NHCTPYKUWNA
no NPMMEHEHWIO NIeKapCTBEHHOrO Npenapara Ans MeanuMHCKOro NpuMeHeHns

MUPECCA® (IRESSA)
HauMeHOBaHWe NekapCcTBEHHOro npenapaTa

PeructpaumoHHbin Homep: 1 N016075/01
ToproBoe Ha3BaHue npenapara: Vpecca®
MexayHapoaHoe HenaTeHTOBaHHOE Ha3BaHue: reutnHnG (gefitinib)

INekapcTBeHHas chopma: TabneTku, NOKpbITbIE NNIEHOYHOM 0BOMOYKOM

CocrtaB

1 TabneTka, NoKpbITasd NIEHOYHON 060NIOYKON, COAEPXKUT:

akmugHoe seuw,ecmeo: reutnHnt 250 mr

ecriomoz2amersibHble gewjecmea:; J1akTto3bl MoHormgpat 163,5 wmr, uennionosa
MUKpokpucTannuyeckas 50,0 mr, kpockapmennosa HaTpusa 20,0 mr, noBnaoH (K29-32)
10,0 mr, HaTpusa naypuncynsdat 1,5 mr, marHusa cteapat 5,0 mr;

cocmae rnéHoyHou obosoyku: runpomennosa 7,65 wmr, makporon 300 1,5 wr,
KpacuTenb xernesa okcug KpacHbit E172 0,9 mr, kpacutenb Xenesa OKCU, XXenTbIn

E172 0,9 mr, TnTana guokeng E171 0,5 wmr.

OnucaHwue
Kpyrnble, O0BOSIKOBbINyKNble TabneTkn KOPUMYHEBOrO LBETA, MOKPbITbie MMAEHOYHOWN
obono4kon, Ha ogHoOM CTopoHe TabneTku rpasmpoBka “IRESSA” n “250”. Ha nanome

Tabnetkn agpo 6enoro uBeTa.

dapmMakoTepaneBTMUYeCcKas rpynmna: npoT1BOONyXoNeBoe CPEACTBO —
NPOTENHTUPO3MHKMHA3LI UHIMBUTOP
Kop ATX: LO1XX31

dapmakonormyeckme cBomcTea
dapmakognHamMmmka
epUTUHNG, ABNASCH CENEKTMBHbIM  UHMMOUTOPOM  TUPO3UMHKMHA3bI peLenTopoB

anuaepmanbHOro dakropa pocTa, 3KCMpPeccuss KOTOpbIX HabnwgaeTca BO MHOMMX



COMMAHBIX OMyXOnisiX, TOPMO3UT POCT OMyXosiM, MeTacTasvpoBaHUE U aHrnoreHes, a
TaKkKe YCKOpPSieT anonTo3 ONyXoneBbIX KNeTOoK.

TOpMO3UT pPOCT pasnUYHbIX fIMHWA OMYXONEBbIX KMNETOK YerioBeka M nosblwaeT
NPOTMBOOMNYXOMEBYD aKTUBHOCTb XMMWOTEpaneBTUYECKUX MpenapaToB, Ny4eBOn W
ropMOoHasnbHOW Tepanuu.

KnuHuyeckne paHHble CBMAOETENbCTBYWOT O ToMm, u4Tto WMpecca® obnagaet
OOBHEKTMBHbLIM  MPOTMBOOMYXONEBbLIM  AENCTBUEM, CTAaTUCTUYECKM  OOCTOBEPHO
yBenvunBaeT BpemMs [0 NporpeccupoBaHusa 3aboneBaHus y nNauueHToOB C MECTHO-
pacnpoCcTpaHéHHbIM NN MeTacTaTUYECKMM HEMESKOKIETOYHbIM PakoM NErkoro.
lMokasaHo, 4yTto Wpecca®, B cpaBHeHUW C JoueTakcernoM, obecnevmBaeT CXOAHYH
obwyto BbbkMBaemocTb, 6onee 6GnaronpuaTHbIM NPOUb  MEPEHOCMMOCTU W
npeBoCxXoAsllee Ka4yeCTBO XN3HU Yy paHee fneYveHbiX NaumMeHToB C pacnpoCTPaHEHHbIM
HEMEITKOKNETOYHbIM pakoM FErkoro.

MaumeHTbl, HMKOrAa He KypuvBLUME, UMELMEe MOPMONOrMYecKUii BapmMaHT Onyxonu
afleHOKapUMHOMa, XXEHCKMA MNOoNn unn saBndalowmecs npeacrasutenammn  Asmatckomn
pachbl, 6onee BepoATHO ByayT umeTb acbdekT oT Tepanum npenapaTtom Mpecca®. OTtu
KNUHUYECKME XapaKTEPUCTUKN TaKKe acCOLMUPYKOTCS C BbICOKOM YacTOTOW MyTauumi
peuenTopa anugepmaribHoOro gpaktopa pocTta Onyxosnu.

Mpn cpaBHeHun npenapata Vpecca® n kKomOvHauuu kapbonnaTuH + naknuTakcesn B
NepBoM JIMHUK Tepanuu pPacnpPoOCTPAHEHHOrO0 HEMESKOKIETOYHOro paka nerkoro
(ctagusa llIB 1 1V) y 6onbHbIX A3MaTCKOW pacbkl C TMCTONOrMYeckon bopmMor onyxonum
afleHOKapuUUHOMa C HEOTAroWEeHHbIM aHaMHe30M Kypunblumka (6pocuBlune Kyputb =
15 net Hasag v BbikypuBaswue < 10 nadvek B rog), Mpecca® npogemMoHcTpupoBana
CTaTUCTMYECKN 3HAYMMble MpeuMmyllecTBa B BbbhknBaemoctTn 6e3 npusHakoB
nporpeccupoBaHnsi M OOBLEKTMBHOM OTBETe MO CpaBHEHUMIO C KOMOWHaumewn
kapbonnaTuH + naknuTakcen, kKak BO BCeW rpynne, Tak 1 B rpynne 60nbHbIX, Y KOTOPbIX
ObiNn  BbIABNEHbI MyTaLMM reHa peuenTopa anuaepMarnbHOro dakropa pocTa.
CTaTMCTNYECKM 3HAYUMOro pasnuumna B oOLier BbDKMBAEMOCTU Mexay rpynnamu

le4eHna He OTMe4€eHO.

PapMaKkOKMHeTUKa

Mocne npuema BHYTPb, BCacblBaHME MNPOUCXOOUT OTHOCUTENBHO MeEeASIEHHO.
PaBHOBecHasi KOHUEHTpauma gocturaetca nocne npuema 7-10 gos.  PerynsipHoe
Ha3HadeHne npenapata 1 pa3 B AeHb NPUBOAUT K YBENUYEHUIO KOHLIEHTpauumn B 2-8

pa3 no cpaBHEHUKO C OAHOKPAaTHbIM NpPUEMOM. MakcumanbHas KOHLUEHTpPauunAa



npenapaTa B nnasmMme KpoBu gocTuraetca B TedeHme 3—7 4YacoB. CpeaHne nokasaTtenu
abconoTHOM OBMOA4OCTYMHOCTN Yy MNaumeHToB cocTaBnawT 59%. [lMMpuem nuwmn He
BNMseT Ha GuogocTynHoCTb npenapata. lpu nokasatene pH xenyao4yHoro coka
Bblle 5 6BuogocTynHocTb repmutnHMba cHnxkaetcsa Ha 47 %.

O6bem pacnpegeneHnsa reputnHnba npu OOCTUXKEHUU PABHOBECHOW KOHLEHTpauum
coctaBnset 1400 n, 4yTO cBuAeTenbCcTByeT 0O SKCTEHCUMBHOM pacnpeneneHum
npenapaTta B TkaHsx. CBaA3b ¢ 6enkamy nnasmbl (C CbIBOPOTOYHBIM anbObyMUHOM M
anbda 1-rnvkonpoTenHom) coctaBnaeTt npudnmamntenbHo 90%.

lecouTMHMOG  nogBepraeTca  OKUCNUTENbHOMY  MeTabonmamy  NocpeacTBOM
nsocgepmeHta CYP3A4 cuctemsbl umtoxpoma P450.

WccnepoBaHusa in vitro nokasanu, 410 reUTUHUG He3HauuTernbHO UHrMbupyet
depmeHT CYP2D6. HasHauyeHne recomtnHnba coBmMecTHO ¢ meTonpononom (cyberpar
ana CYP2D6) npuBoanno K He3HaunTenbsHOMY noBbileHnto (Ha 35%) KoHueHTpauum
METONPOSONa, YTO HE ABNAETCA KIMHUYECKM 3HAYMMbIM.

MeTtabonuam reutuHMbGa npoucxogut  Tpems  nyTamu:  MeTabonmam  N-
NPONUIMOPMONIMHOBOM  PYNMbl, OEeMEeTUNPOBaHME METOKCUMBbHOW Tpynnbl  Ha
XWHa30JIMHOBYKO YacTb U OKUCNUTENbHoe AedocopunnpoBaHmne ranoreHMpoOBaHHON
dPeHUNBHOM rpynnbl.

OcHoBHOW MeTabonuT, onpegensieMbln B nnasme kposu — O-gecmeTunreduTuHmO,
obnapaet B 14 pa3 meHbllen PapmMakoNorM4eckorn akTUBHOCTBIO MO CPaBHEHMUIO C
re(oMTMHMOOM B OTHOLLEHMM KITETOYHOro pocTa, CTUMYNIMPOBAHHOIO anuaepmarbHbIM
(pakTOpOM pocTa, YTO AenaeT ManoBepoOsiTHbIM €ro CYyLWECTBEHHOE BMUsiHME Ha
KNMMHNYECKY0 aKTUBHOCTb reouTuHnGa.

O6Lwmnin NnasaMeHHbI KNMpPEHC repmntnHnba - npnbnuantensHo 500 mn/muH. CpeaHui
nepuog nonyebiBegeHna coctasnset 41 4yac. NpenapaT BbIBOAUTCA B OCHOBHOM C
dekanuamu. Moykamm BbiBOAUTCHA MeHee 4% OT BBe4EHHOM 403bl.

CBs3M Mexay HWKHUM YPOBHEM pPaBHOBECHOW KOHLEHTpauuu npenapata Wu
BO3pacTOM, MacCoW Tena, MonoM, 3THUYECKOW MPUHALNEXHOCTbIO MUMU KIIMPEHCOM
KpeaTMHUHA He BbISIBNEHO.

Ha doHe exeaoHeBHOro npuéma npenapata Wpecca® B pose 250 wmr, Bpewms
OOCTWXKEHUS pPaBHOBECHOW  KOHLEHTpauuu, OOWMiA  NNasMeHHbI  KIMPEHC U
paBHOBECHAs KOHUEHTpaums Obinv CXOXu Ans rpynn NauMeHTOB C HOpMarbHOW
YHKUNEN MNEeYEeHN U C YMEpPEHHOW MeYeHOYHOW HedoCTaTOYHOCTbL. [laHHble no 4

nauneHTam C TsKeNnom neyYeHOYHOM HeLOCTaTOYHOCTbIO BCeaCcTBME MeTacTa3oB B



nevyeHb MO3BOMAT MNPEeANOfiokKUTb, YTO PaBHOBECHAs KOHUEHTpauus Yy [OaHHbIX
nauneHToB CX0Xa C TaKOBOW Yy NaLMEHTOB C HOPMarnbHON PYHKLMEN MeYEHMW.
OcobeHHocTn gencteus npenapata Wpecca® y naumeHToB € HapyLeHUsaMu pyHKLUK

neyeHuy Bcneancrteme LMpposa uin renatnuta He nccienoBaHhbl.

lNMokasaHMA K NPUMEHEHMIO

MecTHOpacnpoCcTpaHEHHbIN NN MeTacTaTUYEeCKUA HEMESTKOKITETOYHbIN pak Nerkoro ¢
HanuyMem akTUBMPYIOLWNX MyTauunm TUPO3MHKMHA3HOIO [JOMeHa peuenTopa
anuaepmMarbHOro paktopa pocta B NepBou NUHUN Tepanuu.
MecTHO-pacnpocTpaHeHHbIN UM MeTacTaTUYECKUN HEMESKOKINETOYHbIM pakK J1erkoro,

pecbpaKTeprlVl K pexnmam XxmmMmmoTepanumun, cogepkamm npomn3soHble rninaTmuHbl.

NMpoTuBONOKa3saHuA

[MoBbIWeHHas YyBCTBUTENBHOCTb K reoUTUHNBY Unn pyrmM KOMNOHEHTam
npenaparTa.

BepemeHHOCTb 1 Nepuog nakrauuu.

[eTcknin n noapocTKoBbIN Bo3pacT (6e3onacHoOCTb U 3PPEKTUBHOCTL Yy AaHHOM

rpynnbel nauneHToB He ou,eHeHa).

C OCTOpPOXHOCTbIO: MpV ManonaTM4eckoM uUOpo3e mnerknx, MHTepPCTULMAnbHOM
NMHEBMOHWUW, NMHEBMOKOHMO3€E, NOCT/y4eBON MHEBMOHWUW, NEKapCTBEHHOW MHEBMOHMM
(OTMEeYEeH MOBLILEHHbIA YPOBEHb CMEPTHOCTM OT 3TUX 3aboneBaHuii Ha ¢oHe
neyeHus npenapaTtoM Mpecca®); npu cnabom n ymepeHHOM MOBbILLEHUN aKTUBHOCTU

“nevyeHoYHbIX” TpaHCaMMHas 1 ypoBHSA BunnpyounHa.

Cnoco6 npumeHeHnA n o3kl

BHyTpb no 250 mMr 1 pa3 B CyTKM BHE 3aBUCMMOCTM OT npuema nuwn. B Tom cnyyae,
ecnu nauueHT MponycTun npuemM o4vepeaHoM [03bl, NPOMyLUEeHHY [03y crnegyet
NPUHATL B TOM Criyyae, ecnu Ao npyemMa crnefyroLen Ao3bl ocTanocb He meHee 12-1u
yacoB. He cnegyeT npuHumMaTb [ABOMHYK [03y npenapata Ans KomneHcauuu
NpONyLLEHHON 03bl.

Tabnetka Takke MoxeT ObITb AncnepruposaHa B 100 Mn NUTbEBOW (HErasMpoBaHHOWN)
BoAbl. [pyrme >XuOKoCTM MCMOMb3oBaTb Henb3s. [ns npaBuiibHOrO pacTBOPEHUS
HeobxogMMO onycTuTb TabneTky B BoAdy, HE pa3MuHas, NoMewwmBaTb OO MOSIHOro

paspyLueHns (NpUbnmanTenbHo 15 MUHYT) U TYT XKe BbIMUTb MOMYYEHHYH CYCNEH3UIO.



HanuTb ewé nonoBmHy CTakaHa BOAbl, ONOMNackMBasi CTEHKM U BbIMUTb MNOYYEHHYIO
cycneHsuto. CycneHsuto npenaparta Mpecca® MOXHO Takke HasHadaTb Yepes Haso-
ractpanbHbIA 30HA.

He TpebyeTcs koppekuun [o3bl npenapaTta Mpecca® B 3aBUCMMOCTM OT BO3pacTa
nauneHToB, MaccChbl Tena, 3THUYECKOM 1 NOSTIOBOM MNPUHAANEXHOCTU, (PYHKUUKM NOYeEK, a
TaKke NpyY YMEPEHHOW N TSHXKENOW NeYeHOYHOM HeAoCTaTOYHOCTU, 0BYCNOBNEHHOW
MeTacTaTU4eCKUM NOopaKeHUEM neveHn.

Koppekuusi 0o3bl: y NAUMEHTOB C NAOX0 KYNUpYHOLLENCa anapeen Ha poHe neveHus
UM NoGOYHBIMM  peakuMssMM  CO  CTOPOHbI  KOXHbIX  MOKPOBOB  BO3MOXEH
KpaTKOCPOYHbIV NepepbIB B iedeHun (4o 14 gHen), ¢ nocneayowmm Bo3obHOBNEHNEM

neveHuna npenapaTtom Npecca® B fose 250 mr/cyTku.

Mo6ouHble 3chdeKTbI

Hanbonee pacnpoctpaHeHHbIMX MOBOYHbIMKU adhdekTamu, Habnwogaembimm  6onee
yem B 20% cny4vaeB, ABNANUCH Anapes, KOXHasi U yrpeBas Cbifb, 3y4, CYXOCTb KOXMW.
O6bl4HO HebnaronpuATHbIE peakuMm NpPOsBAAITCA B TEeYEeHMe nepBoro Mecsiua
NPUMEHeHNss npenapaTta W, Kak npasuno, obpatumbl. [MpubnuantensHo y 10%
NaumMeHTOB OTMeYanucb CepbEsHble HexenaTtenbHble peakummn (3-4 cTeneHb TAXKEeCTU
cornacHoO obLNM KpUTEPUSIM TOKCUYHOCTN).

OpHako Tonbko y 3% naumeHToB Tepanusa Gbina npekpalieHa BcreacTeme nNoboYHbIX
peakuni.

Habntogaslumecs HexxenaTternbHble peakumm NpeacTaBneHbl HUXe.

OnpepgeneHne 4acToTbl NOBOYHLIX peakunn: odeHb YacTto (210%); yacTo (21 - < 10%);
HeyacTo (20,1 - < 1%); peako (20,01 - < 0,1%).

Co cmopoHbI ceepmbigarouwjeli cucmembl KPo8U: 4acTo — remMaTtypusi U1 HOCOBOEe
KpOBOTEYEHME; HEYACTO — MMMNOKoArynsumsi U/vnmn noBbiLLEHNE YaCTOTbl KPOBOTEYEHMMN
Ha ¢ooHe npuema BapcapuHa.

Co cmopoHbl Op2aHO8 nuuweeapeHusi: O4YeHb 4acTo — guapesd (B OTAEeNbHbIX
crny4vasix — Bblpa)KeHHas), TowHoTa (B OCHOBHOM, Criaboi CTeneHn BbipaXXeHHOCTK),
pBOTa (B OCHOBHOM, crabon unm yMepeHHOW CTeneHn BblpaXEHHOCTW), cToMaTuT (B
OCHOBHOM, Cnabon CcTeneHn BbIPaXXEHHOCTM), aHopekcust (cnabon mnn ymepeHHOM
CTeneHn BbIpaXeHHOCTW), nosbiweHne aktusHoctTu AJlT (B ocHOBHOM, criabon unu
YMEPEHHOW CTEMNeHW BbIPaXEHHOCTW); YacTo — Aernapataumnsa (BcneacTsBve Anapew,
TOLWIHOTbI, PBOTbI U aHOPEKCUK), CyXoCTb BO PTy (B OCHOBHOM, cnabon cTeneHu

BbIPa>X€HHOCTK), NoBbleHne akTuBHOCTU ACT (B OCHOBHOM, Criabomn unm ymepeHHon



CTENEHN BbIPAXXEHHOCTHN), NOBbILLEHME YPOBHSA BunmpybuHa (B OCHOBHOM, criabon nnm
YMEPEHHOW CTENEHN BbIPAXXEHHOCTN); HEYACTO — MaHKpeaTuT, nepdopaunun opraHoB
XKKT, renatut (coobwanocb 06 efuHMYHBIX Chyvasix pasBUTUS MNEeYEHOYHOMN
HeJOCTaTOYHOCTU, B HEKOTOPbIX CIlydasX € netanbHbIM UCXOO0M).

Co CmoOpoHbI Ope2aHO8 3pPeHUsl: 4acTo — KOHDBIOHKTUBUT, Bnedpapwur,
kcepodTtanbMumst (B OCHOBHOM, cnabon CTeNEHN BbIPaXXEHHOCTK); HEYaCTO — KepaTuT,
obpaTtumas 3po3usi poroBuLbl, HapyLLeHne pocTa pecHuUL.

Co cmopoHbI op2aHO8 ObixaHusi: 4acTO — WHTepcTMuManbHas NHEBMOHUA (3-4
CTENeHN TOKCUYHOCTU, BNSIOTb A0 fNeTanbHOoro ncxona).

Co cmopoHbI MoYeebigeoOdsiuieli cucmembl: 4acTo — 6GECCMMNTOMHOE MOBbILLEHWE
YPOBHSI KpeaTUHUHA B KPOBW, MNPOTEUHYPUS, UMCTUT; peako — remopparndeckuimn
LUUCTUT.

CO cCmMOPOHbI KOXU U KOXXHbIX MOKPOB08: OYEHb YacTo — Cblifb (MycTynesHas), 3ya,
CYXOCTb KOXW, BKItoyasa obpasoBaHme TpewmH Ha (ooHe 3pUTEMBbI; YaCcTO — U3MEHEHNS
HOrTen, anoneuusi; peako — OynnésHble WU3MEHEHMSI KOXMW, BKMYas TOKCUYECKUN
anngepmarnbHbIin - Hekponua, cuHapom CTtmBeHca-[KOHCOHa W MynbTUdOPMHas
9KCCydaTMBHas apuTeMa, KOXKHbIA BaCKynuT.

Annepau4veckue peakyuu: He4acTO — aHIMOHEBPOTUYECKMIA OTEK, KpanueHMLA
llpoyue: o04eHb YacTO — acTeHus (NpeMMmyLlecTBEHHO crnabon cTeneHu

BbIPaXX€HHOCTW), YacTO — NUPEKCHUsI.

MepenosnpoBka
Bo3MOXHble CUMMTOMbI — YyBenMYeHMe 4acToTbl U TSXKECTU HEKOTOPbIX MNOBOYHbIX
peakuun, rmaBHbIM 00pa3oM, Anapeun N KOXHOW Cbinun. JledyeHne cuMmnTomaTuyeckoe.

AHTNOOT HE N3BECTEH.

B3anmopgeucteme ¢ ApyruMu neKkapcTBeHHbIMM cpeAcTBaMuM U Apyrue BuAabl
JNleKapCTBEHHOro B3aMmmMoaencTBuA

CoBmecTHOe HasHayeHue redputnHnba wn puamnuuuHa (MOLLHBIM  MHAOYKTOP
nsodepmeHta CYP3A4) NnpuBOAUT K YMEHbLLUEHWNIO CPEeOHMX 3HAYEeHUI «nowaan nog
kpmson» (AUC) ansa reputnHmnba Ha 83%.

OpgHoBpeMeHHOe  HasHayeHue  reutmHMba w1 uTpakoHasona  (MHrMbutop
nsocpepmeHta CYP3A4) npmeogut K yBenunyeHuto Ha 80% AUC redutuHuba, 4to
MOXeT ObITb KMMHUYECKN 3HAYUMbIM, TaK KaK HexenaTesibHble ABMNEeHUs 3aBUCAT OT

003bl U KOHUEHTpauunn.



OpHoBpeMeHHOEe Ha3HayeHue reduTuHMbGa W npenapaTtoB, CNOCOOCTBYHOLLMX
3Ha4nUTENbHOMY (2 5) U ONUTENbHOMY MOBbLIWEHMIO PH XXEenygo4YyHOro CoaepXXMMoro,
NpuMBOAMIO K yMeHbLleHnto AUC ansa recomtmHmba Ha 47 %.

Mpn COBMECTHOM MpPUMEHEHUU reduTuHMGa M BUHOpPENOUHaA BO3MOXHO YCUNEHMWE
HENTPONEHMNYECKOro AENCTBUSA BUHOPENOuHa.

JlekapcTBeHHble cpeacTBa, WHOyuupylowme akTuBHOCTb u3odepmeHTa CYP3A4,
MOryT MOBbIWAaTb MeTabonmMaM U CHWXKaTb KOHUEHTpauumo redutnHnba B nnasve
KpoBu. Takum obpa3omM, OQHOBPEMEHHOE HasHaveHune reputnHuba ¢ npenapartamu,
nugyktopamm unsocdepmeHta CYP3A4, Takumm Kak eHUTOMH, KapbamasenuH,

6apbuTypaThbl, HacTolka 3Bepob0si MOXET CHU3NUTb 3PPEKTUBHOCTb repUTUHNGA.

Ocobble ykasaHus

Mpwn pewweHnn Bonpoca o HasHavyeHun npenapata Mpecca® B nepBoun NMHUM Tepanuu
MeCTHopacrnpoCcTpaHeHHoro  unu  MmeTactatuyeckoro  HMPJT  pekomeHayeTcs
onpepenexHve mytaumm EGFR (peuentopa anuaepmanbHOro aktopa pocTta) B
ONyXOsfeBon TKaHu y Bcex 6onbHbIX. [ns onpeaeneHns Mytaunin BaxKHoO, 4Tobbl Obina
BblOpaHa BanuaMpoBaHHasa U HagexHas MeToAuKa, No3Bonswas MUHUMU3NPOBATb
BO3MOXHbIE€ KaK JIOXXHOOTpULATENbHbIE, TaK U JIOXXHOMNOSOXMUTENbHbIE pe3ynbTaThl. B
nepeor NuUHUKN Tepanun Mpecca® He MoxeT GbITb MPMMEHEHA BMECTO XMMMOTEPaNun
y 60nbHbIX € oTCcyTCcTBMEM MyTauun EGFR.

WHorgpa y  nauuweHToB, npuHMMarowmx npenapat Wpecca®, oTmevanocb
NHTEpPCTULMANbHOE NOpaXXeHne Nerkux, B HEKOTOPbIX Cry4asx C fieTanbHbIM UCXOA0M.
Mpn HapacTaHuM TakMX CMMNTOMOB KaK OAbllLKa, Kallenb, nuxopagka npuMeHeHue
npenapata AO/MMKHO ObiTb  MpekpaweHo W He3aMennuTernbHO  MpoBeAeHO
obcneposaHne. Ecnn y nauvMeHTa noATBeEpPXOAeTCA Hanuvyne WHTEPCTULManbHOro
nerovyHoro 3abonesaHus, Npuém npenapata MVpecca® npekpawaT M NauUeHTy
Ha3Ha4yaeTCs COOTBETCTBYIOLLEE NEYEHME.

Hanbonee yacto pasBuTME MHTEPCTULMANbHbIX NOPaXeHu nerkux Habnwoganocb B
AnoHnn (npubnmsutenbHo B 2% cnydaes y 27000 naumMeHTOB, NPUHUMAKOLLNX
npenapaT Upecca®) no cpaBHeHuto ¢ apyrumn ctpaHamu (B 0,3% cnyyaeB cpegum
39000 naumeHTOB).

Cpean ¢akTopoB, MOBLILWAKLWMX PUCK PA3BUTUS MHTEPCTULMANBHOINO MOPaXKeHUs
nerknx GbINM OTMEYeHbl: KypeHue, Taxenoe obwee coctosHue (PS>2), HopmanbHas
neroyHas TkaHb No AaHHbIM KOMMbloTEpHON ToMorpadumn < 50%, NPoaOIMKUTENBHOCTb

6onesnn (HMPJ1) < 6 mecqaueB, HTepcTULnanbHas NHEBMOHNSA B aHaMHe3€e, NOXUIon



Bo3pacT (> 55 neT), conyTcTBYOLWME CEPLAEYHO-COCYANCTLIE 3aboneBaHus.

Ha doHe npuéma npenapata Upecca® 6bino otmedeHo 6eCCUMNTOMHOE MOBLILLEHNE
aKTMBHOCTU  «MEYEHOYHbIX» TpaHCaMMHa3d W YpoOBHA OGunupybuHa, HedacTo
passuBancs renatut. Coobuwanocb 06 eOUHMYHbIX CrydYasx pasBUTUS NEYEHOYHOM
HeJOCTaTOYHOCTWU, B HEKOTOPbIX CriyyasxX C netanbHbiM uMcxogoM. B cBA3nM c 4vem
pEeKOMeHOyeTCs NePUOAMNYECKN OLlEHMBATb MNEYEHOYHYIO PYHKUMIO. [1pn BbipaKeHHOM
MOBLILWEHNN aKTUBHOCTU TpaHCaMmHa3 M YpOBHA OunupybuHa npuvem npenaparta
AOSDKEH ObITb NpeKkpaLleH.

B knuHu4ecknx uccrneposaHuax npenapata WMpecca® Obinv oTMeuveHbl cepaevHo-
cocyguctble ocnoxHeHusi. CBA3b C npuvemMom npenapata Wpecca® He ©Obina
yCTaHOBIEHa.

Y naumeHToB, MpUHMMaLWMX BapdapuH, HEOBX0AMMO perynspHoO KOHTPONMpoBaTb
NPOTPOMOBUHOBOE BPEMSI.

Mpn pasBuTUM TSKENOW WUNM NPOAOIPKUTENbHOW Anapen, TOLWIHOTbI, PBOTbl UMK
aHOpPEeKCUWN NauNEeHT AOSMKEH He3amMeanMTenbHO 06paTUTLCA K Bpayy.

Mpn oCTpOM pasBuUTUM UNKM  YXYAWEHUU MNpU3HAKOB W CUMNTOMOB KepaTtuTa:
BOCNaneHns rnas, Ccrnes3oTeyYeHns, CBETOYYBCTBUTENbHOCTU, HEYETKOCTU 3peHus,
BGONEe3HEeHHOCTM W/MNM MOKPaCHEeHUs rna3, nauneHT OOSPKeH He3aMeanuTesribHO
obpatutbca Kk odpTanbmonory. Npn noaTBepXXaeHuM S3BEHHOro KepatuTa Tepanuio
npenapatoMm WMpecca® cnegyet npuoctaHoBuUTb. ECnv cumnToMbl HE mcyesalT unm
NMOBTOPHO pa3BMBAlOTCHA Npu BO30OHOBNEHMM npuema npenapata WMpecca®, cnegyet
pPaccMOTPETb BO3MOXHOCTb MOSIHOM OTMEHbI AAaHHOW Tepanuu.

Mpn npumeHeHun npenapata Wpecca® B koMBUHaUMM C  fyd4eBOW Tepanuen B
KadecTBe Tepanuum nNepBON fWHUM Yy [eTeh C [NIMOMOM CTBOMla Mo3ra wunm
HepaauKanbHO yaaneHHou rm1MoMon cynpaTeHTopManbHOW nokanusauum coobianocb
0 4 cnyyasax (ogvH neTanbHbIA) KPOBOU3NUSHUA B TONOBHOW MO3r. Ewe oanH cnydan
KPOBOM3NUAHUA B T[OSIOBHOW MO3r OTMeYeH Yy pebeHka C 3neHAMMOMOW npu
MOHOTepanun npenapatom Mpecca®. Y B3pOCsbiX NAUMEHTOB C HEMESKOKINETOYHbIM
pakomMm nerkoro npu nedeHun npenapatom Mpecca® nogobHblie Nno6oYHbIE ABNEHUSA HE
3adnKCUpOBaHbl HU B OOHOM Crly4ae.

Coobuwanock o0 cnyyasx passuTtus nepdgopaumm opraHoB XKT y naumMeHTOB Ha hoHe
npuema npenapata Mpecca®. B GonblUMHCTBE CrydYaeB 3TO CBSA3aHO C APYrUMu
N3BECTHbIMM (PakTopamMn pucka, TakMMW Kak OOHOBPEMEHHbIM NpUemM CTepouaos,
HIMBI1, sa3BeHHas 6one3Hb B aHamMHe3e, MOXWUIOW BO3pacT, KypeHue, Hanuyue

MeTacTa3oB B TONCTYH KULLKY B MeCTe nepgopauuu.



MyXynHaMm W XeHlMHaM OEeTOpPOoAHOro Bo3pacTa BO BPEMsI NeYeHus npenapaTom
Npecca® u, kak MUHMMYM, B TeyeHMe 3-X MecsiueB rMocne neveHus cnepyet
MCronb3oBaTh HAAEXHbIE METOAbl KOHTPaLEenuUuu.

MauneHTam C pedkuMyM  HacneacTBeHHbIMKW  3aboneBaHusAIMKW, TakMMM  Kak
HEeNnepeHoCUMOCTb NakTo3bl, AeduuuT nakTasbl UM CUHAPOMOM Marnbabcopbumm
npenapat Mpecca® crnenyet HasHayaTb C OCTOPOXHOCTbIO, B CBSI3N C Hanuuvem B

COCTaBe JTaKTO3bl.

BnusiHMe Ha cnocoGHOCTbL YNpaBnATbL aBTOMOOMNEM U ApyruMmmn MexaHusmamm

MockornbKy BO BpeMsi NpoBeaeHust Tepanuu npenapatom Mpecca® moryT pasBuTbCs
Takne noboyHble AENCTBUSA Kak acTeHWUs, TOLHOTa 1 pBOTa, HeobxoaMmMo cobnoaaTb
OCTOPOXXHOCTb MpU BOXAEHUM aBTOMOOMNS U 3aHATUSX APYrMMU  MNOTEeHUManbHO
onacHbiMM BUAAMW OEATENbHOCTU, TPEOYLWUMN MNOBLILLEHHOW KOHUEHTpauum

BHUMaAHUA U 6bICTp0TbI MCUXOMOTOPHbIX peaKLl,VII7I.

Popma Bbinycka

TabneTtku, NOKpbITble NNEHOYHOM obonoykon no 250 mr. Mo 10 TabneTok B 6nuctep ms
MBX/anomuHus, no 3 6nuctepa B NakeT n3 antomuHmMesoun ¢onbrn. Naket BmecTte ¢
WHCTPYKUMEN MO MEeOUUMHCKOMY MPUMEHEHUIO MOMELLAlT B KapPTOHHYH Mayvky C

KOHTPOSIEM NEePBOro BCKPbITUS.

YcnoBusa xpaHeHuUsA
Mpu TemnepaTtype He Bbie 30°C B opurMHamnbHOM yrnakoBke. XpaHWUTb B MecTax,

HEeOOCTYMHbIX ANs AeTeN.

Cpok rogHOCTH

4 ropa. He NPUMEHATb NO NCTEYEHUN CPOKa rogHOCTU, YKa3aHHOIo Ha yrnakoBKe.

YcnoBus otnycka

Mo peuenTy.

HaumeHoBaHMe M apgpec OpPUAUYECKOro rnvua, Ha WUMS KOTOPOro BblAAaHO
perncrtpauumoHHoe yaocTtoBepeHue

Actpa3eHeka HOK Jlumuten, Benukobputanus, 2 Kunrgom CtpuT, JloHaoH W2 6BD
AstraZeneca UK Limited, United Kingdom, 2 Kingdom Street, London W2 6BD



MpoussoguTtenb

Actpa3eHeka OK Jlumnuten, Benukobputanusa, Cwunk Poya bBusHec [lapk,
Makkncdpung, Yewnp SK 10 2NA, BennkobputaHus

AstraZeneca UK Limited, United Kingdom, Silk Road Business Park Macclesfield
Cheshire SK 10 2NA, United Kingdom

BbinyckarowWwmumn KOHTPOsib KayecTBa

1. Actpa3eHeka IOK Jlumuten, Benukobputanusa, Cunk Poya BusHec [lapk,
Makkncdung, Yewmp SK 10 2NA, BenukobputaHus

AstraZeneca UK Limited, United Kingdom, Silk Road Business Park Macclesfield
Cheshire SK 10 2NA, United Kingdom

2. 3A0 «3u0O-3goposbe», Poccusi, 142103, MockoBckass 06n., r. [logonbck,

yn. XenesHogopoxHas, 2

HononHumenbHas uHgopmayusi npedocmassisiemcsi No mpeboegaHuro:
MpeactasutensctBo kKomnaHum Actpa3eHeka HOK Jlumuten, Benukobputanus, B
r. Mockee n OOO AcTtpa3eHeka PapmacbloTnkans:

125284 Mocksa, yn. berosas 0.3, ctp. 1

Ten. +7495 7995699

dakc +7495 7995698

B cnyyae ynakoeku Ha 3A0 «3u0O-30opoebe», Poccusi, npemeH3uu
Hanpaesisimb 1o adpecy:

3A0 «3n0O-3goposbey, Poccus,

142103, MockoBckasi 06n., r. lNogonbck, yn. XKenesHogopoxHasi, 2

Ten. +7 (495) 642 05 42

dakc +7 (495) 642 05 43

Npecca (IRESSA) — ToproBast mapka, coO6CTBEHHOCTb KOMNaHun Actpa3eHeka.



