KPATKA XAPAKTEPHUCTHUKA HA ITPOAYKTA
TIMOLOL SOPHARMA

(ranxy 3a oun 0.5%)

MUHMCTEPCTEO HA 3EPABEONASBAHETO

MgkAGHEHYE KDM
paspetsedne saynotpesale 1203 (o\ \& 050

1. AME BA JEKAPCTBEHHA ODPOAYKT 695 {
T/ 74O
Timolol Sopharma- kamku 3a oun (0.5%/5 ml) /28,97 0% —
2, KOJHYECTBEH U KAYECTBEH CbCTAB
34 mg Timolol maleate exs. va 25 mg Timolol 8 5 mi pasteop (0.5%).

3. JEKAPCTBEHA ®OPMA
Karrxu 3a o4, pa3TBop.
4, KIAHAYHHA TARHHA

4.1. IHokazanun
3a IOHMKABAHE Ha BLTPEOUHO HANAraHe HpH CHCTOSHMA Karo: NOBHIIEHO
BBTPEOYHO HANATaHE, XPOHHYHA TNIayKOMa ¢ OTBOPEH NPEIHOKaMEPEeH BIbll, HAKOM

CIIyday Ha BTOpHUIHA INIaYKOMa.

4.2. Jdo3EpoBKa H HAYNH HA NPHIOKEHHE

IIpenopbuBa ce JederneTo fa sanoune ¢ 0.25% pasTsop 2 WETH JHEBHO 110 1
Kanka B KOHIOHKTHBamHus cak. Axo ebexkTsT e HefocrarsyeH ce msmonssa 0.5%
pasTeop 2 NBTH AHEBHO 1O 1 Kalka B 3acerHaroro oxo. Ilpx 3afoBOnMTENHO
crabpK3xpane Ha HABOTO Ha BPTPEOYHOTO HANAraHe JICUCHHETO B IIOBSUETO Cydal
MOJKeE Ja TIPOABIDKH ¢ SAHOKPATHO IHpunarase Ha 1 Kanmka. BETpeoyHOTO HalAraHe
TpabBa ja ce KOHTpOJMpa pefoBHO 3-4 CEIMHIH CJIE]l 3an09YBaHe HAa JIEYCHHETO, a
ciey ToBa nepuoxuyHo. [Ipy GonHy, IpH KOUTO HE CE IIOCTHra BeobxomumMus edexT,
THMONON MOXe Aa c¢e komOuMHMpa C ApPYrHM JIEKapCTBEHH CpeAcTBa: MHOTHIM,

azpeHanuH, WEXHONTOPH Ha KapboaHxHApasara.

4,3. HpoTHBONOKA3ARUNA
CBpBXJYyBCTBUTENHOCT KBM Hpenapara; OpOHXHAIHa acTMa, TeKKa XPOHHYAa
obcTpykTHBHa GenoapobHa Gonect, CHHycoBa OpajuKapis; BTOpa MM TPETa CTCIeH

AV-610K, ¥3paseHa ChpleuHa HeXOCTATEUHOCT.




44. ChnenunadHB NpeAYHPEKICHHA H CHENHAJTHH NPEANA3HM MEPKH 323
ynorpeda

TTopagu ToRa, e Tumonon ce afcopbupa OT KOHIOHKTHMBATA H IIONaja B
CHCTEMHOTO KpbBOOOpalleHHe, npenapateT TpAOBa Ja ce mnpumara ¢ ocobeno
BHEMahHe INpH NHallHEHTH, CKIOHHH KbM CIOHTAHHZ XHITOINIHKEMHUA HIR HOpH
muaGerunu (ocobeHo Takppa c nabuien muaber), KOMTO IIONy4aBaT MHCYJIHH WM
Nepopanty NpOTHROA#ACETHYHH CPECTRa, IIPH THPEOTOKCHKO32, MYCKY/IHA cnabocT,
GeroapobHu 3aGosgBanns, ChpaeyHa HelocTaTbyHoCT, AV-6lok I creneH.

[ManuenTHTe ¢ aHaMHe3a 33 TEXKH ChbpAeuyHu 3abongpauus TpabBa pma ce
HalmojgapaT IEPUMOAHYHO KaTo Ce clejyw IyIcoBaTa YeCcToTa2, AapTepHANHOTO
Hansarage. IIpy MBPBAS CHMIITOM Ha 3aCTOj{Ha CHpfedHa HEeNToCTaThIROCT THMONON
TpsAOBa 12 ce chpe.

TMaupedTH, KOWTO Beue ca NOAyyaBamu Oera-afpeHeprHuHM OiMoKepH
CHCTEMHO M Ha KOMTO ¢ mpeanmuca Tumonon, Tpsbea na ce HaGmopaear 3a
€BEHTYallcH aJuTHBeH edeKT KaKTO BBPXY BBTPEOYHOTO .HaJISII‘aHC, Taka U BBHPXY
CHCTEMHHMTE NpU3HALH Ha OeTa-010Kana.

Koraro ce wanara 3amsHa Ha aHTHIJIAYKOMHMA npenapar ¢ Tumonon Tps6pa
Ja ce crOmOoIaBa CASHKHOTO: ako THUMOJION ce BKIOYBZ HAa MACTOTO Ha ApYr
ofranMonormaeH Geta-Glokep, HErOBOTO NpHiokeHwe Tpabea Jga ce cupe B
onpenened AeH, a JiedenueTo ¢ THMONON Ja 3amodHE Ha CleABallud JIeH. AKO e
H3NON3BAaH ApYT AHTUIJIAYKOMEH [pemapaT 3a [IbPBOHAYANHO  JISUEHME,
NPWIOKEHNETO MY MOXe Aa NpOZBIDKH Npe3 IBPBHA JIeH OT IeueHueT ¢ TuMonon
KaTo Ha ClIe[Balyusi JeH ce CIHpa M ISYEHHeTo NpoARIKaBsa camo ¢ THMOMoN.

TlopAkora NPH NPOSBIKUTENHO NpHIaraHe € BB3MOXKHO e(eKTET oT
npenapara BepXy BFTPEOYHOTO HansraHe fa orcnabue.

THMOMON ChAbPKa GEH3aNKOHHEB XJIOPHA KaTe IOMOIHO BEIRECTBO, KOMTO
ce OTNara B MEKHTe KOHTAKTHM Jewy. Tumonon He Tpabsa Ja ce mpuiara JOKaro
NALMENTHT HOCK Takuea neugy. Jlempe Tpabea Ka GBLAAT cBaNECHM NpedM yrnorpeba
Ha [IpenapaTa i a ¢e OCTaBAT HE 110-PaHo OT 15 MUHYTH CIIET, TOBA.

He e ycranoseHa edeKTHBHOCTTA 1 Ge3onacHoctTa Ha Tamonon npu feua. He

Ce TIpefophrYBa NpUIoKeHNe IpH Aela.




4.5, JexapcCTBeHH H APYTH B3aHMoOAeiicTBASA

[Ipyd exHOBPEMEHHOTO npunaraHe Ha THMONON C KANLHEBH aHTarOHHUCTH,
KaTeXOaMHH-H39EpIBallH NpelapaTy i NepopanHo NPUIoKeHN 0eTa-0lI0KepH MOXe
Ja HACTEIM apTepHanHa XUNOTOHNS UK CpaguKapaus.

B odrranMonorusra np KoMOMHMpaHe C KaukH, ChOBPXAIIM anpeHalVH,

MOXE Ja HAaCTHIM MuIpHasa (HeoOXOIHMO & HaCOUEHO HaboIeHNe).

4.6. BpemeHHOCT B KbpMeHe

HimMa JocTaTE9HO AAHHM 32 ymoTpeba Ha TumMonon 1o BpeMe Ha OpeMEHHOCT.
He ce npenopb4Ba NpHIOAEHNETO My NpH GpeMeHHH, OCBEH aKO O4aKBapara Ioi3a
ONpaBAapa BEpOSTHHA pHCK. THMOMON €€ CeKpeTHpa B KbpMaTa M MOXe Ja
NpeAU3BYKA CEPUO3HH HEXERaHu peakiluH y KbpMaueto. Heobxonumo e na ce BleMe

pelIeHne JalH Aa ce MPeYCTaHOBH KEPMEHETO MM Aa ¢ CIIpe ACHCHUCTO C Tumomon.

4.7. Edexrn BbpXy ciocoGHocTTa 32 modmpae i paboTa ¢ MalIHHA

He oxasea BIEgHEE.

4.8. HexelaHH IeKAPCTBEHH PeaKHU

HpenapareT 0GMKHOBEHO ce MoHacs mobpe. Pagxo Morar na ce Habmozmasat
NpH3HALY HA OYHO [Apa3HEHE BKNIOYHTENHO: KOHIOHKTHBHT, Gnedapur, keparur,
NOHIXKEHA KOpHealHa UYyBCTBHTENHOCT; IPOMEHH B pedpaxuusra (Hai-uecro
CBLP3AHH CHC CITMPAHETO Ha MHOTHIMTE); JHIIOINS; [ITO3a; HAManeHNe Ha ClIb3HaTa
ceKpeLus.

ITorAKora JIOKATHO NPHIOKEHHAT GeTa-GAoKep MOXKe 1a PERU3BHKA CHIYUTE
HE)Ke/aHy JIEKApCTREHH PeaKIiH, KOUTO ce HaGNIofaBar IIpH CHCTEMHO NIPHIOIKEHHE,
T KaTo MOXE FAa ce ajcopbupa B CHCTEMHOTO KpbBooOpamiesnue. MoraT ma ce
HabMonaBaT KapAMOBACKyNnapHu npossu (Opagukapiusi, apUIMus, apTepHamHa
XMIIOTOHMA, ATPUO-BEHTpMKymapeH OROK, nepeOpalHd CBAOBH HMHOHJACHTH,
KOHTeCTHBHA CBHpJEYHA HENOCTATHYHOCT, NANNMTALMH); PECIMPaTOPHM IIPOSBH,
rNIaBHO JIpY MALMEHTH ¢ aHaMHE3a 33 CHIIECTBYBaWlo GpOHXOCHAcTHIHO 3aboniBaHe
(6poHxXocrazbM, AMCHHES, Kauiuua, AHKare/Ha HEAOCTaThYHOCT); MackupaHe Ha
XUTIOTTHKEMHYHY CHMIITOMHE TIPH MHCYIHH3ZBHCHME OOMHH OT nuabeT; anepruduy

peaxiuy (ypTuKapus, chp0ex, aHrHoeseM); anoneuus; o6y Ipossy (rnasobonue,

acTeHMs, TpBAHA OONKA); INCHXHYHM peakuMu M NpofBH OT CTpaHa Ha oHC




CTOMAINHO-UPEBHM TPOABH (TajieHe, AUAPHA); CHCTEMEH JIYIYC CpUTEMATOZEC,

HAMAaJIeHO NTHMOHNO.

4.9. Ipenosupane

TIpu AoxanHO HPHIONEHHE Ha MpelapaTa B NpPENOPLYBAHMTE JI03M HE Ce
pabaoqaBar TOKcHuHK edektH. B ciydall Ha MBUMAEHTHO TOITBIAHE HA TOAEMH
KOJIH4ecTBA OT Mperiapata Moxe Ja ce Halmozasa IIOBAWIaHe, IOBPBIIAHE,

ChPACYHO-CBI0BH HapyIICHHT. Hpoaem,ua ce CHMIITOMaTH4YHO JICUEHHEC,

5. SAPMAKOJOINYHE JAHHH

51. @apmaxoAUHAMEYHH CBOHCYBA

Tumononr Mamear e P ¥ Pr-ampeHeprmueH (HeceleKTHBEH) ONokep Oe3
BRIpElIHA  CHMIATHKOMHMETHYHAa M MemOpaHocTabmAM3Mpallla  aKTHBHOCT.
TIprnosxen noz Gopma Ha OYHH Kanke, THMONON NORMKABA BETPEOHOTO HaNsraHe,
fe3 fa IPOMEHs TONEMUHATA HA 3eHHIATA ¥ 3PHTENHATA OCTPOTA. XHIIOTEH3UBHUAT
My edexr e ocofeHo MOAYepTaH HpPH TOBUNIEHO BETPEOYHO HAliraHe, HO C8
HabmIOfaBa ¥ IIpM HOPMAIHO Hamsrae. VlacnefBaHMATA OTHOCHO MexaHM3Ma Ha
JeiicTRre, BOAEI K0 HOHMKABAKE Ha BETPEOYHOTO HAJATaHe, JaBaT OCHOBaHHUE A2 ce
npeamnosara, 9¢ TEMOJON HaManiBa NPOLYKIHATA Ha KaMePHa TeYHOCT B OKOTO H JIO

H3BECTHA CTeNeH Toxo0psaBa OTTHHAHETO H.

52. d@apmakoKEHETHYHH CBOHCTBA
HleiicTBreTo Ha mpenapara HacTenBa npubmusurenso 20 MHHYTH CHe],
HakanmeaHe B OkoTo. Makcumanes edekt ce moctura cnen 1-2 yaca U IpoAbIoKasa

oxono 24 gaca.

53. XlpeaxHHHYHW JaHHM 32 Oe30macHOCT

Ocrpara LDsg TocHyHOCT Ha THMONON € MPOYHEHA BBPXY ey MHUIKY K
fenu miexoBe, 1O pased Gpoil OT jgapara IONa FpH ERHOKPATHO NHEPOpanHo
npunoKenye. EXeAHEBHO, B Npoibxenne na 20 IHH € CNEASHO 32 MPOMEHH B
TIOBeACHNETO, pedieKCHTe ¥ JeTaluTeTa. YcraHoseHO e, de LDso 3a mumxu mpu
nepopanso npunoxenune ¢ 1491.4 mg/kg, LDso 32 IuIexoBE IPH NEpOPANHO
npunoxenne e Hag 1500 mgo/kg. Tlonyyenyite pesyiraTH AasaT OCHOBAHAE Tumomon
Ja ce TpHYHCHM KBM cla0o TOKCHYHWTE BEIIeCTBa CIIOPEn Knécmbnxaunzra Ha

Hodge 1 Sterner npH nepopaiHo NpHIOKeHKES Ha IHX0BE.




Cyb6akyTaara (30-gHeBHa) TokcuuHOCT HAa THMOAON € H3cneaBaHa BbpXY Genu
IUIBXOBE WO paBeH Opolf OT jApata mona, TPETHPaHH NEPOPANHO EXKETHEBHO B
npoabipkeHue Ha 30 JAHH ¢ gosu:

I-8a rpyna - 0 mg/kg .M. (xoHTpONa)

ti-pa rpyna - 5 mg/kg .M.

fI-ta rpyna - 10 mg/kg .M.

He ce ycTaHOBH CTATHCTHUECKH 3HAYHMMO MOHHKEHME HA TENEeCHOTO TErNIo Ha
OTIUTHHTE JXKHBOTHH, HE ce HabmopaBaxa CHINECTBEHW IPOMEHM B HOBEACHMETO Ha
xuBoTHHTE. He ce yCTaHOBH CMBPTHOCT B HHTO efHa OT rpyruTe. CTaTHCTHYECKH
3HQYMMM pa3IUKM B  CTOHHOCTMTE Ha  W3CNEABAaHWTE IapaMeTpH  IIpH
XEMATONIOTHYECKUTE M KIMHHUKO-XHMHYHM TECTOBE HE C& YCTaHOBHMXAa M3BBH
rpaHunuTe Ha GHONOTWMHATH MM BapHadumHocT. He ca HabmonasaHu NaTONOTHYHN
MIPOMEeHY NIpH M3clieIBaHe Ha ypuHaTa. [loydeHMTe Pe3yaTatTd NaBaT OCHOBaHHE Jia
ce ipreme, ye TUMOJNON NpHIarad nepopanHo B NpoxsikeHne Ha 30 JHM, B 103K 5 ¥
10 mg/kg HE NpPEAU3BHKBa TOKCHYHH IIPOMEHH H MATONOTHYHM OTKIIOHEHHS B
XHCTONOIWYHATA CTPYKTYpa B YCJIOBHMATA HA NPOBEIECHHS eKcriepuMeHT. B yetnpu or
IIeCT H3CTEeNBaHH ITBXa nozata 10 mg/kg npepusBuKBa YMEPEHO H3paseHa
xunepniazinsl Ha numHata TBKaH B THHKMTE M AcbemmTe veppa. Ts HaMa
IIpOrpeEcHpary XapaKTep.

JepManHa ITOHOCHMOCT € Npoy4eana BepXy e 3aifiu nopoga "Uuaymna' ¢
terno 3.5 - 4 kg, pasupeyeneHy B rpyna mo 6 xuBoTHH. [lpenapar®sT € IpuiaraH
enMKyTando. B pesynrar Ha 16 mHeBen ONMT € YCTAHOBEHO, e THMOMNON He XOKa3sa
JokanHo JpasHemo gOeiicrue. HaGmopmaBaHMTe 6pPH  NATOMOPQONOTHYHOTO
H3cnefBaHe VYBpexIaBMa (OrHMIIHO HapyllaBaHe HENOCTTa Ha enuaepMuca M
ph3nANICHHE Ha JepMaTa B Te3W OTHHINA) ca HE3HAYMTENHH M CTOAT BHB BpPB3KA C
npenpapuTenHata abpasus Ha KOXaTa, karo He ce Habmojapar B monerara Oes
abpazust.

JloxanHaTa OYHa NOHOCHMOCT Ha TuMoyion e mpoyueHa BEpXY Oenu 3aiuu
nopofa "Yauumina" ¢ Terio 3.5-4 kg, pasnpeneneny B rpymu 1o 6 sxusotHy. Trmonosn
e npunaras exsokparHo (0.1 ml oT roToBata GopMa) B KOBIOHKTUBAIHMA O4eH cax. B
x0fa Ha HaGmopmeHmeTo TUMONON He HOKAa3a JaHHH 3a JIOKANHO JpasHell egekr

BEPXY QUHAaTa JIHraBHuIa.




Cencubumusupaiiyat edekr Ha TUMONON € npoydueH BBpXY Oelm MOpCKH
ceunyera ¢ Terno 300 - 400 g, pasnpenenerd B rpyna no 10 xusotHu. Iomyasenure
pe3y/TatH JaBaT OCHOBaHHE Ja ce IpHeMe, ue NpernaparsT He MoKa3Ba NaHHH 3a
ceHcubmnmnzupam egekt. CerioacHo knacuduxanusta Ha Magnusson u Kligman,
THUMONOI ce XapaKTepu3upa KaTo MHoro cnab anepred ot I kiac, T.e. IIPHIOKEHHEeTO

MY BBpPXY XOpa MOXKE Ja Aaj¢ KOHTAaKTeH aNepruHdcH HepMaTHT CaMO B eQHHHWYHH

CITy4an.

6. PAPMANEBTHYHH FAHHKA

Concsk Ha MOMOINHHTE BellleCTBA ¥ TEXHHTE KOJNYecTBA B €HHH

daaxos ot 5 mlf0.5%

Monosodium phosphate monohydrate -269mg
Disodium phosphate dihydrate -54.3 mg
Sodium hydroxide -adpH7
Benzalkonium chloride -ad 0.5 mg
Water for injections -ad 5ml

6.2. DuaK0o-XHMHYHHN HECHEMECTHMOCTH

Hama manm.

6.3. Cpok Ha rogaocT
Tpu (3) roguns.

Pa3TBOPET MOXKE A2 ce u3ton3ea 10 30 OHH cliel] OTBAapgHETO Ha (IakoHa.

6.4. Croenuanuy YCJIOBHA HA CLXpaHeHHe

JIa ce cpXpaHgBa Ha 3al(HTEHO OT CBETIMHA MACTO IpH TEMIeparypa HOf
30°C!
6.5. [JdanHu 32 onaxoBKaTa

IIspEHYHA ONAKOBKA

THMONOJ OYHM Kamxy ce mo3upa B Gefd nnacTMacorH (naxkonu or 5 ml, ¢

BHHTOBA Kalia4Ka H KaliKOMep.

Bropudna onaxoBka

Enun (bHaKOH H JHCTOBKa C€ IOCTABAT B CONHMYHa CrbBacMa KaproHena

KyTHA.




6.6. IlpenopbkH HpH yHoTpe6a

Jla ce a3y OT AOCTERII Ha Aclia!

TlocTaBAHeTO Ha KalKHTE €€ H3BBEPUIBA NIPH XHTHEHHH ycnosusa. Jla ce
u3bArsa KOHTAKT HA KAOKOMEPa ¢ OKOTO MiH 3a00MKandIlUTe T'M CTPYKTYPH.

OnakoHBT Aa ce 3aTBaps Aobpe cnep Beaka ynotpeba.

7. HME A AJJPEC HA TIPUTEXATEJNA HA PASPEINEHUETO 3A
YHOTPEBA
CODAPMA ALl
yn. “Yinnenxcko woce” No 16, Codua 1220
8. NPOU3IBOAUTE
COOAPMA AL
Byn. “Kn. Oxpugckn” No 3, Codoma 1797
9, BATA HA N3rOTBAHE HA XAPAKTEPUCTUKATA
21.03.2001 r.




