COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 25.09.2025 Ne 24085

(R )

(MOCNEOOBATENEHOCTb 0002)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA

®unronumon, 0,5 Mr, Karncynbl

2. KAYECTBEHHBIW U KOJTUYECTBEHHBIN COCTAB

JleiicTBytOIIIEE BEIMIECTBO: (PUHTOITUMOI.
Kaxxnas xancyna cogepxut 0,5 Mr ¢puHromuMona (B BHAE TUAPOXIOPHIA).

BcniomorarenbHbIe BCIICCTBA, HAJIMYHUC KOTOPBLIX HAJA0 YYHUTHIBATL B COCTABC JICKAPCTBCHHOI'O
npenapara: MaHHUTOJI (cM. pazzaen 4.4.).

[Tonublii nepeyeHs BCIIOMOTaTeIbHbIX BEILIECTB MPUBEIEH B pasaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Kancynsr.

TBepasie xenaTuHOBBIE Kancyibl Ne 3 ¢ 6eIbIM HEMPO3pavyHbIM KOPITYCOM H JKEJITON HEMpPO3pavyHOi
KpbIkoi. CoepKUMOoe Karcyll — MOPOLIOK OeToro Wik MOYTH Oeioro 1BeTa.

4. KIIMHUYECKUE JAHHBIE

4.1. lloka3aHusi K NPUMEHEHHUIO

Pemuttupytomuii paccesunsiii ckiepo3 (PPC) — y B3pocnbix m gereit crapme 10 jer st
YMEHBUICHUS YaCTOThl KJIMHUYECKHX 00OCTPEHUI 0O0JEe3HH U CHUIKECHHUS PUCKA NMPOTPECCHPOBAHUS
HETPYI0CITIOCOOHOCTH.

4.2. PesxuM J03UPOBAHMS M CIIOCO0 MPUMEHEHUs!

Jleuenue CJICOAYCT HAUMHATD U ITPOBOJNTH TOJBKO IIOJ KOHTPOJIEM Bpada, UMCIOIICTO OIIBIT JICUCHUA
pacCeAIHHOro CKJICpPO3a.

PexxuM o3upoBaHus

Bspocnvie

Pexomenayemas no3a npemnapara @unronumosn coctasisiet 0,5 mr (1 karcyna) BHyTph 1 pa3 B CyTKu
HE3aBUCUMO OT BpCMCHU MpUCMa IMHIIH.

Heo6xoaumMo HabmroaaTh NaIMeHTa IMocje MPUMEHEHHUS IIEPBOM 1036l ITpenapara OJJMHaKOBO KaK IPH
Hayaye JiedeHus mnpenaparoM OUHTOIMMOA, Tak M TOCIE MNpUeMa NEpBOM 103bl, B cllydae
MPEPHIBAHMS TEPATTHH:

e Ha | neHs u 6osee B TeUCHHE NEPBBIX 2-X HE/Eb TEPAIny;
e (oilee ueM Ha 7 aHEH Ha 3-i wiM 4-1 Helele JICUCHUS,;
e 0osee ueM Ha 2 HEAETH MOCIE TOTO, KaK JICUeHHE MPOAO0IDKAIOCH 0oJiee MecsIa.

Ecnu neyenue mpepbiBaeTcs Ha Ooyiee KOPOTKHH MPOMEKYTOK BPEMEHH, Y€M YKa3aHO BBILIE,
JIeUeHHe CleyeT NPOJODKATh CO CIEAYIOIIEH 3allIaHUPOBAHHOM JJO3bI.
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Ipexpawenue neuenus unzorumodom (cm. pazoen 4.4)

[Tocne oTMmeHbl JiedeHUs (PUHTOIMMONOM HEOOXOIUM O-HeNeNbHbIM MHTEpBan Oe3 JeueHus s
BBIBEJICHHUS (DPMHTOJIMMOJAa M3 KPOBOTOKA; TAaKOM CPOK OMPENCNIICTCS MEPHOIOM ITOYBBIBSICHHUS
npemnapara. [Ipu mpekpaiieHun mnpueMa mnpemnapara He0OXOAUMO YYUTHIBATh, YTO HOPMaIM3alUs
KOJIMYeCTBA JUMQOIMTOB IMPOMCXOAUT dYepe3 [-2 Mecsna Tmocie IMOCIEIHEr0 MPUMEHCHHUS
(bI/IHI‘OJII/IMO,Z[a, XOTA B pﬂz[e cnyqaeB JJIA TIOJIHOT'O BOCCTAHOBJICHU S Tpe6yeTC51 3HAYUTCIBHO 60J'II:H.I€
BpeMeHH. B 3TOT mepuoj HeoOXOIUMO COXpPaHATh HACTOPOKEHHOCTh B OTHOIICHHHM Pa3BHTHS
uHbekmii. IlanueHToB crexyeT NPOUHCTPYKTHPOBATH O HEOOXOAMMOCTH HE3aMEITUTENEHO
coobmare Bpadyy 000 BCeX CHUMNOTOMAaX HWHQPEKIHH B TEUCHHE 2 MECSIEB IOCIAE OTMEHBI
¢unromumona. [TockoabKy npu NPUMEHEHUH UMMYHOJICTIPECCAHTOB B T€UEHUE 1—2 MecsIeB mocie
MPEeKpaIlIeHUusT TpreMa (UHTOIMMOAA BO3MOXKHO JIOMOJIHUTEIIBHOE YyrHETAIoIlee JeHCTBHE Ha
UMMYHHYIO ~ CHUCTeMY, HEOOXOIuMO  cOONIoaTh  OCTOPOKHOCTh  NpU  HPUMEHEHHH
UMMYHOJICTIPECCAaHTOB BCKOPE MOCJIC MPEKPAICHHUS JICUCHUS TIPerapaToM.

OCTOPOKHOCTD TIPH MPEKPAIEHUH Tepanuu (PUHTOTUMOJIOM TaKXKe CIEAYET COOJIF0IaTh B CBSI3U C
puckoMm penuauBa. Ecau ormena npemapara @UHromMo 1 He0OXoauMa, B IEPHO.T TTOCIE OTMEHBI
MAIMEHTOB CJIeAyeT Ha0I0AaTh Ha MPEIMET MPU3HAKOB BO3MOXKHOTO PELIUIUBA 3a00JIEBaAHUSI.

Oco0ble T'PVYIITBI TAITUEHTOB

Hab;ueHmbl nooaHCus10co so3pacma

VY marueHToB B Bo3pacte 65 neT u crapiie GUHTOJIUMOJ CIEAyeT MPUMEHSATh C OCTOPOKHOCTHIO
BBHJIy HEJIOCTATKA JJAHHBIX TT0 O€30MacCHOCTH U Y3PHEKTUBHOCTH.

Ilayuenmul ¢ Hapyuenuem ynKyuy novex

B xmoueBsix uccnenoBanusx npu PC mpuMeHeHne (UHrOIMMO/AA Y MAIMEHTOB C HapyIICHUSAMU
byHKIMM TIOUYeK He wu3ydand. Ha ocHOBaHMM JaHHBIX WCCICIOBAHUM 10 KJIMHHYECKOU
(bapMakoJIOTUU KOPPEKTUPOBATH /103y IMperapara y NaleHTOB ¢ HapyIIEHUsIMHI (PYHKIIUHU TOYEK He
Tpedyercs.

Iayuenmvi ¢ Hapywenuem hyHKyuu nevyeHu

[Tpumenenue npenapara OUHrOIMMON y MAIMEHTOB C HapyIIEHHUEM (PYHKLUUU TEYCHH TSKEIOU
crenenu (knacc C mo knaccudukanuu Yaiinaa-I1s10) mpoTuBomnoka3aHo.

Koppekuu 10361 mpenapara y MAleHTOB ¢ HapylmleHHeM (YHKIMH TEYeHH JIETKOH M CpeaHen
CTEIEHH TSKECTH He TpeOyeTcs, OJHAKO cieyeT coOI01aTh OCTOPOKHOCTh B HaYalle IPUMEHEHUS
IpenapaTa y NalMeHTOB JAHHOM TPYIIIIBI.

Caxapubiii ouabem

HccnenoBanuii 1Mo mNpUMEHEHUIO (GHUHTOIMMOAA Y TMAalUMEHTOB C CaxapHbIM JHa0eToM He
npoBoAmiiock. Heo0xomumo coOatoaTh OCTOPOKHOCTh IPU MPUMEHEHUH Mpernapara y nalieHToB
JAHHOW KaTeropuy H3-3a PHUCKA Pa3BUTUS MAKYJISPHOIO OTEKa. Y TaKUX IallUEHTOB CIEIyET
PETyJISpHO MPOBOAUTH O(TambMoOIOTHYECKUE 00CIeI0BaHUs Ha TIPEIMET BbISBICHUS MaKyJISIPHOTO
OTEKa.

eTH
Jlemu 6 6ospacme om 0 0o 10 nem

besonacHocts n 3 dexTuBHOCTD (puHrONIMMOA Y aetrei B Bo3pacte or 0 mo 10 ymer Ha maHHBII
MOMCHT HC YCTaHOBJIeHBI. I/IMGIOH_II/IGC}I Ha CGI‘OI[HSIH_IHI/Iﬁ JOCHb OAaHHBIC HpI/IBe,Z[GHBI B pa32[enax
«ITo6ounoe nerictBue» u «DapMakoIOrMUYECKUE CBOWCTBA», OJHAKO HEBO3MOXXHO JaTh
PEKOMEHJALUY 10 PEKUMY JO3UPOBAHUA.
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(CMEPTHOMY OTUETY

Jlemu u noopocmxu cmapute 10 nem ¢ maccoi mena bonee 40 ke
Pexomenayemas nosa cocrasiuser 0,5 mr (1 karcyna) BHyTps 1 pa3 B CyTKH.

Croco0 mpuMeHeHus

IIepopanbHo.

[Ipenapat ®UHTOIMMO/ ClIEAYET IPHHUMATH BHYTPh, BHE 3aBUCUMOCTH OT BPEMEHH TIpHUeMa MHUTIIH.
4.3. IlpoTuBONOKa3aHUA

e [unep4yyBCTBUTENBHOCTh K (PUHIOIMMOAY WM K JIOOOMY U3 BCIOMOTAaTEIbHBIX BEILECTB,
MePEUYUCIICHHBIX B pasjene 6.1.

e BrisBneHHBI UMMYHOACPUITUTHBINA CHHIPOM.

e [loBbIIEHHBIN pHUCK ONIIOPTYHUCTUYECKUX UHQEKIHH, B TOM 4yucie y
UMMYHOKOMIIPOMETHPOBAHHBIX MAIMEHTOB (B TOM YHUCIIE MOJIYYaAIOIINX UMMYHOCYIIPECCUBHYIO
TEpanuio B HACTOSIIEE BpeMs WM UMMYHOKOMIIDOMETHPOBAHHBIX 3a CUET MpeIIIecTBYIOLIEH
TEpanuH).

e Tspkenas nHEKIUS B aKTUBHOM (ha3e, akTUBHAS XpOHHUYEcKas HHPEKIUs (TemaTuT, TyOepKyIies).

e BrbIABICHHBIE 3I0Ka4€CTBEHHBIE HOBOOOPA30BaHUs B aKTHBHOM (asze.

e Hapymenus QyHKIMM nedeHu Tsokenoi crenenu (kinace C o mkane Yaitng-I1s10).

e Uudapkr Muokapna, HeCTaOMIbHAS CTEHOKAPAUS, MHCYJIbT/TPAaH3UTOPHASL HIIEMHYECKas aTaka
(TUA), nexoMmmeHCHpOBaHHAsI CepJeYHas HEIOCTATOYHOCTh (TpeOyrolas TOCIHTAIU3aIlNN),
cepaeunas HepoctaroyHocTh II-IV kmacca mo NYHA (New York Heart Association) 3a
nocieaHue 6 MecsLeB.

e Tspxenas cepiedHas apuTMuUs, TpeOyrolas aHTUAPUTMHUUECKYIO Teparuio mpenapatamu la nmm
III xmacca.

e ATpuoBeHTpUKYIsIpHas Onokana tuna Moburn Il 2 crenenu, aTpuoBeHTpUKYIsIpHas Ookana 3
CTETIEHH, CHHAPOM CJIA00CTH CHHYCOBOT'O y3J1a — PH OTCYTCTBUU KapIUOCTUMYIISTOPA.

e Hcxoausrit matepast QTc >500 mc.

e bepeMeHHOCTh U MEPUOJ TPYAHOTO BCKAPMIIMBAHUS.

e Jlerckuii Bo3pact a0 10 ner.

4.4. OcoOble ykazaHHMs M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Bpanuapurmus

B nHavane npumenenus punroanmona ormedaercs npexojsiee cHwkeHne YCC, KoTopoe MOXKeT
COIIPOBOKAATHCS 33JCPKKOM aTPUOBEHTPUKYJSIPHOTO MPOBEIEHUS, BKIIOYAs OTICIIbHBIE CIydau
npexojsiei monHoi AB-6mokael, pa3pemaronencs ClioHTaHHO.

YUCC HaunHaeT CHMXAThCA B TEUCHHE | yaca mocie mepBoro mpuemMa npemnapara, a MaKCUMaJIbHOE
CHIDKCHHE OTMEUaeTCsl MPUMEPHO depe3 6 JacoB. DTOT MOCIEA030BhIH dPPEKT coxpaHseTcs Ha
MPOTSDKCHUM TTOCJIENYIONMIUX JTHEH, XOTS, KaK MpPaBWJIO, B 0oJjiee JIETKOW CTENEeHH; B TEUYCHHE
MOCTIeYIOIUX HEJeNlb OH OOBIYHO cxoauT Ha HetT. Ilpu mponomkenun nedenus cpemusss YCC
BO3BpaIlaeTCs K UCXOJTHOMY YpOBHIO B TedeHue 1 Mecsna. OaHako y otaenbHbix nanueHToB YCC k
KOHIY IIEPBOr0 MeCsLa MOXKET HE BEPHYTHCS K UCXOAHOMY ypoBHIO. Hapyiienus npoBoauMocCTy,
KaK TPaBWJIO, OBUTH MPEXOAIIMMUA U HE MPOSIBIUIMCH KIMHUYECKH. OOBIYHO OHHM HE TpeOoBaIu
JIeYeHHs] U pa3pelIaich B TE€UEHUE MEpBbIX 24 yacoB Ha (oHEe mMpuMeHeHus mnpenaparta. [Ipu
Heooxomumoct YCC, CcHIWKEHHass B pe3yibTaTe NpPUMEHEHUS (UHTOIUMOAA, MOXKET OBITh
IIOBBIIIICHA 34 CUCT HapeHTepaanoro HpI/IMeHeHI/IH anOHI/IHa 148 I/IBOHpeHa.HI/IHa.
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BceMm nanuentam cnenyet nposectu DKI' u usmeputh AJl 10 Hayana npuema mpernapara u yepes 6
YacoB IOCIIE TPHEeMa MepBOii 103bl. Beex manueHToB Heo0Xx01uMo Ha0Ir01aTh B TeUeHUE 6 YacoB Ha
MpeAMET MPU3HAKOB U cuMnTOMOB Opanukapauu, usmepsst YCC n AJl kaxnapiit yac. B Teuenne 6-
4acoBOTO IE€pHOJAa PEKOMEHAYETCS MPOBOAUTH HENpPEphIBHBIA (B peanbHOM Bpemenu) OKI'-
MOHHUTOPHHT.

[Ipu pa3BUTHH CHUMIITOMOB OpajvapUTMUHM Ha (OHE TepanmuH IpenapaTroM HEoO0XOAWMO HayaTb
COOTBETCTBYIOIIME MEPONPUATHUS, 00EeCTIeYUuTh HAONIO/IEHNE MAllMeHTa BIUIOTh 1O KYMHUPOBaHUS
JaHHOTI'O COCTOSHMUA. HpI/I HGOGXOI[I/IMOCTI/I JIeKapCTBeHHOI\/'I TCpalru B ICPUOJ MOHUTOPUHTA ITOCJIC
npreMa nepBoi J03bl HEOOXOAUMO MPOAIUTEH HAOIIOACHHE IO MEHBIIEH Mepe 10 yTpa ClIeIYyIOIIEro
AHA, U TIOBTOPUTH OGCHGI[OBaHI/Ie, AHAJIOTHUYHOC Ha6JIIOI[eHI/IIO IIOCJIC HepBOfI AO35bI, MOCJIC MTprUeMa
BTOpOM 11036l TIpenapata OUHTOTUMOI.

Ecin yepe3 6 wacoB mocie npuema nepoi 1036l YCC HaxoIuTcs Ha MUHUMAJIbHOM YPOBHE
(yka3bIBas Ha TO, 4TO (hapMakonuHaMu4eckuit 3pexT Ha cep/iie, BO3MOXKHO, ele He MPOSBUJICS B
MaKCHMaJIbHOU CTETeHH ), HAOMIOICHHE CIeNyeT MPOIITUTH eIle 10 KpaifHei Mepe Ha 2 yaca WIH JI0
tex nop, noka YCC BHOBb He moBbicuTcs. Kpome Toro, eciim HCC 4yepe3 6 yacoB mocie nmpuema
mpernapara cocTaBisieT <45 yn/MUH y B3pOCIbIX, WM <55 yn/muH y aerei crapie 12 ner, wim <60
ya/mun y aeteit ot 10 mo 12 nmet, uiau nipu BriepBbie Bo3HUKIIEH AB-0510kane 2 CTENEeHN WA BBIIIES
no aaHHbIM OKI' uepe3 6 vacoB mocie mpuema mpenapata, win ecaud uHtepBal QTc mo OKI
cocraBisier >500 Mc, ciaeayeT NMPOBOAMTH JOIOIHUTEIbHOE HaOmoneHue (1o KpaWHeW mepe 10
CIIEYIOIIEro yTpa WIX J0 TeX MOop, MoKa HapylleHus He paspemarcs). AB-Onokana 3-it crenenu,
Korja Obl OHa HU BO3HMKIIA, TAK)Ke TpeOyeT MpoBeIeHUs MPOAJIEHHOTO MOHUTOPUHTA (10 KpaitHei
Mepe /10 CIEAYIOIIETO yTpa).

VY nmanueHToB, MONTYYaBIIMX JIEYEHHE (MHTOIMMOIOM, 3apErHCTPHUPOBAHBI OYEHb PEIKUE CITydau
unBepcuu 3yona T Ha DKI'. B cnydae BeissBIeHHsI nHBepcuu 3yOma T HEOOXOIMMO HCKIIIOYHUTH
HaJMYUe JAPYTUX TPHU3HAKOB HINEMHHM MHOKapnaa. [Ipy momo3peHNH Ha HIIEMHIO MHOKapAa
peKoMeHayeTcs 00paTUTHCS 3a KOHCYIbTALMEH K KapAHOJIOTy.

B cBsA3u ¢ pUCKOM pa3BUTHUs CEpPbE3HBIX HAPYLICHWW pUTMA cepaua npenapar OUHroauMona HE
CleIyeT MPUMEHSTh Y AIlMEHTOB C CHHOATPHAIBHON OJIOKAaI0N, CAMITOMATHYECKOW OpauKapanei
WIM TOBTOPHBIMHU D3MM30[aMU CHHKOIAJIbHBIX COCTOSHUM B aHaMHE3€, C CYLIECTBEHHBIM
ymmnaeHrneM uHTepBasia QT (kenckuit moi: QTc >470 mc (crapme 18 met), QTc >460 mc (10-18
net); myxckoi non: QTc >450 mc (crapme 10 ner)). IIockonbKy NEpeHOCUMOCTH BBIPAXKEHHOU
OpazuKapauu MOXKET OBbITh CHIJKEHa Yy TMalMeHTOB C OCTAHOBKOM cepAlla B aHAMHE3E,
HEKOHTPOJIMPYEMOM apTEpUAIbHOM THUIIEPTEH3UEH WM TSKEIbIM CUHIPOMOM aIlHOd BO CHE,
npenapaT OUHTONMMOJ HE CIEAYET IPUMEHATD y 3THX MAlMEHTOB. Y TAKUX MAllMCHTOB IPUMEHEHHE
IpenapaTa BO3MOXHO TOJIBKO B CiIydae, €CiM MpeAronaaraeMas mojb3a IpeBbllIacT MOTEHIIMAIbHBIN
puck. Ilpu HeoOXoIUMOCTH NMpHUMEHEHMs Ipernapara y MAlUeHTOB JaHHON KaTeropuu CleayeT
MPOBECTH KOHCYJbTALMIO Kapauojora IMepel HayajloM Tepamuu JUisi BhIOOpa ONTHUMAabHOTO
MOHHUTOPUHIA CEPJICUHOMN NEATEIbHOCTH, IO KpaHEeW Mepe 10 yTpa CIeAYIOIIEro JTHS.

[Ipumenenne  ¢QuHronMMona y  MAlLMEHTOB C  ApPUTMHUSAMH, TpeOyIOIIUMH  JIEYCHUS
AHTUAPUTMUYCCKUMH CPEJICTBaMHU Kiacca la (Hampumep, XUHUAMH, Au3onupaMua) uin kimacca I1
(HampuMep, aMHOAAPOH, COTaoN), He n3y4anock. Ha ¢poHe npuMeHeHNns aHTUAPUTMUYECKUX

cpenctB kinacca la nnum kiacca Il y manueHToB ¢ Opagukapaueii oTMEUaaIuch Cirydau TUPYyITHON

taxukapaud. IlockoibKy B Havajge NpUMeHeHus ¢uHromumoza otmevaercss cHmwkeHue YCC,
(GUHroIMMOJ] BMECTE C JAHHBIMU JIEKAPCTBEHHBIMU CPEACTBAMU IPUMEHSTDH HE CIIETyeT.

OnbIT npuMeHeHHs (UHTOJIMMOJAa Yy MAIlMEHTOB, MOJIYYAIOUMX COMYTCTBYIOLIYIO Tepamnuio Oera-
aZipeHO0JI0KAaTOpaMH, aHTarOHUCTaMM KallbIMEBbIX KaHajioB, cHWkaromuMu YCC (Takumu Kak

4
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BepanaMml Wi AWITHA3EM), WU APYTUMH NpenapaTaMmu, cnocoOHeMU cHIkaTh YCC (Hanpumep,
nBaOpa/ivH, TUTOKCUH, HHTHOUTOPHI XOJIMHACTEpa3bl WK MUJIOKApIuH), orpaHuueH. [1ockoiIbKy B
Hayase npuMeHeHus punronumona YCC takxe CHUKAETCs, IPUMEHEHNE Ha3BaHHBIX IIPENapaToB B
Hayasie JIeYeHus! (PUHTOJIMMO/IOM MOXKET IIPUBECTH K TsDKeNoi Opanukapanu u AB-6iokaze. B cBs3u
C NOTEHIMAJIbHBIM JONOJHUTENbHBIM BiusgHMeM Ha YCC QuHrommmos He cieayeT HAuyMHATh
IIPUMEHSTH Yy MallMEHTOB, KOTOPbIE OJHOBPEMEHHO IPUHUMAIOT JAaHHbIE Npenapatsl. [Ipumenenne
npenapata PUHrOIMMOJ y TAaKMX MAlMEHTOB CIEAYeT pacCMaTpuBaTh JIMIIL B CIy4ac, €CIH
IpearosaraeMast 1oJib3a IepeBelnBaeT oTeHIHalbHble pUuck. Eciin paccMaTpuBaeTcst BOIpoC O
IPUMEHEHUH Tpenapara, To A0 Hadaja €ro NpUMEHEHHMs ClIeyeT OOpaTUThCs 3a KOHCY/IbTalUeH K
KapAHOJIOTy OTHOCUTENIBHO IIEpEeBOAA NAallMEHTa Ha JIEKApCTBEHHBIE IpEeraparbl, HE CHUXKAIOLIUE
UCC. Ecmu ormena mpenapara, cHwkawomero YCC, HEBO3MOXHa, ciemayeT oOpaTHUThCS 3a
KOHCYJIbTAIle K KapIuOJIOTy OTHOCHUTENBHO OIpEeNICHUs HaJyIexallero HaONIoJeHus Iocie
MIEPBOH J103bI; PEKOMEHIYETCsl MPOJICHHOE HAOIOJCHUE TI0 KpaifHEeH Mepe 70 CIEAYIONIEeTro yTpa.
IIpu  BO30OHOBNEeHUM Tepanuu  npemaparoM  @uurommmon  BausHue ©Ha UYCC n
aTPUOBEHTPUKYJISIPHYIO IPOBOAMMOCTD MOYKET NMPOSIBUTHCS BHOBb B 3aBUCUMOCTH OT JUIMTEILHOCTH
IIPEILIECTBYIOLIEN TEPAIUU U BPEMEHU NPEPBIBAHUS TEPANINH.

Habmonienue, kak u mocse npuema rnepBoil 103bl, He0OX0IUMO B Cly4yae MpepbIBaHUs TEPAITUU:

e Ha | neHs u 6osee B TeUCHHE NEPBBIX 2-X HE/IEb TEPAIuy;
e (oilee ueM Ha 7 aHEH Ha 3-i wiH 4-1i Helelle JICUCHUS,;
e Oosee ueM Ha 2 HEAETH MOCIE TOTO, KaK JICUeHHE MPOA0IDKAIOCH OoJiee MecsIIa.

Ecnu nedenue mpepbiBaeTcs Ha Ooyiee KOPOTKHH MPOMEKYTOK BPEMEHH, Y€M YKa3aHO BBILIE,
JIeUeHHe CIeyeT NPOJODKATh CO CIEAYIOIEH 3alIaHUPOBAHHOM J1O3BI.

Hurepan QT

[Ipn npumenennn puaTONMMMONMA B 103ax 1,25 Mr wim 2,5 Mr mociie JOCTHKEHUS PaBHOBECHOTO
COCTOSIHUSI, HO, KOTJia elle HaOI0JaloCh OTPUIATEIbHOE XPOHOTPOMHOE ACHCTBHE, OTMEUYAIOCHh
ymmnaeHne uaTepBasia QTcl (ckoppextupoBanubiii uHTEpBa QT MO YacToTE Mynbca HA OCHOBE
AAaHHBIX KOHKPETHOT'O HaI_[I/IeHTa) IO CPABHCHUIO C U3HAYAJIbHBIM ITOKA3aTCJICM 10 BerHGI\/'I r'paHuIbI
90% N <13,0 mc. He BbIsIBIIEHO 3aBUCHUMOCTH BOSHUKHOBEHMUS yyiMHEHUs nHTEepBaia QTcl ot mo3s
npenapara W JJIUTCIBHOCTH TCpPAIIUU. IloBbIIIIEHHONT YacCTOTHI CJIY4acB OTKJIOHCHUS IJIMHbI
untepBasia QTcl or HOpMBI (OLIEHMBAaeMbIX MO AOCOJIOTHBIM WM IMPOLEHTHBIM H3MEHEHUSM
OTHOCHTEIJIBHO MCXO/IHBIX 3HaUeHU) Ha (poHe mpuMeHeHHs! (PUHTOIMMO/1a HE 00OHAPYKEHO.

Knunnueckoe 3HaueHuE MOJYYEHHBIX JaHHBIX HeU3BeCTHO. B uccinenoBanusax npu PC kiuHuvecku
3HaYMMbIX 3(dekToB Ha [mHY uHTEepBasa QTc HE OTMEyanoCh, OJHAKO MALMEHTHI C PUCKOM
ymmHeHus nHTepBaia QT B KIMHUYECKHE UCCIICIOBAHMS HE BKITIOYAJIUCH.

VY manMeHToB cO 3HAYMMBIMHU (DaKTOpaMH PUCKA, HAIPUMEP C THIOKATHMEMUEH WM BPOXKIACHHBIM
yanuHeHueM uHTepBana QT, cineayer wn30eraTh NpPUMEHEHUS JIEKAPCTBEHHBIX IIPENaparos,
CTIOCOOHBIX yIIHHATH uHTEpBan QTc.

IMMyHOCVYIIpECCUBHOE NEHCTBHE

cI)I/IHI‘O.]'II/IMO,Z[ OKa3bIBaCT HMMYHOCYITPECCUBHOC I[eﬁCTBHG, B PpPE3yJbTaTC YCro Yy IMAalMCHTOB
BO3pacTaeT puck MHGpeKuuid (B TOM 4YHCIE ONMNOPTYHUCTUUYECKHX HH(EKIUH, KOTOpPhIE MOTYT
MPUBOANUTE K CMEPTH) U PUCK PA3BUTUSA TUM(POM U JPYTUX 3710KaYECTBEHHBIX HOBOOOPA30BaHMM, B
0COOCHHOCTH KOXHBIX. Crenyer TIIATENbHO HaOMIOAaTh MAlMEeHTa, OCOOCHHO MpH HaIUYUU
CONMYTCTBYIOIIMX  3a0oneBaHUi WM  (PAKTOPOB  pHUCKA, HANPUMEpP  MPEALISCTBYIOMIEH
HMMYHOCYyTIpecCUBHOW Tepanuu. [lpm momo3peHun Ha TMOJOOHBIH PHCK Bpady CleAyeT B
WHIUBUAYAITBHOM TOPSIKE PACCMOTPETH BOIPOC 00 OTMEHE TEPAITHH.
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COOTBETCTEYET JKCMNEPTHOMY OTUYETY
ot 25.09.2025 N2 24085

(NOCMNEAOBATENLHOCTb 0002)

Nudexnmm

KitoueBbiM (apmakognHamuueckuM 3(hdeKToM mpenaparta sBISETCS 10303aBHCHUMOE CHIDKEHHE
KoiuuecTBa JuMdonuToB B nepudepuueckoit kposu 10 20-30% OT UX HCXOAHOTO KOJIWYECTBA,
00ycIIOBI€HHOE 00paTUMBIM IiepepacipeaesieHueM TUM(OIIMTOB B TUM(POUIHBIX TKAHSIX.

Ilepen HagamoM Tepanuu MpenapaToM ciaeayeT MOJYyYUTh pe3yabTaT OOIIEKIMHUYECKOro aHaJIn3a
KPOBU C JIGHKOIIMTApPHOW (hOpMyINoOil, BBITOJHEHHOIO HA MPOTSDKEHUHM TOCIETHUX 6 MECSIEeB,
IOPEJIIECTBYIOUIMX Hayally Tepalud, WIM [OoclA€ OTMEHbl NPEAIIECTBYIOUIEH TepamuH.
OOUIeKIMHUYECKUN aHaIM3 KPOBH TaKXKe PEKOMEHIYETCS MEePHUOAMYECKH MPOBOAMTH BO BpEeMs
Tepanuu, yepe3 3 Mecdlla U 3aTeM o KpaitHel mepe 1 pa3 B roji, a Takke Ipu HAUTMYUKA TPU3HAKOB
uHbekuy. [Ipu moaTBepkKIeHHOM abCOMIOTHOM KomuuecTBe dumpomutos <0,2 x 10%11, npenapar
ClIelyeT OTMEHMTS JI0 TeX MOP, TOKa JaHHbIN M0Ka3aTeslb HE BOCCTAHOBUTCS, TaK KaK B KIIMHUYECKUX
MICCIIEIOBAHMS Y TALMEHTOB ¢ abCOMOTHBIM KommuecTBoM JuMdonutos <0,2 x 10%n Tepammio
(bPMHTOJIMMOJIOM TPEKpAIIAIH.

VY ManueHTOoB C TSHKEIBIM aKTHBHBIM HHPEKIIMOHHBIM 3200JIeBaHHEM HEOOXOAMMO OTIONKHUTH HAYaIIO
JICYEHUS MIpernapaToM J0 pa3pelieHus JaHHOTO COCTOSIHHUSL.

Jlo Havaya mpuMeHeHus1 npenapata OUHTOIMMOJ y MAMEHTOB CIIEAYeT OLEHHUTh UMMYHHUTET K
BeTpsAHOM ocrie. [1aeHToB, He UMEIOIUX B AHAMHE3€ JOKYMEHTAIbHO MOATBEPKICHHBIX JTaHHBIX O
MIEPEHECEHHOM BETPSHOW OCIe WM TOJIHOTO Kypca BaKLIMHAIMKM HPOTHUB BUpyca Varicella zoster
(VZV), no Hauana Tepanuu cieayeT oOcienoBaTh s BbIABICHHS K VZV. B ciydae oTcyTCTBUSA
aHTuTen K BUpycy VZV crienyer IpOBECTH IOJHBIM KypC BaKIUMHALKMKA [0 Hadajga TEpaluu
npenaparoM. [Ipu 3ToM Havasno jgeueHus mpenapaToM cieayeT OTI0KUTh MUHUMYM Ha 1 Mecan s
Pa3BUTHS TOJTHOTO UMMYHHOT'O OTBETa Ha BaKIIMHALIUIO.

B pesynbrate Bo3aeiicTBusa npenapara @UHroJIMMo] Ha UMMYHHYIO CUCTEMY MOXKET YBEITUYUBATHCS
PHUCK pa3BUTHS WHQEKIUI, B TOM YHCIE ONMOPTYHUCTHYECKUX. BO Bpems jeueHHs mpernapaTrom
OUHroNIMMO/ y MAlMEHTOB C CUMITOMaMH MH(MEKIIMOHHOTO Mpolecca HeoOX0IuMO IPOBOAUTH
3¢ dEeKTUBHBIE TUATHOCTUYECKHUE U TEPATIEBTUUECKUE MEPOTIPHSTHS.

IIpu olEeHKE COCTOSIHMS TMAIMeHTa C TOJO03pEHHEM Ha HH(EKIHI0, KOTOpas MOMKET OKa3aTbCs
CEPbE3HOM, CIEAYET PACCMOTPETh BOIPOC O €r0 HAIPABJICHUH K Bpady, UMEIOIIEMY OIbIT JICUECHUS
uHOekmii. [lanneHToB, nomyyaomux npenapaT @UHTOIMMOA, HEOOXOJMMO MPETYIPEKAATH O TOM,
YTOOBI B CTy4ae MOSBICHUS] CHMITOMOB HH(EKIIUU BO BpeMs JIEUEHHSI, OHH COOOIAIH O HUX CBOEMY

Bpauy.

[Ipu pa3BuTHM CephE3HBIX MHQPEKIHUNA HEOOXOAMMO PACCMOTPETh BOMPOC O BPEMEHHOW OTMEHE
npenapara @unronumo]1. Bo3oOHOBIATH JeueHue npenapaToM GUHTONIUMO CIeIyeT TOIBKO MOCIe
OLIEHKH COOTHOIIIEHHUS MOJIb3bl U PUCKA.

B MNOCTPCTUCTPAIMOHHOM MNCPUOAC OTMCYCHBLI ClIydau Pa3BUTHA KPUIITOKOKKOBOTO MCHHUHIHUTA
(rpubkoBast MH(pEKIMs), HHOTJAA C JICTATBHBIM HCXOJIOM, IMOcjie 2—3 JIET JICUYCHHs IpernapaTom,
OOHAKO TOYHAad CBA3b C MJIMTCIBHOCTBIO TCPAIIMKM HC YCTAHOBJICHA. HpI/I PasBUTUU CUMIITOMOB,
MO3BOJISIIONIAX ~ 3allOJIO3PUTh PAa3BUTHE JAHHOTO COCTOSIHUS (HAmpumep, TOJIOBHOW 0o,
COHpOBO)K,Z[aIOH_IeI\/'IC}I MNCUXUYCCKUMHU HAPYIICHUAMHU, TAaKUMH KaK CIHYTAHHOCTb CO3HAHUA,
TaJUTIONIMHAIIMA ~ W/WIM ~ W3MEHEHHWE JIMYHOCTH), CJEIyeT HE3aMEUIMTENIbHO  MPOBECTH
COOTBCTCTBYIOINHUC AOUATHOCTUUCCKHUEC MCPOIIPUATHUS. HpI/I MOATBCPXKACHUNU OHUArHo3a CJICAYCT
BPEMEHHO OTMEHUTh (UHTOJUMOJ] W HadyaTh COOTBETCTBYIOIEE JiedeHue. Ecnm Tepamuio
¢uHrOoIMMOI0OM TpeOyeTCsi BO30OHOBUTH, CIEAYET MPOBECTH KOHCYJBTALMIO C BpauaMHU pPa3HbIX
CHEIUAILHOCTEH (B YaCTHOCTH, CO CIIEIIMAIIMCTOM 10 HHPEKIIMOHHBIM OOJIE3HSIM).

B  mocrpeructpalMOHHOM  TEPUOAE  OTMEUEHBI  ClIydad pa3sBUTHSA  NPOrPECCUPYIOLIEH
MynbTHGOKaTBEHON NetikosHnedanonatuu (ITMJI). TIMJI — onmopTyHHCTHYECKOE MH(EKIIMOHHOE
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COOTBETCTBYET 3
ot 25.09.2025 N2 24085

(NOCNENOBATENLHOCTL 0002)

(CMEPTHOMY OTUETY

3abosneBaHue, BbI3BaHHOE JC-BHpPYCOM, C BO3MOXHBIM JIETQIbHBIM HCXOJIOM WM TSXKEION
uHBanau3anueid. Cnydan IIMJI Obuim oTMedeHBI TpuUMEpHO uepe3 2-3 roja HpUMEHEHHUs
¢GuHrosMMoOJa B KauecTBE MOHOTEpANMU y MAIMEHTOB, paHee He IOJIy4aBIIMX HaTanu3ymao.
HecMoTpst Ha MOBBIIICHUE MPEAIIONATaeMOr0 pUCKa Ha (JOHE COBOKYITHOTO KOJIMYECTBA MPUHSATOTO
CO BPEMEHEM IIpenapara, B3auMOCBS3b C JIMTEIbHOCTBIO TEPANIUU B TOUHOCTH HEU3BECTHA.

[Tomy4eHs! TaK)ke JOMOJHUTENbHBIE cO00eHHs 0 pa3BuTHu [IMJI y manueHToB, paHee MoTy4aBIInX
Tepanuio HaTaIu3yMadoM, JIJIsi KOTOPOTO YKe u3BecTHA cBs3b ¢ [IMJI.

Pazpurtue [IMJI Bo3MOkHO ToNbKO ITpu HHPUUKpoBanuu JC-Bupycom. [Ipu nmpoBeeHnn aHaim3a Ha
Hanuuue JC-Bupyca HeoOXOIMMO YUUTHIBATh, UTO BIHUSIHUE JTUMQOIEHUN HA TOYHOCTh PE3YyIbTaTOB
TECTUPOBaHUsl HAa Hannywe aHTuTen K JC-BHpYCY y MalMeHTOB, MOMY4YaBIINX (UHTOIUMOM, HE
n3ydasiock. CTOUT OTMETUTH TAaKXKE, YTO OTPULIATENIbHBIN pe3yJbTaT aHaIM3a Ha Hanmnuue JC-Bupyca
HE MCKIII0YaeT BO3MOXHOCTH HHpuimpoBanus JC-upycom B nocneayroieM. [lepen npuMeHeHreM
¢dbuHrOIMMO1a HE0OX0IMMO, KaK MPaBUIIO, HE paHee, YeM 3a 3 Mecslla 10 Hayalla Tepanuu, IPoBEeCTU
MPT-uccnenoanue. Ilpu mnpoBenenun 1utaHoBeix MPT-uccnenoBanuii  (4actota KOTOPBIX
OTIpe/IeIIIeTCS HALIMOHAIBHBIMU PEKOMEHAAIMSIMH ), YaCTOTa KOTOPBIX OINpENesseTCsl CTaHIapTaMu
JTUArHOCTUKU M KOHTpousist TeueHus PC, cinegyer coXpaHATb HACTOPOXKEHHOCTh B OTHOIICHUH
JAHHBIX, KOTOpBIC MO3BOJIAIOT 3amono3puTh [IMJI. Takum oGpa3zom mpoeaerne MPT moxHO
paccMaTpuBaTh Kak 3JIEMEHT IMOBBIIICHHOW HACTOPOXKEHHOCTH Yy MAIIMEHTOB C BHICOKUM PHUCKOM
pazButus [IMJL. [1pu nono3penun Ha [IMJI crenyeT HemeyieHHO MPOBECTH AHarHocTudeckyro MPT
U IIPUOCTAHOBUTH JieueHue npenaparoM OUHIOIMMO/ 10 UCKIIIOUeHHs nuarHo3a [IMJL.

N3menenusa na MPT, xapaktepnsie 11 [IMJI, MOTYT mpOSIBASTHCS paHbllle KIMHUYECKUX TPU3HAKOB
WU CUMIITOMOB. Y MallMEHTOB, IMOJYy4YaBLIMX JIEKApCTBEHHBIE MpemnapaTsl 1o nosoay PC, mis
KOTOPBIX ycTaHOBieHa cBsa3b ¢ [IMJI, Bkmrowas QuHrommmon, Habmromamuck ciydanm [IMII,
JIMAarHOCTUPOBAaHHbIE Ha OCHOBaHMM JaHHBIX MPT, a takxe Ha ocHoBanuu BbisBienus JJHK JC-
BUpyca B LEpeOpPOCIUHATIBLHOW JKUAKOCTU TMPH OTCYTCTBUM KIMHUYECKHX MPU3HAKOB WIH
CUMIITOMOB, XapakTepHbIx 1 [IMJL.

BriBenenne (uHronanmoaa mocie IMPEeKpaIleHus: JEYCHHS MOXKET MPOMCXOJUTh B TEUYEHHE 2-X
MecAIEeB, MOTOMY B 3TOT MEPHOJ HEOOXOIMMO COXPAHATh HACTOPOKCHHOCTh B OTHOLICHUH
pasBuTus  uHpekuui. [larMeHTOB  cienyer  MPOMHCTPYKTUPOBAaTH O  HEOOXOIUMOCTH
HE3aMEeIUTENBHO cOo00IaTh Bpady 000 BCEX CHMITOMax MH(MEKIMH B TEYCHHE 2 MECSIIEB IOCTe
OTMEHBI (PUHTOJIUMO/IA.

B mocrpeructpanioHHOM mepuoje TNpUMEHEHHs (UHTOJIMMOJa HAOMIONAIMCh — Cllydau
MHOUIMPOBAHUS BHpPYCOM Nanuuiombl dyenoeka (BITY), Bkirouas manuiioMmy, AMCIUIA3HIO,
oopomaBku u BIIY-accommupoBanHbiii pak. B cBs3u ¢ TeMm, uro ¢uHroimmMMoj oObiagaet
MMMYHOCYIIPECCUBHBIM ~ JE€HUCTBUEM, IIE€pe] HadaJoM Tepanuu IpenapatoM OUHIOIMMOL
HEOOXOIMMO PAcCMOTPETh BOMpPOC O BakuuHamuu mpotuB BIIY ¢ yderoM pekoMeHmanuii 1o
BaKIMHAaIMUU. Takke peKOMEHIYEeTCs MPOBOAUTH OHKOJOTMUYECKUM CKPHHMHI, BKIIOYas Ma3oK IO
[Tananukonay, B COOTBETCTBUU CO CTaHAAPTaMU OKa3aHUS MEIULIMHCKON TTOMOIIIH.

MakyaspHBIA OTEK

[Tockonbky Ha QoHe Tepanuu (UHTOIMMOIOM B peKoMeHAo0BaHHON ao3ze y 0,5% mnamueHToOB
OTMCYAJIOCHh PA3BUTHUC OTCKA MAKYJIbI C/6€3 KIIMHUYCCKUX CHUMIITOMOB MNPCUMYIICCTBCHHO B IICPBLIC
3-4 mecsma JedYeHus, peKOMEHIYETCsl TPOBOIUTH O(TambMoorndeckoe obcneaoBanue uepes 3—4
Mecslia Tociie Hayana Tepanuu. lIpu BBIABICHHM Y TAlMEHTOB HApYIICHWH 3peHHus Ha (oHe
MIPUMEHEHHUsI Mpenapara HeoOX0IMMO MPOBECTH OCMOTP TJIa3HOTO JIHA, B TOM YHCJIE MaKyJsSIpHOU
o0nacTu.
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(CMEPTHOMY OTUETY

VY manueHToB ¢ yBEUTOM B aHaMHE3€, a TAK)Ke Y MAIlHeHTOB C COMYTCTBYIOIIUM CaXapHbIM AHa0eTOM
OTMEYaeTCs MOBHIIIEHHBIN PUCK pa3BUTHUS MaKyJIsIpHOro oTeka. [[ockonbKy mpuMeHeHue rmpenapara
y nanueHToB ¢ PC 1 conmyTCTBYIONUM caxapHbIM JUa0ETOM HE U3y4alloCh, Y MAIMEHTOB C CaXxapHbIM
aMabeToM WJIM YBEUTOM B aHaMHe3€ PEKOMEHIYETCS MPOBOJUTH O(TaTIbMOJOTHUECKOEe
oOcieoBaHue /10 HaYalla ¥ BO BpeMs Teparuu mpenapatoM OUHTOIUMO/.

[TocnencTBust MPOAOIDKEHHUS Tepanuu (UHTOIMMOIOM Yy TMAlMEHTOB C MAaKyJSIpHBIM OTEKOM HE
n3ydyanocb. B cnydae pa3BuTHA OTeKa Makyibl JiedeHue mnpenapatoM @OUHTOIUMOJA CIEIyeT
NpeKpaTuTh. PUCK pa3BUTHS TOBTOPHOIO OTE€Ka MAaKyJIbl TPU BO30OHOBICHUH Teparnuu
(buHTOIMMOI0M HE H3yyaics. PemieHne o BO30OHOBIEHUH TEPANUU ITOCIIE pa3pelieHuss MaKyJIsIPHOTO
OT€Ka, CIEyeT IPUHUMATh C Y4ETOM MOTEHIMAIBHOM IIOJIb3bI U PUCKA, CBA3AHHBIX C IPUMEHEHUEM
rpenapara y KOHKpETHOIO MalMeHTa.

Hapvyinenue ¢dyHKIMY DeYEHU

VY mnamuentoB ¢ PC, momyyaBmmnX (UHrOIUMOJl, OTMEYAJIUChH CIIy4ad MOBBIIIEHUS aKTUBHOCTH
«reuyeHouHbIX» (hepmenToB, B ocobenHoctu AJIT, a Takxke I'T'T m acmapraramuHoTpaHcdepass
(ACT). B xnuanueckux uccieaoBaHusx nosbimenne aktuBHoctd AJIT mo ypoBus 3 x BI'H wim
BbIIIE OTMevanoch y 8,0% maruenToB, noay4yaBmux ¢guuaroaumon B gose 0,5 mr, u mums y 1,9%
MalUEeHTOB, Moay4yaBmuXx miane6o. [Toseimenue 10 yporHs 5 X BI'H ormeuanocs y 1,8% narueHTos,
nonydaBmux Quaromumon, u y 0,9% mnanueHToB, Momy4aBmIUX TUianebo. B KIMHUYECKUX
HCCeA0BaHUAX (PMHTOIMMO]T OTMEHSUTH, ecii akTuBHOCTh AJIT moBeImanace 10 ypoBHs >5 x BI'H.
[Ipy BO300OHOBIIEHWU Tepanmuu (PUHTOJIMMOJOM AaKTUBHOCTh IEYCHOYHBIX aMHUHOTpaHc(hepas y
HEKOTOPBIX MAlMEHTOB IOBBIIIATACh CHOBA, YTO TOBOPUT B MOJB3Y CBSI3U JTAHHOTO SBIICHUS C
NpUMEHeHHEeM (QUHTONMMOAA. B  KIMHMYECKUX HCCICIOBAHUSX TOBBIIICHHE aKTUBHOCTH
aMUHOTpaHc(epa3 MOIVIO BO3HUKATh B JII0OOE BpeMsl B XOJi€ JICUEHHUs, OJHAKO B OOJBIINHCTBE
ClIy4yaeB OHO BO3HUKaJIO B TmepBbie 12 MecsieB. Hopmanuzaiusi akTUBHOCTH «I1€YEHOYHBIX)
aMUHOTpaHc(epa3 B CHIBOPOTKE KPOBU IMPOUCXOJWIA MPUOTU3UTENBHO depe3 2 Mecsla Mocie
OTMEHBI (PUHTOJIUMO/IA.

[Tpumenenne GuUHrONMMONA y MAMEHTOB C HAapyIICHWEM (YHKIMU MEYEHHU TSDKEIOH CTeleHH Ha
MOMEHT Hadana tepanuu (kmacc C mo kinaccudukanmm Yannga-IIsio) He wucciemnoBanoch.
[TpumeHeHne GUHTOIMMOIA Y TAKUX MAIUEHTOB IPOTHUBOIIOKA3aHO.

[TockonbKy (PUHTOIMMOJ OKa3bIBAET UMMYHOCYNPECCUBHOE ACHCTBHE, Y MAIIUEHTOB C aKTUBHBIM
BHUPYCHBIM I'€IaTUTOM Hadajlo TEPANMU CIETYET OTIOXKHUTH JO Pa3pelIeHUs] JaHHOTO cOocTosiHU. B
MEePUOJ] TMOCTPETUCTPALMOHHOTO MPUMEHEHUsS (UHTOIUMOJa HAOIIOJAINCh CiIy4au pa3BUTHUA
KIMHUYECKH 3HAYUMOIO TOpakeHHus nedeHu (cM. paszen 4.8). IlpusHaku mopaxeHus IEueHH,
BKJIIOYAsi 3aMETHOE IMOBBIIIEHUE AKTHBHOCTH «II€YCHOYHBIX» (PEPMEHTOB B CHIBOPOTKE KpPOBU U
MOBBIIIEHUS YPOBHSA 00111eT0 OUIMPyOrHA, BOSHUKAIH YK€ Uyepe3 IeCATh JHEH Mocie npuemMa nepBou
7103bl, @ TaK)Ke OBLIN 3apErUCTPUPOBAHBI MTOCIIE ATUTENBHOTO TpuMeHeHns. Coolmanoch o ciyJasx
OCTpOI1 MEYEHOYHOM HEOCTaTOYHOCTH, TPEOYIOIIEeH TPaHCINIAHTALIMY TTEYECHH.

PexoMeH10BaH KOHTPOJIb aKTUBHOCTH «I1€YEHOYHBIX» TPaHCAMUHA3 M KOHLEHTpaluu OuanpyouHa
Ha TPOTSHDKEHMH 6 MecslLEeB, NPEIUIECTBYIOUIMX Hayally TepaluM IpenapaToM, NEpHOAUYECKHM
KOHTPOJIb BO BpeMsl Tepalii U B T€UCHHE 2 MECALIEB MOCIIe IPEKpaLIeHHs TpueMa GUHTOIUMO/A.

IIpy OTCYTCTBMM KIMHUYECKMX INPOSBICHUM IOPaXEHHUsS II€YEHU OIpENeIeHHEe aKTUBHOCTH
«MEYEHOYHBIX» TPaHCAMHUHA3 PEKOMEHI0BaHO MPOBOJUTH B 1, 3, 6, 9 1 12 Mecsubl Je4eHus U naiee
nepuonnyecku. [1oBbIIeHNe aKTUBHOCTH «I1€YEHOYHBIX» TpaHcamuHa3 >5 x BI'H tpeOyer Gonee
4acTOro HCCJIENOBAaHUSl «IICYCHOYHBIX» (DEepMEHTOB, BKJIOYAs OMNpEIECICHUE KOHIIEHTPAINH
OunnpyOMHa M aKTMBHOCTH INENO4HOM (ocdaraspl. Ilpn MOBTOPHOM MOATBEPKICHUU JaHHOTO
pe3yibTaTta (aKTUBHOCTH MIEUCHOYHBIX aMuHOTpaHchepas 5 x BI'H) npenapatr @unronumMos ciaeayer
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OTMEHUTh M BO300OHOBUTH TEpPANUIO0 TOJBKO IOCIE TOr0, KaK aKTUBHOCTb II€YEHOYHBIX
aMHHOTpaHc]epa3 BepHETCS K HOpME.

Crnenyer Habm0aTh 3a MAlMEHTaMHM Ha MpPEIMET HaJIW4yus MPU3HAKOB U CUMIITOMOB MOPa)KEHUS
nedyeHu. Y MaIMeHTOB, KOTOpbIe COOOIIAI0T O CHMIITOMAaxX, TaKUX KakK TOLIHOTa HEW3BECTHOU
ATHOJIOTUH, PBOTA, 0OJb B )KUBOTE, TUCKOMGOPT B MPaBOM MoJpeOepbe, BHOBb BBISBICHHAS WU
YCUJIMBAIOIIASCS TOBBIIMICHHAS YTOMIISIEMOCTb, AHOPEKCHUs, KENTyXa W/MIM TEMHBIA LIBET MOYH,
KOTOpbIE€ MOTYT yKa3blBaTh Ha MOpak€HHWE MEYEeHHU, He0OXOIUMO HEMEUICHHO IPOBECTH aHalu3
AKTUBHOCTH «IICUYEHOYHBIX» TPAaHCAMHHA3 WM TPOBEPUTH YpOBEHb OwnupyomHa. [Ipm Hammuuu
KJIMHUYECKUX TPOSIBIICHUH, COMPOBOXKIAIOMIMXCS MOBbIIeHHEM akTUBHOCTH AJIT B Tpu pasa u
ypOBHsI 00111€T0 OMIHPYOHHA B CBIBOPOTKE KPOBH B JBa Pa3a BBIIIE HOPMBI, JIeYeHHUE (PUHTOIMMOI0M
clieyeT IpeKpaTuTh. JleueHue He cieayeT BO30OHOBIATH A0 TeX MOp, OKa He OyJeT ompesesieHa
Jpyras IpUYMHA MPU3HAKOB U CHMIITOMOB MOPAXCHHs Me4YeHH. [Ipy BBISBICHUN 3HAYUTEIHLHOTO
MOPKEHMsI TIEYeHU (HalpuMep, aKTHBHOCTHh IMEYEHOUHBIX aMuHOTpaHcdepad 5 x BI'H w/mmm
MOBBIIIEHUE YPOBHS OMIMPYOHHA B CBIBOPOTKE KPOBM) JICUCHHE MPENapaToM CJIeIyeT MPEKPaTUTh.
Pemennie o Bo300HOBIEHNH JieyeHHUs] OyleT 3aBHCETh OT TOTO, ONpENENIeHa JIU JApyras MpUYhHa
MOpaKEHUSI TICUYEHH, a TAK)KE OT COOTHOLICHHMS MEXAY MOJb30M OT BO30OHOBICHHS JICUCHUS U
PHUCKOM MOBTOPHOT'O Pa3BUTHS HApyIIEHUS GYHKIUH TEUEHHU.

Her JaHHBIX, YKA3bIBAOIIUX HA TO, YTO Y MAIUCHTOB C YK€ UMCIHOIIIUMCH 3a00JIeBaHUEM IICYCHH,

noJiydaromux (UHTOJIMMOJ], PUCK MOBBIIICHHS TOKa3aTesleld (pyHKIMU MeYeHu yBelndeH. Tem He
MeHee, y MalMeHTOB, B aHAMHE3€ y KOTOPBIX MMEETCs TshKeloe 3a0oJieBaHHMe TEYCHHU, Mpernapar
OUHTOIMMOJ CIEeIyeT MPUMEHSTH C OCTOPOKHOCTHIO.

Biansgune Ha pe3yabTaThl CEPOJOTMUSCKOT0 UCCIICIOBAHMS

[TockonbKy (GUHTONINMO CHHXKAET KOJINYECTBO JTUM(OINUTOB B KPOBH (IIyTEM IE€pepacipeieneHus
UX BO BTOPUYHBIX JTUM(OUIHBIX OpraHax), KOJINIECTBO JUM(POLUTOB B epupepudeckoil KpOBU HE
MOXET OBITh UCIIOJIF30BAHO IS OLIEHKH KOJIMYECTBA PA3JIMYHBIX BHIOB JTUM(OLIUTOB y NAEHTOB,
NoJy4yamux (GUHroaMMon. Y MAalUeHTOB, MOJNYYalomMX (UHTOIUMOMA, Ul OIpeAeTICHHUs
KOJINYeCTBa MOHOHYKJIEapoB TpeOyercss 3a00p OOMbIIMX 0OBEMOB KPOBHU (BCIICACTBUE CHUKCHHUS
YUCIIa MUPKYTUPYIOMHX TUMGOIIUTOB).

Biausgune Ha apTepruaabHOC JaBICHUC

[TanMeHTBI ¢ HEKOHTPOJUPYEMOW apTepHAbHOW THUNEPTeH3Weld He ObUIM BKJIIOYCHBI B
AOPCTUCTPAIUOHHBIC KIIMHUYCCKUC UCCIICAOBAHUSA, IOOTOMY B CJIy4aC MPUMCHCHU A q)HHFOJII/IMOI[a y
MalMEHTOB C HEKOHTPOIMPYEMOHM apTepuaabHON THMEpPTEeH3UEH TpeOyeTcs coOoaaTh 0Cco0yro
OCTOPO’KHOCTb.

B ximmaMYeckux nccnenopanusax y nmanueHToB ¢ PC cpegHee moBhIIIEHNE CHCTOINYECKOTO JaBICHUS
Ha (oHe npumeHeHus ¢uHromumona B no3e 0,5 Mr cocraBWiIO MPUMEPHO 3 MM pT.CT., a
JTMACTOJIMYECKOTO JaBJICHUS — IPUMEPHO | MM PT.CT.; TaHHBIN 3PP EKT TPOSBIISIICS TPUMEPHO Yepe3
1 Mecsir mocie Hayaia JICUYEHUS W COXpaHsuics Ha (OHE MPOJODKCHUS JeueHus. B 2-netHem
1a11e00-KOHTPOJIMPYEMOM HUCCJICIOBAHUHM apTepHalibHasl THUIEPTEH3Us OTMeJanach B KauecTBE
HEXKENATEIIbHOTO SBICHUS Y 6,5% ManueHToB, MPUHUMABIINUX GUHTOIMMO B 03¢ 0,5 mr, n'y 3,3%
MalMeHTOB, MPUHUMABIIMX Iane6o. Bo Bpems Tepanmuu npemaparomM OUHTOIUMO CIEIYET
perysspHo KOHTpoaupoBaTh A/l

JlpIXaTeabpHas cucTeEMa

Yepes 1 mecan mocie Havajga NpUMEHEHHs (DUHTOIMMOJA OTMEYAIOCh HE3HAYUTEIbHOE H
JI0303aBHCUMOE CHIDKEHHE oObeMa (OpCcHpoOBaHHOTO BbAoxa 3a 1-to cekyHay (OOB1) u
1 Py3nOHHOHN crocoOHOCTH JIeTKUX 1Mo okcuny yriepoaa (DLCO); B ganpHeimemM JOCTUTHYTHIE
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COOTBETCTBYET 3
ot 25.09.2025 N2 24085

(NOCNENOBATENLHOCTL 0002)

(CMEPTHOMY OTUETY

3HAQUEHMs [IaHHBIX MapaMeTpOB HE MEHUINCh. Y TAlUEHTOB C TSOKEIBIM PECIHPATOPHBIM
3aboseBaHueM, GUOPO30M JIETKUX M XPOHHUYECKOW 0OCTPYKTUBHON OOJIE3HBIO JIETKUX (PUHTOIMMO/
CIIelyeT IPUMEHSTH C OCTOPOKHOCTHIO.

CunnapoM oOpaTuMoN 3aHel dHIedaTIonaTun

B KIMHMYECKMX W IOCTPErHCTPAllMOHHBIX HCCIECJOBAHHMSAX OTMEUCHBI PEAKHE CIydau Pa3BUTHS
CHHJpOMa 0OpaTHMOil 3a1Hel HuedanonaTuy Npu npuMeHeHuu ¢uHronumosa B noze 0,5 Mr co
CIIeIyIoIIel CHMITTOMATHKOIN: MHTEHCHBHASI TOJIOBHASI 00JIb C BHE3AITHBIM HAYaJIOM, TOITHOTA, PBOTA,
HapyIlIeHHE CO3HAHMS, pacCTPOMCTBO 3peHHs U cynoporu. CocTosiHue, KaK MpaBuio, 00paTuMo, HO
MOXET YXYJIIaThCS, B TOM YHCJIE MPUBECTH K UIIEMHYECKOMY HMJIM T€MOPParudecKoMy MHCYJIbTY.
3agepkKa B IIOCTAHOBKE JMAarHo3a M JICYCHHH MOMKET BECTH K CTOHKHMM HEBPOJIOTHYECKUM
HapymeHusM. [Ipy mogo3peHnn Ha CHHAPOM 00paTUMOM 3aHel dHIedaIonmaTiy MpyUeM rnpemnapara
@OUHTOIMMOJ CIIEAYET MPEKPATUTD.

PaHee mpoBoauBIIIEECs JEUYEHHE MMMVYHOIEOPECCAHTAMU M IIpenaparaMu, MOIUGUIIUPVIOLIUMEI
TeueHue 3a00J1eBaHUs

UccnenoBanust 1o oreHke 3(dekTuBHOCTH W 0e30macHOCTH (UHTOJMMOJA Yy TAIlUeHTOB,
MIEPEeBECHHBIX HA HETO ¢ Tepu(IyHOMHIA, AUMETWI(pymMapaTa 1 aneMTy3ymada, He IPOBOAMIIHUCE.
IIpu 3aMeHe Tepamuu APYrUMM IpenaparaM, MOAU(UUUPYIOIIMMH TeYeHHE 3a00JIeBaHUA, HA
JedeHue npenaparoM OUHIOIMMOJ, ClIeIyeT NIPUHUMATh BO BHUMaHUE MEXaHU3M JICHCTBUS paHee
IPUMEHSEMOro IpenapaTa, a TaKKe Y4YUThIBaTh IE€PHOJ €ro IOJYBBIBEJCHHMsS BO H30€kaHHE
pasBUTHs CyMMapHOro yraeramoomero 3¢dexkra Ha UMMyHHYIO cuctemy. lIpum sTom ciemyer
YUUTBIBAaTh PUCK peakTUBaluu 3abosieBaHus. [lepen Hauasom Tepanuu npenapatoM OUHIOIMMOA
CIIEAYET MOJNYYUTh Pe3yJbTaT OOIIEKIMHUYECKOTO aHajJh3a KPOBH C JICHKOIMTApHON (popMymoii,
BBINOJIHEHHOI'O TI0CJI€ OTMEHBI MPEIIECTBYIOUIEH Tepanuu, YTOObl YOEIUThCS B MIPEKPAIIEHUH €€
yruetamoouero 3¢ dexra Ha UIMMYHHYIO CUCTEMY (HalpuMep, IIUTOTICHUH).

VY manueHToB, MOJy4YaBUIMX paHee JieueHHe MHTep(EepOHOM WM TiIaThpamepa aleTaToM, JIedeHHe
npemapaToM OUHTOTUMOT MOKET OBITh HAYAaTO HEMOCPEICTBEHHO MOCIIE MPEKPALICHUS TPUMEHEHUS
BBIIIEYKA3aHHBIX IIPENapaToB.

Ecnu mepeBoa ocymectBisiercs: ¢ qumeTmiidymapara, npenapat OUHTOIMMO] ciaeayeT HauMHATh
MPUMEHATH JUIIb MOCJE MEPUOAa BHIMBIBAHUS, JOCTATOYHOTO JIJIi BOCCTAHOBIICHUSI MOKa3aTenei
KpPOBH.

Kak mpaBuio, uis MONHOTO BBIBEACHHs Haraiaum3zymaba Tpedyercsa 2-3 Mecsila ¢ MOMEHTa
IpeKpalleHus: Tepanuu. BeiBeneHue tepudiayHoMHIa U3 IUIa3Mbl KPOBU MEAJICHHOE M MOXET
3aHUMAaTh OT HECKOJIBKUX MECSIIEB 10 2 JIeT 06e3 MPOBEACHUS IPOIeTypbl YCKOPEHHOTO BBIBEICHHUSI.

Pexomenayercs mpuberath K nporeaype yCKOPEHHOM JIMMUHAIIMN, OMIMCAHHOW B MHCTPYKIIUU TIO
MEIULIMHCKOMY IIPUMEHEHHUIO0 TepudayHoMuaa. B oTCyTCTBHM 3TOM npoLieAyphl TEPHO BBIMBIBAHUS
JOJDKEH OBITh He MeHee 3,5 wMecsneB. [lpu mepeBojme MalMEHTOB C HaTajau3zymada WiIH
TepuduyHoMua Ha mpemapaT DPUHTOIMMOJ CIeAyeT COOTI0IaTh OCTOPOXKHOCTh W YUUTHIBATH
BO3MO’KHOCTbH JIOTIOJTHUTEIIPHOTO JIEUCTBHUS HA UMMYHHYIO CUCTEMY.

AneMTy3yMa0 OKa3bIBaeT IJIyOOKOE M TPOJODKUTEIBHOE HMMMYHOCYIPECCHUBHOE JCHCTBUE.
ITockonbky akTHUecKas AJIUTEIbHOCTh MOAOOHOrO NeHCTBUS HEM3BECTHA, IPUMEHEHUE Npenapara
@OUHTOIMMO/ TTOCIIE TPEKPaICHHs Tepanuy aleMTy3yMaboM He peKOMEHJOBAHO, 32 HCKIIIOUCHHEM
CJIy4aeB, KOIla OKHacMast 1ojb3a IPEBbIIIAeT BOZMOXKHBIN PUCK Ul KOHKPETHOTO MallUEHTa.

Pewrenne o JIMTEIbHOM IPUMEHEHNN KOPTUKOCTEPOUIOB B KAYECTBE COMYTCTBYIOIIMX IIPENapaToB
clIeyeT IPUHUMATD MTOCIIE TIIATEIBHON OLIEHKH.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 25.09.2025 N= 24085

(MOCNENOBATEMLHOCTb 0002)

OnHOBPEMEHHOE IIPUMEHEHNE MOIIHBIX HHAVKTOPOB n3odepmentos CYP450

[Ipu npumMeHeHMH (HUHTOTUMOJA OJHOBPEMEHHO C MOIIHBIMH HMHIYKTOpaMH H30()epMEHTOB
CYP450 cnemyer coOmomaTh OCTOPOKHOCTh. OJMHOBpEMEHHOE TIPUMEHEHHE 3BEpo0Oosi He
PEKOMEHYETCH.

310KaYeCTBEHHBIE HOBOOOPA30BaHUS

3noxauecmeennvie H06006pa306aHu}1 KOo#Ccu

VY nmanueHToB, MOMYYaBIIMX Ipenapar, OTMEUYEHO pa3BUTHE 0a3albHOKIETOYHOW KApIUHOMBI U
ApYyruX HOBOOOpa30BaHUM KOXH, BKIIIOYAs 3JI0KAYECTBEHHYIO MEJAHOMY, IUIOCKOKJIETOYHYIO
KapiuHoMy, capkomy Kamomm, kapuuHoMy u3 Kietok Mepkensa. Crenyer CcoxpaHsTh
HAaCTOPO’KEHHOCTh B OTHOILIECHHMHM HOBOOOpa30BaHUM KOXKH, a B Hayalle JICUCHUS PEKOMEHIYeTcs
MIPOBECTU MEIULIMHCKOE 00Cle0BaHNE C OCMOTPOM KOKHBIX MOKpOBOB. B mocnegyroiem takoe
o0clieioBaHNE PEKOMEH IyeTCs TPOBOIUTH KaXKable 6—12 Mecs1eB 10 YCMOTPEHUIO JISUaIIero Bpaya.
[Ipu obHapyXeHUM NOpaKeHUH, BBI3BIBAIOIIMX IOJO3PEHUS, MAllMEHTa CIeAyeT HalpaBUTh K
JIEpMaToJIOTy.

[IpuHuMas BO BHUMaHUE PUCK Pa3BUTHUs 3JI0KAUECTBEHHBIX HOBOOOpa30BaHUM KOXKH, MAIMEHTOB,
MOJTyYaroIuX (UHTOIMMO/, CIEAyeT NPeAyNpeauTh O HEOOXOAWMOCTH HCIIONb30BAaHUS CPEICTB
3amuThl oT Y ®-uznydyenus. Ha ¢poHe npruMeHeHus: GUHIoIMMOa MALUEHThl HE T0JIKHBI OJIyYaTh
¢dororepanuro ¢ ucnonszoBanueM Y D-B uznydenus wimm Goroxumuorepanuio PUVA.

Jlumgomor

B KJIMHWYECKHX HCCIENOBaHUSAX M B IEPHOJ MOCTPETHCTPAIMOHHOTO MPHMEHEHHUS Tperapara
HaOJoIaMNCh Ciiy4au pa3BUTHS JuMoMbl. OnucaHHbIe ciydyau ObUTM TeTEepPOTeHHBIMH MO CBOEH
MpHUpPO/ie, B OCHOBHOM BCTpEUaNach HEXO/DKKWMHCKas JuMmdoma, BKIo4as B-kierounsie u T-
Kkieroydble auMpombl. Mmenun mecto cimydan T-kierouHoi auM(OMBI KOXH (TpUOOBUIHOM
IpaHyJIEMBI).

Bosspar aktuBHOro0 3a00seBadus (pEMINB) IIOCIE OTMEHBI TepAITNU (PUHTOINMOIOM

B mocTperucrpaiiioHHOM TEpUOJe OTMEUAINCh CIydau TSDKETOro o0OCTpeHHs 3a00JeBaHUS Y
NAIMEeHTOB, NPEKPATUBLIMX TNPUMEHATh (QuHronumona. Kak mnpaBmiio, yXyAlIEHHE COCTOSHUS
MPOMCXOAMIIO B TeueHue 12 Hemenb, HO Tak)Ke ObLTM OTMEYCHBI CITydan YXYIIICHUs B TeueHue 24 u
Oosnee Hemenb TOCIE OTMEHBI TEpalmuM TMpenapaToM. B CBs3M ¢ 3THM crlenyer coOaoaarh
OCTOPO’XHOCTh TpU OTMeHe Tepanuu mnpenaparom @uuroaumon. Eciu Heobxoauma oTMeHa
npemnapara, HaquCHTOB CICAYCT HaGHIO,Z[aTB Ha OpCAMET pa3BUTHUA COOTBCTCTBYIOIUX CUMIITOMOB U
MPU3HAKOB U MPOBOJIUTH HEOOXOIUMOE JICUEHHE.

Onyxoaenoao0HbBIe 0Yaru JIEMUEITHHU3ALUN

B nmocTperucrpaninoHHOM Nepuoie BBIABICHBI peKue ciaydan (GOPMUPOBAHUS OMYXOJIEMNOT00HBIX
0YaroB JeMHUEIMHU3AIINHN, CBSI3aHHBIX ¢ o0ocTpeHueM PC. B ciydae Tspxenoro o0ocTpeHus clieayer
npoBectd  MPT st ucKiIFOYeHHS OMyXOJETNOJ00HBIX od4aroB. Jlewamemy Bpady cleayer
PacCMOTPECThL BOIIPOC 06 OTMCHC IIpCriapaTa cI)I/IHI‘O.J'II/IMO,Z[ WHIAWBUAYAJIbHO, IPUHUMAA BO BHUMAHHC
MOJIb3Y ¥ PUCKH Y KOHKPETHOTO TMallleHTa.

IIpekpalieHue JeYeHUs d)I/IHI‘OJII/IMO,Z[OM

[Tocne oTMeHbl JieueHHs (UHTOIMMOAOM HEOOXOIUM O-HelelabHBIM MHTEpBasl 0e3 JIeUeHUs Ui
BBIBEJICHHUSI (PMHTOJIMMOJA M3 KPOBOTOKA; TAKOM CPOK OMPENENSIeTCs MEPHOIOM IONTYBLIBEICHUS
npenapata. [Ipu npekpamieHuu mpuema mpernapaTa HEOOXOAUMO YYUTHIBATh, YTO HOPMAaJIU3AlUs
KOJM4YeCTBa JUMQOIMTOB MPOWCXOAUT uepe3 |-2 wmecsna mocie MOCIeIHEr0 MPUMEHEHUS
(buHTOIMMO/a, XOTS B pAJie CydaeB [l MOJHOTO BOCCTAHOBJIEHUS TpeOyeTCsl 3HAUUTEIbHO O0JIbIlIe
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 25.09.2025 N= 24085

(MOCNENOBATEMLHOCTb 0002)

BpeMeHH. [loCKoNbKy MpH MpPUMEHEHUH HMMYHOJEIPECCAHTOB B TeUeHHE -2 MecsieB mocie
IpeKpalleHusl npuemMa (QUHTOIMMOAA BO3MOXKHO JIOTIOJIHUTENIFHOE YrHETAollee JEHCTBHE Ha
MMMYHHYIO ~ CHCTEMY, HEOOXOIMMO  coOJIofaTb  OCTOPOXKHOCTH  MPU  NPUMEHEHHUH
MMMYHOJETIPECCAHTOB BCKOPE MOCJE NMPEKPAILECHNUS JIEUEHUS IIPENapaToM.

bepeMeHHOCTh, PUCK JUIS IJI0Ia M KOHTPAIICIIIHS

B cBs13u ¢ MOTEHIMATBHBIM CEPHE3HBIM PUCKOM IS 11012 HEOOXO0IUMMO HCKIIFOUYUTh OEPEeMEHHOCTh
y JKEHIIMH, O0JaJalolMX PENpOIyKTUBHBIM MOTEHLMAJIOM, Mepes] HavyajloM MpHeMma Ipernapara
OuHromMMoa. MeIUIIMHCKOMY CHEIUAINUCTY CIIEeAyeT 00BICHUTh PUCKH HETaTUBHOTO BO3JICHCTBUS
rpenapara Ha IO/,

Bo Bpems tepanuu npenaparom DUHTOTUMOJ ClieAyeT M30erath HACTYIJICHUS OEPEeMEHHOCTH H
NpUMEHATh d()(HEKTUBHBIE METOAbI KOHTpAIENIMA Ha MPOTSHKEHUH BCETO Tephoja TEparuud U B
TEUYeHHUe 2-X MECAIEB MOCIe MpeKpalieHns Tepanuu. B cioydae ecnu 0epeMEeHHOCTh HACTYIWIA BO
BpeMsl Tepanuu mnpenapatoM OUHTOIUMOJ, TO HEOOXOIAMMO pPacCMOTPETh BOIMPOC 00 OTMEHE
npenapara QUHToaMMO, MIPUHUMAs BO BHUMAHUE PE3YJIbTAThl MHANBUAYAIbHOM OLICHKU ITOJIb3bI U
PHICKOB KakK JIIsl MaTepH, Tak | s ioga (cM. pasaen «[IpumeHenne npu 6epeMEeHHOCTH U B IIEPHOJ
TPYIHOTO BCKapMIIMBAHUSI», a TakxkKe paznen «C 0CTOpOKHOCTRIOM, moapasien «Bo3BpaT akTHBHOTO
3a00seBaHus (PEIUANB) MOCIE OTMEHBI Tepanuu (UHTOIUMOIOM).

BcnoMoraTenbpHBIE BEIIECTBA, HAIWYME KOTOPHIX HAaA0 VYMTHEIBATH B COCTaBE JICKAPCTBEHHOI'O
mnpemnapara

Mannumon

JlaHHBIN npenapaT coAepKUT MaHHUTOIN (46,48 Mr Ha | Kamncyny) U MOXKET OKa3bIBaTh YMEPEHHOE
MocnadsroIee AelcTBHE.

€T’
Ilepen HawanoMm npumeHeHus npenapara @OUHTOIUMOJ CIEAYET IPOBECTH BCE BaKLMHALWHY,

PEKOMEHAOBAHHBIC MCCTHBIM KaJICHAAPEM ITPHUBHUBOK.

4.5. B3aumopeiicTBHe ¢ [PYIMMH JIeKAPCTBEHHBIMH TMpenapaTaMd W Jpyrue BHAbI
B3aNMO/IEeHCTBUA

IIpoTHBOONYX0JIEBRIE IIPENAPATHI, HMMYHOMOAYIATOPEI 1 MMMYHOJICIPECCAHTHI

VYuuThiBasi BO3MOXKHOCTH JOMOJHUTEIBHOTO YTrHETAIOIIETO BIUSHUS HA UMMYHHYIO CUCTEMY, HE
clieyeT  NPUMEHATh  (PUHrOIMMON  BMECT€ C  IPOTHUBOOIYXOJIEBBIMH  CPEICTBAMU,
MMMYHOJETPECCAHTAMH WJIM UMMYHOMOYJISITOPAMH.

Crnenyet cobio/laTh OCTOPOKHOCTh MpU MEpeBojie Ha (HUHTOIMMOJI MAIlMEHTOB, KOTOpbIE paHee
MOJTyYaliy TMpenaparhbl JTUTEbHOrO JIEHCTBHS, OKa3bIBaromue 3()(eKTbl Ha UMMYHHYIO CHCTEMY,
TakHhe Kak HaTaauzymal, Tepu(IyHOMU] UM MUTOKCAHTPOH. B KIIMHUYECKUX HCCIEI0BaHUAX MIPU
OpUMEHEeHUH  (QHUHroauMoaa y rmamueHToB ¢ PC, momyyaBIIMX — KOPOTKHE — KYpCHI
TIIIOKOKOPTUKOCTEPOHIOB, HE OTMEUYAIOCh MOBBIIICHHS YaCTOThI HH(EKITHIA.

BaknmHaims

Bo Bpems Tepanum mpemapaToMm, a TaKke B TEUCHHE 2 MECSIEB MOCIE MPEKPALICHUS JICYCHUS
(UHTOIMMOJIOM BaKLMHAIMS MOXET ObITh MeHee 3PPeKTUBHON. [I0CKOIbKY NMPUMEHEHUE >KUBBIX
aTTCHYMPOBAaHHBIX BAKIMH MOJKET IOBBIIIATH PHCK DPa3BUTHS HWH(EKIWH, TPH NPUMEHEHHH
npernapara, a Tak’ke B TeUCHHE 2 MECALEB IOCIIe MPEKPALICHNS JISUCHUsT (PUHTOITMMOIOM HE CIIeTyeT
IPOBOANTH MIMMYHH3ALUIO )KUBBIMHU aTTEHYNPOBAHHBIMHU BaKIIMHAMHU.
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COOTBETCTEYET JKCMNEPTHOMY OTUYETY
ot 25.09.2025 N2 24085

(NOCMNEAOBATENLHOCTb 0002)

BemecTBa, BEI3BIBAIOIIHE 6panm<apnmo

[Ipumenenne QUHTONMMMOAA B KOMOWHAIIMM C AaTCHOJOJIOM M JUITHA3eMOM H3ydeHo. B
UCCIIEIOBAaHUM B3aHUMOJECHCTBUI y 3/10pOBBIX J0OpPOBOJIBLEB MPU MPUMEHEHUU (PUHIOIMMOJA C
aTEHOJIOJIOM OTMedanoch pomnosHuTenbHoe cHuxkeHne YCC Ha 15% B Hauane npuUMEHEHUs
¢buHroNMMMO/Ia. Y MaIrMeHTOB, MOIyYaBIIuX (PUHTOIMMO BMECTE C TUITHA3eMOM, Takoro 3ddekra
He HaOmoaanock. Tepanuio GUHTOTUMOIOM HE CIIeTyeT HAaUMHATh Y AI[UEHTOB, MOTYYaroIIuX OeTa-
aJApeHOOIOKATOPEl WJIM Jpyrue Tmpemaparbl, KoTopble MoryT cHmwxkath YCC, Takme Kak
aHTHapUTMUYecKue cpeacTBa kiacca la wim 11, aHTaroHUCTHI KalbIMEBBIX KAaHANIOB (TaKUX Kak
Beparnamuil Ui JUITHa3eM), UBaOpaivH, TUTOKCUH, HHTUOUTOPHI XOJUHACTEPa3bl WIN MUJIOKAPIHH,
B CBSI3M C PUCKOM JOMOJHUTENBHOr0 yrueratomero aectBuss Ha YCC. Ecnu y Takux manueHToB
nperoaraercs JeuyeHue (PUHroIuMo10M, HeoOXoIuMa KOHCYJIbTAIUsl KapIu0JIora OTHOCUTEIBHO
BO3MOKHOCTH TE€pexojJia Ha Tepamnuio mnpenaparamu, He cHmxatrouumu YCC, unu npoBeneHUE
COOTBETCTBYIOIIEro HaOIOAeHHs (TIPOoAJIEHHOE HAOMIOACHHUE B YCIOBUSAX CTAI[MOHApa MO MEHbIIEH
Mepe 10 yTpa CJIEIYIOIIEro JIHs).

dapmakoknHeTHyeckne 3G HeKTl IpYyIrux npenaparoB Ha GUHTOJIUMOI

@unroaumon Merabonm3upyercss B OCHOBHOM ¢ yuyactueM usogpepmenta CYP4F2. B ero
MeTaboJIM3Me MOTYT IPUHUMATh ydacTue U Apyrue u3odepmeHTsl nutoxpoma, Harmpumep CYP3A4,
B 0COOEGHHOCTH €CJIM UMEET MECTO €T0 BBIPAKEHHAS HHTYKIIHSL.

He oxumaercsi BIMSHUS MOIIHBIX WHTHOUTOPOB OENKOB-TIEPEHOCUYMKOB Ha (hapMaKOKWHETHKY
¢unromumona. OTHOBpEMEHHOE NPUMEHEHHE (UHTOIMMOJA C KETOKOHA30JIOM TPHUBOIMIO K
yBenudyeHuto B 1,7 paza skcnosuiuu (AUC) ¢uarommmona u dunromumosa-docdara 3a cyer
uHruburopoB u3zodepmenta CYP4F2. Crnemyer cobOmogath OCTOPOXKHOCTh NPU MPUMEHEHHU
(bUHTOIMMO/1a OTHOBPEMEHHO C TIpernaparamu, crmocooHsiMu HHTHONpoBaTh CYP3A4 (MHrHOUTOPHI
poTeas3, MPOTUBOTPHOKOBBIE CPEICTBA TPYMIbI a30JI0B, HEKOTOpPBIE MAaKpOJHUJAbI, TaKHE Kak
KJIQPUTPOMHMIIMH WITH TEITUTPOMUIIHH).

OnHoBpeMeHHOE NpHUMEHEeHHe KapOamaszenuHa B jgo3e 600 mr 2 paza B CyTKM B PaBHOBECHOM
COCTOSIHUH U 2 MT' (PMHTOJIMMOJIa OTHOKPATHO OKa3bIBajio cnaboe BnusiHue Ha AUC ¢uHronmmona u
¢bunromumoadocdara, ¢ yMeHbIIEHHEM JaHHOTO MOKa3zaTess npudnusurensHo Ha 40%.

[Tpumepno B toit xe crenenu AUC ¢GuHromumoaa u ero MeTaboauTa MOTYT CHHXKATh U JIpyTrHe
uHaykTopel m3ohepmenta CYP3A4, wnanpumep pudamnuinuH, ¢eHobapoutan, GEHUTOUH,
sdaBupeHI] 1 3Bepo0oii. II0CKOIBKY MPU 3TOM MOXKET CHHXKAThCS 3P (HEKTUBHOCTH (PUHTOIUMO/IA,
OJTHOBPEMEHHO NMPUMEHATh 3TU IpenapaThl CIEAYET ¢ OCTOPOKHOCTBI0. OTHOBPEMEHHO IPUMEHSITh
3Bep0o0Oi, OJJTHAKO, HE PEKOMEH IyeTCSl.

dapmakoknHeTnyeckue 3G exTsl GUHTOINMOAA HA IPYIUE IIPEIapaThl

B3aumoneiicTBre (UHronuMoa ¢ BeIeCTBaMH, KIMPEHC KOTOPBIX O0YCIIOBJIEH TIaBHBIM 00pa3oM
m3odepmerTamu nuToxpomMa P450, mwnm ¢ cyOcTpaTaMd OCHOBHBIX TPAHCIIOPTHBIX OEJIKOB
NpCaACTaBIACTCA MAJIOBCPOSATHBIM.

dapmakoKHHETHKA (UHTOIMMOJAa M IHMKIOCIIOpPUHA B Clydae OJHOBPEMEHHOTO NMPHMEHEHHS He
MeHs1ach. TakuM 00pa3oM, He 0KHUIAeTCs U3MEHEHUs (PapMaKOKWHETHKH IPETapaToB, IBISIOMUXCS
cyocrparamu uzoepmenta CYP3 A4, mon BaussHueM (GPUHTOIMMO/IA.

OnHOBpeMEHHOE MPUMEHEHUE (PUHTOIMMO/Ia ¥ IEPOPATBHBIX KOHTPALETITUBOB (3THHUIIICTPAANOIIA
U JIEBOHOPrecTpesia) He HNPUBOAUT K H3MEHEHMIO SKCIO3MIMU NEPOPAIbHBIX KOHTPALENTHBOB.
HecmoTpsi Ha OTCYTCTBHE HCCIIEOBaHMI B3aUMOAEWUCTBUS C NEPOPAIbHBIMU KOHTpALENTHBAMH,
COJIEp KALIMMHU APYTHE IPOreCTareHbl, HE 0)KUIAETCS BIUAHUSA (PUHIOJMMOAA HA UX SKCIIO3ULMIO.
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4.6. ®epTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTAIIUSA

JKeHIMHEI ¢ ACTOPOJHBIM ITOTCHIHMAIIOM (KOHTDaHGHUI/IH Yy )I(GHHJI/IH)

[lepen HauanoM npuMeHeHUs: PUHTOIMMO/A CIIEYeT MOIYyYUTh OTPULIATEIbHBIN Pe3ybTaT TecTa Ha
O6epeMeHHOCTh U MPOUH(OPMHUPOBATH KEHIIMH C COXPAHEHHBIM PENpPOAYKTUBHBIM ITOTECHIIUAIOM O
CepbEe3HOM pPHCKE JIA IJI0JIa U O HEOOXOAMMOCTH MHpuMeHeHUs 3(G(EeKTHUBHON KOHTpALENIUU B
TE€YEHHE BCETO BPEMEHU IPUMEHEHMS IIpenapaTa U 0K0JIO 2 MECALEB M0CIE OKOHYAHUS JIEUEHHUS, UTO
00yCIIOBJICHO JJIUTEIbHBIM [IEPUOIOM BBIBEICHUS MTperapaTa U COXPaHSIOMIUMCS PUCKOM IS IT0/1a.

bepemeHHOCTD

Hmeromuecs: MOCTPEruCTPAIlMOHHBIC TAHHBIC M CBEICHHS M3 PETHCTpa CIy4acB OepeMEHHOCTH
MO3BOJISIIOT TPE/IojaraTb, 4To JiedeHUE (UHTOJIMMOIOM B MEpUOJ OCPEMEHHOCTH CBSI3aHO C
YBEIHMUYCHUEM PACIIPOCTPAHEHHOCTH CEPhE3HBIX BPOXKICHHBIX aHOMAJIHMIA Pa3BUTHSI IO CPABHEHHUIO C
OO0IIeH MOmyJISAINEH.

Ha npoTsokeHnn Bcero BpeMeHM NMPUMEHEHUS Iperapara ciaeayeT IPUMEHSTh HaJleKHbIE METO b
KOHTpalenuuu M u30eraTb HACTyIUleHUs OepeMeHHOCTH. B ciiyuae eciam OepeMEeHHOCTb
JIMarHOCTHpOBaHa BO BpeMsl MPUMEHEHHUS Mpernapara HeoOX0AUMO PacCMOTPETh BOIIPOC 00 OTMEHE
npenapara, MpUuHUMasi BO BHUMaHHUE PE3yIbTaThl MHAUBUAYATbHON OLIEHKU MOJIb3bl U PUCKOB KaK
JUIs Matep, Tak W Juis 1ioaa. CreayeT NMpeAoCTaBUTh MEAMIIMHCKOE 3aKII0YEHHE O PHCKaX
HEraTUBHOT'O BO3JCHCTBUS NpenapaTa Ha IUIOJ, a TakXe MPOBECTH KOHTPOJIbHOE 00cieroBaHHe
(Hampumep, yIbTpa3ByKoBOe HccliefioBaHue). Takxke HEOOXOAUMO MPUHUMATh BO BHUMAaHHE PUCK
TSOKENIOro 000CTpeHus 3a00JIeBaHMs y JKEHIIMH, MMPEKPAaTUBIINX MpUeM (PUHTOIMMONA B CBS3U C
HACTYIJIeHHEeM OepeMEHHOCTH WIH B CBSI3U C IUIAHUPYEMOU OepeMEeHHOCThIO, TO3TOMY MallUEHThI
JIOJKHBI OOCYTUTH C JICYAI[UM BPauoOM aJbTEePHATUBHEIC BAPUAHTHI JICUCHUSI.

B wuccrnenoBaHnsx Ha JKMBOTHBIX OblIa BBIBICHA PENPOAYKTHBHAS TOKCHYHOCTH, BKJIIOYABIIAs
rubelnpb MI0/1a U MOPOKU Pa3BUTHs OPTaHOB, B YACTHOCTU HE3apallleHHE apTepUaIbHOTO MPOTOKA U
neeKThl MEXIKETYIOYKOBOM Teperopoaku. Kpome Toro, M3BECTHO, UYTO PEUENTOp, Ha KOTOPBII
neiictByeT GpuHronumos (peuenrtop cpunrosus 1-pocara), yaactsyer B GOpMUPOBAHUH COCYIOB B
smOpuorenese. JJaHHbIE 10 MPUMEHEHUIO (PUHTOTUMOA OTPAHUYCHBI.

Kenmunam, mIaHUpyOMUM OEpEMEHHOCTD, ClIelyeT MPEeKPaTUTh MpreM Mpernapara 3a 2 Mecsua 10
3agatusa. [lpu mpocnexktuBHOU oreHke Oonee 600 ciydaeB OepeMEHHOCTH, 3aBEPIIMBIIUXCS
KUBOPOXKJIECHUEM, MEPTBOPOKICHUEM WIIU TMpEepbIBaHWEM OEpEeMEHHOCTH BCIEICTBUE AHOMAJHMA
pasBUTHs IUIOJA B peE3yibTaTe BO3ACHCTBHS (UHITOIMMOJAa HA MaTh B IEPUOJ TecTalluH,
3aperuCcTPUPOBAHHBIX B MOCTPETHUCTPAIMOHHOM MEPUOAE, J10JI KPYIMHBIX BPOXKACHHBIX aHOMAJHMA
Pa3BUTH cOCTaBUIIA MPUOIN3UTENBHO 5%. PacnpocTpaHeHHOCTh KPYIHBIX BPOXKICHHBIX aHOMAJIHIHA
pa3BuTHd B 0011el nomynauuu ot 2 10 4%. [latrepn aHoMamnuil pa3BUTHSL, 3apETUCTPUPOBAHHBIX Ha
¢doHe neueHust GUHTOIMMOAOM, aHAJOTMYEH TAKOBOMY B OOLIEH MOMYISIMU, IPU 3TOM YacThIMU
CepbE3HBIMU AaHOMATIUSIMU PA3BUTHS SIBISIFOTCSI:

e BpoxaéHHbIE MOPOKU ceplia, Hampumep Ae(eKThl MEKIPEICEPAHON U MENOKETyI0YKOBOM
IIEpEroposokK, Terpaaa damo;

e AHOMAaIIMU IIOYCK;

e AHOMaJIUU KOCTHO-MBIIIEYHON CUCTEMBI.

CBeneHusi O KIACTEpU3AHMH CIEIU(UUSCKUX aHOMAIUN CTPOCHHS, CBS3aHHBIX C JICYCHHUEM
(UHTOJIMMOJIOM, OTCYTCTBYIOT.

ﬂaHHBIG O BJIIMSIHUU (bI/IHI‘OJII/IMOI[a Ha COKPATUTCIIbHYIO JACATCIBbHOCTD MATKH U POABI OTCYTCTBYIOT.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

I'pyaHOE BCKapMIMBaHUE

@UHrOIUMO/ IPOHUKAET B MOJIOKO JIAKTUPYIOIIMX KUBOTHBIX. YUHUTHIBAas BO3MOXKHOCTb Pa3BUTHUS
CEPBE3HBIX HEXKENATENbHBIX PEaKUUN Y MIIAACHIEB, NOJY4YalOIUX IPYIHOE MOJIOKO, JKEHIIMHAM,
MPUHUMAIOIIUM (PUHTOIMMO/, CIEAYET MPEKPATUTh IPYIHOE BCKapMIIMBAHHE.

DepTUILHOCTD

HaHHBIe JOKINMHHNYCCKUX I/ICCJIG,Z[OBaHI/Iﬁ HC CBUACTCIBLCTBYIOT O IMOBBIIICHHOM PUCKC CHUXXCHUA
dbepTubHOCTH Ha (POHE MPUMEHEHHS (PUHTOIUMO/IA.

4.7. BJuusiHMe HAa CHOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMH CpeacTBAaMHM W padorath C
MeXaHM3MaMH

[Tanmentam, y KOTOphIX Ha (poHe mnpuMeHeHus mnpenapata OUHTOIMMOI BO3HUKAIOT TaKHE
HE)XKCIJIATCNIBHBIE SIBJICHMS, KaK TOJIOBOKPY)KCHHE M COHJIMBOCTb, HE CIELYeT YIPAaBIATH
TPAHCIIOPTHBIMU ~ CPEACTBAMM HWJIM  MEXaHM3MaMU JI0 TIIOJHOTO MCYE3HOBEHUS JIAHHBIX
HEe)XeJaTeNbHbIX peakuuil. HeoOXoIuM KOHTPOJIb COCTOSIHMA INAleHTa B Te€UEHHE 6 4acoB IOcCiie
[IepBOro IpueMa Inpenapata OUHIOIMMOJ IEpe] HAYajJOM YIPABICHHUS TPAHCIOPTHBIMHU
CPEACTBaAaMH WJIN MEXAHU3MAMH.

4.8. HexenarejbHble peakunu

Pesrome mpoduiist 6esonacHOCTH

JlarHbIe 10 6€30MaCHOCTH MPUMEHEHHS (PUHTOIMMO/A TTOTYYCHBI B IBYX IIAIIE00-KOHTPOIUPYEMBIX
kimHnYeckux uccinenoBanusax Il ¢a3er m xknmuHnueckom wuccnenoBanuu Il ¢a3br ¢ akTUBHBIM
KOHTPOJIEM Y B3pOCHBIX ManueHToB ¢ penunuBupyomuM PPC. OOmee uucio mManueHTOB,
nonydaBmux puaroaumon B gozax 0,5 mr umum 1,25 mr, cocraBuio 2431. B ayxnernee mame6o-
KOHTponupyemoe KianHu4yeckoe wuccienoanue D2301 (FREEDOMS) Obuto BkmtoueHo 854
B3POCJIBIX MAlMeHTa, MOJydyaBIIUX (UHTOIMMOZ, ¥ 418 B3pOCIBIX MALMEHTOB, MOJYYaBIIMX
mwiane6o. B aByxseTHee mane0o-KOHTpONMpPYyeMOe KIMHHUYECKOoe uccienoBanne D2309
(FREEDOMS II) 651510 BKITFOUEHO 728 B3pOocibix manueHToB ¢ PC, monyyaBmux puaronumon, u 355
B3POCJIBIX MAIIMEHTOB, MOMyYaBIINX TUIane00. B 00beIMHEHHBIX NaHHBIX STUX JBYX UCCIICOBAHHIA
[py IpUMEeHEeHnH (GUHTOIMMOa B o3e 0,5 M OTMEUaIHCh CIIEYIONINE CEPhe3HbIC HeXKeIaTeIbHbIC
peakuuu (HP): nHexunn, MakyIspHBI OTEK W MPEXOAsinas aTPUOBEHTPUKYISApHas Olokama B
Havane jedeHus. Haubonee wacto (wacrora>10%) mpu mpumeHeHuu mpemapata B no3e 0,5 mr
HaOJI01aTNCh TPUII, CUHYCHUT, TOJIOBHAsi 00Jib, aAuapesi, 00Jb B CIUHE, MOBBIIICHHE aKTUBHOCTH
«MIEYEHOUYHBIX» (epMeHTOB M Kamenb. CamMoil 4YacTol NPUYMHOW NpPEKpaIleHUs Teparnuu
npenapatoM (B 103e 0,5 MT) SIBISUIOCH TOBBIIIEHNE aKTUBHOCTH allaHnHaMuHOTpaHchepassl (AJIT)
(2,2%). HP B onnonernem uccinenosanuu D2302 (TRANSFORMS), BkitouaBmieM 849 B3pociibix
MaIUEeHTOB, TOJyYaBIINX (PUHTOIUMO/ (B TPYIIIE CpaBHEHUsI TPUMEHsITH HHTepdepoH Oera-1a), kak
MPaBWIO, OBUIM CXOMHBI C IJIAe00-KOHTPOIUPYEMBIMUA HCCICIOBAHUSMHU C yY4ETOM pa3jvddil B
MPOJOJIKUTENEHOCTH UCCIIEIOBAHMUSL.

TabauyHOE pe3rOME HEKENATENbHBIX DEAKIIAMN

Huxe mnpenctaBieHbl HeXeNaTENbHbIE pPEAKIUH, BBISIBICHHbIE B pe3yJbTaTe KIMHUYECKUX
uccnenoBaHuii. HexenatensHble peakiiuy MpeACTaBICHbl IO CUCTEMHO-OpraHHbM kiaccam (COK)
1 9acTOTE BCTpeyaeMOCTH. HacToTa pa3BUTHs ONpeeseTcsl Kak: o4eHb yacto (> 1/10), gacto (ot >
1/100 mo < 1/10), mewacro (ot > 1/1000 mo < 1/100), peaxo (ot > 1/10000 mo < 1/1000), oueHb penko
(< 1/10000), yacToTa HEM3BECTHA (HEBO3MOKHO OIICHUTh HA OCHOBAHMH MMEIOIITUXCS TAHHBIX ).
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.

(NMOCNEOOBATENEHOCTE 0002)

Tadauna 1. Pe3roMe HexkesaTeJbHBIX peakuui

. Yacrora
CucTeMHO-OpPraHHbI Kjace HesxkenarenbHble peakunu
BO3HUKHOBEHUS
OueHb 4acTo I'punm, cuHycur.
Nudexnuu, BBI3BaHHBIC BHPYCOM
Yacro reprneca,  OpOHXHUT,  OTpYyOEBUIHBII
JIMIIAN.
WNudexuynn u naBa3un
Heuacto ITneBMOHUS
[Iporpeccupyromas  MynbTH(GOKATbHAS
Yacrora . %
neiko3HIedanonarus (IIMJT)**,
HEH3BECTHA sk
KPUNITOKOKKOBBIE HHMEKITNU
Yacto bazanbHOKIETOYHAS KapIIMHOMA
JloOpokayecTBEHHEIE, Heuacto 31oKaYecTBeHHAs MeJTaHoMa ™ ***

3JIO0KAQYCCTBCHHBIC U

JIumpoma***, IJIOCKOKJIETOYHAs
HEYTOYHEHHbIE 3a00JIeBaHU Penxo sk ok
KapIuHOMa
(BKJItOYAst KUCTHI U MOJUIIBI):
Ouenb penko Capxoma Kanommm™***
Yacrora
Kapnunoma u3 kneroxk Mepkems™**
HEU3BECTHA
Yacro JIumponenus, ieiKoneHus
Hapyienust co ctopoHbI
KpOBHU U TUM(DATHIECKOU Heuacto TpomOoruToneHus
CUCTEMBI
Yacrora o
[Tepudepuyeckue oTexku
HEU3BECTHA
Peaxiun TUIIEPYYyBCTBUTEIBHOCTH,
BKJIIOYasi  CHIMb KpanuBHU U
Hapyienust co cTopoHbI Yacrora > KP Hy
. AQHTMOHEBPOTUYECKUII OTEK Ha JTane
MMMYHHON CHUCTEMBbI HEU3BECTHA sk
Hayajga JieyeHUus***,  ayTomMMyHHas
TeMOJTUTHYCCKAst aHeMus ™ **
Yacto Henpeccus
[Icuxnueckue HapylIeHUs
Heuacrto JenpeccuBHOE HACTPOEHHE
Ouenb yacTo ["onoBHas 607b
Yacto ["os10BOKpYKEHHME, MUTPEHD
Hapymenust co ctoponsl
Pyt p Heuacro CynopoxHble TPUCTYIIBI
HEPBHOW CHUCTEMBI
Perko Cunapom obpaTtumon 3amHen
sHIIehaTonaTH *
YacroTa Tsoxenoe yxyameHue 3a001eBaHus TIOCIIe
HEU3BECTHA OTMEHBI Npernapara
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. Yacrora
CucTreMHO-OpPraHHbIii KJIacce HexenarenbHble peakunu
BO3HUKHOBEHUS
Yacto HeuerkocTs 3peHust
Hapyienust co cTopoHbl
oprasa 3peHust .
P P Heuacrto MakynsipHbIi OTEK
Yacro bpanukapnus, aTPUOBEHTPUKYJIPHAS
Hapymennst co cropoHbl Oyiokama

cepaua

Ouensb penko

WuBepcus 3y0ma T***

Hapyienust co ctopoHbl
COCYZIOB

Yacrto

IloBeimenne AJl

Hapymenust co ctoponbl

N OueHb 4acTo Karmens
NIBIXaTeJIbHOW CUCTEMBEI,
OpPraHoB I'PYIHON KJIETKHU U
p Py Yacto Onpiuka
CpelloCTeHUs
OueHb YacTo Huapes
KenynoduHo-KuieyHbie
HapyIICHUS
Py Heuacto TomrHoTa***
Hapyienus co cTtopoHbl
YacroTa ook ok
TIEUEHH U KEITUEBBIBOISIINX MOpake€HUE MEYCHU
N HEW3BECTHA
nyrei
Ha €HHUS CO CTOPOHBI KOKH o
pyu P Yacto DK3eMa, ajJonenusi, KOXKHbIN 3y

U IOJKOKHBIX TKaHEH

Hapymenust co ctoponbl
MBIIIICYHOM, CKEJICTHOM 1

OueHs 4acTo

bonr B cinne

. Yacrora
COEIMHUTEILHON TKaH! Muanrus, apTpairus
HEN3BECTHA
OO01IMe HApYINEHUS U DEAKLIUNA
i Py peakit Yacrto AcTteHnust

B MECTC BBCIACHHUA

JlaGopaTopHsble u
UHCTPYMCHTAJIbHBIC JAHHBIC

IToBEImEHNE aKTUBHOCTH «II€UYCHOYHBIX)

Ouenb yacto ¢epmentoB  (AJIT, ITT (ramma-
rryramunTpancdepassr), ACT)
[ToBeiIeHHE KOHLIEHTpaLu!

Yacto HenTpan
TPUTJIMLIEPUIOB KPOBU

Heuacro Helitponenus

Yacrora
CHmxeHue Macchl Tena

HEN3BECTHA

* HP me ormeuanacs B ucciaeaoBanusx FREEDOMS, FREDOMS II u TRANSFORMRS. Yactorta
ykazaHa u3 pacuera Ha 10000 mamueHTOB, MOMy4YaBIIUX (PUHTOIMMOI BO BCEX KIMHUYECKHUX

HUCCICIOBAaHUAX.

*# TIMJI u xpunTOKOKKOBBIe MHGEKIMH (BKJIIOYass KPUNITOKOKKOBBIH MEHWHTUT) OTMEYAIUCh B

MNOCTPCTUCTPAIVOHHOM IICPHUOAC.

*#* HP, 3apeructpupoBaHHbIC U3 CHOHTAHHBIX COOOIICHHI 1 IUTEPATYPHI.
*#%% KaTeropusi 4acTOTHl BCTPEYAaEMOCTH M OIICHKa PHCKOB OCHOBaHa M3 pacuera Ha >24000
MaKEHTOB, NOTYYaBIIUX GUHTOIMMON B 103€ 0,5 MI' B KIIMHUYECKHUX UCCIICIOBAHMSIX.




COOTBETCTEYET JKCMNEPTHOMY OTUYETY
ot 25.09.2025 N2 24085

(NOCMNEAOBATENLHOCTb 0002)

Onucanue OTAEILHEIX HEXKETaTeIbHBIX PEAKIINNI

HUnghexyuu

[Ipu npuMeHeHnn npernapaTa B KIMHUYECKUX uccieqoBaHusix B 1o3e 0,5 mr y martuenToB ¢ PC o6mras
gactota uHpekuu (65,1%) Obl1a CXOMHOM ¢ TakoBOW B rpymrme rmiane6o. OQHAKO y MalUeHTOB,
MOJIy4aBIIUX (PUHTOIMMOJI, Yallle OTMeYaIiuch UHPEKIUN HIKHUX OT/IEJIOB JbIXaTeNIbHOI CHUCTEMBI,
B MEPBYIO ouepenb OPOHXUT, M B MEHBIIECH cTeleHU WH(EKINH, BRI3BAHHBIE BUPYCOM Trepreca, u
MTHEBMOHMUSI.

IIpu neuenum mpemnaparom B go3e 0,5 Mr ObUIM 3aperuCTPUPOBAHBl HECKOJIBKO CIy4aeB
JUCCEMUHHUPOBAHHOIO TepIieca, BKIKYas CIy4au CO CMEPTEIbHBIM UCXOIOM.

Cayyan wndpexmun BIIY, Brimouas nmamwuiomy, aucriasuio U BITY-accounmmpoBaHHBIN pak,
HaOJIIOAAMNCh B IOCTPETUCTPALIMOHHOM IE€pHOJe MNpUMeHeHus mpenapara (cMm. pasgen «C
OCTOPOKHOCTBIOY).

B moctpeructpanioHHOM HeproAe OTMEUYEHBI CITydand Pa3BUTHS ONMMOPTYHUCTHYECKUX MH(EKIHi,
BBI3BAaHHBIX BUpycaMu (Hampumep, Bupyc npocroro repreca (herpes simplex virus, HSV) nnu Bupyc
omosceiBaromero repreca (varicella zoster virus, VZV), KoTtopele MOTYT TPHBECTH K
MEHHHTUTY/3HIe(hanuTy) Bupyc, Bbi3biBatonuii pazsutue [IMJI (John Cunningham virus, JCV),
rpuOkamMu  (HampuMep, KPUNTOKOKKAMH, BBI3BIBAIOIINMHI KPUINTOKOKKOBBI MEHHHTHT) WM
OakTepusiMU (HarpuMep, aTUIIUYHBIE MUKOOAKTEPHH ), B TOM YHCJIE C JIETAIbHBIM HCXO/IOM.

Makynapuwiii omex

B xnuHuyeckux uccienoBaHusX y manueHToB ¢ PC uactora oTeka Makylsbl NPU NPUMEHEHHUH
npenapata B n1o3e 0,5 mr cocrasnsna 0,5%, a npu npuMeHeHUuu B Oosiee BbICOKOW no3e 1,25 mr -
1,1%. B GonpIIMHCTBE CilyyaeB pa3BUTHE MAKYJISIPHOTO OTEKa HAOI0Aaoch B TeueHue 3—4 MecsieB
nocje Havyaja jedeHus. B psje ciydaeB HaOmogancss oTek MaKkysbl 0e3 KIMHUYECKUX MPOSBICHUN
(BBISIBJICHHBI TIPU PYTHHHOM OQTaTIbMOJOTHYECKOM OOCIIEOBaHUM), Yy HEKOTOPBIX MalUEHTOB
MaKyJISIPHBIM OTEK CONMPOBOXKIAJICA HEUETKOCTBbIO 3PEHMS MIIM CHH)KEHHEM OCTpOThl 3peHus. Ilpu
NPEKpaIleHUN JIEYeHUsI NpernapatoM B OOJBIIMHCTBE CIy4aeB IPOUCXOJUIO YMEHbBIICHHE
BBIPAXCHHOCTU WM CIIOHTAHHOE pa3pellieHuEe JaHHOIO COCTOSHUS. PHUCK  ITOBTOpPHOrO
BO3HUKHOBEHUS T0CJI€ BO30OHOBJICHUS TEPAIMH HE U3YYEH.

YacroTa pa3BUTHs MaKyJIIpHOIO OTEKa MOBbIIIATIAch NpY HaJIU4YUU B aHaMHe3e yBenuta (17% cpenn
MAIMEeHTOB ¢ YBeUTOM B aHaMHe3e U 0,6% 0e3 TakoBoro). [Ipumenenne GpuHroanMoa He U3yJanu y
naiueHToB ¢ PC u caxapHbIM JI1a0eTOM, KOTOPBIM XapaKTepH3yeTcsl BBICOKUM PUCKOM Pa3BUTHS
MaKyJISIPHOTO OT€Ka. B KIIMHUUYECKUX MCCIeJOBAHUAX Y MALIMEHTOB C TPAaHCIIaHTallMeH IOYKH, Ky1a
OBbUIN TaK)Ke BKJIIOUEHBI MALMEHTHI C CaxapHbIM TnabeToM, IPUMEHEHHE Mperapara B 103axX 2,5 Mr u
5 MI IPUBOAMIIO K MOBBIIIEHUIO YAaCTOThI Pa3BUTHUS MAKYJISIPHOTO OTEKA B 2 pasa.

bpaouapummus

B knuHuyeckux wuccinenoBaHusax y mnamnueHToB ¢ PC B Hadanme JiedeHHWs mpenapaTtoM B
pEeKOMEHJlyeMOoil  J03€¢  OoTMe4alloch  TpaH3uTopHoe cHmwkenne YCC wu  3amensieHue
aTPUOBEHTPUKYJIIPHON MPOBOAMMOCTH, MPU ITOM MakcuMmanbHoe cHikeHne YCC Habmo1anoch B
TedeHue 6 yacoB mocie npuema npenapara B 1o3e 0,5 Mr (cpenHee cHuwkeHnue Ha 12—13 ynapos B
MunyTy). YCC Menee 40 ynapoB B MHHYTY Y B3pOCibIX M MeHee 50 yIapoB B MUHYTY y JACTECH NIpH
IIpuMeHeHuH npenapara B no3e 0,5 mr ormeuanoce peako. UCC Bo3Bpamanoch K UCXOAHOM B
TedeHre 1 Mecsla peryisipHOrO MpUMeHeHus npenaparta. Kak npaBuio, Opaaukapaus mpoTekaia
0ECCUMIITOMHO, OJHAKO Yy HEKOTOPBIX NAallMEHTOB Pa3BUBAJIUCH CHUMIITOMBI Cl1a0oi W cpeaHen
CTENEHU, BKIIIOYas apTepHAIbHYIO0 TMIIOTEH3UIO, TOJOBOKPYKEHHUE, MOBBIIICHHYIO YTOMIIIEMOCTh
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ot 25.09.2025 N2 24085

(NOCMNEAOBATENLHOCTb 0002)

W/Wiu ouryieHue cepauednenus. [lepedricieHHble CUMIITOMBI pa3peliaiuch B TeUEHUE MepBhIX 24
4acoB MOCJIE HayaJla JCUCHHUS.

B KIMHUYECKHX HCCIENOBaHUSIX y MAlUEHTOB C pPAacCesHHBIM CKIEPO30M B Hauaje Teparnuu
aTpUOBEHTPUKYIsApHas Onokana (AB-Onokana) I cremenu (yanunenue untepBaia PR na DOKI)
HaOmonanack y 4,7% manueHToB, mojydaBmux ¢uHroauMon B goze 0,5 mr, y 2,8% mnarnueHTos,
nosiydaBmux uHTepdepoH Oera-la m y 1,6% B rpynme mnane6o. AB-6mokana Il crenenu Obuia
BbIsiBJIeHa Y MeHee ueM 0,2% B3pocibIX MalUeHTOB, MoyydaBmux ¢uHronumon B goze 0,5 mr. B
MOCTPETUCTPALIMOHHOM  TE€PUOJIE€  OTMEUEHbl  Clydaun  MNpEeXOJslied,  CaMOIPOU3BOJILHO
paspemaromieiics moiHoi AB-0s10kabl B TeUeHUE MEPBBIX 6 4acOB MOCIIC MPUMEHEHUS IIEPBOM 1036l
¢unromumona. CHMITOMBI pa3peniajuch CaMONpPOM3BOIBHO. HapyiieHus mpoBOIUMOCTH,
HabIto/1aeMble KaK B KIMHUYECKHX HCCIEAOBAHUAX, TAK U B MOCTPErHCTPAIIIOHHOM IMEPUOJIE, KaK
MPaBWIIO, OBUTA TPAH3UTOPHBIMHU, OECCUMIITOMHBIMU U pa3peliaiich B TEUCHHE MEPBBIX 24 4acoB
II0CJIE Havyasia JieueHus. Y OIHOI'0 manueHTa ¢ acuMmrromarnyeckoit AB-0mokanoii I crenenu tuma
Mobutit [ mnpuMeHWIM UW30MPEHANNH, OJHAKO OOJBIIMHCTBY MAIlUEHTOB MEIUIIMHCKOTO
BMeEIIIATEILCTBA HE TPEOOBAIIOCH.

B MOCTPCTUCTPATUOHHOM TMECPHUOAC OIMHCAHBI U30JIMPOBAHHBIC OTCPOYCHHBIC CIIydan npexo;[;lmeixi
ACUCTOJIMM U HEOOBSICHUMOW BHE3AIMHOW CMEPTH B TeYeHHE 24 YacoOB IOCJE MEPBOrO MpHUeMa
npernapara Ha (poHe OJHOBPEMEHHOTO MPHUMEHEHHs APYTHX JIEKaPCTBEHHBIX IPENapaTroB W/WIIN
COITYTCTBYIOIIEH MAaTOJIOTHH, OJIHAKO CBSI3b MEXKY MPUEMOM (PUHTOTUMOJ1Aa ¥ TAHHBIMU COOBITUSIMU
HE JJ0Ka3aHa.

Apmepuanvroe oasnenue (A/])

B xnmHMYecKuX MCCIENOBAHMSX NpU MpUMEHEHUM mnpenapara B no3e 0,5 mr y nanuentos ¢ PC
OTMEYaJIOCh HEOONBIIOE TOBBINICEHHE cucToiMueckoro AJ[ B cpemneMm Ha 3 MM pT. CT.,
nuactonmueckoro AJ[ — Ha 1 mm pt. cT. [HoBeimenue A/l HaGnroganoch NpuOIU3UTENHHO depe3 1
MeCsI MOCJI€ Hayajga JICYCHHS M COXPaHsJIOCh MpH TNpoAobKeHuu Tepanuu. [loswimenune AJl
O0TMEYanoch y 6,5% mnanueHToB, nonydaBmux ¢uuronmumon B gose 0,5 mr (B rpymme mianedo y
3,3%). 1o maHHBIM MOCTPETUCTPAIIMOHHBIX HAOIIOAEHUI ciydau moBbllieHuss A/l oTMedanuch B
TE€UYEHUE IIEPBOr0 MECSLA JICUEHUS U B IIEPBBIN ICHb IPUMEHEHHUSI TPenapara, Ipyu 3TOM B HEKOTOPBIX
ciiyyasix TpeOOBaJIOCh NPUMEHEHHE THUIOTCH3UBHBIX CpPEACTB WM MpPEphIBAaHUE JICUCHUS
(bUHTOTMMOTOM.

Hapywenue ¢ynxyuu nevenu

B kiIMHMYECKHX UCCIIEJOBaHMSIX Yy B3pOCHbIX manueHToB ¢ PC, monydaBmuX JieyeHHe
(UHTOIMMOJIOM, OTMEYaJIOCh TIOBBIIICHHE AaKTUBHOCTH «IEYCHOYHBIX» (epmeHTOB. [lpm
pexomenayemoii no3e 0,5 mr, B 8,0% ciaydyaeB oTMeuanoch 0eCCUMITOMHOE MOBBILICHHE aKTUBHOCTH
AJIT B 23 x BI'H (BepxHss rpanuna HopMmbl) U B 1,8% ciydaeB — B =5 x BI'H. ¥V Hekoropbix
MAlMEeHTOB NpU BO30OHOBIEHHWU TEpamMM OTMEYAJIOCh IMOBTOPHOE TOBBIIIEHHE AaKTUBHOCTU
«MEUYECHOYHBIX» TpaHCAMHHA3, 4YTO MOATBEPKIAET CBsA3b C MpemaparoM. B  KIMHHYECKUX
MCCIIEIOBAHUX TOBBIIIEHUE AKTUBHOCTH «II€YCHOYHBIX)» aMHUHOTpaHcdepa3 MOTJI0 BO3HUKATh B
mo60e BpeMsi B XOJI€ JICYCHHUs, OJTHAKO B OOJIBIIMHCTBE CIIy4aeB OHO BO3HHKAJIO B HepBble 12
MecsieB. Hopmanuzanust aktuBHocTy AJIT B mmazMe KpoBU MpOMCX0auiia MPUOTU3UTEIBHO Yepes 2
Mecsilla TOciie TpeKpalleHusl MpreMa Tmpenapara. Y HEOONbIIOTO KOJMYECTBA IAIIMEHTOB C
noBbIIeHHOW akTuBHOCTRIO AJIT >5 x BI'H (10 B rpymme 1,25 wmr, 2 B rpymme 0,5 mr),
MPOJOJDKABIIMX  JIEYEHUE IpemnapaTtoM, HopManuzauus aktuBHocTH  AJIT  mpowusomia
MpUOIM3UTENBHO B TEUEHUE 5 MECSIIEB Tepauu.

H€6p0ﬂ02ull€CKu€ HAapyuiteHusl
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 25.09.2025 N= 24085

(MOCNENOBATEMLHOCTb 0002)

Nmerorcs cooOmieHust 0 peaKkux CIydasX MOpa’keHUsi HEPBHOM CHCTEMbI y B3pPOCIBIX MAllUEHTOB,
noJydaromux (GUHTOMMMOA B BBICOKMX pno3ax (1,25 mr wmm 5,0 wmr), BKiIOYas pa3BUTHE
UIIEMHYECKUX U TEMOPPArnuecKuX UHCYJIbTOB U aTUITMYHBIX HEBPOJIOTHYECKUX PACCTPOMCTB, TAKUX
KaK OCTpPBIN AucceMuHUpoBaHHbIH dHIehanomuenut (OIDM)-o100HbIE COCTOSHHUS.

Hapywenus co cmoponul cocyoos

[Tpu nedenun ¢uHromuMoaoM B no3e 1,25 Mr peaxo OTMEUYanuch OKKIIO3UU MepudepryecKux
apTepui.

ﬂblxame]lea}l cucmema

B knuHMuYeckoM uccienoBaHuy uepes 1 Mecsi] npuMeHeHus rpernapaTa 0TMe4aioch He3HAUUTEIbHOE
7I0303aBUCUMOE CHIDKGHHE TOoKaszareneid oObema QopcupoBanHoro Beigoxa (ODBl) wu
mudPy3MOHHOM CIMOCOOHOCTH JIETKMX 10 MoHookcuny yriepoma (DLCO), B manpHekem
JOCTUTHYTBIC 3HAYEHWS JAaHHBIX TapaMeTpoB He MeHsumch. K 24  Mecslly CHUXCHHE
npenamnonaraeMoro O®B1 B mpolleHTHOM OTHOIIEHUH OT M3HAYAJIBHOTO MTOKa3aTesi CocTaBuiIo 2,7%
npu npuMeHeHun ¢puHronumoza B no3ze 0,5 mr u 1,2% B rpynne miane6o, mocie OTMEHbI Teparnuu
naHHoe pasznnuue HuBenupoBasiock. CHmwkenne DLCO k 24 mecsity npuMeHeHus: (UHTOJIMMO/A B
no3ze 0,5 mr coctasmiio 3,3% B cpaBHeHUU ¢ 2,7% B rpymie mianeoo.

Cyoopooicrble npucmynul

HpI/I MMPUMCHCHUHA (I)I/IHI‘OJII/IMOI[a B KIIMHUYCCKHX HCCICAOBAHUAX M B MOCTPCTUCTPAMOHHOM
MepPHOJIe 3apETrUCTPUPOBAHBI CIy4Yau Pa3BUTHS CYIOPOKHBIX MIPUCTYIOB, BKIIIOYAs AMHJICITUYECKHMA
CTaTycC, y B3pOCJIbIX. B xnnHn4ueckux HCCICAO0BAaHUAX Y B3POCJBIX YaCTOTA CYJOPOKHBIX TPHUCTYIIOB
obu1a 0,9% y manueHToB, noiay4yaBmux ¢puHroaumos, npotus 0,3% B rpynne miane6o. HeussectHo,
CBs3aHbI JIU 3THU ABJIICHUA TOJBKO C TCUCHHUCM PC, UM TOJBKO C q)HHFOHI/IMOI[OM, nim C Hux
COYETAHHEM.

Jlumghomol

[lo naHHBIM KIMHUYECKHUX W IMOCTPETUCTPALMOHHBIX MCCIENOBAHMM, Y MAalMEHTOB, MOIYYaBIIUX
(GUHTOIMMOJ], OTMEYAIOCh PAa3BUTHE paA3IMYHBIX THUIIOB JUM(OM. B OCHOBHOM BcTpeyasiach
HEXO/DKKUHCKas JuMdoma, BKiIrodas B-kierounsle m T-kierounsle numdombel. B Tom uuncie
CMEPTENbHBIA ciydail B-kierouHoil nuMQOMBI, TOJOXHUTEIBHOW IO BUPYCY OmiTeitHa-bapp.
Yacrora mumpomser (B- u T-kinerodHoi) B KIMHUYECKUX HCCIEAOBAHUAX ObLIa BHIIMIE, YeM
oXujaercas B o0meld monmyiasnuud. B mocTperucTpallMOHHOM — TepHoje Takxke Obuin
3aperUCTPUPOBAHBI OT/ENIbHBIC CIIydan KO>KHOU T-KieTouHoi TuMpoMbl (TprOOBHIHAS TPaHyIEMa).

T'emoghacoyumapnuiii cunopom

B nocTperucrpailnoOHHOM Nepro/ie Y MalMeHTOB, MOJIyYaBIINX JIeueHHe (PUHTOIUMOJIOM, OTMEUEHBI
OYEHb PEIKHE CIydau pa3BUTHA reMo(aronuTapHOrO CHHAPOMA C JICTATbHBIM HCXOA0M, CBSI3aHHBIE
¢ MH(EKIMOHHBIM 3a00sieBaHreM. [ 'eModaronuTapHblii CHHIPOM — COCTOSIHHE, aCCOLIMMPOBAHHOE C
MH(EKINOHHBIMH 3200JIEBAaHUSIMHI, UMMYHOCYIIPECCUEH U PSAIOM ayTOMMMYHHBIX 3a00JIeBaHU.

CTH

B KkoHTponMpyeMbIX KIMHUYECKHUX HCCICIOBAaHUAX y JeTed u moapoctkoB (10-18 ser) mpum
npuMeHeHnu Tpemnapara B n1o3e 0,25 mr uinu 0,5 mr 1 pa3 B cyTku o0muii mpouib 6€30MacHOCTH
OBbLT COMOCTABUM C TAKOBBIM y B3POCIIbIX MMAIIUEHTOB.

B wuccnenoBaHun y nerell CyJOpOKHBIE HPHUCTYIBI 3aperHCTpUpOBaHbl y 5,6% mNanueHToB,
nostydaBmux puaronumon, u'y 0,9% nanueHTos, noiay4yaBmux uHTepdepon dera-1a.

COO6H.I€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX
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(MOCNEOOBATENEHOCTb 0002)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

BaxxHo coo0miate 0 momo3peBaeMbIX HEXeNaTeIbHBIX PEaKIHsIX TOCIe PErHCTpaluy Ipenapara ¢
[eJTbI0 00ECTICUeHUS] HETIPEPHIBHOTO MOHUTOPHHTA COOTHOIICHHUS «I10JIh3a — PUCK) JIEKAPCTBEHHOTO
npenapara. MeIUIMHCKUM pa0OTHUKAM PEKOMEHIYeTCS COoOoOIaTh O JIOOBIX T0/I03PEBAEMBIX
HCKCJIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O ITPLCIiapaTta 4€pe3 HAIMOHAJIbHBIC CUCTCMbIL COOGH_IGHI/IH
0 HEXKENATENBHBIX PEaKIHUIX TOCYIapCTB — WICHOB EBpa3nuiickoro SKOHOMHYECKOTO CO03a.

Poccuiickas ®eoepayus

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpaHeHus Poccuiickoit Denepamnmu

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

Tenedon: + 7 (800) 550 99 03

OnexrpoHHas noura: pharm@roszdravnadzor.gov.ru

Caitr B WH(pOPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «HTEpHET:
https://www.roszdravnadzor.gov/ru/

4.9. Ilepeno3upoBka

CHUMIITOMBI

310poBbIe 1OOPOBOJIBLIBI YIOBIETBOPUTEIHLHO TIEPEHOCUITU OJHOKPATHBIN MPHEM Mpernapara B J103€
40 mr (mo3a B 80 pa3 mpeBbIIAONIas CYTOYHYIO PEKOMEHYEMYIO), IPH 3TOM y 5 U3 6 T0OpOBOIIBIEB
ObLIO OTMEUYEHO ONIYIIEHHE JIETKOTO CTECHEHUS WM YyBCTBO TUCKOM(OpTa B IPYAHOM KIIETKE, YTO
KIIMHUYECKU COOTBETCTBOBAJIO HEOOIBIION BRIPAYKEHHOCTH PEAKTUBHOCTH JIBIXATEIbHBIX MyTEH.

B navane mpumeHeHus (GUHTOIMMOJT MOXET BBI3bIBaTH pazButThe Opagukapauu. CHmwkenune UCC
OGBI‘IHO Ha6moz[aeTc;1 B TCUCHUC OAHOI'0O Yaca MMocCJiC NCPpBOTO MPUMCHCHUA U TPOUCXOAUT HaI/I6OJIe€
pe3ko B TeueHune 6 yacoB. OTpUIIaTEIBHBIN XPOHOTPOMHBINA A(PPEeKT HUHTOIMMOIa COXpAHIETC U
nociae 6 4JaCoB, OJHAKO B TOCICAYIOHNIMEC AOHH JICUCHUA OH IMOCTCIICHHO ocnaGGBaeT. Nwmerores
COOOIIEeHUsI O 3aMEUICHUU aTPUOBEHTPUKYJISPHOIO TPOBENCHUS U OTAEIbHBIE COOOUICHHS O
MPEXOASIINX CIy4asx MoHON AB-00Kaabl CO CHOHTaHHBIM pa3pelieHrueM.

B cinyuae mepeno3upoBKM NpHU NpHEME MEPBOU 103kl (PUHIOIMMOJIa HEOOXOAUMO OCYIIECTBIISTh
HaOJI0ICHNE MTAllUeHTa B TEYEHHE MUHUMYM 6 YacoB, BKItovaroniee DK -MOHUTOPUHT (B pealbHOM
BpeMeHHn) u exedacHoe usmepenue YCC u A/l

Ecnm gepes 6 wacoB nocie neporo npuema UCC cocraBnser <45 yn/MHUH y B3pOCHBIX, WK <55
yi/MuH y nereit crapme 12 ner, unu <60 yn/muH y aereit ot 10 no 12 net, unu nposBuiucs IKI -
npusHaku Il u Beime creneneir AB-Onokaznel, i QT-unTepBan coctaBua >500 Mc, TO ciemyeT
IIPOJUIUTh MOHUTOPUHT IO KpaliHEW Mepe 10 CIENYIOLIEro yTpa Uik 0 TeX MOp, II0Ka HapyLIEHUs
He pazpemarcs. [Ipu BosHmkHOBeHMH AB-Omoxazner III cremenn B m00oe BpeMs CYTOK TakKe
HE00X0AMMO 00ecieunTh HAaOJI0ICHUE IO KpaiHel Mepe 10 CIIEAYIOLIEero yTpa.

JleyeHune

OUHTOIMMO/I HE yOAISIeTCS U3 OpraHu3Ma MOCPEACTBOM JAMain3a U Tuiazmadepesa.

5. ®APMAKOJIOTHYECKHE CBOMCTBA
5.1. dapmakoauHAMHYECKHE CBOMCTBA

dapmakoTepareBThyecKkas rpymnmna: IMMyHoIenpeccanThl; CEIeKTUBHbIE IMMYHOIEIIPECCAHTHI.
Koo ATX: LO4AAZ27.
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(CMEPTHOMY OTUETY

MexaHu3M IeUCTBUS

@OUHrOIMMOA MOIYIHUpYET penentopsl cunrosun-l-gochara (S1P-penentopsr). dunronumon
MeTabonm3upyercs CGHUHTO3WMHKWHA30M JI0 aKTUBHOTO MeTrabonuTta ¢uHromumoadocdara. B
HAaHOMOJISIPHBIX KOHIEHTpauusx (uaromumondocdar ceszpiBaetcss ¢ S1P-penentopamu Ha
MMOBEPXHOCTU JIMM(OIMTOB, OBICTPO MPOHUKAET B LEHTpaidbHyI0 HepBHYIO cuctemy (IIHC) uepes
remarodHreanmnyeckuit 6aprep (I'Db) m cBsa3piBaeTcs ¢ S1P-penentopamu Ha MOBEPXHOCTH
HelipoHoB. CBs3wiBasick ¢ S1P-penentopamu numdornutos, duHromuMoadocdar OIOKHpPYET
CIOCOOHOCTH TUMQOILUTOB MOKUAATH TUM(ATHIECKUE Y3IIbI, 9YTO IPUBOTUT K IEepepacIpeieTICHIIO
TUMGOIMTOB B OpraHuM3Me, HpU OSTOM HE MPOUCXOIUT YMEHBIICHHUS] OOIIEro KOJINYecTBa
mumdornutoB. [lepepacnpenenerue JTUMQOIUTOB MPUBOIUT K YMEHBIICHUIO JTUM(OIUTAPHOMI
uapmwipTpaniun  [THC, B TOM 4mcie BocnanuTenbHbIMH KieTkamMu Thl7, ymeHbIeHUIO
BBIPKEHHOCTH BOCTIAJICHUS U CTETICHU TTOBPEXKICHUS HEPBHOM TKAHHU.

HccnenoBanust Ha )KUBOTHBIX U AKCIIEPUMEHTHI in Vitro MOKa3bIBarOT, 4TO d(PekThl GuHTOIMMOIA
TaKe MOTYT OBITh 00YCIJIOBJIEHBI €0 Bo3eiicTBUeM ¢ SIP-pernienTtopamMy Ha HEPBHBIX KJIETKaX.

dapmarkogmnaamMudeckue 3O HEKTHI

B teuyenue 4-6 yacoB mocie OAHOKpAaTHOro mpuema (guHroaumoaa B jgo3e 0,5 Mr Koau4ecTBO
TUMQOIMTOB B KPOBH CHIDKAeTCs MpHOIM3UTENbHO 10 75% oT ucxomHoro 3HaueHus. [lpu
JUTUTETHHOM €XEJIHEBHOM MPHUMEHEHHU (DUHTOIUMOJIa KOJIHYECTBO IJUM(OIUTOB MPOJIOIIKACT
CHIDKATbCA B TEUEHHE 2-X Henesb, JOCTUrash MUHUMaibHOro mokazartens 500 KIETOK/MKI WU
npubmu3uTenbHo 30% OoT ucxomHoro 3HaueHus. Y 18% manueHToB 0TMEUaoCh MO KpaiHel Mepe
OJTHOKpATHOE CHIDKCHHE KoJimdecTBa TuM@onuToB HKe 200 kierok/mMki. [Ipu perynspHom npueme
npernapara CHI)KEHHOE KOJIMYECTBO JTUM(OLUTOB coXpaHsuioch. [lockonbky 6onbmmHcTBO T- 11 B-
TUM(OIMTOB TOCTOSHHO MPOXOAAT yepe3 JuM(OUIHbIE OpraHbl, BIUSHHUE (UHTOIMMOJA HA ITH
KJICTKH BBIpaX€HO B HanOoublei crenenu. Oxpnako okono 15-20% T-numponurtos, SBISIOMUXCS
3¢ (}eKTOpHBIMU KJIETKAMH MaMSITH W UTPAIOIIMMU BaXXKHYIO pOJib B nepupepruueckoM UMMYHHOM
KOHTPOJIE, HE TPOXOAT yepe3 TUM(POUIHBIE OPraHbl U HE TOBEPKEHbI BO3IEHCTBHIO (PMHTOTUMO/IA.
B TedyeHMe HECKONBKMX JHEH MOCie MpeKpalleHus IpueMa Ipernapara B KPOBU OTMEYAeTCs
MOBBILIEHUE Kon4yecTBa TMMPpounToB. Hopmanuzanus konuyecTBa TMMQPOLUTOB IPOUCXOTUT Yepes
1-2 wmecsana mociie mpekpamieHus jedeHus. [locTosHHBIA mpueM (UHTOIMMOJA TPUBOIAUT K
HEOOJBIIOMY CHUXEHHIO KoJindecTBa HeWTpodunoB mnpubnuszutenabHo 10 80% OT HCXOTHOTO
nokaszaressi. MOHOIIMTHI HE MOABEP>KEHBI BO3ACUCTBUIO (PMHTOIMMO/A.

B nayvasne nedenus nmpenaparoM B peKOMEHIYEMOM J103€ OTMEYAIOCh TpaH3uTopHoe cHkenne YCC
(4acTOTBI CeplIeYHBIX COKpAllleHUI) M 3aMEAJIEHUE aTPUOBEHTPUKYJISApPHOW mIpoBoauMocTH. llpu
sToM MakcuMmanbHoe cHIkeHrne YCC Habmomaercs B TeUeHUE 6 4acoB MOCIIe MprUeMa mperapara, a
70% OTpHULIATEIBHOTO XPOHOTPOMHOrO 3PQeKTa AocTUraeTcss B mepBblid eHb npuMeHeHus. YCC
BO3Bpallagach K ICXOAHON B TeueHue 1 Mecsia peryasipHOro NpuMeHEeHHUs IpernapaTa.

Cumxenue YCC, BbI3BaHHOE (PUHTOIUMOIOM, MOXKET OBITh KYIUPOBAHO MPUMEHEHHEM aTpPOIHMHA
iy usonpeHannHa. IlokazaHo, 4TO canmeTepos, IPUMEHAEMbIM MHTAISALMOHHBIM ITyTEM, TaKXKe
BBI3BIBAET YMEPEHHBIH IMOJIOKUTEIBHBIA XPOHOTPOITHBIN AP PEKT.

B nauane npumeHeHHs GUHTOIMMOA OTMEYACTCS YBEIMUYCHNE YUCIIa IPEICEPAHBIX SKCTPACHCTOM,
HE CONPOBOXKIAIOIIEECS YBEIMYCHHEM YacTOThl  (QUOPHUIALMU/TPENEeTaHusl Mpeacepaui,
KEITYJOUKOBOW apuTMued win 3kronueid. He ormedeHo BnusiHUSA (UHTOIMMOJA HA YMCHBIICHUE
CepACYHOro BHIOpOCa.

ABTOHOMHBIE YHKIIMM CEPAIla, B TOM YHCle IMpKaauanHas BapuadbenbHocTh YCC u peaknus Ha
¢bu3nUecKyro Harpy3Ky He U3MEHSIOTCS 101 BIMSHUEM (PUHTOJIMMO/A.
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OpnHOKpaTHOE M MHOTOKpAaTHOE MpuMeHeHue GpuHroaumMoaa B no3ax 0,5 mr unu 1,25 mr B TeueHue
ABYX HCACIb HC aCCOUUUPOBAIOCH C ONIPCACIACMBIM YBCIIMUCHUCM COIIPOTHBIIACMOCTH

JBIXaTeIbHBIX MyTel 1o 3HadeHuo ODB1 (06beM GpopcrpoBaHHOTO BBIZOXA 32 MIEPBYIO CEKYHY) U
cpeaHell 00beMHON CKOPOCTH BBIAOXA HA YpoBHE 25-75% ot ®XKEJI (popcupoBanHas KU3HEHHAS
€MKOCTh Jerkux). OTmedanoch, OJHAKO, J0303aBUCHMOE YBEJIMYEHHE COIMPOTUBISEMOCTH
JBIXATENbHBIX MMyTeH MPU OJHOKPATHOM MPUMEHEHUH (PUHTOIMMO/IA B 103€ >5 MT, IPEBBIIIAIOIICH
pekoMeHoBaHHyI0 B 10 pa3. MHorokpatHoe nmpuMeHenne GpuHroaumMonaa B nosax 0,5 mr, 1,25 mr
WIH 5 MI' HE aCCOLMUPYETCS C YMEHBIIEHNEM OKCUT€HALlMHU, YMEHBIIEHUEM CaTypallii KUCIOPOaa
npH (pu3nUecKoi Harpy3Ke Win yBETUUEHUEM PEaKTUBHOCTHU JbIXaTEIbHBIX MMyTeH K METaXOJIUHY. Y
MAIMEHTOB, MOJIYYaBIINX (PUHTOIMMOJ, OTMEYAJICS HOPMATbHBIA OPOHXOAMIATAIMOHHBIN OTBET Ha
MIPUMEHEHHNE HTANISLUOHHBIX O0€Ta-arOHUCTOB.

[Tpu npuMEHEHNH Yy MAIMEHTOB ¢ PEMUTTUPYIOIINM paccestHHbIM ckiepo3oM (PPC, cpennmii 6amn
no mkane uaBanuaHoctd EDSS 2,0) dunromumon B mo3e 0,5 Mr cHmKaia 4aCTOTY KIMHHUYECKUX
oboctpenuit 6one3nu Ha 54%. IIpu npueme npenapata y 70% manueHTOB OTMeUallach CTaOuIbHAs
pemuccust B TeueHue 2-x JieT (1o cpaBHeHuo ¢ 45,6% B rpynne mianeto). UHromMo 1 10CTOBEPHO
CHIDKQJI PUCK MTPOrPECCUPOBAHUS HETpyaocrnocoOHocTH. [Ipu npuMeHeHnu mpenapara JOCTOBEPHO
YBEJIMYUBAJIOCh BPEMS 10 HACTYIUICHHS 3-MECSAYHOIO M 6-MECSYHOIO Mepruoja MOATBEPKICHHOTO
MIPOTPECCUPOBAHUS HETPYIOCTIOCOOHOCTH (OLIEHUBAEMOTO KaK TMOBBIIICHHE OLICHKH 110 mikaine EDSS
OT HMCXOJHBIX TOKa3aTejeil) Mo CpaBHEHUIO ¢ Tuianedo. Pe3ynbrarhl MarHUTHO-PE30HAHCHOM
tomorpaduu (MPT) ronoBHOro Mo3ra nalMeHTOB C PEMUTTUPYIOIIUM PACCESTHHBIM CKJIEpPO30M Ha
¢done sedeHus: (GUHTOIMMOIOM MOATBEPKAAIOT 3HAYUTENBHOE CHM)KEHHE AKTHBHOCTH TEUEHUS
3aboseBaHus (MHTEHCUBHOCTH BOCTIaIUTENbHOTO npouecca B [IHC, pazmMepoB u KoJIMYecTBa 04aroB
JEMUCTTUHU3AIIH ).

5.2. dapmakoKkMHeTHYeCKHe CBOIiCTBA

Jlanubie 10 (dapMaKOKHHETHKE (PUHTOIMMOAA OBUTM TOJIYYEHBl Y 3J0POBBIX JTOOPOBOJIBIIEB, Y
PELMIIMEHTOB TOYKH U y NALIUEHTOB € paccesHHbIM ckiepo3oM (PC).

®apMaKoJIOTHUECKH AKTUBHBIM METa0O0IUTOM SBIIsSEeTCS PUHTrOIUMOA(OochaT.

AOGcopOrus

[Tpu npueme BHYTpb BcacbiBaeTcs > 85 % 10361, BecacsiBanue GuHTrommMo1a IpOUCXOIUT MEIJIEHHO.
Bpemst noctmkeHHnss MakCMMaJabHOM KOHIIGHTpanuH B TutazMe kpoBu (Tmax) cocraBmser 12-16
9acoB.

Kaxymasics abcontoTHas OMOAOCTYIMHOCTh MpU IpueMe BHYTph cocTaBisieT 93 %. PaBHoBecHas
KOHLIEHTpallus B IUIa3M€ KpPOBU JOCTUIAETCs B TEYEHHE 1-2 MecsAleB perysipHOrO IpHeMa
¢unromumona (1 pa3 B cytku). PaBHOBEeCHasi KOHIIEHTpaIus (GUHTOJIMMO/a TPUOIU3UTENbHO B 10
pa3 BBIIIIE, YeM €ro KOHIICHTPAIUs TOCIIe TIEPBOTO MpreMa.

[Tocne wmHorokpatHoro mpuema 0,5 mMr 1 pa3 B CyTkM KOHIEHTpanuu (GUHTOJIMMOJA |
¢unronmumosdpochara MOBHIIIAIOTCS, BEPOATHO, TPOMOPLHUOHATIBHO J103€.

[IpueM nmumm HE BAUSET Ha MAKCUMaJbHYIO KOHIEHTpAuio (Cmax) wim skcnosunuio (AUC-
wIomaab Mmoja (HapMaKOKMHETHUECKOW KpPUBOW «KOHIEHTpauus-Bpems») ¢uuromumona. Cmax
¢dbunromumoadocdara He3HAUUTENBHO CHIDKaNAch (Ha 34%), a AUC nHe mensutack. 1o 3Toit npuunne
(bI/IHI‘OJII/IMO,Z[ MOKHO NPUMCHATH BHC 3aBUCUMOCTH OT BpCMCHU IMPUCMA ITUIIH.

Pacopenenenune

@OUHTOIMMO/I 3HAYUTEIBHO pachpeaesnsercs B putporurax ((paxmus GuHroanMona B KIETKax
KpoBH cocTaBisieT 86 %). @unronumoadocdaT UMeET MEHbBIIYIO CIOCOOHOCTh MPOHUKATh B KIIETKU
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KpoBH ((pakuusa metabonnrta B KieTkax KpoBu — < 17 %). @unronumon u ¢punroaumoadpocdar B
BBICOKOU CTETICHH CBSI3BIBAIOTCS C O€JKamH 1ia3Mbl KpoBu (> 99 %).

OUHroIMMOA B 3HAUMTENBHOM CTEMEHM paclpeiensercs B TKaHAX opranusma (o0obem
pacripenenenust okosno 1200 + 260 ). OUHrOIMMOJ NMPOHUKAET B TOJOBHOW MO3T. YTO OBLIO
MOKa3aHO B KJIMHUYECKOM HCCIIEJOBAaHMM Yy 3J0POBBIX J00poBoibleB. B uccnegoBanuu y 13
nobposoibieB ¢ PC, nmomywaBmux ¢uHronmumon B goze 0,5 Mr B paBHOBECHOM COCTOSHUM,
KoJu4ecTBO puHromuMoaa (winu ¢unromumonadocdara) B ceMeHHOM kuakoctu 0610 B 10000 pas
MeHbIIIe PUHATON 10361 (0,5 MT).

Buorpancdopmariis

VY yenmoBeka OuorpaHchopmanus (UHTOIUMOJA MPOUCXOIUT B pe3ylnbraTe 00paTUMOro
CTepeoceNeKTUBHOTO (ochopmiupoBanus 110 (HapMaKOJIOTHYECKH aKTUBHOTO (S)-dHaHTHOMEpPA
¢unromumondocdara M 3a CYET OKHUCIUTEIBHOW OuoTpaHChOpMAIuy, TIABHBIM 00pa3oM,
modepmertom CYP4F2, u, Bo3moxno, apyrumu uzopepmentamu CYP4F, ¢ mocnemyromieit
Jerpaialyeil aHaJOTUYHO KUPHBIM KHCIIOTaM JI0 HEAaKTUBHOTO METa0OIUTA U ITyTeM OPMUPOBAHUS
(hapMakoJIOTUYECKHA HEAKTHBHBIX HETIOJISIPHBIX aHAJIOTOB (DUHTOIMMO/IIEPaMU/IA.

OcHoBHO# (pepMeHT, OTBEUAIOLIHH 32 METa00IM3M (PUHTOJIMMO/Ia, YACTUYHO UACHTU(DHUIIMPOBAH: 3TO
MoxeT ObiTb CYP4F2 mmu CYP3A4. Ilocne omHOKpaTHOTO NMpueMa BHYTPh B IUTa3Me KPOBH
OTIpeAeTsUINCh (B TeueHUe MpuOIu3uTenbHO | Mecsna) Hem3MeHeHHBIH (unromumon (23,3%),
¢bunromumoadocdar (10,3%), HeakTuBHbIe MeTabOMUTHI (M3 — KUCHBII KapOOKCHIIbHBIN METa00IUT
(8,3%), KoHBIOraThl META0OIUTOB ¢ LepamuioM M29 (8,9%) u M30 (7,3%)).

OIMMUHALIMS

[Tna3MeHHBIN KIUpEHC (UHTONMMOAA cocTaBiseT 6,3 + 2,3 n/4, cpeqHUll KaxymUWcS TEPUON
nonyBbiBeeHus (T12) —6-9 queit. CHmKeHME KOHIICHTpanuii GuHTrommoa 1 GuHroauMoadochara
B IUIa3M€ KPOBU B TEPMUHATBHON CTAIUH MPOUCXOAUT MAPAIIEIBHO, YTO MPUBOIUT K CXOIHOMY
MEepPUOY TOTyBBIBEICHUSI.

[Tocne mpuema BHYTph 0K0JIO 81 % 03B BRIBOJUTCS MOYKAMU B BHUJIE HEAKTUBHBIX METa0OIUTOB.
Heusmenennsle ¢uuromumon u Quuronumonadocdar He BBIBOAATCS MOYKAMH, HO SBISIOTCS
OCHOBHBIMH COCAMHEHUSMHU B KaJie (KOJIMUECTBO Kaxaoro < 2,5 % ot mo3bl). B Teuenne 1 mecsma
BBIBOJIUTCS OKOJIO 89 % 1m03bI (hUHTOTMMOIA.

JIMHENHOCTE

Konnenrpauuu ¢unronmumona u ¢unromumoadpochata yBeIMUUBAIOTCS HNPOMOPLUOHATIBHO J03€
rocae MHOrokpatHoro npumenenus 0,5 mr i 1,25 mr 1 pa3 B cyTku.

Y npamMeHTOB JIETCKOrO Bo3pacTa KOHIEHTpamus ¢uHronmumondochata yBeIHMUUBACTCS
MPOMOPIMOHATIBLHO J03€ MOCIE MHOTOKpaTHOro npumenenus 0,25 mr unu 0,5 mr 1 pa3 B CyTKw.

dapMaKOKMHETHKA Y OTACILHELIX I'PYIII ITAIIMESHTOB

Toueunas neoocmamoynocme

Hapymenne ¢yHKuu mouek (OT JIETKOM 1O TSKENIOW CTENEeHH) HE OKa3blBaeT BIUSHUS Ha
(hapmakokuHETUKY GUHTOIUMOA U puHTOoIMMOdoChaTa.

Ileuenounas nedocmamounocms

OpnHoKkpaTHOE TpPUMEHEHHE (UHTONMMOJA B J03¢ | MI WM 5 MI y MalWeHTOB C HapylleHHEeM
(GyHKIMK TICYEHU JIeTKOHM, cpeiHed M Tsokenoi cremenedt (kiacc A, B u C mo xiaccuduxanuu
Yaitnna-I1er0) mpuBoaut k nossimeHnto AUC punronumona Ha 12%, 44% u 103% cOOTBETCTBEHHO,
pu 3ToM BiusiHuE HA Cmax HE OTMEUEHO. Y MAIMEHTOB ¢ HapymieHueM (QYHKIUU TMeYSHU TSHKEIOM
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crenenn (xkimacc C mo kimaccudukanmu Yainma-I1pi0) Cmax ¢uaTOTMMONdOCchaTa cHmkKaach Ha
22%, npu 3tom 3HaueHMH AUC CyIIECTBEHHO HE W3MEHSJIOCh. Y NAIMEHTOB C HapyLIEHHEM
GyHKIMM TI€YEeHW JIETKOW W CpeaHed cTemneHeidl QapmakokuHeTnka QuHroaumMoadocdara He

O CHHUBAJIACh.

VY nanueHToB ¢ HapyleHUeM (DYHKIUHU NIEUYEHH JIETKOW CTENEeHH MEepHO/]] NOTYBbIBEICHHUS OCTaeTCs
HEU3MEHHBIM, C HapyLIEHUEM CPEIHEN U TSKEJIOM CTENEHH — yBelnuunBaeTcss npuMepHo Ha 50%.

Hauueﬂmbz noosicus10co so3pacma

Knuauueckuii onbIT npuMeHeHus GUHTOJIMMO/Ia Y TALMEHTOB B BO3PACTE cTapiie 65 JeT orpaHuyeH.
VY manueHToB B Bo3pacte 65 JeT u cTapiie (GUHTOJIMMO/T CIIETYET MPUMEHSTh C OCTOPOKHOCTHIO.

Ilon u smuuvueckasn I’lpuHanle.?iCHOCMb

[Ton u aTHUYECKAs MPUHAAIICKHOCTh HE OKAa3bIBAIOT BIUSHUS Ha (papMakOKMHETUKY (pUHroIMMoOIa

u ¢punronuMoadocdara.

€TH

PaBHoBecHas koHueHTpanus guuaroanMonadocdara cxoxa y B3pocibix U gereidl crapme 10 jer.
be3omacHocTh M 3(h(eKTHBHOCTH NMpUMEHEHUs] (UHTOIMMOJA y HanmueHToB Mmimaame 10 ser He

U3Yy4EHA.

6. ®APMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeueHb BCIIOMOraTe/IbHBIX BelleCTB

CoaepXxUMOoe Kancyabl

MaunHauToNn
Maruus creapat

Kopnye kancyiasl

Kematnun
Turana quokcua

Kprleuka KancyJisl

Kematua
Turana quokcua

Oxkcup xenesa KeNThIN

6.2. HecoBMecTUMOCTDH

He npumenumo.

6.3. Cpok roagnocTu (CpoK XpaHeHHs )

2 rona.

6.4. OcoObie Mepbl MPeIOCTOPOKHOCTH NMPH XPAHEHUHU

XpaHHUTH B 3alIMIIEHHOM OT CBETa MECTE IMpHU TemrnepaType He Bhiie 25 °C.
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6.5. XapaxkTep u coaep:kaHue YIAKOBKH

ITo 7 nnu 14 xarncyn B KOHTYPHYIO STUEHKOBYIO YIaKOBKY U3 (DOJIBIH alFOMUHHEBOH JTAKUPOBAHHOU
IIEYaTHON u IJICHKU MTOJINBUHUJIXJIOPUAHON WIH
MOJTMBUHHIIXJIOPH THOW/TIOTMBUHHUITU AEHXJIOPHU THOM.

ITo 7, 28 wim 98 xarcyn B OaHKM W3 TOJUATHICHTEpedTaiaTa, YKYNOPECHHBIE KPBIIIKAMU W3
MOJIM3THIICHA C KOJIBIIOM KOHTPOJIS ICPBOTO BCKPLITUA UJIHA 663 HETO.

ITo 1 6anke, M0 1 KOHTYPHOU STYEHKOBOMN YITAKOBKE IO 7 KArcCyJ, MO 2 WiK 7 KOHTYPHBIX STYCHKOBBIX
YIaKOBOK MO 14 Karcys BMECTe C UHCTPYKLIMEN 10 IPUMEHEHHIO B TAUKy KaPTOHHYIO.

6.6. OcoOble Mepbl TMPEIOCTOPOKHOCTH NPH  YHUUYTOKEHUHM  HCIOJIH30BAHHOIO
JIEKAPCTBEHHOI0 MpenapaTa Uil 0TXO0H0B, NMOJY4YEeHHBIX M0CcJe NPUMEHEHHS JIEKAPCTBEHHOT0
npenapara, u Ipyrue MaHUIyJISIIUM C MIPenapaTomM

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

000 «DapmMeHnTan rpynmn»

123242, r. Mocksa, yi. KonromkoBckas, a. 28, 3T. 3, mom. [A, koM. 9.
Ten.: (499) 685-00-15

E-mail: phm@phm.group

7.1. IlpencraBuTelib AeprKaTesisi peTHCTPALMOHHOIO YA0CTOBEPEHUs

[IpereH3un norpedbuTeseil HanPaBJIATh 10 AIPECY:

Poccuiickas @enepanust

000 «PapmMeHTan rpynmn»

123242, r. Mockaa, yi. KontomkoBckas, 1. 28, 3T. 3, mom. IA, kom. 9.
Ten.: (499) 685-00-15

E-mail: phm@phm.group

8. HOMEP (HOMEPA) PETUCTPAIIMOHHBIX YIOCTOBEPEHUI

9. KATET'OPUSA OTIIYCKA JIEKAPCTBEHHOTI' O IIPEITAPATA

JlexapcTBeHHBIN MpenapaT OTHOCUTCS K KaTerOpHH OTIYCKa MO PeLenTy.

OOmiast XxapakTepuCTHKa JICKApPCTBEHHOTO mpernapara OUHIONIMMOJ] JOCTYIIHA B €IHMHOM peecTpe
3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpa3wiickoro HSKOHOMHYECKOTO COK03a Ha
ounmanbHOM caure YIIOJJHOMOYEHHOI'O oprasHa (9KCTepTHOM OpraHM3aL1H)
https://Ik.regmed/Register/EAEU_SmPC

26



	1. НАИМЕНОВАНИЕ ЛЕКАРСТВЕННОГО ПРЕПАРАТА
	2. КАЧЕСТВЕННЫЙ И КОЛИЧЕСТВЕННЫЙ СОСТАВ
	3. ЛЕКАРСТВЕННАЯ ФОРМА
	4. КЛИНИЧЕСКИЕ ДАННЫЕ
	4.1.  Показания к применению
	4.2.  Режим дозирования и способ применения
	Режим дозирования
	Особые группы пациентов
	Дети
	Способ применения

	4.3.  Противопоказания
	4.4.  Особые указания и меры предосторожности при применении
	Брадиаритмия
	Интервал QT
	Иммуносупрессивное действие
	Инфекции
	Макулярный отек
	Нарушение функции печени
	Влияние на результаты серологического исследования
	Влияние на артериальное давление
	Дыхательная система
	Синдром обратимой задней энцефалопатии
	Ранее проводившееся лечение иммунодепрессантами и препаратами, модифицирующими течение заболевания
	Одновременное применение мощных индукторов изоферментов CYP450
	Злокачественные новообразования
	Возврат активного заболевания (рецидив) после отмены терапии финголимодом
	Опухолеподобные очаги демиелинизации
	Прекращение лечения финголимодом
	Беременность, риск для плода и контрацепция
	Дети

	4.5. Взаимодействие с другими лекарственными препаратами и другие виды взаимодействия
	Противоопухолевые препараты, иммуномодуляторы и иммунодепрессанты
	Вакцинация
	Вещества, вызывающие брадикардию
	Фармакокинетические эффекты других препаратов на финголимод
	Фармакокинетические эффекты финголимода на другие препараты

	4.6.  Фертильность, беременность и лактация
	Женщины с детородным потенциалом (контрацепция у женщин)
	Беременность
	Грудное вскармливание
	Фертильность

	4.7. Влияние на способность управлять транспортными средствами и работать с механизмами
	4.8.  Нежелательные реакции
	UРезюме профиля безопасности
	UТабличное резюме нежелательных реакций
	Описание отдельных нежелательных реакций

	4.9.  Передозировка

	5. ФАРМАКОЛОГИЧЕСКИЕ СВОЙСТВА
	5.1.  Фармакодинамические свойства
	5.2.  Фармакокинетические свойства

	6. ФАРМАЦЕВТИЧЕСКИЕ СВОЙСТВА
	6.1.  Перечень вспомогательных веществ
	6.2.  Несовместимость
	6.3.  Срок годности (срок хранения)
	6.4.  Особые меры предосторожности при хранении
	6.5.  Характер и содержание упаковки
	6.6. Особые меры предосторожности при уничтожении использованного лекарственного препарата или отходов, полученных после применения лекарственного препарата, и другие манипуляции с препаратом

	7. ДЕРЖАТЕЛЬ РЕГИСТРАЦИОННОГО УДОСТОВЕРЕНИЯ
	7.1.  Представитель держателя регистрационного удостоверения

	8. НОМЕР (НОМЕРА) РЕГИСТРАЦИОННЫХ УДОСТОВЕРЕНИЙ
	9. КАТЕГОРИЯ ОТПУСКА ЛЕКАРСТВЕННОГО ПРЕПАРАТА

