IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BI3AJUJIEPT'OJI

(VISALLERGOL)

CKn1ao0:
0itoua pe4oB8uHA: OJI0TIaTaouH;
1 M1 pO34YKHY MICTUTH 2,22 MT 0/I0NIaTafAUHY TigPOXIOPUAY €KBiBaleHTHO 2,0 MT ojlonaTafuHy;

donomidcHi peyoguHu: OeH3aIKOHII0 Xmopu, moBimoH K-29/32, HaTpiio xIopuf, UHATPIO eleTar,
HaTpiio rigpodocdaT 6€3BOMHMIMA, KKCIIOTA XIOPHCTOBONHEBA, HATPIIO TigPOKCHI, BOJA IS iH'€KITiM.

Jlikapcbka ¢popmMa. Kparmri ogHi.

OcHosHi (i3uko-xiMiyHi 81acmusocmi: TPO30puit po34yuH Bifg 6€36apBHOTO 10 CBiTI0-’KOBTOT'0
KOJILODY.

dapmMmakoTepaneBTHYHA Irpyna.
3acobu my1s 3acTocyBaHHS B odTanbMojorii. [I[poTuHaOpsKOBi Ta aHTHaJEPTiyHi 3aco0u.

Kon ATX S01G X09.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

OsnomaTafiuH € CUJIBHOIIOYNM CeJIEKTHBHUM IIPOTHAIePriYHNM/aHTUTiICTAMIHHAM 3aC000M, 110 Mae
IeKinbKa BUpaXkeHUX MeXaHi3MiB fiii. BiH mpoTupie BUBiNbHEHHIO TicTaMiHy (OCHOBHOTO MefiaTopa
ayieprivyHol peakliil y jofel) Ta 3amnobirae CTUMyII0BaHHIO BUPOOIeHHS IUTOKIHIB emiTenianbHUMU
KJTiTUHaMU KOH IOHKTHUBU JIIOOUHHU, sIKe 00yMOBIIeHe TrictaminoM. [laHi qOCHimKeHs in vitro cBimyaTs,
110 TIperapar i€ Ha ONacHUCTI KIiTUHY KOH IOHKTUBY JIIOAWHU, IPUTHIYYIOYM BUBIIbHEHHS Me[iaTopiB
3amnaneHHs. Big3Hadanocs, mo MiciieBe opTanabMOJIOTiYHe 3aCTOCYBaHHS IpemnapaTy Bisannepron y
TallieHTiB 3i 30epekeHO0I0 MPOXiIHICTI0O HOCOCII3HOT0 KaHaly 3MEHIIyEe Ha3albHi 03HAKM Ta
CHMIITOMH, SKi 4aCTO CYIIPOBOAXKYIOTh CE30HHU aJlepriuHui KOH I0HKTHUBIT. [IpenapaT He BUKIUKaE
KJIIHIYHO 3HAYYIIUX 3MiH JlaMeTpa 31HUIIL.

HokmniniyHi maHi, oTpUMaHi Py MPOBEeNEHH] CTAaHIAPTHUX MOCIIIXKeHb 3 6e3meKH, papMaKOJIorii,
TOKCUYHOCTI ITOBTOPHUX 103, T€HOTOKCUYHOCTI, JOCIiIXKEHb KaHIIEPOTE€HHOI'0 ITOTEHIIialy Ta



TOKCHUYHOT'O BIIJINBY Ha PEIIPOOYKTHUBHY d)YHKLIiI-O, He IIOKa3alln GYJIB-HKOi HeOe3MneKu IJIsA JJIIOOUHU.

HocmimKeHHS Ha TBApXWHAX IT0Ka3asy 3aTPUMKY PO3BUTKY TBApHH IIPHU iX TPYOHOMY BUTOIOBYBaHHI
caMKaMH, SIKi OTpUMYBaIi CUCTEMHI 03U 0JIoNaTaAuHy B 403aX, 110 IepeBullyBajia MaKCHMaIbHY
PEeKOMeHI0BaHy A7g 0(hTaabMOJIOTIUHOI0 3aCTOCYBaHHA M0guHI. OnonaTaguH BUSBISBCS B MOJIOI
TBapUH IIiC/ISl IePOPAIbHOT0 3aCTOCYBaHHS.

dapmakokiHemuxka.

Ononaragus abcopOYyETHCS CUCTEMHO, K i iHIII JTiKapChKi 3aco0u s MiCIIEBOTO 3aCTOCYBaHHS.
OpnHak mpu MiCIleBOMY 3aCTOCYBaHHI OJIoTIaTaguHy CUCTeMHa abcopOilisi € MiHiManbHOIO, a
KOHIIEHTpalligd y IJIa3Mi KpOBi — Bifi piBHS HUXK4Ye KiNTbKiCHOT0 BU3Ha4YeHHd (< 0,5 Hr/mi) o 1,3
Hr/mn. Li korneHTparii B 50-200 pa3iB HUKYi, HiXK IIpU IIepopaIbHOMY 3aCTOCYBaHHI IIpernapary B
mo3ax, 110 Jobpe mepeHoCIThC.

OCKinbKH OJIoTIaTafiuH BUBOJUTHCS i3 ceuelo, TOJIOBHUM YMHOM, V BUTJISIMI HE3MiHEHOI aKTUBHOI
pedoBrHHU, (papMaKOKiHETHKa OJIoNaTaAuHy 3MiHIOETHCS NIPU MOPYIIEHHSIX (PYHKII HUPOK, MMiKOBa
KOHIIEHTpAllid y IIJIa3Mi KPOBi y MaIli€HTIB 3 TAKKOI HUPKOBOIO HEOOCTATHICTIO (CepenHill KITipeHc
KpeaTuHiny - 13 Mi1/xB) y 2-3 pa3u Bullla IOPIiBHSHO 3 TAKOIO ¥ 3[I0POBUX NOPOCTUX T06GPOBOIBIIIB.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

JIiKyBaHHS CE€30HHOTO aJIePriYHOro KOH IOHKTHUBITY.

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTE [0 OJIOMATafUHY ab0 M0 Oyab-IKOi HOMOMIKHOI PEYOBUHY ITperapary.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.
HocmimKeHHS B3aEMO{Iii mpemnapary Bisannepron 3 iHMKXMHU JTiKapChbKAMU 3aco0aMy HE TPOBOOUIIOCH.

HocnimkeHHS in vitro moKasasH, 110 0JI0TIaTaflH He IPUTHiuye MeTabosiuHi peakii i3odpepMeHTIB
1A2, 2C8, 2C9, 2C19, 2D6, 2E1 ta 3A4 uutoxpomy P450. Li pe3ynbraTu CBiA4aTh Ipo Te, 0
oJioTIaTafiuH He IMPU3BOAUTH 10 MeTaboIiuHol B3aEMOIil 3 iHIMMMY aKTUBHUMU PeYOBUHAMHU y Pa3i ix
CYIYTHBOTO 3aCTOCYBaHHS.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Bizannepros € mpoTHanepriyHuM/aHTUTiICTaMiHHUM 3ac0o00M, 110 3aCTOCOBYETHCS MiCIIEBO, aje
abcopOyeThest cucTeMHO. [1pu Oyab-IKMX 03HaKax CePHO3HUX peakilii abo MmifBUIleHii Yy TIUBOCTI
CJIi[l IPUNIMHUTHY 3aCTOCYBaHHS IIpemnapary.

Bizannepron MicTuTh 6€H3aNKOHIIO XJIOPHUM, SKUH MOXKe CIPUYHUHUTH IOIPa3HEeHHS OKa.



[ToBimOMIISIIOCH TAaKOXK, 1110 OEH3ATKOHII0 XJTOPUA MOXKe CIPUUYMHUTHA TOUKOBY KepaTornariio Ta/abo
TOKCHYHY BAPaA3KOBY KepaTomnarTito. CIlifi yBaKHO CIIOCTEPiraTul 3a NallieHTaMu i3 CHHAPOMOM CyXOT'0
oKa a00 YUIKOOKEeHHSIMH POTiBKH, SKi 4acTo ab0 BIPOOOBXK TPUBAJIOTO Yacy 3aCTOCOBYIOTh IIpemnapar.

KoHTakTHi niH3u

BeHn3ankoHiio xJ10puA, K BifoMo, Moxke 3HeOapB/IOBaTA KOHTAKTHi IiH3u. ClIiff yHUKaTH KOHTAKTy 3
M’SIKMMH KOHTAaKTHUMHU JTiH3aMu. [TarieHTiB moTpibHO mMpoiHdopMyBaTH PO Te, L0 IMepen
3aCTOCYBaHHSIM IIpernapaTy HeoOXiIHO 3HATH KOHTAKTHI JIIH3M Ta 3aYeKaTH IoHalMeHIe 15 XBUTHH
IIiC/IS 3aKallyBaHHS 1 JIMlle TOAl 3HOBY OOATHYTU KOHTAKTHI JIIH3U.

AK110 MiCIIeBO 3aCTOCOBY€EThCS OinbIlle HiXkK 0fuH 0 TaTbMONIOTiYHNY 3acib, iHTepBan MixX ix
3aCTOCYBaHHSM IIOBUHEH CTAHOBUTH He MeHIe 5 XBUIMH. O4HI Ma3i CJIiff 3aCTOCOBYBaTU B OCTAHHIO

Yepry.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BaritHicTb

Hani momo opTamIbMOJIOTiYHOTO 3aCTOCYBaHHS OJI0OTIATaiMHY BariTHUM XKiHKaM BificyTHi a0o ix
KiNbKicTb 0OMexkeHa. [[oCifiKeHHS Ha TBApMHAX BUSBUJIN PENPOAYKTUBHY TOKCUYHICTD IiCIIS
CHCTEMHOT0 3aCTOCyBaHHSA (OuB. po3min «®apMaKoIoriydi BmacTUBOCTI»). OmonaTaguH He
PEKOMEHAYEThCS 3aCTOCOBYBATH BariTHUM Ta KiHKaM PEeIpPOAYKTUBHOTO BiKy, IKi He
BUKOPUCTOBYIOTh KOHTPALIEIITUBHI 3aCO0H.

[Iepion rogyBaHHSA TPYOOI0

IocnimXeHHs Ha TBapWHAaX IT0Ka3alH, [0 OJIoNlaTagyH IPOHUKAE Y TPyAHE MOJIOKO ITiCIsg
IIepOpaIbHOTO 3aCTOCYBaHHSA (HeTanbHy iHpopMallito ouB. y po3mini «®apMaKoIoriyHi BIaCTUBOCTI»).
He MoxxHa BUKIIIOYaATH PU3UKY AJ11 HOBOHAPOAXKEHUX/OITEX IPygHOro BiKy. Bizannepromn He crif
3aCTOCOBYBATH B IEPiOA TOAYBaHHS TPYAIIO.

PenponovkTuBHA GOVHKITIS

HocnigxeHb eeKTy onomnaTaguHy Ha PeIPOAYKTHUBHY (DYHKIIIIO JTIOOUHMU IIiCJIT MiCLIeBOTO
0 TaIEMOJIOTiYHOT0 3aCTOCYBAaHHS HE MTPOBOAUIIOCE.

30amHicmb 8niueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Bizannepron He BinuBae abo Mae He3HAYHUY BIUIMB Ha 3[aTHICTh KePyBaTH aBTOTPAHCIIOPTOM Ta
iHmuUMY MexaHi3MaMu. K i Ipu 3acTocyBaHHi OyIb-IKUX 0YHUX Kpalleslb, TUMYaCcoBe 3aTyMaHEHHS
3opy abo iHIIi MOpyIIeHHS 30py MOXKYTh BIJIMBAaTH Ha 3[aTHICTh KEPyBaTHA aBTOTPAHCIOPTOM abo
IIpaloBaTy 3 IHIIMMU MeXaHi3MaMu. AKIo 3aTyMaHeHHsI 30py BUHUKAE IIiJl Yac 3aKallyBaHHS,
nauieHTy HeoOXigHO 3aYeKaTH, TOKHU 3ip MPOSICHUTHCS, IEPII HiXK KePyBaTU aBTOTPAHCIOPTOM abo
[IpaIioBaTy 3 iHIKNMH MeXaHi3MaMu.



Cnoci6 3acmocyeaHHss ma do3u.
Tinbku gng oPTanbMOJIOTIYHOTO 3aCTOCYBaHHS.

Y KOH'IOHKTHBaJIbHUU MIIIOK ypazkeHOoro OKa (04eil) Clif 3akamyBaTu 10 1 KparJi npemnapary
Bizannepron 1 pa3 Ha 7o0y. Y pa3i HeoOXiIHOCTI TiKyBaHHS MOXKe TPUBATH [0 4-X MiCAIiB:

3aCTOCYBaHHA MallieHTaM JIITHBOr'O BIiKY

HeMmae HeoOXiIHOCTI y KOpUTyBaHHI O3yBaHHS 1 i€l KaTeropii mamieHTiB.

3aCcTOCYBaHHS IOiTSAM Ta HigIiTKaM

Jlikapcbkuit 3aci6 Bizamnepron MoxHa 3aCTOCOBYBATH [iTSIM BiKOM Bif 3 POKiB y TOMY Xk [03yBaHHI,
mo i gopocnuM. be3neka Ta e(eKTUBHICTh 3aCTOCYBaHHS IIpenapaTy Bizasnmeprosn giTaMm BikoM fo 3
POKiB He BuBUeHi. [laHi IOMO IIi€l BIKOBOI KaTeropil BiiCyTHi.

3aCTOCYBAHHS IIPHU IIOPVIIEHHIX QVHKIII HeYiHKK Ta HUPOK

HocmigxeHb oyonaTaguHy y GopMi ouHUX Kparessb Bizannepron 3a y4acTio Halli€eHTiB i3
TopylIeHHAMHU GYHKIII meuinkyu a6o HUPOK He mpoBopuiocs. OgHak HeMae HeoOXimHOCTI B
KOPUTYBaHHi MO3yBaHHS y pa3i nmopyureHb QyHKII nevinkyu abo HUPOK (OeTanbHy iHdopMallito IuB. y
po3mini «PapMaKOKiHETHUKA»).

[Ticns mepiioro BimKpUTTS (BrakoHa CIIi[ 3HATH 3aXUCHE KiNlblle, TPHU3HaYeHe [JIST KOHTPOII0
MIEPIIOTO BiOKPUTTS.

[ITo6 monmepenuTy 3a0pynHEHHS KiHYMKa KpalelbHUI Ta BMICTy (iakoHa, HE00XigHO JOTPUMYBaTUCh
00epexkKHOCTi Ta He TOPKATUCH TOBIK, IPUIETINX AiNSTHOK ab0 iHIINX ITOBEePXOHb KiHYMKOM (IaKOHa-
KparnenabHutli. ITicas KoKHOTO BUKOPUCTAHHS LIiTbHO 3aKpUBaTH (hJIaKOH-KpamelbHUITO.

Himu.

Jlikapcekuit 3aci6 Bizannepron MoxHa 3aCTOCOBYBATH [iTSIM BiKOM Bifl 3 POKiB y TOMY K [103yBaHHi,
I10 i JOPOCIUM.

Ilepedo3yeanHsi.

HeMae gaHuX Ipo mepefo3yBaHHs Y TIOAUHYU IIPU BUIIAIKOBOMY a00 HaBMUCHOMY KOBTaHHi.
OrnonatafuH BUSBUB HU3BKUYU PiBEHb TOCTPOl TOKCUYHOCTI Y TBapUH. BullafKoBe MPOKOBTYBAHHS
BMICTy BChOTO (pIaKOHa JIiKapchKoro 3aco0y Bizasnmeproi npusBese 10 MaKCUMaIbHOI CUCTEMHOI [ii
5 Mr ononataguHy. Lig mis MoXKe MPOSBUTHUCS IPHU KiHIEBiM 7031 0,5 Mr/MJ y IUTUHU 3 Maco Tila
10 xr y pa3si 100 % abcopouil.

36inpmenns iHTepBany QT y TBapuH CIIOCTepiranocs TiMbKU MPHU H03aX, SAKi iCTOTHO IepeBUIyBajl
MaKCHUMaJbHY 003y [AJg JII0OAWHHU, 1[0 BKa3y€e Ha MaJIOMMOBipHiCTh 30inbiieHHs iHTepBany QT mpu
KJTiHIYHOMY 3aCTOCYBaHHi. Y mociimxeHHi 3a y4acTio 102 3mopoBux 10OPOBOJIBIIIB, MOJIOAUX
YOJIOBIKiB Ta XKiHOK, JTI0fe# JIITHROTO BiKY, SIKi 3aCTOCOBYBAJIX 5 MT IIpernapary 2 pa3u Ha go0y
IIepopajbHO MIPOTATOM 2,5 [IHIB, CIlocTepiranoch He3HauHe 30inmbieHHs iHTepBany QT mOpiBHSHO 3



nyane6o. Y 11boMy JOCTigXKeHHI BCTAHOBNIEHI PiBHI MiKOBUX KOHIIEHTPALlii 0JI0NaTaguHy Y MIa3Mi
KpoBi (3 35 0o 127 Hr/mr) monaumeHIe y 70 pa3iB epeBUIllyBaIi PiBHI IpU MiCLIeBOMY
3aCTOCYBaHHI OJIonaTaguHY 1000 BIUIMBY Ha CepLEeBy PeIoIspu3aliio.

Y pazi nepemo3yBaHHs HEOOXiTHO ITPOBECTH BiAOBigHE 00CTEKEHHS Ta CUMIITOMATUYHE JTIKyBaHHS
MmalieHTa.

Io6iuni peakuii.

HuxxueHaBeneHi mo6iuHi peakil KiacugikoBaHi BiiOBIAHO 00 TaKUX KPUTEPIiiB: myxKe dacTi (=1/10),
yacTi (>1/100, <1/10), HeyacTi (>1/1000, <1/100), moopuuoxi (>1/10000, <1/1000), oguHUYHI
(=1/10000) abo yacToTa HeBimoMa (He MOXKHA OI[iIHUTH YACTOTY 1X BUHUKHEHHS 3 iCHYIOUUX OAaHUX). Y
MezKaX KOXKHOI rpynu noOiuHi peakiii IpefcTaB/ieHi y IOPAIKY 3MEHIIEHHS 1X CTyTIeHs TSKKOCTI.

Knacu cucTeM OpraHiB HacToTa [TobiuHi peaxii
[HdeKIril Ta iHBa3il Heuacri PuHIT, GapuHTiT, TPUIONONiOHMM CTaH,
iH(exKIil
3 6OKy iMyHHOI cucTeMu HacToTa HeBigoMa [inep4yTAUBICTh, MPUOYXITICTh 00NMUYYS
3 00Ky HepBOBOi cucteMu  [JacTi ["ooBHUY 6iNlb, AUCTEB3is
HeuacrTi 3amamMopoYeHHs, TinecTesis
HacToTa HeBifoMa COHJIUBICTB
3 60Ky OpraHiB 30py HacTi binb B OlLli, MOApa3HEeHHS 0Ka, CYXiCTh OKa,
aHOMaJIbHa YYT/IUBICTh 04el, mevinHsa abo
[TOKOJIFOBAHHSA
HeuacTi Epo3isg pOriBKY, VIIKOAXKEHHS eIiTeNio

POTiBKH, IOPYIIEHHS 3 O0KY elliTeio
POTiBKM, TOUKOBUM KEpPaTUT, KEPATHUT,
3a0apBIeHHS POTiBKY, BUMINIEHHS 3 0Ka,
CBiT/I000513Hb, 3aTYMaHEHHS 30Dy,
3HUKEHHS TOCTPOTH 30py, Onedapocmasmy,
BiI4yTTS OUCKOMOOPTY B olli, CBepOiXK OKa,
KOH IOHKTHBa/IbHI (OJTiKYyJH, MOPYIIEeHHS 3
00Ky KOH IOHKTHBH, BiTYYTTSI CTOPOHHBOTO
Tijla B OLli, IOCUJIEHA CIIb030TEeYa, epuTeMa
MOBiK, HaOpSK MOBIK, TOPYIIeHHS 3 00Ky
[IOBIK, rinepemis oka

JacToTa HeBimoMa HaOpsiK poriBKu, HAaOPSK OKa, IPUITYXJTiCTh
0Ka, KOH'IOHKTHUBIT, Mifipia3, IOPyLIEHHS
30py, YTBOPEHHS JIyCOYOK I10 KpasiX IOBIK
3 60Ky pecmipaTopHOi HacTi CyXiCTb y HOCI, IIOCUJIEHHS Kalll/Il0
CHCTEMH, TOPaKalIbHi Ta
MefiacTUHAIbHI OPYIIEHHS

YacToTa HeBigoMa [[1CITHOE, CUHYCUT

3 60Ky LITYHKOBO- HacToTa HEBigOMa HynoTa, 6/1i0BaHHS

KUIITKOBOT'O0 TPAKTy

3 Ooky wIKipu Ta mipmkipaux|HedyacTi KOHTaKTHUY OEepMaTUT, BiGUyTTS IEeYiHHSI
TKaHUH Ha IIKIpi, CYyXiCThb LWIKIpU

UacToTa HEeBimoMa [lepMaTHT, epuTeMa




[TopylIeHHS 3arajibHOr0 HacTi Broma
XxapakTepy Ta CTaHH,
[IOB’sI3aHi 3 MicuieM YacToTa HeBigoMa AcTeHis, He3ayxKaHHS, 6inb y cinHi
BBEIEHHS

Y nani€eHTiB 31 3HaUHUM ypaXKeHHSM POTiBKU AyXKe PifKO MOBIIOMIIANIOCS PO BUNAOKU
KanpIubikallil poriBKy IpU 3aCTOCYBaHHI OYHUX Kpallejib, 0 MiCTATh GocdaTy.

HapaHHS OBiOMIEHD PO MiI03pI0BaHi Mo6GiYHI peakilii Ha 3apeecTPOBaHUM TiKapChKii
3acib € myxke BaxXnuBUM. Lle mae 3MOTy IIPOIOBXKYBaTH KOHTPOIIOBATH CITiBBiIHOIIEHHS
KOPUCTh/PU3UK JTiIKAPChKOT0 3aC00y. MequYHMUX IPaIiBHUKIB ITPOCSTD MOBIJOMIISTH IIPO
nigmo3pioBaHi mo6iuHi peakilii HMIISAXOM, YCTaHOBIEHUM YMHHUM 3aKOHOOABCTBOM.

Tepmin npudamHocmi. 2 POKH.

He BukopucTtoByBaTu GinbInie 28 mib micis mepioro BigKpuTTs ¢akoHa.

YMoBu 30epiranHsi.
36epiratu npu TeMmepartypi Big 2 °C go 25 °C B opuriHaIbHiN yIIaKOBIIi.

30epiratu y HEOOCTYIIHOMY IJIST OiTe# MicCIIi.

VnaxoBka.

[To 2,5 Mn y macTUKOBOMY (y1akoHi 3 KpanesabHuiieto, Ne 1 y mauiii.

Kareropis Bignycky.

3a pelemnToM.

BupoOHUK.

CEHTICC ®APMA IIBT. JITH., Ianis/SENTISS PHARMA PVT. LTD., India.

Micue3HaxoKeHHsI BHPOOHHKA Ta afipeca MicCIsi IPpoBaIXKeHHs HOro Jis/IbHOCTI.
Binmigx Kxepa Hixna, Texcin Hamarapx, [lictt. Conasn, Ximauan IIpagern, 174 101/

Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101.




3asABHHK.
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