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Ba)kHasa nHpopmauma o npenapate Mabtepa® B nomoLyb meguLUHCKUM

paboTHukam*

OCHOBHbIE CBEAEHUA ANA MEANWUWNHCKUX PABOTHUKOB

» [pumeHeHue npenapata MabTepa MoXKeT 6bITb CBA3AHO C NOBbILWEHHbIM PUCKOM Pa3BUTUA MHOEKLMI UM NporpeccupyoLLei

MHOroo4aroBow nerikosHuedpanonatum (MMJI).

BAMHbIE AENCTBUA, OCYLLECTBAAEMbIE MEAULIMHCKUMW PABOTHUKAMMW B OTHOLIEHUWN NALUMEHTOB

»  Bcem nauueHTam, nonyyatowmum npenapat Mabtepa no HEOHKONOrMYECKMM NOKa3aHUAM, Npu Kaxaoi uHeysumn
Heo6XoANMO BbiAaBaTb KaPTOUKY-NAaMATKY NaLneHTa.

» NaumeHTos (Mnu poguTeneii/3aKOHHbIX ONEKYHOB NALMEHTOB A,ETCKOro Bo3pacra) Heo6xoaMmo npouHpopmMUpoBaTb o
pucke pa3suTua MHbekumii u MMJ1, BKAOYAA CUMNTOMBI, O KOTOPbIX OHU A0/KHbI 3HaTb, 0 HEO6X0AMMOCTH
He3ameaMTeNbHOro o6palleHus K Bpady Npyu Mx BOSHUKHOBEHMUU U O NpeaocTaBieHnn obyyalowmx matepuanos gns
NaUMNEHTOB NpPU KaXK[0i UHY3UMK.

» lepep HazHayeHMeM npenapaTa MabTepa HeobxoAMMO: NPOBECTU 06CNef0BaHME NAUMEHTA HA HaMume MHOEKUUIA,
MMMYHOCYNpeccrm, NoNyYnTb MHGOPMALMIO O MPUHMMAEMBbIX PaHEE UK B HACTOsALLLee BpeMA npenapaTax, noAaBaaowmx
MMMYHHYIO CUCTEMY, @ TaK}Ke AaHHble O He4aBHO MPOBEAEHHON UM NAAHUPYEMOM BaKLMHALUMN.

»  HeobxoAnmo ocyLecTBAATb TWaTeIbHOe HabaloaeHWe 33 NaLMeHTamMmn BO BPeMA BBEAEHWA NpenapaTta B yC/0BUAX JOCTYNa KO
BCEM peaHMMaLMOHHbIM CpeaCcTBaM.

» Heobxoanmo HabnoAaTb NALMEHTOB B OTHOLWEHWUM pa3BuTUA MHdeKLMI, ocobeHHo MM/, B nepuog nedeHnsa npenapaTom
MabTepa v nocne.

Heo6xoaMmo Bcerga pyKoBoACTBOBATbCA MHCTPYKLMEN N0 MeAULMHCKOMY NPUMEHEHUIO Nepes HasHaueHUuem, NPUroToBaeHNEmM Uam

BBegeHnem npenaparta Mab6repa.

O nmn

MM — sT0 peaKoe nNporpeccupytoLLee AemrennHusmpyollee 3a6oeBaHne LEHTPaNbHOW HEPBHOM CUCTEMbI, KOTOPOE MOXKET NPUBECTU
K TAXKEN0W MHBaAnam3aummn nam cmeptul, MpuunHoit MMJ1 aBaseTca akTMBaLMA NoaMomaBmpyca Yenoseka 2 (supyc JC, Bupyc [KoHa
KaHHWHTema), HoCcUTeNsAMM KOTOPOTOo B CKPbITON dpopme aBAsAtoTcA A0 70 % 340p0BbIX B3pOC/bix Atogeit. Bupyc JC, Kak npasuno,
nposouupyet passutue MMVIJ1 TONbKO Yy NaLMEHTOB ¢ 0cnabaeHHbIM UMMYHUTETOMZ. DaKTOpPbI, NPUBOAALLME K aKTUBALLMMN CKPLITOM
MHPEKL MU, NONHOCTLIO HE U3yYeHbI.

BausHue npenapata MabTepa Ha passuTue NMJ1 ABAAETCA He A0 KOHLA U3y4YeHHbIM, OAHAKO BO BCEM MUPE Y NaLMEHTOB, MOy4aBLIMX
neyeHue npenapatom MabTepa npu HeoHKoNOrMYecKUx 3abonesaHusx, 6bIM 3aperucTpupoBaHbl o4eHb peakue (< 1/10 000 nauueHTOB)
noarsepxaeHHble caydaun MM/, HekoTopble C IeTalbHbIM UCXOA0M.

Bonbuas yactb cnyyaes MMJ1 6bina gMarHoCTMpOBaHa B TEYeHWe OAHOTO rofa nocse nocnesaHel nHoysmmn npenapata Mabtepa, ogHako
MOHWUTOPUHT NaLMEHTOB HEOOXOAMMO OCYLLECTBAATL HA MPOTAXKEHMUN 2-X IET NOC/E 3aBEPLUEHUA NEYEHUS.

[JononHutenbHyto uHdopmaumio o MMJT MOXKHO HaTK B CMIMCKE IMTEPATYPbI B KOHLLE 3TOI HpoLutopbiZ34.

Yrto cnepgyeTt yunTbiBaTb BO Bpemsa u/unm nocne neyeHusa npenapatom Mabrepa
HabnoaeHne naumeHToB Ha HaIMYMe KaKUX-TMB0 HOBbIX MM YXYALIAIOWMUXCA HEBPOIOTMYECKUX CUMMTOMOB MW NPU3HAKOB,
yKasblBatowmx Ha MMJ1, Heo6xo4MMO OCyLLECTBAATL BO Bpems iedeHuns npenapatom MabTepa 1 Ha NpoTAXKEHUM 2-X NIeT nocne
3aBeplueHuns neveHuna. na noaTBepKAEHMA AMAarH03a PEKOMEHAYETCA KOHCYIbTauma HeBpoora 1 ganbHellwee obcnenoBaHme, B TOM
yncne MeTogoM MarHMTHO-pe3oHaHCcHOM Tomorpadum MPT (KenaTeNbHo ¢ NPUMEHEHNEM KOHTPACTMPOBAHUSA), aHAaNN3 CMMHHOMO3rOBOM
*)uakoctn Ha HK supyca JC n NOBTOPHOM OLLEHKM HEBPOIOFMYECKOTO CcTaTyca.

[ Mopo3perHune Ha NMIVIJ1: Heobxo4MMO NPUOCTAHOBUTL AanbHENLWLMI Npuem npenapaTta MabTtepa 0 uckntodeHus MM,

. MNoareep:kaeHHbIN guarHos MNVIJ1: Heo6xoAMMO NOSHOCTLIO NPEKPaTUTL Npuem npenaparta MabTepa.
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O yem HeobxoaMMO NponHpoOpMUPOBATL NaLUEHTA

omn

e QOueHb pesKo y HEKOTOPbIX NaLMEHTOB, MOyYaBWMX NpenapaT MabTepa Ans neyeHns peBmaTonaHoro aptpuTa (PA),
rpaHysemaTtosa c noanaHrmutom (IMA) nam MrMKpockonuyeckoro noavaHrumnTa (MIA), passmuBanach cepbesHas nHbeKLms
roI0BHOTO MO3ra, M3BecTHasA Kak MMM/, KoTopas B page cy4yaes NPMBOAUAA K IETA/IbHOMY UCXOAY.

e Cnepgyert Bcerga meTb Npu cebe KapTOUKy-NamATKY NaumeHTa o npenapaTte MabTepa, B KOTOPOI COLEPKUTCA BayKHaA MHPOpMaLMA
no 6e30MacHOCTH, KacaloLanca pucka passuTua nHbeKLmMi, Bkatovasa MMVJ1. KapToyka-namaTKa naumeHTa 6yaeT BblaaBaTbCA
Kaxablii pa3 npu NnpoBeseHUn UHPY3UN.

e [auuMeHT AONXKEH HEMEeAIEHHO CBA3AaTbCA C IYALLUM BPA4YOM UIN MEeACECTPOI B C/lydae BOSHUMKHOBEHUA KaKUX-

nunbo us nepeyncieHHbIX HUXXe NpU3Hakos U1K CMMNTOMOB, YKa3biBalOUWKNX Ha pa3Butue nMmn:
- CNYTAHHOCTb CO3HaHUA, NOTepPA NAMATU UNN KOTHUTUBHbIE HapyLleHuA;

- roTeps PaBHOBECMA, U3MEHEHWE MOXOLKM UN peyn;

- CHWKEHHas MblWeYHan cuna uam cnabocTb C OAHOMN CTOPOHDI TeNa;
- HapyLweHMe YEeTKOCTM UM NOTeps 3peHuA.

e TauueHTOB cneayeT NPONHPOPMMPOBATL O HEOBXOAMMOCTM COOBLUMTD IMLAM, OCYLLECTB/IAIOWMM 33 HUMM YXOZ, UAU CBOUM
POACTBEHHMKAM O CUMMTOMAX, Ha KOTOpPbIe HYXKHO 06paLLaTh BHUMaHWE, MOCKOIbKY CaMM NALMEHTbI HE BCErAa MOTYT UX
pacnosHartb.

UHPEKLUUN

Mpeaynpeaute nauMeHTOB 0 HEO6XOAMMOCTU CPOUHO CBA3ATLCA C IeUALLMM BPaUOM MU MeACecTpoi npu

BO3HUKHOBEHUWN KAaKOTr0-1M60 U3 yKa3aHHbIX HUXKe NPU3HAKOB BO3MOXKHOM MHEeKLnK:

- Kap, HeNpPeKpaLwlaLWMiica Kallesb, noteps Beca, 60/ib NPY OTCYTCTBUM NOBPEKAEHUA UAU TPABMbI, YXYALEH e obLLero
CaMOUyBCTBMA, YCTANIOCTb UM YNAZOK CUA, 3Kryyas 601b NPU MOYENCTYCKAHUN.

Yro chepyeT yuntbiBaTh Nepea Hayaaom sedeHus npenapatom MabTepa
Mepes HauanoOM NeueHUs 1 [0 NPOAOIKEHMUS NedeHusa npenapatom MabTepa naumeHTbl LO/KHbI NPOITM OLLE@HKY Ha Hainuue
NOTEHLMA/IbHOTO PUCKA Pa3BUTUA MHPEKLMUIA, KaK yKasaHo HuxKe:

He Ha3HauyaTb npenapat MabTepa naymeHTam, y KOTOPbIX

3 MMEeTCs anneprusa Ha PUTYKcMmab nnm ntoboli gpyroi MHrpegMeHT npenapata MabTtepa;

L4 nmMmeeTcAa anneprmua Ha 6enku MbILLN,

. umeeTca TaxXenaa MHPeKLMA B akTUBHON dase, Hanpumep, TybepKynes, cencuc, renatmt UamM ONNOPTYHUCTUYECKan MHbeKLUA;

. HabntogaeTca cepbesHoe ocnabneHne UMMyHUTETa, Hanpumep, o4eHb HU3KKUI yposeHb CD4 nnm CD8 ammdounTtos.
Cnepyert cobntogatb 0Co6YI0 OCTOPOXKHOCTb, NpeXAae Yem HasHavaTb npenapat MabTepa naymueHTam,
KOoTopbie:

. MMEIOT NPU3HAKN MHPEKLMM, BKOYAIOLME Kap, Kallenb, roN0BHY0 601b UK yXyalleHWe obLLero camo4vyBCcTBus;

*  MMET UHPEKLMIO B aKTMBHON dase Uau NoayyatoT edeHne no nosoay nHdekuum;

*  VMMET peunanBupyowme, XpoOHNYECKMe UNu Taxenble MHGEKUMM B aHaMHe3e;

. 6on1etoT unn 6onenn BUPYCHbIM renaTuTom Uam ntobbim Apyrm 3abosieBaHMEM NeYeHu;

hd NPUHUMAOT UIn KOI'p,a-ﬂI/IGO NPUHUMaNN NeKapCTBEHHbIE NpenapaTbl, BAnAKWNE Ha UMMYHHYIO CUCTEMY, HaNnpuUMep,
XMmMmunoTepanesTUHeCKMe npenapatbl I UMMYHOCYNPECCAHTbI;

o NPUHUMAIOT MU HeaBHO NPUHUMAIKN Ntobble Apyrue eKapcTBeHHbIE NpenapaThl (B TOM YMCie Te, KOTOpble OHW Npuobpenu B
anTeke, cynepmapKeTe UM MarasuvHe TOBapoB A8 340pP0BbA);

. HeaBHO NPOXOAMAM BAaKLMHALMIO UM NAAHUPYIOT ee NPoMNTH;

. NPUHUMAIOT aHTUIMNEPTEH3UBHbIE NPenaparbl;

. 6epemeHHbl, NNaHUPYIOT 6epemMeHHOCTb UK KOPMAT rpyablo;

. umetoT 3aboneBaHNA cepaedYHO-COCYANCTON CUCTEMbI UK MONYHANN XMMUOTEPANUIO C KAPAUOTOKCUYECKUM 3bdEeKToMm;

. MMeIOT HapyLUeHWe AblXaHus;

. MMEIOT OCHOBHOE 3a60/1€BaHME, KOTOPOE MOKET NMPUBECTU K Cepbe3HO MHbEKLUK (Hanpumep, runorammarnobyimHemms).

B aTnx CUTYyaumax HEO6XO,CI,VIMO BHMMaATE/IbHO C/1e40BaTb YKa3aHUAM, npuseaeHHbIM B UHCTPYKL MWK MO NPUMEHEHUIO.

1. Calabrese LH et al. Progressive multifocal leukoencephalopathy in rheumatic diseases: evolving clinical and pathologic patterns of
disease. Arthritis Rheum 2007; 56: 2116-2128
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2. Kartau M et al. Progressive Multifocal Leukoencephalopathy: Current Insights. Degener Neurol Neuromuscul Dis. 2019; 9:109-121.

3. Snopkova S et al. Progressive multifocal leukoencephalopathy - epidemiology, immune response, clinical differences, treatment.
Epidemiol Mikrobiol Imunol. 2019; 68: 24-31.

4. Berger JR et al., Progressive multifocal leukoencephalopathy in rituximab-treated rheumatic diseases: a rare event. J Neurovirol.
2018; 24: 323-331.

DononHutenoHaa nHpopmaums

Mpy BO3HUKHOBEHUW KaKUX-1MB0 BOMPOCOB UM 3aTPYAHEHUI:

Mpocum obpawatbes B AO “Pow-Mocksa” (oduumanbHbiv gucTpnbbioTop KomnaHum «®. XoddmaHH-/1a Pow J1T4.») B TOM cyyae, ecnun y
BaC BO3HWKHYT BONPOChI UM NOTPebyIoTCA AOMNONHUTEbHbIE CBeAEeHMUA NO NpumMeHeHuto npenapata MABTEPA® (putykcmab), no
TenepoHy 8(495) 229-29-99 (odwuc).

Appec: AO “Poww-Mockea” (opuupmanbHblit ancTpubbioTop KomnaHum «d. XopdpmarH-/1a Pow Jita.»).

TenedoH: +7 (495) 229 29 99, dakc: +7 (495) 229 79 99;

e-mail: moscow.ds@roche.com (ana coobuieHns o HexkenaTenbHbIN ABNEHUAX);

e-mail: moscow.medinfo@roche.com (ana nony4eHnsa meguuMHCKOM MHPOPMaLUKM Mo Npenaparty);

dopma obpaTHOIM cBA3M Ha caiTe: www.roche.ru
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[lokyMeHT noanucaH v nepeaan yepes onepatopa 340 AO «[1O «CKb KoHTyp»

Moanuncn oTnpasnTens:

Bnaseney ceptvidrikata: opraHmsaLms, COTPYAHMK

® AO "POW-MOCKBA"
Papeesa ExatepuHa VBaHoBHa, PykoBoanTtens
MeANLMHCKOro oTAena

CeptuduKkaT: CepuiiHbIi HOMeP, NepUoz
NEeNCTBUA
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