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1. AME HA JIJEKAPCTBEHMSA IPOAYKT o |

OOTAH THMOJIOJI 2,5 mg/ml xanku 3a o4H, pa3TBop

OFTAN TIMOLOL 2,5 mg/ml eye drops, solution

2. KAYECTBEH U KOMIMYECTBEH CbhCTAB

Tumononos manear (timolo! maleate) 3,42 mg/m| exBupanenTan Ha TuMonon (fimolol) 2,5 mg/mli

IloMONHO BEIIECTBO ¢ H3IBECTHO AeHcTBHE: (0,1 mg OeH3aNKOHUEB XIOpH/T B ¢AUH Ml KalKH 33 OuH,
PasTBOP.

3a MBJIHMA CIHCHK HA MMOMOIHHMTE BELIECTRA BHKTE TOUKa 6.1.

3. JJEKAPCTBEHA ®@OPMA

Kanku 3a oun, pa3Teop.
BucThp, Ge3UBETEH pa3TBOP.

4. KJAHHUYHH OCOBEHOCTH

4.1. TepaneBTHYHH MOKAZAHHS

OTKpUTOBI'B/IHA ITIAYKOMA, HAMAJIABaHE Ha MOBUILIEHO BFTPEOYHO HAATAHE, TIIAyKOMA ClIell OTepalius Ha
KaTrapakTa W BTOpPHYHA ITAYKOMa MPH HAKOH MAaUHEHTH. TO3M IEKAPCTBEH NMPOAYKT MoxKe fa Obae
U3(10J13BaH TIPH JIEUEHHETO Ha 3aKpUTOBIBJHA TJIAYKOMa CaMo 3aeJHO ¢ MAOTHLI.

4.2, I0O3HPOBKA H HAYHH HA NPHJIOKEHHE

3a ynotpeba caMo 110 npeanKucaHie Ha oQTaJMONIOT HIH KaTo MPOAB/DKEHHE HA Tepariys 3allouHarTa OT
TaKbB CIICLIHAITHCT.

Hosupopxka
Odran Tumonon 2,5 mg/ml: enxna xanka 1-2 nTH ZHEBHO B 3aCerHaToOTO OKO. IIpenoprusa ce Aa ce
3aMnoY4He JICYCHHETO ¢ KOHUEeHTpauua 2,5 mg/ml (eaHa kanka 1-2 mbeTH THEBHO).

AKO Ta3M 1034 HE € JOCTaThYHA, BMECTO Hes MOJKE /1A Ce M3TIOI3BA KOHIEHTpauus 5 mg/ml (eqHa xanka 1-2
ITETH JHEBHO ).

HauuH Ha rnpunoxeHuve

IIpn okTy3Ua Ha CITBE3HYA KaHaJ MM 3aTBapsAHe HA KJemaunuTe 3a 2 MUHYTH, CUCTeMHaTa abcopOLms ce

HaMaJ14aBa, ToBa moxke na AOBCIAC OO HAaMAaJlsIBaHE€ Ha CHCTCMHHTE HEXC/IaHU pCaKi H MOBHUILIABAHE HA
JIOKa/IHaTa AaKTHBHOCT.

EdexkThT Ha MOHWKaBaHe HA HATATAHETO MOXE Jla Ce YBENU4H upe3 komMOHHHpaHe Ha Odran Tumosnon ¢
JAPYT BHI aHTHIJIAYKOMHO JIEKAPCTBO (MHOTHLIH, aAPSHEPTHYHM arOHHCTHA HITH HHXHOUTOPH Ha
kapOoanxupasara). Korato ce npemiHaBa OT Apyr aHTHITIayKoMeH npoaykT keM Odran Tumononn,

NpeAUIIIHKUA TPOAYKT MOXe Aa OBb/e CITPSAH H3BEOHBK U Aa ce 3anodHe ¢ OdrTan TuMom0m, KAKTO €
OMHCAHO MO-Tope.

lleanaTpuuHa MOIMyJaaIKs
Ilopaau orpaHMuYeHHTE JaHHM, THMOJION MOXKE J1a CE NIpenophya 3a ynotpeda npu mepag

MbPBHYHA IOBCHHWITHA I'VIaYKOMa 34 NNPCXOOCH NEpHOI, JOKATO C€ B3CME PCLICHHUE 3a XU
B CI[jf“{Elﬁ Ha HCYCICIIIHA oncpallui, B OYaKBaHC HA AOITBJHUTEIIHU Bb3IMOXKHOCTH.
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Hozupoexa
KJTHHHIMCTHTE TPsAOBa CTPHKTHO Aa OLICHAT PUCKA U MOJI3UTE, KOTaTO OOMHCAAT MEAHKAMEHTO3HO

JICYCHHE ¢ THMOJION Ha NeJHATPHYHH MarenTH. [loapobHa aHaMHe3a U H3C/IeJBaHHS 34 OTIPeJelIfHe Ha
HaJTHYHETO Ha CUCTEMHH aHOMalHK TpsAOBa Aa npeamecTrar ynotpebara Ha TuMosaon. He Morat na 6saar
faieHd CeM(pHYHM NPENOPBKH 33 JO3HPOBKA Thil KATO HMa CaMO OMPaHHYEHH KIMHUYHA JAHHH (BHX
CHIIO TOYKA 5.1).

BBIpeKd TOBa, aKO MOJI3aTa HAOBHILIABA PUCKA, CE MPETIOPHYBA A4 CE€ H3MO/3Ba IPOAYKTHT ¢ Hall-HUCKA
HalH4Ha KOHLIEHTPAUKA Ha aKTUBHOTO BEILIECTBO, BEAHBX AHEBHO. AKO BETPEOYHOTO HANATAHE HE ¢
KOHTPOJHPa 3aJ0BOJIUTENHO, MOXKE Jia ¢€ OOMHCIIH BHUMATENHO TUTPHPAHE OO MAKCHMYM JBE KANKH
BHEBHO B 3aCETHATOTO OKO. AKO Ce Npwiara ABa ITbTH AHEBHO, TpabBa [a ce NpeanoyeTe HHTEpBaa ot 12
yaca. OCBEH TOBA NAaLIMEHTUTE, 0CODEHO HOBOPOAEHH, TPAORA A4 ce HadmoaaBaT BHUMATETHO Clle]
I'bPBaTA 1034 3a ¢AIMH A0 ABa Yaca B kaOuHeTa u na ce cieau ordau30 3a OYHHM M CHCTEMHU HEXENaHu
PeaKMH JOKATO Ce Yaka IMpoBeXAaHeTO Ha onepauys. I1o oTHOWEHHe Ha neauaTpHYHATa ynoTpeda,
KOHLICHTPALIHA Ha aKTHBHOTO BelnecTro 0,1% Moxe Beue fa € ZocTaTh4Ha.

Hauun na npunooicenue

3a orpaHH4aBaHe Ha NOTCHLUHATIHATE HexenaHu edekTH TpabBa 1a ce HaKaNBa caMo €IHA Kallka ITPH BCAKO
HO3HpaHe.

Cucremnara abcopOums Ha NOKaHO npunaraHk Gera-Giokepu MoXe Ja ce HaMalll Ype3 OKTy3Hs Ha

CAB3HHMA KaHAMl WIH KaTO OYHTE OCTAHAT 3aTBOPEHH BE3MOKHO Hali-Iearo (Hamp. 3a 3-5 MHHYTH) cnep
HakaneaHeTo. Bk chio Toukn 4.4 u 5.2.

lIpodwiorcumennocm Ha revenuemo
3a npexo/HO JieYeHHe B NeJHaTpH4HATA MOMyJIalHA (BIK ¢bo Touka 4.2 , Ileauarpuuna nonyanus’™).

4.3. [IpoTuBONOKA3AHHSA

. CBpPBXYYBCTBHTETHOCT KbM AKTHBHOTO BEILECTBO M KBM HAKOE OT IOMOLLHHTE BelleCTBa,
n30poeHH B Touka 6.1.

. PeakTHBHHU 3a00/1BaH1A Ha JMXATEITHHTE TBTHLIA, BKIKYMTENHO GPOHXMAIHA aCTMA HIIH
aHaMHe3a 3a OPOHXHa/IHa acTMa, TeXKA XPOHHYHA 0GCTpYKTHBHA GenoapobHa GosecT.

. CuHycoBa Opaqukapans, CHHAPOM Ha GONHES CHHYC, CHHO-aTPHATIEH GJIOK, BTOpa HIIH TPETa
CTENICH aTPHOBEHTPHUKY.IapeH OJ10K, HEKOHTPOJIMPaH ¢ NeHCMENKP.

. YcTaHOBEHA ChbpAECYHA HEAOCTATHYHOCT, KapHOTEHEH IIIOK.

4.4. CoenHaJHH NPEeAYNPEXACHHNA H CHENHANHH NPeANa3HH MEPKH OpH ynoTpeda

I1peau 3anouBaHe Ha JIeUeHHETO, TPsAOBa fa ce npeueHHd o0mus 3paBeH CTATyC Ha nanueHTa (BHK
MPOTHBOMOKa3aH!WA). Thi KaTo 01roBopa Ha OeTa-GrokepHTe MOXeE 1A Ce NIPOMEHH, NPEIOPHYHTEITHO €
BETPEOYHOTO HANATAHE HA MALHEHTA Ja Obje H3MEPEHO 2-4 CeAMMWLIM CIIe HAYAIO0TO Ha JiedeHHeTo. Chioo
TaKa, OYHKA CTAaTyC Ha NauMeHTa TpAOBa Ja Ce MpeoLeHABa peJJOBHO, 3aII0TO B HAKOH C/Ty4aH OTTOBOPBT
KBbM THMOJIOJ MaJieaT ¢ce NPOMEHS [PH NPOAL/LDKUTENHA YIIOTpeda.

[Tono6HO Ha ApYrH JIOKAJHO NpHIaraHH OQTATMONIOTHYHH CPEACTBA, THMONON ce aBCopOHpa CHCTEMHO.
ITopanu GeTa-anpeHePruvHUs KOMIIOHEHT THMOJION, MOTAT [1a ¢ MOSBAT CHIUMTE KAPIHOBACKY/IAPHH,
IyJIMOHAPHH H JPYTrH HEXeIaHU peakiHy, HaOII0JaBaH! P CUCTEMHHUTE OeTa-aipeHeprHYHH OIokepH.
HecToTara Ha CUCTEMHH HEXEIAHH PEAKIHH CJIeA JIOKATHO 0)TAIMONIOrHYHO MPHIIOKEHHE € NO-HHCKA
OTKOJIKOTO [[PH CHCTEMHO NMpPH/IOKEHHe, 3a HaMaJIsBaHe Ha CHCTEMHATa abcopOipid, BUXK TO

Hpyeu bema-bnorxepu ..
EQeKThT BbPXY BBTPEOUHOTO HaJlAraHe HWIH H3BECTHHTE CHCTEMHH edekTH Ha Gera-
OBraT yCHIIeHH KOTaTo THMOJION Ce NPUNIAra Ha MALMEHTH, KOMTO Beye MOMYYaBaT C

OTroBopsT Ha T€3HU MAlLMEHTH TPAOBA a Ce Mpoc/eNsiBa BHUMATEHO. YrioTpebara
beTa-6s10Kepa HE ce npenopbyuBa (BHXK TOYKa 4.5)



Covpoeunu napyutenus

ITpu nanweHTH cbe ChpAEYHO-CHAOBH 3a009BaHHA (Hamp. KOpoHa4YHa 60JIeCT Ha ChpIIeTO, AaHTHHA HA
Prinzmetal ¥ cppaeyHa HeAOCTATBYHOCT) M XMIIOTOHMA, TepamuaTa ¢ 6eTa—Omokepu TpAOEa Aa ce OLieHH
MHOIO BHUMATEJIHO H ClIe[IBa Ja ce OOMHCIIH JISUeHHe ¢ IPYT'H aKTHBHH BelHecTBa. IlalueHTH CBe

ChPAECYHO-CBA0OBHU 3abonsaBaHua TpaOBa Na ce HAOMOAABAT 3a MMPH3HALIK HA BIIOIIABAHE HA TE3H
3a00/IBaHH H 32 HEKEIIAHW PSAKLIHH.

Ilopamn HeraTHBHUA edeKT Ha OeTa-OnoKepuTe BEpXY IIPOBOAHOTO BpeMe Te TpAOBa Ae ce MpEeAIHCBAaT ¢
BHUMAHHE HA NALMEHTH C [TbPBA CTENEH ChPACUYCH OJIOK.

Cvoosu napyuterus
TlaupeHTH C TEXKKH HapyIIEHHS Ha NEPHQEepHOTO KpbBoobpallieHue (Hamp. Texku ¢opmu Ha OonecT Ha
Pe#iHo Wy cuHApoM Ha PeliHo) Tpabea aa ce nekyBaT ¢ BHUMaHHe.

Pecnupamopriu Hapyuenus

PecnimpaTOpHH peakLiyy, BKIYUTEIHO CMBPT, Ab/DKaLIA ce Ha OpoHXocna3ssM NpH MalHEeHTH ¢ acTMa ¢a
AOKJIAABAHH Ce IMPWIOKEHHE HA HAKOM OQTanMOJIOTHYHH OeTa-0nokepH. OdraH THMOMION Kallky 3a 04H
TpAOBa J1a ce MpUsara ¢ BHHMaHHWE IIPH MalHEeHTH C JIeKa/yMepeHa XpOHHYHA 00CTpYKTHBHA 6enoapobHa
6onect (XObBB) u camo ako ouakeaHaTa 110J13a NMPEBUIIABA MOTSHIIHANIHHSA PHCK.

Xunoznuxemus/ouabem

bera-0noxepu TpsabBa 1a ce NpuiaraT ¢ BHUMaHHE MPH NalMeHTH 00EKT Ha CTIOHTAHHA XHIOTJIMKEMUS 1
TIPH MALMEHTH ¢ JabuneH quadet, Tol Kato OeTa-010KepHTe MOraT Aa MaCKHpaT NPH3HALIMTE W
CHMIITOMHTE Ha OCTPA XHITOTTTHKEMHAL.

Xunepmupeououzvm
beta-0s10keprTe MOTaT CHILIO TaKa /lJa MACKHPAT MPH3HALIUTE Ha XHIIEPTHPEOHTHIBM.

Anaguraxmuunu peaxyuu
HokaTto npueMat Oera-0I0KEpH, MALHEHTHTE C AHAMHE3a 33 ATOINHA WIH TeXKKA aHADUIAKTHYHA peaKIys

KbM PA3JIMYHH AJICPre¢HH MOXKC Ja €a NMMO-PCaAKTHEHH NPH MMOBTOPHO H3J1araHe Ha TC3H aJICPreHH H Ja HE
OTrOBOPAT Ha oOHYalHaTa 1034 anpeHaNyH, MpHIaraia npu aHapMIAKTHYHU PeaKI[HH.

Xupypauuna anecmesus
OdTanMOonOTHIHHTE MIPOAYKTH, CEABPKAIIU OeTa-0/IoKepH Morar 1a O10KHPaT CHCTEMHHA

GeTa-aroHMCTHYEH edeKT, Hamp. Ha aApeHATNHA. AHECTE3HONBT TpAOBa fa 6bae nHpOopMHUpaH ako
HAlJHCHTbT ITPHCMa THMOQJIO/1.

Muacmenus 2paguc

[Ipy nmarMeHTH ¢ MMACTEHHUA IPABUC € ONUCAHO OO0 BIIOHIABAHE HA ChCTOAHHETO NPH yriorpeba Ha
THMOJION KalKH 3a O4H.

bonecmu na pozosuyama

OdranmonoruyHuTe 6eta-010Kepu MoraT Aa NPEAU3BUHKAT CyX0Ta Ha ouuTe, [laupenTH che 3a001aBaHHA
Ha poropHuara Tpadsa aa OBAAT TIEKYBaHH ¢ BHHMaHHUeE,

Omaengane na xopuouoeama
OtnenBane Ha XOpHOHAEATa € HAOMIOAABAHO MPH NPHIAraHe HA CYIIPECHpAIla Tepanus ¢ BOJIHH Pa3TBOPH
Ha NEKAPCTBEHH BEIECTBA (Hanp. THMOMOI, alleTa3onaMHua) cield GUITPAlHOHHH IPOLETYPH.

Ogpman Tumonon ceovpoica beH3ankonues XAopuo
Odran TuMonon kanku 3a O4H ChABbPKA OSH3ATKOHHUEB XJIOPH KATO KOHCEPBaHT, KOMTO MOKE S
NPELHNXTHPa B MEKHTE KOHTAKTHH JielllH. KoHTaxTHUTE Jieu TpaOBa Ja ce CBaJIAT Npe]
nponykKra. T'psOBa na ce H34aka noHe 15 MUHYTH nipeay OTHOBO Ja ¢€ MTOCTABAT KOHTAK T

lleavaTpyyHa NONYIALINA




IIpoaykrsT TpaOBa Aa ce mpwiara Ipy HOBOPOASHH H MATIKH Aelia CaMO 1o/ Hag30pa Ha
NERUATHP-0PTANIMOJIOT.

Pasteopr Ha THMOJI0/ TPAOBa Aa ce U3NON3BAT NPEANA3IHBO NP MM MAIMEHTH C T1ayKoMa (BHIXK CHIIO
TOYKa J.2). BaxHo € Ja ce YBSAOMAT POXHTENUTE 32 Bb3MOKHUTE HEKETAHH PEAKLIHH, TaKa Ye Te Aa MOraT
BEHAra Ja NMpexpaTAT JeyeHueto. Ilpu3nanure, 3a kouro TpadBa Aa ce BHUMaBa, ca HallpUMep KallLTHia U
xpunTeHe. Ilopanu BE3MOXKHOCTTA 3a anmHed U HeHH-CTokCcOBO AHIIAHE, TeKapcTBOTO TPAORa Aa ce
H3MOA3Ba H3KIIOYHUTETHO BHUMATEIHO ITPH HOBOPOACHH, OebeTa u Manku aena. [IpeHOCUM MOHHTOD 32
armHes MOXKa Jia € OT MOJI3a IIPYU HOBOPOAEHH HA TEePanHA ¢ THMOOJI.

4.5. B3anmMogeHcTBHE € APYIH JJeKAPCTBEBH IPOAYKTH H APYTrH GOPMH HA BMaNMOAEHCTBHE
He ca nposexxgaHd NpOYyYUBAHKA 33 B3aUMOICHCTBHATA.

Odrad TUMOION Kanky 3a OYKH MOTAT Ja ¢€ H3MOA3BAT 3aeHO ¢ PYry AHTHIVIAYKOMHH IeKapcTra. He ce
npenoprUBa ynorpedara Ha ABa JOKAJHU Oera-Onokepa (Bx Touka 4.4).

B13MoxxHO € HacnareaHe Ha edexTHre, BOOELIO J0 XMNOTOHHA W/ Wik Gpagukapausa KOraro
O0(TaJIMONOrHYHH PA3TBOPH Ha OeTa-0IIOKEPH Ce NpHIaraT €AHOBPEMEHHO ¢ TICPOPATHH KaJILIHEBH
AHTATOHHCTH, beTa-00KepH, aHTUAPUTMHLH (BIJTIOUHTETHO aMHOIapPOH ), THTHTAJTHCOBY TTIHKO3HAM,
ITApACHMAATOMHUMETHLH, I'BAHCTHIHH.

[laueHTHTE, KOMTO MapalieIHO [I0JY4aBaT CUCTEMHH ai(ha-01okepH, pe3epITiH WK KIOJAHHUMH TpaOBa Aa
Ce M3C/IE[IBAT 33 BE3MOXKHO 3aCHIIBAHE Ha HOXKEAaHHTe peakiui. CLIETCTBALLO JeucHHe ¢ OapOUTypaTh,

aHaIreTHIW WK epro-aJIkaNouaHd MOXE [a 3aCH/IH HEXKEJIAHWTE €(PEeKTH 10 OTHOLLCHHS HA LICHTpaJiHaTa
HEPBHA CHCTEMA.

3acHneHa cucTeMa OeTa-6nokana (Hanp. MOHKKEH ChPASYEH PUTEM, Aenpecus) € HabmonasaHa npy
egHoBpeMeHHO eueHHe ¢ CYP2D6 uaxuburopn (Hanp. reBHHBIKMH, ONYOKCETHH, MAPOKCETHH) H
TAMOJIOJL. LInMeTHAHH MOXKe Ja YBEJIWYH [U1a3MeHaTa KOHLIEHTpaua Ha THMOJTOIN.

Panko e noxnaaesaHa MHApPHA3a, KaTO pe3y/TaT OT €JHOBPEMEHHOTO NPHIOKEHHEe Ha OTaNIMOIOrHYHH
Oeta-0Onokepu U aapeHATHH (enuHePHH ).

4.6. ®epTRIANTET, GPEMEHHOCT H KhPMEHE

bpeMeHHOCT
TumMonon npemuHaBa 1pe3 MIALEHTATA.

HsaMa noctaTsua0 naHHU 3a ynorpedara Ha THMONON pH GpeMeHnH keHH. Tumonon He TpaGBa Ja ce
M3II0/13Ba 110 BpeMe HA OPEeMEHHOCTTA, OCBEH B CNIyYaii Ha KaTeropuyHa HeoOXOJUMOCT, 32 HAMAABAHE Ha
cicTeMHara abcopOums BuXk Touka 4.2,

EnuaeMuoIoriYHHTE NMPOYYBAHHS HE Ca NMOoKa3anH MangopMalun, HO [IOKa3BaT PUCK OT BBTPEMaTOYHO
3abaBaHe Ha pacTexa, KoraTto Oeta-0/0kepH ce nmpuiarat nepopaaso. B gomrbnHeHye, MpU3HALH H
CMMITTOMU Ha Oeta —Ookaja (Hamp. SpagukapaHs, XMIIOTOHHUS, PECIIUPATOPEH AUCTPEC KM XHMITOTTHKEMHUS)
ca HabJroIaBaHy NpKY HOBOPOJEHH Korato 6eTa-6oxepH ca npriaraHyu npean paxaaneto. Koraro Odran
THmonon ce npwiara Npeay pakaaHeTo, HOBOPOAEHOTO TPAOBa Aa ce HabnioaaBa BHHMATEIHO npe3
MBPBHUTE JHH ClIE] paXKAaHETO.

Kipmene
beta-6okepHTe ce eKCpeTHpaT B KbpMara. Brnpexku ToBa, MaNKO BEPOATHO € B KbPMAT4a Aa ¢€ H3TBYH

AOCTATBYHO KOMHYECTBO, 32 1a MMa KIHHHYHU CHMIITOMHU Ha Oeta—0si0Kaa mpH KbpMadeTo, K

THMOJIOJ KAalKH 3a OYH Ce [IpHnara B TEpaNEeRTHYHM JO3H. 34 HAMAJIABAHE HA CHCTEMHAaTa
TO4uKa 4.2.

4.7. EdexTn BBpXY cnocodnocTTa 32 modHpane n padora ¢ MAamuHK

4



[Tpn npapunHO go3upane, Odran THMOION He NPeAN3BHKBA C1a0OCT WIA 3PHTEIHN HapyHIEHUA H NOpaaH
TOBA HE MOBJHABA CIIOCOOHOCTHTE 3a YIIpaBI€HUE HAa MOTOPHHU NIPEBO3HY CpeACTRA. ToH, 0Gaue, Moxe na

NOHIKH KPBBHOTO HAIAraHE, KOSTO NPH HAKOU MALUWEHTH BOAM JI0 OTNAXHAIOCT H 3aMaiBade. [ lalmenTeT
TpabBa aa OpAc npenynpeleH 3a TORa MPH 3al04YBaHEe Ha ICYCHHUETO,

4.8. Hexenann JiekapcTBeHH peakiHH

KakTo apyry JJOKaJHO npHnaraHi ogTaaMoJIOrHYHH JIEKapeTBa THMOJION ce abcopOHpa ¢ CHCTEMHOTO
KpbBoOOpaleHre. ToBa MOXKe e Npean3BrKa NoACOHH HeXeNaHU peaKLMi, KaKTo IIPY CHCTEMHO
npunaranute Oera-6iokepu. Yectorara Ha cutemunte HJIP caen nokansHo opTanMoNIOrH4HO NPUAOKEHHE
€ NO-HKCKa OT HabloJaBaHaTa MPH CHCTEMHO NpHIoxKeHUe. H30poeHHuTe HEXKENaHH peakLMH ca
HabmoqaBaHM B Kaca o TaIMONIoOrHyHi Sera-0nokepu.

Hapyiuenus Ha HMYHHATA CHCTEMA
Peoxu (21710 000 oo <1/1000)

CHCTEMHH aleprU4HH peaklyy, BKIIIOYHTEHO YPTHKAPHS, JIOKAIeH U reHepaIi3upaH oOpHB

Hapviuenus Ha HepBHAaTa CHCTEMa
Yecmu (>1/100 00 <1/10)

['nasobonue

Heuecmu (=1/1 000 0o <1/100)
3aMaiBaHE, CHHKOI

HapviueHns Ha OUHTE
Yecmu (=1/100 0o <10)
3aMBriIeHO BHXK/IAHE,

Hevecmu (21/1 000 oo <1/100)
KepaTuT, HaMalleHa YyBCTBUTEIIHOCT HA POTOBHIATA, KOHIOHKTHBUT

Peoxu (=1/10 000 oo <i/1 000)
Cyxu oun, Snedapur.

Te3n cUMNTOMH OOMKHOBEHO OTIUYMABAT CHSA NIPSKPATABAHE HA JICUCHHETO.
CbpAeyHH HAPYLIEHWA

Hevyecmu (21/1 000 oo <1/100)
bpaguxapaua

Peoxu (=1/10 000 0o <1/1 000)
CopaeuHa HEAOCTATHYHOCT,

CbI0BH HAPYILIEHUSA

Peoru (21/10 000 oo <1/1 000)
XHUIIEPTOHUA

PecivpaTopHy, rpbIHM M MEAWACTHHAIHA HAPYIIICHHS
Hevecmu (=1/1 000 oo <1/100)

IlncnHes,

Peoxu (=1/10 000 oo <1/1 000)
bpoxxocnassM (MpeauMHAO NPU GALMEHTH C MPeAILecTBal0 OPpoHXocnacTHIHO 3a00/1E

CTOMaLIHO-YPEeBHH HAPYIICHHS




Pedru (=21/10 000 oo <1/1 000)
[Fanene

C Heuzgecmua yecmoma (He Moodice 0a 6o0e YCIMAHOBEHA 853 OCHOBA HA HATUYHUME OaRHU)
Cyxota B ycrara,

HapyimmeHHus Ha KOKaTa Y MOJAKOMKHATA ThKaH
Peoxru (=1/10 000000 <i/1 000)

AJlonenus

Hapyuienus Ha penpoIyKTHBHATA CHCTEMA M Mbp/aTa
Peowu (=1/10 000 oo <1/1 000)
bonect Ha IlefipoHu

JOoNbJHUTETHU HEXeJIaHHW peaKLui ca HaOmoaasaHu ¢ o(pTanMONOrHYHH O6€Ta-0I0KepH U € BE3MOXKHO Aa
ce nposear ¢ Odrad Tumonon:

Hapyiuenusa Ha MMYHHATA CUCTEMA
CUCTEeMHH aNepriyHH peakKiHH, BKIIOUHTENHO aHTHOSAEM, IPYPHTYC, aHaWIAKTHYHA PeaKLHA

Hapymienus Ha MeTabonH3Ma i XPAHEHETO
XUITOrITHKEMHU S

[ IcHXWYHU HApYIIEHHS
beacwsHuUe, aenpecus, KOIIMapHHU ChbHUILA, 3ary0a Ha maMeTTa

HapyillecHHsA Ha HEpBHATA CHCTEMA
Mo03B4HO-CHAOR MHLIMAEHT, LiepeOpaiiHa HCXeMHS, 3aCWIBAHEe HA MPHU3HALIMTE H CHMIITOMUTE Ha
MHACTeHHs I'PaBHC, ITAPECTE3HA

HapyureHHs Ha OYMTE

[Ipy3HaLM M CHMIITOMH Ha OYHO Apa3zHeHe (Hanp. napeHe, CMBISHE, CbPOeK, CHII3CHE, 3aUCPBIBAHE),
OTJIENBAHES HA XOPHUOHJEATA Ciel QUATpaMOHHA XHpYyprad (Brk Touka 4.4), epo3ud Ha pOrOBHLIATA,
T03a, AATUIOITHSA

CbpaeyHA HAPYIICHHS
['pbana 607Ka, MaNMTALIHH, €A€M, apUTMHA, 3aCTONHA ChpJeYHa HeJOCTATbYHOCT, ATPHOBEHTPHKYIapeH
ONOK, ChpAeYeH apecT

CHA0BH HAPYIICHHA
deHoMeH aH PeiiHo, cTyaeHH prRLE H Kpaka

PecnMpaTOpHY, TPBAHK U METUACTUHANIHKM HAPDYLICHHA
Kaumuua

CTOMAIIHO-YPEBHHA HAPYLICHHA
Jucreysus, AUCTICTICHSA, AHapHsl, kKopeMHa GoNka , MOBRpBUIAHE

Hapyinenusa Ha KO»KaTa M IOAKOXKHATA ThKAK
[Tcopuazudopmen oOpUB UM H3OCTPSAHE Ha NMCOpUA3KC, KOXKEH OOpUB

HapyiueHud Ha CKeNeTHATA MYCKYJIATYPA H CHEAUHUTENHATA ThKaH
Muanrus

Hapyiennd Ha penpoyKTHBHATA CHCTEMA H I'bpPAaTa
Cexcyanna JuCOYHKIHA, HAMAICHO NHOH A0




O611y HapyIeHHs Y peakuyH B MACTOTO Ha NPWICKCHHE
ActeHus/ yMopa

4.9. Ilpegosupane

TOKCHYHOCT U CHMITTOMH

Iam0T0 KOMHUeCTBO THMONON abcopOHpaHo OT €IHA TepopaiHO npueTa Tabnera THMonoa (10 mg) ce
paBHSBA HA KOJHYECTBOTO OT 0k0j10 30 kanky 3a oyd Odras Tumonon (5 mg/ml), Ho nopagu 6bp3ara
adcopOuma Ha MeJUKaMEHTA Npe3 OYHATA K HOCHA TUraBUIld, HAKOMKO KANKH MQTaT Aa NPSAWIBHKAT

APUTMHH, IIPEXOAHO NOHWKABAHE HA YeCTOTATA HA ChPACYHHA PHTEM, IIOHM)KaBaHe Ha KPBBHOTO HAJITaHE
H OpoHXOCTIATBM.

JleueHue
CHMIOTOMHKTE Ha NpeX0o3HPaHEe C€ IEKYBAT CHMITTOMATHYHO ¢ A[pEHEPTrHYHK arOHHCTH: Harp.
H30MNpPEHANMH, 00YTAMHH H €EBCHTYATTHO AOTAMHH,

5, ®APMAKOJIOTHYHHU CBOMCTBA
3.1. PapMakoAHHAMHYHH CBOHCTBA

(dapMaKoTepaneBTHYHA I'pyna: NPOAYKTH 3a JICUSHHE Ha rlaykoMa U MHOTHLH, ONOKEepH Ha
Oera-aapenepruyduTe peuentopu, ATC: SO1EDO1

JlekapcTBeHaTa ¢reTaBKa Ha Odran TUMONION Kanku 3a ouH € L-u30Mep Ha TUMOJION KATO MaJiear.
TuMonon Manear ¢ HeceJlieKTHReH OeTa-alpeHepruYeH aHTarOHHCT, KOHTO ¢ M3M0/3B4a 3a HAMAlABaHe Ha
KPBBHOTO H BETPEOYHOTO HAJIAMAHE M 33 JICYCHHE HA aHrHMHA NEKTOpUC. L-THMOROI HMa MHOTO CHIIEH
adunureT KeM b-1 H b-2 penenropure. EQekThT Ha HaManaBaHe Ha BETPCOYHOTO Hamiarane Ha Ogran
Tumonona ce Abp/DKA HAa HAMaNsABaHe HA 00pa3yBaHETO Ha BHTPEOUHA TEYHOCT. JIOKAIHO IPHIIOXKEH B
OKOTO IPOAYKTHT JOCTHIa A0 TRPreTHHTE ThKaHH, [O-TOYHO — LIMIIKAPHOTO TAIO, KBAETO ce 00pa3ysa
BBTPEOMHATA TeYHOCT. TUMOJION HAMa 3Ha4UMO BB3ACHCTBHE BBPXY OTTOKA Ha BhTpeouHaTa TeuHoct. He e
H3BECTHO JaJIM HMa BB3JelCTBHE BbPXY KPBBOHOCHUTE CHAOBE B NTPEIHNS O4YeH CETMEHT, HO ¢ HAMAJIIBAHE
Ha BETPEOYHOTO HANIATaHe ¢ OMMcaHO B ofoOpsaBaHe Ha LMpKyJIalmaTa B perunara. ITono6Ho Ha MHOIO
apyru 6era-Onokepy, TUMOMON HMa NPOIBLKUTEIEH NOCTPELIETTOPEH eeKT; aPeHEPrHYHHTE
PELENTOPH He MOTAT O3 MPOBEKIAT BB3ACHCTBHETO HA ATOHHUCTH H CJIed O0CBOOO0KNABAHETO UM OT
TEMOJION. THMOION MasieaT HAMa coOCTBEHA CHMNATOMHUMETHYHA AKTUBHOCT H 3HAaYMMa MeMOpaHo
crabunusuparua akTHBHOCT, Odran THMONION HE NOBTHABA pa3sMepa Ha 3eHHLIaTa M akomogauuaTa. O¢raH
Tumonon e ¢ gokazaHa ePEKTHBHOCT B JICYCHHETO HA OTKPUTOBIBJIHATA INIAYKOMA M OKYJlapHaTa
xunepreHsud. Toit Moe fa 6blie H3NON3BaH YCNEUIHO NPH MHOro ¢GopMH Ha BTOpHYHA riaykoMa, Odran
Tumonon ce noHaca 100pe. Toit He mpeAM3BHKEA EKaPCTBEHA 3ABHCHMOCT.

BeposaTHo nopagn MaikaTa 1033, CHHIpOMa Ha oTHeMaHe, HaOlIo1aBaH MpH CHCTEMHO NPHIIaraHnuTe
OeTa-Onokepu, He ce Habmoaasa npu cnvpaHe Ha NevyeHueto ¢ Odran Tumonon,

[leauaTpuyuna nonyjialuug

MmMa caMo orpaHdyeHU JaHHM 3a ynorpedara Ha TuMono {0,25%; 0,5% npa mbTH JHEBHO MO eAHA KallKa)
NPy NEIMATPUYHATA MOIMYJIALMA 3a Nepuol Ha JeycHue no 12 ceamuum. EnqHo Manko, NBOMHO-CIANO,
PanAOMH3Npane IMyOJIUKYBAHO KIIHHHYHO MPpOy4YBaHe, nposedcHo npu 105 aena (n=71 Ha THMOM0) Ha
BE3pacT 12 aHM — 5 TOOHHH AaBa 00 W3BECTHA CTETICH NOKA3aTe/NCTBAa, Ye THMOJION € ¢(PEKTHBEH B
KPaTKOCPOUEH ILTaH 3a JICYEHUE NMPH MOKAZaHHUETO NuPEUYHA POOENA U NbPBUYHA I08EHUAHA 2AAYKOMA.

5.2. DapmMakOKHHETHYHH CBOHCTBA

TumMonon e MacTHO pPa3TBOpPHMA CyOCcTaHLIMA U 3aToBa € ¢ Jobpa peszopbuma B okoto. IIp
H Ha3a1HaTa IUraBHIA, KAKTO ¥ NIPe3 CTOMAIIHO YPEBHHA TPaKT, MEAUKAMEHTET IPEMHUH
KpbBooOpawieHne, HaMasiBaHETO Ha BBTPEOYHOTO HAIAraHe €€ ABJDKH HA JIOKATHOTO

MaKkCcHManHHMAT €(PEeKT B OKOTO C€ Mony4vara 3-4 yaca Cliea NPWIOKEHHETO MY, a ACHCT
no 24 vaca.



B OKOTO THMOJION Ce CBBbP3Ba C MOBBPXHOCTTA Ha KISTKUTE B MHOTO ThbKAHH M Hal-Beue ¢ MMIMCHTHHTE
KI€TKH Ha eHA0TeMa Ha HPHCa U LUaHapHUA B3pacTeK. 1o ce eNMUMHHHPa OT OKOTO 4pe3 OTTOKA Ha
BLTPEOYHATA TEHHOCT. Y CTAHOBEHOTO BPEME HA MOMYESIHMHHEpPAHE OT OYHATE ThKaHH € 8 yaca.

Tumonon ce Metabonuzupa B 4epHHA Apod N0 HeaKTURHH METa0O0NHTH, KOHTO CE H3TB4BAT OCHOBHO Npe3
Ou0peTe. Crien nepopaneH npueM MeTaboMH3MET NpH MEPBOTO NMPEeMHUHABAHE Mpe3 YepHHA aApod €
3HaunTelieH, A0 30%. Cpbp3BaHETO ChC CEPYMHUTE NpoTeHHH ¢ YMepeHo (60%). OGeMbT Ha
pa3npeneneHue e cpeaHo Haa 2 I/kg u cybeTanuugaTa npeMruHaBa KppBHO-Mo3b4HATA GapHepa. U3BECTHOTO
BpEME Ha NoJyeJIHMAHHpPaHe OT ru1a3MaTa € 0Kosio 4 gaca.,

[leanaTpUyHa MOMyaALHS

KaxTo Bede € NOTBBPACHO OT KAHHHTE [IPH BB3pacTHH, 80% OT BCAKA Karka NpeMHHABa Mpe3
Ha30JIaKpUMAJIHATa CMCTEMA, KBAETO MOsKe OBp30 Aa ce abcopOHpa B CHCTEMHOTO KpbBooOpallieHUe npes
HOCHATa JIMFaBULIa, KOHIOHKTHBATA, HA30IaKpHMAalIHUA KaHal, opo(apHHKCa M YepBaTa WiH Npe3 KOXKaTa
OT CBJI3MTE,

[lopaam daxra, ye 06EMBT Ha KPBBTA NPH AeLIaTa € MO-MaJTbK OTKOJIKOTOQ IPH Bb3pacTHUTE, TpAOBa Ja ce
MMa NpeJBHA NO-BUCOKATA KOHUEHTpalHa B KpbBooOpallleHUeTo, B 1ombiIHEHHE, HOBOPOASHHTE HMAT
HeAOPA3BHTH MeTa0O/IMTHH eH3HMHH ITFTHILA M TOBAa MOXKE J1a IOBe/ie AC YAB/DKaBaHe Ha
SIUMHUHAIIMOHHMS NIOIYIKABOT ¥ NOTEHIMAITHY HEJKEJIaHH peakLIii.

OrpaHHYE€HK JaHHM [IOKA3BaT, Y€ IUIa3MEHHTE HUBA HA THMOJION MpH fena cnel (,25% 3HaqyuTesHO
HaABHINABAT TE€3U NpH BE3pacTHU cnex (,5%, ocodeHo npu 0ebeta, U ce mpeanoiara NOBUILEH PHCK OT
HEKEJTAHH JIEKAPCTBEHH PEAKLIME KATO OPOHXOCTAazbM H OpagHKapaus.

5.3. lipeaxknuanyvnn faHHH 32 GezomacHOCT

B tokcukonoruuuy npoyusanus LD-50 nmpH eAHOKpAaTHO NepOpaTHO ZO3UPAHE IPH MULIKH € OKOJIO

1,4 g/kg, koero e mosede ot 16 000 meTH NO-TONSIMa OT AHEBHATA 034, KOATO YOBEK MOTyYaBa npu
nedeHUue ¢ Odrad TUMONON KankH 3a oul. Bucoku koHueHTpauuu (15 mg/ml) THMONOa ca NocTapsiHU
NOKA&JTHO B MPOABIDKEHHE Ha 3-12 Mecena ripu 3aiiuM u kydyeTta. EnMHcTBeHHTe HabmogaBaHH CHMITTOMH
MpH TE3H NMPOYYBaAHUA ¢a OUIH 3aCHIIEHO CBI3OOTACAAHE, MUI'AaHE H KOHIOHKTHBAJIHA X€M034, KOMTO
HaMaJISIBaT CKOPO Clel NPHIOKeHUeTo. [IpoyuBaHus, NpOBCACHH BbPXY 34aiili¥, TOKA3BAT, Y€ THMOJIOI
MOJe qa 3a0aBl NMPoLECHTE Ha O3ApaBABaHE TIPH KOPHEATHHK Je3HH. TUMONOnR e ¢lnado KaHIESPOreHeH tpH
MHOTO rofiemu a03u (Haa 100 mg/kg/nen). PUCKBT 0T peoxpoMoLUTOMA H aIeHOKAPLMHOM HAa MICYHATA
JI1e3a Y IUTBXOBE Ce YBE/INYaBa CTATUCTAYECKH 3HauuMo npH no3a 300400 mg/kg/nen. [1pu xopa
NpenoppbyYBaHaTa MaKCHMaTHa JHEBHA NMepopaiHa 103a € okono 1 mg/kg, Exna ouna xanka Odran
Tumoson 0,5% ceabpxa okono 0,2 mg TuMmonon. He ca ycTaHOBeHH MyTareéHHU WK TCPaTOreHHH
CBOMCTBaA Ha THMOJION ZOPH MPH rojieMH A03W. Bee mak Toi Moke aa 3a0aBM pa3sBUTHETO Ha IUIOAA.

6. PAPMANIEBTHMHH JAHHHA

6.1. CnachK Ha nOMOIIHHTE BEeIECTBA

Benzanxonues xnopua 0,1 mg, Hatpues auxuaporendocdaT IMXHApaT, AUHATpUER docdat
AoaeKaxuapar, HaTpueB xuapokcua (ro pH 6,5-7,0), Bo3a 3a HHKEKLMH.

6.2. HechbBMECTHMOCTH

Henpunoxsmo

6.3. Cpok Ha rogHOCT

3 roguHH. CpoKBT Ha TOAHOCT Ha OTBOPeHHUA d1akoH e 1 Mecel,
6.4. CnenHaiHA yCj10BHS HA ChbXPAHEHHE

lIpu cratina remnepatypa (15-25°C),
OTHOCHO YCIOBHATA 34 CBXPaHEHUE clie]] MbPBO OTBapAHe, BHXK TOUKa 6.3,
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6.5. Bua " cBALPXRAHAE HA OMAKOBKATA

[TonuerrieHoBH duiakoHH ¢ ryratop (5 ml).

6.6. Cnenuajuy NpeJua3’HH MEePKH NpPH H3XBLpAsHe H pabora
IToapoGHU HHCTPYKLIMM 34 H3TIO/I3BAHE Ca JAACHH B JIMCTOBKATA,

Her3non3eauuaT jiekapcTBEH MPOAYKT MIIM OTNaIHYHHTE MATEPHAJINA OT HETO TpAGBa Aa ce U3XBBPIIAT B
CBHOTBETCTBHUE C MECTHHTE H3HCKBAHHA.

7. NPHTEXKATEJ HA PASPEINEHUETO 3A VIIOTPEBA
Santen Oy
Niittyhaankatu 20
33720 Tampere
PUrTaHauA
8. HOMEP(A) HA PASPEIIEHMETO 3A YIIOTPEBA
200209358
9. JATA HA ITEPBO PAPEIIABAHE/MIONHOBSIBAHE HA PA3ZPEIHIEHHETO 3A
YIIOTPEBA

30 1omm 1985

10. JATA HA AKTYA/IN3NUPAHE HA TEKCTA

20.11.2012




