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IHCTPYKIOIA
JJISE MEIMYHOT0 32CTOCYBAHHS JIIKAPChKOI0 32C00y

BI3VJTA™
(VYZULTA™)

Cknao:

oitoua peuosuna: latanoprostene bunod,

1 M1 po3unHy MicTuTh Jatanonpocted Oynon 0,24 mr;

oonomidcHi peuosunu: 6eH3ankoHito xjaopun, 50 % posuns; nomicopdar 80; TUHATPIIO eaeTar
JUT1]IpaT; HaTpilo LUTpAT AUTLAPAT; KUCIOTa JINMOHHA, 0€3BO/IHA; IIIILIEPUH; BOJIA AJIs 1H'EKLIIH.

Jlikapcbka ¢opma. Kparti ouni, po3uuH.
OcHogHi ¢hizuko-ximiuni éracmueocmi: TIPO3OPUN PO3YMH Bij 0e30apBHOTO IO CBITIIO-)KOBTOTO
KOJIbOPY.

dapmakoTepaneBTHYHA rpyna. 3aco0w, 110 3aCTOCOBYIOThCS B odranbMmororii. [TpoTuriaykomHi
mpernapaTy i MiOTHYHI 3acO0H. AHAIOTH MPOCTAaTJIaHNHIB.

Kon ATX SO1EEO06.

Dapmakonoiuni enacmueocmi.

Mexanizm 0ii.

BBakaeThcs, 1m0 JATAaHOMPOCTEH OYHOA 3HIKY€ BHYTPINTHBOOYHHMHM THCK, 30LIBIITYIOYH BIATIK
BHYTPIIIHFOOYHOI PiTUHM Yepe3 TpabeKyJIsApHY CITKY 1 yBeOCKIepallbHi NUISAXU. BHYTpIIHBOOYHHI
TUCK € OCHOBHUM 3MIHIOBaHUM (DaKTOPOM pPHU3UKY TMPOTPECYBaHHSA TJIAyKOMHU. 3HUKCHHS
BHYTPIIIHBOOYHOTO TUCKY 3HMXKYE PU3UK TTITAyKOMAaTO3HOI BTPATH OIS 30Dy .

Dapmakoounamixa.

3HWKEHHS BHYTPINTHLOOYHOTO THCKY MOYMHAETHCS MPUOIMU3HO Yepe3 1-3 TOAMHU Micis MEepIIoro
BBEJICHHS, MaKCHUMalbHUI edeKT mocsraeThcsi depe3 11-13 roguH B ovax 3 MiABUIICHHM
BHYTPIITHHOOYHUM THCKOM.

Dapmaxoxinemuxa.
AbGcop6mis. CucreMHHMH BIUIMB JIaTaHONPOCTEHY OyHOMy 1 Horo MeTaloJiTiB KHUCIOTH
JATAaHOTIPOCTOBOI 1 MOHOHITpaTy OyTaHI0Jy OIIHIOBAJIM B OJHOMY JOCIHIJKEHHI 3a ywacTi 22



3I0pOBHX CyO’€KTIB Micis MicieBoro ogransmosorianoro BeaeHHs Bizynra 0,024 % onun pa3 Ha
100y (o/1Ha Kparuis B KOKHE OKo BpaHili) mpoTsarom 28 aHiB. Y Jlens 1 1 Jlenp 28 He Oyiio BUSBICHO
KOHIICHTpAIlI{l TaTaHOMIPOCTEHY OyHOY (HMXKHS Mexka KinbKicHoro BusHaueHHs (LLOQ), 10,0 nr/mn)
abo moHoHiTpary Oytanmaiony (LLOQ 200 nr/mi), siki MoxHa Oys10 0 BU3HaUUTH KUTbKicHO. CepenHi
MakcuMamnbHI KoHIeHTpamii B miasmi (Cmax) kucrmotu maranomnpoctoBoi (LLOQ 30 nr/mn)
cranoBwan 59,1 /M 1 51,1 nr/mn y Jlens 1 1 Jlenp 28 Biamoigno. CepenHiit vac MakCUMaabHOT
KOoHIeHTpauii B rta3mi (Tmax) uis KucioTu IaTaHOIPOCTOBOI CTAHOBHUB MPHOIM3HO 5 XBUIIMH MiCIIS
BBeeHHS K y Jlenp 1, Tak 1y Jlenp 28.

Posnonin. JlocnimkeHs 0pTaTbMOJIOTIYHOTO PO3NOALTY Y JI0IeH HE IPOBOIUIIN.

Metab6oi3m. ITicas MicieBOro BBEICHHsI B OKO JIaTaHOMPOCTEHY OYHO/ IIBUAKO METa00JI3y€E€ThCS B
OIll JI0 KHCJIOTH JAaTaHONPOCTOBOI (aKTWBHA YacTHMHA MOJICKYJU MIF0Y0i PEUYOBHHU), AHAJIOTY
npoctarnanauny F2a, 1 6yranaiony MoHoHiTpary. Ilicisg Toro, sk KUCI0Ta JIaTaHOPOCTOBA JAOCATAE
BEJIMKOTO KOJIa KpOBOOOIr'Yy, BOHA B OCHOBHOMY METa0OJI3yeTbCs MEYiHKOKW 10 1,2-AMHOPHUX i
1,2,3,4-treTpaHOpHHX METa0OJIITIB Yepe3 f-OKUCICHHS KUPHUX KHCIIOT.

Byranmiony MoHOHiTpar MertabommizyeThest n0 1,4-Oyranmiony i okcuamy azory. Merabomirt 1,4-
OyTaH]110J1 AaJ1i OKUCITIOETHCS 10 OYPIITHHOBOI KUCIIOTH 1 HAIXOIUTh Y IIUKJI TPUKAPOOHOBOT KMCJIOTH
(TKK).

BuBenenns. BuBeneHHS KUCIOTH JIATaHOMPOCTOBOI 3 JIIOJCHKOI IUIa3MH € HIBUAKUM, OCKUIBKH
KOHIICHTpAIlisl KHCIOTH JIATAHOMPOCTOBOI B Tuia3mi magana Hwkde LLOQ (30 nr/mmn) y Ginbiocti
cy0’ekTiB 10 15 xB micis BBeaeHHS B oko Bizynra 0,024 % y nrozaeit.

Jloxniniuni oani 3 beznexu.

Kanneporenes, myrarenes, noripuienns GeptuiabHocTi. Jlatanonpocten OyHoa He OyB MyTareHHHM
y OakTepiii 1 He CIIPUSAB YTBOPEHHIO MIKPOSJIEp Y MIKPOSACPHOMY aHajli31 KICTKOBOT'O MO3KY IIIypiB
in vivo. XpomocomHi abepariii croctepiranucs in vitro 3 JiMQOUUTAMU JIFOJWHU 32 BIICYTHOCTI
MeTaboJIIYHOT aKTHBAIIii.

JlatanompocTeH OYHOA HE TPOXOAMB aHAN3 Ha KAHIEPOT€HHY AKTHUBHICTh Y JTOBTOCTPOKOBUX
JOCIIDKeHHSIX Ha TBapuHaX. Kucimora maraHonpocToBa € OCHOBHIM METa0OiTOM JIATAaHOMIPOCTEHY
OyHomy. BmimuB KHCIOTH JaTaHOMPOCTOBOI Ha WIypiB 1 MHUIIEH, IO BHHHUKAE B pe3yibTari
NEPOPATLHOTO 3aCTOCYBAHHS JIATAHONPOCTY B TMOXKUTTEBUX OloaHali3aX y TpHU3YyHIB, He OYB
KaHIIEPOTCHHHM.

HocmikenHas GepTUIIbHOCTI 3 JIATAHONPOCTEH OyHOJIOM HE MPOBOJWIIW. 3/1aTHICTh BIUITMBATH Ha
GepTUIBHICTH MOKE YaCTKOBO XapaKTEPU3YyBATHUCS BILUTMBOM KHCIOTH JIATAHOTPOCTOBOI, CIIIIBHOTO
METa0OoJIITy SIK JTATAaHOMIPOCTEHY OYHOTy, TaK 1 JaTAaHOMPOCTY. BIIIMBY KMCIIOTH TaTaHOITPOCTOBOT Ha
(GepTUNBHICTH Y CaMIIIB Y CAMOK Yy JOCTIPKEHHSIX Ha TBAPHHAX BUSBICHO He OyIIo.

Toxcukororist Ta/a6o papmakosioris y TBapuH. Y 9-MiCTIHOMY JOCIIKEHHI TOKCHKOJIOT1T BBOIAIN
MICIIEBI OYHI JO3H JIaTAaHOMPOCTEHY OYHOAY B OJHE OKO SBAHCHKMX MaKaK: KOHTPOJIb (JIUIIe
cepenosuine), ogHa kparist 0,024 %, onna xkpartst 0,04 % 1 n1Bi kparti 0,04 % Ha 103y, B4l Ha 100Y.
CucreMHuil BIUTUB eKBiBaJeHTHHU 4,2-KpaTHid, 7,9-kpatHid 1 13,5-kpaTHiil KIiHIYHIA 1031
BIJIMOBIIHO, HA OCHOBI IUIONII MoBepxHi Tuta (mpumyckatoun 100 % abcopOuiro). IIpu mikpockormii
JereHb yepe3 9 MICALIB crocTepiraiy ieBpajbHUM/cyOneBpatbHuil XpoHIYHNH (i0po3/3ananeHHs
B TpyIax caMmiliB, mo otpumyBanu a03y 0,04 %, mpu 3pocTaHHI 4acCTOTH 1 CTYNEHS TSIKKOCTI Y
HOPIBHAHHI 3 KOHTpoJieM. JlereHeBy TokcuuHicTh y 1031 0,024 % He crocTepiraiy.

Kniniuni oocnioscenns.

VY KIIHIYHUX JOCHIKEHHSIX TPUBATICTIO 70 12 MICSIB 3a y4acTi MAI€EHTIB 3 BIIKPUTOKYTOBOIO
IJIAyKOMOIO 200 OYHOIO TIMEPTEH3IEI0 3 cepellHiM BHYTPilIHR0OUHUM TUCKOM (BOT) Ha BuXigHOMY
piBHi 26,7 MM pT. cT. edekT Bisynra (odTasbMOIOTiYHNAN PO3UUH JaTaHONIPOCTEHy OyHomy), 0,024
% nuia 3HkeHHs BOT cranoBuB 7-9 MM pT. CT.



KuiniyHi XapakTepuCTHKH.

Ilokazannua.

3HMKEHHS BHYTPIlIHLOOUHOTo TUCKY (BOT) y maiieHTiB 3 BiAKPUTOKYTOBOIO TJIayKOMOIO 200 OYHOIO
TinepTeH31€0.

Ilpomunoxazanns.
BincyrHi.

B3aemooia 3 inwumu nikapcokumu 3acooamu mi inuwii 6u0u 63a€mMooiil.
Hegigoma.

Ocoobnueocmi 3acmocy8amnns.

HirmenTarist. BizynTa Mo)ke BUKIMKATH 3MiHM 3 OOKYy HmirMeHTOBaHUX TKaHUH. [Ipu 3acrocyBaHHi
aHaJIOT1B MPOCTAIJIAHIMHIB HAaHO1JIbIII 4aCcTO MOB1IOMIISIIOCS PO TaKi 3MIHU: ITiIBUIIICHA TITMEHTAITis
paiiny>xHoi 000JIOHKH Ta MePHOPOITATIEHOI TKAHUHHU (TIOBIKH).

OuikyeTbCs, 10 IMMrMEHTAIis  30UIbIIYBAaTUMEThCA  CTUIBKM  4Yacy, CKUJIbKH  BBOJASTH
o(pTanbMONIOTIYHMI  PO3YMH  JIATAHONPOCTEHY OyHOAy. 3MiHAa MIrMEHTAIil MOACHIOETHCS
30UTBIIEHHSM BMICTY MEJIaHIHy B MEJIAHOIIMTAaX, a He 301UIBIICHHSIM KUIBKOCTI MeJTaHOIUTIB. [lics
NPUIIUHEHHS 3acTOCyBaHHA Bizynta mirmeHrtamis paiayxHoi 000JOHKH, WMOBIpHO, Oyze
HE3BOPOTHOIO, TOII SIK MIrMEHTAIlis IEPHOPOITATHPHUX TKAaHUH 1 3MiHH 3 OOKY Biil, HMOBIpPHO, OYIyTh
000pOTHUMH Y OLIbIIOCTI MaieHTiB. [amieHTiB, SIKi OTPUMYIOTH aHAJIOTH MIPOCTATJIAHANHY, BKIIOYHO
3 Bizynra, ciig iHhopMyBaTH PO MOXIJIMBICTB ITIBUIIEHOT MITMEHTAIlil, BKIIFOYHO 3 HE3BOPOTHUMU
3MiHam#. JIOBrocTpoKoBi €)eKTH MiIBHINEHOT MIrMEHTAIli1 HE BiIOMI.

3MiHa KOJIbOPY paiy’KHOi 000JIOHKH MOKe OYTH HETTOMITHOIO BiJ] KUTBKOX MICSIIIB 0 KIJTbKOX POKIB.
3a3BHuail, KOpUYHEBA MIrMEHTAIlisI HABKOJIO 31HHIII KOHIIEHTPUYHO PO3MOBCIOJUKYETHCA 10 TIepudepii
paday’)XHOi OOOJIOHKM 1 ycs paiaykHa oOosoHka abo i1 YacTHHM MOXXYTh HaOyTH OUIBII
IHTEHCUBHOTO KOPUYHEBOI'O KOJbOpY. JIiKyBaHHS HE BIUIMBA€E Hi HA HEBYCH, HI Ha BECHSHKHU Ha
paiiayxHiil obonoHi. Xouda JiKyBaHHA Bi3ynTa y Mami€eHTiB, y SKHX CIIOCTEPIra€TbCsl MOMITHO
301IblIEHa MIrMEHTAlisl paiaykHOi OOOJOHKM, MOKHAa IPOJOBXKYBATH, IIi MAlliEHTH TOBUHHI
MIPOXOJIUTH PETYIISPHE OOCTEIKECHHS.

3MiHU 3 O60Ky Biif. Bizynta Mo)ke MOCTYIOBO 3MiHIOBAaTH Bii 1 IMYIIIKOBE BOJIOCCS HABKOJIO OKa, SIKE
JKY10Th. L1 3M1HM BKITIOUAIOTh 301IBIIEHY JOBXHUHY, TOBIIMHY 1 KUIbKICTh Biif 200 BOJIOCUHOK. 3MIHU
3 OOKy Bill 3a3BM4ail 00OPOTHI Micys MPUIMHEHHS JIIKYyBaHHS.

[TamienTiB ciig iHPOPMYBATH PO MOMKIIMBICTH 3MiH 3 OOKY Bii 1 MMyIIKOBOI'O BOJIOCCS HABKOJIO OKa,
sKe JIIKYIOTb, MMiJ] 4ac 3acTocyBaHHs Bisynra. L{i 3MiHM MOXYTh IPU3BECTH /10 HEBIAMOBIIHOCTI M1k
OoYMMa y JOBXKHHI, TYCTOTI, ITMEHTAIIl1, KIJTbKOCTI Bii UM ITyIIIKOBOTO BOJIOCCS Ta/a00 HAMPSIMY POCTY
Bild.

BayTtpinaeoouHe 3amaneHHs. Bizynra ciij 3acCTOCOBYBaTH 3 00EPEKHICTIO Y TIAIIEHTIB 3 aHAMHE30M
BHYTPIIIHBOOYHOTO 3allaJIeHHs (3amaJieHHs paiay’kHOi O0O0OJOHKW/yBeiT) 1 3a3BHuail He ciix
3aCTOCOBYBAaTH y TMAlll€HTIB 3 AaKTUBHUM BHYTPIIIHHOOYHHUM 3alajieHHSIM, OCKUIbKH 1€ MOXe
HPU3BECTH JI0 3arOCTPEHHS 3aXBOPIOBAHHSI.

Maxkynapuuii HaOpsik. [linm wac JiKyBaHHS aHAJOTaMH TMPOCTArJIaHIWHY TOBIJOMIISIIOCS TIPO
MaKyJspHUH HaOpsK, BKIIOYHO 3 KICTO3HUM MakyJsipHUM HaOpskoM. PexomeHayeTbcs 3
00epexHICTIO 3aCTOCOBYBaTH Bi3ynra mamieHTam 3 adakiero, nceBaodakicro Ta PO3PUBOM 3aTHBOT
KariCyJiM KpUIITAJINKa, a TAKOXK JJIs JTIKYBaHHS MAIi€HTIB 3 BIIOMUMHU (haKTOpaMH PU3UKY PO3BUTKY
MaKyJISIpHOTO HaOPSIKY.

Bakrepianpuuii  kepatut. [loBimomismocs mpo  OakTepiadbHUHA — KepaTHT, IOB’A3aHUN 3
BUKOPUCTAHHSIM 0aratoj030BUX KOHTEWHEPIB M1 O(PTAIBMOJOTIYHUX MPOAYKTIB JJISI MICIIEBOTO




3acrocyBaHHA. L{i KOHTEeHHEpU BUNIAIKOBO 3a0pYIHIOBAIMCH MAlliEHTAMH, SIKi B OLTBIIOCTI BUMA/IKIB
MaJjIi CYIyTHIO XBOPOOY POTIBKH UM MOPYIIEHHS €MiTeiaTbHOI MOBEPXHI OKa.

3acTocyBaHHS 3 IHIIMMH O(MTATBMOJIOTIYHUMH JTIKAPCHKUMU 3aco0aMu. SIKIO BUKOPHCTOBYETHCS
OinbIIe OMHOTO O(TATBMOJOTIYHOTO JIKAPCHKOTO 3aco0y Ui 30BHIINIHBOTO 3aCTOCYBaHHS,
npenapatd CliJ BBOAWTH 3 IHTEPBAJOM, IO CTAaHOBUTh NpPUHANMHI ITATh (5) XBHIMH MIX
3aCTOCYBaHHSMHU.

[ToBo/DKEHHS 3 EMKICTIO 3 JIiKapchKkuM 3acobom. [Tpu 3acTocyBaHHI JIiIKapChKOTO 3ac00y HEOOXiTHO
YHHKATH KOHTAKTY KIHUMKA EMKOCTI JIJIs IO3YBAHHS 3 OKOM, MIPUIATKOBUMH CTPYKTYPaMHU, TTATBISIMH
a00 Oy/Ip-sIKOI0 1HIIOK TOBEPXHEI0, 3 METOK YHMKHEHHS 3a0pyJHEHHS pPO3YMHY HOUIMPEHHUMHU
OakTepisiMH, III0 BUKIUKAIOThH 1H(GEKIT oka. BUKOpHUCTaHHS 3apakKeHUX PO3YHMHIB MOXKE MPU3BECTH
JI0 CEpHO3HOTO YPaXKEHHS OKa Ta MOAAJIBIIOI BTPATH 30pYy.

3acTocyBaHHs 3 KOHTAaKTHUMHU JiiH3aMU. JIiKapCchbKui 3aci0 MICTUTh OEH3AJIKOHIIO XJIOPWMI, SKUH
3He0apBIIOE M’ K1 KOHTAKTHI JIIH3U, TOMY HEOOX1JHO YHUKATH KOHTAKTY 3 JiH3aMH (3HATH KOHTAKTHI
JIH3W Tepell BUKOPUCTAHHSAM TMperapary i 3HOBY iX BCTAaHOBUTH dYepe3 15 XBHIMH MiCis
BUKOPHUCTaHHS).

Ko crig 3BepraTrics 3a mopazoro jio sikaps. [Ipu mosiBi HOBOro posiamy 3 OOKy opraHiB 30py
(mampukiaa, TpaBMa abo iH(QEKIlis), panToBOTO 3HMKEHHS TOCTPOTH 30pY, O(TaIbMOIOTIYHOI
omepairii a6o mosBi Oyab-IKUX peakIliii 3 00Ky OpraiB 30py, OCOOJIMBO KOH IOHKTHBIT 1 PeaKiiis 3
00Ky TOBIK, HEOOXiIHO HETaifHO 3BEPHYTHCS 10 JIKaps 3a KOHCYJBTAI€I0 MO0 MPOJOBXKCHHS
3acTocyBaHHs Bizyinra.

3acTocyBaHHA B OCi0 JITHBOTO BiKy. B 1iiomy He crocTepiranocs KiIiHIYHOI pi3HHLI B €(peKTUBHOCTI
Ta Oe3reli JIKapChKOTO 3ac00y MIXK MaIliEHTaAMH JIITHBOT'O BIKY Ta 1HIIMMH JOPOCIUMU TalliEHTaMH.

3acmocysanns y nepioo sazimuocmi abo 200y8anHs 2pyooro.

Bazimnicme.

Pestome pusukiB. Hemae nocTynmHux gaHMX 1100 3acTocyBaHHsS Bi3ynra mig yac BariTHOCTI JUIst
1H(OpMYBaHHS PO PU3HK, OB’ A3aHUH 3 JIIKAPCHKUM 3aCO00M.

VY KpOoJMKIB JaTaHONPOCTEH OYyHOJ BHUKJIMKAaB BHUKHJIHI, HEBUHOIIYBAaHHS BariTHOCTI 1 ypa)KeHHs
wiony. Iloka3aHo, mo JaTaHonmpocTeH OyHOX Mae aOOpTUBHI 1 TEepaTOTe€HHI BIACTUBOCTI IPH
BHYTPIIIHLOBEHHOMY BBEJIEHHI (B/B) BariTHUM KpOJHKaM Mpu ekcno3uiii, mo y >0,28 pa3is
nepeBuIye KIiHIYHY 7103y. Jo3u >20 Mkr/kr/noba (y 23 pasu BHILE 32 KIIHIYHY J03Y) NPU3BOIMIN
no 100 % emOpioderanbHoi sneranbHOCTI. CTPYyKTypHI aHOMAaii, sIKI CHOCTEpirajgucs y IUIONIB
KPOJIMKIB, BKJIIOYAIM aHOMalii BEIMKHX CYIUH 1 CYJIUH JIyTH aOpTH, KYIOJOMOAIOHY TONIBKY,
CKeJIeTHI aHOMaJii TPYJHUHH 1 XpeOIliB, TIMePeKCTeH31k0 KiHI[IBOK 1 MaJbpOTAIlil0, 3IyTTS KUBOTA 1
HaOpsik. JlaraHonpocTeH-0yHo 1 He OyB TEpaTOTeHHUM Y IIypiB pH B/B BBeAeHHI 150 MKr/kr/no6a (y
87 pa3iB BHIIE 32 KIIHIYHY JI03Y).

@OHOBUI PU3HMK 3HAYHUX BPOKEHUX JE(PEKTIB 1 BUKUAHA JUIA 3a3HAYCHOI MOIYJIALIT HEBITOMHA.
[Tpote, hoHOBMIT pU3HK 3HAUHUX BPODKEHUX JedeKTiB y 3aranpHii nomyssauii B CLLIA ctaHoBUTS Bij
2 1o 4 %, a pu3uk BUKUAHA — Big 15 10 20 % KIIiHIYHO BUSHAHUX BariTHOCTEH.

JaHi, oTpumaHi B X0l JOCAKEHb Ha TBapuHax. EmOpiodeTanbHi IOCHIIKEHHS TPOBOAMIU Y
BariTHUX KPOJIiB, SKUM IIOHS BBOAMIIM JIATAHOTIPOCTEH OYHO/ IUISIXOM BHYTPIIIHBOBEHHOT 1H €KIIii
3 7 mo 19 nmeHp recrarii 3 TpUIIIOM Ha mepioj] opraHoreHesy. Jliana3oH BBEJACHUX /103 CTAHOBHB Bil
0,24 no 80 mkr/kr/mob6a. AGopT craBaBcs npu j103ax >0,24 MKr/kr/mo6a gataHornpocteny OyHony (y
0,28 pasiB BuIle 3a KJIIHIYHY J103y, Ha OCHOBI IUIOLI MOBEpXHI Tina, mpumyckatoun 100 %
noryiinHaHHg). EMOpioderanbHa netanbHICTh (pe3opOiis) Oyna mijJBUINEHA B IpyHax JiKyBaHHA
JaTaHOIPOCTEHOM OYHOJIly, MpO IIO CBIIYUTH 30UIBIIEHHS paHHBOI pe3opOuii mpu nozax >0,24
MKTI/Kr/00a 1 mi3Hboi pe30opOrii mpu 1o3ax >6 MKI/Kr/go6a (mpubau3Ho y 7 pa3iB BHILE 32 KIIHIYHY
n03y). YKoH1 11011 y BariTHAX CaMUIlb KPOJIiB HE BIKUBAIH Tpu 103ax 20 MKr/kr/go0a (y 23 pa3u
BUIIIE 3a KIIHIYHY J103Yy) a0o Butie. Y no3ax > 0,24 MKr/kr/mo6a naraHonpocTeny OyHOTy TPH3BOINB




JI0 CTPYKTYpHHX BigxuieHs (y 0,28 pasiB Bulle 3a KIiHIYHY 103Y). Jlo aHOMalili HaIe)aTh aHOMaTi1
TPYIHUHU, KOApKTallisi aopTH 3 PO3MIMPEHHSIM JIETEHEBOIO CTOBOypa, peTrpoe3odareanpHa
OiAKIIOYMYHA apTepis 3 BiACYTHICTIO OpaxiouedanbHoi apTepii, KymnosonoaiOHa TOJIBKa,
MEepPEpO3TUHAHHS TEPeIHbOT KIHIIBKK 1 MaJbpOTallis 3aaHbOi KIHI[IBKH, 3AYyTTSd YEpPEeBHOI
NOPOXXHUHU/HAOPSK, BIICYTHICTB/3pOIIYBaHHS XBOCTOBHX XPEOIIiB.

Em6piodeTanbae qociiTKeHHs MPOBOAMIN Y BariTHUX ITyPiB, SKUM ITOIHS BBOJIAJIN JJATAHOTIPOCTEH
OyHOJ NIISXOM BHYTPIIIHHOBEHHOI iH’€KMii 3 7 mo 17 geHp recramii 3 NPHUIJIOM Ha MHEpion
opraHorenesy. Jliama3zon BBeneHux 103 ctaHoBUB Big 150 mo 1500 mkr/kr/mo6a. Tokcuuna mis Ha
oprani3M mMarepi unHUTHCA Ha piBHI 1500 Mkr/kr/m006a (y 870 pasiB BuIe 3a KIIiHIYHY 103y, Ha OCHOBI
IUTOII MOBEPXHi Tisa, mpunyckatoun 100 % NOrIMHAHHS), PO IO CBIAYUTH 3MEHIIIEHHS TPUPOCTY
macu Tina marepi. EmOpioderanbna neranbHicTh (pe3opOrist i 3arubens IUIOAY) 1 CTPYKTYpHI
aHomauii gocsranucs npu no3zax >300 Mkr/kr/moba (y 174 pasu Buime 3a KJIiHIYHY 1103y). Bagm
PO3BHUTKY BKJIIOYAJIM aHOMAJil TPyJAHUHH, KyHOJOMOIIOHY TOJiBKY, MEPEPO3TMHAHHA MEPEIHBOT
KIHI[IBKH 1 MaJIbpOTAIlit0 3aHBOI KIHIIIBKH, BEpTEOpabHI aHOMAJIiH 1 3aTpUMKY OcHu(iKaIlli KiCTOK
JTUCTAILHUX KIHIBOK. Y IOMY JOCHI[KeHHI BcTaHoBiieHO piBeHb NOAEL y posmipi 150
MKT/Kr/mo6a (y 87 pa3iB Bulle 3a KIIHIYHY J03Y).

Ilepioo co0ysanns epyooio.

Pestome pusukis. [lani npo npucyTHicTh Bi3dynaTa y Moo, BIUIMB Ha TPYAHUX AiTel a00 BIUIMB HA
BUpPOOJIEHHS MOJIOKa BijncyTHi. HeoOXimHO BpaxoByBaTH KOPUCTH I'PYJHOTO BHT'OJOBYBAHHS IS
PO3BHUTKY Ta 3JI0pOB’sl, a TAKOX KIIiHIYHY oTpeOy marepi y BisynTa, a Takox Oyab-sKi MOTEHLINHHI
HeraTuBHi eexT Bisynra Ha HEMOBIIS, 10 3HAXOIUTHCS HAa TPYAHOMY BHUTOI0BYBAHHI.

30amuicme enausamu Ha WEUOKICMb pearyii npu KepyeamHi aA8MOMPAHCNOPMOM abO THWUMU
MEXAHIZMaMU.

Hesinoma. Sk 1 3acTocyBaHHS 1HIIMX MpenapariB, 3aKalyBaHHS OYHHUX Kparejab MOXE CHPUYUHUTH
TUMYacOBY HEUITKICTh 30pYy. [Toku 11eii eekT He MUHE, alli€eHTaM He CIIiJ KepyBaTh TPAHCTIOPTHUMH
3aco0aMu a0 MpaIroBaTH 3 MEXaHI3MaMHU.

Cnocio 3acmocysannus ma 003u.

PexomenioBaHa 7103a — 0JiHa Kparwisi B KOH IOHKTUBAJIBHUN MIIIOK Ypa)XeHOTo OKa (oueil) oauH pas3
Ha 100y BBeuepi. He 3actocoByBaTu Bisynra 6isbiie oJHOTO pasdy Ha 100y, OCKUIBKH OyJ10 TOKa3aHo,
mo Oulbll YacTe BBEJACHHA AaHAJOrIB MPOCTArJIAHAMHY MOXE 3MEHIIUTH e(QEeKT 3HHUKEHHS
BHYTPIUTHHOOYHOT'O THCKY.

SIK110 maHyeTbes 3aCTOCOBYBaTH Bi3ynTa 0lHOYACHO 3 IHIIMMH O(TaIBMOIOTTYHUMH JTIKAPChKUMHU
3aco0aMu JUIsl MICIIEBOTO 3aCTOCYBaHHS /ISl 3HIDKCHHS BHYTPIITHHOOYHOTO THCKY, BBOJAUTH KOXCH
JKapChKUi 3aci0 3 IHTEpBAIOM, III0 CTAHOBUTH MPUHANMHI IT’SITh (5) XBUJIMH.

Mimu.
3acTtocyBaHHs y AiTel BIKOM 16 pOKiB 1 MOJIO/IIIE HE pEKOMEHOBAaHE uepe3 MOTEHIiIHI MpolieMu
0e3neku, OB’ sA3aH1 3 MiIBUIIIEHOIO MIrMEHTALIEI0 MiCIs TPUBAJIOTO XPOHIYHOT'O 3aCTOCYBAHHS.

Ilepedo3ysanns.
Hesimome.

Ilo6iuni peaxuii.
3 60Ky opeanigé 30py. MIrMeHTallis, 3MiHH 3 OOKYy Bil, BHYTPIIIHbOOYHE 3aIlaJIeHHS, MAKYJISIPHUHA
HaOpsIK, OakTepianbHui KepaTuT (JuB. po3ain «OcoOMMBOCTI 3aCTOCYBaHHS ).



OCKiNbKHM KJIIHIYHI JOCTIKEHHS NPOBOIATHCA 3a YMOB, IO TOCTIHHO 3MIHIOIOTHCS, YacTOTa
HeOa)kaHUX PEeakKIliil, MO CIOCTEPIra€ThCS B KIIIHIYHOMY BUIIPOOYBaHHI OJTHOTO JIIKAPCHKOTO 3aco0y,
HE MOXe OyTH TOpiBHSHA O€3MoCcepeHh0 3 TOKA3HWKAMU KITIHIYHUX JOCTIKEHBb 1HIIOTO
JKapChKOTO 3ac00y Ta MOXKE BIAPI3HATUCS BiJl MOKA3HUKIB, IO CIIOCTEPIralOThCs Ha MPAKTHIIL.
Bisynara mnpoimoB ominky y 811 mamieHTiB y 2 KOHTPOJIbOBAHUX KIIHIYHHUX JOCIHIHKEHHSIX
TpUBaIicTIO 70 12 MicsmiB. HaiO1bI1 MOMMUpEeHNME TOOIYHUMH PEaKITiIMH 3 OOKY OpraHiB 30py, IO
CHOCTepIirajnucs y NamieHTiB, IKi OTPUMYBAJIU TEPAIIil0 JIATAHOIPOCTEHOM OYHOI0M, OYJIH: TiepeMis
KOH ToHKTUBH (6 %), moapaznenns oueit (4 %), 611b B ovyax (3 %) Ta 611 y Micii 3akamyBaHHs (2 %).
[Mpubnuzuo 0,6 % mnamieHTIB TPUIUHWIA Tepamilo depe3 moOivHi peakiii 3 OOKy OprasiB 30py,
BKJTIOYAIOYH TIlEPEMit0 OYeH, MMOApa3HEHHS KOH FOHKTHBH, MTOJIPa3HEHHs O4ei, O1Ib B ouax, HaOpsK
KOH IOHKTHBH, pO3(OKYCOBAaHUH 31p, TOUKOBUN KEPATHUT 1 BITUYTTS CTOPOHHBOTO TiJa.

MicTuTh OEH3AIKOHIIO XJIOPHIL, SIKUI MOXKE CIIPUYHHSTH MTOIPa3HCHHSI.

Tepmin npuoamuocmi. 36 MICAIIB JIJIs YITAKOBKH 10 5 MJI Y TSI 3 KpaneJIbHUIICIO, TTO 1 MIIsmi
3 KpaneJabHUIICI0 y KapTOHHIM KopoOo1li;

24 micsi IS yHaKOBKH 10 2,5 MJI y TUBSIII 3 KPamneJbHHIICIO, 10 | TUISIII 3 KpanelabHHUIICIO Y
KapTOHHIH KOpOoO1Ii.

[Ticns mepmroro BIAKPUTTS — 30epiraTu He OUIbIe 8 THXKHIB.

YmoBu 36epiranns. 36epiratu npu temmepatypi Big 2 °C mo 8 °C.

[Ticna nepioro BiAKpUTTS - 30epiratu npu temnepatypi Bix 2 °C no 25 °C He Oinblie § THXKHIB.
3axuIaTy Bl CBITIIA.

He 3amopoxyBatu.

30epiraTy y HEIOCTYITHOMY JJIS IITeH MICIIi.

YnakoBka. 110 5 M1 y IJISLIII 3 KpaneJabHULEIO, [0 | TUIAIIII 3 KpaneJbHULIEIO Y KapTOHH1H KOpoO1ii;
1o 2,5 M1 y IS 3 KpaneabHULEO, 10 1 TSI 3 KpaneIbHUIIE y KapTOHHIM Kopooii.

Kareropis Binmycky. 3a peuenrom.
Bupo6uuk. baym enn Jlom6 [nkopriopeiites.

Micue3HaxoqxeHHs BHPOOHHKA TA HOr0 agpeca Micusi NPOBA/KeHHs AislJIbHOCTI.
8500 Xinnen Pisep Ilapkseit Tamna, FL 33637, Cnonyueni ltatu AMepuku.

JlaTa OCTaHHBOTO MePersay.



