CBUAETEIBCTBYET O TOM, YTO TEpU(DIYHOMHUJ HE SIBISETCS MHTMOMTOPOM WU
uaaykropoMm m3opepmenta CYP2C9. Tem He MeHee, ObUIO OTMEUEHO yMeHbIIeHHE Ha 25%
nukoBoro MexayHnaponnoro HopwmanuzoanHoro Otnomenuss (MHO) npu ogHOBpeMEHHOM
npUMeHeHHH TepudayHomuaa u BapdapuHa, MO CPaBHEHUIO C MOHOTepamueil BaphapuHOM.
ITosToMy npu OZHOBPEMEHHOM INPUMEHEHUH BapdapuHa M TepU(IYHOMHUOA PEKOMEHIYETCs
THIATeNFHOE HAOI0ICHNE 3a TalieHToM U MoHuTopuHr MHO.

Bruanue mepughnynomuoa na cyocmpamel nepeHocuuxos opeanuveckux anuornos 3 (I110A3)

Ha ¢one xypcoBoro npuema tepudaynomua Habmoaaercs ypennueHne Cmax 1 AUC (1,43 u 1,54-
KpaTHOE, COOTBETCTBEHHO) Ie(akiopa, YTO CBHICTEIBLCTBYST B MOJIb3y TOr0O, 4To IN VIVO
tepuaynomu ssisierca uaruouropom IOA3. ITosTomy crnenyer coOar0AaTh OCTOPOKHOCTD IPU
OJTHOBPEMEHHOM mNpUMeHEeHUH TepudayHomuna u cyocrpatoB [TOA3, takux kak medakiop,
OCH3WINCHUIIWINH, [HUIPOQIIOKCAIIMH, WHAOMETAINH, KeTornpodeH, ¢ypoceMus, ITUMETHIUH,
METOTpPEKCaT U 3UIOBY/IHH.

Bauanue mepughnynomuoa na cyocmpamer BCRP u/unu mpancnopmupyrowue opeanudeckue
anuonwvl noaunenmuovt Bl u B3 (OATP1B1/B3)

Ha ¢one MHOrokparHoro mnpuemMa 103 TepuU(IyHOMHAA HAOII0aNoCh YBEJIWYEHHUE CPEIHHUX
3HaueHn Cmax 1 AUC (2,64 m 2,51-kpaTHOe, COOTBETCTBEHHO) po3yBactatwHa. OJIHaKO HE
Ha0JII0AaJI0Ch 3aMETHOTO BIUSHUS JAHHOTO YBEJIWYECHUS CUCTEMHOM AKCMO3UILIUU PO3yBacTaTHHA B
mia3Me KpoBu Ha akTuBHOCTH ['MI-KoOA penyxrassl. Pexomennyercsa 50 % cHM»keHHE H03BI
pO3yBacTaTWHa MPHU €ro OJHOBPEMEHHOM npueme ¢ Tepuduynomunom. pyrue cydcrparst BCRP
(Takue Kak METOTpEKcaT, TOMOTeKaH, Ccyib(dacaaa3uH, IayHOPYOWIIMH, JIOKCOPYOWIIMH) H
cyoctparel cemeiictBa OATP, ocobenno wunrubutopsr ['MI-KoA penykrassl (Takue Kak
CUMBACTaTHH, aTOPBACTaTHH, IPAaBaCTaTHH, METOTPEKCAT, HATETJIMHU/, PENariuHuI, pUGaMITHIINH)
OJTHOBPEMEHHO C TepU(IYHOMHUIOM CJEIyeT MPUMEHATh C OCTOPOKHOCTHIO. [IaIllMeHThl JTOIIKHBI
HaXOJUTHCS TOJ TIIATEIbHBIM HAONIOIEHUEM Ha MPEIMET MOSBIEHUS MPU3HAKOB U CUMITOMOB
MOBBIIICHUS! CHUCTEMHOM AKCHO3MLMHU STHX JIEKAPCTBEHHBIX CPEACTB, M, MPU HEOOXOAMMOCTH,
CIIETyeT PacCCMOTPETh BOIIPOC O CHUKEHUHU UX J103.

Brusnue mepugnynomuda na cyocmpamot uzogpepmenmos CYP2B6, CYP3A, CYP2CY, CYP2CI19 u
CYP2D6

[Tpuem TepudnmyHomMuga He OKasbIBajl BIMSHHUS Ha (papMakOKMHETHKY Oymporuona (cybcrpara
modepmernta CYP2B6), wmmmazomama (cybcrtpata wuszodpepmenta CYP3A), S-apdapuna
(cyocrpata m3odepmenta CYP2C9), omempazona (cyocrpata m3zodepmenta CYP2C19) u 11
Metompodoina (cyocrpara uzopepmenta CYP2D6).

4.6. ®epTUIBHOCTD, 0EPEMEHHOCTD U JAKTALHSA

bepemeHHOCTH

B HacTosiiee Bpemsi MMEIOTCS OTpaHWYCHHbIE MaHHbIE O MPUMEHEHHHM TepudiayHomuaa y
OepeMEHHBIX JKEHIIMH. B wuccienoBaHMsIX Ha JKMBOTHBIX IIpenapar oOKas3blBal TOKCHUYECKOE
NeiCTBUE HA PENIPOAYKTUBHYIO (D YHKIIHIO.
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BO BpeMss OEpEeMEHHOCTH, II0ATOMY MPUMEHEHHE TepudyHOMUIa TP OCPEeMEHHOCTH
MPOTUBONOKAa3aHo (cM. paszen 4.3).

JlocTynHble KJIMHUYECKUE JlaHHBIE M3 PEEeCTPOB OEPEMEHHOCTH, KIMHMYECKUX HCCIIEI0BaHMH,
ciyyaeB (papmakoHaa3opa W ONYOJMKOBAaHHOM HAy4yHOM JUTEepaTypbl KpailHe OrpaHUuYEHHBI,
[IO9TOMY HE IO3BOJIIOT CcHeNlaTh KaKhe-TMO0O OIpe/esIeHHbIE BBIBOJBI, HO 3TH JIaHHBIE HeE
YKa3bIBalOT Ha YBEJIMYEHUE YHCIA CIy4acB BPOXKIEHHBIX IOPOKOB Pa3BUTHUS WIN BBIKUABIIIEH B
CBSI3U C HENPEIHAMEPEHHBIM BO3AECHCTBHEM TepU(IYHOMHUAA B Hayajle NEPBOrO TPUMECTpa MpHU
MOCTIeTYIONIEM MTPOBEACHUN MPOLEAYPhl YCKOPEHHOTO BBhIBEACHUS TepudryHoMuaa. OTCYTCTBYIOT
KJIMHUYECKHUE JJaHHbIE, Kacarolyecs Oosee MOo3AHEro BO3ACHCTBYUS MpenapaTa B IEPBOM TPUMECTPE
OepeMEHHOCTH WK TTO3/HEE.

[IpocriekTHBHBIE HaHHBIC (M3 KIMHUYECKUX MCCIICIOBAHUHN U IMOCTPETUCTPAIIMOHHBIX OTYETOB) IS
6omnee 150 ciydaeB 6epeMEHHOCTH Y MAIMEHTOB, KOTOPBIE MOTydanu TepuduryHomun, u 6omnee 300
cllydyaeB OCpEMEHHOCTH Y TMAIlMeHTOB, KOTOpPbIC TOJXy4aidu JeQIyHOMHI, HE TOITBEPKIAIOT
MOBBIIICHHYIO YaCTOTY CIy4aeB BPOXKICHHBIX MOPOKOB PAa3BUTHS WM BHIKUIBIIICH MOCIIE TIpUeMa
tepudIyHOMHAa B paHHEM IIEPBOM TPUMECTpPE TPH TOCIEAYIONIEM IPOBEACHUN MPOIEITyphI
YCKOpEHHOTO BbIBeleHUs Tepudaynomunaa. He HaOmomanoch 3aKOHOMEPHOCTH —Pa3BHTHSA
OCHOBHBIX BPOXKICHHBIX TIOPOKOB Pa3BHUTHS y YenoBeka. OrpaHHUEHHBIC TaHHBIC BKIIOYAIOT B CEOS
HEJOCTATOYHOE KOJMYECTBO 3apPETUCTPUPOBAHHBIX  CIydyaeB OEpEMEHHOCTH, HEOOJBIIYIO
MIPOJOJDKUTEIFHOCTh BO3ACHCTBUS JICKAPCTBEHHOTO IMperapara B Cilydae 3aperucTpUpOBaHHON
OCpeMEHHOCTH, HEMOJIHOE MPEJOCTABICHUE JaHHBIX W HECIOCOOHOCTh KOHTPOJIUPOBATH
HCKaxaronue (¢akTopel (Takhue Kak OCHOBHOE 3abojeBaHWEe MaTepd H  INPUMCHEHHE
COITYTCTBYIOIIUX JIEKAPCTBEHHBIX CPECTB).

JKeHIuHBI 1eTOPOIHOTO BO3pacTa JOJDKHBI HCIOIL30BaTh Y()PEKTUBHBIC CPEICTBA KOHTPAIICTIIINN
BO BpeMsI U TTOCIIE TepaIiu, €clid KOHIIEHTpaIus TepudIyHoMIIa B 11a3Me Kposu npesbimaet 0,02
Mr/71. B TeueHne ykazaHHOTO Mepruoaa BPeMEHH KSHIIMHBI JJOJDKHBI 00CYKIaTh CO CBOMM JICUaIIiM
BpadoM JIIOOBIE BOIPOCHI, CBSI3aHHBIE C MPEKPALICHHEM MPUMEHEHUS WM WU3MEHEHUS CPEICTB
KOHTpAIEIIHH.

B cnyuyae 3amepxku MeHCTpyalmu Ha ¢oHe mpueMa TepudiayHOMuAa HEOOXOIUMO CpPOYHO
nHpopMHUpOBaTH 00 ITOM Bpaya M BBIOJIHUTH TECT Ha OEpeMeHHOCTh. B ciydae mojaoKuTelIbHOTro
pesyabTara Bpay JOJDKEH OOCYAWTh C TAlMEHTKOM BCE PHCKH, CBSA3aHHBIE C NPUMEHEHHEM
npernapaTa BO BpeMsi 0€peMEHHOCTH, MPOBEPUTH OCTATOUHYIO KOHIEHTpaluio TepudiyHomuaa. B
ciydae ecid KoHIeHTpanusi mnpesbimaer 0,02 Mr/n, peKoMeHIyeTcs MPOBECTH MPOILEIypy
YCKOPEHHOTO BbIBEJCHUS TepuduyHoMuaa. Bo3mMoxkHO, 4TO OBICTpOE CHMKEHHE KOHLIEHTpAlUU
TepudIyHOMHUA TTyTEM MPOBEACHUS MPOLEAYPbl YCKOPEHHOTO BBIBEICHHS IpenapaTa npu mepBon
3aJIep’KKe MEHCTPYaIbHOI'O IIUKJIA MOXKET CHU3UTh PUCKU AJIS IUIOAA.

KenmmHaMm, TPUHUMAIAM TEPpUDIYHOMHUA U  IUIAHUPYIONIMM OEPEeMEHHOCTh, CJIEIYET
PEKOMEHJIOBATh MPEKPATUTh MPHEM IperapaTa W MPOBECTH MPOLEAYPY YCKOPSHHOTO BBIBEICHHUS
TepudIyHOMHU A 1711 OBICTPOTO CHMIKEHHS KOHIIEHTpAMU Tepru(IyHOMUAA B TUIa3Me KPOBU HIKE
0,02 mr/m.

Ecnmu mpouenypa YCKOPEHHOTO BBIBEIEHHUS TepU(DIyHOMHUAA HE MPOBOAMUTCS, KOHIICHTPAIUSI
TepuIyHOMHIA B TUIa3Me KPOBU MOXeT npeBbimath 0,02 MI/n B CpeiHEM B TCUCHHE 8 MECSIICB,
OJTHAKO HEKOTOPHIM MAaIlMEHTKAaM MOXET MOTPEOOBaTHCS 10 2 JET I JOCTHKCHUS KOHIICHTPAITUN
B iazme Huxke 0,02 mr/in. [lostomy ciaemxyer u3MepuTh KOHIIEHTPAIUIO TepU(IYHOMHUIA B TIJIa3Me
KpOBH, TMPEeXIEe YeM IUIAaHUPOBaTh OEpeMEeHHOCTh. [lociie BBISBICHHS  KOHIIEHTPALUU
tepuduyHomua B mwiazme Hike 0,02 Mr/in HeoOX0IMMO M3MEPUTh KOHIEHTPAIMIO B IJIa3Me ellle
pa3 He MeHee ueM depe3 14 nueil. Ecnu o0a 3HaueHUs KOHIEHTpanuu B 1uiazme Hike 0,02 mr/im,
3TO 03HAYAET, YTO PUCK JUIA IJI0J]a OTCYTCTBYET.

IIpoyedypa yckopenno2o evigedenus: mepugiynomuoa
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MTOMOIIIBIO OJTHOM U3 CIEAYIOIIHNX MPOIEIYP:

e [lpuem BHyTpp KonecTHpamMuHa o § T Kaxjple 8 yacoB B TeueHue 11 gueil. Ecau npuem
KoJIECTUpaMHHA 10 8 T 3 pa3za B CyTKH IUIOXO MEPEHOCHUTCS, MOKET ObITh HMCIOJIb30BaHA
cXeMa IIpreMa KoJecTupaMuHa 110 4 T KaXKJIble § 4acoB.

e [Ipuem BHyTph 50 I MOPOIIIKAa aKTUBUPOBAHHOTO YIJIsl Kaxkble 12 yacoB B TeueHue 11 gHen.

Ecnu xakas-nmu0o mporenypa YCKOPEHHOTO BbIBEACHUsI TepU(DIYHOMHIA IJIOXO MEPEHOCHUTCS, U
€CIIM HET HEOOXOAMMOCTH OBICTPOTrO CHIKEHHSI KOHIICHTpaUK Tepu(IyHOMHUIA B TUIa3Me KPOBH,
TO KOJIECTUPAMUH U aKTUBUPOBAHHBIN YTroyib He 00s3aTeNIbHO IPUHUMATh €KEAHEBHO.

[Tocne mpoBeneHus MpoLEaypbl YCKOPEHHOT'O BBIBEACHUS Ipenapara BBIMOIHSAIOT JABa OTAEIbHBIX
TeCTa ¢ MHTEPBAJIOM HE MEHee 14 qHEel W MepruoaoM OXHUAAHUS IMOJITOpa MECSIa MEXY TMEPBBIM
BBISIBJICHHEM B IJ1a3Me B KOHIeHTparuu Hinke 0,02 Mr/i1 1 MOMEHTOM OIII0JJIOTBOPEHHS.

KonectupamuH 1 akTHBUPOBAHHBIA YTOJIb MOTYT OKa3bIBaTh BIUSHUE HA BCACBIBAHUE 3CTPOTECHOB U
IIPOreCTareHoB, II03TOMY HENb3sl TapaHTHpPOBAaThb HAAEKHYIO KOHTPALENIUI OpalbHBIMU
KOHTpALIETITUBAMU BO BpEMsI MPOLETYypPbl YCKOPEHHOTO BBIBEACHHS TEPUPIYHOMHUIA C TOMOIIbIO
KOJeCTUpaMUHa WJINM aKTHUBMPOBAaHHOIO YIis. PekoMeHayeTcss HMCHOIb30BaTh albTEpHATHUBHBIC
METO/bI KOHTPALEIILIAH.

[Ipouienypy YCKOpPEHHOTO BBIBEICHHUS TEPUQPIYHOMHUA MOKHO TAK)KE BBIIOJHATH B JHO00E BpeMs
rocJie MpeKpalieHus Tepanuu TepUPIyHOMUIOM.

IlpuMeHeHue y MY>XKUYUH

Puck smOpunoderanbHOH TOKCHYHOCTH, CBSI3aHHOM C JIeYEHHEM TEpU(PIYHOMUIOM MYXKYHH,
CUMTAETCS] HU3KUM.

JlakTamus

HccnenoBanust Ha >KUBOTHBIX IMPOAEMOHCTPHPOBAIM, YTO TEpUMIYHOMHUA HKCKPETUPYETCS B
rpyaHoe Mousioko. IlpumeHeHue TepuiayHOMUAA NPOTHUBOINOKA3aHO B IEPUOA TPYIAHOIO
BCKapMJIMBaHUS.

DepTUILHOCTD

PesynbTaThl HCClIEOBaHUN Ha KUBOTHBIX HE MPOJAEMOHCTPUPOBAIM KAKOTO-THOO BIMSIHUS
TepuduyHOMUa Ha (HEePTHIBHOCTh. XOTSI OTCYTCTBYIOT COOTBETCTBYIOIINE AAHHBIE ISl YEIOBEKa,
BO3/ICHCTBUE HAa MYXCKYIO U )KEHCKYIO (DepTUILHOCTh CUMTACTCS MATIOBEPOSTHBIM.

4.7. BiusiHMe Ha CHOCOOHOCTH YNPABJSATH TPAHCIOPTHBIMM CpeACTBAMHM M padoTaTh C
MeXaHN3MaMu

TepudayHoMus, He OKa3blBaeT WM OKa3blBA€T HE3HAUMUTEIBHOE BIHMSHHE Ha CIOCOOHOCTH
VIOPaBIsATh aBTOMOOWJIEM WM TIOJIb30BaThCs MexaHm3MamMu. OIHAKO TpU BO3HUKHOBEHHH
HEKeJNaTEeJIbHBIX SBJICHUI CO CTOPOHBI HEPBHOM CHUCTEMBI, HAIIPUMEpP, FOJOBOKPYKEHHUS, CIEAYeT
BO3JIEPKAThCSA OT YINPABIEHUS TPAHCIOPTHBIMU CPEACTBAMU U 3aHATUN JPYTUMHU MOTEHIUATBHO
OTIACHBIMH BHJIaMU JESITEIbHOCTH.

4.8. HexenaTeabHbIEe peakiuu

Pesrome mpoduiist 6e300acHOCTH

B o6mieit ciokHOCTH B KJIMHUYECKUX MCCIIEIOBAHUSIX TepUGBIyHOMUIA TPUHUMATH ydacTue 2267
nanueHToB (1155 manueHToB MpUHMMAaNU €XeIHEBHYIO 103y 7 Mr, a 1112 mauuentoB — nosy 14
Mmr). B detpipex miane0o-koHTpoaupyeMbix uccinenoBanusax (1045 u 1002 nmamuenTta B rpymnmax 7
Mr U 14 mMr TepudyHOMUAA, COOTBETCTBEHHO) U OJTHOM HCCIICIOBAaHUH C aKTUBHBIM IpenapaToM
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MPOJIOJKUTEIILHOCTh TIPUMEHEHUS TIpernapata y MaIlMeHTOB C PEHHUIUBHUPYIONIUM PaCCESTHHBIM
ckaepo3om (PPC) cocraBuma okono 672 gHEi.

TepudayHoMun sBIsIETCS OCHOBHBIM MeTaOonutoM JedayHomuna. Muabopmamms o mpodure
6e3omacHOCTH JieUIyHOMHIA y TAlMEHTOB C PEBMATOUIHBIM WM TMCOPHATUYECKUM apPTPUTOM
MOXET OBITh NpPUMEHHMa K TepH(PIyHOMHIY, NPHHUMAEMOMY IAllMEHTAMH C pPacCeSHHBIM
CKJIEPO30M.

AHanmu3 OoO0BEAMHEHHBIX JaHHBIX IUIANE00-KOHTPOJIMPYEMBIX HCCICAOBAaHUN OCHOBBIBAJICSA Ha
OIbITEe NMPUMEHEHUs Tepu(IyHOMHUAA OAUH pa3 B JeHb 2047 manmueHTaMu ¢ pelyIuBUPYIOIIUMHI
dbopmMamMu paccesTHHOTO CKJepo3a. Y TAalHUEeHTOB, MOJYYAOIIUX TEpanui Tepu(IyHOMHUIOM,
HamOoJee 9acTo COOOIAIOCh O CISAYIONINX HEKENTATeIbHBIX PEaKIUsIX: TOJOBHAs 0O0Ib, TUapes,
noBbIieHre aktuBHocTH AJIT, TomHOTa 1 anmonerus. OObIYHO TOJIOBHAS 00JIb, TUApesi, TOITHOTA U
ayornenus: ObUTH JIETKON WM YMEPEHHOMN CTETeHU TSKECTH, MPEXOASIIIUMH U PEAKO MPUBOAIIUMHI
K MPEKPAIICHUIO JICUCHUS.

Tabnuunoe pe3rOMe HeXKeNNaTelIbHBIX PeaKIMi

B Tabmuue 1 mnpuBeneHbl HexenarelabHble pPEaKIMH, pa3BUBAIOLIMECS TNpPU MPUMEHEHUU
TepudyHOMH A B 103¢ 7 MT U 14 Mr 1 Bo3HHKaBIIHE ¢ 9acToToi >1 % u Ha >1 % yaie, yem npu
npueme Mmianedo, B XoJe IUIane00-KOHTPOJIUpyeMbIX uccienaoBanuid. I[lo dacrore peakuuun
KJIACCUPUIIUPYIOTCS CICTYIOINUM 00pa3zoMm:

oueHb yacto (> 1/10);

gacto (> 1/100, Ho <1/10);

Hedacto (> 1/1 000, vo <1/100);

penko (> 1/10 000, no <1/1 000);

oueHb peako (<1/10 000);

JacTOTa HEM3BECTHA (Ha OCHOBAHWH MMEIOIINXCS TAaHHBIX OI[CHUTH HEBO3MOYKHO).

Tabmuma 1. HexenarenpHble peaknuy, 3aperHCTPUPOBAHHBIC B KIMHUYECKHX HCCIICTOBAHUAX
tepudayHOMuUIA

CucreMmHo-opranublii kjace | Yacrora HesxkenarenbHble peakunu
Nudexnnn u nHBa3zun Yacto ['punm, wHGEKIMH BEpXHUX IbIXATEIBHBIX
nyTed, HH(OEKIMH MOYEBBIBOISIINX MYTEH,
OpOHXUT, CHHYCUT, (apUHTHUT, IUCTHUT,
BUPYCHBIM raCTPO3HTEPUT, I'epIiec MOJI0CTU
pra, uHpeknuu 3y00B, JAPUHTHT, MHKO3
KOXH CTOTI.
YacTora Tsoxenple nHEKIUN, BKITFOYAsl CETICHC.
HEU3BECTHA
Hapymenus co cropons! kpoBu | Yacto Heiitponenus, anemus.
U TUM(PATHYECKON CHCTEMBI Heuwacro TpomOouuToneHus JIETKOM CTETEHU
TsokecTd (TpoMOoruThr <100x 1 Og/n).
Hapyienust co ctopoHbl Yacro Aniepruueckue peakuuu JIETKOW CTEIEHH
MMMYHHON CHUCTEMBbI TSKECTH.
Yacrora Peaxiun TUNIEPUYBCTBUTEILHOCTHU
HEU3BeCTHA (HeMeIJIeHHOTO THMa M 3aMeIJICHHOIrO
TUNA),  BKJIOYass  aHauiakcuio U
AHTMOHEBPOTUYECKHH OTeK (0TeKk KBuHKeE).
Hapymenus merabonnsma u Yacrora Jucnmunuaemus
MUTaHUS HEU3BECTHA
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CHCTEeMHO-OPTraHHbII KJacc

YacroTa

HexkelaTedbapre peakmn - - - 104

Hapyuenus ncuxuku

Yacto

UyBCTBO TpEeBOr'H

Hapymenust co ctoponbl

OueHp 4acTo

I'osoBHas 60ib

HEPBHOU CUCTEMBI Yacro [Tapecre3sus, MOSICHUYHO-KPECTLIOBBIN
PaIUKYIIHT, 3alCTHBIM  TYHHEJIbHBIN
CUHAPOM

Heuacto I'mnepecresus, HEBpAITHUs,

nepudepudeckasl HelponaTus

Hapymenust co ctopoHbl Yacto VYuamenHoe ceparneconeHmne

cepaua

Hapyienust co ctopoHbl Yacro ApTtepuanbHasi THIIEPTEH3US

COCYZIOB

Hapyienust co ctopoHbl Yacrora WuTepcTunnanbHble 3a007€BaHUs JTETKUX

IBIXaTEIIBHOM CUCTEMBI, HEU3BECTHA

OpPraHoB I'PYAHOM KIIETKU U
CPEIOCTEHUS

Hapyienust co ctopoHbl
KEIIyTOYHO-KAIIEYHOT O TPAKTa

OuyeHp 9acTo

Huapes, TomHOTa

Yacto

bonu B anmuractpansHOil 001acTH, pBOTAa,
3yOHast 00JIb.

YacTora
HEU3BECTHA

[Tankpeatut, cromMaTuT (aQTO3HBIN WA
SI3BEHHBIN ), KOJIUT.

Hapymenust co ctopoHbl
IICYCHHU U KCITYCBBIBOAAIINUX

OueHn 4acTo

[ToBbIIIIEHNE AKTHBHOCTH
aslanuHamMuHOTpancdepassl (AJIT).

myTeu Yacro IToBbIIEHHE aKTUBHOCTH TaMMa-
riyramuitpancgepassl (I'TT), noseimenue
aKTUBHOCTH aclapTaTaMUHOTpaHchepassl
(ACT).
Yacrora OcTpblil renaTuT, J€KapCTBEHHOE
HEU3BECTHA HOBPEKACHHUE NICYCHH.
Hapyienust co ctopoHbl Yacrora Jucnmunuaemus
0OMEHa BEIIECTB M NUTaHUS HEU3BECTHA
Hapymenust co ctoponsl koxku | O4eHb 4acTo Anonenus

U IOJIKOKHBIX TKaHEH

Yacto

Chlib, akHe (YyrpeBbI€ BHICHITAHUS).

Heuacto bosiesnn Horren
Yacrorta Tsxenble KOXKHbIE peaKuH, BKIIIOYAs
HEU3BECTHA AMUJEPMAIbHBIA HEKPO3 U CUHJIPOM
Crusenca-J>xoHcoHa*, TEKapCTBEHHO-
00yCJIOBJICHHAsI PeaKLns C 303UHODMIHEH
u cucteMHbiMu cumntomamu (DRESS-
CHHJIPOM), TICOpHa3 (B TOM YHUCIIe
MyCTYJIE3HBIN TICOPHA3 U NICOpHUa3 HOTTEH).
Hapyienust co ctopoHbl Yacro MplmeyHo-CcKeNneTHast 00J1b, MUAIITHS,
MBIIIEYHOH, CKEJIIETHON 1 apTpayrus.
COEAMHUTEIIbHON TKAHU
Hapymenust co croponsl nouyek | Yacro [Nonnaknypus (yuaiieHHoOe
Y MOYEBBIBOJSAIIUX MyTEH MOUYEHCITYCKaHHE)
Hapymenust co ctoponsl Yacro Menopparus (OOMIbHBIE MEHCTPYAIIUN ).
ITOJIOBBIX OPraHOB M MOJIOYHBIX
Kenes
OO6mwme HapymeHus u peakiuu | Yacro bonb, acrenus.

B MECTC BBCACHUA
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CucTeMHO-OpranHblii Kaace | Yacrora HexelaTedbipre peakmm - - = 7Y
JlaboparopHsbie u Yacro CHmXeHre Macchl Tela, YMEHbIIICHHE
MHCTPYMEHTAJIbHBIEC JAHHBIE KOJIMUECTBA HEUTPOPHUIIOB, YMEHBIICHHE

KOJINYECTBA JICHKOLIUTOB B KPOBH,
HOBBIIICHHBIN YPOBEHB
KpeatuH(pochoKnHa3bl B KPOBU.

TpaBMmbl, OTpaBJICHUS U Heuacto [TocTTpaBmaTuveckas 00Jb
OCJIOKHEHUSI TTPOLIEIYP

Onucanne OTAEILHEIX HEXKETaTEIbHBIX PEAKIINHI

Anoneyus

Anonenus Obla onucaHa, Kak MCTOHUEHHUE BOJIOC, CHIKEHHE TUIOTHOCTH BOJIOCSIHOTO IMOKPOBA,
MOTEPs] BOJIOC, CBSI3aHHAs WM HE CBsI3aHHAs C M3MEHEHUSIMU B TeKCcType Bosioc y 13,9 %
MAalUMEeHTOB, NPUHUMAaBLIINX TepudiayHomua B no3ze 14 mr mo cpaBHeHuio ¢ 5,1 % mnamueHToB,
OpUHUMABIIKX Iutane6o. bombmas dwacte cinyyaeB Obiia omucaHa Kak auddysHoe wim
reHepaIM30BaHHOE TOPaXKEHHE BCETro cKajibha (0e3 MoJgHOW moTepu Bojioc). B OonbImIMHCTBE
CllyyaeB JaHHas HeXelaTelbHas peakiys OTMeyalach B TEYCHHE NEepBbIX 6 MecsleB, C ee
CHOHTaHHBIM pazpemieHueM y 121 u3 139 (87,1 %) nanuentos. B rpynne tepudnynomuna 1,3 %
MAIMEHTOB MPEKPAaTUIH JICYEHUE B CBSA3M C pa3BUTHEM ajonenuu no cpaBHenuto ¢ 0,1 % B rpymme
wiarebo.

Heocenamenvnvle peakyuu co cmopoHvl neuyenu (OamHvle U3 Niaye6b0-KOHMpPOIUPYEMbIX
uccneoosanuil)

B rpynnax mnanueHTOB, MONy4YaBIIUX TEpUGIYHOMHUA, IO CpaBHEHHIO C IuTanebo yvarie
HaOmonanock yBenudeHue aktuBHOCTH AJIT menee wim paBrHoe 3 BI'H (tabmuma 2). IlponeHT
MAIMEeHTOB, Y KOTOphIX oTMevanock noBbimieHne AJIT Boime 3 BI'H, Obu1 comoctaBuM B 00enx
rpynnax. Takoe moBbiieHne akTUBHOCTH AJIT oTMedasoch B OCHOBHOM B IEpBbIE 6 MeECAIEB
neuenus. Ilocne mpekparieHust JiedeHus: akTUBHOCTH (pepmenta AJIT BozBpamanace K HOpME.
Bpemst 1o HopManuzamuu aktuBHOCTH (hepMeHTa AJIT BaphbupOBaIo OT HECKOJIBKHUX MECAIIEB 10
HECKOJIBKUX JIET.

Tabmuma 2. W3menenue axtuBHocth AJIT B mpoBeAeHHBIX IUIANE00-KOHTPOIUPYEMBIX
HCCIICA0OBaAHUAX.

HoBbimenne akTuBHOCTH AJIT — [lonmyasiuusi nauMeHTOB B IJIAIe00-KOHTPOJIUPYEMbIX
HCCJIETOBAHNUSAX, B KOTOPOii 01leHHBAJIach 0e30MaCHOCTh
[Tnamne60o Tepudaynomun 14 mr
(n=997) (n=1002)
>3 BI'H 66/994 (6,6%) 80/999 (8,0%)
>5 BI'H 37/994 (3,7%) 31/999 (3,1%)
>10 I'H 16/994 (1,6%) 9/999 (0,9%)
>20 I'H 4/994 (0,4%) 3/999 (0,3%)
A&i;;y%?: fz"g?g“ 5/994 (0,5%) 3/999 (0,3%)

Taxke TmpH MOCTPErUCTPAMOHHOM TPHUMEHEHUH TEepUQIYHOMHJIA OTMEYAJIHCh CIydyau
JIEKApCTBEHHOTO IMOPaXKEHUS NIEYCHHU.

Bruanue na apmepuanvroe dagnenue (Oanuvie uz niayedo-KoHmMpoIUpyemvlx Ucciedo8anull)

e [loBpllIEHNE CHCTONMYECKOTO apTepuaibHOro AasieHus Bbime 140 MM pr. cT. y 19,9 %
MalUEeHTOB, MPUHUMABIINX €KeAHEBHO TepudyHoMu B 1o3e 14 mr, B cpaBHeHuu ¢ 15,5 %
Ipu pueme mianedo.
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e [loBbIlIEHNE CHUCTOIMYECKOTO apTEPHATIBLHOT naaner'q'ﬁs';'ﬁ;,-llﬁg%‘éh WEJE"EC('}T y '%;é;lj‘%

MalUEeHTOB, MPUHUMABIINX €XKeIHEBHO TepuduyHOMU B fo3e 14 mr B cpaBHeHuu ¢ 2,0 %
IpU Iprueme 1anedo.

e [loBhlIEeHHWE OUACTOJIMYECKOrO apTepHalbHOrO naBiieHHs Beime 90 MM prt. cT. y 21,4 %
MalUEeHTOB, MPUHUMABIINX €KeAHEBHO TepudyHoMu B 1o3e 14 mr, B cpaBHeHnH ¢ 13,6 %
pU pueme anedo.

Hngpexyuu

B nnane60-KOHTpOIMpYEeMBIX UCCIENI0BaHUIX B rpymme tepudiayHomuaa 14 mr He HabI0AaI0CH
YBEJIMUEHUS KOJIMYECTBA CIIydaeB TshKeNnbIX HHpekuui (2,7 % npotus 2 % B 17 rpymnme miane6o).
Tspxenble onmopTyHHCTHYECKHE HH(PEKIMH (MH(EKIHUH, BBI3BIBAEMbIC YCIOBHO-TIATOT€HHBIMHU
MUKpOOprann3Mamu) pa3zsuBaiuch B 0,2 % ciydaeB B Kaxa0i u3 rpynin. [lpu noctMapkeTHHIOBOM
MMPUMCHCHUU Ha6JIIO,Z[a.HI/ICB TSKEIIbIC I/IH(I)GKI_[I/II/I, BKJIFO4Yas CCIICUC, HHOTrda C JICTAJIbHBIM MCXOA0M.

I'emamonocuueckue 3¢hgpexmot

B miane0o-KOHTpONMpYEeMBIX — HCCIENOBaHMUAX Ha (oHEe TNpPUMEHEHUs TepUQIyHOMHIA
Ha0J110/1a710Ch YMEPEHHOE YMEHbIIIEHUE KOJIMYECTBA JIEUKOLUUTOB B nepudepuyeckoit kposu (<15%
OT UCXOAHOTO YPOBHS, B OCHOBHOM yMEHbBIIIEHHE KOJINYecTBa HEHTpoduiaoB u numdonutos). B To
e BpEMSl Y HEKOTOPBIX MAIlMEHTOB OTMEYalloch 0ojiee BBIPAKEHHOE YMEHBIIEHHE KOJIMYeCTBa
neiikouuToB. JlaHHAas HeXenaTelbHas peakiys BOSHHKIIA B TEUCHUE MEPBBIX 6 Henenb. 3aTeM Ha
dboHEe MpONOIDKAIOUIETOCs JIEYEHHMs] KOJMYECTBO JIEMKOLUTOB B Tmepudepudeckoil KpoBU
CTaOMIIN3UPOBAIOCH HA CHIXKEHHOM ypoBHE (<15% yMeHbIlIeHHe OT UCXOAHOTO ypOBHs). Biusuue
Ha CHIDKEHUE KOJMYECTBa JPUTPOLUTOB B mepudepuyeckoir kpoBu (<2%) u KolaMuecTBa
TpoMOonHTOB B iepudepuueckoii kpou (<10%) ObLI0 MEeHEE BBIPAKECHHBIM.

Iepughepuueckasn netiponamus

[lepudepuueckas Heifpornatus (MOJTUHEHPONATHM U MOHOHEHpONaTHH (TYHHEIbHBIN 3arsiCTHBINA
CHHJIPOM)) pa3BUBAIKCH Yallle B TPYIIE MAIMEHTOB, NPUHUMABIIUX TepudiayHomun 14 Mmr mo
CPaBHCHHUIO C TPYNNOW TMAIMEeHTOB, NPUHUMABIIUX IUTale00 B IIae00-KOHTPOIUPYEMBIX
uccienoBaHusX. B OCHOBHBIX MIIAne00-KOHTPOIUPYEMBIX HCCIEAOBAHUSIX Mepudepudeckas
MOJTMHEWPOTIATHsI, TOATBEPIKICHHASI UCCIIEIOBAaHUSIMI HEPBHON MPOBOJMMOCTH, ObUIa OTMEYEHa Y
1,9 % mauuentoB (17 u3 898 nanuenToB) B rpynne tepuduyHomuaa 14 mr B cpasaenuu ¢ 0,4 %
naiueHToB (4 u3 898 mamueHToB) B rpymme mianebo. Y 5 mamueHtoB ¢ nepudepudeckoi
HelpornaTuel, TPUHUMABIINX TepUMIyHOMHUT B 103€¢ 14 Mr, ObUTO MpEeKpalieHo JedeHue; y 4 u3
HUX COOOIIAIOCH O BBI3JOPOBIECHUH M1OCIIE PEKPALICHHUS JICUCHHUS.

Jlobpokauecmeennvle, 310KauecmeeHHble U HeYMOYHEeHHble HOB000PA308aHUsL (BKIIOUASL KUCTbL U
noaunvl)

B xnuHHYecKkux MccneaoBaHusAX Ha oHe mprema TepudIyHoMu1a He 3a(pUKCUPOBAHO MOBBIIICHUS
pUCKa BO3HUKHOBEHHMS 3JIOKQUECTBEHHBIX OIyXoJjed. PUCK BO3HMKHOBEHHUS 3JI0KaYECTBEHHBIX
OIlyXoJiei, a UMeHHO JuMdonponudepaTUBHBIX 3a00J€BaHUN, YBEIMUYMUBACTCS MPHU MPUMEHEHUN
HEKOTOPBIX JPYIHX JIEKAPCTBEHHBIX MpEnapaToB, BIMSIOMIMX HAa HUMMYHHYIO cucTeMy (Kiacc-

adekr).
Tsoicenvie KodiCHbIE pearkyuu

Bo BpeMst mocTperucTpaiiiOHHOTO NpUMEHEeHUs TepU(IyHOMHUIAA COOOINANOCh O CIyYasx pPa3BUTHUS
CEPBhE3HBIX KOXHBIX PEAKIHM, BKJIHOYAs TOKCHYECKHH SMUIECPMAIbHBIN HEKpoiau3, 18 cuHapom
CruBeHca-/[>KOHCOHA, JIEKaPCTBEHHO-O0YCIOBICHHYIO PEaKIUI0 C P03WHO(UINEH U CUCTEMHBIMU
cumnromamu (DRESS-cunapom).

Acmenus
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TepudayHOMHIa B A03¢ 7 Mr W TepuduyHomuza B 1o3¢ 14 Mr yactora pa3BUTHS aCTCHHUH
coctraBuia 2,0 %, 1,6 % u 2,2 %, COOTBETCTBEHHO

COO6I.HGHI/IG 0 MOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno COO6H_IaTb (6] Moa03pCBaCMbIX HEXKCIAaTCIbHbIX pCaKknusax II0CJIC perucTpann
JIEKapCTBEHHOI'O Tpernapara C Lelblo 00ecleueHus HENPEPhIBHOTO MOHUTOPHHIA COOTHOIICHUS
«oNib3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MEIUIIMHCKUM pa0OTHUKAM pPEKOMEHIYEeTCs
COO00IIaTh O JIOOBIX MOI03PEBAEMbIX HEXKENATEebHBIX PEeaKIMsIX JIEKapCTBEHHOIO Mpernapara uepes
HAaIlUOHAJIBHBIC CHUCTEMBbI COOGH_IGHI/IH O HCKCIIATCIIbHBIX PCAKOUAX TOCYyAapCTB — UYJICHOB
EBpa3uniickoro 3k0OHOMHUYECKOT0 COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B chepe 31paBoOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBsiHcKas muiomanib, 1. 4, ctp. 1.

Tenedon: +7 (800) 550-99-03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru

Caiit B HH()OPMAITMOHHO-TEIEKOMMYHHUKAITHOHHOU ceTu «HTepHET:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

He pexomenayercst Ha3HaueHue mpenapara B J103ax, IPEBBILIAIOIINX YKa3aHHbIE B pa3nene 4.2.
CHUMIOTOMBI

Wudopmanuu o nepeao3upoBKe WIM OTPABICHUU TEPUGPIYHOMHIOM y YellOBeKa HET. 3/10pOBBIC
TO0OpOBOJIBIIBI TIPUHUMATH TepudiayHOMHUT B Ao03e 70 Mr exeaHEeBHO B TeueHue 14 mgHEi.
HalOmiomaembie  HEXenaTeNbHBIE  pPEAaKIMM  COOTBETCTBOBANM  mpoduio  Ge3omacHOCTH
TepuIyHOMH 1A TIPU TTPHEME MAITUEHTAMU C PACCESTHHBIM CKJICPO30M.

Jleuenue

B cnaydae 3HauMMOM TEPENO3MPOBKM WM OTPaBJICHHA Ul YCKOPEHHOTO  BBIBEJCHUS
TepuIyHOMUZA PEKOMEHAYETCS TMpHeM KOJECTHpaMHMHA MJIM  aKTHUBUPOBAHHOTO  YIJIAL.
PexoMennoBaHHON MpoLENYypOi SIBISIETCS MPHUEM KoJIECTUpaMUHA B J103€ 8 T 3 pa3a B CYTKH B
TedyeHne 11 nHeH, B cilydae IUIOXOM IEPEHOCMMOCTH JTOM [103bl, MOXHO CHHU3UTH 103y
KoJecTHpaMHuHa 10 4 T 3 pa3a B CyTKH. B kauecTBe aJlbTEpHATUBHOTO BapUaHTa MOYKHO IIPUHUMATh
110 50 r akTUBUPOBAHHOTO YIJIs Kaxkable 12 4 Ha poTsukeHuu 11 qHei.

5. PAPMAKOJIOTUYECKHWE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOIiCTBa

dapmakoTeparneBTUYeCcKas IpyIia: UIMMYHOEIPECCAHTHI; CEJICKTUBHbIE UIMMYHOIETPECCAHTHI.
Kon ATX: LO4AA3L.

MexaHu3M IeUCTBUS

Tepudynomun - MMMYHOMO1YJIUPYIOLIUH JIEKapCTBEHHBIN rpermnapar c
IPOTHUBOBOCHAJIMTEIBHBIMA  CBOICTBAMH,  CEJNEKTUBHO U 00paTMMO  MHTHOUpPYHOIIMN
MUTOXOHAPHANBHBIA (pepMeHT nuruapoopotaraeruaporenasy (AI'O-I), koTopsiii HeoOXoaum
JUIsi cuHTe3a nupumuauHa de novo. Takum oOpazoMm, TepudiayHOMHI OJOKUPYET Tpoudepalnio
CTUMYJIUPOBAHHBIX JTUM(OIUTOB, A1 KOTOPBIX HEOOXOAUM CHHTE3 MUpUMUINHA de novo. TouHbIi
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MEXaHU3M, C IIOMOUIbI0 KOTOPOTO TePU(PIyHOMH] OK43bIBACT Qﬂbéﬂﬁa%'e&ﬁlgc%é"ﬁe%ﬁﬂe 'r'rBh

paccesHHOM CKJIEpO3€, M3Y4EH HE IOJHOCTBIO, HO OH MOJKET BKJIIOYATh YMEHBIICHHE YHCIIa
aKTUBUPOBAHHBIX JUM(OUUTOB B IeHTpaidbHOM HepBHOW cucteme (ILIHC). Bo3moxHO, uTO
Tepu(IyHOMU]] YMEHBUIAET YHUCIO Nepu(pEepUYECKUX aKTUBUPOBAHHBIX JIMM(OLUTOB, KOTOpHIE
Moryt murpuposats B LIHC.

dapmakogmnaamMudeckue 3O HEKTEI

Brusnue na xonuwecmeo UMMYHHbLX K/IE€ENOK

BnusiHue Ha KOJIMYECTBO HMMMYHHBIX KIETOK B KpPOBU: B XOJ€ IJIalie00-KOHTPOIUPYEMBIX
UCCIIeIOBaHN TipueM TepudayHomMuaa B 1o3¢ 14 Mr oauH pa3 B JCHb NPHUBOTWI K
HE3HAYUTEIIbHOMY CHUXEHHIO CPEIHEro KOJMuecTBa JUM(OUUTOB B mNepudepuyeckoil KpoBU
(menee yeM Ha 0,3 X 109/J1), KOTOpO€ HAOIIOANIOCh B TEUCHUE MEPBLIX 3 MECSIICB JICUCHUSs, OCIIe
Yero KOJIWYECTBO JUMGOLMUTOB B nepudepuyecKkoil KpOBU CTAOMIM3HPOBAIIOCH HA JTOCTUTHYTOM
YpOBHE U COXPaHSUIOCh HA ATOM YPOBHE JI0 OKOHYAHHUS JICYCHHsI. B KITMHUYECKOM HCCIIeIOBAaHUH, Y
MAlUEHTOB, MOJYYaBIIUX JI€UeHHE TEPUQPIYHOMUIOM, COXPAHSUIMCHh aJIeKBaTHbIE HWMMYHHbIE
peaKkiuy Ha CE30HHYIO MPOTHBOTPHIIIO3HYIO BAaKIIMHAIIMIO, YTO COOTBETCTBOBAJIO MOMAEPKAHUIO
peakuuu akTUBHOM MMMyHH3anuu. [lanuenTsl B 06eux rpynnax npuema Tepudaynomuaa (7 mr u
14 Mr B CyTKHM) TOCIie BakIMHAIUUA JOCTUTAIN CEPONPOTEKTUBHBIX TUTPOB AHTHUTEI: IMOCIE
BakiuHanuu Oosiee 90 % manmueHToB MOCTUTIM TUTpa aHTUTen >40 k mrammam HiN; u B. Jlnsa
mramma H3Np, tutpel antuten >40 Obutn qocTUrHYTH Y >90 % mnamueHToB B rpynme mpuma
Tepu(IyHOMU A B 103€ 7 MT' B CYTKH, U y 77 % manueHToB B rpynne npuema TepudIyHOMHIa B
noze 14 wMr B cyrku. B japyrom paHZOMU3HpPOBAaHHOM, JBOWHOM CJETNOM, IuTane0o-
KOHTPOJIHpYeMOM  (apMaKkoOJAMHAMUYECKOM  HCCIEJAOBAHWU, MPOBEJECHHOM Yy  30POBBIX
JTO0OPOBOJIBIIEB, OBLT M3yYeH NUMMYHHBIH OTBET Ha BBEJCHUE HHAKTUBUPOBAHHOW BAKIIMHBI TIPOTHB
OemeHcTBa (HeoaHTUreHa). [1o okOHUaHUU CXEMbI BaKIIMHALMK T€OMETPUYECKUE CPEeTHUE TUTPOB
aHTHUTENl K aHTUPaOMYeCKOW BakIMHE (BaKIMHE MPOTHUB OCLICHCTBA) B rpymnme TepudryHoMuaa
ObUTM HIKE, YeM B TIpymne mianedo, J0CTUras MOCTBAKIUMHAIBHOIO JIEYEOHOrO COOTHOILICHUS
3HaYeHUH THUTPOB AHTUTEN B Tpymme TepuIyHOMUAAa NpOTUB Tpymnmsl miane6o [90 % U],
cocrapistroniero 0,53 [0,35, 0,81]. OpHako y BceX TOOpPOBOJBIIEB THUTPHl aHTHPAOUTHUUECKHX
aHTUTeN mocie BakuuHanuu Obutk Bhime 0,5 ME/Ma (TuTpa, SBISIONMIErOCs MOPOTOBBIM IS
cepornpoTeknuu). B TomM e wuccienoBaHuU, y TOOPOBOJIBIIEB, IMOJTYYaBIIUX TEPUDITYHOMHUI,
CIOCOOHOCTh K TPOSIBICHHIO KOXKHBIX PEAKIMH THUIEPYyBCTBUTEIBLHOCTH 3aMEUICHHOTO THITA Ha
MMOBTOPHOE BBEACHUE TakKWX aHTUreHOB, kak aHTureHsl Candida albicans, Trichophyton wim
OYMILEHHBIN JepuBaT (IMpoOM3BOAHOE) Oenka TyOepKyliWHa, HE OTJIMYajach OT TaKOBOH Yy
T0OPOBOJIBIIEB TPYIIIHI TIIAIE0O0.

Bruanue na unmepean QT

B xome mmamne0o-KOHTPOIUPYEMOTO MCCIIECNOBAHMS, MPOBEACHHOTO C YYacTHEM 30POBBIX
JIOOPOBOJIBIIEB, TEPUQPIIYHOMHU]] TPU CPEIHUX KOHIICGHTPALHSIX B PABHOBECHOM COCTOSSHUHM HE
MoKa3al Kakoro-aubo moteHruana s yammHeHus: uaTepBana QTcF mo cpaBHenuto ¢ mane6o:
camMoe OOIBIIIOE CpEIHEe pa3iuuhe MEXAYy TepUQIYHOMHUIOM M Tuianedo coctaBmiio 3,45 Mc c
BepxHel rpanuteit 90 % I, pasuoit 6,45 mc. IIpu 3tom Hu ogHO 3HadeHue QTcF ne Obuto >480
MC, © HU OJHO HM3MCHCHHC AJIUTCIBHOCTU 3TOI'O I/IHTepBaJIa HC GBIJIO >60 MC II0 CpaBHeHI/IIO C
HCXOIHBLIM 3HAYECHHEM.

Brusnue na d)yHKLﬂHO NO4Y€4YHbIX KaHaavbyes

B xome mmane6o-KOHTpoIUpyeMbIXx —ucciaeaoBanuii  HaOmioganock 20-30 %  cHmKeHHe
KOHIIEHTPAllMK MOYEBOW KHCIOTHI B CHIBOPOTKE KpPOBHM Yy TAIMEHTOB, MPUHUMABIIHX
TepuIyHOMHI, IO CPAaBHEHHIO ¢ Tpynmoi mianedo. CpenHee cHuxeHUe coaepxkanus ¢ocdopa B
CBIBOPOTKE cocTaBmio okono 10-15 % B rpynme TepupiayHOMUAAa MO CPaBHEHUIO C TPYMIION
wiane6o. Takue 3QdexThl CuMTalOTCA CBSI3aHHBIMU C YBEJIMYEHHEM IOYEYHOM KaHalblIeBON
AKCKpEIIMU U HE CBSA3aHBI C H3MEHEHUSMU B (YHKITMH MOYEUHBIX KITyOOUKOB.
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Kimmanueckas 3dbdhekTUBHOCTE ¥ 0€30I1aCHOCTD

OddexktuBHOCT, TepudiyHOMHAa ObuUla MPOJAEMOHCTPUpPOBAHA B XOJ€  HMCCIIEIOBAaHUN
EFC6049/TEMSO u TOWER, xoropble OBUTH MOCBSIIEHBI OIICHKE €XEIHEBHOTO IpHeMa
tepudayHomuia B 103e 7 Mr u 14 mr y nmanuerto ¢ PPC.

B nenom 1088 manmentos ¢ PPC 6butn paniomusupoBansl B uccienosanne TEMSO ans npuema B
teuenue 108 Hemens tepudiyHomMuma B go3e 7 mr (n=366) wau 14 mr (n=359), niu npuema
wiane6o (n=363). Bce malueHThl UMENK YCTaHOBIICHHBIN AMarHo3 paccessHHoro ckieposa (PC) (na
ocHoBaHuu kputepueB Mak/lonanpna (2001)), peummuBupyromee TeueHHEe C Wi 0e3
MPOTPECCUPOBAHUS;, TAIMEHTHl TEpPEHECIr, KaKk MHHHUMYM, | penuauB B TEYCHHE TOJa,
MPEIIIECTBYIONIEr0 UCCAEAOBAHUIO WM, KAK MUHUMYM, 2 peliauBa 3a 2 roja, NpeAiecTBYIOMINX
uccienoBanuio. [Ipy BKIIOYEHWHM B HCCIEIOBAHWE TMMAIMEHTHI HWMENH CpPeJHUN Oamn 1o
Pacmmpennoit mkane onenku uuBanuamzanuu (EDSS — Expanded Disability Status Scale)
cocraBimsul <5,5. CpenHuil Bo3pacT H3y4aeMOW TIpynmbl HAUEHTOB cocTaBisul 37,9 ner.
BonbIIMHCTBO MAIMEHTOB UMENN PEMUTTUPYIONLYIO (hopMy paccessHHOTrO ckieposa (91,5 %), Takxke
ObUIM TIPE/ICTaBJIEHBl MOATPYIIBI MAIMEHTOB C BTOPUYHBIM mporpeccupyromuMm (4,7 %) wm
MIPOrpeCCUpyIOLIe-PEHUANBUPYIONINM paccesHHbIM ckiepo3oM (3,9 %). CpenHee KOJIMYECTBO
o0ocTpeHuil B TeUeHUe rojia mepea BKIOUEHUEM B HCCIEAOBaHUE COCTaBisuio 1,4, 22 mpu 3TOM
HUcxoaHO y 36,2 % manueHToB ObLIM OYard, HaAKaIJIMBAIOIINE KOHTPACTHOE BEIIECTBO TaJ[OJIMHUM.
Cpennuii 6amn mo mkane EDSS Ha MOMEHT BKITIOUEeHHS B UccienoBanue coctasisut 2,50. Cpenrsis
MPOJOJKUTENFHOCTh 3a00JI€BaHUsl ¢ MOMEHTa MOSIBIICHHS IEPBbIX CHUMIITOMOB Oblia 8,7 Jer.
bonpmnHcTBO NanueHToB (73 %) He NpUHUMAIO NPENapaToB, U3MEHSIOIUX TEUEHUE PACCEIHHOTO
ckiepo3a (IIMTPC) B Teuenume 2-x JeT Tmeped BKIIOUYEHHWEM B HCCIeAOBaHUE. Pe3ymbTars
MCCIIEIOBAaHMSI ITPEICTAaBICHBI B TA0IUIIE 3.

AHanu3 OTAAJIECHHBIX PE3YJbTATOB, MOJYYEHHBIX B XOJ€ JOJTOCPOYHOIO JOMOIHUTEIBHOTO
knuHuYeckoro uccienoBanusi TEMSO (Meauana oO1ieit mpooKUTETFHOCTH JICUYSHUS! COCTaBIIIA
NpUOIU3UTENBHO 5 JeT, MaKCUMaJIbHas MIPOIOJKUTENILHOCTD JICYEHHS] COCTaBUIIA MTPUOIU3ZUTEIBHO
8,5 neT) He BBISIBIJI HOBBIX WJIM HEOKUIAHHBIX JAHHBIX 1O OE30MacHOCTH mpemnapara. B memom
1169 namuentoB ¢ PPC 6putn BKiTOUeHsB! B uccnenoBanne TOWER st npuema Tepudiaynomuaa B
noze 7 mr (n=408) umn 14 mr (n=372), win npuema 1uianebo (n=389). JInurensHOCTH JeUeHUs
cocraBmia 48 Hemenb MOCIE BKIIOUYEHHS IOCIEIHEro IalMeHTa. Bce nanuMeHThl HMMenn
YCTAaHOBJICHHBIN JUArHO3 PacCEesIHHOIO CKJIEpo3a (Ha OCHOBaHUU KpuTepueB Maknonansna (2001)),
peLUANBHpYIOIIee TeUeHNE C UM 0e3 MPOrpeccuu, U NepeHecian, Kak MUHUMYM, OJWH PELUINB B
TEUEHHUE roja, MPeAlIeCTBYIOIET0 UCCIEAOBAHUIO, WM, KAK MUHUMYM, 2 peLU]IMBa 3a JBa rojaa
nepen uccienoBanreM. [Ipu BKIIIOUEHUH B UCCIIEIOBAaHKE MAallMEHThI nMenH 0arut o PacmmpenHoi
EDSS, cocraBnstonmii <5,5. CpeqHuil Bo3pacT UCCIEIyeMOM TpYyMNIbl NallMEHTOB cocTaBisi 37,9
jeT. BoJBIIMHCTBO MAMEHTOB MMENIH PELUANBUPYIOLIEC-PEMUTTUPYIOIINI PACCESHHBIA CKIIEPO3
(97,5 %), HO ObUIM TOATPYHNBI NAMEHTOB ¢ BTOpHuYHO-nporpeccupytomuM (0,8 %) wumm
MIPOrpecCUpyIoLIe-peHUANBUPYIONINM paccesHHbIM ckiepo3oMm (1,7 %). CpenHee KoIM4ecTBO
PEIUINBOB B TEUEHHUE TOA Tepe] BKIIOUSHUEM B UCCIIeOBaHKe cocTaBisuio 1,4. Menuana 6amios
EDSS y mnanmeHTOB Ha MOMEHT BKJIIOYEHHMsI B wucciegoBanue cocrtabimsuia 2,50. Cpenssis
MPOJIOJKUTENFHOCTD 3a00JIEBaHUSI C MOMEHTA TOSIBIICHUS MEPBLIX CHMIITOMOB COCTaBIIsIa 8 JIET.
bonbmimacTBO manmentoB (67,2 %) He NPUHUMANIO MPENapaToB, H3MEHSIONIMX TeueHUe
3a0o0yieBaHus, B TE€UCHHE 2-X JIET Mepe/ BKIIOUEHUEM B UCCIeOoBaHue. Pe3ynbTarsl uccie1oBaHus
npeicTaBjIeHbl B Ta0auIe 3.

Tabmuua 3. ['nmaBHble pe3ynbTaThl (I YTBEPXKACHHOW 103bI, momynsuus |TT-manueHTsl,
HavyaBIIIUE JICUCHUE)

HUccnenoBanne TEMSO Hccnenoanue TOWER
Tepudaynommg Inanedo Tepudaynomua | Ilnamedo
14 mr 14 mr
KomnnuecTBo marueHToB 358 363 370 388
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= ]

f W l——|ld—\.|-.;..1-|—|—|| .| — |n:|:|:|
Ry —————— A NTEAERTENERW . TD U

CpennerogoBasi  4actoTa

N 0,37 0,54 0,32 0,50
obocTpeHuit

AOCOJIOTHOE  CHUXKEHUE

- - - *** _ _ _ Kok
prcka (95% JIH) 0,17 (-0,26, -0,08) 0,18 (-0,27, -0,09)

[IporienT nanueHToB 06e3
PEIUINBOB 1O COCTOSHUIO 56,5% 45,6% 57,1% 46,8%
Ha 108 Henemto

OTHOCHUTENIBHBIN pHUCK

*%* *%*
(95% JTIT) 0,72 (0,58, 0,89) 0,63 (0,50, 0,79)

[IpoueHT mNAIMEHTOB, Yy
KOTOPBIX HMMEJIO MECTO
ycToiunBoe (B TeueHue 12
HEJIEIIb)
MIPOTPECCUPOBAHME
WHBAJIUIU3aIUN 1o
COCTOSIHHIO Ha 108
HEACIIO

20,2% 27,3% 15,8% 19,7%

OTtHolIEHNE PHUCKOB,
paccuMTaHHOE Ha OCHOBE
KpPHUBBIX BbDKHUBAHUS
Kannana-Maitepa  (95%
JIN) no cocrostauto Ha 108
HEJIENIO

0,70 (0,51, 0,97)* 0,68 (0,47, 1,00)*

IIpoueHT mNAanKMEHTOB, Yy
KOTOpPBIX HMEJO0 MECTO
ycToitunBoe (B TeueHue 24
HEJIEIh)
MPOTrPECCUPOBAHUE
MHBaJINIU3alUN o
COCTOSIHUIO Ha 108
HEZeII0

13,8% 18,7% 11,7% 11,9%

OTtHoweHune PHUCKOB,
paccuuTaHHOE Ha OCHOBE
KPHBBIX BBIKUBAHUE 0,75 (0,50, 1,11) 0,84 (0,53, 1,33)
Kamnana-Maiiepa  (95%
An)

Koneunbie Touku MPT (MarHuTHO-pe3oHaHCHasi ToMorpadus)

1
Il/IggaeHeHHe BOD" nenens 0,72 2,21

3MeHeHNsT OTHOCUTEILHO

67%***
anedo

Cpennee KOJIMYECTBO
0YaroB, HaKaITHBAIOIINX
Gd (ramoTMHMIN) Ha 0,38 1,18
CKaHOTpaMMe K Hejese
108

He onpenensnocs

3menennst OTHOCUTEIBLHO

- - - *kk*k
mane6o (95% JIN) 0,80 (-1,20, -0,39)

KOJ’II/I‘-IGCTBO OTOCIIBHBIX
aKTUBHBIX  OYaroB Ha 0,75 2,46
CKaHOTpaMMe
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e od ol e N

MO CAEQOBATERBRCCTE 0004

3menenust OTHOCUTEIBHO

0 0 0 ) >+
miane6o (95% JIN) 69% (59%, 77%)

[Ipumeuanus: **** — p <0,0001, *** - p <0,001, ** — p <0,01, * — p <0,05 B cpaBHEHUHU C
manebo;
! _ BOD: 06mmii 06beM 04aros B Mt (T2 u runonaTeHCUBHBIX T1).

Sghgpexmusrnocmo y nayuenmos ¢ 8blCOKOU AKMUBHOCMbIO 3A0071€6aHUSA

B uccnenosannn TEMSO B moarpytine mamieHTOB ¢ BBICOKOH aKTUBHOCTBIO 3a0o0sieBanus (n=127)
HaOmoAancst ycTOWYMBBIA 3¢ ¢eKT Tepanuu Tepu(IyHOMHIOM B OTHOWIEHMH obocTtpeHmii PC
ycToiunBoro (B TeueHWe 12 HeAelb) MpOrpecCHpOBaHMs WHBAIUIW3ANMH. B COOTBETCTBUU C
JIN3aifHOM HCCIIEIOBAaHUS BBICOKAsh aKTUBHOCTH 3a00JICBaHMS OMPEIEISIIACh MPU HAIWYUHU 2 WK
Oojee pelUAMBOB B TEYEHHWE TOfa C BU3yalu3aluedl OJHOro WM OoJjiee HaKaIUIMBAIOIIMX
ragonanii odyaroB Ha MPT ronoBHoro mosra. IlogoOHBI aHANMM3 MOATPYNI B HCCIEIOBAaHUU
TOWER nHe npoBoamiics, Tak Kak He Obuto moiydeHo naHHbIX MPT. OtcyTcTByIOT maHHBIE O
MalKUeHTaxX, HE OTBEYAIOLIUX Ha MOJIHBIN U aJIeKBaTHBIA KypcC JedeHus (B cpeaHeM | roa tepamnun)
Oera-uHTEp(YEPOHOM, M MMEIOMMUX KaK MHUHMMYM | penuauB B TEUYEHHE MpPEIbIAyIIero rojga Ha
¢done Tepanuu, U Kak MUHUMYM 9 T2-runepuHTteHCUBHBIX oyaroB Ha MPT romoBHOro mMosra mim,
Kak MMHUMYM, | ouar, HakalMBarOUUM{ TaJOjJWHUNA, WM O MAlHMEHTAaX, Y KOTOPBIX YacTOTa
BO3HUKHOBEHHUS 00OCTPEHUN HE M3MEHWIACH UM YMEHBIIUIACH B TEUEHUE TIPEIBIIYIEro Toja mpu
CPaBHEHUU C NPEABIAYIIUMH 2 TOJaMHU.

Knunngeckoe wuccnenoBanne TOPIC Obuto MBOMHBIM CHENBIM, IUIANE00 KOHTPOIUPYEMBIM,
UCCIIEIOBAaHUEM, B XOJI¢ KOTOPOTO OICHHBAJIM TNPUHUMAEMble OIMH pa3 B CYTKH JI03bI
tepuduryHomuga 7 mr u 14 mr B Tedenue 108 Hemenp ManUMeHTaMH C TEPBBIM KIMHHYECKUM
JEMUCTUHUZUPYIONUM 3MU3070M (cpemauii Bo3pact 32,1 ner). OCHOBHBIM KPHUTEPUEM OIICHKU
OBLTO BpeMsi IO BTOPOT'O KIIMHUYECKOTO 3Mu30/a (peunuausa). B obmieit cioxuaocTu 618 manueHToB
OBLTM paHIOMHU3MPOBAaHbI B Tpymnmbl, nomydatomue 7 wMr (n=205) wmu 14 wmr (n=216)
tepudryHOMHu 2, Wi mamnedo (n=197). Puck BToporo KIMHHYECKOTo 000CTpEeHUs Ha IPOTSKCHUH
2 net coctaBuia 35,9 % B rpynne miane6o u 24,0 % B rpymnne gedeHus TepuIyHOMUIOM B 103e 14
Mmr (otHoueHue puckon: 0,57, 95 % nosepurensHsblii unTepBai: 0,38-0,87, p=0,0087). Pe3ynbTaThl,
MoJydeHHble B XxojAe KiuHMueckoro wuccienoBanus TOPIC, mnoarBepaunu 3p¢heKTUBHOCTH
tepupaynomuna npu PPPC (B Tom umcne mpu panHem PPPC ¢ mepBeIM KIMHUYECKUM
JTEMUCTUHUZUPYIONTUM 3MH30710M 1 MPT-ouaramu pa3inudHON JaBHOCTH M JIOKAJTU3AIIIH ).

D¢ dextuBHOCT, TepuayHOMUIA CpaBHUBAIM C 3(PPEKTUBHOCTHIO TOJKOKHOTO BBEICHUS
nHtepdepona 6era-la (B peKOMEHIOBAaHHOM J103€, COCTABIISIONIEH 44 MKT, TpHU pa3a B HEIEIIO) B
pamkax  ucciemoBanus ¢ ydactueM 324  manmeHtoB  (TENERE). MunumanbHas
MPOAOJKUTEIILHOCT JICUeHUsI cocTaBmia 48 Henenb; MakcuMmaibHasg — 114 Henmens. Bpems no
TepaneBTHUECKON Heynauu (MOATBEPKACHHBIM peuuauB WIA IOJHOE NpeKpalleHHe JeYEeHUs,
HE3aBUCHMO OT TOT0, YTO MPOHU3O0ILIO B MEPBYIO O4epenb) ObLJIO MEPBUYHON KOHEUYHOM TOUYKOM.
KonunuecTBo nanueHToB, OKOHYATEIbHO MPEKPATUBILUX JeueHue, B rpynmne tepudaynomuaa 14 mr
cocrapuino 22 w3 111 (19,8 %). Ilpuumnamu Ot HexenarenbHble sBieHus (10,8 %),
HegoctaTouHas 3pdextuBHoCcTh (3,6 %), Apyrue npuuussl (4,5 %) u morepst Uil JanbHEUIIEro
naomonenus (0,9 %). KonruecTBo manueHTOB, OKOHYATENFHO MPEKPATHBIINUX JICUYCHUE, B TPYIITIE
untepdepona 6era-la cocrasuno 30 uz 104 (28,8 %). [IpuunHamu ObUTH HeXeNaTenbHbIE SIBICHUS
(21,2 %), nenocrarounas >pdextTuBHOCTh (1,9 %), npyrue npuumnsl (4,8 %) U HEBHIIOJIHEHUE
ycnoBuit npotokona (1 %). CraTuCTHUECKH AOCTOBEPHBIX OTIMYUHN MO BIMSHUIO HA MEPBUYHYIO
KOHEUHYI0 TOUKY Mexay TepuduyHomunoMm 14 mr/mens u n/k unrepdepoHom Oera-la 44 mr B
CYTKH HE OBLIO BBISIBIICHO. [IPOIEHT MaliMEeHTOB ¢ MOATBEPKICHHOW TEPAeBTHIECKON HEeyaauen K
96-0i1 Henene no merony Karuana-Meiiepa coctasun 41,1 % Ha ¢one tepudaynomuna 14 mr mo
cpaBHeHuIO ¢ 44,4 % Ha doHe untepdepona dera-la (p=0,5953).

IIpumenenue y demeii
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Y MOJIPOCTKOB B BO3pAcTe 10 18 JIeT OTCYTCTBYIOT.

5.2. ®apMaKOKHHeTHYECKHE CBOHCTBA

AOGcopOrus

buonocrynuocts npenapara npubmusurensHo 100 %. Ha ¢one kypcoBoro nepopaibHOro mpuema
TepuaIyHOMUIA CpeJHEee 3HAYEHUE BPEMEHM JOCTHKEHHMS MAaKCHUMAJIbHBIX KOHILIEHTpalUil B
1a3Me KpoBH (tmax) cocTaBiseT ot 1 10 4 4.

[Tuma He OKa3bIBaeT KJIMHUYECKH 3HAYMMOTO BIUSHUS Ha (apMakOKMHETUKY TepU(IyHOMHIA.
[Tocne mpuema BHYTps 7 Mr 1 14 Mr TepudayHoMuIa €ro CUCTEMHAs KCIIO3ULUS YBEINUUBACTCS
MPOMOPLHOHAIBHO J03e. Ha OoCHOBaHMM CpelHUX NPOTHO3UPOBAHHBIX (hapMAKOKUHETHUECKUX
MapaMeTpoOB, PACCUUTAHHBIX HA OCHOBAaHUH aHAJIM3a MOMYJSAIHOHHON (apmakokuHeTuku (PopPK)
C MCIOJIb30BAHUEM JIaHHBIX O 3/I0POBBIX JOOPOBOJBIAX M MAlMEHTaX C PAacCESHHBIM CKJIEPO30M,
[pU pueMe TepUQIYHOMHIA HAOII0JaI0Ch MEUIEHHOE TOCTHKEHNE PAaBHOBECHON KOHIIEHTpALUU
(mpubnusurensHo 95 % paBHOBECHOW KOHLEHTpauuu qocturaercs yepes 100 gueit (3,5 mecsna)), a
npeanoiaraeMblii K03 QuurueHT HakomeHus Tepu(IyHOMHIA MPU JOCTHKEHUHM PaBHOBECHOU
KOHIIeHTpanuu cocTtaniseT 34 (nmpu onenke mo AUC).

Pacnpenenenue

Tepudmynomus B BeicOKo# ctenieHu (>99 %) cBsi3piBaeTcs ¢ OelkaMM IU1a3Mbl KPOBU, BEPOSITHO, €
anpOyMUHAMHU, W, IPEUMYIIECTBEHHO pacrpeaensercs B IuazmMe. OO0beM pacrpenesneHus mocie
OJTHOKPATHOTO BHYTPHUBEHHOT'O BBEICHUS Tpenapara cocranisier 11 1.

Buorpanchopmariust

TepudayHomus yMepeHHO METa0OIU3UPYETCS U SBIAETCS €IUHCTBEHHBIM BELIECTBOM, KOTOPOE
orpeneNiAeTcsl B IUIa3Me KpOBU. [JaBHBIM myTeM OuoTpaHchopmamuu JUisi HE3HAYUTEIbHOTO
KOJMYECTBA METa0OJUTOB TepudIyHOMUAAa SBISETCS THAPOIU3 C OKHUCICHHEM B KauecTBe
BTOPOCTENIEHHOTO MyTH MeTabonm3ma. BropocreneHHble mMyTH MeTabonM3Ma BKIIOYAIOT
oKucJieHre, N-alleTUIMPOBaHHE U KOHBIOTAIIHIO C CYIb(aToM.

ONUMMUHALMSA

TepudmyHoMus BbIIENAETCS 4Yepe3 KeNyJAOYHO-KUIIEUHBIM TPakT, B OCHOBHOM, C EN4blO0 B
HEU3MEHEHHOM BHJIE€ U, BO3MOXHO, ITyTeM IpsiMoi cexkperuu. B reuenue 21 qus BeiBogutcs 60,1 %
OT MPUHATON 03Bl Ipenapara, MpUUYEeM uYepe3 KelyJA0YHO-KUIIeUHbIH TpakT (¢ kanom) 37,5 % u
yepe3 mnouku (¢ mouor) 22,6 %. Ilpu mnpuMeHEeHHH YCKOPEHHOW MpOIeNyphl BBIBEACHUS
TepudyHOMUa C TPUMEHEHHEM KOoJecTHUpaMuHa, OMOJHUTeNbHO Bbigenserca 23,1 % (B
OCHOBHOM ¢ KaioMm). [locme OJHOKpaTHOrO BHYTPUBEHHOTO BBEIEHHUS OOIIMH KIMPEHC
TepudIyHOMH 1A U3 OpraHu3Ma coctasiseT 30,5 mi/4.

TepuduryHoMu MeAJIEHHO BHIBOJUTCS U3 TUIA3MbI KPOBH. be3 yCKOpeHHO mpoleypbl BEIBEICHHS
TepuIyHOMHIa JOCTH)KEHHUE KOHIICHTpaluu TepuduryHoMuaa B ma3Me KpoBu menee 0,25 mr/n
3aHUMAeT B CpeAHEM 6 MECSIIeB, a U3-3a UHAWBUIYAIBHBIX Pa3IMYMid B KIMpPEHCE Tepu(IyHOMHIA
OHO MOJKET 3aHATEL OO 2-X JIET.

BriBeienne MokeT ObITh YCKOPEHO € TIOMOIIBIO OHOM U3 CIeIYIOIUX MPOIeyp:

[Ipuem BHYTpH KoOJecTHpaMHHA TO 8 T Kaxkzable 8§ 4dacoB B TeueHue 11 gueir. Ecnm mpuem
KOJICCTUpaMHHa 110 8r3 pasa B ACHBb MJIOXO MCPCHOCUTCH MAITUCHTOM, MOXKET 6I:ITB HUCITIOJIB30BaHa
cxeMa rpuema KoJeCcTUpaMHuHa 1o 4 I Kaxable 8 4acoB.

ITpuem BHyTpb 50 I mopouIKa akTUBUPOBAHHOIO yIJIsl Kaxkple 12 gacoB B TeueHue 11 gHei.
Ecnn kakasg-nubo mporenypa YCKOPEHHOI'O BBIBEIEHHS TEPUQIIYHOMHJA IUIOXO IEPEHOCUTCS

MAIMEHTOM, U €CITH HET HeOOXOIUMOCTH OBICTPOTO CHM)KCHHS KOHIICHTpAIMH Tepu(IyHOMHUAA B
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eXKeIHEBHO.

KonectupamMuH 1 aKkTUBUPOBAHHBIN YTrOJIb MOTYT OKa3bIBaTh BIMSIHHE HAa BCACBIBAHME 3CTPOI'€HOB U
IIPOreCTareHOB, II03TOMY HENIb3sl TapaHTHPOBAaThb HANEKHYIO KOHTPALECMHIUI OpaIbHBIMU
KOHTpAIeNITUBAaMH BO BpeMsl IPOIEIypbl YCKOPEHHOT'O BBIBEACHUS TEPUQPIYHOMHIA C TIOMOIIBIO
KOJIECTHpaMMHAa WJIM aKTHBUPOBAaHHOTO YIis. PekoMeHayeTcss HMCHOIb30BaTh albTEPHATHBHBIC
METO]Ibl KOHTPALELHH.

[Ipouenypy yCKOpPEHHOTO BbIBeIE€HHUS TEPUQPIYHOMHUA MOXKHO TAK)KE BBIIOJHATH B JH000E BpeMs
II0CJIE IPEKPAaLEHMs] TEPAIU IIPENapaToOM.

K xoniy 11 gHeit o6e cxeMbl JieueHUs YCIIEITHO YCKOPSIN BhIBEIeHNE TepU(ITyHOMHU 1A, TPUBOAS K
CHIDKEHHIO KOHIICHTpALUU TepUQIIyHOMH 1A B IJ1a3Me KpoBH OoJiee yeM Ha 98 %.

Ecnu manueHT oTBedan Ha JiedyeHHE TepuDIyHOMUAOM, MPUMEHEHHE YCKOPEHHOH MpoIeaypbl
BBIBEJICHHS TepU(DIyHOMHUIa MOKET MPUBECTH K BO3BPALICHUIO aKTUBHOCTH 3a00JICBaHMSL.

Oco0Oble T'PVYIITBI TAITUEHTOB

Toueunas neoocmamoyunocme

Tspkenas mouyeyHass HEJOCTAaTOYHOCTh HE  OKa3blBA€T BIMSAHUSA Ha  (apMaKOKUHETUKY
tepupaynomuga. IloaTomy KOppeKuMH [103bl Yy TAIUEHTOB C  TSKEIOW  MOYeyHOU
HE/I0CTaTOYHOCTBIO HE TPeOyeTCsl.

Ileuenounas nedocmamounocms

[ledeHouHasT HEIOCTATOYHOCTh JIETKOM W CpPEIHEW CTENEeHW HE OKa3bIBAa€T BIMSHUS Ha
dapmakokuHeTHKy TepudayHomuaa. [1o3ToMy KOppeKIu# 103bl y TMAIMEHTOB C TEYEHOYHOM
HEJIOCTAaTOYHOCThIO JIETKOM M CpelHed CTeneHu He mnpeanosaraercs. DapMakOKMHETHKA
TepuIyHOMHUA Yy TAIMEHTOB C TSHKEJON MEYEHOYHOM HEZOCTaTOYHOCTBIO HE H3ydanach (CM.
paznen 4.3).

Ilonosasn I’lpuHaajleOfCHOCMb, nayuermasl nosCUl10c0 eo3pacma

Ha ocHOBaHMM pe3y/ibTaTOB MOMYJSIMOHHOTO aHalW3a (apMaKOKUHETHKH Yy 3J0POBBIX
JOOPOBOJIBIIEB U Y TAIMEHTOB C PACCESTHHBIM CKJIEPO30M OBUIO BBISIBICHO, HECKOJIBKO MPUYMH
BHYTpPCHHEH BapuaOeIbHOCTH (PapMaKOKHMHETHYECKUX ITOKa3aTelNeil: Bo3pacT, macca Tela, IIOJI,
paca U KOHIIGHTpaluuu albOyMuHa M OMiMpyOMHa B KpOoBH. TeM He MeHee, UX BIMSIHUE OCTaeTcs
OrpaHUYEHHBIM (M3MEHEeHue papMaKOKHMHETUYECKUX Mokasareneit <31 %).

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. Ilepeuenb BcnoMoraTeibHbIX BelIECTB

S npo TabueTrku

JlakT03bI MOHOTHAPAT

Kpaxman kykypy3Hblii

['unponosa

[enmrono3a Mukpokpucramnuieckas (tun 102)
KapOokcumernnkpaxmai HaTpus

Maruus creapar

T'oroBag mwieHo4yHas 000104Ka (IBET roay0oii)

I'mnpomeriosa
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JIakT03BI MOHOTHAPAT

Turana nuokcug
Tpuauernn

Kpacurens FD&C cunuit #2 / uHAUTOKApMHUH aTFOMUHUEBBIN JIaK

6.2. HecoBMeCTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CPOK XpaHeHusl)

2 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NMPH XPAHEHUH

XpaHHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaType He Boiie 25 °C.
6.5. XapakTep u coiep:KaHie YIAKOBKHU

[To 14, 28 unu 84 TabmeTku B OaHKH W3 MOJUATHICHTepedTaaTta, yKyImOpEeHHBIE KPBIITKAMH W3
MOJIM3THJICHA HU3KOI'O JAaBJICHUSA C KOJBIIOM KOHTPOJIA IEPBOTO BCKPBITHUA WA 663 Hero. Ha GaHKI/I
HakJieuBaloT 3TUKETKy. [lo 1 GaHke BMecTe ¢ MHCTPYKIUEH MO MPUMEHEHHUIO MOMEIIAl0T B MauKy
KapTOHHYIO.

[To 14 TabneToK B KOHTYPHYIO SYEHKOBYIO YIMAKOBKY M3 TUICHKH TOJWBHHIIIXJIOPUIHON U (HOIBTH
AIIOMUHHUEBON JTaKMpOBaHHOM neyaTHou. 1o 1, 2 mnn 6 KOHTYpHBIX AYEHKOBBIX YITaKOBOK BMECTE C
MHCTPYKLHEH 10 MPUMEHEHUIO IOMEIIAIOT B MMaYKy KapTOHHYIO.

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3AIUH MCIO0Jb30BAHHOIO JIEKAPCTBEHHOTO
npenapara WiM OTXO0J0B, MOJYYEHHBIX M0CJe NPUMEHEHHs JIEKAapCTBEHHOI0 Npenapara, u
Apyrue MAHUMYJISAILUHU € TPenapaTomM

Oco0plie TpeOOBaHMS OTCYTCTBYIOT.

7. IEPXKATEJIb PETUCTPAIITMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus
00O «OunkoTaprer»,

109316, r. MockBa, BH.TE€p.T. MyHHIIUTNIAIbHBIA OKpyT [leyaTHuku, Bonarorpaackuit np-kT, A.42, K.
24, stax 2, kom. 193.

Ten.: (495) 233-01-38
E-mail: info@oncotarget.pro

7.1. llpeacraBuTeNb AEprKATE/ISI PETHCTPALMOHHOIO Y10CTOBEPEHUS

[Iperen3uu noTpeduTeneil HANMPaBIATH 1O aJIPECY:
Poccuiickas @enepanus
00O «OnkoTaprer»,
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109316, r. MockBa, BH.T€p.I. MyHULIUTIAIbHBIA OKPYL Heanﬁgllc_I'/I,:ﬂE&G&'éEg&%%g&jﬁj&ﬂ:ﬁ

24, stax 2, koM. 193.
Ten.: (495) 233-01-38
E-mail: info@oncotarget.pro

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITIPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTErOpUH OTIYCKa MO pelenTy.
OO01as xapakTepHUCTUKa JIEKapCTBEHHOTO MpenapaTta TepudiyHOMU JOCTyIHA B €IMHOM peecTpe
3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiickoro SKOHOMMYECKOTO COK3a M Ha

ouIaILHOM cauTe YIOJTHOMOYEHHOTO opraHa (3xcriepTHOM OpraHU3aINH )
https://Ik.regmed.ru/Register/EAEU_SmPC/.
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