KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

I.  MME HA JIEKAPCTBEHHSI TPOAYKT 2900/

Kocont 2 %/0,5 % kanku 3a ouu, pa3rBop

Cosopt 2 %/0.5 % eye drops, solution 'Z J S/ 0 6 -03- 2026
2, KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcekn MUTMITHTBP chbabpka 22,26 mg nop3onamMuaoB xuapoxyaopu (dorzolamide hydrochloride),
CboTBeTCTBalll Ha 20 mg nop3onamua M 6.83 mg TuMononos Masear (timolol maleate), cboTBeTCTBALL HA

5 mg TUMOJIOJ.

[TomoL1HO BelecTBO ¢ W3BeCTHO AeiicTBrE: | ml Kanku 3a ouM, pas3TBop, chabpxka 0,075 mg
OCH3aJIKOHHEB XJIOPU]L, @ €[IHA KarKa pa3TBop cbhabpika npubnuzutenHo 0,002 mg GeH3alikoOHUEB XJIOPUI.

3a NbJIHUA CITMCBK HA MOMOLLHHUTE BelleCcTBa BUXKTE TOYka 6. 1.

3. JIEKAPCTBEHA ®OPMA

Kanku 3a oun, pa3rsop.

bucTbp, 0e3useTeH 10 nouTH Ge3LBeTeH, 1eK0 BUCKO3eH pa3TBop ¢ pH Mexay 5.5 u 5.8, U ocMonanurer
242-323 mOsM/kg.

4. KIUUHUYHHU JAHHH

4.1 TepaneBTHYHH NOKa3aHHS

[lokazaH e 3a nevyeHue Ha NMOBUILEHO BbTPEOYHO Hansrane (BOH) npu naumeHTH ¢ OTKPUTOBIbIIHA
rjlayKkoma uim rceBaoekcgosinaTiBHa riiaykoma, KoraTo MOHOTepanusTa ¢ lokajieH 6era-610kep He e
N0CTaTbhYHa.

4.2 Jlo3MpOBKA H HAYHH HA NMPHJIOKEHHE

Lo3upoBKa

JHo3uposkara e enHa kanka KoconTt B (KOHIOHKTHBAJTHHUSA CaK Ha) 3acerHaToTo(uTe) oko(ouu) 1Ba MMbTH
JIHEBHO.

AKO Ce U3MM0JI3Ba IPYro JIOKAJIHO O(TAIMONIOrMYHO CPEACTBO, MEXKY NPUIIOKEeHHeTo Ha KoconT u ToBa
CpeacTBO TpsOBa 1a MMa UHTEpPBAJT OT NoHe 10 MUHYTH.

[TaunenTuTe TpsdBa 1a GbAAT MHCTPYKTUPAHKU J1a H3MMBAT PbLIETE CH MPeaH yrnotpeda U 1a BHUMABaT
BbPXbT Ha KankoMepa J1a He 10n1pa OKOTO UIIH OKOJIHUTE CTPYKTYPH.

[ TaunenTure TpsabBa cbiIo 1a ObAT HHCTPYKTUPAHH, Ye MPH HETPABUIIHO H30/13BaHE Pa3TBOPHTE 3a OUM
MOraT J1a ce 3aMbpCAT € YECTO CpelllaHi 0aKTEPHH, 32 KOUTO € U3BECTHO, Y€ MOrarT J1a MPUYHHAT OYHH
MHpeKkuru. Ynorpebara Ha 3aMbPCEHH Pa3TBOPH MOXKeE 11a JOBEJIE 10 CEPHO3HO YBPEXKIaHE HA OKOTO M
nociensatla 3aryba Ha 3peHUETO.

[TaunenTure TpsdBa 1a 6baaT HHPOPMHUPAHH Kak ce OOpPaBH MPaBHJIHO ¢ OyTHIIKATA.




HauuH Ha npunoxeHue:
L. H3muiite cu ppuere

2. Orteoperte Oyrunkara, ObbpHeTe cnelnalHo BHUMAHME BbPXBT HA KaIKoMepa Ja He JOKOCHE
0k0oTO BH, KOXaTa 0KONO OKOTO UMK NpLCTUTE BH.

3. HaBenete riaBara CH Ha3al U 3aPbKTe KAIKOMEpPA HABEASH Hall OkoTO Bu.

4. M3nbpnafite RONHUA K1ENAY HAAOY W NOrNeaHeTe Harope. BHUMATENHO CTHCHeTEe OyTHNKaTA H
KanHeTe €1Ha Karnka B NPOCTPAHCTBOTO MEXAY NOJTHUA KNernay v OKoTo.,

3. 3aTBOpETE OKOTO CH U NPUTHCHETE BbTPELLIHUA BIbJl € MPBCT 32 OKOAO 2 MHHYTH.

Koraro ce npuiara HasonakpyuManHa OKNy31sa UM 3aTBapiHe HA KNenauuTe 3a 2 MUHHYTH,
CUCTeMHaTa abcopOiima ce HamangaBa. ToBa MoXe 2a JoBeae A0 HaMaJIgABaHe Ha CHCTEMHUTE
HEXXENAaHH PCAaKIUHH W 3aCHJIBAHE HA JIOKATHOTO AEHCTBUE.

[ToBTOpETE CTBNKH OT 3 10 5 ¢ APYrOTO OKO aKo Bu € nMpeanucaHo oT nekaps.

[locTaBere kanaukaTa 00paTHO M 3aTBOpETE 30paBo OyTHIKATA.

~ o

ITeouampuvuna nonynayus

EdunkacHocTTa npy neaMaTpUYHH NALMEHTH HE € YCTAaHOBEHA.

bezonacHoCTTa Np¥ NEANATPHYHH MALMEHTH Ha BBH3PACT OR 2 FOAMHHU HE € YCTaHOBeHa (3a nHdopmains,
Kacaellla Obe30nacHOCTTa NPH NEAHATPUYHM MALMEHTH HA Bb3PACT > 2 U < 6 rOAWHH, BWKTE TO4Ka 5.1)

4.3 [lpoTuBonokazaHus

KoconT € npoTHBONOKa3aH NPpY NALMEHTH C:

® DEaKTHBHH 3a00N9BaHUA Ha NHXATEITHUTE MbTHILA, BKIIOYUTENHO OpOHXHATHA acTMa, aHAMHE3a 32
OpOoHXHaIHA aCTMa WK TeXKa XpPOHHYHa 00CTpYKTHBHA GenoapobHa GonecT.

® CHHycoBa Opanukapaus, CUHApOM Ha OONHHUS CHHYCOB Bb3€N, CHHO-aTPHAJIEH GI0K,
aTPHOBEHTPUKYTApeH OJIOK BTOPA H TPETa CTEMNEH, KOWTO He c& KOHTPONHpa ¢ nefcMeitkbp, U3aBeHa
ChbpA€YHA HEAOCTATbYHOCT; KAPAUOreHeH ILOK.

* TexKo OBOpeuHo yBpexkaaue (CrCl< 30 ml/min) nnu xunepxaopeMyyHa aLMI034.

¢ CBPbXYYBCTBHTEJNHOCT KbM HAKOE OT AKTUBHUTE BELIECTBA MM U KbM NBETE aKTHBHU BELLECTBA, HITH
KbM HAKOE OT NOMOLLHHUTE BELIEeCTBA, H30pOEeHHU B Touka 6. 1.

H30poeHnTe 1o-rope NMpOTHBONOKA3aHUA CE€ OTHACAT 3a ChCTABKHUTE M HE Ca CNeLMPUUHK 3a
KoMOUHauusTA.

4.4 CneunanaHu npelynpexaeHHs H NPeINa3Hyu MEepKH NMPH ynoTpeda

Peaxyuu om cmpana Ha CopdesHo-cb008ama/duxameniama cucmema

KakTo u apyr# noKanHy ohratmMonorHiHi NpoayKTH, TUMONON HMa crcTeMHa aGcopBums. Mopaax
CbABPIKaLIMA ce B Hero OeTa-0Ji0kep — TUMOJION, MOFAT 1a CE PA3BUAT CbUINTE TUNOBE ChbPACHHO-ChAOBH,
6en1oapoOHN M IPYTH HEXENAHHU PEAKLIMK, KAKTO NPH NPUIIOKEHHE HA CHCTEMHU HeTa-6l1oKkepH.
Hecrorara na cucreMun HJIP cnex noxanHo npunoxeHne B OKOTO € MO-HUCKA, OTKOJIKOTO TIPH CHCTEMHO
MpUNoXeHUE. 32 HaMalsABaHe Ha cucTeMHaTta abcopOuuns BUKTe Touka 4.2.

CopoeyHu HapyueHus.

[1py mauneHTH CbC CbPACHHO-CHAOBH 3a00NABAHHA (HAMP. HCXeMHYHA GONECT HA CHPLETO, CTEHOKAPAHSA
Ha Prinzmetal n cbpaeuHa HEAOCTATBYHOCT) H APTEPHANHA XUTIOTOHMUS, ICUEHUETO C Oera-Oniokepu
Tp4A6Ba Aa OBbae OOMHCIEHO BHHMATENHO, KaTo TpAGBa Aa ce MMa MPEABUA ¥ BB3MOKHOCTTA 32 JICYEHHE ¢
ApYTH aKTHBHH CyOCTaHUMH. [lauMeHTHTe Cbe ChbpaedHO-ChAOBH 3a00naBaHUA TpAGBa na ca noj
HabnloAeHHe 32 MPU3HALIY Ha BOLIABAHE Ha Te3M 3a00/ABAHNS U HA HEXENAHW PeaKkLmnH.

CaMO C MOBHLUICHO BHUMaHHE HAa NALHEHTH CbC ChpaeueH 6110k oT | cTeneH.




Cvoo8u Hapywenua:
[TauneHTHTE C TeXKU NeprupepHU LUNPKYIATOPHU HApYILeHH/3ab0NaBaHusA (Harp. TEXKH GOPMU Ha
tonect Ha Raynaud unu curapoM Ha Raynaud) tpabsa na 6baaT neKkyBaHu ¢ NOBHLIEHO BHUMAHHUE.

Pecnupamoprnu napyuwienus:
[Ipy nauneHTH ¢ acTMa WMa CbOOLLEHMSA 33 PECTUPATOPHU HEXEAaHN PEakLiMi, BKIKOUYUTEHO U CMBPT B
pe3y TaT Ha OpoHXOoCNasbM, CheA NPUIIoKEHHE Ha HAKON odTaIMONOrHYHY 6eta-010KepH.

KoconT tpabBa na ce #3non3Ba ¢ MOBUUIEHO BHHMaHHe NPH NaLKeHTH ¢ NeKa/YMEPEHO TeXKa XPOHHYHa
obcTpykTuBHa Oenoapodna 6oaect (XObb) ¥ caMo ako noTeHUMANHATa NOJ3a HAABHLILABA NOTEHLUANHHUS

PUCK.

Yeprnodpobro yepexcoare

To3u nekapcTREH NPOAYKT HE € NMPOYUYBaH NPU NALMEHTH ¢ YSPHOAPOOHO YBPEXKAAHE H CAEA0BATENHO
Tps0Ba na ce W3Mo3Ba ¢ NOBUIIEHO BHUMAHKHE NPH TAKHBA NaLIMEHTH.

HmyHonrozcua u cepuxyvecmeumeHiocm

Kakro u ApyTH J0oKaTHH OTaIMONOrHYHU NPOAYKTH, H NPH TO3H JIEKAPCTBEH NMPOAYKT € Bb3MOXKHa
CHCTEMHA abcopOuus. Jlop3onaMun npuTexcasa cynpoHaMUIHA rpyna, KAKBATO HMa U NpH
Cy(hoHAMUAHHUTE NIPOAYKTH. [Topaau TOBa NpH NOKANHOTO MY NPHIIOKEHHE MOTaT 1a C€ Pa3BUAT ChLIWTE
HE)KENaHU peakLnH, KaKTo NPH CHCTEMHO MPUIIOKEHHUE Ha CYIPOHAMNIN, BKIIIOUHTENHO TEXKKH peakLny
KaTo CHHAPOM Ha Stevens-Johnson v TOKCHUYHA eNMIEPMAIHA HEKPONN3a. AKO C€ NOABAT NPH3HALM Ha
CepHO3HA HEXEIIAaHA PEaKLMA WY PeaKLMs HA CBPBXYYBCTBUTEITHOCT, CIIPETE MPHIICKEHHETO HA TO3M

MPOAYKT.

JloxanHu HexeNnaHy peakumy OT CTpara Ha OUMTE, CXOAHM € HaONMOAABaHHUTE NPKH NPUIOKEHHE Ha
JI0p301aMM0B XHAPOXJIOPHA KAMKH 33 OUM, ca HabioaaBaHH U NMPH TIPUNIOKEHHE HA TO3N NIEKAPCTBEH
NPOAYKT. AKO NOJOOHHN PEaKLIHKU ce pa3BHAT, TPAOBa Aa ce OOMHUCIM CIUpaHe Ha NEYEHHETO C TO3M

NEKapCTBEH MPOAYKT.

Hokato npremar Gera-010KepH, NALMEHTHTE C aHAMHE3A 32 aTONHA WAM TexKa aHapuNakTHYHA peaKivs
KbM PA3/IM4HH AIEPreHd MOXKE J1a Ca C MOBHILICHA PEAKTHBHOCT MPH MOBTOPEH KOHTAKT ¢ TaKWBa
ancpreHy M a He Ce NOBIHAIT OT 00MYaliHUTE NO3H AAPEHANWH, H3TION3BAHH 3a JieueHH e Ha
aHa(pMNAKTHYHU PEaKLUU.

Cwvnsmemaaiyo 1e4eHue

[Ip npunoxeHue Ha THMONOJ Ha NALMEHTH, KOUTO Beue NPHEMAT CUCTeMEH OeTa-6nokep, ePeKTsT
BbPXY BbTPEOUYHOTO HANAAHE WK U3BECTHHUTE CHCTEMHH edeKTH Ha OeTa-Onokaaara mMoxe Ja Obaar
MoTeHUHpaHH. TlpHu Te3u nauMeHTy OTrOBOPLT Ha NieueHueTo TpAGBa Aa ce cneau cTpukTHO. He ce
npenopbyBa €IHOBpeMEHHaTa ynotpeba Ha Ba nokanHu 6eta-6nokepa (BXk. Toyka 4.5).

He ce npenopbuBa enHOBpeMeHHaTa ynoTpeda Ha 10p30NaMHa U NepOpaTHU KapboaHXHAPa3HH
WHXUOUTOPH.

CHHPGHE’ HAd AeYeHuemo

KakTo npu neueHure CbC CHCTEMHH GeTa-0nokepH, ako ce Hanara CliipaHe Ha JIOKATHUS THMONON NpH
MalHEeHTH ¢ ICXEMHYHa 00NECT HA CLPLETO, NeYeHHETo TPAOBa Ja ce NPeKpaTH NMOCTENEHHO.

Honvwanumennu eghexmu Ha bema-broxaoama




Xunoenuxemus/ouabem:
bera-6nokepure TpabBa a ce mpunaraT ¢ NOBULIEHO BHUMAHHKE NIPH MALHEHTH, KOUTO Ca CKJIIOHHH KbM

CMOHTAHHO PA3BHTHE HA XHNOIIMKEMHUA UM NIPH NAUMEHTH ¢ HectabuneH nuaber, ThH KaTo MOTAT A
MacCKHpaT NPU3HALKTE K CHMIITOMUTE Ha OCTPaTa XHMOTMHKEMMUA.

bera-OnokepuTre MOrart ChbLLO Aa MACKHPAT MPU3HAUKMTE HA XHTIEPTUPEONAH3bM. BHE3aNHOTO criMpaHe Ha
JeueHHeTo ¢ OeTa-010KepH MoXe Aa NPeAr3BHKa BlOWABAaHE HA CHMITTOMUTE.

3abonseanus Ha pocoguyama
OdTanmonoruyHuTe bera-0610kepy Morar Aa npean3BUKar Cyxora B ounTe. [lauueHTuTe che 3ab60nsaBaHns

Ha pOorosxuaTa Tpﬂﬁﬂa na Obaar JIEKYBAHH C NOBHLUCHO BHHMaHUKE.

Xupypeuuna anecmesus
O¢ranmonornyuure 6eta-0610kepy MOraT aa NOTUCHAT CUCTEMHUTE O€Ta-MUMETHYHM ePEeKTH, HANMPUMED
Ha aApeHalnHa. AKO MalHEHTBT NONY4YaBa TUMOJON, AHECTE3HONOr LT TpAbBa 1a Obje npeaynpeaeH 3a

TOB4.

Jleuenunero ¢ GeTa-6nokepH MOXe [a BIOLIK CUMNTOMUTE Ha MHACTEHUS FPABHC.

ﬂ OnNeIHUMENHU E@EK!HN HAd UHX uﬁupan emao Ha H{IpﬁﬂﬂHx udpmama

JleueHunero ¢ nepopanHi HHXHOUTOPH Ha KapboaHXKHAPA3aTa € CBLP3AHO C YPOIHTHA32 BCIEACTBHE Ha
HapylEeHHa HA ATKATHO-KHCENHHHOTO paBHOBECHE, OCODEHO NMPH NALIMEHTH ¢ AHAMHE3a 33 HedpoIuTHa3A.
Bbnpeku ue npH NpHIOKEHHE Ha TO3U NEKapCTBEH NPOAYKT He ca HabmioaaBaHN OTKNOHEHUS B aKalHO-
KHCETMHHOTO PABHOBECHE, HMA HEUYECTH ChODILICHHA 3a YponuTHasa. Thil xaTo & ChCTaBa Ha

Kocont Bnu3a nokaiten HHXHOUTOp Ha kapboaHxuapasaTa, KONTO HMa ¥ CHCTeMHa abcopOLus, No Bpeme
Ha ynoTpedara Ha TO3H JIEKapCTBEH NPOLYKT NaLMEHTHUTE ¢ aHaMHe3a 3a HeppoJIMTHA3a MOXE 1a €a ¢
MOBHIIEH PUCK 3a PA3BUTHE HA YpONUTHA3A.

ﬂ.t_?l YU

JleueHHETO Ha NALUMEHTH C OCTPa 3aKPUTOBIBJIHA IMlayKOMa H3UCKBA U APYTH TEpaNeBTHYHH HHTEPBEHUHUM
B JOMbAHEHHE KbM CPEACTBATA, MOHUKABALLM BbTPEOYHOTO HanAraHe. To3H ieKapCTBEH MPOAYKT He €
MPOYUYBaH NPH MAUKMEHTH C OCTPa 3aKPUTODBIbIIHA [IayKOMA.

[lpn nauneHTH ¢ NpeAIecTBALM XPOHHYHH POrOBHYHH AedeKTH W/HIIH aHaMHe3a 3a BETPEOUHH
onepauyy HMa ChOOLIEHUR 32 OTOK Ha POroBHLATA U HEODpATHMa KOpHeaiHa JeKOMIEeHCaUus 1o BpeMe
Ha ynorpebara Ha aop3onamua. Ipy nauHeHTH ¢ HUCHK Opoll Ha eHAOTENHUTE KNETKH ChIIECTBYBA
NOBHILLIEH PHCK 3a pa3BHTHE HA OTOK Ha poroeuuara. { Ipy npeanvceane Ha KoconT Ha nauxMeHTH OT Ta3M
rpyna TpAabBa aa ce B3eMar NnpeanasHi MEPKH.

[lpu npunaraHe Ha nekapcTBa, NOTUCKALUIM NPONYKUHMATA HA BBTPEOYHA TEHHOCT (Hanp. TUMOAOJ,
aueTasofnamma) ciel GHITPALHOHHH NPOLEnypPH WMa CbOOLLEHHS 33 OTNENBAHE HA XOPHOUAEITA,

KakTo W npu NpunoxeHne Ha ApyTH leKapcTea 3a N€UYEHUE Ha I1aykoMa, Clell NPOabIKUTETHO JOKATHO
ICYEHHUE C THMOJIONOB MajieaT HMa CbOoOLIIEHUA 3a OTCcnabBaHe Ha OTrOBOpa KbM Hero., B KiHHHUYHM

Npoy4BaHus obaye, B KOUTO ca npocnensBaHy 164 nauMeHTH B NPOAbIKEHHE HA NOHE TPH FOANHU, Clel
MbPBOHAYANIHOTO CTAOUNTU3APAHE HE Ca YCTAHOBEHM 3HAYMMH Pa3IMKN B CPEAHOTO BHTPEOYHO HANATAHE.

bernzankoHues xnopuo

Crobiuasa ce, ue GEH3ATKOHHEBUAT XJIOPHA NPUMUHABA JPA3HEHE Ha OYMTE, CHMIITOMH Ha ,,CYX0 OKO™ M
MOXE J1a 3acerHe CMb3Hus PUIM U NOBLPXHOCTTAa Ha poroBuuaTa. TpsGBa Aa ce M3NOJI3BA ¢ MOBHLIEHO
BHHMAHHE TIPH MMALKEHTH CbC ,.CYXO OKO™ U MPH NALLWEHTH, NPH KOUTO POrOBULIATA MOXKE Na € YBpeaeHa.
ITaunenTute TpaOBa Ja ObaaT HabmoaaBaHu B cnyualt Ha NPOABLKUTENHA ynoTpesa.




H3nonzearne Ha KOHMAaKmMHU newj

KoconTt cbabpka OEH3aNKOHHEB XJIOPHA KAaTO KOHcepBaHT. Tpadra na cBaiUTe KOHTAKTHUTE JIELLIH Npeau
ynorpefaTa Ha TOBa JIEKAPCTBO ¥ KA U3YAKATE MOHE |5 MUHYTH Npeay Ja ru nMocTaBUTe OTHOBO.
beH3aNKOHHEBHAT XAOPHA NPOMERSA LBETA HA MEKMTE KOHTAKTHH JIEILH.

[leouampuyna nonyrayus

Bixre Touka 3.1,
4.5 B3anmMoaeHcTBHE ¢ APYIrH JeKAPCTBEHH NPOAYKTH H ApYrH GopMH HA B3AHMOACHCTBHE
He ca npoBexaaHy CrielManHy npoy4BaHua 3a IEKapCTBEHUTE B3aumoaelictens Ha Kocorr.

B KNHHHWYHO MPOYYBAHE TO3H JIEKAPCTBECH MPOAYKT € U3IMOJ3BAH €IHOBPEMEHHO ChC CIEIHUTE CUCTEMHH
nekapcersa 0e3 aHHHU 3a HEXenaHU nekapcTBeHH B3aumoaeiicTBHA: ACE-HHXubOUTOpH, KaNLneBu
AHTATOHUCTH, THYPETHLH, HECTEPOUIHH MPOTHBOBLMANHTENHH CPEACTRA, BKIOYHTENIHO aCTUPHH, U
XOPMOHHU (Hanp. €CTPOreH, HHCYJIUH, THPOKCHH).

ChlLIeCTBYBa BEPOATHOCT 32 CHHEPrU3bM, BOIELL 10O XUMOTOHHA W/ MK U3pa3eHa Opaaukapaus fpu
EAHOBPEMEHHO MPUAOKEHHE Ha opranMonoruudy Hera-6noKkepy ¢ NEpopanHi KANlHWEBH aHTArOHHCTH,
AHTHAAPEHEPrUUHU NEKapcTBa ¢ USHTPaNHO AeHcTBUE UNH DeTa-0MoKepU, AHTHAPUTMUYHH IEKAPCTBRA

( BKJIIOYUTENHO aMHOAAPOH), ChbpACUHM MMUKO3UIH, NAPACUMIIATUKOMHMETHLK, [BAHETHAWH, OMHONIHH
AHAINETUUM ¥ HHXHOHTOPY Ha MOHOaAMHHOOKCHaa3aTa (MAQ).

Mma cbodlueHna 32 NoTeHUMpaHe Ha CUCTeMHUTE NposBK Ha Bera-0a0kanara (Hanp. NoHMXeHa ChpaeYHa
YeCTOTa, XENPECHS) NPH EAHOBPEMEHHO JeueHue ¢ uuxuburopy Ha CY2D6 (Hanp. XHHUAMH,
bTYOKCETHH, NAPOKCETUH) U TUMOJON.

Brnpeku ye Kocont caMm no cebe cu He Oka3sa HUKAKbB €eKT UMK OKa3ea cnab edeKT BbpXy pa3Mepa Ha
3CHHULIATA, UMa CITIOPaAHMYHH ChOOILUCHHA 34 MUIPHA3a B PE3YNTAT Ha €AHOBPEMEHHO NPUNIOKEHHUE HA
ofranmMonoruiiu 6eta-Onokepy u aapeHanuH (enunedprn).

bera-6nokepuTe MOraT na NOTEHUUPAT XUNOTIIHKEMHUYHHA edeKT Ha AHTUAKAOETHUTE MPOAYKTH.

[lepopannure 6era-Onoxepn MoraT aa obocTpAT pubayHA-XHNEPTOHHATA CNIEN CMIUPAHE Ha NpHeMa Ha
KJTOHHAWH.

4.6 @epruanTeT, OPpEMEHHOCT ¥ KbpMeHe

Ynompeba no speme na bpemerHocm
KoconT He TpabBa 1a ce npunara rno speme Ha OpeMeHHOCT.

Hopzonamun
JIMNCBAT ZOCTAaTBYHO KIIMHHYHH AaHHH 32 eKCNO3HUMA N0 BpeMe Ha OpeMeHHocT. [Tpy 3afiun xop3onamna
HMa TepaToreHeH eeKkT NpH TOKCUYHHU 3a MatixaTa 203U (BxK. Todka 5.3).

TuMosnon

Hama nocrareyHo AaHHH 34 yrioTpebaTa Ha THMONOJ OT OpeMeHHH xxeHu. TUMonoa He TpsAdBa 1a ce
Mnpunara no BpeMe Ha OPeMEHHOCT, OCBEH aKO TOBa He € 6e3yCNoRHO HeoOXoauMo. 3a HaMansBaHe Ha
cUcTeMHaTa abcopbuns BUXTE TOUKA 4.2,

EnunemMuonoruyHuTe Npoy4BaHHUs HE NOKa3BaT HATMUUETO HA MandOPMaTUBHU eEeKTH, HO NpH

NEpopanHo NpUNoXKEHHE Ha OETa-0NOKEepH NOKA3BaT PHCK 3a UHTpayTePUHHA peTapAauui. B aomsnHeHue
MpY HOBOPOIEHOTO MOXKeE Oa Ce HabIonaraT NpyU3HauK U CUMNTOMM Ha Oeta-0nokana (Ha
Opannkapaus, apTepHanHa XHNOTOHHUS, PeCHPATOPEH AHCTPEC H XUNOTIMKEMHA ), AKO




ca npuiaraHu 0eTa-0JIOKEpH. AKO TO3M NEKAPCTBEH NPOAYKT €€ Mpunara npeay paxaaHeTo,
HOBOPOAECHOTO TPAOBA 1a € MOA CTPOr KOHTPOJ MPE3 MbPBUTE AHU OT XKHMBOTA MY.

Ynompeba no epeme Ha KhpMee

He e u3BeCcTHO Aany ROp30naMull Ce eKCKpeTHpa B KbpMarta. [lpu kbpMelli nNbX0BE, MONyYaBalli
JOP30NaMuU, € YCTAHOBEHO 3abaBsiHe B HAAAaBAHETO HA TErNO HA NOTOMCTBOTO. beta-6nokepure ce
EKCKPETUpAT B KbpMaTa. BhNpeky ToBa MPU TEPaneBTHYHHU A03HM HA TUMOJION B KAk 3@ UM HAMA
BEPOATHOCT B KEpPMATa Aa NMPUCHCTBAT KOJHYECTBA, JOCTATHYHHU KA MPEAH3BUKAT KIMHUYHU CHMIITOMHU Ha
beTa-0si0Kana mpu KbpMaueTo. 3a HaMaIABaHE HA CUCTEMHATa abCopOLIMR BKTE TOUKa 4.2.

Axo ce Hanara neuenune ¢ Koconr, KbpMEHETO HE CE NpenopbLUBa.

4.7 EdekTn BBpXy cnocolfHocTTa 32 WodHpaHe H paboTa ¢ MAIIHHH

He ca npoBexxaaHU NpoyuBaHHUS 3a €PEKTUTE BbpXY CNOCOOHOCTTA 3a wodupaHe U padoTa ¢ MatInHY.
Bb3MOXHHUTE HEXENAHU IEKAPCTBEHHU peakLiHK KaTo 3aMbIJIEHO 3pEHHE MOraT Aa 3acerHaTt cnocobHOCTTa

Ha HAKOW NALIMEHTH A WOoPHPaT WKWK A2 paboTAT C MALUHHMU.
4.8 Hexenann nekapceTBeHH peaklHy

B knuHu4HO npoy4BaHe Ha KoconT HaGnoaaBaHUTE HEXETaHU PeaKUMH ca CXOOHH CbC ChoOlLaBaHHTe
Npeay TOBA NPH MPUNOXKEHHE HA A0P30JaMHIOB XHAPOXJIOPUA W/ HIH THMOJION0B Maiear,

[1o BpeMe Ha knuHKUHU NpoyusaHus Kocont e npunaran npu [ 035 nauuentn. INpu npubnusurenHo
2,4% OT BCUYKH NALMEHTH JICUEHHETO C TO3U NEKAPCTBEH NPOAYKT € NPEeyCTaHOBEHO Nopanu JIOKaNHH
HeXeJTAaHH peakLHH OT CTPaHa Ha QUUTE, a MPU NPHONM3UTENHO [,2% OT BCHUYKH MNAUMEHTH NEUECHHETO €
NpeyCTaHOBEHO NOpPaaH NOKATHHY HEXENAHH PeakLiMK OT CTPaHa Ha OUMTE, TIpeanonaraly aneprus Wiau
CBPBbXUYYBCTBHTENHOCT (KaTO BL3MAICHUE Ha Kenava UK KOHIOHKTHBUT).

KakTo ¥ Apyrv nOKajJH{ opTaIMONOrNYHH NPOAYKTH, TUMOION ce abcopOupa B CHCTEMHOTO
KpbBOOOpauleH1e. Tora MOXe 1a NPUUMHH HEXENTaHH PeaKUMH, CXOMHHU C TE3W NPH NPHIIOKEHHE Ha
CUCTEMHH OeTa-0nokepH. Hectorata Ha cucTeMHH HIIP cnea npuaoxerne Ha ROoKanHH opTalMONIOrHyHu
MPOAYKTH € MO-HUCKA, OTKOJIKOTO NPH CUCTEMHO NPHNOKEHHE.

CheaunTe HexXenaHu peaklUuy ca choOLIeHU MPU NpUIokeHUe Ha KOoconT WM Ha HAKOA OT ChCTaBKUTE
MY 10 BpeMe Ha KJIMHWYHH NTPOYYBAHHA UITH Npe3 NOCTMAPKETHHTOBHA MEpHOA:

Muoro dectu: (= 1/10), yectu (= 1/100 no < 1/10), neuectn (> 1/1 000 no < 1/100) u peaxu (= 1/10 000
ao < 1/1 000); ¢ Heu3BecTHa 4yecToTa (OT HAJTMYHUTE AAHHH HE MOXe 1a Obae HAaNpaBeHa OLEHKA).

Cucremo- Jlekapcree | Mroro | Uectn Heuectn Peaku C HeHn3BecTHA
OpraHeH KJaac | HA popmMa | YeCTH yecTora**
(MedDRA)
Koconr NMpU3HALMU H
Hapywenns CHMIITOMH Ha
Ha UMYHHATA anepruyHy
CHCTEM2 peakuuH,
BKNHOUUTEINTHO
aHrHoeaemMm,
ypTHKApHHA,
npypuTYC,
o0Opus,
aHa(UNAKCHS
TumMononoB NPH3HAUH U NpypUTyC
Majnear CUMITTOMH Ha
KalkH 3a CUCTEMHH
O4H, aNIepruyHy
pa3rBop peakuuh,




Cucremo- Jlekapcerse | Muoro | YUectn Heuectu Peaxu C Hen3BecTHA
OpraHeH KJjac | Ha popMa | YeCTH yecToTa®®
(MedDRA)
BKJIIOYHTENHO
aHTHOedeM,
ypTHKapus,
NOKATM3UpaH
H
reHepanuaupa
H o0pHuB,
aHaPHIAKCHS
Tumononor XHUMOrNHKEMHUHA
HapymeHna | manear
HA Kalnku 3a
MeTabonnima | ouu,
H XpaHeHeTo | pa3TBoOp
Tumononos nenpecusd* fe3cpHMe®, XankuMHaUKs
Meuxuyunn Masear KOWMapu*,
HAPYLICHHSA Kanku 3a 3aryba Ha
OUH, namerra
pasTBop
Op30.J1aMHU rnasobonue™ 3aMalipane®,
Hapywenus | goB napecre3nu*
HA HEPBHATA | XMAPOXIOP
CHCTEMA W Kanku
33 O4YM,
pa3TBOP
Tumononos rnasobonue* | samMaiBane*, | napecresznu®,
MAJIEAaT CUHKOM* BIIOLLIaBaHe Ha
KAlKH 32 NPH3HALMKTE U
OYH, CUMNTOMHTE
pPa3TBop HA MMACTEHUA
rpaBuc,
MOHHKEHO
TUOHRO™,
MO3BUYHO-
ChIOB
UHUMAEHT*,
MO3bYHa
HCXEMMS
Hapymenus | Kocont napedHe | HHPEKUMA Ha
Ha O4YHTE U KOHIOHKTHBA
CMBJIEHE | Ta,
3aMbIJICHO
BHXIaHe,
€pO3UM Ha
pOroBHLIATA,
CbpOexK B
O4HUTE,
CbII3CHE
Jop3onamu Bb3NA/IECHHE | UPHIOO- Apa3HeHe, yCelllaHe 3a
OB Ha Knenaya®*, | uuknut* BKJIIOUHUTE Yy»,KIa0 TANO B
XHIAPOXIOp Apa3HeHe Ha NHO OKOTO,
NI Kanky Knenaua* 3ayepesBane®, | doradatius
33 O4YM, Sonka*,
pazrBop KPYCTH NO
Knenaya¥,




Cucremo- Jlexapcree | Muoro | Yectn HeuyecTH Peaxu C HeU3BeCTHA
OpraseH kaac | Ha popma | YecTH yecrora**
(MedDRA)
IpexoaHa
MUOFUS
(KOSATO
OT3BYYaBa
Cen CrupaHe
Ha
NIe4eHHUeTo),
OTOK Ha
poropduara®,
XUINIOTOHUA Ha
ouHarTa
sObnka*,
OTNENBAaHE Ha
XOpPHOHUAEATA
(cnen
PUNTPALINOHH
a Xupyprus)*
Twumononos NMPU3HAUH H | 3PUTEITHU T34, cbhpbex,
ManeaT CUMNTOMH HapyLI€HHA, | JAMINONuUA, ChJI3EHeE,
KankH 3a Ha Apa3HeHe | BKIMIOYMTENH | OTNEIBAHE HA | 3auepBABaHeE,
Q4H, Ha O4HUTE, O NPOMEHH B | XOpHUOoUaesiTa | 3aMbrieHo
pa3TBop BKIIOUUTENH | pedpakumaTa | crel BHXIAHE,
0 , (B HAKOM (UNTPALMOHH | €pO3UU Ha
bnedapur*, | cnayuyau a xupyprus* porosuilaTa
KepaTur*, nopanu (BXK.
MOHHXKEHA ciupade Ha | CrnieuManHu
YYBCTBHTEN- | MHOTHYHATA | NpedyNnpex-
HOCT Ha Tepanus)* NEHUA U
porosuuaTa NpeAna3Hy
M CYXOTa B MEPKH NMPH
oyute* ynorpeba, 4.4)
Hapymienun | Tumononos THHHUTYC™
Ha YXOTO H Masear
NabHpHHTA KANKu 3a
QuH,
pas3TBOp
Chpaeuuu Tumononos Opanukapansa | 6onka B aTpuo-
HaApYUWIeHHs | MaearT ¥ rbpaAUTE*, BEHTPUKY Na-
Kanku_3a naanuraunu®, | pex 610Kk,
O4H, OTOK¥, CbpAe4Ha
pasTBOP apuTMUA*, HeJloCTa-
3aCTOHHA THYHOCT
CbhpAcYHa
HE1OCTA-
TBUYHOCT™,
CbpAC4CH
apecT¥,
CbpaeUcH
010K
Op30JaMH cbpueOHeHe
J0B
X XJIQ
W Kanku

34 O4H,




Cucremo- Jlexaperse | MHoro | HectH HeuecTn Penku C HEeH3BECTHA
OopraHeH KJjac | Ha GopMa | YeCTH yecToTa**
(MedDRA)
pa3reop
CuaoBu Hopzonamu XHUIMEePTOHUS
HapyumieHuss | QOB
XUAPOXNIOP
WJ Kanku
34 O4H,
pa3TBop
TuMononos apTepuanHa
Manear XUMOTOHUA™,
KalnkH 3a KJayAUKaL Ko,
QUH, G¢HOMEH Ha
Pa3TBOD Raynaud*,
CTYJCHU pble
U Kpaka*
Pecaunparopn | Kocont CHHY3HUT 3alyX,
H, (PLAHH K NMXaTenHa
MEAHACTHHAJI HeaoCTa-
HH ThYHOCT,
HaApYIlCHHSA PUHHT, PAIKO
OpOoHXOCNa3bM
Jop3onamu €NUCTAKCUC™ JUCTIHEs
i {s):]
XUPOXIIOp
M KaIlKH
33 OYM,
pa3TBOP
TuMononor AncrnHes* OpoHxocnasbm
Manear (npeammMHO
KankH 3a NPH NALUMEHTH
0MH, ChC
pa3TBop ChUICCTBYBA-
O CMACTUYHO
3abonsiBaHe)*,
AAXATENHA
HEIOCTaTbY-
HOCT,
Kalaxua®
Cromamino- | Koconr AHCTey3
YPEBHH U
HAPYIICHUA
0p30JIaMU rageue* Apa3HeHe Ha
0B ['bpJOTO,
XHIPOXJIOP CyXxoTa B
HA Kanku ycrara*
33 OY4H,
pa3TBOp
TuMononos ranene™, duapus, NUCTEY3HA,
MaJjiear RUCTIETICUA* | CyXOTa B GONIKH B
KaIkKH 3a yctata* KOpEMA,
OHHy, MOBPhLLIAHE
Pa3TBOD
Hapymenns | Koconr KOHTAKTeH

HA KOXKaTa H

JEPMATHT




Cucremo- JlekapcTtee | Muoro | Yectn HeuecTH PeakH C HeH3BECTHA
OpraHeH Knac | Ha ¢popmMa | YecTH yecToTa**
(MedDRA)
NoIKOXHATA CHHIAPOM Ha
TbKaH Stevens-
Johnson,
TOKCHYHA
enuaepMaHa
HEeKpoaK13a
Hop3onamu oOpup*
aos
X XJI0
U Kanku
33 OUM,
pa3TBoOp
TumMononos anoneunus*, KOxeH o0pus
Maneart NCopHa3u-
KankH 3a GopMeH o0pHB
QYH, W
pa3TBoOp 060CTpAHE Ha
ncopuasuc*
Hapymenna | THMOIONOB CHCTEMEH MHaNrus
Ha Masiear nynyc
MYCKY/HO- Kanku 3a epUTEMATOAEC
CKeJIeTHATA QUH,
CHCTEMA H pas3TBOp
CheAHHHTEI-
HATA ThK&H
Hapymenua | Koconr ypOIUTHA3A
Ha
6L6peunTe B
NHKOYHHTE
MLTHIMA
Hapywmenns | Tumononor OosiecT Ha ceKCyaliHa
Ha manear Peyronie*, AUCHYHKLHUS
BL3MPOH3IBOA | KallKy 3a MOHHKEHO
HTEeNTHATA O4H, nnonao
CHCTEMA H pa3TBoOp
repzara
O6mn Hdop3onamy aCTEHUA/
HapYIlUeHHs H | I0B yMopa*
epeKTH Ha XHAPOXJIOp
MACTOTO HA MA Kanku
NPHIOXKEHRE | 33 O4H,
pa3rBop
Tumononos acTeHus/
MaJear ymopa*
KarkH 3a
O4H,
pa3TBOp

*Te3n Hexenanu peakuHH ca HabawaaBaHy U NPH NpunoxkeHue Ha KoconT no speme Ha
MOCTMAPKETHHIOBHSA NEPHOA.

** IOTLAHKTENHH HEXKENaHH peakuuy ca HaOoaaBaHu Npy ynorpebara Ha aApyry og
OeTa-0510KepH M € Bb3MOXKHO J1a ce pa3BuAT U npH KocornT.




CrobinaBsake Ha NOJ03MPAHU HeXeNaHW peaKiiuy

CpobimaBaHeTo Ha NOJO3UPAHH HEXEJTaHW PeaKkLMM Cel pa3peluaBare 3a ynoTpeda Ha nekapCcTBeHu s
NPOAYKT € BaxHO. ToBa N03B0OMNABA Aa MPOABLMXKK HAONIOAEHHETO Ha CHOTHOLLIEHHETO NOJ3a/PUCK 38
NEKAPCTBEHHN NMPOAYKT. OT MEAHLIMHCKKTE CNEUHATUCTH C€ U3UCKBA Aa cbOOLUABAT BCAKA NMOAO3NPaHA
HeXX€NaHa peakuua Ha:

HM3nbaHuTeIHA areHumd no ieKkapereara

yn. ,,Jdamsan ['pyes” Ne§8

1303 Codus

Ten.: +35928903417

yebcalT: www.bda.bg

4.9 Ilpenpozupane

Jlunceat AaHHU NO OTHOLUEHWE Ha CAY4aitHO UK YMULLTIEHO noribllaHe Ha Kocont npu xopa.

CumnTromu

MMa cpollieHus 3a npeno3MpaHe Ha TUMOJIONOB MaJleaT pa3TBOP 3a O4HM NO HEBHUMaHHE, KOETO BOAK 10

Pa3BHTHE HA CUCTEMHH e(PEKTH, CXOAHH C HabntoaaBaruTe NpH Npeao3upaHe Ha CucTeMHH OeTa-6nokepu
KaTo HarpuMep 3aMasHoOCT, rnaBobonue, sanyx, opanukapans, OpoHxocnassMm U acucronui. Hakl-yecture
MPU3HALIK U CUMITTOMHM, KOUTO MOFAT [a C€ O4AKBAT [IPH NPEeJO3UpPaHe HA JOP30NaMH, Ca ENEKTPOJUTHH

HapYLUEHHKS, pa3BUTHE HA aUMI03a U EBEHTYANTHO e(PEeKTH OT CTpaHa Ha UEHTPa/IHATA HEPBHA CHUCTEMA.

JaHHWUTE OTHOCHO CIy4YaiHO WK YMULUNEHO NPeAO3UpaHe HA A0P30NaMKI0B XUAPOXJOPHI, MPH Xopa ca
orpaHnueHn. [Ipu mornbuiaHe npes ycrata UMa cbOOLUEHUS 32 COMHONIEHTHOCT. [1pH NOoKanHo
NPHIOKEHNE UMa CHOOUIEHHS 3a cienHuTe ePeKTH: raaeHe, 3aMasHOCT, r1aBobonne, ymopa, HeobuyaiHu
ChHULLIA U aucharus.

JIeyeHHE

Jleuenuero TpaOBa Aa Obae cUMNITOMATHYHO U noaabpkawo. TpabBa na ce npocaeaaBaT HYBATa Ha
CEPYMHHTE €NEeKTPONHTH (0co0eHo Ha kanus) U pH Ha kpbBTa. [TpoyuBaHuATa MOKA3BAT, Y€ THMONON HE
Ce QHATH3Kpa JIECHO.

3. G®APMAKOJOTr'MYHU CBONCTBA
3.1 ®apMakoaHHAMHYHH CBOHCTBA

(dapMmakoTepaneBTHYHA rpyna: AHTHINAYKOMH#M MpenapaTi ¥ MHOTHUH, OeTa-aapeHepruuHyn 610KepH,
TuMonon, koMOuHauuy, ATC koa: SOIEDSI

Mexanuzwm na oetucmaiie

KoconT ce CbCTOH OT ABa KOMINOHEHTA: JOP30NaMUIOB XHAPOXJIOPUI U THMONONOB ManeaT. Bceku enun
OT T€3H KOMMOHEHTH MOHWKaBa NOBHIICHOTO BbTPCOYHO HANATAHE Ype3 NOTHCKAHE CEKpelMaTa Ha
BLTPEOYHA TEUHOCT, HO MOCTUra TOBA MO Pa3zIHyeH MEXaHNIbM.

JLop301aMUIOBUAT XHAPOXI0PHI € MOLLEH HHXHONUTOp Ha YoBelukaTa kapboanxuapasa [I. Muxubupanero
Ha KapboaHXuapa3aTa B LIMJIHAPHOTO TAJIO Ha OKOTO HaMansgBa NPORYKUMATA HAa BLTPEOUYHA TEUHOCT
BEPOATHO 4pe3 3abaBaHe Ha obpa3yBaneTo Ha OukapOboHaTHU HOHK, KOETO BOIH A0 NMOCNEABALLD
OrpaHH4Y4aBaHE Ha TPAHCTIOPTA HA HATPHUH # BoJa. THMOJNIONOBUAT MANEAT € HeCeNnekTHBEH OeTa-
aapeHepruveH 0sokep. 3a MOMEHTa TOUHHAT MEXAHU3IbM HA ACUCTBUE, NO KOWTO THMONOMOBUAT MaJjiear
HaMaJisiBa BbTPEOUYHOTO HANATaHe, HE € HAITBJIHO U3ACHEH, BBNPEKH He PnyopecUEHHOBOTO U
TOHOTpaCKUTE N3CNEABAHUS NOKA3BAT, Y€ OCHOBHOTO MY ACHCTBHE ce U3pa3sBa B HAMa/siBAHE HA
00pa3yBaHETO Ha BLTPEOYHA TEYHOCT. B HAKOU npoyyBaHua obaue ce oTOenn3Ba NEKO YBETHYaBaHE HA
HelHOTO oTTH4aHe. KOMOMHHPAHMAT e(ekT Ha TE3U B CPEACTBA BOAHN 0 AOMbIHHTENHO DOHIRABALE
Ha BbTPeOUYHOTO HanArane (BOH) B cpaBHEHHE € TOBA, KOETO C€ MMOCTUrA PH NPUArg) W
OT JABETE CbCTABKU NOOTAEIHO.




Cnen nokamtHo NpUNOKEHHE TO3H JIEKAPCTBEH NPOAYKT HAMAJABA NOBHILIEHOTO BLTPEOUHO HandraHe,
HE3aBHCHMO AA/TK TO € CBBP3aHO C riaykoMa. [TOBHIIEHOTO BLTPeodHO HaNIAraHe € 3HAYUM PHCKOB
¢akTop B NaToreHe3arTa Ha yBPEXKAAHETO Ha 3PUTENHUA HEPB M 3arybaTta Ha 3pUTEeNHO noje npy
rnayxoma. To3u ekapCcTBeH NPOAYKT HAMAIABA BbTPEOYHOTO HaNAraHe 6€3 na npear3BUKBa YECTHTE
HexenaHu epeKTy Ha MHOTHUINTE KaTo HOLIHA CJIENOTa, Cl1a3bM Ha aKOMOAALUMATA U CBUBAHE Ha
3EHULNTE.

DapmaxcouHamMusHu egrexmu

Knunuunu echexmu

IlpoBeneHH ca KNMKHYHK NPOYYBaHUR ¢ NPOABIIKUTENHOCT A0 15 Mecella, 3a fa ce cpaBHU €(peKThT Ha
KoconT aBa mbTH AHEBHO (NpUiarad CYTPUH U BeUuep Npeay NAraHe) no OTHOLUIEHHUE HA MOHWKABAHETO HA
BOH c edexTuTe Ha OTACNAHO M €AHOBPEMEHHO MpUnaraHd TuMosnon 0,5% u nopzonamua 2,0% np
MaUMEeHTH C riayKkoMa Hiv OYHA XHNEPTOHHS, 32 KOHTO KOMOMHUPAHOTO IEUEHHUE € TIPELIEHEHO KaTo
yAa4yHo. B TOBa YHC/IO BNHU3AT KAKTO HEJIEKYBAHH NMALIMEHTH, TaKa U NAUMEHTH, TIPH KOMTO CaMO C
TUMOIOJ KaTO MOHOTEpANHA He € OMIt MOCTUTHAT 3a40BOMIUTENIEH KOHTpON. [1oBEYeTO NauveHTH ca
JICKYBaHU ¢ MOHOTEpannA ¢ lokaneH OeTa-0nokep Npeau BKIHOUYBAHE B NPOYYBAHETO. AHAIM3IBT HA
MPpOY4YBAaHHATA NOKa3Ba, Ye¢ epekTbT Ha KoconT aAsa MbTH AHEBHO N0 OTHOLIEHHE HA MOHWXaBaHETO Ha
BOH e no-ronam oT TO3W Ha MOHOTEPAIUATA KAKTO ¢ J0P30AaMHuL 2% TPU MbTH AHEBHO, TAKA H C
THMonon 0,5% asa meTH AHEBHO. EdexkTsT Ha KoconT ABa MbTH IHEBHO MO OTHOLUEHHE Ha MOHWKABAHETO
Ha BOH e exBHBafieHTEH Ha TO3H HAa €AHOBPEMEHHOTO MPUNOKEHHE HA AOP30IdMUA ABa MbTH AHEBHO H
TUMONON ABa MbTU AHEBHO. EdexTbr Ha KoconT ABa MbTH AHEBHO 110 OTHOLLEHUE Ha MOHWKABAHETO HA
BOH e noka3zan upes nsmeppane Ha BOH B pa3nuunu 4acose Ha AeHs, KaTo NPH AbJAFOCPOHHO
NPUNOKEHRE TO3M eeKT Ce 3ana3pa.

Ileduampuyna nonyaayus

[lpoBeneHo € TpUMECEYHO KOHTPOMIMPAHO NMPOYYBaHE ¢ IIaBHA Lien JOKYMEHTHpaHEe Ha 6e30MacHOCTTa Ha
Kanky 3a o4 JOp30JIaMHAOB XHAPOXNopHA 2% npu Aeua Ha Bb3pacT non 6 ronmHyu. B Toea oTBOpEeHO
npoyusaHe 30 nauKeHTH HA Bb3pacT o 6 roaMHU U NO-rofiiMa WM paBHa Ha 2 roaMHu, npu kouto BOH
HE C€ KOHTPOJIHpA B JOCTaTb4HA CTENMEH YPEe3 MOHOTEpPAINUS C AOP30JaMUI UK THMOJION, €A NEKYBAHH C
Koconr. Ipi Te3u nauneHTH eprUkacHOCTTa He € ycTaHoBeHa. B Tasu manka rpyna naunenTtu, Kocont asa
MbTH AHEBHO KaTO UANO €€ noHaca aobpe, kato 19 mauneHTH ca 3aBLPIIMAM Npoy4BaHeTo, a 11 ca
OTNaJHanu nopany onepauus, NPOMAHA Ha NEYESHUETO UK NOPaaH Apyra NPpHYKHA.

5.2 dapmMakoKHHETHYHH CBolicTBa
Lop3zonamudos xudpoxnopud

3a pasnKKa OT MEpOPaNHOTO NPHUNGKEHHE HA HHXUOMTOPH Ha KapOoaHXyApasara, TOKaTHOTO
NPUNOXKEHKE HA JOP30JIaMHAOB XHAPOXIOPHA MY [103B0OJINBA [a NPOsBY €PEeKTHTE CH JHPEKTHO B OKOTO B
3HAYUTENIHO NO-HHCKA 032 U CNEAOBATE/HO MO-HUCKA CHCTEMHA EKCNO3NUUA. B KIMHHYHHTE Npoy4BaHus
TOBa BOAH N0 noHWkaBaHe Ha BOH 6e3 ayikanHo-KUCEIMHHHATE MM €AEKTPONHTHH HapYLUEHNS,
XapaKTepHH 33 MEpOpPaTHHTE HHXUOUTOPH Ha kapboaHXHApa3aTa.

ITpy nokanHo NpHIOKEHHE KOP30NAMUA ROCTHIA CUCTEMHATA LIMPKYIALIMA. 33 1A ce OLEHH MOTeHUHATHT
32 CACTEMHO HHXHMOHpaHe Ha kapboaHXnapasara ciel IOKanTHO NPUN0KEHHE, Ca HAMEPEHH
KOHUCHTPalMHTE Ha aKTUBHOTO BELLECTBO U METAOONUTUTE MY B €PUTPOUMNTUTE M M1a3MaTa, KAKTO H
HHXHOMPAHETO HA EPHTPOLIMTHATA KapOoanxuapasa. [1py MPOABIKHUTENHO NPUSTOKEHHE AOPIOIAMMUN
KYMyJTHpa B €pUTPOLIMTHTE B pe3yNTaT Ha CENEKTUBHO CBBbP3BaHe ¢ kapboanxuapasa Il (KA-II), kato B
nnasMara KOHUEHTPALMATA Ha CBOOOAHOTO aKTUBHO BELLECTBO C€ MOAAbPKA H3KIIOUYHTENHO HUCKA.
M3X0AHOTO aKTHBHO BELLECTBO CE MPEBpbLia B eAMHCTBEH N-Ie3eTnin MeTaboNHT, KOHTO ¢ no-ciab
HHXUOUTOP Ha KA-II B cpaBHeHME ¢ H3XOAHOTO aKTHBHO BEILECTBO, HO HHXHOUPa U €IMH OT Mo-cnabo
aKTHBHHTE H30€H3MMH (KA-I). To3n merabonuT cbLIO KyMyIHpa B epUTPOLUNTHTE, KbAETO Ce CREN3BA
npearmHo ¢ KA-L. Jlop3onamua ce cBbp3Ba € ia3MeHHTE NPOTEMHH B YMEPEHE CTel /

33%). Jlop3onamua ce ekckpeTupa OCHOBHO HENMPOMEHEH C YPHHATa, MeTaboNUTLT CX
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ypHHata. Cnen npeycTaHOBABaHE HA NPHEM EPHUTPOLMTHTE CE OUUCTRAT OT A0P30NAaMHUA HENMUHENHO,
KOETO BOAH 10 MbPBOHAYaNHO 61P30 HaMaNIABaHe Ha KOHLEHTPAUNATA HA aKTHBHOTO BELIECTBO,
nocnenBaHo OT no-6asHa asa Ha ENUMUHUPAHE C MOJTYXUBOT OKONO 4 MeceLa.

[1pu nepopanHo NMpUAOKEHNEe Ha AOP30NaMHA C LIEN CUMYTHPAHE HA MAKCUMAIHA CHCTEMHA eKCITO3NLIMS
ciel, AbAroCpOYHO NOKATHO NPHNOXKEHNE B OKOTO, CTALMOHAPHO CbCTOSHUE CE NMOCTUTa B PAMKUTE Ha

13 cenMuun. B craLiMOHapHO CHCTOAHUE B MJ1a3MarTa Ha NPaKTHKa HAMA CBOOOAHO aKTUBHO BELLECTBO W/H
MeTaboIMT; HHXMOHpaHeTO Ha KA B epuTpounTUTE € No-cnabo U3paseHo OT 04YaKBAHOTO, KOETO €
HeoOXonHuMO 3a nposibaTa Ha (apMakonoruyeH edext Bbpxy Ob6peunara QYHKLUHMA HIH AHLIAHETO.
Cxoany papMaKOKHHETHUHH PE3YNTaTH Ca NONYHYeHH CNeA NPOABIKHTEIHO JOKATHO MPUAOKEHME Ha
NIOP301aMHAOB XUAPOXJIOPHI. BbIpekH TOBa HAKOHN Bb3paCcTHU NaLMeHTH ¢ 6bOpeyHo yBpexIaHe
(M34UCNIEH KpeaTHHHHOB KIHpbHC 30-60 ml/min) ca ¢ NO-BHCOKA KOHUEHTpaUKs Ha MeTaboNUTAa B
CPHUTPOLIUTUTE, HO Oe3 3HAYUMM pasiiuku B MHXMOUpaHeTo Ha KapOoaHXUApa3aTa U 6€3 KIMHUUYHO
3HAYMMH CUCTEMHH HEXENAHH e(EeKTH, KOMTO Ja MOraT Aa Ce OTAaAaT NPSKO Ha Ta3H HAXOJKa.

Tumononos maneam

Ipn npoyuBaHe Ha Na3MeHaTa KOHLEHTPALIMS Ha aKTUBHOTO BEILECTBO NPH 6 YYACTHULIM € ONpeaeneHa
CHCTEMHATA EKCMO3ULKA Ha THMONON NPH IBYKPATHO AHEBHO JIOKAIHO npunoxeHue Ha 0,5% TuMononoe
Manear pa3TBop 3a 04H. CpeAHaTa MHKOBA NNa3MeHa KOHUEHTPALHNS ClER CYTPELIHO NPHUIIOKEHHE €

0,46 ng/ml, a cnen BeuepHo npunoxeune e 0,35 ng/ml.

5.3 IIpeaxnMUHUYHHK NaHHH 33 GesonacHoOCT

Oy4yHHTE U CHCTEMHHTE NPOdHIH Ha GE30NACHOCT Ha OTIEHHTE KOMITOHEHTH ca 106pe U3BECTHH,

Hop3onaMun
Ipn 3afium, Ha KOWTO € NpHUNaraH 1Op30NaMHA B TOKCHYHY 32 MaiikaTa 1034, CBbP3aHH ¢ MeTaboTuTHA
aunno3a, ca HabnoAaBaHH Man(opMaLlMU Ha TeNlaTa Ha IPELIIEHHTE,

TumMonon
[IpoyuBaHusTa BPXY XKHBOTHH HE NOKA3BAT HAJIMYUE HA TEPATOreHEeH e(eKT.

B nonsanenne, He ca HabMO#aBaHU HexenaHu eeKTH OT CTpaHa Ha OYNTE NPH KHBOTHM, HA KOMTO ¢a
[TpHJIAraHH NIOKAHO Pa3TBOP 3a O4M AOP30NaMHAOB XHAPOXJIOPHA U THMOJIONOB Ma€eaT, HUTO MpPH
TaKWBa, Ha KOWUTO I0P30JIaMHAOB XHAPOXJIOPHA U TUMOJIONOB MaNeaT ca NPUIaraHH 3aeiHo.
IlpoyuBaHusTa in Vitro W in vivo Ha BCEKH €IHH OT KOMMOKEHTHTE He NMOKa3BaT HATHYME Ha MYTareHeH
noreHuuan. [lopany ToBa npu npunarane Ha Kocont B TepaneBTHYHY N03U HE Ce 04akBa 0cobeH pUCK 3a
X0pa.

6. GAPMAHEBTHUYHH JAHHH

6.1 Cnuchk HAa NOMOIHKHTE BELECTBA
OEH3aAIKOHHEB XNOpUA

XUAPOKCHETUILIETY O34

MaHuTon {(E421)

Hatpues uurpar (E331)

HaTpueB xuapokcua (E524) (3a kopekuus Ha pH)
BOAA 34 HHXKEKLIUH

6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpok na roanocr




3 roAuHH

KoconT ne Tpa6Ba a ce U3non3sa no-abaro ot 28 KHu ciea mbPBO OTBapsHe.
6.4 CneunanyH ycl10BHA Ha ChXpaHeHHe

Aa ce cvxpanspa noa 25°C.

Ha ce cbxpaHsBa B OpHIrHHANHATa ONAKOBKa, 33 N1a Ce NMpeana3i OT CBET/IHHA.
6.5 Bua H chabLpXKaAHHE HA ONAKOBKATA

KoconTt cbabpka 5 ml pazreopOnakoBan € B 0s1a, Npo3paiuHa, HUCKOMIBTHOCTHA NONHETHIEHOBA
OyTHUNKa ¢ npo3paueH KankoMep ¢ Oa/1a Kanayka.

HokasaTtencTso, ue 6yTHIKATa HE € OTBApsAHA € NpeANa3HaTa JIEHTA HA eTHKETA.
KoconT e HaTMueH B CNEAHUTE OMaKOBKU:

I x 5 ml (eaHa 6yTraka or 5 ml)

3 x 5 ml (Tpu 6yTunku ot 5 ml)

6 x 5 ml (wect 6yTUAKH OT 5 ml)

He BCHuky BUAOBE OMAKOBKH Morar aa 6baT NycHaTH Ha nasapa.

6.6 CrneuuanHH Npeana3sHH MePKH NMPH HIXBLPAARE U paGoTa

HsaMma cneuaiHd U3UCKBAHMS.

7. NPUTEXATEJ HA PABPELIEHUETO 3A YIIOTPEBA

Santen Oy
Niittyhaankatu 20
33720 Tampere

PQOuHNaHaue

8. HOMEP HA PASPELIEHUETO 3A YIIOTPEBA

Per. Ne 9900199

9. JATA HA N'BbPBO PA3ZPELIABAHEMOJAHOBABAHE HA PA3PELWUEHHUETO 3A
YNIOTPEDBA

Jlara Ha mbpBo pa3pewaBaHe: 13 wau 1999 r.
Jara Ha nocneaHo noaHoBABaHe: 22 mapt 2011 r.

10. IJATA HA AKTYAJIU3ZHPAHE HA TEKCTA
01/2026




