$ Memorial Sloan Kettering
T ) Cancer Center

OBPA3OBATEJIbHbIE MATEPWAJIbI OJ1 MAUWEHTOB U
YXAXKNBAKOLWNX 3A HAMW NTNL,

Fidanacogene Elaparvovec

OTOT OOKYMEHT, IpeagocTaBlIeHHbIn Lexicomp®,
COOEPKUT BCIO HEOOXOOAMMYI0 HHHOPMAIIUIO O
IIperapare, BKiI4Yas IoKa3aHusa, CI0Cco0 IIPpUMEHEeHUSI,
1mo004YHbIE 3DPEKTHI U CIIydau, IPU KOTOPBIX
Heo0X0OuMO CBSI3aThCS C BAIlIUM IIOCTABIIUKOM
MEOUIIMHCKUX YCIIYT.

ToproBble HamMeHoBaHusA: CLLUA
Beqvez

Onsa 4yero Mcnosib3yeTcAa 3TOT JIeKapPCTBEHHbIN
npenapart?

e OH UCIIONB3YETCA AJIA JIeYeHUS HEKOTOPHIX JII0OEU C
remopunuen B.

Y10 HeoOXO0AMMO cooOwuTbL Bpauy MNEPEN npueMom
AAaHHOro npenaparta?

e Ecnu y Bac anneprus Ha JaHHBIM IIpemnapar, JTio0nie
ero COCTaBJIAIIINe, OPyrue rnpernapaTsl, IPOOYKTEI
IIUTAaHUS UK BellecTBa. Coo0iIuTe Bpady O Balllel
aJIJIepruv U 0 TOM, KakK OHa IMPOSABJIAJIACH.
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e Ecnu y Bac eCTh WX KOrga-1u00 ObIIM MHTUOUTOPHL K

¢pakTopy IX.

e Ecnu y Bac ecTh 11000€e U3 ceayrinux 3a001eBaHuM:

BUY, renatut, opyrue HapylleHusd [Ie4YeH!,
OTKJIOHEHVE YPOBHEN (PEePMEHTOB [eYeHU, HU3KUM
YyPOBEHb anbOyMUHa UK YBeJIMYeHHas cejle3eHKa.

ITaHHBIN COIMCOK JIEKApCTB U 3a00jIeBaHUuM, KOTOPLIE

MOT'YT He6J'Ia1"OHpI/IHTHO co4eTaThCsda C ITpUueMOM OaHHOI'O

IIpelriapara, He ABJIsA€eTCA NCHEePIIbBIBAIOIITN M.

PacckaxuTe cBoeMy Bpady U (papMalleBTy O BCEX
JIEKAPCTBEHHEBIX IIpelapaTax, KOTOPEIe Bhl IPHHUMAETE
(KakK pelenTypPHBIX, TaK U 0e3pelenTyPHBIX,
HaTypaJIbHBIX IIpelapaTax 1 BUTaMHHAX), a TaK¥XkKe 0
cBOMX IMpoOjyieMax CO 3MOpoBbeEM. BaM HE0OOXOOHUMO
yIOCTOBEPUTHLCS, YTO IPHEM OJAaHHOTO IMpelapara
O0e30IaceH ONpH Ballux 3a00JIeBaHUSIX U B COYETAHUH C
OPYTUMH JIEKAaPCTBEHHLIMH IIperapaTaMi, KOTOPhIE€ BhI
y2Ke NpuHuMaeTe. He HaumHaiTe U He IIpeKpalanTe
IIpreM KaKoro-anbo JIeKapCTBEHHOI O IIpernapara, a
TaKKe He MeHSIHTe JO3UPOBKY 0e3 COTrIacoOBaHUS C
BpadoM.

Y10 MHe HeoOXx0AMMO 3HaTb UM AenaTtb, NOKa A
NPUHMMAIO O AHHbLIA NpenapaTt?

e Co00O1uTe BCceM 00CIyKHBaIOIINM Bac MeOUITMHCKUM
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pabOTHUKAM O TOM, YTO BBl mpuHKUMaeTe 3TOT
IpemnapaT. TO Bpaul, MeacecTprl, dapMalleBTh 1
CTOMAaTOJIOTH.

e BRITONMHSANTE aHAIN3bl KPOBU U OAPYyTrue 1ad0paTOPHEIE
aHaJIM3bl B COOTBETCTBUU C YKa3aHUSIMHU Bpadya.

e OTOT IpemnapaT MOXKEeT ITIOMOTraTh He BCEM JIMIIAM,
IIPUMEHSIIONINM ero. [IpOKOHCYIbTUPYUTECH C BPAUOM.

e Ecm BO3MOXKHO, yOeOuTeCh, UYTO Ballla BaKIIMHAIINSI
aKTyaJlbHA [0 JIEYEeHUS 3TUM IIpernapaToM.

e [Tlepen ynmoTpebieHneM aIKOT0JIs
IIPOKOHCYIBTUPYUTECEH C BpauoM. BaM HyKHO Oymer
OTPAHUYUTH YIIOTPEeOJIeHNe aJIKOT0JIsi B TeUeHUe rofa
II0CJIe IIpHeMa 3TOTOo IIpenapara.

e OTOT IIperapaT MOXKET IlepenaBaThbCSa OPYTUM JIUIlaM
yepe3 OnoyorundyeckKre XXKUJKOCTH B TedeHue 6
Mecs1ieB 1ociie nHQy3uu. [lepegadya B OCHOBHOM
IIPOUCXOOUT Yepe3 MOYYy U CTYJI, HO MHOTJa Yepes
CIIOHY, CIIN3b U cuepMmy. OOCyauTe CO CBOMM BpadoM,
KakK nm30exaTh Iepegaydy 3TOro IIpenapaTta OJpyruM
moassM. O0s13aTeNbHO TIATEIRHO MOUTE PYKU U
YTUJIU3UPYUTE BCE, UTO BCTYIIAaeT B KOHTAKT C
OMOJIOTUYECKUMHU XKUOKOCTSIMU OpTraHu3Ma, COTJIaCHO
YKa3aHUSAM.

e He cTaHOBUTECH MOHOPOM CIIEPMEI B TEUEHHE 6

3/11



MeCsdLeB II0CIIe IIPUueMa 3TOI'O IIpellapaTa.

e Mcnonb3yiiTe Ipe3epBaTUB BO BpeMs II0JIOBOTO aKTa
HJIM BO3[EPKUBANTECh OT CEKCyaJIbHBIX KOHTAaKTOB B
TeudeHue 6 MecCsIleB II0cCJjie IIprueMa 9TOro IIpernapara.

e ECTh BEPOSITHOCTH, YTO 3TOT IIpemnapaT MOXKET BhI3BaTh
pak neyeHu. Ciay4dyaeB pakKa [Ie4YeHU IPU IIPUMEHEeHUU
9TOr0 IIpenapaTra He Habmoganock. [lorosopute co
CBOMM BpPa4yOM, €CJI1 ¥ BaC €CTb IPOOJIEMEI C TE€YEHBIO
WJIM BaM CKa3aJik, 4YTO Y BaC €CTh PUCK Pa3BUTHUSA PaKa
rnedeHu. [loroBopuTe CO CBOMM BpadyOM, €CJIA BhI
OTHOCHUTECH K CTaplller BO3PaCTHOU I'PYIIIIe UJIN
PErynsipHO ynoTpeOsieTe alKorolb.

e JlaHHBIM JIEKAaPCTBEHHBIN IIPenapaT He Omo0OpeH s
IIPUMEHEHUS V XKeHIUH. 2KeHIlIuHaM, IPUMEHSIOINM
OaHHBIN IIperapaTt, Heo0xXoguMo
IIPOKOHCYJIbTUPOBATHCS C Bpa4oOM B CiIy4yae
OepeMeHHOCTH, IIJIaHUPOBaHUS 0epPEMEHHOCTH UIIN
I'PYOHOTO BCKapMJIMBaHUS.

O Kakux nodo4HbIX 3cpPpeKkTax MHe cnepyer
HeMepnJIeHHO coo0LwaTh sileYawemy Bpauy?

ITPENVIIPE2KIIEHHUE. B penkux ciaydasax y
HEKOTOPBHIX ITallMeHTOB IIPUEM OaHHOTO IIperaparTa
MOXKEeT IMOBJIeYb CEPhE3HLIE, @ MHOTOa U CMEPTEIbHO
omacHbIe Io004YHbIe 3¢ dekTrl. HeMenmeHHO CBIXKUTECH C
jledalliuM BpadyoM UIM 00paTHUTECh 3a MEOUIIMHCKOM
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IIOMOIIBIO, €CJIX Y BaC MIPUCYTCTBYIOT CJI€OYIOIINE
IIPM3HAKU UJIM CUMIITOMBI, KOTOPEIE MOTYT OBITH CBSI3aHBI
C Cepbe3HBIMHU MOOOYHBEIMU 3P PeKTaMu:

e [Iprv3HaKM anIepruyeckKon peakiny, TaKrue KaK ChIIb,
KpamnuBHUIIA, 3y, IOKPAaCHEBIIIasad U OTe4YHasa KoxKa C
BOJIOBLIPSIMU UJIM LIEJyIIIeHHeM, BO3MOXKHO B
COYeTaHMWH C JINXOPaaKOHu, CBUCTHIIEE UIN XPUIISAIIee
ObIXaHNEe, CTECHEHNE B I'PyOUN UJIU ropJie,
3aTPYOHEHHOE ObIXxaHue, I'JIOTaHue U Peub,
HeOOBIYHas XPUIIJIOCTh, OTEYHOCTDL B 00JIaCTH PTa,
nuia, ryo, sS3bpIlKa UJIU ropJia.

e [Ipr3HaKM HapPYIIEHUN CO CTOPOHHI ITIeYeH!, TaKue KaK
IIOTEMHEHNE MOYHM, YTOMJISIEMOCTb, OTCYTCTBHE
aIrmneTHuTa, TOITHOTA UK 00JIb B 3KMBOTE, IIOCBETJIEHHUE
KaJjla, PBOTA, MOXKeJITeHNEe KOXKHU NJIN T'jia3.

e HabGmioganucek nHQPY3nMOHHLEIE peaKuu. [Tocre
IIPUMEHEeHH’s IpelapaTa 1 He MeHee 3 4aCoB IIOCJIe
3TOT0 BBl OyIeTe HaXOOUThCS 101 HaOIIOeHueM.
HemenneHHO 0OpaTUTECh K Bpady, €CIIA y Bac
IIOSIBUJIUCH 2Kap, 03HOO, ToJIoBHasA 00JIb, HAPYIIIEHUE
CepaevYHOoro puTMa, TOIIIHOTA, PBOTA, MPHU3HAKU
IIOHN>KEHHOI'0 KPOBSIHOTO JaBJI€HHsI, TaKHe KakK
rOJIOBOKPYKEeHNEe U OOMOPOK, U OPyrue moOOYHEIE
3(pHEeKTHI.
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KakoBbl HeKoTopbie apyrue nobouHsbie 3¢ dekTbl
AAHHOrO JleKapCTBEeHHOro npenaparta?

JI:0001 TeKapCTBEHHBIM IperapaT MOXKeT UMETh
1mo0o4uHbIe 3QPekThl. OTHAKO Y MHOTHUX JTI0Oe IOO0YHEIE
3¢ dekTH MO0 He3HAUYUTENbHEIE, TN00 BOOOIIE
OTCYTCTBYIOT. CBSI2KHMTECH C Bpa4yOM UJIM O0OpaTUTECH 3a
MEOUIIMHCKOU IIOMOIIBIO, eCciikd Bac 0eCIoKOAT mto0bie
1mo004YHBIE 3PPEKTHI, NN €CJId ITO00YHBIE 3(PPHEKTHI
MMEIOT CTOMKHUUN XapakTep.

ITaHHBIM CIINCOK BO3MOXKHBIX TOOOYHEIX 3(PEKTOB HE
SIBJISIETCSI MCUEPIIBIBAIOIKM. EC/in y BaC BO3HUKIIN
BOIIPOCHI KacaTeJIbHO MOOOYHEIX 3(p(PEKTOB, CBIKUTECH
CO CBOMM BpPa4yoM. [IPOKOHCYJIbTUPYUTECH C BpAa4OM
OTHOCHUTEJIbHO MOOOYHEIX 3(PEKTOB.

Bil MOzkKeTe COOOIIUTE O PAa3BUTHH ITOOOYHBIX 3(hPEKTOB
B HAITMOHAJIbHOE yIIpaBJIeHHE 30PaBOOXPaHEHUS.

BrI MozkeTe cooOmINUThE 0 M0O0YHBIX 3pdekTax B FDA 110
HoMepy 1-800-332-1088. Bul TakKe MOXKETE COOOIINUTD O
IOO0OYHHIX 9(pPeKTax Ha cauTe
https://www.fda.gov/medwatch.

Kak nyylwie BCero npuHUMaTb 3TOT JIEKAaPCTBEHHbIN
npenapart?

IIpuMeHsHTEe DaHHBIU IIpernapaT B COOTBETCTBUM C
rpennucaHusaMu Bpada. [IpounTanTe BCIO
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tel:+1-800-332-1088
https://www.fda.gov/medwatch

IpenocTaBiieHHYI0 Bam nuadopMmaluio. CTporo ciaenyure
BCEM MHCTPYKIIMSIM.

e OTOT IIpenapar BBOASAT UHPY3MOHHO BHYTPUBEHHO
HEMPEPLIBHO B TEYEHME OIIPENEIEeHHOTO BpEMEHH.

YTOo menaTtb B canydae nponycka npueMa A03bl
JleKapCTBeHHOro npenapara?

e 3a DalbHEUIINMM YKa3aHUSAMU 00paTUTECH K Bpayy.

Kak MHe XpaHuTb 1 (nnm) BbIOpOCUTDb 3TOT
JieKapCTBEeHHbIA nNpenaparT?

e OTy MHBEKINIO BaM caenaioT B MEOUIIMHCKOM
yupexageHuu. Bel He OymeTe XpaHUTH €ro JoMa.

ObwMe cBepeHUa O JieKapCTBEeHHbIX Npenapartax
e Ecnu cocTosiHMe Balllero 3M0POBhLA He YIIYYIIaeTCs
WY JaXKe yXyallaeTcsi, o0paTUTeCh K Bpauy.

e He cnenmyeT maBaTh KOMY-IHM0OO CBO€E JIEKAPCTBO U
IIPUHUMATh YyzKHe JIeKapCcTBa.

e XpaHHUTE BCe JIeKapCTBEHHLIE IIpernapaThl B
0e30ImacHOM MecTe. XpaHUTe Bce JTeKapCTBEHHEIEe
IIpenapaThl B MecTe, HeJOCTYIIHOM [JIsI JeTeu 1
OOMAIITHUX KHMBOTHBIX.

e YTUIHN3UPYIHTE HEHNCIOJIb30BaHHEIE JIEKAPCTBEHHEIE
IIpernapaThl UK IpenapaThl C UCTEKIINM CPOKOM
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rogHocTu. He BrIIuBaMTe B TyajlleT UM KaHaJIN3allHUIo
0e3 COOTBETCTBYIONIMX YKa3aHuM. Eciu y Bac ecThb
BOIIPOCHI OTHOCUTEILHO YTUIN3AIINHN JIEKAPCTBEHHBIX
IIpernapaToB, IIPOKOHCYIbLTUPYUTECE C (DapMalleBTOM.
B BallteM peruoHe MOTYT IeMCTBOBAThL IIPOTrPaMMEI
YTUJIN3AIIUK JIeKaPCTBEHHBIX IIperapaTos.

K HEKOTOPHIM JIEKAPCTBEHHEBIM ITpemapaTtaM MOTYT
IIpuaaraTbCsa Opyrue nH@opMalnoOHHBIE JIMCTKU OIS
nanueHTa. Ecnu y Bac ecTh BOIIPOCEHI, Kacarluecs
OAaHHOTO JIEKapCTBEHHOIO IIpemnapara,
ITPOKOHCYJIbTUPYUTECH C BPA4YOM, MEIICECTPOH,
bapMameBTOM UIN OPYTUM PAaOOTHUKOM
30paBOOXPaHEHUS.

K HEKOTOPBIM JIEKAPCTBEHHEBIM ITpemapaTaM MOTYT
IIpujaraThbCda Opyrue HHOOPMaIlMOHHBIE TUCTKU OIS
rnaleHTa. YTOUHUTE y ¢papMalieBTa. Eciu y Bac ecTs
BOIIPOCHI, KaCalIuecsa JaHHOTO JIEKapCTBEHHOI' O
IIpemnapaTa, IPOKOHCYJIbTUPYUTECE C BpadoM,
MeacecTpou, ¢papMalleBTOM MJIN APYTUM PaOOTHUKOM
30pPaBOOXPaHEHUS.

Ecnu BB cuMTaeTe, YTO IPOMU3OIIJia Iepeao3unpPoBKa
IIperapara, HeMeaJIeHHO ITI03BOHUTE B
TOKCHKOJIOTUYECKHNH IIEHTP UJIK OOpaTUTECH 3a
MEeOUITMHCKON IIOMOIIbLI0. BygbTe roTOBE COOOIINTD
1JIU II0Ka3aTh, KaKOM IIpelaparT Bhl IIPUHSIJIN, B KAKOM
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KOJIN4YeCTBE U KOI'ld 3TO IIPOU3OIIIIO.

Ncnonb3oBaHMe uHcpopMmaumm norpedurenem m
OrpaHu4YeHue OTBEeTCTBEHHOCTH

OTa 0000mieHHass nHpOpMaIusI BKIII0OYaeT KPaTKUe
CBeOEeHHs O Juar”Ho3e, JIeYeHUHU HU/UIN JIEKapCTBEHHOM
npemnaparte. OHa He SIBISIETCS BCeOOBEMITIONINM
NCTOYHUKOM JAaHHBIX M JOJI2KHA MCIIOJIb30BAThCS B
KayeCTBe HHCTPYMEHTAa, IIOMOTaloIIero I10JIb30BaTeIio
IIOHSTH U (MJIN) OLIEHUTHh MOTEHIIMaJIbHEIE BaPUAHTEHI
OUarHoCcTukKu u nedeHusi. OHa HE BkirodyaeT B ceOs BCIO
MH(MOpPMAIIMIO O COCTOSHHUAX, METOOaX JIeYeHHs,
JIeKapCcTBaX, MOO0YHBIX 3(PeKTax UIN PUCKaX, KOTOPHIE
MOT'YT OTHOCUTBLCS K KOHKpPeTHOMY HanueHTy. OHa He
OOJIKHA CYMTATHCS MEOUIIMHCKON KOHCYJIbTallueu UJIu
3aMEHOU MEOUIIMHCKOU KOHCYJIbTAalluK, OUAarHOCTUKU
HUJIN JIeYeHHUs, IPeaoCTaBIsIeMbIX BpadOM Ha OCHOBE
Bpa4vyeOHOTo 00CieoBaHUS U OIIeHKY KOHKPETHRIX U
YVHUKAJIbHBIX O0CTOSITE/IbCTB ITallieHTa. [lalueHTh
OOJIZKHEI IPOKOHCYJIbTUPOBATHECS C BPa4YOM OJIs
II0JIy4YeHHUS MIOJTHOU MHPOPMAaLUM O CBOEM 3[10POBLE,
MEOUIIMHCKHUX BOMIPOCaX U BapHaHTaXx JIeUeHUsI, BKI04asd
TI00bIe PHUCKU UJIH IIPENUMYINECTBA B OTHOIIIEHUU

M CIIOJIb30BaHUS JIEKapCTB. [laHHasa nH(poOpMalus He
SIBJISIETCSI TapaHTHUEMN TOr0, YTO BU[ JIEUHEHUS WUJIN
JIEKaPCTBEHHBIN IIperapaT 0e3omnaceH, adPeKTuBEeH UIHN
Om0OpEeH AJis JIedeHUsI KOHKPETHRIX IMallieHTOB.
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ITpeopnpusatue UpToDate, Inc. u ero mouepuue
IIPEeOnpPUsITHSA OTKAa3bIBAIOTCS OT JIIOOBIX TapaHTHUU HUJIU
00s13aTEeIbCTB, CBSI3AaHHBIX C 3TOM HH(POPMAIIEeN UIN ee
M CIIOJIb30BaHuEM. MICII0/Ib30BaHUE 3TOM MHPOPMaIUN
pPeryaupyeTrcs YCIOBUSAMU HUCIIOJIb30BaHUSI,
IIpeaCcTaBIeHHBIMU Ha BeO-CTpaHUIIEe
https://www.wolterskluwer.com/en/know/clinical-
effectiveness-terms.

LNaTa nocsepHero nepecMoTpa
2024-05-03

ABTOpCKOe npaBo
© UpToDate, Inc. u ee adpPpunupoBaHHEIEe KOMIIaHUN
u/unu nuieH3uapel, 2024. Bce ripaBa 3allUIEHHI.

10/11


https://www.wolterskluwer.com/en/know/clinical-effectiveness-terms

If you have questions or concerns, contact your

healthcare provider. A member of your care team will

answer Monday through Friday from 9 a.m. to 5 p.m.
Outside those hours, you can leave a message or talk
with another MSK provider. There is always a doctor
or nurse on call. If you’re not sure how to reach your
healthcare provider, call 212-639-2000.

IIOIOMHUTENIbHYIO HH(POPMAIINIO CM. B Halllen

BHUPTYyaJIbHOU OMOIMOTEKE Ha cauTe www.mskcc.org/pe.
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Bce npaBa 3amuinieHbl ¥ nprHaajaexaTt Memorial Sloan Kettering

Cancer Center
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