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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

CEPTHOMY OTUETY

1. HAUMEHOBAHHUE JIEKAPCTBEHHOTI O ITPEITAPATA
Tepudnaynomun, 14 mr, TabIeTKH, TOKPHITHIE TUICHOYHOW 000JIOUKOMA.
2. KAUECTBEHHbBIN U KOJJUUYECTBEHHBII COCTAB
JlelicTByto1I1€€ BEIIECTBO: TePUDITYHOMHUI.
Kaxxnas Tabnerka, HOKphITas INIEHOYHONW 000J109KOM, coaepuT 14 mr tepudirynomuaa.

BcnoMoraTenpHble BElIECTBa, HAJTMYUE KOTOPBIX HAIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: jlakrosa (cM. pasnen 4.4).

[TonHbIi epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTK, MOKPHITHIE INICHOYHOU 000I0YKOM.

Kpyrieie 1BOSKOBBITYKIIbIE TAOJIETKH, TOKPHITHIE IUIEHOYHOW 000JI0YKOM Oesoro 1nseTa.
4. KIMHUYECKUE JAHHBIE

4.1. Illoka3aHusl K IPUMEHEHHUIO

[Ipenapar Tepudirynomug mokasad K MpUMEHEHHIO Y B3POCIIBIX B BO3pacTe oT 18 JeT [yist JieueHus
MAIMEHTOB C PELUIUBUPYIOLIE-PEMUTTUPYIOIIUM paccestHHbIM ckiepo3oM (PPPC).

4.2. PexxuMm 103MpOBaHNs U CIIOCO0 MPUMEHEHUS

PexxuMm n103upoBaHus
PexomennoBanHnas go3a tepudurynomuaa cocrapiser 14 mr 1 pa3 B CyTKH.

OcoOble rpynnbl NalueHToB

Tayuenmul nosicunozo gospacma (8 eospacme 65 iem u cmapuie)

TepudnyHomua HEOOXOAMMO Ha3HA4YaTh C OCTOPOYKHOCTHIO MAllMEHTaM B Bo3pacTte 65 JeT u
CTapllle B CBSA3M C HEJAOCTATOUHBIM KOJIMYECTBOM JIaHHBIX 00 3()(heKTUBHOCTH M 0€30MacHOCTH
TepuQIIyHOMHUa B TaHHOW BO3paCTHOM IpyTIIe.

llayuenmul ¢ napywenuem ynKyuu novex

s manueHToB C MOYEYHOW HEJOCTATOYHOCTBIO JIETKOM, CPEAHEH WIIM TSKEJIOW CTENEeHH, He
HaXOJIAIINXCS HAa TEMOIUAIN3€e, KOPPEKIIMU 03I HE TpeOyeTcCsl.

[TanieHThI C TOYEYHOM HEJOCTATOYHOCTBIO TSKEJION CTETIEHH, HAaXOIAIUECs Ha TeMOINAIIU3E, HE
MPUHUMAJIH Y9aCTUsI B KJIMHUYECKUX HUCCIeAOBaHUAX. TepudryHoMu ] MPOTUBOMIOKA3aH TaHHON
KaTeropuu MareHToB.

Iayuenmer ¢ napywienuem @yHKyuy nevenu

JI71st malneHToB ¢ JIETKUM WM YMEPEHHBIM HapylleHueM (QYHKIUHU MeYeHH KOPPEKLUs 103bl He
tpebyetcs. TepudayHomMHl MPOTHUBOIOKA3aH MAallMEHTaM C TSDKENIBIM HapylIeHueM (yHKIUU
MIEYECHHU.
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[Ipenapar TepudayHOMHA MPOTHUBOMOKA3aH y JETCH M MOAPOCTKOB B Bo3pacte a0 18 ner.
BbezomacHocth u 3 PexTuBHOCTD TepudIyHOMUAA y ACTEH U MOJAPOCTKOB B Bo3pacte 1o 18 yer
HE YCTaHOBJICHA.

Cnoco0 rmpuMeHeHus
TabneTku ciieayeT IPUHUMATh BHYTPH IIEIMKOM, 3aIllMBasi BOJAOW, HE3aBUCUMO OT MpUEMa ITHIIH.

4.3. [IpoTuBONOKA3aAHUS

e [umepuyBcTBUTENBHOCT, K TepuiayHOMHUIy, JeQIyHOMHIY WIM K JOOOMYy WH3
BCIIOMOTaTEJIbHBIX BEIIECTB, IEPEYUCICHHBIX B pazjeie 6.1.

e  Tspkemas nmeyeHouyHas HegpocTatouyHOCTh (kinace C mo mkane Yaiinma- [1p10).

e TsKenbli UMMYHOJACQHUIMT, HANpUMeEp, CHHIAPOM TNPUOOPETEHHOTO HMMYHOAepHIUTA
(CITUT).

e Tsxenoe HapylIeHUE KOCTHOMO3TOBOTO KPOBETBOPEHUS UM KIIMHUYECKH 3HaYNMasi aHeMus,
JeHKONEeHUsl, HEUTPOIIEHUSI, TPOMOOLIUTOIIEHHUS.

e Tskemas  mouyeyHash  HEJOCTATOYHOCTh,  TpeOyIOmIas  NPOBEACHUS  IeMOJHan3a
(HETOCTaTOUYHOCTh KIIMHUYECKOTO OMBbITa TPUMEHEHU).

e  Tsxenble akTUBHBIE HH(EKIIMH O MOMEHTA BBI3IOPOBJICHHUSL.

e Tsxenas runonporerHeMusi (Hanpumep, Ipu HeHPOTUYECKOM CUHIPOME).

e JKeHmMHBI C JETOPONHBIM TMOTCHIHMAIOM, HE WCIOJNB3YIOMINE HAJACKHBIE METOMIbI
KOHTpPALICTIIUM BO BpeMs JieUeHUS TepUIyHOMUIIOM; TIOCIE 3aBEpILICHUS JICUCHUs
Tepru()IYHOMUIOM >KEHIIMHAM HEJb3sl OEpEMEHETH 10 TeX MOp, OKA IUTa3MEeHHAs! KOHIIEHTPAIHS
tepuduyHoMuaa octaetcs Boitie 0,02 Mxr/mi (cM. pazaen 5.2).

e bepemennoctb. Ilepen Havamom Tepanuu TepUPIYHOMUAOM HEOOXOTUMO HUCKIIOYUTD
OEpPEMEHHOCTb.

e [lepuon rpyaHOrO BCKapMITMBAHHUS.

4.4. Ocobble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NPHU NPUMEHEeHHH

JleyeHune IOJDKHO IMPOBOAUTLCA 11O Ha6J'IIO,I[CHI/IeM Bpadad, UMCIOLICTO OIIBIT JICHCHUS IMAlIUCHTOB
C paCCCAHHBIM CKJICPO30M.

MoOHUTOPHUHT
o Hauana nevenus cnedyem npogecmu ciedyrouue Uccied08aHus:

e  M3MEPEHUE apTEPHAIIBHOTO J1aBICHUS;
e  ompejereHre aKTUBHOCTH alaHuHaMuHoTpaHchepassl (AJIT);

e  00mMii aHAJTU3 KPOBHU C MOACYETOM JICHKOLUTapHON (hOpMYJIBI M ONpEeICHUEM KOJINYeCTBa
TPOMOOLIUTOB B NiepruepruuecKoil KPOBH.

Bo epemsa neuenuss mepughaynomuoom cnedyem pecyiapHO KOHMPOIUPOBAMb Cledyioujue
napamempbi:

e  apTEpUAIBLHOE JABJICHMUE;

e axtuBHOCTb AJIT. Cnenyer onpenenarts akTUBHOCTh (PEPMEHTOB MEYEHU KaXKIble 2 HEETU B
TE€4YEHHE MEPBBIX 6 MECALIEB TEPAMU U KaXKblE 8 HE/IEIb [TOCIIE 3TOT0 IIEPHUO/Ia UM HA OCHOBAHNUU
KJIMHUYECKUX TMPU3HAKOB M CHMIITOMOB, TaKHMX KakK HEOOBsICHMMasl TOILIHOTA, pBOTa, 0OJb B
KUBOTE, MOBBILICHHAS! YTOMJISIEMOCTb, AaHOPEKCHS HITH JKEITyXa U (WiIM) noTeMHeHue Moun. [1pu
ypoBHsix AJIT, B 2-3 pa3a mpeBbllaromux BepxHIow rpaHuily Hopmel (BI'H), Mmonutopunr
CJIeyeT IPOBOJUTD €KEHEIEIBHO.
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o B cnyqae ITOABJICHHUS HOBBIX CHUMIITOMOB : BO CMi
JIe4YeHHsI HEOOXOAMMO BBITIOJIHUTH OOLIHMI aHATN3 KPOBU C TIOJCUETOM JICHKOIIUTAPHOU (HhOpMYJIbI
U OTIpeIeJICHUEM KOJIMYEeCTBa TPOMOOIIMTOB B MepU(PEpUIECKOM KPOBH.

IIponieaypa YCKOPEHHOI0 BBIBEACHHMS TEpUMDIYHOMUIA U3 OpraHu3Ma

TepudmyHoMu MEITICHHO BBIBOAUTCS U3 TUIA3Mbl: KOHIICHTPAIIMH B TUTa3ME JIOCTUTAIOT 3HAYCHUH
Hwke 0,02 Mr/a B cpeiHeM 3a 8 MecsIIeB, XOTS U3-3a HHAUBUAYAIbHBIX OTKJIIOHEHUH B TIpoliecce
BBIBE/ICHUS JICKAPCTBCHHBIX BEIIECTB BBIBEICHUE MOXKET IITUTHCS 10 2-X JIET.

BriBenienne mpemnapara MOXKHO YCKOPHUTH C IOMOIIBIO MPOIETYPbl YCKOPEHHOTO BBIBEACHUS
TepuIyHOMHUAA, ONMMCAHHON B paszzaerne 5.2, MpUBOISIICH K CHHXKEHHIO Ooiee yeM Ha 98 %
KOHLIEHTPALUK TePUPIIYHOMHUIA B IIIa3Me KPOBH.

ITeyeHoUHAasg HEIOCTATOYHOCTD
Y nauMeHTOB C IEYEHOYHOM HEAOCTATOYHOCTBIO JIETKOM WIIM CPEAHEH CTEIECHH TKECTH
KOPPEKIIUS 1036l HE TpeOyeTcs.

TepudryHoMuI TPOTHBONOKA3aH MAIIMEHTAM C TSDKEJION TEYeHOYHOM HEeJOCTaTOYHOCTHIO.

Y [anueHToB, NPUHUMABIIUX TEPUGUIYHOMHJ, HaOII0JAToCh IOBBILIEHUE AaKTHUBHOCTU
dbepmenToB neueHu. [loBeimenus aktuBHOCTH AJIT B OCHOBHOM OTMEUaINCh B TEUEHUE TTEPBBIX
6 MecsueB JiedeHHs. B MosioBUHE ciyyaeB IOKa3aTeld BEPHYJIMCh K HOpME 0€3 OTMEHBI
npenapara. B KIIMHUYECKUX MCCIeJOBAHUAX PUMEHEHHE TepudIyHoMUa MpeKpaanoch, €Ciu
nosbiieHre akTuBHOCTH AJIT nBaxkasl npesbimano BI'H B 3 pa3a. AKTUBHOCTh TpaHCaMKHa3 B
CBIBOPOTKE KPOBHU BO3BpaIllajlach K HOPME B T€UEHHE, IPUOIU3UTENBHO, 2 MECSLIEB [IOCIIE OTMEHbI
TepUPIyHOMHUIA.

CJ'IGI[yGT KOHTPOJHUPOBATH ITOKA3aTCJIM aKTHUBHOCTHU TpaHCAMHWHA3 U KOHICHTpAallun 6I/IHI/IPYGI/IH3
B CBIBOPOTKEC KPOBHU B TCUCHUC 6 MCECALICB 10 HadaJia JICUCHU TepI/I(bJIYHOMI/II[OM. AXTHUBHOCTB

AJIT cnenyer onpenensTh Kax/ple 2 HelelnM B TeUeHHE 6 MecsleB I0cie Hayana IpUMEHEHUs
tepudayHoMuaa. Bompoc o MOHUTOpHMHIE MOKa3aTenedl (YHKIMU TEYCHH TaKXKe CIeIyeT
paccMaTpuBaTh, KOrjaa Tepu(IyHoOMHU NPUMEHSETCS OAHOBPEMEHHO C IPYTUMHU MOTEHLUAIBHO
rernaToTOKCHYHBIMU TIpenapaTamMu. Bompoc 00 oTMeHe TepudIryHOMIIA CIIEAYET pacCMaTPHUBATh
IPY MOJITBEPXKIEHUH TOBBILIEHNS aKTUBHOCTH TPAaHCAMUHA3 B CHIBOPOTKE KPOBHU, Oosiee 4eM B 3
paza mpesbimatomieM BI'H. Cnenyer MoHuTOpupOBaTh aKTUBHOCTh TpaHCAMMHA3 H
KOHIIEHTpaLUI0 OMIMpyOHHA B CBIBOPOTKE KPOBH Ha (hOHE Teparnuu TeprUPIyHOMHIOM, OCOOCHHO
y MTAIIMEHTOB, Y KOTOPHIX Pa3BUBAIOTCS TAKHE CHMIITOMBI, YKa3bIBAIOIIME HA HAPYIICHNE (DYHKIIH
NeYeHH, KaKk HEeOOBsICHUMAs TOILIHOTA, PBOTA, OOJIM B >KUBOTE, MOBBIIICHHAS YTOMIISIEMOCTb,
AQHOPEKCHS, KENTyXa /WU NOTEeMHEHHE MouH. [Ipu MOoJ03peHrH Ha HAIWYHE CBS3H MEXKIY
HapylmeHueM (QYHKIUM TeYyeHM M HpUMEHEeHHeM Tepu(IyHOMHUAa HEOOXOIUMO TOCPOYHO
IPEKPATUTh IPUEM IIpenapaTa U HayaTh MPOLEAYpPY YCKOPEHHOTO BhIBECHUS (CM. pazjen 5.2), a
TaKXe NMPOBONUTH €XKEHEIeIbHbIII MOHUTOPUHT aKTHBHOCTH NEUEHOUYHBIX (DEPMEHTOB BILJIOTH 10
uxX HopMmanm3anuu. Ecinm pa3BUTHE TEUEHOYHOM HEIOCTAaTOYHOCTH BCJIEJICTBHE IpHEMa
Tepu(IyHOMUAA NPU3HAHO MAJIOBEPOSTHBIM, TaK Kak ObUla BbISBIEHA JApyras BepoOsTHas
NPUYMHA, MOKHO PacCMAaTPHBATh BO3OOHOBJICHUE TEPANTH TEPUPITYHOMHIOM C €KECHEACTbHBIM
KOHTPOJIEM IMoKa3aTesei (QyHKIIMM MeUYeHH J10 UX HOpMaJIU3alluH.

Kpowme citydas pa3BUTHS OCTPOTO TE€MaTUTA B XO/1€ MPOBEACHUS KIMHUYECKUX UCCIIEIOBAHUM, TpU
IPOBEIEHUN TOCTPErHCTPAMOHHOTO HCCIEI0BaHUS HAOIIOAAINCh CIy4ad JIEKapCTBEHHOTO
MOpaXeHHsI MeYeHU (MHOIJa >KU3HEYrpOKalolllhe), YacTO B COYETAHUHU TepUQIyHOMHUIA C
JPYTMMH FenaToTOKCUYECKUMHU JIEKAPCTBEHHBIMU CPEACTBAMM.

3ioynorpediieHre aIKOorojeM
TepudnyHomua HEOOXOAMMO Ha3HAYaTh C OCTOPOKHOCTBHIO IMAIMEHTaM, 3JI0YMOTPEOISIONUM
AJIKOTOJIEM.
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I'unonporenneMus

[TockonbKy Tepu(IyHOMH B BBICOKOW CTENEHH CBA3BIBAETCS C O€JIKAMU KPOBU, B OCHOBHOM C
aIbOyMUHAMHM, KOHIICHTPAIUsI HECBSI3aHHOTO TepU(IyHOMHUIA B IJIa3ME MOXKET MOBBIIIATHCS Y
NAlMEHTOB ¢ TUIONPOTEMHEMUEH, Hanpumep, pu HedpoTtudyeckom cunapome. TepudayHomun
HE CJIeyeT Ha3HA4aTh MTALMEHTAM C BBIPAXKCHHOU T'MITIONIPOTEUHEMUEH.

AprepuaibpHoe JIaBJICHHE

Ha ¢one npumeHeHuss TepudIyHOMUIA MOXKET IOBBIIMIATECS apTEPUATBHOE JaBJICHUE.
Heob6xoauMo  KOHTpOJIMPOBATH  apTEpHAIbHOE  JaBJCHUE TEpell  HayaJoM  JICUCHUS
Tepu(IYHOMHUIOM U TEPUOAMYECKH BO BpeMs JIeueHHUs. B ciydyae MOBBIICHUS apTepHAIBHOTO
JAaBJICHUA HCO6XOI[I/IMO HpOBOI[I/ITB COOTBCTCTBYIOH_IYIO aHTI/IFI/IﬂepTeH3I/IBHy10 Tepanmo 0 U BO
BpeMs JICUCHUS TEPUPITYHOMHUIIOM.

Nudexnum

Yy NalMCHTOB C TAXKCIBIMHA AaKTHBHBIMU I/IHq)eKI_[I/ISIMI/I Ha4daJio JICUCHUA TepI/I(bJIYHOMI/IILOM
H606XO,I(I/IMO OTJIOKUTDH A0 IIOJIHOI'O BBI3JOPOBJICHUS.

B mnane60 KOHTPOJIMPYEMBIX HCCIIEIOBAHUSX TP TIpHUeMe TepH(ITyHOMH/ A TOBBIIIEHHUS YaCTOTHI
TSOKENbIX MHpeKuuil He HaOmoganock. OHAKO, C y4eTOM MMMYHOMOIyJaupyomero 3¢dexra
TepU(IIyHOMHU/Ia, B CIIy4ae pa3BUTHUS y NAUEHTA TSXKEIO0N HHPEKIUN HE00XO0JUMO PacCCMOTPETh
HEOOXOMMOCTh IPEKpaIleHUsl JIYeHUs] IpernaparoM, M Iepea BO300OHOBICHMEM Tepanuu
HEO0OXOUMO OLIEHUTh BO3MO>KHBIE IIPEUMYIIECTBA U PUCKHU. B CBA3M ¢ JIMTENBHBIM IEPUOIOM
IOJIyBBIBEJIEHUS MpernapaTa He00X0AUMO pacCMOTPETh HEOOXOAUMOCTh IIPOBEIECHUS MPOLIETYPbI
YCKOPEHHOTO BBIBEICHUS TEPUQPIIYHOMHIA C TIOMOIIBIO KOJIECTUPAMUHA MM aKTHBUPOBAHHOTO

YTJIAL.

[TaruenTsl, NpUHUMANOIIKME TEPUPIYHOMM], JOJKHBI HEMEUIEHHO COO0IIaTh O CHMIITOMAax
uH(pekuuii Bpauy. [laninentaM ¢ ak THBHBIMH OCTPBIMU M XPOHUYECKUMU MHPEKIIUIMU HE CIIEAyeT
HAUMHATh JIEYCHUE TepU(IYHOMHUAOM 0 TOJHOTO u3jieueHus. [lpumem tepudayHomuga He
pPEKOMEHyeTCs IPU TSHKEIOM UMMYHOAe(hUIIUTE, HApyLIEHUSIX CO CTOPOHBI KOCTHOT'O MO3Ta UM
TIPH TSHKENBIX HEKOHTPOIUPYEMBIX HHPEKIIUSIX.

be3zonacHocTh TepuduiyHOMHIa Y MALMEHTOB C JAaTeHTHOM (Gopmoil TyOepKyne3a Heu3BEeCTHA.
CKpI/IHI/IHF Ha Ty6ep1<yne3 B KIIMHUYCCKUX HCCICAOBAHHAX CUCTEMATHYCCKH HC IPOBOJUIICA.
[TanreHTam, UMEIOIIMM MOJOXKHUTEIbHBIN TECT Ha TyOepKyJie3 IpU CKPUHUHTE, Iepe/l HayaioM
npueMa Tepu@iyHoMua HE00X0AUMO MPONTH COOTBETCTBYIOIIEE JI€UEHUE.

Hapymenust QyHKIIMM JeTKUX

B xnuHMYecKuX MccaeaoBaHuAX TepudIyHOMIIA HE HA0II01aI0Ch CIy4aeB HHTEPCTUIINAIbHBIX
JIeTOYHbIX HapyleHui. [Ipu noctperucTpainoHHOM NPUMEHEHUH TepUITYHOMH1a HAOII0aI0Ch
pa3BUTHE WHTEPCTULIMAIBHBIX OOJNE3HEH JIETKUX, BKIIOYas OCTPbI HHTEPCTUIMAIbHBIN
ITHEBMOHMT.

Bo Bpems neueHus nedIyHOMHAOM, aKTUBHBIM METa0OIUTOM KOTOPOTO  SIBISETCS
TePUQIIYHOMHU], COOOMAIIOCh O Pa3BUTUU WHTEPCTHITMAIBHBIX OOJIE3HEH JIETKUX, 000CTPEHHUN
paHee CYIIECTBOBABIINX MHTEPCTUIIMAIBHBIX Oone3Hel nerkux. MHTepcTunuaibHbie 0ONe3HU
JISTKMX MOTYT Pa3BHBAThCS OCTPO B JIFOOOE BpeMs B TCUCHHWE JICYCHUS W UMETh Pa3IMYHBIC
KIIMHUYECKHe TposiBieHus. HTepcTunmansHpie OOJNIE3HH JIETKUX MOTYT TMPUBOAHWTH K
JCTAIbHOMY HCX0]1y. Pa3BUTHE HOBBIX WM YXY/IICHUE CYIICCTBYIOIMINX JETOYHBIX CHMITTOMOB,
TaKUX KaK Kallelb W OJIbIIIKA, COYSTAIOIIUXCS C JINXOPAAKON WK 0€3 TUXOPATKU, MOKET OBITh
MPUYUHOW JIUIS TIPEKPAIICHHs Tepanuyl ¥ JIJIs JaTbHEHIIET0 COOTBETCTBYIOMIETO O0CIIeTIOBAaHMS
naueHTa. B ciydae HeoOX0IMMOCTH OTMEHHI Mpernapara clieayeT pacCMOTPETh BOPOC O Havale
MPOIIeYPhl YCKOPEHHOTO BhIBeICHMsI TepudryHOMIAa (CM. pa3aen 5.2).
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I'emaTosornyeckye HapyueHus NOCNEND

B mnane60 KOHTpOIMPYEeMBIX UCCIETOBAHUSIX HAOIIOIAI0Ch YMEHBIIICHNE CPETHETO KOJIMYECTBA
JCHKOIMTOB B KPOBU MPUOIM3UTENBbHO HA 15 % OT ucXOogHOro ypoBHS (TJIaBHBIM OOpa3oM,
HEUTPODUIBHBIX JICUKOIMTOB U JTUMQOILUTOB) M KOJIMUYECTBA TPOMOOIIMTOB IPUOIM3UTEIILHO HA
10%. Ilepen Hayanom Tepanuu TeprUGIYHOMUIOM U BO BpPEeMs JIEUCHHS] HEOOXOIUMO MPOBOIUTH
KIIMHUYECKU aHallu3 KPOBU C OMpPEICICHHEM JICHKOIUTApHON (GOpMYyIbl W KOJIMYECTBA
TpoMOOLIUTOB B mepudepuueckord kpoBu. Ha done tepanuu tepudryHoOMUAOM HEOOXOAMMO
MPOBOANTH JOIMOJHUTEIBHBIA MOHUTOPUHT TIPU TIOSIBJICHUM KJIMHHYECKUX CHUMIITOMOB U
MPU3HAKOB, YKa3bIBAIOIINX HA HATMUNE HHPEKIUH.

VY manueHToB C CyLIECTBYIOIIEH aHeMUEH, JeUKONeHUeH 1/UiI TPOMOOLMTONICHHEH, a TaKXKe y
NAIUEHTOB C HAPYIIEHUSMU KOCTHOMO3IOBOTO KPOBETBOPEHHS WJIM MMEIOIUX BBICOKMM PHUCK
IIOJABJICHUS] KOCTHOMO3IOBOI'O KpPOBETBOPEHHUS, MMEETCS IOBBIIICHHBIM PHUCK pa3BUTHUA
reMaToJOTMYECKUX HapylUleHUH MNpu HOpUMEHeHHHM TtepudayHomuga. B ciaydae paszButus
yKa3aHHBIX HEXEJIAaTeNbHbIX PEAKUUH A7 YMEHBIIEHHS KOHIEHTpaluu TepudIyHOMHIA B
IUIa3Me€ KpPOBM HEOOXOAMMO PaccCMOTpPETh BOIPOC O MPUMEHEHHH IMPOLEAYypbl YCKOPEHHOI'O
BBIBE/ICHUS TEPUPITYHOMHU/IA.

B ciyuasix BeIpask€HHBIX T€éMaTOJIOTHYECKUX HapYIICHHH, BKIFOUasi HAHIIUTOIICHUIO, TIPUMEHEHUE
TepruIYHOMHUAA ¥ JTFOO0TO IPYTOTO MOIABIISIFOIIEI0 KOCTHOMO3TOBOE KPOBETBOPEHHUE Mperapara
JOJDKHO OBITh TPEKpAIeHO, W CJEAyeT PacCMOTPETh BOMPOC O MPOBEICHHU MPOLEIYPHI
YCKOPEHHOTO BBIBEICHUS TEPU(PITYHOMH/IA.

KoxHble peakiiuu

Coo0manock 0 cirydasix pa3BUTHS CEPhE3HBIX KOXKHBIX PEAKIHiA, MHOT/IA C JIETAJIHHBIM HCXOIOM,
BKJItOUas pazButue cuaapoma CtuBeHca-/[KOHCOHA, TOKCHYECKOTO AMHUAEPMAIBHOIO HEKPOJIU3a
U JICKApCTBEHHO-OOYCIIOBIIEHHON pEaKIud C 303WHO(UIMEH M CHCTEMHBIMH CHMIITOMaMH

(DRESS-cunapom).

Ecnu Bo3HHMKaeT Mo103peHne, YTO HAOII0AaeMbIe CO CTOPOHBI KOXKH W/MIIN CIU3HCTBHIX 000JI09eK
peakuuu (S3BEHHBIH CTOMATHT) MPUHUMAIOT XapaKTep TSDKENbIX IeHEpalM30BaHHBIX KOMHBIX
peakuuii (cunapoma CruBeHca-/[)KOHCOHA, TOKCHYECKOIO ASIMIEPMAIBHOIO HEKpOIM3a —
cuHpoma Jlaitenna, TeKkapcTBEHHO-00YCIOBIEHHOW peakiy ¢ 303MHO(UINENH U CUCTEMHBIMU
cumnromamu — DRESS-cunnpoma), neuenwe TtepudiayHOMHIOM W JIOOBIMH  JIPYTHMH
npenapaTamy, MOTEHIMAIBHO BBI3bIBAIOIIMMH MOJOOHBIE PEAKIMH, JOJKHO OBITh MPEKPaIeHO;
ClelyeT HEMEMJIEHHO HayaTh MPOLEAYpPY YCKOPEHHOro BbIBEJECHHs TepuduyHoMuiaa. B Takux
cllyyasix MalHeHThl He TOJKHBI BO3OOHOBIIATS JieueHue TepudayHoMuoM (cM. pazaen 4.3).

Bo Bpems Tepanuu TepuIyHOMUAOM COOOLIAIOCH O CIIydasX pa3BUTHUS IICOpHa3a (B TOM 4YUCIIE
MYCTYJIE3HOIO IICOpHa3a) U 0OOCTpEeHMs YK€ UMerolerocs rncopuasa. Ha ocHOBaHMM OLIEHKH
3a00JIeBaHNS U aHAMHE3a MaIlMeHTa MOXKET OBITh PACCMOTPEH BOIPOC O MPEKpALlEHUH MpruemMa
Tepru(IYHOMUAA WIK Hayase Ipoleyphl €ro yCKOPEHHOTO BHIBEICHUS.

[lepudepuyeckas Heliponarus

Y nanMeHTOB, NPUHUMABIIUX TepU(IyHOMHUJ, HAOMIOJATUCh Clydau MepuQeprudecKoil
Hediponiatuu. [locne mpekpareHus mpueMa Ipenapara COCTOSHUE OOJBIIMHCTBA TAIMEHTOB
yay4imajgock. TeM He MeHee, OTMedajach 3HAa4YMTelIbHAas BapuaOeIbHOCTh HCXO/a
nepudepudeckoil HEMpomaTuu, T.€. y HEKOTOPHIX MAllMEHTOB HeHpomaTHsl pa3peluiach, a y
YacTU NAlMEHTOB MHTEHCUBHOCTh CUMIITOMOB HE MEHsulach. Eciny y manueHnTta, NpuHUMaBLIETO
TepU(IYHOMHU, TUarHOCTUPOBAHA NepudepuyecKas HelpomnaTus, clielyeT pacCMOTPETh BOIIPOC
0 MpEeKpalleHuu npuemMa TepuIyHOMHUAAa U MPOBEIECHUH MPOLEAYPhl YCKOPEHHOTO BBIBECHUS
TepUQIyHOMHUIA.

Baxkmmmaarnms
JIBa KIMHHUYECKHMX UCCIENOBAaHMS TOKA3ajdd, YTO BaKUWHAUWA HWHAKTUBUPOBAHHBIM

HEOAHTUTeHOM (TepBas BaKIMHALMA) WJIM TOBTOPHBIM aHTUTE€HOM (pEeBaKLUHAIUSA) WU
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BpEMsA JICUHCHUA TepI/I(l)HyHOMI/IIIOM. HpI/IMeHeHI/Ie JKUBBIX OCJIa0JICHHBIX BaKIIMH MOXKET OBITE
CBs3aHO C pUCKOM I/IH(l)I/ILII/IpOBaHI/IH H IIO3TOMY €T0 CIEAYET n30erarh.

HMMMyHOCYNIpecCMBHAs M1 MMMYHOMOIYJIUPYIOUIAs Tepanus
[TockonbKy ne(IyHOMH] ABISETCS UCXOIHBIM COSAMHEHUEM TEPUQPIYHOMUAA, OJHOBPEMEHHBIH
npueM TepudiyHoMua ¢ 1e(GIyHOMUIOM HE pEKOMEHIOBaH.

OpnHOBpeMEHHOE  IpPUMEHEHME  TepU(IyHOMMJIA €  AHTUHEOIUIACTMYECKHMMM MU
MMMYHOCYTIPECCUBHBIMHU ITpeNapaTamMy, IPUMEHSIEMbIMH JUIsl JIEYEHUS PACCEIHHOTO CKJIEpO3a, HE
uzyyasiocb. HMccnenoBaHus 1o 0e30MaCHOCTH, B KOTOPBIX TEPUQPIYHOMMJ IMPUHUMAICA
OJHOBPEMEHHO ¢ HHTep(epoHOM OeTa WK ¢ TIaTupamMepa aleTaToM Ha NPOTSHKEHUU 10 OJJHOTO
rojia, He BBIABUIIM NTPo0JIeM ¢ 6e30MacHOCThI0. be3onacHoCTh 3Tol KOMOMHALIMY IIPU JUTUTEIIEHOM
IpUEMeE JUIA JICUECHUS PACCEIHHOIO CKJIEPO3a HE N3Yy4allach.

[epexon Ha TepUQIYHOMUJ WK C TepudIyHOMUIA

Ha ocHOBaHMM KIWHHYECKHX JAaHHBIX, OTHOCSIIUXCS K OJHOBPEMEHHOMY IPHUMEHEHHUIO
tepudayHoMuia ¢ uHTepGEepoHOM O€Ta WM C rIaTHpaMepa aleTaToM, MOXKHO CKa3aTbh, YTO HET
HUKAKOW HEOOXOIMMOCTH B MEPUOJIC OXKHJIAHKS MPH HAvaje Tepanuu TepUu(IYHOMHUIOM IMOCIIEe
uHTEepdepoHa OeTa Wi riaTupamepa arerara, Wi pyu Hadalle Tepanui HHTeppepoHoM OeTa nim
riiaTupamepa ameTaToM Iociie Teparnuu TepudIyHOMHUIOM.

B cBsi3u ¢ uMTenbHBIM [IEPUOJOM IOTYBBIBEICHNS HaTaiu3ymabda OJTHOBPEMEHHAas CUCTEMHas
9KCHO3MLIHUSA, U, CIEJOBATEIBHO, OJHOBPEMEHHOE BO3/EHCTBHE Ha HMMYHHYIO CHCTEMY MOXET
NPOM30WTH B CIy4ae Hayajga Tepanud Tepu(IyHOMUIOM B Te4eHHE 2-3-X MECSIEB IOCie
npekpaileHus npueMa Haranuzymada. [loatromy cienyer colmonaTh Mephl MPEIOCTOPOKHOCTH
IpY TIepexo/ie C Teparuy HaTaIn3yMaOoM Ha Tepu(IyHOMHU]T.

C yyerom mnepuojia NOJyBbIBeIeHHUs (PUHroIMMOna HEOOXoauM O6-HeNeNlbHbIH MHTEpBal 0e3
Tepanuu JUIsl SJIMMUHALMKY U3 OpraHu3Ma LUPKYIHpyromux Beniects. Ot 1-ro g0 2-x Mecsues
HEOO0X0MMO JJIsi BO3BpAIEHUS KOJMYECTBa JUM(OIMTOB K HOpPME TIOCIEe MpeKpaleHHs
npuMeHeHus unromumona. Hauano neuenus tepudayHOMUAOM B T€YEHHE 3TOTO BPEMEHHOTO
UHTEpBaJla MOXET IPHUBECTH K OJHOBPEMEHHOW CHUCTEMHOM SKCIO3UIMM (PUHrOIMMONa U
TepuQIIyHOMHUIA. DTO MOKET IPUBOJIUTH K aJIUTUBHOMY BO3JICHCTBUIO HA UMMYHHYIO CUCTEMY.
[TosToMy crnenyer cobmroaTb Mepbl MPEJOCTOPOXKHOCTH IpPH MEepexoAe C Teparuu
(UHTOIMMOJIOM Ha TEPANUI0 TEPUPIYHOMUAOM.

VY HanmeHTOB C pacCesHHBIM CKJIEPO30M MeEJIMaHa NEPUOAA IOJYBBIBEIACHHS M3 OpraHu3Ma
cocTapisuia npuobausnuTenbHo 19 aHel Ha GoHe MmpreMa MOBTOPHBIX 103 MpenapaTa B 103¢ 14 mr.
Ecnu npuHsATO pemieHne o NMpeKpalleHuy JIedeHUus Tepu(IyHOMHUIOM B TeUEHHE 5 MEpPHOI0B
MOJTYBBIBEJIeHUS (TIPUOTU3UTENBHO 3,5 Mecsia, XOTs y HEKOTOPHIX MAIlMEHTOB MOXKET OBITh U
JI0JIbILIE), HAyajo JPYroil Tepamuu NpUBENET K OJHOBPEMEHHOW CHUCTEMHOM 3KCHO3HUIUH C
TEPUPIYHOMUJOM. DTO MOXKET MPUBECTH K a1 TUTUBHOMY BO3EHCTBUIO HA UMMYHHYIO CUCTEMY,
410 TpeOyeT 0053aTeNbHOr0 COOII0IEHHSI MEp MPEJOCTOPOKHOCTH.

BcnomorareibHBIE BENECTBA

[Ipemapar TepudmyHomun comepkar sakToly. llanmmeHTamMm ¢ peako BCTpedaroliencs
HACJIEJICTBEHHON HEMEPEHOCUMOCTBHIO TaJlaKTO3bl, ACPUIIUTOM JaKTa3bl JOMApe WU TIIFOKO30-
raJlakTO3HOHM MallbabcopOiuel He clieAyeT MPUHUMATh 3TOT Mpenapar.

4.5. B3anMmojeilicTBMe C JAPYrHMH JIEKAPCTBEHHBIMHM IpenaparamMu W Jpyrue BH/bI
B3aUMOIeHCTBUA

BzanMopeiicTBUs, CBSI3aHHBIE ¢ BO3JIEMCTBHEM APYIHUX  JEKAPCTBEHHBIX CPEJICTB  Ha
(hapMaKOKHMHETHKY TEpU(DIYHOMUIA
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OKHCJICHUE, C MUHUMAaJIbHBIM y4acTUeM B HeM u3o(hepMeHToB nutoxpoma cuctemsl P450 (CYP)
¥ 130)epPMEHTOB MOHOAMHHOKCHIA3bl, COAEPKAIIUX (IIAaBHUH.

Mownvie undoyxmopul uzopepmenmos yumoxpoma P450 (CYP) u mpancnopmepos
OnHOBpEeMEHHOE eXeTHEeBHOE IpUMeHeHne pudamnunrHa (uaaykropa nopepmentoB CYP2B6,
CYP2C8, CYP2C9, CYP2C19, CYP3A) B no3e 600 mr 1 pa3 B cyTkH B TeUeHHE 22 THEH, a TAKKE
npueM UHIyKTopa A(QQUIIOKCHBIX IepeHocunkoB P-rimkonporenna (P-gp) u  Oenka
PE3UCTEHTHOCTH K paky MoiouHoi »xene3sl (BCRP) m tepudmyHomuma (pasoBas J103a,
cocraBisiromiasi 70 Mr) OPUBOAMIM K CHIKCHHIO CHCTEMHOW SKCIO3UIMU TEPUQPIyHOMHIA
npubnu3utenbHo Ha 40 %. Bo Bpems seueHus Tepu@uiyHOMUIOM pUDAMIULKUH U JIpYyrHe
u3BecTHbIe MHAYKTOpEI CYP 1 nmepeHocunkoB 0enkoB, Takue Kak kapbamazenuH, peHodapouran,
benuTorH U 3Bepo00il MPOIBIPSBICHHBIN CIeIyeT Ha3HAYaTh C OCTOPOIKHOCTHIO.

Konecmupamun unu akmueuposauHwiil y20is

He pexkomeHmoBaH OJHOBPEMEHHBIH TpuUeM TEepUQPIYHOMHIA U KOJECTHpaMHMHA WU
AKTUBUPOBAHHOI'O YIJISl, IMOCKOJBKY 3TO BEAET K OBICTPOMY M CYLIECTBEHHOMY YMEHBILIECHHUIO
KOHIICHTPaluH Tepu(IyHOMHIA B TIa3Me KPOBH, 38 UCKIIOYEHUEM CITy4aeB, KOTJa HeOOXOIMMO
YCKOpPEHHOE BbIBeieHuE TepuduiyHomua. CuuTaercs, 4To0 MEXaHU3M YCKOPEHHOI'O BBIBEICHHUS
00yCJIOBJIEH TMpEephIBAHUEM II€YCHOUYHO-KHUIICUYHOW PEUUPKYISIIUKA Tepu(IyHOMUAA W/WIN
ey JOYHO-KUIIEYHBIM THAIN30M TepU(IyHOMHUIA.

B3auMojielicTBHs, CBS3aHHBIC C BIHMSHUEM TepUQUIyHOMHJIA Ha (apMaKOKUHETUKY JPYIHX
JICKapPCTBEHHBIX CPEJICTB

Bosoeticmsue mepughnynomuoa na cyocmpamer CYP2CS

BbuT0 0TMEUeHO yBeM4YeHHe cpeHero 3HadeHuss Cmax | TUTOIIA U IO KPUBOU «KOHIICHTPAIIHSI-
Bpems» (AUC) s penarmuampga (1,7- u 2,4-KpaTHOe, COOTBETCTBEHHO) IIOCIE IpPHEMA
MOBTOPHBIX JI03 TEPU(PIIYHOMHUA, YTO ITO3BOJISCT MPEINOIOKHUTh, YTO TEPUDITYHOMU SABISCTCS
unruoutopom msodepmenra CYP2CS8 in vivo. ITostomy Ha ¢one mpuema tepudiyHOMHIA
JIEKapCTBEHHBIE CPEICTBA, MeTa0OMH3UpYOIIHecs ¢ moMotisio n3odepmenta CYP2CS, rakue kak
pemariavHuA, TMaKIWTaKced, MHOTJIMTAa30H WU PO3UTIUTA30H, CIEAyeT MPUMEHSITh C
OCTOPOYKHOCTBIO.

Bo3zoeiticmsue mepugiynomuda Ha nepopanvhvie KOHMpPAYenmuesl

Ha ¢one npuema mMOBTOpPHBIX 103 TepU(PIyHOMHIA OBIJIO OTMEUEHO YBEJIWYEHUE CPETHUX
3HaveHnid Cmax u AUCo-24 anst stuHmmdceTpaaunona (1,58- u 1,54-kpatHoe, COOTBETCTBEHHO) H
Cmax u AUCo-24 neBonoprectpena (1,33- u 1,41-kpaTHoe, COOTBETCTBEHHO). XOTS HE OKUAACTCS,
YTO B3aUMOJICHCTBUE C TEPUPIYHOMUIOM OKaXeT HeOJIaronpusTHOE BO3ACHCTBUE Ha
3 PEKTUBHOCTh TEPOPATBHBIX KOHTPAICITUBOB, CIEAYET €ro YYWTHIBaTh NPU BEIOOpPE H
KOPPEKIIMHU 7103 MEPOPAbHBIX KOHTPALIEITUBOB IIPU UX KOMOMHAIMH C TEPUPITYHOMUIOM.

Boszoeticmseue mepugpnynomuda na cyocmpam uzogpepmenma CYP1A2

[Tpuem moBTOpHBIX 703 TepupIyHOMUAA cHIDKan cpeqHue 3HadeHus Cmax u AUC kodenna
(cyoctpara uzopepmenta CYP1A2) na 18 % u 55 %, COOTBETCTBEHHO, 4YTO TO3BOJISET
IPEANONIOKHUTb, YTO TEPU(PIYHOMHUI IN VIVO sBIsSETCS CIaObIM HHIYKTOPOM H30(pepMEHTa
CYPIA2. B cBsi3u ¢ ATUM JIGKaPCTBEHHBIE TpErapaThl, META0OIU3UPYIOMIHECS C MOMOIIBIO
uzodpepmenta CYP1A2 (Takue kak AyJIOKCETHH, allOCETPOH, TEOQWIINH U TU3AHUIUH), CIeTyeT
MPUMEHSTh C OCTOPOKHOCTBIO BO BpeMs JIEUEHHS] TEpU(PIYHOMUIOM, MOCKOJIBKY 3TO MOKET
NPUBECTH K CHIXKEHUIO 3(D(PEKTUBHOCTHU 3TUX MPENapaToB.

Bosoeticmsue mepughnynomuoa na eapgpapun
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Bap(apuHa, YTO CBUACTEIHCTBYET O TOM, YTO TEPUDIYHOMU HE SBISCTCS MHTMOUTOPOM WU
unaykropom uzodpepmenta CYP2C9. Tem He meHee, ObLIO OTMEUEHO yMeHbIleHHE Ha 25 %
nukoBoro MexayHapogHoro HopmanuzoBannoro Otnomenus (MHO) npu onHOBpeMEHHOM
npUMeHeHUn TepudiayHoMuaa u BapdapuHa, [0 CPaBHEHUIO C MOHOTepamnueil BaphapHHOM.
[TosTOMy TpH OJHOBPEMEHHOM NpPUMEHEHHMH BapdapuHa U TepUPIYHOMHAA PEKOMEHIYeTCs
THIATEeNbHOE HA0JI0IeHue 3a nanueHToM u MmouuTopuar MHO.

Brusanue mepugnynomuoa na cyocmpamot nepenocuukos opearnuyeckux anuonog 3 (I10A3)

Ha ¢one kypcoBoro npuema tepudaynomuaa vabmogaercs ypenndenrne Cmax u AUC (1,43- u
1,54-kpaTHOE, COOTBETCTBEHHO) Ie(hakiiopa, 4TO CBHIACTEILCTBYET B I0JB3Y TOrO, 4TO iN VIVO
tepudayHomun seusercs uaruouropom I[IOA3. Tlostomy cremyer coOmonaTh OCTOPOKHOCTD
IIPU OJTHOBPEMEHHOM NpUMEHeHUH TepudiyHomua u cyocrparoB [I0A3, Takux kak nedaxiop,
OCH3WINCHULMIUINH, TUITPO(IOKCAIIMH, HHIOMETAINH, KeTOnpodeH, GpypoceMu]], UMETUIHH,
METOTpPEKCAT U 3UJOBYIUH.

Bnuanue mepughnynomuoa mna cyocmpamor BCRP u/unu mpancnopmupyrowue opeanuieckue
anuonwl noaunenmuovt Bl u B3 (OATP1B1/B3)

Ha ¢one npuema noBTOpHBIX 103 TepudIyHOMUAA HAOIIO1AT0CH YBEIHMUYECHHUE CPEAHUX 3HAUCHU N
Cmax u AUC (2,64- u 2,51-kpaTHoe, COOTBETCTBEHHO) po3yBacTtaTuHa. OHaKo HEe HAaOJI01a10Ch
3aMETHOTO BIUSHUS JAHHOTO YBEIUYEHHS CHUCTEMHOM SKCIIO3UILIMU pPO3yBacTaTHHA B ILIa3Me
kpoBu Ha aktuBHOCTb ['MI-KoA penykrassl. Pexkomenayercs 50 % cHukeHue 03Bl
pO3yBacTaTUHa IPU €ro OJJHOBPEMEHHOM Mpueme ¢ TepudryHomuaom. pyrue cyocrparst BCRP
(Takue Kak METOTpeKcaT, TOMOTEKaH, Cyib(acana3uH, JayHOPYOWIIMH, NOKCOPYOWIIMH) U
cyoctpatel cemerictBa OATP, ocoGenno wunrubutopel ['MI-KoA penykrassl (Takue Kak
CUMBACTaTHH, AaTOpBACTaTHH, IpPaBacTaTHH, METOTPEKCaT, HATETJIMHUJA, peHariuHuj,
pudaMIUIMH) OJHOBPEMEHHO C TEPU(IYHOMHJIOM CJEIYyeT MPUMEHSTh C OCTOPOKHOCTBHIO.
[TateHTHl MOJDKHBI HAaXOAMTHCS IO/ TIIATEIBHBIM HAOIIOJCHHEM Ha TPEAMET IOSBICHUSL
MPU3HAKOB M CUMIITOMOB TOBBIIIEHHUS] CHCTEMHOM SKCIIO3UIIMU ITHX JIEKApPCTBEHHBIX CPEJICTB, U,
P HEOOXOIMMOCTH, CIIEYET PAaCCMOTPETHh BOIPOC O CHUIKEHHUHU UX JI03.

Brusanue mepugnynomuoa na cyocmpamor usopepmenmos CYP2B6, CYP3A, CYP2CY, CYP2C19
u CYP2D6

[Tpuem TepudyHoMHa HE OKa3bIBaJ BIMSHUSA Ha (papMakOKMHETHKY OymnponuoHa (cyOcTpaTa
uzopepmenta CYP2B6), mupazonmama (cybctpara wuszopepmenta CYP3A), S-Bapdapuna
(cyoctpara m3odepmenta CYP2C9), omemnpazona (cyoctpara uzodepmenta CYP2C19) u
MmeTtonpoiona (cyoctpata uzopepmenta CYP2D6).

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTDH U JIAKTAIUS

bepemeHHOCTD

B HAaCcTOAIICEC BPEMA HMCHOTCA OIPaHUYCHHBIC OAHHBIC O IPUMCHCHUU TepI/I(I)JIYHOMI/I,Z[a y
6epeM€HHI>IX KCHIIIHH. B HCCIICAOBAHUAX Ha XHBOTHBIX IMPCrapaTr OKa3bIBall TOKCHUYCCKOC
BO3HCﬁCTBHC Ha PCIIPOAYKTUBHYIO (I)YHKI_[I/IIO

TepudmyHoMua MoKeT BbI3BaTh CEPbE3HbIE BPOKICHHBIE TOPOKU PA3BUTHSI IPU €T0 TPUMEHEHUN
BO BpeMs OepeMEHHOCTH, MOITOMY MpHUMEHEHHE TepuQIyHOMUIA TpPH OepeMEHHOCTH
MPOTHUBOIIOKa3aHo (cM. pasnen 4.3).

JlocTynHble KIMHUYECKHE JaHHBIE U3 PEecTpPOB OEpEeMEHHOCTH, KIMHHUYECKUX HCCIIEAOBAHHM,
ciydyaeB (apMakoHaA30pa M ONMyOJIMKOBAaHHOW HAy4yHOW JMTEpaTypbl KpailHE OrpaHUYeHBI,
MOSTOMY HE TO3BOJIIOT CJeNIaTh KaKue-THOO Ompe/eNieHHbIE BBIBOABI, HO 3TH JaHHbBIE HE
YKa3bIBalOT Ha YBCIWYCHHUC CJIYJaCB BPOXKIACHHBIX }Ie(l)eKTOB N BBIKI/IJII)IHIeﬁ B CBA3U C
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MOCJEAYIOEM  TPOBEACHUM  MPOLEAYyphl  YCKOPEHHOTO  BBIBEACHUS  TepUIyHOMHUA.
OTCyTCTBYIOT KIMHMYECKHE JaHHbIE, Kacaroluecs: 0osee MOo3JHEero BO3JeHCTBUA mpenapara B
IIEPBOM TPUMECTPE OEPEMEHHOCTHU HJIH MO3/IHEE.

[IpocrieKTHBHBIC TaHHbIC (M3 KIMHUYECKUX HMCCIICIOBAHUI U MOCTPETMCTPALMOHHBIX OTUYETOB)
1utst 6onee 150 cmyyaeB GepeMEHHOCTH Y MAIMEHTOB, KOTOPBIE MOJTydanu TepudIyHoMuI, u 6oee
300 ciryyaeB OEpEMEHHOCTH Y MAIIMEHTOB, KOTOPbIC MOIydYaid JIeIyHOMH, HE MOITBEPHKIAI0T
IMOBBIIICHHYIO YaCTOTY CIIY4acCB BPOKACHHBIX ITOPOKOB Pa3BUTUSA UJIU BBIKI/II[BIH.ICﬁ IMOCJIC IpueMa
Tepu(IyHOMUIa B PAHHEM MEPBOM TPUMECTPE MPH TMOCICIYIOIIEM MPOBEACHUH TMPOIEITyPhI
YCKOPEHHOTO BbIBeAeHUs TepudayHomuna. He HaOM0OAan0Cch 3aKOHOMEPHOCTH Pa3BHTHUS
OCHOBHBIX BpPOJKJICHHBIX MOPOKOB pa3BUTHs y yelioBeka. OrpaHUYCHHbIC JaHHBIC BKJIIOYAIOT B
ce0s1 HeJJOCTATOYHOE KOJMYECTBO 3apPETHCTPUPOBAHHBIX CIy4acB OCPEMEHHOCTH, HEOOJBIIYIO
POIOJDKUTEIBHOCTh BO3/ICHCTBHUS JIEKAPCTBEHHOTO TMperapaTta B Cliydae 3aperuCTpHpPOBaHHOM
OCpEeMEHHOCTH, HEIOJIHOE IIPEJIOCTABICHHE JAHHBIX W HECIOCOOHOCTh KOHTPOJIHPOBATH
UCKaxammme ¢GakTopbl (Takde Kak OCHOBHOE 3a00JIieBaHME MaTepd U MPUMEHEHHUE
COITYTCTBYIOILIUX JIEKAPCTBEHHBIX CPEJICTB).

>KGHH_II/IHBI ACTOPOJHOro  BO3pacTa AOJDKHBI  HCIIOJIB30BaTh 3(1)(1)6KTI/IBHBIG cpeacTBa
KOHTpaluCuuuu BO BPEM U IIOCJIC TCPAIIUU, €CJIM KOHLICHTPpAaluA TepI/I(i)JIyHOMI/IIla B IJIa3MC€ KPOBU
IMPCBLINIACT 0,02 Mmr/i. B Teuenue YKa3aHHOI'0O I€puoia BPEMCHHU KCHIIUHBI JOJI?KHbBI O6CY)KI[aTL
CO CBOMM Ji€HalllUM BpavoOM JIFOOBIC BOIIPOCKHI, CBA3AHHBIC C MPCKPAIICHUEM IIPUMCHCHUA HJIN
HU3MCHCHUCM CPCACTB KOHTPALCIIIUU.

B ciyuae 3amepxku MeHcTpyanuu Ha (oHe mpuema TepudIyHOMHIA HEOOXOAMMO CPOYHO
UH(POPMHUPOBATH 00 3TOM Bpaya U BBIIIOJIHUTH TECT Ha OEpeMEHHOCTh. B citydae mojaokuTeabHoro

pe3yabTata Bpad JOHKEH OOCYIHWTH C TAlMEHTKOW BCE PHUCKH, CBA3aHHBIE C NPUMEHEHUEM
npenapara Bo BpeMsi 0epeMEHHOCTH, IPOBEPUTH OCTATOYHYIO KOHIIEHTpaIMIo TepudayHomuia. B
ciydae ecnu KoHueHTpamus mpeBbimaer 0,02 Mr/i, pekoMeHIyeTcsi MPOBECTH MPOLEIYPY
YCKOPEHHOTO BBIBEACHUS TepudryHoMuaa. Bo3MoKHO, 4TO OBICTpOE CHMKEHUE KOHIIEHTPALIUH
Tepu(uIyHOMUJa MyTEM HPOBEACHUS MPOLENypbl YCKOPEHHOI'O BBIBEACHUs Ipernapara Ipu
NEePBOIl 3a/Iep’KKe MEHCTPYaAJIbHOIO IIMKJIa MOXKET CHU3UTh PUCKH JUIS TUI0JA.

KenmuHaMm, TPUHUMAIONIUM TEPHQPIIYHOMUT W TUIAHUPYIONIMM OCpEeMEHHOCTh, CIIEAYyeT
PEKOMEHI0BaTh MPEKPaTUTh IIPUEM MpenapaTa v MPOBECTU MPOLIETYPY YCKOPEHHOTO BhIBEICHUS
TepuQIIyHOMHUIA 1)1 OBICTPOTO CHIMYKCHUS KOHIICHTPAINK TePU(IYHOMH/IA B TUTa3Me KPOBH HIKE
0,02 mr/m.

Ecnu mpouenypa yCKOPEHHOTO BBIBEACHUS TEPUQPIYHOMHJA HE MPOBOJAUTCS, KOHIEHTpAIUS
TepudIyHOMUAA B IUIa3Me KpOBH MOKeT npeBbimath 0,02 MI/a B cpeiHeM B TeUEHHE 8 MECSIIEB,
OJHAaKO HCKOTOPBIM IMAITUCHTKAM MOXKET HOTp€6OBaTBC$I a0 2 J1eT AJId AOCTUXKCHU A KOHIICHTpallun
B 1a3me Huke 0,02 mr/in. [TosToMy creayet u3mMepuTh KOHLIEHTPALUIO TepU(IYHOMU 1A B TJIa3Me
KpOBH, MpECKIAC 4YEM IIJIaHUPOBATH 6€p€MCHHOCTB. ITocne BuIABIECHUS KOHICHTpAaIun
tepudayHoMuaa B miazme Huke 0,02 Mr/m HeoOX0UMO U3MEPUTh KOHIIEHTPALIMIO B IJIa3Me elle
pa3 He MeHee yeM uepe3 14 nueit. Ecnu 00a 3HaueHust KoHleHTpauuu B miaazMe Huxe 0,02 mr/m,
3TO O3HAYaEeT, YTO PUCK IS TI0JIa OTCYTCTBYET.

Ilpoyedypa ycxopernnoeo 8vigederuss mepughiyHomuoa

[Tocne mpekpamieHus Tepanuu TEPUPIYHOMHUIOM, €r0 BBIBEJEHHUE MOXKET OBITh YCKOPEHO C
MOMOIUIbIO OJTHOM U3 CIAEAYIOIINX MPOLEAY:

e [IpUEM BHYTPb KOJIECTUpaMHUHA MO 8 I Kaxable 8 dacoB B TeueHue 11 aueit. Ecim npuem
KoJIECTHpaMHHa 10 8 T 3 pa3a B CYyTKH IUIOXO MEPEHOCUTCS, MOKET OBITh MCIIOJIb30BaHa CXeMa
IIpueMa KOoJIeCTUpaMHHa 10 4 I KaxK/Iple 8 4acoB.

e ppueM BHYTpb 50 I mOpoNIKa aKTUBUPOBAHHOTO YIJIsl Kaxble 12 yacoB B TeueHue 11 guei.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

€CIIM HET He0OXOAUMOCTHU OBICTPOTO CHIKEHUS KOHIICHTpALUHU Tepu(IyHOMHIa B IIJIa3Me KPOBH,
TO KOJIECTUPAMUH U aKTUBUPOBAHHBIN yrojb He 0053aTeJIbHO IPUHUMATh €KETHEBHO.

[Tocne mpoBeneHus MpoIeAYPhl YCKOPEHHOT'O BBIBEJICHUS IIpernapara BhIMOIHSIOT J1Ba OTAEIbHBIX
TeCTa C UHTEPBAJIOM HE MeHee 14 THeH M MeproIoM OKHIaHMsI TIOJITOPA MECsIa MKy TIEPBbIM
BBISIBJICHHEM B TU1a3Me B KOHICHTparuu Hike 0,02 MI/1 1 MOMEHTOM OTUIOI0TBOPEHHUSI.

KonectnpamMuH 1 aKTUBUPOBAaHHBINA YrOJIb MOT'YT OKa3bIBAaTh BIIMSIHHE HA BCACBIBAHME SCTPOT€HOB
U IIPOrecTarcHoB, I03TOMY HEJb3sl TapaHTUPOBATh HANCKHYIO KOHTPALENIUIO OPAIBHBIMU
KOHTpAILeNITUBAMH BO BpeMs MPOLEAYPbl YCKOPEHHOI'O BbIBEJCHUS TEPUPIYHOMHU/IA C TIOMOIIBIO

KOJICCTUpaMHHA WJIM aKTUBUPOBAHHOTO YIJIA. PCKOMCHIIyCTCSI HCIIOJIb30BAaTh aJIbTCPHATHUBHBLIC
MCTOJbI KOHTpalCIIIHUH.

[Tponienypy yCKOpEHHOTO BBIBEJCHUS TEPUPIYHOMIIA MOKHO TAaKXKe BBITOJIHATH B JTF000€ BpeMs
10CJIe IPEKPAILEeHUs Teparuu TEPUQPIyHOMUIOM.

[IpuMeHeHre y MY)KYUH

Puck smOprnoderanbHOH TOKCHYHOCTH, CBSI3AHHOW C JieYeHHEM Tepu(IyHOMHUIOM MYKYUH,
CUMTACTCS] HUZKUM.

JlakTauus

HccnenoBanusi Ha >KUBOTHBIX MPOJEMOHCTPUPOBAIIM, YTO TEPUQPIYHOMHI IKCKPETUPYETCS B
rpynHoe Mosoko. Ilpumenenue tepudayHoMHIa NPOTUBONOKA3aHO B IEPUOJA TPYIHOIO
BCKapMJIMBaHUS.

DepTUabHOCTD

Pe3ynbTarhl MccnenoBaHWl Ha JKMBOTHBIX HE IPOAEMOHCTPUPOBAIN KaKOro-auOO BIIMSHUS
tepudayHoMuaa Ha (EepTUIBHOCTb. XOTS OTCYTCTBYIOT COOTBETCTBYIOIME JaHHbIE s
YeNoBeKa, BO3/ICHCTBIE HAa MYKCKYIO U JKEHCKYIO (DepTHIBHOCTh CUMTACTCSI MATIOBEPOSTHBIM.

4.7. Bausinue Ha CHOCOOHOCTHb YNPABJATH TPAHCHOPTHBIMHM CPeJACTBAMM M PadoTaTh ¢
MeXaHu3MaMHu

TepudnyHomua He OKa3bIBaeT WJIM OKAa3bIBACT HE3HAUMTENIbHOE BJIMSHME Ha CIOCOOHOCTh
yIpaBJIATh aBTOMOOMJIEM WM IMOJB30BaThcsd MexaHu3MaMu. OJHAKO MpH BO3HUKHOBEHHHU
HEXEJATENbHBIX SIBJICHUM CO CTOPOHBI HEPBHOM CUCTEMBI, HAIIPUMED, TOJIOBOKPYKEHUS, CIEAYET
BO3/JEPKATHCS OT YIPaBJICHUs TPAHCIOPTHBIMUA CPEACTBAMM U 3aHATUN IPYTMMH MOTEHIUAIBHO
ONaCHBIMM BUAAMHU JIESTEIBHOCTH.

4.8. HexxennaTesibHbIC peaKIUU

Pesrome npoduis 6e3onacHocTu

B o0mieif ci10:XHOCTH B KIIMHUYECKUX UCCIIEI0OBAaHUAX TepU(IyHOMHIa MPUHUMAIH yyacTue 2267
narenToB (1155 manueHTOB mpUHUMAaNU €XeTHEBHYIO 03y 7 Mr, a 1112 nmamueHToB — 103y
14 mr). B yetsipex mnamne6o-koHTpoaupyeMbix uccienoanmsx (1045 u 1002 manuenTta B rpymnmnax
7 mMr u 14 mr tepudiayHOMHIa, COOTBETCTBEHHO) W OJHOM MCCIIEJOBAHUU C AaKTHBHBIM
npenapatoM cpaBHeHUs (o 110 manueHTOB B KaKIOW Ipymrme jedeHus TepudIyHOMHUIOM)
CpedHsisl TPOJODKUTENBHOCTh IMPUMEHEHHs Ipernapara y MalUeHTOB € PelUIUBUPYIOIIUM
paccesiHHbIM ckiiepo3oM (PPC) coctaBuia okoso 672 mHei.

TepudnyHomua sBiseTcss OCHOBHBIM MeTabonutoM neduyHomuaa. Mudopmanus o npoduie
0e30MacHOCTH JeQIyHOMUIAa Y MAlMEHTOB C PEBMATOMAHBIM WM MCOPUATUYECKUM apTPUTOM
MOXET OBbITh MpPUMEHUMa K TepU(IYHOMHUAY, MPUHUMAEMOMY IMallMEeHTaMU C PACCESTHHBIM
CKJIEPO30M.
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(NOCNEQCBATENEHOCTE 0003)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

AHanu3 00BbEIUHEHHBIX JaHHBIX IUIAIE00-KOHTPOIUPYEMbIX HCCIEIOBAaHUNA OCHOBBIBAJICS Ha
ombITe puMeHeHus: TepuduryHomuaa 1 pas B cytku 2047 manueHTaMu C pelyIdBHPYIOITUMU
dopMaMu pacCesTHHOTO CKJiepo3a. Y MalMEHTOB, MOJYYAIOUIMX TEepanuio TepudIyHOMHUIOM,
HauboJee YacTo co00IIAI0Ch O CIASAYIOUINX HeXeNaTeIbHBIX PEaKusiX: rojloBHas 00Jib, Auapes,
NOBBIIIIEHUE aKTUBHOCTH anaHuHaMuHOTpaHcdepasbl (AJIT), tomHora m anonenus. OObIYHO
rojioBHasi 00Jb, AUapes, TOIHOTA U ajomnenus ObUTH JIErKOW WJIM YMEPEHHOH CTENEeHH TSKECTH,
IPEXOAALIUMH U PEAKO MPUBOIALIMME K IPEKPALICHUIO JICUEHHUS.

TabnuyHoe pe3roMe HeXKeNIaTeNIbHBIX PEaKIHi

Huxe npuBeieHbl HeXXenaTeNIbHbIE PEaKINK, pa3BUBAIOLINECS TPU IPUMEHEHUHU TepUIyHOMUIA
B 03¢ 7 Mr u 14 mr (c gactoroit > 1 % u Ha > 1 % yare, 4em npu npueme 1mianedo, B Xoze
1a11e00-KOHTPOJIUPYEMBIX HcciaeioBaHuil). YacToTy onpeaensuii cieayromuM o0pa3oM: 04eHb
gacto (> 1/10); wacto (> 1/100, < 1/10); meuacto (> 1/1000, < 1/100); peaxo (= 1/10000, <1/1000);
oudeHb peako (<1/10000); yacrora Hen3BecTHA (YCTAHOBHUTH YaCTOTY 110 UMEIOIIUMCS IaHHBIM HE
IIPEJICTABIISIETCS BOZMOXKHBIM).

CucremHo-
o Ouenp Ouenp
OpTaHHBIN YacTto Hewacto | Penko HewussectHo
CIACC 4acTo penKo
Hupexyuu u I'punm, nadexnmun Tsxensie
uHeasuu BEPXHHUX UHpEKIUH
JBIXaTENbHBIX BKJIIOYast
myTei, nHQeKIun cencuc*®
MOUEBBIBOISIINX
myTel, OpOHXUT,
CHUHYCHT,
(dapuHrurT,
LUCTHUT,
BUPYCHBIN
racTPOIHTEPUT,
repuec  IOJOCTU
pra, uHpEKIUN
3yOOB, JapUHTHT,
MHKO3 KOXKH CTOI
Hapywenus co Heiitponenus, Tpombory
CMOPOHYBL KPOSU U aHeMus UTONECHHUS
aumpamuieckoll JIeTKOM
cucmembl CTETICHH
TSDKECTH
(Tpomboit
UTEHI
<100x10%
o))
Hapywenus co Annepruueckne Peaxkiun
CMOPOHYL peakuuu  JETKOH TUIIEPYYBCTBUTE
UMMYHHOI CTETICHH TSHKECTH JBHOCTH
cucmembl (HEeMeIIIeHHOTO
THTIA U
3aMe/IJICHHOTO
TWMA), BKITIOYast
aHa(UIIAKCHIO H
AQHTHOHEBPOTHY
€CKUI OTeK
(otex KBunke)*

11



-
L

L

OTEETCTEYET 3KCTNEPTHOMY OTYETY

ot 30.01.2026 N= 1583
e
Hapywenusa T TEAEA TR B e s
Memabonuzma u
NUMAaHUs
Hcuxuueckue Tpesora
HapyweHus
Hapywenus co | 'onoen | Ilapecresus, T'unepect
CMOpPOHYL Hep8HOll | ast O0Nb | TIOSCHUYHO- e3usl,
cucmembl KpECTLIOBBIH HEBpaJITH
PaANKYJIHT, o,
3aISICTHBINA niepudepu
TYHHEIbHBIN yecKast
CHUHJIpOM Helporar
ns
Hapywenus co VYuaienHoe
CMOpOHbI cepaueoneHue
cepoya
Hapywenus co AptepuanbHas
CMOpOHbI TUIEPTEH3US
€ocy008
Hapywenus co WNurepcTunmans
CMOpOHbL Hast
OvixamenvHoll 0oJe3Hb
cucmembvl, Op2aHo8 JerKux *
2PYOHOU KlemKU U
cpedocmenus
Kenyoouno- Huapes, | bonb B )xuBoTE, [MankpeaTtur*,
Kuuieunvie TOIHOT | PBOTA, 3yOHas CTOMAaTHUT
HapyweHus a 001 (adpTo3HBI WIH
SI3BEHHBIN ) *,
KoJuT*
Hapywenus co | IloBbl [ToBbIICHHE Octpslii
CMOPOHYL HIEHWE | aKTHBHOCTH TeTIaTuT,
nevenu u aKTUBHO | TamMma- JIEKapCTBEHHOE
JHCENUEeBbIBOOS CTH LIy TaMHAITPaHChH MOpaXeHNe
wux nymetu amannHa | epassl ([TT), MeYeHn™*
MUHOTp | MOBBIIICHUE
aHcdepa | aKTUBHOCTH
3Bl acmapTaTaMHUHO
(AJIT) | TpaHchepassl
(ACT)
Hapywenusa co | Anomne Ceinb, yrpu bonesnn Tsoxensle
CMOpOHbL st HOTTEH KOXHBIE
KoocU U peakiuu,
NOOKOMHCHBIX BKJIIOUas
mKawneu TOKCHUYECKUI
BMUJIEPMATIbHBIN
HEKPOJIH3 u
CHUHIIPOM
CruBenca-
JxoHcoHa*,
JIEKapCTBEHHO-
00yCIIOBIICHHAS
peaxims c
s03uHO(UIHEH
U CHCTEMHBIMU
CUMIITOMaMH
(DRESS-
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 30.01.2026 N= 1583

- e e gy ee e ey

e - g .
A NTEL L O=STENTER ICI/IH{hEIOIKEI)’L:' ]
rcopua3 (B TOM
qrcie
ITyCTYJIE3HBIN
rcopuas
HOTTEH)*,
3a00JIeBaHUs
HOTTEeN*
Hapywenus co MpiieuHo-
CMOpOHbL CKeJeTHast 60Jb,
MblUUEYHOU, MUAJITHS,
CKelemHou U apTpajrus
COeOUHUMENbHOL
MKaHU
Hapywenusa co [Momnakuypust
CMOpOHbL NOYeK U
MOYEBbIBOOAUUX
nymeti
Hapywenus co Menopparus
CMOpOHbL
PEenpoOYKMUGHO
cucmembl u
MOJIOUHBIX
JHcenes
Obwue Bons, acrenust
HapyweHus
U peaxkyuu 8
mecme
68edeHs
JlabopamopHvle u CHuxenne
UHCMPYMEHMANbHYL MAacCHI Tela,
e dannvie yYMEHBIIICHUE
KOJIMYeCTBa
HEUTPODUIIOB,
YMEHBIIICHHUE
KOJIMYeCTBa
JIEUKOIIUTOB B
KpOBH,
MOBBIILICHHBIN
YpOBEHB
kpeatuapochoru
Ha3bl B KPOBU
Tpaemwi, IToctTpas
UHMOKCUKAyUU U MaTu
OCIOJCHEHUSL Yyeckas
npoyeoyp 00J1b

*nocmpezucmpauuoz-mblﬁ Onvlm NPUMEHEHUAL.

Onucanue OT/IeTbHBIX HEXKEIATeIbHBIX PEaKIUii

Anoneyus

Anonenus B BU€ HICTOHYEHHUS BOJIOC, CHUKEHUS IFIOTHOCTH BOJIOC, BBINAICHUS BOJIOC, CBsI3aHHAS
WIM HE CBs3aHHAs C H3MEHEHUSIMU CTPYKTYpbl BojOC, oTMedanach y 13,9% mnanueHros,
NPUHUMABIIUX Tepu(pIyHOMH] B 103e 14 Mr, o cpaBHEHUIO ¢ 5,1% manueHToB, MPUHUMABIINX
wiane6o. bonpmas wacte ciiydaeB Obula onucaHa Kak AU(QQy3HOE WU TeHEepaIu30BaHHOE
Hopa)keHHe 10 Bcell MOBEPXHOCTH BOJOCHCTOM YacTH ToJIoBbl (06€3 MOJIHOM moTepH Bojoc). B
OOJNIBPIMMHCTBE CIIy4YaeB JaHHas HEKeNaTelbHAs PEakIus OTMedallach B TEYCHHE MeEpPBBIX 6
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 30.071.2026 N= 1585

L

MECAIIeB, W pa3pemieHne HaOmomamocs y 121 u3 '%:@ﬂ%)“%%s]_:ﬂj :::Il:l:;!s}nne

tepudayHomuaa 1,3% manueHToB MpEeKpaTHIN JICYEHUE B CBA3HM C PA3BUTHUEM aJIOTIEHUH IO
cpasaenuro ¢ 0,1% B rpynne miane6o.

Heoicenamenvrvie peakyuu co CmopoHbl neuenu (Oanuvie u3 naayebo KOHMPOIUPYEeMbIX
uccnedosanuti)

B rpymnmax mnanueHTOB, NOJIy4aBIIMX TepU(IyHOMHUZ, IO CpPaBHEHMIO C Ianebo wvarie
Habmronanocek yBenuyenue aktuBHocTH AJIT menee wnu paBHoe 3 BI'H (tabmuua 1). IIponent
MalUEeHTOB, Y KOTOphIX oTMevanochk nobieHne AJIT Beime 3 BI'H, Ob11 conoctaBuM B 00enx
rpynnax. Takoe nospllieHHME akTUBHOCTH AJIT oTMeuanoch B OCHOBHOM B IIEpBbIE 6 MecCsLEB
neuenus. [locne mpekpanieHus jedeHus: akTUBHOCTh (pepmenTa AJIT Bo3Bpamaiack K HOpME.
Bpewmst 1o Hopmanuzanuu akTHBHOCTH (pepmenTta AJIT BappupoBaJio OT HECKOJIBKHX MECSIEB 710
HECKOJIBKHX JIET.

Tabmuma 1. W3menenue aktuBHOCTH AJIT B mpoBeneHHBIX IIANE00-KOHTPOIHPYEMBIX
MCCIICIOBAHUSIX

[Moesienne aktuBHOCTH AJIT - [Tomyssius NanMeHToB B IU1ale00 KOHTPOIUPYEMBIX
HCCIIC/IOBAHUSIX, B KOTOPBIX OLICHUBAIACHh O€30MaCHOCTh
[Tnane6o Tepudmynomun 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 BI'H 16/994(1,6 %) 9/999 (0,9 %)
>20 BI'H 4/994 (0,4 %) 3/999 (0,3 %)
AJIT >3 BI'H n o6wmuii 6unupyoun 5/994 (0,5 %) 3/999 (0,3 %)
>2 BI'H

BI'H - BepxHss rpanuiia HOPMbI
Tak:xe mpu NOCTPEruCTPALIMOHHOM MPUMEHEHHUH IIPEnapaTa OTMEUAIUCh CIIy4an JIEKAPCTBEHHOIO
MOPAKEHUS TIEYECHU.

Bnuanue na apmepuanvroe dasnenue (Oannvle u3z naayedvo KOHmpoaupyemvlx uccie0o8anull)

- [loBbllIEHHE CHCTOJIMYECKOTO apTepuanibHOro namieHus Bbime 140 mm pr. cr. y 19,9 %
NalMEeHTOB, IPUHUMABIIUX €XEJHEBHO TepUQIIyHOMH B 103€¢ 14 Mr, B cpaBHeHuu ¢ 15,5 % mpu
npuemMe rianebo.

- IloBbllIeHHE CUCTOJNIMYECKOTO apTepHUanbHOro jAaBieHus Bbime 160 mm pr. cr. y 3,8 %
NAIMEHTOB, MPUHUMABIINX €XKeJHEBHO TepudayHomus B 103e 14 mr B cpaBHenuu ¢ 2,0 % npu
npueme mnianeoo.

- [loBbIlIEeHHE NHMACTOIMYECKOTO apTepuanbHOro AasieHus Bbime 90 mm pr. cr. y 21,4 %
NalMEeHTOB, IPUHUMABIIUX €XEJTHEBHO TepuUQIyHOMH B 103¢ 14 mr, B cpaBHeHuu ¢ 13,6 % mpu
npuemMe 1ianedo.

Hnghexyuu

B nutanie60 KOHTpOIMpYEMBIX UCCIIE0BAHUAX B rpymie TepuduyHomuaa 14 Mr He Hab01am0Ch
YBEJTUYCHUS KOJIMYECTBA CIIy4aeB TsOKENbIX MHeknuit (2,7% mpotus 2% B rpynme mianebo).
Tspxenble ONMOPTYHUCTHYECKHE MH(PEKIMU (MH(EKIUH, BBI3bIBAEMbIE YCIOBHO-IATOTCHHBIMU
MUKpPOOpraHu3MamMu) pa3BuBaiuch B 0,2 % ciydyaeB B KaKJ10M U3 TPYIIIL.

[Tpu mocTperucTpaioHHOM MPUMEHEHHH HAOIIOJAINCH TSOKEIble HH(PEKIIUH, BKII0Yas CEICcHcC,
MHOT/IA C JICTaJTbHBIM HCXOO0M.

T'emamonocuueckue 3¢hghexmuol

B mnane6o-KOHTpONHMpYEeMBbIX HCCIENOBAaHUSX Ha (QOHE MPUMEHEHHUs TepudIyHOMHIA
HAOII0/1ATI0Ch YMEPEHHOE CHIDKEHHE KOIMUeCTBA JICHKOLMTOB B epudeprueckoit kposu (<15 %
OT UCXOJHOTO YPOBHS, B OCHOBHOM YMEHBIIICHHE KOJUYIECTBA HEUTPOPmIoB u mMporuTos). B
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COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 30.01.2026 N= 1583

TO K€ BPEMA Y HCKOTOPEIX MALIMCHTOB OTMEYAJIOCh 603&3513%%0(; %HHCTKOJ’H/I‘IB(JJTBa

JeUKOIUTOB. J[aHHAs He)KenaTelbHas peakiis BOZHUKaIa B TEUCHHUE TIEPBBIX 6 HeJeNb. 3aTeM Ha
(GoHE MPOMOIHKAIOIMIEroCs JIEYCHUSI KOJIMYECTBO JICHKOUMUTOB B MEpUPEPUUECKON KpPOBH
CTaOUIIM3MPOBAJIOCh HA CHM)KEHHOM YypoBHE (<15 % yMeHbIIEHHE OT HCXOJHOTO YPOBHS).
BriusiHue Ha CHUDKEHME KOJIMYeCTBa SpUTPOLIUTOB B epudeprudeckoil Kposu (<2 %) 1 KoJIM4yecTBa
TpoMOoIMTOB B niepudepuueckoii kposu (<10 %) ObU10 MeHEe BBIPaKEHHBIM.

Iepughepuueckasn netiponamus

[Tepudepuyeckas Heliponatus (MOJMHEHPONIATUA U MOHOHEHpoOMaThy (TyHHEIbHBIN 3aIlsCTHBIN
CHHJIPOM)) pa3BUBAIKCH Yallle B TPYIIIE NallMEeHTOB, IPHHUMABIINX TepudayHoMu B 1o3e 14 mr,
[0 CPaBHEHHIO C TPYNION NAIMEHTOB, MPUHUMABIIMUX Iutane0o. B ocHOBHBIX miareto
KOHTPOJMPYEMBIX HCCIEOBAaHUSAX TNepudeprudeckas MOJIMHEHpOnaTus, IOATBEPKACHHAS
UCCJIEIOBAaHUSIMH HEPBHOM MpoBoIUMOCTH, Obl1a oTMeueHa y 1,9% mnanumentoB (17 u3z 898
nanueHToB) B rpynne tepudaynomuna 14 mr B cpaBHenuun ¢ 0,4% mnanuentoB (4 u3 898
MAIMEeHTOB) B TPpyIIe miane6o. Y 5 marueHToB ¢ nepudepruieckoil HelponaTuei, MpUHUMAaBIIIHX
tepudayHomMua B 1o3e 14 wmr, ObUIo mpeKpamieHo JjedeHue; y 4 U3 HUX CcooOmanoch o
BBI3JIOPOBIIEHUU TIOCTIE MPEKPAILICHUs JICUSHUSI.

Hobpokauecmeenmvle, 310KauecmeeHHble U HEYMOUYHEHHbLe HOB00OPA308AHUSL (BKIIOUAS KUCMbL U
nounsl)

B kimMHWYeckux wuccienoBaHusX Ha (oHe mnpuema TepudUIyHOMHUAA HE 3a(UKCHPOBAHO
MOBBIIIICHUSI PUCKA BO3HUKHOBEHUS 3JI0KAUYECTBEHHBIX OIMyXoJieH. PHCK BO3HUKHOBEHHS
3JI0KAYECTBEHHBIX OIYXOJIeH, a UMEHHO JuMdonposinpepaTUBHBIX 3a00JICBaHUN, YBEIINIHBACTCS
IpH TIPUMEHEHUN HEKOTOPBIX JPYTUX JICKAPCTBEHHBIX MPENapaToB, BIHMSIONIMX HAa HMMYHHYIO
cuctemy (knacc-3¢dexr).

Taoicenvie KodicHble peakyuu

Bo Bpems mOCTperucTpalMoOHHOTO TNPHUMEHEHHUS Tepu(IyHOMHUAA COOOMIAoCh O CIydasx
pPa3BUTHS CEPBHE3HBIX KOXKHBIX PEaKIMi, BKIIOYAs TOKCHUYECKUN SMUAECPMAIbHBIA HEKPOIU3,
cunapom CrtuBeHca-/[>KOHCOHA, JIEKAPCTBEHHO-O00YCIIOBICHHYIO PEAKIUI0 C 303MHOPWINEH U
cuctemabiMu cumntoMamu (DRESS-cunapowm).

Acmenus

B xonme mnnane0o-KOHTPOIMPYEMBIX MCCIAEAOBAaHWW B Trpynmax HOpUMEHEHHs Iuianebo,
TepudayHoMuaa B Jo3e 7 Mr U TepudiayHoMHIa B 03¢ 14 Mr yacToTa pa3BUTUS aCTEHUHU
cocrasmia 2,0 %, 1,6 % u 2,2 % cOOTBETCTBEHHO.

CooO1u1eHne 0 MoJ03peBaEMbIX HEXKEJIATeNIbHbBIX PEAKIUAX

BaxHo coo0marh O TM0J03pEBAEMBIX HEXKENaTeAbHbIX pPEaKUUsAX IOCIe pPEerucTpanuu
JIEKapCTBEHHOTI'0 Tperapara ¢ 1ebl0 00ecnedyeHrs HeNpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIrO Mpenapara. MeAuIUMHCKUM pPaOOTHUKAM PEKOMEH]yeTCs
co001aTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHHUS O HEeXKEJIaTeNIbHBIX PeakIUsIX TOCyAapCcTB — YICHOB
EBpazniickoro 3K0HOMHUYECKOT0 CO03a.

Poccniickas @enepanvs

®denepanibHas ciryx0a 1o HaJ3opy B cdepe 3apaBooxpanenHus: PoczapaBHanzop

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl miiomaip, 1. 4, ctp. 1

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

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B HH(OPMaLMOHHO-TEIEKOMMYHUKAMOHHON ceTu «HTEepHET»:
http://www.roszdravnadzor.gov.ru/
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4.9. Ilepeno3upoBka

He pekomenayercst Ha3HaueHUE MIpenapaTa B 103aX, MPEBBIIIAIONINX YKa3aHHbIE B pazjaene 4.2.

CHMIITOMBI

WNudopmanuu mo nepeo3upoBKe UM OTPABICHUH TEPUDIYHOMHUIOM Y YEIIOBEKa HET. 310pOBbIE
JOOPOBOJIBIIBI TIPUHUMAIHA TepUPIYHOMUT B g03¢ 70 Mr eXemHEeBHO B TeueHue 14 IHEH.
HaGmromaembie  HexenaTeNnbHBIE PEAKIUA  COOTBETCTBOBAIM  MpOoGuiIr0  0e30MmacHOCTH
TepudIyHOMHU 1A TIPH TIPUEME MAIIIEHTAMU C PaCCESTHHBIM CKJIEPO30M.

JleueHue
B cnyyae mepemo3MpoOBKHM WM OTpaBJICHUS Ui YCKOPEHHOTO BBbIBEIEHUS TepupIyHOMHUAA
PEKOMEHIyeTCs TIPUEM KOJIECTUPAMUHA WU aKTUBHPOBAHHOTO YTJIS.

PexoMeH10BaHHOH MPOLEAYpO SIBISETCS MPUEM KOJECTUpaMHHA B J103€ 8 T' 3 pa3a B CYTKHU B
TedyeHue 11 naHel, B cilydae IJIOXOM NEPEHOCUMOCTH STOW J103bl, MOXHO CHU3UTH JA03Y
KoJIecTUpaMMHa 10 4 T 3 pa3a B CyTKH. B kauecTBe albTepHaTUBHOIO BApUaHTa MOKHO IIPUHUMATh
10 50 r aKkTUBUPOBAHHOTO YIiIsl Kaxable 12 4 Ha npoTsbkenun 11 gHeid.

5. ®APMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOiicTBA

®apMakoTepaneBTUYECKas IpyIa: UMMYHOJIEIIPECCAHTHI; CEJIEKTUBHbIE UMMYHOIEIIPECCAHTHI.
Kon ATX: LO4AA31

MexaHu3m AeUCTBUS

Tepudmynomug — MMMYHOMOYIUPYIOIIHN JIEKapCTBEHHBIN npenapar c
IPOTUBOBOCIIAJIUTENIbHBIMA ~ CBOMCTBAMH, CEJIEKTUBHO M  OOpaTUMO  MHIMOMPYIOLIUI
MUTOXOHJIpHANIbHBIN QepMeHT auruapooporaraeruaporenasy (JAI'O-1I'), koTopsiii HeoOxoauM
JUTs CUHTe3a mupuMuanHa de Novo. Takum o6pazom, TepudayHoMu OJI0KUPYET MPoTHdeparuio
CTUMYJIMPOBAHHBIX JUM(OIUTOB, IS KOTOPHIX HEOOXOJIMM CHHTE3 mupuMuanHa de novo.
TouHbIll MEXaHH3M, C TIOMOILBIO KOTOPOTO TEPUGPIYHOMH]I OKa3bIBAa€T CBOE TEPaleBTHUECKOE
JEICTBUE MPU PACCEIHHOM CKJIEPO3€, M3Yy4EH HE IIOJHOCTBIO, HO OH MOXET BKJIKOYATh
YMEHbILIEHNE YHClIa aKTUBUPOBAHHBIX JTUM(OLUTOB B IeHTpanbHON HepBHOU cucteme (L{HC).
Bo3MoxkHO, uTO TepuGIyHOMHUA YMEHBIIAET YHUCIO MepudepruuecKux aKTUBUPOBAHHBIX
IUMGOLMTOB, KOTOpbIEe MOTyT Murpuposats B [THC.

dapmakoagnaammdeckne YO HeKTol
Hmmynnas cucmema (81usiHue Ha KOIU4ECMBE0 UMMYHHBIX KIeMOK 8 KPO8U)

BnusHue Ha KONMYECTBO MMMYHHBIX KJIETOK B KpPOBH: B XOJ€ IUIalle00 KOHTPOJIHPYEMBIX
UCCIIeIoBaHU pueM TepuduryHoMH1a B 103€ 14 Mr 1 pa3 B CyTKH IPUBOAUI K HE3HAYUTEIHHOMY
CHIDKEHHUIO CPEHET0 KOJIMYecTBa JIUMQOIUTOB B nepudepudeckoit KpoBu (MeHee yem Ha 0,3 x
10%1), KoTOpOe HabTI0AANOCH B TEUEHHE TIEPBHIX 3-X MeCSIeB JEeYeHH s, TTOCIe Yero KOIMUECTBO
auMGOLMTOB B mepudepruueckoil KpOBH CTAOMWIM3HPOBAIOCH Ha JOCTUTHYTOM YPOBHE U
COXPAaHsUIOCh Ha TOM YPOBHE /10 OKOHYAHHUSI JICUEHUS.

B kiMHHUYeCKOM HCCIEAOBAaHMHU, Yy TMALKMEHTOB, IOJYYaBIIUX JIeYeHHUE TepUupIyHOMUIOM,
COXPAaHSUINCH a/IEKBaTHBIE UIMMYHHBIE PEAKLIUU HAa CE30HHYIO IPOTUBOTPUIIIO3HYIO BaKIIMHALIHIO,
YTO COOTBETCTBOBAJIO MOJICPKAHUIO PEAKIMM aKTUBHON MMMyHM3auu. llanueHtsl B obenx
rpynnax npueMa tepudaynomuna (7 Mr u 14 mMr B CyTKH) Hocji€ BaKLIMHAIMHU JOCTUTAIH
CEpONPOTEKTUBHBIX TUTPOB AHTUTEN: MOCI)Ie BakMHauu 6osnee 90% nanueHToB JOCTUTIIN TUTPA

aaTuten > 40 k mrammam HiN1 u B. [{nsg mramma HaN2 tutpst antuten > 40 ObUTH JOCTUTHYTHI
y > 90 % marnueHToB B rpyIine nmpruemMa TepudIyHOMIIA B 103€ 7 MT' B CYTKH, Uy 77 % MalueHToB
B TpyIIe pruemMa TepudIyHoMua B 03¢ 14 MT B CyTKH.
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B  gpyroMm  paHIOMU3HpPOBAaHHOM, JIBOWHOM CHQHOM-l ’:Innaue60 KO'}:ITDOJTI/IDVGMOM

dhapMakoMHAMUYIECKOM HCCIIEIOBAHUH, TPOBEICHHOM Y 3I0POBBIX JTOOPOBOIBIIEB, ObLIT U3YYCH
MMMYHHBII OTBET Ha BBEJIEHUE NHAKTUBUPOBAHHOM BaKIIMHBI IPOTUB OCLICHCTBA (HEOAHTUTCHA).
[To okOHYaHMM CXEMBl BAKIMHAIMU TEOMETPUUYCCKUE CPEAHHME 3HAUCHUS THUTPOB AHTHUTEN K
aHTUPAOMYECKON BaKIIMHE (BaKIIMHE MIPOTHUB OCIICHCTBA) B rpyIie TepudIyHOMH1a ObUIA HIKE,
yeM B Tpymnne Iuianedo, JO0CTUTas MOCTBAKIWHAIBLHOTO JEUEOHOTO COOTHOLICHHS 3HAYCHHN
TUTPOB @HTUTEJ B IPYyIIe TepuQIyHOMU A TPOTUB TpyIIibl uianedo [90 % U], coctaBnsiomero
0,53 [0,35, 0,81]. OgHako y BceX AOOPOBOJIBLIEB THUTPHI aHTUPAOUTHYECKUX AHTUTEN TOCIE
BakiuHanuu Obutk Beime 0,5 ME/min (TUTpa, SBISIOIIETOCs MOPOTOBBIM JJISI CEPONPOTEKINN). B
TOM K€ HCCIEeIOBaHWU, y TOOPOBOJBIEB, IOJYYAaBUIMX TEPUPIYHOMHUA, CHOCOOHOCTH K
MPOSIBIICHUIO KOXKHBIX PEAKIMil TMIepYyBCTBUTEIBHOCTH 3aMEUICHHOTO THUIIAa HA TOBTOPHOE
BBE/ICHHE TAaKWX aHTUIeHOB, kak anturenbl Candida albicans, Trichophyton wiu ounimeHHBIH
nepuBar (Ipou3BoIHOE) Oenka TyOepKyIruHa, He OTI4Yaiach OT TAKOBOM y 10OPOBOJIBIEB IPYIIIIbI
m1anedo.

Brusanue na unmepsan QT

B xonme mnnanebo KOHTPOJMPYEMOro MCCIEAOBAHUS, IMPOBEIEHHOIO C YYaCTUEM 3/I0POBBIX
TO0OPOBOJIBIIEB, TEPUDIYHOMHUA MPU CPEIHUX KOHIICHTPAIUMSAX B PAaBHOBECHOM COCTOSIHUU HE
MoKa3aJl Kakoro-mOo moreHnuana st yanuHenus narepsaina QTcF mo cpaBHeHuro ¢ murane6o:
camoe 0OIbIIOe CpellHee pa3inyue MEeXIy TepudIyHOMHIOM U Iuianedo coctaBuiio 3,45 mc ¢
BepxHel rpanuneir 90 %-ro 1oBepUTENHLHOTO MHTEpBaNa, paBHOU 6,45 Mc. IIpu 3TOM HU OJTHO
3nauenne QTcF ne Obuto > 480 MC, U HU OJJHO U3MEHEHHUE JJIUTEIBHOCTH STOTO WHTEpBalia HE
0b110 > 60 MC IO CPAaBHEHHIO C UCXOIHBIM 3HAYCHUEM.

Brusinue na ¢pynxyuro noueunvix kananvyes

B xome mmame6o KoHTpodupyemblx wuccienoBanuii Habmoganoch 20-30 % cHibKeHue
KOHI[CHTPAIlMX MOYEBOM KHCJIOTBI B CHIBOPOTKE KPOBU Yy TAIUEHTOB, NPUHUMABIIAX
Tepu(IYHOMHU], IO CPAaBHEHUIO C Tpymmoi mianedo. Cpennee cHuxkeHue coaepxanus dGocdopa
B CBIBOPOTKE cocTaBmio okono 10-15 % B rpynme tepudayHOMuaa 1Mo CPaBHEHHUIO C TPYIIION
wiane6o. Takue >PPEeKThl CUYMTAIOTCS CBS3aHHBIMU C YBEJIHMUYCHHEM IOYCYHOW KaHAJIbIICBON
9KCKPEIUU ¥ HE CBSA3aHBI C N3MCHCHHUSIMH (DYHKIIMM TTOYEYHBIX KITYOOYKOB.

Knununueckas 3ppexTuBHOCTH U 6€30MaCHOCTb

O¢ddexkTuBHOCTE TepudayHoMHuaa ObUIa MPOAEMOHCTPHpPOBAaHA B XOJA€ [JBYX IUIanebo
koHTpospyembix uccienoBanuii TEMSO u TOWER, B KOTOpBIX OIICHHBAJICS €KEIHEBHBIN
npueM TepudayHoMHuIa B 103axX 7 MT U 14 Mr y NanueHToB ¢ PeUUAUBUPYIOLUIMM PACCETHHBIM
CKJIEPO30M.

B uccneoosanue TEMSO Obun BkitoueHbl 1088 manneHToB ¢ peluIUBUPYIONINM PaCCETHHBIM
CKJIEpO30M i puema TepudayHomuaa B 1o3ax 7 mr (n=366) unu 14 mr (n=359), unu npuema
mwiane6o (m=363) B teuenue 108 Hemenb. Bce manueHTh MMENM YCTAHOBJICHHBIN IHATHO3
paccessHHOTO ckJiepo3a (Ha ocHoBaHMHM KputepueB Maxk/lonansaa (2001)), penuauBupyromie-
PEMHUTTHUPYIOIIETO TEYEHHs] C MPOrPECCHPOBAHHMEM WM 0€3 MPOrpecCHPOBAHUS; MAIlUEHTHI
MEepPEHECHIN, KaK MUHUMYM, | 000CTpeHHEe B TE€UEHHE T0Ja, MPEANIECTBYIONIETO MUCCICI0BAHUIO
WIH, KaK MUHUMYM, 2 000CTpEeHHUS B TE€UYCHHUE 2-X JIET, MPEAIECTBYIOMUX HccaeaoBanuto. [lpu
BKJIFOYCHUHW B WCCJIEIOBAHKME CPEeIHHMM Oamn mo PacmmpeHHON miKane OIEHKH WHBATHIW3AIAN
(EDSS — Expanded Disability Status Scale) y manueHToB He npeBbitai 5,5. CpeaHuii BO3pacT
MAlMEHTOB H3y4aeMoW TIpynmbl cocTaBisul 37,9 ner. YV OoJbIIMHCTBA MAlMEHTOB Oblia
pemutTHpyomas ¢opma paccesHHoro ckiepoza (91,5 %), Takke OBUIM TpeACTaBICHBI
MNOJATPYNINBl MAalMEHTOB C BTOPUYHO-TIporpeccupytommm (4,7 %) wnM nporpeccupyrole-
PEIUIUBUPYIOIIUM paccesHHbIM ckiepo3oM (3,9 %). Cpennee KOIMMYECTBO OOOCTpEeHUN B
TEUYEHHUE TOJIa TIepe/I BKIIOUEHUEM B HCCIIEIOBAaHUE COCTaBIIsIO 1,4, mpu 3ToM UCXoaHO ¥ 36,2 %
MAIMEHTOB OBUIM OYary, HaKarTMBAIOIIIe KOHTPACTHOE BEIIeCTBO TafonuHuil. CpeaHuii 6as no
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mkare EDSS Ha MOMEHT BKIIOUCHHS B HCCHCI:IE)II;IZEL:I;I&EJIE:(%%A_@;EH%,I%a)_.:' ( e HSIST

MNpOoAOJIKUTCIILHOCTD 33.60HCBaHI/I$I C MOMCHTA HOABJICHUSA TICPBbBIX CUMIITOMOB 6]:1.]13. 8,7 JICT.
bonbuimacTBo mamnuentoB (73 %) He NpUHMMANO MpENnapaTroB, W3MEHSAIOIINX TEUYeHHUe
paccesinHoro ckiepo3a (IIMTPC) B Teuenue 2-x JjieT meped BKIOUYEHHEM B HCCIIEIOBAaHHE.
Pe3ynbTathl Hcciei0BaHus IPEACTABICHBI B TAOIHIIE 2.

AHanv3 OTHAJICHHBIX PE3YIbTaTOB, IMOJYYEHHBIX B XOJ€ JOJITOCPOYHOTO JOMOTHUTEIHHOTO
KIMHUYeckoro wuccinenoBanus TEMSO (Mmenmuana oOmied NpoAOKUTEIPHOCTH —JICUCHUS
COCTaBHJIa MPUOJIM3UTEIBHO 5 JIeT, MaKCHUMalbHasl MPOJOJDKUTEIBHOCTh JICYCHUS COCTaBHIIA
NPUOJIM3UTENBHO 8,5 JIeT) HE BBIABHJI HOBBIX WJIM HEOXXHJIAHHBIX JTaHHBIX 10 0€30MMacHOCTH
npenapara.

B uccneoosanue TOWER Opinn BKIItOUEHBI 1169 ManueHToB ¢ peruaIuBUPYIOINIMM PAaCcCeTHHBIM
CKJIepo3oM uts ipuema tepudaynomuaa B goze 7 mr (N=408) wim 14 mr (n=372), wim npuema
miane6o (m=389). JnmuTeapHOCTh JeUeHHs cocTaBuiIa 48 Helelb Mocie BKIOYEHUS MOCIETHETO
nanyenTa. Bee manyeHTsl UMeNH yCTaHOBJICHHBIN IMarH03 pacCesHHOTO CKIIepo3a (Ha OCHOBAaHUU
kputepueB Maxk/lonanpaa (2001)), penuauBUPYIOIIETO TEUSHUS C MPOTPECCUPOBAHUEM WIIH O€3
MPOTPECCUPOBAHUS; TAIMCHTHI TEPEHECTN, KaKk MUHUMYM, | 00OCTpeHHE B TEUEHHE TOJa,
MPEIIECTBYIOIIET0 MCCIECOBAHUIO HIIM, KaK MUHUMYM, 2 OOOCTpEHHUS B TeueHue 2-X JIeT,
NPEIIECTBYIONINX HCCIeq0Banuto. [Ipu BKIIFOUeHNH B UcciieioBanme cpeaauii 6amt no EDSS y

NAIMEeHTOB He mpeBbiman 5,5. CpeqHuid BO3pacT MCCISIyeMOM TPYIIbI MallAEHTOB COCTABIISLI
37,9 ner. BONBIIMHCTBO MAIlMEHTOB HMMEJIH PEIHUIUBUPYIOIIE-PEMUTTUPYIOIINNA pacCesHHBIN
ckiepos (97,5%), Ho ObUTH MOATPYIIIIEI MAIIMEHTOB ¢ BTOpuyHO-Tiporpeccupyromum (0,8 %) unu
MIPOTPECCUPYIOIIE-PEIUANBUPYIOIINM paccestHHbIM ckiiepo3oM (1,7 %). Cpennee KoOnIM4eCTBO
o0ocTpeHul B TeUEHHE T0/1a IEpe]] BKIIOUCHHEM B HcclieoBaHue cocTaBisuio 1,4. Cpennuit 0amn
no mkaje EDSS y nanneHToB Ha MOMEHT BKJIIOUEHMsI B MccienoBanue coctasisul 2,50. Cpennsis
NPOIOJDKUTEIBLHOCTh 3200JICBaHUsI C MOMEHTA IOSBJIICHUS IIEPBBIX CUMIITOMOB COCTaBJIsLIA § JIET.
bonbmmucTBO manuentoB (67,2 %) ne npunumano IIUTPC, B Tewuenuwe 2-x JneT mnepen
BKIIIOYCHUEM B HCCIIeZIOBaHUE. Pe3ylbTaThl HCCIIeI0OBaHUs IPEACTABICHBI B TAOIHIIC 2.

Tabmuua 2. I'maBHbIe pe3ynbTaThl (IS yTBEPKIACHHON m03bl, momymsuus [TT- mamuentsr,
HAYaBILIUE JICUCHUE)

HUccaepoBanne TEMSO HUccaenoBanne TOWER
Tepudgaynomun| Ilnane6o |Tepudaynomung ILnaunedo
14 mr 14 mr
KonmuectBo manueHToB 358 363 370 388
Kaunnyeckue HCX0abI

CpeaHerozLEmaﬂ 4acToTa 0,37 0,54 0,32 0,50
o00oCTpeHMi
Abconomnoe cHudCeHUue pucka 20,17 (-0,26, -0,08)*** 20,18 (-0,27, -0,00)***
(A H95%)
[lponieHT  ManMeHTOB oe3
PEIUINBOB IO COCTOSIHHIO Ha 56,5 % 45,6 % 57,1 % 46,8 %
108 negemnto
Ommnocumenwvuwitl puck (J{Hos%) 0,72 (0,58, 0,89)** 0,63 (0,50, 0,79)**
ITpoIieHT ManMeHTOB, y KOTOPBIX
MMEJI0 MECTO YyCToH4mBOe (B
fredenie 12 Hexen) 20,2 % 27,3 % 15,8 % 19,7 %
MPOrPECCUPOBAHHUE
MHBAJIMIU3AHANA TI0 COCTOSHUIO
Ha 108 Hepemo
Ommuowenue PUCKO8,
paccuumanHoe — HA  OCHO8e 0,70 (0,51, 0,97)* 0,68 (0,47, 1,00)*
Kpusblx evlocusanuss Kannana-
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L

(OCAEAOBATERSHOCTE 0663

Meiiepa (JJWgs%) 110 COCTOSTHUIO

Ha 108 Hememro

[IponieHT NanueHToB, y KOTOPBIX

MMEJI0 MECTO YyCToHumMBOE (B

TeHeHne 24 Hezeb) 13,8 % 18,7 % 11,7 % 11,9 %
MIPOrPECCUPOBAHHUE

HWHBaJIMANU3aIllu 110 COCTOSAHHUIO

Ha 108 Hengemro

OmHomeHue pucxoe,

paccuumanHoe Ha OCHOBe 0,75 (0,50, 1,11) 0,84 (0,53, 1,33)

Kkpuewix evidcusanus Kannana-
Meiiepa ([[Hgs)

Koneunble Toukn MPT (MarHuTHo-pe3oHaHCHAas TOMOrpadus)

Nsmenenne BOD Heenst 108:L 0’72 I 221
HUszmenenus OMHOCUMEIbHO 67 0 *x
niayebo
CpemHee KOJIMYECTBO OYAros,
HaKaIUTUBAIOIINX r

o A 0,38 1,18
(ramonuHMii) HA CKaHOTpaMME K
Henene 108

He onpenensnock
Hsmenenus OMHOCUMEIbHO I
-0,80 (-1,20, -0,39)

naaye6o (J{ ssw)
KomnuectBo OTJIENbHBIX
aKTUBHBIX o4aros Ha 0,75 2,46
CKaHOTpaMMe
HUsmenenus OMHOCUMEIbHO

0 0 0/ ) ****
nﬂal{€60 CZ]H95%) 69 % (59 AJ, 77 /0)

*EEE p <0,0001, *** p < 0,001, ** p<0,01, * p<0,05 B cpaBHEHNU C I1a11€00;
1 BOD: 06mmii 066em ouaros B it (T2 u runonnTeHcHBHEIX T1)

Dhpexmusrnocme y nayueHmos ¢ blCOKOU AKMUBHOCMbIO 3a001€6aHUS

B wuccnenoBannun TEMSO B moxrpymme MainueHTOB C BBICOKOM aKTUBHOCTBIO 3a00JI€BaHUS
(m=127) nabmomancst ycToiuuBblii 3¢¢exT Tepanuu TepUGIYHOMUAOM B OTHOIICHUH
000CTpeHul paccesHHOro CKJIepo3a M YCTOMYMBOro (B Te4eHHEe 12 Hezenb) MporpeccupoBaHUs
UHBAJIMAM3AIMU. B cooTBETCTBUM € IM3aliHOM HCCIIeIOBAaHMsI BHICOKAs aKTUBHOCTh 3a00JI€BaHUS
oTIpeNeNsiIach Py HATMYHH 2-X WK 00Jiee 000CTPEHMIA B TEUEHHE T0/1a C BU3yaIn3alueil 0THOTO
Wiy 6osiee HaKamJIMBaroOMuUX rajoauHuid oyaroB Ha MPT ronoBHoro mosra. ITonoOHbIN aHamu3
noarpynn B uccienoBanuu TOWER He npoBoaunics, Tak kak He ObLIO Mosy4eHo AaHHbXx MPT.
OTCYTCTBYIOT JaHHBIE O MTALIUEHTAaX, HE OTBEYAIOIINX HA NOJHBIM U aJleKBaTHBIN KypcC JIeUeHHUs (B
cpenHeM 1 rop Tepanuu) OeTa-MHTEPPEPOHOM, U MMEIOIIMX Kak MUHUMYM | obocTpeHue B
TE4YEHHUE MPEebIAYIIEro rojia Ha (poHe Tepanuu, 1 Kak MUHUMYM 9 T2-rUNepruHTEHCUBHBIX 0Yaros
Ha MPT rosoBHOro mosra wiv, Kak MUHUMYM, | oyar, HakaljuMBarOIIWWA TaJ0JUHUAN, WIH O
HalMeHTax, y KOTOPBIX YaCcTOTa BOSHUKHOBEHHsI 0OOCTPEHUI HEe U3MEHUIIACh MM YMEHBILIUIIACh
B T€UEHHE MPEBIIYIIEro roja Npy CPaBHEHNUH C TPEIAbIIYIUMH 2 TOIaMH.

Knunuueckoe uccneoosanue TOPIC Obl1o ABOMHBIM CIEMNBIM, IJIANE00 KOHTPOJIUPYEMBIM
UCCIIEIOBaHUEM, B XO/I€ KOTOPOT'O OLIEHUBAIIU NpHEM TepudIIyHOMHIA B 103X 7 Mr U 14 mr 1 pa3
B CyTKH B TeueHue 108 Hezenp malUeHTaMy C MEPBbIM KIMHUYECKUM JIEMUETHMHU3UPYIOIINM
’MH30710M (cpeanuit Bo3pacT 32,1 ner). OCHOBHBIM KpUTEPHEM OLIEHKH OBIJIO BpEMsI 10 BTOPOTO
KIIMHUYeCKoro smm3oaa (oboctpenus). B oOmieit cmoxuocT 618 mamueHToB  OBUTH
PaHIOMHU3HUPOBAHBI B TPYIIIBL, Noxydatonme 7 mr (m=205) unu 14 mr (n=216) repudaynomuna,

nmn 1ane6o (m=197). Puck BTOPOTo KIMHUYECKOTO OOOCTPEHHUS HA MPOTSKEHUU 2-X JIET
coctaBui 35,9 % B rpynne riane6o u 24,0 % B rpyIme gedeHus TepuQIyHOMHIOM B f03€ 14 mMr
(otHomenue puckos: 0,57, 95% noseputensHbi nHTEepBat: 0,38-0,87, p=0,0087). PesynbTaThl,

19



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 30.01.2026 N= 1583

Tplals AR A ACTL 0007
MOJYyYECHHBIE B XOJ€ KJIMHUYECKOTO HCCIEAQBAHUS %PI@TEM&EEQW "ta'fb&;ek'rlﬁialﬁécm

TepudIyHOMUAA TIPU PELUANBUPYIOIIE-PEMUTTHPYIONIEM paccessHHOM ckiiepo3e (PPPC), B Tom
yucne npu panHeM PPPC ¢ nepBbIM KIMHUYECKUM JAEMUEIUHU3UPYIOMUM dru3040M U MPT-
oyaramM pa3jaM4HOM 1aBHOCTH U JIOKAJIM3ALINH.

B pamkax uccreoosanus TENERE ¢ yyactuem 324 nanuentoB 3¢dextuBHOCTh TepudayHoMuaa
cpaBHUBaIM ¢ A(G(EKTUBHOCTHIO TMOJKOKHOTO BBeneHuUs wuHTepdepona Oera-la (B
PEKOMEHIOBaHHOW J03€, cocraBistomesl 44 Mkr, 3 pasa B Henemo). MuHUMalbHas
MPOAOJKUTEIIBHOCTD JICUEHHS cocTaBuia 48 Henenb; MakcuMmaiibHas - 114 "Hepens. Bpemsa no
TEpaneBTHUECKONW Heyaaun (TOATBEPKICHHOE 000CTPEHNE WUIIH TOJHOE MPEKpaIleHue JICUCHHS,
HE3aBHCHUMO OT TOTO, YTO MPOM3OILIO B MEPBYIO OYepeb) ObLIO MEPBUYHON KOHEUHON TOUKOM.
KonnyecTBo manueHToB, OKOHUATENFHO MPEKPATUBLINX JieUueHHe, B rpymnme Tepudaynomuna 14
mr cocraBuwio 22 u3z 111 (19,8 %). Ilpuunnamu Obutu HexenarenbHble siBieHus (10,8 %),
HenoctaTouHast 3QpPekTHBHOCTH (3,6 %), npyrue npuuussl (4,5 %) ¥ notepst AN JalbHEHIIero
Haomoenus (0,9 %). KonnuecTBo naneHToB, OKOHYATEIHHO MPEKPATUBILINX JICYCHHE, B TPYIIIE
untepdpepona Oera-la cocraBmwio 30 uz 104 (28,8 %). IlpuunHamu ObUTM HEXeNaTEIbHBIC
aprnenust (21,2 %), nwemocratounas sdpdextuBnocts (1,9 %), npyrue npuuunsl (4,8 %) u
HEBBINOJIHEHHE yciioBul mporokoia (1 %). CratucTudecku JOCTOBEPHBIX OTIMYMMA 110 BIUSHUIO
Ha TIEPBUYHYI0 KOHEYHYIO TOYKY MEXIy TepudiayHoMuaoM B 1o03e 14 Mr B CyTKH U T/K
uHTeppepoHom Oera-la B mo3e 44 Mr B CyTKM He OBLJIO BBISBICHO. IpOIEHT MamueHToB C
MOATBEPKJICHHON TeparneBTUYECKOM Heyaaued K 96-ii Hepene no Meroay Kamnana-Meitepa
cocraBun 41,1% nHa gone TepudiryHoMua o cpaBHeHuto ¢ 44,4% Ha doHe nHTEphEepoHa OeTa-
la (p=0,5953).

IIpumeHeHue y geren
Knuanueckue nanapie 00 3(h(QEKTUBHOCTH M 0E30MACHOCTH MPUMEHEHHS TepH(IyHOMUIA Y
JleTel U OIPOCTKOB B BO3pacTe A0 18 1eT OTCyTCTBYIOT.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOcopOuus
buopoctynHocts mpemapara coctaBisier mnpubnuszurenbHo 100%. Ha ¢one kypcoBoro

MepopajbHOTO  TMpueMa TepudIyHOMHIa CpeaHee 3HA4YeHHE BPEMEHU  JIOCTHKEHUS
MaKCHMaJbHBIX KOHIIEHTPAIIMi B MJIa3Me KpoBHU (tmax) cocTtaBiser oT 1 10 4 4.

[Muma He oka3pIBaeT KIMHUYECKH 3HAYMMOTO BIUSHUA Ha (DApMaKOKUHETUKY TepUDITyHOMHUIA.
[Tocne mpuema BHYTpPh TepHQIyHOMHUTA B 03aX 7 MT U 14 Mr ero CUCTEeMHasl IKCIO3UIIUS
YBEITUYUBACTCS TTPOTIOPIIMOHATBHO JI03€.

Ha ocHoBaHumM cpeaHux  TPOTHO3UPOBAHHBIX  (PAPMAKOKMHETUYECKUX  IapaMeTpPOB,
paccuMTaHHBIX Ha OCHOBaHHWM aHanMM3a MOMysIHOHHON (apmakokuneTnku (PopPK) ¢
WCIIOJIb30BAaHUEM JIaHHBIX O 3J0POBBIX IOOPOBOJIBIIAX U MAIIMEHTaX C PACCESHHBIM CKJIEPO30M,
npu mnpueMe TepudiyHOMUIa HAOMIOJAeTCs MEMJIEHHOE JIOCTIDKEHHE  PaBHOBECHOM
KOHIEHTpauuu (npubnusurensHo 95 % paBHOBECHOM KOHIEHTpaluu jaocturaercs depes 100
nHelt (3,5 Mecsa)), a mpeanoiaraeMblii Kod()QUIMEHT HaKOIUIeHHUs TepHQIyHOMHUIA MPHU
JTIOCTH>KCHUH PaBHOBECHOM KOHIICHTPAIMH COCTaBisieT 34 (Mpu OICHKE IO TUTOIIAIH MO KpUBOU
«xoHueHTpanus-speMs» (AUC)).

Pacnpenencune

Tepudnynomun axtuBHO (>99 %) cBsa3biBaeTcs ¢ OelkaMu IJ1a3Mbl KPOBU, BEPOSITHO, C
aTb0yMUHAMH, ¥ TIPEUMYIIECTBEHHO pacrpeensieTcs B iazme. O0beM pacmpeaesieHus mociie
OJIHOKPATHOT'O BHYTPUBEHHOI'O BBEACHUS Ipenapara coctasisieT 11 .
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ornpenensercs B mjia3Me KpoBH. [JaBHBIM myTreM OuoTpaHchopManuu Ui HE3HAYUTEIHHOTO
KOJINYECTBA METaOOJIIMTOB TEpU(IYHOMHUAA SBISETCA TUAPOJIU3 C OKUCIEHHEM B KadyecTBe
BTOPOCTEIIEHHOI'0 IIyTH MeTaboiau3Ma. BropocTeneHHble IyTH BKJIIOYAIOT OKUCIEHHE, N-
alleTUIMPOBAHUE U KOHBIOTAIMIO C CYIb(ATOM.

OIUMUHALKSA
TepudmyHOMUA BBIBOAUTCS Yepe3 HKEIyIOYHO-KUIICUYHBI TPAKT, B OCHOBHOM, C JKEIYbIO B

HEU3MEHEHHOM BHJIE M, BO3MOXXHO, ITyTeM MpsiMOil cekpeuuu. B teuenue 21 nHA BBIBOAUTCS
60,1 % oT mpuHATOM M03bI MpemapaTa: 4yepe3 KelyT0IHO-KUIICUHbIH TpakT (¢ kamom) 37,5 % u
yepe3 mouku (¢ mouoi) 22,6 %. Ilpu mpumeHeHMH TpPOLEAYPbl YCKOPEHHOI'O BBIBEICHUS
TepuQIIyHOMUa C MPUMEHEHHEM KOJICCTUPAMHHA, IOTIOMHUTENbHO BbImensercs 23,1% (B
OCHOBHOM ¢ Kajom). llocie oAHOKpaTHOrO BHYTPMBEHHOTO BBEACHHS OOLIMN KIMPEHC
TepudayHOMHUAa U3 opranusma cocrasiuser 30,5 mi/y.

TepuduyHoMua MENJIEHHO BBIBOIUTCS W3 IUIa3Mbl KpOBH. be3 mpouenypsl yCKOpPEHHOIo
BBIBEJICHHUSI TEPUQIIYHOMHIA JOCTHKEHHE KOHLEHTPAIMH TEePU(IYHOMHUAA B IUIa3Me KPOBH
meHee 0,25 MI/1 3aHUMaeT B cpejHeM 6 MeCALEB, a N3-3a MHIUBUAYaJIbHBIX PAa3IMUUil B KIMPEHCE
TEpUQIIYHOMUA OHO MOXKET 3aHSTh JI0 2-X JIET.

BriBegenrie MoXkeT ObITH YCKOPEHO € TIOMOIIBIO OHON U3 CIEIYIOIIUX IPOIeaAyp:

® [pueM BHYTPb KOJECTHpaMHuHA MO § T Kaxjable 8§ yacoB B TeueHue 11 nueit. Ecnu npuem
KOJIECTUpaMHHa 110 § T' 3 pa3a B JIeHb IJI0X0 MEPEHOCUTCS TTAIIMEHTOM, MOXKET OBITh UCIIOJIH30BaHA
cxema IMpreMa KoJecTupaMuHa 1o 4 T Kax/ple § 4acos.

e mpueM BHYTpb 50 I mOpoIIKa aKTUBUPOBAHHOTO YIUIsl Kaxable 12 yacoB B TeueHue 11 gueil.
Ecnu kakas-nmu0o mporeaypa YCKOPEHHOTO BBIBEAEHHUS TEPUQPIYHOMHUIA IUIOXO MEPEHOCUTCS
MAIUEHTOM, ¥ €CITU HET HEeOOXOIMMOCTH OBICTPOT'O CHHUIKCHHSI KOHIICHTPAIMH TEPUQIIYHOMHUIA B
asMe KpPOBH, TO KOJECTHMPAMUH M AaKTUBUPOBAHHBIM yroib He 00s3aTeNIbHO MNPUHUMATh
€XXEJIHEBHO.

KonectupamMuH 1 akTHBUPOBAHHBINA YrOJIb MOTYT OKa3bIBaTh BIUSHUE HA BCACBIBAHUE CTPOTECHOB
U IIPOrecTarcHoOB, IOJTOMY HEIb3s TApaHTUPOBATh HANCKHYIO KOHTPALECHIUIO OPAIBHBIMU
KOHTpALIENITUBaMHU BO BpEeMsI MPOLIETypbl YCKOPEHHOTO BBIBEACHUS TEPUPIYHOMHUA C TTOMOIIBIO
KOJIECTUPAMHUHA WIM AKTUBUPOBAHHOIO yrisl. PEKOMEHAyeTCs HCIOIb30BaTh AJIbTEPHATUBHBIE
METO/bI KOHTPALEIIUN.

[Tpouenypy yCcKOpeHHOIO BbIBeIeHUS TepU(IyHOMUAA MOKHO TaK)K€ BBIIIOJIHATH B JIF000E BpeMs
II0CJIE NIPEKPALEHUS TePAIuU IIPENapaToM.

K konny 11 nHelt 06e cxembl JiedeHHs! YCIEIHO YCKOPSIU BbIBEICHUE TEPUPIYHOMUIA, TPUBOJIS
K CHIDKEHHUIO KOHIIEHTpaluy TepuduIyHOMHIa B I1a3Me KpoBH Oosiee yem Ha 98 %.

Ecnu manueHT oTBeyan Ha jiedeHue TepuIyHOMUAOM, IPUMEHEHHE MPOLEAYphl YCKOPEHHOTO
BbIBE/ICHUS TEPUPIIYHOMHUA MOXKET MPUBECTH K aKTUBHOCTH 3a00JI€BaHMUS.

[TosioBas NpUHAIEKHOCTh, HAIIMEHTHI MOXKHUIJIOTO BO3pacTa

Ha ocHoOBaHuM pe3ynbTaToB MOMYJSAIMOHHOTO aHajdu3a (apMakOKMHETUKH Yy 3I0POBBIX
J0OPOBOJIBIIEB U Y MAlMEHTOB C PACCESIHHBIM CKJIEPO30M ObLIO BBISIBJICHO HECKOJBKO MPUYMH
BHYTpEHHEH BapuabeIbHOCTH (papMaKOKHMHETHUYECKUX MOKaszaTeseil: BO3pacT, Macca Teja, IoJl,
paca ¥ KOHIIEHTpaIK aibOyMrHa U OminpyOuHa B KpoBU. TeMm He MeHee, UX BIUSHUE OCTAaeTCs
OTpaHUYEHHBIM (M3MEHEHHUE (papMaKOKMHETHUECKUX Mokazarenei <31 %).

[IeueHOoYHAs HEAOCTATOYHOCTD
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[leueHouHast HEAOCTATOYHOCTH JIETKOM U CpeaHEH CTenéQpr Tﬂ-)llég’['[/l ' eTg@;LITIBaer BIIMSIHUS HA

dapmakoknHeTHKY TepudyHomuaa. [103ToMy KOPpEKIUHU J03bl y MAalUEHTOB C MEYCHOYHOU
HEJIOCTaTOYHOCTHIO JIETKON M CPEHEH CTEIICHH TSHKECTH He Tpernoaraercs. @apMakoOKMHETHKA
TepuQIIYHOMHU A Y TAIIUCHTOB C TICYEHOYHOW HEIOCTATOYHOCTRIO TSDKEJION CTEIEHU He U3yJallach
(cm. paznen 4.3).

[ToveyHas HEIOCTATOYHOCTh

IToueunas HEAOCTAaTOYHOCTH TSDKEJION CTEIICHH HE OKa3bIBaeT BIIMSHUS Ha Q)apMaKOKI/IHeTI/IKy
tepudyHomMuaa. [103ToOMy KOPpEKIHMH J03bl Y MAMEHTOB C MOYEYHOH HEIOCTATOYHOCTHIO
TSDKEJION CTETICHU He TpeOyeTcs.

6. ®APMAIEBTUYECKHUE CBOMCTBA
6.1 Ilepeyenb BcnoMoraTe/IbHbIX BeleCTB

Anpo tabaeTku

JaKTO3Bl MOHOTUApAT

KpaxMas KyKypy3HbIi

IeJUTI0I032 MUKPOKPHCTAIUTNIECKAsT
KapOOKCHMMETHIIKpaxMajl HaTpus
THITPOJIO3a

MarHusi creapat

[1nenouyHast 060s109Ka
Omnanpait ® AMB II 6enbiit 88A 180040 (TTomuuumnossiit cupt (E1203), Tansk — (E553Db),
tutana quokcun (E171), rmuuepuna MmoHoKanpuitokanpat (Tun 1), Hatpust Jaypuicynbdar)

6.2 HecoBmecTuMOCTH

He npumenumo.

6.3 Cpok rogHocTu (CPOK XpaHeHHUs)

2 roza.

6.4 OcoObie Mepbl MPEAOCTOPOKHOCTH NPH XPAHCHUHU
XpaHuTb Npu TeMIiepatype He Boime 25 °C.

6.5 Xapakrep u cojep:kaHue NEPBUYHONH YIAKOBKH

Tepudnynomun, 14 Mr, TabsIeTKH, MOKPHITHIE IUIEHOYHON 000JIOUKOH.

ITo 28 niu 84 TabneTku B OaHKY M3 MOJMATUIEHA BBICOKOW IJIOTHOCTH C 3aBUHYMBAIOLIMMUCS
KPBILIKaMH U3 MOJUIIPONUIIEHA C OCYIIUTENIEM MK 0€3 HEero, ¢ 3allMTON OT JeTel mim 0e3 Hee, ¢
KOHTPOJIEM MEPBOT0 BCKPBITHS MK 0€3 Hero.

ITo 1 Ganke BMecTe C JIMCTKOM-BKJIAABIIEM IMOMCHIAIOT B IMMAYKY U3 KaAPTOHA.

6.6 OcoOble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUUYTOKEHUH  HMCNHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WJIM OTX0A0B, IOJYYEHHBIX TOCJe NpPUMEHEeHHus
JIEKAPCTBEHHOI0 Mpenapara, v Apyrue MAaHUMYJISIIUU ¢ IPenapaToM
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Bech ocraBmmiicst 1eKapCTBEHHBIN Mpenapar U [OTXObI 'QI'&'IEVQF%IEI'T“JMJE Iﬂ'—'clogﬁ';elrc'r'ﬁﬂm C

YCTAHOBJICHHBIMH HAITMOHAIBHBIM 3aKOHOJATEIHCTBOM TPEOOBAHUSIMHU.
7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccniickas @enepanvs

000 «<AMEJIAPT»

109316, r. Mocksa, Bonrorpajackuit mpocnexT, 1. 42, k. 24, stax 2, kom. 11.1
Ten.: +7(495)-741-46-65

®dakc: +7(495)-741-46-65

Anpec snekrponnoit moutsl: info@amedart.ru

7.1. IlpencraBuTe b AepKaTesisi perucTPAlHOHHOIO YAOCTOBEPEeHH s

[IpeTeH3uu moTpeOuTEeNIel HAPABIATh 110 aJIpecy:

Poccuiickas ®@enepanus

000 «<-AMEJJIAPT»

109316, r. MockBa, Bonrorpaackuii mpocrekT, 1. 42, k. 24, stax 2, kom. 11.1
Temn.: +7(495)-741-46-65

®daxkc: +7(495)-741-46-65

Anpec snekTponHo# mouThl: info@amedart.ru

8. HOMEP PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

9. JIATA NEPBUYHOH PETMCTPAIIMM (IIOATBEPXIEHHUS PEIMCTPAIIMA
HEPEPEI'UCTPALINN)
Jlara nepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA
OOmiass  XapakTepuUCTUKa JIEKApCTBEHHOro mpemnapara TepudiayHoOMHa  JOCTyIIHA Ha

UH(OPMAIIMOHHOM MopTane EBpa3uiickoro 3KOHOMHYECKOrO COKo3a B HH(MOPMAIMOHHO-
KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.
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