MoaroTtoBKa K BBEAEHUIO NpenapaTa

o CTeK/IsIHHbIM GaKoH ¢ npenapaToM dapuumnmMab
npeaHa3HayYeH TOJIbKO A1 OAHOKPATHOIO MPUMEHEHMUs.

MpenapaTt cnegyet XpaHUTb B XO104UbHUKE
npu Temnepatype 2-8 °C.

He 3amopa)kmnBaTtb. He BCTpsixmBaTb.

OcTaBbTe NpenapaT A1 AO0CTUXKEHUS KOMHATHOM
TemnepaTypsbl (20-25 °C) nepea, NoAroToBKoOwM

K BBegeHuto. DnakoH cienyeT XpaHUTb B KAPTOHHOM
nayke A 3alMUTbl OT CBETA.

®n1akoH € NpenapaToM MOXXHO XpPaHUTb
Nnpu KOMHaTHOM TeMnepaType A0 24 yacos.

®dnakoH ¢ npenapaTtom cnenyeT Bu3yasibHO
OCMOTpPETbL Nepen BBeAEHNEM.

[penapaT dapuymnmab npeacTaBnisieT CO60M XKUAKOCTb
OT NMpo3payHoOM A0 onasecuupyoLLei, oT 6ecLBeTHOM
[,0 KOPUYHEBATO-XKEJITOrO L,BETA.

He npumeHanTe npenapat, eC/m BUAHbI YaCcTULLbI,
NOMYTHEHWE NN USMEHEHME LBETA.

He npuMeHsiTe npenapaT, ec/iv KapToHHasA nadka
n/mnun GNakoH NoBPeEXKAEHbI, BCKPbITbI N CPOK
roAHOCTMW NnpenapaTa UCTeK.

Oco6ble yKasaHus U Mepbl
NpeaoCTOPO>KHOCTU NPU NPUMEHEHUU

* B TeyeHune 60 MUHYT Nocie BHYTPUI/1a3HOro BBEAEHUS,
B TOM 4ucsie npenapaTa ¢apuummab, Habaganochb
BPEMEHHOE MOBbILLIEHWE BHY TPUI/1a3HOIO AaBJIEHUS
(Br,). Cpasy nocsie BHyTPUI/1Ia3HOro BBEAEHUA
NaLneHTbl A0/XKHbI HAXOAUTbLCS NOA HabilogeHneM
Ha NnpeaMeT nosbilweHnsa B .

e [locsie BHYTPUI1a3HOTO BBEAEHMS MALMEHTbI
[,0J1>KHbI 6bITb MPOMHCTPYKTUPOBAHbI 0 HEO6XO4MMOCTU
HeMeL IEHHO COO6LLLATb O JIL6bIX CUMATOMAX,
yKasblBaloLMX Ha 3HA0DTaNbMUT (HanpuMep,
rnoTeps 3peHus, 60/1b B [/1a3y, NOKPacHEHWe r1asa,
cBeT06053Hb, 3aTyMaHUBaHWE 3PEHUS).

1mn 1 dnakoH (0,24 mn)

GAPULIMMAB

120 mr 28,8 mr

ITOro KoJIM4ecTBa A0CTaTOYHO AJ1S U3BJIEYEHUA OJ4HOKPaTHOM
A03b1 0,05 MAa pacTBOpa, KOTOPbI coaepXXuT 6 Mr dapuumumaba.

1 dnakoH ¢ npenapaTtoM BMecTe ¢ 1 ursioi ¢ puasTpom
W IMCTKOM-BK/1aAblLLEM MOMELLAIOT B KAPTOHHYHO MayKy.

dapmMaKoTepaneBTHYecKas rpynna: cpeacTsa,
npumeHsemsblie B 0bTaIbMOIOIUK; CPEACTBa,

npuMeHseMble Npu 3a60J1eBaHUAX COCYAMUCTON 060J104KK

rnasa; cpeacTBa, MPensTCTBYIOWME HEOBACKYAAPU3ALLUN.
Kopa ATX: SO1LAQ9

MexaHusm geiicTeus: papuumnmab npeacrtasnseT

co60/i rymaHM3MpoBaHHoe 6ucneumduyeckoe aHTUTENO,
OoTHOCsLLeecs K Kaccy MMMyHoriobyaunHos G1 (IgG1),
KOTOpoe [leCTBYET NOCPEACTBOM MHIMBUPOBAHMS

OBYX Pa3/IMYHbIX MyTei, HeMTPaIN3ys Kak aHTMONO3TUH-2

(Ang-2), TaK 1 ¢paKTop pocTa aHA0TENMUSA COCYyaoB A
(VEGF-A).

Ang-2 cHMmXaeT cTabuIbHOCTb COCYA,0B, CNOCOOCTBYS
nectabunusauum sHaoTeNns, noTepe NepuLmnToB

W NaTOJIOMMYECKOMY aHIMOreHesy, U TeM CaMbIM
yCUMBas TPaHCCYAaLMIO U BOCNasieHMeE.

OH TaK>ke NoBbILWAEeT YYBCTBUTE/ILHOCTb KPOBEHOCHbIX
cocynos K aktusHoctn VEGF-A, yto npusoauTt

K UX AanbHenwen gectabunmsaumm. Ang-2 u VEGF-A
OT/INYAKOTCA CUHEPTU3MOM A,EeNCTBUSA B OTHOLLEHUN
YBE/IMYEHUS MPOHULLAEMOCTU COCYA0B U CTUMYISALLUN
HeoBaCKyAsipM3aLmm.

Y706bl 03HAKOMUTLCS C MHCTPYKLUEN

no MeAULMHCKOMY NMPUMEHEHUIO NpenapaTa
dapuymmab, oTckaHmpyiiTe QR-Koa.

Ecnv Bam TpebyeTcs pacneyaTaHHas akTyanbHas
MHCTPYKLUSA, CBAXKUTECH C HAMMU MO TenedoHy

+7 (495) 229-29-99, 1 Mbl NpULLIEM
MHCTPYKLMIO MO YKa3aHHOMy Bamu agpecy.

1. Homep u gata peructpaumm: JIN-N2(001664)-(Pr-RU) ot 13.01.2023.
*MonHast uHdopmaLms npuseseHa B VIHCTPYKLMM M0 MEAULIMHCKOMY MPUMEHEHMIO NpenapaTta

dapuummab. PernctpauuonHoe yaoctosepetnue J1M-(001664)-(Pr-RU) ot 13.01.2023 ¢ usmerexnem

ot 28.03.2024.
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KPATKOE PYKOBO/CTBO
N0 NPUMEHEHUIO NEKAPCTBEHHOI0
MPEMAPATA ®APULIUMAD

PacTBop A5 BHyTpurnasHoro eeegexus, 120 mr/mnt

AHTHN-Ang-2 AHTU-VEGF-A

Mo auduumpoBaHHbIN
Fc-dparmeHT

JBoitHoe nHrn6mposaHue Ang-2
n VEGF-A dapuummabom cHMKaeT
NPOHUL,AEMOCTb COCYA,0B
M YMeHbLUAeT BoCnajieHue,
noAaBAsEeT NaToJIOrn4YecKui
aHrMoreHes M BOCCTaHaBJ/IMBAET
CcTabuabHOCTb
cocypos

MpenapaT ¢papuummab nokasaH K NPUMEHEHUIO
Y B3pOC/IbIX NauUeHToB ¢ 18 net npu
HeoBacKyAsApHOM (B1aXKHOI) popMe BO3pacTHOM
MaKynspHon aereHepauum (HBM/)

M AMabeTuyeckoM MaKynsspHoM oteke (OMO)



YKasaHus no npuMeHeHUo

Mocne nsBieyeHns U3 ynakoBKu nomMectmTe ¢GIakoH
B MPSIMOM BEPTMKAIbHOM MOJIOXKEHUW Ha MJIOCKYHO
MOBEPXHOCTb (MPUMEPHO Ha 1 MUHYTY), 4TO6bI BECb
npenapar ocesi Ha gHe dakoHa.

E e

YpanuTte cbeMHbI 06>)KMMHOM KOMa4voK ¢ GpJ1akoHa,
a3aTeM MpoTpuTe NPobKy d1aKoHa CMMPTOBOM
candeTKomn.

Cob6toas NpaBuaa acenTUKU, HAZAEXHO NPUCOEAUHUTE
Uray ANs nepeHoca npenapaTa, Kaanbpa 18 x 1% grorima,
K LWNpULYy 06beMOM 1 M1 C /Il03POBCKUM HaKOHEYHUKOM.

Cob6itofas NpaBuia aceENTUKU, BCTaBLTE UMY AJ18 NepeHoca
npenapaTta ¢ GUILTPOM B LLEHTP NPOOKM daKoHa, HAXKMUTE
0,0 ynopa, 3aTeM CJierka HakJIoHUTe G1aKoH TaK, YTo6bl Urna
KOCHY/1aCb HMXKHEro Kpas ¢diakoHa.

Ynep>knas GNakoH B Caierka HaKJIOHEHHOM MOJIOXKEHUN,
MeAIEHHO yAanuTe Becb npenapat u3 daakoHa. Cpes urbl
O nepeHoca npenapaTta ¢ GUILTPOM yaep>KnBanTe
NMorpy>KeHHbIM B NpenapaT Bo M3beXkaHWe nonagaHus Bo3ayxa.
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OTcoeAnHUTE UTNY A5 NepeHoca npenapaTta ¢ GUaLTPOM
OT WNpULa U YTUAN3UPYITE €€ B YCTAHOBJIEHHOM MOPsAKeE.
He ncnonb3yinTe urny ans nepeHoca npenapaTa ¢ GUALTPOM
L1510 BHYTPUI/Ia3HOMO BBEAEHMS.

Cob6tofas NpaBuaa aceNTUKKU, HAAEXKHO NPUCOEANHNTE
UrNY ANS MHbeKLMKU, kanmbpa 30 x % aronMma, K WnpuLy
C JIH03POBCKMM HAaKOHEYHUKOM. AKKYpPaTHO CHUMUTE
NJIACTUKOBbLIN KOJIMAYOK C U/bl, MOTSHYB 3a Hero.

L5 npoBepKM Ha/IMUMS NMy3bIPbKOB BO3AYXa AepXKuTe
LINpuL, Urnoi seepx. Mpu HaIMUMKM Ny3bIPpbKOB BO34YXa
caefyeT akKypaTHO MOCTYYaTh NasibLLeM MO LWMAPULLY, MOKa
Ny3bIPpbKU He BCMJIbIBY T HaBEPX.

OCTOPOXKHO BbIMYCTUTE BO3yX U3 LLMPULLA C UFJION,
MeZIEHHO OTMYCKas LUTOK, YTO6bI MPUBECTU BEPXHIOD
YacTb Kay4yyKOBOW MPO6KM K OTMETKE [,03bl HAa YPOBHE

0,05 mn. LUnpuy, rotoB K MHbEKLUK. YoeauTecs,

YTO BBEIEHME OCYLLLECTBSETCS CPasy Nocsie NPUroToBaeHus
no3bl. Becb ocTaBluMiics nekapCTBEHHbIN NpenapaT

M OTXOAbl CAeflyeT YHUUTOXKUTbL B YCTaHOB/IEHHOM MOPsAKE.




