KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA



1. MME HA JIEKAPCTBEHHUS ITPOAYKT

Menexcon 0,1% kallku 3a ouu, pa3rBop

Medexol 0,1% eye drops, solution 10O 1_19 {1y
"CTBE 'CTl BCTAB
2. KAYECTBEH U KOJIMYECTBEH C ‘3*0%(::3\ l 08 -01- 2076

Bceki MUJIMINTEBD Pa3rBop chibpka 1 mg jekcamerason Gpocdar (dexamethasone phosphate) xaro
ekcameTasonos narpues qocdar (as dexamethasone sodium phosphate).

[ToMOIIIHO BECUIECTBO C U3BECTHO JIEHCTBHE
Beeku ml ot pasrBopa cuibpka 0,1 mg OeH3aJIKOHUEB XJIOPHL.
3a ['bJIHUS CITUCHK HA [TOMOIILHUTE BElllecTBA BUXKTE TOYKa 6.1.

3. JJEKAPCTBEHA ®POPMA

Kanku 3a ouM, pasrsop.
[TpejicrasnsBa OUCTLP pasTBop 0€3 LUBST 1 MUPU3MA.

4. KJAHHUYHU JIAHHH
4.1 TepaneBTnyaun MOKA3AHUSI

Jleuenue Ha 110/1aTJIMBH Ha CTCpOHJIHA TCpPallri, HEHI[dJEKHHUfEHH U AJICPITHYHH CbCTOAHNA HAa KOHIOHKTHBATA,
porosuu@ara 1 npejitinid CCrMCeHT Hd OKOTO, BKJIOYHUTECJIHO IMOCT-0IIEPATHBHO BL3IAJICHHC,

4.2 Jlo3MpoBKa M HAYMH HA IIPHJIOKEHHE

Jlo3upoBKa

yﬁf)ﬂiﬂﬁﬁﬂ npu ev3pacniu, GKJIIOHUMCETHO U nayuenmu 6 cmapdeckda 6u3pdcm

Flpu TEHKKO HJIN OCTPO BB3NAJICHHUE, Jlo3aTa € €/{Ha HJIH JIBC KallKH B KOHIOHKTHBHHA CdK Hd 34CCI'HATOTO OKO

(oumn) na Bceku 30 )10 60 MHHYTH, KATO HAYAJIHA TEpAITHS.

YecroraTa Ha npHiiokeHue TpsaOBa Jia ce HaMaM, Koraro ce 3a0eJIeKH KeJlaHusl pe3yJITar, Ha e/lHa WK 1Be
KAllKM B KOHIOHKTUMBAJIHMUS CAK HA 3acerHaToTo OKO (0O4M) HAa BCEKH JiBa JI0 YeTHPH 4aca.

J{o3aTa MOKe JIOI'BJIHUTEJIHO Jla ¢ Hamallu J10 e/1Ha Kalka, TpY WK YCTHPH ITbTH JIHCBHO, aKO TOBA €
JIOCTATHYHO, 3a J1a CC KOHTPOJIMpa Bh3IaJICHUETO.

AKO KEJAHUIT PE3Y.ITaT HE CC IOCTHUIHE JI0 TPU-YETHPH JIHH, MOXKC Jla CC HAJIOKH JIOITBJIHHTE/IHO CUCTCMHO
WK CYOKOHIOHKTUBHO JICHCHHE,

[Ipn XpOHUYHO Bh3lAICHNUE, J103aTa € ¢/IHA WIIH JIBE KAIIKH B KOHIOHKTUBHHS CaK Ha 3aCECrHATOTO OKO (O4H), Ha
BCCKM TPH J10 LIECT 4acad, WM TOJIKOBA 4YECTO, KOJIKOTO € HEOOXOIMMO.

[Tpn aneprum uiu ciado BoL3nancHyde, oonyaiinara J03a € ¢/1Ha WiIM 1Be Kallki B KOHIOHKTHBHUS CaK Ha
34CErHATOTO OKO (OUM) HA BCCKH TPH JIO YCTHUPH Haca, JIOKaTo CC IOCTUTHE KCJIaHHs pe3y.IiTar.

Jlewenuero He TpsaOBa Jia ce npeKparsBa npex/1eBpeMeHHO (BK. ToUKa 4.4).
[TpenopbYUTEIIHO € BTPEOYHOTO HAJIATaHe Jia ¢e CJICAM PEeIOBHO.

CJie/1 IPHIIOIKEHNE Ha JICKAPCTBCHUS TTPO/YKT €€ IIPENopbYBa BHUMATE/IHO 3aTBApsHE Ha Klieraya 1
[IPUTMCKAHE HA HA3oIaKpHMastius kaHail. ToBa MOXe J1a pejlylpa cucreMHaTta abcopOuus Ha pHIaraHuTe B
OKOTO JICKAPCTBEHH IPOAYKTH ¥ KATO PE3yJITaT 1a HaMaJId CUCTEMHUTE HEXKEJIaH! JICKapCTBCHYU peaKlvu.

[ Ipy M3nonzBaHe Ha rnoseye 0T eJIMH OPTAIIMOJIOTHYEH JIEKAPCTBCH NPOAYKT 3a JIOKAIHO NPHIOKCHHE, €
HeoOX0aMM Hirrepsasl ot 1one 10-15 MunyTy momexgty MM, Maszure 3a oun TpsOBa Jla ¢¢ NOCTaBAT IIQCJICIHM.




[Teduampuvuna nonynayun
BezonacHocTTa U edieKTHBHOCTTA HA MEEKCON HE ¢a U3C/eIBaHH NP NEANaTPUIHH NALHCHTH.

Yeproopobro u bvbpeuno yepedicoane
He ca npoBeAcHM Npoy4Bannd ¢ Meaekcon npy NauMeHT! ¢ YEPHOAPOOHH H 6u6peuny yBpexaanud. [lopaau

HUCKaTa cucTeMHa abcopOuys Ha AEKCaMETa30H CIISH NOKATHO NMPHUIOKEHUE Ha JICKAPCTBEHUA NIPOAYKT, HE €
HeoOXOMMO CrIeHATHO alalTHpate Ha 103aTa.

HauyuH Ha NpuiokeHHe

3a O4YHO IPHIOKCHHUE,

ByTtunkarta TpsbBa jla ce paskjary Jobpe npeau yrorpeda.

Tps6Ba Na ce BHMMABA j1a HE ¢e JOKOCBAT Kienauure, saobukanainara ri o0bnact uim Apyri noBbpXHOCTH €
arIMKaTopa-KankoMep 1ia 6yThikarta, 3a Ja ce u3derHe eBeHTYaIHO 3aMbPCABAHE Ha al/IMKaTopa-KankoMep

MK pa3TBOpa.

4.3

4.4

[IpoTHBONOKA3ANKHSH

CBPBX4YYBCTBHTEIHOCT KhM @KTMBHOTO BELICCTBO WM KbM HAKOE OT NMOMOLHHTE BCLIECTBA, H30POEHN

B TOuka 0.1,

OcTpy, HellekyBaHn GaKTepraniy HHPEKLKUH.

Xepnec cummnexc keparut (Herpes simplex keratitis).

Bapuona, BapHIIEIa 1 ApYT¥ BUPYCHH 3a00/ABaHIA Ha POrOBHULATA M KOHIOHKTHBATA, BKIIOHUTENHO 1

MNP BAKCUHALMH.
["LEHuHM 3aB0N4BaHUS Ha OUHHTE CTPYKTYPH WM HeJleKyBaHU apa3uTHH BHQEKIWU Ha OKOTO,
MuxoBakTepHaiii O4HY HHPEKUMH, TPUIHHERH OT KUCEJIMHHO-YCTOWYHBH BUAOBC KaTo

Mycobacterium tuberculosis, Mycobacterium leprae, Mycobacterium avium v 1p.

Creumaj iy NPSIYNPCA/ICHHS W PCANAasHH MePKU NPy ynorpeoda

Ipoasmxkureiniara ynorpeda Ha KOPTHKOCTEPOMH 32 JIOKATHO OYHO NPHIOKEHHE MOXE J1a AOBEAC A0
OYH2 XUIIEPTOHHS W/ MK T1ayKoMa ¢ YBPEXKAaHe Ha 3PUTEIHHUS HEPB, HAMANICHA 3pUTENTHA OCTPOTA 1
nedeKTy B 3pUTCITHOTO NoNe, ¥ 06pazyBaHe Ha 3a]Ha CyOkarncynapHa karapaxTa. BrTpeouHOTO
Hanarane TpsOra 4a 6bae NpoBEPABaHO PYTHHHO M NPE3 KPaTKH HHTEPBANIU NPH NAUMECHTH, NOANOKCHH
Ha MIPOABIDKMTENHA TEPanHs ¢ KOPTHKOCTEPONH 3a odTanmonornyta ynorpeba. Tosa e 0cobeHo
BAXCHO NIPU NEAMATPHUUHK NAUHEHTH, Thit KATO PHCKBHT OT OUHA XUIICPTOHUA, NPCAKH3BHKaHA OT
KOPTHKOCTEPOMIN, MOXe J1a 6bjie 10-BHCOK NPH JICUA H € Bb3MOXKHO [1a HACTBIIN [10-paHO, OTKOIKOTO
npy Bb3IpacTlid. MejleKCcoJ He € pa3peLieH 3a ynotpeda npy nexHarpuyHu NalreHTH.

PUCKBT OT [OBUILEHO BETPEOUHO HajsraHe Wity ofpa3yBaHe Ha KaTapakTa 1nopaau ynortpeba Ha
KOPTHKOCTEPOUJIM € NO-BUCOK ITPH NPEAPA3NONOKEHH KbM TOBA NalMeHTH (Hanp. AuabeTuin).

AKO Mejlekcon ce npuaara Npy NalyeHTd ¢ [N1ayKoMa, NeYeHHeTo Tps0Ba fa ce OrpaHu4y 1o ABe
CenMMLH, OCBEI aKO 110-ABJITOTO JIEHEHHE € ONPaBAaHO; BETPECOUHOTO Hansrane tpsadsa aa ce ciaean
perynsipHo.

Cunapom ta Cushing wviiv HanGLOpeyHa HEAOCTaTLYHOCT, CHFbP3aHH ChC CHCTCMHATA abcopbLMs Ha
JIEKCAMETA30H 34 OYHO NPUIIOKCHHE, MOXE J1a CE NOABAT CeL HHTCH3WBHA WK TIPOLBIDKHTE1HA
HENPEKLCHATA 1 CPATMA IIPH IIPCPA3NOJIOKEHH NALIKEHTH, BKJIIOUHTENHO ACLA U NTALMEHTH, JIEKYBAHH ¢
paxuburopn Ha CYP3A4 (BKIIOUMTENIHO PUTOHABUP H KOOHUKMCTaT). B Takusa ciiyuau, Ne4CHUETO
TpsiDBa Aa ce cnpe 4pe3 NOCTeneHHo HaMalaBaHe Ha jo3ara.

KOpPTHKOCTEPOHANTE MOTaT [a HavaNAT Pe3UCTEHTHOCTTA KbM M Jja CIIOMOrHAT 3a Ch3A3BaHETO Ha
6axTepuailHu, BUPYCHH, M'bOUUHH WM Napa3sdTHHA OYHH HHPEKUUH W J1a MAaCKMPAT KIMHWSHATE
CUMITTOMH Ha HlekuusaTa.

MbOMuRMTE NBEKIMK ca CYCIIEKTHY NMPY NaLMEHTH ¢ ITOBTApAIIY CE pa3s3BaBsaling Ha poroBHLATA.
JleueHHUETO ¢ KOpTHKOCTepouAu TpabBa Aa Hbae npeycraHoBEHO IIPH NOABA Ha rbOHUHA HHPCK




IOKANHO JTeYCHUE ¢ BUCOKH 4031 Ha OUHH CTEpOHAHX UMA BEPOATHOCT Aa npeAK3BHKa NNOBTOPHO OYHO

BL3NaJiCHHE.
. KOpTUKOCTEPOHIUTE 3 IOKAIHO O4HO NPUIIOKEHHE MOraT Aa 3a0anAT 3a3/1passiBAHETO Ha pahy Ha

norosuuara. Mssecrio e, ue HCIIBC 32 noxanHo npuiioxeHne ChLlo 3a0aBAT 3a3/pasaBaHeTo.
EnnoBpemetinara ynorpefa na CTeporay 3a JIOKaJIHo NPUIOKEHUS 1 JIOKATHH HCIIBC moxe na

yBENIMUM BB3MOXKHOCTTA OT IPOG/IEMH ChC 3a3/paBABaHETO. (BXK. TOUKa 4.5)

. W3BecTHO e, ue TIpH ynorpedara Ha JIOKaJHU KOPTHKOCTEPOH/IH €a Bb3MOXHH nepgopalit, Korato ce
npuaaraT npy 3abossapaHus, NPUUMHABALLKY U3THHABAHE HA POTOBHIIATA UITN CKIIEpaTa.
. 3pUTENHY cMyLeHns, TIpH CHCTEMHO M JIOKATHO NPUI0KEHHE Ha KOPTUKOCTEPOHIN ca Bh3MOXKHH

cLOBUIEHMA 33 3PUTENHH CMYILEHHUA. AKO NPH [TAUMEHT ¢a HAIMUE CHMITOMH KATO 3aMBITICHO 3pCHHC
HNY APYTH 3pUTEAHH CMYLUIEHHUS, NalMeHTsT TpsOBa fa Ob/1e HaCOUCH 38 KOHCYITaluA C odranMonor 3a
OLIEHKA Ha BH3MOXHHTE NIPHUMHHA, KOUTO MOFaT Aa BKIKOYBAT KaTapakTa, MN1aykoMa Wil PeKH
3a60/ABAHNA KATO LIEHTpaIHA cepo3Ha xopuoperurHonarus (LICX), 3a konto ce cbobuasa cnen

CUCTEMIIO U JIOKATHO H3MOJ3BAHC HA KOPTHKOCTCPONAH,
* Ilo BpEME Ha NEUCHUE HA OYHO BBL3IMAUICHHC HE CC npef1opbhyBa HOCEHETO Ha KOHTAKTHH JICIEH.

. OcBeH TOBa, TO3M [IPOAYKT ChALPKA OEH3aIKOHHEB XJIOPH/, KOATO MOXE la NPHYUHHK IPa3HCHE U €
YABECTHO, Ye OBC3IBETABA MEKUTE KOHTAKTHUTE Nely. Tpsabsa Aa ce n3bsiraa KOHTAKT ¢ MEKH
KOHTAKTHU Nciitd. B ciyyai, ye Ha MauneHTUTE € MO3BOJIEHO i@ HOCAT KOHTAKTHM JICIH, T¢ TpAOBA 1a
6bAAT MHCTPYKI'MpPAtk a OTCTPAHABAT KOHTAKTHHUTE NEIH NPEAN NpHIoKehueTo Ha Meaekcon 1 aa
M34aKar 15 MHHYTH clie/l NPUIOKEHUETO, NPEAN 1a I'H NocTaBiAT 00paTHO.

4.5 B3auMOAEHCTBHE ¢ APYTH JIeKAPCTBENH NPOAYKTH K ApYrd ¢opMH HA B3RHMOJCHCTBHE

EnioBpeMeHHaTa yriorpefa Ha CTEpOMAH 3a JIOKanHo npujioxkeHue u nokanHid HCIIBC Moxe aa yBeanuu
BL3MOXHOCTTA OT NpodleMy CbC 3a3apaBsiBaHe Ha pOroBHUATA.

ChlLecTBYBa pick or o6pasyBaHe Ha KaJUHEBH OTJIaraHuA No poropuuara, 0coOOEeHO NpH NALUEHTH C BEUE
CLILECTBYBAIlM HapylieHus. Te Morar a NPUYMHAT HAPYLICHHA Ha 3pEHUETO CBbP3atM ¢ HaMAIABAHC Ha
npo3paunocTra. IlauuenTy, H3noN3Bali APYry IEKapcTBd, ChOALPKALM HochaTH ChLIO Ca HINOKEHHN HA 110~
roJisM PHCK.

CYP3A4 unxubutopy (BKIIOUHTENHO PHTOHABAP U KOOHLMCTAT): MOTAT Aa HAMANIAT KIIMpLHCA Ha
EKCAMETA30H, KOETO BOJM A0 3aCUNIBAHE Ha edexTuTe ¥ HanOuOpeunia HepocTaTbuHocT/Cuiiipom Ha Cushing
Kombunanusra Tpsbsa 1a ce n304rBa, OCBEH aKo Mon3aTa HaAXBbps YBEIUYEHNS PHCK OT CHCTEMHHU
KOpPTHKOCTEPOKAIM ePCKTH KAaTO B TO3M cly4all mauneHTHTe Tpsadsa Aa Obaar npocnesBaHy 32 CHCTEMHH

KOPTHKOCTEPOUAHU edekTH.

B3auMOAEHCTBHS C4 AOKNABAHK ClIe[ CUCTEMHO NPUTOKEHUE Ha AKTUBHOTO BelllecTBO. CUCTEMHATA
aGcopbung Ha AeKkcaMeTa3oH CJie/] JIOKAITHO OYHO NMPHIIOKEHUE € TONKOBA HUCKA, Y¢ PHUCKDLT OT HAKAKBO

BiauMoaecTBHE € MUIMMANCH.

4.6 cpruautet, GpeMENHOCT H KbpMelie

Oeprununrer
He ca npoBexaany npoy4uBaHus, 3a Aa ¢€ OLEHHM eeKTa OT JIOKAJTHO OHHO NPUIIOKEHHE Ha AEKCAMCTA30H

BLPXY (eprhiiuTeTa. iMa HeAOCTaTbYHH KNIHHAYHU JaHHH, 32 a MOXE Aa C¢ OLUCHH edekTa OT AEKCaMEeTa30H
BLpXY (PepTHANTETa NpU MbXe U XeHH. [IpHn u3cne BaHNs Ha IUTEXOBE, HHXKEKTUPAHH C XOPHOH
ronagorponun (UXI7), nekcaMeTa30H HE € NPUUMHUI HeGnaronpusTHy edekTH BLpXY pepTuinTeTa M.

bBpemennoct

HsimMa noAXOAsiuM Hiu Jo0pe KOHTPONINpaHy MpoyyuRaHus 3a OLEHKA HaA KanKy 3a O4H, CbAbPKALIH
JIEKCAMETa30H 3d JJOKAJINO MIpH.I0XeEHHUE NMpH OpeMeHHH KeHH. TIpoan/mKUTETHATA WK NTOBTapALIA CC

yrioTpe6a Ha KOPTUKOCTCPOMAHM 110 BpeMe Ha OPEMEHHOCT C€ aCOUMHPa C YBENHYEH PUCK OT HU3OCTABAHE M0
BPEME Ha BLTPEMaTOuHUA pacTex. Jelarta, poAeHH OT MafKH, KOUTO Ca [10JTy4aBay 3HAUNTEIHH 10341 OT

KOPTHKOCTEPOM M 110 BpcMe 1a GpeMeHHocTTa CH, TpsaOBa Aa Obaat HadirojaBaHK BHUMATEITHO 33 NPH3HALUH




Cliei CHCTEMHO nipuiioxkenHe. JlokanHoTo o4Ho npunoxerue Ha (,1% aexcameTasoH Chillo Taka e IOBEJIO 40
aHOMaJIMY B TUI0/a Ha 3aiiid (BxK. Touka 5.3).

MeneKcol KankH 3a O4M He Ce NperopbuBar 3a ynorpeda no Bpeme Ha OpeMEHHOCT.

KbpMeHe
CHCTEMHO IPHIAraliie KOPTUKOCTEPOUAU NpEMHHABAT B MattUMHOTO MJISIKO B KQJIHMYEeCTBa, KOUTO MOTaT Aa

BL3/Ie/icTBaT HA KbpMatceTo, He e n3sectHo aanu Meaekcol ce OTAelis B MatUHHOTO MIISKO. Hsama HanH4yHH
JIAHHY 33 MPEMMIABAHCTO 1A JeKCaMETa30H B MaHUMHOTO MILIKO. Masiko BEpOATHO € KOJIMYECTBOTO
NeKCaMETa30H, Cliell JIOKAMHO O4HO NPHIIOKEHHE Ha [IPOAYKTa BbpXY MaHkaTa, /1a C€ OTKpHE B KbpMaTa WilH Ja

MOKE [1a J0BelE J10 KIIMHUYHHU €(QEeKTH NpH KbpMaUeTo.
PUCKBT 32 KbpMaueTO 1He MOXe aa 6bae nikmouer. Tpsabsa aa ce NpeLeHH fany Aa C€ NPEKpaTH KbPMEHETO

MU Ja ce NpeycTanoBH TepallidaTa ¢ Menekcos, KaTo ce UMa NpeaBy 110n3aTa OT KbPMECHETO 3& ACTETO H
[1on3aTa Ha MANKATa OT JeYeiHHeTO.

4.7 Edexrn Bbpxy cniocobuocrta 3a wodupane u pabora ¢ MallHHY

Menekcon HAMa KM UMa He3HAUUTENHO BIMSHUE BPXY CIOCOOHOCTTA 3a Liodupane ¥ pabotra ¢ MallHH.
BpeMeHHO 3aMbriiABaHe Ha 3pSHHETO MK APYTH 3PUTENHH CMYILEHHA MOTAT 1@ NOBIHAAT cnnocobHoCTTa 32
modupane uiy paboTa ¢ MALIHHU. AKO CE NMOSBH KPaTKOTPaiHO 3aMbINIABAHE HA 3PEHHCTO, MAUMEHTDT TpsaORa

[a KU34aKa JOKaTO 3PEHHETO CE MPOACHH, NPEAH Aa LodHpa uiy Aa padbory ¢ MaBIMHY.

4.8 Hexenanu JekapcTBCHY peaKnum

Pezrome na npoghna 3a besonacnocm
B KIHHUYHATE MPOY4BaHHs, Halt-ueCTO JOK/IAABAHATA HEXEIAHA PeaKIlha € OUEH AHCKOMPOPT.

Tabusrio pe3tome 1a HeNCC/IaHIme peaKuiii
CieHUTe HEXENaHH peakUHH ca choOLICHH MO BPEME Ha KINHMHHYHK MPOYUBaHNs ¢ ICKCAMCTa30H KallkH 3a

O4M M ca KnackdHIMpaHu B ChOTBETCTBHE CbC C/IEAHATA KOHBEHUMA: MHOrO uecTa (=1/10), yecty (>1/100 no
<1/10), Heuecrn (=1/1 000 no <1/100), peaxn (>1/10 000 no <1/1 000), Muoro peaxy (<1/10 000) nam ¢

HEW3BECTHA YeCcTOTa (HEe MOXeE /12 ObJie OlleHeHa OT HAUIMUHHMTE AaHHH). T1py BCAKO rpynHUpaHe B 3aBUCHMOCT
OT YECTOTaTAa, HEXCIAHUTE JICKAPCTBEHH peaklMu ce u30posaBaT B HU3XOASL peA N0 OTHOLUEHUC HA TAXHATA

CEpPHUO3HOCT.

CHcTemMo-0prailHi Kjiacose [MpeanounTan TepmuH oT MedDRA
Hapyiesus Ha HepBHATA CUCTEMA Heuecmu: pucreysns
Hapyuienns Ha odure tYecmu: OueH AUCKOMGOpPT

Heuecmu: KepaTHUT, KOHIOHKTHBUT, CyX0Ta B OKOTO, HAJINUHe
Ha BUTAIHO OLBeTABalIE HA porosuuara, porogobus,
3aMBITIEHO 3peHHe (BX. CbLUO TOUKa 4.4), OUEH NPYPHTYC,
yceulaHe 3a UyXA0 TANO B OYUTE, YBEJIMUEHO CITB300TACIAHE,
aHOPMAJIHO ycelllaHe B OKOTO, 00pa3yBaHe Ha KOPHUYKH MO
pu6a Ha kienaua, ApasHEHe B OKOTO, O4HA XHUMCPEMUS

JTObAHUTENHY HEXENaHH DPEaKIIMK, YCTAaHOBEHH Cii¢]l NOCT-MapKETHHIOBO NPOY4BaHe, BKNIOYBAT CICAHOTO.
YecTOTHUTE HE MOraT Aa 6bAAT OLEHEHH OT HAIMYHHKTE AAHHU. BbB BCEKH CHCTEMO-OPIraHeH KIac, HEXKCNaHHUTe

NIEKAPCTBEHH PeaKliMH ¢a N30POEHN B HU3XOAALL Pell MO OTHOUICHHUE Ha TAXHATA CEPHO3HOCT.




CHeTeMO-0Praliy KJacoBe Mpeanouuran Tepmud oT MedDRA

HapyuieHus Ha UMyHHaTa CHCTeMa C neuzgecmua vecmoma, CBPBbXUYBCTBUTENHOCT

HapyleHus Ha eilJloKkprHnaTa CHerema C neusgecmua wvecmoma: CUHAPoM Ha Cushing, HanGpOpeuna
HeJoCTaThYHOCT (BXK. TOuka 4.4)

Hapyiienns 11a HepBHaTa CUCTEMaA C neusgecmua wvecmoma: 3aMasHoCT, rnasobonue

HapyiueHus Ha OUMTE C neusgecmua vecmoma. rnaykomMa, 13BeH KEpaTuT,

HaMaJieHa 3pUTEJTHA OCTPOTa, EPO3UA HA POroBUIIATa, ITO32a
Ha Kienada, 6onxa B OKOTO, MyjipHasa

[TpoabixuTentara ynorpeba Ha KOPTUKOCTEPOHIY 32 JIOKATHO OYHO NIPHJIOKEHUE MOKE J1a NOBCAE N0
[OBMIIABAHE HA BLTPEOUHOTO HANATAHe C YBPEKAAHE Ha OHHHUA HEPB, HAMANEHA 3PUTE/HA OCTPOTA U ICPEKTH

B 3PUTENHOTO none ¥ obpasysane Ha 3anHa cybkancynapHa karapakTa (Bx. Touka 4.4).

[Mopanu HATMYKMETO Ha JIEKAPCTBCHO BEUICCTBO - KOPTHKOCTEPOK, NPH 3a00NABAHHA, NIPHIHHABALLM
M3TBHABAHE HA POTOBMIIATA U CKIIEPATA CHILECTBYBA NO-IOMAM PUCK OT nepdopaums, ocobeHo cies

NpOABJKUTENHO NcHende (BX. Touka 4.4).

KopTUKOCTEPOMANTE MOIAT Ja HAMANAT PE3UCTEHTHOCTTA KbM M Aa CIIOMOTHAT 34 Ch3/1aBaHETO Ha MHOEKIINH
(Bxk. TOuKa 4.4).

Mma cboOUICHUS 32 MHOTO PEIIKH Clyuay Ha kanludukalls Ha pOroB1LaTa BbB Bpb3ka ¢ ynorpedara Ha
dbochar-ChAbPAKALIM KANKy 32 0K NPH HAKOHK MALMEHTH ChC 3HAYUTENHO YBPEXKAAHE Ha POroBHIIATA.

Cno6111aBase Ha 1TOJI03KMpaty_HEKEIAHH PEAKINH

C1,06111aBaHeTO HA NONO3IUPAIM HEXKENAHM PEaKLIHK CleR pa3peulasane 3a yrnorpeda na nekapcTBeHUs
NpOAYKT € BaXHO. ToBa 103BONIABA Aa MPOLBIDKH HAO/IOAEHHETO Ha CHOTHOLWICHHETO ron3a/prck 3a
JiekapcTBEns Mpoaykr. OT Me/IMIMHCKUTE CIIELMANUCTH ce H3NCKBA a choOlIaBa BCaka 10/103HpaHa
HEXENlaHa peakius ypes:

H3nbuaHMTEHA arediys 1o JieKkapeTsara

yi. ,,JlamsaH I'pyes™ Ne§

1303 Codus

ten: +359 2 8903417

yeOcaiiT: www.bda.bg

4.9 Ilpeaosupane

B cnyuaii Ba ouHo npeo3upaHe Ha Meexcosn, Toi MoXe Za ce M3MUE OT OKOTO (OUMTE) ¢ XJ1aaka BoJa.

Karo ce MMAT MpeABHA XapaKTEPHCTHKUTE HA TO3M MPOAYKT, HE CE O4aKBaT JOITBJHUTEHN TOKCHYHM edeKTH
[P JJOKAITHO MPERO3npaHe Cre NMPUIoKeHHE B OKOTO HA TO3H NPOAYKT WK B Clly4al Ha MHIIMACHTHO
NOrabUIaHE HA CHALPXKAHUETO Ha DyTHIIKaTA.

5, GAPMAKOJOIHYHU CBOUCTBA

5.1 ®apmakoauHaMHYHK CBOCTBA

®apMakoTepanesTHUNA I'pylia; o TalIMOIOTHYHU CPEACTBA; NPOTHBOBB3NANINTENINH CPEACTBE;
KOPTHKOCTEPOHIM,

ATC xon: SO1BAOI




MexaHu3sM Ha JeNCTBUE
TOUHHAT MEXAHHUILM HA NPOTHBORL3NANUTENHO ACHCTBUE HA AEKCAMETA30H HE € U3BECTEH. ToM IOTHCKA

MHOKECTBO BB3NAIMTENHH LMTOKHHHY U 00pa3yBa MHOXECTBO MNIIOKOKOPTHKOUAHH H MYHCPANIOKOPTUKOU/IHK
e(QEKTH.

PapMakoqUHAMHY N cdekTH

JlexcaMeTa30HbT € eAuH OT Haii-MOLIHUTE KOPTHKOCTEPOUAH, C OTHOCHTEIHA NPOTHBOBL3NAIMTEIHA
MOTeHUHA NO-FOMIAMA OT Ta3H Ha MPeAHU3ON0HA HIH XHAPOKOPTHU30HA.

KnuunuHa edukacHocT ¥ Be3onacHocT
bezonacHocTTa M ePUKAacHOCTTa Ha IeKCaMeTa30H Kallki/Ma3 ca yCTaHOBEHH OT KJIMHWUHH M3TIUTBaHNA NIpH

Bb3PACTHH, NyGNMKYBaHa JIUTEPaTypa U MOCT-MapKETHHIOBO HA0/IOAEHHE.

[leyarpyyHa nonyaallng
Be3onacHOcTTa 1 ehBKACHOCTTA Ha /IeKCAMETa30H KAlKKW/Ma3 He ca NpoyYBaHH NPH ACLA, BBIIPEKH TOBA, KATO

10, ACKCAMeTa301 ce ioknaBa 3a Ge3onaceH 3a ynorpeba npu aella.

5.2 (dapmMakoKHHCTHYNIH cBOHCTBA

Abcopbuua
Crnea noKaJiHo OUHO NPUACKEHHUE, JEKCAMETA30H MOXKE J1a C€ OTKPHE CIca 30 MUHYTH BBB BBTPEOYHATA

TEUHOCT K AOCTHI'A BLPXOBH CTORHOCTH Mexay 90-Ta u 120-Ta MHHYTa CbC CpeAHa KOHLEHTpaLMA oT 3 1
ng/ml. Hucku koHuen rpaimu, HO BCe OlLE OTKpHBaeMH, ca Habniolasany BLB BETPEOUHATA TEHHOCT CNICA 12

uyaca. [TepopaniaTta 6MOHAIMHHOCT Ha JEKCAMeTa30H NpH cyGeKTu 1 nauneHTH 6e3 yBpexaaHus € 8
rpanunuTe Ha 70-80%.

Pasnpeaenenune
Criea MHTPABCHOZHO HPHIIOXKEHUE, 06eMBT, KONTO Ce pasnpeaend B HEMOABHHKHO CHCTOAHUE € 0,58 l/kg. In

vitro He ce HabnoaaBa NPoMsiHa B CBBPRBARETO HA YOBEIKUTE NIA3MEHU MPOTEHUHH NPH KOHUEHTpAllKHK Ha
nekcametaso oT 0,04 10 4 ug/ml cbe cpeiHa CTOHHOCT Ha CBBP3BaHe Ha nporenHute OT 77,4%.
BrorpaHcdopmanus

[TpubausurenHo 60% OT 103aTa ce OTKpYBA B yPHHATa KaTo 6-B-xuapokcuaexcamerasoH U go 10% ce
OTKpHBa Kato 6-B-xuapokcH-20-auXnipoacKcaMeTa3oH

EnvmMuHKpane
Criel MHTPaBEHO3NO HpuioAeHHE, cHeTeMHUAT kaupbic e 0,125 L/hr/kg. Crien nepopainiio NpHIOKEHHE,

2,6% OT HEMPOMEHCHOTO NICKAPCTBO C& OTKPUBA B YpUHAaTa, A0kaTo 10 70% ot j1o3aTa ce OTKpUBA KATO
uaeHTugriHpann Merabosiury. Cnell CHCTEMHO NMPUNOKEHNE, [Na3MEHOTO BPEME HA NOJIYXKHUBOT €
NOKNANBAHO KaTo 3-4 uaca, HO € YCTAaHOBEHO, e € MANIKO MMO-ABAro npu mexere. Tasu nabnonaBana pasiuka
He ce CBBLP3Ba KbM IPOMEHHUTE Ha CUCTEMHHS KIIUPHHC, @ KbM pasfiikuTe B obema Ha AUCTpubyuuns u

HOBCINKOTO TCIJIO.

JInHedHOCT/HENUHECHHOCT
Henuueiina gapmakoxuueTrka ce Habio/1asa clel NpeopanHo NpuioKenre Ha fo3u Mexay 0,5 1o 1,5 mg,

kbaeTo AUC e rmo-Manka oT 1ponopliMoHaNHaTa Ha rnepopaiHara J103a.

Bpb3aka(u) dapMakoknieTUKa-(hapMaKoJHiaMiKa
Bpp3kara hapMakoKHHeTUKa-hapMakoAHHAMKKA CNIeA JIOKAIHO OYHO NPHUICKEHHE HE € YCTAHOBCHA.

(DapMakOKMHETHKA NPU_COCLUMNANHUTE [TOMYTaudK
PapMaKOKMHETHKATA HA CHCTEMHMS 1EKCAMETa30H NPH MalMeHTH ¢ OhOpeyHo yBpexKAaHE HE CE pasnuyaBa

IHAUMTEJTHO 1IPY cpaBHEHUE ¢ 11aLueHTh 0e3 yBpexaanus. [leanarpuynara papmMakOKHMHETHKA Bapyupa MEmKLY
BL3PACTOBUTE I'PYIIK, HO HE ¢¢ HAONIOAABAT Pa3/IMKH B ILUPOKH rpalinuy.




5.3 [IpeaxiniHYHH AAHHH 33 6€30NACHOCT

HexnvHUYHYTE JaHHNA [TOKA3BAT, Y€ HiMa CIELMajiHa OMMaCHOCT 32 XOPaTa IIpH NpHUIaraHe Ha
NpenopLYUTENHATA KIIMHUYHA 71033, Ha 6a3aTa HA KOHBCHLIMOHAJIHHTE NPOY4BaHHMA 3a TOKCHUHOCT MpH
MHO[OKPATHO NMpUJarale, reHOTOKCHYHOCT, KApLUMHONeHEH MOTEHUHAT HIH TOKCHYHOCT IIpH

BB3MNPOUIBENKIAAHCTO H Pa3BUTHETO,

6. OAPMANEBTHYHHA AAHHH
6.1 CuucenhK HA HOMOMUINKMTE BENICCTBA

[Nosnaon K25

Hunatpues gocdar poxeKaxHapar
Harpues xJjiopun

JIuHaTpueB eactaT

benzankoHuen xjopui
[Ipeuucrena Boaa

6.2 HecbLBMECTUMOCTH

Henpuioxumo.
6.3 Cpok ua romnocr

4 roguHu
Cpok cnesi I'bpBO oTBapsiHe na OyTrikara: 4 CeAMULM.

6.4 CueuHa/lIHH YC/10BHS 114 ChXpPancHue

Jla ce cuxpaHsaBa 11py TeMneparypa nox 25°C.
Ha ce cpXpaHABa B OpUr{HANHATA ONAKOBKa, 3a Aa CC NPEAnasy OT CBETNIHHA.

6.5 Buau cbabpkanue Ha OIIAK0OBKATA

Menekcon 0,1%, ce cbibpxar B Oana nenpospauna LDPE Gytunka ot 3 mli, ¢ 6ano LDPE oTrkansaLio
yCcTpoHcTBO, 3aTsopena ¢ 6sn1a HDPE kana4ka Ha BUHT ChC 3aLHTEH NPLCTEH. bByTHiKaTa € MOCTABEHA B
KapTOHEHa OITAaKOBKA 3aEXHO C JIMCTOBKA 34 MaLUEHTA.

6.6 Cneupajiny npenasiy MepKH IIpH H3XBLpasiHne ¥ paboTa

Hen3non3paHUAT JICKAPCTBEH 1IPOAYKT WK OTIaABHYHUTE MaTepUaId OT HEro TPsOBa a cc U3XBBPIIAT B
CLOTBETCTBHUE C MECTIIATE U3UCKBAHMS.

7.  TNPUTEXATEJI HA PASPEIUIEHUETO 3A YIIOTPEBA
Bopaa Meaucune ligpona EQO/]

yi. ,,bopuc Pymenion® 16

1407 Coduna, bvnrapua

8. HOMEP(A) HA PAZPEILEHUETO 3A YIIOTPEBA

Per., Ne: 20210172




9. JIATA HA ITBbPBOTO PA3PELIABAHE/IIOAHOBABAHE HA PASPEULIEHHETO 3A
YINMOTPEBA

JlaTa Ha nbpBO pazpeulapane: 24 oun 2021 r.
JlaTa Ha rocieAHO ITO1BOBABAHE:

10. JAATA HA AKTYAJIM3UPAHE HA TEKCTA

11/2025




