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Daveris-T 0,004%/0,5% eye drops, solution
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2. KAYECTBEH U KOJIMMECTBEH C'BCTA]%

Beeku | ml ot paztBopa chaspka 0,04 mg TpaBonpoct (travoprost) v 6,83 mg TUMOJI0/10B ManeaT
(timolol maleate), croreTcTBall HA 5 mg TUMonon (timolol).

nOMOLl].HO BELLUECTBO € U3BECTHO ,[leﬁCTBHGI
Beeku ml ot pasreopa cpabpixka 0,15 mg GeH3ankoHHeB XJIOpH.

3a MBbJIHKA CIIMCHK HA MOMOLLHUTE BELLECTBA BHXKTE Touka 6.1.

3. JIJEKAPCTBEHA ®OPMA

Kankwu 3a oun, pastsop.
[Tpo3pauen, Ge3lBeTeH pa3TBOP, NPaKTHYECKH CBOOOAEH OT BUAHMH HYACTHLIH.

4 KJIMHUYHH JAHHHA
4.1 TepaneBTHYHH NOKA3ZAHHHA

Maeepuc-T e nokazaH npu Bb3pacTHH 3a HAMAJIABAHE HA MOBHUILEHOTO BbTpeouHo Hamsrane (BOH)
MPH MALKWEHTH C OTKPHUTOBLIBIIHA [J1ayKOMa HJIH OYHA XHIEPTEH3Hs, KOUTO HE CE MOBJIHABAT
AOCTAaTBYHO OT JoKaIHK OeTa GJIOKepH WM aHAJIO3H Ha NMpocTariaHuHa (Bxk. To4ka 5.1).

4.2 Jl03HpOBKAa H HAYHH HA NPHJIOKEHHE
Jo3uposka

Ynompeba npu 6v3pacmuu, GKIIONUMENHO CMAPYECKA 6b3PAC
Jlozara e enna kanka Jlaepuc-T B KOHIOHKTHBHHS CAK HA 3aCErHATOTO OKO (OYH) BEIHBK IHEBHO,
cyTpuH 1M Beudep. Tpadea na ce npuara rno €HO U ChILO BPEME BCEKH JIEH.

AKO e mpornycHarta /103a, leueHHeTO TpAOBa /1a ce Npo/Ib/IKH CbC Clle/BalliaTa njiaH|paHa 103a.
JlHesHara 103a He TpsOBa Jla NpeBHILAaBa eHa Karnka B 3aCerHaToTo 0Ko (04H).

Cneyuannu nonynayuu
Hayuenmu ¢ uepnodpoéno u 6vopeuno yepedxcoane

He ca nposeaenn npoyusanus ¢ lasepuc-T uim ¢ TiMonon 5 mg/ml karky 3a 04U NpH NALKEHTH ¢
yepHOApOOHO MM OBOPEUHO yBpEkKaaHe.

TpaBorpocT ¢ u3cae/1BaH NpH NalKHeHTH ¢ JICKO JI0 TEKKO YepHOAPOOHO YBPEKAAHE U NPH NALIMEHTH
€ JIEKO 10 TesKKO ObOpetHO yBpeikaaHe (KpeaTHHUHOB KaupkHe noa 14 ml/min). He e neobxoaumo
CreUMaIHO KOPHIrMpaHe Ha 103aTa MpH Te3H NalHeHTH. R )

Masiko BepOATHO € MaLHeHTHTE ¢ YepHOAPOOHO Hiln 6L0peUHO yBpeKaaHe aa ce Hy
Kopurupate Ha jaosara Ha /lasepuc-T (B, Touka 5.2).




leouampuuna nonyrayus
BezonacHocTTa W edHkacHoCTTa Ha Jlasepuc-T npu Aeua v IOHOWK Mo |8 ronMHM He ca yCTaHOBEHH.
JlunceaT paHHM.

HauuH Ha NpHNQkKEeHHE

3a OYHO MPUIOKEHHE.

3a 1a ce MPeIOTBPATH 3aMBPCABAHE HA KalkoMepa H pa3TBopa, TpaGBa Na ce BHHMaBa a He ce
JOKOCBAT ¢ BbpXa Ha kankomepa Ha GyTuikara kienauure, 3aobukandiiata ri obnact uau apyr
NOBBPXHOCTH.

[Tpu npyUTHCKaHe Ha Ha30MaKPUMATHHA KaHal WM 3aTBAPAHE HA KJIENauuTe 3a 2 MHHYTH, CHCTEMHATa
abcopbuusa ce Hamansasa. ToBa MOXKe Aa ROBEE IO HAMAJIABAHE Ha CUCTEMHHTE HeKeNaHKU peakuud 1
3aCH/IBAHE HA JOKAHOTO ASHCTBHE (BX, TOUKa 4.4).

TpH W3non3BaHe Ha NOBEYE OT €AHH OHTANMONOTHYEH JIEKAPCTBEH NPOLYKT 3a NOKATHO NPHIOKEHHE
€ HeoOX0AUM MHTEPBAN OT NOHE 5 MHHYTH NOMEXAY UM (BX. Touka 4.5).

Tpy 3amsHa Ha apyr OHTATMONOTHYEH AaHTHTNIAYKOMEH NekapcTeeH Npoayxt ¢ [asepuc-T, npyruar
AekapcTBeH NPoAyKT TpaGea aa ce cnpe u neuenreTo ¢ Jasepuc-T aa 3anouHe Ha CleBalilya AeH.

MNauuenTure TpaGBa Aa OBAAT HHCTPYKTHPAHK A CBATIAT MEKHTE KOHTAKTHH JICIIH Npean
npunoxxenneto Ha Jasepuc-T v na w3uakar 15 MUHYTH chnel NpunaraHeTo Ha Jo3aTa, peaH Aa ru
nocTaeaT 0GpaTHO (Bik. TOUKA 4.4).

4.3 IporHBONOKA3IAHHA

¢  CBpbX4YBCTBHTENHOCT KbM AKTHEHUTE BELLECTBA MK KbM HAKOE OT OMOLUHHTE BELLECTEA,
u3bpoenu B TouKa 6.1.
CBpBXUYBCTBHTEIHOCT KbM ApYrH OeTa Gnoxepu.
3abonABaHe C NOBHILEHA PEAKTHBHOCT HA AUXATE/IHATE TBTHILA, BKJIFOUHTENHO OpoHxHanHa
acTMa WM aHaMHe3a 3a OpoHXHanHa acTMa, Texka XpoHuuHa obcTpykTHeHa GenonpobHa
GonecrT.

¢ CuHycoBa GpanHkapaHs, CHHIPOM Ha GONMHUA CHHYCOB Bb3eJl, BKJIIOUHTENHO CHHO-aTPHATEH
Bnoxk, aTpHOBEHTHKYTapeH OJIOK BTOPA WIH TPETA CTENEH, HEKOHTPOMHPaH ¢ NeHCMEHKbP.
ITposreHa chpAeYHa HEAOCTATLYHOCT, KApAHOTEHEH LLIOK.

¢ Texbk anepruueH pHHUT H JHcTpodMa Ha poroBHLAaTa.

4.4 Cneunannu npegynpeaxaeHns H Npeana3HH MEPKH npu ynorpeda

CHcTeMHH edeKTH

Kakrto » zpyrvTe nokanHo npuiaraii oQgraimMoNorHuHi 1eKapeTsa, TPABenNpocT U THMONON ce
abcopbupat cuctemuo. [Mopaan GeTa-anpeHepruyHaTa CbCTaBKa TUMOMON, MOFAT 4 C€ NOABAT
CHIUMTE KAPAHOBACKYNAPHH, MyATMOHAJIHH M APYTH HEXENAHH JIEKAPCTBEHH PEakunH, HabnoaaBaHu
NpY NeKapCTBEHHTE NPOAYKTH OT rPYNara Ha cHCTeMHHUTe GeTa-agpeHeprUiny 6nokepH. YectoTara
Ha cucteMHH HJIP cnes nokalHo 0YHO NpHIOKEHUS € MO-HHCKA, OTKONKOTO NPH CUCTEMHO
NpuIoXeHHe. 3a HHdOpPMaLKs, KaK Aa HaMaluTe cucTeMHaTta abcopbunsa Bikre Touka 4.2,

ChbpaeyHy HapylleHHs

KPHTHUHO IperieHeHo W Tpabea aa ce o6Chau edeHHe ¢ Apyry aKTHBHH Betlecrea. 1
ChpAeYHO-ChAOBH 3abonasanusa TpadBa aa ce HabmoaaBaT 3a MPH3HAUM Ha BIOLIABA
3a00NABaHUA M 33 HEXKENAHW PeaKLIHH.



[Mopay oTpHUATENHHA UM edeKT BBPXY NPOBOIHOTO BpeMe, Geta Onokepute TpaGea Ja ce npuaarat
C NMOBUILEHO BHHUMAHHE MNpPH MAUHEHTH C MbPBa CTeTeH ChpaeyeH OJ0K.

CBIOBH HApYICHHS

[MauneHTHTE ¢ TeKKH NepH(PepHH UMPKYIATOPHH Pa3CcTPORCTBA/HAPYILLEHHA (HAND. TEXKH (POPMH Ha
Gonect Ha Raynaud wnu cuaapoM Ha Raynaud) TpaGpa na 6baaT NeKyBaHH ¢ MOBHILEHO BHHMaHHE,

PecoypaTopHH HapyLweHH]

PecrnupaTtopHH peakuHH, BIIIOHHTENHO CMBPT, AbKALLA & Ha BPOHXOCTIA3EM, Ca CHODILIEHH Npn
NALMEHTH ¢ 4CTMA e MPUIOKEHHe Ha HAKOM DeTa OnokepH 3a OHHO NPHIOKEHHE.

Hagepuc-T Tpabsa fa ce W3NOA3Ba ¢ BHUMAHHE APH MaLMEHTH ¢ Jieka/yMepeHa XpoHHYHA
oGerpykTvieHa GenoapobHa Gonect (XOBB) u To caMo ako NOTEHUMANHATA NON3A HAOXBBLPASA
NOTEHLIHATHHS PUCK.

XunornvkeMna/auaber

bera 6nokepute TpabBa na ce mpunarar ¢ NOBHULIEHO BHUMaHHE MPH NALKHEHTH, CKIIOHHH KbM
CIIOHTAHHA XHMOITIHKEMHA WIH MPU NanueHTH ¢ 1abuned auaber, Thil kaTto GeTa-OnokepUTe MOTAT Aa
MACKHpPAaT NPU3HALMTE H CHMITTOMHTE HAa OCTPA XHMOTITHKEMHA.

MyckynHa craboct

Hma cvobiuenus, ye nekapcTBEHHTE NPOAYKTH OT rpynata Ha eTa-aapeHepruuHuTe GrokepH
3ACHJIBAT MYCKYJTHATa cNaboCT ¢ NPOABa Ha ONPeENEHH MHACTEHHH CHMNTOMH (Hanp. AUNAQNUA,
nro3a u ob1a crnabocr).

3aonsapaHuUs Ha POroBHUATA

Bera 6a0kepuTe 3a OYHO NPHIIOKEHHE MOraT ia MPHYHHAT CyXoTa B ouHTe. [laumenTure cbe
3afonaBaHHs Ha poropuUaTa TpsaGsa Aa ObAAT NEKYBAHH C MOBULIEHO BHUMAaHME.

OrneneaHe Ha XopHOUAEATa

HmMa crobiuenns 3a oTnenBaHe Ha XOpHOHAEATA NIPH NMpPUAraHe Ha Jie4eHUe, MOTHCKALIO
NPOMYKLHATA Ha BLTPEOYHA TEHHOCT (Hanp. THMOJO, aUeTa3onaMun) cnen hHUATpauHOHHH
npoLeaypH.

Hpyru bera 6noxepH

EdexTsT BbpXy BETPEOUYHOTO HANATAHE HNK W3BECTHUTE edeKTH Ha cucTeMHaTa Oeta Gnokana Morat
nia 6baaT YCHIIEHH, KOraTo THMOJION C¢ NpHAAara npu NauHeHTH, Beue MPUEMALLY IEKAPCTBEH NPOAYKT
OT rpynara Ha cuctemHuTe 6eta 6nokepn. OTroBopLT Ha Te3W nauneHTH TpaGea na 6bae HaGnonagaH
BHuMaTenHo. Ynorpebarta Ha nBa nokaniu Gera-aapeHepriydn Gnokepa He ce npenopbHea (B,
TOUKa 4.5),

XHpYpruyHa aHecTe3us

OdranMonorHYHHTE ApenaparTy, KOWTo ca Oeta GnokepH, Morat aa G10kupaT eeKTHTE Ha
CHCTEMHHTE BeTa-arOHHUCTH, HANPHMEP Ha alpeHanHHa. AHecTesnoaorsT Tpatea aa Gvae
HH(OpMHPaH, KO NALMEHTET MONY4HaBa THMOJON.

XHNepTHPEOUAHIEM

bera GJIOKepHTe Morar Aa MacKHpaT IMpH3HaAUXUTE Ha XHIIEPTHPEOHAH3IBM.




KoHTtakT ¢ kokaTa

[lpocTarnaHaUHATE M TEXHUTE aHANO3W ca OHONOTHYHO-aKTHBHY BELLECTBA H MOTAT Aa Obaar
abcopGupanu npes koxara. JKeHuTe, KOUTO ca GpeMEeHHH WK NPABAT ONHTH Ia 3a0peMeHenT, Tpabaa
AA B3EMAT MOAXOAALLIM NPeANasHH MEPKH 3a u3bArBae Ha AHPEKTHHA KOHTAKT ChC ChABPXKAHHETO HA
GyTtunkata. B cayuaii Ha HHUMIEHTEH KOHTAKT CbhC 3HAUMTENHA YacT OT ChAbPXAHHETO Ha OyTHikara,
38CETHATHAT YYaCTHK OT KoykaTa TpsOBa He3abaBHO A2 ce TIOYHCTH BHHMATEIHO.

AHadHnakTHUHH peaKklHK

Jlokato npuemar Geta Gnokepu, NaUHEHTHTE C aHAMHE3a 33 aTONKA KIH aHAMHE3a 33 TeXKa
aHadMNaKTHYHA PEaKLUWa KbM peanLia aNepreHH, € Bb3MOXKHO JIa peardpar ro-u3paseHo npu
MOBTOPEH KOHTAKT ¢ TE3M A/JIEPreHy, 4 JA He pearupar Ha o0uyaliHuTe 103U aApeHalHH, H3N0N3BaHK
3a NeYEHHE Ha aHaQUNAKTHYHH peaKkLUiH.

ChnbreTBalla Tepanvs

TuMonon Moxe 1a B3aHMOAEHCTBA ¢ APYTH IEKapCTBEHH NPOAYKTH (BXK. Touka 4.5).

YnOTpeSaTa Ha [ABa MOKanHH npocrariaHidHa HE CC NpEnopbYiBa.

QuHy edexTn

B13M0O3KHO € TPaBOTIPOCT MOCTENEHHO Aa MPOMEHM LIBETA HA OKOTO Ype3 yBeauuasaHe 6pos Ha
MEJIaHO3IOMHTE (MUrMEeHTHPaHH rpaHynu) B Menatouuture. [Taunenture Tpadea aa Obnar
HH(OpPMHUpaHH, OLLE MPeaH 3aTI0YBAHE HA JIEYEHHETO, 38 BEPOATHOCTTA OT HACTbIIBaHe Ha TpaiHK
NPOMEHH B LBETa Ha oukTe. EAHOCTpaHHOTO NieueHHe MOXe Aa AOBEAE 10 MOCTOAHHA XETEPOXPOMHA.,
Jocera He ca H3BECTHH AbArorpalHUTE eeKTH BbPXY METaHOLUTHTE H HAKAKBH MOCNEACTBUA OT
ToBa. [IpomMaHaTa B LBeTa Ha HpHca ce NposaBABa 6aBHO U MOXKe J1a OCTaKe HezabenexkHma ¢ Meceuy,
nopH roauHu. [lpomaHara B LBeTa Ha OKOTO € HabMOaBaHa OCHOBHO NPH NAUWEHTH, MPH KOHTO
HPHCLT € CBCTABEH OT CMECEHH LIBETOBE, HAMNP. CHHBLO-KadaBO, CHBO-Ka(aBo, XKbATO-KadaBO H
3eneHo-kadhABo; TasK npomaHa obave € HabnKOAapaHa ¥ NpH NauMeHTH ¢ kagask o4l. OGUKHOBEHO,
kaABaTa MHrMEHTALMA OKOJIO 3EHHLIATA Ce PasMpoCTPaHaBa KOHUEHTPHYHO KbM NepUdepHaTa Ha
3aCErHATOTO OKO, HO LEJMAT HPHUC WM OTAENHH YaCTH OT HETO MOTaT a CTAaHAT NO-HACHTEHO KapaBH.
Cneld npekpaTABaHE Ha JIeUeHHETO, He ce HabnioaaBa Mo-HaTATBLLUIHO HAPACTBAHE Ha KadsapaTa
NHFMEHTALIHA HA HPHCa.

ITpH KOHTpONHpaHHU KIMHUYHK U3ITMTBAHUA Ca NOKIIAABAHH NOTHMHABAHHA Ha KOXKATA,
nepHOpOHMTANIHO H/WNTK Ha Kienaya, CBLP3aHH ¢ ynoTpedaTa Ha TPABOIIPOCT.

an aHano3HTE Ha npocTarjianouHa ce HaﬁJ’lI'O,.’laBaT nepu0p6HTanHH NPOMEHH H NPOMECHH Ha
Knenaya, BKIIOUHTETHO 3a0b1004aBaHe HA KJIENavHaTa rbHKA.

B13aMoxHO € npu ynorpeba Ha TPABOMPOCT NOCTENEHHO 14 HACTBMAT MPOMEHH C MHUTITHTE Ha
TPETHPAHOTO OKO/OUM; TaKHBa ca HabnioRaBaHH MPH OKOJO MOJIOBHHATA OT ITALIHEHTHTE, YHacTBalH B
KITMHHYHHTE H3NUTBAHKS K BKIIOUBAT CICIHOTO: YBEMHYABAaHE HA Ab/KMHATA, AebenHHaTa,
MATMEHTALMATA, W/ UNY Opos Ha MUrauTe. MexaHu3MbT Ha NPOMAHA HA MHUTJTHTE H €BEHTYaNHHTE
ABACOTPAHHY NMOCAEACTBHA OT TOBA AOHACTOALUEM HE €A U3BECTHM.

[pu npoyuBaHus ¢ MaliMyHH € HabnonaBaHo, e TPABOMPOCT NPHUKHIBA ¢nabo paslWivpsBaHe Ha
knenayuHata uenka. Tozu edexr obave He ¢ HabMmoaaBaH No BpeMe Ha KIMHWYHHTE H3NHTBAHHA H
nopaju TOBA Ce JIONYCKA, 4e € cnelrduyeH 33 BHa.

Hsama natpynau onut ot ynotpeda Ha [lasepuc-T npy Bp3MaAHTENHH OUHH ChCTOSHUA,
HEOBACKY/iapHa, 3aKPHTOBIBIHA, TECHOBIbJIHA WIH KOHreHHTAIHA riaykoma. Mma ca
onuT npu 3a00ABaHe HA OKOTO, CBBP3AHC C THPEOHHATA HJTE3a, MPH OTKPUTOBLI B




HMma cuobuieHus 3a Maky/IeH OTOK NO BPEME HA NIEHEHHe C aHANO3U Ha fipocTarnaHanH Fa.
[penopbuBa ce Jasepuc-T na ce npunara BHUMATEIHO NPH NaUUEHTH ¢ ahakus, NaUMeHTH C
ncesaodakhg ¢ pa3kbeaHa 3afiHa JISWeHa Kancyna WK ¢ HMILTAHTHPAHH NPeJIHOKAMEPHH JIELH, UK
TPH MAUMEHTH € M3BECTHU PHCKOBH (PAKTOPH 32 KHCTOHM/IEH MAKYEH OTOK.

Hasepuc-T Tpabea na ce M3MON3Ba BHHMATEHO MPH MALMEHTH C H3BECTHH MPEApa3noaraim
PUCKOBH (BAKTOPH 38 HPUT/YBEUT H NpPH NALMEHTH € aKTHBHO BLTPEOYHO Bb3MNaleHHe,

[loMolUHM BelLIEECTBA

JaBepuc-T cbabpika GeH3anKOHHER XIIOpH/, KOUTO Moe Ja c¢ abcopbHpa OT KOHTAKTHHTE JIELUH H
Na MPOMEHH TexHHUA LBAT. ChLIO Taka MOXKE 1a NPHYMHH Apa3HEeHe Ha O4HTE.

[MauuenTHTE Tp26Ba 6BAAT HHCTPYKTHPAHH [a CBANAT KOHTaKTHHTE JIELLH NPEAH NPHAOKEHHETO HA
Hasepuc-T ¥ Aa u3uakat |5 MHHYTH cnel MpuWiaraHeTo Ha [103aTa, [pelM Aa rM NocTasaT oGpaTHo
(Bk. Touka 4.2).

4.5 BizaumoaeficTeHe ¢ ApYrn JekapcTBEHH NPOAYKTH H ApYrA GopMH Ha B3anMoaeHcTBHE

He ca npoeexxaaHu cneundHYHH NPOYYBAHHA C TPABOMPOCT HIIHM THMOJION 34 JIEKAPCTBEHHTE
B3aHMOJEHCTBHA,

ChbllecTBYBa BB3MOXKHOCT 38 AOMBAHUTENHH eeKTH, BOACIUW A0 XMITOTOHHA W/HIH H3paseHa
6paankapaus, korato pasteop Ha 6eta Gnokep 3a 04HO NPHAOXKEHHE CE NIPHUAAra €AHOBPEMEHHO ¢
nepopantu GNOKEPH HA KANUKHEBHTE KaHany, DeTa-aipeHepruuH1 BNOKepH, AHTHAPUTMHYHH
JeKapcTBa (BKAKOYHTENHO @MHOAPOH), AMTHTATHCOBH IMHKO3HAH, NAPacCHMMATHKOMHMETHLIK HIH
FrBAHCTHAWH.

XHUnepToHHYHATA peakuua NPH BHe3aNHO OTHEMAHE Ha KNOHWANHH MOJXKE Ja CE YCHIIH NPH NPHEMAHETO
Ha OeTa Gnokepwu.

CrobliaBaHa € 3acuieHa cicremHa Oeta Giokana (Hanp. 3abaBeH cbpleyeH pHUTbM, AenpecHs) Npu
koMOMHHpaHa Tepanua ¢ HHXHGHTOpK Ha CYP2D6 (Hanp. XuHUAHH, GITYOKCETHH, NAPOKCETHH) H
THMONION.

Hma eanHrurn cbo0lICHHA 33 MUAPHA3a B PE3YNITAT HA eHOBpeMeHHa ynoTpeOa Ha Gera OnokepH 3a
OYHO MPUNOKEHUE M aapeHaNHH (enHHEPPHH).

Bera GiiokepHTe MOraT 1a yBENHUAT XHUMOTIHKEMHYHUA edekT Ha aHTHAHA0CTHHTE NeKapCTBEHH
npoaykTH. bera GnokepuTe Morar Aa MacKMpaT MPH3HALMTE ¥ CUMIITOMUTE HA XUMNOTJTUKEMHA (BXK.
Touka 4.4).

4.6 @eprunuTeT, OpeMEHHOCT H KbpPMEHE

Kenu ¢ aerepoaeH NOTEHIMANL/ KOHTPALIENLWS

Jasepuc-1 He TpabBa na ce M3noa3Ba NPH KEHH B JETCPOAHA BL3PacT/c AETEpOfieH MoTEeHUuMan,
OCBEH aKO Ca B3€TH aJeKBATHH KOHTPAUENTHBHH MEPKH (BX. TOUKa 5.3).

BpemenHocT

TpasonpocT NpUUKHABA BPeAHH (apMaKONOrHuHK eeKTH No BpeMe Ha GPEMEHHOCT H/HIIH BBPXY
¢deTyca/HORBOPOAEHOTO AeTe.

JlanceaT MAM KMa OrpaHuueHd JaHHM oT ynotpebara Ha Jlasepuc-T UNKM Ha OTACTHHUTE CHCTABKH
npu Gpemendu skenu. Tumonon ve TpaGBa Na ce W3MOM3RA MO BpeMe Ha OpeMEHHOCT, ﬂ'ﬁi-;{i; .
c/yuail Ha KATeropHuHa HeoGXORMMOCT. %

EnuaemMuonornyHuTe Npoy4YsaHus He OTKPHBAT MandopMaTHBHH eeKTH, HO NOKa3Ba
HHTpAYTEpHHHO 3a0aBsHe Ha PACTexa MNPy NePOPanHO NpUIoKeHHe Ha Beta GnokepH. }



HabnroJaBaHH ca MPH3HALK K CHMNITOMH Ha 6erta Gnokana (Hanp. OpaavKapans, XMNOTOHKUA,
PECTIHPATOPEH AMCTPEC M XMIOrMTHKEMHA) NPH HOBOPOJIEHOTO, KOraTo ca fpunaraHy Oera 6nokepu 10
paxcaaHero. Ako Masepuc-T ce npunara no paxkiaaHeTo, HOBOpPoAeHOTO TpAGBa Ja 6bae HabonaBaHo
BHMMATE/IHO Npe3 IIbPBUTE JHH OT KHBOTA.

Hasepuc-T He TpabGea na ce w3nonssa npH OpPeMEHHOCT OCBEH B CJyyad Ha KaTeropuuHa
HeobX0AWMOCT. 3a HHoOpMaLKWa, Kak 1a HaManuTe cucTemHara abcopbums BykTe TovKa 4.2,

Knpmene

He e M3BecTHO Rany TPABOMPOCT OT KalnKHTE 3a OUH CE €KCKpeTHpa B kbpMata. [lpoyuBanusaTa npu
*KMBOTHU I0KA3BAT €KCKpeLns Ha TpaBonpocT M MetaGonuture B MiisikoTo. TUMONoI ce exckpeTHpa B
KbpMara ¥ MMa [OTeHLHaN [a NpeaH3BHKA CepHO3HH HEXENaHH peakuny npy kbpMaueto. Obaue, npu
TepaneBTHYHH N03H HA TUMOJION NOA PopMa Ha KaTKH 3a OYH € MAJIKO BepOATHO B KbpMaTa aa
JOCTHIHE NOCTATHHHO KOJIHYECTBO, KOETO a NMPEeJU3BHKA KIHHHUYHKY CHMITOMH Ha O¢Ta Oi0kana npu
KbpMaueTo. 3a UHbOpPMAaLIUA Kak a HaMaluTe cUcTeMHaTa abcopOums, BHXKTe Touka 4.2,

Ynorpebara va Jlapepuc-T npH KbpMaUuKH He ¢e MPENOpPbYBa.

Deprunnrer

Jlnnceat naHHH 3a edexThTe Ha Jlasepuc-T sbpxy deprunurera npu xopa. [Ipoyusanusta npu
HMBOTHH HE NOKa3eaT eQeKTH HA TPABONPOCT BbPXY depTHNMTETA NPH 103K A0 75 MbTH
MaKCHMAJIHATa NPENOPBHMTEIHA 1032 33 OUHO MPUIMKEHHUE NPH XOpa, OT APYra CTPaHa He ce
YCTaHOBABA 3HAYUM e(PeKT Ha THMOJIO/ NMPH Te3H A030BH HHBA.

4.7 E¢extn BLpxy cnocobaocrra 3a wodupane u pabora ¢ mawrnun

Haeepuc-T He NMOBNHABA UM NOBIHABA NpeHeOpeXKHMO cnOCOBHOCTTA 3a WodHpaHe W paboTa ¢
MAIHHH.

Kaxkto npn ynorpebara Ha BCHUKM KankH 3a O4M, MOTaT Aa ce NOABAT KPaTKOTPaHHO 3aMBIIIABAHE WITH
ApYru HapyieHH B 3peHHETO. AKO Ce NOABH KpaTKOTpalHO 3aMBrIABAHE HA 3pEHHETO, TALMEHTLT
TpabBa /la H34aKa 3PEHHETO MY Jla C€ MPOACHH NPEaH Ja WodHpa HAH Ja paboTd ¢ MallHHH.

4.8 Hexxenand NeKAPCTBEHH PEAKIHH

Ob6obienue Ha npoduna Ha GezonacHocT

TlpH KJIMHHYHHTE NpOyYBaHUA, BKIAOUBatK 2 |70 nauneHTH, nexyBaHu ¢ Jasepuc-T, Hal-yecTo
cbODILABAHATA, CBbLP3aHA C ICUEHHETO HEMNENAHA peakuua e ouHa xunepemus (12,0%).

TabnnyeH CNUCHK HA HEXKENAHHUTE peakiiMK

Hexenanure peakuuy, n3bpoens B Tabnuuara no-xoiy, ca HabnoaaBaHH NPH KJIHHHYHH TPOYYBAHHUA
HIH TIPH NOCTMAPKETHHIOBHS ONHT. Te ca MOAPEACHH CIIOPeA CHCTEMO-OPraHHH K1acoBE H Ca
KnackULHPaHH CBINIaCHO ClIEXHATA KOHBEHLMA: MHOTO HecTH (>1/10), vectn (>1/100 no <1/10),
Hevect (>1/1 000 po <1/100), peaxu (>1/10 000 no <1/1 000), mHoro peaku (<1/10 600) unu ¢
HeW3BECTHA YecTOTa (OT HAMHYHUTE JaHHH He MOXeE Aa Obae HanpaBeHa oucHka). [IpH Beako
rpyNHpaHe B 3aBUCHMOCT OT YeCTOTAaTa, HEXKeJTAHUTE IeKapCTBEHH peakLIMH ce u3bposasar B
HHU3XOIMLL pell 110 OTHOLUEHHE Ha TAXHATA CePHO3HOCT,

CucreMo-opranes Kia¢ Mectora eXMeJAHH PEAKUHN
apylWleHys HA AMyHHATA Heuectn CBpBXYYBCTBHTENHOCT

CHCTeMa

{l'lcuxu'mu HApYIIeHHs Penky HepBHocT




Cuncremo-opranen Kiac

YectoTa

‘Hemenaﬂn peaKllHH

C  HemspecTHaylenpecusa

YEeCTOTa

Hapywenna Ha HepBHaTa HeuecTH 3amalisane, rinapofonue

cHCTEMA C  newspecruallePEOPOBACKYIaPEH HHUMAEHT, CHHKOI, NapecTe3ns
uecTOTa

Hapymenus Ha o4HTE

MHoro uecTH

{OuHa XHunepemys

YectH

ToukoBHOEH KepaTHT, 6oNKa B OKOTO, 3pHTENHH
HapyLUEHHA, 3AMBIJIEHO 3PEHHE, CYXOTA B OKOTO, OUEH
NpYPHTYC, O4eH AMCKOM(OPT, Apa3HEHE B OKOTO

HeuvecTH

KepaTm, HPHT, KOHIOHKTHBUT, BL3TTAJICHHE Ha
npeauara kamepa, 6negaput, potodobus, HamaneHa
BPHTE/IHA OCTPOTA, ACTEHOMMS, NOJYBaHe Ha OKOTO,
NOBULLEHO CIB3COTACNAHE, EPHTEM Ha KIENaya,
PacTeX Ha MUT/IHTE, OYHA AIEPTHs, OTOK Ha
KOHEOHKTHBAT3, OTOK Ha Kiernaya

Peaku

Epo3ua Ha poroeuiara, MeHGOMHUT, KOHIOHKTHUBANEH
KpbBOH3NHB, 06pazyBaHe Ha KPycTH no psba Ha
KAEnaya, TPHXKMa3a, TUCTHXHA3a

C HeW3BeCTHY

OToK Ha MaKynaTa, ITO3a Ha Kienava, no-asnbox

HeCTOTa KAENa4yeH CYJIKYC, XMIepPNUrMEHTALMA HA HPUCa,
HANVIIIEHWE HA DOTORUIIATA
CopaeuHE HAPYIIEHHA Heuectu Bpanukapaus
Penku ADUTMUA, HEPUTMHUYHA ChpAeiHa AEHHOCT
C HeussecTHAChbpaeUuHa HEAOCTATHYHOCT, TAXMKAPAHS, FPbAHA
YECTOoTa Gonka. crolebuere
CroBu Hapymenns Heuecth XHNepToHHUA, XHTIOTOHHA

HYECTOTA

C Heu3BeCTHa|

[Tepudepen oTok

F’ecnuparopun, rPLOHH H
MEIHACTHHAJIHH HADYIICHHSA

HevectH

HCIMHEA, NoCTHa3a/IHa CeKpeLHa

Penaku

Nuchodus, GpoHxocnabM, Kaunla, Bb3naneH1e Ha
repaoTo, opodapuHreanta 6onka, HazaneH
HckoMopT

C HeM3BecTHA
yecToTa

AcTMa

C HenssecTHallucreysna

[Hapymeunn HA KOXKATA H

CToMAmHO-"PEBHH yecToTa
HAPYIIEHHS
Xenaro-6uauapHu Penxu [loBHLIeHa anaHHHAMHHOTpaHcdepasa, MoBHILEHA
Hapyurenus acnapTataMHHOTpaHcdepasa
Heuectn KoHTaKTeH AepMaTHT, XMNEPTPHXO03a,




CHcTremo-0praieH Kiac HecToTa il-leme.rlann peaKlHH

NOJKOXHATA THKAH Peaku VpTHKapHs, NPOMAHA B LBETA HA KOXATa, A/107NeUns

C  HenssecTHAOGpHB

HeCTOTA

HapymeHns Ha MycKyaHo- Penxu lbonka B kpaHHHLHTE
CKeJIETHATA CHCTEMA H

CHeAHHHTENHATA ThKAH

Hapywenns na 6L6pennte n || SAKH Xpomatypus
MHKOYHHTE NbTHILA

O6mn napymenns H edextn [Peaxu PKaxxaa, ymopa

HA MACTOTO HA NIPHJIOKEHHE

I[Oﬂ"b.HHH'I‘GJIHH HEXKEIAHH peaKUHH, KOUTO Ca HabnonapaHy NpY €IHC OT aKTHBHHTE BECINCCTBA H
€ Bb3MOXKHO Aa HACTRIAT MPH ﬂasepnc-T:

Tpaeonpoct

CucTemMo-opraneH Knac TIpeanmouutan TepmMun no MedDRA

[Hapymenusa Ha HMYHHATA CHCTEMA Ce3oHHa aneprus

MMenxuyHH HAPYLIEHHA TpeBoskHOCT, 6€3ChHHE

Hapyenus na ounve Y BeuT, GONHKYTH Ha KOHIOHKTHBATA, CEKPeLHs OT
OKOTO, NepHopOHTaneH oTok, chbpbex Ha
KJenaquTe, eKTPOIHOH, KATAPAKTa, MPHACUNKIIHT,
OUEH Xeprec CHMILIEKC, Bb3NaJlIEHNE Ha OKOTO,
qJOTOI'ICHﬂ, CK3¢Ma Ha KJenavHTe, OpeOJIEH ecbeK'r
NpH rejaHe Ha CBETIMHEH U3TOUYHUK, XUMOECTE3HA
Ha OKOTO, IMrMEHTAlMs Ha MpeJHATa Kamepa,
MHIPHA3a, XKOEPIHIMEHTALNA Ha MUTTIHTE,
CrbCTABAHE HA MUIHTE, AeEKT B 3PUTETHOTO
none

ApYIIeHHS HA YXOTO H JaGHpHATA Bepruro, wym B yuiure

CbA0BH HAPYIIEHHS [MoHHKEHO JHACTOHO KPLBHO HansraHe,
[IOBMLIEHO CHCTONTHO KPbBHO HanfraHe

PecnupaTopHH, TPbAHH H MeIHACTHHA/IHA BnoluasaHe Ha acTMa, an€pruyueH PHHUT,

HAPYLIEeHHs €IMCTAKCUC, PECTTHPATOPHY HAapyLIeHUs, Ha3aJTHA
KOHIECTHSA, HA3AIHA CYXOTa

CTomMamne-upesHu Hapyuenss PeakTusupaHa MenTH4Ha A38a, CTOMALIHO-UPEBHO
HapyLUEHHE, AHapHs, 3anek, CyXoTa B ycJara,
kopemua 6oka, rafexe, n013p1.~,u.laus;,//-f::l:l g

XenaroGu/HApHA HAPYLIEHAR I O '

ORHIIEHA ANaHHHAMUHOTpaHCH @ ;

acnapratamMuHOTpaHchepasa




CHcTeMo-opralen Kaac

HMpeanounTan Tepmun no MedDRA

Hapymemm Ha K0XaTa H MOAKO0KHATA THKaH

Ekchonuvaums Ha koxkarta, aHOpManHa CTPYKTYpa Ha
KOCbMa, anepruyieH AepMaTHUT, NPOMEHH B LBETA Ha
KOCATa, Mafapo3a, MPYPUTYC, HApYLUIEH PacTeX Ha
KOCMHTE, EpHTEMA

Hapymenus Ha MyCKyJIHO-CKeJIeTHATA CHCTEMA
H CbeIHHHTEIHATA ThKaH

MyckynHo-ckenerna 601ka, apTpanrHs

HapymenHa na 0x0petaTe H NHKOYHHTE
NbTHINA

H3YpHA, YDPHHHA HHKOHTHHEHUHA

O6mH HapyuleHHsA H e(peKTH HA MACTOTO HA
NPH/I0XKeHHE

AcTeHHs

HMscaensanus

[ToBHILEH NPOCTATHO cneuuquen AHTHICH

Tumonon

[NonoGHo Ha Apyry JOKAJIHO NpUNaraHi oTaIMOAOrHYHH JIeKapCTBeHH NMPOLYKTH, THMOJON ce
abcopbupa B cucTeMHOTO KpbBooOpauleHHe. ToBa MoXe fia PEAH3BHKA HEXENAHH PEakLMH noao0HH
Ha T€3H, KOHTO ce Habatonasat npH cuctemunte 6era 6nokepu. Jonwnuurentso nabpoennte
HeKeNaHH PeaKUMH BKIKYBAT peakuru, HabmogaBaHu npu kiaca Geta GJI0KepH 3a OHHO
npunoxxenue. Yecrorara Ha cucremHure HIIP cnen nokanHo ouHO npunokeHHe € no-HUCka
OTKOMKOTO NPH CHCTEMHO MPUWIOKEHHE. 3a HHPOPMALIMA, KaK Aa HAMATMTE cUcTeMHaTa abcopbuua

BHXKTE Touka 4.2.

CHCTEMO-OPraneH KJIAc

Mpeanoyntal TepMHH no MedDRA

Hapyuwienns Ha uMyHHaTa cucTeMa

CHCTEMHH alepruyHH{ peaKkuyH, BIIIOUYHTENHO
AHIHOEAEM, YPTHKAPHS, IOKATTH3HpaH U
reHepaiv3upaH oOpHB, NPYPHTYC, aHaQWIAKCHA

Hapyllehna Ha MeTaBoaM3Ma H XpaHeHeTo

IXMNOrnHKeMHs

[cHXHYHH HApYIIEHHs

HHcoMHMe, KOLIMapH, 3aryba Ha naMeTTa

Hap)/llleHHﬂ Ha HEpBHATa CHCTEMaA

Mo3B4HO-CBHAOBRA HCXCMHA, 3aCH/IBAHE Ha
NPU3HAUUTE U CHMITTOMHTEC HA MHACTCHHUA TPaBHC

HapyiteHus Ha ouure

[MpH3HALKA B CUMITTOMK HA QUHO ApasHeHe (Hamp.
napese, cMbaeHe, copOek, ChaseHe, 3aUuepssaBaHe),
OTJIeNBaHe Ha XOPHOHAEATA clel PHATPAUHCOHHA
XUpyprug (Ba. Touka 4.4), HaMmaneHa
YYBCTBHTEHOCT HA POrQBULIATA, AURIOMUA

CbpAeuHU HapyLleHHs

OToK, 3aCTOHHA CbpeYHa HEAOCTATBYHOCT, ATPHO-
BEHTpHKYJ1apeH 0ok, chpaeyeH apecTt

C1bI0BH HapyLUEHHA

DeHoMeH Ha Raynaud, cTyaeHu puLe H kpaka

CTOMaLI.lHO-‘-IpeBHH HapyUICHHA

[CameHe, AMCMENCHS, 1HapHA, CyXOTa B YCTaTa,
kopeMHa GoNka, MOBPBIAHE

HapyLueHun Ha KOXKaTa H NOJKOMXHATa ThKaH

[Mcoprasndopmer 0OpHB win ex3auepbauua Ha
ncopHa3kne _

HapyiieHns Ha MycKYJTHO-CKENeTHATa CHCTEMa W
CbeIHHHTEIHATA ThKaH

HapyuleHHs Ha BB3NPOM3BOAMTENHATA CUCTEMA
rbpaaTa

Muanrus S
/”v. WA AT
LA &) -
LN —— -~

CexcyanHa ancdyHKLN, HAMATEHO #g&;)’l,o
i L5

o~
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CHucTeMo-0praieH Kiac IMpeanoantan repmus no MedDRA
OO0y HapYLIEHHS W €EKTH Ha MACTOTO Ha ACTeHHS
NPHIIOKEHHE

C'b06u.LE_iBaHC Ha NOJO3HPpAHH HEXCNaHH PCAKLIHH

Cno6luaBaHeTO Ha NOAO3HPAHH HEXKETaHH PeaKLiMH ClieA paspeluasane 3a ynorpelba Ha ekapcTBEHHs
NPOAYKT € BaxxHo. TOBa MO3BOMABA A2 NPOAB/KH HAOMIOAEHHETO HA ChOTHOLLEHHETO NON3A/PHCK 3a
JIEKapCTBEHUA MpoayKT. OT MEHLIMHCKHTE CNELIHATHCTH Ce M3HCKBA 1a Chob11aBaT BeAKa
NoJ03HpaHa HEXeENTaHA PEaKLMA Upes:

H3nbiaduTenna areHUMa No ekapereaTa

yn. ,Jlaman [pyes” Ne 8

1303 Codpun

Ten.: +359 2 8903417

yebeaiT: www.bda.bg

4.9 Ilpeaoznpane
Jlunceat JaHHH MO OTHOLUEHHE Ha ClydaifiHO WM yMHuIneHo normewane Ha Jasepuc-T npu xopa.

Camnromu

Hma cbobuieHna 3a npenozupate Ha THMONONOB MajleaT pasTBOP 3a O4YK N0 HEBHHMAaHHE, KOETO BOIH
A0 Pa3BHTHE HA CHCTEMHM €(eKTH, CXOAHM ¢ HAOMOAABAHKHTE NPU NpPelOo3MpaHe HA CHCTEMHH OeTa-
ONoKepH KaTo HanpuMep 3aMafHoCT, rnasobonue, 3aayx, Opagnkapaus, GPOHXOCTA3BM W ACHCTOJNHA.
Hai#i-uecTHre npusHauM ¥ CHMNTOMM, KOMTO MOTAT [ia CE O4aKBAT NpH NpeJo3WpaHe Ha JOP30aMuA,
Ca eNEKTPOJHTHH HapYLICHHS, pa3BUTHE HA aUMI03a ¥ €BEHTYAHO €CKTH OT CTPaHa Ha LieHTpajaHara
HEPBHA CUCTEMA.

JaHHUTE OTHOCHO CAY4alHO MM YMHIWIEHO NPeAoIHpaHe Ha AOP30NaMHIOR XHEPOXJIOPHI NpH Xopa
ca orpannvenu. [lpu norbuiane npe3 ycrata MMa cbhoOlieHua 3a cbHaMBocT. [lpu nokanuo
MpWIOKEHHEe uMa CHOOLIEHHA 3a cleOHHTE e(eKTH: raaeHe, 3aMasHocT, rmaBobonue, ymopa,
HeoOHYaiHy cbHULLA H AHCdarus.

Jleuenne

JleueHnero TpabBa na Gbae cUMNTOMATHUYHO U noaabpkawo. Tpabsa na ce npocneasBar HMBATA Ha
cepyMHHTE enekTponuTh (ocobeHo Ha kanuda) v pH Ha kpbeTa. [1pOyUBaHHATA MOKA3BAT, Ye THMOJION
He ce JHATH3HPA JIECHO.

5. GAPMAKOJIOTHYHHA CBOHCTBA

51 dapMakoaANHAMHYIHH CBOHCTBA
dapmakotepanesTHuHa rpyna; O¢ranMonoruiyHy cpencTea; AHTHIIIAYKOMHH NPenapaTi M MHOTHLIM,
Heta-aapeHepru4HH 6nokepH, THMonon, kombukaunun. ATC koa: SO1EDSI.

Mexann3nM Ha neicTBHE

)IaBepHc-T CBALPKA ABE AKTHBHH BELUECTBR: TPABOMNPOCT H THMOIO Malear. Tesu nBe cLCTaBKH
NOHHXKABAT BbTPEOUHOTO HAIATaHe upe3 JONBIABALIUHK CC MEXAHHIMH HA JeicTBHE H KOM6HHHpaHHﬂ
e(l)EK'I' BOAH AC AOMBIHHUTC/IHO HAMaNABAHE HA BOH, B CPABHCHHUE C BCAKO €AHO OT BELIECTBATA
NOOTACTHO,

TparonpocT, npocrarnanauH Fz, aHanor, € NbAEH aroHUCT, KOHTO € BHUCOKO CENEKTHBEH H FOTIANT ~ ..

MonwskaeaHeTo Ha BOH npu xopara 3ano4sa 0kofo 2 yaca clief NPUIOKEHHETO H M
edexT ce focTura cnej okonio 12 yaca. 3HAYMTETHOTO HAMANIABAHE HA BLTPEOUHOTO
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Jla ce MoAABpPKa C eAHOKpATHA A03a NoHe 3a 24 yaca.

TuMONON € HeceNeKTHBEH aapeHepryueH 61okep, KOHTO HAMA MPHCHLIA CHMNATHKOMUMETHYHA
AKTHBHOCT, MPSK NOTHCKAIL edeKT BLPXY MHOKApIA U He npuTexaba MeMOpaHocTabHIM3Hpallo
neficreue. [Ipoyusasuns ¢ ToHorpadus ¥ GuyopodOTOMETPHS NPH XOpa ACMYCKAT, Y€ HEroBOTO
JOMHHHpalLo aeHCTBHE € CRhP3aHO ¢ HaMaABaHe Ha 06pa3yBaHETO HAa BLTPEOUYHA TEHHOCT U cnaboTo
NOBHULIABAHE HA YBEOCK/IEPAIHUA OTTOK.

BropHuHa (papMakoaoris

TpasonpocT 3HAYNTENHO NOBHLIABA KPLBHHA MOTOK KBM MpeHaTa HYacT Ha 3IPUTENHUA HEPB MpH
3aiilK cned 7 AHEBHO JIOKATHO NpUaoKeHHe B 0KeTo (1,4 ug BeAHBK AHEBHO).

DapMakoIHHAMHYHH €DEKTH

Knvununu edexktu

[lpu nBaHaneceT-MeCeHHO, KOHTPOJIMPAHO KIMHHYHO NPOYYBAHE NPH ITALKEHTH C OTKPHTOBIbIHA
rIayKOMA HITH O4HA XHNEPTEeH3Hs U H3XOAHH cpeaHH cToiiHocTH Ha BOH ot 25 no 27 mmHg,
cpeaHusT Hamanseawl BOH edekr, nonyven ¢ Jlasepuc-T npunaran BenHbK AHEBHO CYTPHH € 8 a0
10 mmHg. He no-nowmusat egexr Ha Haeepuc-T, B cpaBHeHue ¢ nartaHonpoct 50 pg/mb/Tumonon 5
mg/ml ripu cpeaHo Hamanssaue Ha BOH e neMoHCTpHpaR MpH BCHUKH BpeMEHA Ha OTUMTAHE Ha
HANAraHeTo NPH BCHYKH BU3UTH.

[Tpx TpuMeceuHO, KOHTPOIHPAHO KITHHHYHO NPOYYBAHE MPH NAUHEHTH C OTKPHTOBIbIHA rllaykoMa
WAH OYHA XUIEPTEH3NA U U3XOAHH cpenHu cToiHocTH Ha BOH ot 27 no 30 mmHg, cpeauusar
namanaeawl BOH edexr, nonyuen ¢ Jasepuc-T npunarad BetHBX AHEBHO CYTPHH, € 0T 9 10 12
mmH, 1 e ¢ a0 2 mmHg no-ronam or To3M, noyueH ¢ Tpasonpoct 40 pg/ml npunarad BeaHbK
AHEBHO Beuep M ¢ 2 1o 3 mmHg no-ronaM OT TO3M, NOAYYEH ¢ THMONOA 5 mg/ml, NpUACKEH ABA NBTH
axeBHo. HabntonaeaHo € cTaTHUECKH NpeRbIX0oXAaLLe HaManeHue Ha cpendoro BOH cyrpun (08:00,
24 yaca cnen nocneaHara no3a Jlapepuc-T) B cpaBHEHHE ¢ TPABOMPOCT MPH BCHYKH BH3MTH TI0 BpeMe
Ha LAJIOTO TTPOYYBaHE.

[1pu nBe TpUMecevHH, KOHTPONHPAHH KIHHUYHH NPOYYBaHHS NPH NAUHEHTH C OTKPHTOBIbIHA
TJ1ayKOMa WITH OYHA XHMEPTEH3NA H W3XOOHK cperHy cToRHocTH Ha BOH ot 23 a0 26 mmHg,
cpeaHMAT Hamanasall BOH edexT, nonyueH ¢ Jasepuc-T, npunaral BeaHb#K NHEBHO CYTPHH, € 0T 7
A0 9 mmHg. Cpennure croiiHocTH Ha HamaneHoTo BOH ca He no-noun, HezaBMCHMO, He UHpHTE ca
MO-HHCKH OT T€3H, MOCTUrHATH NPH CHITBTCTBALLATA TEPANHA C TPABONPOCT

40 pug/ml, npunoxeH BeAHBK AHEBHO Bevep 4 TUMONOA 5 mg/mi, NpHIOMKEH BEAHBXK OHEBHO CYTPHH.

[1pn 6-ceaMHYHO KOHTPOIHPAHO KIMHHYHO NPOYYBAHE NMPH NALMEHTH ¢ OTKPHUTOBIBJIHA FIAyKOoMa
WK OYHa XHITEPTEH3NA H U3XOAHH CpeaHy CTOHHOCTH HAa BLTPEOoHHOTO Handrane 24 no 26 mmHg,
cpeanuaT Hamanseail BOH edexr na Jlaseprc-T (¢ KOHCEPBAHT NOMHKBATEPHHYM-| }, MPHIIOKEH
€IHOKPaTHO AHEBHO CYTPHH, € § mmHg, v e exBHBaieHTeH Ha To3H Ha Jlapepuc-T (c KOHCepBaHT
feH3aNKOHHER XNOPHI).

Kpm‘epum‘e 3a BKIKO4YBaHe ca €OHAKBH 3a BCHUYKH NpOY4BaHHA, C H3KMIOYCHHE Ha KPHUTCPHA HA4YalHO
BOH u edexra ot npeavuIHaTa Tepanus no otHowexue Ha BOH. Knunuvnoto pazpaBoTeane Ha
Jasepuc-T BKIHO4YBA NALMEHTH, KOHTO HE €4 HA TEPANMA H TAKHBA, KOWTO Ca NOTOKEHH HA TEPAnuA.
He3anoBoNUTETHHAT OTrOBOP, MOJIYUEH MPH MOHOTEPAINHUATA HE € KPHTEPHH 3a BRIIOYBAHE.

ChlecTBYBaLIHMTE JAHHH NPEANONAarar, 4e NMPUIaraHeTo Be4Yep MOXe Aa MMa HAKOM NPEANMCTBa Mo
OTHOLIEHHE Ha cpeaHoTo Hamanasaxe Ha BOH. Tpa6sa na ce 06bpHe BHHMMaHKe U HA ya00CTBOTO 38

CYTPHH BMECTO Beuep.
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5.2 OapMaKOKHHETHYHH CBOHCTBA

Abcopbuua

TpaeonpocT ¥ THMONION ce abcopGupar npes porosHLaTa. TpaBonpocT € NpeaneKapcTso, KoeTo 61p3o
NpeTbpIsBa eCTEPHA XHAPOIH3a B POrOBHLIATA 10 aKTHBHA cBofonHa kucenuHa. [Ipu npunoxeHne Ha
Hasepuc-T ¢ KOHCEPBAHT NOJHKBATEPHHYM-1 BeHBIK AHEBHO NpH 3apasu aobposonuu (N=22), e
NPOAbIKEHME HA 5 IHK, TpaBonmpocT cBoGoAHA KHCETHHA He € KONWYECTBEHO 3a0enexum B pobuTe
n1asMa NpH no-rojfgMara 4act OT yqacTHHUHTE (94,4%) v OOMKHOBEHO He Ce OTKPHBa €MH Yac cies
npunaradero my. Koraro ca uamepumu (>0,01 ng/ml e rpaHnuaTa 3a KOJMYECTBEHO ChAbPKAHHE),
koHueHnTpauuurte sapupat ot 0,01 go 0,03 ng/ml. Cnea npunoxxeHue peaHsx AHEBHO Ha Jlasepuc-T
cpeaHarta cTaiuoHapHa Cmax Ha THMoNON € 1,34 ng/ml H Tax € npubansurenno 0,69 vaca.

Paznpeneaenne

[Ipu npuaoxkenne B okoto Ha [asepuc-T, TpaBonpocT cBoGoAHA KUCENTHHA MOXKe 1a §be OTKPUT BB
BBTPEOYHATA TEHHOCT NIPe3 MbPBUTE HAKONKO Yaca MPH XUBOTHH H B HOBELUIKATa IU1a3Ma camo npes
nbpeus yac. TuMonon Moxe aa ObJe UMEPEH B YOBELIKATA BBTPEOHHA TEHHOCT CNEA SIOKANHO
NpHIOKEHHe B OKOTO HAa TUMOJION M B NNa3mata A0 12 yaca cnea npunoxeHHe B okoTo Ha Jasepuc-T.

buoTrpancthopmarys

MeTaGonH3MBT € OCHOBEH BT 33 €TUMHHHUPAHETO, KAKTO Ha TPaBOIIPOCT, TaKa H Ha aKTHBHaTa
ceoboaHa kucennHa. CHCTEMHHTE METa0OJHTHH MBTHIIA OTrOBAPAT HA Te3H HA EHAOreHHHUA
npocTarnaiauH Fag, KOWTO Ce xapaKTepH3MparT ¢ peflyKLus Ha ABoiiHaTa Bpb3ka Ha 13-14 macTo, ¢
OKHMC/IEHHE HA | 5-XMAPOKCHA M P-OKHUCITHTENIHHTE PA3LSIIBAHHA B FOPHATA YACT HA BEPHIaTA.

Tumonon ce merabonuzupa no asa nbTa. EAnHMAT faBa eTaHONaMHHOBA CTPaHHYHA BEPHTaTa Ha
THAaAHA30J0BHA NIPBCTEH, & APYTHAT AaBa €TaAHONOBA CTPaHHYHA BEpHraTa Ha MOP(HONHHOBHA a30T H
BTOpa NoRoOHa CTpaHWYHA BepUraTa ¢ kapOOHHIHA IpyTa, ChCeaAHA Ha a30Ta. Cen NpHoKeHHe B
0koTO Ha lasepuc-T, NIa3MEHUAT NOIYKHBOT ti2 HAa THMONON € 4 yaca.

Enumunupase

TpasonpocT cBoG0AHA KHCENHHA U HErOBHUTE MeTaboUTH ce OTAENAT OocHOBHO npe3 GbubpeuuTe. [lo-
Manko oT 2% OT OUHaTa A03a TPaBOMpPOCT Ce OTKPHBA B YPHHATA KaTo ¢BoboaHa kucenuna. Tumonon
H HEroBMTE METADONIMTH CE OTAENAT OCHOBHO npe3 6ubpeuute. [Ipubnusurenno 20% or no3ara
THMONOJ Ce OTAESA HEMPOMEHEHA B YPHHATA, a4 OCTAHAIATA 4acT ¢€ OTAENA B YPHHATA KaTo
MeTaboNHTH.

5.3 IIpeakAMHAYHY ARHHH 38 Oe30NACHOCT

I[Mpu mafiMyHH, npunoxeHueTo Ha asepuc-T nBa MbTH AHEBHO MOKa3Ba HHAYLWpPaHe Ha
HapacTBAHETO HA KJeNayHaTa LeMnKa H yBeMYaBaHe Ha MUTMEHTALUATA HA HPKCA [0 TE3H,
HabmoaaBaHK MPH NMPUNOKEHHE B OKOTO HAa NPOCTAHOUIIH.

Jasepuc-T ¢ KOHCEPBAHT NOTMKBATEPHHYM-| NPeJHM3BHKRA MUHHMAJIHA AOBLPXHOCTHA O4HA
TOKCHYHOCT, B CPABHEHHE C KANKH 33 OYH ¢ KOHCEPBaHT OEH3aIKOHHER XJIOPH/ BBPXY KyATYpPH OT
YOBELIKH KOPHEANTHH KJIETKH H CAE/ NOKATHO OYHO MPHIOKEHHE NPH 3aHLH.

Tpasonpoct

roavHa.
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[TpoyuBakHs 3a penpoayKTHBHA TOKCHUHOCT Ha TPaBOMPOCT A NPOBEACHH NPH MIbX0BE, MHUIUKH H
3afiUM, TPETHPAHK CUCTEMHO. HaxonkuTe ca CBbp3aHU € ArOHHCTHHHOTO aedcTaHe BBpXY FP
peLenTOpHTE B MaTKaTa ¢ paHHa eMOpHOHAIHA CMBPT, NOCTHMIIAHTAUMOHHa 3aryfa u
detotokcHuHocT. [1pu GpeMeHHH HeHCKH MBX0BE, CHCTEMHOTO NPUIOKEHHE HA TPABONPOCT B AO3H
Han 200 mbTH KIIMHKYHATA 1033 B IEpHCAA HA OpraHoreHesa BOAH [0 NOBHILIEHA YECTOTa Ha
mangopmauni. Hucku HHBa Ha palHOAKTHBHOCT €4 H3MEPEHH B OKONOMIIOAHATA TEYHOCT U
deranuuTe ThKaHK Ha GpeMEHHK NbXOoRe, TpeTHpanu ¢ *H-tpasonpocr. [poyusanuara 3a
PENPOLYKTHBHA TOKCHYHOCT M TOKCHYHOCT 33 Pa3sBUTHETO NOKA3BaT MOLUEH edekT, Bogewt Ao 3aryba
Ha noaa, Habmonaeax B Hal-BUCOKa cTened npu nibxose (180 pg/ml rnazma) u mutkn (30 pg/ml
nnazma) npu ekcnozuuuy 1,2 1o 6 nuTv KIHHHYKATA ekcnosHumns (1o 25 pg/ml).

Tumonon

HexknHHUYHHTE NaHHH 3a TUMOJION He MOKa3BaT ocobeH pHck 3a Xopara Ha 6a3ara Ha
KOHBEHLIMOHATHHTE (PapMaKoJIOrHYHH MPOYYBaHMA 33 0€30MacHOCT, TOKCHYHOCT NPH MHOTOKPaTHO
NpHIOXKeHHe, FfeHOTOKCHMHOCT, KaHLeporeHeH noreHunan. [poyusanusra 3a penpoiyKTHBHA
TOKCHYHOCT C THMOJION NoKa3satT 3abasaHe Ha eMOPHOHATHOTO BKOCTABAHE NPH NAbXoBeE 0e3
HEXENaHH eEeKTH BbpPXY NOCTHATANHOTO pa3BHTHE (NpH A03a, npesHwaBaina 7 000 nbTH KIMHKUYHaATA
103&) ¥ HapacTBaHe Ha ¢etanHuTe pesopbuuud npu 3aium (npu nosa, npesuasama 14 000 nvTi
KIMHHYHATa A03a).

6. PAPMAINEBTIYHHA JAHHH

6.1 CnHebK HA NOMOLHHTE BELLECTBA
bopna kucenuna

Tpomeramon

Makporonriuueponos XHIpOKCHCTEapaT
ManuTton

Hunarpues enerar

beH3ankoHHes XI0pHa

XNOpoBOAOPOAHA KHCEIHHA

Harpues xuapokcun

Bonaa 3a mmxexunn

6.2 HecnBMeCcTHMOCTH
Henpunoxunmo.
6.3 Cpok Ha rogHocT

4 roguuu,
Cpok Ha FOAHOCT ClleA NbPBO OTBapAHe — 28 JHH.

6.4 CnennalHH YC10BHS HAa ChXPaHeHHe

Ja ce cvxpansapa noa 25°C.
Ja ce 3aTBaps NIBTHO cnen ynoTpeba.

6.5 Bua 1 chabpikanHe Ha ONAKOBKATA




Haeepuc-T e onakosan B 6a1a venpospauHa 6ytunka ot LDPE ¢ emecTumocT 5 ml, koaTo ceabpska
2,5 ml or nexapcreeHara dopma, ¢ LDPE annukarop-kankomep 1 6ana LDPE, HDPE kanavuka,
MOCTaBEeHH B KAPTOHEHA KYTHsI C JIMCTOBKA 32 NAaLHeHTa.

6.6 Crnennansnu npeanasuyd MepKH NPH U3XBLPJsAHE H paboTa

Heusnon3saHuar NCKAPCTBECH MIPOAYKT HIH OTNAABYHHTE MATCPHUAIA OT HEIO TpﬂGBa Aa Ce UIXBLPNAT
B CHOTBETCTBHUE C MECTHHUTE H3WCKBAHKWA.

7. HPUTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

Bopna Menucune Eepona EOO/]

yi. ,,bopuc PymeHos“ 16

1407 Codusa, Buarapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per.Ne 20210125

9. JATA HA TBPBOTO PASPEHIABAHETIOMHOBSABAHE HA PA3ZPEIIEHHETO
3A YIIOTPEBA

Hata Ha nbpBOTO paspewasane: 25 mait 2021 r.

10, JATA HA AKTYAJHI3UPAHE HA TEKCTA

05/2025
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