U, NOVARTIS

M4 No FHOMHOMY ruapafeHuTy (4acTb 3):uenm n MeToabl 1evyeHns

'mp No rHOMHOMY rMapageHuTy (YacTb
3):uenum n MeToabl JIeHeHus

THOMHbIN rnapaneHnT (M) — XpoHMYeckoe peungnempytolee BocnannTenbHoe
3aboneBaHue, TPyAHO NoaaatloLLeecs Tepanum nevyeHunio'. Ha HacToAWMIA MOMEHT HeT
€QNHOro MHeHNsa 06 oNTUMasbHOM MeToAe JIeYeHUs , YTO 0O BbACHAETCSA 3aTAXKHbIM
TevyeHnem 6ose3HKN, 3a4acTyo TOPNNAHLIM K TPAANULMOHHON Tepanuu, pa3Hoobpa3nem
KJIMHUYeCKnx popm 1 nokanmsaumnm .

MHormne nccnegoBaTtenn oTMeYaloT HanbonbLwyo 3PHEKTUBHOCTL U ANINTENBHOCTb
PEMUCCUWN NOCE XUPYPrMYECKOro paanKasibHOro NCCEYEHMS MOPaXKEHHbIX 04aroB, Apyrme
YKa3blBalOT Ha MOJIOXKUTENbHLIA 3O(EKT OT TPaANLMNOHHON MPOTUBOBOCMANINTENIbHON
Tepanuu uamn fie4eHns uHrubutopamm N-17A (CekykuHymab)> >,

Pa3fninyHble hakTopbl pUCKa MOryT cNocobCTBOBaTb Pa3BUTUIO FTHONHOIO rMapageHnTa:
KypeHue, oOXXnpeHve n NHCYJIMHOPE3NCTEHTHOCTb, JIOKann3aumnsa naTosiorn4eckmnx
3J/IeMEHTOB B MeCTax, NoABEPXEHHbIX Ype3MepHOMY TPEHUIO, reHeTu4Yeckne pakTopsl,
npo>xmBaHue n/unm paboTa NaymeHTa B yCJI0BUAX BbICOKOMN TEMMeEpPaTypbl N BJIAXKHOCTH
BO34yxa, obegHeHHOro kucnoponoM* >, Mo3ToMy 0CHOBY 3 eKTuBHON Tepanuu I
3akJlaAblBaeT KOppeKuua obpa3a >KM3HM nauumeHTa:

* OTKA3 OT KypeHus,

* HOpManusaumsa (CHMXeHne) nHaekca Maccol Tena (UMT),

e HOoWeHMe cBoBoAHOM xNon4aTobyMarkHOW ofexxabl N NponnakTuka TpeHus,

e n3beraHve neperpeBaHUs N 4Ype3MepHOro NOTeHus,

e 0ba3aTensHoe cobnoaeHmne npaBua INYHOW TMrneHbl (eXXegHEBHbIN TMrNEHNYECKNI
OyLL N CMeHa HaTesbHoro 6enba)’.

NMpuMeHeHne KOMMAEeKCHOro noaxoaa ncxona n3 MHAMBUAyaabHbIX 0COOEeHHOCTeNn
nauveHTa onpeaenseT OCHOBHbIE Lienn iedeHns naumerTa ¢ 72

PaHHee nevyeHne HOBbIX 04aroB NMopakeHus.

JleyeHve NMeLWMXCs Nopa)xeHNn, HanpaBiieHHoe Ha MUHMMKU3aLNno 6onu.
CHM)XeHMe YacTOoTbl Pa3BMUTUS HOBbIX O4aroB.

MpenoTBpalleHne nporpeccnpoBaHns 3aboneBaHus.

N



B 3aBucumocCcTun oT Ll,eJ1|/|/Ll,ene|7| MOryT ObITb NCMOJIb30BAHbI cneayruine BapmaHThbl Jied4eHuns
rrg, 10, ll:

e MecTHada Tepanunsa/ BHyTpuodaroesoe BeeaeHme (KIMHOaMULNH, Pe30PLMH,
npoMbIBaHMe pacTBOPaMmM aHTUONOTUKOB, BHYTpMo4arosas Tepanums
KoOpTUKOCTepongammn);

e CnctemHasa Tepanums (CUCTEMHbIE aHTUBNOTUKN, FOPMOHaIbHasA Tepanus,
MMMYHOLernpecCaHTbl, CUCTEMHbIE PETUHOUADI);

e [@HHO-UH)XeHepHble brnonormnyeckme npenapaTtbl U nx brnoaHanorn (agannmymasb,
CeKykuHymab n gp.).

B 3aBucmmocCTu oT LleﬂVl/Ll,eﬂeM MOTyT ObITb NCMONb30BaHbI cnepywuine BapmaHTbl ne4eHnA
rrg, 10, 11:

Jlerkas CpegnHsas Tsaxenas

CucreMHas Tepanus

1. KnuHgaMnunH + PudpamnuumH/ TeTpaunkimH

KnmHopamMmmnuuH osia MecTHoro

2. AunTpeTuH
npuMeHeHuns

CucreMHas Tepanus

Apanunmymab, CekykmHymab

Xépnn | Xépnn I Xépnwn Il

bes3 xupyprudeckoro [epyduHr, nasepsl, LUnpokoe xnpyprmuyeckoe
BMellaTeNbCTBa MeCTHOe UcceyeHne unccevyeHmne

CucrteMmHas Tepanus

CHM>XeHMe MaccChbl Tefla U 0TKa3 OT KypeHuns
HeobxoommocTb B 06e360nmnBatoLL X
JledeHune cynepunHdekumn n T.4.

B oT/inyme oT 60N1bLWIMHCTBA OPYrMX CPeACTB, NCMOb3yeMbiX Ans nevyeHus I, ectb 2
bruonornyecknx npenapaTta, LENCTBUTENbLHO 0A0OPEHHbIX MO 3TOMY MOKa3aHUIO:
Apannmymab aganmmymab (6nokatop ®HO-a) n CekyknHymab cekykmHymab (MHrnbutop
NN-17A — Ba>KHOro MmegmaTopa BOCNaJNTesIbHOro npouecca). XapakTepHbIM OTIMYnNeEM
CekyknHyMaba sBnsetcsa cTabunbHbin 1 6naronpuaTHbIN Npodunnb 6e30MacHOCTN NO BCEM
NoKa3aHusaM, B T.4. 1 npu [T,

CekKyKuMHyMab - ato

e CenleKTMBHBbIN MNOJIHOCTbIO YenoBeyecknim nHrnbmntop NJ-17A.



e [lpenctasnTenb Knacca nHrnbuTopos UJ1-17, onobpeHHbIN AN NPpUMEHeHUs B
KJIMHUYeCKon npakTunke™ v,

CekyknHyMab - BbICOKOCESIEKTUBHOE PEeKOMOVMHAHTHOE MOHOKJIOHAJIbHOE MOJIHOCTbIO
yesioBeyeckoe aHTUTeNo K NJ1-17A. Pa3zpaboTaH koMnaHnen HoBapTUC C UCMOJIb30BaHUEM
TEXHOJIOrMn TPaHCreHHbIX Mbiwen Medarex (Mpon3BoAAT MOHOKJ/IOHaJIbHblEe aHTUTENa C
BLICOKOM CNELNMUIHOCTBLIO U 04eHb HU3KON MMMYHOreHHOCTbI0)™.

NMepBOHa4YabHO CEKYKNHYMaAb NpuMeHancsa ona nevyeHusa ncopmasa, akTUBHOIMoO
McopraTMYeCcKoro apTpuTa U akKTUBHOIO aHKU03Mpytowero cnoHannmrta. 31.10.2023 r.
M3 P® 3apernctpmpoBasl HOBOE MoKa3aHue As npenapaTta CeKyKnHyMmab: «JleyeHmne
FTHOWMHOro rmapageHnTa (acne inversa) cpegHen N TAXXeslon CTEeNeHn TAXXeCTUN Y B3POCsIbIX
nauneHToB»°.

PekomeHaoyemas no3a coctasnseT 300 Mr B BUAe MnM/K MUHbEKLUN B Ka4yeCcTBe HaYasibHON
no3bl Ha 0, 1, 2 u 3 Hepene Cc NnocneanywLWNM exxeMecss4YHbIM BBEJeHNEM B KayecTBe
noanep>XmBatwLlen Ao3bl, Ha4nHasa ¢ 4 Hepgenn. B 3aBNCUMOCTN OT KJIMHNYECKOro OTBETa
nogaep>xuneatoLlas nosa MoxeT 6biTb yBennveHa A0 300 Mr Kakable 2 Hegenu. Kaxxayto
no3y 300 Mr BBOAAT B BUAE oAHOW M/K nHbekuum no 300 Mr nnm aByx oTAeNbHbIX N/K
MHbeKUMin no 150 mr°,

CeKyKUHYMab BKJIlOYEH B NPOEeKT POCCUNCKUX KJIMHUYECKUX
pekoMeHpauun «FHOUHbIK rMapaneHuT» B 2023 roay:

e «3. JleyeHune, BKJIIOYAA MEONKaMEHTO3HYIO U HEMeOUKAMEeHTO3HYI0 Tepanuu,
avetoTepanuio, obesbonneaHne, MeONLMHCKME MOKAa3aHUS U NPOTUBOMNOKAa3aHUA K
NMPUMEHEHMNIO METOL0B JIeYeHUs.

e 3.1. KoHCcepBaTMBHOE sie4eHne. PeKkoMeHOyloTCa NauneHTaM C rHOMHbIM
rugpageHnTom Il v lll cTagun no Xépam nNpu pe3ancTeHTHOCTU K aHTUbaKTepmnanbHbIM
npenapataM CUCTEMHOr0 OENCTBUSA MHIMBUTOPBLI hakTopa HEKPO3a ONyXxosnm anbda
(PHO-anbta) nnn cekyknHymab. CekyknHymab HasHavYyaeTCsa B3pPOC/AbIM NaLMeHTaM
300 Mr NOOKOXHO 1 pa3 B Hefeo B TedeHne 5 Hepenb, 3aTeM 1 pa3 B 4 Hegenm»*',

PacwuunpeHue nokasaHuUm 1 BKJIOYEHNE B NMPOEKT KJIMHNYECKUX PEKOMEHAaUNNA BO MHOIOM
06bACHAETCS BbICOKON 3P HEKTUBHOCTLIO U BE30MNAaCHOCTbLIO CeKyKMHYyMaba, 4To 6bi1s10
NoOATBEPXAEHO KAnHU4Yecknmmn nccnepgosaHnamm SUNRISE n SUNSHINE (nposogunuce B
nepuof ¢ aHeapsA 2019 no asrycT 2022 roga).

SUNRISE v SUNSHINE - 2 nA€HTUNYHbIX paHOOMU3UPOBAHHbLIX OBOWHbLIX CAEnbIX
MHOIOLLeHTPOBbIX NCCNeA0BaHNS MO OLEHKEe KpaTKOCPo4YHoM (16 Hepenb)  A0NrOCPOYHOWN
ahpekTmBHOCTM (A0 1 ropga), 6€30MacHOCTU U NEPEHOCUMOCTU 2 CXEM O03UPOBAHUSA
CekyknHyMaba cekykmHyMaba noAKO»XHO y B3POC/bIX NaumeHToB C I'T cpeaHen n TaXenon
cTeneHun TaxxecTn. B nccnepgoBaHmax npuHanm ydyactme 1084 naumeHTta mns 219
MeANUVNHCKNX LLeHTPOB.

OObeAUMHEeHHbIN aHaNIU3 KJIMHUNYeckux ucciseposaHum SUNRISE u
SUNSHINE noka3sas, 4TO CeKyKuHyMab Ha npoTsaxxeHun 52 Hepenb
neyeHun

e nognep>XmBas yCTONYUBLIN KIIMHNYECKNIN oTBET no wkane HiSCR 50;
e obecneymBan ycTom4mBoe CHMXXEHME KoNmdecTBa abcueccoB 1 BOCNaNUTENbHbIX
y3/108B;



* NPOAEMOHCTPUPOBAs YCTONYMBOE CHNXXEHNE Bonn;

noKasasl yCTONYMBOE yJyylleHne Ka4ecTBa XU3HU, CBA3aHHOI0 CO 3[0POBbLEM;
XOPOLLO MNepeHOoCHIICs, YTO CorlacyeTcsi C U3BECTHbIM npoguiem 6e3o0nacHoOCTU

npw NpYMeHeHUN npenapaTa Mno APYrnM 3aperncTpMpPOBaHHbIM NOKa3aHUSAM; a TakxXe
e [0/15 MaLNEeHTOB C 060CTPEHMS MU OCTaBaslaCb HU3KOW B TeYeHMe nepuoaa Ao
52 Hedesb Nnocsie ceKyknHymabom®,

Image
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OXunpaeTcs, 4TO CeKyKMHYMab cTaHeT HoBon 6e3onacHoOm 1 3hPEKTUBHON OMNMLUNENTr eHHO-
NHXXeHepHOW BMoornyeckon Tepanum ¢ UHHOBALMOHHBIM MEXaHU3MOM AENCTBUSA NpuU
YMEPEHHOM N TSAXXeJIOM THOWHOM rmapageHuTe.
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