IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AMITIA®

(EYLEA)

Cknao:
Oitoua peuosuHa: aflibercept;
1 M1 po3uuny s in’ekniit mictuts 40 Mr admibepcenty;

donomidcHi pevosuHu: omicopbaT 20; HaTpito hocdaT OMHOOCHOBHUIM, MOHOTIgPAT; HATPiIO
dbocdat mIBOOCHOBHHUM, TENTATiIpaT; HATPil0 XJIOPU; caxapo3a; Boma MJIs iH eKIIii.

JIikapcbka ¢opma. Po3uuH 01 iH eKIlin.

OcHo8Hi (pi3uko-ximiuHi 81acmusocmi: PO3UNH 0€3 BUAUMUX YaCTOK.

dapmakoTepaneBTHYHA Ipyma. 3aco0u, IKi 3aCTOCOBYIOTh IIPU PO3/IafiaXx CyOuH OKa.

Kom ATX SO1L A05.

dapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

AdmnibepcenTt € peKOMOIHAHTHUM TiOPHUIHKUM OiJIKOM, ITI0 CKJIa[a€ThCs i3 YACTUH MO3aKITITHHHUX
IOMEHIB 1-T0O Ta 2-TO peleNnTopiB CYOUHHOTO eHf0TemanbHoro gpakropa pocrty (Vascular Endothelial
Growth Factor — VEGF) miopunu, 3nutux 3 Fc-minsgakor mogcskoro IgG1.

AdmnibepcenTt BupobnseThes KiniTuHamu K1 ssedHHMKA KUTaWChKOI0 XOM'STYKa 3a TEXHOJIOTIE0
pekombinanTHOI [THK.

AdmibepcenTt fie SK pO3YMHHUM pelenTop-IacTKa, IKUM 3B’93ye CYAUHHUN eH0Te TianbHui GpaKkTop
pocTy-A (VEGF-A) Ta mnaneHTapHuii pakTop pocty (Placental Growth Factor - PIGF) 3i 3HauHO
BUIIIOI0 CIIOPIAHEHICTIO, HiXK MPY 3B'93yBaHHI 3 IPUPOJHUMU PELIENITOPaMH, i, TaKUM YUHOM,
MoOKe iHTiOyBaTy 3B’A3yBaHHA i akTHUBaIlii0 uux cropigHenux VEGF-penenTopis.

Mexaniam gii. VEGF-A ta PIGF € unenamu VEGF-ciMelicTBa aHTioTeHHUX (DAaKTOPiB, SKi MOXYTh
BIIMBATH Ha €HMOTeNialbHi KIIITHHY SK CUIbHOMIIOYi MiTOT€HHI Ta XeMOTaKCU4Hi (haKTOPH, a TaKOXK



daxTopu npoHUKHOCTI cyguH. VEGF peasi3ye CBOIO [Iit0 Yepe3 ABa THPO3UHKiIHA3HI PELlenTOpH
VEGFR-1 ta VEGFR-2, ipucyTHi Ha noBepxHi eHAoTenianbHuX KIiTuH. PIGF 3B’s13yeThCa nuiiie 3
VEGFR-1, 110 TaK0XK IPUCYTHIN Ha IIOBEPXHIi NTelKOoUUTiB. HagMipHa akTHBaLisa UX PELeNTOpPIB 3
6oky VEGF-A MozKe MpU3BECTH [0 IAaTOJIOTiYHOI HEOBACKYIsIpH3allil Ta HagMipHOI IPOHUKHOCTI
cynuH. PIGF Mmoxe gmisitu cuHepridHo 3 VEGF-A y BKa3aHUX IIpoliecax Ta CIPUSATH JEeUKOLUTaPHIN
iHGinbTpalil i 3amaneHHI0 CyxH.

dapMaKoO¥HaMiuHi eQeKTH.
Bosoea sikosa makyaoducmpodgisa (BM]I).
Bosmora BM]] xapaKTepr3y€eThCS IAaTONOTiYHOI0 X0pioifanbHO HeoBacKynspusaiieio (XHB).

[TpocouyyBaHHS KpPOBi Ta pigunu, cipruunHeHe XHB, Moxe CIPpUYMHUTH IIOTOBIIEHHS CiTKiBKHM a060
HaOpsK Ta/abo cyb-/iIHTpapeTUHAIbHUN KPOBOBUJIUB, 10 IPU3BOAUTH O BTPATH FOCTPOTH 30Dy .

Y namieHTiB, sKi OTpEMyBaIH JIiKyBaHHS IIperapaToM Aitnis® (mo 1 in’exmnii 1 pa3 Ha Mics1b
BIIPOZIOBXK 3 MICAIIiB IIOCIIi/Ib 3 HACTYIIHUM 3aCTOCYyBaHHSM Ipenapaty 1 pa3 Ha 2 Micqili), Hezabapom
IiCJI IOYaTKy Teparlil CllocTepirany 3MeHIIeHHS TOBIIMHY CIiTKiBKM Ta 3MeHIIeHHS CEPEeTHbOTO
po3Mipy minsguku XHB, 110 Bignosigae pe3ynbrataM, OTPUMaHUM [Jid paHibizymaly npu #oro
3acTocyBaHHi B 1031 0,5 Mr 1 pa3 Ha Micslb.

Y nocnigxenni VIEW1 cepepHe 3HUXKEHHS TOKa3HUKIB TOBIIMHY CiTKiBKM 3a JAHUMHU OIMTUYHOI
kKorepeHTHOI ToMorpadil (OKT) ctaHoBunO Ha 52-My TuXHi -130 MIKpOHIB y rpymi, Ka OTpuMyBaa
npenapat Ainis® y mosi 2 mr 1 pa3 Ha 2 Micsnj, i -129 MiKpoHiB y Ipymi, iKka 0TpEMyBaJla JIiKyBaHHS
paHnibizymaboMm y go3i 0,5 mr 1 pa3 Ha Micsie. YV gocnigxkenHi VIEW?2 Ha 52-My TUXKHI cepenHi
IMOKA3HUKK 3MEHIIEeHH TOBIIMHY CiTKiBKY 3a ganuMu OKT ctanoBuiy, BinmoBimHo -1491-139
MiKPOHIB y IpyIIi, SIKa OTpUMyBaa JIiKyBaHHs IpenapatoM Afimia® (2 Mr 4yepes MicsIib), Ta y TPy,
sKa OTpUMyBasa pani6izymab (0,5 Mr momicsigHo).

3MeHIIeHHS po3Mipy minsgukyu XHB Ta TOBIIMHM CiTKiBKM 3a3BU4Yail 30epiraaocs BIPOMOBXK APYrOTro
POKY [OCITiAXKEHb.

Hocnipxenus ALTAIR nmpoBogunocs B AmOHil 3a y4acTio MAI[iEHTIB, IKi paHillle He OTPUMYBaIH
teparmito Bosioroi BM]I. PesynbraTu ALTAIR nogi6ui mo Takux y pocnigxenusx VIEW, ane 6ynu
OTpPHMaHi i3 3aCTOCYyBaHHAM 3 MOYATKOBKX LIOMICSYHUX iH’€KI[ii mpenapaty Aimis® 2 Mr 3
HACTYITHOIO iH'€KIIi€I0 Yepe3 2 MiCsIli, a MOTiM — 3 BUKOPUCTAHHSM PeXUMY Teparii «JIIKyBaHHS Ta
OMIOBXKEeHH» («treat-and-extend») 3i 36inbIIeHHSIM iHTePBaTiB MiXK BBEIEHHSIM [03
JiKapChKOro 3aco0y Ha 2 a6o 4 TuXKHiI O MaKCUMaJIbHOTO iHTEepBany 16 TUXKHIB 3TigHO i3
IIOIIEPEeqHbO BCTAHOBJIEHUMHU KpuTepiaMu. Ha 52 TUXKHI cepenHi TOKa3HUKUA 3HUKEHHS
TOBIIMHHU CiTKiBKM 3a gaHuMu OKT craHoBunu BignosigHo -134,4 1-126,1 MikpoH y rpymi 3
IHTepBayIOM IIOJOBXKEHHS Ha 2 TUXKHI Ta y I'PyIi 3 iHTEepBaJIOM IIONOBXKEHHA Ha 4 THUXKHI.
BifcoTOK mawi€eHTiB i3 BifCyTHICTIO piguHu 3a fanumu OKT Ha 52 THXKHI CTaHOBUB
BifmoBigHO 68,3 % Ta 69,1 % y rpymi 3 iHTepBaIOM IONOBXKEHHS Ha 2 THXKHI Ta y Tpymi 3
iHTepBasioM MOOOBXKEHHS Ha 4 TUXHi. 3MEHIIIEHHS TOBIIMHY IIeHTPAJIbHOI OiSTHKY CiTKiBKM 3arajioM
migTpuMyBanocs B 000X Tpymax Tepartlii Ha Apyromy poti gocnigxkenus ALTAIR.

Hocnipxenns ARIES Oyo cryiaHOBaHO [7g OLiHKY He MeHIoi e(eKTUBHOCTI Teparlii mpenapaToM
Aiinis® y §o3i 2 Mr y pexuMi «JIiKyBaHHS Ta HOOBXEeHHS» («treat-and-extend»), 10 PO3MOYHHAETLCA
Bigpasy micist BBeOeHHs 3 I0YaTKOBUX IIOMiCSIUHUX iH'€KIIiM Ta OMHi€l JOJaTKOBOI iH’ €Kil uepes 2
Mic1Ili, y IOPiBHSIHHI 3 Tepalli€lo B peXuMi «JTiKyBaHHS Ta IOAOBXKEeHH» («treat-and-extend») micns



IIePIIOTO POKY MiKyBaHHS. Y IMalli€eHTiB, SKi IPHHAUMHI OQHOTO pa3dy NPOTATOM OOCTigXKEeHHS
noTpeOyBany BBeeHHs iH €KIIi# YacTilne, aHixk KoxkHi 8 TuxHiB (Q8), TOBIIMHA IIeHTPAIbHOI OiNTHKH
citkiBku (central retinal thickness - CRT) 3anuianacs BuIno:0, mpote cepenHe 3MmeHimenHs CRT Bifg
novyaTky nikyBaHHs 00 104 TuxHSA cTaHOBUIO -160,4 MKM, 1110 BiAATIOBigas0 TaKOMY y IAl[l€HTIB, SKi
OTpUMYyBaJu Tepariio B pexuMi Q8 abo pifie.

Habpsk makyau, wo po3suHyscs 8Hacnidok mpombo3y ueHmpaavHoi eeHu cimkieku (TLIBC) ma
mpom603y 2inku ueHmpanavHoi 8eHu cimkieku (TI'LIBC).

ITpu THBC Ta TTLIBC po3BUBA€ETHCA illleMisd CiTKiBKH, 110 cupu4dnHse BuBinbHeHHS VEGF, ake
IIPU3BOMUTH [0 MOPYIIEHHS CTIMKOCTI TICHUX 3B’S3KiB Ta CIIpusie mpoidepallii eHaoTeiaabHuX
kinitul. Aktuanis VEGF aconitoeThcs 3 pyliHalli€lo reMaTo-peTHHaNIbHOro 0ap’epa, a mifBuilleHa
IIPOHUKHICTh CY[IMH CIIPUYUHSE HAOPSAK CITKIBKM, CTUMYJIIIOE PiCT €HIOTEMialbHUX KITITUH Ta
HeOBaCKYyJIpU3aliko.

V marieHTiB, Ki OTpUMyBaIH TiKyBaHHA npenapaToM Aimig® (1 in’exmis 1 pa3 Ha MiCAIb BIPOLOBX 6
MIiCSI1IiB), CIIOCTepiranacs CTilikKa, IIBUOKA i MOTyKHA BiIIOBigb 3a JaHUMHU MOPGOIOTiYHUX
noka3HukiB CRT. CtanoM Ha 24 TUXOEHbL CepenHe 3MeHIeHHs ToBmuHY CiTKiBKM (CRT) B
IeHTPaIbHil OinsgHIl O0y/io B cepeflHbOMY 3HAYHO OiIbIll CYyTTEBUM MOPIBHSHO 3 BUXiTHUMMU
3Ha4YeHHAMHU Yy BCix Tpbox pociimkeHHIX (COPERNICUS (TLIBC): (-457 mikpoH i -145 MiKpOH;
GALILEO (TLIBC): -449 wmikpon i -169 mikpon; VIBRANT (TT'LIBC): -280 MikpoH i -128 MikpoH).
3MeHIIIeHHs TOBIIMHU CiTKiBKHU ITOPIBHSHO i3 BUXiTHUMM IMOKAa3HUKaMU 30epiranaocs o KiHIs
nocrmimkenns: 100-i Tuxkgens - y gocnimkerri COPERNICUS, 76-i TuxneHs - Y HOCTIAXKEHH]
GALILEO Ta 52-i1 TuXAeHb - y gocnigxenHi VIBRANT.

LiabemuyuHull Habpsax makyau (ITHM).

HiabeTUYHUN MaKyISIPHUE HAaOPSK XapaKTePU3yEThCs 30iTbIIIeHHSIM IPOHUKHOCTI CYIHUH Ta
YIIKOIXKEHHSIM KalliIPiB CiTKIBKY, 1110 MOXKe IIPU3BECTHU [0 BTPaATU FOCTPOTH 30DYy.

Y martienTis, OinbIIicTh 3 AKUX Maja giabeT 2-T0 TUIlY, HEBIOB3i MMiC/g MOYaTKYy JiKyBaHHS
npenapaToM Alimia® crocTepirany IIBUAKY ¥ IOTYXKHY BiAIOBiAb 3 60Ky MOPQOIOriYHKAX OKA3HUKIB

(CRT, DRSS).

Y xoni mocnipxens VIVID™ ta VISTA”™ cepenHe 3MeHIIeHHS TOBIIUHY CiTKIiBKY B lIeHTPaJIbHIl
ninguii (CRT) 6yno B cepefHOMY 3HAYHO OiIbIN CYTTEBUM IOPIiBHSIHO 3 BUXITHUMU 3HAUEHHSIMH 10
52 THXHA y Mal[i€HTiB, 9Ki JTiKyBaIKCs IpenapaToM Aimia®, HOpiBHAHO 3 IPYIIO, LI0 IPOXOUIIA
na3epHy Tepamio: -192,4 i -183,1 mikpona mns rpyn 2Q8 Aiinis® ta -66,2 i -73,3 MiKpoHa st
KOHTPOJIBHUX I'pyn BignoBigHO. CTaHOM Ha 100 TuXOeHb 3MeHIIeHH NiATPUMYBaIOCs Ha PiBHI
-195,81-191,1 mikpoHa st rpyn 2Q8 Ainis® Ta -85,7 i -83,9 MiKpoHa [JIsi KOHTPOJILHUX IPYII Y XOMi
nocnimxens VIVID™™ ta VISTA™ sinnmosigHo.

OpHi€em i3 monepenHbO BU3HAYEHHMX OI[iHOK e()eKTUBHOCTI JIiKyBaHHS y mocaimxkenHax VIVID™ ta
VISTA™* Gy1o moxpalieHHs CyMapHOro IOKa3HKWKa IIKAJIK OLiHKK TSXKOCTI AiaGeTHIHOI
petunonartii (Diabetic Retinopathy Severity Scale — DRSS) Ha =2 kpoku. [laHi 0[O OI[iHKU LILOTO
TNoKa3HuKa Oyny HasgBHi y 73,7% HawieHTiB y gocuigxernsi VIVID™ ta y 98,3% mamieHTiB y
nocnimxenHi VISTA™F. Yepes 52 TukHi miKyBaHHS IIOKpalIeHHS CyMapHOro moKa3HuKa DRSS Ha =2
KpOKM BinMivanoca y 27,7 ta 29,1% na1jieHTiB, Ki OTpUMyBaIu IIpenapar Atinig® mo 2 MTr KoxHi 8
TUXHIB (rpynu Eylea 2Q8), Tay 7,5 Ta 14,3% naniesTiB KOHTponpHUX I'pyl. Yepe3 100 TuxHIB
nmikyBaHHS — y 32,6 Ta 37,1 % nauieHTiB B rpynax Eylea 2Q8 Tay 8,2 ta 15,6% mnalfieHTiB
KOHTPOJIBHUX I'PYIL.



Y mocnipxenHi VIOLET nopiBHIOBanIu TPy Pi3Hi peXUMU Teparii i3 3aCTOCyBaHHSM IIpenapaTy
Ainis®y mosi 2 mMr nanienTam i3 [JJHM micis nprHAMMHI OOHOTO POKY JIKYBaHHS 3 (iKCOBAaHMMHU
iHTepBalaM# MiX iH'€KI[iIMHU, KOJIU JIIKyBaHHS PO3MOYNHAIHU 3 O MOCTIJOBHUX LIOMICAYHUX iH €Ki
i3 moganpIlIMM BBEIEHHIM Ipenaparty KoxHi 2 micami. Ha 52-my i 100-My TUXKHSAX OOCTIAXKEHHS,
TOOTO Ha APYrOMY i TPEThOMY POKax JIiKyBaHHS, cepenHi 3Minu CRT Oynu KniHiYHO 3iCTaBHUMMU TIPU
3aCTOCyBaHHI pexkuMiB Teparrii «treat-and-extend» (2T&E), «pro renata» (2PRN) i 2Q8, 110
CTaHOBUJIO BigmoBigHoO -2,1; 2,2 1 -18,8 MikpoH Ha 52 TuxHi Ta 2,3; -13,9 1 -15,5 mikpon Ha 100 TuxHi
JIiKyBaHHS.

MioniuHa xopioidaavHa Heosackyasipusauisa (MXHB).

MiomniyHa xopioiganbHa HeoBacKynsgpu3anis (MXHB) - yacTta nprynrHa BTpaTH 30pY y HOPOCIIHX 3
IIaTOJIOTiYHOIO Miomiel0. BoHa po3BUBAETHCS B MPOIECi 3aTOEHHS PaH MiCJis PO3pUBY MeMOpaHu
Bpyxa i € Halibinbi HeOe3NEeYHUM MJIS SKOCTi 30py SIBUIIEM IIPU MaTOJIOTiYHiM Miomii.

V maIieHTiB, AKi OTpUMyBaIH JTiKyBaHHSA mpenapaToM Aimis® y xomi mocmigxerns MYRROR

(1 in’eK11ist Ha MOYATKY Tepalil Ta JOJATKOBI iH €Kil B pa3i 36epekeHHsT YK PeIuIUBiB
3aXBOPIOBaHHS), TOBIIKMHA CIiTKIBKM 3HU3UJIaCh HEBAOB31 MiC/IA ITO0YATKY JIIKyBaHHS OO0 24 TUXKHSA

(- 79 MIiKpOHIB i - 4 MIiKpOHIB y TpyIIi, 10 OTPXMYyBaJla TepaIiio IpemnapaToM Aimisa® B go3i 2 Mr, Ta B
KOHTPOJIBbHIM Tpymi BifmoBigHo) Ta 30epiranacs go 48-ro TuxHs. TakoXK 3MEHIIUBCS CepenHii po3Mip
ypaxeHsp, cupuyrHeHux XHB.

Krniniyna ebeKTHBHICTh Ta Oe3meKa.
Bosaoea BM]I.

Besneky Ta eeKTUBHICTh IpenapaTy Afmiﬂ® OLIiHIOBAJIU Y XO[i IBOX PAHAOMI30BaHUX,
0araToleHTPOBUX, IOABIMHUX MaCKOBAaHUX [OCIIifIXKeHb 3 aKTUBHUM KOHTPOJIEM Y IAIli€HTIiB i3
BoJioroio ¢opmoio BM]I. 3aranom y iBOX OOCTigKeHHAX 3 OlliHKY epekTuBHOCTI Tepamii (VIEW 1 i

VIEW 2) 6panu y4acTs 2412 namieHTiB (i3 Hux 1817 mallieHTiB OTpUMYyBaIu Ipemnapar AI7IJIi${®). Bik
naiieHTiB 6yB y miana3oHi Big 49 no 99 pokis, cepefHiii BikK - 76 pokiB. Y xomi KITiHIYHUX JOCTiIXKEHb
6mu3pK0 89% (1616 3 1817) namienTis, sSKi MeTogoM paHgoMi3atii 6yu po3mofineHi AMg OTPUMaHHS
npenapatTy Ainis®, Many Bik Bifi 65 pokiB, a Maiixe 63% (1139 3 1817) - Big 75 pokiB. Y KOXHOMY 3
[IUX [OOCIiAXKEeHb paHJoMi3allilo alieHTiB 3[iMCHIOBaIY v criBBigHoweHHi 1:1:1:1 go 4 rpyn 3a
pexXuMaMH JIiKyBaHHS:

1) BBeeHHA IIpemapary A171H151®

2Q8);

B 0031 2 MTI KOXKHi 8 TuXKHIB (mmicns 3 nepBuHHUX iH'eknii) (Eylea

®

2) BBe[leHHS npenapary Aimisi — B go3i 2 Mr koxHi 4 TvxkHi (Eylea 2Q4);

®

3) BBe[leHHS npenapaTty Aumis - B go3si 0,5 mMr koxHi 4 tuxHi (Eylea 0,5Q4);

4) BBemeHHA paHibidymaly y mo3i 0,5 Mr KoxHi 4 TuxHi (ranibizumab 0,5Q4).

BriponoBxk APYroro poKy AOCIiAXKeHb MallieHTH TPOAOBXKYBaIU OTPUMYBATH Ti XK 0O3H, 5Ki Oynu
IIpHU3Ha4yeHi IM P paHAoMi3allil, IpoTe 3i 3MiHEHUM PeXKKUMOM [03yBaHHS 3aJIe2KHO Bif] pe3yIbTaTiB
mocyimKeHHsT PYHKII 30py Ta 00’€KTUBHOTO [OCIIXKEHHS, Y SKOMY MaKCHMaIbHUN IPOTOKOJIbHUN
iHTepBa MiX 3aCTOCYBaHHAM [03 CTAHOBUB 12 THXKHIB.



B 060x gocrnigKeHHAX IepPBUHHOIO KiHIIEBOIO TOUKOI0 e(heKTUBHOCTI OyJia YaCTHHA Nalli€HTiB y
IOy IS MallieHTiB «3a TPOTOKOJIOM», ¥ IKUX Bifl3Hayasocs 36epexkeHHs PiBHS 30py (BTpaTa
TOCTPOTH 30py MeHIe 15 miTep Ha 52-Uii TUXKOEHD ITOPIBHIHO 3 BUXIIHUM PiBHEM).

Y mocnipxenni VIEW 1 Ha 52-uii TuXKaeHb 30epexKeHHs PiBHS 30py BigMivanocs y 95,1 % nariieHTis 3
rpynu «Eylea 2Q8» ta y 94,4 % nauienTiB rpynu «ranibizumab 0,5Q4». BcTaHOBIIEHO, 110 Tepalis

IIpernapaToM Aﬁﬂiﬂ® He IIOCTYNAEThCA 1 € KIIHIYHO eKBiBaJIEHTHOIO TePallil, 10 3aCTOCOBYBaIacsd y
rpymi «ranibizumab 0,5Q4».

Y mocnipxenni VIEW 2 Ha 52-ull TUXKIEeHb 30epeKeHHs piBHS 30py crocTepiranocs y 95,6 %
nauieHTiB y rpymi «Eylea 2Q8» ta 'y 94,4 % narienTiB rpynu «ranibizumab 0,5Q4». BctanosneHo, 110

Teparis ImpernapaToM AfIJ'IiH® He IIOCTYTA€EThCA i € KIiHIYHO €KBiBaJIeHTHOIO Tepartil, 110
3aCTOCOBYBanacs y rpymi «ranibizumab 0,5Q4».

Y 3BemeHOMy aHaumi3i gaHux pocnigxens VIEW 11 VIEW 2 npenapart Aiinis® MaB CYTTEBY
CTaTUCTAYHY 3HAUYIIICTh y IIOIEePEeaHbO 3aJaHii BTOPUHHIN KiHIIeBil TOYIl 3TigHO 3
anketoio NEI VPQ-25 (National Eye Institute Visual Punction Questionnaire) 6e3 kniHigHO
3HAuyIIUX BiIMiHHOCTeU 3 paHibizymaOoM. BenuurHa nux 3miH Oyia nogi0HO 40 TUX, L0
cIocTepiranaucs B omy6J1iKOBaHMX OOCITIIXKEHHSX, 110 B CBOIO YePTy BiflIOBiga€e MOKpalleHH0
noka3Huka [3MMK (roctpoTa 30py 3 MakKCUMaIbHO MOXK/IMBOIO KOPEKIIi€l) Ha 15 miTep.

[TpoTsiroM APYroro POKY HOCIiKeHb, K MIpaBuio, BigMiyanocs 30epexkeHHsT eeKTUBHOCTI 1O
MOMEHTY OCTaHHBOI OITiHKH, 1[0 MPOBOAXIIACE Iifl Yac 96 TuxH4. [[JomicauHOT0 BBEOEHHS iH €KIIiN
noTpebyBanu 2-4 % mallieHTiB, a TPETHHA NallieHTiB MoTpebOyBaja BBeAeHHS MpruHaiMHi 1 iH’ekii
yepe3 1 Micsire.

CnocTepiranu 3MeHIIIeHHSI CEPeTHbOT0 Po3Mipy ypaxkeHHs XHB B ycix rpynax 060X DOCTigXKeHb.

PesynbraTtu epeKTUBHOCTI ¥ BCix cyOrpynax (HampuKiIaf 3a BikoM, CTATTiO, PaCOBOIO
IIPUHAJIEXKHICTIO, I0YAaTKOBOI I'OCTPOTOIO 30PY, TUIIOM yIIKOIKEHHS, PO3MIPOM YIIKOIXKEHHS) Y
KOXKHOMY [IOCJIi[I>KEHHI Ta y 3BeJIeHOMY aHasli3i Oy/u 3icTaBHUMH 3 TaKUMHU Y 3arajibHiil MOMyIsilil.

ALTAIR - 11e 6araTolieHTpoBe, 96-TUKHEBE, paHIOMi30BaHe, BITKPUTE OOCIigKEeHHS 3a y4acTio 247
STIOHCHKUX TAlli€HTIB, SIKi paHillle He OTPUMYBaJIu Tepailiio Bosoroi BM]I, po3pobieHe 3 MeTOI0
ouiHKY eeKTUBHOCTI Ta Ge3IMeKH 3aCTOCYBaHHS Ipenapary Aiis® 3 BAKOPUCTAHHSIM PEKUMY
Tepallii «JIiKyBaHHS Ta IMOJ0BXKeHH» («treat-and-extend») 3i 30inbIlIeHHSIM iHTEPBAaiB MiX
BBEJIEHHSIM [103 JTIKapChKOT0 3aco0y Ha 2 THXKHi Ta Ha 4 TUXHI.

Vi marjienT: 0TpUMyBaIK MIOMICAYHI 103K Ipenapary Aiis® 2 MT IPOTSITOM TPhOX MICSIIiB, a
TIOTIM - OfIHY iH’eK1i€eto yepe3 2 micsui. Ha 16 TuxkHi namienty 0yau paHgoMi30BaHi y
criBBigHOIIeHHi 1:1 Ha OBl rpynu:

1)

PeXUM Teparil i3 TOAOBXKEeHHIM (KOPEKIJI€) iIHTepBaJliB

®

MiX BBeIEHHSM 103 JIiIKapChKOTro 3aco0y Alimis ~ Ha 2 TUXKHI;

2)



pexXuM Teparil i3 momoBXKeHHSIM (KOPEeKIIi€lo) iHTepBariB

®

MiX BBeEHHSIM 03 JIiKapChbKOTro 3aco0y Aiimis ~ Ha 4 TUXHI.

PimenHs npo momoBxkeHHs a0 CKOPOYeHHS iHTepBaJliB MpUMasocs: Ha OCHOBI BidyanbHUX Ta/a0bo
aHATOMIYHUX KPUTEPiiB, BU3HAUEHUX ITPOTOKOJIOM, 3 MAaKCUMaJIbHUM iHTEPBAJIOM MiXK BBEIEHHSIM 103
16 TuxkHIB A7 000X TPYII.

[TepBUHHOIO KiHIIEBOIO TOYKOI0 eheKTuBHOCTI Oyna 3miHa [ 3MMK Big BuXimHUX ITOKa3HUKIB 10 52
TUXHS. BTOpUHHUMY KiHIIEBUMU TOYKaMu e(heKTUBHOCTI OYyJIM BiICOTOK TAlli€HTIB, SKi He BTpaTUIX
=15 niTep 1mKaaX OLIHKY F'OCTPOTH 30Dy, Ta BiACOTOK IAIll€HTiB, TOCTPOTAa 30pPY SIKUX ITOKpaIlUIach
IpUHaNMHi Ha 15 JTiTep Bif BUXiIHUX MOKA3HUKIB 10 52 THUKHS.

Ha 52 TuKHi y maIfieHTiB 3 pe2KMMOM Tepallil i3 IOJ0BXKEHHSIM iHTepBaJliB MiK BBEJIeHHIM 103
JiKapchbKOro 3aco0y Ha 2 THUKHi TOCTPOTa 30py MoKparmiacs Ha 9,0 miTep Bif BUXiTHUX IOKa3HUKIB
IIOPIBHAHO 3 8,4 niTepu y MallieHTiB I'PyIy NOOOBXEHHS iHTepBaly Ha 4 TUXKHI [cepeqHs Pi3HULA Y
JliTepax, BUpaxXyBaHa 3a MeTOOM HalMeHIIUX KBagpaTis (95 % mosipuuu intepsan ([1)): -0,4 (-3,8;
3,0), ANCOVA]. BigcoTok malfieHTiB, gKi He BTpaTuiu =15 miTep MIKanu OLiHKY TOCTPOTHU 30py, OB
nonibuHu mpu ABOX pexumax (96,7 % y rpyni nomoBxkeHHS iHTepBany Ha 2 TUXHi i 95,9 % y rpymi
IIOIOBXKEHHS iHTepBasy Ha 4 THXHi). BigCOTOK mallieHTiB, TOCTPOTa 30PY SKUX IMOKpaIIKUIach
npuHauMHi Ha 15 jiTep Ha 52 TuXHI, cCTaHOBUB 32,5 % y Ipymi IOA0BXEHHS IHTEepBaJly Ha 2 TUXKHI 1
30,9 % y rpymi momoBKeHHs iHTepBay Ha 4 TUXKHi. BifcoTok maIlieHTiB, y IKuX iHTepBas OyB
nofoBKeHuM 1o 12 TukKHiB abo GinbIe, ctaHOBUB 42,3 % y TpyIi MOOOBXKEHHS iHTepBaly Ha 2 THUXKHI
149,6 % y rpymni nogoBXeHHS iHTepBany Ha 4 TuxkHi. KpiMm TOro y rpyni nomoBxkeHHs iHTepBay Ha 4
tuxkHi y 40,7 % nauieHTiB iHTEepBas 0ys10 MOAOBXKeEHO [0 16 TuXHIB. B ocTaHHil Bi3UT 0o 52 TUXKHSA
nns 56,8 % ta 57,8 % mali€eHTiB BigMIOBIAHO 3 TPy IIOAOBXKEHHS iHTEpBaly Ha 2 Ta Ha 4 TUXHI
HaCTyTHa iH'ek1isa Oyna npu3HayeHa yepe3 12 TuxHiIB abo Ginbie. Ha gpyroMy potii ociimKeHHS
e(peKTUBHICTH, SIK IIPABUJIO, IiATPUMYyBaiacs, BKIII0OUal0UYMl OCTAaHHIO OLIHKY Ha 96-My THXKHI,
IIPUYOMY CepefHil mpupicT Bif 6a30BOro PiBHS CTAHOBUB 7,6 JiTEpH [AJS 2-TUKHEBOI TPy KOPEKIIil
i6,1 mitepu — s 4-TUKHEBOI IPyNu Kopekii. YacTKa malieHTiB, SKi MOJOBXKUIIK iHTEepPBa
nikyBaHHS 10 12 TuxkHIB abo Oinbiile, ctaHoBuna 56,9 % y rpymni 2-TuxHeBoi Kopekiii i 60,2 % —y
rpymi 4-TuxkHeBol Kopekiii. [Ipr ocTaHHBOMY BifgBigyBaHHI 0 96-T0 TXKHS 64,9 % i 61,2 % malieHTiB
y 2-TUXKHEBUX i 4-TUKHEBUX IPyIaxX KOPEKIIil BiATIOBIAHO Masiy MpU3Ha4YeHHs HACTYIIHOI iH'€KIIil 3
inTepBanom 12 TuxHIB aGo Ginmbiue. [TPoTsroM APyroro poky JiKyBaHHS MALEHTH sIK Y 2-TUXKHEBHX,
Tak i y 4-TUXKHEBUX T'PyIax KOPeKIlii oTpuMyBanu B cepenHboMy 3,6 Ta 3,7 iH’eKiliit BifmoBigHo. 3a 2
POKH JIiKyBaHHS MalliEHTU OTPUMYBaju B cepenHboMy 10,4 in’ekmii. OdTanbMONoTiYHuN Ta
CUCTeMHU mpodinb 6e3neku 6ymu momiOHUMU [0 OaHuX 6Ge3neku gocuimxkens VIEW 1 ta VIEW 2.

ARIES - 11e 104-TuxHeBe 6araTolleHTPOBE, PAaHOOMi30BaHe, BiIKPUTe JOCTIIXKEHHS 3 aKTUBHUM
KOHTpPOJIEM 3a y4acTio 269 nairienTis 3 BM]I, gKi paHillle He OTpUMYyBasiu TiKyBaHHS, IIPOBEOeHE 3
METOIO OLIIHKK He MEHIIOi e()eKTUBHOCTI Ta 0€3MeKy PeXUMYy Teparil «JTiKyBaHHS Ta MOIOBXKEHHS»
(«treat-and-extend»), 1110 pPO3MOYUHAETHCA OApPa3y MicasA 3 MOCIIJOBHUX IIOMICAYHUX iH'€KIIIN Ta
OJIHi€l MOOATKOBOI iH €KIIil Yepe3 2 Micsli, y IOPiBHSIHHI 3 BUKOPUCTAHHIM PEeXUMY Teparril
«JIIKyBaHHS Ta MOJOBXKeHHSA» («treat-and-extend»), 110 PO3MOYMHAETHCA MiC/SA MEPIIOTO POKY
JIIKyBaHHA.

Y mocnipxenHi ARIES TakoxX OIiHIOBaId BifCOTOK IaIi€HTiB, SKi mOTpeOyBaii YacTilloro TiKyBaHHS,
HiXK KOXHi 8 TUXKHIB, 3TriflHO 3 PillIeHHAM JOCTigHUKa. 3 269 y4aCHUKIB JOCHIAKEHHS 62 mallieHTH
OTPUMYBaJIM YacCTilli iH'eK1lil TpUHAUMHI OOUH pa3 NPOTATOM AOCTiAXKeHHs. TaKi nauieHTu
3aJIMIIAIUCh ¥ OOCIIIXKEeHH] Ta OTPUMYyBaIu JIIKyBaHHSA 3 TOX 4YaCTOTO0, Ky, Ha OIYMKY OOCJIigHUKA,
BHMaraja KiliHiYHa KapTHHa 3aXBOPIOBAHHS, aje He JacTillle HiXK KOXKHi 4 THXKHI Ta 3 MOXKIABOCTIO
IIOIOBXKEHHS iHTepBasiB y noganbuiomMy. CepefiHs TPUBAJICTh iHTepBaly MiX iH €KILIIMU MiCas



IPUUHATTS PIllIeHHS PO 4YacTille JIiKyBaHHA cTaHoBuUa 6,1 TvxkHA. Ha 104 TUXHI fOCTiAXEeHHSA
TOCTPOTA 30PY 3 MaKCUMaJIbHO MOXKJINBOI Kopekiieo ('3MMK) Oyna HUXKYOMK y MAIliEHTIB, SKi
noTpebyBany OiNblll iIHTEHCUBHOTO JTiKyBaHHS IPUHANMHI OMHUH pa3 MPOTITOM OOCIiIXKeHHS,
IIOPiBHSIHO 3 TallieHTaMH, SKi IboTo He nmoTpebyBany, cepenns 3Mina '3MMK Bif moyaTKy niKyBaHHS
1 mo KiHIS OOCHifXKeHHS Y LMX ali€HTiB cTaHoBuna 2,3 *+ 15,6 nitepu. 85,5 % mnari€eHTis, gKi
OTPUMYBaJM iH’€KIIil YacTime, 30eperiiu CBiil piBeHb 30py, TOOTO BTpaTuiIu MeHIIe 15 mitep, a 19,4 %
IIOKpAIIUJIK TOCTPOTY 30py Ha 15 i 6inbine mitep. [Ipodins Oe3neku y nallieHTiB, IKi OTpUMYyBaiu
in’eK1rii yacrimre, HiXK KoXHi 8 THKHiB, OyB momi6HUM 1m0 maHux 6e3mneku y gocmimxkeHHsx VIEW1 Ta
VIEW2.

Habpak makyau, wo po3suHyscsa sHacaiook TLIBC.

Besneky Ta epeKTHBHICTh Ipenapary Afmiﬂ® BUBYAJIA Y ABOX PAHIOMi30BaHUX
6araToeHTPOBUX IOABIMHUX MaCKOBAaHUX KOHTPOILOBAHUX NOCTIIKEHHSX y Ialli€HTiB i3
HaOpsgKOM MakKyH, 0B I3aHUM i3 TpoM0O030M IleHTpasnbHol BeHu CiTKiBKu (TLIBC). Bcroro B
o60x gocnigxeHHax (COPERNICUS ta GALILEO) mpo#miiy JiKyBaHHS Ta OLIHKY KOT0

edexTuBHOCTI 358 matieHTis (217 - oTpuMyBasu npenapar Afmiﬂ®). Bik mari€HTiB CTAHOBUB
Bim 22 mo 89 pokiB, cepepnHin - 64 poku. Y mocnigxenHsx TLIBC 6mu3pk0 52% mamieHTiB (112
3 217), siki oTpuMYyBasu NiKyBaHHS mpemapaTtoM Ainis®, 6ymu BikoM Bim 65 pokiB, a Maiixke
18% (38 3 217) - Big 75 pokiB. B 060X mocHimKeHHSX MAIliEHTIB POIMOMIIUIIN Y

CITiBBiIHOIIIEHH] 3:2 (BBEIEHHS IpemapaTy Aﬁniﬂ® y mo3i 2 Mr koxHi 4 TuxHi (2Q4) abo
iMiTyBaHHS iH €KIIil B KOHTPOJIbHIM I'PyIIi, 3arajabHa KilbKiCTh iH €KIIiN - 6).

[Ticns 6 moMicaYyHuX iH €Kil TallileHTH OTPUMYBaIM JIiKyBaHHS, TiIIbKY SKIIO BOHU BigOBigamu
IOTIePeIHbO BCTAHOBJIEHUM KPUTEPisiM [JIsI IIOBTOPHOTO JIIKyBaHHS, OKPiM 0Ci6 i3 KOHTPOIBHOI IPyIIx
y mocmigkeHHI GALILEO, sKuM NpogoBKyBaIu IPOBOAUTH iMiTallito i’ €Kil (Bi KOHTPOJIIO OO
KOHTPOJII0) M0 52-T0 TUXKHS. YCiM IMallieHTaM, SIKi BiAIIOBigaIy MmomnepeqHbo BCTAHOBIIEHUM
KpUTepisaM, OyJI0 3alIpOIIOHOBAHO JIiKyBaHHS.

Y 000X gocnmigKeHHSIX IEPBUHHOIO KiHIIEBOIO TOUYKOI0 e(heKTUBHOCTI OYB BilCOTOK IMAIli€HTIB, Y SKUX
Ha 24 TUX[eHb BifMideHO MoKpalleHHs noka3duuka ' 3MMK npuHaiiMHi Ha 15 miTep MOPiBHAHO 3
BUXITHUMH 3HAYEHHSIMH.

CraTuCTUYHO 3HAUYIIi BiAMIHHOCTI MiX TepaneBTUYHUMY I'pynaMy Oy Ha KOPUCTH IIpernapaTy
Aiinis® y Xomi OBOX mocTimkeHb. B 060x 0a30BUX [OCTIIKEHHIX MaKCUMaJIbHE TOJIIIIeHHS
TOCTPOTH 30pPY AOCSTANOCS BIPOOOBXK 3-T0O MiCSIIg 3 IOMabIIo0 cTabinizallieto BIIUBY Ha
TOCTPOTY 30PY Ta TOBIIMHY IIEHTPAIbHOI AiNSAHKYU CiTKIBKHU A0 6-r0 Micsansa. CTaTUCTUYHO
3Hayylla BiIMiHHICTH 30epiranacs g0 52-ro TUXKHS.

CrpusTIUBUY BIUIUB JIIKYBaHHS IIperapaToM AI?IJI15{® Ha 30poBi QyHKLii OyB aHATIOTIYHUM Y
migrpymnax MalieHTiB He3a/leXKHO Bif cTaHy nepdy3il CiTKiBKM Ha BUXigHOMY piBHi. Pe3ynbTraTu
eekTUBHOCTI B iHIIKX cyOrpymnax (Hampukiaj 3a BiKoM, CTATTIO, PaCcOBOIO IIPUHAJIEKHICTIO,
II04YaTKOBOIO TOCTPOTOI0 30y, TpuBaicTio TLIBC) y KoxKHOMY mOCTiAXKeHH] Oy/x 3iCTaBHUMHU 3
pe3yibTaTaMy y 3araibHil IOMyIALii.

Y 3BegenoMy ananisi ganux gocnigxesb GALILEO i COPERNICUS npenapart Ainis® MaB CYTTEBY
CTAaTUCTUYHY 3HAYYILICTh Bifl BUXITHOI'0 3HAYEHHS V IIOIIePeIHbO 3aaHid BTOPUHHIN
KiHmesi# Touti 3rigHo anketu NEI VPQ-25 (National Eye Institute Visual Punction
Questionnaire). BemrunHa nux 3MiH Oy7a moAiOHOIO IO THX, 110 CIIOCTEPiraaucs B



omy0/IiKOBaHUX JOCTiAKEHHSX, 1[I0 B CBOIO YEPTY BiATIOBila€ MOKPAIIeHHIO TOKa3HUKa
['3MMK Ha 15 miTep.

Habpsak makyau, uLo possuHyseca eHacaiook TT'IIBC.

Besneky Ta epeKTUBHICTh IpenapaTy Aiinis® OIiHIOBaIM B XOfi PaHA0Mi30BaHOr0 6araToneHTPOBOTO
TIO[[BIHOTO MAaCKOBAHOT'O HOCII[KEHHSI 3 aKTUBHUM KOHTPOJIEM Y TAI[iEHTIB 3 HAOPAKOM MaKyIiu,
1m0 po3BuHYyBCSA Ha ¢oHi TTLIBC, BKmo4Yaryu reMipeTHHAIBHY OKJII03i0 BeH CiTKiBKH.
EdexTuBHicTh npenapaTy BuBYanu y 181 mallieHTa, gKi oTpuMyBaiu Tepamiio (91 -
npenapaToM Aiinis®) B pamkax gocuigxenHs VIBRANT. Bik nanieHTiB cTaHOBUB Bif 42 1o 94 pokis,
cepepHiii - 65 pokiB. Y nocnigxenusax TI'LIBC 6nu3bko 58% martienTis (53 3 91), ki oTpuMyBanu
nikyBaHHs mpemapartoM Ainis®, 6ymu BikoM Bim 65 pokiB, a Maiixke 23% (21 3 91) - Bim 75
POKiB. Y xomi mocnmimKeHHs HaIliEeHTiB paHIOMi3yBaju y CIiBBimHOIIEeHH] 1:1 B rpymy BBeIeHHS 2 MT
npenapary A’ IPOTSAroM KOXKHUX 8 THKHIB IicIIs 6 iHilfianbHuX iH' €Kil 3 9acToToM 1 pas Ha
Micsis a0o B IpyITy Jla3epHOl GOTOKOATyIsALlii Ha ITOYaTKy AOCTiIKeHHS (KOHTPOJIbHA I'PyIa JIa3epHOI
Teparii). [TallieHTH KOHTPOJIbHOI IT'PYIIU JTa3ePHOI Tepallil MOTIi OTPUMYBaTH [OAATKOBY 1a3epHY
(dboTOoKOarymAio (Tak 3BaHy «eKCTPEHY J1a3epHy Tepariio») 3 12-ro TUXKHS y pa3i HeoOXigHOCTI.
MiHiManpHUY iHTEpBaa MiXK KypcaMu 1a3epHOl GoToKoarynsuii ctaHoBUB 12 TuxkHiB. [TounHawouu 3
24 TUXHS, TAiEHTH TPYIIX Jla3epHOI Teparlii MoOTny y pa3i Heo6XigHOCTI Ha OCHOBI ITOMIEPEeIHBO
BH3HAYEHMX KPUTEPIiB OTPUMYyBATH €KCTPEHY Tepalliio mperapaToM Aimia® y go3i 2 Mr KoxHi 4
THAXKHI IPOTAroM 3 MICSLIB 3 HaCTYIIHUM IIPOBENEHHAM IHTPaBiTpea bHUX iH €Ki KOXHI 8 TUXKHIB.

Y mocnipxenHi VIBRANT nepBUHHOIO KiHIIEBOIO TOYKOIO e(eKTUBHOCTI OYB BiICOTOK MAIli€HTIB, y
SIKUX Ha 24-My TUXKHI BiiMi4eHO NoKpalleHHs noka3HukKa [3MMK mnpunaiMai Ha 15 jtiTep NOpiBHAHO
3 BUXIIHUMU 3HAYEHHSIMH.

3MiHa rOCTPOTH 30py Ha 24-My TUXKHi ITOPiBHSHO i3 TOYaTKOBUM 3HaUYeHHSAM OyJia BTOPUHHOIO
3MiHHOI0 edeKTUBHOCTI y mocnimkeHHi VIBRANT. Pisuuilsa eeKTUBHOCTI Tepartii Mixk rpymnaMmu 0yia
CTAQTHCTHYHO 3HAYMMOIO i CBifuMsIa Ha KOPUCTh mpenapaty Afimia®. ITominmesHs 30py HacTaBaso
IMBUIKO i JOCSTaN0 MaKCUMyMy Ha 3-My Micsili, eeKTuBHiCTb 30epiranacs go 12-ro micsus.

Y rpyni npoBefeHHs Ta3epHOI Teparil 67 malieHTiB OTpUMYyBaii eKCTPEHY Tepallilo IIpernapaToM
Aiinis®, moyrHa0yy 3 24-T0 THXHA (AKTUBHUI KOHTPOJIL/TPyIla IPUIAOMY IpenapaTy Aimisa® y nosi 2
mr). V il rpymi ikyBaHHS CIIOCTepiraaocs MOJINIIeHHsI TOCTPOTH 30py NpubIn3Ho Ha 5 Jitep 3 24-
TO 00 52-TO TUXKHS.

Ha BuXifmHOMY piBHi CIiBBiOHOIIEHHS HAILi€HTIB i3 mepdys3ico y rpymi BBeneHHs npenapary Aimis® Ta
y rpymi na3epHol Teparmii ctaroBuIo 60% Ta 68% BigmosigHO. CTaHOM Ha 24 TUXKIEHD
cIiBBigHOIIEHHS cTaHOBUIO 80% Ta 67% BimmoBinHO. Y IpyIi BBeAeHHs mpenapaTy Aimis®
CIIiBBigHOIIIEHHS TTAIiEHTIB i3 mepdy3ieto 36epiranocs no 52 TuXKHA. Y TpyIi 1a3epHol Teparii, ge
naiieHTaM Mornu OyTu NMpu3HaveHi iH'eK1il mpemaparty Aiinisg® 3 24 TUXKHS, CIiBBITHOIIEHHS
NallieHTiB i3 nepdysieto 30inpmumocs qo 78% Ha 52 TUXKHI.

[liabemuyHul HabpAK Maky1u.
Besnexy Ta eeKTUBHICTH IIpemnapaTy AIZH15{® OLIIHIOBAJIX Y XOA1 IBOX PAHIOMi30BaHUX,
6araToleHTPOBUX, TIOABIHHNX MAaCKOBAHUX JOCTIXKEHHSIX 3 aKTUBHUM KOHTPOJIeM V Ialli€HTIB i3

IIHM. E¢peKTuBHICTS NTiKyBaHHS OLIHIOBaJIM Ha OCHOBIi JaHUX Ajid 862 paHAOMi30BaHUX

IIAI[i€HTIB, IKi OTPUMAIU JIIKYBaHHA. 3 HUX 576 IaljieHTaM BBOOUJIU IIpernapar Atz ® y

mBox mocuimkeraax (VIVID™F i VISTA™™). Bik narieHTis ctaHoBuB Bif 23 10 87 pOKis,



cepefHil BiK - 63 poku. B gocnigxkennsax das3u III IMH 6113pK0 47% (268 3 576) mallieHTiB,
SIKi OTPUMYBaJX JTiKyBaHHS IpemnapaToM Aiimisi®, Oynu BikoM Bif 65 pokis, a Maiixke 9% (52 3
576) - Big 75 pokiB. binburicTe nauieHTiB B 000X goCmigKeHHAX Oynu XBOpi Ha LyKPOBUU
miabet 2-ro Tumy. Y KO)KHOMY AOCIiXKEHHI METONOM paHOoMi3alil maieHTu 6ynu
po3nofineHi y cuiBBigHomeHHi 1:1:1 go opxiel i3 3 rpyn nikyBaHHS:

1) BBefeHHA Iperapary Aﬂni;{®
mowmicaunux iH’ekuiu (Eylea 2Q8);

y 0031 2 MI KOXKHi 8 TUXKHIB micg 5 TePBUHHUX

®

2) BBefeHHS mpemapary Aumig - y mo3i 2 mr KoxHi 4 TuxHi (Eylea 2Q4);

3) IpOBedeHHS MaKyJIIpHOI la3epHOl POTOKOArymnsilil (aKTUBHIUU KOHTPOJIIb).

[TounHatouu 3 24 TUXKHS NAIiEHTH, IKi BiAMOBiganu monepegHb0 BCTAHOBIEHNM MEXK0BUM
ImapaMeTpaM Iogo BTpaTy 30PY, MOTJIM OTPUMYyBAaTH AOOATKOBE JIiKyBaHHS: MALliEeHTU IPYIHN

® Mormm ITPOXOAUTH JTa3epHY Tepalliio, a MallieHTH TPYIH

7la3epHOIl Teparllii - OTpUMYBaTHU IIpemnapar Aiimis®.

3aCTOCYBaHHS Ipemnapary AUIis

Y upx OBOX HOCTIXKEHHSX IePBUHHOIO KiHI[EBOIO TOYKOIO e(eKTUBHOCTI Oyia cepenHs 3MiHa
noka3Huka [[3MMK Ha 52-My THXKHI MOPIBHSAHO 3 BUXIAHUM PiBHEM 3rigHOo 3 ganumu mkKanu ETDRS
(mrkama muisi mepeBipKyu TOCTPOTH 30pY, sIKa 3aCTOCOBYBAJacs y JOCHIXKeHHI JIiKyBaHHS AiabeTHYHOI
peTuHomaTil Ha paHHix cramiax). [loka3uuku epeKTUBHOCTI, 3adikcoBaHi 9K y rpymi «Eylea 2Q8», Tak
i B rpyni «Eylea 2Q4», Manu CyTTEBY CTaTUCTUUHY 3HAUYILIICTh i TepeBazKal aHAJIOTi4Hi TOKa3HUKH,
OTpUMaHi y KOHTPOJIbHIY Ipymi 1asepHol Tepamii. Ile# BuuB 36epirascs o 100 TuXKHS.

Pe3ynbpTaTu e(eKTUBHOCTI y CcyOrpynax (HampuKiaz, 3a BiKOM, CTaTTIO, PAaCOBOIO IIPUHAJIEXKHICTIO,
nouyaTkoBuM HbAlc, mouaTKoBOIO rocTpoToio 30py Ao aHTu-VEGF Teparil) y KoKHOMY OOCTigXKeHHi
Ta y 3Be[IeHOMY aHasi3i 6ynu 3icTaBHUMHU 3 pe3y/bTaTaMy Y 3arajbHil MOonmyJsii.

V pocnigxernssax VIVID™ ta VISTA”™ nepsunny antu-VEGF-Tepamito oTpuMany BignosigHo 36 (9 %)
i 197 (43 %) naiieHTiB 3 MepioffoM BiIMUBAHHS Bif] IOIIEPEAHLOTO MIEPioAy MOCTigXKEHHS, 110
cTaHOBUB 3 Mics1i abo Oinbie. Pe3ynmbraTy MiKyBaHHA Y MiATPYIi MaIli€HTIB, SKi OTPUMYyBaIu
inri6itop VEGF mo y4acTi y mocmimxkeHHi, Oy aHaIoTiuHi pe3ynabTaTaM, sIKi BigMidanucs y
TIAIlieHTIB, SIKi 0 y4acTi y gocigKeHHi He oTpuMyBanu iHriditopu VEGF.

[MTauienTu 3 ABOGiIYHOIO (hOPMOIO 3aXBOPIOBAaHHS MOTJIM OTpuMyBaTH aHTU-VEGF-Tepariio gpyroro
OKa, SIKIIO Ha AyMKY Jlikaps me 6yio HeoOxinHe. Y mocmigxenni VISTA™ 217 (70,7%) naIieHTiB i3

I'PYIH NTiKyBaHHS ITpernapaToM A171J115{® OTPUMYBaJIM il €K1l mpemapary Afinis® B o6uaBa oka; y

pocripxenHi VIVID™ y 97 (38,5%) mamieHTiB rpymu niKyBaHHs mpemapaToM Aiimia® aaTu-VEGF-
Tepalis ABOX ouel Oysa pi3HO0.

Y "esanexuHomy nopisEsIpHOMY mocuinxkeHHI (DRCR.net Protocol T) BuKopucTOByBanu rHy4Kui
pexXUM BBe[IeHHS, 1[0 CIIMPAaBCS Ha YiTKi KpuTepil AJ1s MOBTOPHOTO JIiKyBaHHA 3a pe3dynbraTaMu OKT
1 mocmipgXXKeHHs rOCTPOTH 30PY. BHACIIAOK 3aCTOCYBaHHS TAKOI'0 PEXKUMY Y I'PYIIL JIIKYBaHHS
npernapaToM Annisi® (n=224) o 52-ro TUXKHS MallieHTH OTPUMalu B cepefHboMy 9,2 in’ekii. g
KiJIbKIiCTh € TIOMIiGHOI0 [0 TaKoi B TPyIi, IKa OTpUMyBaJia mpenapaT Aiia® B 1031 2 Mr KOXHi 8
tuxHiB (Eylea 2Q8) y mocnigxennsax VIVID™™ ta VISTA™*. 3aranom epeKTUBHICTh TiKyBaHHS
npenapaToM Afinmia® y gocrnigxersi Protocol T 6yna 3icTaBHOI0 3 Takow y rpymi Eylea 2Q8 y
nocnimxennsax VIVID™™ ta VISTA™". Crocrepiranocs moxpalieHHs TOCTPOTH 30py B CEpPeIHbOMY Ha



13,3 niTepu, a TaKOXK MOKpPALIeHHS TOCTPOTU 30pY IIOHaUMeHIle Ha 15 mitep Big nodaTtky y 42 %
malieHTiB y mocmimxkenHi Protocol T. Pe3ynbraTu momo 6e3meKku IpoaeMOHCTPYBalH, 10 3arajibHa
YaCcTOTa BHYTPIITHbOOYHUX Ta CUCTEMHUX MOGIYHUX SIBUII (BKITIOYAIOYH apTepianbHi
TpoMOoeMOoTiuHi ycKagHeHHs) Oya 3iCTaBHOIO B YCiX IpyIax JiKyBaHHS B KOXKHOMY 3 IOCTiIKEHb
Ta MiXK JOCIIMKeHHIMH.

Y xomi 100-TukHEBOr0 6AraTOIEHTPOBOT0 PAHIOMi30BAHOTO BiTKPUTOTO MOCIIMKEHHS 3 aKTUBHUM
koHTposneM VIOLET nopiBHIOBaIM TP Pi3Hi pexKMMHM Tepamii i3 3acTocyBaHHSAM Hpenapaty Aimia® y
no3i 2 Mr nautienTtam i3 [JHM micng npuHallMHI OMHOTO POKY JTiKyBaHHA 3 (DiKCOBaHMMMU iHTepBalaMu
MiX iH'€KI[IIMH, KONIM JTIKyBaHHS PO3MOYNHAHY 3 5 IOCTiJOBHUX LMIOMiCAYHUX iH €KIIiN i3 MOAaIbIIAM
BBEeIeHHSIM IpenapaTy KoxHi 2 micami. Y mocnigxerHi VIOLET ouintoBanu He MEHIITY
e(eKTHUBHICTh Teparil mpemapaToM Aiis® y §osi 2 My pexuMi «JIiKyBaHHS Ta HOJOBXKEHHS»
(«treat-and-extend») (2T&E, me iHTepBany MixX iH'€KIIiSIMM CTAHOBUIIHY IIOHAWMEHINE 8 THXKHIB i
TIOCTYIIOBO IOJOBXKYBAINCA Ha OCHOBI KITiHIYHKMX Ta aHATOMIYHUX pe3y/bTaTiB) Ta Ainia® y m03i 2 Mr
y pexumi «prorenata» (2PRN, me maifieHTu criocTepiranucs KOxHi 4 TUXKHI Ta oTpuMyBaIu
in’ex1ii 3a HEOOXiMHOCTI Ha OCHOBI K/TiHIYHMX Ta aHAaTOMIYHUX Pe3yJbTaTiB) Y MOPiBHSAHHI i3

3aCTOCYBAaHHSAM IIpenaparTy Afmis{®

TPETHOI'0 POKIB JIIKyBaHHA.

y 031 2 MT KoXkHi 8 TuXKHiB (2Q8) IPOTATOM OPyroro Ta

[TepBuHHa KiHIleBa TOYKa e(peKTUBHOCTI (3MiHa nmoka3HuKa ['3MMK Big moyaTky jiKyBaHHS OO 52
TUXKHA) ctaHoBuna 0,5 = 6,7 nitepu y rpyni 2T&E Tta 1,7 = 6,8 nitepu y rpyni 2PRN nopisasHO 3 0,4
+ 6,7 nitepu y rpymi 2Q8 i3 mocToBipHO He MeHIIo00 epekTuBHICTIO (p < 0,0001 gns 060x rpymn
nopiBHaHb; Mexka NI 4 mitepu). 3minu '3MMK Big noyatky nikyBauHs 70 100 TuxHS Oyau
3icTaBHUMHU 3 pe3ynbTaTaMu 52 TUXKHIB: -0,1 + 9,1 nitepu y rpyni 2T&E ta 1,8 £ 9,0 mitepu y rpymi
2PRN mnopiBusHO 3 0,1 + 7,2 nitepu y rpymi 2Q8. Cepenss KinbKicTs iH’eknid 3a 100 TuxkHIB
nikyBaHHS ctaHoBuna 12,3; 10,0 ta 11,5 gnsa ¢ikcoBanoro pexumy 2Q8, 2T&E ta 2PRN BignosigHo.

BHYTpinIHR004YHUY Ta cUCTEMHMM IPo(isni 6e3neKy y BCiX TPHOX IPyIax JiKyBaHHS He BiIpi3HATUCS
Bif] TUX, LLI0 CIIOCTepiranucs y Kio4oBux gocuipxkerHsx VIVID ta VISTA.

Y rpyni 2T&E iHTepBanu Mix iH’€KI[iIMU IIONOBKYBaJIUCA Ta CKOPOUYYBAJIUCS Ha PO3CYL OOCIIIOHUKA;
y mocnigKeHHi 6y710 peKOMeHJ0BaHO IMOJOBKEHHS Ha 2 THXKHI.

MioniyHa xopioidaabHa Heogackyaapu3auis (MXHB).

Besneky Ta e(eKTUBHICTh IpenapaTy AI7IHi$[® OLIIHIOBAJIU Y XO[1 paHIOMi30BaHOTO,
6araToleHTPOBOT0, MOABIHHOTO MaCKOBAHOI'O NOCIIIXKEeHHS 3 iIMiTYBaHHSM iH'€K1lii B KOHTPOIbHIN
TPYIIi, III0 TPOBOAMIIOCH 3a Y4YacTIO MallieHTiB 3 KpaiH Aszii, xBopux Ha MXHB, siki paHiiie He
OTPUMYyBaJU JIiKyBaHHs. 3arajioM 121 malieHT OTpuMaB JIiIKyBaHHS 3 MOXKJIUBICTIO OLIHUTH MOTO
edexTuBHICTS (90 MalieHTIB OTPUMYBAJIK Tepariio npemnapaToM Aiinis®). Yci namienTu Gynu BiKoM Bif
27 mo 83 pokiB; cepenHiii Bik ctaHOBUB 58 pokiB. Y mocnigxenni MXHB, 61u3bpko 36% (33 3 91)
TaIieHTIB, SKi OTpUMyBau mpemnapat Aiis®, Oynu BikoM Bif 65 pokiB, a matizke 10% (9 3 91) -
BIKOM Bifl 75 POKiB.

[MauienTu Oynu paHmoMi3oBaHi y criBBimHOIIEHHi 3:1 [0 TPy, [e IM BUKOHYBaJIU iHTpaBiTpeanbHy
in’ek1iro npemnapary Ainig® B 1031 2 Mr a6o iMiTaliio iH’eKIil; BTpy4aHHs ITPOBOOHUIIN
OTHOPA30BO Ha IIOYATKY [OCTiAXXEeHHS Ta MOOaTKoBO 1 pa3 Ha MicsIb B pa3i 30epexeHHs abo
peLuarBiB 3aXBOPIOBAHHS IIPOTATOM Nepioay A0 24 TUXKHS, KOJIU 3[iMCHIOBaIach OIiHKa
TIePBUHHOI KiHIIEBOI TOYKY OOCHimXKeHHs. Ha 24-My THUXKHI IallieHTH, SKi crioyaTKy 0ynu

PaHIOMi30BaHi A0 TPyNH iMiTarllil iH’€KIIil, MOTJIM OTPUMAaTHU MEPIIy O03Y IIpenapaTry A ®.



[Ticns uporo marmieHTaM B 060X Irpymax Moriau OyTy Ipu3HadeHi JOOaTKOBI iH'e€K1ii B pasi
36epexkeHHs 3aXBOPIOBAHHS YU MOTO PELUOUBY.

CraHoM Ha 24 TUX[eHb IIOPIBHAHO 3 BUXIIHUM pPiBHEM Y TepalleBTUYHUX I'Pylax CIoCcTepiraaucs
CTAQTHCTHYHO 3HAYYIIi BifMIHHOCTI Ha KOPKUCTH IpenapaTy Afimis”® 00 IIePBUHHOI KiHIIeBOl
touky (I3MMK) Ta migTBepAKeHOi BTOPUHHOI KiHIIEBOI TOUKM e(EKTUBHOCTI (YacTHHA
maIfieHTiB 3 mokparmeHHsaM '3MMK Ha 15 mitep). Taki BigMiHHOCTI CTOCOBHO 000X KiHIIEBUX
TOYOK 30epiranucs mo 48-ro TUKHS.

JoKAIHIYHI 00CAI0HCEHHA.

Y xoni mOKMiHIYHMX JOCTigXKeHb TOKCUYHOCTI 6araTtopa3oBux 003 HeOaxaHi eQekTH BimMiyanu TinbKu
IIPU CUCTEMHIl eKCII03UIlil, SIKa BBAXKa€ThCS CyTTEBO OiNBINOI0 3@ MaKCUMaJIbHY €KCIIO3UIIII0 y
JIFOOUHU TiCTs IHTpaBiTpeanbHOr0 BBeIEHH IIpenaparty y KJIiHiYHO peKOMEH0BaHi 1031, 1[0 BKa3ye
Ha HeBeJIMKe 3Ha4YeHHS [JId KIIHIYHOr0 3aCTOCYBaHHS.

JocmigKeHHs. MyTareHHoro abo KaHIePOreHHOro IOTeHIiany adiiepcenTy He IPOBOIUIINCS.
dapmakokiHemuxa.

IIpemapart Ainis® BBOOSATH 6€3[I0CePeqHb0 Y CKIIUCTE Tiflo Ui peastisarii MiciieBoi mii B oIfi.
BcmoxkmyeaHHs/po3nodi.

AdmibepcenT micns #oro iHTpaBiTpeanbHOTO BBeIeHHS BCMOKTYETHCS 3 OKa [0 CUCTEMHOT'0
KPOBOTOKY IIOBiJIbHO, OCHOBHA MOT0 KiJIbKiCTh 3HAXOOUTHCS B CHCTEMHOMY KPOBOTOILIL Y BUTJISI
HeaKTUBHOTO cTabinpHOoro Kommiekcy 3 VEGF; nporte nuine BinmbHUN adiibepcenT 3gaTHUM
3B’sa3yBaTu eHporenHuu VEGF.

[Tig yac mOOaTKOBOTO JOCTiXKeHHS (hapMaKOKiHETUYHUX BJIACTUBOCTEH Yy 6 Malli€eHTiB i3
HEeOBaCKYyIsIpHOI0 (Bojoroio) BM]I i3 yacTum 3a60poM aHasi3y KpoBi BiTMiyeHO HU3bKY MaKCHUMAJIbHY
KOHIIEHTpaIllil0 BibHOTO adnibepcenty B mna3Mi Kposi (cuctemsi C,,,), IO CTaHOBUJIA B CEPEIHbOMY
6mu3pko 0,02 Mxr/mi (giama3oH Big 0 mo 0,054) mpotsirom 1-3 mi6 micis iHTpaBiTpeanbHOI iH' €Kil 2
Mmr ariGepcenTy ¥ 30BCiM He BUSIBNISIACS MaliKe B yCiX MallieHTiB Yyepe3 [iBa TUXKHI MicIs il €KITii.
Takum unHOM, adnibepcenT He HAKONMUYYETHCS B IIJIa3Mi KPOBi IpH iHTpaBiTpeanbHOMY BBefleHHi 1
pa3 Ha 4 TUXKHI.

CepenHs MakcuMaJjibHa KOHIIEHTpAIlis y 1a3Mi KpoBi BibHOTO adrnibepcenty y 50-500 pa3iB Huxk4a
Bif KoHIIeHTpallii adnibepcenty, HeoOxigHol g iHridOyBaHHsa 50 % 6ionoriyHOl aKTUBHOCTI
cucteMHoro VEGF Ha Mopesnsax TBapyH. Y TBapUH CIOCTepiraau 3MiHU apTepiaJbHOTO TUCKY IiCIs
MOCSATHEHHS PiBHS LUPKYII0I0YOTO BibHOTO adnibepcenty 61u3pK0 10 MKr/Mi. IToka3HUKH
apTepiasbHOr0 TUCKY IIOBEPTAJIACA [0 BUXITHUX 3Ha4YEHb, KOJIX KOHI[eHTpallii 3MeHIIyBaacs
npubNIu3HO [0 PiBHA HUXK4Ye 1 MKr/Mil. Y JoCHifKeHHi 3a y4acTiO 3[0POBUX J0OPOBOIBIIIB OyII0
BCTaQHOBJIEHO, III0 MiCJg iHTpaBiTpeaabHOTO BBEMeHHS 2 MT adibepcenTy mallieHTaM, CepenHs
MaKCHUMaJbHa KOHIIEHTpallis y Myia3Mi KpoBi BinbHOT0 admibepcenty 6inbit Hixk y 100 pa3iB HUXKYE
KOHIIEHTpallil, HeoOXimHOI OIS MOJTOBUHYM MaKCUMaJIbHOTO 3B’ sI3yBaHHsA cucTeMHOro VEGF

(2,91 mxr/mn). ToMy cucTeMHi papMakKOAUMHAMIiuHI eeKTH, TaKi 9K 3MiHa apTepiaTbHOTO TUCKY,
MaJIOMMOBIPHi.

Y dpapmakokiHeTHUHMX TiggocmimxkeHHsx y mamienTiB i3 TLIBC, TT'LIBC a6o THM cepenHe 3HaYEHHS
C,..x BiTbHOTO admibepcenTty y mna3Mi Kposi cranosuio 0,03-0,05 MKr/mi1, a OKpeMi 3HaYeHHS He
nepesutyBanu 0,14 mxr/mi. TakuM YMHOM, I1JIa3MOBa KOHIIEHTpallig BibHOTO adnibepcenty



3HMXKYBaJlacs 00 3a3HaYeHUX BeIUYUH a0 Oyia ONMM3bKOI0 [0 HUXKHBOI MeXi KiTbKiCHOTO
BM3HAYEHHS MPOTSITOM OJHOTO TUXKHS; KOHIIEHTPAIlis, 10 He MignaeThCs BUSIBIIEHHIO, JocATanacs y
BCiX Malli€HTiB Nepeq HaCTYIIHUM BBeIeHHSM IIpemnapaTty (depes3 4 TUXKHi).

BusedeHHs.

HocnimxeHb MeTab01i3My JTiKapChKOTO 3aco0y Aﬁniﬂ® He MIPOBOJUIIY Y 3B’SI3KY 3 TUM, 110 Liel
Ipemnapar € IPOoTeIHOBMICHUM (MIpernapaToM Ha OCHOBI mpoTeiny). Binbuuit adnibepcent 3B’s13yeThCs
3 VEGF i3 yTBOpeHHSM CTabiTbHOTO iHEPTHOTO KOMILIEKCY. 4K i iHIi Benuki Monekymnu Oinky i
BinbHUY i 3B’A3aHuil adibepcenT, SK 04iKyeThCsI, BABOOUTLCS IIJITXOM IIPOTEOTITUYHOTO
KaTaboI1i3My.

ITopyweHHA pYyHKUiT HUDPOK.

He Oymo nmpoBeeHo CIelianbHUX OOCTiAKEHb IIpPenapaTy Aﬁniﬂ®

HeIOOCTaTHICTIO.

3a y4acTIO Malli€HTiB i3 HUPKOBOIO

®apMaKOKiHeTUYHMI aHami3 nalieHTiB y gociimxenHi VIEW 2, cepen akux 40 % Manu HUPKOBY
He[OCTaTHICTh (JIerkoro cTyneHs - 24 %, cepegHboro - 15 % Ta TaxKKoro - 1 %), He BUSIBUB
Pi3HHULI y KOHIIEHTpAIlil [Iif04901 peYOBUHY Yy IJ1a3Mi KPOBI IiCJIs iHTPaBiTpeasbHOT 0
3aCTOCyBaHHS 3 4acTOTOI0 1 pa3 Ha 4 TuxkHi abo 1 pa3 Ha 8 TUXHIB.

Cx0xi pe3ynbTaTé CIOCTEPIiramucs y paMkax gociimxkenus GALILEO mpu npu3HayeHHl
®

npernapary AﬁHiH® 3a MMoKal3aHHAM fiabeTuyHui Habpsk Makynu (JHM) ta y mocmimxkeHHi
MYRROR npu npu3HayeHHi npenapaty Aimisa® 3a moka3aHHSM MiomigHa XHB.

penapaTy Aimisi - 3a mokasanuaM TLIBC, y mocnimxenni VIVID™" mpu npu3HayeHHi

KriniyHi xapaKTepUCTHKH.
Iloka3anHus.
IIpenapat Ainia® TOKa3aHUHU JOPOCIKM IAI[iEHTaM [IJIst JIIKyBaHHS:
HeOBaCKyIsPHOI (Bomorol) BikoBoi Makynmoguctpodii (BMI) (ouB. po3nin «®apMakoguHaMiKa»);
MIOPYIIEeHb 30py Yepe3 HabpsK MaKyJH, 10 PO3BUHYBCS BHACHIIOK TPOMOO3y BEH CiTKiBKU
(TpoM603y rinku nenTpanbHoi BeHu citkiBku (TT'LIBC) abo TpomM6G03y eHTpalIbHOI BEHU CiTKiBKU

(TLIBC)) (muB. po3min «®PapMakoguHaMiKa»);

IIOPYIIeHb 30py BHACIIOOK miabeTuyHoro Habpsky Makynu (ITHM) (ouB. po3min
«®apMaKoguHaMiKa»);

IIOPYIIeHb 30py BHACIIOOK MiomiyHOl XopioiganbHOI HeoBacKynspuaanii (MXHB) (gus. po3min
«®apMakKoouHaMiKa»).

IIpomunoka3aHHA.



- [TipBuiieHa 4yTnuBicTh fo adnibepcenTy abo m0 Oyab-IKOi 3 OMOMIKHUX PEYOBUH.
- AkTuBHa a0o0 Mmigo3pioBaHa OKYISPHA YU MEePiOKyIsIpHa iHpeKIis.

- AKTHBHe TsXKKe 3alajieHHs iIHTPaOKYISIPHUX CTPYKTYP.

B3aemodis 3 inwumu aikapcokumu 3acobamu ma iHwi eudu e3aemoditl.

He mpoBogumu mociigkKeHb B3a€MOMII 3 iHIIUMY JIiKapCbKUMHU 3aco0aMu. CyIyTHE 3aCTOCYBaHHS

®

dboToguHaMiuHOI Teparii 3 BUKOPUCTAaHHIM BepTenopdiny pa3oM i3 BBeeHHM IpenapaTy Anisa
He BUBYAJIOCS, OTKe HEMAE MaHUX NP0 MPodinb 6e3meKy CYyIyTHhOI'0 3aCTOCYBAHHS BKa3aHUX
METOZIB JIiKyBaHHS.

Oco06.1ueocmi 3acmocyeaHHs1.
Mooicausicmsb g8iocmediceHHA

[ITo6 mokpamuTy BifcTexkKeHHs 6i07I0TiYHUX JTiKapChKUX 3aco0iB, Ha3By Ta HOMeP cepil
BBEMIEHOTI0 MpelapaTry MoTpibHO YiTKO 3adikcyBaTH Y KapTIi MallieHTa.

Peaxku,ii, nos’sa3aHi 3 iHmpasimpeaavHuUMU iH €KUigMU.

IaTpaBiTpeanbHi iH’eKIlii, B TOMy 4HKCII i3 3aCTOCYBaHHAM IpenapaTy Aiis®, acoIil0ThCS 3
PO3BUTKOM €HIO(TaNbMITy, BHYTPIITHEOOYHUM 3amajieHHS M, peTMaTOT€HHUM BifIllapyBaHHAM
CITKiBKM, PO3PUBOM CiTKiBKM Ta STPOT€HHOIO TPAaBMATHYHOIO KaTapaKTo (uB. po3min «Ilo6iuni

peaxiiil). IH’ex1io mpemnapaty AIZJIiH® CJIif 3aBXKY IPOBOOUTHU B HaJIe2KHUX aCEIITUYHUX YMOBax.
Kpim Toro, moTpi6HO criocTepiraTé 3a CTAaHOM TallieHTa IPOTATOM 1 THUXKHS micns in eKuii as
CBOEYACHOT0 JIiKyBaHHS MOXKJIMBOTO iHPEKIIINHOTO YCKnagHeHHs. [1alieHTiB moTpi6HO MomepenuTH,
110 B pa3i BUHUKHEHHS B HUX OyAb-SKAX CUMIITOMIB, 1[0 IIPUITYCKAIOTh HasABHICTh eHHOPTaNIbMITy ab60
IHIIMX BUIle3a3HAaUYEHUX CTaHiB, BOHYM ITIOBUHHI HETaWHO MOBIHOMHUTH IIPO 1ie JTiKaps.

[TomiepegHbO 3aNIOBHEHUH IITPUI] MiCTUATH Oifbllle peKOMEHI0BaHOI 103U 2 MT adibepcenty
(exBiBanenTHo 0,05 mi). [lepeq BBeleHHAM HAJIUIIOK IIpenapaTy HeoOXifHO BUJAIUTH (OUB. PO3MiN
«Cmocib 3aCTOCyBaHHS Ta JO3U»).

[TigBuIleHHS BHYTPIITHEOOYHOTO TUCKY MOXKJIMBE MPOTAroM 60 XBUJIKH MiCJS iHTpaBiTpeanbHOl

iH’€eKIIi1, B TOMy YHCJIi IpU 3aCTOCYBaHHI IpenapaTy AI7IHi${® (muB. po3min «IToOiuni peakirii»). Crmig 3
0co061BoI0 00epeXKHICTIO 3aCTOCOBYBATH IIpenaparT MallieHTaM i3 I71ayKoMOIo, II0 TAKKO

KOHTPOJIIOETHCA (HE BBOOUTH IIpenapaT Aﬁniﬂ® [IpY BHYTPIIIHBOOYHOMY THCKY = 30 MM pT. CT). ¥
BCiX BUIIafKaX HeOOXiTHO PETeNIbHO CTEXKUTH SK 3a BHYTPIIITHbOOYHUM THCKOM, Tak i 3a
KPOBOIIOCTAYaHHSAM OHCKa 30pOBOT0 HepBa Ta BXKKBATH BiMOBIAHKX 3aXOMiB IIPYU BUSBIECHHI
IIaTOJIOTI.

IMmyHO2eHHICM®.

OckinbKy Ipemnapar € JiKyBaJlbHUM IIPOTEIHOM, IIPX 3aCTOCYBaHHI Ipenapary AI7IJI15{® MOXKJIUB1



IIPOSIBY iMyHOTEHHOCTI (OuB. po3min «I1o0iuni peakirii»). ITalieHTiB ciif momepeguTy PO
HeOOXiAHICTh MOBIIOMIISITH TIPO BCi CUMIITOMHU BHYTPIIIHBOOYHOTO 3aManeHHs, TaKi IK 0ifb,
doTodobist abo MOUEePBOHIHHSA, 110 MOXKYThL OYTH K/TiHIYHUMY ITPOSIBAMY ITiABUILEHO] Yy TIUBOCTI.

CucmemHi epekmu.

[Ticns inTpaBiTpeanbHOi in’ekiril iHribiTopiB VEGF BigMiuanuck cucteMHi HeOaxkaHi SBUIlA, B TOMY
YUCJIIi 103a04Hi KPOBOBUJIMBY Ta apTepianbHi TpoMO0oeMOoTiuHi yCcKIafgHeHHs. 3BaXKaloyy Ha
TEOPETHUYHI IPUIYIEeHHS, iCHy€e PU3UK, III0 TaKi IBUIa MOXKYTh OyTH TIOB’s3aHi 3 IPUTHIYEeHHAM
VEGF. [Taui mpo 6e3neky nikyBanus xsopux 3 TLIBC, TTLIBC, IHM a6o mioniunoio XHB 3 iHcynbTOM,
TPaH3UTOPHUMHU illeMiYHUMY aTakaMu abo iHpapKTOM MioKappa B aHaMHe3i BIIPOJOBXK OCTaHHIX 6
MicsiiB oOMexeHi. Crif moTpuMyBaTUCS 00€peKHOCTI IIPY JTiKyBaHHI TaKMUX Malli€HTiB.

THwi 8anausu.

4K i mpu 3acTocyBaHHi iHINMX iHTpaBiTpeanbuux iHribiTOpiB VEGF mns mikyBanus BM]I, TLIBC,
TT'IBC, JHM Ta Miomiynoi XHB, ciig BpaxoByBaTH HUXK4YeHaBeeHE.

. CucremHe BUBUYEHHS 0e3meKy Ta e(eKTUBHOCTI 3aCTOCYBaHHS IIpenapaTy Afmiﬂ® OOHOYaCHO
Ha 000X 04ax He IMPOBOAUIIOCE (MuB. po3min «PapMakokiHeTHKa»). [Ipu mTpoBeieHHi 0HOYAaCHOT0
JiKyBaHHS 000X 04el MOXKJIKBe 30iIbIIIEHHS CUCTEMHOTO BIUIUBY, 110 MigBHUIIYE PU3UK CUCTEMHUX
mo0iuHuX eheKTiB.

. OpHoyacHe 3acToCcyBaHHA 3 iHmKUMU aHTU-VEGF-ipenapatamMu. BigcyTHi faHi mono
OHOYACHOT'0 3aCTOCYBaHHA Npenapaty Ainis® 3 inmumu anTu-VEGF-penapaTaMu (CHCTeMHAMA
a060 opTanbMOIOTIYHUMH).

. daxTOpU PU3UKY, [I0B'A3aHi 3 YTBOPEHHAM PO3PUBY IIrMEHTHOI'O €IiTeNIil0 CITKiBKY ITiCIIg
3actocyBaHHS iHribiTopiB VEGF nnsa nikyBanHs Bonorol BMJI, BK/II04aloTh Be/IMKe 3a IjIoieto Ta/abo
BHCOKE BifillapyBaHHS MIrMeHTHOTO eIiTeNio CiTKiBKY. [lanieHTaM 3i 3rafjaHuMu (aKToOpaMu PUIUKY
PO3PHBY MIrMEHTHOTO eIiTeIii CiTKIBKK Tepamilo npemnapatoM Aiia® CIIifl IOYMHATH 3
00epexXHiCTIO

* TlamieHTaM 3 permMaToreHHUM BiflllapyBaHHSIM CiTKiBKM a00 po3puBaMu CiTKiBKY 3 uu 4 CTyIeHs
JIIKyBaHHS IpernapaToM CJIif IPUIUHUTH.

*  Tlpu po3pusi CiTKiBKM HEOOXIIHO BigK/IacTH BBENEHHS MpemapaTy ¥ MPOOOBXKUTHU JIiKYBaHHS
TIJIBKY IIiCJIS 3aTO€HHS YIIKOOXKEHHS.

. 3acToCcyBaHHS IIpenapaTy BiiKilafaioTh, a MOr'0 BiJHOBIEHHS MOXKJ/IMBE HE paHille
BCTAHOBJIEHOTO 3a rpaikoM HaCTYIIHOTO CTPOKY Y pasi:

- 3HUKEHHS TOCTPOTHU 30PY 3 MaKCHMallbHOIO KOPeKILi€eo Ha =30 JiTep MOPiBHSIHO 3 OCTaHHIMU
IIOKa3HUKaMU IIePEeBiPKU F'OCTPOTH 30DY;

- CyOpeTHHaIbHOTO KPOBOBUIMBY, II0 PO3MOBCIONKYETHCS Ha LIEHTPaIbHY SMKY CiTKiBKH, a00
SIKIIO OinsgHKa KpOBOBUIUBY =50 % 3araibHOI 30HU YpazKeHHS.

* V pasi BHyTpIIIHLOOYHOI Oepallil 3aCTOCYyBaHHSA IpenapaTy NPpUNUHAIOTH 3a 28 OHIB [0
omepaliii, a BiTHOBIIIOIOTE Tepaliio Yepe3 28 mHiB Imicis mpoBedeHol onepaiiii.

+  Tlpemapar Aiinis® He CJIifl 3aCTOCOBYBATH Y II€Piofl BariTHOCTI, 3a BUHSITKOM BHUIIAMKIB,



KOJIY TOTEHIIiHa KOPUCTH AJISI BariTHOI ITepPeBUILY€E MOTEHIIMHUY PU3UK [T II7Tofa ([uB.
PO3[in «3acTOoCyBaHHS Yy MEPiof BariTHOCTI abo rofyBaHHS TPYONI0»).

. KiHkaM penpofyKTUBHOTO BiKy HEOOXiTHO BUKOPHUCTOBYBATH e(PeKTUBHI 3aco0u
KOHTPAIIeIIlii B XOMi TepaIlii mpemapaToM i BIPOIOBXK HE MeHIe 3 MiCSIliB ImicIst 0OCTaHHbOI
iHTpaBiTpeanpHOl iH’ekuil admibepcenTy (OuUB. po3nin «3acTOCyBaHHS y IIepiof] BariTHOCTi abo
TOAyBaHHS TPYOOI0»).

] IcHye 0OMexkeHMM [OCBig MiKyBaHHS mallieHTiB i3 imemignum TLIBC Ta TT1IBC. [TauienTam i3
KJTIHIYHMMU 03HaKaMu He0OOPOTHOI immeMidyHol BTpatu QyHKII1 30py JTiKyBaHHS HE PEKOMEHIYEThCS.

ITonyasauitiHi 2pynu 3 06MeHcCeHo KinbKicmio 0aHuX.

IcHye oOMexXeHU OOCBif JTiKyBaHHS nmauieHTiB 3 [JHM BHacimok nykpoBoro miabety 1-ro Tumy;
TaIleHTiB, XBopux Ha miabet 3 HbAlc Ginpine 12 % a6o 3 mposnidepaTHBHOO HiabeTHYHO0
PETHHOMATIEIO.

IIpenapat Aitis® He MOCTIIXYBaId 3a YYACTIO MAIi€HTIB 3 aKTUBHUMH CUCTEMHUMH
iH(deKITisiMu a00 MallieHTiB i3 TaKMMHU 3aXBOPIOBaHHSIMU 000X O4Yel, K BifllapyBaHHS abo

PO3pUB CiTKiBKH. TaK0XK BiICYTHi! OOCBIf JIiKyBaHHS IIpernapaToM Afmiﬁ® XBOPUX Ha
IIyKpOBUi fmiabeT i3 CymyTHHOI0 HEKOHTPOJILOBAHOIO apTepianbHOIO TimepTeH3ieto. [Tpu miKyBaHHi
TaKMX XBOPHUX JIiKap Ma€ 3BaXkKaTH Ha BKa3aHy BHUllle iHGopMallio.

[ns nokazaHHsA MXHB BifCyTHI# DOCBiI 3aCTOCYBaHHS IIpenaparTy AI7IJI15{® 0J1S JTIKyBaHHS IAlli€HTIB,
SKi He HaJjiexkaTh 0 MOHTOJIOIAHOL pacH, Malli€HTiB, IKi nonepenHbo TikyBanu MXHB Ta marmieHTis 3
eKcTpadoBeanbHUM MOMIKONXKEHHSIM.

[HbOpPMaLis M0N0 OOTOMIXKHUX PEYOBHH.

e nikapchbKuit 3acib MiCTUTh MeHIIe HiXK 1 MMOJb HaTpito (23 Mr) B 103i, TOOTO MalXkKe HE MiCTUTD
HaTpilo.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

KIHKH PenpOoayKTUBHOIO BiKY. 2KiHKaM pernpoayKTUBHOTO BiKy HEOOXiIHO BUKOPHCTOBYBATH
edpekTHBHI 3aco0K KOHTpPAIIEMIIil B X0/Ii Tepalril mpernapaToM i BIPOMOBXK He MeHIIe 3 MiCSIIiB Micis

OCTaHHbOI iHTpaBiTpeanbHOI iH’ €Kil admibepcenty (ouB. po3nin «Oco6MuBOCTi
3aCTOCYBaHHS»).

BaritricTs. [laHi npo 3acTocyBaHHS adibepcenTy BaTiTHUM XKiHKaM Bif[CyTHi.

HocnimKeHHS Ha TBapHHAaX IT0Ka3anu eMOpiodeTanbHy TOKCUYHICTh (OUB. po3din «®@apMakonoriyni
BJIQCTUBOCTI»).
He3Baxarouu Ha Te, 1110 CHCTEMHUY BIIJIUB IIiCJIs BHYTPIIIHBOOYHOTO BBEIEHHS € Hal3BU4YalHO

HU3BKUM, He PEKOMEHYETHCA 3aCTOCYBaHH4 IIperaparTy Afmiﬂ® y IIepiof BariTHOCTI, 3a BUHATKOM
BUTIA[IKiB, KOJIX IIOTEHLiiiHa KOPUCTH AJIS KiHKYU [IE€PEBUILYE PU3UK [JI IJIOHA.



['pynte BuromoByBanHs. HasgBHI OykKe 00MeXkeHi aHi Ipo Te, 110 adibepCcenT y HU3bKUX
KOHIIEHTpPAIliX MOXKe BUIIIATUCS 3 TPYIHUM MOJIOKOM XiHKU. AQribepcenT € BeNMKOI0
6imKoBOI0 MOJIeKy1010. OUiKy€eThCS, 110 KibKiCTh [iI040]1 peYOBUHH, SIKa IIOTPAILJISE B
OopraHi3aM HEMOBJIATH, Oyme MiHiManbHOW. Brinus adnibepcenty Ha
HOBOHapOAKEHOT'0/HEMOBJIS, Ke IepebyBae Ha TPyAHOMY BUTOLOBYBaHHi, HeBigoMui. Ax
3anobixKHUY 3axifl He peKOMEHYETLCSA TPyIHE BUTOOOBYBAHHS IIiJ] YaC 3aCTOCYBaHHS
JNiKapChLKOTro 3aco0y Aunmis®.

QepTUIbHICT. Pe3ynbpTaT HOCTIgXKEHb Ha TBAPUHAX IIPY CUCTEMHOMY 3aCTOCYBaHHi BUCOKHX /103
IIpernapary ImokasaiH, 1o adibepcenTt Moxke MaTH LIKIATHBUI BIIUB Ha PepPTUIBHICTL YOJIOBIKiB Ta
XKIHOK (OuB. po3pin «PapmMaKoIoriyHi BIacTUBOCTI»). He crifg 04ikyBaTH Ha BKa3aHUU e(peKT Micis
BHYTPIITHEOOYHOT'0 BBEIEHHS, OCKIJIbKY B ILOMY BUIIa[IKy CUCTEMHUY BIJIUB € Ha3BUYAWHO
HU3bKUM.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

[e’exuii mpemapaty AfITIiH® CIPUYUHSIOTH He3HAUYHUU BIUIMB Ha IMBUAKICTH peakllil Ipu KepyBaHHI
aBTOTPAHCIIOPTOM abo0 iHIIMMHU MeXaHi3MaMU Yepe3 MOXKJIMBI TUMYacoBi 30POBi po3nany,
acorriitoBaHi 3 iH’ex1ieo a6o oGTarTbEMONOTIYHUM AOCHIIXKeHHSIM. He peKOMeHI0BaHO KEPYBaTH
aBTOTPAHCIIOPTHUM 3aco60oM abo mpalffoBaTH 3 iHITMMU MeXaHi3MaMu, OKHU 30pOBi GQYHKII He
BiIHOBNSATHCH.

Cnoci6 3acmocyeaHHss ma do3u.

IIpemapart Aitis® 3aCTOCOBYIOTh TiIbKM Y BUTJISML iHTpaBiTpeanbHux iH' kit (ir'exii y
CKJIACTE Ti0), sIKi BUKOHY€E KBali(piKOBaHU IiKap 3 JOCBiIOM IIPOBEEHHS
IHTpaBiTpeanbHUX iH'EKIIN.

ﬂ03yBaHHH.

Bosoza sikosa makyaoducmpodgisa (BM]I).

PekomenpnoBana fo3a mpemnaparty Afmiﬂ® CTaHOBUTH 2 MT, 1110 eKBiBasieHTHO 0,05 Mi1. JIikyBaHHS

[pernapaToM AﬁJ‘IiH® ciig po3nounHaTy 3 1 in’ekil 1 pa3 Ha MicAIb BIPOAOBXK MePIINX 3 MiCSIIiB.
[ToTiMm iHTepBaa MiX iH'€KIIAMU TOAOBKYETHCA OO OBOX MICAILB.

Ha mipcTaBi ouiHKM NiKapeM pe3ynbTaTiB HOCTiIXKEeHHS QYHKIIiI 30py Ta/abo 06’ €KTUBHOTO
MOCTiAKEeHHS iHTepBaJl MiXK iH'€KIIisIMH, I1I0 CTAHOBUTH 2 MiCsIli, MOXKHA MATPpUMYyBaTH ab0
IIOIOBXKUTH i3 BUKOPUCTAHHIM PEeXUMY Teparil «JIiKyBaHHS Ta MOJ0BXeHHA» («treat-and-extend») 3i
30inbIIIEHHSIM iHTepBaJIiB MiK BBEIEHHSIM 103 JIiKapChKOTo 3acoby Ha 2 abo 4 THXKHI As
nigTpuMaHHS cTabiTbHUX NMOKa3HUKIB QyHKIIII 30py Ta/abo BiAMOBIgHUX pe3ynbTaTiB 06’ €EKTUBHOTO
nocripxkenHs. [Ipu moripireHHi QyHKIIiI 30py Ta/abdo BigNIOBIIHUX pe3yJIbTaTiB 00’€KTUBHOTO
OOCHiAKEeHHS iHTepBasl MiXK 3aCTOCyBaHHSM IIpernapaTy Ciif BiOllOBiIHMM YMHOM 3MEHIIUTH.

Hemae noTpebu y MOHITOPUHTY B IEPiof MiX MMpoBefeHHSAM iH’eKIliti. Ha migcTaBi omiHKY nikaps



rpadik opTambMonorivHux 06CTeKEeHb MOKe OyTH YaCTiIIMM, HiXK BBeIEHHS iH €KIIiH.

[HTepBanu Mix BBe[IeHHSM iH'€K1iil Oinbile HiXK 4 Micsli Ta MeHIIIe HiXK 4 TUXHi He JOCTiIXKyBaluCsa
(muB. po3pgin «®apmMakoJIOTiyHi BTaCTUBOCTI»).

Habpsk makyau, wo po3suHyecs sHacai0ok mpombo3y eeH cimkisxu (TLIBC abo TI'LIBC).

PexoMmeHnpoBaHa fo03a Ipenapary Aﬁﬂiﬂ® CTaAHOBUTH 2 MT adnibepcenTy, mo ekBiBaneHTHO 0,05 M7
[Ticns mepioi iH’ekil TikyBaHHS TPOBOAUTH 1 pa3 Ha Micsib. [HTepBa MiXK 3aCTOCYBaHHSIM 2 103
IIOBUHEH CTAHOBUTH IIfOHAMMeHIIe 1 Micsailb.

Tepamito npemapaTom Adinis® crnin IPUIIMHUTH, SKIIO B XO[i JIiIKyBaHHS BiICYTHi nominiIeHHs QyHKIIl
30py Ta OTPUMAHO BifTIOBiHI pe3ynbTaTi 00’€EKTUBHOTO OOCITiIXKEHHS.

Tepamisa y pexkumi 1 pa3 Ha Micsillb TPUBAE [0 AOCATHEHHS MaKCUMAaJIbHOI TOCTPOTH 30Dy i/abo
3HMKHEHHS 03HaK aKTUBHOCTI 3aXBOpPIOBaHHSA. MoXke BUHUKHYTH HEOOXiIHICTh ¥ BBefleHHi 3 ab60
OinbIlle MOCTimOBHUX iH €KIIiM 3 YacTOTO0 1 pa3 Ha MicsIb.

3a nmoTpebu MOXKHA MTPOJOBXKUTH JIIKYBaHHS 3i 30iMbIIEHHSIM iHTEpBaly MiX BBEJEHHSIM 103
nikapchKoro 3acoly («treat-and-extend» — «JIiKyBaHHS Ta MOJOBXKEHHS») AJIA MiATPUMaHHS
cTabinbHUX MTOKA3HUKIB QYHKIIII 30py Ta BiATOBIMHUX pe3ybTaTiB 00’€KTUBHOTO JOCTIIXKEHHS, OTHAK
HasIBHUX [JaHUX HEJOCTaTHBO AJI BCTAHOBJIEHHS TPUBAJIOCTI [IUX IHTEPBAJIiB.

[Tpu noripmenHi GyHKII 30py Ta BigmOBIIHUX pe3yIbTaTiB 00’€KTUBHOTO [OCIIIXKEHHS iHTepBa Mix
3aCTOCYBaHHAM IIpelnaparTy CJIif BiIIOBIAHUM YAHOM 3MEHIIUTH.

Jlikap Mae BU3Ha4YaTH CXeMy MOHITOPHHTY Ta JiKyBaHHS, 0a3yi0unch Ha OJaHUX KITiHiYHOI BifmoBigi
KOXXHOT'0 OKPEMOTO MallieHTa.

MoHITOPUHT aKTUBHOCTi 3aXBOPIOBAHHS MOXKe BKJIIOYATH KIliHiuHe 00CcTeXkeHHSs, QYHKIIOHAbHI
TeCcTH ab0 KOHTPOJIb 3a AOMIOMOT0I0 MeTOfiB Bidyarnisamii (Hanpukian OKT abo ¢myopeciieHTHOI
aHriorpadii).

HiabemuyHutll HAOPAK Makyau.

PexoMmeHnoBaHa fo03a Ipenapary Afmiﬂ® CTaAHOBHUTH 2 MT anibepcenTy, mo ekBiBaneHTHO 0,05 M7

JIikyBaHHS NIpernapaToM Afmiﬂ® PO3MOYNHAIOTE 3 BBeOeHHs 10 1 iH’ekIril 1 pa3 Ha MicsSIb BITPOIOBK
5 MiCSAIIiB IOCIIiNb, MiC/IS 4OT0 3aCTOCOBYIOTH 1O 1 iH’eknil 1 pa3 Ha 2 MicAi.

Ha migcTaBi ominku niKapeM 30poBHX Ta/ab0 aHAaTOMIYHKX IMOKA3HUKIB iHTepBas MiX iH'e€KIiIMU
MOXHa IATPHMYBaTH 3 4acTOTO0 1 pa3 Ha 2 Micsui abo iHAKWBigyani3yBaTH, HallpuKiag, i3
3aCTOCYyBaHHSIM peXXUMYy Tepallil 3 TO0BXKEeHHIM iHTepBaJliB MiX iH ekiiamu «treat-and-extend»
(7MikyBaHHS Ta MOOOBXKEHHS), e IHTepBasl 3a3BUYall IONOBXKYIOTh Ha 2 TUXKHI [J NifTpUMaHHS
cTabimpHUX 30pPOBUX Ta/ab0 aHATOMIYHMX IMOKA3HUKIB. Ha choromgHi o6MexkeHi maHi om0 mocBimy
BBEJEHHS IIperapary 3 iHTepBajlaMu MixX iH’ek1isiMu Oinbine HiXK 4 Micsami. [Tpu noripiesHi 30poBUX
Ta/ab0 aHATOMIYHMX ITOKA3HUKIB iHTEpBa MixX iH €KITisIMU ITpenapaTy CJIif BiAMOBIAHUM YUHOM
3MEeHIIUTHU. |[HTepBaiy MiX BBeIeHHSIM IIpelapaTy MeHIe HiXkK 4 TUXKHi He BUBYAJIUCS (OUB.
«OapMaKoOouHaMiKa»).

I'padik odpTanemornoriyaux o0CTeXXKeHb BU3HAYAE JIiKap.

FAKI110 30pOBi Ta aHATOMIYHI TIOKa3HUKY CBiAYaTh PO BiACYTHICTH KOPUCTI AJI1s HallieHTa Bif



IIPOLOBXKEHH JIIKyBaHHA, IIpenapaT Afmiﬂ® CJIT BIOIMIHUTH.
MionivyHa xopioidasivbHa He0B8ACKYAAPU3AUiA.

PekoMeH[0BaHa f03a mpenaparty Aimisa® - ogHOpa30Ba iHTpaBiTpeanbHa iH’ekis 2 Mr adibepcenTty,
10 ekBiBasieHTHO 0,05 MII.

Ao moka3HuKM GYHKIII 30py Ta/abo BiAmoBigHi pe3ynbTaTi 00'€KTUBHOTO JOCTIIXKEHHS CBiq4aTh,
110 3aXBOPIOBAHHS 30epiraeThcst, Moxke OyTH BBefleHa MOOATKOBA 003a. PeMOUBY JIIKYIOThCS SK HOBI
IIPOSIBU 3aXBOPIOBaHHS.

I'padik npoBegeHHS MOHITOPUHTY BU3HAYaE JIiKap.
[HTEepBaI MiXK BBEIEHHSAM [OBOX 03 IOBUHEH CTAHOBUATYU HE MEHIIE OMHOTO MiCSLI.

Oco61uBi KaTeropii DalieHTiB.

ITayienmu 3 neyiHK0B0/HUPKOBOK HedocmamHicmio.

He Oyo npoBefieHo criellianbHUX KIIHIYHUX OOCTiAkKeHb 1I0JI0 3aCTOCYBaHHS IIpernapary Afmiﬂ®
HaIfieHTaM 3 ITeYiHKOBOIO/HUPKOBOIO HEIOCTATHICTIO. 3TiTHO 3 HAaSBHUMH NAaHUMH, HEMa€E moTpedu

3MiHIOBAaTU AO3YBaHHA IIperaparTy Afmiﬂ® TaKUM TalfieHTam (ouB. po3min «®apMaKoIoriuyHi
BJIACTHUBOCTI»).

3acmocyBaHHA nauieHmam AimHb020 BiK).

3acToCcyBaHHS IpelnapaTy MallieHTaM JIiTHhOTO BiKy He oTpedye 0COOIMBUX 3aXO0/IiB
Oe3meku. JoCBig 3acTOCYyBaHHS MpemaparTy HalieHTaM BikoM moHap 75 pokis 3 [IHM
00MeXeHHUH.

IHCMpyKuUia 3 BUKOPUCMAHHA.

[HTpaBiTPEanbHi iH’ €Kil BUKOHYIOTHCS KBaslihikoBaHUM JIiKapeM, sIKAWI Ma€ JOCBiJ IPOBeeHH
iHTpaBiTpeanbHUX iH €KIiH, 3rigHO 3 MEAUYHUMY CTaHOAPTaAMU i BiITIOBIGHUMY PEKOMeHIalliIMuU.
3aranoMm MaloTh OyTu 3a0e3medeHi BifmoBigHe 3He00/IeHHS Ta acenThdyHa 00poOKa Miclid iH’ekil i3
3aCTOCYBaHHSIM aHTUCENITUYHUX PEYOBHUH IITMPOKOT0 CIIEKTPa Mil [AJIsT MiCIIeBOT0 3aCTOCYBaHHS
(manmpukan, 06poOKa MOBiMOH-M00M IIKipH HABKOJIO OUel, TIOBiKM Ta IIOBEPXHi OKa).

PexoMeHIy€eThCS TaKOXK 3[iMCHIOBATHU Ilepefolepaliiny ge3iH(eKIliio pyK, BUKOPUCTOBYBaTH
CTEPUIbHI pyKaBUUKY, CEPBETKH Ta PO3IIKMPIOBAY MOBiK (a0 eKBiBaleHTHUN IPUCTPIl).

TonKy [oms iH' €K1l BBOOUTH y TIOPOXHUHY CKJIIMCTOTO Tinla Ha BifcraHi 3,5-4,0 MM Bif 1iM0a,
YHUKaIOY¥ TOPH30HTAJIbHOI MEpPHIiaHU Ta CIPSIMOBYIOUH il 10 IleHTpa 0YHOTo s61yKa. ITicns 1poro

BBOJUTH IIperapar AI7IJIi$[®

CKIIEPH.

B 006’eMmi 0,05 M. HacTymHi iH’€KIIil CIifl TPOBOOUTH B iHIIII HiMTHKH

Oppagy micns npoBedeHHs iHTpaBiTpeasbHOI iH €Kil CITif CIIoCcTepiraTy 3a piBHEM
BHYTPIITHBOOYHOT'0 THUCKY TalliEHTa 3 METO0 JiarHOCTUKYU MOro MifBUINEHHS. BigmosigHi
MOHITOPHHTOBI 3aX0[IX MOXKYTh BK/IIOUATH ITePEBiPKY KPOBOIIOCTaYaHHS JHUCKa 30pOBOr0 HepBa abo
O4Hy TOHOMeTpiw. [Ipy HeoOXiAHOCTI MOXKJIMBUM CTEPUIILHUY MTapalleHTe3.



[Ticrs mpoBefieHHS iHTPaBiTPeaNbHOI iH’€KIIi] MAlLliEHTIB CIIi MOMEePEqUTH, 1110 TP BUHUKHEHHi OyIb-
SIKMX CUMIITOMIB MOXKJTUBOTO eHTO(TanbMiTy (0i/ib B 04ax, MOYEPBOHIHHS 04el, CBIiTI00053Hb,
3HUKEHHS TOCTPOTH 30PY) BOHU ITOBHHHI HETalHO IOBIJOMUTH IIPO Iie JTiKaps.

BMmicT K0KHOT0 MomepenHb0 3all0BHEHOTO IpHIla a60 ¢hj1akoHa BUKOPUCTOBYIOTH [IJIS JTiKYBaHHS
TiIBKM OOHOTO OKa. BUnIy4YeHHS HeKimbKOX 403 i3 OHOI0 MomepeIHb0 3all0BHEHOT 0 IIIpHUila abo
(dbrmakoHa MOXKe IMABUIIATY PU3UK KOHTaMiHalil Ta iHdeKIlil BHACTiqOK KOHTaMiHallil.

[TonmepenHLO 3aMOBHEHI MIIPUIY/GIaKOHKM MICTSITh OinbImui 00’€M, Hi’K peKOMEHI0BaHa 103a 2 MT
admnibepcenty (110 ekBiBaseHTHO 0,05 M1 po3uuHy A4 iH’'ek1iit). O0’eM, 110 eKCTPAryeThCS 3
IIOIIepefHbO 3all0BHEHOr0 IIpulia/prakoHa, - e KifIbKiCTh, IKy MOXKHAa BUJIYYUTH 31
mpuiia/$IakoHa, ane siKa He MOBUHHA BUKOPUCTOBYBATHCS MOBHICTIO. [[J1 ITONIEepegHbO
3al0BHEHOTr0 MIpuiia 06’eM, 1110 eKCTParyeThCcs, CTaHOBUTDL He MeHiIne 0,09 mn. Insg
dbmakoHa 00’€M, 1[0 eKCTParyeThcs, cTaHoBUTh He MeHIe 0,1 mi. Ilepen BBeIeHHSIM
PEKOMEHI0BAaHOI 103U HeOOXiTHO BUJIyYUTH HAJ/THIIKOBHH 00’ €M.

[Tpu BBeOeHHi BChOr0 00'€MY IOIEPENHLO 3allIOBHEHOI0 NITPUIIA MOXKIIMBE TTEPEI03yBaHHS.
BupaneHHs myxXupliiB MOBITPS Ta HaOJ/IUIIKIB IpemnapaTy MPOBOASATE IIISIXOM IOBiIPHOTO HAaTHCKAHHS
Ha IOPIIeHb, 00 BUPiBHSTH OCHOBY KyIlO/Ia MOPIIHs (He KiHYHK KyI0oJIa) 3 MO3HAYKOI0
IIKaJTA T03yBaHHs Ha Kopmyci mmpuna (Bignosigae 0,05 My, To6To 2 Mr adnibepcenty) (TuB.
po3pin «Ilepeno3yBaHHSA»).

[Tpu BBemeHHi Bchoro 00’eMy (1akoHa MOXKJIIMBE Ilepefio3yBaHHsA. BuganeHHs MyxXupliB MOBITPS Ta
HaJJIIIKIB ITpenapaTy IPOBOASATH IIJITXOM IOBITBHOTO HAaTUCKAHHS Ha MOPIIeHb, 00 MIOCKUM Kpa
MIOPIIHS BUPIBHSBCSA 3 MiHi€l0, 110 mo3Havae 0,05 My Ha Kopmyci mmpuiia (ekBiBaneHTHO 0,05 M1,
T00TO 2 Mr admibepcenty) (muB. po3min «Ilepeno3yBaHHS»).

[Ticns in’exuii Oymb-AKi HEBUKOPUCTAHI 3aTUINKY ITperapaTty Ciifl yTUIi3yBaTH.

[TonepenHbLO 3aMoOBHEHI MITPULIK/GbIaKOHY MPU3HAYEH] TiMbKY [JIST ODHOPA30BOTO BUKOPHUCTAHHS B
OIHE OKO.

3a00pOHEHO BiTKPUBATH CTEPUIbHUMN OJTiCTep IOoMepeqHb0 3all0BHEHOTO IIMPHIIA 11032 METUYHUM
3aKJIagoM.

[TonepeqHbO 3amOBHEHUH MITPHUIY/(HIAKOH MICTUTD OinblIuit 06’€M, HizK peKOMeHI0BaHa [03a 2 MT
admibepcenty (exiBanenTHo 0,05 M), HagnumikoBuit 06’eM mOTPiOHO BUIYYUTH TIEPEN
3aCTOCYBaHHSIM.

[lepen BBemeHHSM IIpenapaTy MOTPiOHO IPOBECTHU Bi3yaslbHY IIE€PEBIPKY PO3UMHY Ha HASBHICThL OyOb-
SIKMX CTOPOHHIX YacTO40K Ta/abo 3MiH Kombopy abo Oyab-SKUX 3MiH 30BHIITHLOTO BUTISAAY. [Ipu
BUSIBJIEHHI B PO34YMHIi 3rafjaHuX BiIXWJIeHb TaKWU PO3YUH He 3aCTOCOBYBATH.

dinpTpyBanbHa ronka BD Blunt He npu3HadeHa Oy iH'€KIiN Yepes LIKIPY.

He aBroknaByute ¢pinbrpyBanbHy ronky BD Blunt. OinbTpyBanbHa ronka He miporessa. He
BUKOPHUCTOBYNTE (QinbTPyBaJIbHY I'ONIKY, SKILO 11 iHAMBigyanbHa yIIaKOBKA MOMIKOAKEHa.

YTtunizyiite BuKopuctany ¢inbrpyBanbHy ronky BD Blunt y 36upadui ais rocTpux npeiMeTis.

YBara: IIOBTOPHE BUKOPUCTAHHS (DiNbTPyBaIbHOI TOJIKY MOXKe TIPU3BECTH Ho iHdekIil abo
IOAaTKOBOT'O 3aXBOPIOBaHHS/TPaBMU.



[l71s1 BUKOHAHHS IHTpaBiTpeaJbHUX iH €K1 BUKOPUCTOBYIOTh royiky 30 G X Y2 grouma.

ITonepedHbo 3ano08HeHI wnpuuu

1. TTic/st IPUroTyBaHHSA [0 IPOBEeNeHHs iH €Kil BINKPUTH YIIaKOBKY IpenapaTy Aiisa® Ta
3HSATU CTePUIbHY ONicTepHy ynakoBKy. O0epeXHO BigKpuTu O/1iCTepHY YIaKOBKY, 11106 He
IOPYIIUTH CTEPUIIBHICTS 11 BMiCTy. TpUMaTy MINPHUI] ¥ CTEPUIIbHIN KIOBETI 10 10T0 BUKOPUCTaHHS.

2. [3 3a0e3neyeHHSIM HaJIeXKHUX aCeNITUYHUX YMOB BUMHSATH LITIPULL 3i CTEPUIBHOI 6i1icTepHOi
YIIaKOBKW.
3. [[To6 3HATH 3aXUCHY KPUIIKY, NOTPiOHO TpuMaTH mwnpuin Puc. 1

OIHI€I0 PYKOIO, @ BEJIMKKM Ta BKa3iBHUM MaIbISIMU iHIIOI PYKH
HeoOXigHO B3SATHCS 3a KOBIAYOK. YBara: Ciifl BiIKpyTuTu (He
BigyaMyBaTH!) KOBIIa4yoK (puc.l).

4, [ITo6 He MOPYWIUTH CTEPUIBHICTE IpeNaparTy, He Puc. 2
NOTPiOHO BiATATYBaTH NOPLIEHD MINPHUIA Ha3a,.

0. [3 3abe3neyeHHAM HaJIeXKHUX aCEITUYHNX YMOB IIiJIbHO
IPUKPYTUTHU TOJKY OJ1s iH'€KIIN 00 HAKOHEUHUKA LINpULa 3
apantepoM Jlroepa (puc. 2).

6. Tpumarouu MIpull y NojI0kKeHHi JOTOpU T'OJIKO0, Puc.3
HeOoOXiIHO TIepeBipUTH MOT0 BMICT Ha HAIBHICTh TyXUPIIB

noBiTps. [Ipu ix BUSBIIEHH] 00€peKHO MOCTYKaTH MajIbIeM 110
IIIPULy, TOKU IyXUpLi He NigHIMyThCS Haropy (puc. 3).

7. [l71s1 BUIy4eHHS BCiX IyXUPLiB 3 MOBITPSAM Ta
HaJIMIIKIB [IpenapaTy NOBiIbHO HATUCHYTHU Ha NOpIIeHb, H100
BHPIBHATH OCHOBY KyINoOJjIa NOPIIHs (He KiHYHK KyIlojia) 3
NMO3HAYKOI0 IIKaJI¥ JO03yBaHHA Ha KOpPHOyCi mmnpuna
(exBiBaneHnTHO 0,05 M1, To6TO 2 MT adnibepcenty) (puc. 4).
IIpumiTKa: Take TOYHEe PO3TAlLIyBaHHS MOPIIHS OyKe BaXKJIUBE,
TOMY ILII0 HeTIpaBUJIbHE PO3TalllyBaHHS IOPIIHS MOXKe
IIPU3BECTH [I0 BBeJleHHs Oinbinol abo MeHIIol 103U IIpelapary.

Puc. 4 Puc. 5
8. BBecTu, 06epekHO HaTUCKAalO4M Ha IOpPIIeHb 3 OMHAKOBOI cuioi. He HaTHCKalTe
CUIIbHiIIIe, KONM MOPIIIeHb NocsATaE fHa mmpuila. He BBoabTe OyIb-sIKHH 3a/THIIKOBHH
PO3YMH, HasIBHHUH Yy IIMPHIIi.
9. [TomepeHbO 3aMMOBHEHUN IIIPUI] IPU3HAYEHUM TiTbKY [JIST OQHOPa30BOI0
BUKOPUCTaHHSA. Buy4yeHHS [OEKiIbKOX 03 i3 OMHOr0 IOIepefHbO 3all0BHEHOT0 LIMPULla MOXKe
MiABUIIUTY PU3UK KOHTaMiHallil Ta iH(eKIlii BHacIiIoK KoHTaMiHallil. Bynb-sKi HEeBUKOPHUCTaHi
3aJIMIIKY TIpenapaTy abo MaTepiany MiAngraiTh yTUIi3allil 3TiqHO 3 MiCIIeBUMU BUMOTaMH.

D 1aKoHU



1. 3HATHU 3aXUCHY IIJIaCTUKOBY KPUIIKY (puc. 6) Ta Puc. 6
pofe3iH(iKyBaTu 30BHIIITHIO TIOBEPXHIO I'YMOBOI MPOOKHU
(dbmakoHa.

2. [Tpuennatu QinbTpyBanbHy ronky 18 G 5 Puc. 7
MIiKDOH, ITI0 AOOAETHCS B YIIAKOBIIi, 0 CTEPUIILHOTO

mmpuiia 00’emoM 1 M1 3 amantepom Jlroepa (puc.7).

3. BBogutu inbTpyBanbHy TOJIKY B LIEHTP T'YMOBOI

npoOKM ¢1aKoHa, JOKM BOHA IIOBHICTIO He yBilifie 10

¢dbnakoHa, a KiHYMK He JOCSATHe [Ha (aKoHa.

4. I3 3abe3neyeHHAM HaleXKHUX aCEITUYHNX YMOB BUOpaTH BeCh BMICT IIpemnapary
Aninia® 3 ¢akoHa y MIIPUIL, TpUMalo4d (HJIakKoH ¥ BePTUKaIbHOMY II0JIOKEeHHi i Tpoxu
HaxXWINBIIK BOIK, 11100 MTOJIETTIXATH IIOBHE BUAAJIEHHS Iipenaparty 3 ¢paakoHa.

[ITo6 cTpuMaTH HafXOOKEHHS MOBITPS HeOOXimHO 3a0e3mednTy 3aHYPEHHS CKiCHOTO Kpalo
GbinbTpyBasbHOI TOJIKY B pifuHy. [IpogoBKyBaTH HaxXuIATH (IaKOH IIif Yac BimOOpy mpemnapary,
YTPUMYIOYH CKic (imbTpyBalbHOL TOJIKK 3aHYPEHUM Y pifuny (puc. 8-9).

Puc. 8 Puc. 9
5. Heo0xigHO TepeKOHAaTHCS, M0 IITOK IOPIIHSA OyB [OCTATHHO BiATATHYTUH IIif 9ac
BUJTyUYeHHS PO3YKHY 3 (IaKoHa, 1100 MOBHICTIO CIIOPOXKHUTHU (QibTPyBaIbHY TOJIKY.

6. 3HATU QiNbTPyBabHY TONKY Ta HaJle’KHUM YMHOM YTUIi3yBaTH 1l
¥Bara: ronky s ¢inbTpallil He MoXKHa BUKOPHCTOBYBATH IJIS iHTpaBiTpealbHUX iH'€KIIii.

7. [3 3abe3neyeHHAM HaJleXKHUX aCEIITUYHUX YMOB  Puc. 10

IIiTbHO IPUKPYTUTH TOJNIKY A7 iH'ekniit 30 G X Y2 mronMa

[0 HaKOHEYHHUKa ImnpuIia 3 agantepoM Jloepa (puc. 10).

8. [lepeBipuTH MINpHUL] Ha HaABHICTDb IYXUPLIiB Puc. 11

MIOBITPS, TPUMAaIO4YX MOTO TOJIKOI0 TOTOPH. AKIO BOHU € B

MINpUlli, HeoOXimHO 00epeXHO IOCTYKATH 110 HEOMY

najbleM, JOKM IyXupli He migHiMyThCs (puc. 11).

9. BupanuTty BCi yxXupli Ta HAOJIAIIKYA PO3YUHY [Ipernapary, IOBiIbHO HaTUCKA4Y Ha
IIOPIIEeHb, JOKU MOT0 IIJIOCKUY Kpal He JocarHe BigmiTku 0,05 M1 Ha KOpIyCi IIIpuiia
(puc.12-13).

Puc. 12 Puc. 13

10. ®nakoH NpU3HAYEHUU [JI9 OOHOPA30BOI'0 BUKOPUCTAHHS. BUlydyeHHS OEeKiIbKOX 003 i3
OJHOTO (p1aKoHa MOXKe MiJBUIIKWTH PU3UK KOHTaMiHallil Ta iH(}eKIIil BHACTiIOK KOHTaMiHallil.
Bynb-gKi HEBUKOPHCTaHI 3aIUINKK IIpenapaTy abo MaTepiany migisAraoTh yTUIi3allil 3rifHo

3 MiCIIeBUMU BUMOTaMHU.

Himu.

®

Hanux mpo 6e3meKy Ta e(eKTUBHICTh 3aCTOCYBaHHS IpenapaTty AUl ~ [OiTAM HEMae, TOMY

npemnapar AI7IJIi${® He MPU3Ha4YaloTh AiTIM 3a nmokalaHHsAMHU Bonora BM]I, TLUBC, TTLUBC, THM Ta
MiomiuHa XHB.



Ilepedo3yeanHs.

Y KiiHIYHUX OOCHIAKEHHAX 3aCTOCOBYBAJIM 403U A0 4 MI' 3 MiCIYHMMM iHTepBaiaMu. CriocTepiranucs
OKpeMi BUNAAKU Iepefo3yBaHHs IPU 3aCTOCYBaHHI 03U 8 MT.

[Tepemo3yBaHHs IIPH 3aCTOCYBaHHi Oi/bI10ro 00’eMy iH’€KIll MOXKe IPU3BECTH [0 MiABUIIEHHS
BHYTPIITHbOOYHOTO THCKY. TaKuM YMHOM, V pPa3i mepemo3yBaHHs HEOOXiTHO CTEXKUTHU 3a PiBHEM
BHYTPIITHbOOYHOTO THCKY i B pa3i moTpebu po3noyaTy BiAMOBiAHE JTiKyBaHHS, PIllIEHHS PO SKe
npuiiMae nikap (ouB. po3gin «Cmocib 3acTocyBaHHS Ta HO3U»).

ITo6iyHi peakuii.

YV xomi 8 mocmimxkens dhazu I1I mo Bubipku 3 ouinku 6e3meku 0yi10 BKIOYeHO 3aranoM 3102 marieHTH.
3 Hux 2501 namieHT oTprMyBaB JIIKYBaHHS B PEKOMEHIOBaHIN 031 2 MT.

Cepiio3ni nobiuHi peaxiiii, TOB’g3aHi 3 MPOIEAYPOIO IPOBENEHHS iH €KIIii MpemapaTy AI7IH15{®,

criocTepiranucs 3 4actororw MeHire 1 Bunagky Ha 1900 iHTpaBiTpeasnbHUX iH'€KLiN Ta IPOSBIISLIUCH Y
BUTTISIMI CIIIMIOTH, eHHo(TanbMiTy, BiflllapyBaHHS CiTKiBKM, TPaBMaTUYHOI KaTapakKTH, KaTapaKTH,
KPOBOBWIMBY Y CKJIUCTE TiJIO, BiflIapyBaHHS CKJIMCTOTO Tijla Ta MiABUIIEHHS BHYTPIIIHHOOYHOI O
TUCKY (IuB. po3min «OcoOnMuBOCTi 3aCTOCYBAHHS»).

HaiinomupeHimumy no6iYHUMY peakIlisiMu (CriocTepiranucs npuHaiMHi B 5 % mallieHTiB, sSKi

3aCTOCOBYBaJIX IIpenapar Afmiﬂ®) Oy KDOBOBUJIUBY Y KOH IOHKTUBY (25 %), KDOBOBUJIUBU Y
citTkiBky oka (11 %), 3HuKeHHs rocTpoTH 30py (11 %), 6inmb B ouax (10 %), kKaTapakTa (8 %),
MigBUIIEHHS BHYTPIITHBOOYHOT'0 TUCKY (8 %), BiAllapyBaHHS CKJIMCTOTO Tina (7 %) Ta JecTpyKLisa
cknuctoro Tina (7 %).

Iani 3 6e3meku, HaBefleHi HKUXKYe, BKII0YalOTh BCi Mo6iuHi peakilil, BimMiueHi y xofi 8 mocmigxkeHb
da3zu III Ipu 3aCTOCYBaHHI IIpeliapaTy 3a TaKUMU IT0Ka3aHHAMY, AK Bojiora BM]I, TLIBC,
TTLIBC, [IHM Ta miomiuHa xopioiganbHa HeoBacKynspu3samnisa (MXHB), 3 nepen6auyBaHoio

BipOTiAHICTIO HASIBHOCTI MPUYKMHHO-HACIIIKOBOTO 3B’SI3KY 3 IIPOIEAYyPOI0 iH eKIIil ab0 JIiKapChbKUM
3acoboM.

[ToOiuHi peakiii HaBefeHi 3a CucTeMaMu OpraHiB Ta YaCTOTOI0 BUHUKHEHHS. 3a 4aCTOTOI0
BUIINAIOTh TaKi KaTeropii: gyxe dacto (=1/10), gyacto (=1/100 mo <1/10), HewacTo (=1/1
000 mo <1/100) Ta moomuuoKi (3 1/10 000 mo < 1/1 000). ¥ Mexkax KOXKHOI rpynu mobivHi
peax1il IpeficTaBeHi y NOPSAAKY 3MEHIIeHHS CTYIeHs TAXKKOCTI.

Yci mobiyni peakiiii BigMiueHo Ha TJIi TiKyBaHHS MpemapaToM y XOfi focimxeHs ¢a3u 11
(y3aranbHeHi maHi gocnigxeHs (a3u Il mpu 3acTocyBaHHI IIpenaparty 3a T0OKa3aHHSAMU Bojiora BM]],
TUBC, TT'LIBC, IHM ta MXBH) a6o y micnspeecTpalliiinuii mepion

CHCTe.M a [lyxxe yacto  [JacTto HeuacTto [ToonuHOKI
Oprasis

3 00Ky [TimBUIleHa

iMyHHOI Ty TIUBICTH**

CHCTEMU




3 OOKy
OpraHis
30Dy

SHUXKEeHHS
TOCTPOTH 30DY,
KPOBOBUJIUB Y
CITKiBKY OKa,
KPOBOBUJIUB Y
KOH IOHKTUBY,
0iib B 011l

PO3puB MIrMEeHTHOT0 eMiTeio
CITKiBKK*, BifjIllapyBaHHS
[IIrMEHTHOTO eITiTeniio
CITKiBKM, mereHepaTHUBHi
3MiHU CiTKiBKY, KDOBOBUJIUB Y
CKIIMCTe TijIo, KaTapakra,
simepHa KaTapakTa,
cyOKaICy/isipHa KaTapakra,
epo3is poriBku, abpasis
POTiBKY, HigBUIIEHHS
BHYTPIIIHEOOYHOTO TUCKY,
[TOPYIIEeHHS YiTKOCTI 30Dy,
MeCTPYKIis CKJIIUCTOrO Tifa,
BigIapyBaHHSA CKINUCTOTO
Tina, 6ib y Micii iH’exiii,
BiIUYTTSA CTOPOHHLOIO TiNla B
04ax, IIOCUJIeHA CJIh030Teua,
HaOpSK MOBiKY, KDOBOBUJIUB Y
MicIli iH'€KIIil, TOUKOBUH
KepaTHuT, rinepemis

KOH IOHKTHBH, TillepeMis ouen

ExgodTambMiT**,
BifllapyBaHHSA
CITKiBKH, PO3PUB
CITKiBKH, ipHT,
VBEIT, ipUAOIUKIIIT,
[TOMYTHIHHSA
KPHUILTAINKa,
VIIKOAKEHH
eIIiTesio POriBKH,
[OApa3HeHHS y
MicITi iH' eKIIii,
HE3BUYHI BiYyTTS B
O1li, MOPa3HeHHs
TIOBIKM, KJIIiITHHHA
oIlaJIeCLieHIis ¥
repenHi KaMepi
0Ka, HaOpSK POTiBKU

CninoTa,
TpaBMaTHU4YHA
KaTapakTa,
BiTPUT, TiMOIIiOH

*Po3nangy, sKi 0B’ A3y10Th 3 Bojioro BM]I. CriocTepiranucs TiIbKY Y XOA1 DOCTIAXKEHb i3
3aCTOCYBaHHSM IIpernaparTy 3a II0Ka3aHHAMU Bojora BM]I.

*EHI0(TaIbMIT 3 MO3UTUBHOIO Ta HETATUBHOIO KYJIbTYPOIO.

*ATIpOTATOM MiCIAPEECTPALliHOTO IIePioy MPOSBY TilepUuyTIUBOCTI BKITIOYAIU BUCUII, CBEPOiK,
KPOIIMB IHKY Ta OKPEMi BUIIQ[IKX TSAKKOI aHadimakTHyHOl/aHa}iTaKTOIMHOI peakiiii.

Onuc okpemux nobivyHuUX peaxuitl.

Y xopi mocmipkeHs (a3u 11l npu 3acToCcyBaHHI IIpeliapaTy 3a NoKa3aHHIMHU Bojiora BM]] y namieHTis,
SIKi OTPUMYBAJIM aHTUTPOMOOTHYHI IIpernapaTH, CIIocTepirany 30i/bllIeHHS YaCcTOTH KPOBOBUIUBIB y
KOH'IOHKTHBY. Take 30i/bIIeHHST 4acTOTH OYyJI0 aHAIOTiYHUM Y XBOPHUX, SIKi OTPHMYBAJIX JIIKYBaHHS SIK
pani6izymaboM, Tax i mpemapaToM Adimisa®.

Aprepianbhi TpoM60eMOOTiUHI YCKIagHEHHS - 11e He0axkaHi SBHUIIa, MOTEHIIMHO II0B’sI13aHi 3
cucteMHuM npurHidveHHaM VEGF. 3Baxkaroun Ha TEOPETUYHI IPUNYIIEHHS, iICHYE PU3UK PO3BUTKY
apTepianpHUX TPoMOOEMOONIYHYX YCKIaAHEHDb, BKII0YAl0UX iHCY/IbT Ta iH)apKT MioKapaa, micis
iHTpaBiTpeanbHOrO 3acTocyBaHHs iHribitopis VEGF.

Hwu3bKka 9acToTa apTepianbHUX TPoMOOeMOOMYHUX SBUII TPX 3aCTOCYBAHHS MTpernapaTy
Aitnia® cnocTepiranacs y XOmi KJiHIYHUX gociigxens y nauienTis 3 BM]I, IMH, TLIBC ta
MioniuHow XHB. [I15 3a3Ha4eHuX 0OKa3aHb BiICYTHI 3HaUHI BIIMIHHOCTI MiX IpyllaMu
TaIli€HTiB, SKi nikyBanucs agnibepcenToM, Ta BiiTOBITHUMY I'PyIlaMH ITOPiBHSIHHS.

4k i Bci mpemapaTy GiNIKOBOTO IMOXOMXKEHHS, STKi 3aCTOCOBYIOTh 3 TEPANIEBTUYHOIO METOIO,
npenapaT Anmisa® Moxe CIPUYMHUTH iIMyHOT€HHI peakuii.

ITogidomaeHHs npo ni0o3pro8aHi nobiuHi peakuii.



[ToBimoMmeHHs Ipo MO0iYHI peakilil MicJis peecTpaliil TiKapcbKoro 3aco0y Ma€ BaK/IMBe
3HaueHH4. Lle mae 3MOry NpoBOAUTYA MOHITOPUHT CIIiBBIAHOIIEHHS KOPUCTDL/PU3UK IIPU
3aCTOCYBaHHI IIbOTO JTiKapCchKOro 3aco0y. MenuuHuM Ta hapMalleBTUYHUM IIpalliBHUKAM, a
TaKOX TallieHTaM a0o0 IXHiM 3aKOHHUM IIpefiICTaBHUKAM CJIifl TOBiJOMJISATH IIPO YCi BUTIAAKU
Iigo3pioBaHUX MOOIYHUX peakIliii Ta BiCyTHOCTI e(eKTUBHOCTI JTiKapChKOTo 3aco0y uepes
aBTOMaTHU30BaHy iHGOPMaLiiHy CUCTeMY 3 (papMaKOHATIAAY 3a IMOCUIaHHSIM:
https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

2 POKH.

YMmoBH 30epiraHHsi.

ITonepedHb0 3ano8HEHI WnpuyU.

30epiratu B X0m0OuIbHUKY (mpu Temnepatypi Big 2°C mo 8 °C). He 3aMopozxKyBaTH.
Ins 3axucTy Bif cBiTia 36epiratu y 61icTepi Ta B KApPTOHHIH yIIaKOBII.

36epiraté B HEOOCTYIHOMY IJIST OiTEH MicCIIi.

@ 1aKoHU.
30epiratu B X0MOOUNBbHUKY (1pu TeMmnepatypi Big 2 °C mo 8 °C). He 3aMopoxKyBaTH.
Ins 3axuCTy Bif cBiTna 30epiratu GprrakoH B KAPTOHHIMN YIIAKOBII.

30epiraté B HEOOCTYIHOMY IJIST OiTEW MicCIIi.

BeamnocepenHbo nepeq] 3aCTOCYBaHHSAM 3aKpUTHH (iaKoH/3anasHui 6J1icTep 3 IpenapaToM Afmiﬂ®
Moxe 30epirarucs npu KiMHaTHIN TeMmnepatypi (Hux4de 25 °C) He Oinbie 24 rogus. [Ticnsa BiIKpUTTS
(bnaxkoHa/0micTepa HEOOXiAHO JOTPUMYBATHUCS aCEITUYHUX YMOB.

HecymicHicmo.

3BaxKawy4u Ha BiCYTHICTb OOCIiXkKeHb CyMICHOCTI, IIpenapar AfIJIiH® He CJIif 3MilyBaTHU 3 IHIIUMU
JiKapCbKUMHU 3aco0aMu.


https://aisf.dec.gov.ua

VYnakosBka.
ITonepedHb0 3ano8HEeHI Wnpuyu.

[TonepenHbO 3all0BHEHUN CKISSHUY LIMPUL, UIIIEHO 3aKPUTUY 3a JOIIOMOI0I0 €JIaCTUYHOI0
oOMeXyBaya XO[y ITOPIIHS Ta eJaCTUYHOT0 T’BUHTOBOIO KOBIIAUKa, 10 BXOOUTH [0 CUCTEMHU
repMmeTr3atii 3 agantepoM Jlioepa, OCHallleHWY MITOKOM IIOPIIHS Ta HaKIagKoo [JIs Malblis,
06’emom 0,165 M1, 3anasinuil y 671icTep, y KapTOHHIM yIaKOBIIi.

@ 1aKOHU.

Cknsauuit pnakon o6’emom 0,278 M1, emacTuyHa ryMoBa Ipobka Ta inbTpyBanbHa ronka 18 G, y
KapTOHHIN yIIaKOBIIi.

Kareropis Bigmycky.

3a perenTom.

BupoOHUK.
BignmoBimanpHUM 3a BUILYCK Cepil:

Baiiep AT', Himeuuuna, bepnin (Bayer AG, Germany, Berlin).

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaAKeHHsI Tis/IbHOCTI.

Mionnepinrpacce 178, 13353, bepmin, Himeuunna (Mullerstrasse 178, 13353 Berlin,
Germany).



