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1. HIME HA JEKAPCTBEHHA MPOAYKT -

Herwnnexc 3 mg/ml + 1 mg/ml xanky 3a oum, paBT'?Oﬁ

Netildex 3 mg/ml + | mg/ml eye drops, solution

2. KAYECTBEH H KOJIMYECTBEH CHCTAB

Bcekn 1 ml oT pasTBopa chABpKa:

Hetunmumnos cyndar 4,55 mg, eKBHBAJICHTEH Ha HETHAMMIEH (netilmicin) 3 mg.
JexcameTra3onos aHHaTpues dpocdar 1,32 mg, eKBHBANCHTEH Ha JICKCAMETa30H
(dexamethasone) 1 mg.

[MoMomHH BelllecTBa ¢ u3BecTHO neiicTeue: Bensankonnes xnopua 0,05 mg, monobasos
natpues docdat moHoxuapar 1,47 mg, nuHatpues docdar nogexaxuapar 10 mg.

3a BEJIHKMA CIMCBK HA8 NOMOLIHUTE BelecTBA BIDKTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA

Kanku 3a o4M, pa3tBop.

bucThp, Oe3uBeTeH WK Gen0XKEIT PasTBOp.
pH: 6,7 -7,7.

Ocmonanuret: 0,270 - 0,330 Osmol’kg

4.1 TepaneBTHIHH BOKAIAAHA

HerunnexcHetunaeke e nokasaH 3a 1e4eHAC HA Bb3NATUTEHH 3a00/11BaH|S HA NPeAHHA
OYEH CeFMEHT, BKTIOUMTEIHO NOCTONEPATHEHM CITyyau, PY ChiuecTBYBalla SaKrepHaiHa
HH(eKIHA WA PHCK OT BakTepHaiHa KHOEKUNA C TYBCTBUTETHA Ha HETHIMHIIEH

MHUKPOOPTAHH3MH,

Korato ce npeanmcsa Herunpekce, TpsaGea Ja ce HMaT NpeaBu OPULHATHHTE HACOKH 32
MpaBHIHATA YIOTpe6a Ha aHTHOAKTEPHAHH CPEACTBRA.

4.2 lo3UpoBKA H HAMAN HA OPHIOKEHHE
ﬂoanponka:

Camo 3a o TAIMONIOTHYHO IPWIOKEHHE.
Bi::;'paérﬁu_u- (exmouumenro cmapyiecka 8b3pacm)

HakanpaiiTe 1 Kalmka 8 KOHIOHKTHS8IHHA CAK YeTHPH ITbTH JAHEBHO, BBB BCAKO
WITH CIIOpe S MEAHUHHCKOTO TIPEAHCaHHe.

Korato ce u3nonsra HA30MAKpPHMAaTHA OKIY3HA HITH KICHAYKTE G 3a1BOpA
cucTeMHaTa abcopOuus ce HamaiBa. Tosa MOXKE 1a JOBEJE A0 HAMANsB
HeJKeNaHH peakliHK H MOBHIIABAHE HA NIOKANHATA AKTHBHOCT.

Hedﬁampuuﬁa nonjmdz{ua



BesonacHocTTa M edukacHocTTa Ha Hetnnaeke Hetuaiekcnpy eua Ha Bb3pacT noa
18 roauHu Bee OlE HE Ca YCTAHOBEHH.
Jlunceat naHHK.

HPO,EQ/KTBT TpﬂGBa Jla ce rnpuiara fnpH neaHaTpuyHyd nauHeHTH caMo CJie] BHHUMATECJIHA
OLIEHKA Ha I10J13aTa M pUCKa H CTPOr MEJAHLIMHCKH KOHTPOJI.

HauuH Ha npuiokeHue

INpeau ynotpeba ce yBepere, 4e OyTHIIKATa € HEMOKbTHATA.

1. U3muiiTe polieTe cH M ceaHeTe ya00HO.

2. HaTucHeTe HafoN1y ¢he 3aBbpTaHe Kanaykara, 3a 1a npobuere Bbpxa Ha OyTHiKaTa.
OrsuiiTe Kanaykara.

3. HaBenere rnaea Hazan.
4. C npbCT J1EKO M3AbpraiTe HAJ0Ty OHHA KJIE€nay Ha 3aCerHaToTo OKo.
5. O6bpHeTe 6yTHIKaTa 0OpaTHO M 106IHIKETE BHPXA ¥ 10 OKOTO, HO 6e3 /1a ro I0KocBaTe.
He nokocBaiiTe OKOTO WITH KJlenaya ¢ BbpXa Ha Kalnkomepa.
6. CtucHeTe nieko GyTHiKaTa, 3a /1a OCTABHTE CaMo €/1Ha Karlka, CJiejl KOeTO IyCHeTe J0THHSA
KJienay.
L]
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7. 3aTBOpETE OKOTO H MPHTHCHETE C NPBCT OTKBM HOCA BIbJIYETO HA 3aCErHATOTO OKO.
3apBiKTe 2 MHHYTH.

8. [ToBTOpETE C APYTOTO OKO CHOPE MEJHLIMHCKOTO NPEANHCaHHE.

9. INocraBete oOpaTHO Kanaukarta Ha OyTHJIKaTa.

Ipednasnu mepxu, Koumo mpaoea 0a Gvoam 6zemu nPedu NPUIONHCERUe Wik paboma ¢
aexapcmeenus npooykm

[To Bpeme Ha JIeYEHHETO ¢ KOPTUKOCTEPOHIHH KarlKH 3a O4M He TpAOBa aa ce HOCAT
KOHTAKTHH JIELL(H, TIOPA/IH MOBULIEHHS PHCK OT HH(EKLMA. AKO C€ HOCAT KOHTAKTHH JIClIH, Te
TpaGBa Ja ce CBA/IAT MPE/IH HAKATIBAHE HA KATIKHTE 33 O4M H MOXKE /1a Ce NOCTaBsAT 00paTHo
caent 15 MuHyTH (BiK. Touka 4.4). [IpH nOBbPXHOCTHA OYHA HH(EKLMA HITH Bb3NAICHHE, -
KaTerOpHYHO HE Ce MPEenopbyBa W3N0JI3BAHETO HA KOHTAKTHH JIELLH.

IMauuenTuTe TpsAGBa Ja 6bAAT NOCHBETBAHM, Y€ AKO Ce AEHCTBA HEMPABWIHO C KankMTe 3a
OUM, T€ MOJKE [ CE 3aMBbPCAT ¢ GAKTEPHH, KOETO MOKE 1a [10Be/ie 10 OYHH HHEKLIMH,
CepHO3HO YBpPEKIAHE Ha OKOTO M Moc/e/Baa 3aryda Ha 3peHue Morat aa 6baaT NpHYHHEHH
OT 3aMBPCEHH KaIlkH 3a OYH.

AKO ce H3M10J13Ba N0BeYe OT €HO TOMHKATHO 0D TAIMOJIOrHYHO JIEKaPCTBO, TE3H JIEKapcTBa
TpaGBa Aa ce npuiarar npes Haii-Masko AeceT MHHYTH. MasuTe 3a ouu TpabBa aa ce MoCTaBiT
MOCIEHH.

[TpoAB/DKMTENHOCT Ha IEYEHHETO
O6uuaiinaTa NPOABL/UKMTEIHOCT Ha JICYUEHHETO MOXKeE J1a Bapupa oT 5 1o 14




4.3 IlpoTuBonoxasanns

CBPBHXYYBCTEHTENIHOCT KbM AKTHBHHMTE BELLECTBA, KM AMHHOITIHKO3WAHH AHTUOMOTHLIN HIIH
KBM HAKOE OT MOMOLIHKTE BeuecTsd, H30poeHH B Touka 6.1.

IMpoxyKTHT ChALPAA KOPTHKOCTEPOHIH, 3aTOBA YTIOTpebaTa My € NPOTHBOTNIOKa3aHa NpH
NALHEHTH, 3aCETHATH OT:

1) BETpEOYHA XHOCPTOHMS;

2) XEPIIETHYECH KEPATHT HITH APYTH OYHH HH(EKUMY, IPHYHHEHH OT Xepiec CHMIUIEKC;
3) BupycHu 3a0015BaHHA HA POTOBHLIATA H HA KOHIOHKTHBATA,

4) rebuuHA 3a6019BaHMS HA OUHTE;

5) MUKODAKTEPHATHH OVHH HHEKLIMH.

4.4 CnenHANHHE NpeIynpeKIeHHS W NpeIna3uy MEpKH NpPH ynoTpeda

Hernnpexe Hetnnaexce camo 3a odyTAIMOIOTHYHO TIPUIOKEHHE W HE TPAOBa na ce npuiara
HepopanHo, HATO Ja ¢e€ BLBCHKAA B NpeaHaTa O4Ha Kamepa.

BrTpeouHoro Haarane Tpabsa na ce HabMOAABA PEOBHO, B Ciiydal ve JieueHHeTo
MpogB/LKAaBa MoReYe OT 15 JHK.

Ipoas/ukKTeNnHATa YioTpe(a MOKe /1a I0BEE A0 O4YHA XHIEPTOHHA/INayKOMA ¢ MOCIeBallio
YBpEKAaHe Ha ONTHYHHUS HEPE U JedeKTH B 3pUTEHATA OCTPOTA M 3PHTCIIHHTE [10€Ta.
Hponvikytennata ynorpeda Ha KOPTUKOCTEPOHIH MOXKE Ja AOBEAS A0:

1) ofpazypaHe Ha 33/{Ha TIOAKAACY/IHA KaTApaKTa,

2) GaBHO 3a37paBsABaHe HA PAHM,

3) HamansBaHe Ha OTrOBOPA Ha NPHMEMHHKA U TIO TO3H Ha4HH NOBHILEH PHCK OT BTOPUYHH
OYHH HHGEKIHH, 0cO0EHO OT rEOUYHO MITH BHPYCHO €CTECTBO.,

IpH aKyTHH MypyAeHTHH MHPEKUHH HA OKOTO, NMPHIIOKEHHETO Ha KOPTHKOCTEPOUIH MOXKE na
3aMackHpa WM 0bocTpy nHpekuuara. [lpu 3abonasanuara, TPUUHHABALLM W3ThHABAHE Ba
POroBHLAaTa HNIH CKI€pATa, NpH ynm‘peﬁa HAa TOINHKAITHH CTCPONIH, CE csonaBa 3a
niepdopars.

[1pu BAKOM TIALMEHTH MOKE J]a Bh3HMKHE HYBCTBHTEIHOCT KbM TONHKATHO MPHI0KEHH
AMHHOTTTHKO3HMIM. AKO Ce TOABM YYBCTBHTEITHOCT, NpekpateTe ynorpebarta.

To3u MpOAYKT ChABPHKA NEKCAMETA30H H TPAORA Ja Ce M3MON3BA IPEANA3IHBO NPH NAlHEHTH
¢ riayKoMa, Kato yinorpedara My Tpadea Ja ce 0OMHC/IH BHHMATENHO MPH NAUHEHTH C
dhamMHIHA aHaMHEe3a 3a TOBA 3a00/4BaHE.

Ouakea ce ChIIBTCTBALICTO NeueHHe ¢ MHXHOHTOpH Ha CYP3 A, BKIIOUMTENHO OPOAYKTH,
CBALPIKALH PUTOHABHP H KOOHIIMCTAT, & MOBKIIH PHCKA OT CHCTEMHH HEKEIAHH peakivH.
KombGuHauusaTa TpaOea 1a ce u3bArea, OCBEH aKo NOA3aTa HE HAJBHIIIABA PHCKA OT HEXKE/IAHY
PEAKIIHH HA KOPTHKOCTEPOUIMTE 3a CHCTEMHO NPHIOKEHHE, B KOHTO CTy4al nauHeHTHTe
TpaGBa aa ObaaT HabN0AABAHH 32 HEXKENAHH PEaKLMH HA KOPTHKOCTEPOMMTE 38 CHCTEMHO
ApHIOKEHHE.

Hapyvwuenue na spenuemo
HapyiueHue Ha 3peHHeTO MOse Ja ce cboblaBa npy ynotpefa Ha CHCTEMHO NIPHEMAHH H
TOIMMKAJIHY KOPTHKOCTEPOMIH. AKO Aa[EH NALMeHT HMA CHMIITOMH, KATO 3aMbIJIEHO 3peHHe
WK IPYTH 3pHTE/IHY HapylleHHs, TPAGBa a ce [IOMHCIIM 33 HACOUBAHETO MY KbM
odranmonor, 2a olleHKa Ha Bb3MOKHUTE NPHIHHH, KOMTO MOJKE 1d BKIOYBAT KaTapakTa,
TayKoMa HITH peAKka 3a00/5BaHHA, KATO LEHTPATHA CCPO3Ha XOPHOPETHHONAaKA (central
serous chorioretinopathy, CSCR), kouTo ce cboOLI1aBaT cjle] CHCTEMHO NPUEMaH
TONHKAIHH KOPTUKOCTE POMOK.
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AKO He ce cmﬁluaaa 3HaAY¥MO KIHMHHYHO nonoﬁpeﬁne B PAMKHTE Ha HAKOJKO JHH HIIH aKO
BB3HHKHE HAKAKBO ABJACHHE HA Jpa3HeHe WiH CEHCHﬁﬂJ'lHS}{paHe, NpEKpaTeTe NEYEHHETO H
3AMMOYHETE NOAXoadina Tepanya.

Konmarmmu newyu

Hernwnnexe HeTHIASKCKAIIKH 32 OMH B MHOIO/1030Ba ONAKOBKA ChABPKA OEH3ATKOHHER
XJIOpHI, KOHTO 00MKHOBEHO CE H3MOJI3BA KATO KOHCEPBAHT B O(PTAIMOMOIHYHH HPOAYKTH.
BeH3aNKOHHEBHAT XJI0pHA MOXKE Aa ce abcopOupa 0T MEKHTE KOHTAKTHH JIEIH U MOXKE Ja
[POMEHH LIBETA Ha ACIMTE, 3aTOBA NalMeHTUTE TpAldBea Aa ObJaT HHCTPYKTHPAHW Aa CBANIAT
KOHTAKTHHTE CH JIEUIH NPESAH NPHIGKEHHES HA KAIKHTE 3@ O4H H [a H34akaT HaH-MaJlko

15 MHHYTH ¢J1e/1 HAKanBaHe, NPEId 1a TH NOCTaBAT OTHORO (BXkK. Touka 4.2 JlosupoBka M
HA4YHMH Ha MPUIOKEHHE).

Crofmaga ce, ye GeH3aIKOHHEBHAT XJIOPH IPHYIHHABA APa3HEeHe Ha OUMTe, CHMIITOMM Ha
»CYX0 OKO“ H MOKE Ja 3acerHe cb3Hua (PHIIM U NOBLPXHOCTTA Ha porosilara. HeTunaexke
HeTunaekckanku 3a 0UM B MHOTO1030Ba ONIAKORKA TPAOBA 1a Ce H3I10:13Ba ¢ NOBKILEHO
BHUMAHHE [IPH MALIMEHTH CBC ,,CYX0 OKO™ H IPH MALMCHTH, MIPH KOHTO POTOBKMLIATA MOME /1a
ce KOMNpOMeTHpa.

TIpw YecTa Wik HPOABDKUTENHA YnoTpeda u py NaLueHTH Cbe 3a00N9BaHKs, NPH KOUTO
pOTOBHLATA € KOMIIpOMETHPAHA, C& H3HCKEA BHHMATE/THO Haﬁmo,ueﬂue. Karto alTepHaTHBa
MOKe Ja ce npenopbua yrnorpebara Ha Hetmnneke Hetunfiekckanku 3a ouM B eIHOA030B4
OMaKOBKa, KOHTO ca 0e3 KOHCEPBaHT.

fleduampuuna nonyaayun
Hetunaeke Hetunsiekene ce mpenopeuea 3a ynotpeba npH Aeua H IOHOWH (BXK. Touka 4.2).

4.5 BaanmopelicTBHe ¢ APYTH JIEKAPCTBEHH UPOIYKTH H ApYrn dopmu na
BiaHMO/ciicTBHE

He ca npoeexraHH npoy4BaHud 3a BzanMoaciicTBuATa ¢ Hetiunnekc.
Hudopmariis 3a Beaka 0T CECTABKHTE € Ja/ICHA 110-1001Y.

Hemunmuyun:
He ce crobmasar 3aauuMH TSKAPCTBEHU B3aMMOIeHCTBAA TIPH yoTpedaTa Ha HETHIMHULHH
Kanku 34 O4H, pa3TBOP.

CBIOBTCTRAIOTO MPUIIOKEHHE HA IPYrH MNOTEHUHAIHO HEPPOTOKCHYHH H OTOTOKCHYHH
aHTHOMOTHLM (HOPH TONUKATHO, 0COBEHO aKO € MHTPAKABUTAPHO) MO3Ke [1a MOBHILH PUCKA OT
Te3H eekTH.

Crobllasa ce NOTEHUHATHO TTOBHILEHHE Ha HEQPOTOKCHYHOCTTA Ha HAKOHM aAMHHOTJIHKO3ZH I
CJICH CBITBTCTBALLO MM NOCHEABALIO [IPUNIOMEHHE HA IPYTH MNOTEHUHAITHO He(pPOTOKCHUHH
BELUECTEA, KATO UACIVIATHH, NOJHMHKCHH B, KOMHCTHH, BHOMHLIHH, CTPENTOMHIIHH,
BAHKOMHLMH, IPYTH GMHHOMTHKO3MW/ M M HAKOU LUedanocnopHHy (LUedaTopuauH) HIH MOLIHK
AUYPETHLIH, KATO eTAKPUHOBA KHCENUHA M (bypozemun, nopany edexrure Bupxy 0u0peuuTe.
Tpsabea ga ce H3Gsrsa ChITETCTRALLD WK IOCIEABALIO MPHITOKEHHE HA TE3H JICKApCTRA ©
HEeTHJIMHLHH. .

In vitro KOMOMHAUKATA OT AMHEOITHKO3H] ¢ §eTa-nakTaMed aHTHOHOTHK (IEHHLWIHHA HITH
LehanoCcHOpHHH) MOXKE Aa JOBEAE A0 3HAUMTE/IHA B3aHMHA HHAKTHBALIMA.

Crobmaea ce 33 HAMAJIEHHE HA NOJIYKHBOTA HAH M1a3MEHNUTE HUBA HA AMHHOIIMKO3HA MTPH
naneeHTk ¢ 6p0peyHa HeAOCTATBYHOCT H NPH HAKOM NAIIKEHTH ¢ HOpManHa 60

10 1B PA3JIMYHH IThTH.

Hexcamemazon:
HMa no-ronaMa BepoATHOCT PUCKET OT NOBKINEHO BFLTPEOUHO HANATAHE, 4t ; =
MPOABLKHTENHA KOPTHKOCTEPOHIHA TeParius, 4a Bh3HUKHE pH cmmcraa\&(a ynotpeda’ Ha/ {/
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AHTUXOJTHHEPTHLH, 0COBEHO ATPOIIHH M CPO/IHH CLEHMHEHHS, IPU MALMEHTH,
NpeapasNoNOMKCHH KBM OCTPOBIBJHO 3aTBApHE.

Huxuburopure Ha CYP3 A4 (BKNIOYMTENHO PUTOHABHP ¥ KOOHLIMCTAT) MOKE /1a NOHMIKAT
KIHpBHCA Ha JeKCaMeTa30H, KOeTo Aa A0Bee A0 NOBHILEHH edeKTH H aapeHaina
cynpecHs/curapoM Ha Kyunnr (Cushing). Kombunauyarta pabea faa ce u3barsa, 0OCBEH ako
IMOJI33Ta HE HAJBHINABA PHCKA OT HEKENAHH PEaKLMH Ha KOPTHKOCTEPOMINTE 33 CHCTEMHO
[PHJIOAKEHHE, B KOHTO ciayuail nauuenTHTe Tpsabea na Obaar HabnioaapaHH 3a HEJKeTaHH
PEaKUHH Ha KOPTHKOCTEPOHIMTE 38 CHCTEMHO NPHIMKEHHE.

Hma 1n0-ronsama BepoATHOCT PUCKBT OT ACNO3HTH B POrOBHLIATA WIH MOMBTHABAHE Ha
POroBHIATA 13 Bb3HHKHE IPH NALHENTH C KOMIIPOMETHpata pOroBHLIA, KOHTO IOy 4aBatr
eTHOBPEMEHHO U APYTH CBIBPXKALIH dhocdaT OYHH JIEKapcTRa.

4.6 QepTHIHTET, HpEeMEHHOCT H KbpMeHe

bpemennocm

JIuncRaT HaJIHUHH KIHHHYHKA AaHHH oT ynorpebara na HevuanekcHetunnexcipn SpeMentu
JKEHH.

Fpoy4BaHHATA MPH XKHBOTHH MOKA3BAT TEPATOT€HHA aKTHBHOCT HAa AEKCAMETA30H.

3a npeanoduTane e Ja ce u3bsarea ynorpebara Ha HetunaekcHetunpexcno gpemMe Ha
OpeMeHHOCT.

Kvpuene

HWma HefoCTATBYHA MHGOPMALHA 33 eKCKPEIMATA HA IEKCAMETAa30H, HETHIMMIIH WK
TEXHUTE META0ONHTH B KBPMATA Clie] OUHO NPHAOKEHHE.

He mosKke 212 ce H3KII0UH PHCK 33 HOBOPOASHHTE/ KbpMAYETATA.

Hetunaekc HetningekcHe TpaAORa Ia ce Npunara B Nepuoia Ha KbpMeHe.

Depmurumem '

Hama Hanu4qH# naHsH 3a ediexkta Ka Hetunneke Hetunaekceepxy depTHiaMTeTa NPH XOpa.

4.7 EdekTH BBpXY cnocobHocTTa 32 mogupane H padoTa ¢ MAIIHHH

HetunaexcHeTunekcnoennasa B yMepena cTeneH crocobHOCTTa 3a wodupaHe i paboTa ¢
MALLMHH.

IlocTapaiHeTo Ha KADKKTE 34 O4M MOKE Aa [IPHYHHH TNPEX0HO 3aMbITABAHE HA 3PSHHETO.
Jlokato To NpeMHUHe, nauyeHTHTe He TpaOBa Aa wodupaTt unu ja paboTaT ¢ MALUHHH.

4.8 HexenaHu JICKaPCTEEHH PEAKNHH

CrobIIEHHTE HeKeTaHH PeaklMy Ca NPSACTABEHH CHOPEN CHCTEMO-OPFAHHATA KIaCHQHKaLMs
no MedDRA. JIunceat noctarbuHo AaHHM, 33 1A C€ OMPEIesin YeCTOTATAa HAa MHAWBHIYAIHHTE
n30poeHR peakllHK (C HEH3BECTHA YECTOTA).

Hapyuwenua va ouume:
- NOBHINEHO BRTPeouHO Hasarane (cien 15 — 20 oM TONMKANHO [IPUACKEHHE TIPH
MONATIAHEH HIIH [JIAYKOMATO3HH [allHEHTH);
- oDOpasypaHe Ha 3a7iHa MOJIKANCYAHA KATAPAKTA,
- 3aMBIJIEHO 3pEeHHE;
- BB3HUKBAHC WM BiomabaHe Ha Herpes simplex uiu reOHYHE HHGOEKLUH;
- 3abaBeHO 3a3/paBsBaHE.

Hapvuernua na UMVHHAMA CUCIeMQ.
- CBPBEXYYBCTBUTEIHOCT HA OKOTO. KOBIOHKTHBAJIHA XUTICPCMHUA, [

Hapywenua na endoxpunpama cucmema:
- cunapom Ha Kywuuar (Cushing);
.= aJpeHanHa cynpecHs (Bx. TouKa 4.4).




Cryuyan Ha Kanupguxaums Ha pOrOBHIATA ¢a ChOOIIABAHH MHOTO PHIKO, BbB BPb3Ka C
yrorpebara Ha ChabprKkaiy Gocdat KankM 3a 04M, [PH HAKOH MAUHEHTH CbC 3HAMHTETHO
YBPEXJaHe Ha POTOBHLIATA.

Crobmara ce, ye GEH3AKOHHEBUAT XJIOPUI IPHYHUHABA APa3HEHE HA OUHTE, CHMITTOMH Ha
»CYX0 OKO™ H MOXKE J1a 3aCEerHe CIIE3HHS (UM M MOBBPXHOCTTA HA POFOBHLATA.

CrobmaBaHe Ha NOJO3HPAHH HEXEJIAHH PeaKUHH

CrobiuaBaneTo Ha NOJO3MPAHK HEXEaHH PeaklMH cilell pazpeluagaHe 3a ynorpedba Ha
TIeKapCTECHHA NPOAYKT € BKHO. ToBa M03B0MARa Aa IPOIbINKHY HabMOAEHHETO Ha
CHOTHOLIEHHETO MOJI3a/PUCK 32 JIEKAPCTREHHS POAYKT. OT MEIUIMHCKHTE CMELIMAIIHCTH CE
M3HCKBA Na ¢hoOLIaBaT BCsAKa NOJ03MPaHa HexenaHla peakunsa upes Hanmbanurensa areHuus
no jaexapcrsarta yi. ,.Jaman [pyer Ne 8, 1303 Codms, Ten.: +359 2 8903417, yebeaitt:

www.hda.bg,

4.9 Ilpero3npane

Huxora He ca cvobwapaHu ciryyan Ha TIpeAO3HpaHe.

Hexenanyu peakuun Morar 1a Bb3HHKHAT, aKO Ce MOrbJIHe LAIOTO ChIBPKaHHe Ha eaHa
MHOCOAQ30BA ONAKOBKA (ChIAbPKAILA AeKcameTaszoH 5 mg). B takbs cityuai Tpabea
He3a0aBHO Aa ce NOTHPCH METHLHHCKA MOMOLL.

5 PAPMAKOJIOrHYHN CBOHCTBA
5.1 ®apmakoaHHAMHIHK CBOHCTRA

(DapMaJ(OTepaHeBTH‘IHa rpyuna. HpOTHBOB’bSI’IaJ'IHTEJ'[HH H aHTHHH(l)t‘.KLIHO3HH CpeacTea B
KOMOHHALHA, KOPTHKOCTEPOHIH H AaHTHHH(ECKIIMO3HM cpeacTsa B komGunauma, ATC ko
S501C A0l

HG’FHMEKCC'LH'bp)Ka ABE€ AKTHBHH BCINECTBA. AeKCAMETA3CH H HETHIMMLIMH.
Herxcamemazon:

» MexanuzeM Ha felicTBre

ﬂeKCﬂMeTa?.OH NPEACTABIABA KOPTHKOCTEPOHA ChC 3a0eneKHTeNHa MPOTHBOBB3NATHTENHA
MOIL, 25 ITbTH [O-BUCOKA OT XHAPOKOPTM30HA. KakTo BCHUKH KOPTHKOCTEPOU/IH, TOH eiicTBa
rABHO KATO MHXMOMPA OCBOOOKIABAHETO HA APaXHAOHOBA KHCEIHHA, KOATO € MPEKYPCOPBT
Hd HaH-3HAYMMMTC MEAMATOPH Ha Eb3NAJEHHE, T.€. NPOCTATNIAHANHN ¥ IEBKOTPHEHH.
EdumracHoCTTa Ha IEKCaMETa30H 3a JIeYeHHe Ha Bh3NIATMTENHH 3a00/15BaHUs Ha OKOTO €
nofpe ycTaHOBEHA.

* (DapMakoFHHAMHYHH eeKTH
KopTHKkocTeponauTe HOCTUraT CBOMTE MPOTHBOBL3NATMTENHH e)EKTH UPE3 CYNPECHs Ha
a7IXe3MOHHH MOJICKYJTH Ha BaCKyJJapHH €HIOTENIHH KIE€TKH W eKCTIpecHs Ha UMTOKHHH. Tosa
KYJIMHHHPA B MOHMXEHA EKCIPEecHd Ha IPOBB3NANMTENHH MEIHATOPH M CYTIPECHS Ha
a/IXe3HATa Ha LHPKYJIHPALUM JIEBKOLITH KbM BAaCKYJIapHHA €HIOTEN, KaTo MO TO3H HaYMH C¢
NPeAOTBPATABA TAXHATA MHFPALIMA BBB BL3NANCHUTE OYHH THKAHH.
HekcameTasoH UMa H3paseHo NPOTHBOBLINATUTENHO JACHCTBHE ¢ NOHIKCHA
MHHEPATIOKOPTHKOMIHA AKTHEHOCT B CPABHEHME C HSKOH APYTH CTEPOHIH H €
MOIIHHTE IPOTHBOBB3NATUTE/IHH CPEACTRA.

Hemunmuyun:

*  MEXAHH3IBM Ha JclicTBue




HeTwimMsIMH € MOHIEH, WHPOKOCNEKThpeH, Obp3oaeiicTeall GakTepuMaeH
aMHHOIIMKO3KAEH anTHOHOTHK. ToM 0Ka3Ba ocHOBHMA cH eekT BLPXY DakTepuanHure
KJICTKH, KaTO MHXUOHpa arperaluaTa M CHHTE3a HA (OJIMNENTHH BLPXY pHOO3OMHATA
nogeavHuna 305, Hernnmuuuy, B tazu koMOuHalus, npe1ocTags aHTHOAKTEpHAaNHa 3aliMTa
CpelLy YyBCTBHTEAHH HakTepun.

+  MapMakOAMHAMHYHY 2eKTH

B Tab:iuna 1 ca aaneHd rpaHUYHUTE CTOHHOCTH HA MHHHMATHATA HHXHOUTOpHA
koHueHTpanus (minimum inhibitory concentration, MIC), pazznensiioy 4yBCTBUTETHUTE
-MHKPOOPTaHH3MH OT TE3H, ¢ MEXIMHHA YYBCTBUTEIHOCT H MHKPOOPTAHH3MHTE, C MEIKAHHHA
YYBCTBHTEJIHOCT OT PE3UCTEHTHHTE MHKPOOPTaHH3MH, BE3 ocHOBa Ha paHHH oT EUCAST.

Pa3snpocTpaHeHHeTO Ha Pe3HCTECHTHOCTTA MOXKE JIa BApHpa B 3aBHCHMOCT OT reorpadckoto
MECTOHAXOKACHHE H BpEMeTO, 3a W30paHu BUIOBE H € JKeNaTeTHO 12 uMa uH(opMaliks Ha
MACTO 38 PEUCTEHTHOCTTA, 0COBEHO KOrdTo C¢ JICKYBAT T¢xKH HHderumn. [TpH
HeoOX0AUMOCT TPAOBA /1a ce MOTHPCH CHBET HA CMEMATHCT, KOTATO MECTHOTO
paslIpoCTpaHeHHe HA PEIUCTEHTHOCTTA € TAKOBA, Y€ MOCTABA MO/ BBIPOC MOJIE3HOCTTA HA
CpeACTROTO, Haif-MaNnko IpH HaKoW Briaose Hidexuuu. Cieadara HHGopMalys 1aga caMo
NpHOJIM3NTENHA HACOKA 32 BePOSTHOCTUTE DaKkTepruTe Na OBbAAT YYBCTBHTEIHH KbM
HETHIMHIWH B HetHnaeke.

JebuHHUMHUTE Ha (PAHHUHKTE CTOHHOCTH, KTAaCHHUMPALLN H30/1aATHTS KaTO YyBCTBHTEHH
KM PE3MCTEHTHH, Ca MOJIC3HH 3a TIPOrHO3HPaHE HA KTMHWYHATA e(hMKACHOCT HA
AHTHOHOTHIINTE, KOHTO LWE ce npunarat cucremuo. Korato obaue aHTHOMOTHKET ce npuiara
JOKAJIHO, B MHOTO BUCOKHM KOHIIGHTPAIIHH, JHPEKTHO HAa MACTOTO Ha WH(EKLMATA,
JNeUHUIATE Ha FPaHUMHUTE CTOHHOCTH MOXe /12 He ca npuiokumu. [lopeteTo usonary,
KOUTO OHXa Ouiin KilacHPHUMPaHU KATO Pe3UCTEHTHH M0 CHCTEMHM MPaHMYHH CTOHHOCTH, ce
JIEKYBAT YCTICHIHO € JIOKANHO APUIOKEHHE.

B Hsikou eBpoMEHCKH CTPaHH yecToTaTa Ha 0611aTa PE3MCTEHTHOCT KBM aMUHOTIIMKO3MIH
Moxe a goctura 1o 50% ot BCHUKH cTahHI0KOKH.

Taﬁ.ﬂnua 1. Cm:psﬁnn c ﬁn,ua KIIHHHYHH rpaHd4HH cToiigocTn Ha MIC (EUCAST 2012)

Muxkpoopranuzem K/IHHAYHH rPAHHTHA CTOHHOCTH
Ha MIC (mg/1)
S R ECOFF

Enterobacteriaceae 2 4 2

Pseudomonas 4 4 4

Acinetobacter 4 4 NR

Staphylococcus | 1 I

Staphylococcus, Koarynaza oTpHLATEIHH 1 1 NR

Enterococcus 1IE IE NR

Streptococcus A, B, Cu G NR NR NR

Streptococcus preumoniae NR NR NR

Viridans Streptococci NR NR NR

Haemophilus influenzae 1E IE NR

Moraxella catarrhalis IE IE NR

Neisseria gonorrhea NR NR NR
-Neisseria meningitidis : NR NR

gpamjnonoxcmennn anaepobu Gez Clostridium NR NR

ifficile

['paM-oTpHIaATCIHK aHAEPOOH NR NR

['paHHYHH CTOHHOCTH, HECBBLP3AHM ¢ BHA 2 4

Benexka: S = (Sensitive) Uyscteutennn. R = (Resistant) Peaucrentn. | & i It
ECOFF = (epidemiological cut-off) OBia enuaeMHONOIHUHA I paHHYHA K AHOG - s/
nabaronenne Ha pesucrentHoctTa. [E = (insufficient evidence) Jinncear :lfa‘ﬁmlo JTAHHH, . ;‘%

ARmy, o
) N

o



ye BLIPOCHUAT BHJ, € A0GLP TapreT 3a Tepariia ¢ Toea nekaperso. NR = (Not Reported) He
ce crobuara.

In vifro n1poy4BaH1sTa NOKA3KAT, Ye¢ HETHIMHLMH € aKTUBEH Cpellly MOBEHETO IAMORBE Ha
YecTO CPelilaHH OYHU MATOIEHH H HeCTO CpetlaHk GaKTepHH oT Koxuara duiopa. B Tabnuua 2
e /1a/lcH CTMCHK HAa HUBATA HA HYBSTENTEIROCT KbM HETHAMHLIMH 32 00wio 767 bakTepuanHu
H30JIATH OT KIMHHYHK ouHH npobu, BieTr she Opatuma (FR), lepmanns (DE), Mranusa (IT),
[Momwa (PL), Cnosamxara permyonuka (SK), Mcnasuna (ES) 4 Obenunenoto xpancteo (UK),
IOKa3BalH 00110TO HHBO HAa UYBCTBHUTENHOCT Ha 06HuaiinaTa ovHa (h10pa KbM aHTHOMOTHKA.

Tatauna 2. In vitro nanun 3a o0H4aliHATA TYBCTBHTETHOCT KbM HeTHIMHIHH OT
H3oaatn ot EC

Mexanuna MIC5 | MICY
YyBCTBHTEICH | YyBCTBHTeHO | Pesucrenren 0 0
) (pg/ml | (pg/mi
{1 MHEKpoOpranuzbLM [n] [%] [n] [%a] [n] [%] ) )
S.aureus 252 100 0 0 0 0 0,25 0,5
S. aureus (koarynasza | 302 96,5 10 3.2 1 0.3 0,06 4
OTPHULIATEITHH }
S. epidermidis 216 95,6 9 4 1 0,4 0,05
S. pneumoniae - 4
H. influenzae 0,25 0.5
Ps. Aeruginosa 39 100 " |0 0 0 0 4

JApyra andopmanus:

KphcTocaHaTa pe3dCTEHTHOCT MEKAY aAMMHOTIIMKO3MAH {HATIP. I'eHTaMHLWH, TOOPaMHLIMH U
HETHJIMHLMH) c€ IBIKR Ha COelMpHUHOCTTA HA €H3UMHUTE MOAH(HKALMH,
aﬂeﬂmmauccbepaaa (ANT) v angrunrparcgepasa (ACC). KpbcTocaHara pe3sHCTEHTHOCT
o6aue BapHpa MEeK/Ty AMHHOTIIHKO3MAHHTE AaHTHOHOTHLIM NOPA/IH pasNH4HaTa cneunguunocT
HA OTAENHHUTE MORHGUUMpaLIH eH3uMH. Hall-uecTo cpelatusT MeXaHH3bM Ha NpHaoduTa
PE3MCTEHTHOCT KbM AMHHOTTMKOZHIN € HHAKTUBALUA HA aHTHOMOTHKA 4pe3 I1a3MH/I- |
TPaHCRO30H-KOAWPAHH MOIH(HMLHPALIM SHIHMY,

5.2 GapMaxkoxkHHETHYHHE CBOlicTBa

JHexcamemazon

« AGcopbums:

HEKCAMETAZ0H JOCTHIE BETPEOYHH TEPANEBTHYHY KOHLUEHTPALMH CIC/T HAKATBAHE B
KOHIOHKTHBAIHKA CaK, MAKCHMAITHMTE KOHLIEHTPAIIWH B pOrOBHLATA H BOJHHCTATA TEYHOCT
ce MOCTHTaT B paMKuTe Ha |-2 yaca. TINa3MeHMAT NOMYHBOT Ha JIEKCAMETA30H €
npubnr3gTento 3 yaca.

* Paznpenenenue:

CuHcTeMHaTa eKCIIOHIHA € HHCKa Cile TOMMKANHO OYHO NPHICIKEHHE HA |
HukoBHTE M1a3MeHH HUBA HA IEKCAMETA30H CJie/l NIOC/IEAHATa TOTHKAIHA 1038 BAPHPAT OT
220 no 888 pg /mi {(cpeaHo 555 = 217 pg/ml) cnen npunokeHHe Ha €1HA KanKa
HetunaexkcHeTUNASKCRBEE BCSKO OKO YETHPH MHTH QHEBHO 34 JBa NOCIEI0BY

. MeTaﬁoJlm"w

KOHBepTHpa B MaCTHOpaBTBOpHM JAEKCaMETAa30HOB aJlKOXOJl.

8 T
' foTm‘r\‘n :




» Exckpeuus:
JlekcameTazoH ce eMMUHHPA PEITHMHO KaTo MeTabonHTH.

Hemunmuyun:

+ Abcopbuus:

KaxTo npy BCH4KH aMHHOTITHKO3WAH, HCTHAMHUMH He ¢ 0cobeHo nMnodHieH, 3aToBa cliel
TONHKAIHO MPUJIOKEHHE IPOHMKBA ¢Nabo B MpeaHaTa ouHa KaMepa.

* PasnpeaencHue:

TlpoyuBanusaTa npu xopa 0Ka3BaT, 4e C1eA eIHOKPATHO TONMHKANHO NPHIOKEHHE,
KOHLEHTPANHATA HAa HETHIMHIMH B ChIIZHTE 0OMKHOBEHO € 256 ng/ml cnen 5 min, 182 pg/ml
caea 10 min, 94 pg/ml cnen 20 min u 27 pg/ml cnen 1 h.

* MeTaboIH3BM:
HeTuiMuunH He ce MeTabonu3npa cliea TOMAKAIHO OYHO MPHIOMXKEHHE.

* Exckpernms:
KaxTo npu Apyr# aMHHOTTHKO3HIHH AHTHOHOTHLIM, HETHIMHIIMH C¢ €THMHHHPA MPEAHMHO
HEIpOMeHeH, upe3 OB0peunTe.

5.3 IlpeaITHHHYHM JAHHH 32 6e30MaCHOCT
HexnuHMYHWTE AanHy 32 0e30MaCHOCT ¢a MOMYYeHH MABHO OT MyOIHKyBaHa HHGOPMALIU,

Hexcamemazon

Hoka3aHo €, 4e ACKCaMEeTa30H ce IOHACA A00pe OT NabopaToOPHH XKUBOTHH (3aHLIM B ITEXOBC)
CEA NOKATHO NPUIOKEHHE B IPOILILKEHHE HA MAKCHMYM LIECT MECeLa.

CHMIOTOMHTE HA TOKCHIHOCT HA NEKCAMETA30H, YCTAHOBCHH NPH Pa3IHUHH BHIOBE XKHBOTHH
cle]l IepOpPAIHO MPHIICKEHHE, Ca CBbP3aHH ¢ e)eKTHTE Ha alPEHOKOPTHKOCTSPOHAHTE H
BKJTIOYMBAT H3MEHCHHE HA 0CTa HA0LOPEIH-XUNOMU3a 1 TeKa aHeMHud.,

IlpH3Hany Ha TOKCHYHOCT Ca OTKPHTH B CTOMAaxa, Yephus Apob, HanOBOpeuHuTe XKie3u U
xHnogu3arta, Gemure ApodOBE H CNE3KATa Ha NA0OPATOPHH SXUBOTHH.

B npoyuBaHuaTa, H3BBPLIEHH ClI€/] NOKATHO NPHIMKEHHE, [IOBEYETO OT TE3H ChCTOAHHA
OTCECTBAT MJIH CA PelKH.

B moceraiisuTe HAXOOKH HAMA HUKAKEH JaHHH 332 KNHHUYHO 3HAYUMH I'€HOTOKCHYHH
CBOHCTBA Ha TIIOKOKOPTHKOHINTE.

B excnepuMeHTHTE NpY KUBOTHU € MOKA3aHO, Ue KOPTHKOCTEPOHIUTE BOAAT 20 deTalnHn
pe3opOuunn | pazueneaHe Ha HeOueto. [1py 3aiiliy KOPTHKOCTEPOUAHTE AOBEKAAT 10 BeTalHn
pe30pOLMK U MHOKECTEO AHOMAJIHH, BIJIIOUNTEHO HA [JIaBaTa, YIUINTE, KPAHHHULMTE K
HEBLIETO. o '

OcseH TOBa ce choblIapa UHXHOHpaHe Ha BETPEYTPOOHMA PACTEX H MPOMEHH BB
(YHKUHOHATHOTO pa3BHTHE HA LIEHTPAJTHATA HEPBHA CHCTEMA.

Hemuwivuyun
H3BecTHO e, ye aAMHHOT/IMKCIUANTE KATO KAAC aHTHOHOTHIIM NPHHMHABAT 3HAYUATEIIHU
HE(PPOTOKCHYHH M OTOTOKCHYHH eleKTH, HIKOU OT KOMTC MOraT Aa ObAaT HEOOPaTHMH.
IlpoyuBaHusTa 32 HEepTHIMTET, TEPATOrEHHOCT W MOCTHATANIHUTE MPOY4BAHHS Ha
HETHAMHUILIWH TIPH ILTBXOBC W 3a1‘»’1um HE JaBaT 3HAYMMH A0KA3ATC/ICTBA 34 TOKCHYHOCT Ha
HETHIMHUKH, 0co0eHOo CJICH O4HO npunoxeHne. B eaHo npoyiBane Ha o4HaTa

QYHHTE IbHA, KATO OYHUTS pedmekcu HE Ca 3aCCrHaTH.

Durcupana xomdunayusn il
IMoaobuu pesynrary, kato 06obuieHHTe T0-rope, 3a BeAKa AKTHBHA Cheiab
KOHCTATHPaHH B MPOY4BaHHA ¢ (PHKCHPaHATa KOMOWHALMA, POBEIEHH



OnenKa Ha PHCKA 32 OKOJIHATA CPeAa

H3uMciicHHETO Ha TIPOrHO3HATA KOHIEHTpAaLMs B okonnata cpeaa (Predicted Environmental
Concentration, PECYusewpnocema soss A 38 1EKCAMETA30H, M 38 HETHIMHUMH C& OCHORARA Ha
MAaKCHMAITHA 1032 33 XOPa OT OCEM KAIIKH OT JISKAPCTBCHUS IPOAYKT B 24-4acOB MEPHOA.
Besaxa kanka ceanspxa 0,05 mg aexcametasod u 0,15 mg HeTwiMUUHH. M3ducnenuTe
croitHocTH 38 PEC woswpruocmua sova, TIPOAITMHALLKM OT NPUIOKEHHETO HA KATIKHTE 34 OUM, 32
NEKCAMETA30H H HETHIMHLMH ChoTBeTHO ca 0,002 pg/l 1 0,006 pg/l. Tesu cToHHOCTH Ca no-
HHCKH OT 5%-HaTa rpaHuila 3a aeiictens (0,01 pg/l) v cienoBaTeHO HAME BEPOATHOCT
KOJHYECTBOTO JEKCAMETA30H H HETHIIMHLIMH, IyCHATO B HOpManHa ynorpefa, a
NpeicTaBiapa PHCK 3a BOJHATA cpeaa.

6. PAPMALIEBTUYHH JAHHHU

6.1 CnMcbK Ha TOMOIIHATE BEHIECTBA
Harpues wwtpar;

MoHOOa30B HaTpHeB dochaTr MOHOXHAPAT;
AUHATpHER (ocdat ToACKaXUApaT;
BeH3aNKOHHEB XI0PHA;

NpevyHcTeHa BOAA.

6.2 HecLBMECTHMOCTH

Henpumoacumo.

6.3 Cpok Ha FOAHOCT

HeoTropen: 2 rogunm.
Cries MbPROHAYAJIHO OTBAPAHE 1A Ce H3NOAZBA B paMKHTE Ha 28 qHM.

6.4 Cnennanus YC/I0BHY HA CHXPAHCHHE
Ja ce cexpansgsa nmoa 30°C.

3a yCOBHATA Ha CbXPAaHEeHHE €16/l MEPBOHAYANHO OTBAPAHE HA JIEKaPCTBEHHA MMPOIYKT BHMKTE
Touka 6.3.

6.5Buau CLAbPAKANHNE HA OTIAROBRATA

KyTua ¢ l1 LDPE 6yTinka ¢ kanauka Ha BHHT, ChABKAIHA 5 ml KamkH 3a ouK.

6.6 Cnenna/iHe NpeANa3HH MepKH NpPH H3XBLPJIAHe H paboTa

Heu3noussaHBAT IEKAPCTBEH HPOAYKT WIH OTHALLYUHKTE MATEPHANTH OT Hero Tp:Absa 1a ce
H3XBBPIAT B CHOTBETCTBHE C MECTHHMTE U3UCKBAHHA.

7. IPHTEXATE HA PASPENIEHHUETO 3A YIIOTPEBA
SIFI S.p.A.

Via Ercole Patti 36

95025 Aci Sant'Antonio (CT)
Hranus
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8. HOMEP(A) HA PASPEIREHUETO 3A YIIOTPEBA

Peructpaumonen Ne: 20210338

9. FATA HA ITBPBO PASPEHI ABAHE/IIO/IHOBABAHE HA PASPEIIEHHETO 3A
¥YIIOTPEBA

30/11/2021

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA

TMoapo6Ha rH(pOpMaLKA 3a TO3H JIEKApCTBSH NPOAYKT € NpejocTapena Ha yebeaiita na
H3MNBJIHHUTEIHA ATEHIHA MO JIEKAPCTBATA (https://www.bda.bg).




