IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TPABATAH®

(TRAVATAN®)

Cknao:
ditoya pevosuHa: TPaBoIpoCT; 1 M1 po3unHy MIiCTUTH 40 MKT TPaBOIIPOCTY;

0ONOMIdCHI peyoBUHU: TIONKBA, OJIisT pPUIIMHOBA IOJIieTOKCUIbOBaHa, TifporeHizoBaHa, KUCJIOTa
6opHa, maHiT (E 421), HaTpilo XJIOPU, MPOIIiJIEHTIiKOIb, HATPil0 TigpoKcun Ta/abo KUCIoTa
XJIOPUCTOBOOHEBA KOHIIEHTPOBaHa (O peryatoBaHHs pH), Boga ouuileHa.

JlikapcbKka ¢popma. Kparmmi ousi.

OcHo8HI (i3uko-ximMiuHi 81acmuBocmi: MPO30pPUM PO3YKH Bif 6e306apBHOIO 10 C1abK0-3KOBTOTO.

(I)apMaKOTepal'IeBTI/I'-IHa rpyma.

3aco0u mJis 3acToCcyBaHHS B 0TanbMoJiorii. [I[poTuriaykoMHi mpenapaTy Ta MiOTHYHi 3aco0H.
Ananoru npocrtarnanguHiB. Kog ATX SO1E E04.

®Papmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

Mexani3M mil

TpaBonpocrt, ararnor F,, mpocTariaHAuHy, € 10TO IOBHUM CEJIEKTUBHUM arOHiCTOM, SIKUU Ma€
BUCOKUY CTYIiHb criopigHeHocTi 3 FP pernenTopaMu npocTarjiaifuHy, BiH 3HUXKY€E BHYTPIITHBOOYHUNI
THUCK, 30iIbIITYI0YH BifTiK BHYTPIIIHROOYHOI PifuHY 10 TpabeKynspHiil CiTHi Ta YyBeOCKIepaTbHUM
IIJISXOM. 3HUKEHHS BHYTPIIIHHOOYHOT'0 TUCKY Y JIIOAUHYU PO3MOYNHAETHCS IPUOIU3HO Yepes 2
TONMHY IIiCNIs 3aCTOCYBaHHSA IIpenaparTy, a MaKCUMalbHUN e(eKT NOCATaEThCSA yepe3 12 roguH.
3HayHe 3HUKEHHS BHYTPIITHROOYHOTO TUCKY IIPX 3aCTOCYBaHHI OMHOPA30B01 103U MoXKe 30epiratucs
IPOTSATOM GinbIll HiX 24 TOOUHMU.

KrigiuyHa eeKTUBHICTE Ta Oe3meka

KitiniyHi fochifXeHHd i3 3aCTOCYyBaHHAM TpaBaTaHy® (3 mosIikBaioM sIK KOHCEPBAHTOM) y TALli€HTIB 3
BiIKPHUTOKYTOBOIO I'JTayKOMOI0 ab0 OYHOIO TinepTeH3i€lo, SKi 3aCTOCOBYBanu npemnapar 1 pa3 Ha 700y
BBeYEpi, TPOOEeMOHCTPYBAJIN 3HUKEHHS BHYTPIIIHbOOYHOT'0 TUCKY Ha 8-9 MM PT.CT. (mpubmu3Ho 33



%) Bim II0YaTKOBOTO MOKa3HUKA 24-26 MM pT. CT. JlaHi 070 3aCTOCYBaHHs mpenaparty TpaBaTan” y
KoMOiHarrii 3 Tumornonom 0,5 % i o6MexKeHi maHi 1100 3aCTOCYBaHHS B KoMOiHalil 3 OpUMOHITUHOM
0,2 % Oynu oTpuMaHi IIpu NMPOBEAEeHH] KITiHIYHUX [OCTiAXKEeHb, AKi IPOOEMOHCTPYBaIH JOJATKOBY [il0
npenapaTy TpaBaTad® IpPH KO0 3aCTOCYBaHHI 3 UMK aHTUTIayKOMHUMHE IpenaparaMu. KiniHigaux
OaHMUX OO0 MOT0 CYIMyTHHOTO 3aCTOCYBaHHS 3 iHIMMMU 0P TaIbMOJIOTiYHUMHU TillOTEeH3UBHIMU
JiKapChKUMHU 3aco0aMu HEMaAE.

BroprnHa dbapMakonoris

TpaBompocT 3Ha4HO 30i/bIITyBaB IPUIIIUB KPOBi IO UCKA 30POBOT0 HepBa y KPOJIiB Miciis 7 [HIB
MicCIleBOro 3acToCcyBaHHS B 0KO (1,4 Mikporpam oguH pa3s Ha fo6y).

TpaBaTaH® 3 KOHCEPBAHTOM II0JIiKBaJOM IIPU3BOAUB [0 BUHUKHEHHS MiHIMalIbHO TOKCUYHOTO BIIJIUBY
Ha II0BEPXHIO OKa Ha KyJIbTypaxX KJIITUH POTiBKU JIIOOUHY Ta IIiCJId MICIIEBOTO OYHOr'0 3aCTOCYBaHHS Y
KPOJIiB MIOPIiBHSTHO 3 OYHUMH KPAIISIMH, [0 Mal0Th OEH3aIKOHII0 XJIOPU[ SK KOHCEPBAHT.

it

EdekTUBHICTL 3acTOCYBaHHs Ipenapary TpasaTan” giTsaM BiKOM Bif 2 MicsIliB 1o 18 pokis 6yia
IIPOOEMOHCTPOBaHA y X0l 12-TUKHEeBOro MOABIMHOTO CIINOT0 KJIIHIYHOI'O AOCIIAXKEHHS TPaBOIIPOCTY
y TOPiBHSHHI 3 TUMOJIOIOM V 152 malfieHTiB 3 [iarHOCTOBAHOIO OYHOIO TinepTeH3ieo abo AUTIY010
rnaykomoio. ITarienTu orpumyBanu abo tpasompocT 0,004% onun pa3 Ha fgeHb, abo Tumonon 0,5%
(abo 0,25% mns maltieHTiB, BiKoM [0 3 POKiB) OBidi Ha meHb. 3a MIEePBUHHY TOYKY e(heKTUBHOCTI
IpUUMaBCS II0OKa3HUK 3MiHU BHYTPIMIHE004YHOr0 TUCKY (BOT) yepe3 12 TUXKHIB foCIigKeHHS
BITHOCHO BUXIAHOTO MoKa3HuKa. CepenHi 3HaueHHs 3HMKeHHSA BOT y rpymax i3 3aCTOCyBaHHSAIM
TPABOIPOCTY Ta TUMOJIONY Oynu nomi6HuMu (OuB. Tabmuino 1).

Y BikoBux rpynax Bif 3 o 12 pokiB (n=36) Ta Big 12 mo 18 pokiB (n=26) yepe3 12 TuXKHIB cepeqgHe
3HaueHHd 3HUKeHHS BOT y rpymi TpaBomnpocTy 0yJio mogibHUM 10 cepeiHbOr0 3HaYEHHS y TPYIIi, fe
3aCTOCOBYBaBCS TUMOJION. Yepes3 12 TUXKHIB cepenHe 3HaueHHs 3HUKeHHd BOT y BikoBiu rpymi Bif 2
MicsIIiB 0 3 POKIiB, Ie 3aCTOCOBYBaBCS TPaABOIPOCT, CTaHOBUIO 1,8 MM pT.CT. Ta 7,3 MM PT.CT. y
rpymi, Ie 3aCTOCOBYBaBCS TUMOJIOJ. Y I'PYIIi 3aCTOCYBaHHS TUMOJIONY ITOKAa3HUK 3HUXKeHHS BOT
6a3yBaBCs Ha DaHUX TiNbKYU 6 MallieHTiB Ha BigMiHY Bif 9 mauieHTiB y rpyni 3acToCyBaHHS
TPaBOIIPOCTY. Y 4 Mali€HTiB i3 Ipynu 3aCTOCYBaHHSA TPABONPOCTy npoTu 0 maiieHTiB y rpymi
3aCTOCyBaHHS THMOJIOJY He Gy/I0 pefieBaHTHOTO 3HUXKEHHS cepeaHboro 3HaueHHs BOT yepes 12
TUXKHIB. [laHi [51s giTed BIKOM [0 2 MiCALIB BiACYTHI.

Edexr 3amxkenns BOT cnocTepirascs micnisg gpyroro THKHS JTIKyBaHHS Ta MOCTIMHO IiATPUMYBaBCS
npoTAroM 12 TUXKHIB JOCTIOXEHHS B YCiX BIKOBUX I'pyIax.

Taouusa 1

INopiBHsiHHSA 3MiHN cepenHbOoro 3HaveHHs1 BOT Big BuxinHOro moka3Huka (MM pPT.CT.)
yepe3 12 THXHIB

TpaBompocrT, Tumosnon,
cepenHe cepemHeE Cepenns

N 3HAYEeHHSsI N 3HaYeHHSA pi3HuIS’ (95% IOI)
(CID) (C1Im

53 -6,4 60 -5,8 -0,5 (-2,1,1,0)

(1,05) (0,96)



CII - cranpmapTHa moxu6ka; [I - moBipuui iHTepBa.

* CepenHs pi3HUIIA IIPU 3aCTOCYBaHHI TPAaBOMPOCTY/TuMoitony. OmiHKa 6a3y€eThCsS Ha CEPEmHIX
3HaYEHHSIX METOy HallMeHIINX KBafipaTiB (CepegHbOKBAlpaTUUHNX 3HAUEHHIX), OTPUMaHUX 3a
IOIIOMOT0I0 CTAaTUCTUYHOI MOZIeTi, sSika BKJTloYa€e B cebe KopenboBaHi mokasHuku BOT y omHOTO
malfi€eHTa (IMo4YaTKOBUY [iarHO3 Ta BUXimHUYU MMOKa3HUK BOT BpaxoByBalIuCh).

[TokiiHiuHi gaHi 3 6e3meKu

Y xogi mocmipkeHb 0TaNIbMOJIOTiYHOI TOKCHUYHOCTI Ha MaBIlaX BBeJIeHHS TPaBOIpocTy B 1o3i 0,45
MKT 2 pa3u Ha 0o0y CIpUYMHSIIO 36iIbIlIeHHs OYHOI IIiuHKu. MicIieBe 3aCTOCYBaHHS TPAaBOIPOCTY B
IIpaBe OKO MaBIl y KOHIeHTpallisax 10 0,012 % 2 pa3u Ha moOy npotsaroMm 1 poky He IPHU3Beo [0
BUHMKHEHHS CUCTEeMHOI TOKCUYHOCTI.

HocnigXkeHHS TOKCUYHOTO BIIJIUBY Ha PENPORYKTUBHY QyHKIiI0 Oy/Ty IPOBefeHi Ha IypaxX, MUIIaXx i
KPOJISX IIPU CUCTEMHOMY crioco0i BBeeHHS. Pe3yIbTaT CTOCYIOThCS aKTUBHOCTI aroHicty FP-
pellenTopiB y MaTIi, II0B’s13aHOI i3 paHHKOIO JIeTaIbHICTIO eMOpPioHa, BTPATOIO IIJIOAA ITiCys
iMmIaHTallil, TOKCUYHICTIO [ TJIOAA. Y BariTHUX IIypiB CHCTEeMHEe BBEIEHHS TPABOIIPOCTY B 403aX,
10 y 200 pa3iB mepeBulllyBall TepaneBTUYHY A03Y, V IIepiof opraHoreHe3y CIPUYUHUIIO0
36inbIIeHHS KiTbKOCTI Bag PO3BUTKY. HU3bKi piBHI pafgioakKTUBHOCTI BUMIpIOBAIUCS B aMHIOTUYHIN
pifuHi i TKaHWHAX MJIOfla BaTiTHUX CAMOK IIypiB, SKMM BBOAWIHA “H-TpaBompocT. Y X0mi AOCTigKeHb
PEenponyKTUBHOI GYHKINI Ta PO3BUTKY IIJIOfla BUSBIIEHO 30i/IbIIIEHHS PU3UKY BTPATHU IJI0Ofa 3 BUCOKUM
BiCOTKOM BUIIafiKiB ¥ caMOK IypiB Ta mutiei (180 nor/mi i 30 nr/mn y maa3Mi KpoBi BiATIOBiAHO) B
no3ax, mo y 1,2-6 pasiB nepeBulllyBany TepaneBTUYHY (K0 25 nor/mm).

dapmaxoKiHemuxka.

AbGcopbirist

TpaBompocT Hanexuth 0o edipuux nposikis. Bin abcopOyeThcs uepe3 pPoriBKy, Ae i3ompormninoBuii
edip rigpomi3yeThcs OO0 aKTUBHOI BiJIbHOI KACNIOTHU. [IOCTIiAKEeHHS Ha KPOJIgX IMOKa3aJjlH, 1[0 MiKOBi
KOHIIeHTpaIlil 20 HI/MJI BiTbHOI KMCJIOTH Y BHYTPIIIHbOOYHIM PiguHI HOCATaI0ThCS Yepe3 1-2
TOAMHY TIiCTIA MiCIIeBOTO0 BBe[leHHs npenapaTy Tpasatan®. KoHmeHTpaii TiKapchkol peYyoBUHH Y
BHYTPIIIHbOOYHIY PiAMHI 3HMKYIOTHCA 3 IEPi0OM HaliBBUBEOEeHHS MPUOIN3HO 10 1,5 roguHu.

Po3mnopin

ITicns 3aKanyBaHHS npenapaTy TpaBaTaH® B OKO 3LOPOBMM H0OPOBONBISAM BUSBICHO HA3LKHUIM
CHCTEMHUY BIIMB aKTUBHOI BiTbHOI KucmoTu. Yepes 10-30 XBUIKH IMiC/s BBeIEHHS M03U
CIIoCTepiranucs MiKoBi KOHIIEHTpallil BiIbHOI aKTUBHOI KUCJIOTH Y T1JIa3Mi KPOBi Ha piBHi 25 nr/mmn abo
MeHIe. TakuM YMHOM, PiBHI PEYOBUHU Y Ij1a3Mi KPOBi MIBUAKO 3HUXKYIOTHCA IPOTATOM 1
TOAVIHU IIiCNISl BBeIEHHS OO PiBHS, HUXKYOI0 3a MeXi KibKiCHOr0 Bu3HaueHHs 10 nr/mi. Yepes
HU3bKi KOHIIEHTpallil y IIJ1a3Mi KpPOBi i IBUIKe BUBEOEHHS IIiCJII MiCLIeBOTO 3aCTOCYyBaHHS, IIepiof
HalliBBUBEJEHHS BiJIbHOI aKTUBHOI KMCJIOTH y JIIONUHY He BU3HA4YaBCH.

Mertabonizm

MeTa6011i3M € OCHOBHUM ILIJISIXOM BUBEHNEHHS SIK TPABOMPOCTY, TaK i aKTUBHOI BiJIbHOI KMCJIOTH.
[Ingxu cucTeMHOT0 MeTabo1i3My MmapajenbHi IisixaM MeTab01i3My eHIOTeHHOT'0 ITPOCTarIaHguHy
F,,, sIKi XapaKTepu3yloThCS BiTHOBIEHHSM IOABIXNHOTO 3B'a3KYy 13-14, oKKCIeHHAM 15-TigpoKCHIIbHOI



i b-oKHCHIOBATBHUM PO3IIEIIEHHAM BEPXHBOT'O OiuHOrO JIaHIJIOT'a.

BuBeneHHda

BinbHa K1CIOTa TPABOIIPOCTY Ta OT0 MeTabOoJIiTH I'OJIOBHUM YHHOM BHUBOMASITHCS HUPKaMH. [is
TpaBaTaHy® [OCTiAKyBajach y MallieHTiB i3 MopyIneHHIMA QYHKIII edinku (Big cmabKux mo
CEepUO03HUX), @ TAKOXK Yy TAI[iEHTIB i3 MOPyIIeHHIMHU QYHKIII HUPOK (Bif clMabKuUX [0 CEPHO3HUX)
(knmipeHc KpeaTuHiHy HUX4MH 3a 14 Mn/xB). KopuryBaTu 03y TaKuM MallieHTaM HeMa€e HeoOXigHOCTi.

iTn

dapMaKOKiHETUYHE JOCIIiAKEeHHS y AiTel BiKOM Bif 2 MicsuiB 10 18 pokiB micis 3aCTOCyBaHHS
TPaBOIIPOCTY MIPOAEMOHCTPYBAJIO yKe HU3bKY KOHIIEHTPAIIi0 BilIbHOI KUCJIOTH B IIJ1a3Mi KPOBi, siKa
ctaHoBuia Big MeHtre 10 nr/mit go 54,5 nr/mi, To6To Oyia HUXKYEe MeXi KiTbKiCHOTO BU3HAYeHHS. Y
4 momepenHiX CUCTEeMHUX (apMaKOKIHETUYHUX JOCIIIXKEHHSAX ¥ JOPOCIUX KOHIIEHTPAIlid BiTbHOI
KUCJIOTH Yy IJIa3Mi KPOBI MiCJIs 3aCTOCYBaHHS TPABOIIPOCTY 3HaXOAUIIaCh Y MexXax Biff HUXK4e MexXi
KiNbKiCHOTO BM3Ha4eHHS 1o 52,0 nr/mi. Y Toii yac, K Oinbilla YaCTHHA AAaHUX JeMOHCTpyBaja
KOHIIEHTPAIIiI0 ¥ IIJIa3Mi HUXK4Ye MeXi BU3HaueHHS IPOTATOM yCiX HOCTiAXKeHb, pOOIAYN TUM CaMUM
CTAaTUCTUYHI MOPIBHSAHHS CUCTEMHOTO BIJIMBY B YCiX BiKOBUX I'pyllaX HEMOXKJIMBMMH, 3arajibHa
TeH/IEeHIIis TTOKa3ye, IO IiCJIs MiCIIeBOro 3aCTOCYBaHHS Ipenapary TpaBaTaH® BMICT BiJIbHOI KMCJIOTH
y I1a3Mi KpOBi € fyKe HU3BKUM B YCiX BIKOBUX I'pyIax, AKi OIL[iHIOBAJIUCH.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHs.

I 3HUKEHHS IiABUINEHOT0 BHYTPIITHLOOYHOTO TUCKY Y IMAI[iEHTIB 3 0YHOIO TinepTeH3i€eio abo
BiZKPUTOKYTOBOIO I'IayKOMOIO.

[71s1 3HM2KEeHHS MiJBUIEHOTO BHYTPIIIHbOOYHOTO TUCKY Yy HiTel BiKOM Bif 2 MicsauiB 7o 18 pokis 3
OYHOIO TinepTeH3i€eio abo AUTAYOI0 IIayKOMOIO.

ITpomunoka3auHs. TTifBuIlleHa YyTIUBICTH [0 [iI040l PEYOBMHU ab0 M0 iHIIUX KOMIIOHEHTIB
mpenapary.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
IocmimXeHHs 1100 B3a€MOil 3 iHITUMHU JTIKapCbKUMM 3ac00aMy He ITPOBOIUIIH.

HocrmimxkernHs crenudidHol B3aeMofii in vitro mpoBoauny i3 3actocyBaHHsAM TpaBaTaHy® Ta
Iperaparis, 10 MiCTSITh TioMepcan. 2KogHUX MOKa3iB MpenuIiTallili He CIIoCTepiranocs.

Oco6.1ueocmi 3acmocyeaHHsi.

3MiHA KOILOPY o04en

TpaBatan” MoXe IIOCTYIOBO 3MiHIOBATH KOJIp OYel 3a PaxyHOK 30ilbIIeHHs KilbKOCTi MeIaHOCOM
(mirMeHTHUX rpaHy) y MelaHoIuUTax. [lepeq mo4yaTKOM JIiKyBaHHS MalliEHTH MOBHHHI O0yTH



mpoiHdOopPMOBaHi 11040 MOXKIUBOCTI HE3BOPOTHOI 3MiHM KOILOPY ouei. JIiKyBaHHS OJHOTO OKa MOXKe
IIPHU3BECTH 10 HE3BOPOTHOI reTepoxpoMii. Bigmanmeni eekTy Ta HacIigK¥ JOBrOTPHUBAJIOTO BINIMBY Ha
MeJIaHOIIUTH Ha JaHuil Yyac HeBifoMi. 3MiHa KOIbOPY panayKHOI 060I0HKU BinOyBa€ETHCS MOBIIBHO i
Moxke OyTH HEIIOMIiTHOIO ITPOTSATOM Mics1liB abo HaBiTh POKiB. 3MiHa KOJIbOPY OKa, MepIl 3a Bce, Oyna
Bifl3aHaueHa y MaIli€HTiB 3i 3MilllaHXM KOJIbOPOM paiyKHOI 000JI0HKH, TOOTO 6ITaKUTHO-KapuM, Cipo-
KapuM, XO0BTO-Kap¥M i 3eJIeHO-KapuM; OLHAK lie SABHUIllEe CIIOCTePIirasocs TakoX 1 y IaljieHTiB i3
KapuMu o4uMa. fK IpaBUII0, KOPUYHEBRA MIiIrMeHTallis HaBKOJIO 3iHUII KOHIIEHTPUYHO
PO3MOBCIOIKYETHCS [0 mepudepil pariaykHoi 060I0HKY YpaxKeHOr0 0Ka, OJHAK BCS palayKHa
o0ostoHKa ab0 ii YacTUHU MOXKYTh HaOyTH OiNbIll iHTEHCUBHOTO KOPUYHEBOTO KOIbOPY. ITicms
IPUIMHEHHS JTiKyBaHHS MOMIa/IbIIOTO 30ibIIIeHHS KOPUYHEBOTO IIIrMEeHTy B PalAyXKHilt 000JIOHII He
CIIOCTEepiraaoc.

3MiHYU MIKipY MOBIK Ta mepiop6iTanbHOI HiNTHKI

Y KOHTPOJIbOBAHUX KITIHIYHUX JOCHIIXKEHHSIX moBigoMsiiocs mpo 0,4 % mallieHTiB, y IKuX Bigbynocs
IIOTEMHIHHS IIKipH MOBIK Ta/ab0 nepiopOiTanbHOI HiMSHKY Y 3B'sI3KYy 3 3aCTOCYBAHHSIM IIpenaparTy
TpaBaTtan®.

[Tpu 3acToCyBaHHI aHAJIOTiB MPOCTArJIaHAWHIB CIlocTepiranucs 3mMinu 3 60Ky nepiopbiTanbHOL
OiNSTHKY Ta WIKipHU MOBIK, BKIIIOYAlOYX MOTTH0IeHHS O0PO3HY MOBIKHY.

TpaBatan® MoXe IIOCTYIIOBO 3MiHIOBATH CTPYKTYPY Biif 0Ka (0ueii), B IKe 3aCTOCOBYEThCS; IPH
IIPOBeMleHHI KITiHIYHUX AOCTiAkKeHb TaKi 3MiHU criocTepiranucs MpuONIu3HO y MOJI0OBUHY TalliEHTIB Ta
BKJIIOUaJI B ceOe 30i/IbIIIeHHS JOBXKUHHY, TOBIIMHY, IIirMeHTallil Ta/ado KinbkocTi Bilt. MexaHi3Mm
3MiHM CTPYKTYPH Biii Ta BifijaneHi HaCIigKy IIi€l il Ha JaHW# Yac HEBimOMi.

4k 6yn0 IpoIeMOHCTPOBAHO y JOCTIZKEHHAX, 110 3MifICHIOBAJIACS Ha MaBIiaX, TpaBaTaH® CIIPUYUHSE
He3HayHe PO3IUpPeHHS 04HOI minuHu. OfHaK JaHul eeKT He CIIOCTepiraBcs Mpu NPOBeAeHH]
KJTIHIYHUX [OCTiIXKEeHb Ta PO3TIANAETLCA K BULOCTIeNUDIuHM.

HeMae 0CBify 3aCToCyBaHHA IpernapaTy TpaBaTaH® IpH 3amda/bHUX 3aXBOPIOBAHHAX OKa, IPH
HEOBaCKYJISIPHIi I'TayKoMi, 3aKpUTOKYTOBIH I'layKoMi, By3bKOKYTOBi! a00 BpOOKeHi! rimaykoMi, i €
nuiie oOMexXeHUH JOCBi 3aCTOCYBaHHS IIPU 3aXBOPIOBAHHSIX 04Yel, CIPUYNHEHUX ITOPYIIeHHIMU
(GyHKIIIN IIMTOBHUOHOI 3aJ103H, IIPU BiIKPUTOKYTOBIM I'IayKOMi y IAIliEHTIB 3 IceBAodaKieo, mpu
nirMeHTHi# abo nceBmoekcdomiaTUBHiM rmaykoMi. TakuM 4MHOM, TpaBaTan® ciif 3 06epexXHiCTIO
IpHU3HAYaTH MallieHTaM 3 aKTUBHUMMU IIPOsiBaMM iHGEKIIii oKa.

[TartienTy 3 adakiero

[Tig yac nmikyBaHHS aHAIOTaMH ITPOCTAarjaHAXHIB F,, MOBiOMIISIOCS IIPO BUHUKHEHHS HAOPSKY
MaKYyJI.

PeKOMeHMIyeThCS 3 00epeXHICTIO Npu3HadaTu TpasaTan” XxBopuM 3 adakiero, ncesgodaxicro Ta 3
PO3pUBOM 3a[IHBO1 KAIICy/I KpHUINTaaruKa abo nepefHbOKaMepHUMH JTiH3aMu abo [7g TiKyBaHHS
TAIEHTIB 3 BifoMuUMHU (HDaKTOPAM¥ PU3MKY PO3BUTKY HUCTOIGHOTO MaKyJISIPHOTO HAOPSKY.

IpuTt/yBeit

TpaBaTan" ciiif 3 06epeXHiCTIO TPU3HAYATH Nali€eHTaM 3 BifOMUMH CIPHATIMBIMHI GaKTOpPaMy
PU3UKY PO3BUTKY ipUTY/yBEITY.

KOHTaKT 3i IIKipoo



Crifi yHUKATH KOHTAKTy IpenapaTy TpaBaTaH® 3i IIKipoI0, OCKITbKM B JOCTIAXEHHAX Ha KPOJIsixX Oyma
IIPOAEMOHCTPOBaHa TpaHcAepMasbHa abcopOuis TpaBoIpOCTY.

[TpocTarnaHAouHY Ta ix aHANoOTH € 6i0NIOriYHO aKTUBHUMHU PEeUYOBHHAMHU, IKi MOXKYTh abcopOyBaTuCs
yepe3 mKipy. ToMy BariTHUM XkiHkKaM a6o0 XKiHKaM, sIKi MalOTh HaMip 3aBariTHITH, CITifg
IOTPUMYBATHCH BiITIOBIMHUX 3aCTEPEKHUX 3aXO0fiB, 1100 3amobirTy IpsiMoMy BIUIUBY BMICTY
¢dnaxkoHa. [Tpu BuIaikOBOMY IIOTPAIUISHHI iCTOTHOI KiTbKOCTi BMIiCTY (hy1akoHa, HeoOXimHO HeranuHo
PEeTEeNbHO OYUCTUTH ypaXKeHy AiISHKY.

KoHTakTHIi niH3u

[MTauieHTr moBUHHI O6yTH MpoiHGOPMOBaHi TPO HeOOXiMHICTh 3HIMATKH KOHTAKTHI JIiH3H, IepI Hixk
3aKanysaTy TpaBaTaH', i Ipo Te, 10 HEeOOXimHO 3aYeKaTy 15 XBUIMH IiCIIA 3aKalyBaHHS Ta JIMIIE
TOA1 3aCTOCOBYBATU KOHTAKTHI JIIH3H.

[TOIIOMiXKHI PeYOBUHU
TpaBaran® MiCTHTB IPOMINIEHITIKOIb, IKMI MOXK€e CIPUYMHATH [OAPa3HeHHs MKipH.

TpaBatan® MiCTUTB IIOTi€TOKCHILOBAHY Ti[pOreHi30BaHy KaCTOPOBY 0o 40, iKa MOXKe IPU3BECTH
[0 BUHUKHEHHS IIKipHUX peakIi.

iTn

Hani mopo epekTBHOCTI Ta 6€3MEKK 3aCTOCYBaHHS IIpenapaTy MallieHTaM BiKOM Bif 2 MicsIliB o 3
pokiB (9 marnieHTiB) 0OMexkeHi (muB. po3min «dapMaKoIoriyHi BIacTUBOCTI»). [I71s1 miTel BiKoM mo 2
MICSIIiB JaHi BiICyTHi.

[ns giTed BiKOM [0 3 POKiB 3 IEPBUHHOK BPOAKEHOI I'JIayKOMOIO [IEPIIIO0 JIiHI€I0 JIiKyBaHHS
3aJIUIIAI0ThCS XiPypriuHi BTpy4YaHHS (Halpukiag, TpabeKyI0ToMis/ToHioTOMis).

IlaHi DOBroTpUBaNIMUX AOCIIIXKEHb IIOA0 Oe3MMeKH 3aCTOCYBaHHS [iTSM BiACYTHi.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.

KIHKY penponyKTUBHOI'O BiKY/KOHTpAIENIlid

TpaBaTaH® He CIifi 3aCTOCOBYBATH KiHKaM PENPONYKTUBHOIO BiKy, IKi HE KOPUCTYIOTHCS
KOHTPALENTUBHUMHU 3aco0aMu (IuB. po3min «dapMaKoJIOTiyHi BIaCcTUBOCTI»).

BariTHicTh

TpaBompoCT YMHUTH LIKigIUBY GapMaKoJIOTiYHy Aif0 Ha BariTHUX Ta/a0o0 IIif/HOBOHAPOIKEHY
mutuHy. TpaBatan® He CJIifl 3aCTOCOBYBATH y II€PiOf BariTHOCTI 6€3 04eBMAHOI HeOOXigHOCTI.

l'onyBaHHS TPYIIIO

HeBimoMmo, yu mpoHUKAE TPABOIPOCT 3 OYHUX Kpallenb y TpyaHe MoJIoKO. [IoCTiiXKeHHsT Ha TBaprHaX
TI0KAa3aJid, 0 TPaBOIIPOCT i HOoro MeTaboIiTH 30aTHI IPOHUKATHU B TPyIHE MOJIOKO, TOMY
3aCTOCOByBaTH TpaBaTaH® y mepiof rofyBaHHs IPYIII0 HE PEKOMEHIYEThCS.

PenponovkTuBHA GOVHKIIIS



HeMae gaHHX CTOCOBHO BIIMBY Ipenapary TpaBaTad® Ha PENpPONYKTHBHY (GYHKIIIO TIONUHH.
HocnigXeHHS Ha TBapUHAaX IIPOJEMOHCTPYBAJIH, 110 TPABOMIPOCT y 403i, 1110 B 250 pa3 mepeBuIyBasa
MaKCHUMaJIbHy pEKOMEHIOBaHY 403y AJ1s1 0TalbMOJIOTiYHOT0 3aCTOCYBaHHS, He YNHUTD IIKiIJIMBOTO
BIUIMBY Ha PENPOAYKTUBHY (PYHKIIO.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

TpaBaTan® He Mae a0 Mac He3HAYHWH BIUIMB Ha 3[aTHICTh KEPyBaTH TPAHCIOPTHAMH 3acobaMu abo
iHImMMY MexaHi3MaMu, OgHaK, 5K i IPX 3aCTOCYBaHHI Oyab-IKMX OYHUX Kpalesb, THMYacoBe
3aTyMaHeHHs 30py a0o iHmi BidyanbHi po3i1afyu MOXKYTh BIIMHYTH Ha 30aTHICTH KepyBaTU
aBToMOOinmeM abo mpaloBaTH 3 MexaHi3MaMu. fAKII0 3aTyMaHEHHS 30py HACTaE IIif 9ac
3aKalyBaHHS, MTALliEHT MOBUHEH 3a4eKaTH, IIOKU 3ip He MPOSICHUTLCS, ePel TUM K KepyBaTh
aBToMOOizeM abo mpaloBaTH 3 MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.
s opTampMOIOTi9YHOT0 3aCTOCYBaHHS.
3acmocysaHHsA 045 AiKYBaAHHA 0OPOCAUX, BKAOUAKYU NAYIEHMIB AIMHbO20 BIKY

[To 1 xpani npenapaty TpaBaTan” y KOH'IOHKTUBa/IbHUY MIIIOK (MIIIKX) ypaXXeHoro oka (ogei) 1
pa3 Ha mo0y. OnTuManbHUN ePeKT NOCITacThCs MIPU BBEOEHHI 03K BBEYEDi.

[Ticns 3akamyBaHHSI PEKOMEHIYETHCS 3aTUCHYTH HOCOCTi3HUY KaHan a0o 371eTKa 3aKpUTH NOBiku. Lle
3HUKYE CHCTeMHY abcopO1iito JTiKiB, BBEJEHUX B OKO, II[0 MOXKe 3MEHIIUTH iMOBIPHICTh BUHUKHEHHS
CUCTEMHUX MT0GiYHUX e(eKTiB.

AKI110 3aCTOCOBYBATH Oiblle OMHOT0 0P TATEMOIOTiYHOTO 3ac00y M1 MiCI[EeBOI'0 3aCTOCYBAHHS,
iHTepBas MiX IXHIM 3aCTOCYBaHHSIM IIOBUHEH CTAHOBUTH He MEHIIIe 5 XBUJIUH (OUB. PO3Min
«B3aeMopmis 3 iHIMMMH JTiKapChbKUMHK 3aC00aMM Ta iHIII BUAY B3aEMOIii»).

K110 703y MPOMYIIEHO, NiKyBaHHS HeoOXigHO MPOOOBXKUTY 3 HACTYIIHOI 3allJlaHOBaHOI fo3u. [J03a He
IIOBUHHA MePeBUIlyBaTH OfHiel Kpari B ypaxkeHe oko (oui) 1 pa3 Ha mo0y.

K110 BinGyBaeThCs 3aMiHa iHIIOro opTajbMOJIOriYHOr0 aHTUTIIAYKOMHOT0 3aco0y Ha TpaBaTan®,
3aCTOCYBaHHS IHINOTO IpenapaTy CIIif IPUIUHUTY i HaCTYIIHOTO OHSA PO3M0YaTH 3aCTOCYBaHHS
npenapaty TpasaTas®.

3acmocyBaHHA Npu NOpyweHHAX PYHKUIl neviHKU ma HUPOK

3acToCyBaHHS IpenapaTty TpaBaTad® GyJI0 JOCTIXKEHO Y Nal[i€HTiB i3 HOpyIIeHHAME QYHKII
neviHKY (Bif cmabKuxX J0 CePHO3HMX), @ TAKOXK Y MAIli€eHTIB i3 mopyueHHAMY QYHKIII HUPOK (Bix
cnabKux 10 cepio3Hux) (KmipeHc KpeaTuHiny Hux4e 14 Mi/xB). HeMae HeoOXimHOCTI B KOpUTYBaHHi
003U TaKUM IalfieHTam (ouB. po3min «PapMaKoIoTiuHi BIaCTUBOCTI»).

[TamieHTaM, SKi HOCATh KOHTAKTHI JTiH3U, OUB. Po37in «OcoOIMBOCTI 3aCTOCYBaHHSI».

[TamieHTa CyIif mMomepenuTy, 10 HeobXigqHO PO3ipBaTH BEPXHIO 3aXMCHY YIIaKOBKY (p1akoHa-



KpanenbHULi 0e3rmocepefHb0 nepeq nepimM 3acTocyBaHHaM. [Ilo0 nonepenuTu
3a0pyIHEHHS Kpas KpaleJlbHUIl Ta BMICTy ¢1akoHa, HeoOximHo O0yTy 00epeXHUM Ta He
TOPKATUCS TOBIK, IPUIETIUX AiNITHOK a0 iHIINX TOBEPXOHL KpaeMm (riaKoHa-KpalebHHUILI.

HiTwH.

TpaBaTan” MOXKHa 3aCTOCOBYBATH HiTSIM BiKOM Bif 2 Mics1iB 10 18 poKiB 3a Ti€r0 camM0Or0 CXeMOI0
mo3yBaHH4, 10 i jopocnuM. OfHAaK [aHi 00 BiKOBOI TPyNH Bif 2 MicsIliB 10 3 POKiB 9
malieHTiB) o6MexkeHi (quB. po3min «®apMaKoIOTiuHi BIaCTUBOCTI»).

Besneka Ta e(eKTUBHICTh 3aCTOCYBaHHA IpenapaTy TpaBaTaH® AiTAM BiKOM [I0 2 MiCAI[B He
BCTaHOBJIEeHi. [laHi BigCyTHi.

Ilepedo3yeanHsi.

He Oyno moBigomneHns npo Oyab-siKi BUTIAJIKY NTepefo3yBaHHs. MiclieBe Iepefno3yBaHHs HaBPSO YU
Ipu3Bee 10 BUHUKHEHHS TOKCUYHOTO eekTy abo Oyme moB’'ss3aHe 3 HUM. [Ipu MiciieBomy
nepeno3yBaHHi npenapaToM TpaBaTan” CIIif IPOMHUTH OKO (04i) TEIIon BOmow. Y pasi BUIafKoBOro
IIPOKOBTYBAHHS IIperaparTy CJIiJ IPOBECTH CUMIITOMATHYHY Ta MiATPUMYOUy Tepalriio.

ITo6iuni peakuii.
KopoTkuii ornsig naHux 3 Oe3meKu.

HavtyacTimumy moO0iYHUME peakIlisiMu, SKi CIIOCTepiraaucs MpoTIroM KIiHIYHUX TOCITiIXKeHb
npenapaty Tpasatan”, Gy/Iu rimepeMis oka i rinepmirMeHTanis paimyXHoi 000I0HKH, Ki
3ycTpivanucs npubnu3Ho y 20 % Ta 6 % mallieHTiB BifMmoBigHO.

[Tepenik mo6GiYHMX peakllili, TpeACcTaBlieHN} y BUTTIAAl Tabnu1i 2.

HuxxueHaBeneHi mo6iuHi peakilii KiacudikyBanucs HaCTYIIHUM YUHOM: fyxkKe dacTto (= 1/10), gacto
(= 1/100 mo < 1/10), mewacto (= 1/1000 mo <1/100), moomuuoKi (= 1/10000 mo <1/1000), pigkicHi (<
1/10000) abo yacToTa HeBimoMa (HEMOXK/IMBO OLIIHUTH YaCTOTY IX BUHUKHEHHS 3 iCHYI0UUX JaHuXx). Y
MexXKax KOXKHOI rpynu no0iuHi eekT 3a3Ha4eHi y MOPSAKY 3MEHIIeHH iX CTyIeHs TSKKoCTi. [laHi
momo mobivyHuxX edeKTiB OyIu OTpUMaHi ITif Yac KIiHIYHUX OOCTigKeHb Ta MPOTSATOM
II0CTMapKeTHHTOBOT0 Iepiofly 3aCToCyBaHHs npenapaTy TpasaTaH'.

Taoaunsa 2
[Cucrema opranis YacroTa Mo6iuni peaxmii
3 00Ky iMyHHOI cuctemu |[HedacTo CinepuyTIUBICTE, CE30HHA ajlepris
[IcuxiuHi po3nagu [HacToTa HeBimoMa nenpecis, BiTUyTTS TPUBOXKHOCTI,
0e3COHHS
3 60Ky HEpPBOBOi cucTeMu [HedacTo rOJIOBHUY OiNb
[ToomuHOKI 3al1aMOPOYEHHS, TIOPYLIEHHS 1011
30Dy, OUCTeB3id




OdTanbpMomnoriyxi
MOpPYIIeHHS

[ly>Ke 4acTo

YacTto

HeuacTo

[ToonuHOKI

YacToTa HeBimoMa

rinepeMis oka

rineprirMeHTallis paugyKHOI
000JIOHKM OKa, 0ifib B OI1i, BiTUyTTA
n1CKOMGOPTY B OLli, CYXiCTh OKa,
cBepOixX OKa, ToApPa3HEeHHs OKa

epo3isl poTiBKH, yBeIT, ipur,
3amnajieHHd y IepefHii KaMepi 0Ka,
KepaTUT, TOUKOBUY KEePaTuT,
CBIiTII00053Hb, BUMIJICHHS 3 0KQ,
Onedaput, epuTeMa IMOBIK,
mepiopOiTanbHUM HAOPSK, CBEPOiK
MOBIK, 3HUXKEHHSA TOCTPOTH 30pY,
3aTyMaHEHHS 30Dy, MiiBUIeHa
CJIb030TeYa, KOH IOHKTHUBIT,
EeKTPOIIiOH, KaTapaKTa, YyTBOPEHHS
JTyCOYOK I10 Kpasx MOBIK, PiCT Bix

iPUIOIIUKITIT, IPOCTUY TePIIEC,
3arajeHHs 0Ka, QOTOIICis, eK3eMa
MOBiK, HAOPSIK KOH IOHKTHBH,
BUHUKHEHHS OPEOJIy HaBKOJIO
mKepesa CBiTia, QOIiKyIn

KOH IOHKTHBH, TillecTe3id OKa,
Tpuxia3, MernOoMeiT, mrMeHTalis
mepeqHbol KaMepH, Mimpias,
ACTEHOIIis, TinmepuirMeHTallis Bil,
IIOTOBIIEHHS Bilt

MaKyJIsIpHUM HaOPSIK,
mepiopOiTonarisi/mornubaeHHs
00pPO3HU HAaBKOJIO MOBIK

3 00Ky OpraHiB CITyXy Ta
PIBHOBAaru

[HactoTa HeBimoMa

BEPTUTO, IIIyM y ByXax

3 60Ky QyHKIIiI cepIs

HeuacTto

[ToomuHOKI

[HacTtoTa HeBimoMa

IPUCKOpPeHe CepueduTTs

HEPETYJIAPHICTh CEPLIEBOTO PUTMY .
3HUKEHHS YaCTOTH CEPIeBUX
CKOPOY€eHb

Oinb y rpymHif KaiTii, 6pagukapmis,
Taxikappis, apuTMis

3 00Ky CymMHHOI cucTeMu [[[0OOMHOKI 3HUKEHHS [iaCTOJIiYHOTO0
ApTepiabHOTO TUCKY, MigBUILIEHHS
CHCTOJIIYHOTO apTePiabHOTO THUCKY,
riMmoTeH3is, rinepTeHsisa

3 00Ky pecnipaTopHOi HeuacTto KallleJlb, 3aKIaflaHHs HOCa,

CHCTEMH, TOpaKaJbHi Ta [IOpa3HeHHs ropia

MeIlacTHHaIbHI [ToonuHOKI OMCITHOE, acTMa, peclipaTopHi

[TOPYIIEeHHS MOpyIIeHHs, Oifb ¥ TIOTII,

YacToTa HeBimoMa

nvcGOHis, aneprivHuil PUHIT,
CYXiCTBb HOCA
3arOCTPEHHS aCTMH, HOCOBa

KpOBOTEeYa




3 00Ky LIIYHKOBO-
KUIITKOBOTO TPAKTY

[ToonuHOKI

YacToTa HeBimoMa

3arOCTPEHHS NENTUYHOI BUPa3KY,
PO3N1afy LIITYHKOBO-KUIIIKOBOTO
TPaKTy, 3a10p, CyXiCTh y POTi

miapes, 6inb y UINYHKY, HYOTA,
OIII0BAHHS

3 00Ky LIKipu Ta
MiIIIKIPpHUX TKAaHWH

HeuacTto

[ToonuHOKI

[HactoTa HeBimoMa

rinepirMeHTalis mKipyu (HaBKOJIO
0Ka), 3He0apBIEHHS MIKiPH,
MOPYLIEHHS CTPYKTYPHX BOJIOCCH,
rinepTpuxo3

QIeprivyHuy 0epMaTuT, KOHTaKTHAMN
nepMaTUT, epuTeMa, BUCHUII, 3MiHU
KOJIbOPY BOJIOCCS, Mafiapo3

cBepOixkK, aHOMAJILHUH PiCT BOJIOCCS

3 6OKy
M’I30BO-CKEJIE€THOI
CHCTEMH,

CIIOJTy4YHOI TKaHUHY,
KiCTOK

[ToomuHOKI

M’S130BO-CKeJIeTHUM Oifib, apTpanris

3 00Ky HUPOK Ta
CEYOBMBIIHUX IIISIXIB

YacToTa HeBigoMa

NU3ypis, HETPUMaHHS cedi

[TopylIeHHS 3arajibHOr0
XxapaKTepy Ta CTaHH,
[I0B’sI3aHUX i3 MiclieM
BBEIEHHS

[ToonuHOKI

QCTeHis

JTabopaTopHi JoCTimKeHHS

[HactoTa HeBimoMa

miguieHHs piBHsg [ICA (mpocTart-
crieru(ivHOr0 aHTUTEHY)

iTn

3a pe3ynbTaTaMu 3-MiCSIYHOTO OOCHTigKeHHs 3 pa3u Ta 7-HeHHOTO0 JOCTiIXKEeHHS
(apMaKOKiHeTUYHMX BIaCTHBOCTel i3 3anydeHHaM 102 miTeli, IKUM 3aCTOCOBYBalu TpaBaTaH', TUII
Ta XapaKTepUCTHKA MOGIYHUX peakIlil, Ipo sKi moBigomisiiocs, Oyau momiOHUMU O THX, SKi
crocTepiranucs y mopocnux narienTiB. Kopotkorpusai npodini 6e3neku y pisHUX MiArpynax giten
Oynu TaKoXK MOTiIOHUMU [0 HOPOCIUX (OuB. po3min «PapMaKooriuHi BIacTUBOCTI»). HalyacTimumu
no0iYHMMHU peakIlisiMH, TIPO SAKi MOBigoMIIsgnocs y miTeii, Oymu: rinepemis oka (16,9%) Ta picT Bit
(6,5%). Y nopi6HOMY 3-MicSTYHOMY OOCIigKEHHi ¥ HOPOCINX TNallieHTiB, 1Ii M0GiYHi peaklil BUHUKAIHU 3
yacTtoToio 11,4% Tta 0,0%, BigmosigHo.

HomaTkoBi mo6iuHi peakiiil, Ipo gKi MOBIIOMIIANOCA Y [iTel, 9Ki Opanu y4acTh y 3-MiCIYHOMY
OocIigKeHHi (n=77), BKIto4anu B cebe epuTeEMY IOBIK, KEPATUT, MiIBUIIIEHE CIIbO30BU/IIIEHHS Ta
dboTodobito i peecTpyBaNuCh SIK MOOOUHOKI BUMTAAKK 3 YaCTOTO BUHUKHeHHS 1,3% mopiBHsiHO 3 0,0%
THUX, IO CIIOCTEPIraaucs y JOPOCIUX MallieHTiB y momibHoMy mocmigxkenHi (n=185).

[ToBimomeHHs PO Mimo3poBaHi mo6iYHI peakirii

BaxX1BO MOBiMOMIISTY TIPO Iif03pioBaHi mo6iyHi peakiii micis oTpuMaHHS TOPToBOi JilleH3ii Ha
nmikapcbKu# 3aci6. Lle mae MOXKITHUBICTh 3[iMCHIOBATH MTOCTIMHUY MOHITOPUHT CIIiBBiIHOIIEHHS KOPUCTI
Ta PU3UKY JIiIKApChKOTO 3aco0y. MemUYHUX IIPAIliBHUKIB ITPOCSTH IMMOBIHOMIISTH PO TakKi mobiuHi
peaxirii 3rigHO 3aKOHOIaBCTRBA.



Tepmin npudamHocmi. 2 POKH.

Tepmin 36epiraHHs Iic/Is mePIIOTo BiIKPUTTS (IakoHa - 4 TUXKHI.

YMoBu 30epiranHsi.

CnenianbHi yMOBU 30epiraHHs Ipenaparty He nepegdadeHi.

YnakoBka.

ITo 2,5 M7 B oBasIbHOMY (hy1aKOHI-KpamnenbHUL i3 oninpomninery abo nojieTuneHy HU3bKO1 MiTbHOCTI
3 KpUILIEYKOIo i3 nosinpomnineny. KoxeH (rakoH 3anakoBaHUY y IPOMiXKHY YIIaKOBKY i BKJIaJeHUH y
KapTOHHY KOpOOKy, sika MicTuTh 1 a6o 3 dbnakonu. He Bci BUM yTaKOBOK MOXKYTh OyTH IpeACcTaBeHi
Ha PUHKY.

Kareropis Bigmycky. 3a perenTtom.

BupoOHUK.

AnkoH-Kysprop/Alcon-Couvreur.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs HOro Jis/IbHOCTI.

Pinikcser 14, B-2870 Ilyypc, Bensrig/Rijksweg 14, B-2870 Puurs, Belgium.



