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1.

Kcanaran 50 Mukporpama/ml kanku 3a ouu, pa3TtBop
Xalatan 50 micrograms/ml eye drops, solution
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KAYECTBEH U KOJIMYECTBEH CbCTAB ‘e

1 ml kanku 3a o4u, pa3TBop cbabpxkat 50 Mukporpama naranonpoct (latanoprost).

E/1Ha Kanka cbabpKa 0KoJ/10 1,5 MUKporpama j1ataHonpocT.

—IOM‘DLLI,HH BELIECTBA C U3BECTHO JICUCTBUE

beH3zasikoHueB xJsiopua 0,2 mg/ml e BKJIIOYEH KaTO KOHCEPBAHT.
HatpueB auxuaporendocdar monoxuapar (E3391) 7,70 mg/ml.

Jlunatpues ¢ocdar, 6e3soaen (E33911) 1,55 mg/ml.

3a MbJIHUA CIIMCBK HA MOMOILIHUTE BELIECTBA BHXKTE TOYKA 6.1.

3.

JIEKAPCTBEHA ®OPMA

Kanku 3a ouu, pa3Tsop.

Pa3TBopbT € npo3payHa, Oe31BeTHA TEYHOCT.

4.

4.1

KJIMHHUYHU JAHHHU

TQPHHEBTH‘!HH NMNoOKa3aHHuA

HawmansiaHe Ha noBuileHo BbTpeoyHo Haisrane (BOH) npu naumeHT™ ¢ OTKpUTOBIB/IHA rI1ayKoMa U
OYHA XHUIMEPTOHHUS MPH Bb3PACTHH (BKIIOYUTEIIHO MMALIMEHTH B CTaApUYeCKa Bb3pacT).

Hamanssane Ha nosuiieHo BOH npu neanarpuyudun nauveHTy ¢ nopuweHo BOH v rimaykoma B
JIETCKA Bb3pacT.

4.2

Jlo3upoBKa H HAYHH HA NPHJIOKEHHE

Jlo3rMpoBka

Bwvipacmuu (6xmouumenno nayuenmu 6 Cmapyeckd 6b3pacm)

[ [penopbyUTEIHOTO JICUEHHE € €/1HA KallKa B 3aCE€rHaToToO OKO (04M) BEAHBXK JIHEBHO. OnTUMalieH
eexT ce nocTura, ako Kcaslaran ce npuiara seuep.

Kcanaran He TpsOBa 1a ce rnpuiara rnoeye OT €MH IbT AHEBHO, ThH KaTO € /10Ka3aHo, Y€ M0-4eCTOTO
[MpUJIOKEHUE HamalaBa eekTa Ha noHuwxkasaHe Ha BOH.

AKO 6'hI_I,E rpornycHara a03a, JICHCHHUCTO CJIC/1Ba /1a 1POAb/ KW HOPMAJIHO, C IPHJIOKCHHC HA
CJIC/1BalllaTa /1034.

[leouampuuna nonyiayus Y/

Kcanaran karku 3a 04M, pa3rBOp MOKE Jla ce Mpuiiara 1pu 1eMaTpuyHm NauMeHTH Che ChliaTa
J103UPOBKA, KAKTO [1PH Bb3pacTHU. JIMrcear JaHHK Npy HEAOHOCEHHU J1ela (POIEHH MPe/IH |
36 recrauMoHHa ce/iMuila). JlannuTe ripy Bb3pacroBarta rpyna <1 rojiMHa ca orpaHuyeHM (BiK. Touka 5.1).
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HauuH Ha npunoxeHue

KakTo npy BCHYKH KANKH 32 O4H, 3 1a C€ HAMAJIH Bb3MOXCHATa CUCTEMHa abcopbius, ce npenopbysa
NaKpHMaNHUAT cak aa Hbae NPpUTHCHAT 38 €1HA MHHYTA BbB BLTPEUIHUS BI'bJl HA OKOTO {TOYKOBO
3arBapsaHe). Tora TpaOBa Aa ce HANpaBHU BeAHara ciie NpUIoXKeHHUE Ha BCAKA Karlka.,

KonTakTHHTE neiiy TpadBa 1a ce CBANAT Npeay NPUIOKEHUE Ha KANKWTE 3a O4H W MOTarT Ja ce
MOCTaBAT OTHOBO cied 15 MUHYTH.

AKko ce ynoTpebsaBa nopeve OT eAUH JIEKAPCTBEH [IPOAYKT 33 JIOKATHO NPUIIOKEHUE B OUMTE,
NEKaApCTBEHHTE NPOAYKTH TpAORa Aa ObAAT NpHIAraHu Npe3 HHTEPBAI OT MHHUMYM MET MHUHYTH.

4.3 Hporasonokazagus

CBpbXUYBCTBHTEIHOCT KbM JIATAHONPOCT WK KbM HAKOE OT MOMOLLHHTE BEIUECTBE, U30POEHH B
TOouka 6.1.

4.4 ChnenuaJHH nNpeaynpexicnns H NpeAnasHH MepKn npH ynorpedba

[IpoMeHy B OUrMEHTALMATA Ha MpuUca

Kcanatan MOxXe MoCTENEeHHO Aa NpeAH3BHKA MPOMAHA B LIBETA HA OKOTO Ype3 YBEIHYaBaHE Ha
KOJIMUECTBOTO Ha KadaBUg NTMrMEHT B UpHca. [1peau HazHavyaBaHe Ha JiIeYEHHETO NaUMeHTUTE TpsadBa
aa ObaaT MHGOPMHPAHH 32 BB3MOXHOCTTA OT MOCTOAHHA NMPOMAHA HA LIBETA HA OKOTO,
EAHOCTpaHHOTO JieYeHHE MOXKE 1a AOBEAC A0 TpalHa XeTepOXPOMHS.,

Ta3u npomsaHa B L|BeTa Ha ounTe € Ouna HabnonaBaHa NpeAUMHO MPH MALMEHTH ChC CMECEH LIBAT HA
HPUCHTE, T.€. CHHbO-Ka(sB, CUBO-Kapas, xbNATO-Kadss U 3eneHo-kadsar, B npoyusaHus ¢
NaTaHOMpPOCT, HAYAJIOTO HA MPOMAHATA HACTHI1BA OOMKHOBEHO B PAMKHUTE HA MbPBUTE 8 MeceLa OT
JIeYEHUETO, PAAKO Mpe3 BTOPaTa WIIH TpETaTa roavHa ¥ He € HabnioaasaHo cnel 4eTBbpTaTa roavHa
OT JieHeHHeTO, CTeNMeHTa HA NPOrpecus Ha MUrMEHTaLMA Ha MpUca HaMansiBa ¢ BPEMETO M Ce
cTabunusnpa 3a ner roguHu. EQexTsT Ha yBeNHUeHa NUIrMEHTALMSA Cltel] NET rOAWHM HE € OLeHeH. B
OTKPHTO 5-roguliHo npoyusaHe 3a 6€30MacHOCTTA HA aTaHONPOCT, 33% OT NaLHEHTUTE ca Pa3BUIIH
NUrMeHTaLMA Ha upHuca (Bx. Touka 4.8). IIpomsanara B LBeTa Ha UpHCa B [TOBEYETO CyUaH € JieKa H
yecTo He € HabmoaasaHa KNMHUUHO. HecToTaTa NP NALMEHTH C HPHUCH CbC CMECEH LIBAT BAPHPA OT
7 o 85% ¢ Hal-BHCOKa yecTOTa NpH XKbITo-KadasuTe upucu. He e Habaroaasana npoMsaHa npu
NALHEHTH C XOMOreHHO CUHH OYH, a NMPU NALMEHTH C XOMOT€HHO CHBH, 3€JIEHH WK KaDIBH OUM

npoMsaHara ¢ HabnioaasaHa paaxo.

B abnrocpo4so oOcepBaLMOHHO NEAUATPHYHO NMPOYYBAHE, OLUCHABALLO XHIICPITUIMEHTALMOHHH
MPOMEHM B OKOTO TMPU MALIMEHTH C MEIMATPUYHE rayKkoMa, IOTbMHABAHE HA LIBETA HA UpUCa U
JIOKaJIH3UpaHa MUIMEHTALNA Ha HpHca ca HabnioaaBaHW B MAJIKO [0-TONAMA CTENEH MPH NMalHEHTH
B rpynarta ¢ €KCIO3ULIMA HA IATAHOTIPOCT B CpaBHEHHE ¢ rpynaTa be3 ekcrno3uuua (BxK. Touka 5.1).

[IpoMsHATA B LIBETA C& ABLKMA HA MOBHLIEHO ChAbPIKAHWE HA MENAHWH B MEJIAHOLIMTHTE HA MPUCHATA
CTPOMA U HE Ce ABJDKH Ha yBe/iMuyaBaHe Opos Ha MenaHouuTnre, B Tunuunure ciyuau Kadapata
NUrMEHTALMA OKOJIO 3€HHULIATA C€ Pa3NPOCTPAHABA KOHLEHTPUYHO KbM NEPHPEPHATA HA 3aCErHATHTE
OYH, HO LISJIMAT UPUC WK HaCTH OT HETO MOTAT Ja CTaHaT no-kagexHukaBu. He e HabnoaasaHo no-
HATATDbLIHO YBEIHYEHHE Ha KAQABUA MUrMEHT Ha MPHUCa C/ICH CITUPAHE Ha JIEYCHHETO. T4 He e buna
CBBP3aHa C HAKAKDLB CUMITTOM HJIH NATOJIOTHYHHU MPOMEHH B KIIMHHYHWTE MPOYYBaHHA, NPOBEACHH

qocera,

HepycuTe MM TOUMLIMTE BBPXY HPUCA HE CE NOBIIMABAT OT NEYECHHETO. B KIIMHUYHK npoyy
HaOMOOaBaHO HATPYNBAHE HA MHIMEHT B TpabeKynapHata Mpexa WM Ha APYTH MecTa B
OouHa KaMepa. [leTrOAHIIHUAT KTHHUYEH OITHUT MOKa3Ba, Ye YBEIHYEHATA [TMIMEeHTaL A
HUKAKBO HEraTHBHO KIIHHMUYHO NOCIEICTBHE H NPUIOKEHHETO HAa KcaataH Moxe fa 6
NPOABLMKEHO, aKO CE MOABH NMMIMEHTHpAHE Ha Wpuca. Bbnpeku Topa nauuMeHTHTE Tpad
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PEAOBHO MPOC/IeAABAHH H KO KIKHHYHATA CUTYaLIHA 1o HIUCKBA, neueHueTo ¢ Kcanaran Moxe aa
Obe cnpsaHo.

HmMa orpaHnueH onut ¢ KcanaraH npy XpoHHYHA 3aKPHTOBIB/IHA [J1aYKOMa, OTKPMTOBIbIIHA
rIayxoMa fpH MalUeHTH ¢ ncepaoadaxus v npu nurMeHTHa raaykoma. Hima onur ¢ Keanarax npu
BL3MATHTEAHA U HEOBACKY/IapHa M1aykoMa WIM Bb3MAINTETHH OUHH ChCTOSHHUA. KcanaTal HAMa UK
MMa MHHHUMAJIEH eEeKT BhPXY 3€HHKLIATa, HO JIMIICBA ONUT NMPH OCTPHTE MPHCTLNY HA 3aKPHTOBIbLIHA
rnayxoMa. [Topaau ToBa ce npernopbuBa MNOBHILIEHO BHUMAaHHeE NPpH Npunoxenue Ha Kcanatad npu

Te3H 3a00NABaHNA A0 HATPYTNBAHE HA NOBEYE OIMMUT,

imMa orpaHHueHM JaHHHU OT NpOYy4uBaHuA 3a ynorpebara Ha Kcanaran npes nepronepaTUBHHA NepHON
[pH onepaius Ha karapakra. Kcanarad Tpabsa aa 6bae UINOA3BaH BHUMATENHO MPH TE3H NALIMEHTH.

Kcanaras Tpnﬁna aa ObJie H3MON3BaH BHHMATEIHO [pH NaUHEeHTH C aHAMHE3a 3a XCPIIETUYUCH KEpaTHUT
H Tpﬂﬁﬂﬂ Ja CC H30srea B C/IY4HaHn Ha aKTHUBCH XCPIICC CHMILUICKC KCPpaTHT H TPH MAUHMCHTH € AaHAMHC3a
3a pCUMANBHPAIL XCPIICTAYCH KCPATHT, KOHKPCTHO CRBP3aH C NMNPOCTArlIanAHnHOBH aHAJTO3H.

C1no0tiieHHA 32 MaKyJieH eaeM (BxK. Touka 4.8) HaCThIuA rJ1IaBHO NPHY NaUMEHTH ¢ adakHi, MALMEHTH ¢
ncesaocadakta ¢ pa3KbCaHa 3a/IHa KarcyJia Ha JICLIATa Wid NpeAHO-KaAMEPHH JIELH, WK NPH
MaLMEHTH C U3BECTHH PHCKOBH (PaKTOPH 3a KHCTO3EH MaKyJieH eieM (KaTo AuabeTHa peTHHONATHUA H
peTHHATHA BEHO3HA OKy3ust). [IpenopbuBa ce NoBUIlEHO BHUMaHUE NpU npunokenue Ha Kcanaran
py NAUKCHTH ¢ adakus, NALUEHTH ¢ riceBaoadakus ¢ pa3KbCaHa 3a/1Ha KancyJ/ia Ha JICLIATa WK
NpeIHO-KAMEPHH NCIUH HIH NP NAUMEHTH C H3BECTHH PHCKOBM (PAKTOPH 3a KHCTO3EH MAKYJICH €AEM.

[Ipy naiMeHTH C H3BECTHH Npegpa3nosarailid puckoBH (pakTopH 3a UpuT/yeeut Kecanatan Moxe na
Obae U3MON3BaH BHUMATEITHO.

Hima orpaHyveH OMMUT NpH MALMEHTH C aCTMa, HO MMa CHOOIIEHNUA 3a CIy4ad Ha o0OCTpAHE Ha acTMa
W/ UK AMCIHES Npe3 MOCTMAPKETHHIOBOTO HabnoaeHue. CneaoBaTeIHO MALMEHTHTE ¢ acTma Tpabsa
na Obaar JeKyBaHH BHUMATEIHO A0 HATPYTIBAHETO HAa AOCTATHYHO ONUT. Bx. cblo TOU4kKa 4.8,

HaOnwonaBaHa ¢ MpOMAHA B LIBETA HA KOXAdT4 OKOAO OYHUTEC, KATO MMOBCYUCTO ChOOUICHUA ca OWIH [1IpH
AMOHCKH NnateHTH. ONKUTHT A0 MOMEHTA NoKaisBa, 4uc ﬂﬁpHOpﬁH’!‘ﬂﬂHﬂTﬂ [IpOMAHA B (BCTA HA KOXKaTA
HC € TpaﬁHa H B HAKOMN Chy4yaHd € H3UC3IHANA C MPOADb/RKABAHC HA JICHCHHUCTO C Kcanaras.

JlIaTaHONPOCT MOXE NOCTENEHHO 1a H3MEHU MUTJIHTE M OKOJIOOYHHMR MBX (vellus) Ha TpETHPaHOTO OKO
H OKOMIOOMHHTE YYACTBLH; T3 NPOMEHH BKIIIOUBAT YBC/IMYABAHE HA Ib/DKHHATA, MECTOTATA,
MArMeHTauugaTa, 6pos Ha MUIIINTE M KOCBMYETATA M PACTEX Ha MUIIIMTE B HEMPABW/IHA NOCOKA.
[IpoMeHHUTE B MUTIIMTE ca OOpaTHMH [PH MPEKPATABAHE HA JIEYEHHUETO.

KoHcepBaHT
Kcanaran ¢cbabpka OeH3aIKOHHER XJIOPUI, KOHTO OOMKHOBEHO C€ U3MON3Ba KATO KOHCEPBAHT B

o TaNMONOrHYHUATE NPOAYKTH. OT HAIMYHHTE OrpaHHYEeHU AAHHHU He ce Habnonasa pasnuka B
npodrna Ha HexenaHuTe CrOUTHA Npu aeua, B cpaBHeHHUe ¢ BbapacTHU. [1o npuuumn obavye npwu
O4YHTE Ha AeLa ce HabnaaBa NMo-CUIHA peakLiMa 3a AaACH CTHMYI1, OTKOAKOTO fIPH OYUTE HA
Bb3pacTHH. JIpasHeHeTO MOXE Aa UMA HETaTHBEH €(PEKT BLPXY NPHALPAKAHETO KbM JIEUEHHUETO NPH
aeua. MMa crobeHus, e GEHIAIKOHHEBUAT XNOPUA MPHYHHABA OYHO APAa3HEHE, CUMITTOMH Ha
CYXOTa B OYHUTE K MOXKE /a 3aCerHe CTb3HHUA GUAM H MOBBPXHOCTTA Ha poroeuuata. Tpabsa na ce
H3MO3Ba C MOBULUIEHO BHUMAaHHKE MPH MALUHEHTH CbC CYXOTa B OUYHTE H NIPH NALHUEHTH, NIPH KOUTO
POrOBKLIATA MOXe Ja ¢ HapyuleHa. [launeHTuTe TpsAOBA Aa ce npocienasar B C1y4Yaid Ha

MPOABJLKUTENHA ynoTpeba.

KOHTAKTHH NeLyH I /’:L .
ARy x",
KontrakTHUTE news Morat aa abcopbupar beHzankoHueBUsa xnopuj u TpaOea aa ce ceas p}&m e e

npunarane Ha Kcanarad, HO MOrarT fia ce NOCTaBAT OTHOBO ¢iea 15 MuHyTH (BXK. Touka 4.3).;
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Ieouampuuna nonysayus
Jlannute 3a edpuKacHOCT M 6e30nacHOCT MPH Bb3IpacTOBaTa rpyna <l roauHa ¢ca MHOTO OrpaHMuYeHH
(BK. TOuKa 5.1). JIuncear gaHHK Npu HEAOHOCEHH Aela (poacHH npeau 36 recrallMOHHA CEOMHULIA).

[pu aeua ot 0 10 <3 rogMHU, KOUTO CTPAAAT OCHOBHO OT ITbPBUYHA BPOAEHAa riaykoma (primary
congenital glaucoma, PCQG), xupypruyHoro neueHre (Hanp. tpadeKyIoTOMHUA/TOHHOTOMHS) OCTABA
Je4eHKEe OT MbPBA JIHHHUA.

4.5 BianmogedcTBHE ¢ APYI'E JEKAPCTBEHH BPOAYKTH K ApYrd GopMH HA B3aRMOIcHCTBHE
JIuncsat cUrypHu JaHHH 38 B3aUMOAEHCTBHUSA C APYTH IEKAPCTRA.

Mma cnoluieHuUd 3a napasokcaino nosuuieHne Ha BOH BcneacTsue egHoBpeMeHHaTa
otranmonoruyHa ynorpeba Ha ABa npocTariaHAHHOBH aHanora. [Topaau ToBa He ce npenopb4Ba
ynorpedaTa Ha ABa MM NOBEYE NPoCTaraHAXMHA, NPOCTArJIAHAHHOBH aHAJIO3H H MPOCTariaHAWHOBH
[TPOU3BOIHH.

Iecouampuurna nonyaayus
[ IpoyuBaHHA 3a B3aHMOJAEHCTBHATA Ca NTPOBEKIAHHA CAMO [TPU BB3PACTHH.

4.6 PeprranTer, OPEeMEHHOCT B KhPMEHE

bpeMeHHOCT

besonacHocTTa Ha TO3M JIEKAPCTBEH NPOAYKT NnpH ynortpeba no BpemMe Ha OpeMEHHOCT HE €
yCTaHOBEHa Ipy Xopa. To# HMa NOTEHLUHATHH PUCKOBH (apMaKOJIOrHYHH €(PEKTH MO OTHOUIEHHE Ha
nepuoaa Ha 6peMEHHOCTTa, Ha HEPOAGHOTO WIIH HoBopoaeHoTo Aere. ITopann Tosa KcanaraH He
Tpabsa na Obae U3NoN3BaH 1o BpeMe Ha DPEMEHHOCT.

KspmeHe
ﬂﬂT&HOHpCICT H HEropute MeTaboJUTH Morar Aa IIpCMHHAT B MaHUYUHOTO MNIAKO M CHACOOBATCIIHO

Kcanaran He TpaOra aa Oba€ M3NON3BaH NPU KbPMELLM XKEHH WK KbPMEHETO TpsbBa aa Obae cnpaHo.

DepTUaUTET
He e ycTaHOBeH €(heKT Ha TATAHOMPOCT BbPXY MBKKHA WITH KEHCKHA GEPTUWIHTET NpPH NMPOYUBAHUA
BbPXY XKHUBOTHH {BXK. TOUKA 5.3)

4.7 EdexTtn 8Bpxy cnocobnocrra 32 mopupane A pabora ¢ MAIIAHH
KcanaraH noe/ingBa B MaiKa cTeneH cnocoOHOCTTa 3a wodHrpaHe u pabora ¢ MaiuvHu. [ToaobHo Ha

APYTH OUHH MpPEnapaTH, NPHIOKCHUETO HA OYHH KATIKM MOXKE 14 NpeJH3BHKa BpEMEHHO 3aMbIIABAHE
HAa 3peHHeTO. JJoKaTo ToBa He OTMHHE, NallHEHTUTE He TpAOBa Aa wodupaT WK padoTAT ¢ MALLHHH.

4.8 HexenaHH JekapceTBeHH PEAKIHA

a. Pe3ioMe Ha npoduna Ha He3onmacHoCT

[ToBeueTo HEXENAHH peaAKUKH Ca CBbP3aHHU CbC 3PHUTENHATA CUcTeMa. B OTKpUTO S-roauimiHo
npoyyBaHe 3a He3onacHOCTTa Ha J1aTaHOMPOCT, 33% OT MAUMEHTHTE ca pa3sBU/IM NUIMEHTANUR Ha
upuca (Bx. Touka 4.4). [lpyrure HexenaHH peaxUMH, CBLP3aHU CBC 3PEHUETO, 10 TIPHHILIMI €A
NPEXOIHU U BH3HHUKBAT NPH MPHUIOKEHUE HA J03aTA.

6. TabanyeH CNKUCHK HA HEXETAHHUTE ICKAPCTBEHH peaKItiU

Hexenanure peakumm ca KaTEropH3vpaHy Nno 4eCTota, KakTo CJjieBa: MHOFO 4ecTH (>
(=1/100 no <1/1Q), Heuectu (>1/1 000 po <1/100), peakn (=1/10 000 no <1/1 000), m

).
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Cacremo- Muaoro yectn | Hectn Heuectn Peaxn MHuoro
OpraneH >1/10 >1/100 no >1/1 000 ao >1/10 000 no | peaxn
KJIac <1/10 <1/100 <1/1 000 <1/10 000
Undekumu u XeprniernueH
HHpecTaLMH kepaTHT*
Hapymenus [‘nasoGonne*;
Ha HepBHaTa 3aMasHoCT™
cHCTEeMa
HapyumeHus Yeenuuena ToukoBuneH | Eanem Ha Hpur*; enem | [lpomenn
Ha O4YHUTE [MArMEHTAUHUA | KEPATHUT, HAH- | KJICNaJuTe,; Ha KopHeaTa¥; | okoJo
HA upuca; qecTo Oe3 CyXO0Ta B epo3nA Ha opburuTe U
nexa o CHMITTOMATHK | OMHTE; KOpHEeATa; KJ€na4mTe,
yMepeHa a; onedapur; | KepaTut*; nepuopbutan | BoAEIIH AC
KOHIOHKTHBan | 6onka B 3aMbIJIEHO €H efleMm; 3aasnbouaBsaH
Ha OKOTO; 3PEHHUE; TpHUXxHasza*, e Ha
XurnepemMus; dorodobuga; | mMakyneH AMCTUXHA3a; | KlenayHara
OMYHO KOHIOHKTHBHT | €1IEM, KMCTA Ha rbHKA
Apa3HEHe * BKJTIOUHTENHO | HpHca*®;
(napene, KHCTO3EH NoKanu3InpaHa
yCellaHe 3a MaKy.ieH KOMXCHA
,IEChUHHKH, eqemM*; peaKkLHs Ha
cupbex, yBeut* KJ1eTaIuTeE;
Donex NMOTHLMHABAHE
yceljaHe 3a Ha KOXKaTa Ha
HYHIO0 TAIO); KAE€NAauYuTE;
NPOMEHH B NCeBa0-
MUITIUTE M neMGpHroOH/I
OKOJIOOYHHA Ha O4YHATA
MbX KOHIOHKTHBa™
(yBenuuasaHe 8
Ha
Ob/DKHHATA,
rbCTOTATA,
NArMEHTALWA
Ta 4 Opos Ha
MUTJIUTE)
CbpacyHK CreHokapaus; Hecrabunua
HapylUCHHS nannurauyn* CTEHOKapaus
PecnimparopH AcTt™ma*; Bnowasane
H, TPbAHHA W aucnHes* Ha acTMa
MeJHaCTHHAaN
HH
HaPYIIEHUS _
CromaluHo- ["aneHe*;
YpEeBHH MOBpbLiaHe™®
HApYLUCHHUA
Hapywenus O6pus Copbex
Ha KOXKaTa
NOAKOMXHATA
TbKaH
Hapyiuenus Muanrusa®;
Ha MYCKYTHO- aprpanrus*
CKeJIeTHaTa
cucTEMA |
CheAWHUTEITH

daTa TbKaH

i
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Cucremo- Muoro sectrn | Yectn Heuecrn Penxn Ms=uoro
oprafHen >1/10 >1/100 no >1/1000 0 | 21/10 000 no | peaxn
KJIAC <1/10 <1/100 <1/1 000 <1/10 000
Oowm bonka B

HapYyLUEHHS U repauTe™

eekTH Ha

MSCTOTO Ha

NPHWIOKEHHE

*HJIP, uaenTudHuMpaHa MpH NOCTMAPKETHHIOBATA yNnoTpeda
¥ Yecrorara Ha HJIP e onpenenexa ¢ ,,[Ipocto Tpo#iHo npaBuno*

MHoro paako ca cboOLIABAHH Cly4aH Ha KaNLUM@HKAUHA HA pOTOBHLATA IPH HAKOH NALMEHTH ChC
3HAYUTEJIHO YBPEACHH POrOBHLIM BbB Bpb3Ka ¢ ynorpebara Ha Kanku 3a O4M, ChabpKaluu pocdaru.

B. OnucaHue Ha K30paHU HEXETaHW PEAKLIMH

Hama npenocraseHa HHpopMaLus

r. lleauaTpyuHa nomnyaaius

ITpu nBe KpaTKOCPOUHH KITHHHYHH U3NHTBAHUA (<12 ceamuiy), BToYBallHU 93 (25 u 68)
neMaTpHYHH NaLUHEHTH, NPOoOHUALT Ha 6e30nacHOCT € NoAoOeH HA TO3H NPH BL3PACTHU U HE ca
uaeHTIQULMpaHyu HOBY HexkenaHu cuOuTHa. KpaTkocpouHuTe JaHHU 328 6€30NACHOCT NpPH
Pa3IU4YHUTE [IEAHATPHEHH NOArPYIM CHLUO ¢a CXOAHH (BXK. Touka 5.1). Hexenanu cuburus,
HabnoaaBaHu N0-4YeCcTO B lIeAWATPHUYHATA MONMYJIaliMs, B CPABHCHHWE C BBIPACTHM ca: HA30(DAPUHTUT U
NUPEKCHA.

B awarocpouno o6cepBalHOHHO MEAUMATPUYHO NMpoYytBaHe, Bmousamo 115 naumenry, npodunsT Ha
Oe30nMacHOCT CHLOTBETCTBA Ha Npoduia, ChboOLIeH B MPeAXOAHHU NMeAUATPUUHH IPOYYBaAHHA, K HE ca
YCTAHOBEHH HOBH HEXenaHu cuOuTUs (BXK. TOuKa 3.1).

CrobilaBaHe Ha MOAO3IUPAHY HEKEIAHH PeaKIIHH
CprobimaBaneTo Ha NONO3MPaHK HEXENIAHHM PeakliMH ciea paspeliaBaHe 3a yrnotpeda Ha JeKapCcTBEHNS

MPOAYKT € BAXHO. TOBa MO3BOJIABA A4 NPOAB/DKU HADTIOACHHETO Ha CHOTHOLICHHETO NON38/PUCK 38
neKkapcTBeHHs nNpoayKT. OT MEIHHMHCKHTE CNEUHATUCTH CE€ H3UCKBA 2a ChoOLIapaT BCaka
no/03UpaHa HexeNnaHa peakums upes UanniiHurenna areHuus no JeKapcTeara, yi. ,.Jlamad I'pyes”
Ne 8, 1303 Codwus, Ten. +359 2 8903 417, yeodcaiiT: www.bda.bg.

4.9 Ilpexoclupane

CumMnoroMu
OcBeH O4HO APa3HEHE W KOHKOHKTUBHA XUIIEPEMUS HE Ca U3BECTHH HHKAKBM JIPYTH OMHH HEXKESIaHH

peakuuu npu npeaozvpane Ha KcanaraH.

JigueHue

CneaHara uHGoOpMaLMs MOXKE [1a € OT noJi3a, ako Kcanaran Obje norwiHar cnyqaitdo: Eqna 6yrunka
cbabpxka 125 MukporpaMma naraHonpoct. fHoseue or 90% ce merabonusyipa npu nmbupBo NpeMHHaBaHe
npe3 uepHus Apod. UHTpaseHo3na undysug Ha 3 mukporpama’kg npum 3apasun nobposonuu He e
Npean3BHKaNa CUMITTOMM, HO 103a Ot 5,5-10 Mmcporpamafkg € NPEM3BKKaA raJicHe, KOpeMHﬁ i

ChpACHHO-CBHA0BATA CUCTEMA.

!

-

I.:
”HTPHBEHOBHOTD MPHIIOKEHHUE HA JIATAHONPOCT MNPH MEEM}'HH e buno CBBpP3aHO C BpEMeE Ea
GPOHKOKOHCTPHKLIHH B'I:I'IPEKH TOBA MPU MALMEHTHU C YMECPCHO TECXKaA dJopma Ha GPGHKH%JTH
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NaTAHOMPOCT HE € NPeAU3BUKAT OPOHXOKOHCTPHKLIMUA NMPH JIOKATHO NPUAOKEHHE BBPXY OYMTE B 2034
CeieM ITbTH NO-roAAMa OT TEpaneBTHuHaTa 103a KcanaraH.

[Ipu npeno3upane Ha Kcanaran neuenrero Tpadsa aa 6ba€ CHMOTOMATUYHO.

5., ®APMAKOJIOHYHH CBOHCTBA

5.1 QapMaxkoZHHAMAYHH CBOHCTBA

PapmakoTepanesTHyHa rpyna: OdTanMONOriyHHy CPEaCTBA; AHTUINIAYKOMHH MpEnapaTi H MHOTHUAM,
npocrarnaiavHosH aHano3n, ATC kon SO1EEO]

MexaHH3bM HA JCHCTBHE
AKTHBHOTO BELIECTBO JIATAHONPOCT, AHAIOI HA NPOCTArNaHauH Faq, € cenexkrusen npocranona-FP-
peuenTopeH aroHMeT, KOHTo noHnmxkasa BOH upes 3acunsaxe oTTHUAHETO HA BLTPEOUYHA TEYHOCT.

(dapmMakoIHHAMHYHH €DEKTH
[Tonwxkennero Ha BOH npH xopa 3ano4usa TpH A0 YETHPHU 4aca CNEA NPUIOKECHUETO, 8 MAKCUMATHUAT

edekT ce gocTHra cies oceM J0 ABaHaaeceT yaca. [IToHXeHUETO HA HATAraHeTo CE 3ana3sa [oHe
24 yaca.

Knuanysa edbHUKacHOCT ¥ 6€30MnacHOCT

HPOY‘-IBEHHH [MPpH XXHBCTHH H X0pAa NOKA3BaT, Y€ OCHOBHHAT MCXAHHN3bM HA NCHCTBHE € MOBHILIEHHUE HA
YBCOCKIIEPATHHA OTTOK, BBIIPCKH Y€ [IPpH XOpa CC CchoOILIaBa H 33 JIEKO HapacTBRaHE HA KanallHTCTa Ha

OTTOKA (HaMaNleHO ChbNPOTHBIICHUE HA OTTOKA).

OCHOBHHTE ITPOYYBAHHA Ca AEMOHCTpUpANH, 4¢ MOHOoTepanusaTa ¢ Kcanaran € edexkruBHa.
[IpoBeaeHH ca QOMBAHUTENHH KIHHHYHA OPOYyYBaHUA 38 U3C/ICABAHE HA KOMOHHHMPAHOTO leueHHe. Te
BKJIKOUBAT MPOYYBAHHMA, KOWTO MOKA3BAT, YE JIATAHOTIPOCT € ePeKTHBEH B KOMOHHALIMA C
beta-aapeHeprudHy aHTaroHUCTH {TUMONon). KpaTkocpouHu npoyusaHua (1 unu 2 ceAMHiu)
NMOKA3BaT, Y€ ePeKTLT Ha NaTAHOMPOCT B KOMOUHALMA ¢ aApeHepriYHK arOHHUCTH (JUMTHBAJTHIT
enuHedpHH), nepopaaiHd HHXUOUTOPH Ha KapOoaHxuapasara (aueTa3onaMul) € aUTHBEH H NMOHE
OTYACTH aAHTHBEH B KOMOHHALMA C XONUHEPrUiHH AHTArOHUCTH ([THIOKAPIHH).

KJIMHMYHY OpoyuBaHKs Ca nNoKazaiun, Y€ NaTAHOMPOCT HAMA 3HaUUM e(eKT BbPXY NPOAYKLHATA HA
BbTPEOYHa TEUHOCT. JIaTAHOMPOCT M3rneX1a HAaMa edekT BbpXy KPbBHO-NPEHOKAMEPHATA
BbTpeoqHa Oapuepa.

[IpunoxeH B TepaneBTHYHM JO3H H CNIOPEA NPOYYBaHHWs MPU MakMyH#H JIATAHONPOCT HAMA WM UMa
He3HAHTENEH €EeKT BbPXY BLTPEOYHOTO KpbBOOoOpalueHne. Brnpeky ToBa NpH JIOKATHO NeveHe
MOX€ Ja HaCThLIK JIEKA 0 YMEPEHA KOHIOHKTHBA/THA WK CNMUCKIIEPHA XHIICPEMHAL.

XPpOHUYHOTO JICYEHHE C TAaTAHOMPOCT Ha OUYHTE NPH MaMYHH Cllel eKCTPaKancynapHa eKCTPaKLHUs Ha
JCLMTE He 3acAra KpbrBOHOCHHTE CHAOBE HA PETUHATA, ONpeAeeHo C NOMOINLTA HA (NyOpeCLIHHOBA

aHraorpagdHsi.

[Ipr KpaTKOCPOUHO NIeYEHHE JATAHONPOCT HE € NMPUIHHUIT UITHB HA PNyopecLMH B 3a{HHSA OUEH
CerMeHT TPH Xopa ¢ ncepaodakus.

YCTAHOBEHO €, 4eé B TEPANEBTHYHH JO3H JIATAHOMPOCT HAMA CHFHHdJHKaHTHH d)apMﬂKOﬂﬂFH‘IH
e(berc'm BEPXY CBPACHHO-CBHOOBATA MWW JUXATCITHA CHCTEMA.

- w““

[lybnukyBanoTO npoy4BaHe 3a neueHue Ha rnaykoma B ObeauneHoTo kpainctso (Unit
Glaucoma Treatment Study, UKGTS), panaomusupaHo, TpoifHO MacKHpaHo riauebo-
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OTKPHTOBLIbJIHA riaykoma {open-angle glaucoma, OAG). ITeraecer u aeser nauneuth (25,6%;

95% CI 20,1 — 31,8) B rpynara ¢ mnaue®o ca MMaNH BIOUIABAHE HA 3PUTETHOTO NMOJIE, CbBMECTHMO C
rayKoMara, B cpaBHeHHe ¢ 35 naumentu (15,2%; 95% CI 10,8 — 20,4) B rpynara ¢ naraHonpocT

(p = 0,006), cevp3aHo ¢ noHnxkeHue Ha BOH ot n3xoaHoTo HuBO oT 3,8 mmHg B rpynara ¢
narasonpocT U 0,9 mmHg B rpynara ¢ mnauebo (cnea nocneaAHOTO HabNMKOAEHHE C€ W3BLPILBA
Kopekiumi). BpeMeTo A0 IMbpBOTO BAOLIABAHE € 3HAYUTEIHO I0-IBJITO B FPYIATA C IATAHONPOCT OT
rpynara ¢ mauebo (kopurupas HR 0,44, 95% CI 0,28 — 0,69; p = 0,0003). Bunpeku paHHOTO
NPEKPaTABaHE HA M3MUTBAHETO clie/] MeXCAWHHHA aHaIu3 Ha 6a3aTa Ha MMbPBUYHHA PE3YTAT 32 BPEMETO
IO CHOMTHETO K IOTEHLIHATHOTO OIPAHHYCHUE HA MONIAMATA 3aryba oT npociesBaHeTO Ha NMalMEHTHTE,
NMPOYy4YBaHETO AEMOHCTPHpa, ue HaManssaHeTo Ha BOH ¢ nataHoOnmpoCT oTN1ara BIOLIARAHETO Ha
3PUTETHOTO NOME NPH HAKOH MALMEHTH ¢ JIeKa 10 YMEPeHa CTeNeH Ha OTKPHUTOBIbIHA [TIayKOMa.

IleawaTpryHa nonyalus
EdukacHOCTTa HA NATAHONPOCT NPH NEAHATPUYHM NaureHTy < 18 roaMHM € ycTaHOBEHA [10 BpeMe Ha

12-ceAMHYHO ABOAHO-CIANO KIMHHYHO [POYYBAHE Ha JIATAHONMPOCT, CPABHEH ¢ TUMONOJ NPH

107 nauMeHTH, AMArHOCTHLMPAHH C NMOBHILICHO BHTPEOUHO HANAMaHE H [JlayKoma NpH jAela.
M3uckBaHeTo 32 HOBOpPOAEHH € 610 aa ca pOREHH noHe ciel 36 recTaudoHHa ceaMuiia. Ha
MalHEHTHATE € NpUarad Wi JataHonpoct S0 Myukporpama/ml BeaAHbX AHEBHO, Wi THMOon0 0,5%
(wnu no u3bop 0,25% npu nauueHTH Noa 3 roAMHU) ABa N1bTH AHEeBHO. [IbpBruHaTa KpafiHA TOYKA 3a
edukacHocT e cpenHoro noHmwxkenne Ha BOH cnpsmo HavanHaTa croiHocT ripe3 Ceamuna 12 ot
npoy4saHeTo. Cpeanoro noHwkeHue Ha BOH npu rpynute, nony4aBanm 1araHOMpoCT M THMONOI, €
cxoaHo. [Ipu BCHMKH BB3pacTOBM TpyNH, BKIO4YEHHK B npoy4saHeTo (0 a0 <3 roauuy, 3 no

<12 roguuu ¥ mexay 12 u 18 roavun), cpeanoro nouvxenue Ha BOH nipes Cenmuua 12 na rpynara,
JIEKyBaHa C IaTAHOMPOCT, € CXO/AHA C Ta3H IIPH rpyraTta, JeKyBaHa ¢ TUMOION.

Bnnopexu ToBa, JaHHHUTE 33 e(UKACHOCT APH Bb3pacTosata rpyna ot 0 1o <3 ronunn ce Hazupar camo
Ha 13 nanMeHTH, IEKYBaHHM C JIATRHOMPOCT, a NpH 4-Mara MalUUeHTH, npeacTasaiy rpynara or 0 no
<] roaguHa, He ce HabmoaaBsa 2HaYUMa €PUKACHOCT 110 BpeMe HA KIMHKYHOTO NeHaTPHYHO
npoyusaHe. JIuncear AaHHH NpH HEAOHOCEHH Aeua (poaeny npeau 36 recTalMOHHA CeaAMULIA).

[Monwxkeuuero B croiiHocTTe HAa BOH npu nauuenture B noarpynara ¢ PCG e ¢cxoaHo npu
MOArpynara, ieKyBaHa ¢ JIATaHOMPOCT M Ta3M, IEKyBaHa ¢ TUMONOI. Pe3yaraTuTe Ha NOArpynara ¢
He-PCG (Hamnp. 10BEeHW/THA OTKPHUTOBIBJIHA INAYKOMA, apaKHyYHA rayKoMa) ca CXOJHU C Te3U Ha
NoArpynara ¢ MbPBHYHA BPOAEHA r1ayKoMa.

EdextreT BEpxy BOH ce Habmioaasa cnen mbppaTta ceaAMUUA OT NeueHHeTO (Bik. Tabnuuara) u ce
noaabpKa npe3 12-ceaMUaHUA MTEPHO HA NPOYUBAHETO, ChLLO KAKTO fIPH BBLIPACTHH.,

Ta6auna: noamkenue na BOH (mmHg) na 12-Ta ceaMHENAa No rpyna, NoJy4aBAUA AKTHBHO
JeyeHNe H NLPBOHAYAIHA AHATHO3A

JlaTanonpocr Tamonon
___N=53 __N=54
Cpenna usxoaHa croiiaoct (CI) 27,3 (0,75) 27,8 (0,84)
[Tpomsana npe3 cenmuua 12 or -7,18 (0,81) -5,72 (0,81)
cpenHara usxoaHa croinoct' (CIN)
P-CTORHOCT CIIPAMO THMOJION 0,2056
PCG He-PCG PCG He-PCG
N=28 N=25 N=26 N=28
Cpenna n3xogua croitsoct (CIN) 26,5 (0,72) 28,2 (1,37) 26,3 (0,95) 29,1 (1,33)
ITpoMaHa npes ceamuua 12 ot -5,90 (0.98) -8,66 (1,25) -5,34 (1,02) -6,02 (1,18)
cpeaHata usxoaHa croiHoct’ (CI) o
__ p-CTOHHOCT CPAMO THMORO 0,6957 0,1317 / -;# ;”\
CI: craHzapTHa rpeluKa. RN AN
YUsuncneHns, KOpUrupaHH Bb3 OCHOBA Ha koBapHalmoHer aHanns (ANCOVA) / ’*/ 1” L .."_f‘x\ \
Jipe HenuTepseHronanin (HHU) auarocpoynn, nOCTMAPKETHHIOBH NPOYYBaHHA 3a ﬁeaork oHocy -t o
(post-authorisation safety studies, PASS) ca npeanazHauyeHu 1a onyuIaT 4ecToTaTa Ha % 7 SR AT S J
XMMNEPITUIMEHTALMOHHH NPOMEHH B OKOTO B TeueHHe Ha oo 10 roauHn npocneaspane qﬁ@\_‘.@;ﬁn_*_* Hﬁ:x :
N BIATS
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koMOMHUpaHe Ha JaHHH, ChOpaHH npe3 3-roAKIIHUA NEPHOA HA MPOYUBAHETO U NMPOABLIDKEHHETO Ha
NPOYYBAHETO CbC 7-FOAMUIHO NPOCIEANBAHE NPHU NEAUATPHYHH MALMEHTH C [1ayKOMa WIH MOBHILEHO
BOH. O6wpe 115 nauMeHTH NpeMHUHABAT OT OCHOBHOTO NMPOYYB&HE H €A 4acT OT MKIHUA Habop 3a
ananus (Full Analysis Set, FAS). [loaxoasmure 3a H3nuTBaHeTo nauneHTH (< 18 roaunu) ca
KaTeropusHpaHu B 3 rpynu: 76 naLyeHTH B rpynata Ha JIaTaHONPOCT (JICKYBaHH HEMPEKbCHATO C
NIATAHOMPOCT 3a = | Mecew); | mauMeHT B rpynara Ha pa3fiM4yHU OT J1IaTaHONPOCT NPOCTArIaHAHHOBH
aHano3H (prostaglandin analogues, PGA) (nexyBaH HeNpeKbCHATO C Pa3IH4HH OT JaraHonpoct PGA
33 > | mecew) u 38 B rpynara 0e3 ekcno3vuna Ha PGA (HenexkyBaHM HENPEKbLCHATO ¢ KAKBBTO M A4 €
PGA 3a > 1 meceu). Pe3ynraThT OT NPOYUBAHETO COUH, UE XMITEPNMUTMEHTALMOHHM NMPOMEHH B OKOTO
ce HabnmoaaeaT caMoO NpH MaTLK Opoit NaleHTH B ABETE TEPANERTHUHHM IPYNH, KATO YE€CTOTATA € NOo-
BMCOKA B rpylaTa C €KCIMO3ULMA HA JIATAHOMPOCT, OTKOJIKOTO B rpynara 6e3 ekcno3vums Ha PGA.
HecTOTUTE HA XHITEPIIUIMEHTALMA Ha MHIJIMTE ¢a CboTBETHO 4,5% capamo 0%, a yuectoTHTe Ha
XUIIEpIUrMeHTalMs Ha upuca ca 6,0% cripamo 3,0% B rpynara ¢ eKCrno3uuMs Ha JATaHoTPOCT H
rpynara 6e3 excnosuuua Ha PGA. Yecroture (Ha 100 nauueHTOroAMHN) XUNeprnurMeHTallHOHHH
MPOMEHM B OKOTO €4 HUCKHM Y CPABHHMM B ABETE TCPANEBTUUHM IPYNH; YIb/KABaHE HA MUCIIKTE 2,53
cnpamo 3,35; xunepnurmeHtanua Ha Hpuca 0,92 cnpamo (0,42 v xunepnurMeHrauus Ha murnure: 0,69
CIPSAAMO HHKAKBA.

Hama cepuosnu Hexxenanu cuoutrs (CHC), xouto ce cuuTaT 33 CBBHP3aHM C JIEYESHHETO MO
npoyuBaseTo. [ToBeueTo OT CLOOIEHUTE HEXeNnaHn CHOUTHSA, MOABABALLM CE MO BPEME Ha JICUEHHETO
(treatment emergent adverse events, TEAES), ca B cCHCTEMO-OpraHHHUs Ki1ac Ha HAPYLUIEHHUS HA OYHTE U
ca NpeAUMHO JIEKH M ce CbOoOLIAaBAT MO-YECTO B IPyMnaTa ¢ €KCMO3ULHMA HA JIATAHONPOCT, OTKOIKOTO B
rpynarta 6e3 ekcro3uiiua Ha PGA. He ca ycTaHOBeHU KIMHUYUHO 3HAYKMH WIH HOBH NMPOONeMH,
CBBP3aHU ¢ He30nmacHOCTTa/Pasnu4HH HecTOTH Ha HexenaHu cpbuTtua (HC) B cparHeHue cbe
ChblIeCTBYBaILMA npodun Ha Oe3zonacHocT. KaTo uano vectoTrrTe Ha HabnmoaaBaHU KpaifHHA TOYKH 3a
0e30MacHOCT B TOBA NMPOY4YBaHe Ca CPaBHHUMH ¢ YecToTHTe Ha HC, choblueHu B npeaxoaHu
MEAHATPUYHH NPOYUBAHUA.

5.2 OapMakoKHHEeTHYHH CBOHCTBA

Abcopbums
Jlarauonpoct (Monekynuo Teryio 432,58) e uzonponwiecTepeH NEKapcTBEH NPEKYPCop, KOUTO He €

aKTHBEH caM Mo cede CH, HO cTaBa OHOMIOTHYHO AKTHBEH Clle] XHAPOIH3a 10 KUCEIHHATA Ha
JIATAHOMPOCT.

JlekapcTBeHMAT Npekypcop ce abcopOupa nodpe npe3 KOpHESTa M LIIOTO KOTHYECTRO JIEKAPCTRO,
KOETO HARJIM3a BbB BETPEOYHATA TEYHOCT, C€ XUAPONM3HpA MTpH NPEMHHABAHE MPE3 KOpHeATa.

Paznpeaenenue

[IpoyuBaHUA NPH XOpa COUAT, Y€ CNel JIOKATHO NMPIIOKEHHE MAKCHMAITHY KOHLEHTPALUMH BB
BLTPEOYHATA TEYHOCT C€ AOCTHraT cie] NpHOIH3UTENHO ABa Yaca. Cnel NOKATHO NPWIoKEHHE NPH
MaiMyHH NaTAHOMPOCT CE pasnpenens r1aBHO B NpeAHaTa 04HA KaMepa, KOHIOHKTHBATA W KnernavuTe.
CaMO MHHUMAITHH KOJHYECTBA OT IEKAPCTBOTO AOCTHUIAT A0 38JHUA OYEH CErMEHT.

buoTpaHchopMaLIMI H ENHMHUHHDAHE

Kucenunara Ha 1aTaHONPOCT HA NPAKTHKA HE ce MeTabonnanpa 8 okoTo. OCHOBHHAT METAOON3IBM
npotu4a B uepHus ApoO. flnasmMeHoTO BpemMe Ha noayeNHMHKHHApPaHe NPH Xopa € 17 MuHyTH.
OcHoBuuTe MeTabonuTu, 1,2-auHop- U 1,2,3,4-Tetpadop merabonurure, HIMAT WK UMAT csiaba
OMOMIOrH4Ha aKTHBHOCT MPHU NPOYUBAHHA C JKHBOTHH H C€ SJIMMHUHUPAT IIaBHO C YPHHATA.

Ileduampuuna nonyaayus
OTkpuTo PapMAKOKUHETHYHO NPOYYBAHE HA IUIA3MEHHTE KOHLUEHTPALIHK HA KMCEIMHATA

naradonpoct 50 Mukporpama/ml, no eana Kanka AHEBHO BbB BCAKO OKO, B npo,ummenuﬁ Ha,
MUHUMYM 2 ceaMuu. CvcTeMHaTa eKCNO3ULMA Ha KHCEIMHATA HA JIATAHOTIPOCT € npnﬁ&ktmmuo
2 [IbTH MO-BHCOKA MPHU Bb3pacToBarta rpyna Mexay 3 v <12 rogMHuv v 6 mbTH No-BHCOKA npu AgHa_
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<3 rOAMHH B CPABHEHHUE C BB3IPACTHH, HO CE€ MOJIBPIKAT LUMPOKH rPaHHUUM Ha 6€30MacHOCT Mo
OTHOLUIEHHUE Ha CHCTEMHH HeXKeNlaHH peakuMH (Bxk. Touka 4.9). MeanaHaTa Ha BpeMETO 3a JOCTHIAHE
Ha [THKOBA NJ1a3MeHa KOHUEHTpAaLHA € 5 MHHYTH ClI€]l NMPHI0KEHHE MPH BCHUKH Bb3PaCTOBH I'PYITH.
MenayvasaTa Ha MNa3MEHUA ETUMHUHALIMOHEH MOAYXKHBOT € KpaTka (<20 MHHYTH) H € CXO/IHa NPH
NeAMATPUUYHM NALMEHTH K BB3PACTHH, W He c¢ Habmoaasa KyMynupaHe Ha KMCEIUHATA Ha
NAaTaHONPOCT B CHCTEMHOTO KpbBOOOpallleHHe NPH CTALIHOHAPHO ChCTOSHHE.

5.3 Ilpeaxmuanvnn JaRHH 34 6e3onacHOCT

KakTo oyHaTa, Taka ¥ CHCTEMHATa TOKCHYHOCT Ha JIATAHOMPOCT Ca NPOYYEHH NMPH Pa3THYHH
KUBOTUHCKH BHAOBe. KaTo usio, nataHonpocT ce noHacs A00pe u iMa rpaHHLia Ha 6e30nacHoCT ¢
¢daxrop muumyM 1 000 Mexny TepaneBTHYHATA TOKANIHA /1032 H CUCTEMHATA TOKCHYHOCT.
HuTpaBeHO3HOTO NPHITIOKEHUE HA FOJIEMH JO3H J1aTaHOMNPOCT, 0k0j10 100 mbTH TepaneBTHUHATA
ao3a/kg TeylecHO Teriio, NMpH HEAHECTEIHPAHH MAHMYHH € JOBENO A0 YCKOPABAHE Ha NUXATE/HATA
4YeCTOTa, BEPOATHO ABDKALLO CE HA KpaTKoTpaitHaTa OpOHXOKOHCTPHKLMA. [Ipu npoyusaHus ¢
KHABOTHH NATaHOMIPOCT HE € NOKAa3aJ1 HAJIHYHE HA CCHCHOWIM3HpaLlK CBOKCTBA,

He ca Ounu HabmogaBaHu TOKCHYHH eekTU ¢ AHEeBHH A03u A0 100 Mmukporpama/oko npu 3aiily WK
MalMyHH (TEpanesTHYHATA J03a € OKono 1,5 Mukporpama/oko adesHo). [Ipu maliMyHH, obaue,
NaTtaHoNpocT € NPEAU3BMUKA YBCIHYEHA NHIMEHTALIMA Ha UpHCa.

MexaHH3MET Ha YBEIMYaBAHE HA MUIMEHTALMATA W3IJIEXKAA € CTHMYJ/IHPaHEe Ha NIPOH3BOICTBOTO Ha
MEJIAHMH B MEJIAHOLMTHTE Ha upuca Oe3 aa ca HabnogasaHu npoaudepaTuBaH NpoMeHu. [TIpomaHaTa
B L{BETA Ha MpHca MOXE 21a Obae TpaiHa.

[TpoyuBanus 3a XpOHHMYHA OYHA TOKCHYHOCT YCTaHOBABAT, Y€ NPHIOEHHUETO Ha JIATAHOMPOCT B
AHEBHA 1038 OT 6 MMKpOrpaMa/oKo € MPEAH3BHKANO YBEIMYABAHE HA OYHMA OTBOP. To3u edekT €
oOpaTHM M HacTBIIBa [PU J03H, HAABMLUABALIM KNMHHYHOTO HUBO Ha ao3upane. Tozn edext He e Gun
HaOnmoAaBaH Npu xopa.

JlaraHOMPOCT € MoKa3an OTPHLATEIHH PEIYJITATH NpY TECTOBETE 3a 0OpaTHA MyTalLUs IIpH OaKTepHH,
TECTa 32 reHHa MYTALMA MPHA MHLIH JTMM(GOM H MHIINS MUKPOHYKI€apeH TecT. In vitro ca
HaOJIIoAaBaHU XPOMO3OMHM abepauiun npu Yosewky aumdoumutH. Iogobuu edpextu ce orbenszsar
[PpH NpOCTarJaHIuH Fze, €CTECTBEHO CHUIECTBYBAUL MPOCTANIAHAUH, KOETO COUH, Y€ TO3M eeKT €
NPHCHLL Ha Kiaca.

JONMbLIHHUTENHHTE NPOYYBaHHUsA 32 MYTAareHHOCT ¢ HervlaHupaHa cuHtesa Ha JIHK in vitro/in vive npu
MIBXOBE ca OUJIH OTPHLATEIHK K COYaT, Y€ JIATAHOIIPOCT HAMA MYTareHHa TOXCHYHOCT.
[TpoyuBanuaTa 3a KapLUHUHONEHHOCT NPH MUILKHK K TUTBXOBE ca OWIH HETaTHBHH.

B excrniepHMEHTH ¢ )KHBOTHH NATAHONPOCT HE € MoKasal ePeKT BbPXY MBXKKATA WIH KEHCKa
rIOROBUTOCT. B eMOpHOTOKCHYHN npoy4BaHHS NPH ILTbXOBE He € Ouna HabaronabBaHa
eMOPHOTOKCHYHOCT fIPH HHTPaBEHO3HH 103K (0T 3, 50 u 250 Mukporpama/kg JHEBHO) 1aTAHONPOCT.
[1pu 3aitiu, obaue, aHeBHNK J03uM OT 5 Mukporpama’/kg u noseve ca AOBENH A0 eMOPHOJIETATHH

edexry.

HHesHaTa 103a ot 5 MukporpaMa’kg (okono 100 mbTu no-rojsiMa OT TepaneBTHUHATA 1033) €
pUUMHWIA CHTHU(PHKaAHTHA eMOpuodeTanHa TOKCHHHOCT, XapaKTepH3Kpallla ce C MOBUILICHA YECTOTA
Ha KbCHATa pe30opOuma u adopT, KAKTO H MO-HHCKO (eTanHo Terno.

Hee YCTAHOBCH TEPATONCHEH NMOTEHLIUAJ.
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6. DAPMANHEBTHYHH JAHHH

6.1 Cnorchbk H2 NOMODIHATE BEIIECTBA
Hatpues xnopua

beH3ankoHHEB XTOpUA

Hatpues nuxuaporesHdpochar Monoxuapat (E3391)
Huuatpues docdar, 6e3roaen (E339ii)

Boaa 3a HHXXEeKLHH

6.2 HecnrBaMecTRMOCTH

[Tpoyusanmus in vitro ca noxasaum, 4e NpH cmecBane Ha Kcanatan ¢ 0uHM Kanku, CoAbPXKALILH
THOMEpCaJ1, HacTbNBa npeurnyTauus. [lpu ynorpeba Ha TakKBa nexapcTBa OMHHTE Kanku TpabBa na
ObaaT npunaraHu nNpe3 HHTEPBall 0T MEHUMYM NET MHHYTH.

6.3 Cpox ma rognocrt

[Ipeam nupBO OTBApAHE: 2 TOAUHH

Cnen mppBo oTBapsaHe Ha OyTwikara: 4 ceAMMLM

64 CrnenuaaHu yc/I0BHS HR ChXpaHeHHE

Ha ue ce coxpanasa Hag 25°C

Cnex mbpBO OTBapAHE: [ Ce M3MON3Ba B PAMKUTE Ha 4 ceaMMLM (BX. Touka 6.3).
CoxpaHsBaiite OyTunkara B KRpTOHCHATa ONAKOBKA, 34 A4 CE Mpeana3H OT CBET/IHHA.

6.5 BnaaucbLALpPXKAHHE HA ONAKOBKATA

[TonueTnnexnoB duakoH ¢ kankoMep (5 ml) ¢bc 3aBUHTBALLA C€ KAlla4yKa M 3alIWTHA BLHIIHA
MONHETHICHOBA Kanauka.

Bcekn pnakoH ¢ kankoMep chabpka 2,5 ml pa3TBOp 3a OYHH KANKH, CbOTBETCTBALUHM HA OKOAO
80 kanku pasTBop.

6.6 CroenuajHH nDpeaNAIHW MEPKH NPH HIXBLPJASHE B pabora
HeH3non3saHUAT IeKapCTBEH NPOAYKT MM OTNANBYHUTE MATEPHAIM OT HEro TpAOBa Aa ce U3XBbLPJAAT

B ChOTBCTCTBHEC C MCCTHHTC H3HUCKBAaHHA.

7. TNPUTEXATEJI HA PAZPEHIEHHUETO 3A YIIOTPEBA

Buarpuc EOO/J]
oguc crpasa ,,.Cepauka opucu”
Oyn. CutHakoBo Ne 48, er. 7

1505 Cogus
brviarapus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

9900241
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9. JATA HA ITBPBO PA3ZPELHIABAHE 3A YIIOTPEBA/TIOAHOBABAHE HA
PA3PEIIEHHETO 3A YIIOTPEBA

Hata Ha mbpso paspeuiaBaHe: 06 asrycr 1999 r.
JlaTta Ha nocneano noguosasaxe: 04 asrycr 2010 r.

10. [JATA HA AKTYAJ/INBUPAHE HA TEKCTA
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