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KPATKA XAPAKTEPHCTHKA HA HPOAYKTA : . Lopagipues 2 vpaegeia B ﬂ; 6 >3} 0.0

1. HAUMEHOBAHJE HA JIEXAPCTBEHMS IPORYKT | ) foc 40 ) o) W

ODTAH THMOJOJL 5 mr/ma ounn xankn , pastsop /OFTAN TIMOLOL 5 mg/ml eve drops,
solution

2. KAUECTBEH ¥ KOJHYECTBEH CHCTAB

Tunosnoa pajicaT 6.84 Mr/ma CKEHBAJCHT HA THMOJIOR 5 mr/ma

3. JEXAPCTBEHA ®OPMA
Ounn KankH, pasTeop.
Buersp, 6e3uBeTed pasTBop.

4. KJIHEAYHN OCOBEHOCTH
4.1,  TepaneBTHHHII NOKA3ANN;I

OTKpUTOLTBANA TIAYKOMR, HAMAISIBANE HA IOBHIICHO BHTPCOUIO naJsiraue, FIayKosa ciiel
omepanus 32 KATAPAKTA H BTOPHUNA MIAYKOMA NPH HAKOH NANEHTH. MpenapatTshT MOKe A2 0B
3TIOA3BAH NP ICUEHHCTO HA 3AKPHTOBIBINA FIAYKOMa CAMO 32€HO € MUOTIIUIL.

3a ynorpeba caMo Mo NpCATHCAHHE HA OPTAAMONOF HANM KaTO NPOALIGKCHIHC Ha ‘TepalHs

3AMOYMHATA 0T TAKEB CHEIHANNCT.

4.2, IlpunokeHnue u J03NPOBKa

Odyran Tumoson 5 mMr/miL: eaua kanka 1-2 HLTH JHEBHO B 3ACCrHATOTO OKO. Ilpenopbun:: ce ga ce
AmoHIe JCTCNIeTo ¢ KonuenTpanus 2.5 mr/vur (egna xanka 1-2 nyrH JIEeBi0).

AKo Ta3d 1032 He e JOCTATLINA, BMecTo HeS MOJKe a ce HINOI3BA KONMEHTPannI 5 nir/zza (epua
ranka 1-2 IbTH JHEBHO ). -~

EdgexrbT HA MOHMKABANEC HA HANSITAMETO MOXeE Ja Ce YBEINHH Mpes xomOumnpase n: Odran
Tumosiol € APYr BHRE [THIAAYKOMHO JCKApPCTBO (MioTHUE, AXPEHCPrUYIM ATOMITH I
npxuGuropn Ha kapGoauxuapasara). Koraro ce OpPEeMHHABA 0T ApYT ANTHIIAYKOMEL NPOLyYKT KbM
Odran Tumonaos, APEAHUINNS TPOXYKT MozKe A ObJe CHPMIH I3BEMHEXK I Ja ce 3anoune = Odran
TiM010/, KAKTO € OIHCANe Ho-Tope.

4.3. Hporneonoxazauns

HexoMmencapana s 0CTPa Chbpaeuna HeRoCTATLIHOCT, HAKOH cLpAeuni PUTLMUEH HapyIIenns,
Haii-1ecTo - BTOPa M/ TPeTa crenen AV ook u OpaguKapxus.
Bpouxmajia acrMma, H3pasena CKIOHHOCT KbM OpOHXOCHaZLM ML XPOHHTIHA ofcrprKTHBHA

Genoppobua DosrecT.
CEpLXYYBCTBITENIHOCT KbM THMOJOI MAIeAT I fexzajKoNles XJI0PHA.

4.4, Crienpaimi NpeayIpescacisg 1 CleltHaTHl NPeAnasHH MCPKE IpH yuorpeda
Hpeny 3anouBaxe HA Je%CHHETO, TPsOBA J1a ce npenenn OGILIHS 3ApABEN CTATYC Ha nayues. ra (B
nporusonoxasaunsm). Toii Karo orTrosopa Ha feTa-GitoxepuTe MONE AR CC.Lk OMCII,
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THMOMOALT, KAKTO H Apyrure Oera-GlroxepH, Mome Aa MACKADA CHMOTOMHTE HA Bb3.i03KHA
XIHOOTJNKEMHs CBHP3AHA ¢ federnero Ha 3axapen Jualer. IIpn naunnewrn ¢ muacrensus reapic e
OTIICAHO BJIOINAB2sE HA 00I(0TO CHLCTOSIHIIE IPH H3NO0JBBAHE HA OUHHTE KANKI TIMOJ0J.

Quuure Kankn O@Ppran THrI0I0K CHABPKAT GEN3AAKOHIER XA0PHA KATO KOHCCPBANT, KoiiTo Moike
JA OPEUHOMTHPA B MEKHTe KONTAKTHH jeuys. KoHTakrTHuTe Jeumyy -TpAGBR Aa ce cpajsT: npegH
nocTaBsinero na upemapara. Tpsadea ga ce n3zuaxa mope 15 MILIYTI cjlefl HPHAATANC 1 OUHTC
KANKH IPexH 52 ¢e NOCTABIT OTHOBO KOHTAKTHHTE JIem(M.

IlpenapaTta TpsaGBa [a ¢€ NPILIAra NPH HOBOPOAECHH H MAJIKH JeHa CaMo 1lI0J KOUT[HNIa HA
egHATLP-0 g TaaIMOoNOor.

4,5. JlekapcrpeHn 1 APYTH B3aHMOACHCTBHS

Ounnre xamku Odrran Tumonon Morar Aa ce H3NOM3BAT 3aefu0 € ZPYril ANTHEIA, KOMHIH
jgeraperea. IanueHTHTE, KOHNTO HapalelHo NIONYy4apaT cicTeMmid axda- wim- dera-0J.oxepi,
KAJIICBH RHTAYOHIICTH, PE3epIHN, AHTHAPHTMHUEH cpeacTsa o7 rpyna I ( nanp. KBHIIIAL 1) M
KAOAMIIIN, TPsOBa Ja c¢¢ H3CACIBAT 32 BBIMOKIO 3acHABANE HA HeKesannTe chexri.
CrubTCTBARO JeMenne ¢ GapOHTypaTH, aMAAICTHIN HIH €pPro- AJKAJOMIM MOJKC [ 3aCHIf
HexenaHnTe epCKTH N0 OTHOLICNIIe HA UeHTPAHATA HEPBHA CHCTEMA,

4.6. bpeMennocr H KbpmMeHe

IpoayKkFsLT He ce NPEeNoOpLUBA 32 yHoTpeba no Bpeme Ha GpeMeHnocr H Kupmene. TiuM JIOABT
OpeMHUABR Npe3 IUIAUEHTATA I ¢ H3ABL4UB2 B Kbppmara. HpoaykrsT TpROB2 Ja Ce H3I0J:3Ba MO
BpeMce U2 fpemMeHNOCT H KbpMee CaM0 aKo NOTEHIHATHATA NO0J3a 3a maiikara ofp:BRaBA
NOTEMHANHIS PHCK 32 INICH2 HIIH KbDMAUETO. '

4,7. lopausizaHe Ha BB3IMOIKHOCTHTE 32 Wodipane 0 padora ¢ MAIHMIK

IIpu npaemane posnpane, Odran TamononsT ne BPeAHSBHKBA ¢Ia00CT HAH  3PIUTEAHI
HADPYIIEHHSI H NMOPajgH TOBA He NMOBJMSBA CHOCODIIOCTATE 32 YUPABACHHE NA MOTODHN IPCBO3NIE
cpencrea. Toii, 06aue, MoKe X2 NOHMKH KPBLBHOTO HANATAHE, KOETO NPH IISIKOH NANHEHTH BOMII N0
oTnagHagocr n 3amaiiBane. IaunuenTsT TpRGBa Ka Gbae MpeNyNIpPECH 3a TOBA MPH 3aMOUBIIE 1A
Jie"enHeTo.

4.8. Hexxenmauu ieKapeTBEHH peaKkigHi

Ounnre xapkure OdTan Tumonon ce nosacar xo6pe. Ilpn ppogpmxuETeNHa .ynorpeda cc
cLOOIWABA 32 NUCOYHKIHA HA CAB3NATR JKJIC33, TOYKOBHACH KEDATHT H ACKO HAMAINBIAIC HA
KOpHCANHATR YYYBCTBHTCIIOCT. IIamlen"m ¢a IIoJIyuaBaiH KOHIODKTHBHTH IO ﬁ.l'le(l}i!i)ll'l‘ll.
O0nKHOBEHO TE3T CHMIITOMII 1349€3BAT IIP:H ORCYCTALIOBAEARHC HA JICTICHIICTO. CJIC}.U[I!TC CHMITOMUH
€ TEOPCTHYH(O BB3IMOMKHE NPH JCUYCHHTO C THMOJIOJ: IPHTEINNN HAPYLUICHH, ,L'lBOllllO BIKIALIE 1T

nro3a.

CrereMHBH HeKelaHH erl)elc'm: OGOCT[)SIHB Ha chpaevyHa HeJOCTATLMHOCT, [ll)OMCHH B Kp'b'_‘sIlOT(}

HCHA Qi BpL3Ka e ¢ yeradoBena, Croofmasar ée orienun cyqan u‘
B ycTaTa, rageHe, saMmaiiBame B xunepronmst. IlanmenmTH, CBPBYYBCTBIUT
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TeOPeTHIHO BBHIMOKHM 1O BpeMe Ha JICHCHUETO C THMOJION: BIOIABANC Ha nej A epHoTo
KpBLBOODpAlLenIic, AcCTEUNsT U e(peKT BLPXY HENTPAIHATA HEPBHA CHCTEMA KATO J.CUpecHs
oGBpKBaAleE.

4.9, IIpcposupance

Hozara e efua KanKa B 33CerHaToTo OKO 1-2 murH guesno (cyrpnu n seuep). Hpesosupainero
TpabBa Aa ce u3bsrea. HsaoTo KOJHYECTBO THMOJ0J]N aGcopbupano or cauna Opakiii0 NPHETA
taGnera TEMogon {10 Mr) ce papusaBa 1A KOJIHYECTBOTO OF 0K0J0 30 ounn kauxy Odrat Tunionon
{ 5 mr/mn), mo mopaan Gbp3ara adcopluus HA MEAHKAMENTA MPE3 OWUATA I HOCHA JIHraBuua,
HKOJIKO KAIKH MOrAT A2 NPEIH3BHKAT APHTMHH, NPEXOJHO HAMASSIBANE A MYJICOBA 2 SECTOT4,
HAMASIBAIE HA KPBHBHOTO Hajfrane i 6ponxocnasbal. CHMITOMITC Hal MPEAOUPANC 3¢ JCKYBAT
CHMOTOMATHYHO € AZPEHCDTHMIH ACONHCTH: HANP. HIONPEHAIHI, AoOYTAMIIH IF +BeHTYaJIHo

Jonaniin.

5. ®APMAKOJOIHYHH CBOMCTBA
5.1 dapymaxo HBAMHYIH CBOlicTBA

JlexapcrBeHaTa CHCTABKA HA OYHITC KANKH Odran Tumosox e L-nzomep Ha THMHONA KRTO
majeatHa o THMOJO0A MANEATHT € HeceJeKTHBeH GeTa-aapemepriticy iITATOHICY. KoiiTe ce
H3MOU3BA 32 HAMANSIBAHE 1IA KPBLBHOTO H BLTPEOMHOTO HAMATAHC, I B JICUCHUCTO 1 aurnpna
nekropuc.L-ruMox0ABT HMA MHGro CHJIEH agHHHTET KbM b4 n b-2 peaenropure. EperrsT Ha
HAMAISBAHC HA BBTPCOUIIOTO HAajsirape Ha Odran Tumosona cc ALIBKH HAa Ham:mBane ua
o0pasyBaHeT0 HA BLTPCOUHA TEHUHOCT. JloxanHo mpHAKEHN B OKOTO NPOAYKTLT J.0CTHra 10
TapreTHHTe TLKaii, NO0-TOYHO — IHAHAPHOTO TsLIO, KDLIETO ce¢- obpasysa BLTpeowIaTa
TeroeT. THMOIONBLT BiMA 3HAMHMO Bbh3JeiicTBie BBLPXY OTTOKA L2 BBTPCOMUATA TEUI0CT He e
H3BECTHO JAAH HMa BL3JcicTBle BHPXY KPHBOHOCHHTE CHJOBC B NpCAuRs O¥CH ce: .IeHT, HO C
HAMANSBAHE HA BLTPEOYHOTO HALsrale ¢ ONHCANO K mogo0psiBane Ha WIPKYAKNATa * peTnuara.
Iogsofuo Ha muoro Apyrn 0era-0a0KepH, THMOJOJLT MHMa HMPOALJGKHTENCH 10CT CHENTOPEH
eeKT; aApeneprudHITEe PCUEI'TOPH He MOraT a MpoBeKAaT BBL3ACIICTBHETO 1 ATOHICTH I Cilef
0CcBODOKIABAKCTO MM OT THMoJohaa. Tumonon mameaTnT HAMA co0CTBEH:A CIIMAATO, *HMETISIIA
AKTHBHOCT H 3pa4YHMa McMOpaHo cTaOHIH3HPAI2 agraenect. Odgran THMOJOIBLT ¢ DOBANSABR
pasMepa Ha 3CHHIATA ¥ 2RKOMOJAMHSATA. O¢dran ToMONOJBT € € HOKazala ederrruBnOCT B
JCUCHHCTO HAa OTKPHTOBIBLJIHATA INIAYKOMA H OKyAapHaTa XHMIepTcHlng. Toii mox'e aa 0bje
H3H0A3BAH YCIelino npu miuore (opMH HAa BTOPHYHA FAayKoMa. Odran Tumonoan: ce onacs
pobpe. Toii e npeAN3BUKBA JeKapcTBea 3aBHCHMOCT.

BeposiTso nopagn MajkaTta 033, CHHApOMa  Ha orieMane, uaGgoAABaH [PH  CHCTEMUO
npujaarannTe Gera-Gaoxepu, e ce HaGKI0KABA NPR CIPATE H2 JICYEHICTO € Odran Tu zoa00.

ATC kog: SO1EDOM
5.2. MapMaKoKHHETHYIN CBOiCTBA

TuMoJIOABT ¢ MACTHO pasTsopnma cyGcramuus H 3a%Topa € ¢ mobpa pesopbuns B o “orTo. Ilpes
KOIIOHKTHBATA I HA3AANATA JUTABHUA, KAKTO H fpe3 CrOMANO YPEBIIA TPAKT, MEL. KaMCHTHT
NpPeMUNABa B CHCTeMIOTO KphBoobpamemie. HaManasanero na sLTPLOTHOTO AT - CO KB
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HPRIAOIKEHIETo MY, 4 XeHCIBRCTe HpoALBKABA 10 24 yaca. R

B 0KOTO THMOJOJBYT €C CBLP3BR € MOEBPXHOCTTA HA KICTKHTE B Mjlo
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qpe3 OTTOKa Ha BbLTPLOURATA TCHHOCT. Yeranoneworo BpeME na noJyemiMunnpaie oT UHHTe

ThKany e 8 4aca.
THMOJOALT ¢ MeTaGonm3Hpa B uepHust APOd [0 HeaxTHBHI MeTaGONHTH, KONTO <¢ I iipuBar

ociopuo npes Gnopewmure. Cien opaien npHeM MeTA0OIHIMBLY MPH HLPBOTO UPEMINABIHUE IPE3
geps 4pob e sHauuTeRcH, 40 50%. CEbP3BAHETO CLC CEPYMHUTE HPOTERIE € ymepes » (60%).
OfenbT Ha pasHpesefeHsie ¢ cpeguo Hax 2 J/Kr 1 Cy6CTARNHATA DPEMHAABA KPBBHO-MC SHIIATA
6apuepa. M3pecTHOTO BpeMe i MOy IMMHIKpane 0T I1a3MaTa ¢ 0100 4 uaca.

5.3. IpenxAMHEYEN AAHHH 32 0e30IIACHOCT

B roxcuionormumy npoyusamus JII-50 mpn eanokpaTHO HepOpATLO ZOIMpaiie HpH & IUKR &
oxono 1.4 r/xr, xoero e mosede or 16 000 muTH HO-roAsMa OT AHCBHATA 2031, KO1 Y 490BEK
HOSyyaBa HPH jAeqenne ¢ OMUAHTe KK Odran Tumonor. Bucokn KOMIEHTALII { 1. sar/mn}
THMOJION €1 MOCTABSIE JOKANHO B DpogLbkemme ma 3-12 mecena npu 3safim M Kyvera.
EauncreenyTe HadaoaaBand CIMATOMN DPH TE3U NPOYHUBANII €2 GILIH 3ACHJICHO CBJ300  ICIsiiie,
MIFAHE H KOIIOHKTHBAIHA X€M03a, KOMTO HAMAZIBAT CKOPO Ciel MPIIONECHICTO. IIpo: iBapus,
NIpoBeseHn BLPXY 3afilll, NOKA3BAT, Me THMOAOALT MOXKE A2 326aBH OpoLecITe HA 03] 1BSIBaHE
npy Kopueatmn jesny. THMON0NLT e ¢1a00 KAHUEPOreHelr ApH MIIOro ro/esil posn ‘uax 100
mr/r/gen). PHexbT 0T (GEOXPOMONUTOMA H AACHOKAPUMIIOM MHa MICUNATA JRICIR Y nJ -XoBe ce
YBeAHuABa CTATHCTHYUCCKH 3HAYHMO NP  [032 300 <400 mr/xr/pen. IIpn xopa upenopn ‘BaiaTa
MAKCHMATHA QUCBHA Iepopaiia go3a ¢ oxoie Imr/kr. Eana ouna xanka Ogrran Tustos 2a 0.5%
chabpaxa oxono 0.2 mr tumonon. He ca ycrauopenn MyTareiumir mn Teparorelni cBoi cTBa Ha
THMOJIONA AGPH NPH rojiemi 203:. Bee nax woit Moxee Aa 3a6aBH Pa3BHTHCTO HA IJIOKA.

6. PAPMANEBTIYHH OCOBEHOCTH
6.1. ExcnnnuiciTn _
Benzalkonium chioride 0.1 mg, sodium dihydrogen phosphate dihydrate, di rodium
phosphate dodecahydrate, sodium hydroxide ( to pH 6.5-7.0), water for injections.
6.2 Hec¢bBMECTHMOCTH
He ca n3pecrn.
6.3.  Cpox ua rogHocT
3 roguuy. CPOKBLT HA FOJHOCT HA OTBOPEHUSI (PUIAKOM € 1 mecen.

6.4. CunenHaAHI M3NCKBAMN 33 ChXpaveHne
Opu craiina remneparypa (15250 C).

6.5. Jlexapcrpena gopaa i ONAKOBKA
[lonuerunenopn gpaaxonn ¢ ryrarop (5 suL)

6.6 MicTpykiuy 32 H3M0J3BAIE H yHoTpeba

110}_1[)()6[111 HICTDY KT 38 M3HOJI3BALC €A BAajcnH B JIHCTOBKATA.
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7. TIPUTEIKATEJN HA PASPEHIEHHETO 3A YIIOTPEBA

Santen Oy

Niittyhaankatu 20

33720 Tampere

FINLAND °

8. PETHCTPAIOHEH HOMEP
469

9. JIATA HA PASPEUIEBYE 3A YIOTPEBA/ IOJHOBSIBAHE HA PA3VEL IERHETO 3A
YIIOTPEBA

30 ronmn 1985

@ 10 FaTA HA AKXTYAJTH3AIAA BA TEKCTA

4 noemspu, 1999




