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1. UME HA JIEKAPCTBEHHUSA IPOIYKT . }3 A / /-7 /-7}‘7‘7{ ,ﬁo
YHUTHMOJIOJI 0,5% kark 3a 04, pa3TBop . U ﬁ ﬁ? 2019 )
UNITIMOLOL 0.5% eye drops, sclution e

2. KAYECTBEH H KOJJHYECTBEH CBCTAB

| m! kanku 32 ouM, pa3TROpP CHABPKA 5 mg TMMonon (kato 6,8 mg TMMOJION Manear) (timolol (as
timolol maleat)).

(1 ml = 34 kankn)

TToMOIIHO BEUIECTEC C W3BECTHO NEHCTBHE: OSH3ATKOHHER XAOPHI.

34 OBAHKMA CTTHCBK HA NOMOLIHUTE BELECTBA BIK T. 6.1

3. JEKAPCTBEHA ©OPMA

Kanku 3a o4, pa3Tsop
BHCTED, 6e3UBETEN, Half-MHOrO IO JIEKO JKBIT Ha LBAT X ¢1ab0 BUCKO3€H pasteop.

4. KIMHHYHH NJAHHH

4.1. TepaneBTUuHH MOKAZAHUA

Vautumonon 0,5% ce M3M0ON3Ba 33 NEYEHHE Ha TIOBHIIEHO BETPEOMHO HansraHe. Ha mbpeo MACTO Ca
CTyYaW HA MLPBHYHA WM BTOPHYHA [ayKOMa M HAKOM cayyad, HEBIMAELIM C€ OT Apyr BHI
ME/JIMKAMEHTO3HO JIEUEHHE.
JlekapcTREHHAT MPOAYKT MOXE [a CE WM3NO/N3Ba M KATo JAONBIHHTEIHO CPEACTBO KbM ApYyru
AHTHUITIAYKOMHH JICKapCTBA.

4.2, To3HpoBKA H HAYHH HA NPHIOKEHHE

,ﬂommm(a

Bwipacmnu:

TpeumMsHata AO3HPOBKa W MNPOALIKHTETHOCT HA JICUSHHETO BHHArH C€ ONPEACIAT OT JeKap.
O6HKHOBEHO ce npuaara | kanka B KOHIOHKTHBanHarTa Topbu4ka ABa MbTH AHEBHO. [Ipernopbupa ce
NOAIBMKAHE HA PSAOBHM HHTEPBANK MKy OTAeNHuTe amnukaumu (12 vaca). Jlosara Moxe ma ce
KOPHTEpa B 3aBHCHMoCT oT edexrta. Clied MOCTMraHe Ha JenaHus edekT H CTabHIM3HpaHe Ha
BETPEOUHOTO HAAATAHE, 103aTa MOXKC 3 C€ HAMANH HA CAH& KAka MPHACKEHA eIMH MBT JHCBHO,
PENOBHO MO €1HO M CLIIO BpeMe. B cyyail, e BbTPEOYHOTO HANAraHE HE CC HAMAINBA B JOCTATEYHA
CTeneH OT MpHnaraHero Ha Yeurumonon 0,5%, To3M NMEKapeTBEH MPOAYKT MOMe YCRENHO ja Ce
KOMOHHUpAa ¢ JPYrH AHTHIJIAYKOMHM Tpenapaty oT APYTH (apMakoAHHAMWMHM IpYTH, Hanp.
NWIOKaPHH, JHNUBeGPUH WIN KapboaHXuApasHH HEXHOWTOPH.

Mpunarasero ga Yuuramonon 0,5% e npeHazHaueHo 33 MPOABLIDKUTENHO NEUEHHE,

Topanu OTFOROPA HAa OKOTO JICUEHMETO € BB3MOKHA TPOMAHA Ha Tepamusta ¢ P-Guokeph.
Heo0XoauMo ¢ penoBHO CISAeHe Ha BYTPEOYHOTO HANATAHE H ChCTOAHHETO HA KOPHEATA.

Heduampuuna nonyaayua:

YnoTpebara na Yaurumonon 0,5% e NpoTHBonokasaHa NpH JElla Ha B13pacT A0 | roarHa (Bx. TOUKa
4.3).

TpunoxkeHHeTo U A03IAPOBKATA NpH Aeua oT 1 1o 8 roaMiuHa BE3pacT Tpadea Aa Opac nNpeanycaHa ot

PBKOBOICTBO B 0(1)'[‘aJIMOJ'lOl"l/I‘-IHO OTOCTICHHE.

HayuH Ha OpHioKeHHe: OYHO TNIPHNOXKEHHE




VkazaHud 3a ynotpeda 1 MpuIoKeHHE Ha JIEKAPCTBEHUA MPOLYKT.

Crien 0TBapsHe HA ONAKOBKATA JIEKAPCTBEHUAT NPOLYKT € roToBO 3a ynorpeba. [MauneHTsT Tpabsa 1a
OTBHHTH MPENNA3HOTO Karaue, JIEKO Ce HaKJIOHABA M [Oriexkaa KbM TaBana. CleR T0Ba MauHEHTHT
ofpbilia GyTHIKaTa OGPaTHO M C JICKO HATMCKAHE HA [UIACTMACOBATA OYTHIKA TOW/TA MOCTABAT
npeanHcanus Opoil Kalky B KOHIOKTHBaNHAaTa Topbuuka. [IpH HAKANBAHETO KPa’T HA KaNKoOMEpa He
TpaGEa 12 NOKOCEA OKOTO /M Kienauya, 3a 1a ce H30erHe 3aMbpcsBane Ha kankure. Hakpad kanaierto
¢ HeoOXOZMMO Jla ce 3aBMHTM OOpATHO, 3a MPEANa3BaHe OT €BEHTYANHO 3aMbpcsasane. Byrtunkara
TpaOBa na ce ChXPaHABa BLE BEPTHKAIHO TIONOKEHHE,

[py MPUTHCKAHE HA HOCHO-CHOBMA KAHAT WM 3aTBAPAHE HA KIENaYUTe 33 2-3 MHHYTH Ce HaMaIAsa
cHcTeMHaTa afcopbuma. Tosa MOke Aa A0BEAE 10 HAMANABAHE HA CHCTEMHHTE HEXENAHH PEAKLHM 1
[IOBHILABAHE HA JIOKATHATA AaKTHBHOCT.

KouTakTnuTe Jeiny TpAadea Aa ce MaxaT [penu yrnoTpebara Ha OYHHTE KankH; JELHTe MOrar Aa ce
MOCTABAT OTHOBO 20 MHHYTH Cr€l JEUEHUETO.

AKO Ce W3MON3Ba TMOBEYE OT €IHH OYEH JEeKapCTBeH NPOLYKT, HHTEPBANLT MEKIY MPHIMKEHHE Ha
nekapcreara TpaGea Aa Gwae HaH-ManKo 5 MHHYTH.

4.3. IlpoTHBONOKAZAHNSA

CBpBXUYBCTBHTETHOCT KbM GKTUBHOTO BELIECTBO HIH HAKOE OT TOMOLUHMTE BELIECTBA H3GPOCHH B
ToyKka H.1.

HucTpoduuHM NMPOMEHH B KOPHEATE.

PeakTHEHO 3a60NABAHE HA AHXATENHWTE MLTHINA, BKIIOUHTEIHO GPOHXHATHA 4CTMA HITH AHAMHE3A 33
GpPOHXHATTHA ACTMA, TEXKH XPOHHYHH OBCTPyKTHBHE Oenoapobun 3a60nABaHus.

CunycoBa GpamukapiAMs, CHHAPOM Ha GonHHA cuHYC, arpHoBeHTpukyJapex Omok II w HI crenen,
HEKOHTPOAMPaH ¢ KAPAHOCTHMYATOP, H3pa3eHa ChPICUHa HEAOCTATHYHOCT, KAPAUOTCHEH HIOK.
Yurramonos §,5% kankd 3a ouM, pasTBop He TpabBa na ce Ipujiara npu Jena no €1Ha roAdIlHa
BBIPACT.

3a ynoTpe6ara Ha JlekapcTBeHUs NPOLYKT NpPH JIEla Ha Bb3pacT MeXAY | u 8 roanHH, KakTo W 3a
KEHU [0 Bpeme Ha OpPeMEHHOCTTA MMM KbpMEHETO, TpAbBa fa ¢a HANHLE COELUMANHH CEPHO3IHH
NPHYHHH.

4.4. CnenmanHH npeaynpexaeHust H MPeANasHH MEPIH NpH ynoTpeba

MNpeau 3anousaHe Ha neveHWerTe Tpabpa Aa ce ONpenenH OOIIOTO 31PAaBOCIOBHO CBCTOSAHME HA
naupenTa (NpefM BCHYKO NO OTHOLICHHME HA CHPASYHM 3ab0ngRaHdd), a MO BPEME HA JIEYEHHETO
TpabBa pENOBHO Aa Ce MPOCIEAABAT BLTPEOHHOTO HAMATAHE H ChCTOSHHETO HA KOPHEATA.
Heduampuuna nonynayus.

[punokeHHe NpH MANKK A€UA CC MPENIOPELYBA CAMO MO CICLHATHO PHKOBOACTBO Ha ofrranmonor B
o(GTATMONOTMYHO OTAENEHHE W BHHMATEIHA NPELEHKA HA BEPOATHHTE [ION3¥ M MOTEHUMANHH
PHCKOBe, OGHKHOBEHO 3a KPAaThK nepuol or Bpeme. Heobxoaumo e npuiarane Ha HaR-HUCKATa 1033,
4 Taka CHUIO W CJIEAcHe (and Iie ce TOABAT NpU3HALM Ha GnoxkupaHe Ha GeTa-a/peHepruHHTE
PeLenTopH.

THUMONON, KAKTO 1 JIPYTHTE NOKANHO NpHaarald o TATMONOTHIHH areHTH C¢ Pe3opOHpa CHCTEMHO.
Mopanu GeTa-aApeHEeprHuHMs KOMIIOHEHT Ha THMONON MOXe fa BL3HWUKHAT CBHUIMTE BHIOBE
ChPIEYHOCHIOBH, GenogpobHu K APYFH HeXenaHd Peakuds HabnoJaBaHH NPH HM3TIOI3BAHETO HA
cuCTeMHH BeTa-aapeHepryuHy Gnokupaiy areHTd. HecToTara Ha CHCTEMHH HEXeNaHH PEaKuUH CIe/
NOKANTHO OUHO MPHJIOKEHHE € TO-HUCKA OT Ta3H MPH CHCTEMHO MDHAOKEHHE. 38 HaMandBaue Ha
CHCTEMHaTa pe3opbuus Bx. 4.2.

ChpaeuHy HapyIISHHA:
[1py nauueHTH Cbe ChPACYHO-CHAOBY 3a00MABaHUA (HAIp. KOPOHAPHA ChPAEUHA GOJIECT, AHTHHA HA

Prinzmetal W CLpA€4YHA HEMOCTATHYHOCT) H XUIOTOHNS, TpA0Ba KNTHHNYHO 13 C€ NPELEHU IEUCHUETO C
GeTa-6nokepy U 1a ce WMa NPEIBMI TEPanug ¢ APYTH aKTHBHH BeulecTBa. [larneHTiEe -
cenosu 3abonaBaHus TpaOBa na Obaar HaOnwoAaBaHd 3a NpPU3HALKW Ha B 7
3aD0IBaHIA 1 33 HOKEIAHW PeaKlni.




[Topaay HEraTHBHUS ePEKT BEPXY BPEMETO HA NPOBOAMMOCT, Oera Gokepure TpabBa aa ce npunarar
BHHMATEIHO NPH HAlHEHTH ¢ MbPBA CTENIEH Ha chpaedecH Onok.

ChbII0BH HapylIeHHA:

TIpy NaUHEeHTH C TEXKH NepudepHH HApYLIeHH:A/3a0014BaHus HA KPbBOOOPAIIEHHETO (HAND. TEXKH
dopmu Ha Gonect Ha Raynaud mnm cuHapom Ha Raynaud) neuenwero TpAadBa Ia ce [POBEKIA
BHHMATECITHO,

PecimpaTopHy HapyIIEHHA:

Cpo0maBa ce 3a PECNUPATOPHH PEAKIMK, BKIIOUHTETHO CMBPT AbJKAILA Ce HA OPOHXOCNA3bM, MpH
NAUKYEHTH ¢ 4CTMA CIIC NPUIAraHe Ha HAKOH 04HH OeTa-GloKepH.

Yauramonon 0,5% TpaGpa Aa ce NpHiara BHMMATENIHO IpH GOMHM ¢ JieKa/yMepeHa XPOHHHYHA
oficTpykTHBHA Genoapodua Gonect (XOBB) u camo B ciiyuail, Ye eBEHTYIHATA MON3a NPEBHIIABA
HOTSHUKATHHA PUCK.

Xunornukemus/gHaber:

Bera-Gnokepure TpaOBa aa ¢€ MPUIATaT BHUMATEIHO Npy GONIHY CBC CIIOHTAHHA XUNOTTHUKEMHA HIH
OalHeHTH ¢ HectabuneH amaber, Teil karo Oera-OnoxepuTe MOXE Ja 3aMBIIAT [PHIHALIMTE H
CHMITTOMMTE H2 OCTPA XHIIOTHKEMHA,

Bera-Gnoxepure Guxa MO CHILO TaKa Ja 3aMaCKHPAT NPH3HALKTE HA XMIOTHPEOHAHIBM.

3afonaBaHKA Ha POrOBHLATA:
Ounute GeTa-GnoKepH Moske Ja NMPEAM3BUKAT CyxoTa Ha ounte. Jledenuero Tpabsa Aa ce MpoBexkaad
BHUMATEIHO NPH NAUKEHTH ChC 3a00NABAHHA HA POrOBHLIATA.

Opyru Geta-Gnoxepu:

EdexThT Mo OTHOWIEHHE HA BLTPCOYHOTO HANATAHE WM M3BECTHHTE €EKTM HA CHCTeMHaTa Gera-
OI0KaAa MOKE A4 Ce TIOTEHUMPAT MpH NPWIAraHe Ha THMOJION NpW HALMEHTH, KOHTO BEYE MPUEMAT
cHcTeMeH Oera-Gnokupami areHT. OTrOBOPLT NpM Te3M NaukeHTH TPiAOBa BHHMATENHO ja ce
naGmoznapa. He ce npenoppusa ynotpe6ara Ha aBa nokanHu Hera-6rokepa(ex. Touka 4.5).

AHadmTaKTHYHY peakliuH:

Jokaro npuemar Gera-GHOKepH, € Bb3MOKHO INALMEHTHTE C aHAMHE3A 34 aTOMHA WM TEXKA
aHaduNaKTH4HA peakums KbM pa3sHOoOpasHH anepreHH aa GbAar ¢ NO-rojfiAMa peakTHBHOCT IIpH
TIOBTOPEH KOHTAKT ¢ NOACOHH ANepreHH M HEOTTOBAPAILM Ha 0Ouuaiinara 103a aNpeHanHH H3Mo3BaH
34 ICUCHHE HA aHAhHMNAKTHYHY DEaKLInH,

OTneneade Ha XOPOHAEATA,
Hma C’I:Oﬁlll.&l-lﬂﬂ 33 OTJALIIBAHE HA XOopouaeaTa npu npnﬂaral-le Ha BOJHO cyl‘lpCCHBHO JEUCHHC (Hal'[p.

TUMOIIO/I, ALETa30AaMHI) ciel QHITPAlMOHHY TIPOLIEAYPH.

AHecTesHs TPy ONepaTHBHU WHTEPBEHIIHH:

B-GnokupaiiuTe O(TAIMOIOTMYHM TIPENapaTd Moxe A3 OIOKMPAaT CHCTEMHHMTE [B-arOHHCTHYHHM
edeKTH, HaNp, HA aapeHanrHa. AHECTE3HONOrbT TpabBa fa Obae YBEIOMEH, KOTATO HA MALMEHTA ce
TipHJIara THMONOM.

OCHOBHOTO JIGYEHHE € HACOMCHO KBM OTBApAHE Ha OYHUA BIbI NPH (ONHH CBC 3AKPHTOBILIHA
rnaykoMa. ToBa M3HCKBAa CBHKPALIABAHE HA 3EHMLIATA ¢ MHOTMUM. THMOJON NIPUTEKABA MATKO HIH
NPaKTHYeCKH HUKAKBO BIMAHME BbpXy 3eHHL@ra. I10 Tasd MpHYHHA, B Cilyd4ail, 4e YHHTHMONON
0,25% win Yuurumonon 0,5% ce W3Moi3Ba 3a HAMAABAHE HA BLTPEOUHOTO HATATAHE NpH GOIHK Che
3aKPMTOBLMBIHA IJIAyKoMa, ToBa TpAbBa Oa CTaHe BMHArKM B KOMOMHAUMS € MHOTHUM M_HHKOTra
€aMOCTOATENHO. _/’/ s
IMauueHTsT He Tpalea a HOCH MEKH KOHTAKTHH JElWIM €AHOBPEMEHHO ¢

JeKApCTBEHHA MPoAyKT. [To Bpeme Ha JeueHHeTo He TPsbBa, Mo BE3IMONKHOCT,




TBBPAM KOHTAKTHH NEUIH HIH Ja C& CBAIAT NpelH NPHIATaHETO HA AEKApCTBEHHMA MPOAYKT H Aa ¢
CITOMA OTHORQ Hait-paHo cneft 20 MHHYTH,

4.5. BaanmoaeiicTBHE ¢ APYr# JeKApCTBEHH NPOAYKTH H APYIH ¢OpMH HA B3aHMOIEHCTBHA

He ca nposexgaHn MpOYHBaHUA NO OTHOILSHHE HA B3aHMOASHCTBAATA.

Vautumonon 0,5% Kanku 3a 04y, pasTBOP Moxe Aa ce KOMOMHHPA ¢ ApyTH eKapcTBeHH NPOAYKTH 33
JIeueHKeTo Ha Taykoma. HamangasaHeTo Ha BETPEOYHOTO HANATAHE Clie] NPHIOHEHHE Ha THMOJION C¢
NOBHUIARA CNIE] NpHNAraHe Ha enuHedpuH uan aunueepduH, kapGoaHXMAPA3HH HHXUOMTOPH WIH
MHIOKApNUH 10X (OpMAa HA O4HM KankW. EJHOBpeMECHHOTO npuiaraHe H& eNWHE(PHH MM
avnusepduE MOXKE A3 NPEAN3BUKA MIAPHASA (MEPCHCTHPAHE HA CUMNATOMHMETHYHIA Q-e(exT).
Hanume e mnoTeHuman 3a fo0aBbuHd eheKTH, KOUTO BOUAT /10 XUNOTOHMA W/WIM u3paseHa
GpanMKapAKMs PH SAHOBPEMEHHO MPUAATaHe Ha OYHMs pa3TBOp Ha GeTa-Grokep ¢ OpanHy GIOKepH Ha
KAUILHEBHA KaHal, Oera-aapeHepruyHy ONOKHpalyy AareHTH, AHTHAPHTMHUM  (BKIIFOUMTETHO
aMHOZAPOH), AMTHTANHCOBH [ITIOKO3WIH, TTAPACHMITATHKOMUMETHLH, XHHHIHH.

Cpboblaea ce 3a noTeHuupana 6era-6nokana (Hanp. 3abaBsHe Ha ChpIeYHATa HECTOTA, AENPECKHA) IPH
KOMGHHHpaHO neucHie Ha Tumonon ¢ CYP2D6 wuHxuOuTOpH (Hanp. XMHHIMH, QAyOKCETHH,
NapOKCETHH).

3a NpenoTBpaTABAHE Ha NPEKIEBPEMEHHOTO MEXZHAYHO OTMHBAHE Ha AKTHBHOTO BEIIECTBO ©
HEOOXOIMMO A2 MMA [IOHE 5 MUHYTEH WHTEPBAN CIej WNH NPeoy MpHIaraHeTe Ha pasnuiHH O4HH
KanKu.

4.6. MepTHAHTET, GPEMEHHOCT H KhpMEHE

EpeMeHHOCT:
Hsma nocTaThyHo AaHHY 3a YIoTpefiaTa Ha THMONON npu OpeMeHHH XKeHH, THMOIIOI He Tpa6Ba fa ce

yrotpebsaBa Mo BpeMe Ha GPEMEHHOCT OCBEH AKO HAHCTHHA € HeoOX0IUMO.

34 HAMAIABAHE Ha CHCTEMHATA pezopOuna Bx. 4.2,

TIpH eNMAEMHOIOTHYHHTE TIPOYYBAHMA HE €4 YCTaHoBeHH ManhopMaTHBHH edekTH, HO e oTDenA3aH
pHCK OT 3a0aBAHe HA BETPEMATOYHHA DAcTeX [PH OPAlHO TpHNOXeHue Ha Gera-Ouokepn. OcBeH
TOBA, NpH HOBOPOJEHM ca HaGMIOJABAHH TNpH3HALM M CMMNToMH Ha OGera-Giokaga (Hanp.
GpaIMKapOHA, XHHOTOHHA, PECMMPATOPEH AMCTPEC H XHMOTIMKEMMS) NMpH npuiarane Ha GeTa-
Gnokepu a0 paxaanero. [Ipu npmrarane Ha Yautumonon 0,5% 10 paknaHero, HOBOpoaeHHTe TpAGBA
aa 6'b,I[aT BHHAMATCIHO HaGJTIOJ],aBaHH Ip€3 NbPBHTE HAKON KO AHH.

KnpMeHe:
Bera-GiokepuTe ¢e M3NBHBAT B MAuMHOTO MIAKO. BBIpexd TOBa, IpY NPUIAraHe Ha TCPaNeBTHYHH

N03H THMONOA B OYHWTE KAOKH € MANKO BepoATHO B MAHUHHOTO MAAKC /[d MMAa AOCTaTeYHH
KOIMMECTRA, 33 [a NPESAM3BMKAT KNUHUYHU camnTomMu Ha Beta-OGnokana npu febero. 3a Hamanasane
Ha cucreMHara abcopbuni Bk, 4.2,

depruuTeT:
[IpyM HPOYuBAHMA TPH ONMTHH XXMBOTHM HE €4 YCTAHOBEGHM HEXENAHW edexTH Mo OTHOLICHHE HA

penponyKTUBHaTa GyHKLMA W QEPTITUTETA NPH NTPHJIAraHe Ha OPanHy 034 THMOJION NPEBHLIABAMIH
103aTa COUKHOBEHO M310T3BAHE [IPH XOPA.

4.7. EdrexTH BLpXY cnocofHocTTa 32 wiodupane H padoTa ¢ MAMKHH

VuurnaMonon 0,5% HMa MHHMMAIHO BIAHAHHE BLPXY CMOCOGHOCTTA 3a wodupawe u pabora ©
MAaLIHHM.

JIeKapCTBEHHAT TPOAYKT MOXE [Aa HAManu OCTpOTara Ha 3peHHero, Taka 4€ fAa OKawe
HEGNArONPUATHO BIMAHHE BLPXY BBIMOMHOCTTA 3a pearupaHe TNpH yNpabBleHHE
[IPEBO3HH CPEACTBA, MAIUMHM WMH TNPH W3BLPUIBAHE HA APYFH DHCKOBH ACH
NOBHIICHA KOHUCHTPAUHA H KOOPAHHALMA Ha ABHXEHHATA,




KpaTkoTpaitHo 3aMBIisBaHe Ha 3PEHHETO MOXKE Ja BB3HUKHE HEMOCDPENCTBEHO CNEN MOCTABAHE Ha
NPONYKTA, KOETO Aa MMa HE(UIArONPHATHO BIHAHHE BBLPXY CIOCOGHOCTTA 32 YNpPaBIeHHE HA MOTOPHH
npeBo3HM cpencTBa HnM pabora ¢ mawmnu. [lo Tasu NpuuuHa, Tesd AeiiHOCTH Tpabea na ce
U3BBPILLIBAT He NO-pano oT 20 MEHYTH CEl NOCTABAHE HA JIEKAPCTBEHHA IPOAYKT.

4.8. Hexke1aHH JIEKAPCTBEHH peakUHH

Tumonon, KakTO ¥ APYrH JOKATHO NpuiaraHy o{TaiMoforuuHd J1eKapcTBEeHH MPONYKTH CE
abcopbupa B CHCTEMHOTO KpbBooOpauienne. ToBa MOXKe [a NPEIU3BHKA CXOMHH HEKENaHu peakuii
HabIOMaBaHN TIPH CHCTEMHH OeTa-aapeHeprHyHd Gnokwpamy arentu. Yecrorara Ha CHCTEMHH
HeXKeaHK PeAKLEH Cle JIOKAIHO O4HO NPHAOKEHHE € M0-HHCKA OT Ta3H [IPH CHCTEMHO [IPHIOKEHUE.
H36poeHuTe HeweNaHu peakiMy BKIIOYBAT PEakiih, KOHTO ca HabNIOAABAHH B IPYNATa HA OYHHTE
fera-bnokepil.

O6uxsoseHo Yuurumonon 0,5% ce moHacs MHoOro gobpe.

HexeNaHHTe REKAPCTBEHH PeakUMH Ca PA3NPEALIEHH 110 YECTOTA B 3aBUCUMOCT OT Opos Ha ClIyHaHTe,
IIPH KOHTO CE TIPOABABAT KAKTQ CIeABa:

MHoro Yectu (> 1/10),

yeeti (= 1/100 go <1/10),

Hewectd (> 1/1000 no <1/100),

penky (= 1/10,000 no < 1/1,000),

muoro penxu (< 1/1 000): ¥ ¢ HEH3BeCTHA 4ECTOTA (YECTOTATA HE MOXKE 1a C¢ ONpCACnH OT
HATHYHUTE KAHHK).

HabmonaBaHy ca HexelaHH peakudd NpH NpunaraHe Ha ouHd Gera Gnokepu M Guxa MOMH
EBEHTYAIHO Jja BB3HHKHAT NPH ynoTpeda va Yautumonoi 0,5%.

Hapyuwtenus Ha UMYHHAMA CUCTREMA.!
Penku: CHCTEMHM anepruyHd PEAKIHH BKIIOHHTEHO aHTHOSAEM, YPTHKAapHs, JOKalHsMpaH H
redHepain3upan 00puB, copbex, aHadhHNaKTHYHA peaKLns.

Heuxuunu napyiuenus.
Heuectu: Jenpecus
Penxu: BeachHue, komMapH, 3ary0a Ha naMerra.

Hapyutenus na Hepsnama cucmema:

Yeerw: Tnasobonue

Heuectu: 3aMasHOCT, CUHKON,

Penku: Mo3buHO-CHIOB HHUMAEHT, MO3IbYHA HMCXEMHA, YCHIBAHE HA [pPU3IHANE M CHMAOTOMH HA
MUACTEHUA TPABUC, IAPSCTEIUM,

Ounu Hapyulenua:

Yecry: IMpusHaiy W CUMIITOMH H3 OPa3HEHE HA ouuTe (HAmp. MapeHe, CMBISHE, cbpbek, chileHe,
3ayeppaBaHe), OnedapHT, KEPATHT, HAMANABAHE YYBCTBHTENHOCTIA HA POTOBHLUATA, CYXOTa B O1HTE.
HeuecTH: 3aMBIrIIEHO 3peHHE, ITO3d, THIIOMMA.

Penku: OTnempaHe Ha XOpoMZesTa ciel (MITPAUMOHHA ONICPATMRHA MHTepBeHUMA (k. 4.4.
CrelManiny npelynpekacHus 1 NPeAna3ny MEPKH Npn ynotpeGa), epo3ui Ha POTOBULIATA.

Cnyuau Ha KanuudHKauys Ha PpOroBHLUATA ¢a ChoOIIaBAHN MHOTO PSAKO BBE BPB3Ka ¢
yrnorpebara Ha GocdaT-chIBPKALM KATKH 33 O4H TIPH HAKOH MAllHEHTH CBC 3HAYMTEITHO
YBpexaaHe Ha pOroBHIATA.

Copoeunu Hapyuienua:
Heuecrn: bpaguxapaus




Peaxu: Bonka B TbpauTe, NANMUTALHM, OTOK, APHTMHS, KOHI€CTHBHA CHpIEYHA HENOCTATRYHOCT,
aTpHO-BEHTPHKYNApeH B10K, ChpASUYEH apecT, ChpAeYHa HEAOCTATBYHOCT.

Culosu Hapyuenus:
Penku: Xunotouua, hesomed Ha Raynaud, cTyeHH ropHK W 10IHH KPaRHHLH.

Pecnupamopnu, spvonu u Meduacmenaniy HAPYUIEHu.
Penku: BpoHxocma3zbm (TIpeIMMHO NpH malMenTw ¢ npeamectsausa OponxocnacTHuha Gonect),
JMCITHER.

CmoMauwiio — YpesHt HAPVILEH UL

Mpuoro yectn: [IpoMaHa Ha BKyCa

Heuecru: Fagene, nucnencus.

Peaxu: Tnapus, cyxoTa B yeTaTa, 00NKa B KOPEMA, TTOBPBILAHE.

Hapyuenus na xodcama 4 ROOKOIHCHUME MbKARY.
Peaku: aoneuus, ncopuasodopmed 06pHB UM 0GOCTPAHE HA MCOPHA3NC, KOKEH 0OPHB

Hapywenua na MyCKYaIHO-CKeAeMHANA CUCIEMA U CHeQUHUMENHAMA TbKAat!
Penku: Muanrus, CHCTEMEH NyMNyC epUTEMATO3YC.

Hapyuenus na penpodysmueHama cuchmema 4 MAgUHUMe JCne3su.
Penku: Hapyluenne va cekcyanHata QyHKLUES, HAMATEHO THORI0.

Obugu HAPYULENTUA 1t HAPVIHEHUS HA MACMOMO HQ RPWIONCEHUE.
Heuectn: AcreHns/yMopa.

Cpo0inasaHe Ha IOAO3HPAHH HEMKENAHHM PEaKLAH
ChoBIABAHETO HA IOJO3HPAHH HEXKENAHH PeaKIMU Ciell pa3pellaBane 3a ynoTpeba Ha IekapcTBeHMA

npoay«T e BaxHo. ToBa NO3BONABA 12 TIPOABIKY HAGNIOACHUCTO HA CLOTHOIIEHHETO MON3a/PHCK 33
NeKapcTBeHUA OpOAYKT. OT MeIHLHHCKHTE CHELUMAIMCTM Ce H3MCKBA Jia ChOOWIABAT BCAKa
[I0A03MPAHA HEXKENAHa PEAKLIHA upe3 '
HanbnHuTenHa areHIMA [o JIeKapCTBaTa:

vi. JHaman Dpyes™ Mo §

1303 Cous

Ten.: +359 28903417

yebeaiit: www.bda.bg

4.9. [Ipeno3upane

Opanewre 103H HA TuMONON Npn Gonnu ¢ WApKynaropHy 3abonssanna ca 10 no 30 mg, npreTu nBa
BTH AHerHO. EaHH hnakoH oT kankuTe 3a oud YHutuMonon 0,5% pasTeop Chibpia 50 mg THMOJION.
TTpH npaBwiHO NpHAaraHe He € 0TOENA3aHO NPeao3UpaHe Ha JIeKapCTBeHHA POAYKT.

WHLKAEHTHOTO TIPENO3MPAHE MPHYMHABA XHIOTOHMA, 3HauMTenHa Opajgukapmud, CchpaeyHa
HEJOCTATHYHOCT A0 OCTPA ChPAEYHA CabOCT, AUXATENHH CMyLUeHHs, OPOHXOCNA3bM, IPOMEHH B
CB3HAHHETO W TCHEPATHIMPAHH FHPUOBE.

Jevenue npu UHMOKCUKQYHA.
TpsaGBa PENOBHO 4 CE CNEAST OCHOBHUTE KU3HEHH (YMKUMM ¥ TIDH HEOOX0OMMOCT Ia cé BieMmar
HeoOX0JUMHTE MEPKH.

Kato (apMakoTepania MOTaT 1a Ce B3N0N3EAT HHTPABEHO3HO:

AtpomnnH cynpar B ao3a 0.5 — 2 mg 3a npean3BUKBaHe Ha BaTycoBa Onokajta.
Iniokaros, B HayanHa ao3a 1-10 mg BeHO3HO, CNel KOeTO Aa Ce NPOALKH © alLIHE)
2-2.5 mg/uac non dopmara Ha NPOABLNKHTENHA HHDYIHA. /




B-~CHMMATHKOMMMETHIIM (Hanp. A00YTAMHH, H3ONPEHATHH, OPUHIPEHATHH) WIM AOPH eNHHEPPHH, B
3aBHCHMOCT OT CTETICHTA HA HHTOKCHKALHA H TENECHOTO TEro.

Bera-cuMnaTHKkoMHaMeTHnn o4 dopMmara Ha aepo3os HIH HHTPABEHO3HO — B CNyYad Ha
OpoHXxocnasbM.

AMIHOOUIRE Npy GPOHXOCTIAZbM.

Ipwn Tewka Gpanukapams, KOATO HE c€ MOBIHABA OT (apMAKOTEpanuATa, MOXKe Ja ce UMa NpeJBHl
H3II0NI3BAHE HA TPAHCBEHO3EH KAPOUOCTHMYIATOP.

[ipy criasmu ce npenopsyea 6aBHO UHTPABCHOZHO MHAEKTHPAHE HA IHA3CnaM.

5, GAPMAKOJOIMYHN CBOHCTBA
5.1. dapMakoauHaAMHAYHE CBOiicTBA

dapmaxoTepanepTHuna rpyna: OHTanMONOTHHHE AHTHIIAYKOMHY NpenapaTy
ATC xoa: SO1EDO1

Mexanuinm Ha peicTemne:

AKTHBHATA CBHCTABKA THMONON € HECEIEKTHBEH P-CHMNATHKONUTHK 0€3 CneuHanHa aroHHCrH4YHa
AKTHBMOCT (Hanp. 6e3 MPUCHINA CHMIBTUKOMUMETHYHA aKTHBHOCT, ISA unu VSA).Toil Gnokupa Br-
peLenTopiTe (HanpuMep B CHPUETO), 4 TAKa ChINo W By-peuentophre (Hanp. B OPOHXHTE H MATKATA),
Taka 4e CUCTEMHUTE eleKTH HA TUMONOR €& NPOARABAT NOCPEACTBOM [IOTUCKAHE HA CTUMYNNPRWKTE
eteKxTH Ha KATEXONAMHHUTE BBPXY CHPLETO, 3a0aBAHE HA ChpACTHATA NPOBOAUMOCT, Bpanukapand u
HaMansBaHe HA TYJICOBMA 00EM, 4 TAKa CBIUQ HPE3 MOTHCKAHE HA SHEKTUTE HA KATEXONAMHHKTE
BBPXY [NIanKaTa GPOHXHANHA MYCKYJaTypa 4pes TAXHATa OPOHXOKOHCTPHKUHA. THMONON noHMKaBa
BBTPEOYMHOTO HANArAHE YPe3 HAManseane 00pasyBaHETO HA TEUHOCT B PECHUYECTOTO TANO.

Dapmarodunamuynu edexmu.

Edhexmu evpxy oxomo:

Tumonon mof $hopMaTa Ha KankH 3a 0YH HAMAIABA HOPMATHOTO H NOBULICHO BBHTPEOMHO HATArAHE.
TOMHMAT MEXaHW3bM Ha TO3H eeKT He € LOCTATBUHO m3dcHeH. DiyOPECUEHTHHTE M TOHOTPaekH
M3CTeABaAHHS IIOKA3BAT, Ye TOBA HAH-BEPOATHO Ce ABDKM Ha HaMaliBaHE Ha 00pa3yBaHeTo Ha
BETPEOYHA TEYHOCT M JEKOTO NoAoOpABaHe Ha HEHHMA APEHAK, KOETO JONpHHAcs 3a ciabo
NOHMKABAHE HA BETPEOYHOTO HauaraHe, HamanasaHeTo Ha BBTPEOYHOTO HALATAHE CE OCBUISCTBABA
63 CBLUIECTBEHO TIOBIMABAHE HA AKOMOAALMATA WITH INHPOUHHATA HA 3eHHUATA.

KaKkTo ¥ Npy ZPYrHTE JeKapCTBEHH IIPOAYKTH HAMaJIABallK BbTPEOUHOTO HAATAHE, TePANCBTHIHHAT
e)eKT Ha TUMOJION, B HAKOH CNyHaH, c/iel MPOABIDKHTENHO IPHIOKEHHE, OaBHO HAMANABA.
Bucko3urersT Ha YHuTaMonon 0,5% € HADOYHO MOBMLLIEH C OMIEN PALMOHANHO TIPHIOKEHNE, Thi
KATO CNEH aiUIHKALMSA HA BOJEH PA3TBOP B KOHIOHKTHBANHATA TOpOHUIKaA, KOATO MOXKE A IpHeMa camo
okono 1/5 or enHa kamka, kaTe [MO-rOAAMATa 4acT OT pa3TBopa Obp30 C& SAMMHHMpa OT OKOTO 3a
KpaTko BpeMe. [10BHINABAHETO HA BUCKO3HTETA 4pe3 100ABIHETO Ha (papMaKONOrMYHO HHINQEPEHTHO
MOMOIIMO BELIECTBO — XHIPOMENO3a, YIOBIKABA HATMYMETO HA THMONON B KOHIOHKTHBATHAaTa
TOPGHYKA, KOHTAKTHT C OYHATA MOBBPXHOCT, Y/IeCHABa abcopbimATa U GnaronpHaTcTea edekra Ha
nekapcTBeHua NpoaykT. [To-BUCKO3HMAT PasTEOP HAMalABa OYHOTO LAPA3HEHE H CHJIICHETO, KATO MO
TO3U HauHH 3aasA papeskAaHeTo Ha MEAMKaMeHTa M AONPHHACA 33 No-100pa MOHOCHMOCT KbM
NCKAPCTBEHHA TPOAYKT. HanvuHeTo Ha XHIPOMENo3a ocurypaBa no-100pa 3aliura cnpaMo nospara
HA HexenaHM edeKTH Ha BOLHHA pasTBOP HA THMONON MO OTHOLUEHHE Ha OYHATA MOBBLPXHOCT, NO-
CreLHaIHO CNPAMO KOPDHEATA.

5.2. @apMaKOKHHETHYHM CBOHCTBA

Abcoplius
TUMOJION MIPOHHUKBA JECHO Npe3 KopHeATa. EQeKThT BLPXY BETPECOYHOTO HANATAHE

10 20 MUHYTH ClIe] MPUIEraHe B KOHIOHKTUBATHATA TOpOH4Ka. MakcuMancH ed
yaca. MispazeHo NOHMkaBaHe HA BETPECOYHOTO HAATAHE CE OTOENA3BA B MPOIBINKE



Cnel noKalHO TIPWIOKEHHE B KOHIOHKTMBalHata TopOudka, Tumonon ce aGcopbupa B
KpBBOOOPALIEHHETO MPe3 KOHIOHKTHBATHATA X HOCHA JIMMABHUK, HO BHIPEKH TOBA MPH TPHAAraHe Ha
NPENoPLYMTETHM EIMHHUHM, KAKTO U NIPH NPOIBDKATENHA ynoTpeba, 00HKHOBEHO HE C& YCTaHOBSABAT
KPBBHE HUBA (T.€. He ce AocTHraT 2 ng/ml).

Pasnpenencune
Cnen npuiarane Ha 2 kanku THMos1oa 0,5% npy Xopa, KOHLEHTPALMATA Ha BEWECTBOTO HBB BOIHATA

teunoct el,5 ng/ml go 1-2 yaca u Hamaaea so 0,01 ng/ml ¢nen 7 yaca.

Buorpancdopmanus

TTORYKMBOTHT 1Ha THMOJION B TUIA3MATa € OKOJO 6 uaca. Tumonon o METabONM3INPa KCTEHINBHO B
4epHUA aApod.

EnuMuHanns
MeTabonnTHTE CE H3MBUBAT ¢ YPHHATA 32€AHO € ONPEJLICHO KOMWYECTBO HENPOMEHSH THMONOI.

5.3. NpeaxknuHpIHM JAHHH 33 GeaonacHoCT

a) OcTpa TOKCHUHOCT
CroiiHocTH 33 LDsg Ha TuMoa0n OMIUM ofipenencHH NpH KEHCKH MTbX0BE U MHILKH. 3a muky Ouna
OT4ETeHA 0CTPA OPATHA TOKCHUHA 1033 oT 1190 mg/kg , a 33 rrsxose - 900 mg/kg.

6) XpoHHYHA TOKCHIHOCT

[Ipy ABATOTPANHHH OPOYYBAHHE C OpaneH TpPHEM Ha BHCOKM J03M THMOJZON Majear TpH ILThXOBE H
Ky4eTa, He GHIHM OT4eTeHH CTpaHW4HH edekTH, ocBeH OpairkapAud W yBEIW4aBaHE Ha TEINIOTO Ha
HAKOH opraHn (ctpue, GeOpelt n yepeH apob).

B) TeparoreHaM MpoyyuBaHHA

[pu M3cnenBaHe Ha GpPeMeHHH MHIIKH W 3alfuM He GUNU yCTAHOBEHH MangopManvid Ha Noaa npH
H3MON3BAHE HA NEKAPCTBERHA NpoayKT B Ao3u ao 30 mg'kg/nex.

ITpu Npoy4BaHka NO OTHOIUEHHE HA PENPOLYKIMATA U GepTHnuTeTa PH NABXOBE OHNO OTHYETEHO, Ye
THMOMOS MANEAT HAMA CTPAHMYHM SPEKTH CTIPAMO MBIKKHA WM XEHCKH (ePTUANTET NPUAOKEH B
A03H, KOUTO npeermaear 150 IbTH MakCHMaTHATA TEpPaNeBTHYIHA 1033 33 YOBEKa, Brnpexu ToBa, €
BHIMOWKHO JIA NPHMUHHA MMIOTEHTHOCT,

r) MyTareHHO 1 KapLIMHOTEHHO AeHCTBIE

Ipu npoBencHH MHKPOHYKIEAPEH TECT in vivo {MMILIKH), TECT 32 UMTOFEHETHYHO ChIbPKAHHE (no3n
no 800 mg/kg) u in vifro HeOMNACTHUEH TECT 2a KIeTbuHa GracTTpaHc(OPMALIHA, HE Ca YCTAHOBEHH
MYTareHHd CBOHCTBA.

[Ipu HpoBeneHo ABYTOOHLIHO IPOYHBAHE C OPaAHO NPHAOKEHUE HA THMORON NPH MBKKH IUIBXOBE B
no3a 300 mg/ke/aeH (T.e. 250 BTH NOBEHE OT MAKCUMATHATA IPENOPLUHMTENHA [032 NPH XOpa), ouno
OTYETEHO CTATUCTHYECKH 3HAYHMO OBHIIIABAHE HA CIyYauTe C (PeOXPOMOLHTOM.

Tlpu NpoyuBaHe ¢ JCHCKH MMUIKH, TPHEMALM OPAIHO THMOJION MPE3 LEIuA CH HKHBOT, Gwio
YCTAHOBEHO CTATUCTHYECKH 3HAYMMO YBEIHHeHHe Ha Opos Ha N0OPOKAueCTBEHHTE H 3MOKA4ECTBEHH
TyMopw Ha Genurte apoGose, N10OPOKAYECTBEHH HOMMNKM Ha MATKATa W 3ASHOKAPUMAOMM Ha I'bpAaTa,
cren wm3non3saHe Ha fgoza or 500 mg/kg/nen (T.e. mpepuwapama 400 NETH MakcHMalHaTa
NpPenopHEUMTENHA 103 33 XOpa), HO He M cieg so3a or 5 mg wiy SO mg/kg/sen.

1) JIOKanHa TOKCHYHOCT
Tumonon Manear Omn TipijaraH B QKOTO B NpONLIKEHHUE HA €AHa rojxHa nNpy TIIbX0BE U B¢ roAHHH

HE NPSIH3BHKAN HEXENAHW PEAKIIHK Ha OKOTO.




6. PAPMALIEBTHYHH NAHHH

6.1. Cnuepk Ha NOMODHATE BeUIeCTBA

XHIIPOMENo3a

auHatpues (ocdar gonekaxuapar
HaTpueR AnxuAporendochar
GeH3anKOHHER XNOpH/ (KOHCEDBAHT)
BOA@ 33 HHKEKIHH.

6.2, HecbBMeCTHMOCTH
Henpunoxumo.
6.3. Cpok Ha roaHocT

Cpox Ha TOIHOCT HA IEKAPCTBEHNA NPOAYKT: 2 rOJHHM.
CpoK Ha rOAHOCT ¢J1ea IBPBOTO OTBAPAHE Ha ONakoBkaTa: 28 AHM.

6.4. CnenuanHu yCI0BHSA HA CHXPAHCHME

Jla He ce CHXpAaHABA B XJIAJMJIHUK WU 3ampassea. Jla ce nasu oT ceeTivHa. Jla He ce H3Mo/I3Ba Clied
M3THMYAHE CPOKA HA ToAHOCT. CPOKBT HA FOAHOCT C€ OTHACA 34 [IOCNETHHS JAEH OT MECELA.

Ja ce cbXpangBa Ha MACTO, HEAOCTHITHO 33 AcUA.

Clles, NspBO OTBapsAHE Aa C€ M3NO/I3Ba B paMkuTe va 28 muu. Kanaukara TpsbBa aa ce 3aBHHTBA Ha
GyTHikaTa He3abaBHO cnell IOCTABAHE HA NEKAPCTBEHHS NPORYKT B OKOTO.

6.5. Bua n CLAbLPKAHAE HA ONIAKOBKATA

IMonuerineHopa GyTHAKa ¢ JI03aTOP, MOMMETHICHOBA KAMAYKA HA BUHT C IPEANA3eH IPBCTEH, €THRET.
ByTH/KHATE ca ONAKOBAHH B KAPTOHEHH KYTHH 3aeAHO ¢ HH(popmauud 3a notpeburens Ha
NIEKapPCTBEHUA NPOAYKT.

PaaMep Ha omaKoBKaTa: 1x10ml,1x 5ml,3x 5ml

He BCHuKs BUAOBE ONAKOBKM MOTaT 1a 6BaaT NYCHATH B Npoaax6a.

6.6. Cnennajaun npeana3Hd MepKH MPH HIXBbPJIAHe H paloTa

Cnel oTBapsHe H2 ONZKOBKATA IEKAPCTBEHAS MPOLYKT € NOTOB 3a OYHA YNOTpeda.

TatteHTsT TpAGBAa ma OTBMHTH TIPEANAIHOTO Kallade, JEKO C& HAKIOHABA, 0Opbilia OyTHIKara
o0paTHO W ¢ JIeKO HaTHCKAHEe Ha MIacTMacoBaTa GyTMIKa MOCTaBA MpeAnHcaHus Opoi kanku B
JIOTHATA 4acT HA KOHIOKTHBaIHaTa TopGHuka. TIph HakamsaHETo KpasT Ha kamkomepa He Tpadsa aa
JOKOCBA OKOTo Wk wneraunrte. Cib3HaTa TopOuuka (fossa sacri lacrimalis) Tpadea aa Ce HaTACKA B
NpOZBIKEHHE HA | MHHYTA € IPBCTA, ¢ OTNEA MPEAOTBPATABAHE HA CHCTEMHATA abcopbuusa. Hakpaa
KanadeTo e HeoOXOAMMO 1 C€ 3aBHHTH 0paTHO Ha KAMKOMepa M Jia ce 3aTBOPH MUILTHO DyTHMKaTa.
Bytunkara tpsOBa Ja ce ChXpaHABA BbB BEPTHKATHO TIONOXEHHE.

JlekapcTseHuTe NMpOAYKTH HE TpsaOBa Ja ce M3XBLPAAT ¢ MPHCHATA BOJAA WM AOMAIUHH OTMANbLH.
Heun3nonseaHHAT NEKAPCTBEH NPOAYKT TPAOBA Aa e BbPHE B anTeKata.

7. IPUTEKATEJ HA PASPELIUEHHETO 3A YIIOTPEBA

UNIMED PHARMA spol.s.r.o.,
Orietkova 11, 821 05
Bratislava

Penybnuka Crnosakus

Tel.: +421 2 4333 3786




Fax.: +421 2 4363 8743
g-mail; unimedpharma@unimedpharma.sk
www. Unimedpharma.eu

8. Homep Ha pa3peillennero 32 ynorpeba
Perucrpaunonen Ne 20030537
9, JlaTa Ha ALPBO pa3pemasaHe/MOAHEBABAHE HA PAa3PellieNHeTo 33 YIOTpeda

Jara Ha nspeo paspeitasade 25.07.2003;
Hara na noanoeasage 19.01.200%

10. TaTa Ha AKTYAIH3HPAHE HA TEKCTA

HOnw/2018




