MHHUCTEPCTBO 3[IPABOOXPAHEHUS POCCHIICKON DEEPALIN

MHCTPYKLIMA
1O MEJIMLIMHCKOMY I[TPUMEHEHMUIO JIEKAPCTBEHHOI'O [IPEITAPATA
JUCCEMMUJI

Perucrpaumnonnsiii Homep:

Toprosoe naumenosanne: JJUCCEMMUJI

Mexynapoanoe HenaTeHTOBAHHOE HAMMEHOBAHHE: TepUdIyHOMHU/

JlekapcrBennasi popma: tTabnerku, NIOKPBITBIE [IJIEHOYHOM 0060J10UKO

CocraB

I Tabinierka, nokpeiTas mieHOUHOM 0607104KOiA, COAEPIKUT:

Heiicmeytowue sewjecmea: TepudayHomun — 14,0 mr;

Bcnomozamenvhoie sewecmsa:

Aopo: runpomennoza E5 — 2,1 wr; KapOOKCMMETHIIKpaXMajl HaTpus — 7,5 Mr; J1aKTO3bl
MoHoruapat  200M - 859 Mr; wmaruus creapatr - 0,5 wMr; uemtonosa
MUKpOKpucTanuueckas 101 — 40,0 mr.

Obonouxa naenounas: runpomennoda ES - 3,6 wMmr; kanbuus kapboHat - 0,9 wr;
makporoa 6000 — 0,2 mr; tanbk — 0,3 Mr.

Onucaunue

Kpyrible 1BosiKOBBINyKIIble TabaETKH, MOKPBITbIE MIEHOUHON 06OIOUKOH OT  6e10ro J10 MOUTH
Gesioro usera. Ha nonepeynom paspese sapo 6e10ro i noutH 6e10ro LiBeTa.
®apmakoTepaneBTHYECKAs IPYNNA: CENCKTHBHBI MMMYHOZEIPECCaHT.

Kon ATX: LO4AA

®dapmakoJiornyecKue cBoiicTBa

DapmakoounHamuxa

Mexanuszm deticmaus

Tepudnynomun = MMMYHOMOYJIMPY IO LM i JIEKapCTBEHHbIH npernapar c
POTUBOBOCNAMTE/IBHBIMA  CBOHCTBAMHM,  CENIEKTHBHO M 0OpaTMMO  MHTUOGMPYHOLLMA
MUTOXOHJPHA/IbHBIA (pepMeHT auruapooporaraeruaporenasy (JAIO-/I ), KOTOpBI# HEOOX0 MM
AUISl CHHTE3a TUPUMUINHA de novo. Takum o6pasom, TepudryHoMua Grokupyer nposaudeparuio
CTHMYJIMPOBAHHBIX JIMM(DOLUTOB, IS KOTOPbIX HEOOXOAMM CHMHTE3 MUPUMHAHHA de novo.

TouHbIi ME€XaHH3M, C MOMOILIBK KOTOPOro Tepmbnyl-xomuu OKa3bIBa€T CBOE TE€pPaANE€BTUYECKOE



ACHCTBME TNpPH pPaCCESHHOM CKJICPO3€, M3YYEH HE MOJHOCTbIO, HO OH MOXKET BKIIOYATh
YMCHBIICHHE YHC/a aKTMBUPOBAHHBIX JTMM(OLUTOB B LCHTPaNbHOM HepBHO#H cucteme (LIHC).
Bosmoxno, uro Ttepudmynomun YMCHBIIACT 4HMCIO MEpU(PEPUYECKUX aKTMBUPOBAHHbIX
MM(OUHMTOB, KOTOPBIE MOTYT murpuposats B [[HC.

Dapmakodunamuyeckue 3¢hpexnivr

Hmmynnas cucmema (enusnue na xonuvecmeo UMMYHHbIX KI€MOK 8 KPOBU)

BiusiHue Ha KONHYECTBO MMMYHHBIX KIeTOK B KpoBH: B Xoze miaueto KOHTPOJHUPYEMbIX
uccefioBatmit npuem TepudnyHomuaa B 1ose 14 mr 1 pas CYTKHM MPUBO/MJ K HE3HAUMTEILHOMY
CHIKEHUIO CPE/IHEro KoMuecTBa AMMGBOLMTOB B nepudepuyeckoii KpoBu (MeHee yem Ha 0,3 X
10%/1), KoTOpOE HABIOAANOCH B TeueHHMe NMEPBBIX 3-X MECSLEB JICYEHHS, N10CIIE YEro KOMUYECTBO
TMMQOLHTOB B meprdepuyeckoii Kposu CTa0M/IM3MPOBANIOCh HA JOCTHIHYTOM YPOBHE H
COXpaHAJIOCh Ha 3TOM YPOBHE 10 OKOHYAHUS JIEUEHUS.

B wimHuyeckoM mccienoBanuu, y nauueHTos, MOJy4aBIIMX JIEYEHHE TePU(IyHOMUIOM,
COXpaHATMCh a/IeKBATHBIC MMMYHHBIE PEAKLIUU HA CE30HHYIO MPOTUBOTPUIINO3HYIO BAKLIMHALIHIO,
4TO COOTBETCTBOBAIO MOAAEPKAHUIO PEAKUMH aKTMBHOH MMMYHM3aUMH. [1allMeHTb B oBeux
rpynnax npuema tepudiyHomuna (7 Mr u 14 mr B CYTKH) Mocjle BaKLMHALMKU JOCTHraIH
CCPONMPOTEKTUBHBIX TUTPOB AHTUTEIN: MOC/E BaKUMHALMK Gonee 90 % nauneHToB JOCTHIIH TUTpa
anTuten > 40 k wrammam HIN1 u B. JIns wramma H3N2 TUTPbI aHTUTEN > 40 ObLTM AOCTUTHY T
Y > 90 % naumneHToB B rpynne npuema TepU(IYHOMHA B 103€ 7 MI' B CYTKH, U y 77 % MalMeHToB
B rpymnmne npuema repudyHomMuaa B 103e 14 mr B cyTku.

B napyrom  panmomusuposamnom,  sBoiiHoM  crenowm, n1auebo  KOHTPOJIMpPYEMOM
(hapMaKOAMHAMUUYECKOM HMCCIe10BAHNH, TIPOBEAEHHOM Y 310pOBbIX 100pOBOJIbLEB, bl H3YUeH
WMMYHHBIH OTBET Ha BBEACHUE HHAKTHBMPOBAHHOI BAKLIMHbI IPOTHUB GElEHCTBA (HeoaHTHTEHA).
ITo okoHYaHMM CXEMBI BaKUMHALMM TeOMETPUYECKHE CpelHHE 3HAYEHHUS! TUTPOB AHTUTEN K
aHTHpabu4ecKoii BakiMHe (BAKLMHE MPOTUB GEIIEHCTBA) B rpynre TepudayHoMuaa 6bUIH HUXKeE,
4eM B rpynmne niauebo, AOCTHras MOCTBAKUMHAIBLHOIO JEYeBHOrO COOTHOLICHMS 3HAYEHMil
THTPOB aHTUTE B Ipyrre TepudIyHOMHIA NPOTHB Py bl miaue6o [90% JIH], cocrasnsomiero
0,53 [0,35, 0,81]. Onnako y Bcex m06poBOIBLEB TUTPbl aHTUPAOUTUYECKUX AHTUTEN MOCIIe
BaKUMHAUMK Obuim Beie 0,5 ME/Mn (tutpa, sBasiowerocs MOPOTOBbBIM [1J15 CEPONPOTEKLIMHK). B
TOM K€ HCCIE0BaHMHK, y HOOPOBOMBLEB, MOMYyYABIIMX TEPUPGIYHOMHUA, CHOCOBHOCTD K
MPOABJCHHMIO KOXKHBIX PEaKUMi THNEpUyBCTBUTELHOCTH 3aMEIEHHOrO TMMA Ha MOBTOPHOE
BBCIICHHE TaKMX aHTUreHOB, Kak aHTureHbl Candida albicans, Trichophyton uan ouuiennbii
AepuBar (npou3BoHoe) 6eska TyGepKy aMHa, He OTIMYaIach OT TAKOBO y A00pOBOJIBLEB [Pk
niaaue6o.

Brusnue na unmepsan QT



B xoze mnnauebo kontponmpyemoro HMCCIIEI0BAHMS, MPOBEACHHOIO € y4acTHEM 30pPOBBIX
106poBoIbLEB, TepUdIyHOMUA MpH CPeMHUX KOHLEHTPALMAX B PABHOBECHOM COCTOSIHUM He
Mokasaj Kakoro-nmi0o noTeHuuaia ais yainHeHus unTepBana QTcF no cpaBHenuto ¢ miane6o:
camoe 0oIIbIIOE CpeaHee pa3inyme MEXKY TepUDIYHOMUAOM M miauebo coCTaBUIIO 3,45 mc ¢
BEpXHeH rpanuueit 90%-ro nosepurensHoro MHTEpBana, paBHOW 6,45 mc. [Ipu 3TOM HM OHO
3HaueHue QTcF ue 6b110 > 480 Mc, M HU OJHO M3MeHeHue AJTMTENILHOCTH 3TOrO MHTEpBasia He
6b110 > 60 MC 110 CPABHEHMIO ¢ MCXOMHBIM 3HAUEHHEM.

Bruanue na gynxyuio noveunwix Kananivyes

B xone mnnaue6o KOHTPOJIMpYeMBIX ~HcciieoBaHuit HaGmomanock 20-30 % cHMKeHHe
KOHLEHTPAaLMK  MO4YEBOH KHMCIOTBI B CHIBOPOTKE KPOBH Y MalUMEeHTOB, MPUHUMABLLNX
TePUPIYHOMHUL, MO CPABHEHHMIO ¢ IPYMNOi niate6o. Cpennee cHinkeHne conepkaHus docdopa
B CbIBOPOTKE cocTaBuiio okono 10-15 % B rpynme tepudmyHomuaa mno CPABHEHHUIO C IPyMIoi
ninaue6o. Takne 3pdEKTbl CUMTAIOTCS CBA3AHHBIMU C YBEJIMUCHUEM TOYEYHON KaHalblLEBOMH
SKCKPELMH H HE CBA3AHBI C H3MEHEHUAMM (DYHKLIMK [I0YEHHBIX KIyGOUKOB.

Knunuyeckas aghpexmusnocms u 6ezonacnocme

O dekTuBHOCTE TepudayHOMMIA Gblna MPOIEMOHCTPUPOBAHA B XOA€ JBYX muaue6o
KOHTpO/MpyembIX nccnenoBanuit TEMSO u TOWER, B koTopbIX oueHHMBancs €XKEIHEBHbIM
NpueM TepudIyHOMUA B 103aX 7 MI U 14 Mr Yy MaumeHToB ¢ PELUAMBUPYIOLLIUM pacCessHHbIM
CKJIEPO30M.

B uccnedosanue TEMSO Gbinu Britoyens 1088 maiueHtos ¢ PELHANBUPYIOILMM paccesiHHbIM
CKJIEpO30M A7isi pUeMa TepuiyHoMHuaa B 103ax 7 Mr (1=366) uiu 14 mr (n1=359), nnu npuema
miaue6o (n=363) B Teuenne 108 Hemenb. Bce nauueHThl Mmenw YCTAHOBJIEHHBIH AMAarHo3s
paccesHHOro ckyiepos3a (Ha OCHOBaHMM KpuTepueB MakJloHabaa (2001)), peunauBupytoue-
PEMHUTTHPYIOLIErO TEYCHUS C TNPOrpecCMpoBaHUEM MM 6e3 MpOrpeccHpOBaHMS; NALMEHTbI
MEPEHECIH, KaK MUHUMYM, 1 000CTpeHHe B TeueHHe roja, NpealecTBYIOLIEro Hecie0BaH’IO
WM, KaK MUHUMYM, 2 060CTpeHUs B TeYeHHE 2-X JIeT, NMPEAILIECTBY IOUMX UCCaen0BaHu0. [Tpu
BKJIFOUCHHH B MCCICI0BAHKE CpeiHUi Oasl no PaclumpeHHO# wWwiKane OLEHKH WHBAIMAM3ALUK
(EDSS - Expanded Disability Status Scale) y nauuenTon He npesbiwan 5,5. CpenHuit Bo3pact
NMaLUMEHTOB M3y4aeMO# Trpynmbl cocTaBasn 37,9 ner. Y GOJbLIMHCTBA NalMEHTOB Gbuia
pemutTHpyiouas Qopma paccesiHHoro ckiaeposa (91,5 %), Tarke OblIM MNpeacTaBaeHbI
MOATpYNIbl MNALUMEHTOB € BTOPUYHO-Nporpeccupyrowmm (4,7 %) wiM nporpeccupyiolie-
PCUMIUBHPYIOIIMM pacCesHHbIM ckiepo3om (3,9 %). CpeaHee KonMuecTBO obocTpeHuit B
TCUCHUE TO/a NEpeNl BKIIOYCHUEM B MCCIIEIOBAHME COCTABAIO 1,4, MPH 3TOM MCcX0aHO Y 36,2 %
MaLMEHTOB ObUIM OYaru, HaKaIIMBAKOIME KOHTPACTHOE BEILECTBO Fa10HHHMIA. Cpennuii 6ann no

wkane EDSS nHa MOMeHT BKMIOYEHMS B MCClelOBaHME  COCTABIIS 2,50. Cpennss



MPONOIKUTENLHOCTh 3a00/IEBAHMA C MOMEHTA MOSIBJCHUS MEPBbIX CHMITOMOB Gbuia 8,7 ner.
bonbuwmuctBo naumentos (73 %) e MPUHUMAIIO TPENapaToB, M3MEHAIOIUX TeUeHHUE
paccestHoro ckieposa (IIMTPC) B Teuenne 2-x JeT nepea BKIIOYEHHEM B ucciieJoBaHue.,
Pesynbratel uccnenoBanus npescrasiensl B Tabnuue 1.

AHajli3 OTAAJEHHBIX DE3yJ]bTATOB, MOMYYEHHBIX B XOJE J0JIrOCPOYHOI0  JOMOJHUTEIBHOTO
KJIMHKYECkoro - ueenenosanus TEMSO  (meamana ofuwieil npoaomKHTENbHOCTH  JleueHus
COCTaBUIA MPHUOJM3NTENBHO 5 JIET, MakcUMasbHas MPOLOIKUTENBHOCTD JIeueHus COCTaBM/Ia
NpubIM3NUTENBHO 8,5 JIeT) He BBIBMI HOBBIX MM HEOMKHAAHHbIX JAHHBIX 10 0€30MacHOCTH
npenapara.

B uccredosanue TOWER Goinu Briodens! 1169 nauuentos ¢ PEeUMIMBUPYIOLLMM PacCesiHHbIM
CKJIEPO3OM 115 mpueMa Tepudiiynomuaa B go3e 7 mr (n=408) uaun 14 mr (m=372), unu npuema
nianedo (n=389). JlnurenbHoCTs Neuenus coctasuna 48 Heaelpb nocie BKJIFOYEHHS MOCJIEHETO
NMauuenTa. Bee nalueH Tl MMeNH yCTaHOBJIEHHBIi 1MArHO3 paccessHHOro CKjiepo3a (Ha OCHOBaHMH
KputepueB Mak/lonanbaa (2001)), peuuanBupyoLIero TeueHus ¢ nporpeccupoBaHuem uiu 6e3
NMpOrpeCCHpPOBAHUA; MALMEHTBI MEPEHECIN, Kak MUHUMYM, | ofocTpeHue B TeueHue rosa,
MPEALIECTBYIOLICrO UCCICA0OBAHMIO MM, KAaK MMHHMYM, 2 OGOCTPEHHs B TeueHHe 2-X JieT,
NMPEAMECTBYIOIMX UCCIe0BaHuMIO. [Ipu BKIIOUeHMH B UCcien0Banme cpeatuii Gamn no EDSS y
NMAaLMCHTOB He npeBbian 5,5. Cpeanuii BO3pacT uccieayemMoil rpynibl NaLHeHTOB cOCTABIIS
37,9 ner. BOJBWIMHCTBO MALMEHTOB HMENH PELMANMBUPYIOLLIE-PEMUTTUPYIOLIUI pacCcesHHbIi
cki1epo3 (97,5%), Ho ObLIN MOArPY MBI MALUEHTOB ¢ BTOpUYHO-1IporpeccupyromwuM (0,8 %) uin
MPOrpECCHPYIOLLIC-PELMAMBUPYIOLMM paccessHHbIM cKiepozoM (1,7%). Cpeanee KonMuecTBO
obocTpenuit B TeYeHHe roJa repe BKIIOUEHHEM B MCCIIE0BAHNE COCTABJISIIO 1,4. Cpennuii 6ann
no wkajne EDSS y nauueHToB Ha MOMEHT BKJIIOYEHUS B ucesenoBanue cocraisn 2,50. Cpeanss
MPOJOJDKUTEILHOCTE 3a00/I€BaHKS C MOMEHTA MOSIBJEHHUS NMEPBBIX CUMIITOMOB COCTABIANA § JIET.
bonbwmHeTBO nmauuentoB (67,2 %) He mnpunumano [TUTPC, B Teuenue 2-X JieT nepen
BKJIIOYECHHEM B MCCIIel0BaHKe. Pe3ynbTaThl Mccnen0BaHus IpeAcTaBIeHbl B Tabnuie 1.
Tabauua 1 - T'naBuble pe3yabTaThl (111 yTBepKIEHHOM 103bl, nonyasinust ITT- nauuenrsl,

HayaBlUIHe JIeYeHHe)

HUccnenosanue TEMSO UccnenoBanne TOWER

Tepugpaynom | Ilnaue6o | Tepudaynom | Ilnaue6o
ua 14 mr ua 14 mr
K-Bo maunentoB 358 363 370 388
KiuHnuyeckne ucxoapl
Cpennerozosas 4acToTa 060CTpeHMi 0,37 0,54 0,32 0,50

(dHys52)

Abcomomnoe chuocenue pucka

-0,17 (-0,26, -0,08)***

-0,18 (-0,27, -0,09)****




[TpoLeHT nauneHToB 6e3 obocTpeHuit 56,5 % 45,6 % 57,1 % 46,8 %
10 COCTOsIHMIO Ha 108 Heneno

Omnocumenvnviii puck ([{Hyss;) 0,72 (0,58, 0,89)** 0,63 (0,50, 0,79)****

[IpoLeHT naueHt, y KoTopsiX UMeJo 20,2 % 27,3 % 15,8% 19,7%
MECTO ycToiunBoe (B TeueHue 12
HeJle/Ib) POrpeccCUpoBaHme
MHBAJIMIM3ALMH 110 COCTOSIHUIO Ha 108
HezeHo

Omnowenue puckos, paccuumanmoe 0,70 (0,51, 0,97)* 0,68 (0,47, 1,00)*
HQ OCHOBE KPUBBIX BbLICUBAHUS
Kannana-Metiepa

([Hys2 ) o cocrosiumio Ha 108
HEJIeNo
[IpoLeHT nanueHToB, y KOTophix 13,8% 18,7 % 11,7% 11,9%
MMEJIO MECTO YCTO4MBOE (B TeueHue
24 Henesb) MPOrpeccupoBaHHe
UHBAJTMM3ALMU 110 COCTOSIHUIO Ha 108
HeJIeITI0

Omuowenue puckos, paccuumantoe 0,75 (0,50, 1,11) 0,84 (0,53, 1,33)
HQ OCHOBE KPUBbIX BbLICUBAHUSA
Kannana-Meiiepa (JIos o)

Kouneunbie Touxn MPT (MaruuTHo-pe3oHaHcHast Tomorpadus)
V3menenne BOD wesens 108! 0,72 | 221
67 % ***

Hsmenenus OMHOCUMENbHO mzaue60

CpeziHee KOJIMYECTBO 04aros, 0,38 1,18
HakarMBarowux ['a (ranonnxuii) Ha

CKaHOrpamme k Heaene 108

Hszmenenus omnocumenvro nnaye6o| -0,80 (-1,20, -0,39) ***x* FleqnpeTeimos:

(AHys2)

KosM4ecTBO OTAE/bHbIX aKTHBHBIX 0,75 2,46

04aroB Ha CKaHOrpamme

Hzmenenus omnocumenvro nnaye6o| 69 % (59 %, 77 %) ****

(AHys%)
**K*p<0,0001 ***p<0,001 **p<0,01 *p<0,05 B cpaBHeHMH ¢ niaueGo

' BOD: 06ummii 06beM 04aros B M (T2 v runonnTeHcuBHbIX T1)
S pexmusrocme y nayuenmoe c evicoxoil akmusnocmuio 3a601e6anus
B uccnenosanun TEMSO B moarpynme nauueHTOB ¢ BBICOKOW aKTHBHOCTBIO 3a60/€BaHMs
(n=127) nHabmonancs ycroiumsblii 3ddekr Tepanuu TepuDIYHOMHAOM B OTHOLIEHMH
000CTPEHNH PacCESHHOro CKIepo3a U yCTOHYMBOroO (B TeueHue 12 Heaesn) NpOrpeccupoBaHus

MHBaNIMAM3aUMU. B cooTBETCTBUM € JM3aiHOM HCCJIeI0BaHUs BbICOKAsi aKTUBHOCTb 3a00/€BaHMUS



Onpe/eanach Npy HaTM4KK 2-X uin 6osee 060CTpeHHit B TeueH e roaa ¢ BU3yaJlM3alideit OHOro
Wi OoJlee HaKAMIMBAIOLIMX rafodMHHIt 04aros Ha MPT rooBHOrO Mo3ra. [Tono6ubiit aHanus
noarpynmn B uccaenoBanud TOWER He nposoauncs, Tak kak He 6b110 noJiy4yeHo naHHbix MPT.

OTCyTCTBYIOT IaHHBIE O NALMEHTAX, HE OTBEYAIOLIMX HA HOMHbBIH U a/IeKBaTHbIN Kypc jiedyeHus (B
cpenseM | rox tepanumn) Gera-MHTEPHEPOHOM, M MMEIOLIMX KaK MHHUMYM | obocTpenue B
TEUCHHME MPE/IbIAYLIEro roa Ha (hOHe Tepanuu, 1 Kak MUHUMYM 9 T2-FUMepHHTEHCUBHBIX 04aroB
Ha MPT ronosHoro mosra wim, kak MuHMMYM, | ouar, HaKanIuBaOWK1i ragjoauHUi, WK O
MAlUCHTaX, y KOTOPBIX 4aCTOTA BOSHUKHOBEHHs 000CTPEHHI He H3MEHMIACH MM yMEHbLIMIACh
B TEUCHHME MPEIbIAYLIEro rojia Npu CPaBHEHNH C MPEAbIAYLIMMH 2 FOaMH.

Knunuveckoe uccneoosanue TOPIC 6buio ABOMHbBIM CJICMBIM, [1aLe00 KOHTPOJIUPYEMbIM
MCCIICIOBAHUEM, B XO/1€ KOTOPOI'O OLICHHBAJIM NPUEM Tepudry HOMUAA B 103aX 7 MI U 14 mr 1 pa3
B CyTKM B TeueHue 108 Hemenb maumeHTaMu ¢ MepBbIM KIMHUYECKUM JEMUETMHU3UPY FOLLIMM
anu3010M (cpeanuit Bospact 32,1 net). OCHOBHBIM KPHUTEpHEM OLIEHKH ObLI0 BpeMs 10 BTOPOro
KIIMHU4ECKOro  snusona (oboctpenns). B obwei  crnoxkHoctd 618 mauMeHTOB  Gbuiv
PaHIOMU3UPOBAHbI B rpyNNbl, nomyyatowue 7 mr (n=205) unu 14 mr (n=216) TepudyHoMua,
umi miauedo (n=197). Puck BTOPOro KIMHMYECKOro 000CTpeHHst Ha MPOTSAKEHUU 2-X JIeT
coctaui 35,9 % B rpynne nnaue6o u 24,0 % B rpynre JieueHus TEPU(IYHOMHUIOM B 103€e 14 Mr
(otHOwEHKe puckoB: 0,57, 95% AoBepuTenbHbli MHTEpBai: 0,38 - 0,87, p=0,0087). Pesyabrars,
MOTY4CHHRIC B XOA€ KiIMHMYecKoro uccaeioBanus TOPIC, moarsepaunn s¢ddeKTHBHOCTD
TepUIIyHOMKIA MPH PCLHMANBUPYIOLLE-PEMUTTHPYIOLLEM paccesHHOM ckiiepose (PPPC), B Tom
uucie npu paiHem PPPC ¢ nepBbIM KIMHMYECKUM JEMHUETMHU3UPYIOIUHUM 3MU3040M U MPT-
oyaraMu pasjMyHON JaBHOCTH M JIOKAIU3aLlUHK.

B pamrax uccredosanus TENERE ¢ yuactvem 324 naumeHToB 3 deKkTUBHOCTb TepudIyHOMUIA
CpaBHMBAIM € 3(EKTUBHOCTBIO TMOAKOKHOIO BBeldeHMs uHTepdepoHa Gera-la (B
PEKOMEHI0BAHHOW J103€, cocTaBisowe 44 wMmkr, 3 paza B Henento). MuHHMabHas
NPOAOKMTEILHOCTD JICYCHHs cocTaBuia 48 Hesenb; MakcuMaibHas - 114 nwenens. Bpems 1o
TEPANEBTHYECKOH Hey1aun (NOATBEPKAEHHOE 000CTPEHHE MM MOJHOE MPeKPaLLeHKe JeueHus,
HE3aBUCHMO OT TOTO, YTO MPOM3OLLIO B NEPBYIO OYepe/lb) ObLIO MEPBUUYHON KOHEUHOM TOUKOIA.
KonnyecTBo naumeHToB, OKOHYATeNbHO MPEKPATHBIIMX JiEUEHHE, B rpynmne tepudyHomuaa
14 Mr cocraBuno 22 u3 111 (19,8%). ITpuunHamMu Gbiik HeXenaTelbHbIE SBICHHS (10,8 %),
He0cTaToYHas 3¢ heKTUBHOCTS (3,6 %), Apyrue npuuuusl (4,5 %) u noTeps 4Js AajibHeiero
Habmonaenus (0,9 %). KonnuecTso nalmueHToB, OKOHYATENbHO NPEKPATUBIIMX JIEYEHHE, B rpyIIIe
unrepdepona Gera-la coctaBuio 30 uz 104 (28,8 %). [Ippnunnamu Oblu HexenatenbHble
apnenns (21,2 %), venoctatounas spdexrusHocts (1,9 %), apyrue npuyuHsl (4,8 %) u

HEBBITNOJIHEHHE YC/10BUI npoToKoa (1 %). CTaTUCTHYECKH JOCTOBEPHBIX OTIMYHH M0 BAUSHUIO



Ha TNIEPBUYHYI0 KOHEUHYIO TOYKY MeXAy Tepu(pIyHOMHIOM B no3e 14 mr B CYTKM M m/K
uHTEpepoHOM Geta-la B 103e 44 Mr B CyTKM He ObLIO BbISBIECHO. I[IpoueHT nauueHToB ¢
MOATBEPHKKIAECHHON TEpaneBTUYECKOM Heynaueit k 96-if Hegene Mo metony Kannana-Meiepa
cocrasui 41,1 % Ha done TepudpiyHoMuaa no cpasHennuio ¢ 44,4 % na ¢one uHTepdepona era-
la (p=0,5953).

[IpuMeHeHue v nereii

Kimnnueckue naubie 06 3¢¢eKTHBHOCTH M 6e30macHOCTH NpUMEHEHUs TepudyHOMHUaA Y
A€TEH W MOAPOCTKOB B BO3pacTe 10 18 11eT oTcyTCTBYIOT.

Dapmakokunemuxa

Bceacvisanue

buonoctynHocTh mpenapata coctaBiser npubausurensio 100%. Ha ¢one Kkypcosoro
NEpPOpabHOro  mpueMa  TepuIyHOMHIA CpelHee 3HAYEHHE BPEMEHM  JOCTHIKEHHS
MaKCHMaJIbHbIX KOHLEHTPALIMH B Mj1a3Me KPOBH (tmax) COCTaBASET OT | 110 4 .

[Iniua He oka3pIBaeT KIMHMYECKM 3HAYUMOTO BIMAHMUS Ha (apmakokuHeTHKy TepudyHOMHUA.
[Tocne mpuema BHYTph TepudmyHomuaa B 103ax 7 Mr u 14 Mr ero cucTemmuas 9KCMO3U LM
YBEJIMYMBAETCS MPONOPLHOHATBHO [03€.

Ha  ocHoBaHMM ~ CpesHMX  NPOrHO3MPOBAHHBIX (hapMaKoKMHETHYECKHX — mapameTpos,
PAaCCUMTAHHBIX HAa OCHOBAHMM aHaIM3a MOMYJIALMOHHOW (hapMaKOKHHETHKHM (PopPK) ¢
HCTOJIE30BAHMEM JIAHHBIX O 3/I0pPOBBIX 100POBO/IBLAX M MALMEHTAX C PACCESHHBIM CKJIEPO30M,
npu  npueme  TepubayHOMMaA HAbMIOJAETCS  MEWIEHHOE  JOCTHIKEHHE paBHOBECHO
KOHUEHTpaL1u (Ipubau3nuTensHo 95% paBHOBECHOI KOHUEHTpaLKK gocTuraercs yepes 100 gueit
(3,5 mecaua)), a npeanonaraemplii Ko3hGUUKEHT HAKOMICHUS TepU(IYHOMHIA IPH JOCTHIKEHUH
PAaBHOBECHOW = KOHUEHTPALMM CcOCTaBIseT 34 (IpU OLEHKE [0 MIOWAAM MOJ KpPHUBO#M
«KOHLEHTpauusa-speMs» (AUC)).

Pacnpeoenenue

Tepudnynomun akrtuBHo (>99%) cBs3biBaeTCs ¢ GenKaMH  IUIa3Mbl KpPOBH, BEPOSITHO, ¢
anbOyMHHaMH, U NMPeNMyIIECTBEHHO pacnpeiensercs B miasme. Ofbem pacnpezeneHus nocje
OZHOKPATHOIO BHY TPMBEHHOI'O BBE/IEHUS Mperapara coctasiser 11 7.

Buompancgopmayus

Tepudnynomun ymepeHHo Metabonusupyercs u sBaseTcs MHCTBEHHbIM BELLIECTBOM, KOTOPOE
OMpPEAC/ICTCSs B MJ1a3M€ KpOBH. ['N1aBHBIM myTem GuoTpaHcopMaluu s HE3HAYUTETBHOTO
KOJIMYeCTBa METabOJMTOB TepUGIyHOMHAA ABIAETCS TMAPOJIM3 € OKMCICHMEM B KauyecTse
BTOPOCTENECHHOrO MyTH MeTabonu3ma. BTopocTeneHHble MyTH BKIIOYAIOT OKHC/eHMe, N-
alETHIMPOBaHKE U KOHBIOTALHUIO C CyIb(aToM.

Buvigeoenue






