IIPHJIOKEHHE 1

KPATKA XAPAKTEPHCTHKA HA MPOAYKTA



W3MbHATENHA ATEHUNA tie

Kpaimxa xapaxmepucimiuka Ha npogyxma - [1/3

1. HUME HA JIEKAPCTBEHHA TIPOAYKT Ko Pez. Ne A2 0 A‘?

Opnuxe 0,3% xanku 3a 04H, pa3TBOP PaspetusHue Ak &
Orpix 0,3% eye drops, solution Ogobpetuie Ne -owowpeweerern foei

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Bcexn MATHIHTED OT pa3TBopa chabpika 3,493 mg nunpodaokcaiMe XHAPOXIOPHTL
(ciprofloxacin hydrochloride), exBuBanenren Ha 3 mg nunpodaokcanut (ciprofloxaciny).

[loMOIMHO BEMECTBO ¢ H3BECTHO JeHCTRYE: BCEKH MANMIMTHP OT pa3rBopa chaspxka 0,1 mg
OeH3aIKOHHEB XJIOPU/L.

3a NBJIHUA CMUCEHK Ha NOMOIIIHHTE BEIECTBA BXK TO4Ka. 6.1.

3. JIEKAPCTBEHA ©OPMA
Kanxku 3a oun, pa3teop.

IIpo3pauen, Ge3lBETEH HIH 3€IEHAKABOXBIT PA3TROP, IPaKTHUECKH cBOGOAEH OT YaCTHILH.

4. KJIHHUYHHA TAHHHA

4.1 TepanmerTHUAN MOKA3AHHA

Bn3pacTan, HoBopoaenH (0-27 1HH), KbLpMaveTa H MAIKH Jela (28 nHn - 23 Mecena),
aena (2-11 ronnun) 1 wnowmu (12-18 rogusumn):

NICYEHHE Ha POTOBHYHH A3BH U MOBBPXHOCTHH OakTepHaiHH HHGEKIHH Ha OKOTO H HETOBHTE
NPHIATHIM, IPHIUHEHH OT YYBCTBHTEIHH KbM JCHCTBHETO HA UHTIPOQITOKCAIMH TTATOTCHH
(Bk TOouka 5.1).

4.2  [103MpPOBKA H HAYMHH HA NIPHJIOKEHHE

ﬂ O3HPOBKA

Ynorpeﬁa IIpH BE3IPACTHH, BKIAYHTEIHO B CTAp4YecKa Bh3pacT

Pozoeuunu nigu

Opraxc TpaOBa 1a ce NpHiara Ha cle/IHHTE HHTEPBAJIH, JIOPH U NP3 HOIUTA,

IIpe3 mepBAS 1€H, J03aTa € IO JBe KANKH B KOHIOHKTHBAIIHHS CaK Ha 3aCETHATOTO OKO/OYH Ha
BCEKH 15 MHHYTH 3a TBpBHTe 6 Yaca, cjieX TOBA, A0 Kpas Ha ILPBHA JEH - 110 JIBE KalKH Ha
BcekH 30 MHHYTH.

Ha BTOpHs AeH, 1o3aTa ¢ Ha BCEKH 4ac IO [BE KalKH B KOHIOHKTHBAJIHHS C
OKO/OYH.

gé//q/,/;h/ é/‘zJ
Zl; ﬂ1 2[]23

b



Ot 3-tH 10 14-TH 1eH, J03aTa € 10 JBe KAK{ B KOHIOHKTHBAIHHA CaK Ha 3aCerHaToOTO
OKO/0UM Ha BCEKH 4 Jaca.

B13MOXKHO e A38HMTE Ha POTOBHIIATA [a H3KCKBAT JICYCHHE ¢ NPOJILIDKHTENHOCT oBeYe 0T 14
JIHH, JIO30BHAT PEXKHM U IIPOABIKUTEIHOCTTa Ha JIeYeHHeTo TpaOBa Ja ObaT ONpeleIcHH OT
JIEKyBallHs JIeKap.

Iloewpxrnocmuu urghekyuu Ha OKOMO U RPUOGHTLUUME MY

Ob6uuaiinata no3a € 1-2 Kankv B KOHIOHKTHBAJIHUS CaK Ha 3aCErHATOTO OKO/OUH 4 MLTH
JHEBHO.

ITpu Texxu uHDEKIAN, TOIMPOBKATA ITPe3 IEPBHTE JIBA JHH €: eHa WIH JBE KalKH Ha BCEKH
IBa 9aca (1Ipe3 JeHs ).

Oo6uyaiinara TpoabKUTENTHOCT Ha JISYEHHETO € 7-14 nuu.

IIpenopsura ce MpUTACKAHS HA HA30JIAKPHMAIHHS KAHA HJIH BHAMATEIIHO 3aTBapAHE Ha
KJIeTIa4a ciiell MpHIoKeHHeTo. ToBa MOXKe Ja HaMaJlH cHCTeMHaTa abcopOLMs Ha JIOKATHO
IPHIAraHUTE B OKOTO JIEKAPCTBEHHU MPOAYKTH H B PE3VIITAT /1A CC HAMAIAT CUCTEMHMTE
HEJKeNIaHH NeKapCTBEHH PEaKIlHH.

Heouampuuna nonynayua

Oprinkc MOXe 12 ce H3M0/I3Ba pH HoBopoenu (0-27 muu), kpbpMadeTa H MKy Aena (28
IHH - 23 Mecena), nena (2-11 romsam) v ooy (12-18 rogunan) B ¢pimaTa A03a, KaKTo IIpH
BB3paCcTHHTE.

Juya ¢ yepuodpobro w'uru 6vbpeyno yepexcoane

OpfHKc He € U3CIeABaH IIPH TE3H TPYITH NAllHEHTH.

Hauuy Ha npuoxeHue

Tpabsa ma ce BHEMaBa Aa He ¢€ IOKOCBAT KJeNaynTe, 3a00uKamgmara r'a 061acT Wil
OKOJIHMTE NOBBPXHOCTH ¢ BbPXa Ha KalkoMepa, 3a J1a ce H30erHe €ReHTYAHO 3aMbpCABaHe
Ha KalxoMepa ¥ pa3Teopa.

4.3 IIpornBonmokaszannsg

CBpbX4yBCTBHTETHOCT KbM @KTHBHOTO BEHISCTBO HJIH HAKOE OT IIOMOHIHHTE BENIECTBA,
H30poeHH B TouKa 6.1.

4.4  Crenmaanx nperynpexicHAs H NPeANAa3HE MEPKH NpH ynoTpeda
Camo 3a O4HO NPHIIOKCHHE.

Habmronasanu ca cepHo3HH, a B HIKOH CTy4aM M dataiiu (aHadHIaKTHIHH) pea
CBPBXUYBCTBHTEIHOCT, IOHAKOTA CIIE IBPBATA 034, IPH NAUMEHTH, MOLIOKE
CHCTEMHA TepalHs ¢ XMHONOHH. Hakon peakiiny ca OHIH NpHAPYKABAHHA OT
KapH/MOBaCcKyJIapeH Konane, 3aryba Ha ch3HaHUE, IIYM B YIIHTE, (apHHTE? f
OTOK, TUCIIHES, YPTUKapHa H chpbex. Jlewenuero ¢ Opnuke TpsOea aa ce nif
IBPBATA N105Ba Ha KOXKeH 0OpHB WM JPYyrH PH3HALM HA Peakius Ha CBp'bX B




Manko oT Te3u nauueHTH ca GHIH ¢ aHaMHE3a 3a CBPBXYYRCTBHTEIHOCT {BX. TouKa 4.8).

¢ CepHO3HHTE OCTPH PEaKIHA HA CBPBXYYBCTBHTENHOCT KBM IHIPOdIOKCAlHH MOXeE 13
H3UCKAT He3a0aBHO CEIHO jiedeHue. Korato e KIHHHYHO 10Ka3aHo, TpA0Ba J1a ce
IIPHJIOXKH KHCIOPO H Ja ¢e NOANbLpKAT CBOOOIHU THUXATETHATE MHTHINA.

¢ [lpu nanueHTH H3TOXEHH HAa TUPEKTHA CTHHYERA CBETIIMHA, IO BPEME HA CHCTEMHO
J€YEHHE ¢ HAKOH JIEKapcTBa OT rpyliaTa Ha XHHONOHHTe € HabmoaBaHa yMepeHa a0
TEKKa QOTOTOKCHUHOCT, IPOSABEHA KAaTO TEXKa peaknus OT cIbHYeBO HirapsaHe. Tpabsa
J1a ce H30rBa MPOABIDKHTEIIHOTO H3JIATAHE Ha CITbHYEeBa cBeTNHHA. JledeHueTo TpaOBa
Jla ce MPEyCTAHOBH IPH [T04Ba Ha (JOTOTOKCHYHOCT.

e KakTo npH BCHYKH aHTHOAKTEPHAIHH JIEK2PCTBEHH IPOAYKTH, MPOIBIDKUTEIHATA
yIIoTpeda Moske Jja JoBeie B0 CBEPXPACcTEeX Ha HEIYBCTBUTETHY OaKTEPHATHH LIIAMOBE
HIH rEOHYKH. B cnydail Ha pasBuTHE Ha Cynep-HH(EKIHA C€ NPENOPHYBA IPHIIaraHeTo
Ha MOAXOAALIA Tepalds.

* B cnencrere Ha cucTeMHO NpHIOXKeHHE HAa QIIyOPOXHHOIOHH, BKIFOYHTEIHO H
IHUIPodIOKCAlIHH, TIPH MAHEHTH B CTAPYECKa BH3PAcT H TAKHBA JICKYBAaHH
€IHOBPEMEHHOC H ¢ KOPTHKOCTEPOHIH, MOTAT Jia € MOSBAT BH3NAJICHHS H CKECBAHUS Ha
CyXoxHIHgTa. JledeHnero ¢ Opruke Kanky 3a oud TpAOBa 1A ¢ NPeyCTaHOBH MIPH
IIBPBHTE NPH3HAIM 34 BB3IIAICHHE Ha CYXOKHIINATA (BX. Touka 4.8).

[Ipn nauHeRTH ¢ A3Ba Ha POrOBHLIATA M YECTO IpHNOKeHke Ha OPIHKC KKK 3a 09H, ca
HabmonaBaHy GeM NOKATHH NPEUHIHTATH (OCTaThK OT JIEKAPCTBEHHSA MPOAYKT), KOHTO
H34e3BAaT Cle/ IPpeyCTaHOBARAHE Ha ymoTpedaTa Ha Opnukc. [IpeunmuTaTuTe He H3KITIOUBAT
NpOABIKHTENHATa ynoTpeda Ha OpPIIHKC H HE 0Ka3BaT HEGNAropUATHO Bh3ICHCTRHE BEPXY
BB3CTaHOBHTEJIHHA MPOIIEC.

Ipu ynotpebara Ha OpnMKC Kallky 3a 04H TpAOBA Ja c€ B3EME MIPEABHI PHCKA OT
puHO(dapHHTeaTHO IIPeMHAHABAHE, KOETO MOXKE Ja A0BEE A0 [IOSBATa H PaslPOCTPAHEHHETO
Ha OaKTepHanHa Pe3uCTEHTHOCT.

OprHKc KallKH 3a 04K, pa3TBOP ChIbPXKA KATO KOHCEPBAHT OCH3ATKOHHER XJIOPHI, KOHTO
MOJXKe J1a IPAYHHY JAPA3HEHE U 3a KOHTO € H3BECTHO, 4e MOXe Ja IIpeJH3BHKA IPOMIHA B
L[BETA HA MEKHTE KOHTAKTHH JICIIIH.

HoceReTo Ha KOHTaKTHH JIEINH He Ce NPEIophYBa 10 BpeMe Ha JieUeHHe Ha OYHa HH(EKIHA.
CreoBatenHo, naleATATE TPAOBA 13 ObAAT IIOCHBETBAHH 1 HE HOCAT KOHTAKTHH JIEIH 110
BpeMe Ha JIcUeHHeTo ¢ OpIHKC KankH 3a O4H.

OpIHKC Kalky 3a 09H ChAbPXa OeH3aIKOHUEB XI0PH, KOHTO MOXe Ja MpeIH3BHKa
Apa3HeHe Ha OYHTE H € H3BECTHO, Ye 00e3MBeTABa MEKHTE KOHTAKTHY Jiern. [la ce u3barsa
KOHTaKT ¢ MEKH KOHTAKTHH JelH. B cinyvaii, ye Ha mallHeHTHTE € MO3BOJICHO J1a HOCST
KOHTaKTHH JIeHd, T¢ Tpa0Ba fa ObAaT HHCTPYKTHPAHH @ OTCTPAHABAT KOHTAKTHHTE JICIIH
NpeH NPHIOKEHHETO Ha OPIIUKC KANKH 33 OYH H Ja M34aKar 15 MUHYTH cliel MpHIaraHeTo
Ha JIEKapCTBEHHS MIPOJYKT, IPEAH Ja TH [IOCTABAT OOPATIO.

Ienuarpuvda monyianms
KNHHMYHASAT ONAT Npy Hena mo-MaIK| OT ¢Ha oJJHHa, 0c00eHo [IPH HOB
OrpaHHYeH.

H3nonssaHero na OpOHKe KallKK 33 O4YM ITPH HOBOPOICHH ¢ HEOHATAJIEH
(ophthalmia neonatorum) 0T TOHOKOKOB HIIH X/AMH/IHEH IPOK3XOJI, HE CE



KaTo He € IpaBeHa OLICHKa MPH TakuBa nanueHTH, HoBopoieHH ¢ HeoHATalIeH KOHKOHKTHBHT
(ophthalmia neonatorum), TpaOBa Aa MOJIy4aT IOAXOIAIIO JTEYEHHE 38 CHCTOSHHUETO CH.

4.5  B3anMojeHcTBHe ¢ APYIH JI€KAPCTBEHH MPOXYKTH H APYTR (popMH Ha
B3aHMociicTBHE

He ca npoBexnany Npoy4paHii 32 B3aHMOJICHCTBHATA.

CHCTEeMHOTO NPHIOKEHHE Ha HAKOH XHHOJIOHH MOJKe /1a IPEN3BHKA YBEIHYCHHE Ha
IJ1a3MeHaTa KOHIEHTPpanHs Ha Teo)HIHMHE, Ja HOBIHAe MeTaboIH3Ma Ha KogeuHa, a
YBEJIHYH €(eKTa Ha IepOpaTHUTEe aHTHKOATYJIaHTH - BapdapiH H HETOBUTE IPOH3BOIHH, H
CBIllO TKa CE CBBP3Ba C BPEMEHHO [TOBUIICHUE HA CEPYMHHS KPEATHHHH, IIPH NAI[HEHTH C
LHKJIOCIOPHHE KaTO ChO'BTCTRANIA TepaIIks.

Hopa,uH TNOKAa3aHHTE HHCKH CHCTCMHH KOHICHTPAILIHHY Ha LlHHpOClJJIOKC&J.IPIH B CIICACTBHC Ha
JIOKATTHO OYHO MPHITOXKCHAC € MAJIKO BEPOATHO N4 HACTBIIAT JCKAPCTBEHU B3aUMOJICHCTBHA.

{leznaTpruna nonynaima
[IpoyuyBanus 3a B3aHMOJCHCTBHATA ca POBENIAHH CaMO [IPH BB3PACTHH.

I1pu n3nom3BaHe Ha MOBEYE OT €HH OGTAIMOJIOTHYEH JIEKAPCTBEH TPOIYKT 32 TOKAIHO
HPHIOKEHHE € He0OX01HUM HHTEpBal OT IIOHE 5 MUHYTH 10 Mex Ay uM. Mas3ra 3a oun Tpadsa
Jia ce IpHiara IIOCe/IHa.

4.6  PeprHaHETeT, peMeHHOCT H KbpMeHe

PepTUINTET
He ca mpoBexnaHu npoyuBasHus 3a OlleHKA Ha eeKTa HA JIOKATHO TIPHIOKEH

HHNPoQIOKCANAH BBPXY HEpPTHAHTETA.

bpemeHHocT
JlunceaT uam ¥Ma orpaHHYeHH JaHHH 3a ynorpebara Ha OpnuKC pH OPEeMEHHH XEHH.

IIpoy4BaHusATa IpH KXHBOTHH ¢ HMNPOGUIOKCAI[MH HE NOKA3BaT AUPEKTHH BpeaHu eeKTH 110
OTHOIICHHE Ha TOKCHYHOCTTa Ha pelPOJYKTHBHATA cHCTeMa (BHXKTe Touka 5.3). CHcTeMHaTa
€KCIIO3MIMA Ha IHNIpodIoKCcalMH clie/l IoKalHa yrorpeba ce oyaksa fa Obae HEcKka. Kato
IpCANAa3Ha MAPKa € PENOPBhYHTENHC Ja ce H30ArBa ynorpe6ara Ha OpIHKC 10 BPEME HA
OPEMEHHOCT, OCBEH aKO OYaKBaHAaTa TepalleBTHYHA 110J13a He HAAMHHABA MTOTCHIHATHIS PHCK
3a IIoJA.

KbpMene
IpunoxeHHAT NIEpopaTHO HUNPOGIIOKCALHH ¢ eKCKpeTHpa B KbpMara. He ¢ H3BeCTHO

IUIIpodIOKCAIlHH JIa ¢€ OTAENS B KBPMATa B CIEICTBHE Ha JOKATHO IPHIIONKCHHE B OKOTO.
PHCKET 3a kppMadeTo He MOXKe Ja OBAe HIKIIOUEH.
Opnnkc TpabBa fa ce NpHiIara BHUMATENHO [IPH KLPMAUKH (BXK. Touka 5.3).

4.7  EdextH BLpXy cniocofHocTTa 32 modHpane H patoTa ¢ MAIHAN

BpeMeHHO 3aMBbIIIABaHE HIIH APYTH CMYINEHHS B 3PEHHETO MOTaT 114 OB
3a modupane Wik padoTa ¢ MAIMHHHA, AKO [IPH IOCTABIHETO Ha JIEKAPCTBEH
3PEHHETO CE 3aMBIJIH, NALMEHTHT TPAOBA A4 H3UaKa, JOKATO 3PEHHETO Ce
mogupa 1K Aa paboTH ¢ MALIKMHA.



4.8 Hexenann JexapcTBeHH peaKIHH

CrnenHuTe HeXeNaHH PEAKIuH ca ¢hOOIIABaHH 10 BpeMe HA KITHHUYHYE H3NHTBaHUA ¢ OpIHKC
KallK{ 33 OYH M c€ KIacHGHUIHpaT B 3aBUCHMOCT OT CIE¢IHATa KOHBEHIMA: MHOTO YECTH
(>1/10), wectu (>1/100 mo <1/10), weuectu (>1/1 000 go <1/100), peaxu (>1/10 000 xo <1/1
000), nsm muoro peaku (<1/10 000).

[Tpu BCAKO rpymupaHe B 3aBHCHCMOCT OT 4eCTOTaTa, HEXKEITAHUTE JIEKAPCTBEHH PEAKLIHH C€
H30pOABAT B HU3XOIAI Pe/| IO OTHOIICHHE HA TAXHATA CEPUO3HOCT.

TabamuHo pe3roMe HA HEXETAHHTE PEAKIIHH

Cnenxure HexenaHl peakuuy 0s1xa IOKIAIBAHH KATO CBBP3aHH IIPH NPHUICKEHHETO Ha
OpnHKc.

CHcTeMo-0praHHH KJIACORE Ilpeanountan Tepmun oT MedDRA
Hapymenns Ha AMyHHaTa cHcTeMa|Pedku CBPbXYyBCTBHTEIHOCT.

Hapymenns Ha HepBHATA cHcTeMa |Hevecmi: TIaBoGOTIHE.
Pedxu: BACHE HA CBAT.

Hapymenns Ha ousTe Hecmu: oTNaraHus [0 pOrOBHUATA, OYEH
THCKOMGOPT, OYHA XHIIEPEMHUAL.

[Heyecmu: xeparonaThsa, TOUKOBHICH KEPaTHT,
[POrOBHYHH HHGUITpaTH, GpoTodhobHs, HaMaleHa
3PHTEIHA OCTPOTA, OTOK Ha KJenava, 3aMbIiIeHO
BIDKJIGHE, OOJIKA B OKOTO, CYX0Ta B OKOTO, IOAYBaHE
Ha OKOTO, O4YeH NPYPHTYC, YBEINYECHO
CHI3COTACIAHE, OTACASHE HAa OUEH CEKPET, KPYCTH
no kienauyyus pro, ekconmuanud Ha KIenavya, OToK
HA KOHIOHKTHBATA, epUTeM Ha Kieadva.

\Pedxu: 04HA TOKCHYHOCT, KEPATHT, KOHIOHKTUBHT,
edeKT Ha pOrOBHYHHS €UTEN, JUTLIONNUS,
XHIIOECTE3HA Ha OKOTO, aCTEHOIHS, XOPAEOIYM,
Apa3HeHe B OKOTO, Bb3MAIEHHE HA OKOTO.

Hapymenns Ha yxoTo H Pedku: DOTIKa B yXOTO.

siabHupHENTA

PecntMpaTOpHM, IPBAHH H Pedxu: apaHa3aHa XHIICPCEKPEIHS HA CHHYCHTE,
MeIHACTHHAIHH HAPYIICHHS [PHHHT.

CroMamno-upeBHM HapymeHnas  |Yecmu: mucTey3us.
\Heuecmu: rajieHe.
Peoxu: nrapus, abnoMuHanHa 0oxa.

Hapymenus Ha KoXxaTa M \Pedxu: nepMaTHr.
MOJKO0KHATA THKAH

JIOTIBIHUTENHY HEXENaHH PEaKIIHA YCTaHOBEHHU ¢lie]l I0CT-MapKeTHHRIOBO MPO
BKIIOUBAT cIeaHO0TO. YecToTuTe He Morar jAa H5aT ONEHEHH OT HATHYHHTE [
CreTeMo-opraseH Kiac
Hapymenns Ha MycKkyio-
CKeJeTHATA CHCTEMA M
CheJHHHTEJIHATA ThKAH




Onucanne Ha H3OpaHA HeKeJIaH! PeaAKIHHA

[Ipu soKamHo NpHIOKEHH (IIYOPOXHHOOHH (06I[0) MHOTO PAIKO CE CPELIaT OOpHB,
TOKCHYHA eMHIEPMOIIH3a, eKchONNaTHBEH JEPMATHT, CHHIPOM Ha Stevens-Johnson u
YPTHKapH4.

an JOKAITHO MPHIIOXKCHHC B OKOTO I];HIIpO(lJJIOKC&I],PIH, B H30JHPAaHH CIIydaH, ca
HaﬁJIIOI[aBaHH 3aMBITICHO 3PCHHE, HAMAICHA 3PUTEIHA OCTPOTA H OCTATHK OT JIEKAPCTBOTO.

CepHo3HHA H MOHAKOra (haTallHH PeAKIMH Ha CBPBXYYBCTBUTENHOCT (aHa(pHIAKTUYIHH), HAKOH
Ol ¢l TbPRaTa /1033, Ca JOKIANBAHH IIPH NAHEHTH, IOJI0KEHH HA CHCTEMHO JICYEHHE ¢
XMHONOHH, HAKOHW OT Te3H peaKlliu ca MPHAPYKESHH 0T KapAWOBacKylapeH Koarc, 3aryba Ha
Cb3HaHHe, U3TPEIBaHe, PpapuHTeaneH WK dalaleH OTOK, AUCTIHES, YPTHKApHs B ChpOeKk.

CKbcBaHHUsA Ha CYXOXHIHA HA paMOTO, PhKaTa, AXHIECOBOTO HIIH IPYTH, KOHTO H3HCKBAT
XMPYPrHYHO BB3CTAHOBABAHE HJIM BOJAT A0 NPOABIKHTENIHA HHBAIHAH3AUHMS, Ca J0K/IaIBaHH
IIPH MALMEHTH, TI0TyJaBallii CHCTEMHO diyopoXxuHonoHy. IIpoyusaHuATa B IIOCT-
MapKEeTHHTOBHS ONHT ChC CHCTEMHO IIPHIIarani GiyopoXHHOIOHH NIOKa3BaT, 4€ PHCKBT OT
NOAOOHY CKBCBAHMSA MOXKE J1a HapacHe [IPH NAlHEHTH, IPHeMalni i KOPTHKOCTEPOHIH,
0c06eHO NpH MAlHEHTH B CTAPYECKa BH3PAcT, H IPH MalUeHTH, [10/JI0EHH Ha CTPECOBH
HATOBAPBaHMA HA CYXOXKHJIMATA, BKIIIOYHTENHO U AXHIIECOBOTO cyXoxwme. KITHHHYHATE U
MOCT-MAPKETHHTOBHTE JAaHHH 0 MOMEHTA HE MOKa3BaT ACHA BPE3Ka MCXKIY JIOKAJHHUTE
MYCKYTOCKEIETHH HEXKENaHH PeaKkiMi U HeKelIaHHTE PEaKliHH, CBBP3aHH ChC
CBHIUHUTEIHATA THKaH,

IIpy manveHTH ¢ $3Ba Ha pOrOBHILIATA H JIPYTH Cy4YaH, HANATAIA YECTO IPHJIOKEHHE Ha
Opnuke, ca HabirogaBaHK el JIOKATHH NPEIUIIATATH, KOHTO H3YE3BAT Cle/
IpeycTaHOBABaHE Ha ynoTpedara Ha Opnukc. IIpelHnRTaTuTe HE M3KITIOYBAT
NpoALDKUTENHATa ynorpeba Ha OpIHKC, | He 0Ka3BaT HeOJNaronpUsTHO BE3/IEHCTBHE BBpPXY
KIMHHYHHA X0/ HA Bb3CTaHOBHTEITHUA [IPOIIEC.

Ileguarpyuna nonynanus
IMpur xmuHUYHO NpoyusaHe, BKouBaio 230 nena ot 0 fo 12 roariIHa BE3pacT, ca

yCTaHOBCHH OezomacHocTTa U edexTuBHOCTTa Ha OpNHKC Kanky 3a oun. He ca noxnanpanu
CEpHO3HH HEXE/IaHH ICKapCTBEHH PEaKiy MpH Te3H NallHeHTH.

CrnoblaBaHe Ha N0103WPAHY HEKEIAHH DEAKIUH

CrpobniaBaHeTo Ha IONO3MPaHH HEXEIAHH PEaKIHH Cllell pa3peniasase 3a ynorpeda Ha
JIEKapCTBERHA MPOXYKT € BaxkHO. TOBa HO3BOJIABA A NIPOIHDKH HAOMOAeHHETO Ha
CBOTHOLICHMETO IOM3a/PHCK 32 JIEKAPCTBEHHS MPOAYKT. OT METHIIHHCKUTE CIICIHAIMCTH ce
H3HCKBA Ja choDIMaBaT BCAKA MOAO3ZHPAHA HEXKeEIaHa peakuud dpe3: U3nblIHUTENHA areHuus
o jgexkapctBata yil. ,Jamsas I'pyes” Ne 8, 1303 Codusa, ten.: +359 2 8803417, yebeaiit:

www.bda.bg/

4.9 Ilpexozupane

ITopanu xapakTEpHCTHKHTE Ha TOBA JIEKApCTRO, HE C& OYAKBAT HUKAKBH CEPHO,
edeKTH, IpH Dpeo3upaHe clel 04YHa yrnoTpeda WK B CiIy4Hail Ha CirydadHO
CBABPKAHMETO HA eAHA OYVTIIKA.

lpu noxanuo npegosupase ¢ Opukc, OKOTO (OUHTE) MOTAT [ Ce MPOMUAT TIlee e ' A



JleueHHueTo Ha BcAKa CKCIMO3HIHA € CHMIITOMATHYHO H IIOIIBPKAIIO.

5 ®APMAKOJIOTHYHHU CBOMCTBA
5.1 ®apmakoaHAAMHYHH CBOIICTBA

(dapMakoTepanesTHYHA IPyna: OPTaIMOIIOTHIHH CPEACTBA; AHTHHH(QEKI[HO3HH,
dbnyopoxunononu. ATC xox: SO1AEQ3.

MexaHu3bM Ha AeHCTBHE
Opnukc cbABPKA MPEACTABKTES Hd XHHOJIOHHTE - IIHIPOGIOKCAIIHH.

CupanHara ¥ HHXHOMTOPHATA aKTHBHOCT cpely OaKTepUHTe € Pe3y/ITaT oT
B3auMojelicTBHeTo ¢ JJHK-THpasa, eH3HM 0T KOHTO ce HykJadaT OaKTepHUTE 34 CHHTE3a Ha
JAHK. Taka eutansara uHpOpMaLHd 0T DaXTepHATHHTE XPOMO30MH HE MOXKe Ja Oble
TpaHCKpHOHpaHa, KOeTO [IPHIHHIBA IPeKbCBale Ha OaKTepHAIHHA METabonH3BM. [n vitro
IHOPOGIIOKCAMH HMA aKTHBHOCT CPELLy IIHPOK cHeKThp ['paM-1nonioxuTenHy B [ pam-
OTpHLATENHH DaKTEepHH.

MexaHH3bM Ha PEIHCTCHTHOCT

PesncrentHoCTTa KBM (UIYOPOXMHONOHH, 0COOEHO KbM NHIIPOIIOKCAIIHH, H3HCKBA
3HAYMTENHE T'€HETHYHH IIPOMEHH B €IHH HITH [IOBEYE OT [ICTTE OCHOBHH OaKTEpPHAIHH
MexaHu3Ma: a) eH3uMH 3a JIHK-cuHTe3a, 6) 3alUTHH IIPOTEHHH, B) KIE€THUHA
IIPOIYCKIIMBOCT, I) e(paIyKe Ha TeKapCcTBOTO HIH €) IIa3MHI-MeIHHPaH aMHHOTTIMKO3H 6°-
N-aneruntpancdepasza, AAC(6’)-1b.

@IyopOXHHOIOHHTE, BKIIOYHTETHO HATIPOGJIOKCALIMH, ce pa3THyaBaT B XHMHYHATA
CTPYKTYpa H Ha9MHA Ha JIEHCTRHE OT AMHHOTIHKO3HIHTE, OeTa-IaKTAMHHTE aHTHOHOTHIIH,
MaKpoOJNHANTE, TETPALHKIHHUTE, CYI(OHAMHIHTE, TPHMETOIIPHM H XJIopaM(EHHKOIL. 3aToBa,
OpPTaHM3MHUTE PC3UCTEHTHH KBM TE3H JICKaPCTRA MOJKE J1a ¢a YYBCTBHTEIHH KBM
nHIpodIOKCaIHH.

['paHN9HH CTOHHOCTH

HsMma opHIHATHE OYHH TPaHHYHHA CTOHHOCTH 3a ITHIIPOdNIOKCALHH H BHIPEKH, 4e
CHCTEMHHTE IPAHHYHH CTOHHOCTH CE& H3MO/3BAT, TAXHATa MPHIOKHMOCT KEM OUHATa TEpanus
€ CBMHHUTENHA.

Cnopen EUCAST xminnunnte MIC rpaHuysE CTORHOCTH, H3MOI3BAHE 33 OMHO NPHIIOKEHHE
ca KakTo cJieJBa.

Staphylococcus species S <1 mg/1,R>1 mg/l
Streptococcus pneumoniae S <0,125 mg/l, R >2 mg/l
Haemophilus influenzae S <0,5 mg/l, R 20,5 mg/1
Moraxella catarrhalis S <0,5 mg/l, R >0,5 mg/]
Pseudomonas aeruginosa S <0,5 mg/l, R >1 mg/1

Crnopen EUCAST xnunuvnute MIC rpaHigH# cTORHOCTH, H3IONI3BAHH 3
€a K4aKTO ClleBa:



Staphylococcus species S <1 mg/1, R >1 mg/l
Pseudomonas aeruginosa § <0,5 mg/l, R =1 mg/1

YyBCTBHTENHOCT KbM HHIPogIoKcaAIIHH

IIpeobnanasaneTo Ha MpHIOOHTaTa PE3UCTEHTHOCT Ha H3OpaHHTE IIaMOBE MOKE 14 BApHpa
recorpadckH B OT BPEMETO, H OT JKeJlaHaTa JIOKaTHA HHPOPMAaLHs 33 PE3HCTEHTHOCT, 0co6eHo
KOTaTo ce oTHacd /10 TeXKH HHpeknuu. Moxe Ja ce NOTHPCH EKCIIEPTHO MHEHHE, KOTaTo
JIOKA/IHO Ipeobliajapaimara pe3HCTEHTHOCT € Takapa, e I10/13aTa OT UMPOQIOKCAIBH IIPH
HAKOH BUIOBE HHQEKIHY € CBMHHTENHA.

HpencraBeHns[T [Mo-J0JIy CIHCEK € GaKTCpHEUIHH IIAMOBE € IIPHJICKHM 34 BRHIITHH HH(I)EKIIHH
Ha OKOTO.

OO6HKHOBEHO YYBCTBHTEIHH IIAMOBE

Aepoban I'paM-Io10KHTEIHE MEKPOOPraHU3MH
Corynebacterium accolens

Corynebacterium auris

Corynebacterium propinguum

Corynebacterium pseudodiphtheriticum

Corynebacterium striatum

Staphylococcus aureus (4yBcTBATENHH KbM methicillin - MSSA)
Staphylococcus capitis

Staphylococcus epidermidis (ayscrBrTenHH KbM methicillin - MSSE)
Staphylococcus hominis

Staphylococcus saprophyticus

Staphylococcus wameri

Streptococcus pneumoniae

Streptococcus viridans Group

Aepobnu I'pam-oTpHIATETHA MAKPOOPTAHH3IMH
Acinetobacter species

Haemophilus influenzae

Moraxella catarrhalis

Pseudomonas aeruginosa

Serratia marcescens

IHawmoBe, 38 KOHTO NIPUAOOUTATA PE3UCTEHTHOCT MOXe Aa ¢ mpodiem
Aepo6nu I'paM-110/103KHTEIHH MHKPOOPTaHH3MH:

Staphylococcus aureus (pesuctenTHH KBM methicillin - MRSA)
Staphylococcus epidermidis (pesucrentrr kpMm methicillin - MRSE)
Staphylococcus lugdunensis

Aepobun I'pamM-oTpUnATETHH MEUKPOOPTraHH3MH;
Hama

ApPyru MHKpoOpranazmu:
Hama
OpranusmMu ¢ HacneACTBEHA PE3UCTEHTHOCT




Aepo6an I'pamM-non0KHTETHH MEKPOOPTAHA3IMH
Corynebacterium jeikium

Aepo0nH I'paM-oTpHUATEIHH MEKPOOPraHHIMM:
Hama

JApyru MHKpOOpraHH3MH:
Hsma

5.2 ®@apMaKOKHHECTHYHH CBOHCTBA

Abcopbuns
[Tunpodnokcanun HMa OTIHYHO IPOHHKBAHE CJIE] JOKANHO IPHJIOKEHHE B OKOTO MPH X0pa.

KonuenTtpanuara Ha nunpodJiokcanys, IOCTHKAMA B CTb3HUA GHIIM, POTOBHIIATA H
MpeJHaTa KaMepa € JeceT N0 HAKOIKO CTOTHLH IIbTH Mo-BHcoKa oT MICyo 3a dyBcTBHTEIHHTE
OYHY [IATOTEHH.

Cucremuara abeopduua Ha IUITpodIIoKcalliH e/l TOKAHO IPHIIOKEHHE B OKOTO € HHCKA.
[Mna3sMeHuTe HHBa Ha THUNpodIOKCAIHH cliel] 7 AHEBHO JIOKAJIHO NPHIIOKEHHE OKa3BaT
BapHpaHe oT HesHauuTemHd (<1,25 ng/ml) no 4,7 ng/ml. CpeHHUAT MUK Ha IL1a3MEHOTO HHBO
Ha MUIPOGIOKCALKH, HOIYYEH CIEH JIOKATHO 0YHO NPHIIOKEHHE, € NpHOmu3nTenHo 450 nbTH
[I0-HHUCHK OT TO3H, Ha0MojaBaH cliell eUHIYHA IepopaiHa Ko3a oT 250 mg
DHIPOdIOKCALIHH.

Hsama HanuuHu dhapMakoKHHEeTHYHH JaHHH BBB BPB3Ka ¢ O4YHaTa yrnorpeba IpH Jeua.

Pasnpenenenue

CHcreMHEHTE (hapMaKOKHHETUUHH CBOMCTBA HAa HENPOQIIOKCAINH ca no0pe H3YIeHH.
[lunpodnokcalliH ce pasnpenens MIHPOKO B THKAHATE HA TSUIOTO, NPH THKAHHH HHBA
0OHKHOBEHO NO-BACOKH OT IUIasMeHHTe. 3abene)kuMHAT 00eM Ha JHCTpUOYHHS B YCTOHYHBO
coeroanne € 1,7-2,7 1/kg. CeepiannaT cepyMeH nporens e 16-43%. BpeMeTo Ha NOMYKHBOT
Ha rMnpodaoKcalyd B cepyMa e 3-5 gaca.

EnuMunHpane
Cnen nepopaliHo NpUNIOXKEHHE HA eTHHAYHA 1034, Bapupatna oT 250 xo 750 mg npu

BB3pacTHH ¢ HopMaiHa 6b0peuna pynkuus, 15-50% ot no3aTa ce H3XBBPIA ¢ ypHHATaA A0 24
4aca KaTo HENPOMEHEeHO JieKapeTBo M 10-15% karo merabonutu. [{unpodnokcaris 1
HETOBHTE YETHPH OCHOBHH METaDOIHMTH ¢¢ U3XBBPIAT € YPHHATA H H3PAXKHEHHATA.
brbpeunnar wmpeHC Ha nunpoduokcatud e obukuoBeHo 300-479 mi/min. [Tpubnnsurenno
20-40% ot mo3aTa ce U3XBBPIA ¢ HINPAKHEHAATA KATO HEIIPOMEHEHO JICKaPCTBO U

. MeTabOJIUTH A0 5 AHH.

53 IIpeaxHAHYHH JaHHH 3a De30mMacHOCT

JloxaTo cTaBHTE Ha MIIaJHTE JKHBOTHH IIPH HAKOH BHIOBE Ca YYBCTBHTEIHH
JereHepaTHBHHUTE e(heKTH Ha (IIYOPOXHHOHHTE (OCHOBHO KYUETO), MIIAIHT
CBHHYETA TPETHPAHH B CPEIHOTO YXO ¢ LUNPodUIOKCALHHE B MPOIBIDKEHH
IOKa3BaT CBBP3aHH C JICKAPCTBEHHS NPOAYKT CTPYKTYPHH HIH (PYHKIHO
KOXJI€aPHH BIIRCHHKH (cochlear hair cells) u nopaxkeHusd B KOCTHIIHTE.
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VYeranoseHo e, ye nunpoduokcauuy, B go3u 30 1 100 mg/kg, nepopanHo, He MpUYHHABA
TEpPAaTOTeHHH epeKTH IPU 3aKIH, HE3ABHCHMO OT TeXKKaTa TOKCHUHOCT OT MaifurHa CTpaHa.
He ca HabmonaBaHi TOKCHYHOCT OT MaiuKHA CTpaHa H eMOPHOTOKCHIHOCT HIIH
TEPATOreHHOCT CJIE]| HHTpaBeHo3Hu n03u 1o 20 mg/kg.

6. GAPMAIIEBTHYHH TAHHH
6.1 CoHcbK HAa IOMOIMHHTE BellleCTBA

Hatpues auerar tpuxuapar (E262)
beH3aNKOHHER XTIOPHT

Junnarpues egerat

MangrTon (E421)

Jlenena onerna xucenuna (E260)
Boja 3a HHKeKIHH

6.2 HecbBMeCTHMOCTH
Henpuioxumo.
6.3 Cpoxk Ha rogHoct

3 roauun
YeTHpH ceAMATHM ClIeA MBPBOTO OTBApPAHE.

6.4 Cnennajnu ycl1oBHS Ha ChXpaHEHHE

Ja ce cexpaHsBa Ha MICTO, HEIOCTRITHO 3a JIENA.
Ha ce cpxpangBa npu Temneparypa nox 25°C.
Jla ue ce 3aMpas4sa.

ChxpaHsBaiiTe B [LTBTHO 3aTBOPEHA OMIAKOBKA.

6.5  Buau chALpIKAHME HA ONIAKOBKATA

Bana nenpospauna LDPE Gytunka ot 5 mi ¢ 651 LDPE kankomep, nokpura ¢ 6a1a HDPE
Kalla4yka ¢ BHHT U 3alIUTCH NPBCTEH.
byTtuikara € mocraBeHa B KapTOHEHa KYTHA.

6.6 CnenmanHn NpeAna3HH MePKH NPH H3XBLPJAAHe H padora

HeunznonspaHuar JICKAPCTBCH IIPOAVKT HIIH OTNIAABIHHUTC MAaTEPHAIR OT HETO TpS[GBa Ja ce
H3XBEPJIAT B CBOTBETCTBHE ¢ MCCTHHTC H3HCKBAaHHA.

7. IMPUTEXATEJI HA PAPEIIEHHETO 3A YIIOTPEBA

Bopna Menucune Espona EOOJ
byn. Cumeonorcko moce 130, et. 3
1700 Codusa

Buirapus
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8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20210324

9. JATA HA ITBbPBO PA3ZPEIIABAHETIOJHOBABAHE HA
PA3ZPEHIEHHUETO 3A YIIOTPEBA

Harta Ha 0BpBO paspelnaBane: 15 Hoemspu 2021,

,[Ia"ra Ha IOCICOHO NOAHOBIABAHE!

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

01/2023
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