COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 07.12.2023 N= 2573

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 7003

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

Ounrommmon Meaucop6, 0,5 Mr, Kancysl.

2. KAYECTBEHHbBIW 1 KOJIMYECTBEHHBIA COCTAB
JelicTBytolee BemecTBO: (PMHTOIMMOI.
Kaxxgas kancyna cogepxut 0,5 Mr ¢puarosmmonaa (B Buae ruApOXIOPUIA).

[TonHbIi epeyeHb BCIIOMOTaTEIbHBIX BEIIECTB MPHUBEEH B pa3zaeie 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kancynbl.
TBEpable xenaTMHOBBIE Karcysibl Ne 4 ¢ KoprycoM Oenioro 1BeTa U KpbIIIEYKON Oenoro msera.

Copnep)uMoe Karcyit: MOPOIIoK OeI0ro Win MoYTH OEIoro 1BeTa.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

OunrommmMon Menucopd Moka3aH K MPUMEHEHHIO y B3POCIBIX U JeTei B Bo3pacte crapmie 10
JeT.

- Pemuttupytommii paccesunsiii ckiepo3 (PPC) — st ymeHbIIEHHS YacTOTHl KIMHHYECKUX

o0ocTpeHuit 60JI€3HN U CHUKEHHS PUCKA TPOrPECCUPOBAHUS HETPYAOCIOCOOHOCTH.

4.2. PesxuMm 103MpOBaHNs U c1IOCO0 IPMMEHEeHHUs
JleyeHue crneayeT HauMHATh U IPOBOAMTH TOJBKO IOJ KOHTPOJEM Bpada, MMEIOIIETO OIMBIT
nedeHus paccesHHoro ckieposa (PC).

PexxuM 103upoBaHus

Pexomenyemas no3a npenapara y B3pocibix coctasisger 0,5 mr (1 karcyna) oauH pa3 B CyTKH.
HeobOxonnMo HaOmroAaTh ManyeHTa 1nocie NpuMEeHEeHUsl IEPBOM 103k MpernapaTa OJMHAKOBO Kak
npu JedeHuu mnpenaparoM PuHronumon Meaucopb, Tak M mocie Impuema IMepBOM J103bl, B
Clly4ae IIpepbIBaHUs Tepanuu:

- Ha | 1eHp 1 OoJiee B TeUSHHE NMEPBBIX 2-X HEIEh TEPAIny;

- OoJiee yeM Ha 7 mHel Ha 3-# uian 4-1 Heaese JeUeHM,

- Oosiee ueM Ha 2 HeJIeNH MOCJie TOT0, KaK JIeueHHe MPOA0IDKAIOCh Oojiee Mecsa.

Ecnu nedenune mpepsiBaeTcs Ha Oojiee KOPOTKUI MPOMEXYTOK BPEMEHH, YeM YKa3aHO BBIIIIE,
Jie4YeHue clielyeT IpoA0KaTh CO CAeYIOIIeH 3arIaHnpPOBAHHOM J103bI.

Tpexpawenue neuenus uneonumooom (cm. pasoen 4.4.)
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BBIBE/ICHUS (PMHTOIMMOJIA U3 KPOBOTOKA JIJISl TOTO, YTOOBI (DMHTOJTUMO/T BBIBEJICS U3 KPOBOTOKA,
TaKOM CPOK ONpEeIsieTcsl MEPUOJIOM IOJyBbIBEIeHUS npenapara. [Ipu npexpamieHuu npueMa
npernapaTta HeoOXO0JIMMO YUUTHIBaTh, YTO HOPMAIM3AIMS KOJUYECTBA JTUM(POLUTOB MPOUCXOIUT
yepe3 1-2 mecsna mocie MocieHero npuMeHeHus: (UHTOJIMMOJa, XOTA B psijie ciaydyaeB s
IIOJTHOTO BOCCTAHOBJICHHSI TpeOyeTcs 3HauuTeNnbHO Ooiblie BpeMeHH. B 3ToT mepuon
HEOOXOJUMO COXPaHSATh HACTOPOKCHHOCTh B OTHOIICHUM pPa3BUTHs WHGpeknmid. [lamreHToB
ClielyeT MPOUHCTPYKTUPOBATH O HEOOXOAMMOCTH HE3aMEeUIUTEILHO COO0IIaTh Bpauy 000 Bcex
cuMnToMax MHGEKIUU B T€YEHHE 2 MecsIeB Iociie OTMeHbl (¢uHroaumona. Ilockonbky mpu
IPUMEHEHUH HMMYHOJIEIIPECCAHTOB B TEeUeHHE 1—2 MecsleB Mocie IpeKpalleHus Ipuema
(uHrOMMMOZa BO3MOKHO JOIOJIHUTEIBHOE YrHETAIolee ACHCTBUE Ha MMMYHHYIO CHUCTEMY,
HEO00XO0UMO COOMIOAATh OCTOPOKHOCTh MPU MPUMEHEHHH UMMYHOIETIPECCAHTOB BCKOPE IMOCIIe
MIPEKpaIICHUS JICUCHHUS IPENapaToM.

OCTOPO’XXKHOCTD TPH MPEKPANICHUN TEPATTHH (PHHTOJIMMOIOM TAKKE CIEAYET COONII0aTh B CBSI3U
Cc puckoM pernuauBa. Ecnm orMeHa ¢uHTONMMOMa HEoO0XoaWMa, B TEPHOA TOCIE OTMEHBI
MAIMEHTOB CJelyeT Ha0llto1aTh Ha MPEAMET MPU3HAKOB BO3MOXKHOTO PEeLUINBA 3a00IeBaHUS.

Oco0nIe T'pYIIIBI ITAIIMCHTOB

Tayuenmul noscunozo eospacma (cmapute 65 nem)

Y maummenToB B Bo3pacte 65 ser u crapuie mnpenapar dunronummon MenucopO cnemyer
IPUMEHSTH C OCTOPOKHOCTBIO BBUlY HEIOCTATKA JAHHBIX 10 0€301acHOCTU U 3()(HEKTUBHOCTH.
Tayuenmoi ¢ napywenuem yHkyuu novex

B xnroueBbix uccnenoBanuax npu PC npumenenre GUHroauMo/ia y MalueHToB ¢ HapyIIEHUsIMU
GyHKIMM TOoYeK He u3ydanu. Ha ocCHOBaHMM MJAaHHBIX MCCIEAOBAHUN MO KIMHUYECKOU
(bapMakosoTuM, KOPpPEKTUPOBaTh 03y Mpernapara y MalMEeHTOB C HapylEeHUsIMH (QYHKLIUU
MOYEK He TpeOyeTcs.

THayuenmol ¢ napywenuem @yHkyuu nevenu

[Tpumenenue npenapara ®Puuroaumon MeaucopO y MalMEHTOB C HapyLICHUSIMH (QYHKIUH
neueHu Tsoxeno crenenu (kiaace C no knaccudukanuu Yaina-I1s0) npoTuBonokasaHo.
Koppekuuu 10361 npenapaTa y NalMeHTOB ¢ HApYIIEHUSIMH (YHKIMHU NIEUYSHH JIETKOM U cpeiHei
CTENEHH TSDKECTH He TpeOyeTcs, OJHAKO ClIeJyeT COOJ0JaTh OCTOPOXKHOCTh B Hauaie
IIPUMEHEHNS IIpenapara y NallueHTOB JaHHOM IPYIIIbIL.

Tayuenmoi ¢ caxapuvim ouabemom

HccnenoBanuii MO NpUMEHEHHIO (DUHTONMMOJA y MAIMEeHTOB C caxapHbIM auabeToM He

npoBoawsiock. Heob6xoaumo cobOmogaTh OCTOPOXKHOCTh IPU MPUMEHEHHWU Ipenapara y
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CIIETyeT PETYISAPHO MPOBOIUTH O(PTATBLMOIOTUYECKUE OOCIICIOBAHMS HA MPEIMET BBISBICHUS
MaKyJsipHOTO OTEKa.

eTH
Jlemu 6 so3pacme om 0 0o 10 1em
Bbezonacuocts u adpdpextuBHOCTS Punronumon Menucop0d y nereit B Bozpacte ot 0 1o 10 et He
yCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.
Jlemu u noopocmxu cmapwe 10 nem ¢ maccoii mena d6onee 40 ke
Pexxum noszupoBaHus AJis neTeld W moapocTKoB crapire 10 jeT ¢ maccoit Tena 6omnee 40 xr He
OTJIMYAETCS OT PEKUMa JO3UPOBAHUS JUISl B3POCIIBIX.

Cnooco0 npuMeHeHus

BHYTpL, BHC 3aBUCUMOCTH OT BPCMCHH IIpUCMa ITUIIH.

4.3. [IpoTuBONOKA3aAHNS

e [ UnepuyyBCTBUTEIBHOCTh K (PUHTOJIMMOAY WIM K JIOOOMY M3 BCIIOMOTaTelIbHBIX
BEIIIECTB, [IEPEUNCIICHHBIX B pasjene 6.1.

e BrbIsSBICHHBII HMMYHOIE(DUIIUTHBIN CUHIPOM.

e [loBbIlIEHHBIA  pPUCK  OMNMOPTYHUCTHUECKUX  HMHQPEKIud, B TOM  4YHCIE Y
UMMYHOKOMIIPOMETUPOBAHHBIX  MAIMEHTOB (B TOM  4YHCIE  MOJIyYalolIuX
UMMYHOCYIIPECCUBHYIO TEPAITHIO B HACTOSIIIee BpeMs WA
UMMYHOKOMITPOMETHUPOBAHHBIX 33 CUET MPEIIICCTBYIOMICH Teparum).

e Tspkenas mH(peKkuus B akTUBHOM (pa3e, akTUBHAs XpoHHYEcKas WH(pEKuHs (renaTur,
TyOepKyIe3).

e BEhIsSBICHHBIC 3]I0KaYECTBEHHBIC HOBOOOPA30BaHHUs B aKTUBHOM (a3se.

e Hapymenne ¢yakumii nedenn Tsokenod crenenn (kimacc C mo  kiaccudukanuu
Yaitna-I1s10).

e UudapkT MHOKap/a, HECTAOWIbHAS CTCHOKAPAWS, HHCYIIBT/TPAH3UTOPHAS HIIIEMUYICCKas
ataka (THUA), pexomIieHCHpOBaHHAs CepACYHass HEIOCTATOYHOCTh (Tpelyromias
rocmuTanu3anum), cepaeynas Hemocrarounoctsb II-IV kmacca mo NYHA (New York
Heart Association) 3a mocienHue 6 MecsIeB.

o Tspkenmas cepaedHasl apuTMuUs, TpeOyroOIIasi aHTHAPUTMUYECKYIO Tepanuio MpernaparaMmu
Ia wmm III kmacca.

e ATtpuoBeHTpUKYIsipHas Onokana (AB-6mokana) Tuna Mob6utn |l 2 crenenu, AB-6nokana

3 cTeneHu, CUHAPOM ClIabOCTU CHHYCOBOTO y371a - IPU OTCYTCTBUU KapAUOCTUMYIISITOPA;
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(NOCNEQCBATENEHOCTE 0003)

e lcxonnsiii uaTepBan QTc >500 mc.

e bepeMEeHHOCTh U MEePUOJ] TPYTHOTO BCKAPMIUBAHUS.
D¢ heKTUBHOCT, W 0€30macHOCTh NpUMEHeHus QuHronumona y aerei ao 10 mer He

YCTAHOBJICHEI.

4.4. OcoOble yka3aHusl M Mepbl NPeI0CTOPOKHOCTH NPH IPUMEHEHUH

C 0CTOPOKHOCTBLIO

bpaouapummus

B nauane npumeHeHust (GUHTOIMMOAa OTMEYAETCS MPEXOAIIee CHIYKEHNE YaCTOThl CePACYHBIX
cokpamienuii (UCC), kOTOpoe MOXKET COMPOBOXKIATHCS 3aJEPKKOW aTPUOBEHTPUKYIISIPHOTO
MIPOBEJICHUS, BKITFOUYAs OT/ICIbHBIC CITy4an MpeXosiiel momHoi AB-01okabl, pa3peniatomeiics
CIIOHTaHHO.

YCC mnauMHaeT CHIXKaThCsd B TeueHHWe | dYaca mocie MEepBOro ImpueMa Impernapara, a
MaKCHMaJIbHOE CHIIKEHHE OTMEYACTCS MPUMEPHO depe3 6 9acoB. DTOT MOCIEI030BbIN 3P PeKT
COXpaHsieTCs Ha NPOTSDKEHHM IOCIEAYIOIIUX HEH, XOTS, KaKk NpaBWiIo, B 0oiee JEerKou
CTEMEeHM;, B TEUCHHE MOCIEAYIOUIMX Heleldb OH OOBIYHO CXOAWT Ha HeT. llpu mpomomkeHuun
neuenusi cpeansss YCC Bo3BpaiaeTcss K UCXOJHOMY YpOBHIO B TeueHue 1 mecsaua. OgHako y
ornenbHbIX nanueHToB YCC K KOHIy MEPBOrO Mecsiia MOXKET HE BEPHYTbCS K HCXOTHOMY
ypoBHI0. Hapymienus: npoBoIMMOCTH, KaK IPAaBUJIO, ObUIM MPEXOAALIMMH U HE NPOSIBISUIUCH
kiuHu4eckr. OOBIYHO OHU HE TPeOOBaJM JEUCHUS U Pa3pelIaliuch B T€YCHHUE MEePBhIX 24 4acoB
Ha ¢oHe mpumeHeHus mnpenapata. [Ipu HeoOxomumoctn YCC, cHUXEHHass B pe3yibTare
IPUMEHEHUs (PUHTOJIMMO/Ia, MOXKET OBITh IOBBIINIEHA 3a CUET MApEeHTEPaJIbHOTO MPUMEHEHUs
aTpONMHA UM U30NpEHANINHA.

Bcem namuenTam cnenyet npoectu JKIT u u3meputh aprepuaibHoe aaBienue (AJl) mo Hayana
npuema npenapaTa 1 uepe3 6 yacoB mocie npuema rnepBoi 7036l Beex manueHToB He00X0MMOo
HaO00/1aTh B Te€YeHHE 6 YacoB Ha MpeAMET MPU3HAKOB U CUMITOMOB OpaguKapAuH, U3MEpsis
UCC u AJl xaxnaslii yac. B TeueHne 3Toro 6-4yacoBoro nepuoja peKOMEHAYeTcsl IPOBOAUTH
HenpephIBHBIN (B peasibHOM BpeMeHH) DK -MOHUTOpUHT.

[Tpu pa3BuTHH CUMIITOMOB OpaguapUTMHUU Ha (POHE Tepaluu MpernaparoM HeoOXOAMMO HayaThb
COOTBETCTBYIOIIME MEPONPUATH, 00ECIeYnTh HAOII0IeHNE NMAllMeHTa BIUIOTh 10 KYIIHUPOBAaHUS
naHHoro coctostHus. Ilpu HEOOXOAMMOCTH JEKapCTBEHHON Tepanuu B MEPHOJ MOHUTOPHHIA
nociie mpruemMa nepBoi 7036l HE0OXOAMMO MPOJUIUTh HAOII0IEHUE, 110 MEHBIIEH Mepe, 10 yTpa
CJIEIYIOIIETO JIHs, U IOBTOPUTH 00CIIeI0BaHNE, aHAJIOTMYHOE HAOII0ICHUIO TIOCIIe NEPBOIl 1035,

nocje nmpuemMa BTopoii 103bl npenapata @urronumon Meaucopb.
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Ecnu yepe3 6 dacoB mociie npuema mnepBoil AP3bl IICd-ll';ﬁ;(J/ﬁﬂgﬂE' | SIS HOM :!dBHe

(yka3piBass Ha TO, 4TO (hapMakonuHaMU4eckuii 3pdexT Ha cepame, BO3MOXKHO, €IIe HE
MPOSIBUJICS B MAKCUMAJIBHOHN CTEIEHH), HAOJIIOICHUE CIIeyeT MPOIUTh eIlle 0 KpaitHel mepe
Ha 2 yaca wiu A0 Tex nop, noka YCC BHOBB He moBbicutcs. Kpome Toro, ecnmu UCC yepes
6 4JacoB Iocje MpueMa Ipernapara cocTaBiisieT <45 ya/MUH y B3pOCHBIX, WIH <55 ya/MuH y
neteit crapiie 12 net, i <60 yn/mun y nereit ot 10 go 12 ner wim npu BrepBbie BOZHUKIIEH
AB-6nokasne 2 crenenu win Beiie 1Mo nanHbiM DKI' gepe3 6 wacoB mocie mpuema mnpenapara,
unu ecnu uHTepBan QTc mo DKI' cocransier >500 Mc, cieayer mpoBOAUTH JAOMOJHUTEIHLHOE
HabOmoieHue (o KpaifHel mepe, 0 CIEAYIOLIEro yTpa Wid 10 TeX MOp, MOoKa HapylIeHUs He
pa3pemarcsi). AB-Onmokaga 3-é cremeHu, Korma Obl OHa HHM BO3HUKJIA, TaKXke Tpedyer
MIPOBEICHUS IPOFICHHOTO MOHUTOPHUHTA (IO KpaitHel Mepe, J10 CIEIYIOLIEro yTpa).

VY manueHToB, MOJy4aBIIUX JIEYeHHE (PUHTOJIIMMOIOM, 3aPETUCTPUPOBAHBI OUEHB PENIKHE CIydau
unBepcun 3yona T wa DKI'. B cnydae BoisiBieHust nuaBepcuu 3yona T HeoOX0IuMO UCKITIOYUTD
HaJWM4he APYTUX MPU3HAKOB MIIEMUM MUOKapaa. [lpu momo3peHMr Ha HIIEMHI0 MHUOKapaa
pPEKOMEHAYETCSI 0OpaTUTHCS 32 KOHCYJIbTAllMEN K KapIUOJIOTy.

B cBsi3u ¢ pucKOM pa3BUTHs CEPbE3HBIX HApYIICHUN puTMa cepiaua npenapaT OUHTOIMMOJ
Menucopd He cieayer MNPUMEHSATh Yy TAUEHTOB C CHHOATPUAIBHON  OIOKaaoH,
CUMIITOMATHYCCKOW OpaJuKapIueil WM MOBTOPHBIMH 3IHU30/[aMU CUHKOMAIBHBIX COCTOSHUH B
aHaMHe3e, C CyIIeCTBEeHHBIM yanuHenueMm untepBana QT (sxkenckuii mos: QTc >470 mc (crapiie
18 net), QTc >460 mc (10-18 ner); myxckoii mon: QTc >450 mc (crapuie 10 ner)). [lockonbky
MEPEHOCUMOCTh BBIpAXEHHOU OpauKapIuy MOKET ObITh CHIDKEHA y MAIMEHTOB C OCTaHOBKOM
cepaua B aHAMHE3€, HEKOHTPOJIHUPYEMOM apTepUaIbHOM THUNEPTEH3HEH WIH THKEIbIM
CHHJPOMOM aITHO? BO CHe, mpernapaT @unroaumon Menucopd He cieayeT NMPUMEHSTh Y TaKUX
NalMEHTOB. Y TakWX MAlMEHTOB NPUMEHEHUE Ipenapara BO3MOXKHO TOJIBKO B cilydae, €ciiv
mpeJnonaraeMas mojib3a MpeBbIIaeT NOTeHIUaNbHBINA puck. [Ipu HE0OX0AMMOCTH TPUMEHEHUS
mpenapara y HAlUMEHTOB JAaHHOW KaTeropuu CielyeT MPOBECTH KOHCYJbTALMIO KapJauoJora
nepea HayaJioM Teparuu i BbIOOpa ONTUMAIbHOTO MOHUTOPHUHTA CEPJCYHOU ACSATEIHHOCTH,
10 KpaiiHEN Mepe, 10 yTpa CIEAYIOLIErO JTHS.

[Ipumenenue ¢uHTONMMOAA y TAIUEHTOB C  apUTMHSAMH, TPEOYIOIIUMU  JICYCHUS
AHTUAPUTMUYECKUMH CPEJICTBAMH KJacca la (Hampumep, XUHUIWH, JU30NMUPAMUI) WIIH Kiacca
IIT (mampumep, amMmuoOapoOH, coTanoin), He u3ydanu. Ha ¢one mpuMeHeHHs] aHTHapUTMUYECKUX
cpezacts kiacca la unu knacca Il y mauneHnToB ¢ 6paaukapaneit OTMEUaINCh CIydyau MHUPYITHON

TaXHUKapAUH. HOCKOJIBKy B Ha4daJIC NMPUMCHCHUA (I)I/IHFOJ'II/IMOI[E[ OTMCUYACTCA CHHIKCHHC qCC,
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MPUMEHSTDH HE CIeayeT.

OneiT mpuMeHEHHsT (DUHTOMUMOJIA y TAIMEHTOB, MMOJIYYAIOMUX COMYTCTBYIOMIYIO TEPAITHIO
OeTa-aipeHo0I0KaTOpaMH, aHTaArOHUCTAMHU KaJIbIIMEBBIX KaHaIOB, cCHIbKaronuMu YCC (Takumu
KaK BepamaMujl WIM JWITHA3eM), WM JIPYTUMHU Ipenaparamu, crocoOHsMH cHIKath YCC
(Hampumep, UBaOpauH, TUTOKCUH, HHTHOUTOPHI XOJIHMHICTEPA3bl WU MIJIOKAPIIMH), OTPAHUYEH.
[Tockonpky B Hawasie npumeHeHus ¢unromumona YCC Takke CHIDKAETCs, MPUMEHEHUE
Ha3BaHHBIX IIpEMapaToB B Havayie JedeHus mnpernapatom DuHrommmon Meaucopd MOXKeT
NpUBECTH K Tsokenmodl Opamukapaun u AB-Gnokage. B CBA3M ¢ MOTEHIMAIBbHBIM
nonosHuTeabHbIM BiusiHueM Ha YUCC npenapar @unronumon Menucopd He clielyeT HauuHaTh
NPUMEHSATh Y TAIMEHTOB, KOTOpPbIE OJHOBPEMEHHO IMPUHUMAIOT JIaHHBIE IMpenaparsl.
[Tpumenenue npenapata Ounronumon Meancop0 y Takux MalMEHTOB CJEIyeT paccMaTpuBaTh
JUIIb B CiIy4ae, €ClM IpeArojaraemas IMojb3a NepeBEelIMBaeT MOTEHUUaIbHbIE PUCKU. Ecnu
paccMaTpuBaeTcs BOIPOC O MPUMEHEHHUH Iperapara, TO 10 Hayaja ero MPUMEHEHHS CIIETyeT
00paTUTbCS 3a KOHCYJIbTAllMEd K KapAHOJOTY OTHOCHUTEIBHO TIEpeBOja MallMeHTa Ha
JekapcTBeHHbIe Tpenapathl, He cHukawmme YCC. Eciu ormeHa mpemnapara, CHHXKAOLIETO
YCC, HeBO3MOXHA, cieqyeT OoOpaTHThbCS 3a KOHCYNbTAlMEH K KapIuOJOTy OTHOCHUTEIHHO
OMpEeNIeTICHUsT HAJUICKAIEr0 HAOIIOJCHUS TOCIIe MEPBOM J03bI; PEKOMEHIYETCS MPOIJICHHOE
HaOMIoZIcHUe, MO KpaiiHeW Mepe, 10 cieayromero yrpa. [lpu BO300HOBICHUM Tepanuu
npernapatoM ®@unronumon  Meaucopd BinusHue Ha UYCC u  aTpUOBEHTPUKYISAPHYIO
MPOBOJIMMOCTh MOYXET MPOSBUTHCS BHOBb B 3aBUCUMOCTH OT JJIUTEIBHOCTH IPEAIIECTBYIOLIEH
Tepanuu U BPEMEHU MpephiBaHusl Tepanuu. HabmoneHue, kak v mociie mpueMa MepBOil 103bl,
HEO0OXOMMO B CITydae MpepbIBaHUS TEPATTHH:

- Ha | 1eHb u OoJee B TeUEHHE MEPBBIX 2-X Hellelb TeparuH;

- Ooltee ueM Ha 7 IHEH Ha 3-# wIM 4-1 Helelle JCUCHUS,;

- OoJiee 4eM Ha 2 HeJeNH MOCJe TOro, KaK JEUYeHHE MPOI0HKAIOCh OoJiee MecsIla.

Ecnu neuenue mpepriBaeTcs Ha 0oJjiee KOPOTKUM MPOMEKYTOK BPEMEHH, Y€M YKa3aHO BBIIIE,
JIEYEHHE CIIEYET MPOAOKATh CO CIAEAYIOIIEeH 3arIaHUPOBAHHON JTO3bI.

Humepsan QT

[Tpu npumenenuu ¢uHroaumosa B fo3ax 1,25 mr umm 2,5 Mr nocie JOCTUKEHHS] PAaBHOBECHOTO
COCTOSIHHSI, HO KOT/Ia elie HabJ01aI0Ch OTPUIIATEIbHOE XPOHOTPOITHOE JICHCTBHUE, OTMEYAIOCHh
yanunenne untepBana QTcl (ckoppektupoBannsblii uHTEpBai QT MO yacToTe MyJibca Ha OCHOBE
JAHHBIX KOHKPETHOrO MAallMeHTa) MO CPaBHEHUIO C HM3HAYaJIbHBIM IOKa3aTejleM A0 BepXHeu

rpanunbl 90% U < 13,0 mc. He BbIABIEHO 3aBUCMMOCTHM BO3HUKHOBEHHS YAJIMHEHUS
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uarepBana QTcl oT 1036l mpenapaTa U JJIUTEITHRHOCTH Téﬂéﬁﬁﬂﬁ%%ém%%b&%ﬁ# %g%aeB

OTKJIOHEeHUs! JuMHBl HHTepBaia QTcl oT HOpMBI (OIEHMBAEMBIX IO AOCOJIIOTHBIM HIIU
IPOICHTHBIM W3MEHEHHUSIM OTHOCUTEIIbHO WCXOJHBIX 3HAueHWil) Ha (OoHE NpPUMEHEHUS
¢buHroIMMO1a HE 0OOHAPYKEHO.

Knunnueckoe 3HayeHHe IMONYYEHHBIX JaHHBIX Heus3BecTHO. B wuccrnemoBanusx npu PC
KJIMHUYECKH 3HAaUYMMBIX 3(dexToB Ha anuHy uHTepBasia QTc He oTMeUanoch, OHAKO MAlUEHTH
C puckoM yuiMHeHus uatepBaina QT B KIIMHUYECKUE UCCIIEOBAHMSI HE BKIIIOUAIINC.

VY nanueHToB co 3HAaYUMBIMU (paKTOpamMu pucKka, HalmpuMep ¢ TUMOKATMEeMHUE Ui BPOKACHHBIM
ynnuHenuem wunHtepBana QT, crnenyer m30erarb NpUMEHEHHS JIEKAPCTBEHHBIX IIPENapaTos,
crocoOHbIX yanuHATh uHTepBai QTc.

HmmynHnocynpeccusnoe Oeticmaue

OUHTONMUMOJ OKa3bIBa€T MMMYHOCYIIPECCHUBHOE JEHCTBHE, B PE3yJNbTaTe 4YEro y IMalUeHTOB
BO3pacTaeT pUcK MHGEKUUN (B TOM YHUCIE ONMOPTYHUCTHUYECKUX WH(EKIHH, KOTOphle MOTYT
NPUBOINUTH K CMEPTH) M PUCK Pa3BUTHUS JTUMQPOM U IPYTUX 3JI0KAYECTBEHHBIX HOBOOOPa30BaHUIA,
B OCOOCHHOCTH KOXXHBIX. ClIeZyeT TIIaTeNbHO HAONIONATh MAIMEeHTa, OCOOCHHO NMPH HATUYUU
COMYTCTBYIOIIMX 3a0ojeBaHuil wiau  (AKTOpPOB pHCKa, HampuUMep MpeallecTBYIOLIEH
MMMYHOCYTIpeCcCHUBHOM Tepanuu. [lpu momo3peHun Ha MOJOOHBIM PUCK Bpayy CcIEAyeT B
MHAMBUYaJIbHOM MOPSAKE pACCMOTPETH BOIIPOC 00 OTMEHE TEPAIUH.

Hngpexyuu

KiroueBbiM apmakognHamudeckuM 3¢ GEeKToM MpenapaTa sBIsSeTCs J0303aBUCUMOE CHIKEHUE
KOJIM4YecTBa TUMGONIHUTOB B nepudepudeckoil kpoBu 10 20—-30% OT X UCXOAHOTO KOTUYECTBA,
00yCIIOBIIEHHOE 00paTUMBIM INepepacipeieIeHueM JUMQPOLUTOB B IUM(OUTHBIX TKAHSX.

[lepen HavagoM Tepamuu MpenapaToM CJleAyeT MOIYYUTh pe3yJlbTaT OOLIEKIMHUYECKOTO
aHau3a KPOBU C JIEHKOIMTApHOH (OpMyIoi, BBIMOJHEHHOTO Ha TMPOTSIKEHUU MOCIETHUX
6 MecdALeB, NPEALIECTBYIOIIUX Hayaly TepaluH, WU I0CI€ OTMEHBl IMPEIIIECTBYIOLIEH
tepanuy. OOUIEKIMHUYECKUN aHAIU3 KPOBU TAKXKE PEKOMEHAYETCS] NMEePUOJUYECKH IPOBOANUTH
BO BpeMsl Tepamuu, uepe3 3 Mecdlla U 3aTeM, o KpaiiHeld Mepe, 1 pa3 B rof, a Takxke IpH
HaJIMYMY Npu3HaKoB UHPekuu. [Ipu noaTBepk1IeHHOM a0CONMIOTHOM KOJIMYECTBE JIUM(OIUTOB
<0,2 x 109/n, mpemapar cieayeT OTMEHHMTb JO TeX IOp, MOKa JAaHHBIA IOKa3aTelb He
BOCCTAHOBUTCS, TaK Kak B KIMHUYECKHX MCCIEAOBAHUAX Yy NAIUEHTOB C aOCOIIOTHBIM
konudecTBoM JuMdornuToB <0,2 x 109/ Tepanuio GUHTOIMMOIOM TPEKPAIIAIIH.

VY DanMeHToB ¢ TSKEIbIM aKTUBHBIM HMH(EKIIMOHHBIM 3a00JI€BaHHEM HEOOXOAUMO OTIIOKHUTH

Ha4aJIo JICHCHUS MPCIIapaToM I0 pa3pClICHUA JaHHOT'O0 COCTOSHUS.
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UMMYHHUTET K BETpsHOW ocme. [lalieHToB, HE UMEIONIMX B aHaMHE3e JOKYMEHTAIIbHO
MOJITBEPXK/ICHHBIX JaHHBIX O MEPEHECEHHOUN BETPSHOW OCIE WM IMOJHOTO Kypca BaKIIMHAIIUU
npotuB Bupyca Varicella zoster (VZV), mo Hauajga Tepanuu cieayeT oO0CIeaIoBaTh s
BbIsIBIIeHUs aHTUTeN K VZV. B ciydae orcyrcTBus aHTUTEN K BUpycy VZV ciemyeT mpoBecTd
MOJIHBIM KypC BaKIMHAIIMKM 10 Hadala Tepanuu mpernaparoM. [lpw 3ToM Hadano JedeHus
mpernapaToM CJeAyeT OTIOXKUTh MUHHUMYM Ha 1 MecsI IS pa3BUTHS IOJIHOTO HMMYHHOTO
OTBETa Ha BaKIIMHALIUIO.

B pesynbrare Bo3aeiicTBus npenapara @unronumoa Menncop6 Ha HUMMYHHYIO CUCTEMY MOXKET
YBEJIMYUBATHCS PUCK Pa3BUTHS HH(DEKIMA, B TOM YHCIIE ONMOPTYHHUCTHUYECKUX. Bo Bpems
nedenus: npernapatoM OuHrosmMon Meaucop0d y MaUeHTOB ¢ CUMITOMaMU HHQPEKIIMOHHOTO
mporecca HeoOXOAUMO MPOBOAUTH A(PGEKTUBHBIE AUATHOCTUYECKUE U TEepareBTUYECKUE
MEPOIPUSITHSL.

[Ipu oueHKe COCTOSHHS MAIMeHTa C MOJ03PEHHEM Ha WH(EKIHI0, KOTOpask MOXKET OKa3aTbCs
CepBhE3HOM, CIEIyeT PAacCMOTPETh BONPOC O €ro HAMpaBICHHHM K Bpady, MMEIOMEMY OIBIT
neuenuss wuHbekuui. [lanmentoB, monyuatomux npemnapat @uuronumon Memaucopo,
HEOOXOUMO MpeAyNpekaaTh O TOM, YTOOBI B Cilydae MOSBICHUS CUMITOMOB HH(EKIHH BO
BpeMsI JICYCHHS, OHU COOOIIAIN O HUX CBOEMY Bpady.

[Tpu pa3BuTHH Cepbe3HBIX MHMEKIMA HEOOXOJAUMO PacCMOTPETh BOTIPOC O BPEMEHHOW OTMEHE
npenapata @Ounronumon Meaucopd. Bo300HOBIATH JeueHue mnpemnapatoM OUHTOIUMOJ
Menucop0 cieayer, TOIbKO MOCIe OLEHKH COOTHOIIEHUS MOJb3bl U PUCKA.

B mocrperucTpaniioHHOM TIEpHOJIe OTMEYCHBI CIIy9aW Pa3BUTHS KPUIITOKOKKOBOTO MEHHHTHTA
(rpuOkoBas MHQEKIUs), UHOT/Ia C JIETAIBHBIM UCXOA0M, Iocie 2—3 JIeT JIeYeHUsI Ipernaparom,
OJIHAKO TOYHAs CBSI3b C JUIUTEIHHOCTHIO TE€pAUU HE ycTaHOBIEHA. [Ipu pa3BUTHU CHMIITOMOB,
MO3BOJIAIOIIMX 3aMO0J03pUTh Pa3BUTHE JAHHOTO COCTOSHUS (HampuMep, TOJIOBHOH Oonw,
COIMPOBOXKIAMONICHCS TCUXUYCCKUMH HAPYIICHUSMHU, TaKUMHU KaK CITyTaHHOCTh CO3HAHWUS,
TAUTIONMHAIIMA ~ W/WJIM ~ W3MEHEHHWE JIMYHOCTH), CIIEAYeT He3aMeUIMTEIbHO MPOBECTH
COOTBETCTBYIOIIIME JUAarHOCTUYECKUE MeporpusaTus. [Ipu moaTBep:kIeHUH TuarHo3a clieayeT
BPEMEHHO OTMEHUTh (PMHTOIMMOJI M HadyaTh COOTBETCTBYMOIIEe JedeHue. Ecnu Tepamnuio
(UHTOIMMOIOM TpeOyeTcss BO3OOHOBUTH, CIIETYET MPOBECTH KOHCYIBTAIIMIO C BpayaMH Pa3HBIX
CIEIUATLHOCTEH (B YaCTHOCTH, CO CIIEIIMAIUCTOM TI0 MH(PEKIIMOHHBIM OOJIE3HSIM).

B moctpeructpanliOHHOM TEpPHOJE OTMEUEHBl CIy4al pPa3BUTUS MPOTPECCUPYIOIIEH
mynsTU(dOKambHOU  JeikosHnedanomatun  (IIMJI).  TIMJI -  ommopTyHHUCTHYECKOE

nH(pexmonHoe 3a0oeBaHue, BeizBaHHOE JC-BUPYCOM, ¢ BO3MOYKHBIM JIETAJTbHBIM MCXO/I0M HITA
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Tsokenor wHBamuau3amue. Coyuan [IMJI Hputm ol HQEJ%MEE% Hie

OpUMEeHEeHHUs (UHTOJMMOAA B KaueCTBE MOHOTEpANWU Y MAlMeHTOB, pPaHee HE IMOJyYaBIIUX
HaTaaM3yMal, XOTs B3aUMOCBS3b C JUIUTEIBHOCTHIO TEPATUH B TOYHOCTH HEU3BECTHA.

[TomydyeHnsl Takke MOMOJHUTENbHBIE cooOmeHus o pasutuu IIMJI y mnauuenToB, paHee
HOJIyYaBIIUX TEPAIMIO HaTAIN3yMaOOM, JJIs1 KOTOPOro y»ke u3BecTHa cBs3b ¢ [IMIL.

Pazputue I[IMJI BO3MOXHO TONBKO mpu uHGHUuMpoBaHuu JC-Bupycom. Ilpu mnpoBeneHUM
aHanmu3a Ha Hanuuue JC-Bupyca HEOOXOAMMO YYMTHIBATh, YTO BIUSHHUE JUMQOIEHUH Ha
TOYHOCTb pE3yJIbTATOB TECTHUPOBaHUSA Ha Haiuuue aHturen K JC-BHpyCcy y IIallUEHTOB,
HOJYYaBIIUX (UHTOJUMOJ, He u3ydasocb. CTOUT OTMETUTb TaKXke, 4YTO OTPULIATENIbHBIN
pesyibTar aHanu3a Ha Hanuuue JC-BUpyca HE HCKIIIOYAaeT BO3MOXKHOCTH HH(DUIMPOBAHHS
JC-Bupycom B nocnexaytomieM. Ilepen npumenenueM GUHroaIuMoa HE0OX0AUMO, KaK MPaBHUIIO,
HE paHee, 4eM 3a 3 Mecsiua A0 Havana Tepanuu, nposectu MPT-uccnenosanue. Ilpu
npoBeeHuM IU1aHoBbIX MPT-uccnenoBanuii, 4acTora KOTOPBIX ONPEAEIAETCS CTaHAApTaMU
JUArHOCTUKU U KOHTpousid TeueHus PC, cinepayeT COXpaHsSTh HAaCTOPOKEHHOCTb B OTHOILIEHUU
JAaHHBIX, KOTOpbIe MO3BOJAOT 3anono3puth [IMJI. Takum o0pa3oM, npoBeneHHE MarHUTHO-
pesonancHoi Tomorpadpun (MPT) MoxHO paccmMarpuBaTh Kak JJIEMEHT IOBBINICHHOI
HaCTOPOKEHHOCTH Y MALIMEHTOB C BBICOKUM pUCKOM passutus [IMJI. IIpu noxo3pennun na [IMJI
clenyeT HEMEIJIEHHO IIpOBeCTHM JuarHocthdeckyro MPT u  npHOCTaHOBHUTH JieueHuHe
npenapatoM @uHronumoa Meaucopd 1o uckimroueHus nuarsosa [IMJI.

N3menenus Ha MPT, xapakrepusie s [IMJI, MOoryr mposiBiATBCA paHbllIe KIMHUYECKUX
IIPU3HAKOB UM CUMIITOMOB. Y IMAallUEHTOB, I1OIY4YaBIIUX JIEKAPCTBEHHBIE IIPENApaThl 110 TOBOAY
PC, nns xoropbix ycraHoBieHa cBa3b ¢ [IMJI, Bkmrodas (puHronumos, HaOMIOAAIUCH Cllydyau
I[IMJI, nuarHocTupoBaHHbIE Ha OCHOBaHMM NaHHBIX MPT, a Takke Ha OCHOBaHWHU BbIABJICHUSA
JHK JC-Bupyca B nepeOpoCnMHaNbHON KUAKOCTH HPU OTCYTCTBUM KIMHUYECKHUX NPHU3HAKOB
WUJIU CUMIITOMOB, XapakTepHbIX st [IMJI.

BoiBenenne ¢uHronumoaa Mmocie MNpeKpalleHus JEUYEeHUs MOXKET IPOUCXOJIUTh B TEUYECHHE
2 Mecs1eB, IO3TOMY B ATOT MEPHO] HEOOXOIUMO COXPAHATh HACTOPOKEHHOCTh B OTHOILLIEHUU
pasBuTHs uHOekuuil. IlanueHTOB clieAyeT MPOMHCTPYKTUPOBAaTH O  HEOOXOAMMOCTHU
He3aMeJUIMTENbHO cOoOo0IaTh Bpauyy 000 BceX CHUMNTOMax MH(EKIMH B TEUEHHE 2 MecsleB
MOCJIe OTMEHBI (PUHTOJIUMO/IA.

B nmoctperucrpanimoHHoM nepuoie NpUMEHeHHs (UHTroJIMMoja HaOJIIoJalnuch Ciaydau
UHOQUIMPOBAHUS BHpPYCOM HamwuioMbl uyenoBeka (BIIY), Bxirouass manmwiioMy, TUCIUIA3HUIO,
6opomaBkn u BIIY-acconmupoBanHbIi pak. B cBsi3u ¢ Tem, uro QuUHromumon obiagaer

HMMYHOCYITPECCUBHBIM }IeﬁCTBHeM, NnepeJ HavdaJloM TCEpaluu IMpernaparomM CDI/IHFOJ'II/IMOJI
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PEKOMEHJAlUM 110 BaKIMHALMU. Takxke peKOMEHAYeTCs IPOBOAUTL OHKOJIOTUYECKUN CKPUHUHT,
BKJItOUass Ma3zok 1o IlanaHukosiay, B COOTBETCTBMM CO CTaHJApPTAMHU OKa3aHMsI MEIMLIMHCKOMN
MTOMOIILIH.

Makynapnwiii omex

[Tockonbky Ha ¢oHE Tepamuu (PUHTOJIMMOJOM B PEKOMEHAOBaHHOU no3e y 0,5% manueHToB
OTMEYaJIOCh PAa3BUTHE OTEKa MaKyJjbl ¢/0€3 KIMHUYECKHX CHMIITOMOB INPEHMYIIECTBEHHO B
nepsble 3—4 Mecsna JIeUeHUs, PeKOMEHIYeTCsl IPOBOAUTh opTampMoiornyeckoe o0cie10BaHNe
yepe3 3—4 Mecsia nociie Hayana Tepanuu. 1lpyu BeIsIBIEHNN y TAaMEHTOB HAPYIIEHUH 3peHus Ha
¢doHe mpuMeHeHHs Mpernapara HEOOXOIUMO IMPOBECTH OCMOTP TJIA3HOTO THA, B TOM YHUCIIE
MaKyJsIpHOH 00acTu.

VYV nanueHToB C yBEMTOM B aHaMHE3€, a TakK€ Yy MAllMEHTOB C COMYTCTBYIOIIMM CaxapHbIM
nuabeToM OTMEYaeTcs TMOBBIIICHHBIA PHUCK pa3BUTHUS MaKyJspHOro oteka. [lockonbky
IpUMEHEeHUe mpenapata y nanueHToB ¢ PC M COMyTCTBYIOLIUMM cCaxapHbIM JIuabeToM He
U3y4alloCh, y TAIMEHTOB C CaXapHBIM OUa0eTOM WM YBEHTOM B aHAMHE3€ PEKOMEHIYeTCs
MPOBOAUTH O(TambMONIOTHYECKOe OOCIIeIOBaHKHE 10 Hayalla U BO BpeMsl TEpaluu Mpernaparom
®dunromumon Menucop0.

[TocnencTBust MPOJOIHKEHUS Tepanuy (GUHTOIUMOIOM y MAIEHTOB C MaKyJSPHBIM OTEKOM HE
u3ydand. B cimywyae pasBUTHS OTeKa Makydibl jiedeHue mnpernaparoM @uuronmmoxn Meaucopo
CleyeT MPeKpaTuTh. PUCK pa3BUTHS MOBTOPHOTO OTEKA MaKyJbl IPH BO30OHOBIIEHUU TEPANUU
npenapatoM PuHronumo Menucopd He usydancs. PemeHre o BO300HOBIEHHH Tepanuu 1nocie
paspelieHns MaKyJsIpHOro OTeKa, CJIeAyeT NPUHHUMATh C Y4E€TOM MOTEHIIMAJbHOW MOJb3bl U
PHUCKa, CBSI3aHHBIX C IPUMEHEHUEM Ipenapara y KOHKpPETHOTO MalueHTa.

Hapywenue ¢ynkyuu neuenu

VY manuentoB ¢ PC, momyyaBmmx (UHTOIMMOJ, OTMEYAIUCH CIy4au IMOBBIIIEHUS aKTHBHOCTHU
«IEYEHOYHBIX» (hePMEHTOB, B 0COOCHHOCTH alaHnHaMuHOTpaHncdepassl (AJIT), a Takke ramma-
rnytamuntpancdepazsl (ITT) wu  acmapraramunotpancepassl (ACT). B xnumHMYeckux
uccienoBaHux noseimieHne akTuBHOCTH AJIT no yposHst 3 x BI'H (BepxHsis rpaHuiia HOpMbI)
WM BhIIIE 0TMeuanock y 8,0% maiueHToB, noxyq4aBmux (GUHroauMos B go3ze 0,5 Mr, U JIUllb y
1,9% mnarnuenToB, nonydaBmux mianedo. [Toseimenne mo ypoBus 5 x BI'H ormewanocs y 1,8%
MalKUeHToB, TojydaBmmx ¢GuHrOMMOn, u y 0,9% mamuwedToB, momy4aBmux Iianebo. B
KIIMHUYECKUX MCCIEIOBAHUAX (PUHTOJIMMOJ OTMEHSITH, ecnu akTuBHOCTH AJIT moBbImanace 110
ypoBHs >5 x BI'H. Ilpu B0300HOBIECHHH Tepanuu (PUHTOIMMOJIOM AKTUBHOCTH MEUEHOYHBIX

aMI/IHOTpaHC(i)epaB Y HEKOTOPLIX MAIMCHTOB IMOBLIMIATIACE CHOBA, YTO I'OBOPUT B IIOJIB3Y CBA3HU
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AKTUBHOCTH aMHUHOTpaHc(epa3 MOIJIO BO3HUKATh B JIt00OOE BpeMs B XOZE JICUYCHHUs, OJHAKO B
OOJIBIIMHCTBE CJIy4aeB OHO BO3HUKANIO B mepBbie 12 MecsueB. Hopmanuzanus akTUBHOCTH
«IEYCHOYHBIX» aMUHOTpaHcdepa3 B CHIBOPOTKE KPOBHU IMPOMCXOAWIA MPUOIUZUTEILHO Yepe3
2 MecsIa mociie OTMEHbI (PUHTOIUMO/IA.

[Ipumenenne upenapata @uuronmumon Menucopd y MaUEHTOB C HapyIIeHHEM (QYHKUIUU
MEYCHU TSHKENOW CTENeHHM Ha MOMEHT Hadana tepanuu (kmacc C mo  KiaccupuKamuu
Yaitnn-ITer0) He wucciaepoBasock. I[lpumeHenune ¢uUHTONMMOJAa Yy TaKMX IAlMCHTOB
MPOTUBOIIOKA3aHO.

[TockonbKy (UHTONMMOJ] OKa3bIlBAET HMMYHOCYNPECCHUBHOE JEHCTBUE, Y TMAIMEHTOB C
AKTHUBHBIM BUPYCHBIM T'€lIaTUTOM HA4aji0 TEpPAIUU CIEAYET OTIOXKHUTH JI0 Pa3pelieHUs TaHHOTO
COCTOSIHUS.

B nepuoj mocTperucTpaimoHHOro NpuMeHeHus: GUHTOIMMO/a HaOII0AAUCh CIIydau pa3BUTHS
KJIMHUYECKH 3HAYUMOT0 MopakeHus nedeHn (CM. pasaen 4.8.). IlpusHaku mopakeHus MeUeHH,
BKJIIOYAsl 3aMETHOE IMOBBIIICHNUE aKTUBHOCTU «ITE€YCHOYHBIX» (DEPMEHTOB B CHIBOPOTKE KPOBH U
MOBBILICHHUS YPOBHS 00IIero OunupyOonHa, BOSHUKAIHM YK€ uepe3 JecsATh THEH Ioclie mpuema
MIePBOH J103bI, a TAK)Ke OBLIN 3apEeTrUCTPUPOBAHBI TIOCIIE JUIMTEIIbHOTO MpuMeHeHus. CoolIanoch
0 CIIy4asiX OCTPOI IeYeHOYHOM HEJJOCTaTOUYHOCTH, TPEOYIOIeH TPaHCIUIAHTALUU [TEYEHH.
PexomeHsoBaH KOHTpPOJIb AKTHBHOCTH «IIEYCHOYHBIX» TpaHCAMHWHA3 M KOHLEHTpAIUU
OmnMpyOMHa Ha TMPOTSHKEHUH 6 MecsleB, MPEAIISCTBYIOIIMX Hayally Tepanuud Mpernaparom
NEePUOIUYECKUII KOHTPOJIb BO BpEMsl TE€palmuu U B TEUEHHE 2 MECALEB IOCJE MPEKpalieHUs
npueMa (UHrOIMMO/IA.

[Ipu OTCYTCTBMM KIMHUYECKUX NPOSBICHUM TMOPAKECHUS TEUEHU OIMPEETICHHUE aKTUBHOCTHU
«IEYEHOYHBIX» TPAHCAMUHA3 PEKOMEHI0BaHO MPOBOJUTH B 1, 3, 6, 9 u 12 Mecsibl Je4eHus u
Janee rnepuoauyecku. lIoBbIIEHHE AaKTUBHOCTH «IIE€YEHOYHBIX» TpaHcamuHa3 =5 x BI'H
TpebyeT Oojiee 4acToro MCCIEIOBAHUS «IIEYCHOUYHBIX» (EPMEHTOB, BKJIOUAs OMNpeIesieHue
KOHIIGHTpalui OunupyOMHa M akTUBHOCTU MmeiaouHod (docdarazer. Ilpu moBTOpHOM
MOJTBEPXKJICHUHU JTAHHOTO pe3yibTaTa (aKTUBHOCTh MEUEHOUHBIX aMHHOTpaHchepa3 > 5 x BI'H)
npenapatr @unronumon Meaucopd cieayeT OTMEHUTh U BO30OHOBHUTH TEPANMIO TOIBKO MOCIE
TOTO, KaK aKTUBHOCTb MTEUYEHOYHBIX aMUHOTpaHCc(]epa3 BEPHETCS K HOPME.

Crnemyet HaOIIOIATh 32 MAIIMEHTAMH Ha MPEIMET HATHMYHsI PU3HAKOB U CUMIITOMOB TIOPYKEHUS
MeYeHU. Y MAlHUEeHTOB, KOTOPHIE COOOIIAIOT O CUMITOMAaxX, TaKUX KaK TOIIHOTa HEU3BECTHOMN
ATHOJIOTUH, PBOTA, OOJIb B KUBOTE, TUCKOM(OPT B MPaBOM Mojipedephe, BHOBD BHISBICHHAS WU

YCUIIMBAOIIAACA MOBBIMICHHAA YTOMIIACMOCTDb, AaHOPEKCHUSA, KEITyXa /WA TEMHBIA IIBET MOYH,
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KOTOpBIE MOTYT yKa3bIBaTh Ha MOPa)KEHUE MEUYGHH, Heoﬂénﬁ%%cﬁénﬂg%'hpo cetir ddanms

AKTUBHOCTH «II€UYCHOYHBIX» TPaHCAaMUHA3 M MPOBEPHUTHh YpOBEeHb OminpyouHa. Ilpu Hammuum
KIIMHUYECKUX IPOSBICHUM, CONPOBOXKIAOIIMXCS NOBbIIeHHEeM akTuBHOCTH AJIT B Tpu paza u
ypOBHsI oOuiero OwiupyOuMHa B CHIBOPOTKE KPOBUM B JiBa pa3a BbIIIE HOPMBI, JIEYCHHE
npenapatoM PuHronumon Menucop0 cienyer npekpaTutsb. JleueHue He cieyeT BO300HOBIIATh
JI0 TeX T0p, MOoKa He OyneT onpezeneHa Apyras MpUUMHA MPU3HAKOB M CUMIITOMOB TOPAKEHHS
neyeHu. llpu BBIABIEHMM 3HAYUTENIBHOTO IOPAXEHUS IE€YeHU (HAaIpUMeEp, AaKTHUBHOCTh
MeYeHOUHbIX amuHOTpaHchepas > 5 x BI'H w/wnmm mnoBellieHHWe ypoBHA OWIMpyOMHA B
CBIBOPOTKE KpPOBH) JICUEHHE IpernapaTroM cieayeT HpeKpaTuTb. PemieHue o BO30OHOBIEHUU
neyeHust OyJIeT 3aBUCETh OT TOTO, ONpe/esieHa JIU Apyras NPUUMHA TOPAKEHHS MEYCHH, a TAKKe
OT COOTHOIIEHHS MEXIY IMOJIb30i OT BO30OHOBIICHHS JI€UYCHUS M PUCKOM MTOBTOPHOTO Pa3BUTHUS
HapyweHus QyHKIUY [IeYEHH.

Her naHHbIX, yKa3bIBalOIIMX Ha TO, YTO y NAIIMEHTOB C YK€ UMEIOLIMMCS 3a00JI€BaHUEM IIEYCHH,
noiyvaromux mnpenapar ®uaroammon Menucop0, pHUCK TOBBIIMICHUS TOKaszaTesned (yHKIUU
NIEYECHU YyBEIWYeH. TeM He MeHee, y NAalUEeHTOB, B aHaMHE3€ y KOTOPBIX HMMEETCS TSKeloe
3a0osneBaHue redeHu, npernapar @uHrosmmon Meaucopd cieqyeT  IPUMEHSATh €
OCTOPOKHOCTBIO.

Bruanue na pezynibmamol cepono2uiecko2o uccie008aHus

[TockonbKy  (UHTOIMMOJ ~ CHMXKAeT  KOJIMYECTBO  JUMQPOLUUTOB B  KpOBH  (IIyTeM
nepepacupeziesieHlsl UX BO BTOPHYHBIX JMM(OHUIHBIX OpraHax), KOJIMYECTBO JUMQOLUTOB B
nepugepuyeckoil KpOBU HE MOXKET ObITh MCIOJIBb30BAHO Ul OLIEHKH KOJIMYECTBA Pa3IMYHBIX
BUJIOB JUMQOLUTOB Yy MAlMEHTOB, MOJYyYaOUUX (PUHrOTUMOJ. Y NalMEHTOB, MOJIYYaloIIUX
(UHTOIMMOJ, IS ONpENeNIeHUs KOJIMYEeCTBA MOHOHYKJIEapoB TpedyeTcs 3a00p OoibIIMx
00BEMOB KPOBH (BCJIEICTBUE CHIDKEHUS YUCIIA IUPKYIUPYIOIUX JTUM(OIUTOB).

Bnusanue na apmepuanvnoe dasnenue

[TarueHTsl C HEKOHTPOJIMPYEMON apTepUaJbHOM THIEepTeH3Wel, He ObUIM BKJIIOYEHBI B
JOpEruCTpaliOHHble KJIMHUYECKHE MCCIIE0BaHus, I03TOMY B Cily4yae MPUMEHEHHUs Npenapara
®unronumon Meaucop0 y MaMEHTOB € HEKOHTPOJIUPYEMOM apTepuanbHON THnepTeH3uei
TpebyeTcst co0Ir01aTh 0CO0YI0 OCTOPOKHOCTb.

B ximHuyeckux uccinenoBaHusx y mnanueHToB ¢ PC cpenHee MOBBILIEHUE CHCTOJIUYECKOTO
JaBjieHUs Ha poHe nmpuMeHeHus puHroanumosa B 1o3e 0,5 Mr cocTaBuiIO MPUMEPHO 3 MM PT.CT.,
a JMacTONUYECKOro MaBIEHHs — MpUMEpPHO | MM PT.CT.; AaHHBIA 3(pdekT mnposBisics
OpUMepHO dYepe3 1 Mecdll mociie Hayajga JICYEHUS M COXpaHsuics Ha (OHE NPOJODKEHUS

jedeHus. B 2-metHeM mianebo0-KOHTPOJIMPYEMOM HCCIEIOBAaHUM apTepUalibHAs THIEPTEH3US
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 07.12.2023 N= 25791

OTMEYaJach B KauyeCTBE HEKEIATEIBHOIO JBJIECHHS ':W:':-G:@'{;L':r%ﬁﬁ%ﬂ': 'ngpfi{'ﬁlvl'ééinnx

¢unromumos B noze 0,5 mr, u y 3,3% nauueHToB, MpUHUMABIIKX IU1ane60. Bo Bpems Tepanuu
npenapatoM Ounroarnmoa Menucopd ciemayeT peryaspHo KOHTpoiaupoBats A/l

Hvixamenvuas cucmema

UYepez 1 mecsn mocie Hayana MpUMEHEHUs (UHTONIMMOAA OTMEYAIOCh HE3HAUUTENbHOE U
JI0303aBUCUMOE CHUKEHUE oObemMa (OpCHpPOBAaHHOTO BbIIOXa 3a 1-yio cexkyHay (O®PBi) u
i Py3uOHHON crmocoOHOCTH Jerkux 1o okcuay yriuepoaa (DLCO); B mampHeiimem
JOCTUTHYThIE 3HAYEHHUS JAHHBIX I1apaMETPOB HE MEHSUIMCh. Y TMalUEHTOB C THKEIbIM
pecnupaTopHbIM 3a0oeBaHueM, (prUOPO30M JIETKUX U XPOHUUYECKOW OOCTPYKTHBHOUN OOJIE3HBIO
JETKUX (PUHTOIMMOJ CIIEAYET MPUMEHSTH C OCTOPOKHOCTBIO.

Cunopom obpamumoti 3a0Hetl sHyeparonamuu

B kIMHUYECKUX W MOCTPETUCTPALMOHHBIX UCCIEIOBAaHUSAX OTMEUEHBI PEIKUE CIydyal Pa3BUTHS
CUHApPOMa 00paTUMOI 3a/iHel dHIIeaionaTiy Mpyu NpUMEHEeHHH GUHTroIUMoaa B o3¢ 0,5 Mr co
CIEeyIOIIed CUMITOMAaTUKON: MHTEHCUBHAs TOJIOBHAsl 0OJb ¢ BHE3allHBIM HA4ajoM, TOIIHOTA,
pBOTa, HapylIEHHWE CO3HAHUA, PAacCTPOICTBO 3peHUs U cyaoporu. CocTosiHME, Kak IpPaBUIIO,
o0paTuMO, HO MOXET YXYIIIaTbCcs, B TOM 4YHUCJIE NPHUBECTH K HIIEMHUYECKOMY WU
reMOpparu4eckoMy HHCYJBTY. 3aZiepKKa B MOCTAaHOBKE JMAarHo3a M JICYCHHMH MOXKET BECTH K
CTOWKHMM HEBPOJIOTMUECKUM HapymieHusiM. [Ipu mojgo3peHnn Ha CHUHIApPOM OOpaTHUMOMN 3aHel
sHnedanonaTuu npueM npenapara Gunronumon MenucopO crieayeT MpeKpaTHTh.

Panee nposoousweecs nevenue ummynooenpeccanmamu u npenapamamus, MOOUGUYUPYIOUUMU
meueHue 3a00/1e6aHUs

UccnenoBanuit mo orenke 3¢pQPexTuBHOCTH M 0€30macHOCTH (UHTONIMMOJA Y TAlMEeHTOB,
NEpEeBE/IEHHbIX Ha Hero c¢ TepupiayHoMHuaa, IuMeTwidymapara M anemMTy3ymaba, He
npoBoawiock. [Ipu 3ameHe Tepanmuu IpyruMu IpenapaTamy, MOIUGHUIMPYIOUIMMU TE4YeHUE
3a0oneBaHus, Ha JeuyeHue mnpenaparoMm @Ouuromumon Meaucopd, cieayer NPUHUMATh BO
BHUMaHUE MEXaHWU3M JICHCTBUS paHee NMPUMEHSEMOro Mpernapara, a TakKe YUUTHIBATh MEPHO
€ro TMOJYBBIBEJACHUS BO WU30EKAaHHE PAa3BUTUS CYMMapHOTro yruetaromero »3¢dexkra Ha
UMMYHHYIO cucteMy. [Ipu 3TOM cieayer yduThIBaTh PUCK peakTuBanuu 3aboseBaHus. Ilepen
HayajioM Tepanuu npemnaparoM @uuroaumoa Meaucopd cieayer MONYYUTh pPe3yibTaT
OOIIEKIIMHMYECKOTO aHalIn3a KPOBH C JICHKOIUTApHOW (OpMYIION, BBIITOJHEHHOTO TIOCIIEe
OTMEHBI MpEAIIECTBYIONIEH Tepanuu, 4ToObl YOeIUThCS B MPEKPALICHUH €€ YTHETAroIIeTro

s deKxTa Ha IMMYHHYIO CUCTeMY (HarpuMep, HIUTONCHHUHN).
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 07.12.2023 N= 25791

VY mnanMeHToB, MOJIyYyaBIIUX paHEe JIEYCHHE HHTep(ﬁgB%ﬁolg%ﬁi;ﬂ:aMgféiﬁg:'Mé!ﬂrOM,

nedeHnue mnpernaparoM @uHroNMMoa Meaucopd MOKeT ObITh HA4aTO HEMOCPEICTBEHHO MOCIe
MPEKpAICHUS TPUMEHEHHS BBIIICYKa3aHHBIX MPENaparoB.

Ecmu mepeBon ocymectBisiercs ¢ auMerwidymapara, npemapar ®unronmmon Meaucopo
ClieflyeT HauWHATh TPUMEHATH JIMIIL IIOCIE TIepUOJa BBIMBIBAHUS, JOCTATOYHOTO JIJIS
BOCCTaHOBJICHUS MTOKa3aTesel KPOBH.

Kak mpaBuiio, ajisi MOJIHOTO BBIBEACHHS HaTamm3ymaba TpeOyercs 2—3 mecsima ¢ MOMEHTa
npeKpaieHus Tepanuu. BeiBeneHnne TtepuyHOMUAa U3 TUIa3Mbl KPOBH MEIUICHHOE M MOXKET
3aHUMaTh OT HECKOJBKMX MECSIEB A0 2 JIeT 0e3 MpOBEACHUS MPOIEIyphl YCKOPEHHOTO
BBHIBE/ICHUSI.

Pexomenyercst mpuberarh K IpoIeaype YCKOPEHHOH 3ITUMUHAINK, OMUCAHHONH B WHCTPYKIIUU
0 MEJHMIMHCKOMY MPHUMEHEHUIO TepuduIyHOMHAA. B OTCYTCTBHE STOW MHPOIEIypbl HEPUOT
BBIMBIBaHHS JIOJDKEH ObITh He MeHee 3,5 mecsueB. [Ipu nepeBojie NaMeHToB ¢ HaTalu3ymada
wii tepudayHoMuaa Ha npemnapar @uHronmmon Menucopd ciemyer coOmoaaTh OCTOPOKHOCTh
Y YYUTHIBATH BO3MOKHOCTH JIOTIOJTHUTEIHHOTO JICHCTBUS HAa HMMYHHYIO CHCTEMY.

AneMTy3yMad OKa3bIBaeT TNIyOOKOE U TPOJODKUTEIBHOE HMMMYHOCYIIPECCHBHOE JICHCTBHE.
[Tockonbky ¢akTHUdecKas JIUTEIBHOCTh IOJAOOHOTO JICHCTBHS HEU3BECTHA, NPUMEHCHHUE
npenapata @uuronmmon Meancopd TOCiHe MPEKpalIeHUs TEpanmuu aleMTy3ymaOoM He
PEKOMEHIOBAaHO, 32 UCKIIFOUYEHUEM CITydaeB, KOTJa OKUIaeMasi 1M0JIb3a MPEBBIIIAeT BO3MOKHBIHI
PHCK JUISI KOHKPETHOTO TAIEHTA.

Pemenne o HUTENHbHOM TMPUMEHEHHH KOPTHUKOCTEPOMIIOB B KAueCTBE COIMYTCTBYIOIIUX
MpermapaToB CIeIyeT MPUHUMATh ITOCJIE TIIATEIHFHON OICHKH.

Oonospemennoe npumenerue MowHuLX UHOYKmMopos uzogepmenmos CYPA50

[Tpy mpumeHEeHHH (PUHTOIMMOAA OAHOBPEMEHHO C MOIIHBIMH HMHIYKTOpPaMH H30(EpMEHTOB
CYP450 cnenyer coOmioaath OCTOPOXHOCTh. OTHOBpeMEHHOE MpPHUMEHEHHE 3Bepo0osi He
PEKOMEHIYETCS.

3nokauecmeennvle HO800OPA306aHUS

3noxkauecmseenuvie HOB0OOPA308AHUS KOHCU

VY maiueHToB, MOMy4aBIIUX (PUHTOIUMOJ], OTMEUYEHO pa3BUTHE 0a3aTbHOKIECTOYHONW KaplMHOMBI
U JPYTUX HOBOOOPA30BaHUH KOXH, BKJIIOYAs 3JI0KAYECTBECHHYIO MEIAHOMY, TUIOCKOKJICTOUHYIO
KapruHOMYy, capkoMy Karmomm, kapuuHoMy w#3 KieTok Mepkensa. Clieqyer COXpaHSTb
HACTOPOXKEHHOCTh B OTHOIIIEHUU HOBOOOPA30BAHMI KOXKH, a B Hayalle JICYCHHUS] PEKOMEHIYEeTCSI
MIPOBECTH MEAMIIMHCKOE 00CTIeI0BaHNEe C OCMOTPOM KOXKHBIX TTOKPOBOB. B mocinenyromieM Takoe

o0creoBaHNEe PEKOMEHIYETCS MPOBOAUTHh Kaxable 6—12 MecsIeB 1Mo YyCMOTPEHHIO JIeHaIlero
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COOTBETC TE.~'ET SKCMNEPTHOMY OTUETY
ot 07.12.2023 N= 25731

Bpava. Ilpum oOHapyXeHWU TIOpaXeHUH, B 3LIBa10dﬂ[' J@n%“ f1 ;Er”ﬁ FIICIJI_Ta”C—é)f[yeT

HaNpaBUTh K JEPMaTOJIOTY.
[lpuaumas BO BHUMAaHHE PHUCK PAa3BUTHUSA 3JIOKAYECTBEHHBIX HOBOOOPA30BAHUN  KOXKH,
NAlMEHTOB, MOJy4YalolUMX (UHroIuMONA, CleAyeT MpeaynpeauTb O HeoOXOIUuMOCTU
UCIIONIb30BaHUsl CpeACTB 3aluThl OoT YD-u3nydenus. Ha done mpumenenus QuHrommmona
NAIMEeHThl HE JOJDKHBI MONy4aTh (poToTepanmuio ¢ ucronb3oBaHueM Y®D-B usnydeHus win
doroxummorepanuio PUVA.

Jlumepoma

B xiauHMYECKUX MCCIeIOBaHUS U B IEPUOJ MOCTPETUCTPALMOHHOTO MPUMEHEHHUS (PUHTOIUMO/1a
HAOIOIAKMCh cly4yan pa3BUTHs TuMGoMbl. OTUCaHHBIE CITydan ObLIM TeTEPOTCHHBIMHE 1O CBOCH
IOpUpojie, B OCHOBHOM BCTpeYallaCh HEXOJKKUHCKas nuMmdoma, BkiIovas B-kierounsie u T-
kietounsle auMdombl. Mmenu mecto ciayyam T-kierounoil uM@ombl KoXu (TprUOOBUIHON
IpaHyIlIeMbl).

Boszspam axmusHnoco 3abonesanus (peyuoug) nocie OMMeHbl Mepanuu  Npenapamom
Quneonumoo Meoucopb

B mnocrpeructpallioOHHOM TMEpUOJIE OTMEUYAJUCh pPEIKHE CIIyd4al TsDKEJIoro OO0OCTpEeHUS
3a0o0JieBaHus y MAIlMEHTOB, IPEKPATUBIIUX MPUMEHATH puHronumos. Kak npaBuio, yxyaiieHue
COCTOSIHUS IPOMCXOIUIIO B TeUeHUE 12 Hememb, HO TaKkKe ObLIM OTMEUYEHBI CIIyJYan yXy/IICHUS B
teueHue 24 u Oosee HeAeNlb MOCIE OTMEHBI Tepamuu IpenaparoM. B cBs3u ¢ 3TuM ciemyer
coOiroaaTh OCTOPOXKHOCTh MPHU OTMEHE Tepanuu npenapatoM @uaronumon MeaucopO. Ecnu
HeoOXo/luMa OTMEHa Imperapara, MalUeHTOB CleAyeT HaOMoJaTh Ha IMpeAMET Ppa3BUTHUSA
COOTBETCTBYIOIIMX CUMIITOMOB ¥ IIPU3HAKOB U TPOBOJANTH HEOOXOIMMOE JICUCHHUE.
Onyxoneno0obnvle ouacu OeMueasuHu3ayun

B mocTtpeructpalluoHHOM ~— NepUOJE  BBIABIEHBl  peAKue  ciaydad  (OPMHPOBAHUSA
OIyXOJIETIOJJOOHBIX OYaroB JIEMHUENMHU3AIMM, CBs3aHHBIX ¢ oboctpenuem PC. B ciyuae
TsKeNoro odocrpeHus cienyer nposectd MPT st vckiroueHus: omyxosiemnoJoOHBIX OYaros.
Jledammemy Bpauy cieayeT pacCMOTPETh BoIlpoc 00 oTMeHe npenapara @unronumon Meanucopo
WHAUBUAYAIIbHO, IPUHUMAs BO BHUMAaHUE TIOJIb3Y M PUCKH Y KOHKPETHOTO MallMeHTA.
Ilpexpawenue nevenus uneorumooom

[Tocne oTMeHBI JiedeHnsT (PUHTOIMMOIOM HEOOXOIUM O-HeNeNbHBI HHTEepBall 0e3 JeUeHHs IS
BBIBEJICHHS (PMHTOJIMMO/IA M3 KPOBOTOKA; TAKOH CPOK OMPEAEISAETCS MEPHOAOM MOTyBBIBEICHUS
npenaparta. [Ipu npekpaiieHun nmpuemMa npenapara HeoOXoIUMO YUUTBIBATh, YUTO HOPMAJIU3ALUS
KOJINYECTBA JUMQOLUTOB MPOUCXOAUT uepe3 -2 Mecsma mocie MOCIeTHEro MpUMEHEHHS

npenapara ®unromumon MeaucopO, XOTS B psijie CaydaeB Il TIOJHOTO BOCCTAHOBJICHUS
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 07.12.2023 N= 2573

TpeOyeTcs 3HaYUTeNbHO O0JbIle BpeMeHu. [logkobky HEII;I ﬁﬁ%&%&{ﬁ%bﬂgﬂﬁcgémw

B TeueHHe 1—-2 MecsleB Mociie MpeKpalleHus mnpuema mnpernapara Punromumos Meaucopd
BO3MOXKHO JONOJHHUTEIBHOE YrHETalee JeiHCTBUE Ha MMMYHHYIO CHUCTEMY, HEOOXOIMMO
coOnroaaTh  OCTOPOXHOCTh NpHU NPUMEHEHWH HMMYHOJEIPECCAHTOB  BCKOpE  IOCTe
MIPEKPAIICHUS JICUEHHUS IPENapaToOM.
bepemennocms, puck ona naooa u konmpayenyus
B cBf3M ¢ MOTEHIMAIBHBIM CEPbE3HBIM PHUCKOM Ui IUIOa HEOOXOAMMO HCKIIOYHTH
OepeMEeHHOCTh y >KEHIIMH, O0JaJalolluX PEnpoAYKTUBHBIM MOTEHIUAIOM, IEpe] HadaloM
npuema npenapara @unronumos Meancopd. MeaUIIMHCKOMY CHEIHAIUCTY clIeayeT 00bICHUTh
PUCKM HETaTUBHOI'O BO3JACUCTBUSA IIpenapara Ha IO,
Bo Bpemsi tepanum mnpenapatom Dunronmmon MenucopO cnemayeT u30eraTh HACTYIUICHUS
OepeMEHHOCTH M TPUMEHATh 3(PPEKTUBHBIE METOABl KOHTpAICNIMA HA MNPOTSHKEHUU BCETO
nepuosia Tepallud M B TEUEHUE 2 MECSIEB IOCIe MpeKpalleHus tepanuu. B ciywae ecnu
OepeMEeHHOCTh HACTylnuJa BO BpeMms Tepanuu mnpenaparom @Punromumon Menucopb, To
HEO0X0IMMO paccMOTpeTh BOIpoc 00 oTMmeHe mpenapata OuHrommmon Menucop0., mpuHUMAas
BO BHUMAaHUE PE3yNbTaThl UHAUBUAYATbHON OLIEHKU IMOJb3bl U PUCKOB KaK JJIs MaTepH, TaK U
st wioga (cm. pasmen «lIpumeHeHwe mnpu  OEpeMEHHOCTH U B MEPHOJ TPYAHOTO
BCKapMJIUBaHUS», a Takke pazaen 4.4., moapasnen «Bo3BpaT akTMBHOTO 3a00JIeBaHUS (PELIU/IUB)
10cjIe OTMEHBI Tepanuu npenapatoM Ounroaumon Meaucopoy).

eTH
Hemu 6 6o3pacme om 10 0o 18 nem
[lepen nawamom mnpuMeHeHus mnpenapata ®uuromumon Meaucopd cienyeT NPOBECTH BCe

BaKIMHAIMKU, PECKOMCHAOBAHHBIC MCCTHBIM KAJICHAAPEM IMTPUBUBOK.

4.5. B3anMojeiicTBMe C JAPYrHMH JIEKAPCTBEHHbIMHM IpenaparamMu W JApyrue BH/bI
B3aUMO/1eCTBUA

[IpoTHBOOIYXOJIEBBIE IPENAPAThl, UMMYHOMOIYJISTOPHI © HUMMYHOAEIIPECCAHTHI

Y4uuteiBas BO3MOKXHOCTH JOIIOJHUTEILHOTO YrHETAOUICTO BIIUAHUSA HA UMMYHHYIO CUCTEMY, HEC
CJICOy€CT MMPUMCHATDH (1)I/IH1"0J'H/IMOI[ BMCECTC C IMPOTHUBOOITYXOJICBBIMU cpeacTBamu,
HMMYHOJACTIPECCAHTAMU UJIM UMMYHOMOAYJIATOpPaMHU.

CJ'IC,Z[YCT CO6HIOI[3.TB OCTOPO’KHOCTB IIpH IEPCBOJAC HA (bI/IHl"OJ'II/IMOI[ ManurcHTOB, KOTOPBIC paHEC
oJry4ajiv mnpemnapartsl AJIUTCIIbHOT'O HeﬁCTBHH, OKa3bIBAIOIIHEC S(I)(I)GKTBI Ha UMMYHHYIO CUCTEMY,

TaKH€ KakK HaTaJ'II/ISyMa6, TepI/I(i).]'IYHOMI/I}I WM MHUTOKCAHTPOH. B xmmandgeckux HUCCIICAOBaHUAX
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COOTBETCTBYET 3KI
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Opu MpPUMEHEHUH (QUHTOIMMOJA Yy TMalUueHTOB C 'Wé--ﬂﬁgﬁ%%ﬁ' wite” Kypert

TIIFOKOKOPTUKOCTEPOHIOB, HE OTMEUAIOCH TOBBIIICHHS YaCTOTHI HH(EKITHIA.

Baknmnaims

Bo BpeMs Tepanum mpenapaToM, a TakKe B TEUCHHE 2 MECSIEB IOCIE MPEKpaIIeHUs JeYeHUs
(UMHTOJIMMOJIOM BaKIMHALIUS MOXET ObITh MeHee 3¢¢dexkTuBHON. [loCKOIBKY NpUMEHEHHE
JKUBBIX ATTCHYMPOBAHHBIX BAaKIMH MOXET TMOBBIIATE PUCK PA3BUTHS WHOEKIHHA, TpU
NPUMEHEHUU T[penapara, a TakKe B TEUYCHHE 2 MECSIEB IMOCJE MPEKPALECHUs JICUCHUS
(UHTOJIMMOJIOM HE CJEIyeT TMPOBOJAWTh WMMYHHU3AIUMIO KUBBIMH aTTCHYHPOBAHHBIMH
BaKIIMHAMH.

Beutecrsa, BuI3bIBAKOIINE OPATUKADAUIO

[lpumeHenne ¢GUHroIMMOAa B KOMOMHAIMKM C ATCHOJIONIOM MW JWITHA3eMOM U3ydeHo. B
UCCIICIOBAaHUM B3aUMOJICHCTBUI y 3JOPOBBIX JOOPOBOJIBLIEB IPU MPUMEHEHUU (PUHIOJIMMOAA C
aTEHOJIONOM OTMedanoch gononHutenbHoe cHwkeHne YCC Ha 15% B Havane npumeHeHUs
¢uHrOMTMMOA. Y MAIMEHTOB, MOJIYYaBIIUX (PHHTOIMMO/ BMECTE JHITHA3EMOM, TaKOoro Y dexra
He HaOmoanoce. Tepanuio GUHTOINMOIOM HE CeQyeT HAuMHATh y MAIlMEHTOB, MOIYYaOIInX
6era-aapeHo0I0KaTOpbl MM JIpyrue Ipenaparbl, KoTopble MoryT cHumxkarte UCC, Takue Kak
aHTHapUTMUYecKHe cpesicTBa Kiacca la unu 111, aHTaroHUCTHI KanblMEBbIX KaHAIOB (TaKUX Kak
BeparaMimi WIM JWITHA3eM), WBaOpaJWH, IUTOKCHH, WHTUOMTOPHI XOJUHACTEPas3bl WU
NWIOKAPIUH, B CBA3M C PUCKOM JOIOJIHUTENbHOTrO yraerawuero aeicrsus Ha YCC. Ecnu y
TaKuX MMAaLMEHTOB Iperonaraercs jgeyeHue npenaparom Ounroanmon Meaucop6, HeoOxoauma
KOHCYJIbTAlMsl KapAHOJIOra OTHOCUTEIBHO BO3MOYKHOCTH IIEPEXO/A HA TEPAIUIO Mpenaparamy,
He cHwkaommvu YCC, winm npoBeJeHHE COOTBETCTBYIOHIET0 HaOMIOAEHUs (IIPOIJIEHHOE
HaOJII0ICHUE B YCIOBHAX CTAl[MOHApPa 110 MEHBIIEH Mepe 10 yTpa CIEAYIOLIEro JH).

DapMaKOKMHETHYECKHUE B(bd)eKTBI APYIruXx nperaparoB Ha d)I/IHl"OJ'II/IMOI[

@duHronumoa Metabonu3upyercs B OCHOBHOM c¢ ywactueM uzopepmenta CYP4F2. B ero
MeTa0oJIM3Me MOTYT MPHHAMATh YYacTHE W JpYrue W30(QepMEHTHl HUTOXpOMa, HampuMep
CYP3A4, B 0cOOEHHOCTH €CITM UMEET MECTO €T0 BBIpa)KEHHAs! HHYKIIHSI.

He oxupaercss BIMSHUS MOIIHBIX MHTHOUTOPOB OENIKOB-IIEPEHOCUMKOB Ha (hapMaKOKUHETHKY
¢unromumozna. OTHOBpEMEHHOE NMPUMEHEHHE (PUHTOJIMMOJA C KETOKOHA30JIOM HPUBOAMIO K
yBesmmueHuio B 1,7 paza skcnosuruu (AUC) durrommMona u duarommmoadocdara 3a cuer
uHrnouposanus m3odepmenta CYP4AF2. Crexyet co0ir01aTh OCTOPOKHOCTD MPH MTPUMEHEHUN
¢uHromMMOZa OIHOBPEMEHHO ¢ Ipernaparami, crnocoOHbiMu uHruOuposats CYP3A4
(MHrHOUTOPHI MpoTEa3, MPOTUBOTPHOKOBBIE CPEJCTBA IPYIIIbI a30J10B, HEKOTOPBIE MaKpPOJIUIH,

TaKHEC KaK KIIaPUTPOMHIWH HUIIN TGJ'H/ITPOMI/H_[I/IH).
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COOTBETLC TEH'ET "|""__EF'TH oMY OTUETY
oT 07122023 N2 .

OpnHOBpeMEHHOE MpHMEHEHHE KapOama3enuHa|B J103e 606wt @Jpﬁaga“g %-}3

Ja-BHIo sbcoM

COCTOSHUM M 2 Mr (PUHrOJIMMOJa OJHOKpPAaTHO OKasbiBasio ciaboe BiusHue Ha AUC
¢unromumoza u punronmumosdpocdara, ¢ yMEHbIICHUEM JTAHHOTO MMOKa3aTeNs MPUOIU3UTEIHLHO
Ha 40%. [IpumepHo B Toii ke crenenu AUC dunronumoza u ero MmetaboyiuTa MOTYT CHHKATh U
npyrue uHIykTopbl u3odepmenta CYP3A4, nanpumep pudamnunud, denodapouTan,
¢dennronn, 3¢haBupeHi u 3Bepo0oif. IIoCKOIBKY IPU 3TOM MOXKET CHUXKATHCSH (P(PEKTUBHOCTH
¢uHrOMMMOa, OJHOBPEMEHHO TPUMEHATH JTH IMpernaparbl CJeIyeT C OCTOPOKHOCTBIO.
OHOBpEMEHHO PUMEHSITh 3BepO00H, OHAKO, HE PEKOMEHTyETCSl.

DapMaKOKMHETHIECKIE B(bd)eKTBI (bI/IHFOJII/IMOI[a Ha ApYTUc npernaparbl

B3anmopeiictBue (uHrOIMMOOa € BELIECTBAMHU, KIMPEHC KOTOPBIX OOYCIOBIEH TIJIaBHBIM
oOpazom u3odepmentamu mmroxpoma P450, wim ¢ cybcTparaMd OCHOBHBIX TPaHCHOPTHBIX
0EJIKOB IPEICTABIISIETCS] MATIOBEPOSTHBIM.

dapMakoKHMHETHKA (UHTOJIMMOJIA M IIMKIOCIOPHUHA B CIIydae OJJHOBPEMEHHOTO NPUMEHEHUS He
MeHsIach. TakuM 00pa3oM, HE OXHUAAeTCS W3MEHEHHs (ApMaKOKMHETUKH IIpenapaTos,
spistommxcst  cyocrparamu  m3odepmenta CYP3A4, mnon BiamsHHEM — (UHTOIUMOJA.
OpnHOBpeMeHHOE  IpUMEHeHHe  (UHronMMona W MEpOopalbHBIX  KOHTPALENTHBOB
(3THHMIIICTPAMOIIA ¥ JISBOHOPTECTPENIa) He MPUBOIUT K N3MEHEHUIO SKCIIO3HIIUH MTEPOPATbHBIX
KOHTpAIenTuBoB. HecMOTpst Ha OTCYTCTBHE HMCCIEOBAHUN B3aMMOJEHCTBHS C IEPOPATHLHBIMU
KOHTpAIICTITUBAMH,  COACP)KAIIMMU  JIPyTHE TMPOTEeCTAareHbl, HE OXHUIACTCA  BIUSHUS

q)HHFOJII/IMO,I[a Ha UX 3KCIIO3UILHIO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMUS

)KGHHII/IHBI C ACTOPOAHBIM IMOTCHIIMAJIOM (KOHTDaIIeHIII/IH N )KCHHII/IH)

[lepen HawanoM npuMmeHeHUs (UHTOJIUMOJA CIEAYeT MOJYYUTh OTPUIIATENIbHBIA pPE3yabTaT
TeCcTa Ha OEpPEeMEHHOCTh U MPOWH(OPMHUPOBATH KEHIIMH C COXPAHEHHBIM PENpOAYKTHUBHBIM
MOTEHIIMAJIOM O CEPbEe3HOM PHUCKE JUIS TUI0Aa U O HEOOXOJUMOCTH MpUMeHEeHHs 3P (HEKTUBHOMN
KOHTpAIEINIIMA B TEYCHHE BCETO BPEMEHHM NMPUMEHEHHS IperapaTa U OKOJIO 2 MECAIEeB MOCie
OKOHYAHHS JIEYCHUsSI, YTO OOYCJIOBJICHO [IJTUTEIHHBIM TIEPHOJIOM BBIBEJICHHS Ipenapara u
COXPaHSAIOMIMMCS] PUCKOM ISl TIJI0/1a.

bepemeHHOCTD

Nmerommecs: mOCTpEerucTpalliOHHbIC TAHHBIE U CBEJICHUSI U3 PETUCTpa ClydaeB OEpEeMEHHOCTH
MO3BOJISIIOT ~ MpEJIoiaraTh, 4YTO JICUCHHE (PUHTOJIMMOIOM CBS3aHO C  YBEIWYEHUEM
pacpoOCTPaHEHHOCTH CEPhE3HBIX BPOKICHHBIX aHOMAJIHMI Pa3BUTHS MO CPAaBHEHHUIO C OOIIeH

MO YJISALIUEH.
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Ha mnporsokeHMM Bcero BpeMEHU NPUMEHEHHs npen%h‘%é-_lg}ghvl}%%-]_%éhﬁ'rl SHANGKHbIC

METO/IbI KOHTPAIICTIIIUY U U30eraTh HACTYIICHUsI OEpEMEHHOCTH.
B cmnydae ecnm OepeMEHHOCTh JHMArHOCTHPOBAaHA BO BpeMs MPUMEHEHHs TIperapara,
HEO0OXOMMO PaccCMOTpPETh BOIPOC 00 OTMEHE Mpernapara, IpUHUMas BO BHUMAaHHUE Pe3yJbTaThl
WHAMBUAYaJIbHON OLIGHKH TOJb3bl M PHUCKOB Kak s MaTepu, Tak U Juis 1uioga. Cremyer
MPEIOCTABUTh METUITMHCKOE 3aKIIOYCHHE O PHUCKAaX HEraTHBHOTO BO3JCHCTBHS Mpenapara Ha
VIO, a TAaKKe TMPOBECTH KOHTPOJbHOE oOcienoBaHue (Hampumep, YIbTPa3BYKOBOE
uccienoanue). Taxke HEOOXOAMMO MPUHUMATh BO BHUMAaHHE PHUCK TSKEIOro 00OCTpeHUs
3a00JieBaHUsl Yy JKCHIIUH, MPEKPaTUBIIMX MpHeM (GUHTOIMMOJa B CBA3M C HACTYIUIEHUEM
OCpeMEHHOCTH WJIM B CBSI3M C IUIAHUPYEMOW OEpeMEHHOCTBIO, MOATOMY IMAIMEHTHI JOJIKHBI
00CyIUTh C JIeYaluM BpauoM abTEPHATUBHEIC BAPUAHTHI JICUCHUSI.
B uccrenoBaHusix Ha KUBOTHBIX ObLIA BBISIBIICHA PEMPOIYKTHBHAS TOKCHYHOCTb, BKJIIOUABIIASL
rubens 1mI0Ja ¥ IOPOKU Pa3BUTHUS OPraHOB, B YACTHOCTHU HE3apallleHHue apTepUabHOTO MIPOTOKA
1 1e(heKTHI MEXIKEITYJOUYKOBOH ITEPETOPOIKH.
Kpome TOro, WM3BECTHO, YTO PEIENTOP, HA KOTOPBIA JEHCTBYIOT (UHTOIMMOJ (pElenTop
chunrosun l-docdara, ydactByer B (popmHpoBaHUU COCYIOB B SMOpuoreHnese. JlaHHbIE IO
MPUMEHEHHUI0 (PUHTOIMMO/1a y OEpeMEHHBIX OTPaHUYECHBI.
JKenmuaam, MIaHUPYIOIMUM OEPEMEHHOCTD, CIIeyeT MPEKPATUTh IIPUEM IIperaparTa 3a 2 Mecsia
710 3a4aTusl.
[Ipu npocnekTuBHOM oueHke Oonee 600 ciaydaeB OepeMEHHOCTH, 3aBEPIIUBIINXCS
KUBOPOXKJIEHUEM, MEPTBOPOKICHUEM WJIHM MIPEephIBAHHEM OEpEMEHHOCTH BCIIECICTBUE aHOMAIIUN
pa3BUTHS IUI0JIa B pe3yibTaTe BO3JACUCTBHS (PHHTOIMMOJAa HAa MaTh B TIEPHOJ TECTAIlHH,
3aPETHUCTPUPOBAHHBIX B TIOCTPETUCTPAIIMOHHOM IEPHOJE, JOJNS KPYIMHBIX BPOXKJICHHBIX
AHOMAaNUi pa3BUTHSA COCTaBWIA NpUOAM3UTENbHO S5 %. PacmpocTpaHEHHOCTh KPYITHBIX
BPOXKICHHBIX aHOMAJMil Pa3BUTHUS B OOIIeH momynsuuu coctaBiseT oT 2 10 4 %. Ilarrepn
AHOMAJIMH Pa3BUTHS, 3aPETHCTPUPOBAHHBIX Ha (POHE JIeUCHUS (UHTOIMMOIOM, aHAJIOTHYCH
TaKOBOMY B OOIIEH NOMYJSIHH, MPH 3TOM YaCTBIMA CEPHhE3HBIMH AHOMAIUSMHU PAa3BUTHUS
SBIISIOTCS:

e BpoxkaeHHbIE TIOPOKM CepAla, Hampumep, AePEeKTh MEKIPEACEPAHON H

MEXOKETYTOUYKOBOH Meperopoiok, rerpana danio;

e AHOMaJIHNU MOYEK;

¢ AHOMaJHH KOCTHO-MBIIIICYHON CUCTEMEI.
CBeneHuss 0 KIacTepu3alUM CIEeUU(DUUECKUX AHOMAJIHH CTPOCHHMSI, CBSI3aHHBIX C JICUCHUEM

(UHTOIMMOIOM, OTCYTCTBYIOT.
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JlanHBIE O BIMAHMM (PMHTOJIMMOAA Ha CO paTnTeﬂﬂ{';'ié-_l ekrerthoets Atk Jn Y DOJIBI

OTCYTCTBYIOT.

JlakTanms

®OUHTOIUMO, TPOHUKAET B MOJIOKO JIAKTUPYIOIIMX JKMBOTHBIX. YUHTBIBasE BO3MOXKHOCTH
Pa3BUTHSL CEPbE3HBIX HEXenaTenbHbIX peakiuii (HP) y mmameHneB, mojy4aroniux TpyaHOE
MOJIOKO, KCHINIWHAM, TMPUHUMAIONIMM  (DUHTOTUMOJ, CIEAyeT TMPEKPaTHTh TPYIHOE
BCKapMJIUBaHUE.

DepTUILHOCTE

I[aHHBIe JOKIIMHUYCCKUX I/ICCJ'IC,Z[OBaHI/Iﬁ HE CBUACTCIILCTBYIOT O IOBBIILICHHOM PUCKE CHUXKCHUSA

¢depruibHOCTH Ha (hOHE TPUMEHEHHS (PUHTOIMMO/IA.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMHU CpPeACTBAMH HPAdOTATH C
MeXaHU3MaMH

[TaruenTam, y KOTOpbIX Ha GoHE MpUMeHeHus npenapata GuHroaumoa Menucopd BOZHHKAIOT
TaKUe HEXeJaTeJIbHbIC SIBJICHUS KaK T'OJIOBOKPYKEHHE W COHJIMBOCTh HE CJEAYET YIPaBIAThH
TPAHCIIOPTHBIMU CPEJICTBAMU MM MEXaHH3MaMH JI0 IMOJTHOTO HCYS3HOBEHUS JAaHHBIX MOOOYHBIX
a¢dexToB. HeobxonuM KOHTPOIL COCTOSHHUS MAIlMeHTa B MEpBbIe 6 4YacoB IOCIE MEPBOTO

mpuemMa 1nperapara nepea Ha4ajioM YIpaBJICHUA TPAHCIIOPTHBIMU CPCACTBAMMU.

4.8. HexenarejbHbIe peakKuuu

Pesrome HDOd)I/IJDI 0e30IacHOCTH

JlanHble 1o 0e30macHOCTM  NpHMEHeHHMs  (UHrolIMMoja — TOJNy4YeHel B JBYX
1a11€00-KOHTPOIUPYEMBIX KIMHMYEeCKUX HuccaenoBanusax |l ¢aspl u ximHUYecKoM nccien0BaHuM
Il dpa3bl ¢ akTUBHBIM KOHTPOJIEM Y B3pOCIbIX MAMEeHTOB ¢ penuauBupyoommum PPC. O6mee uncio
MAIMEeHTOB, ONy4YaBIUX GUHTroIUMO B 103ax 0,5 mr mwim 1,25 mr, coctaBmiio 2431. B aByxiieTHee
1are00-KoHTponpyemMoe KinHuueckoe uccienoBanne D2301 (FREEDOMS) 6buto BKITHOUYEHO
854 B3poCHBIX MalMeHTa, MOMy4aBMIMX (PUHrOIUMOA U 418 B3pOCHBIX MALMEHTOB, MOTYyYaBLIMX
wianie6o. B aByxjerHee TwUIane00-KOHTPOJIMpyeMOoe KIMHHYEeCKoe uccienoBanue D2309
(FREEDOMSII) 6bu10 BrITFOUEHO 728 B3pocibix marmeHToB ¢ PC, momy4aBmmx (QUHTOIMMOJ,
355 B3poCHBIX MAlMEHTOB, MOMy4YaBIIMX Iulanebo. B 00beAMHEHHBIX MaHHBIX S3THX JABYX
UCCIIEIOBAaHUIN MTPU MTPUMEHEHUH UHTOIMMO/1a B 7103¢ 0,5 MI OTMEUalTUCh CIIEAYIOIINE Cephe3HbIe
HP: undexum, makynspHslil otek u npexoasimas AB-0nokana B Havase jgeuenusi. Haubonee gacto
(gactora > 10%) npu npumMeHeHun ¢uHronuMoaa B noze 0,5 Mr HaOMOaMMCh TPUII, CUHYCHT,

T'OJIOBHaA 6OJ'IL, auaped, 0oL B CIIMHEC, ITOBBIIICHHWEC AKTHMBHOCTHU <«IICYCHOYHBIX) (I)epMeHTOB n
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Kamenb. CamMoil 4acTol MNPUYMHOM TpeKpalieHus Tepgﬂi;':::-M%%J%EH@EE&Q 0,'5' ) MT')

SIBIISTIOCH TTOBBINIeHHEe akTUBHOCTH AJIT (2,2%).

HP B oanonerHem wuccienoBanun D2302 (TRANSFORMS), sximouuBimmMm 849 B3pOCIbIX
MAIMEHTOB, MOJIy4aBIIMX (PUHTOIMMOJ (B TpYyIIe CpaBHEHHS NMPUMEHEHUs nHTepdepoH Oera-1a),
Kak I[PaBUII0, ObUIM CXOJIHBI C IJ1a11e00-KOHTPOIUPYEMBIMHU HCCIICAOBAHUSAME C YUETOM pa3niuil B
MPOJIOJKUTETTHHOCTH HCCIICIOBAHUSI.

Pe3roMe HexxenaTenbHbIX pEAKIIUN

Hwxe npencrasnenst HP, BbIsiBIEHHBIE B pe3ynbTaTe KIMHUYECKUX HCCIeNoBaHUM. /i oLieHKH
YacTOTHl HCIOJIB30BAHBI CIEAYIOIIME KpUTepuu: o4eHb dvacto (>1/10); gacto (=1/100,<1/10);
Hedacto (>1/1000,<1/100); pemxo (>1/10000,<1/1000); ouenp peako (<1/10000), wacrora
HEM3BECTHA (YaCTOTY BO3HHKHOBCHHUSI MOOOYHBIX YPPEKTOB HEBO3MOXKHO OIIEHWTh HA OCHOBAHHU
MMEIOIINXCS JAHHBIX ).

Wudexkunn u WHBa3WU: OYEHb YACTO — TPUIII, CUHYCHUT, 4acTO — HWHQEKIUU, BbI3BaHHBIC
BHUPYCOM reprieca, OpOHXHT, OTPYOSBUAHBIN JIMIAI; HEYaCTO — MHEBMOHHS; YaCTOTa HEU3BECTHA
— mporpeccupyoomas MyinbTudokansHas JneikosHnedanonatus (IIMJI)**, xkpunTokoKKoBbIE
uHpekun™*.

JloOpokauecTBEHHbBIE, 3T0KAYECTBEHHbIE 1 HEYTOUHEHHBIE HOBOOOPA30BaHUsI (BKJIIOYAs KUCTHI U
MOJIMTIBI): 9aCcTO — 0A3TBHOKIICTOYHAS KapPIIMHOMA; HEYACTO — 3JI0KAYeCTBEHHAsT MeJIaHOMa™* ***;
peako — nuMdoma***  IIIOCKOKJIETOYHAs KapumuHOMa****; oueHb peaKo — capkoma
Kamomm™****; yactora Hem3BecTHA — KapIIMHOMA U3 KJIETOK Mepkems™®**,

Hapymenuss co cTopoHbl KpoBH U JUMGATHYECKOH CHCTEMBI: 4YacTo — JUMQOICHHUS,
JIEHKOTICHUSI; HEYaCTO — TPOMOOIIUTOIEHHUS;, YACTOTa HEM3BECTHA — IEPUPEPUIECKUE OTEKU ™ **,
Hapymenuss co CTOpOHBI HWMMYHHOH CHCTEMBI: 4YacTOTa HEHW3BECTHA — PEaKIHH
TUINEPYYBCTBUTEILHOCTH, BKJIIOYAs ChIMb, KPAMMBHUIY U aHTHOHEBPOTUYECKUN OTEK HA JTare
Hauasa JedeHus ™ **, ayrouMMyHHasi TeMOJIUTHYECKas aHeMus ***,

[Ncuxuueckne HAPYIICHUS: YaCTO — JIEPECCHUsT; HeYacTO — JACTPECCUBHOE HACTPOCHUE.
Hapymenuss co cTOpOHBI HEPBHOW CHCTEMBI: OYEHb YacTO — TOJIOBHAs OOJb; YacTo —
TOJIOBOKPYKEHHE, MUTPEHb; HEYACTO — CYIOPOKHBIE MPHUCTYIIBI; PEIKO — CHHAPOM OOpaTUMOIA
3amHel sSHIe(danonaTuu™®; 4acToTa HEM3BECTHA — TSOKENoe YXYJIIeHHe 3a00JeBaHUs IOCIe
OTMEHBI Tpernapara.

HapymieHust co CTOpOHBI OpraHa 3peHHs: 9acTO — HEYeTKOCTh 3PCHHSI; HEYaCTO — MaKyJISPHBIN
OTeK.

Hapymenus co ctopoHsl cepaia: 4acto — Opaaukapaus, AB-0okana; o4eHb peKko — HHBEPCUS

3yora T***,
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BATENEHOCTE 0003)

T aTe -
HapymeHust co CTOPOHBI COCYIOB: YacTO — MOBHIIIICHUE '/K}I'_'I- -NELC

Hapymenust co CTOpOHBI JbIXaTEIbHON CUCTEMBI, OPraHOB I'PYIHON KIETKH M CPEJOCTEHUS:
OUYEHb YaCTO — KalleJlb; YacTO — OJIbIIIKA.

KenynouHo-kuiieyHble HApYIIEHUs: OYE€Hb YacTO — JUapes; He4acTo — TOUTHOTa™ **,
Hapymienust co cTopoHbI TEYEHH U JKETUYEBBIBOAIINX ITyTeH: YacTOTa HEM3BECTHA — MOPaKeHUE
nevyeHu™ **,

Hapy1enus co cTOpOHBI KOKH Y ITOJKOXKHBIX TKAHEH: 4aCTO — 3K3€Ma, aJIONELHs], KOKHBIN Y.
Hapymienust co cTOpOHBI MBIILIEYHOMN, CKEJIETHOM U COeTMHUTENBHON TKAaHU: OYE€Hb YacTo — O0JIb
B CIIMHE, YaCTOTA HEU3BECTHA — MUAJITHUS, apTPaITHsl.

OO01re HapylIEHUs U peaKLMKY B MECTE BBEACHMSI: 4aCTO — ACTEHUS.

JlaboparopHble M HWHCTPYMEHTAJbHbIE JaHHBIC: OYEHb YAaCTO — IIOBBIIIEHUE AaKTUBHOCTU
«reueHouHbIx» (pepmentoB (AJIT, ITT, ACT); yacto — TmOBBIIIEHHE KOHILEHTPALUU
TPUTIHUIIEPUIOB KPOBU; HEUACTO — HEUTPOIICHHUS; YACTOTa HEU3BECTHA — CHIKEHUE MacChl Tena.
* - HP ue ormeuanacs B ucciegoBanmax FREEDOMS, FREEDOMSII 1 TRANSFORMS. Yacrora
ykazaHa u3 pacdyera Ha 1000 mam@eHTOB, TMOMy4YaBIIMX (DUHTOIMMOA BO BCEX KIMHUYECKUX
UCCTIEIOBAHHSIX.

** - [IMJI 1 KpuUNTOKOKKOBBIE HH(MEKINN (BKJIFOYasi KPUTITOKOKKOBBIM MEHHUHTHT) OTMEYAIUCh B
MOCTPETUCTPALIMOHHOM MIEPUOJIE.

*** - HP, 3aperucTpupoBaHHbIC U3 CIIOHTAHHBIX COOOIIEHHUH 1 JINTEPATYPHI.

***x% - Kareropus 4acTOThl BCTPEUAEMOCTH M OIICHKAa PUCKOB OCHOBaHa W3 pacyeTa Ha >24000
MAIUEHTOB, OMy4YaBIINX (GUHTOTUMO B 103€ 0,5 MI' B KITMHUYECKUX UCCIIEIOBAHMSIX.

Onucanue OTACIBHBIX HCXKCIIATCIbHBIX DeaKHI/Iﬁ

Unghexyuu

[Tpu mpumeHeHnn (pUHTONIMMOJA B KIMHUYECKUX MCCIEIOBAHUAXB /03¢ 0,5 MI y MalueHTOB ¢
PC o6mas yacrota undexmwuii (65,1%) Oblia cX0AHOM € TAKOBOH B TpyIe Iuianeoo.

OpHako y TANMEeHTOB, TOJMYYaBIIMX (HHTONMMOJ, damle OTMEYaluch WHMEKIUn
HIDKHUXOT/IEIOB JIBIXaTeIbHON CHCTEMBI, B MEPBYIO OYepe/lb OPOHXUT, M B MEHBIIEH CTETIeHU
UH(EKIMH, BEI3BaHHbIE BUPYCOM Teprieca, U THEBMOHHUS.

[Tpu nedyenun c¢unromumonoMm B 1o3e 0,5 Mr ObUIM 3aperMCTPUPOBAHBI HECKOJBKO CIIydaeB
JIICCEMUHHPOBAHHOTO TepIieca, BKIIOYast CIIydau cO CMEPTEIbHBIM HCXOOM.

Cnyuyan unpexnuu BITY, Bkmrouas nmamwuiomy, aucrutasuio U BITY-acconmupoBaHHBIN pak,
HaOJII0JaTNCh B TOCTPETUCTPALIMOHHOM MEpUOJIe IPUMEHEHHs GuHTomMMonaa (cM. pasaen 4.4.).
B mocTpeructpanlioHHOM TEpHOAE OTMEUEHBbl CIy4ad pa3BUTHS ONIOPTYHUCTHUYECKHX

uH(EeKInii, BEI3BaHHBIX BUpycaMu (Hampumep, BUpyc npoctoro repreca (herpes simplex virus,
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NPUBECTU K MCHUHTUTY/3HIIE(aINTy), BUPYC, BhI3biBatonmii pazputue [IMJI (John Cunningham
virus, JCV), rpuOkamu (Hampumep, KPHITOKOKKAMH, BbI3BIBAIOIIMMH KPUIITOKOKKOBBIN
MEHUHTHUT) WA OaKTepusMH (HarpuMep, aTUITUYHBIE MUKOOAKTEPHH), B TOM YHCIIE C JICTAIbHBIM
HCXOIOM.

Maxynapuwiii omex

B wximHunueckux uccienoBaHusx y nanueHToB ¢ PC yactoTa oTeka Makysibl IpHU HMPUMEHEHUH
¢bunromumona B go3e 0,5 mr cocrasisuia 0,5%, a mpu npuMeHeHUH B 60s1ee BBICOKOM 03¢ 1,25 Mr
— 1,1%. B OonpmMHCTBE CcilyyaeB pa3BUTHE MAaKyJSPHOTO OTeka HaONIoanoch B TeueHue 3-4
MecALEeB TIOC/Ie Hadana JedeHus. B psae ciydaeB HaOmOAancs OTEK Makylbl 0€3 KIMHUYECKUX
NPOSIBJICHUH (BBISIBICHHBIA MPU PYTUHHOM O(TaIbMOJIOTHYECKOM OOCIICIOBaHUM), Y HEKOTOPBIX
MAIMEHTOB MaKyJSPHBII OTEK COMPOBOXKIAICA HEUYETKOCTHIO 3PEHHSI WM CHIKEHHEM OCTPOTHI
3penus. llpu mpekpaimieHu nedeHus] (PUHTOIMMOAOM B OONBIIMHCTBE CIy4aeB MPOUCXOAUIIO
YMEHBLIEHUE BBIPAKEHHOCTH WM CHOHTAHHOE pa3pelleHue JaHHOTO CocTosiHuA. Puck
MOBTOPHOTO BO3HUKHOBEHUS 11OCIIE BO3OOHOBIICHHS TEPAITUHU HE U3YYCH.

YacroTra pa3BUTHS MaKyJISpHOIO OTEKa IOBBILIANACH NPU HAIUuuMM B aHamHe3e yBeuta (17%
Cpenu MaleHToB ¢ yBenuToM B aHamHe3e U 0,6% 06e3 TakoBoro).

[Tpumenenue ¢uHronuMona He usydanu y nanueHtoB ¢ PC u caxapHbIM AMa0eTOM, KOTOPBIN
XapakTepU3yeTcs BBICOKMM pPHUCKOM DPa3BUTHUA MAaKYJSIDHOTO OTeka. B KIMHHUYECKuX
UCCIIEIOBAHMSIX Y MAIMEHTOB C TPAHCIUIAHTAIMeN MMOYKH, Ky/1a ObUIM TaK)Ke BKJIIOUEHBI AIIMEHTHI
C caxapHbIM JuabeToM, IpUMEHEHHe penapara B 703ax 2,5 MI' U 5 M IPUBOMIIO K MOBBIIICHUIO
4acTOTHI pa3BUTHS MaKyJISIPHOTO OTEKa B 2 pa3a.

bpaouapummus

B kinuHnyeckux wuccinenoBaHusx y nagueHtoB ¢ PC B Hauane JedeHus mpenapaTtoM B
PEKOMEHyeMOI  J103€  OTMe4aloch TpaH3uTopHoe cHmwxkeHne UYCC wu  3amequieHune
aTPUOBEHTPUKYIISIPHON POBOJAUMOCTH, NPU ATOM MakcuMaibHoe cHmxkeHrne YCC Habnroganoch
B TeueHue 6 yacoB mocie npueMa ¢puHrommmona B gosze 0,5 mr (cpennee cHmwkeHune Ha 12-13
ynapoB B MUHYTY). HCC meHnee 40 yapoB B MUHYTY Y B3pOCibIX U MeHee 50 yapoB B MUHYTY Yy
nereit mpu npuMeHeHuu ¢unronumona B noze 0,5 mr ormeuanacek penko. YCC Bo3Bpalanach K
WCXOOHOM B TeueHHWe | Mecsina peryiaspHOro mpuUMeHeHus npenapata. Kak mpasuiio,
Opanukapaus mpoTekasa OeCCUMITOMHO, OJHAKO Yy HEKOTOPHIX TNAallMeHTOB pa3BUBAIIUCh
CUMIITOMBI ~ CJIa0OH W CcpegHed  CTemeHH, BKIOYass  apTepUAIbHYIO  TUIOTEH3HIO,
TOJIOBOKPY)KEHHE,  TOBBIIICHHYI0  YTOMJIAEMOCTb  W/MJIM  OLIYIIEHHWE  ceparedueHus.

[lepeuncieHHble CUMIITOMBI Pa3pelIaIiCh B TeUeHHE 24 4acoB MOCIe Hayaa JeUYeHusl.
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B xknuHuueckux uccienoBanusx y nanueHtoB |c PC B hethord %ﬁﬁﬁf %%géﬂ¥ﬁﬁr£nyfﬁHaﬂ

omokana (AB-6mokana) I crenenu (ymanunenue uatepBania PR ma DKI') nabmonanace y 4,7%
NAIUEHTOB, MoJiydaBmux Quaromumon B moze 0,5 mr, y 2,8% manueHToB, MOTYYaBIIMX
untepdepon 6era-la u y 1,6% B rpynne mane6o. AB-6nokana Il crenenu Obuia BbIsSBICHA Y
meHee ueM 0,2% B3pocibIX NaIMEHTOB, MOMy4aBIMX ¢uHronumon B jgo3e 0,5 mr. B
IOCTPETUCTPALIMOHHOM ~ IIE€PUOAE OTMEUEHBbl CiIydau MpexXoAsdlled, CcaMONpPOU3BOJIBHO
paspernaronieiics monHoi AB-010Kkapl B TEYeHHE MEPBBIX 6 YacOB MOCIE MpUeMa NepBOil J03bI
¢unronumona. CUMNOTOMBI pa3peliainch CaMONpPOU3BOJIbHO. HapylieHus mnpoBoauMMOCTH,
Ha0JI0/1aeMble KaK B KJIMHHUYECKHUX MCCIEIOBAHUSAX, TaK U B MOCTPETHCTPALIMOHHOM MHEPUOJE,
KaK MpaBWIO, ObUTM TPAaH3UTOPHBIMH, OECCHMIITOMHBIMUA M pa3peliaiuCh B TEUYEHUE IEPBBIX
24 yacoB mocie Hayaja JIedeHus. Y OJHOrO MAaIMeHTa C acuMIToMatndeckoil AB-Omokamoii
Il cremenu Tunma MoOutn | mpuUMEHWIM H30NpPEHATUH, OJHAKO OOJBIIMHCTBY MAIEHTOB
MEAMIIMHCKOTO BMEIIATENIbCTBA HE TPEOOBAIOCH.

B nmocrpeructpalliOHHOM MEpPUOJE ONHMCAHbl W30JUPOBAHHBIE OTCPOUYEHHBIE Cllydau
IPEXOAdIe acCUCTOIMM U HEOOBSACHHMOI BHE3allHOM CMEpTH B TedeHHe 24 4acoB Iocie
MEepBOro npuema mpemnapara Ha (OHE OJHOBPEMEHHOTO MPUMEHEHUsS! APYTUX JIEKapCTBEHHBIX
MpernapaToB U/UIU COMYTCTBYIOUICH MaTOJIOIUH, OIHAKO CBSA3b MEXKIY MPHUEMOM (DUHTOIUMOJIA U
JAaHHBIMU COOBITUSIMU HE JI0Ka3aHa.

Apmepuanvroe oasnenue

B knmuHUYecKnX MCCIe0BaHUAX MPU MpUMEHEeHUH QuHronumMonaa B ao3e 0,5 Mr y mamueHToB C
PC ormeuanocs HeOombIIOe MOBBbINIEHHE cucToianueckoro AJ] B cpenHeM Ha 3 MM.pT.CT.,
nuactonnueckoro AJl — Ha 1 mm.prt.ct. [loBeiienue AJl Habmro1a10Ch TPUOIU3UTENBHO uepes |
MeCsAIl MOCIe Havaja JIEYEHUS M COXPAHSIIOCh IPH MpOoAoJDKeHUM Tepanuu. lloseimenne AJJ
0TMeYajoch y 6,5% maiueHToB, Noay4aBmux Guaroarumon B 1o3ze 0,5 mr (B rpymnmne miamnedo y
3,3% manueHToR).

[Io naHHBIM MOCTPErHMCTPALMOHHBIX HAOMIOACHUN ciay4dau moBblleHus AJ] ormeuanuch B
TE€YEHHE NEPBOr0 Mecsiia JEUYEeHHUs U B MEpBBIA JeHb NMPUMEHEHMs Mpenapara, IpU 3TOM B
HEKOTOPBIX CIIydasx TpeOOBaloCh NPUMEHEHHE TMIOTEH3UBHBIX MpEnapaToB WM MpepbIBaHUE
JeyeHust GUHTOIUMOJIOM.

Hapywenus ¢pynkyuu nevenu

B knuHMYeckux ucCCIeAOBaHUAX Yy B3pociblx manueHToB ¢ PC, monydaBmIuX JedeHue
(UHTrOIMMOJIOM, OTMEYAIOCh TIOBBIIICHHE AKTUBHOCTH «IEUEHOYHBIX» (epMeHToB. Ilpu
pexomennyemorr nmo3ze 0,5 mr B §8,0% crmydaeB oTMEYaloch OECCUMIITOMHOE TIOBBIIICHHE

aktuBHocTH AJIT >3x BI'H wu B 1,8% cnydaeB — B >5x BI'H. ¥V HekoTOpbIX manueHToB mpu
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BO300HOBJICHHMM Tepanuyd OTMEUYaloCh IMOBTOPHOE nOBLHreHe: ARTHBROGHTH - dTed HOUHEIX

TpaHCaMHUHAa3, YTO MOJATBEPXKIAET CBA3b C IMpenaparoM. B KIMHUYECKHUX HCCIEI0BAHMSIX
MOBBIIIIEHNE aKTUBHOCTH aMHUHOTpaHCc(epa3 MOTJIO BO3HUKATH B JIF0OOE BpeMs B XOJI€ JICYCHHUS,
OJIHAaKO B OOJIBIINHCTBE cllydaeB OHO BO3HUKAJIO B nepBbIe
12 mecsineB. Hopmanmuzanus aktuBHOcTH AJIT B 11a3Me KpoBU MPOMCXOAMIIA MTPUOIU3UTEIHHO
yepe3 JBa MecCsla TIOCie MPeKpalleHus MpueMa QUHroauMoaa. Y HeOOJbIIOro YucIia
MalKUEeHTOB C NOBbIEeHHON akTuBHOCTRIO AJIT >5 x BI'H (10 B rpynne 1,25 mr, 2 B rpynme 0,5
MT), MPOJOJKHUBIIMNX JieyeHHEe (UHTOIMMOJOM, HOpMaiu3anus aktuBHOcTH AJIT mpousornuia
npUOIU3UTENBHO B TEUEHUE 5 MECSIIEB TepaIuu.

Heeponozuueckue napywenus

HmeroTcs cooOLIeHHS 0 PEAKHX CITydasiX MOPaKeHUs] HEPBHOW CUCTEMBI y B3POCIIBIX MAlMEHTOB,
MOJyYarouX (UHTOJIMMOJ B BBICOKHUX no03ax (oT 1,25 mr wmm 5,0 Mr), BKJIOYas pa3BUTHE
UIIEMUYECKUX U TeMOPPAaru4eCKUX WHCYIbTOB U ATHUIMHYHBIX HEBPOJIOTHUECKHUX PACCTPOMCTB,
TaKUX KaK OCTPBIN IMCCEMUHUPOBaHHBIHN dHIIePamomuenut (O1OM)-ioqoOHbIEe COCTOSHHSL.
Hapywenus co cmoponwl cocyoos

[Tpu neyenun GuHromuMonoM B fo3e 1,25 Mr peaxo oTMEYaauch OKKIIO3UH MepudepruuecKux
apTepui.

Hvixamenvuas cucmema

B kimmHMuYeckoM wuccienoBaHMHM Yepe3 | Mecsl] NpUMEHEHUs (QHUHTOJIMMOAAa OTMEYaJoCh
HE3HAYUTENbHOE J10303aBUCUMOE CHIXKeHHe nokaszareneit ODPB; u nuddy3nonHoit ciocobHOCTH
jerkux mo yriaepoaa moHookcuay (DLCO), B manbHeiilieM JOCTUTHYThIE 3HAYEHHUS JaHHBIX
napameTpoB He MeHsuch. K 24 Mecsny cHmkenue mnpennosnaraemoro O®B; B mpolieHTHOM
OTHOIIIEHUU OT M3HAYAIBHOTO TMOKa3aTessl cocTaBuio 2,7% mpu mpuUMEHEHUH (PUHTOIUMOA B
noze 0,5 mr u 1,2% B rpynme miane6o, Mocie OTMEHBl Tepalnuu JaHHOE pas3jinuyue
HuBenupoBanochb. CHmxenne DLCO k 24 mecsany mpumeHeHust punronumona B jnoze 0,5 mr
coctaBisuio 3,3% B cpaBHeHUH € 2,7% B rpymie miameoo.

Cyoopoocuble npucmynul

[Tpu nmpumeHeHUH (QUHTOIMMOMA B KIMHUYECKUX HCCIECIOBAHUSX U B MOCTPETHCTPAIMOHHOM
NEpPUOJIE  3apETUCTPUPOBAHBI  CIy4yal PA3BUTHS  CYJOPOKHBIX  IPHUCTYNOB,  BKJIOYas
SMWIENITUYECKUN CTaTyC, y B3pOCIBIX. B KIMHMYECKHX HCCIIEOBAHMUSIX y B3pPOCIBIX 4YacTOTa
CyJIOPOXKHBIX MpUCTyNoB Obuta 0,9% y manueHToB, noaydarmux Guaroumo, npotus 0,3% B
rpynrme miare6o. HensBecTHo, CBsI3aHBI JIM 3TH ABJICHUS TOJBbKO ¢ TeueHueMm PC, mim TONbKO C
(UHTOIMMOIOM, WIIH C UX COUETaHHEM.

Jlumghomut
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[To maHHBIM KIMHUYECKUX U MOCTPETUCTPALMOHHBIX Hcégé%érﬂl%gﬁ;, %“rﬁl:ng&ﬁgﬁ, EBﬁ-ﬂﬂI'ééiHHx

(UHTOIMMOJ], OTMEYalIOCh Pa3BUTHE PA3IUYHBIX TUIOB JMM(poM. B OCHOBHOM BCcTpedanach
HEXOJDKKUHCKas auMdoma, Bkitoudas B-xierounsie u T-kierounsie mMdomel. B Tom yucie
CMEPTENIbHBIA ciydald B-kiaeTouHol nuMQGOMBI, MOJIOKUTEIBLHON MO BUpYCYy DmiiTeiHa-bapp.
Yacrora aumdpom (B- u T-kiaeToyHoi) B KIMHUYECKUX HCCIEIOBaHHIX ObLIa BBHINIE, 4YeM
oXyjaercss B oOmed momynsinud. B HOCTpPEerHCcTpallMOHHOM TEpPHOAE TakkKe ObUIH
3apErHCTPUPOBAHBI  OTJACIBHBIC CiIy4an KoxHOW T-kiaerounodr mmmdombl (rpuboBHIHAS
rpaHyjaeMa).

T'emoghacoyumapnulii cunopom

B mocrperucrpallioHHOM TMEpUoie Yy MALMEHTOB, IOJIYYaBIIMX JiCUeHUE (DUHTOIUMOJIOM,
OTMEYEHBI OYEHb pPEIKHE CIIydau pPa3BUTHA TreMO(aromUTapHOro CHHIPOMA C JIETAIbHBIM
UCXOJIOM, CBsI3aHHBbIE C WHGEKIHOHHBIM 3a0oyieBaHueM. ['eModarouuTapHblii CHHAPOM —
COCTOSTHUE, aCCOLIMMPOBAHHOE C HWH(MEKIMOHHBIMU 3a00JIEBaHUSAMHU, HMMYHOCYIIpecCHEed U
PSAIOM ayTOMMMYHHBIX 3a00JI€BaHUH.

Tayuenmur cmapwe 10 nem

B KoHTponupyeMbIX KIMHMYECKUX HCCIENOBaHUSAX y neredl u moapocTkoB (1018 ner) mpu
npuMeHeHun Quuaronumona B gosze 0,25 mr wim 0,5 mr 1 pa3 B cyTku obumuii npoduib
0€30MacHOCTH OBl COITOCTABUM C TAKOBBIM Y B3POCIIbIX MAllUEHTOB.

B wuccnenoBanum y nered CyAOpOKHBIE MPUCTYIBI 3aperucTpUpOBaHbl y 5,6% MalueHTOB,

nonyuyaBmnx punronumo, u 'y 0,9% manueHToB, Moxy4yaBmux vHTepdepoH dera-1la.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOAO3PEBAEMBIX HEXKENATENbHBIX PEAKIMAX [OCIE PErucTpaluu
JIEKapCTBEHHOI'0 Tpernapara ¢ 1ebl0 00ecredeHrs HeNpepbIBHOTO MOHUTOPUHTA COOTHOIIEHHUS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MenuIUMHCKUM paOOTHUKaM pPEKOMEHyeTCs
cooluaTe O JIOOBIX MOJO3PEBACMbIX HEXKENATENbHBIX PEaKIMIX JIEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHUCTEMBl COOOIIEHHS O HEKEIATEeNbHBIX PEAKIHUAX TOCy1apCTB — YICHOB

EBpasuiickoro Oxonomuueckoro Corosa.

Poccuiickas ®enepanus

DdenepanbHas city:x0a 1o HaJa30py B cdepe 3ApaBOOXpaHEeHHUs
Anpec: 109012, r. MockBa, CriaBsiHCKas TUI0IIaab, 1. 4, cTp. 1.
Tenedon: +7 (800) 550-99-03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Calit B I/IH(I)OpMaHI/IOHHO-TeHCKOMMYHI/IKaHHOHHOﬁ CETHU «I/IHTCpHCT»I
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4.9. [lepeno3upoBka

CuMnTOMBI

310poBBIe JOOPOBOJIBIIBI YAOBICTBOPUTEILHO MEPEHOCUIM OJJHOKPATHBIM pUeM (HHTOJIMMOAA
B 03¢ 40 Mr (mo3a, B 80 pa3 mpeBsIIaromas CyTOYHYI0 PEKOMEHIYEMYIO), TIPH 3TOM y 5 u3 6
I0OpOBOJIBIEB OBUIO OTMEUYEHO OUIYLIEHHE JIETKOTO CTECHEHHUS WM YYBCTBO IUCKOM(popTa B
IPYAHOM KJIETKE, YTO KIMHUYECKHU COOTBETCTBOBAJIO HEOOJBIION BBIPA)KEHHOCTH PEAKTUBHOCTU
JbIXaTEJIbHBIX IIyTEH.

B Hauane npumeHeHUs1 (UHTOJIMMOJ] MOKET BbI3BaTh pa3Butue Opamaukapaun. CHmwkernune YCC
00bIYHO HAONIOAAETCs B TEUYEHHE OJHOTO 4aca IOCe MEepPBOTO MPUMEHEHUS U MPOHCXOAUT
Hambosee pe3ko B TeueHne 6 dacoB. OTPUIIATEIBHBIN XPOHOTPOMHBINA 3PdekT (HUHTOTUMO A
coxpaHsieTcs U 1ocie 6 4YacoB, OJHAKO B IOCIEAYIOIIME JHU JIEYEHUS OH IOCTEINEHHO
ocnabeBaer. Mmerorcss cooOlieHuss O 3aMeUICHUU aTPUOBEHTPUKYISIPHOTO TPOBEACHUS U
OTJIeIbHBIE COOOIICHHUS O TMPEXOIAIIMX chydasx moiaHo AB-050kagsl CO CIOHTaHHBIM
paspelieHueM.

Jleuenue

B cnyuae mepeno3upoBKu MpH MprueMe MepBoid 10361 (PUHTOIMMOIa HEOOXOUMO OCYILECTBISTh
HaOO/IeHUEe TAIMeHTa, B TeYeHHe MHUHHUMYM 6 dYacoB, Bkmouaromee OKI'-moHuTOpHHT (B
peanbHOM BpemeHH) u exxeuacHoe mamepenue YCC u AJl. Ecnu uepe3 6 dacoB mocie nepBoro
npuema YCC cocraBisier < 45 ynapoB B MUHYTY Y B3pOCHBIX, WK <55 yJapoB B MHUHYTY Y
nerer crapue 12 ner, unmu < 60 ynapoB B MuUHYTY y Aeted oT 10 go 12 ner, uinm nosBuiInch
OKT-npusnaku Il u Beimie crenenn AB-6moxanel, win QT-untepBan cocraBun > 500 mc, TO
cleyeT MPOAIUTh MOHUTOPHUHT, IO KpallHEel Mepe, 10 CIEAYIOIIEro yTpa Win 0 TeX Mop, MoKa
HapyuieHus He paspemarcs. [Ipu BosHukHOBeHUM AB-6nokans! III cremenu B moboe Bpems
CYTOK Takke HeoOX0MMOo obecreunTh Halo1eHHe, o KpaiiHel Mepe, 10 CIeAYIOIIEro yTpa.

DuHroIMMO1 He YAAIACTCA U3 OpraHnu3Ma IoCcpeaACTBOM JUalin3a U nnasMa(pepe:«;a.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaMHaAaMH4YeCKHe CBOMCTBA

®dapmakoTepaneBTHUYECKas TPYIINa; HMMYHOJEIPECCAHTHI;, CEIEKTHBHBIE MMMYHOICTTPECCAHTHI.
Kon ATX: LO4AA27

Mexanuszm geiicTBus

OUHTOIUMO MOTYJIUPYET penentops! chunrosnn-1-gpocdara (S1P-peuentopon). Gunromnumon

MeTabonu3upyeTcsi CPUHTO3MHKMHA30M 110 akTUBHOro Mmerabonuta ¢uHroaumoadocdara. B
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HAaHOMOJISIPHBIX KOHIEHTPAUIX (UHTOIUMO OC(i)aT'GBﬂSB-II]ngTCE' “J Eg_ﬁ"—'beue Tobam/f Ha

MOBEPXHOCTH JTUMQOIHUTOB U OBICTPO MPOHHWKAET B LEHTpalbHYI0 HepBHYIO cuctemy (ITHC)
yepes remaTtodHIedanmaeckuii 6aprep (I'96), cBsa3biBasics ¢ S1P-penentopaMu Ha MOBEPXHOCTH
HelipoHoB. CBs3biBasich ¢ S1P-penentopamu mumdorutoB, ¢guaromumondocdar Omoxkupyer
CHOCOOHOCTh  TUMGOLUTOB  MOKUJATh  JUM@aTHUYecKue  y3jbl, YTO MPUBOAUT K
nepepacnpesieNieHno JIMM(OIUTOB B OpraHU3ME, NPH 3TOM HE MPOUCXOIUT YMEHBIICHUS
00IIero KOJIM4eCTBa JTUMQPOLUTOB.

[Tepepacnpenenenre TMMQPOLUTOB MPUBOJUT K YMEHBIICHUIO JTUMQPOLUTAPHON MHOUIBTPALIUU
ITHC, B TOM 4mciae BOCHAIMTEIbHBIMH KICTKaMH Th17, yMEHBIIEHHIO BBIPAKCHHOCTH
BOCIAJICHUS U CTENEHU MOBPEK/ICHNS HEPBHOW TKAHH.

HccnenoBanusi Ha JKMBOTHBIX M OKCIHEPUMEHTHI 1N VItr0 moka3wiBalOT, 4YTO 3(PHEKThI
dbuHTrOIMMOAa TaKKe MOTYT OBITh O0YCJOBIEHBI €ro B3aumojeicTBue ¢ S1P-penentopamu Ha
HEPBHBIX KJIETKAaX.

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTLI

B Teuenne 4-6 uacoB mocie mepBoro mnpuema mpemnapara B go3e 0,5 Mr KOJIMYECTBO
IUM(OIUTOB B KPOBU CHUXKAETCS NMPUOIM3UTENbHO A0 75% OT ucxoaHoro 3HaueHus. Ilpu
JUINTEJIbHOM €KEJIHEBHOM IPUMEHEHUHU IIperapara KOJIMYECTBO JHMM(OIMTOB MPOAOIIKAET
CHIDKAThCSL B TEUCHHE 2-X HEIENb, JOCTUTasi MUHUMAIBHOTO mokasatens 500 KIeTOK/MKI Win
npubau3uTesnbHo 30% oT ucxonHoro 3HaueHus. Y 18% namueHToB oTMedanoch, IO KpaiHel
Mepe, OJHOKpaTHOE CHIXeHHe KoundecTBa JjuMepouuroB Huwxke 200 kinerox/mMka. Ilpu
pETyJsIpHOM TIpUeMe Ipernapara CHH)KEHHOE KOJUYECTBO JIMM(OLUTOB COXPAHSIIOCH.
BonemmacTBO T- M B-muMpOINTOB NMEPUOTUYECKH TPOXOTUT depe3 JMMGPOUTHBIE OpraHbl, U
UMEHHO ITH KJIETKU SBIISIOTCS TJIABHOW MHUIIEHBIO TSI AeUCTBUS (puHTOoMmMMoaa. OTHAKO OKOJIO
15-20% T-nmumdouuToB, ABIASIOMMXCT SPGEKTOPHBIMU KIETKAMU MaMATH U UTPAIOIIMMHU
Ba)XHYIO pOJib B INepudepruyeckoM MMMYHHOM KOHTpOJIE, HE MPOXOJAT yepe3 JUM(pOUTHbIE
OpraHbl U HE TIOJBEPKECHBI BO3JCHCTBUIO (UHTOTMMOAA. B TeueHHe HECKONBKHX JHEH rmocie
IpeKpaleHus IpueMa mpernapara B KpOBH OTMEYAETCsl TOBBIICHHE KOJIHYECTBA JIMM(OIUTOB.
Hopmanu3zanus konudecTBa JMM(GOLUTOB MPOUCXOAUT yepe3 1—2 mecsla mocie NpeKpaieHus
neuyeHust. [TocTosHHBIN TpreM (UHTOIMMOAA MPUBOJUT K HEOOIBIIOMY CHI)KEHHUIO KOJIMYECTBA
HeuTpomioB, mnpubam3uTenbHOo A0 80% OT HWCXOAHOrO TMoKa3aTens. MOHOIUTH HE
TIOJTBEPIKEHBI BO3JICHCTBHIO (DUHTOIMMO/IA.

B Havane neyeHus (QUHrOIMMOAOM B PEKOMEHAYEMOH J03€ OTMEYaloCch TPaH3UTOPHOE
camkenne YCC wu 3aMemnieHMe aTpHOBEHTPUKYISpHOM mpoBomumocTtH. llpm  sToMm

MakcumanbHoe cHkeHrne YCC Habmomanoch B TedeHHE 6 4acoB TOCIE MpHeMa Imperapara, a
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70% oTpULIaTENILHOTO XPOHOTPOMHOTO 3P HEeKTa nocmré%gg Eé{yﬂ Egﬁtﬂfbﬂmé}{é&m Hcc

BO3Bpalllajach K UICXOJAHOM B TeUueHUE | Mecsa perysipHOro NpUuMEHEHUs Ipernapara.
Cumxenne YCC, BbI3BaHHOE (DUHTOIMMOJIOM, MOXET OBITh KYMUPOBAaHO NPUMEHEHHUEM
aTponuHa Wi u3onpeHanvHa. [lokazaHo, 4TO canbMeTepos, MPUMEHSIEMbIH HWHTAISALHOHHBIM
MyTEM, TaKKe BbI3BIBAET YMEPEHHbIN MOJOKUTEIbHBIN XPOHOTPOIHBIIN 3P PEKT.

B mnavane mnpumeHeHuMs (UHTOIMMOJA OTMEYAETCS YBEIMUYCHHE YHCIA MPEICepAHBIX
OKCTPACHCTOJI, HE CONPOBOXKAAIOUICECS YBEIMUCHHEM YacTOThl (UOPHILISIIMH/TPETICTaHHS
MpeacepaIuid, KeITyJ0UYKOBOM apUTMHUEH Wi dKTonuer. He orMeueHno BiausHUs GUHTOIMMOA Ha
YMEHbILIEHUE CepAEeUYHOr0 BhIOpOCa.

ABTOHOMHBIE ()YHKIIMH CEeplla, B TOM YHCIe IupkaananHas BapuadbensHoct UCC u peaknus
Ha (PU3MYECKYI0O HArpy3Ky, HE H3MEHSIOTCA MMOoJ BIMAHHEM ¢uHronumona. OZHOKpaTHOE WU
MHOTOKpaTHOE MpuMeHeHue ¢puHronumoza B no3ax 0,5 mr unu 1,25 Mr B TeueHue IBYX HENENb
HE aCCOLMUPOBATIOCH C OMPEENIIeMbIM YBEITUYCHHEM COMPOTHUBIISIEMOCTH JbIXaTEIbHBIX ITyTeH
no 3HaueHnro O®B; u cpemHeidl 00BEMHOW CKOPOCTH BBIIOXa Ha ypoBHE 25-75% oT
dbopcupoBanHoi ku3HeHHOU eMKOCTH Jjerkux (DXKEJI). Ormeuanock, ogHako, 10303aBUCUMOE
YBEJIMYEHUE COMPOTHUBISIEMOCTH JBIXaTENbHBIX IyT€Hd TMpU OJHOKPATHOM MPUMEHEHUU
dbuHrOMMMOIa B 03¢ >5 Mr, MpeBbIIIAIONIeH pekomMeHaoBaHHy0 B 10 pa3. MHorokparHoe
npuMeHenne ¢uHromumona B gosax 0,5 mr, 1,25 Mr wmmm 5 Mr He accoummupyercs ¢
YMEHbILIEHUEM OKCUI€HAllMU, YMEHBIIEHUEM caTypaluy KUCIOpoaa MpH (pU3nuecKoi Harpyske
WIK YyBEIMYCHHEM pPEaKTHUBHOCTU [IbIXaTelIbHBIX NyTed K METaxoJuHy. Y TMAalHeHTOB,
MONyYaBIINX (UHTOJIMMOM, OTMeuancss HOPMAIbHBIA OpOHXOAMISATAI[MOHHBI OTBET Ha
IPUMEHEHNE UHTATISIIUOHHBIX O€Ta-arOHNCTOB.

[Ipu npumenennun y nanuentoB ¢ PPC (cpemnuit 6aymut no mkane waBanmuaaoctu EDSS 2.0)
¢unromumoz B go3ze 0,5 Mr CHMKaJI 4aCTOTy KIMHMYECKUX oOocTpeHuil 6one3nu Ha 54%. IIpu
npueme npenapata y 70% naiueHToB OTMeuanach CTaOMIIbHAs PEMUCCHS B T€UEHHE 2-X JIeT (10
cpaBHeHUO ¢ 45,6% B Tpynmne mmiane6o). OUHTOIUMOA JOCTOBEPHO CHIDKA PUCK
IPOrpeccCUpoBaHusl  HeTpynpocrnocoOHocTH. Ilpu mnpumMeHeHuMm mpemapata JOCTOBEPHO
YBEJIMUMBAJIOCh BpPEMs 10  HACTYIUIEHUS  3-MECAYHOIr0O M 6-MECS4YHOro  IEpHUoAa
HOJTBEPKIEHHOT'O MPOTPECCUPOBAHMS HETPYAOCIIOCOOHOCTH (OLIEHMBAEMOI'0 KakK IOBBIIICHHE
oneHku no mkaige EDSS oT ucxoaHsIx mokasartenei) mo cpaBHeHUIO ¢ mane0o. Pe3ynbrarsl
MPT ronoBuoro mosra nanueHtoB ¢ PPC Ha (one nedeHus (GUHrOIMMOIOM TOATBEPIKIAIOT
3HAYUTEIbHOE CHIKEHHE aKTUBHOCTHU TEUEHUs 3a00s1eBaHus (MHTEHCUBHOCTH BOCHAIUTEIHLHOTO

nporecca B [ITHC, pazmMepoB u konudecTBa 04aroB JeMHUETNHU3AIINN ).
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5.2. ®apMaKoOKHHeTHYeCKHEe CBOlicTBa

Jannbpie 0 apMaKOKMHETUKE (PUHTOJIMMOAA ObUTM TOJIYYEHBI Y 3/0POBBIX TOOPOBOJIBIEB, Y
PELUITUEHTOB MOYKH U y nanuenTos ¢ PC.

dapMaKoJOrHuecKy aKTUBHBIM METa0O0JIUTOM SBIIsIeTCsl PUHroaumMozadocdart.

AOcopbuus

[Ipu npueme BHYTpb BcacbiBaeTcsa >85% no3bl. BcackiBanue (uHrONMMMOIA NPOUCXOAUT
MEJUICHHO (BpeMsl JIOCTHDKCHHS MAaKCUMallbHOM KOHIEHTpauuu B 1uiasMe KpoBH (Tmax)
12—16 gacoB).

Kaxymasica abcomoTHas OMOIOCTYNHOCTh MpU MpUeMe BHYTpb coctaBisier 93%. PaBHoBecHas
KOHLIEHTpALMsl B IUIa3M€ KPOBU JOCTUTAETCS B TEYCHHE |-2 MecsleB perysipHOro mnpuema
npemnapara (1 pa3 B cytku). PaBHOBecHasi KOHILIGHTpaIMsl (PUHTOJIMMO/Ia PpUOIH3uTeabHO B 10 pas
BBILIE, YEM €r0 KOHIIEHTpAIMs IOCIIe IEPBOro Npuema.

[IpyieM nHIIM He BIUSET HA MakCUMalbHYI KOHUEHTpaluio (Cmax) wian skcnosunuio (AUC -
IUIOIAAb 1O (hapMaKOKHHETUYECKON KPUBOH «KOHLIEHTPAIUA-BpEMs») (PHUHTOIMMO/IA.

Cmax punromumoa-pochara HesHaunTenbHO cHIKanach (Ha 34%), a AUC e mensutace. [lo
9TON NpUYKMHE PUHTOIMMO/ MOYKHO IPUMEHSTh BHE 3aBUCUMOCTH OT BPEMEHU NpHUeMa IHILH.

Pacupenenenue

OUHTOIMMOJ] 3HAYUTEIILHO pacrpenessieTcss B puTponutax ((ppakmus GUHroIMMoIa B KIETKax
kpoBu 86%). @unromumoadochar uMeeT MEHBIIYIO CIIOCOOHOCTh MPOHUKATh B KIIETKH KPOBU
(ppaxmus B kierkax kpoBu <17%). Ounronumon u ¢uuronumonadocdar B BHICOKOH CTENEHU
CBSI3BIBAIOTCSI C OeIKamMH I1a3Mbl KpoBH (>99%).

OUHTONMMOI B 3HAYUTEIBHON CTENEHW paclpeienseTcss B TKaHIX opranu3ma (o0beM
pactipenenenust okoso 1200260 ).

OUHTONMUMO/ TPOHUKAET B TOJIOBHON MO3T, YTO OBLIO MOKA3aHO B KJIMHHYECKOM HCCIIEIOBAHUU
y 370pOoBBIX J00poBOMNbIeB. B wuccinemoBanuu y 13 goGpoBombueB ¢ PC, momydaBmmx
¢unromumon B go3e 0,5 Mr B paBHOBECHOM COCTOSIHMHM, KOJMYECTBO (UHTroIMMona (WiIu
¢unromumonadocdara) B ceMeHHOM kuakocTH Obuto B 10000 pa3 MeHbllle NPUHATON 103bI
(0,5 mr).

BI/IOTDaHCd)ODMaHI/IH

VY d4enoBeka OuoTpaHchopmanusi (QUHTOJIMMOAA MPOUCXOTUT B pe3yibTrare o0paTUMOro
cTepeoceneKTUBHOTO (pochopunupoBanus 10 HapMaKoJIOTUUECKH aKTHUBHOTO (S)-sHaHTHOMEpPA
¢unromumozadocaTa, U 3a cYeT OKUCIUTENBHOW OHOTpaHCPOpPMAIUM, TJIABHBIM 00pazoMm,
uzopepmentom CYP4F2, Bo3zmoxHo, apyrumu uzodepmentamu CYP4F, ¢ mocnemyromiei

)lerpa)launel‘/i AHAJIOTUYHO JKHUPHBIM KHUCJIOTaM OO0 HCAKTHUBHOI'O MeTabouTa | IMyTeEM
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dbopMHUpOBaHUS (hapmakoIOTHYECKH neaxrnbHbix =0 %n&gﬂaﬁ = T5 Afdrbros

($uHrOMMMOALIEpaAMHUIA.

OcHoBHOM  (epmeHT,  OTBeHawImUi 33  MeTaboau3M  (DUHTOIMMOJA,  YAaCTUYHO
unentudunuposan: 3o MoxkeT ObiTh CYP4F2 mmm CYP3AA4. Tlocne omHOKpaTHOTO mpuema
BHYTPH B IJIa3M€ KPOBH ONPEICIISITUCEH (B TeUeHUE MPUOIU3UTENbHO 1 Mecslia) Hen3MEeHEHHBII
¢unrommmos (23,3%), punromumondocdar (10,3%), HeakTuBHBIE MeTa0OIUTHI (M3 - KUCIBII
KapOOKCHITBHBIN MeTabonuT (8,3%), KOHBIOTaThl METab0IUTOB ¢ epamuaoM M29 (8,9%) u M30
(7,3%)).

OJIMMHUHALNS

[TnasmenHsli  knmupeHc  ¢uHromumona 6,3+2,3 /4, CpeaHUN  KKYIIUHACA  TMEPUOJT
nonyseiBeneHuss  (Ti) — 6-9 gHeit. CHWKEGHHE KOHIEHTpanuid  (UHCOJUMOIA U
bunromumozadocdara B miaazMe KpoBU B TEPMUHATIBHON CTaUU MIPOUCXOAUT MapauieIbHO, YTO
MPUBOJUT K CXOJHOMY MEPHOY MOJIYBBIBEICHUS.

[Tocne mnpuema BHYTph Oko0JO 81% 1036l BBIBOJWUTCA TIOYKAMU B BHJE HEAKTHUBHBIX
metabonuToB. Hem3smenenusie punronmnmon u Gpuaronumoadocdar He BHIBOIATCS NOYKAMH, HO
SBIISIFOTCS OCHOBHBIMU COSAMHEHUSIMH B KaJie (KOIMYEeCTBO Kaxaoro <2,5% ot no3s1). B Teuenue
OJIHOTO Mecsilia BEIBOAUTCS 0K0JI0 89% 1103bI Mpenapara.

JIMHENHOCTh

Konuenrpanus ¢punrommmona u puHromumopochaTa yBeIMIUBAIOTCS TPOTOPIUOHATIBHO 103€
1ocyie MHOrokpatHoro npuMmenenus 0,5 mr unu 1,25 mr 1 pa3 B cyTku.

Y manMeHToB JETCKOrOo BoO3pacTa KOHIeHTpanuu (uHronumondocdara yBeIUYUBAIOTCS
IPOMOPLMOHAIIBHO J103€ MOcIe MHOTOKpaTHOro npuMmenenus 0,25 mr wim 0,5 mr 1 pa3 B CyTKH.

IToyeyHas HETOCTATOYHOCTD

Hapymenne ¢yHkuuu noyek (0T JIETKOM 1O TKENOW CTENEHHM) HE OKa3bIBalOT BIMSHUS Ha
bapMakokuHeTUKY (puHroIMMOAa U GpuHroaumMoAdocdara.

IIeueHOUHAS HEAOCTATOYHOCTDH

OpHOKpaTHOE MpUMEHeHHe (PUHTONMMMONA B 7103€ | MI Wil 5 MT y MalMeHToB C HapyIICHHEM
(GyHKLIMU TIeYeHH JIeTKOH, cpenHeil u Tsokenol creneHeil (kmacc A, B u C no knaccudukanuu
Yaiina-Iler0) npuBoautr k mnoBbimieHuto AUC  ¢unaromumona nHa 12%, 44% u 103%
COOTBETCTBEHHO, IPU 3TOM BIUSHUS Cpax HE OTMEUEHO. Y MAlMEHTOB C HapylIeHueM (yHKIIUN
nedyeHu  Tspkenmod  cremeHn  (kmacc C mo  kimaccubukamuu - Yanna-IIero)  Chax
¢unromumozadocdara cHmxkamacb Ha 22%, npu 3ToMm 3HadeHne AUC cymiecTBeHHO He
U3MEHSIOCh. Y TAllMeHTOB C HapylleHHeM (YHKIUHM TE€YeHU JIETKOM W cpelHel cremeHei

dapmakokuHeTHkKa puHTOMMOIpOochaTa HE OIEeHUBATIACK.
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Y NauMeHToB ¢ HapymeHueM (GyHKIHUH MEUeHH JErKoil b & el 5 Ok T A Hemsintemm,

HapYIICHUEM CPeIHEH U TSHKEIOW CTeTeHH — yBenuunBaeTcs npumepHo Ha 50%.

OUHTONMMO HE CIeAyeT MNPUMEHSTh Yy MAalMEHTOB C TSDKEIBIMU HAPYIMICHUSMHU (YHKIIHH
neyenu (kmacc C mo knaccubukanuu Yaina-I1si0). Y manMeHToB ¢ JISTKUMH U yMEPEHHBIMU
HapylICHUAMU  (QYHKIMM Te4YeHH (GUHTOIMMOJ ~ CIeAyeT HAuyMHATh [PUMEHSTh C
OCTOPOXKHOCTBIO.

[lanmeHThI IOKUJIOT0 BO3pacTa

Knuanueckuii onbIT mpuMeHeHUs (UHTOJIMMOJAa Yy TAIMEHTOB B BO3pacTe crapiie 65 jer
orpaHvueH. Y TAalMeHTOB B Bo3pacTe 65 jeT u cTapuie (UHTOIMMOJ CIEAyeT MPUMEHSTH C
OCTOPOXKHOCTBIO.

ITon u STHUYECKAS NPpUHATJICKHOCTD

[Ton u 3THUYECKas NPUHAIICKHOCTh HE OKa3bIBAIOT KIMHUYECKHA 3HAYUMOIO BIIMSHUS Ha
dapmakokuHETHKY (puHroIUMOIa U puHrouMoadocdara.

eTu
PaBHOBecHas koHIeHTpaIus puHTOIIMOAGocdara cxoxka y B3poCibixX U aereit crapire 10 ser.
be3zonacHocTh 1 3¢ (hekTUBHOCTh TpUMEHEeHUsT (PUHTONIMMOIA y ManueHToB Mitaaime 10 jger He

HU3YyUCHaA.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeyenb BCIOMOraTe/ibHbIX BelIECTB
MannuTON

Marnus creapar

CocraB KarcCyJa TBEPABIX KEJTATHHOBBIX Ne4.

Kenatun

Twurana nuokcun

6.2. HecoBmecTuMOCTH

He npumennmo.

6.3. Cpok rognocTu (CpOK XpaHeHus1)

2 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHuTh pu Temneparype He oime 25 °C.

6.5. Xapakrep u coaepkaHue NEPBUYHON YIIAKOBKH
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ITo 7, 10 unu 14 xancyn B KOHTYPHYIO SIYEUKOBYIO ynaxéglfg'/:;&; %%%ﬁﬁgﬂgﬂ'};ﬁﬂ;ﬁoﬁnﬁﬁbﬁ u

(obru aTFOMUHUEBOW TIEYaTHON JIAKUPOBAHHOM.

ITo 7, 14, 20, 28, 30, 50, 56, 60, 90, 98, 100, 112 wmum 120 karncyn B OaHKU MOJMMEpPHBIE C
BUHTOBOMW TOPJIOBUHOM, WU OaHKH MOJIMMEPHBIE ¢ 0aphEepHOM TOPIOBHHON JIJIs JIEKAPCTBEHHBIX
cpencTB (B KOMIUIEKTE C KPBIIIKAMHM), WUIM B OAHKH TIOJMMEPHBIC C BUHTOBOW TOPJIOBUHOM THIIA
1, Tuna 2, tuna 3, win tana 4 U KpbIIIKON HABUHYMBAEMOMN M3 MOJIUATUIICHA JIJIi BUTAMUHOB U
JIEKAPCTBEHHBIX CPEJICTB.

Ha Ganku HaKJIEMBAIOT STUKETKH U3 OyMaru STUKETOYHOUN MIJIM CAMOKJICSIIINECS STUKETKH.
Kaxnyro 6anky i 1, 2, 3,4, 5,6, 7, 8, 9 wuin 10 KOHTYPHBIX STYCHKOBBIX YIIaKOBOK BMECTE C
WHCTPYKIIMEH 10 MEIUIMHCKOMY NPUMEHEHUIO T[IOMEHIAI0T B MauyKy KapTOHHYIO st

JICKApCTBCHHLIX CPCACTB.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUus
JIEKAPCTBEHHOI'0 MPenapara, v Apyrue MaHUILYJISIIUN € IPenapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus

AxuunonepHoe obmectBo «Menucopo»

IOpunnuecknii anpec: 614101, Ilepmckuii kpaii, T.0. Ilepmckuii, r. Ilepmp, yin. IlpugansHas,
o 1b, k. 1

Tenedon/dakc: +7 (342) 259-41-41

Anpec snekTponHo# mouthsl: info@medisorb.ru

7.1. IlpeacraBuTe/Ib AepKaTe/Ns PErUCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un HOTD66I/IT6J'ICI‘/’I HampaBJIITh 110 aApecy.

AxunonepHoe obuiectBo «Menucopoy,

IOpunnuecknii anpec: 614101, Ilepmckmii kpaii, T.0. Ilepmckuii, r. Ilepmp, yin. IlpugansHas,
o 1b, k. 1

Tenedon/dakc: +7 (342) 259-41-41

Anpec snekrponHo# moutsl: info@medisorb.ru

8. HOMEP PETUCTPALIMOHHOTI'O YIOCTOBEPEHHUS
JITT-Ne(004058)-(PT-RU)
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9. IATA TEPBUYHOW PEMMCTPAIIMU (MOJTBEPHIEHNS PEFUCTPAHNMN,

INIEPEPETUCTPALINN)

Jara nepBoii peructpanuu: 19 nexadbps 2023 r.

10. JATA IIEPECMOTPA TEKCTA

OOmast xapakTepuCTUKa JIEKapCTBEHHOro mnpemnapara ®duHronmmon Menucopd nocTynmHa Ha
uH(pOpPMallMOHHOM TMopTaje EBpasuiickoro »KOHOMHYECKOTO COr03a B HH(OPMAaLMOHHO-

KOMMYHHKaIMOHHOU ceTtn «HTepHeT» https://eec.eaeunion.org.
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