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1. HME HA JEKAPCTBEHUS IMTPOAYKT

|
Henagekc 3500 IU/6000 IU/1 mg/ml xanku 3a ouu, cycneHSTgG/MWP_ 6 3¥70 U 1-11- 2083

Neladex 3500 1U/6000 TU/1 mg/ml eye drops, suspension Ogotpents Ne / | ................

2. KAYECTBEH 1 KOJIMYMECTBEH CHCTAB

Beexn ml cycnensus ceaspka 3500 IU neomuumn cyngat (neomycin sulphate), 6000 IU noaumukcun B
cyndar (polymyxin B sulphate) v 1 mg nexcaMerasoH (dexamethasone).

ITomomHO(H) BellecTBO(a) ¢ H3BECTHO JICHCTBHE: BCEKH MHIIMIIHTHP OT CYCIieH3uATa chabpika 0,04 mg
OeH3AIKOHMER XJIOPH/L.
3a IBJIHUA COHMCBHK HA TIOMOIIHKUTE BENIECTBAa, BHXXTE TOUKA 6.1,

3. JIEKAPCTBEHA ®OPMA

Kanku 3a o4H, CyCHeH3us.
IIpencraBnsara Hsna cycnieHsus 6e3 MHpHC.

4, KJIMHWIHA JAHHH

4.1 TepaneBTHYHM HOKAZAHHS

Br3nanurenHd odHu 3a00nfABaHUA, NOAATIMBH Ha CTEPOMAHA TepalMsi, 3a KOHTO € [peianHcaH
KOPTHKOCTEPOUI U KBLASTO NMOBBPXHOCTHATA DakrepHamTHa UHGEKIMA WIH PUCKET OT DaKTepHalHa OYHA
HHOQEKUMA CBLIECTBYBa (KATO BB3MAJUTEIHH CHCTOAHHWS Ha KJEMadHATa M CKIEpATHA KOHIOHKTHBH,
POrOBHL{ATA M NIPSHKA OUEH CEIMEHT, XpOHHYEH NIPEACH YBCHT H YBPEKAAHE HA POTOBHLIATA OT XMMHUYHH,
pajiHallHOHHH KK TEPMHYHU M3rapaHHS, WIH MPOHHUKBAHE Ha YY)XXIH Tella).

4.2 JIo3MpOBKA H HAYMHH HA NPHJIOMKEHHE

Ho3upopBka

Ynompeba npu 1010wy u 6b3pacmuu, 6KMOYUMEAHO CMAPYECKA 8b3pacm

[IpH nekn ¢bCTOAHHS, N03aTa € efHa A0 ABE KANKH B KOHIOHKTHBAJIHHA CaK Ha 3acerHaToTo OKO (O4YH)
1o 4-6 nbTH AHeBHO. YecToTaTa Ha npuUnarane TpsORa Ja ce HaMasIaBa MOCTENEHHO HA OCHOBAHHUE
noAcOpeHne B KIIMHHYHHTE NOKa3aTeH. Tpa6ea Aa ce BHUMaBa TepanuaTa Jia He ce TIPEKbCBa
NPEKIEBPEMEHHO.

Ilpy TeXKH CHCTOAHHS, J03aTa € eQHa A0 [BE KAlKM Ha BCEKM 44C, ¢ NMOCTEMEHHO HaMaJIABaHE HA
BB3MATHTETHAA TPOLIEC.

Coenmanen momyJianum

Yeprnoopobro u 6vbpeuno yepescdane
Henanexc He € M3C/leiBaH NMPU NALMEHTH OT Te3M NOMynalky, Bunpekw ToBa, Mopaiu HUCKATa CHCTEMHA
abcopOuMA Ha AaKTHRHHWTE BEILECTBA CJICH JIOKATHO MPHIIOKEHHE Ha JIEKAPCTBEHHS TMPO
HeoOXoquMa CIIeHUANHA JO3UPOBKA.

Ileouampuuna nonyrayus
Besonacnoctra B eeKTHBHOCTTA NIPH HEeAUaTPUYHHM [TAIIMEHTH HE Ca YCTAHOBEHH.



HagMH Ha mpuioxeHue

3a O4YHO NMPHIIOKEHHE.

bytuikara Tpadea na ce pasknaru nodpe npeam ynorpeda.

3a Ja ce NpenoTBPATH 3aMbpPCSBAHE Ha AIUIMKATOPA-KANKOMEDP M CYCIEH3UATa, TpAOBa 1a ce BHUMAaBa
Ja He Cce JOKOCBAT KJemauwre, 3ao0HKamdmara ru oblacT WiIH APYTrH NMOBBPXHOCTH C BHpXa Ha
aILTMKATOPa~-KalKOMEp Ha OyTuiKara.

IIpenopruBa ce NPUTHCKAHE HA HA3OMAKPUMAJIHHS KaHAT M BHEMATE/IHO 3aTBapsHE Ha Kienava ciielt
NpHIOKEeHHe. TOBa MOXe Ja peaylHpa CHCTeMHaTa abcopOlMA Ha JICKAPCTBEHM IIPOLYKTH 33 OYHO

[MPANOXKCHHUC H KaTO PE3YITAT J1a CC HAMATIAT CACTEMHHUTC HEXKEJIaHH pCaKIIHH.

IIpu u3non3sane Ha NMOBeye OT egUH OMTAIMOJIOrHUYEH JICKAPCTBEH MPOAYKT 3a JIOKATTHO NIPHIOKEHHE
€ HEOOXOIMM HHTEPBAJ OT 5 MMHYTH NOMEXY MM. Ma3ta 3a ouu TpabBa Aa ce nocTapH MOCIEAHA.

4.3 IlpoTHBONOKA3ZAHUSNA

J CBPBEXYYBCTBHTEIIHOCT KbM aKTHBHHTE BEIISCTBa WIM KBM HAKOE OT MOMOIMHHTE BEIIECTEA,
H30pOEHH B TOUKA 6.1;

. Xepnec CUMIUIEKC kepatut (Herpes simplex keratitis),

. BaKCHHALMA 3a BapHOJia, BapHIe/la M APYrH BUPYCHH 3a00/IAB2HHA HAa pOroBHLIATA HITH
KOHIOHKTHBATA,

o reOMYHY 3a00I9BaHMA Ha OUYHHTE CTPYKTYPH WIH HEICKYBaHW TAPAasHTHH WHOEKUHH Ha OKOTO;

. MHKOOAKTEPHAIHA OYHH HHPEKLUY,

4.4 CoenaanHn npexynpexacHns U Npeana3snH MepKH NPH ynoTpeda

bt MpH HAKOH IallHCHTH MOXE Ja C€ II0JABH FYBCTEHTCAHOCT KbM JIOKA/ITHO NnpHiaradi
AMHMHOITIAKO3HIH, KaTO HEOMHUMH. CTeneHTa Ha PeakiIMUTe Ha CBPBXYYBCTBHTE/IHOCT MOXeE 13
BapHpa OT JIOKATHH eekTH 10 00I1a peakuus KaTo epHTeMa, ChPOex, ypTHKapHs, KOXKEeH OOpuB,
aHaQHWIaKCHA, aHA(QUTAKTOMIHH PeaKUMH WIH Oy[TOo3HH peakiMi. AKO c¢e TIPOSBH peakuMs Ha
CBPBEXYYBCTBUTENHOCT TI0 BpeMe Ha ynoTpebaTa Ha TOBA HEKapCTBO, JieueHHETO TpabBa da ce

NpEeyCTaHOBM;
- KaTo AOMBIIHCHHE, JIOKAJHOTO MPWIOXKCHHE Ha HEOMHULIMH MOXE Ja JAOBeJE A0 IIOBHIIICHA
YYBCTBHTEJTHOCT HA KOXKATA,
° MOXKe J3a C€ INOSBH KPBCTOCAHA CRPBXYYBCTBUTEJIHOCT KBbM JPYrH aMHHOIIMKO3WAY H 3aTOBA

TpAGBa Na Ce HMa npeABH Bh3MOXKHOCTTA, MALMEHTUTE, YYBCTBMTEIHH KBM JIOKATHO MPUIOKEHHS
HEOMULIMH, 72 OBJAaT 4YYBCTBHTEJIHM KbM APYrH JIOKATHO WWIM CHCTEMHO IIpHJIaraHy
AMHHOTTIHUKO3UIIH;

¢ COPMO3HH  HEXKeNaHH peakUu¥H, BIIOYHTCNIHO HEBPOTOKCHYHOCT, OTOTOKCHYHOCT H
HEQPOTOKCUUHOCT ca HabJIIOIaBAHH [IPH NALMEHTH, [0Ny4YaBallld CHCTEMHO HEOMHIMH HIIH [IPH
JIOKAIIHO TIPHJIOKEHME BHPXY OTBOPEHM paHH WIM HapaHeHa Koxka. Hedporoxcuunu H
HEBPOTOKCHYHH pEeaKLMU ca HabNIOKaBaHM CHIIO M [IPH CUCTEMHO IIPHIOKEHHE HA [IOTUMUKCHH
B. HezaBucumo ye Te3u peakuuu He ca HabMOAaBaHy clel NOKAJTHO O4HO MPHIIOXKEHHE Ha TO3H
MPOAYKT, C€ Mpernopp4Ba MOBUIICHO BHMMaHHE ITpH €QHOBPEMEHHAaTa My ynorpeba Cue
CHUCTEMHH aMHHOIIHKO3HM/IH WIH Tepanus ¢ NOJUMHKCHH B;

. NpOoObJDKUTETHATA ynorrpeﬁa Ha OYHH KOPTHKOCTEPOHAHM MOXKE J1a J0BEAEC 10 OYHA XUIICPTCH3IUA
W/WITH rIIAyKOMa, ¢ YBPEXKJaHe Ha 3PUTESHUA HEPB, HAMANCHA 3pHTE/IHA OCTPOTA U
3PUTEJIHOTO Tojie, M oOpasyBaHe Ha 3ajgHa cyOkarncylapHa Karapakra. Il M
MOJy4aBalyl MPOJB/DKUTEIHA O(TATIMOJOTHYHE KOPTHKOCTEPOMIHA Tepar
Ha/raHe Tpsa0Ba a ce npoBepsiBa peJJOBHO M 4ecTO. PHCKBT OT NOBHINABAHE
HalisraHe M/WIH o0pa3yBaHe Ha KaTapakTa, HHAYL[MpaHH OT ynioTpedaTa Ha KO
IIO-TOJIAM NIPY NPEAPa3NOJIOKEHH NALMEHTH (Hamp. auabeTrim).




IleanaTpuyna nomyaanys

Toga e ocobeHO BaXKHO NPH NeAMATPUYHY NIALIMEHTH, THil KATO PHCKBT OT KOPTHKOCTEPOHI-HHIYLMpaHA
OYHa XHIIEPTEH3UA MOXKE Ja Oble MO-rojiaM TIpH Jella H MOXe Jia ¢& OABH I10-PAaHO, OTKOJIKOTO TIPH
BB3pacTHUTE. Henazeke He ce npenopbypa 3a ynotpeda mpH neuaTpyuyHy NaHEHTH.

- cHHApoM Ha Cushing w/unu HaaOBOpevHa HENOCTATBYHOCT, CBBP3aHM CbC CHCTEMHarTa
abcopOuMs Ha AeKCAMeTa30H 34 OUHO MPHMIIOKCHHE, MOXE J1a C€ TIOSABAT CJie]] HHTEH3UBHA WITH
DPOXL/DKMTEIHA HEIIPEKBCHATA TEPAUs NPH MPeapas3oONoOKeHH NALMEHTH, BIUTHOYHTEIHO Je1a
M MAlMeHTH, JeKyBaHH ¢ uHXuOuTopy Ha CYP3A4 (BmounTeTHO pHTOHABHp M Kobulkcrar). B
TaKHBa CJTyYa#, ICYCHHETO TPAOBa Aa ce cnpe upe3 MOCTENeHHO HaMaJIgBaHe Ha /103414,

. KOPTHKOCTEPOUIATE MOTAaT 2 HAMAJIST PE3UCTCHTHOCTTA KbM M 1A CTIOMOTHAT 32 CH3/JaBaHeTO
Ha HEYYBCTBUTETHH DAKTEPHATHH, IbOMYHH, NAPA3ZUTHU WK BUPYCHH MHPEKUIMH K 1a MaCKUpaT
KNIHHHYHATE CUMITTOMHM Ha MHPEKLUATA,

. reOMYHKTE MHDEKINH ¢a CYCMEKTHH TPY NALHEHTH ¢ NePCHCTHpaIla A3Ba Ha porosuuara. I1pu
MoABa Ha '’EOMYHA HH(EKIHA, ReYEHHETO ¢ KOPTHKOCTEPOUIH TPAORA 1a ce NMpeyCTaHOBH;
. KakKTO M TPH APYrd aHTH-WHQEKLHO3HH aHTMOHOTHUM, NPOAB/DKHUTES/IHaTa ynorpeba Ha

HEOMHIIMH H TIONHMHKCHMH B Moxe na jgosene A0 CBPBXpacTeXK HAa HEZYBCTBUTEIIHH
MHKPOOPraHH3MH, BKJIIOYMTENHO TBOMYKM. AKO BB3HMKHE CYNEpHHODEKLHA, TNpeKpartere
H3TOJI3BAHETO H Ha3HAYETE AIITEPHATHBHO JICYEHHE;

* aKO TO3M JICKAPCTBEH NPOAYKT Ce IIPUIIara [pH NALMEHTH C rIayKOMa, ICUeHHETo TpaOBa 1a Obje
OPaHHYCHO A0 JBE CEAMHMLM, OCBEH ak0 MPOAL/DKUTEIHOCTTA My € OINpaBAaHa; BLTPEOTHOTO
Ha/srane TpAGBa /1a ce cneau peOBHO MPH TE3H IMAUEHTH;

. KOPTHKOCTEPOHIHTE 3a JIOKAIHO OYHO NPHACKCHHAE MOraT Ja 3a0aBAT 3a30paBdBaHETO Ha paHH
Ha poroeMiata. H3sectHo e, we HCIIBC 3a nokanHo npuioxXeHHe Cblio 3abasar
3a3fipaBsiBaHeT0. EqHOBpemennara ynorpeba Ha CTEPOMAH 3a JIOKAITHO NPHIOKEHUE M JIOKAJIHH
HCIIBC Moxe 1a NoBHIIM BE3MOKHOCTTA 32 IPOOJIeMM IpH 031pARHTE/IHHS NpoLec, (BXK T. 4.5);

. M3BECTHO €, 4e MpH ynorpedara Ha JIOKATHH KOPTHKOCTEPOMAM ca BBE3MOXKHH nepdopaius,
KOTaTo ce NPHIIaraT npu 3adonapanus, NpU4MHABAIIM M3THHABAHE Ha POrOBHIIATA WK CKJICpaTa,
. 3PHTCIIHA CMYIeHHA. IIpM CHCTEMHO H JIOKalHO [PHJIOXKCHHE HA KOPTHKOCTEPOMIM Ca

BE3MOXKHH CHOOILECHUSA 32 3PHTENHA CMYIIEHUS. AKO NIPH NAaLMEHT ¢4 HAJIWLE CHMIITOMH KaTo
3aMBIJICHO 3PEHHE WJIM APYTH 3pHUTENIHH CMYILEHHA, MaLUeHTHT TpAOBa Aa ObAe HacoueH 3a
KOHCYJITAUHA ¢ OPTAIMONOr 38 OLCHKa Ha BB3MOKHHTE NPHIHHH, KOMTO MOTaT Ja BKITIOYBAT
KaTapakra, rilaykoMa WiH peakd 3a0ojisBaHUs KaTo LUCHTpaJiHa Cepo3Ha XOPHOPETHHOMATHS
(LICX), 3a kouTOo ce cpoblaBa ¢iien CHCTEMHO B JJOKATHO H3MO0JI3BAHE HA KOPTHUKOCTEPOU/IH;

. HOCCHETO Ha KOHTAKTHH JICUH He ¢ NpenopbiBa M0 BPeME HA JISYCHHE HA OMHO BB3NAJICHHE WIH
uHpekima. Henaneke coappska GeH3aNKOHHEB XI0PHA, KOUTO MOXE JIa TIpEAM3BHKA JPasHCHE H €
M3BECTHO, Y€ 0DE3IIBETARA MEkMTE KOHTAKTHH demd. Jla ce W30sarpa KOHTAaKT ¢ MEKH KOHTAKTHH
nellid. B ciy4aid, 4e Ha mauMeNTHTe € MO3BOJICHO Aa HOCAT KOHTaKTHH JIeIH, Te TpsibBa Ja Opaar
HHCTPYKTHPAHH Jla OTCTPaHABAT KOHTAKTHUTE JISIIH IPEAH [IPHIOKEHMETO HA Hemanexc u na
M3YaKaT MOHE 15 MHMHYTH npeay aa ri nocTaBiAT 0OpaTHO.

4.5 BsammopeiicTBHE ¢ APYryA JIEKAPCTBEHN NPOAYKTH U APpYrn ¢popmn HA B3aHMO/eiicTBHE

He ca onucany KIHHHYHO SHAYUMH B3auMoaciicters ¢ Henazexc.

. CAHOBPEMEHHATA YyNOTpeda Ha CTePOHAM 3a JIOKATHO mpunoxkeHue U nokanad HCIIBC moxe na
MOBMIIMA BE3IMOXHOCTTa 3a IpoHIeMH Che¢ 3a3/ipaBsBaHe Ha pOTOBMIIATA;

. [IpH NANWEHTH, JICKYBAHHU C PHTOHABHD, KOHICHTPAIMATA HA ACKCAMETA30H B [1143MaTa MOMXE
J1a ce yBeJIHIH (BXK. T. 4.4); -

. CYP3A4 uuxuburopu (BKIFOUKUTEIHO PUTOHABAP H KOOHIMCTAT): MOT'AT Aa HaMals

Ha JEKCaMETA30H, KOETO BOAM 0 3aCH/IBaHe Ha ¢eKTHTE H HaA0bOpeyHa
HenoctarbuHOCT/CHHApoM Ha Cushing. KomOunauuaTa Tpg6ra Aa ce u3bArsa
NoO/3aTa HAAXBBPIA YREIMYCHNS PUCK OT CUCTEMHH KOPTHKOCTEPOHAHY ehe
CNy4al NallMeHTUTE TpAOBa Aa ObJaT Npocie/ISRaHM 38 CHCTEMHH KOPTHKO



BaaumozaeiicTBUd ca JOKIaJBaHH ¢ OTAEHHHTE KOMIIOHEHTH CJiel CHCTEMHO NpHiIokeHne, BrnpekH
TOBa, CHCTEMHATa abcopbliMg Ha AKTUBHHUTE BELLECTBA € TOJIKOBA HHUCKA, Y€ PUCKBT OT B3AHMOACUCTBHE
€ MUHUMAJIEH.

4.6 @epTHIATET, OPEMEHHOCT H KLPMEHE

BpeMeHHOCT
Hsma WITH uMa OrpaHHMYEHH AaHHU OT ynoTpebaTa Ha AekcaMeTa30H, HEOMHIIMH WM NOJUMHUKCHH B mpu

OpeMEHHM XEeHH. AMHHOTTIMKO3HAHUTE aHTUOHOTHLM KaTo HEOMHLMH NPEMHHABAT Mpe3 IUIalleHTaTa B
IUI0AA CEeR BEHO3HO HPHICKEHME Py DpeMenHH jxeHH. HeK/IMHUYHO ¥ KIHHHYHO CHCTEMHO NPUIIaraHe
Ha aMMHOLJMKO3MAM TI0KAa3BaT MHAYLUMpAaHe HAa OTOTOKCHYHOCT M HedpoToxcHyHocT. llpwu
aIMHHHCTPHPAHE Ha HHCKATA J03a OT NMPUJIaraHeTO Ha TO3H JIOKAJICH [IPOAYKT, HE C& 04YaKBa HCOMHUIMH J1a
NPHYMHHA OTOTOKCHYHOCT WK HEPPOTOKCHYHOCT Ha IUToZa B yrpobara. 11py mpoyyusaHe ¢ IUTEXOBE, KOUTO
ca TpHEMaJI TIEPOpaTHO HEOMHUMH B 103H A0 25 mg/kg Terno/meH, He ca YCTAHOBEHM AaHHHM 32
TOKCHYHOCT Ha MaiKaTa, TOKCHYHOCT 3a TUIONAa WK TepaTtoreHHocT. Ilpoas/DKUTenHaTa WiH [10BTapAla
ce ynorpeda Ha KOPTUKOCTEPOUIM 10 BpeMe Ha OpeMEeHHOCT Ce aCOLMUApA C YBEJIMUCH PUCK OT H30CTaBaHe
10 BpEME Ha BETPEMATOYHHA pacTekX. Jenara, poieHd 0T MadKH, KOMTO Ca [TONYYaBaIM 3HAYUTEIIHH A03H
OT KOPTHKOCTEPOHIM MO BpeMe Ha OpeMEHHOCTTA cH, TpsOBa Aa Obaar HabniomaBaHW BHHMATEJIHO 3a
NPHU3HAIIA Ha XHMoaApeHATU3bM (Bk. T. 4.4). IlpoyuBanusaTa npH XXHUBOTHMA MOKA3BAT pPEeNpPOAYKTHBHA
TOKCHYHOCT C/I€Jl CHCTEMHO W OYHO NIPWIOXKCHHE HA JAeKcaMeTa3oH (BXK. T. 5.3). Hama RaHHH OTHOCHO
besonacHocTTa Ha NOJHMMUKCHH B npu Opemennu xxupoTHH. Henmaneke He ce npenopreyBa mo BpEME Ha
OpEMEHHOCT. |

KnpmeHe
He e M3BecTHO AaNy NOKAIHO NPUATAraHUTe B OKOTO AeKCaMeTa30H, HEOMHRIIMH HITH MOJIMMHAKCHH B ce

OTACIAT B MAHUHHOTO MITSIKO.

AMHHOTJIMKO3UIHTE CE€ OTAENAT B KbpMATA CJIe/] CUCTEMHO NpHIoKeHHe. Hama JaHHH JalTH N1eKCaMeTa3oH
W NMOTUMMHMKCUH B mpemuHaBar B MaiiuMHOTO MJSKC. Bhnpeku TOBa, BepOATHO € 1a HE OBJE OTKPHTO
KOJIHYECTBO OT JA€KCAMETAa30H, HEOMHULIMH U NTOJIKMHKCHH B B KEpMaTa W Aa HE MOXKE a JOBEAE 10 KIMHUYHH
eQeKTH NMpPH KbpPMAyveTo NpH MNPaBHWIHOTO M3ION3BaHE OT MaiKaTa HA TO3W NPOAYKT 34 JIOKAIHO OYHO
npwioXxeHne. PUCKBT 3a knpMadeTo He Moxke Ja Obme m3kioucH. Tpabpa Aa ¢e npelieHH T Ja ce
MPEKPATU KbPMEHETO WK Aa Ce NPEYCcTaHOBKW/ Aa He ce [IPUCTHIIBA KbM TepanuaTa ¢ Henaaeke, xaTto ce uMar
IPEIBA/T OJI3aTa OT KBPMEHETO 34 JCTETO M NOA3aT4 Ha MaidKaTa OT JACHEHHETO.

OepTHIHTET

Hsma fannn pany u3noN3BaHeTo HA HEOMMUIIHH MUY NOTUMHKCAH B ce oTpassaBa BepXy QepTHIIATETA
npH MBXe U KeHH. MIMa HemocTaTbYHM KIHHMYHM JaHHH, 32 [a MOXe Jia CC OLEHH edeKTa OT
JICKCaMETa30H BLPXY (pepTHINTETA NPU MbKEe W XeHH. [IpH H3caeBaHAs Ha IUIBXOBE, HIDKSKTHPAHH ¢
XopHOH roHagoTponmuH (UXT'), AmexkcaMeTa3oH He € IMpHYHHHI HeOgaronpusTHH ¢QEeKTH BBpXY
pepTIIHTETA HM.

4.7 EdexTn BhpXy cniocoGHOCTTA 32 Odupane H paboTa ¢ MAIIHHY

Henagekc HAMa WM HMa HE3HAYHTEIHO BIMSAHHE BbpPXY COCOOHOCTTA 3a modHpaHe H pabora ¢ MallHHH.
BpeMeHHO 3aMBIVIABAHE Ha 3PEHHETO WAH APYTH 3PHTENIHA CMYUISHHMA MOTaT Ja NOBJIHAAT CHOCOOHOCTTA 32
IOQgHpaHe WK paboTa ¢ MalIHHK. AKO TIPH [IOCTABAHETO Ha JEKAPCTBEHHA MPOLYKT 3PEHHETO C€ 3aMbIIH,
NalMenTsT TPAOBA Jla U3YaKa JIOKATO 3pSHUETO ce MPOACHH, Mpeay Aa mohupa Wik aa paboTH ¢ MallHHA.




4.8 Hexenanu JeKapCTBEHH peaKIHH

CneHUTE HEKENaHH IEKAPCTBEHH PEaKIME Ca ChoOIaBaHK 1O BpeMe Ha KIIHHWYHH ITPOYYBaHHA C
Henapneke ¥ ca kiacHpHLHpaHU B CHLOTBETCTRHE CBHC CIIEAHATa KOHBEHIMA: MHOTO YecTH (>1/10 ),
yectH (=1/100 go <1/10), veuectu >1/1 000 no <1/100), peaxu (=1/10 000 go <1/1 000), mHOrO peaku
(<1/10 000), unu c Hen3BeCTHA YeCTOTa (HEe MOXKe /1a Oblie onpeaeeHa OT HUIMYHMTE JaHHK). B
paMKHTE Ha BCAKA YECTOTHA IPYIA, HEXEJIAHHTE Peakliiy ca NIPEJCTABCHHA B HH3XOIALL PEJ 110
OTHOLIEHHE Ha TAXHATA CePHO3HOCT.

CHcTeMo-0pranHu KjacoBe IIpexnounTan Trepmun oTr MedDRA
Hapymenus Ha o4quTe Hevecmu: KepaTuT, NOBMIIEHO BETPEOYHO HANATaHE,
CbpOeXK B OUMTE, OUCH AHCKOMGOPT, Apa3sHEHE Ha OYHTE

JlONBIHHUTEIHATE HEXKENNAHA PEAKUHH, YCTAaHOBEHH Clie/l [IOCT-MapKeTHHIOBO HabIoACHKE, BKIIOYBAT
CJIETHOTO.

YecToTHre He MoraT Aa ObaT OlIEHEHH OT HATMYHHTE AaHHH. B paMKuiTe Ha BCEKHM CHCTEMO-OPTaHeH
KJ1ac, HEXEIAHUTE PEaKliMM ca NPEACTABSHH B HA3XO/AIL pe/l MO OTHOILIEHHE Ha TAXHATA CEPHO3HOCT.,

CHcTemo~opranHH Knacose IIpeanounTtan TepmueH ot MedDRA

HapymeHnus Ha MMyHHaTa CHCTEMa CBPBXYYBCTBHTC/THOCT

HapyuieHus Ha eHXOKpUHHATA curapoM Ha Cushing, HaaOBOpeYHa HEAOCTATEYHOCT
CHCTEMA (Bx.T.4.4)

HapyumieHus Ha HEpBHaTa cMcTeMa riaBobonue

HapyuieHus Ha O4HTE A3BEH KCPAaTHT, 3aMBIJICHO 3peHHUe (BXK. CBLIO T. 4.4),

dorodobua, MUIpPHA3a, ITO3a Ha Kienayda, Oonka B
O4YHTE, OTOK Ha OYHTE, YCelllaHe 3a YyKIO0 TAIO B OYHTE,
OYHAa XHMIIEPEMHA, YBEIHYECHO CITb300TIETISAHE
HapyiuieHus Ha KOXaTa 1 NIOJKOKHATa | CHHApoM Ha Stevens-Johnson

THKAH

Onncanme Ha A30paHu HeKEJIAHA peaknHR

[Ipr HAKOM NALMEHTH € BH3IMOXKHO Jia C€ TIOABH YYBCTBUTEIHOCT KbM JIOKATHO NPUITOKEHHATE
aMHHOTTTHKO3HIM. OCBEH TOBA, JIOKATHOTO NPHIOKEHHE HA HEOMHULMH MOJXKE Aa JOBE/IE A0 KOKHA
TYBCTBHTEHOCT (BXK. T. 4.4). [IpoasmxuTennara ynorpeba Ha JOKaJHM KOPTHKOCTEPOH/IA 34 OYHO
MPHIOKEHAS MOXKE /12 AOBEAE /0 MOBUIIABAHE HA BETPEOUHOTO HANATAHE, C YBPEKAAHE Ha 3pHTEITHHA
HepB, HAMAJIeHa 3PUTEJIHA OCTPOTA H Ie(peKTH B 3PUTEIIHOTO MM0JI€, KaKTo H 00pa3yBaHETO Ha 3a/1HA
cybxancynapHa kaTapakra (BX. T. 4.4), PazBurHeTo Ha BTOpHYHHA MHEKIME MOXe J1a ce TIOSBH IS
ynoTpebara Ha KOMOMHAUMH, ChIBPKAIIY KOPTHKOCTEPOHAM HITH aHTUMHKPOOHH BelecTsa (BXK. T.
4.4),

Ilopaan HATHUKETO HA KOPTHKOCTEPOHAHA ChCTABKA, MPH 3a00NABAHUS, IPHUHHARAIIN H3THHABAHE
Ha pOroBULATA MIIM CKIIEpaTa, € HAMKIIE NO-BUCOK PUCK OT nephopauus (Bx. T. 4.4).

CrobuaBane Ha IOJO3UPAHH HEXENaHH PEAKIIMH

CrofmasaneTo Ha NONO3MPaHK HEKETAHH PeakiMK Clie] pajpelliaBaHe 3a ynorpeba Ha JIeKapCTREHMA
NPORYKT € BaxHo. ToBa NO3BONABA 1a NPOAL/DKH HAONIOAEHHETO HA CHOTHOLICHHETO MOJI3a/PHCK 32
JIEKapCTBEHHA MPOAYKT. OT MEeAMIHHCKHTE CISIIHATHCTH C€ U3ACKRA J1a Ch0o0IAaBaT BCAKE NOA03HPAHA
HeXeNaHa peakius Ypes:

WamrenHATENHA areHLHs 110 JieKapeTpaTa
ya. ,,JAamsH 'pyep*‘ Ne§

1303 Codpua

TeiL.: +35928903417

yebcalT: www.bda.bg




4.9 Ilpenosmpane

llopanu xapakTepUCTHKHTE Ha TO3H Ipenapat, NpeaHa3HayeH 3a JIOKaMHA O4YHAa ynorTpeba, He ce
OYaKBAT HWUKAKBH MAOMBIBUTCIHH TOKCHYHM e(eKTH, NPH NPHIOKCHHETO MYy B OKOTO HHTO B
NperopbYBaHaTa 1034, HUTO B Cy4ai Ha cliydalfHO NMOMThIiaHE Ha ChABPKAHUETO OT DyTHIKATA.

B cnyyai Ha nokanHo npenosupane, Henmanexkc Moxe na ce H3MHe OT OKOTO (OYHTE) C XJIaaKa Boa.

5. PAPMAKOJOI'HYHHU CBOUCTRA

5.1. dapMakoIHHAMHYHM CBOKCTBA

dapMakoTepaneBTHYHa rIpyna: OQTAIMOJOrHYHH, TPOTHBOBBINAIMTEIHH M AaHTHMHEKIIMO3HH

CPEACTBA B KOMOHHALHSA; KOPTHKOCTSPOXAM H aHTHHH(EKUMO3HH cpencTba B komMOuHauma arent. ATC
kox: S01CAO01

MexaHH3pM Ha AeHCTBHE

Hexcamemazon

TouHMAT MEXaHHW3BM Ha TIPOTHBROBEIMANMTENHO JEHCTBHE Ha AEKCAMETAR0H He € M3BECTeH. [oH
[IOTHCKA MHOXECTBO BB3NAJIMTEIHA [HMTOKMHM W 00pasyBa MHOXECTBO [JIKOKOKOPTHKOHMIHY H
MHHEPaAOKOPTHKOMIHH e(DEKTH.

Honumurxcun B

[TonumukcuH B e muxnuuen nunmonentus, KOWTO NPOHUKBA Tpe3 KIEThbYHATA CTeHd Ha [ pam-
OTpHLATeIHK DaKTepHHK, 3a Na JecTabWiH3Npa LUTOIUIa3MeHaTa MeMOpaHa. To# € ro-Majlko aKTHBEH
cpeity ['paM-rionokuTenHy SakTepHy.

Heomuyun
HeoMuIMH € aMUHOITTHKO3MAEH AaHTHOMOTHK, KOHWTO OCHOBHO MNpOsiBABA CBOS ©)EKT BBPXY
bakrepuanHy KIETKH dpe3 HHXHOMpaHe Ha MOMUIMENTUAHO CBHP3BAHE H CHHTE3aTa Ha pHOO3OMHTE.

MexaHnu3IbpM Ha PE3HCTEHTHOCT
PesucrenTHOCTra Ha fakTepuuTe KbM OJIMMUKCHHE B € 0T XpOMO3Z0MEH IIPOU3XO0/ M € PAJIKa. JHaUCHUE
Ma MoaudukanuaTa Ha GocONHNMHANTE Ha UTOIIaA3MEHaTa MeMOpaHa.

Pe3uCTeHTHOCTTA KBM HEOMHMIIMH HACTHIBA 110 HIKOJKO PA3/IHYHH MEXaHM3MH, BKMOIHTENHO (1)
NpoMeHH Ha pHOo3oMHUTE CcyOeqHHMuM B OakTepuanHara Kierka, (2) HHTepdepeHLHs B
TPaHCHNOPTHPAHETO HA HEOMHILIMH B KJIeTKaTa M (3) HHaKTUBAUHA (NpOMAHA B peaa) Ha aicHWIATHHTE,
pochoprIaTH M ALETHIATHH KJIacoBe MoAH(HUIIMpaHM eH3UMH. |'eHeTHyHara HHQopMarua 3a
[IPOOYKIMA HAa HHAKTHBUPANIY €H3UMH Moxe Aa OBae rpeHeceHa 1o bakrepualHKTe XpOMO3OMH HITH
TUTa3MHJTH.

I panuunu cmoiinocmu

Beexkn ml Henaneke coabspaa 6000 U nonumuxkcun B cyndar u 3500 IU neomuums cyndar. ['pannusure
CTOMHOCTH H iM Vifro CHEKTBPBT, KaKTO € NMOCOYEHO MO-A0Ty, ¢¢ OCHOBABAT HAa JBOHHATA AKTMBHOCT Ha
MONIMMUKCHH B WM HeoMuIMH. ['panuynure CTOMHOCTH, M30pPOCHHM TyK, ca DasupaHM Ha npupobuta
PE3HCTEHTHOCT 32 CHCLM(HYHM IMAMOBRE, OTKPHTH B OYHH HH(EKUHH MU cpoTHOmEHHMeTo B IU Ha
NOJTHMUKCHH B kbM HeomuiipH B Henanekc:

PesncTenTHH rpaHrdYHH cToitHOCTH: >5:2,5 10 >40:20 B 3aBHCHMOCT OT GaKTEpHAIH

Yyecmeumennocm
MudopmanmsTa, nocoueHa no-a01y Aasa npUOIH3MTEHA HACOKA 34 BEPOATHOCTT



PainpocTpaHeHHeTO Ha MpPUAOOHMTATa PE3MCTEHTHOCT MOXKE Jia Bapupa B PasjIM4HHTE reorpadcku
00IaCTH M OT BpEMETO 3a OINpE/CNeHH IaMOBe, 3aTOBA € XKEJIATEJHO Ja C€ H3MOJI3Ba MECTHa
MHOOPMALMA 3a PE3HCTEHTHOCTTA, 0co0EeHO NpH jledyeHHe Ha TexkkH HHdpekuuu. [Tpn HeoOxonHMOCT
TpAOBA [la ce MOTBPCH CHBET OT CNELHAIMCTH, KOraTo JIOKAJIHO MpeobiiafaBaljata Pe3HCTEHTHOCT €
TaKaBa, Y€ NOCTaBA IO BBIPOC PHIOKHMOCTTa Ha KOMOHMHALIMATA Ha [TIOTMMHKCHH B HJIH HEOMMIHH,
xakTo B Hesameke, noHe npu HAKOH BHAOBE HHOEKIUM.

OBUKHOBEHO YYBCTBUTEJIHH HIAMOBE
Aepodnu I'paM-noI0:KHTEIHE MAKPOOPTraHA3IMH
Bacillus cereus

Bacillus megaterium

Bacillus pumilus

Bacilus simplex

Corynebacterium accolens

Corynebacterium bovis

Corynebacterium macginleyi

Corynebacterium propinguum

Corynebacterium pseudodiphtheriticum

Staphylococcus aureus (methicillin susceptible — MSSA)
Staphylococcus capitis

Staphylococcus epidermidis (methicillin susceptible — MSSE)
Staphylococcus pasteuri

Staphylococcus warneri

Staphylococcus mutans

AepoOnn I'pamM-oTpHIATEIHH MHKPOOPraHA3MH
Haemophilus influenza

Klebsiella pneumoniae

Moraxella catarrhalis

Moraxella lacunata

Pseudomonas aeruginosa

IIAMOBE, 3A KOUTO IIPUAOBUTATA PE3UCTEHTHOCT MOXKE JIA E ITPOBJEM
Staphylococcus epidermis (methicillin resistant — MRSE)
Staphylococcus hominis

Staphylococcus lugdunensis

OPFAHHN3MH C HACIEIEHA PEZUCTEHTHOCT
Aepoban I'paM-I0N0XKATETHR MEKPOOPTAHHIMH
Enterococci faecalis

Staphylococcus aureus(methicillin resistant - MRSA)
Streptococcus mitis

Streptococcus pneumonia

Aepobnn I'paM-oTpHOATETHA MUKPOOPraHH3MH
Serratia species

AHaepoOHA fakTepHuH

Propionibacterium acnes




®apMakoAMHaMHYHH €DEKTH

JIeKCaMeTa30H € eMH OT HAaH-MOLHHTE KOPTHKOCTEPOHNAH, ¢ OTHOCHTEHO MPOTHBOBB3NATIHTEITHO
BB3JACHCTBHE [TO-IOJIAMO OT Ta3H Ha MPSAHK30/IOHA WIH XUAPOKOPTH3OHA.

KJIHHUYHY poyIBaHUA
He ca v3pbpmBaHy HOBH KIMHWYHH TIPOYYBAHHA C KAITKH 32 OYH CHABPIKAIIM JEKCaAMETa30H-
HEOMMIIHH-TIONUMHKCHH B.

Ileamatpyuyna nonynanns

bezonacHOCTTa M e(pMKACHOCTTA HA KAIIKH 332 O4M ChABPKALIH JCKCAMETa30H-HEOMHIIUH-TIONUMHUKCHH
B He ca npoyuBanu npH Aena. 3a “HpopManys OTHOCHO HaYHH HA MIPHIOKEHHE, [IPEATIA3HA MEPKHA U
NpeyNpeKAeHHUs 3a [TeIMaTPUYHH MALMEHTH, BIDKTE ChOTBETHO TOUKa 4.2 M Touka 4.4.

5.2. PapMaKoKMHEeTHYHH cBoOHcTBa

Abcopbums

Hexcamemason - cnep JIOKATHO OYHO MIPHIOKEHHE B KOHIOHKTHBAJIHUA CAK, KOPTHKOCTEPOUAMTE KATO
JcKCaMeTa30H ce abcopOHpar BbB BBETPEOYHATA TEMHOCT M MOXKE JIa C& OTYYHA CHCTEMHA abcopbius.
Brnpekn ToBa, ThiH KaTo AO3HPOBKATA MPH JIOKATHO 0YHO TIPHIOKESHHE € N0-MaJika B CPaBHEHHE NPH
CHCTEMHOTO TpHjaraHe, OOHKHOBEHO HAMa KIMHHYHO [OKA3aTeJCTBO 3a CHCTeMHa abcopluma.
[lepopanHaTa OMOHAJIMUHOCT HAa ACKCAMETA30H IPH CYOEKTH H TMALMEeHTH 0e3 yBpexnaHud € B
rpanuiHTe Ha 70-80%.

Heomuyun - uacnenaBaHusa 1IpH 3aili [IOKa3BaT, Y€ CJIER JIOKATHO OYHO NMPHIOKEHHE, HEOMHLIMH C€
abcopbupa 0aBHO BBBR BBTpeoyHaTa TeuHooT. AGcopOumsara ce yBenM4YaBa, ako POTOBHLATE € C
HapynieHa nosbpXHOCT. Ilepopannara abcopOums Ha HEOMHLMH € HUCKA, ChC CPEAHA CTOHHOCT OT
2,5%.

Honumuxcun B - npennonara ce, ue nonuMHkcuH B He ce abcopOupa oT KOHIOHKTHMBAIHHA Cak.
CucTeMHO NpHIoKEH NOIUMUKCHH B He ce pasnpene/is BB BETPEOMHATAa TEYHOCT, JOPH NPH HANMYHE
Ha BE3NaJICHHe. CHCTEMHA abcoOpLMA He ce OTHMTA TpH NpUIokKeHKe B okoto. [lonmumHukcHH B He ce
abcopbupa nepopajiHo H 00WYaliHO Ce MpWiara HOBLPXHOCTHO HIIH HHTPABEHO3HO.

Paznpenenenue
Hexcamemazon - cnep HUHTPABEHO3HO NpWiIgkeHue, o0eMbT, KOHTO ce pasnpenesis B HENOABIKHO

cecrogHue e 0,58 kg, In vitro He ce HaOMOaBa NMPOMAHA B CBBP3BAHETO HA HOBEIIKHTE [L1a3MEHH
MPOTCHHM NIPH KOHLICHTpaLMK Ha AekcaMeTazoH ot 0,04 1o 4 pg/ml cbe cpeaHa cTOHHOCT Ha CBbP3BAHE
Ha npoTreuHure ot 77,4%.

Heomuyun - 06emMbT Ha pasnpenenenue 3a neomMuuH € 0,25 Vkg ¢ HECKa cTOMHOCT 3a CBbpP3BaHE Ha
IUIa3MEHUTE NPOoTeNHK OT 20%.

Honumuxcun B - nonmmukcus B uma mansk 0bem na pasnpeaenenue (0,07-0,2 1/kg) rnpy cepuosHo
Oonun nauuerTH. Ilonumukcud B UMa cpeiHo CBbP3BaHE KbM ILIA3MEHHTE MPOTEHHH NIPH MAUKESHTH
Oe3 yspexianus (56%), BRNpeKH TOBa, TO3M MPOLEHT ce yBenudapa A0 90% npu ceprosto GomHM
NALUCHTH, KBAETO IVIA3MCHUTE [IPOTEUHH, KbM KOHUTO MOJTMMUKCHAH B ce ¢BBp3Ba,
anpal-rIMKoNnpoTenH, MOXe /1a JOCTHIHAT 5-KpaTHO YBEJHUEHHE B KPBBHHUA CEPYM MOPaIH CTpEC.

Buotpancdopmanms
Hexcamemason - caen epopaHo NPUNIOKEHUE Ha ao3ara, 60% oT 103aTa ce OTKpMBa noj dopMara
Ha 6-P-XuapokcHIekcameTason, a 5-10% ce oTKpHBa KaTo JOITBIHHTENEH MeTabOIIHT,
20-axpaponeKcaMeTasoH.

Heomuyun — MeTaboiu3MLT HA HEOMHLMH € He3HAYUTENEH.

Honumuxcun B - He e H3BeCTHO.



EnuMuHApane

Hexcamemaszon - ClieJl MHTpaBEeHO3HO NMPUIOKEeHUe, cHcTeMHMAT KIHpBHC € 0,125 l/hr/kg. BpemeTo Ha
TIOJIYJKMBOT € AOKIAABAHO KaTo 3—4 yaca, HO € YCTAHOBEHO, 9€ € MAJIKO MO-IALIrQ MpH MexkeTe. TasH
HabmogapaHa pa3fiMKa He ce CBBP3BA KbM IIPOMEHHUTE HA CHCTEMHHS KIHPBHC, A KBM Pa3/IMKHTE B
obema Ha QHCTPHUOYIUA B YOBELIKOTO Tw10. Clies] CHCTEMHO TIPWIOKEHHE, 2,6% OT HEIPOMEHEHOTO
JIEKapCTBO C€ OTKPHBA B YPHHATA.

Heomuyun - cucreMHo aOCOpOMpaiMST HEOMHMLMH TPMHLIHIIHO CE€ H3XBBPIAA HEIPOMEHEH
H3npaxkHeHUATa (97%) 1 B ypunara (1%).

Honumuxcun B - obmusar ximuprHe Ha nonumukcuH B e 0,27-0,81 ml/min/kg npm ceprozHo GomHu
NAlMEeHTH (HampuMep CerncHc), kKato <1% OT MHTPaBEeHO3HATA 034 C€ OTKPHBA KaTO HEMPOMCHEHO
JIEKapCTBO B YPHHATA, KOSTO TMPEIToara, 4e IMETAT Ha eJIAMHHKHpaHe He € npe3 6u0pennre H BOIH 10

IBIBT TIOY-XUBOT B IIasmarta. Honumukced B He ce nposssea KaTto cydcTpar WM WHHXHOWTOpD Ha
OCHOBHMA LIMTOXpoM P450s.

Bpr3ka(u) bapMakoKHHeTHKA - GapMaKOIHHAMUKA
Bpn3kara papMakoKHHETHKA - PapMaKoAHHAMHKA CJIE] IOKATHO OYHO NPHUIOKEHHE HE € YCTAHOBCHA.

5.3. IIpexxkaHHAYHH xannH 32 6e30MaCHOCT

HekJHMHUYHHTE NaHHH MOKA3B4aT, Y€ HAMA CHEIMANTHA ONAcHOCT 3a XOpaTa MNpH JIOKAIHO OYHO
MPWIOKEHWE HA JIEKCAMETa30H, HEOMHLMH MW NMOJMMUKCHH B, Ha 0a3ata Ha KOHBEeHUHMOHATHWUTE
NpoYyYBaHHWA 32 TOKCHYHOCT Opd MHOFOKPATHO NpHIaraHe, reHOTOKCHYHOCT WIH MPOY4YBaHMA 32
KapIiMHOreHeH NMOTeHIHaN. [Ipy HEKTHMHHYHE MPOYYBAHMA HA BB3NPOMU3BEXKAAHETO M PA3BHTHCTO Ca
HaOmoZlaBaHN €QEKTH OT [AeKCaMEeTa30H CaMoO TPH JO03M, CUMTaHW 3a 3HAUMTE/IHO HaJBHLIABAIIH
MaKCHMaJTHaTa YOBEIIKa 032 MPH JIOKAIHO OYHO NPUIIOKEHHE, KOSTO I0KA3Ba Y& HAMA NMOYTH HHKAKBA
BPBH3Ka KbM KIIMHHYHATA ynoTpeda NpH KpaTKOCPOYEH Kype Ha Tepalua ¢ HUCKH Jo3u. MMa manko wiu
HAMa HAJMYHH JaHHH OTHOCHO 0€30MacHOCTTa Ha HEOMHUHMH H MOJMMHMKCHH B B HeKITHHHYHH
MPOYYBAaHHA HA BB3NPOH3ECKIAHETO U PA3BHTHETO.

6. PAPMAINEBTHYHHA JAHHHU

6.1. Cnuchbk Ha IOMOIHHATE BEUIECTBA
beH3ankoHUeB XJIOpH

HuHaTpues egeTar

Hatpuer xnopua

Ilomucopbar 80

HaTtpuer xuapokcuz
CostHa xvcenvHa

XHrpomenosa (XHAPOKCHIPOMMIMETHILEN Y1032 E464)
ITpeuucreHa Boja

6.2. HecnbBmecTHMOCTH

Henpunoxumo

6.3. Cpox na rognocr

IleT roguHm.

Cpok Ha TOHOCT CJIEA MbPBO OTBapsaHe: 4 CEMHLH.
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6.4. CoenHainH YC/IOBHS HA ChXPaneHHE

Ha ce cexpaunsaea nog 25°C.

6.5. Bua u cbabLpXKAHHE HA ONAKOBKATA

Henanexc ¢ bana cycnensus 6e3 MUpHC, KoATo ce AocTasa B Osu1a, HenpospauHa LDPE Oytunka ¢
AIUTHKaTop-KarkomMep H 06eM ot 5 ml, 3atBopena ¢ 6s5a HDPE-LDPE kanadxa. Besxa 6yTHIKa €
TIOCTaBeHa B KAPTOHEHA KYTUs C JIMCTOBKA 34 MalHeHTa.

6.6. CoenmHaJnu npeana3sHA MePKH DpPH H3XBLPJIAHE A padoTa

HaMa cnelManHy u3UCKBaHKWA.,

7. HPHTEXKATEJ HA PASPEIIEHHETO 3A YIIOTPEBA
Bopan Meaucune Espona EOOJ]
Oyn. CuMeoHoBcko mioce 130, et. 3

1700 Codus
brarapus

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA

Per. Ne:20230115

9. JAATA HA ITBPBOTO PA3PEIIABAHE/MTIOJHOBABAHE HA PAPEIIEHHUETO 3A
YIIOTPEBA

Jara na nspBO paspemagane: 49.06.2023

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

09/2023
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