KPATKA XAPAKTEPUCTHKA HA ITPQA

1. AME HA JIEKAPCTBEHHMA MPOAYKT

AxucraH Jlyo 50 mukporpama/ml + 5 mg/ml kanku 3a o4u, pa3TBop
Akistan Duo 50 micrograms/ml + 5 mg/ml eye drops, solution

3MTbAHUTENHA ATEHUMS NO NEKAPCTBATA |
Kpam«a xapaxmepuamuka Ha Npogyxma - [MpuscKerue 1

Kbm Pe2. Ne azo /)5092.“7’5

Paspewe+ue Ne 1 o

2. KAYECTBEH 1 KOJIJMYECTBEH CbCTAB i

| ml pa3tBop chbabpxka nataHonpocT (latanoprost) 50 MuKporpamMa M THMOJO0JIOB Majear (timolol
maleate) 6,8 mg, eKBUBaJIEHTHH Ha 5 mg TUMoJioa (timolol).

[ToMOIIIHH BelllecTBa C H3BECTHO JEHCTBHE:

Bensankonues xnopua 200 mukporpama/ml.
HarpueB nuxuaporeddocdar quxuapar 7,23 mg/ml.
JunatpueB ¢ochar moaekaxuapar 7,29 mg/ml.

3a MBJIHUA CITUCHK Ha MOMOIIHUTE BelllecTBa, BWKTE To4YKa 6.1.

3. JEKAPCTBEHA ®OPMA

Kanku 3a o4H, pa3TBop.

Pa3TBOpBT € cTepHIIHA, OHCTpa, Oe3lBETHa TEYHOCT, 6€3 BUIMMH YaCTHIIH.
pH: 5,5-6,5

Ocmonapuret: ~300mOsm/kg

4. KINHUYHHU JAHHH

4.1. TepaneBTHYHH NOKA3AHHSA
AkuctaH [lyo e rnokasaH MpH Bb3pacTHH (BKJIKYHTEIHO MalMeHTH B CTapyecka Bb3pacT) 3a HaMaJleHHe
Ha BbTpeodHoTO HanAraHe (BOH) npH nauMeHTH ¢ OTKPHUTOBI'BJIHA TIJIayKOMa H MNOBHIIEHO OYHO

HajsAraHe, NMpH KOUTO HMMa HENOCTAaThY€H OTrOBOP KBM JIOKQJIHO NpPHIOXKEHH Oera-OjlokepH HIIH
npocTarjaHAuHOBH aHAJIO3H.

4.2. JIo3MpoOBKa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Bw3pacmuu (xaouumenHo npu nayuexwmu 6 cmapyecka 6b3pacm)
[IpenopbuHTEIHATA TEpalusA € €IHa KalKa 3a O4YH B 3aCErHaTOTO OKO (04YH) BEAHBXK
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AKO elHa mo3a Oble MpOIycHaTa, JIe4eHHETO TpAOBa Aa IpOAB/IKHM CBC CAEABALlaTa 1034, KaKTo €
naaxuupaHo. JlosaTta He H1Ba a NpepuIaBa €/1Ha Kalka B 3aCerHaToTo OKO (OYH) AHEBHO.

ITeduampuuna nonynayus
BeszonacHocTTa M epUKacHOCTTa Ha AkucTaH Jlyo NpH Jela ¥ I0HOIIY He ca YCTaHOBEHH.

HayuH Ha NpHIOXKEHHUE

KoHTakTHHTE Jeuid TpaOBa fa ce CBAJIAT Mpead NpHIaraHe Ha KankUTE 3a OYH M MOXe Ja ce NOCTaBAT
OTHOBO cjeJ 15 MUHYTH (BX. Touka 4.4).

AKO ce H3M0JI3Ra TTOBeYEe OT €IHO JIOKAITHO JEKapCTBO 3a O4YH, JAcKapcTBaTa Tpaﬁna Ada CC IIpHJIarat npes3
HHTEpBAIl OT NMOHE IICT MHHYTH.

Korato ce npunara HaTHCK BbPXY Ha30aKpMMAIHUA KaHal MJIM ce 3aTBOPAT KJIENAYHUTE 328 ABE MHUHYTH,

CHCTeMHaTa abcopOuusa ce noHwkaBa. ToBa MoXe Jla I0Bele 10 HaMalIABAaHE HAa CHCTEMHHUTE HeXXelaHH
peaKIlHH{ M 3aCHJIBaHEe Ha JIOKaTHATa aKTHBHOCT,

4.3. IlpoTruBonokazannus
AkHcTaH yo e NpoTHBONOKA3aH [IpH NalMEeHTH C:

¢ PeaxTHBHO pecnupaTopHo 3a0ongBaHe, BKJIIYUTENHO OpoOHXMalHa acTMa MJIM aHaMHe3a 3a
OpoHXMaTHa acTMa, TeXKKa XpOHUYHA oOcTpyKTHBHa OenogpodHa bonecr.

e CuHycoBa OpagukapAnuid, CHHIAPOM Ha OOIIHHA CHHYCOB BbBb3el, CHHoaTtpuaneH 0ok,
aTpUOBECHTPHKYNapeH OJI0K BTOpa UIHM TpeTa CTEMNEH, KOHTO He € KOHTPONHpaH ¢ IeHCMENKDbD,
H3pa3eHa ChpAedHA HEJOCTATBYHOCT, KApAHOreHeH ILOK.

¢ CBpPBXYYBCTBHTEIHOCT KBbM AKTHBHHUTE BeliecTBa UJIH KbM HAKOE OT NOMOILNHHTE BELIECTEA,
u30poeHH B To4Ka 6.1,

4.4. Crenuajuu npeaynpexaeHHa H Npeana3Hi MepPKH NPH ynorpeda

CucTeMHH edeKTH

[Tono6Ho Ha OpyrH NOKaIHO NpUIaraHi O4HY JekapcTBa, AkucTaH [yo ce pe3opOupa cuctemuo. [Topanu
Oeta-anpeHeprudHMA KOMIIOHEHT THMOJIIOJ, MOXE [1a C€ MPOABAT CHLUIMTE ChPAEHHO-CHAOBH, GenoapobHn
H JApPYTH HEXKEJAHH peakllMH, KaTo Te3H, HaOmonaBaHM NpPH CUCTEMHO NpUNOKEHH Oera-OmokepH.
Yecrotata Ha cucteMHnTe HIIP cnena npuinoxxeHHe B OKOTO € MO-HUCKAa B CpaBHEHHME ¢ Ta3H clief
CUCTEMHO MpWIOXKeHHE. 3a MOHIbKaBaHe Ha cHcTeMHaTa abcopOuus, BUKTe Touka 4.2.

ChbplieYHH HapYLUIEHHA

[Ipy manueHTH CbhC CHpAEYHO-CHAOBH 3abonABaHus (Hamp. KopoHapHa OOJiecT Ha ChpPLETO, AHTHHA Ha
Prinzmetal u chbpledHa HeAOCTATBYHOCT) H XHIIOTOHHA, JieYeHHeTo ¢ Oera-Oi0KepH TpAOR

HCIIPEMCHHO OLEHCHO, a JICHCHHUECTO € APYTIH aKTHBHH BELIECTBA TpﬂﬁBa Aad CE IIpepasrie WO 3N

ChC ChPACYHO-CHIOBH 3a00NABaHHA TpabBa Na CIeAAT 3a MPU3HAUM Ha BlOLIABaHe Ha ¥g3y N4 air@%' \
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IMopank HeraTHBHMAT UM edeKT BbPXY BpEMeTO Ha TMPOBEXIaHe Ha HMIYyJca, GeTa-bnokepure TpsAGBa fa
ce MpHJIarar NMpH NalMeHTH che chpaeyieH OMOK ITbpBa CTETIEH CaMo ¢ MOBHOIEHO BHHMAaHHE.

Crnen mpuiaraHe Ha THMOJIOJ ca choOLaBaHH peaKkLHKM OT CTpaHa Ha ChPUETO H, PAIKO, CMBPT Nopaju
ChplieYHa HEJOCTaThYHOCT.

CBJI0BH HAPYIIIEHHA

[lauMeHTH ¢ TEXKH LMPKYIaTOpHH HapymeHusa (Hanp. Texkd ¢opmu Ha Oonect Ha Raynaud wm
CHHIpoM Ha Raynaud) Tps08a Aa ObAaT IEKyBaHH ¢ [TOBHILICHO BHHMaHHE.

HuxaTteTHHA HApYIUEeHHA

VMa choOllieHus 3a JMXATETHW peaKLHM cliell NMpHJaraHe Ha HAKoM Oera-Onokepd ¢ ymoTpeba B
o TaNMONOTHATA, BKIIIOYHTEIHO AbDKAllla ce Ha OPOHXOCMIAYbM CMBPT NMPH NALHEHTH € acTMa. AKHCTaH
Iyo TpsbBa f1a ce NpHNara BHUMATeNTHO NpPH NalIHEHTH C J€Ka/ymMepeHa XpOHHdHa OOCTPYKTHBHA
6enoapobHa 6onect (XOBD) 4 camo ako noTeHuManHaTa 1noi3a HajBHIIaRa Bb3IMOXHNA PHCK.

XunoriukeMus/nuaber

Bera-6nokepHTe TpabBa na ce npwiarat BHUMATETHO IIPH NAUMEHTH ChC CIIOHTaHHA XHIOT/IHKEMHS HIH
[pH NalyeHTH ¢ HecTabuneH xuaber, ThH Karo Oera-0710KepHTe MOraT 1a MAacKHpaT MpU3HALMTE H
CHMITTOMHTE Ha OCTpa XHITOTTHKEMUS.

Berta-610kepuTe MOTAT Chillo a MAaCKHpAT MPH3HALIUTE Ha XUNICPTHPECOHIHIBM.

3aboABaHHA Ha POroBHLIATA

Bera-6nokepure 3a NPHIOXKCHUE B OKOTO MOTAT Aa NpeIH3BUKAT cyxora B ouuTe. [lauuMeHTH CbC
3a60/IABaHMA Ha pOTOBUIIaTa TpAbBa qa 6bJAT NeKyBaHH BHUMATEIHO.

Hpyru GeTa-Onokepu

EdexTsT BHpXY BbTPEOHHOTO HAIATaHE HIIH H3BECTHHTE eekTH Ha CHCTeMHa Dera-Onokasa Moxke fia ce
NOTEHIHPAT, KOraTo THMOION Ce TNpHiiara NpH MalMeHTH, KOWTO Bede NpHEMaT CHcTeMeH beta-brokep.
EdekTsT npH Te3n NaudeHTH TpsGBa cTporo jga ce Habmopasa. Ynorpebara Ha aBa NOKaIHH Oera-
OyioKepa He ce MpenopbuBa ( BHKTE ToYKa 4.3).

AHadwiaKkTHMHH peakKIHH

[To BpeMe Ha JeueHHe ¢ OeTa-OnokepH, NAUMEHTH C aHAMHE3a 32 aTOMHYHA alleprHA WIH aHaMHesa 3a
TeKKa aHaQHIaKTHYHA peakusA KbM pa3NMUYHH aJlepreHH MOXe [a MMaT [o-M3pa3eHH peakudH INpu
MOBTOPHO W3JIaraHe Ha Te3W ajlepreHd H Jla ca HEeYYBCTBHTEIHM KbM OOHKHOBEHHTE 03 aJpeHaNlHH,
M3M0JI3BAHH 38 JleYcHHE Ha aHaQWIAKTHYHH peaKkLIMH.

OTtnensaHe Ha XOPHOUAEATA

HUMa choOLIeHHs 38 OTIENBAHE HA XOPHOMAeATa NpY OpHiIaraHe Ha JiedeHHe, TMTOTHCKAILO I
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XHpYpryuyHa HaMeca

O¢TaIMONOTHYHA TPOAYKTH, ChIbpXKalld Oera-010KepH, MOXe 1a OJOKHpaT CHCTEMHHTE OeTa-

aApeHepruyHy edexTH, Hanp. Te3H Ha aJpeHaJMH. AHeCTe3HOJIorvT Tpabsa na 6bae HHGOPMHpaH,
KOTaTo MaliHEeHTHT NPHEMa THMOJON.

CuneTcTBAIlAa TEpANUd

TUMoOI01 MOXKeE Ja B3aMMOJEHCTBA ¢ IPYTH JieKapcTBa (BX. To4Ka 4.5).

ﬂ PYIrH NpoCcTarJTaHAHHOBH 8 HAJI03H

He <c¢e npenopbuBa €AHOBPEMCHHOTO H3MOJI3BAHE Ha JABa HIM TIOBEYE [POCTAITaHIHMHH,
MpocTarlaHAHHOBY aHAJIO3H HIIH MPOCTArjlaHAMHOBH NPOH3BOAHH (BX. TO4Ka 4.5).

[IpoMeHM B NHIMEHTAIMATA Ha HPHCA

JlataHompocT MoOXe NOCTeneHHo a IIPOMEHH 1IBETa Ha OYHTE, KaTo MTOBHIABA KOJUYECTBOTO Ha Ka(sB
nurMeHT B HpHca. [loaoO6HO Ha YCTAHOBREHOTO MPH KalnkH 3a O4H JaTtaHonpoctT, npH 16-20% ot Bcuuku
NalHEHTH, JeKyBaHd ¢ AkucTad Jlyo, € HabnioZlaBaHa YBEJIMYEHA NMUIMEHTALMA HA HPpHCA B PAMKHTE Ha
efiHa rognHa (ocHoBagBallo ce Ha potorpaduu). To3u edekxT ¢ Oun HabmogaBaH NPEAHUMHO NPH NMALHEHTH
CBC CMECEHO OUBETEHH HPHUCH, T.€. 3eleHO-KapaBH, KBITO-KapaBH HIH CHHLO/CHBO-KAQsiBU U ce€ IBIDKH
Ha TOBHIIEHOTO CbhAbpKAaHME Ha MeJaHHH B MEJAHOLMWTHTE Ha cTpoMara Ha upuca. OOMKHOBEHO
KadABaTa THIMEHTALMA OKOJO 3C€HHMLATAa C€ Ppa3lpoCTpaHABAa KOHLECHTPHYHO KbM MepHepHsATa Ha
3aceTHATHTE O4YH, HO LIENHAT HPHUC MAM YAacTH OT HEro MoXe Ja craHar no-kadasu. Ilo BpeMe Ha nBe
FOJAUHH Tepanui 8 KIMHHYHH NpOoyYBaHHA C JJaTaHONPOCT, TakaBa mpoMAHA € Ouia HabmwogaBaHa pAOKO
[IPH MalHEHTH ¢ XOMOI'€HHO CHHH, CHBH, 3€JICHH WIH KadABU OUM.

[IpomsaHaTa B UBETA Ha HpUCa ce NposBaBa DABHO K MOXe Ja Obje Hesabelle)kMMa B Te4eHHE Ha HAKOJIKO
Mecella WK FTOJWHHK H He e OulIa CRBP3aHa ¢ HUKAKbhB CUMIITOM WU IMATONOTHYHH TIPOMEHH.

Cnen nNpexkpaTaBaHe Ha JiedeHHETO He € HaOMI0JaBaHO IT0-HATATBIUHO YBEIHYEHUE Ha KapsABUA NTHIMEHT
Ha MpHca, HO HACTBIKJIATa MIpOMSAHa B [[BETa MOXe Aa Objlie NOCTOAHHA.

HeBycHTe HIIH TOYHLIMTE BLPXY HpHca He ca OMIIH NOBIHAHH OT JICYEHUETO.

He e Onno uabmionaBaHo KyMyjaHpaHe Ha [TMFMEHT B TpabexynapHata MpexXa WIH ApYyraje B IIpeAHAaTa
KaMepa, HO MauHeHTHTe TpAOBa Ja ce H3CNEABAT PEAOBHO H B 3aBHCHMOCT OT KIMHHYHOTO CHCTOAHHUE
JIeYEHHETO MOXKe Ja Objlle TIpeKpaTeHo, aKo HAaCThIIM YBENHYaBaHE HA TUMMEHTALUATA Ha HPHCa.

[Ipenu 3amouBaHe Ha JIeYEHHETO, NAaUHeHTHTe TpAOBa Ja ObAaT HMHQOPMHpPAHH 3a BBH3MOXHOCTTA 34
MpoOMSAHA B LBETA Ha o4YnTe. EAHOCTpaHHOTO jIedeHHEe MOXKe [1a AoBee A0 TpaHHa XeTepoXpoMHui.

[IpoMeHH B KJIenaya U MUTJIUTE

BbB Bpb3ka ¢ ynoTpebaTa Ha JaTaHONPOCT c€ ChoOIMaBa 3a NOTHLMHABAHE HA KOXATa Ha KJernada, KoeTo
MOJKe Jia € 0OpaTHMO.

JIaTaHOMPOCT MOXE NOCTENEHHO JAa NPSAH3IBHKA TPOMEHH B MHIVINTE H OKOJIOOYHHA MBX H
okO. Te3d MpOMEHH BKIIOYBAT MOBHIIEHa AB/DKHHA, AcOenuHa, MHTMEHTalud U Opoit




bHHHTE KOCHMIETa, KRKTO M M3PAacTBAaHE Ha MHIJIMTE B HEeNpaBHIHaA nocoka. IIpoMeHHTe B MHUITIHTE ca
oOpaTHMH clel CIIHpaHe Ha JIEHeHHEeTo.

[nayxoma

HamMa JOXYMEHTHpaH ONHMT ¢ JaTAaHONPOCT IMIpH Bb3MaliMTe/IHa, HEOBacKyJapHa WIM XPOHHMYHA
3aKpHTOBIBIIHA TJIayKOMa, NPH OTKPHTOLIBIHA TIJlayKoMa TpH NMalMeHTH ¢ Mcepfodakua M NpH
NMUIMEHTHA T71ayKoMa. JlaTaHOIMpOCT MMa CbBceM cad WIH HHKakbB e(eKT BHPXY 3€HMIATa, HO HAMa
NOKYMEHTHpaH OMMT IMPH OCTPH aTaKH OT 3aKpHTOBI'b/IHA TAaykoMa. Ilopanr ToBa, MPH Te3H ChCTOAHHA
ce nmpenopbvuBa AkKcTaH J{yo Aa ce nmpuiara BHHMAaTeIHO 0 HATPYNBAHETO Ha MOBEYE OIKT.

XeprneTH4eH KepaTHUT

JlataHonpocT TpAdOBa Ja ce H3MOJ3Ba ¢ NMOBHIICHO BHHUMaHHe TIPH MallMEHTH ¢ aHaMHe3a 3a XeplneTHYEeH
KepaTHT H TpAbBa Ja ce uU30ArBa B ciaydvad Ha aKTHMBEH Xepliec CUMIUIEKC KepaTHT U NpPH MAIHEeHTU C
aHaMHe3a 3a pelHAUBHpal] XeplieTHYEH KepaTHT, 0cobeHo cBBp3aH ¢ ynotpebara Ha NpoCTarjaHJHHOBH
aH&JIO3H.

MakyJeH efeM

Hma cpoOllieHHA 3a MakyJieH €lcM, BKIIIOMMTENTHO KHCTO3€H MakxyjleH elleM, 110 BpeMe Ha JIedeHHE C
naTaHompocT. Te3n chboOUIeHHA ca FNaBHO TNpPUH MALHEHTH ¢ agakud, NalUeHTH ¢ TceBAodakua <
pa3KbcaHa 3a/lHa KancyJa Ha JlelaTta WiH [pH NauHeHTH ¢ H3BECTeH PHCK OT MaKyneH eleM. [Ipu takusa
naiueHTH, AKHcrad Jlyo Tpabsa Ja ce uanol3Ba BHUMATENHO.

KoHcepBaHT

AkuctaH JJyo ¢bhbabpka OeH3aJIKOHHEB XJIOpHJ, KOHTO OOMKHOBEHO Ce€ HM3IOJ3Ba KATO KOHCEPBAHT B
OPTAIMOJIOTHYHHTE OPOOYKTH. MMa choOIeHHs, Ye OCH3ANKOHHEBHAT XAOpHA NpHYUHABA TOYKOBHAHA
KepaToMnaTHA H/MIM TOKCHYHA YJLIEpaTHBHA KepaTolaTHA, MOXe Na NPpHYMHH O4HO JpasHene. [Ipu decta
WIH NpOABIDKHTENHA yroTpeOa Ha AkHcTad [Iyo ce UaHcKBa BHUMATENIHO NpociielsBaHe Ha nalyUeHTHTe
ChC CYXOTa B OYHTE WIM IpH 3aboaBaHNd, IPH KOHTO POrOBHIlATa € HapylleHa.

KoHTaKkTHH JICUIH

KoHTakTHHTE Jelid Morar ga abcopOHpar OeH3alkOHHEBHA XIOpHA, 32 KONTO € H3BECTHO, 4e

o0e3upeTABa KOHTAaKTHHUTE jlemy. KOHTAKTHHTE ey TpA6sa na ce cBajIAT Npeay npuiaraie Ha AKMCTaH
Hyo, HO MOTaT Ja ce MOCTAaBAT OTHOBO cnel 15 MUHYTH (BXK. TOUKa 4.2).

4.5. BianmozeiicTBHe ¢ APYrd JEeKAPCTBEHH NPOJYKTH H APYTrH GOPMH Ba B3aHMoAcHCTBHE
He ca npoBexJaHH Mpoy4YBaHUA 3a crielPHYHU JeKapcTBEHH B3aUMoIeHcTBHA ¢ AKHeTaH [Jlyo.

Hma C’bﬂﬁll[EHHH 34 MMapagoKCallHH [NIOBHUICHHA H& BBTPCOHHOTO HAIATAHE BCIICACTBHE CIHOBPEMCHROTO
OYHO NMPHIIOXECHHAS Ha ABa NNpOCTAarJIAHAHHOBH aHA&JIora. Hopa,uu TOB&, HE CC€ NIpPETIOpbhYBa ynm‘peﬁa'ra Ha
ABa HJIH IIOBCYE [IpOoCTATIaHAHHA, [IpOoCTAlNIJAHAMHOBH aHAJIO3H WIH IIPpOCTAITIAHAHHOBH IIPOU3BOAHH.

CpllecTBYBa BBIMOKHOCT 32 aJHTHBHH edekTH, BOJACIIH X0 XUMIOTOHUS W/HNW Hapa3zeHa Op
KOTaToO KAlKM 3a OMH ¢ THMOJION ce NMPpWIoXKaT 3aefHO C IepopalHu OJoKepHd Ha Kaauu
OeTa-0/TOKepH, AaHTHAPUTMHYHU CPEACTBA (BKIIOYHTEIHO aMHUOJApPOH), JIWUTMTAIHC
NapacUMIATHKOMHMETHIIH, TBAHETHIHH.

__r".-. .
";.,-" L' "‘h.- .

\~\ [-:{ , SR 1 ,—’ ,
: 2y ~
‘u\ . ri
ANV 5

. o
N7, et

T —




MpH kOMOKHHMPAHO JIEUeHHE ¢ UHXHOUTOPH Ha CYP2D6 (Hanp. XMHHAWH, (IyOKCETHH, NTAPOKCETUH) H
THMOJON ce ChoblnaBa 3a TMOTEHIMpaHa cucTeMHa Oera-6ioxaza (Hanp. MOHHXKEHa CbpAcHHa 4€CTOTa,

Nenpecun).

EdexThT BbpXY BBTPEOYHOTO HANATaHe WIM U3BECTHHTE edekTH Ha cHcTeMHaTa OeTa-Oi0oKaa Moke Ja
ce YCWHT, korato AkucTaH [lyo ce MpHiara Ha NalMEHTH, KOMTO Bete npHeMat MepopaileH bera-6noxep,
a yriotpe6ara Ha /iBa MJIH NoBede JoxanHyu 6eTa-01I0KkepH HE ce NperopBYBa.

[lomakora ce chLOOmaBa 3a MHApHA3a BCIEACTBHE €JHOBPEMEHHaTa ynoTpeba Ha OeTa-Onokepu 3a
IpUIOKEHHE B OKOTO W afApeHannH (emuHedpH).

XurepTOHHYHATa PeaKUHs MpPH BIE3aNHO MPEKPaTABAHE Ha JICYCHHE C KIOHHIMH MoOXe fd Obae
noreHliHpaHa oT Oera-Onokepn.

Bera-610kepuTe MoraT fla YBeJIH4YaT XHIOTIHKEMHIHHA eeKT Ha aHTHIHabeTHUTEe areHTH. beTa-
G1oKepHTEe MOTaT 1a MACKHpAT MNPH3HALIWTE H CHMIITOMHTE Ha XHNIOTTTHKEMHA (BX. Touka 4.4).

4.6, ®epTUauTeT, GPEMERHOCT H KBPMEHE

bpeMeHHOCT

Jlamanonpocm

Hsma DOCTETHYHO MAHHH 3a ymoTpebaTa Ha naTtaHoMpocT Npu OpemenHu dkeHH. IIpoyusanud npu
KHBOTHH TIOKAa3BaT PENpOXYKTMBHA TOKCHYHOCT (BX. To4YKa 5.3). IIOTEHIMATHHAT DHCK MpH XOpa HE €
H3BECTEH.

Tumonon

Hama DOCTaThYHO JAaHHM 3a ynoTpefaTa Ha THMOJION NMpH GpeMeHHH xeHu. THMonoN He TpaGsa na 6bae
M3MI0NI3BaH Mo BpeMe Ha OpeMeHHOCT, OCBEH aKo He Ca HAIHUE KaTCrOpHYHH MOKA3AHHA. 3a noHWwKaBaHe
Ha cHcTeMHaTta abcopbuws, BUXKTE To4YKa 4.2.

EmuaeMHOJOTHYHH MPOYYBAHHA He Ca IMOKa3alH TNosgBa Ha MalpopMallii, OCBCH PHCK 32 3a0aBgHe Ha
pacTexa B yrpobara, korato 6eta-b6/oKepH ca NpHeMaHH NEPOPaHoO. B nomblaHEHHE, TIPH HOBOPOACHOTO
ca HabnlofaBaHd NpH3HaUM W cHMOTOMH Ha Oera-Gnokaja (Hanmp. OpanvkapAua, XWNOTOHHA,
pecTIMpaTOpEH QUCTPEC H XHITOFIMKEMHUSA), KOraTo OeTa-O10KepH ca MpUEMaHH O MOMEHTa Ha paxJaHe.
Axo AkHcraH Jlyo ce mpwnara 4o MOMEHTa Ha paXJaHe, HOBOPOACHOTO TpabBa BHHMATEIIHO Ja ce
npocaeasBa pe3 IbPBHTE JHH Clie] PAXIAAHETO.

Cnenoatento Axucrad Jyo He Tpa6Ba J1a ce M3MON3BA 110 BpeMe Ha OpeMeHHOCT (BXk. TouKa 5.3).

KbpMeHe

Bera-GlnoKepHTe c€ eKCKpeTHpaT B KbpMaTa. BhllpekH T0Ba, B TEPANE€BTHIHHTE NO3H, B KOHTO THMOJIO
ce M3MON3BA B OUHHTE KallKyd, € MaJKO BEpOATHO B KbpMaTa Aa NMpeMHHe KOJIH4YeCTBO, NOCTaTbYHO Jd
peqU3BHKA KAMHUYHH CUMNITOMH Ha OeTa-Onokaza IpH KbpMadero. 3a NMOHWXKABaHE Ha CHUCTEMHATa
aGcopOiina, BHXKTE TOYKaA 4.2.

JlaTaHOMpOCT H HErOBUTE METAOONMTH MOrar Aa NMPeMHHAT B KbpMaTa. ITopanu ToBa AKHC
TpaOBa Jia ce W3NOI3Ba NPH KEHH, KOUTO KbpMAT.
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QCPTUIUTET

He ca ycraHoBeHH e(eKTH KaKTO Ha JIATAHOMPOCT, Taka M HAa THUMOJION BBPXY MBXKKHA WIH KEHCKUA
(hepTHIHTET B MPOYYBAHHA NMPH )KHBOTHH.

4.7. Edexru pbpxy cnocofHocTTa 38 modpupane H pabora ¢ MAIIHHHA

AkuctaH Jlyo nosnusABa B MaJKa cTeneH cnocoOHOCTTa 3a modnpaHe K padota ¢ matruHn. IlogodHo Ha
APYTH OYHM NMPOAYKTH, HHCTANalHATA Ha KallKHTE 38 OUHM MOXe Ja MpeAU3BHKA MPEXOAHO 3aMBITIABAHE
Ha 3peHHeTo. [loKaTo He H34e3He, NalHEeHTHTE He TpA0Ba Ja WogHpaT Wik paboTiaT ¢ MalUHHH.

4.8. Hexeasnn JeKapCcTBeHH PEaKIHA

[To-ronaMaTra 4acT OT HEXEJNaHUTEe JeKapCTBeHH peaKUUH Ha JaTaHONpOCT ¢2 O4YHHW. B JaHHHUTE OT
pasinMpeHaTa ¢a3a Ha OCHOBHHTe mpoyuyBaHMA B Akucrad lyo, mpu 16-20% oT nauuveHTHTE €
HaOmoJaBaHa YBENMIeHA MMIMeHTAlUAd Ha HpHca, KOATO Moxe Ja Obae mocroAaHHa. B oTBopeHo 5-
rOAHIIHO TpoyuyBaHe 3a 0e30[acHOCT ¢ JaTaHonpocT, NpH 33% oOT nalHeHTHTe € HabnoaaBaHa
yBeJlHyeHa MUITMEeHTalMus Ha HpHca (BXK. Touka 4.4). [[pyrure O4HH HEeXeJlaHH peaklUvy Nno MPHHLMI ca
MpeXoAHH K BB3HUKBAT cliell MpUjIaraHe Ha A03a. 3a TUMOJOJ, HAK-CEPHO3HHTE HEXeJlaHN peaklHH Mo
eCTeCTBO ¢a CHCTEMHH, BKMIOYBAILM OpajuKapAusA, apUTMHA, 3acTOHHA CbpAeYHAa HeNOCTaTbYHOCT,
OpOHXOCNA3bM H AJIepIHYHH PeaKlIHH.

Kakro ocraHaniuTe NOPOAYKTH 3a TNPHIOKEHHE B OXOTO, THMONoA ce abcopOupa B CHCTEMHOTO
KpBbBooOpaleHHe. ToBa MOXke Aa MPHYHHH HEXeJlaHH peakliiH, NoJoOHH Ha T€3H [IPH CUCTEMHHUTE OeTa-
bnokepu. Uecrorata Ha cucteMuuTe HJIP cien npuioxxeHne B 0KOTO € MO-HUCKA B CpaBHEeHHE C Ta3H IpH

CUCTeMHO TTpHaoXKeHHe. H30poeHHTe HeXeNaHU peakliHH BIUTIOYBAT peaklMH, XapakTepHH 3a Kjaca Oera-
bnokepu, ynotpedsaBaHu B 0 TaJIMONOTHATA.

Hexenanure peakuH, CBbp3aHH C JIECYCHHETO U HaOmrofgaBaHH B KIHHHYHH NPOYYBAHHA ¢ TepallHH C
KOMOHHaLUATA JATAHOTIPOCT H THMOJION, ca H3OPOSHH NTo-a01y.

Hexenanure peakllHH ca W30OpoeHH 110 9ecTOTa, KakTo cieaBa: MHoro dect (=>1/10), gyectu (=1/100 no
<1/10), revectn (=1/1 000 ao <1/100), penxu (>1/10 000 no <1/1 000), MHOTO penku (<1/10 000) u ¢

HEH3BECCTHA HECTOTA (ﬂT HAJIHYHHTC JaHHH HC MOXKC Od G'I:-IIE HalipaBCHA DHEHKH).

Tadnauna 1: Hexenanu peaxknan, HadmoNaBaAHA B H3INHTBAHHATA HA AKkHAcTan [lye

Cscremo-oprasnes Yecn HeuecTn
ecTH (>
KJIaC Muoro uecrn (21110) |~ 1/100 10 < 1/10) | 1/1,000 no < 1/100)
Hapyuieansa na

[ naBobonue
HepBHaATa CHCTEMA
bonka B okoTo, Hapyuienus Ha
opa3HeHe Ha OKOTO pPOTOBHLIATA,
XHITepNIUrMEHTALUA BKJl. CMBbJCHE KOHIOHKTHBHT, Onedapur
Hapyienus Ha oudte P i ( ACHE, , baedaphr,
Ha Hpuca napeHe, copbex, OYHA XHIIEPEMHS,
yceillaHe 3a 4Y)XKI0 3aMBbIIIEHO 3peHie,
TAJIO B OKOTO) MOBHIIEHO CBI300T/ENISHE

Hapymienus Ha
KoXarta H MoJAKoXHaTa
ThKaH




JIOITBJIHUTENHH HEXKETaHH peaklud, criellMpHIHH 3a yIorTpedaTa Ha OTACTHUTE KOMIOHEHTH HAa AKHUCTaH
Jyo, KOHTO ca cbOOIMEeHH HIH B KJIMHHYHU [IPOYYBAaHHSA, WIH CMIOHTAHHH ChOOLICHHUA, HIK B HalMIHaTa
NHTEpaTypa.

3a n1aTaHOIpOCT, TE ca:

Tabanna 2: Hexenasn jJekapcYBeHH peakliHH — JJATAHOMPOCT

CacreMo-oprases xJjac Hexenann peaknun
HHdexiuu 1 uHpecTalHy XeprnerTHueH KepaTut
P P
HapyilleHus Ha HEpBHATa CHCTEMA 3amaiiBaHe

[IpoMeHH B MUIIUTE U OKOTOOYHHSA MBX (YBeJIHIeHH
ABJDKHHA, AebenMHa, NUrMeHTaUUus U Opo# Ha MHIIHTE);
TOYKOBHACH KepaTHT; NepHOPOUTAIIEH eieM; UPHT; YBENT,
MaKyJIeH eleM, BKJI. KHCTOHAEH MaKkyJIEH elleM; CYX0 OKO,
KepaTHT, POTOBHYECH €¢M; €pO3HA Ha POTOBHIIATA;
HapyureHns Ha ouMTte TPUXHa3a; KUCTa Ha HpHca; doTodobua; nepuopOHUTANHH
MpOMEHH Y MPOMEHH B KJiela4a, BOJACIIM A0
3a/IBI00YaBaHe Ha Kirena4Hara Opa3za; egeM Ha Kienaua,
NOKATH3HpaHa KOXHa peaklMaA 1o Kileaqyure;
ncesaonemMpuron] Ha o4Hata KOHIOHKTHBA ; TIOTBMHSABaHE
Ha KOJXXaTa Ha KJIenauyuTe

CopaedHd HapyLIeHHA CTeHOKapaHsA, HeCTaOHIHA CTEHOKap AU, MAINHTalHH
PecriMpaTopHu, TpbAHH H
MeAHACTHHAIHHY HapYILeHUA
HapyuieHHs Ha MYCKYJIHO-CKeJIETHATAa
CHCTEMa M CheJHHHTENHATa ThKaH
O61mM HapyuieHHa H edeKkTH Ha
MACTOTO Ha [PHIIOKEHHE
[aCTpOMHTECTHHAIHM HapyUIeHHA I ajleHe, NOBpbIIaHE

* [IoTEeHUMATHO € BB3MOKHO peakLMiaTa Aa Oble CBbp3aHa ¢ KOHCEPBAHTa O¢H3ANKOHHEB XJIOPH]

AcTMa, BroLIaBaHE Ha acTMa, 3allyX

Muanrus, apTpairui

bonka B repaure

3a THMOJIOJN, TC CAa.

Tabarna 3: HexeslaHH jJeKapCTBEHH PeakdH: THMO0/1010B MaeaT (0UBO HPHIOKEHHE)

CHcTeMo-0praHeH KJac Hexen1aHuu peaknsn

CHCTEeMHH aJleprUYHH peakiUH, BKIIOYHTENHO aHapHIaKTHIHA
peakuUHs, aHTHOSACM, YPTHKApHA, TOKAIM3IHPAH H TeHepav3npaH
06puB, CHpOEK

Hapyuienns Ha U¥MyHHaTa
CHCTEMa

Hapymiexnns Ha MetabonniMa u
XPpaHEeHeTo

[IcCHXHYHHK HapYIUICHHA 3aryba Ha nmamMer, 6€3ChHHe, JenpecHd, KOIOMapH, XalloUHHALHH
Mo0314HO-CBA0B HHUMAEHT, LHepebpaiHa HCXEeMHSA, 3aMasHOCT,
JACHABAHE Ha MPU3HALHMTE H CHMITTOMHTE Ha MHACTCHHA
NapecTe3ns, rnapobonne, CHEKON )

XHITIOTNTHK eMHA

HapyuieHus Ha HepBHaTa
CHCTEMA




CucreMo-0praHen Kaac

Hexenann peaknnn

HapyiueHus Ha o4ddTe

OTnenBaHe Ha XOpHOHAEATA ClIeR aHTUITIAYKOMHA Onepaliis
(BYXTe TOuKa 4.4.), €pO3HA Ha pOroBUllaTa, KepaTHT, AUIIONHAA,
HaMmalieHa 9YBCTBHTE/IHOCT Ha pOrOBHLIAaTa, IPH3HALIY H
CHMITTOMH Ha O4HO JIpa3HeHe (Hanp. napeHe, CMbJACHE, ChpOeX,
boJika H 3a4epBABaHe), CYXOTa B O4YHTe, 1To3a, Onedapur,
3aMBIIICHO 3pEHHE

HapyuieHns Ha yXOTO H
jabHpHHTA

lilyM B ymuuTe

ChpReYHH HapyLUCHUS

CbpaedeH apecT, ChpAeuHa HEAOCTaThYHOCT, ATPHO-
BEHTPUKYJapeH 0JI0K, 3acTOHHa ChpACYHA HEJOCTAaThYHOCT,
OoJKka B I'bpJAHTE, ApHTMUA, OpaJuKapaus, OTOK, NATIHTALHH

CpJ10BH HApYIIEHHA

CTyaeHH phbli¢ H Kpaka, XHITOTOHHUsA, deHoMeH Ha Raynaud

PeciMpaTOpHH, FPBAHH H
MEAHACTHHAIHH HAPYIUCHHA

bpoHXxocna3mM (TpeIMMHO NPH NalHEHTH CbC ChOECTRYBAILIO
OpoHxocnacTH4yHO 3abossBaHe), KaUUIHIA, 3ayX

KopeMHa 6oiika, MoBpEIiaHe, JHAPHA, CYXO0Ta B YCTATa,
JMCTEY3Hs, HUCIIETICUR, FaJicHe

KoxxeH oOpus, ncopuasupopMeH oOpuB, 060CTpAHEe Ha
NICOPUA3UC, aJIOIICLIHA

CTOMAaIIHO-9pEBHHY HApYILIEHHA

HapymeHna Ha KoXaTa M Ha
NOAKOKHATA ThKaH

HapyimeHus Ha MyCKYIHO-
CKEJIeTHAaTa CHCTEMa H
CheIMHUTEHATA ThKaH
HapyiieHnus Ha
BB3IIPOM3BOAHTENHATA CHCTEMA H
rbpaata

O61in HapylleRUs U edeKTH Ha
MACTOTO Ha MPHIOKEHHE

Muanrus

HapymeHa cekcyanHa QyHKIHA, TOHHXEHO THOK 10

ACTEHHA, YMOPAEMOCT

MHoro paako ca cpobllaBaHU ciy4ay Ha KanIM{HKALHA Ha POTOBHIATa NMPH HAKOHM MALIHEHTH CHC
3HAYHTEJIHO YBpEACHH POTOBHLH BbB Bpb3Ka ¢ yNoTpeOaTa Ha KallKy 3a o4, cbabpxkaliy docdath.

Cpo0mapade Ha MOJO3IUPAHK HEXEIAaHH peaKIIHM

CrobmaBaHeTro Ha NM003HpaHH HEXEJIaHH peakUMH CJIeh pa3peiliaBaHe 3a ynoTpeba Ha JeKapcTBEHHA
NMPOAYKT € BaXHO. ToBa MO3BOJABa Ja NMPONL/DKU HaOMIOJAEHHETO Ha ChOTHOIIEHHETO MON3a/pHCK 3a
nexapcTBeHHA NPOAYKT. OT MEAHLHHCKHUTE CIIELHaNHCTH C€ M3HCKBA [a choOilaBaT BCsAKa MOKO3HpaHa

HeXXeNlaHa peaKuuA 9pe3 M3nbaHUTeNnHa areHItMSA 1o 1eKapeTBara, yi. ,.Jdaman I'pyes Ne 8, 1303 Codmus,
Ten. +359 2 8903 417, yebeaitT: www.bda.bg.

4.9. Ipeno3npane

HsaMa Hanu4HH NaHHH NpH Xopa 3a npefo3upaHe ¢ AkuctaH dyo 50 muxporpama/ml # 5 mg/ml xankH 3a
OYH, pa3TBOP.

CHMNITOMH

CuMINTOMHTE Ha CHCTEMHO MpeRo3UpaHe C THMONON ca: OpaguKapaud, XHIOTOHHA, OpOHXHalleH CIazbM
H CIIHpaHe Ha ChPILIETO.

OcBeH OYHO Apa3HEHE M XHMEpeMHA Ha KOHIOHKTHBATa, HE Ca M3IBECTHH IPYTH OYHH
HEXEJIAHH PeaklMH MpH NIpelo3HpaHe Ha IaTaHOMPOCT.

i ' SRR

e
" \ _c.::l "1-.‘.'; . :':_-‘p'-':l:'-:- . .-"" ) ;
o e

ro



JleucHHe

[Ipu nosBaTa Ha CHMIITOMHU Ha TIpeIo3HpaHe, TedcHHETO TPiaOBa na 6blie CHCTEMaTHYHO H MOTbpXKaIIO.
AKO ce MOrwIHE Ccjy4yaiHo, Moxe Ja Obje noie3Ha ciefBamara uHpopMauya: JlataHonpocT ce
MeTaboIM3Hpa B 3HAYHTEIHA CTeNeH 110 BpeMe Ha MhpBOTO MpeMUHaBaHe npe3 yepHHa Apob. Ilpu 3apaBu
A0OPOBOJIIM, HHTPaBeHO3Ha HH}Yy3IHuA Ha 3 MHKporpama/kg He e MpeAH3IBHKajla HHKAaKBH CHMITTOMH, HO
mo3a ot 5,5-10 MukporpaMa/kg npean3sHkBa raacHe, KopeMHa 00iika, 3aMailiBaHe, YMOPAEMOCT, FOpeLlM
BBJAHH H H3noTABaHe. [lo Texect, Te3u sABIeHHA ca OMNIHM JIeKH 40 YMeEpeHH H ca NpeMuHaBaiu Oe3
NeyeHHe B paMKHTe Ha 4 yaca cliell NIpeKpaTABaHe Ha HHQY3HATA.

5. DPAPMAKOJIOT'HYHM CBOUCTBA

§.1. ®apmakoanHAMHYHE CBOMHCTRA

PapmaueBTH4YHa rpyna: OdranMosIoOrHYHy cpelcTBa. AHTHTIIAYKOMHH MpenapatH H MHOTHUH. bera-
bnokepu. TuMonos, KOMOKHHAUHA
ATC kou: SOIEDS!

MexaHU3bM Ha JeHCTBHE

AxucTtaH JIyo ce CbCTOH OT [IBa KOMIIOHEHTA: IATAHONPOCT U THMOJOJIOB ManeaT. 1e3d ABa KOMIIOHEHTa
HaMangpar IOBHIIeHOTO BbTpedHo Hamirade (BOH) nmo pasnuyeH MeXaHM3BM Ha JEHCTBHE H
KOMOHHHpaHMAT e(eKT BOAH A0 JONMJIHHTENHO NOoHWXeHHe Ha BOH, B cpaBHeHHe ¢ BCAKO OT
ChEAHUHEHHUATA, NPWIOKEHO CAMOCTOATENHO.

JlataHonpocT, aHallor Ha nNpocrarnadauH F2a, e celeKTHBEH aroHMCT Ha pellenTopa Ha npocraHoua FP,
koiito HamMamaea BOH, xarto ypenM4aBa OTTOKAa Ha BbTpeoYHa TeYHOCT. OCHOBHUAT MeXaHH3bM Ha
JeHCTBHE € YBEJIMMEHHMAT YyBeocKiepaleH OTTOK. JIOMbJIHHTETHO HMa CBHoOlLIeHHA 33 H3BECTHO
VBCIIMUCHHUE HA KalaluTera 3a oTTOK (HaMaisBaHe Ha TpaOeKynapHata pe3HCTEHTHOCT Ha OTTOKA) IpH
xopa. JlataHOTIpocT HAMA 3HAUMM edeKT BBpXY obpa3yBaHeTO Ha BBTpeOdHa TeYHOCT, DapHepaTa KpbB-
BHTPEOYHA TEYHOCT WIH BBTpeOYHaTa UUPKYJIAUMA Ha KPbBTa. XPOHHYHO [IPHAOKEHHE C JIaTaHONPOCT B
O4YHTE Ha MaiMyHa, KOATO € MpeThplAia H3BLHKANCYJIHA CKCTpPaKLWA Ha JICIaTa, He € MOBMMAJO
KpbBOHOCHHTE CBJIOBE Ha peTHHaTa, Koero € OmMno olpefeleHo NocpeAcTBOM (QuyopeclieHTHa
aarvorpadud. Ilpu xkpaTKocpo4HO JledeHHe JaTaHOMPOCT HE € MPUYMHWI H3IUB Ha GIyopeclMH B 3a0HUA
O9€H CErMEHT Ha OYHTE MPH MNaLHEeHTH < NIceRxodaKud.

Tumonon e Oera-1 1 Oera-2 (HecesekTHBeH) OnokHpalll aapeHeprudHHA PEUENTOP areHT, KoHTO HAMA
CBIUECTBEHA BBTPEIIHA CHUMIIATHKOMHMMETHYHA AKTHBHOCT, AHPEKTHO MOTHCKAILO MHOKapaa NeHCTBHe
Wi MeMbpaHocTabunusnpalua aktuBroct. THmosion Hamanssa BOH karo monmikaBa oOpazyBaHeTo Ha
BbTPEOUYHA TEYHOCT B IHIIHAPHHUA €MUTEN.

TOYHHAT MeXaHM3BM Ha JEHCTBHe HE € ACHO YCTAaHOBEH, HO ce Tpejllonara HHXHOHpaHe Ha
NpeIH3BHKAHUA OT €eHAOTeHHa OeTa-aJpeHepruyHa CTUMYJIallHa 3acHJICH CHHTe3 Ha LukinyeH AM®, He
€ YCTAaHOBEHO CHTHH(pUKAHTHO BJIMAHHE Ha THMMOJION BbpPXY MpPOMYCKIMBOCTTa Ha OapHepaTa KpbB-
BBTPEOYHA TEUHOCT 32 I1a3MeHHu NMpoteun. [Ipu 3aiiim, THMoN101 € 61n Be3 edekT BLPXY perHOHaTHHA
OYEeH KpbBOTOK clle[l XPOHUUYHO TpeTHpaHe.

dapMakoJHHAMH4YHH €DEKTH




Knunuuna echuxacnocm u besonacrocm

B npoyyBaHMA 3a ycTaHOBSBaHe Ha fxo03ata, AKHcTad Jlyo € npeau3BHKal 3HAYMMO [10-TOJIEMH
MOHIKEHHA B CpelHOTO AeHoHOIlHO BOH, B cpaBHeHHe ¢ 1aTaAHONPOCT H TUMOJION, TIPHIOKEHH BeAHDbXK
OHEBHO KaTO MOHOTepanus. B ABe no0Ope KOHTpONHpaHW, NBOHHO-MacKHMpaHH, 6-MecedHH KIHHHYHH
npoy4yBanud, noHuWxasaluar BOH edexkr Ha AxMcran [yo e Oun cpaBHeH ¢ MOHOTEpamus
TATAHOIIPOCT ¥ THMoNo npH naueHTd ¢ BOH Hali-manko 25 mmHg v no-ronsMo. Cneg 2-4-ceAMHYHO
BbBEXKAALUA Tepandd ¢ TUMonon (5 mmHg cpeano noHxkeHne Ha BOH oT HavyanoTo Ha mpoyyBaHETo),
ROMBAHUTEIHU MOHMXKEHHA Ha cpelHoTo JeHoHolHo BOH ¢ 3,1, 2,0 1 0,6 mmHg ca 6mim HabnogaBadu
cieq 6 Mecella Je4eHHe CHOTBETHO ¢ AKHCTaH [dyo, JaTaHOMpOCT M TUMOJOJA (ABa MBTH AHEBHO).
[TounxapaigusT BOH edekrt Ha Akucran dyo e 61 nmogabpkaH B OTKPHTO, 6-MecedHOo MpoAbDKeHHe Ha
TE3HW NMpOoYy4YBaHUA.

CblliecTBYBAI{HTE JaHHHU [pPeAroNiaraT, 4ye BeYEePHOTO APUIOKEHHE MOXKe NMO-e(PEeKTHBHO Ja MOHWXKH
BOH, oTkoakoro cyTpellHOTO IMpHIOXeHAe. He3zaBHCHMO OT ToBa, KOTrato ce TpeleHsBa

NnpenopbyYBaHETO Ha BEMEPHO WIH CYTpEIHO NpHIoKeHHe, TpAOBa 4a ce OTAeNH AOCTaThYHO BHHMaHHe
Ha HAYHHA Ha XKHUBOT Ha MAallHEHTa H Bb3MOXHATa HM CBI/1aCyBaHOCT.

B cny4aid Ha HeZOCTATBHYHA €(PHKAacHOCT Ha (pUKCHpaHaTa KOMOMHAUHA, TpAOBa Ja ce MMa NIpeaBHA, ue
pe3ynTaTé OT MPOYUBAHHA MOKa3BaT, Ye H3MOI3BAHETO HA HCHHKCHPAHO IIPHIIOXKEHHE HA THMONOJ JIBa
ITBTU AHEBHO H JIATAHOMPOCT BEAHBX AHEBHO, MOXe J1a ObAe Chillo ePEeKTHBHO.

Hauanoro Ha IeHcTBHeTO Ha AKHcTaH Jlyo e B paMKHTEe Ha €MH 4Yac, a8 MAKCUMAJIHHAT edeKkT ce

NPOABABA Clie] 11ecT A0 oceM daca. [Ipn MHOrokpaTHo npiiokeHHe € 0Ka3aHO HAJIHYHe Ha aJleKBaTcH
norkasal BOH edext o 24 yaca cnen gosupane.

5.2. ®apMakoKHHETRYHE CBOHCTEBA

JlaTarOMpOCT

Abcopbyus

JlaTaHONPOCT € H3OIPHII-eCTEPEH JeKapcTBeH IPEeKypcop, caM 1o cebe CH HeaKTHBEH, HO cief
XHIOpONH3a OT €CTEPa3d B POToOBHIATa A0 KHMCEJIMHATA HAa NaTaHONPOCT CTaBa OHONOIMYHO aKTHBEH.
JlekapcTBeHMAT OpeKypcop ce pe3opbupa gobpe npe3s poropHNaTa H UMIOTO KOIHYECTBO, KOSTO HaBJIe3e
BbB BBTPEOYHATa TEUHOCT C€ XHAPOJIM3Hpa 10 BpeMe Ha IIPEMHHABAHETO CH [Ipe3 pOroBHLATA.

Paznpeoencnue

[Ipoyupanuss I[IpH Xopa MNOKa3BaT, 4Ye MaKCHManHaTa KOHUEHTpalud BbB BBTPEOYHATa TEYHOCT,
npubnausutenHo 15-30 ng/ml, ce noctrra okono 2 4yaca ciell NOKaAIHO CaMOCTOATENHO MIPHIIOKEHHE Ha
nata”onpoct. [IpH MaHMyHH, cliell NOKaTHO NPUIOKEHHE, JIATAHONPOCT ¢ OWl pa3npeesieH MpeAXMHO B
MpeHUS CETMEHT, KOHIOHKTUBATA U KIenaqyure.

KucenuHara Ha jaTaHonpocT MMa miuasMeH KnupbHe 0,40 Vh/kg u Manmpk o6eM Ha pasnpeaenenue, 0,16
I’kg, koeTo BOAHM [0 KpaTbK NOJNYKHBOT B IDa3Mara — 17 MuHyTH. Clen JNOKANHO O4YHO NpHiIarase,
CHCTeMHaTa OHOHATHYHOCT Ha KHMCeJIMHaTa Ha JataHompocT ¢ 45%. KucenHHaTta Ha NaTaHompoct ce
CBBp3Ba B 87% ¢ nnasMeHUTe NPOTEHHH.

buompancgopmayus u eaumunupane
B oxoTo KMCEenHHATa Ha JIaTaHOMPOCT IMpaKTHYeCKU He ce MeTabonuaupa. OCHOBHHAT Me
H3BBpLUBa B YepHHs Opob. B oIMTH NpH KUBOTHH rMaBHHTE MeTaboIHTH — |,2-THHOp H 1




MeTabOJIMTHTE, HAMAT WIH MMaT caMo cliaba OHONOrHYHa aKTHBHOCT H Ce €KCKPETHPAT MNpEeAHMHO C
YpHHAaTa.

TuMOI0N

Abcopbyus u paznpedenenue

MakcuManHaTa KOHLUEHTpalUHA Ha THMOJIO/I BbB BBTPEOYHATa TEYHOCT c€ AOoCTHTra okono 1 yac cnen
JIOKaNHO NPHIcKEHHE Ha Kamkd 3a ovyH. YacT oT go3ara ce pesopbHupa CHCTEMHO H MaKCHMaJlHa
[la3MeHa KoHUeHTpauud ot | ng/ml ce noctura 10-20 MHHYTH cnej JNOKaJHOTO MMpHIaraHe Ha ejlHa
KaIlKka 3a OYH{ Ha BCAKO OKO BeAHbX AHeBHO (300 MurporpaMa/neH).

buompancopmayus
[TonyHBOTHT Ha THMOJIOJ B IUIa3MaTa € oOKoio 6 yaca. THMON0J B 3Ha9HTE/IHA CTENEH ce MeTabonn3npa
B YepHHA ApO6.

Erumunupane
MetaGoNHTHTE ce eKCKPETHpAT ¢ YpHHATa 3a€JHO ¢ H3BECTHO KOJIHYECTBO HEIIPOMEHEH THMOJIOJ.

Axucras lyo

Bpw3ka ghapmarxoxunemuxa-ghapmarxoounamuxa

He ca rabniogapanu dpapMakOKHHETHYHH B3aUMOJEHCTBUSA MEXAY NaTaHOMPOCT M TUMOJIOJ, BBIIPEKH 4e
B CpaBHEHHE ¢ MOHOTEpanuATa, 1-4 yaca cnen npunarane Ha Akucrad Jlyo e Hamle 2 MbTH NMO-BHCOKA
KOHLIGHTpal[UA Ha KMCeJIMHATa Ha JJATAHONPOCT BbB BbTPEOTHATA TEUHOCT.

5.3. TlpeaxTHHHYRN JaHHA 32 $€30MACHOCT

MpodwibT Ha 0OYHATa U CHCTeMHaTa 0e30MacHOCT Ha HHAHMBHAYATHHTE KOMIOHEHTH € 100pe YCTAHOBEH.
He ca HabmoaBaHH HeXellaHH OYHHM HIH CHCTEMHH edeKTH y 3aiilid, TOKaJlHO TpeTHpaHe ¢ PHKCHpaHa
KOMOHHALIHA HITH C €JHOBPEMEHHO NPWIOXKEHU OYHH Pa3TBOPH Ha NaTaHoMpocT U TuMonon. [Ipoyusaung
38 QapMaKoJIOTHYHA, e HOTOKCHYHA H KapiMHOreHHa 6e30I1acHOCT ¢ BCEKH OT KOMIOHEHTHTE Pa3KpHBAT
JIIICaTa Ha ocoOeH pUcK NnpH xopa. JlaraHonpocT He NOBAHABA 3a3/JpaBABAHETO Ha paHa Ha POTOBHIIATA B
OKO Ha 3ae€K, A0KAaTO THMOJION HHXHOHpa TO3M mpolec MpH OKO Ha 3aeK H MaHMYHa, KOTaTo ce [puiara
MO-9ecTo OT BEIAHEK AHEBHO.

[lo oTHOINEHHE Ha NaTAHOHPOCT, HE ca OWIH YCTAHOBEHH e(eKTH BbpXY MbKKHA H XKEHCKHA (PepTHIMTET
NMpH IIBXOBE, KAKTO H TEPAaTOreHHAa aKTHBHOCT INPH IUIBXOBe M 3aiiy. Ha rmibxoBe He € ycTaHoBeHa
eMOPHOTOKCHIHOCT C/e[, HHTPaBeHO3HHM M03H 10 250 Mukporpama’kg/men. HesaBucuMO oT ToBa, mpu
3aillH PY WHTPaBeHO3HH A03H OoT 5 Mukporpama/kg/aeH (okono 100 mbTH KIMHHYHATA J033) WIH MO-
ToneMH, JaTaHOMpPOCT € Npean3BUKal eMOpHo-(peTaTHA TOKCHYHOCT, XapaKTepH3Hpalia ce ¢ NOBHUINEHA
4e€CTOTa Ha KbCHa pe3opbums 4 abopT, KAKTo M OT HaMaJleHO Terlio Ha ¢eTyca. THMoOION He e nmokaszan
e(EeKTH BBPXY MBXKHA H KEHCKHUA QepTHIUTET NPH IUTbXOBE WIM TE€PAaTOreHHa aKTHBHOCT NPH MHNIKH,
[UIBXOBE H 3aHIH.

6. PAPMAIIEBTHYHH JTAHHHU

6.1. CnRCbLK HA TOMOIMHHTE BelleCTBA

HatpueB xnopua




beuzankonuen xnopug 10% w/w

Harpues auxunporendocdart JHXHAPAT

Hunatpuen pocdat nogexaxuapar

@Docdopua xkucenuua 10% w/v /unu Harpues xuapokcua 10% w/v (3a kopekuus #a pH 5,5-6,5)
[Ipeuyucrena Boxa

6.2. HeenBMECTHMOCTH
[IpoyuBaHuA in vifro ca NOKa3aiH, Y€ HaCTbNBA NPEUKITHTALMA, KOTaTO ChABPIKALIH THOMEDPCAN KallkH 3a

O4YH ce cMecAT ¢ AkucTaH Jlyo. AKo TaKuBa JleKapcTBa ce€ W3NMON3BaT 3aeAH0 ¢ AkHcTaH JIyo, KalKkuTe 3a
o4M TpAOBa [a ce NpHUIAraT ¢ HHTEPBAT OT Half-Mallko 5 MHHYTH.

6.3. Cpox na roanocr
2 TOQHHH

Cnen orBapfiHe Ha KOHTeHHepa: 4 ceIMHIH

6.4. Cnennanuu ycA0BHA HA CbXPAHEHHE
Ha ce chxpansaBa B XJaqMiaHHK (2°C — 8°C). Mla He ce 3aMpa3ssa.

Cnen mepeo oTBapaHe: [a He ce cbxpansBa Han 25°C. Mla ce u3nmon3sa B paMkHTe Ha 4 ceaMHUIM (BK.
TO4YKa 6.3).

6.5. Bua # chAbLPKAHHE HR OMAKOBKATA

bytunka ¢ kankoMep (5 ml) OT nonMerwied ¢ Karadka Ha BHHT M 3alllHTeHa oT danumndHuiupaHe
NOJMIIPOINHIICHOBA Kanayka. Beska 6yTuika chabpxka 2,5 ml kanku 3a oun, pa3TBop.

[IpubanautenHusT Opoit Kanku B eHa OyTHnKa ca 80 KalkH.

["'oneMuHa HA ONNAKOBKHUTE: I x2.5ml
3x2.5ml
6 x2,5ml
He BcH4YKkH BHIOBE OMAKOBKH MOrart Ja ObAaT IMycHATH B nIpoaaxba.

6.6. Cnennanuu npeanasnn MEPKH NPHA M3XBLPJAAHE H padoTa

HaMa cneudanHu H3uckBaHUA. Heusno3sBaHUAT neKapcTBEH MPOAYKT WIH OTHATbYHHTE MATEpPHaliH OT
Hero TpAOBa J1a ce U3XBBPIAT B CHOTBETCTBHE C MECTHHTE H3UCKBaHHA.

3a uHpopMalHA OTHOCHO padoTa ¢ MPOAYKTA, BHXKTE TOYKa 4.2.

7. IPUTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

Pharmaselect International Beteiligungs GmbH, Emst-Melchior-Gasse 20, 1020 Vienna,




8. HOMEP(A) HA PAZPEHIEHHMETO 3A YIIOTPEBA
20190278

9. JATA HA ITBbPBO PAJPELHIABAHE/MNOJHOBABAHE HA PA3ZPEIHNEHHETO 3A
YIIOTPEBA

Hata Ha mppBO paspeiuapaune: 28.11.2019
Hata Ha nocieiHo nNoJHOBABAHE!

10. JATA HA AKTYA/IN3HUPAHE HA TEKCTA

04.2024




