NHdopmaunmoHHan 6polutopa gna pogutenen

Zolgensma - 30JITEHCMA
BHyTpuBeHHasa nidysusa

CocraB:
Onasemnogene abeparvovec
Kaxkgblh pnakoH copepxuT: 2.0 X 10" vg/mL

laHHaa wuwHPopMaLMOHHas Opoluopa COAepPXUT KpaTKyl KHbopMauuio o
nekapcTBEHHOM npenapare. ECiv y BaC BO3HUKHYT JOMNOMHUTENbHbIE BOMPOCHI,
obpatnTech K Bpauy unu dapmawesTy.

[ina Koro npegHasHaveH npenapar?

3onreHcma npepHasHavyeH ANA JleYeHNA fAeTell He cTaplue ABYX JeT ¢
yCTaHOBJIeHHbIM AuarHosom CMA - c cumntomamu 3a6oneBaHusa unu 6e3
HUX.

MNMpenapat BBOANTCA OAHOKPaTHO MNYTEM BHYTPUBEHHOW MHY3UN.

3aboneaHne CMA Bo3HMKaeT BcrieAcTBUe MyTauum reHa SMN1. MyTauus 3toro
reHa sIBNAeTCA NPUYNHOM HE[OCTaTOYHOW BbIPAabOTKM 6esika, KOTOPbIi HAa3blBAETCA
SMN. 3onreHcma ABRAETCA MNpenapaTtoM FeHHOW Tepanuu: OH COREPXKUT TeH,
Kogupyowmii HegocTawwmin 6enok. MNocne BBegeHUA npenapata 3onreHcma
opraHusm MoXeT BblpabaTbiBaTb HefoCTaloWMin 6enok B NpaBuabHON popme U B
[LOCTaTOYHOM KOJNMYecTBe.

Ocob6ble npepocTepexeHNAa N MNOOGOYHbIE ABNeHUA, CBA3aHHble C
npyuMeHeHVeM npenapara

1. Taxenoe ocCTpoe mnopa)XeHWe MeyeHuW, OCTpaA MevyeHOYHas
He0CTaTOYHOCTb WU NOBbILIEeHNE YPOBHA GpepPMEHTOB NneveHun

MpenapaT MOXeT BbI3BaTb TOBbILEHNE YPOBHA (GEPMEHTOB MEeYeHM, B
pe3ynbTaTe Yero MOXEeT Pa3BUTHCA TAXKENOe MOPAXeHWe MeyeHu WM ocTpas
neyeHouYHass HeAOCTaTOYHOCTb. [1o 3TOW MpUUMHE NauWeHT Ha4yHeT MnonydyaTb
KOPTUKOCTEPOWAHDBIV Npenapar 3a AeHb A0 NPUMEHEHMNS 30/ITeHCMbl U TPOLOSIKNT
€ro Npuem B TeYeHne Kak MMHUMYM eLe 30 AHel Nocsie NPOBEAEHNA OQHOKPATHOIO
neyenus. MNocne neyeHus y nayueHTa OyaeT BbINOJIHEHA CEPUS PYTUHHbBIX AHANN30B
KPOBM C LIENIbI0 MOHUTOPUHIa NeYeHOUHbIX GYHKUMIA B TeUeHre He MeHee TPEX
MecsiLieB Nocsie Havasa neyeHns: O4MH pa3 B Hefenio B TeUeHne NepBoro Mecsua,
a B flasibHENLLEM OfVH Pa3 B [1Be HeAeNIN B TEYEHVe BTOPOrO 1 TPETbEro MecCALEB,
noka He GyAeT MoslyyeH pe3ynbraT B npefeniax Hopmbl. B cnyyae noxxenteHus
KOXHbIX MOKPOBOB WAW Ma3HbIX CKNep, B c/lyyae Mpomnycka Jo3bl CTEPOUJOB,
a TakXe B CJlyyae, eciv y naureHTa 6bina pBoTa nocse nx NpuemMa, Uimn nauueHTt
MCMbITHIBAET CHUXKEHUE BHUMAHWSA, CNielyeT yBeJOMUTD Jlevallero Bpayva.

2. BakuuHauywmsa nepen eBegeHneM npenaparta v nocsie 3aToro

CnepyeT NPOKOHCYNbTMPOBATHCA C SleYaLLUM NePCOHaNIOM OTHOCUTENIbHO CPOKOB
BaKLUWHaL MM He3a40Nro A0 UK Nocsie Npréma CTeponaoB.



3. WHdeKunoHHble 3ab6oneBaHnA
NHdeKUMoHHbIe 3aboneBaHus (Takue Kak MPOCTyAa, FPUMM, BOCMNaneHne 6poHXoB

- BPOHXMONNT, BOCMANIEHNE CPEAHErO yXa, BOCMASIeHNe XenyaKa U KUWweyHuKa)
nepepg sedyeHvieM npenapatoM 30/Ir€HCMa WM MOC/e Hero MOXeT MprBecTy
K Cepbe3HbiM OCNIoXHeHuAM. CneflyeT o6pallaTb BHUMaHWE HA BO3MOXHble
CYMMTOMbI 3TUX 3ab0NeBaHNI, TaKUe KaK Kallesib, XpUMbl, YXaHUE, HACMOPK, 60J1b
B ropsie Wiy noBbllleHVie TeMnepaTypbl Tefa. B cnyyae noseneHvs cUMNTOMOB,
YKa3blBaOLWMX HAa BO3MOXHOCTb MHbEKUMW, CieayeT HEMEANIEHHO MOCTaBUTb B
M3BECTHOCTb JievaLlero Bpava.

4. TpomGounTONEHUsA - HN3KUI ypOBEHb TPOMGOLIMTOB

30/IreHCMa MOXET BbI3blBaTb CHUKEHWE YPOBHA TPOMOOLMTOB KPOBM, UTO
MOBbILLIAET PUCK MNOABMIEHNA FEMATOM UM KPOBOTEUEHWIA.

B criyuae nosBieHVs reMaToM («CYHAKOB») U KPOBOTEUEHWSA ClieAyeT NoCTaBuTb
B M3BECTHOCTb Jievalllero Bpayva.

CnepnyeT BbINOMHATb aHa/IN3 KPOBW Ha TPOMOOLMTLI OANH Pa3 B HEAENIO B TeYeHne
NnepBoOro MecsLa nocse NPoBefeHNsA NeYeHNs, a B fanbHelLwemM B TeUeHre BTOPOro
N TPETbero MecsLleB — OfVH pa3 B [iBe Hefesnu, Noka YPoBeHb TPOMOOLMTOB He
HopManu3yeTcs.

5. Mo6GouHble ABNeHUs, CBA3aHHble C cepAuemM - BbICOKMIA YpPOBeHb
TponoHuHa-I

TponoHwuH-| - 3To 6enok, NoBbILLEHME YPOBHA KOTOPOTO B KPOBM MOXKET yKa3bliBaTb
Ha noparkeHue cepgua.

MoXeT umeTb MeCTo NOBbILWEHME YPOBHA 3TOro 6enka B KpoBu. B 3Tol cBA3n
cnepyet HabnodaTth 3a YPOBHEM 3TOro 6efnka B KPOBM B TEUEHUE HE MeHee Tpex
MecALEeB Nnocne npoBefieHNsA NeveHns: aHann3 OyaeT BbIMOMHATLCA OAUH pa3 B
Hefeno B TeUeHne nepBoro MecsALa Nocse NPoBeAeHNA neveHnsn, a B JasibHenLem
B TeUEHUE BTOPOTO U TPETLErO MECALIEB — OfMH Pa3 B MeCAL, NOKa ypoBeHb 6eska
He HoOpManu3yeTcs.

6. O6paboTKa BbigeneHmi

3onreHcMa BbIBOAMTCA U3 OpraHri3Ma B OCHOBHOM Yepes BblAeNIMTENbHYI0 cUcTeMy
naumeHTa.

MosTtoMy B TeueHMe MecAua nocsie UHQY3UU MOATY3HUKU C Kanom crepyet
NMoMecTuTb B fBa LennodaHOBbIX MaKeTa nepep TeM, Kak YTUIN3MPOBATb KX C
06bIYHbIM ObITOBBIM MycOpOM. [TOMUMO 3TOro, CreayeT TLWATENIbHO MbiTb PYKU
nocsie KOHTaKTa C KasioM, BbIAEEHUAMY UAN XUAKOCTAMY OpraHn3ma naumeHTa.

7. TMA (Tpomb6oTuyecKkass MUKpoaHruonarus) - Tpom6oTmnyeckas sakynopka
MeNKNX KPOBEHOCHbIX COCYA0B
3o/reHCcMa MOXeET Bbl3BaTb CHUMKEHVE KONTMYeCTBa TPOMOOLUTOB 1 SpUTPOLNTOB,
OCTpOe TMOopa)keHWe MoyYeK U YBeNYUTb PUCK MOABAEHUA remMaTtom Wnun
KPOBOTEUYEHUI, KOTOPblE MOTYTABNATHCA Npu3Hakamy TMA. CoobLuanoch o cnyyanx
TMA, KoTopble npousowwny Npubn3nTENbHO Yepe3 Hefento nocne noayyeHus
nHdy3um 3onreHcma. CrneflyeT HemeAneHHO 06paTUTbCA 3a MeAULMHCKON
MOMOLLbIO, €CNIN Y NaLMeHTa NOABATCA KPOBOTEUEHUA WM reMaToMbl, CyAoporu




UNY yMeHbLLEHME 06EMA/UacTOTbl MOUENCTYCKaHMI MOCIE NPOBELEHNSA JIeUEHNS
npenapatom 3o/ireHcma.

Kak npumeHATb npenapart?

3onreHcMa BBOAMWTCA B OpPraHU3M OAHOKPATHO MYTEM BHYTPUBEHHOW MHOY3MK
yepes nepudepryecknin BEHO3HbIN KaTeTep.

BpaubygeTBecTu perynapHoe BpauebHoe HabnogeHne 3a pebeHKoM, MosyyatoLmM
neyeHwue.

[nAa nonyyeHna nonHom nHbopmaLmm O faHHOM MpenapaTe cnefyet NpoynTaTb
WHCTPYKLMIO MO NPUMEHEHMIO Npenaparta.

Mo6ouHble ABNeHNA

PacnpocTpaHeHHble MOH6OYHbIE ABEHMSA: MOBbILIEHVE YPOBHA GEPMEHTOB NeYeHM

1 pBOTa

06 onucaHHbIX HYXKe MOOOYHbIX ABJIEHMAX COOOLLANOCh MNOC/Ee TOro, KaK npenapat

3onreHcma 6bin ofobpeH K nprMeHeHNo. NMocKonbKy 06 3TUX MOOOYHbIX ABNEHUSX

cooOlWanu MpPon3BOJSIbHO, HE BCErAa MOXHO OLEHUTb Hagnexawmm obpasom

YacToTy WX MNOABNEHUA WM OOBOCHOBaTb MPUUYMHHO-CIEACTBEHHYIO CBA3b C

npenapaTom:

e HapylweHuns, cBA3aHHble C KPOBEHOCHOW W NMMQaTUUYeCcKon CucTemamm:
TpomboTnyeckas MuKpoaHruonatus — thrombotic microangiopathy (TMA)
(TpomboTMYeCKan 3aKyrnopKa MesIKX KPOBEHOCHbIX COCYAOB)

e OcTpas neyeHOUHaa HeAOCTAaTOUYHOCTb, OCTPOE NopaxeHre neyeHn

e [loBblleHVe TeMnepaTypbl Tena

o [loBblWEeHMe YPOBHA 6esika TPOMOHVH

e TpombouuToneHus (HN3KUiM ypoBeHb TPOMOOLMTOB)

Mpwn noABneHUM NOBGOYHOrO SIBMIEHNS, a TaKXKe eCi KaKoe-Mbo 13 NobOYHbIX
ABNEHUIN ycyrybnaetca wnm ecnv Bbl CTpafaeTe MoOOYHbIM SABNEHUEM, He
YKa3aHHbIM B [aHHOWN WHCTPYKUWM, Bam crieflyeT MpPOKOHCYNbTUPOBATLCA Y
nevatiiero Bpava.

MoXHO co0bLWKTb O MOOOYHBIX ABMEHUAX B MUHUCTEPCTBO 34PAaBOOXPAHEHNS,
HakaB Ha ccbinky «CoobuleHne o nobouHbix 3dbdekTax OT neKkapcTsy,
KOTOpas HaxoguTcAa Ha WHTepHeT-calTe MuHUCTepCTBa 3L paBOOXPAHEHUS
(www.health.gov.il), uTO6bI NeperT Ha 3NEKTPOHHbI 6GnaHKk cooblieHna o
Nno6oYHbIX ABNEHUAX, NV Neperas no ccoiike: https://sideeffects.health.gov.il

MoxHo Takxe cooOwWwmTb Bnagenbuy peructpauum «Hosaptuc Vicpasnb NTO»
yepes safetydesk.israel@novartis.com

®opmat gaHHOro MHGOPMaLMOHHOTO NINCTa U €ro CofeprkaHne Oblv yTBEPKAEHDI
MwHuncTepcTBOM 3apaBooxpaHeHus B mapTe 2022 rofa.

MpousBoguTtennb: Novartis Gene Therapies, Inc

Bnageneu perncrpaunoHHoro ygocrosepeHus: «Hosaptuc Vicpasnb JITO», M.A.
7126, yn. Touepet Xa-Apel, 6, Tenb-ABuB.

Ten.: 03-9201111, dpakc: 03-9229230
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