U, NOVARTIS

OnabeTnyeckmin MakynsapHbIn OTeK
Image

r‘w,;b!v .
74\ 3 o ®

OuabeTuyeckum MakynsapHbIA OTEK

OnabeTnyecknm makynspHboin otek (OMO) — yTosiLeHVEe ceT4YaTKM, CBA3aHHOE C
HaKOMJEHNEM XNAKOCTU B MEXKJIETOYHOM MPOCTPAHCTBE HEMPOIMUTENNS BClenCcTBue
HapyLeHna reMaTopeTuUHasIbHbIX BapbepoB 1 HECOOTBETCTBUA MEXAY TPaHCCydaumnen
XNOKOCTU MU CMOCOBHOCTLIO K ee peabcopbunn KneTKkamMmm NUrMEHTHOrO 3NUTEeNns.
3aboneBaloT NpenMyLLeCcTBEHHO N0 TPYLOCNOCOOHOro Bo3pacTa (cpeaHuin Bo3pacT —
50 neT) [1].

OMO nopaxkaeT okosio 7% nauneHToB ¢ gnabetom (oo 24,6 MJIH 4en.) No Bcemy mMupy. Y
2,8% nauvenToB AMO npuBOAUT K CHMXXEHUIO 3peHuns (~ 10 MaH Yyen. no Bcemy mupy) [1].
B Poccun 3apeructpuposaHo 250 Tbic. nauneHTos ¢ AMO [1].

1. International Diabetes Federation. Diabetes Atlas 10th Edition, 2021.

MaToreHes

OCHOBHble NPUYMHbI Pa3BUTUA 1 NporpeccnupoBaHna MO — 370 ANNTENBHOCTb TEYEHUS,
BbICOKWUI YPOBEHb MMKEMUU, MoBbilleHHoe ALl N HapyLleHne nunuaHoro obmeHa. Cpean
ApYrmux hakTOpOB pUCKa: BO3pacT naumneHTa, Tun CL, COCTOsIHME CBepThIBalOLLLEN CUCTEMBI
KpoBW, HedponaTus, a TakXKe HU3Kasa Pn3nyeckass akTUBHOCTb.

Image

Benywnm natoreHeTn4eckmn mexaHnsm JMO — 3T0 HeoBacKynsapusauma nog
Bo3penctemem VEGF (vascular endothelial growth factor — chakTop pocTa sHAoTeNnus
cocynoB). HoBoobpa3zoBaHHbIE COCyAbl JIOMKNE, YTO NPUBOAUT K MPOCAYMBAHMIO XXUAKOCTU
B CETYATKY U MakKy/spHOMY OTeKy. Bce 3To BeeT K Bblpa>eHHOMY HapyLUEeHUIO 3peHns 1
NOTEeHUNasIbHO MOXXET NpuBecTun K cnenoTe [5].

KnuHunyeckue CMMNTOMbBI

MauneHTbl MOryT XKaJioBaTbCHA Ha 3aTyMaHMBaHME 3PEHUS, NMOSBJIEHNE B LLEHTPaSIbHOM
noJsie NATHa N NCKa>XeHUMN.



Knnnunydeckn npu AMO pa3ssuBatotca [3]:

yTOJILLEeHNE ceTHaTKu;
KUCTO3HbIA MaKyNAPHbIA OTEK;
Cepo3Has OTCJIoONKa CeTYaTKK;
BUTPEOMaKyipHble TpakKLunu;
TBepAble NHTPapeTNHalIbHble 3KCCYAaThl.

AunarHocTuka AMO?*?

MHCprMeHTaan blé gMarHocTrnmiyeckKkume mccinenoBaHuna

BusomeTpus

PehpakToMeTpus nnm onpepesneHne pedpakumm ¢ noMmoLlbo Habopa NPoOHbIX INH3
OdTanbMoTOHOMETPUA

Buomumkpockonua nepenHero otnesa rsfasa U CTeKJIOBUOHOroO Tena
Buomukpockonua rnasHoro gHa nav opTasbMOCKONMA B YCNOBUAX
MeOVNKaMeHTO3HOro Mmuapuasa

buomukpogoTorpadmna rnasHoro gHa Cc NCNoJsib3oBaHNEM PyHOYC-KaMepbl
OnTu4eckoe nccnenoBaHMe ceT4aTKN C MOMOLLBIO KOMMbIOTEPHOIr0 aHasim3aTopa
(onTnyeckasa korepeHTHas Tomorpadusa, OKT)

OnTnyeckoe nccnenoBaHve CeTYaTKM C MOMOLLLIO KOMMbIOTEPHOIr0 aHain3aTopa B
pexuMme aHruorpagum (onTnyeckasa KorepeHTHas ToMmorpagusa B pexmnme
aHrunorpadgpun, OKT-A)

dnoopecueHTHasa aHrmorpagpua rnasa (®Arl)

YnbTpa3ByKOBOe UccnefoBaHume raasHoro s6noka

MepumeTpuns
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PucyHok 1. liccnepnoBaHume rnasHoro gHa npu opranabmockonum (Hopma n AMO)

KJ'IaCCI/ICbMKaLI,VIH M onpeapesieHme CterneHn T4>XXectum

BoigensatoT gBa Tnna MO — dokanbHbin N gnddy3Hbin (puc. 2) [5].



doKaNbHbIN

Image

Oucddy3HbINA
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PucyHok 2. KapTnHa pokanbHOro n gugdgysHoro tunos MO npu opTanbMocKonum

TakXXe BblAensT rybyaTbin 1 KUCTO3HbIM MaKyNspHbIA 0TeK, CybhoBEONAPHYIO CEPO3HYIO
1 hoBEONAPHYIO TPAKLNOHHYIO OTCIIONKY CETHYaATKMU.

UccnepoBaTenbCKOM rpynnon no msyyeHuio paHHero nevyenma AP (ETDRS)
BBe,EHO NOHATUE KJINHUYECKU 3HaYuMoro MO, KputepusaMm KOTOpPOro SBJIAIOTCA
[15]:

* YTOJILLEHNE CeTHYaTKU U/Uan TBepAble 3KCCyAaThbl, 3aXBaTbiBalOWMe LEHTP MaKyJlbl;

e YTOJILLEHME CETHATKN U/UNN TBEpAble 3KCCyAaThbl, pacnosioXXeHHble 6avxe 500 MKM
OT UeHTpa MaKyJibl, HO Ha HEero He pacnpocTpaHsAloLWmnecs;

e yToNWEHMe ceTHaTKn naowanbio 1 O3H nnn 6onee, pacnosoxeHHoe (xoTs 6ol
4acTu4Ho) 6amxxe 1 gnameTpa AMCKa OT LeHTpa MaKyJsbl. KpoMe 3Toro, NnpuHATO
BblaensaTb AMO c BoBneyeHnem nnm 6e3 BoBaevyeHUs LeHTpa. MakynspHbI OTeK C
BOBJIEYEHNEM LIeHTpa onpeaesifseTcsa Kak yToJiLeHne ceTYaTKM (PeTUHaNIbHbIN OTeK),
3aTparveamoLuiee ueHTpaJsibHYy0 30HY gnameTtpom B 1000 MKM.



O6LwwiMe NnpuHUMNbI NnevyeHunsa*

Ona nedeHna OMO ncnonb3yoT MeanKaMeHTo3HYo Tepanuto (aHTu-VEGF), nasepHyto
Koarynsaumio N BUTP3IKTOMUIO.

PekoMeHAayeTCcAa MeXAncuunanHapHoe sefeHne nauneHTa Ha Bcex ctaguax AP v AMO c
Lesiblo KOMNeHcaunm CUCTEMHbIX HapyLLleHU (HopManunsaumnsa YPOBHSA rNKeMNK,
apTepuasibHOro AaBieHUs 1 NokasaTenen NMMnNMaHoro obmeHa).

He pekoMeHAayeTcsa KOHCEPBATUBHOE JledyeHne nauneHTam ¢ AP n AMO.
OP - nnabeTtun4yeckasa peTmHonaTums.

Ha Bcex ctaauax OP n MO gon>KHO NPOBOAUTLCA Ie4eHne oCHoBHOro 3aboneesaHns —
C[L, HanpaBsieHHOE Ha KoppeKLnto MeTabonnyecknx HapyLeHnn.

MeXxayHapoaHbIA COBET Mo 0PTaNbMOJIOrUN peKoMeHayeT neuyntb MO crnegylowmm
obpasom [7]:

onTuMM3auma MeaUNKaMEeHTO3HOM Tepanumuu

YnydlweHne KoOHTpons ramkeMmun npu yposHe HbAlc > 7,5%, a Takxe conyTCTBYOLEN
CUCTEMHOWN rmnepTeH3nn nanm GUCINnuaeMumu.

ANropuTMbl Ceunann3npoBaHHON MeaNLUHCKON noMoLwm 60/1bHbIM caxapHbIM anabeTom /
MNop pepnakuuven N.N. Oepnosa, M.B. LlecTtakoson, A.lO. ManopoBsa. - 9-11 Bbinyck. - M.: YT
MPUHT; 2019.

AMO 6e3 nopa>xeHus LeHTpaJibHOW 30HbI

Bo3mMo>xHO HabnogeHne 0o pa3BUTUS NMOPa>KeHUs LeHTPasIbHOW 30HbI UM NpoBeAeHnE
dokanbHOW JIK MUKPOAHEBPU3M C IMKNOXKEM, €CNN YTONILEHNE LEeHTPaIbHOW 30HbI
«yrpox<aeT» (poBea.

Mpu Hann4um MO Hanbonblnn 3HPEKT OT STa3EPHOro NevYeHns 0XXUaaeTcs B C/ydae
NCXOAHOW LUEeHTpPasIbHOM TONLWMHbI ceTY4aTKn He 6onee 350 MKM.

B ocTanbHbIX ciiydaax nasepHoe siedyeHne MO cyulecTBeHHO yCTyrnaeT no

(pYHKUMOHaNbHOMY pe3ysibTaTy JIeYeHno MHIrMbnTopamMm aHrnoreHesa.

OAMO ¢ nopa>xeHueM LeHTpPaJZibHOU 30HbI U xopowieun O3 (Bbiwe 6/9 nnun
20/30)

B NMnpPoBOANMDBIX B HaCTodLlee BpeMA KINMHUNYECKNX NCCNegoBaHNAX N3yHaeTCA 3 onuuu:

e TWaTesibHOe HabnwoaeHne ¢ aHTU-VEGF-Tepanuen TonbKO B ciyvae yxyauweHusa OMO;
* NHTpPaBUTpeasibHble NHbeKunn aHTU-VEGF-npenapaTos;
e JIK c aHTU-VEGF npu HeobxognmocTu.


https://prod.pro.novartis.com/therapeutical-areas/ophtalmology

OAMO c nopa>xeHueM LEeHTpPaJIbHOU 30Hbl B COYEeTaHUMN CO CHUXKEHUueM
3peHua (6/9 unm 20/30 n xyxe)

NWHTpaBuTpeasnbHas aHTN-VEGF-Tepanus:

e paHubusymab — 0,5 mr;
e adpinmbepuenT — 2 Mr;
e bponyynsymab — 6 mr.

AMO B coueTtanum c nponucpepaTusHon AP

e MoHOTepanusa nHTpasuTpeanbHbiMN aHTU-VEGF-npenapaTamMu ¢ nocnenytowen
OLLeHKOW HeobxoaMMOoCTN NpoBeAeHns NaHpeTnHa bHon JIK.
e [IpoposkeHne aHTN-VEGF-Tepanun nocne paspewenns AMO.

ButpeoMakynspHblie TpakKuum Uin snMpeTuHasabHaa meMmbpaHa no OKT

Mo>xeT 6biTb NOKa3aHa pars plana BUTPIKTOMMUA.

EBponenckoe obLLecTBO cneuunasimCToB No ceT4yaTKe TakK>XXe faeT CBoMu
pekomeHnpauum [8]:

e bonee 6naronpuATHO paHHEEe Havyaslo NeyvyeHns nauneHTos ¢ AMO.

e B KayecTBe NEPBON NINHUN Tepanuu NPeanoYTUTENbHO BbibpaTb aHTU-VEGF-
Tepanuio.

e JIK — 6onblue He «CTaHOapT JieyeHnsa».

e CTepouabl NpenMMyLLeCcTBEHHO pacCMaTPMUBAIOTCA KakK Tepanmsa BTOPOW JIMHUMN.

MNaymeHToB LenecoobpasHo NepeBOANTb Ha CTEPOUAbI, €C/IN OHN HE OTBEYalT Ha aHTU-
VEGF-npenapaTbl nocse 3-6 nHbekunn. OpneHTUpoBaThCAa criefyeT Ha UHAUBUAYASIbHbIN
OTBET Ka>K4oro nauuveHTa.

B KayecTBe NepBOM JINHUMU Tepanum CTepouabl MOXKHO NPUMEHATb:

* Y MaUMNEHTOB C TSXXEJIbIMU CEePAEYHO-COCYANCTbIMU COOLITUAMN B aHAMHE3E;
e Yy MaUMEHTOB, He XeNalLlWmnX Nnojly4aTb eXXeMecsayYHble MHbEKLWN U/Un NPOXOANTb
MOHUTOPWHI B NepBble 6 MecsaLeB Tepanuu.

B 06ounx cnyvyasax npuMeHeHns cTepomaoB HeoO6X0AMMO KOHTPOJIMPOBaTb BHYTPUTr1a3Hoe
LaBJieHue.

JleueHune MO aHTU-VEGF-npenapatamMm

Mpun aHTN-VEGF-Tepanun Ba>xHO BbIOMpaTb npenapaTbl, KOTOpble Ce/IEKTUBHO
BO3JENCTBYIOT Ha CeTHaTKY M He OKa3blBaloT 3(pdekT Ha cnctemMHbin VEGF.
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B HacTosLwee BpemMs OCHOBHble aHTU-VEGF-npenapaTbl — 3T0 paHnbuisymab, adnnbepuenTt
n 6ponyumnsymab. Npu aTtom y paHndbmnsymaba B otanyme ot apimbepuenTta OoTCyTCTBYyeT
Fc-cbparmMeHT, KOTOPbIN OTBEYaeT 3a BbiBeLeHne npenapaTa U3 rjnasa B CACTEMHbIN
KpoBOTOK. KoHUeHTpayus paHnbusymaba B cTeknosmnaHom Tesne npnbnmintensHo B 90
TbiC. pa3 BblLUe, 4YeM B NJla3Me KpPOBW.

PaHnbun3symab cenekTMBHO OENCTBYET Ha CeT4aTKy 1 bbicTpee apyrnx HrinbuTopos
aHrMoreHesa BbIBOAUTCH U3 CUCTEMHOIO KPOBOTOKa — 3a 2 4Yaca. 9TO MUHUMU3NPYET ero
BO34eNcTBue Ha cuctemHoin VEGF [9].

IPPEKTUBHOCTb Tepanum paHnbusymabom bbisia OKa3aHa B Pa3IMYHbIX KJIIMHUYECKNX
nccnepoBaHumax: RISE & RIDE [10,11], PROTOCOL | [12-15], RESTORE [16], REVEAL [17],
REFINE [18], RETAIN [19]. OHM noka3anun, 4To B Te4yeHne 5 net Tepannun y nauneHToB
YCTOMNYMBO yay4wasacb ocTpoTa 3peHus (0O3) n cHmXanacb NOTPebHOCTb B eXXeMeCA4HOM
BBEOEHUN NpenapaTa, TO eCTb YMEHbLaN0oCb KOJIMYECTBO BBOOUMbIX UHBbEKLU NI, [1pn 3TOM
ynyduweHue O3 gocTurasochb fa)ke y nauneHToB ¢ ncxoaHo HMU3kom O3 (20/50 n Huxxe).

B peanbHou KnnHu4eckon npaktuke [20] Tepanusa paHnbmnsymabom npusoamnna K
noBbllweHuto cpenHen O3 K 12 mecayy Ao 61,3 6ykBbl, N04TU 76% NauMeHTOB AOCTUM N
OCTPOThI 3peHus = 69 b6ykB, cpeaHee ysennyenHmne MKO3 coctasuno 3,5 6yksbl. [1pn 3ToM B
cpefHeM naumeHTbl nosy4danu 4,5 nHbekynu.

Pe3ynbTaTbl Mo O3 6bin 6osee 61aronpusiTHBIMA Yy MAaUMEHTOB, MOJIYYMBLUMNX 3arpy304Hble
NHbEKUMN paHnbunsymaba [20]. Jlyywmne pesynbTaTbl MOKa3aan NauneHTbl, Nojy4vyaBlime
bonee 4 HbEKUM B Te4yeHuMe roga. MNpn 3ToM no3aHee Havyasio N HeJoCTaTo4YHOoe
KOJIMYECTBO MHBEKLINI onpenenssiio meHee 61aronpuaTHble pe3ysibTaThl IeYeHUs.

Tepanua Oponyuusymadbom

KESTREL n KITE npeacTtaBnsaioT cobon mMexxayHapoaHble paHAOMU3MPOBaHHbIE ABONHbIE
c/sienble MHOoroueHTpoBble nccnenosaHms Il hasbl NPOLO/IKUTENBHOCTBIO 2 roaa,
HarnpaBJieHHbIe Ha noaTBep)XAeHue apdpeKkTnBHoCcTM n 6eszonacHocTn bponyumsymaba no
CpaBHeHUto ¢ ahimbepLenToM y B3pOC/bIX NALNEHTOB C HAapyLLUeHNeM 3peHnsa BCcnencTemne
OMO. 370 KpynHble MeXAYyHapoOHble NCCenoBaHns, nMmetowme obwmpHyto reorpaduio.
NccnepoeaHmsa npoBoaAnnNCh B 36 cTpaHax Mupa B 197 ueHTpax.

KonnyecTBo 3arpy304HbIX MHBEKLMNI COCTAaBUIO 5 MHBbEKL NI BO BCEX Fpynnax Tepanuu, B
rpynne éponyumsymaba — c MHTepBasioM 6 Hepenb. [lanee NnaymeHTbl Mosayvyanu
6ponyumsymab c nHtepsanom 1 pas B 8 nnm 12 Hegenb B 3aBUCMMOCTU OT aKTUBHOCTU
3aboneBaHusA, Co BTOPOro roga 61,10 BO3MOXXHbLIM yAJIMHEHNE UHTEpBana Ao 1 pa3a B 16
Hepnenb (B nccnegosaHun KITE).

NepBUYHasA KOHeYHasa ToYKa NCCefoBaHUA: NOATBEP)XKXOEHNE HE MEeHbLUEN
3chbhekTMBHOCTU (Nnon-inferiority) no cpaBHeHMIO € apnbepuenTom, oLeHEHHOW Mo
n3MeHeHuno nokasartesnss MKO3 oT MCXOO4HOro 3Ha4YeHns K 52-n Hepgene y B3pocCbixX
nauneHToB C HapyleHneM 3peHnda scriencreme OMO.

NMomMnmMo 3TOro, B uccrenoBaHnax Obia 3agaH psAa BaXKHbIX BTOPUYHbBIX KOHEYHbIX TOYEK,
KOTOpble KacaloTcs PYHKLNOHANIbHbIX U aHAaTOMUYECKMX NapaMeTPOoB, KAYeCTBaA XKU3HMU,
6e3onacHoCTH.



Takxe nmeetca cneunguyeckas gna nccneposaHua KITE KoHe4YHasa ToYKa: OLeHKa
BO3MOXXHOCTU YOJIMHEHUA MHTEPBAJIOB MeXay UHbeKkumamm bponyumsymaba Ha BTOpom
rogy nedyeHus. JoCTMXKeHMEe 3TON TOYKM NOMOXKET B NepCrnekTmBe AaTb BO3MOXHOCTb
yBeJIM4eHUa MHTepBana Mexay nHbekumsamm ¢ 8 0o 12 Hepgenb 1 ¢ 12 Hepgenb 40 16, 4TO
OOMOJIHUTENIbHO NMOMOXXET CHU3UTb MHBEKLUMOHHYIO Harpys3ky Ha nayueHTtos ¢ MO.

B nccnepgosaHmm KESTREL naumeHTam NnpoBoAnAOCh 5 3arpy304HbiX MHBEKLUIN C
MHTepBasioM 1 p/6 Hen. 3aTeM B nogaep)xusatoLlen gase, Ha4ymHasa c 24-in Hegenu,
naymeHTbl nosyydann nedeHne 1 p/12 Hegq.

OpgHako npu obHapyxeHun A3 Ha 3apaHee 3anJlaHUPOBaHHbIX BU3nTax ana OA3
(BbloenieHbl Ha CXemMe XKeNTbIM LiIBETOM) — MNaLmneHTam Ha3Havaam nevyeHue 1 p/8 Hega.

MauneHTaM 3 rpynnbl agambepuenTa 2 Mr NPOBOANNOCL 5 3arpy304HbIX MHBEKLUIN C
MHTepBasioM 1 p/4 Hepn, 3aTeM B nogaepxumsatoLlyto a3y 1 p/8 Hel, B COOTBETCTBUN C
3aperncTpmMpoBaHHON NMHCTPYKUMEN MO NPUMEHEHUIO.

OunsanH nccneposaHusa KITE aHanornyeH gnsanHy nccneposaHnsa KESTREL.

B TO XXe Bpemsa B nccnepnosaHuu KITE, Kak Mbl FOBOPWU/IN paHee, UMeKTCA crieyuduyeckmne
BTOPUYHbIE KOHEeYHble TOYKW. TakK, Ha BTOPOM roAy Tepannm rnosdasnseTcsa BO3SMOXXHOCTb
yBeJINYEHNSA NHTepBasia Mexxa4y MHbeKUunaMm 0o 16 Hegenb npum oTcyTCcTBUM A3.

YBenun4eHHble NHTepBaibl Mexay nHbekunamm bponyumnsymaba, kak B 3arpy3o4Hyto gasy,
TaK N B NOAOEPXUBAKOLWYIO, MPUBOAAT K YMEHbLUEHUIO NHBEKLMOHHOW Harpyskun Ha
nauneHTos ¢ IMO.
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MNepBMYHaAa KOHeYHasa To4ka bblna aocTurHyTa. bponyumnsymab 6 mr o6s1agan He MeHbLUEN
3(hHhEeKTMBHOCTbIO MO CPaBHEHMIO C apIMbepuenToM B OTHOLWEHNN CPpeaHEro N3MEeHeHNs
MKO3 K 52-n Hepene No CpaBHEHUIO C UCXO4HOW C MEHbLLUNM KOJINYECTBOM NHBEKLUNA.
Bponyunsymab 6 mr obecnevmsan ctonmkoe nosbileHne MKO3 Ha 52-1 Hegene no
CpaBHeHUto ¢ ncxogHom B nccnepgosanHmax KESTREL (+ 9,2 6yksbl) 1 KITE (+ 10,6 6ykBbl). B




obounx nccnenoBaHMAxX Nocsie Havyana sev4yeHns Habn4aNo0Ch YCTONYMBOE CHUXKEHNEe
TonwmHel TU3C. Mpwu 3ToM B rpynne 6ponyumnsymaba 6 Mr B 06omx nccienoBaHuNAX
Habnganocb YncneHHo bonbliee ymeHnblueHne TLU3C.

Mpwu Tepanuu 6ponyumsymabom 6 Mr gocTurasnocb 3Ha4mmoe cHuxxeHne TL3C no
CpaBHEHUIO C UCXOOHOW.

B nccnepgosanun KITE npn npumeHeHnn 6ponyumsymaba 6 mr gocturanocb 6onee

Bblpa)keHHoe cHMeHue TLU3C no cpaBHeHuto ¢ acdhnmbepuenTtom 2 Mr 3a nepuog c 40-1n no
52-10 Hepento.

Bonblwe naumeHToB, NoayyYaBwmx 6ponyymnsymad 6 Mr, Nno cpaBHeHUtO ¢ apanbepuenTtom 2
Mr, gocturnu paspeweHnsa NPXX/CPXX Kak Ha 32-11 (nepBas oueHKa akKTUBHOCTU
3aboneBaHunsA), Tak U Ha 52-1 Hegene NpmM MEHbLUEM KOIMYECTBE UHBEKLNN.

Takum oO6pa3oM, y MeHbLUero Y1csia naumMeHToB, nosly4yaBLuux 6ponyumnsymad,
Habnwopanace CPXX u/unu UPXK Ha 32-u u 52-u Hepene.

Bonbwe naumeHToB, NoayyYaBwmnx 6ponyymnsymad 6 Mr, Nno cpaBHeHUto C apanbepuentom 2
M, goCcTurnm paspewweHunsa NPXX/CPXX Kak Ha 32-i (nepBas OLEHKa aKTUBHOCTN
3aboneBaHus), Tak U Ha 52-1 Hegene NpyM MeHbLLEM KOINYECTBE NHBbEKLMNA.

Y MeHbLUero 4ucJsia nayMeHToB, noay4yaBwmx 6ponyuusymab, npucyrcresoBsana
UPXX n/unmn CP)XX Ha 52-4 n 100-1 Hepene Npu MeHbLUEM KOJINYeCTBEe UHBbEKLUNA
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MNonHbin Habop ona aHanmsa LOCF. CTaTucTmnyeckasa Mmogenb C NCNOJIb30BaHNEM
NIOFNCTNYECKON perpeccmmn ¢ nonpaBkon Ha 6a30BbI ypoBeHb XNAKOCTU (CPXK n/nnn
NP>K), BO3pacTHble KaTeropumn (<65, =65 neT) n nevyeHne Kak hakTopbl C PUKCUPOBAHHbLIM
3hbhekTOoM. 95% [WN paccymTaH C NCNOSIb30BaHUEM MeToLa HavYaslbHOW 3arpy3Ku.
CoobulaeTcs cpeaHee KONMYeCTBO MHbeKUM Ha 52-n n 100-n Hepene.



NPXX — nHTpapeTunHanbHaa Xuakoctb; LOCF — mMeToa 3aMeHbl MPONYyLEHHbIX 3HAa4YEeHUN
npepwecteyowmmu; CPXK — cybpeTnHanbHasa XXUAKOCTb.

Regillo C, et al. Angiogenesis 2022 [Oral presentation]

Kak B KESTREL, Tak u B KITE, B cOOTBEeTCTBUM C pe3ysbTaTaMu NepBoOro ropa:

e Yny4uweHune O3, 0oCTUrHyTOoe Npmn npuMmeHeHumn bponyumnsymaba 6 mr, 6bis10
CPaBHUMO C TaKOBbIM Npu nNpuMeHeHnn acpnnbepuenTta 2 Mr No cocTosHUo K 100-1
Hepene, HeCMOTPSA Ha MeHbllee KOJIMYeCTBO MHbeKUMN (MegnaHa nHbekumm — 11
npoTtme 15 [KESTREL] n 10 npoTtus 15 [KITE]).

e 3Ha4YUTENIbHbIE YJIy4YLUEeHNA aHaTOMNYECKMX NapamMeTpoB, 4OCTUMHYTbIe Mpun
npuMmeHeHun 6ponyumnsymaba 6 mr:

o ycTonymeoe cHmxeHne TU3C no 100-n Hepenwu;
o coxpaHeHune NPXX n/unn CPXX 61210 BbISIBJIEHO Y MEHbLLLEr0 KOIMYeCTBa
nauneHToB Mo cpaBHeHUto ¢ adpanbepuenTtom Ha 52-n 1 100-n Hepensax.

e [loyTn 70% naumeHTOB, Nonyvaswmnx 6ponyunsymad 6 Mr, ycnewHo 3aBepLumBLLINX
nepsbin UMKN 1 p/12 Hep cpa3y nocsie dasbl 3arpysku, NPoaoJKaam oCcTaBaTbCA Ha
nHTepsasne 1 p/12 Hen (KESTREL) n 1 p/12 Hepn / 1 p/16 Hepn (KITE) no 100- Hepenw:

o B uccnepoBaHum KITE npumepHo 25% naymneHToB, nonyyaswmnx 6ponyumnsymab 6
M, BoCTUrnm nHtepsana 1 p/16 Hepn K ucxony 100-n Hepenn.

e YCTOMYNBOE KJIMHMUYECKN 3HaYMMoe yrydleHue oueHkn DRSS (= 2 ctyneHen) oT
NCXoa4HOro yposHs K 100-n Hepene.

e B uenom npodunb 6e3onacHocTn 6ponyumnsymaba B fo3e 6 Mr ocTaBasics
Hen3MeHHbIM. B KITE He 6b110 3aperncTtpupoBaHo HM 04HOro cay4vasa PB B TeyeHune
Bcero nccnepnosaHus, a B KESTREL HoBbIx cnyyaeB PB He 6b1710 B Te4eHue 2-ro roga.
B KITE B Te4yeHune 2-ro roga He 6bis10 3apernctpmpoBaHo HoBbiXx OCC; Tpu HoBbix OCC,
3aperncTpmpoBaHHbIX Ha 2-M roay B rpynne 6ponyumnsymaba 6 mr B KESTREL, He
nmenn ceasn ¢ BI'B nnum PB.

Tepanua paHnbusymadoom

Pe>xXumbl Tepanum paHu6u3yMa60M AeNnATCA Ha.

e «JleyeHune n npognerHmne» (Treat and Extend — T&E) — n3HavanbHO TpebytoTcs 3
nocnenosaTenbHble NHbeKUN nnn 6onee. NMocne JocTmKeHNsa MmakcnmasnbHom O3
MO>XHO MO3TanHoO yBe/IN4NBaATb MHTEpPBaAJbl BBEAEHUS.

e «[Mo noTpebHocTN» (Pro re nata — PRN).

JlevyeHne B pexnme T&E oeMoOHCTpuUpyeT pe3ysibTaT, CONocTaBuUMbIn C pexnmom PRN, n
CHMXXaeT Harpy3ky Ha nauneHTos [19,21].

Image

Mpun nevyeHnn B pexmme T&E TepaneBTMYECKUIA NHTEPBAN CrienyeT yBenyinBaTb He bonee
4yeM Ha 1 Mecal U MakcMMyM 0o 3 mecsues. [Mpu Bo306HOBNAEHUN akTuBHocTn MO
NHTEpPBaJbl HY>XHO YKOPayMBaTb — BMJIOTh [10 BO3BPATa K eXXeMecs4YHOMY BBeAeHuto [22].



PaHuOun3ymab + nasepHana Koarynauus

CyLwiecTByeT ABa pe>XXuMa KOMOMHMPOBAHHOIO Jie4yeHusa paHmbusymabom B
covyeTaHuum c JIK:

e PaHnbusymab + HemepgneHHas JiK;
e PaHnbusymab + otcpoyeHHas JiK.

OTcpoyeHHas JIK accoynmpoBaHa ¢ 6onbimm npmupoctom O3 B TeyeHune 5 net [15].

Mo aaHHbIM nccnegosaHmsa PROTOCOL | [15], B rpynne nayneHToB € ncxogHo bonee
HM3konm O3 ee NPUPOCT K KOHLY 5-ro roga Tepanun Obin Beille B rpynrne C OTCPOYEHHOMN
JIK. B utore 56% naumeHTOB U3 rpynnbl ¢ oTcpoyYeHHoun JIK He noTpeboBancsa HM oAuH
ceaHc nasepa. bonee 50% nauymeHTOB rpynnbl oTCpoveHHOW JIK He Hy>XOa/nCb B
NasepoTepanuun B Te4yeHne 5 ner.

OueHka 3¢ppekTuBHocTn aHTM-VEGF-Tepanuu npu I1MO

CKONbKO HY>XHO MHBEKLUMUN, 4YTOObLI OLL€HUTDb OTBEeT Ha Tepanmo?

YnydweHune 3peHna npn OMO — 370 nocTeneHHbIn npouecc. MNMuk O3 gocTuraeTcs TONbKO
yepes 6-9 mecsaueB (MM fonblle) Nocsie Havana nedyenns [23].

PekoMeHOyeMblll CPOK OLEeHKU «CyboNTUMaIbHOro» oTBeTa — 12-i MecsL, nevyeHuns (puc.
3).
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HA NMPOTAXEHWU 12 MECALEEB YBENMYUBAETCAH 40NA NALUMEHTOB C YNYHLUEHWUEM 03

PucyHok 3. [lInHamuka ynyduweHusa O3 Ha poHe aHTU-VEGF-Tepanun [23]

Korpa nopa nepeknio4yaTbCs Ha Apyroe neyeHue?

Image

YbeanTenbHbIX AAHHbIX B nosab3y 3PPEKTUBHOCTU U LI,eJ'IeCOOGDaBHOCTVI nepekmam4eHna Ha



apyroe nedyeHune npu Tepanun MO HeT. Takoe nepekslYeHne He NMpMBOaNT K YJydLLIEeHUo
03. bonee uenecoobpasHo ANNTENIbHOE NlIe4eHNne — Ha NpoTsKeHun 1-2 net n 6onee [24].

Ecnu nocne 3 n 6onee nHbekumin paHnbnsymaba MO coxpaHseTcs, cieayeT Npoao/KUTb
Tepanuio. B aTon cuTyauum npu nepeksloyeHnn Ha Apyron npenapaT yay4lleHve byaoeTt
6onee BEPOSITHO CBA3AHO C NPOAO/KUTENBLHOCTLIO Tepanun, a He Co CMeHOoI JlIeKapcTBa
[25].

YnyduweHne KoMnsaeHca MOXeT BJIMATb Ha UCXoA4bl bosble, HEM U3MEHEHME Tepannn
[26].

Ha Kakoe neyeHue nepeksioyaTb NauumeHTa B cjiyyae
Hedd PpekTuBHocTtn antu-VEGF-npenapara?

Ecnn Bbl pewnnu, 4To nevyeHmne paHnbnusymabom He shPEKTUBHO, TEPANMUID MOXKHO
nepeknYnTb Ha gpyron aHTn-VEGF-npenapaT, nmbo nobasntb apyrom sug tepanun (J1K),
nmbo nepenTn Ha XNPYypruvyeckoe neyvyeHme (BUTPIKTOMUS).

Image

Mocne nepeknyeHUsa Ha gpyron aHTN-VEGF-npenapaT oueHnTe, 4ENCTBUTESIbHO SN
yny4uweHue npomnsowno bnarogaps nepekntoveHnto. Bo3sMoXXHO K, 4TO NCXOAHOE
yxXyauweHune 6bi110 CBA3aHO He C Hea(hPEeKTUBHOCTLIO aHTU-VEGF, a ¢ cucteMHbIMK
hakTopamu (Al, HbAlc v ap.) n gpyrumMmm ConyTCTBYIOLWMMN OPTaIbMOIOrN4EeCKUMN
3aboneBaHusaMuM (KaTapakTa, riaykoma u ap.).

YeM 0O0bsAcHAeTCA noBbileHue 3¢ PeKTUBHOCTHU JleHeHUs nocne
nepekJsilo4eHusa c paHubusymaba Ha apyrou aHTu-VEGF-npenapart?

P (PeKTUBHOCTb NepeksIinyYeHU 00bACHASTCA pa3IM4YNSAMM B MEXaHMU3MaX OeNCTBUSA aHTuK-
VEGF-areHTOB. Y NnauneHTa MOXeT 6blITb BPOXKOEHHAA reHeTn4Yeckasa pe3smcTeHTHOCTb K
onpeneneHHomy aHTU-VEGF-areHTy: onpegeneHHble nonvumopgpuimel reHa VEGF-A moryT
NMPMBOAUTbL K MJIOXOMY OTBETY Ha KOHKpPeTHbIN aHTU-VEGF-npenapaT [27].

YacTo 6bIBaeT Tak, YTO yJy4lleHne He CBSA3aHO C NpenapaToM «nepekatoyeHns». OHO
MOXKeT 6bITb CBA3aHO C TEM, YTO MOCJIe NepekItOYEHNS 3a NaLMEHTOM Ha4YNHaeTCs
npocnekTMBHOE HabnwaeHne, Korga Bpad 6onee TwaTeNbHO C1eAUT 3@ COCTOSTHUEM
nauneHTa. Takxxe yayylleHne MoXeT ObiTb CBA3aHO C yBEJINYEHNEM KOSIMYECTBa
NHBbEKLMI Mocae NepekstoYeHuns.

Ecnn nocne nepeknioyeHnsa 4acToTa MHBEKLNIA CHUXKAETCS, 3TO He BCeraa CBsi3aHo C
npenapaToM «nepeksyeHns». bonee BepoATHO, YTO 3TO CBSA3AHO C AJINTENbHOCTbIO
Tepanuu, Kkorga noTpebHoOCTb B MHBEKLNSAX 3aKOHOMEPHO CHM>XXaeTcs. Takum obpasom,
CHM3UTb YaCTOTY NHbEKLMI Bbls10 Bbl BO3MOXXHO 1 6e3 nepexona Ha Apyron npenapar.

YTOo npom3onpeT, ecsiu He nepeksovyaTbca Ha apyrovn aHTu-VEGF, a
NPOAoOJIKNUTDb JiedyeHue paHmbusymaobom?

Mo AaHHbLIM nccnenoBaHnmn [28], y nauneHTOB, KOTOPbIe NPOAOJDKNAN Jle4eHne
paHnbunsymabom 6e3 nepeknyveHnsa Ha gpyrom aHTn-VEGF, O3 yny4yuwanacb CONoCTaBMMO



C TEMU MaumMeHTaMun, KOTopble NepeLusn Ha apyron aHTu-VEGF-areHT.

K npumepy, y naumeHTa, KOTOprIZ Obln KaHANOATOM Ha nepekst4YeHne K 3-My MecAauly
nevyeHmA paH|/|6|/|3yma60M, HO MPOoAOoJDKWNA Tepanuto 3TUM nNpenapaTtoM, Bblpa>XeHHoe
YMeHbLUeHNE TONLWNHbI CeTHaTKWM HaCTyMnunJio Ko 2-My roay yedyeHwus.

Image

Opyroe nccneposaHne [29] nokasano, 4To Npu nepektodYeHmnn ¢ paHnbusymaba Ha
apnmbepuenT y naumeHTOB He Habnwaanocb cTonkoe yny4dweHune 03. Yepes 3 mecsua
MexXOy NauneHTaMun, KoTopble «NepektYNINCh» N KOTOPblie MPOAO/KUAN eYeHne
paHnbusymabom, He BbIN0 3HAYUMBIX pa3nnyduin (p = 0,02).

MO>XHO N BepHYTbCA K npeasbiayuwemy aHTu-VEGF nocne
nepeknioyeHua?

Ecnn nepekntoveHmne c ogHoro aHTN-VEGF Ha gpyron Hea3(heKTUBHO, MOXXHO NPOBECTM
«0bpaTHoOe nepeknYeHne» Ha nepsbin NpenapaT [30].
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