KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA
1. AME HA JIEKAPCTBEHMH ITPOAYKT

Hervnmuuun/Jlekcamerazon HioJlalin ®apma 3 mg/ml + 1 mg/m! kank# 3a oun, pasteop 2
€HONO30Ba OITAKOBKA =

Netilmicin/Dexamethasone NewLine Pharma 3 mg/ml + | mg/m! eye drops, solution in
single-dose container

2. KAMECTBEH H KOIMYECTBEH ChCTAB

Bcexn 1 ml oT pasraopa ChABPKA:

Herunmuiuuos cyngar 4,55 mg, ekBUBaneHTeH Ha HETHIMULHH (netilmicin) 3 mg.
Hekcamerazonos auHarpues gpocedat 1,32 mg, eKBHBANEHTEH HA ACKCAMETA30H
(dexamethasone) 1 mg.

Besika eAHOT030Ba ONAKOBKA CBIBPHE:
HerunmuipiHoe cyagar 1,36 mg, eKBHBANECHTEH HA HETHIMHLIH 0,9 mg
JexcamerasonoB auHatpHes docdar 0,4 mg, exeABaneHTeH Ha AekcaMeTasol (0,3 mg.

[MoMomHy BelecTRa ¢ H3BECTHO AekcTBHe: MOHOGa30R HaTpueB ocdar MOHOXKApaT
1,47 mg, nunatpues gocdar nonexaxunpar 10 mg.

3a MBJIHMA CHHCHK HA IOMONIHMTE BRILCCTBA BHKTE TOUKZ 6.1.

. JEKAPCTBE P - T
3. IEKAPCTBEHA ®OPMA N3NLAHUTENHA ATEHLINR N0 NEX~. .
Karticu 3a 04m, pasTeop B €NHOI030BA OIMAKOBKA. Kparmya xapaxmopuoncie Ha npogyma - flpunawewse
];Ir;c?g, 6;.3;“3“3“ uaM 61 IORBAT pasTBOp. Kum Pos. Ne 20210 ,5_3 b
Ocmonanurer: 0,270 - 0,330 Osmol/kg pas wia s po/ok

' 0 1-08- 022
4. KIVHIYHA TAHHR | Ogofiperue e L '

4.1 TepaneBTHYNH NOKA3AHHS

Heraamunun/Jlexcamerason HioJTakiy ®apma e nokasaH 3a NeueHHe HA BB3NATHTETHH
3a60nABaHKA Ha NPEHK OUEH CErMEHT, BRIIIOYHTEITHO MOCTONEPATHBHY CTYYUaH, TIPH
chillecTRyBanla Haxrepuanya uHMeKLisA WA pucK oT OakTepHanua uubekuus ¢
UYBCTBUTEAHH HA HETHAMHUHH MHKPOUPTaHH3MH.

Koraro ce npeanucsa Herunmuunn/Jlexcamerazon HioJlaiin @apMa, Tpadea na ce nmar
npensui opHUMANHATE HACOKM 33 NMpaBHIHATa YHoTpeba Ha aHTHOAKTEPUAITHH CPEICTBA.

4.2 JIo3MpoBKA B HAYHH HA NPAIGKEHHE

gOSHQOBKﬂ

Camo 3a 0)TANMOAOIHUHO NPHIOKEHYE.

Bvapacmnu (sxuowumento cmiapuecka ew3pacin)

Haxangaiire 1 xanka B KOMIOHKTHRAIHHS CAK YETHPH ITHTH THEBHO BbB
HJIH CTIOpEA MeTHIMHCKOTO TIPETIHCaHNE.




Korarto ce usnosizea Ha30JJaKpUMaJiHa OKJIY3Ma WKW KIICNauuTe Ce 3aTBOPAT 3a 2 MHHYTH,
CUCTEeMHarTa a6c0p6uml ce Hamansasa. Toea Moke Ja JOBeae 10 HAMAIABAHE HA CHCTEMHHTE
HEXKENaHH peaKlMH{ U NOBHIIIABAHE HA JIOKAJIHATA aKTHBHOCT.

Ileouampuyna nonyviaayus

BezonacroctTa v edukactocTTa Ha Herinmuunn//lexkcamerazon HroJlaiin ®apma npu aelia
Ha BB3PAcT noj 18 roauHu Bee OwLE He ca yCTaHOBEHH.

Jluncear naHHu.

[TponykTeT TpabBa na ce npunara Npu NeJMaTpPHYHK NALMEHTH CaMO clle/l BHUMAaTe1Ha
OLICHKA Ha M0/13aTa W PUCKA H CTPOT MEAMLIMHCKK KOHTPOI.

HauuH Ha npunoxkenue

Ilpean ynorpeba ce yBepeTe, ue e1HOA030BaTa ONAKOBKA € HEMOKbTHATA.

1. M3muiiTe pbLeTe cu ¥ cefiHeTe Yy 106HO.

2. OrBopeTe alyMMHHEBOTO callie, ChAbPKAILO eAHOA030BUTE ONAKOBKH.

3.0raenere e/iHa €AHOA030BA ONAKOBKA OT JICHTATA W NMOCTABETE HEOTBOPEHUTE OMAKOBKH
06paTHO B callleTO WM.

=
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4. OTBOpETE, KaTO 3aBBPTHTE FOpHATA YacT, 0e3 aa avpnare. He 1okocsaiite Bbpxa cien
OTBapAHE Ha ONnaKoBKara.

5. HaBenere rnaea Hazaji.

6. C npbeT NIEKO W3bpriaiiTe Ha10My J0AHUS KJIenay Ha 3acerHaro oKo.

7. ObbpHeTe e1HO1030BaTA ONAKORKA 0OPaTHO W A00/IHIKETE BbPXA M /10 OKOTO, HO 6e3 1a ro
nokocpare. He 1okocsaiite OKOTO MM Kienaya ¢ BbpXa Ha ONaKoBKara.

8. CrucHeTe €1HO1030BaTa ONAKOBKA, 34 /12 [IOCTABMTE CaMO €/lHa Karka, C/ie/l KOeTO MycHeTe
JOJIHUS KJIenavy.

9. 3aTBOpeTe OKOTO W MPHTHUCHETE C NPBST OTKBM HOCA BIBJUYETC Ha 3aCErHaTOTO OKO.
3anpeiKTe 2 MUHYTH. :

10. IToBTOpeTre ¢ ApYroTo oKo, CNopea MEAMLIMHCKOTO MpeaIHCaHHe.

11. Cnen ynorpeba u3xsbpriere eAHOA030BATa OTIZKOBKA.

Netilmicin/Dexamethasone NewLine Pharma eaHoao3osu kanku 3a ouu Tpabsa aa ce
M3MOJI3BAT BeJHAra clie]] OTBapsaHe.

Cnen npunoxkeHue €1HO/I030BATa ONAKOBKA M LAJIOTO HEH3NOI3BAHO ChabpikaHHe TpsabBa /1a
ce U3XBBLPIH.

TIpednasuu mepku, xoumo mpaoea oa 6voam é3emu RPeou NPUIONCEHUE UIU Padoma ¢
aexapemsenust npooykm LpH NOBBLPXKOCTHA O4HA HH(EKLUS WK Bb3NAJEHHE KATErOpUYHO
HE Ce MpenopbyBa U3NOJI3BAHETO HA KOHTAKTHH JelilM.

[Taumenture TpabBa na GbIaT NOCHLEETBAHM, Ye AKO Ce AEHCTBA HEMpPABUII
OYM, T€ MOJKE Jia CE 3aMBPCAT ¢ DaKTEpPHH, KOETO MOXKE /a JIOBEIE /10 04
Cepro3Ho yBpeskaaHe Ha OKOTO i foc/aeaBalna 3aryba Ha 3peHve Mora
OT 3aMBPCEHH KalkKH 3a O4H.

(B9}



AKO Ce H31107138 NOBEkE OT EAHO TONHKATHO O(TAIMONOIHYHO NEKAPCTEO, TE3H IEKAPCTBA

TpsGBa 12 ce NpHiIaraT npes Hai-Manko JeceT MuHyTH. MasuTe 3a 0uH Tpabea 1a ce NOCTABIAT
HIOCIETHH, g

IIpONEHKUTENHOCT HA JICUEHHETO
O6iaiinata BPOXBDRUTENHOCT HA JIEYEHUETO MOYe 4 BapHpa oT 5 1o 14 nuu.

4.3 TIpoTuBONOKA3AHAR

CBPBXYYBCTBHTENHOCT KbM aKTHBHHTE BELIECTBE, KbM BMHHONTHKO3HAHH AHTUBHOTHIH WIH
KBM HAKOE OT MIOMOUIHUTE BelIECTBA, H3OPOSHH B TOUKa 6.1,

IlponykTsT chbABpKA KOPTHKOCTEPOMAY, 3aTOBA YIOTPEOATA My € IPOTHBOMOKA3AHA TIPH
NALHEHTH, 3aCerHaTy oT:

1) BETpEOUHE XHIIEPTOHUA,

2) XepneTHYEH KePaTHT WK APYTH OYHH HHDEKLMN, MPUUHHEHH OT XEPIec CHMILTEKS,
3) supycr# 3ab0nABaHN HA POTOBHLIATA H Ha KOHIOHKTHBATA,

4) reCuyHH 3a60NABAHHS HA OUHTE;

5) MakobakTepHamHu oy uHdekimn,

4.4 CneunanHu npexynpeRaAeHns ¥ NPeINaINU MePKH NpH yiorpeba

Herunmunuun, Dekcamerason HroMlaiin Gapma € camo 32 0TaIMONOTHYHO NPHIOKEHHE U He
TpaGBa Ja ce Mpuitara NepoOPaTHO, HATO 1a Ce BBBEXKAA B [IPEJIHATE OUHA KAMEDa.
Br1peoyHoTo Hansrane Tpabea aa ce ﬁaﬁ:_iﬁ_)ﬁna'aa' PENOBHO, B CIyHail Ye neueHneTo
NPOABIIKARE NIOBEde OT 15 OHu. o '

Npoasmxurennara ynotpefa mode a nosene 4o o4Ha XHIEPTOHMSA/TIAYKOMA C 10CHEIBAILO
YBPEXKIAHE Ha ONTHUYHHUA HEPB M JeEKTH B 3PUTETHATA OCTPOTA H 3PHTEHHTE I0ET].
IMponsmkuTenyara ynorpeba Ha KOPTUKOCTEPOHAH MOXKE Ja JoBele 10:

1) ofpasyBane Ha 3aRHa NOAKANCY/IHA KATAPAKTA;

2) 6aBHO 33a3ApaBsBaHE HA paHy;

3) HamanaBaHe Ha OTTOBOPA HA PHEMHMKA W IO TO3M HAYHH TMOBMUICH PHCK OT BTOPHUHM
O4YHH HHQEKUHH, 0OCOBEHO OT MEOMUHO HITH BUPYCHO eCTECTBO. '

Tlp# akyTHY MypyneHTHM HHEKUHM HA OKOTO TIPUIIOKEHHETO Ha KOPTHROCTEPOHIH MOKe 14
3aMackupa Wi 06ocTpr uHperunata. [Ipn 3a6018aHAATA, NPUMUHABAIIH H3THHABANE HA
POTOBMUATA WM CKJIEpaTa, [IPH YNoTpe6a Ha TOMUKATHE CTEPOMIH Ce ¢hobiIana 3a
nepdopauys. '

Ipy HAKOM MAUMEHTH MOXe Jd m_;au_m;ﬁe YYBCTBHTETHOCT KbM TOTTHKATHO NPHI0MNKEHH
aMHHOTTKO3HIN. AKO Ce IOSBH YyBCTBUTENHOCT, IpeKpareTe ynoTtpebara.

To3u PORYKT ChABPKA MEKCAMETA30H i TPAGBa Ja Ce M3NON3BA NPEANANTHUBO NIPH NalKBeHTH
C rIayKoMma, KaTo ynotpeGara My TpsGsa fia ce OGMHCIH BHHMATETHO NPY MALHUEHTH ¢
damunsa anamHesa 3a Topa 3abonasane. . _ _

Ouaxsa ce CHITBTCTBALIOTO sedeHHe ¢ uixubuTopr Ha CYP3 A, srmounTenno npoayks,
ChABPHKALM PUTOHABUD 1 KOOHLIMCTAT, fia IOBMILM PHCKA OT CUCTEMHH HEMENaHU PeaKiyin.
Kombunauuara tpabsa na ce u36srBa, OCBEH aKO MO34Ta HE HATIBUIIABA PHCKA OT HEJKEJIAHM
PeAKLMM HA KOPTHKOCTEPOHIMTE 32 CHCTEMHO NPHIGIKEHHE, B KOHTO CITy4ail naliHeHTHTe

TpaGpa aa 6baaT HAGMON4BAHM 32 HEKeNaHH PeaKLMM HA KOPTUKOCTEPOMMTE 32 CHCTEMHO
MPHIMKEHHE.

To3n nponyxT crubpxa dochars, KOUTO MOXKe Na JOBEIAT [0 JETOMTH B poros
TOMBTHABAHE HA POrOBHUATA NMPH TONHKa1HO npyaoxeHue. Toli tpabea Ja ¢
Mpe/iNasiyeo NPH NAUMEHTH ¢ KOMIIPOMETUPAHE POTOBHUA U B CTY4aH, KOT
110Ty~2B2 €NHOBPEMEHHO ¥ APYTM ChaBpKamy Pocdat ouH nekapetsa (
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Axo He e Cho01ana SHAYHMO KITHHHYHO JOROGPEHHE B PAMKHTE Ha HAKOMKG THH RIH AKO
BB3HHKHE HAKAKBO ABJIEHHE Ha NPAIHEHE WNH CEHCHOUWTHIHPaHE, TIPEKPATETE JIEYEHHETO U
3aMIOYHETe NOAXONAIUA TEPANL.

HapyuieHue #a 3peHHeTO

HapyiteHre na 3peBueTo MOXKeE a & cho0lana NpH ynorpeda Ha CHCTEMHO IpHEMaHM W
TONMKAIHA KOPTHKOCTEPOMAH, AKO JAICH TAMERT HMA CHMIITOMHM KATO 3AMBLIEHO 3penue
HIM IPYTH 3PHTESTHY HapylleHis, TpabBa A2 c& MOMMCNY 32 HACOUBAHETO MY KbM

o TATMO/IOr 34 OUEHKE Ha B3MOXKHHTE NPHYHHH, KOUTO MOXKe J1a BKIIOYBAT KATApaKTa,
rayKoMa HaH peaxH 3a00/15BaHKA KAaTO HEHTPAHA CEPO3HA XOpUOopeTHHONaNA (central
serous chorioretinopathy, CSCR), kouto ce chobinaBar cliel CHCTEMHO NPYEMAaHN Y
TOHNHKANTHH KOPTHKOCTEPOHAH

Heduampuwna nonyrayus
Heruamunuy/excamerason HioJlalin Mapma He ce npenopryra 3a ynorpeGa npy nieua H
IOHOIIM (BX. Touka 4.2),

4.5 BzaumoneHcTBRE ¢ APYTH NeKAPCTBEHH NPOAYKTH K APYrd dopma ua
BiaEMoneHcTBHE

He ca npoeexcianu npoyusauus 3a zaumoReiicreuata ¢ Herwnmumn/Jiexcamerason
HioJlaity Dapma.

Wudopmalius 3a Beska OT CbCTABKUTE € JaAEHA 0-A0NY:

Hemunmupun:

He ce cho0maat 3Ha4uMH 1eKapCeTBEHY B3aMMOAEHCTBYA TIpH YIIOTpedaTa Ha HETHAMHALUHH
KanKH 33 OYH, Pa3TBOP.

ChITHTCTBALLIOTO HPUIOKEHHE Ha APYTH NOTCHUHATHO HEPPOTOKCHUEH H OTOTOKCHUHM
aHTUOHOTHIN (JOPH TONHKAIHO, 0COOEHO aKO € MHTPAKARUTAPHO) MOXE [ IOBUIIK PUCKA OT
Tean eeKTH. “ . o

C»0611aB2 ce NOTEHIMANHO NOBAIIEHNHE HA HePOTOKCHYHOCTTA HA HAKOH aMHHOTTIMKO3HIH
CJle]] CBITETCTBALIO HIIH TIOC/SABALIG NPIITOKEHHE Ha APYTH NOTEHLHMATHO HePOTOKCHYHH
BELIECTBA, KATO UMCIUIATHH, TOTHMHKCHE B, KONHCTHY, BAOMMLHH, CTPEIITOMMLIHH,
BaHKOMHULH, APYTH AMHHOF/IMKO3AIY W HAKOH HethanocnopuEn (HedanopuIuH) uitk MOWHY
RHYPETHUH KaTO CTAKPHHOBA Kncenuna n Gypozemun nopaau egekture BpXy 6b6pennre.
Tpabea na ce M30area CHITBTCTRALIO WITH MOCTEIBALUO NPHIOKESHHE HA TE3U IeKapCTBa ¢
HETUAMHALHH. i

In vitro xoMOHHaLMATA OT aMUHOIIHKO3K] ¢ DeTa-NakTaMeH aHTHOHOTHK (MeHHUHITHHK HIH
tedanocriopHHu) MOXE Ja JOBeNe O 3HAYUTENHA B3ANMHE HHAKTHBAIMA,

Crobmasa ce 3a HAMANCHYE HA NONYKWBOTA WiIH (U1A3MEHHTE HHBE HA AMHHOTJIMKO3HAA NPY
naieHTH ¢ Gppeuna HeNOCTATLYHOCT H OPH HAKOM IALMEHTH ¢ HOpMANHA GB6pedria
(yHKIM, JOPH KOraTo AMHHONTHKOIHASH AHTHONOTHK | N0A0GEH NEHWIMITME Ca MPHITORKEHY
o ABa pa3ziM4yHy NuTA.

Hexcamemazon:
FiMa no-roisamMa BeposATHOCT PHCKBT OT NOBHILEHO BBTPEOMHO HAMAraHe, aCOUMNpaH ¢
NPOALDKHTEAHA KOPTHKOCTEPOUINA TEPANKMS, A BR3HHKHE TIPH CHILTCTRAIlA YnioTpefa Ha
BHTHXONHMHEPIHLH, 0CODEHO aTPONKH H CPONHN CHEIMHEHNA, [IPH TIAUHEHTH,
ApelpasnoO0KEHH KbM OCTPOBI'BIHO 3ATBAPAHES.

Huxuburopure va CYP3A4 (BKAKGHUTEHO PHTOHABMP H KOGHLMCTAT) MOMXKE 1A MOHUKAT
KITUPBHCE HA JEKCaMETa30H, KOeTOo 43 IOBeE N0 NOBHIICHH €EeKTH H allpet:
cynpecus/cunapom Ha Kymunr (Cushing). KomGunauusta rpabsa aa ce u
HOJI3ATA HE HANBUILARA PHCKA OT HEXENAHY PEaKilH Ha KOPTHKOCTEPO
TIPHIOKEHHe, B KOHTO CAy4ai nanueHTHTE Tpadaa aa OvaaT Hadnwoa
peaki{y Ha KOPTHKOCTEPOUAHTE 33 CHOTEMHO NIPUNIOKEHWE.
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Hma ro-ronama BeposTHOCT PUCKBT OT ACTIOIMTH B POrOBALIATA HitH TIOMBTHSBAHE Ha
POrOBHIIATA 113 BB3HHKHE NPH HalMeHTH ¢ KOMIPOMETHPaHa POTOBHLIA, KOHTO nony'-xana'r
€AHOBPEMEHHO M APYTH CHABPKALLN ¢oc¢ar OMHH JIEKAPCTBA.

4.6 QepruanTeT, GpeMEBHOCY B KbPMeHe

Bpemennocm

JInmceat HanVYHU KTHHHEHH Qadtd ynoTpefara Ha Herunmunun/ Hexcamerason HioJlaiin
Dapma 1py OpeMERHY KeHH.

{Ipoy4eadHATa OpH KHBOTHH NOKA3EAT TEPATOreHHA AKTHBHOCT HA ACKCAMETA30H,

3a npeanouMTaHe e Aa ce u30area ynorpebara Ha HemmaMuuur/dexcamerason HioJlakin
Dapma 110 peme Ha BpeMEeHHOCT.

Kovpmene

Hwma vegoctaThyHa wndopMallks 32 eKCKPEIMATa HA AeKCAMETA30H, HETHIMHLIAH HITH
TEXHHTE MeTaOONHTH B KbPMATA ClI€ OYHO MPUICHKEHHE.

He Mooke A2 ce H3KIIOUH PUCK 33 HOBOPOASHHTE/KbPMaueTaTa.

Hernnmuuny/ ekcametrason HioJlalin ®apma ne Tpabpa na ce npunara B niepHoaa Ha
KbPMEHE.

Depmuwumem

Hama sanmgyny jasun 3a epexra va Hernnmuums/Hexkcamerason HioJlaiin @apma sspxy
depTuidTeTa IPH XOpA.

4.7 Edexrn ubpxy cnocobuocrra 3a modupane u pabora ¢ ManHHM

Hervnmuuus/Texcamerason HioJlaiisi ®apha nosaiissa B yMepeHa cTenen ¢rocobHocTTa 3a
wogupane ¥ paGora ¢ MawUHH,

TIoCTABAHETO Ha KAMKMTE 32 OUM MOXe NA NPHYUHH TPEXOAHO 3aMBIIABAHE HA 3PSHHETO.
Hokaro To npeMuHe, nauueHTHTe He TpsGBa Na wodHpat uiu Aa paboTaT ¢ MALMHH,

4.8 I-Imenaun_ﬂglcapcn}eliu peakmuy

CrobluenuTe Hexenaku peauunn ca npenc'raneﬂu CHIOPe/i CUCTEMO-OPraHHaTa K1acupyxaums
110 MedDRA. JIHAcBaT HOCTATLHHO A3HHH, 3 [[a CE OTPSNEH YeCTOTATA HA MHAMBUIYANHUTE
HIBPOEHH peakLUH (C HEMIBECTHE HECTOTA).

Hapyvuenun na owtime . L )
- NOBMINEHO BETPEOYHO Hamirahe (cned 15-20 AHu TORUKATHO TPHAOKEHHE HPH
NOAFTIHBH MM FTAYKOMATOSHW NAUMEHTH);
- obpasyBaHe Ha 3a4Ha IIO,EIK&HCY’lHa xarapalcra'
- 3aMBIIEHO 3pEHKE;
-  Bb3HHKBaHe WIH BAomasane Ha Herpes simplex uiy reOnunn uadexumu;
- 3abareHo 3a3npaBABaHe.

Hapywenus na umynnama cucniema
- CBPBXYYBCTBHTE/THOCT HA OKOTO: KOHIOHKTHBANHA XHTICPEMAIA, Iapere, ChpOexk.

r

Hapywenus na enooxpuniama cucmema
- cupapom na Kymiunr (Cushing);
- aJpeHanHa cynpecHs (B, Touxa 4.4).

TTpi HAKOM NALHENTH CHC SHAYHTENHO YBpEEeHY POrOBULIM Ce CHODLIABAT M

CJTy4an Ha uanumimmauua Ha POrOBHLATE BLB BPBIKA ¢ yHoTpebaTa Ha Ch
KallkH 3a OYH.

Cnobmasane Ha BOAOHPANH HEKEJIANH peaKaun
. oy 5 . N . .



C'LDGIJ.laBaHETO Ha nonoanpauu HC)KCI[&HH peaxumu cnen pasperasane 3a ynotpefa wa
NIEKAPCTBEHMN MPORYKT € BakHo, TOBA 03BONABA 22 IPOXBLKH HAGMIONEHHUETO Ha
CHOTHOIISBHETO 110/132/PHCK 34 EKaPCTBEHHA MPOAYKT. OT MeJHUMHCKHTE CIISLMATMCTH ce
H3UCKBa a ChoOWABAT Beska TTOO3HPAKA HEXEIaHa Peaking upes M3rbIHHTeHA areHuUkd
1O JIEKAPCTBATA VIL. ,,J]aMsan I‘pycn“ Ne 8, 1303 Codua, Ten.: +359 2 8903417, yebcaifr:
www.bda bg.

4.9 Ilpeaosupane

Huxora He ca chOOIABAHY CLYYal Ha MPEeO3HpaKe.

5 ®APMAKOJIOTMMHHA CBOMCTBA
5.1 ®PapmakoIAHAMHYHH CBOICTBA

(apMakoTepaneBTHUHA rpyna: [IpOTHBORB3NATUTENHH H aHTHHHDEKIIHO3HH CPE/ICTEA B
KOMOMHAUMA, KOPTHKOCTEPOHIH Y aHTHHH(EKIHOZHY cpeactea B komOudauus, ATC kon:
S01C A0l

Herunmumun/Hexcamerazon HioJlalin PapMa chabpika ABe aKTHBHH BELIECTBA:
JEeKCAMETAa30H H HCTUNMUMLIMH.

Hexcamemason:

s MexauussM Ha AelicTEde

LexcameTazon rpeacTarnasa KOPTHKOCTEPOH]L CBC 3a6enexcmenﬂa NpOTHROBL3MANWTEMHA
Moill, 25 0BTH MO-BHCOKA OT XHAPOKOPTH30HA. KakTo BeHUKM KopTHKOCTEpOHAM, TOl nelicTsa
TNaBHO KaTo UHXHOHpa ocBobOKNABAHETO HA APAXHIOHOBA KMCEAHHA, KOSTO € MpeKypcopbT
Ha Haf-3HAYUMHTE MEJKATOPU HA RB3[TANICHHE, T.€. IPOCTANTAHIHHN H JIEBKOTPHEHH.
E¢uracHOCTTa Ha IEKCaMETa30H 3a JleueHse Ha Bh3nanuTeNHy 3a00naBatus Ha OKOTO e
Iobpe yCTaHOBEHA.

o dapMakOAMHAMHYHH €dheKTH

KopTHKOCTepOHAUTS MOCTHTAT CBOHTE HpOTHBOB’bSHaJIHTeJIHH ehexTH ypes CynpecHs Ha
A7XE3MOHHH MOJIEKYJIY Ha BACKYJapHU €HAOTEHH KIETKH H eKCTIpecHd HA UMTOKKHHY, Tosa
KyJAMHHHPA B IOHHXEHA EKCIIPECHA Ha MPOBL3NATHTETHA METHATOPH U CYNPECHA Ha
aJxe34ATa Ha UMPKYTHPALIH TeBKOLATH KbM BACKYNAPHHA eHIOTEN, KATO 110 TO3U HAUKH ce
NPENOTBPATABA TAXHATA MUTPALMS BLB Bb3NANEHHTS OYHH THKAHH.

HexcaMeTas’on HMa H3IPA3EHO NPOTHBOBB3NANMTEIHO AeHCTEHE ¢ HOHWKEHA
MUHEPANOKOPTHKOHIHA AKTHBHOCT B CPABHEHHE C HAKOH JAPYTH CTCPOULIH ¥ € €IHO OT Haii-
MOILHHTE MPOTUBOBL3NANWTENHY CPEACTRA,

Hemunmuyun.

*  MEXaHM3IbM Ha nelcTRHe

Hetunmuums € MomneH, InMpoKOCIeXTbPeH, Gbp3ofelicTBay SakTepruMaeH
AMUHOITHKO3KMIEH aHTHOMOTHK. ToH OKa3Ba OCHOBHHA CH eekT BbpXY OakTepHaTHuTe
KAETKH, KaTO HHXHOHpa arperauuaTa ¥ CHHTE3a Ha 1I0JTHNeNTHAR BPXY puOo3oMHaTa
noaeansmia 30S. Herunmuuu 8 razu KOMGuHaum npeaocTaea aHTHOAKTEpHATHA 3a1vTA
Cpelly YyBCTBUTENHN OaKTEpHH.

+  QapmakoanRHaAMHYHYU edekTH
B Tabmuna 1 ca nanesy rpaHuyHUTe CTORHOCTH HA MMHMMAITHATA HHXHOWTO
xoHueHTpauua (Minimum Inhibitory Concentration, MIC), pasgensiny uys
MHKPOOPraHH3MH OT T€3M ¢ MEXAMHHE YyBCTBHTETHOCT H MHKPOOPTraHM3
YYBCTBHUTEIHOCT OT PE3HCTEHTHHTE MHKPOOPTaHw3MH, Bb3 OCHOBA Ha aH




PasnpocTpaHEHHETO Ha PE3UCTEHTHOCTTA MOKE 13 BAPHPA B 3ABKCHMOCT OT reorpadiekoro
MECTOHAXOKAEHHE H BPEMETC 38 H30PaHi BAIOBE H € JKENATETHO 1a uMa HHGOPMAnHs Ha
MACTO 32 PE3HCTEHTHOCTTA, OCODEHO KOrarTo ce fexysar Texku uudexuun. Ipu
HeoGxoanuMocT TpAGBa /1a ce NOTHLPCH CHBET HA CIELIMANIHCT, KOTATO MECTHOTO
Pa3NPOCTPaHEHHE HA PE3HCTEHTHOCTTA € TAKOBA, 4e NOCTaBA MO/l BHIPOC NONE3HOCTTA Ha
CPEACTBOTO HAH-MATIKO NPH HAKOM BHAoBe HHpekunu. CreaHara BHPOPMALMA SaBa CaMo
nprGaM3KTeNHA HACOKA 38 BEPOATHOCTHTE HaKTEPHHTE Aa ObIAT YYBCTBHTEIHE KbM
HeTAIMHLMH B HeTunmuiumin/dekcamerazon HroJlaitu (apma.

Hedunuuunre Ha FPaHHYHHTE CTOHHOCTH, KIACH(PHUMPAIY WIONATHTE KATO YYRCTBUTENIHNA
MM PEIMCTEHTHH, Ca NTONE3IHH 33 IIPOTHO3NpaHe HA KIMHUYHATA eQHKACHOCT Ha
aHTHOROTHIHTE, KOHTO e ce npuwiarar cucTeMAo, Korato obaye aHTHOMOTHKET Ce npunara
TOKANHO B MHOTO BHCOKH KOHIEHTPAUH JHPEKTHO Ha MACTOTO HA HH(pEKLMATa,
AehrHMUHITE Ha TPaHU4HTE CTOHHOCTH MOXKE 2 HeE ca NPUNoKnMHE. [TosedeTo nionary,
KOHTO Ouxa GHH KIacCHQULUHPaHH KaTo PESHCTEHTHH NO CHCTEMHH MPAHUYHY CTOWHOCTY, Ce
JEKYBAT YCIieIHO C JIOKATHO NPHIIOKEHUE,

B HAKOH eBpONEHCKH CTpaHH HeCTOTaTa Ha O0UIaTa PE3UCTEHTHOCT KbM aMUHOIITHKOSHAM
Moxke Ja goctHra Ao 50% oT BCHYKH CTAQUIOKOKH.

Ta6apna 1. Cebp3ann ¢ BHAA WIHHVSIEH Fpaundds crolinocTn na MIC (EUCAST 2012)

Mukpoopranussm Kiugauia rpagdasn CToORHOCTH

na MIC (mg/T)

$(<) {R{&) ! ECOFF
Enferobacteriaceae 2 4 2
Pseudomonas 4 4 4
Acinetobacter - 4 4 NR
Staphviococcus i 1 i
Staphylococcus, xoarynasa OTpULATENHH 1 1 NR
Enterococcus T IE IE NR
Streptococcus A, B, CuG ] ~ INR NR NR
Streptococcus pneumoniae NR NR NR
Viridans Streptococci , . NR NR NR
Haemophilus influenzae L IE IE NR
Moraxella catarrhalis , 3 IE 1E NR
Neisseria gonorrhea . , L I NR NR NR
Neisseria meningitidis . NR NR NR
T PaM-TIONMKUTENIHH anaepobu 6e3 Clostridium - NR NR NR
difficile : » :
I'pam-oTpuiaTeNHH aHaepoOu - NR NR NR
["paHM4AM CTORHOCTH, HECBBP3AHH ¢ BHAA 2 4 NR

benexxka: S = (Sensitive) Uyscreurentn. R = (Resistant) PesvicTenThu,
ECOFF = (epidemioclogical cut-off) O6ua emizeMHoOROrduHa rpaHAYHA CTORHOCT 32
Habmonende Ha pesucterTHocTTa, [E = (insufficient evidence) Jlnncear fqoctatsyHo gaHnH,

Ye BHIIPOCHHMAT BUA € J06bp TapreT 3a Tepanss c Toea nexapeTeo. NR = (Not Reported) He
ce cho0IaBa.

In vitro npoyusannaTa NOKA3BAT, 4e HETHAMALKH € aKTHBEH CPELLY TIOBEUETO IAMOBE HA
HECTO CPELIAHH OUHH NATONeHY W YECTO CPelaHu faKrepuy ot koykuata §uopa. B Tabmuua 2
€ NajeH COMCHK Ha HUBATA HA 4YBCTBHTEIHOCT KbM HETHIMHIMH 32 00110 767 GakTepHantu
H30.12TH OT KNHHHYHE 04tk mpobu, BaeTu s1e Dpanuus (FR), Nepmanuy (DE), Hraus (1T),
HMomma (PL), Cnogaiukara pernyGanxa (SK), Menanus (ES) u ObenuneHoTo
NIOKa3Bauik o0NIOTO HHBO HA YYBCTBHTENHOCT Ha OOHYaiHAT2 ouna Quopa




TaGxnua 2. In vitro mmnn 3a o6uualHATS TYBCTBHTETHOCT KbM uemuuuunu or
u3oaaTH oT EC

Mexannna MICS | MIC9
YysereaTencn | ayscrsnrenao | Pesucrenten 0 0
— L) (ng/ml | (pg/mi
Mukpoopranusem | n] i%] |In] (%] | in] (%] ) )
S.aureus 252 100 |0 0o |0 0 0,25 |05
S.qureus (Coagulase | 302 | 96,5 |10 3.2 ] 0,3 0,06 [4
negative)
S. epidermidis 216 956 |9 4 1 0,4 |0,05
S. pneumoniae | . 4 8
H. influenzae 0,25 0,5
Ps. Aeruginosa 39 100 0 0 0 0 4 4
Adpyra nadopmMangg:

Kprcrocanara pe3sHCTEHTHOCT MeXY aMHHOTJIMKO3UAH (HAMp. FEHTaMULH, TOGpaMULKH 1
HETHAMHLHH) C€ NBLKH Ha CIeNMPHUYHOCTTA Ha eHIUMHAKMTE Mo HKaLuK,
anenunTparchepasza (ANT) u anerrnrpadcdepasa (ACC). KpoeTocanaTa pesucTeHTHOCT
obaye papHpa Mexly aMBHOTIHKO3YIHATE AHTHOMOTHLM NOPajK paznuuHATE CHIEUMPHYHOCT
Ha OTACTHUTE MOAHDHUMpALIR eH3rME. Hal-uecTo cpeluanuaT MeXaHu3bM Ha npugobura
PE3HCTEHTHOCT KbM AMHYHOTIIMKOZUAM ¢ HHAKTHBALIMS HA ARTHOHOTAKE Ypes MiasMU- H
TPaHCIO30H-KOAHPaRH MOTuGHURPAINH SH3UMHK.

5.2 ®apmaKOKHAETHIHE CBOHCTRA
Hexcamemazon.

* AGcopGuma: - :
AEKCAMETA30H JOCTHTA BETPEOYHH Tepanesmquu KOHUEHTPALHH CIel HAKANBAHE B
KOHIOHKTHBATHUA Cak. MakcHManHyiTe KOHUEHTPALuy B POrOBHLIATA M BOKHHCTATA TEYHOCT
C& MOCTHIAT B PaMKHTE Ha [-2 vaca. IInaiMeHUsT GORYKHBOT Ha IEKCAMETASOH €
nprOIMINTENHE 3 Yaca.

* Pasnpenenenue:

CHcTemMHATa €KCITOZHIIAN © HHCKa C/eJl TOMMKATHO OYHO NIPUIIOKEHKE Ha
Herunvuuun/lexcamerason HioJlaiin Dapma.

TIHKOBHTE MIAIMEHH HUBA HA NEKCAMETA3ON CIEN NOCTSNHATA TOTMKATHA 7032 BAPHPAT OT
220 no 838 pg/ml (cpenno 555 + 217 pg/ml) cnex nprnoxkeHHe Ha eHA KanKka
Hetrnmuunn/excamerason HioJlaitn ®apma BEB BCAKO OKO 4eTHPH [IETH JHEBHO 34 B4
ﬂOCJ’lCJ],OBﬁTGJTHH AHH.

* Merabonusnm: S

Cnen npuioxenue nexcameTa?,oriosmT"'uanﬁes hocdar e ROLTOKEH HA XHAPONU3IHE
peaKuHa, KaTanH3Mpaa o7 EH3UMHTE B CN53HUA PHIM H POrOBHLIATA, B OTUACTH Ce
KOHBEPTHDA B MAaCTHOPAITROPHM ;Letccame’casouos aAKoXOI.

* Exckpenus:
JlexcameTasoH ce eNMMMHHUPA NPSAHMHO KATO MeTabonuTH,

Hemuamuyun:
» ABcopbumna:

KaKTo 1py BCHUKM aMHHOMTTHKOZHAN, RETHIMIIHH He € 0coBeHo nunodun
TOTIMKAaJIHO npnnoxceﬂue npoumkaa cnaﬁo B npe,uuaTa OYHa KaMepa.




* Pasnipenencuue:

[poy4sanuaTa HpR XOpa NOKA3RAT, ue Ciieql eHOKPATHO TOMUKATHO OPHIOKERHE
KOHHUEHTPALMATA HA HETHIMHLKH B chAsuTe 0GMKHOBEHO € 256 pg/ml crea 5 min, 182 pg/ml
cren 10 min, 94 p/mi cnea 20 min u 27 p/micnea 1 h.

* MeTabonusem: ‘
Hetnavuuun He ce meTabomisypa ciell TONHKAIHO OMHO OPIIOKEHHe.

* Ekcxpenps:
Kakro npy Apyru aMyHOrTHKO3HAHH aHTHOHOTHIM, HETWIMHLIMH C€ €TMMHHUPA NPEAHMHO
HenpoMeHeH Ype3 OB6pennTe.

5.3 IlpeaknuHuann NAHAY 32 Geronacnocy

Hexnunuunute JauiM 3a 6€30MaCHOCT ¢a IoAYUeHH [MaBHO OT MyOnuKyBaHa HHDOPMaLHA.

Herxcamemazon

TlokazaHo €, Ye NEeKCAMETA30H e TIoHacA no6pe oT nabopaTopHH »KHBOTHH (3alilM M NTBX0BE)
CJ16/1 NOKATHO NPHIOKEHHE B NPOIBMKEHHE HA MAKCHMYM HIECT MeceLia.

CumMnToMUTE HA TOKCHYHOCT Ha AEKCAMETA30H, YCTAHOBEHH NTPH PAITUYHH BHIORE KHBOTHH
CIIeN REPOPANHO TIPUACKEHHE, Ca CBLP3aHH ¢ edeKTUTE HA AAPEHOKOPTHKOCTEPOHAUTE U
BKJIIOUBAT H3MEHEHHE Ha OCTa Han0B6pett-Xunodusa K Ieka aHeMHA.

Hpur3nany Ha TOKCHYHOCT €A OTKPUTH B CTOMAX4, YepHUA Ipol, HanOnOpeuHuTe sKe3r U
xunopusara, Oennute 1pobose U chesxkara Ha AalopaTopHM KUBOTHHM.

B nipoyusanusTa, WIBBPUIEHH CAS IOKATHO ? IPHIIOAKENHE, IOBEETO OT TEIN CHCTOSHMS
OTCHCTBAT MIIH €4 PEAKH. !
B pocerawnnyte HaXOAKM HEMA HHKAKBY JAHHU 32 KIMHUYHO 3HAMHMH TEHOTOKCHYHH

CBOHCTBE HA FMIOKOKOPTUKOWAUTE.

B excriepHMEHTUTE TIPH %NBOTHH € fI0KA33HO, 4e KOPTHKOCTEPOHANTE BOAST O (PeTaiHm

pe3opOumu K pasuensane Ha HeGuero. Ipu 3aliuy KOPTHKOCTEPOWNHTE JOBSKIAT N0 (eTATHH
PE3OPOLMH i MHOKECTBO aHOMAIHY, BKAIOYUTEHO HA TI1aBaTa, VITHTE, KPARHULIUTE U ‘
ueGuero. OceeH ToBa ce ¢LOOIMABA HHXMOHPAHe Ha BLTPEYTPOOHHA pacTex M NPOMEHH BLB
GYHROMOHANHOTO PA3BHTYHE HA LISHTPANKATA HEPBHA CHCTEMA.

e

Hemurmuyun

H3BeCTHO €, Ye AMUHOTTHKOZHAMTE KATO KJTAC AHTHOHOTHIH PHUAHABAT IHAYHTETHU
HePOTOKCHHHM H OTOTOKCHYHH epeKTH, HAKOM OF KOHTO MOTar Aa 6baar HeoOpaTHMy,
TlpoyysannaTa 3a QepTUAMTET, TEPATOreHHOCT U [TOCTHATATRHTE NPOYYBAHHS Ha
HETHIMHLINH NPH INTEX0BE W 3aflM HE AaBaT 3HAYHMH A0OK23aTENCTRA 33 TOKCHHMHOCT Ha
HETHIIMUIUH, OCO0EHO clle, 04HO MpuioxkeHne. B eaHO npoyuBate Ha OYHATA NOHOCHMOCT
NPH 33i1A He ce HabmIoRapaT ne3uy Ha BHBOTO HA KOHIOHKTHUBATA M POTOBMLIATA WiK Ha
O4HHTE ABHA, KATO OYHMTE pedNieKcH He Ca 3acerHaTy.

Puxcupana rombunayus

Tlomobuu pezyartari, Kato o6obueHnTe no-rope; 3a BCAKA aKTUBHA CHCTABKA, Ca
KOHCTATUPAHHU B IIPOYHBAHMA © ¢uxuupaﬂa"ra KOMGUHANYS, IPOBENEHN DK 3aliild. ¢
tixcupanara koMOHHaLAA.

Oneuxa HA PHCKA 32 OKOJIHATA Cpefa

H3ynciieHveTo Ha IPOTHO3HATA KOHLCHTPALKA B OkONHaTa cpena (Predicted Environmental
Concentration, PEC)uosupxuocmua sose ¥ 32 AEKCAMETA30H, W 33 HETHIMHLMH C¢ OCHOBABA HA
MaKCHMAJTHE 032 32 XOp2 OT OCEM KANKH OT NEKAPCTRCHUA TPOAYKT & 24-4aCOB MIEPHOA.
Beska kanka enabpxa 0,05 mg nexcamerazon u 0,15 mg setHamuuuy. Mauncneny

33 ACKCAMETA30H ¥ HETHIMHKUKH ChoTBeTHO ca (0,002 pg/l u 0,006 pg/l. Te
TIo-HUCKH OT 5%-HaTa rpadHna 3a apeicrens (0,01 pg/l) u cnenosarenuo
KOTHRECTBOTO HEKCAMETAa30H i He'runmuunﬂ nycua"fo B HOPMAIHA Yo
TIpe/ICTaRISBA PUCK 33 BOOHATA Cpelia.



6. DPAPMAUEBTHYHHA TAHHK

6.1 CniacLK Ba DOMOHIHATE BEIECTBA
HATPUER LIATpPaT,

Moro0az08 HaTpHeB GochaT MOHOXHIPAT,
AuHaTpuer docdat noneKaxunpar,
TIPeYUCTEHA BOAA.

6.2 HechBMEeCTAMOCTH

Henpunoskamo.

6.3 Cpok Ha rogROCT

2 rogyuH,

IlponyKTET He ChABPKA KOHCEPBAHTH. .

Cpok Ha FOHOCT e/ ThpBORAYAIHO oTBapade: Cllen npUNoKeHue eqH0030BaTa ONAK0BKA
TpabRra Aa Ce UIXBLPIIH, IOPH H 13 € W3NON3BAaHA CAMO HACTHYHO.

6.4 Crlennansn yc 10848 HE ChXPaHeHHe
Ha ce cexpansgea nog 30°C.
Coxpansnsaiite efHONO3ORMTE OTIAKOBKA B CALIETO, 32 42 C& NPEANA3AT OT CBETIMHA U BIAra.
3a ycaoBHATA Ha CBXPAHEHHE /1€ NBPROHAYAIIHO OTBAPSAHE HA JIGKAPCTREHUA POAYKT BHIKTE
TouKa 6.3.

6.5 Bun H ChAbPKARRE HR ONAKOBKATA

E.HHO)IOBOBH onalcomm 0, 3 ml ()T NOSHETHACH ¢ HHCKA MTbTHOCT (LDPE), ONaKOBaHH B
ATYMHHHUCBO Calile, c*bm:p)lcamo 5 CIHHOOO30BA ONIAKOBKH.

OnaxokH ot 15 wiy 20 €0HORO30BY ONAKOBKH.

He BCHUKH BHJIOBE OMTAKOBKH MOTAT X2 Gbaar ITyCHATH Ha nia3apa.

6.6 Cnenuainy NpeANa3Hy MepKH DA HIXBLP.ISHE # pabora

Hen3non3saHuAT AEKapCTBEH NPOAYKT WM OTHATBUHUTE MATEPUANH OT Hero Tpabpa Aa ce
H3XBLPIIAT B CHOTBETCTBHE ¢ MECTHHTE M3UCKBAHUS.

7. HPHTEJKATEN HA PASPEMEHUETO 3A VIIOTPEBA
SIFI S.p.A.

Via Ercole Patti 36

95025 Aci Sant’Antonio (CT)

Hranua

8. HOMEP(A) HA PASPEIHNEHHETO 3A YIIOTPEBA
Perncrpaunonen Ne:20210339

9. JATA HA ITLPBO PA3PEI]IABAH.EIT[O}IHOBHBAHE HA PA3P
YIIOTPEBA
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10. JATA HA AKTYATH3APAHE HA TEKCTA

Tlonpo6na HH(popMaLud 33 TO3H JIEKAPCTBEH POAYKT € NPefocTaBeHa Ha yebcalita na
U3ITHJIHUTEJIHA ATEHLINA 110 TEKAPCTBATA (bitps:/www.bda.bg).
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