ITPAIOAKEHNE 1

KPATKA XAPAKTEPUCTHKA HA MPOAYKTA



| SMLAHWTENHA ATEHUNS MO IEKAPCTBATA

Kpamxa Xapaxmegucmuika Ha npogyxma - Mpuscxenue |

TOBPEKC 3 mg/ml xanku 3a oun, pasreop Kbm Paz. Ne .. ‘9 é ﬁ ﬁ 90 #

TOBREX 3 mg/ml eye drops, solution A 6‘ / ;L, ){7 ,L, /5 (7/ 3 ¥

Paapeiugrug Ne ...
,, 0 ﬁ. 01, 012
2 KAYECTBEH U KOJITHUECTBEH ChCTAB { Ogofiperue M weenememstesasrrernrosnasirf eararintseeureces o aiar s

1. HME HA JEKAPCTBEHHUA ITPOXYKT

Enyn ml ot pastopa cranpika 3 mg ToGpamunud (tobramycin).

IToMOIIHO BEIECTBO ¢ H3BECTHO NCHCTRHE
1 ml or pasTBOpa chABPKa 0,1 Mg GeH3AMKOHHER XIIOpHA,

3a DBAHUA COHCEK Ha TIOMOIIHHTE BEHIECTBA BIHKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA
Kanxu 3a oun, pasteop.

[Tpoapauen, Gezuperen Ao OXeNo *BIT WK 6ieno xadas pasreop.

4. KJIAHWUYHH JAHHH
4.1 TepanerTRuHH NOKAAHHA

Jleuenne Ha NOBBPXHOCTHH HH(GEKIH HA OKOTO M HETOBHTE NPHAATELA, NPHIHHEHH OT
YyBCTBHTEIHA KbM TOOpaMHLIMH 1aMoBe {BK. TOuKa 5.1), npy BE3pacTHH K el Hag | roauua.

42 [{o3HpOBKA B HAYHH HA DPHJICKEHHEEe

OIHPOBKA

Ynompeba npu sv3pacmuy, 6KIIOVUMERHO U RAYUEHMY 8 CIIAPYECKA 6b3PAacm
ITpu nexm no ymepenn urdexinH, obnyalinata 1o3a e | win 2 Kanky B KOHIOHKTHBATHHSA CaK HA
34CETHATOTO OKO(09H)} Ha BCEKHM HETHPH Jaca.

IIpu Texxu nHdpexwpm, obHyaiiHaTa Ko3a € 1 WK 2 KANKH B KOHIOHKTHBAITHHS CAK HA 38CETHATOTO
OKO({O4YH) HA BCEKH Jac, JOKATO CE ORNAMAECE BE3NAICHHETO; C/IeA TOBA YECTOTATA Ha IPHIATAHE C&
HAMAJIABA IPEAH Ja Ce IpeYCTAHOBH.

Kaxro u npu apyru armeGuoramy, Tpabea fa ce cieamn GaKTepHATHHMAT OTrOBOP KBM JISYEHHETO.
O6uyalinaTa NPOILDKHTENHOCT Ha NedeHueTo ¢ 7-10 aHu.

Chneyuanwu nonyaayuy

Yeprodpobno yepesicoane

BesonacHocTTa ¢ edukacroctta va TOBPEKC Karikd 3a 0MM NPH NALHEHTH ¢ YePHOIPOOHO yBpeKIaHe
HE Ca YCTAHOBEHH.

Bvopeuro yapexcoane
BezonacHocTTra M eduxacHoctTa Ha TOBPEKC xanku 3a oun nipH nialeHTH ¢ 616
ca YCTaHOBEHH,



Heouampuuna nonyaayus

TOBPEKC xamxu 3a 04, pa3rBop MOKe fa Ce H3MO/3Ba [IpH Jella Ha Bb3PacT Ha K Hag | rojuua, Kato
€e H3M0N3B2 CBHINATA JOSHPOBKA KATO MPH Be3pacTHi. MakciMannara 703a € 14 xanks Ha feH opH Jena
oT 1 10 <2 rosuyu M 46 Karkd Ha Z€H NPH Jela oT 2 10 <12 roauHu.

HMa orpaHMyeHH TaHHH 32 reMATPHYHY HALHEHTH Ha Bh3pacT noj 1 roAHHa.

besonacHocTTa H €HKACHOCTTA [IPH NEMATPHYHE IALMEHTH Ha BE3PACT TOA 2 MeceHa He ca
YCTaHOBEHH.

Cmapuecka ev3pacm
Kato uano we ca HaGmonasany KIMHINHE Pasiik# TIO OTHOINEHHE HA 6€30MacHOCTTa HITH

eq)mcacuocm MpPH NAIHEHTH B CTApP4YECKa BB3PACT H APYTH BBE3PacTHH NALIACHTH.

Haunn na npunokenue

Camo 3a 04HO NPHUITOKEHHE.

Crxpanssaiite SyTiiKaTa ILTETHO 3TBOPEHA, KOTATO He ce Haron3pa. ClieA KaTo Kanayxara Ha
OyTHnKaTa e cBaleHa, KO 3alMTHHUAT MPBCTEH € Xaabas, Tpabea Jia ce OTCTPaHH NpPelH Ja ce
H3HOM3Ba HPOAYKTA.

IpenropbuBa ce WIH HA30NAKPHMAIHA OKITY3HA, WIH BHEMATETHO 3aTBaPAHE Ha Kuenada(HuTe) ciie]
npuioxkeHne. Topa MOXe J1a HAMATH CHCTEMHATA abcopOIMA HA NEKAPCTECHY NPOAYKTH 33 OUHO
TPHJIOKEHHE M 1a A0BE/IE 10 HaMANABAHE HA CHCTEMHHTE HEXKeIaHH PeaKipH.

Ilpn u3nonzpase Ha MOBeye OT €AHH ODTANMOMOTHYEH NPOAYKT 34 JIOKATHO NPHIMKESHHE €
HeOOXOIHM HHTEPBAN OT 5 MHHYTH HOMeXTy MM. MasuTe 3a 0uH TpA6Ba [ia ce TOCTABAT MOCTIEHH.

3a ma ce m36€THE 3aMBpCsBaHe, BEPXBT Ha AILTHKATOPA-KANKOMEP He Tp16Ba na ce Zokocka 1o
HHKAaKBH NOBLPXHOCTH. CHINO Taka, BLPXET Ha alUIHKATOpa-KankoMep He TPAOBa /1 BK3a B KOHTAKT
C OKOTO, Thi KaTO TOBa MOXe /13 TIPHYHHH HapaHABaHE HA OKOTO.

4.3 TporEBOonOKA3anu”

CBp’BX‘lYBCTBHTCJ’lHOCT KBM AKTHEHOTO BelIeCTBO HWIH KbBM HAKOE OT NMOMOIIHBHUTS BCILIECTRA,
mbpoeHn B T. 6.1.

4.4 CoensajsH HpexynpeXaeHAS A NPeINA3HUH MEPKHE NpH yioTpeda

UyBCTBHTENHOCT KBM JIOKAMHO [IPHJIaraHd aMHHOTIMKO3KIH MOKE 13 C€ TIPOSBH NPH HAKOH MALMEHTH.
Crenenra Ha peakLMHTE Ha CBPBbXYYBCTBHTEIIHOCT MOKeE 12 BapHpa oT JOKATHH edeKTH 10 obima
peaxiums KaTo epureMa, Chplexk, ypTHKapHa, KoxeH 00puB, ana¢riakchs, aHAQHIAKTOHIHH peaKIiy
HTH GYIIO3HH PEaKiHH. AKO e MPOABH PEakHd Ha CBPBXUYBCTBHTETHOCT 1O BpeMe Ha ynorpebara Ha
TOBA JIEKApCTBO, JACUCHHETO TpAOBA A Ce IPeyCTAHOBH.

Moske n1a ce NOsBH KPBCTOCAHA CBPBXYYBCTBHTENHOCT KBM APYTH AMHHOIIHKO3HIH, 331082 Tpabba na
Ce HMAa NpPEIBHIL Bb3MOMHOCTTA NANHEHTHTE, TyBCTBHTE/IHA KbM JIOKATHO TIPHIOXKEHHA B OKOTO
TOOpaMHLHH, 1a OBAAT TYBCTBUTENHY U KbM APYTH JIOKAIHO H/HIH CHCTEMHO TIPHIATaHH
AMHHOI/THKO3H/N.

CepHosHH HeXXeTaHH PEaKIFH, BKIIFOYHTEITHO HEBPOTOKCHUHOCT, OTOTOKCHYHOCT H HE
C€ MpOABABAT NPH NALMEHTH, H3NON3BAH aMHHOITAKO3H/HA TEpartid 33 CHCTCMHO
ITpenoppuBa ce HOBHINEHO BHUMaHHE IIPH eJHOBpeMeHnara ynorpeba Ha TOBPEK:
CHCTEMHO NPHJIATAHH AMHHOTTHKO3H/IH.

Tpabea na ce 06ppHe BHUManKe npH NpemucBane Ha TOBPEKC kanku 3a o4 Ha
H3BECTHH HJTH NIOJJO3MPAHN HEBPOMYCKYJIHH Pa3cTPOCTBA KATO MHACTEHHA [PaBHC



Haprurcon. AMEHOTIHKOZH/IHTE MOTaT A 3aA6J1004aT MyCKY.THATA CIAG0CT NOpagy MOTSHIMATHHAT
HM eeKT BEPXY HEBPOMYCKYIHATA (DYHKLMAL

Kakro u npu apyrH anrabuorvim, npoaspxuTeHata yriorpeGa Ha TOBPEKC xanxw 3a o4n, Moxe 1a
JOBEJIe IO CBPHXPACTEK HA HEYYBCTBUTEIHH OPraHi3MH, BKMIOYHTENHO rebmuky. B cayuaif Ha
pasBHTHE Ha cynepuudexts, TpabBa fa ce 3aN0UHE MOAXOAALIO TEYCHHE.

HoceHero Ha KOHTAKTHH JICTOH He ce NPeNIOPhUBA 110 BpeMe Ha JIeYEHHETO Ha OUHA HHQpEeKIus.

bensanxoHues x0pupa
TOBPEKC kank# 3a 04H ChAbpKa OSH3aIKOHHEB XJIOPHI, KOWTO MOXKe Jia IPHIHHH Apa3sHeHe Ha OuMTe

H € M3BECTHO, e 00e31IBeTABA MEKUTe KOHTAKTHY Newy. TpsaGra na ce u3barea KOHTAKT C MEKH
KOHTAKTHH nemH. B cnydaii, 4e Ha nampeHTHTe e NO3BOJICHO Ja HOCAT KOHTAKTHH JIEINH, Te TpabBa Ja
Ob1aT HHCTPYKTHAPAHH Jla OTCTPAHABAT KOHTAKTHHTE JIELIH NpeaH npriokennero Ha TOBPEKC
KaIKH 33 OMH M 4 H34aKaT Hal-Manko 15 MHHYTH cnej MpHNaraHeTo Ha JeKapCTBeHUS TMPOYKT,
IIpeH J1a M OCTaBAT oOpaTHO.

4.5 BsaamopeiicTBHe ¢ APYTH ieKapcTBEHN NPOAYKTH H APYTH GOPMH Ha B3aBMojciicTERE

He ca onxcanu kIHHHYHO 3HAYMMH B3adMONEHCTBHA IPH TOKATHO OYHO MPHAOKEHHUE.

He ca npoeexxzady Npoy4saHMs 33 B3aUMOEHCTRBHS,

B3aumoneiicTHA ca AOKITAIBAHM Cle CHCTEMHO MPUIoKeHHe Ha ToOpaMuIH. CHcTeMHaTa abcopOLHa
Ha TOOpaMUItHH CJIEH JTOKAIHO OUHO [IPUIOKEHHE € TOIKOBA HHCKA, Y€ PHCKET OT HAKAKBO
B3aHMOZCHCTBHE € MUHHMAICH.

4.6 ®@eprTRAHTET, (PeMEHHOCT H KbPMeHE

Bpemennoct

Hsma afiekBaTHH B I0Ope KOHTPONKPAHN NPOYYBaHNS [IpH peMEHHH XKEHH, 32 1a Ce Naje
HH(QOPMALMA 33 PE3MOKHHTE PHCKOBE, CBBP3aHH C M3MOI3BAHETO HA MPOAYKTa (BXK. Touka 5.3).
TOBPEKC kanky 3a ouM tpafea a ce H300/I3BAT (10 BpeMe Ha GPEMEHHOCT, CaMO axo € HaHCTHHA
HeO0OX0HHMO.

ITpoy4sanus ¢ ToOpaMHIME REPXY PenpoOyKTHBHOCTTA NPH IUIHXOBE 1 3alilH He ITOKa3BaT
A0Ka3aTeNCTRA 33 YBPEXKAaHe Ha IUIOa CJIe MOAKOKHO TIPHITOKEHHE HA 03H, Ha)(BHINABAILH NI0BEve
OT 45-ITbTH MaKCHMaNHaTa peTiopbYBana 032 3a JoReK oT 0,288 mg/kg nnenHo, 6asuparna Ha
N0UITa Ha TefecHaTa NoBbpXHOCT {body surface area, BSA) (k. Touka 5.3 - JlasHu npy sxMBOTHH),

B®3 0CHOBA Ha JaHHM OT CBBLP3aHO MPOYYBaHE CITYYAii-KOHTPOJIa € HAIPABEHO 3aKTIOYEHNIE, Y€ PHCKET
OT [HYXOTA [IPH €A, PONESHH OT MalikH, KOHTO 10 BpeMe Ha OPEMEHHOCTTA ¢a NOTYy4aBATH
TeHTAMMLME, HEOMWLIMH ¥ APYTH aMWHOTJTHKOZHANM aHTHOMOTHIM, HE MOXE /12 ¢ U3KIKOYH, HO
CTENEeHTa My € OLEHEHa KaTo Manka, QOTOTOKCHYHOCT, 3a KOATO € H3BECTHO Y€ Bh3HHKBA CJIC]] TEpanus ¢
TOOpaMHIIMH He e JIOKIAIBAHA KATO ebekT IIPH BETPeyTpoGHa eKCTIo3 . Bripexu ToBa, TOKCHIHHAT
€(eKT BbPXY OCMHA YEPENTHO-MO3bYEH HEPB Ha IO/ € HoBpe H3BECTeH ClIe]] eKCIIO3HIINA Ha ApYTH
AMHHOTTTHKO3HIH, KOETO € Bh3MOYKHO €BEHTYAJTHO J1a BB3HMKHE H IIPH TOOPAMHITHH.

Kspmene
He e mpecrHo nanu ToOpaMHITH MpeMHHABA B MAHYHHOTO MJSKO CJIe[ JIOKATHO OYHO NPHIIOKEHHE.

Hma orpatmyeny MyOIHKYBaHH JaHHH [IPH KbPMENIH )XeHH, KOHTO MOKA3BaT, Ye ToOpaMHIHH ce
OTAEJA B KbpMAaTa CJie]| HHTPAMYCKYJTHO TIPHITOKEHHE.

Maunko BEpORTHO € KOMHYECTBOTO TOOPAMHINH CJISZ JIOKATTHO OYHO NPHIIOKEHHE Ha TIPO,
OTKpHE B KEPMaTa HIIH J]a MOXKe /I3 IOBee A0 KIHHHIHH eheKTH MPH KbpMadeTo. B
PHCKBT 32 KbPMayueTo He Moxke aa 6p1e uskmoveH. TpsOBa na ce NpeLieHy JajiH na ce
KBPMEHETO WIH K4 Ce NPEYCTAHORK/Aa He ce MpUCTENBA kKeM Tepamaara ¢ TOBPEK
KaTo ¢ MMa MpeABH] MION3aTa OT KEPMEHETO 3a AETeTO  TI0I3aTa Ha MaHKaTa oT 11




Deprumrer

Hsma natem oTHOCHO edekTa OT NoKanHo ouno npunoxensre Ha TOBPEKC xanku 3a ous BLPXy
tepTuIMTETa NPY MBske U xeHi. ToOpaMHLIH He BOH IO YBpexk/aaHe Ha (eprinurera NPH ITbX0BE
{BK. TOuKa 5.3).

4.7 EdexTn BBpxy cnocofROCTTA 33 Modupane 1 padoTa ¢ MAIIBER

TOBPEKC kanxwu 32 09H He NOBIHABA HIM MOBJIMABA NpeHeOpexuMo criocobHOCTTa 3a modHpane H
paboTa ¢ MamuHu.

Kparkorpaiino 3aMbrispaHe WITH HapylleHHS B 3PEHHETO MOTAT 13 NOBAWAAT Ha CIIOCOOHOCTTa 3a
wodupake unu paboTa ¢ MAKIHHKW. AKO Ce NOABM KPATKOTPAMHO 3aMErASBaHS Ha 3PEHMEeTO Cliell
NPHNIAr&He, MAMEHTET TPAOBA J1a H34aKa 3peHHETO My J1a e MPOACHH NpeH Aa Wodupa Wil na
paboTH ¢ MaITHHK.

48 HexenaHH JeKapCcTBEHH PeakKInE
Pesiome Ha HJIa Ha Dez0macHocT

Tlo Bpeme Ha KIMHMYHATE POYYBAHHA, HAM-IECTO CHOGIABAHATE HEXKEIIAHH PEAKIMA ¢4 O4Ha
XHIIepEMHS 1 09€H AuckoMbopT, npoasaBani ce npu npubnusurenHoe 1,4% u 1,1% ot naumenTwre.

O606menne Ha AeKeTAHATE JEKAPCTREHH PEAKIHE 0T KAHHHYHY H3UHTBAHHS

Hexenanure meKapCTBeHH peakKUHH OT KIMHWYHH M3NHTRaHHA ca H3GpoenH ceriacHo MedDRA no
CHCTeMO-OpraHiy Kiacoee. Bee Begka rpyma 110 YecToTa, HeXKeJIaHHTE JIEKAPCTBEHH PeaKiK ca
NPEACTABCHH B HU3XOSII peji MO OTHOLICHHE Ha TAXHATA CEPHO3HOCT. B jlommbinenne, CHOTBETHATA
KATETOpHS Y€CTOTA 33 BCAKA HEJKEJIaHa JIeKapcTBeHa peakiua ce 6a3upa Ha CJieIHATa KOHBEHLIUA
(CIOMS TII): muoro yectn (>21/10), wectn (>1/100 go <1/10), nedectn (=1/1 000 xo <1/100), pemku
(=1/10 000 mo <1/1 000) r MuOTO penxwu (<1/10 000).

CHcTeMO-0pTaHHEE KN3COBE Heskenann peakllig

HapywieHus Ha HMyHHaTa CHCTeMa Heveemiui: cBPBXIYRCTBHTEHOCT
HapyineHHs Ha HepBHATA CHCTEMA Hewecmu: rnaBoboine

Hapymenus Ha ounre Hecmuy: oueH AUCKOMQOPT, OMHR XHIIEPEMHs

Heuecmu: kepartut, abpasHo Ha POTrOBHLIATA,
HapyIIeHHe Ha 3PEHHETO, 3aMBIJIEHO 3PEHHE, OTOK Ha
KJIETIAYA, epuTema Ha Kieliaya, OTOK Ha
KOHIOHKTHEATA, CYXOTa B OKOTO, YBEJIHICHO
CITB300THENAHE, OOJKA B OKOTO, OYEH NPYPHTYC, OUHa

CeKpelHs
Hapymenua Ha xoxara Hevecmu: ypTHKapus, epMaTHT, Mafaposa,
TIOKOKHATA THKAH REBKONEPMA, IPYPHTYC, CYXa KOXkKa

Hexelann nekapcTBeAH peakliHH OT CHOHTAHHH CLOGIIEHAN H CTYUaH, ONUCARH B
JHTEpATYpaTa (¢ HeH3IBECTHRA YeCTOTA)

Crenpaimre HeKelaHH JIeKapCTBEHH PeaKIKH NPOH3X0KIAT OT CIIOHTAHHU ChOOIIEHH [0 BpeMe Ha
nocTMapkeTHHIOBHA onmt ¢ TOBPEKC xanku 33 oun w ¢iydan, OMUCaHH! B IATepaTypara. Thit Kato
TE3H PEaKIHM ¢4 JOKaABaHK NOOPOBOIHO OT NIOMyalA ¢ HeOTIpeAeieHa TOJIEMHHAE, He € Bh3MOKHO
JOCTOBEPHO Ja C€ OLICHH TAXHATA YECTOTA, HOPalH KOETO TH Ce KATEropH3Hpa KaTo HeH3BECTHA.
HexenaHute peakuuu ca w30poeHH cermacHo MedDRA no cructeMo-opradnn kacose. BB BeekH
CHCTEMO-OpraHeH KITac, HeXENaHHTE PeaklMH Ca NPEICTABeHM B HU3XO/AIL Pl TO OTHOLIEHHUE Ha

TAXHATA CCPHOIHOCT.
Lio

CHCTeMO-OpTaHHE KJACOBE HexkeanH peaKIHH y/ 24 :P‘“ Lo

HapymeHus Ha MMyHHATa CHCTEMA aHabHIAKTHIHA PCAKIH {f u"/ A rp"‘, it ': RS

Hapyiienns Ha oumte aNneprui Ha OuMTe, ApasHEHE Ha OYMTE, m"Yq Ha
KIENaumTe T, \ g Sy
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HapynireHus Ha kOXaTa # Cuuppom Ha Stevens-Johnson, eputema Myntidopme,
MOAKOMXKHATA ThKaH obpuB :

Ommcanune Ha H3OpaHy HexelaAHM peakiHy

CepHO3HH HEXE/IAHH Peakl|H, BKIFOUHTETHO HEBPOTOKCHIHOCT, OTOTOKCHUYHOCT H HE(POTOKCHYHOCT
ca HabII0JaBaHF TIPH NALMEHTH, TOAJIaraHH Ha CHCTEMHA Tepamnus ¢ ToOpaMHLHH (BX. Touka 4.4).

Ipn HAKOH HAUKMEHTH MOXE 1A CE MOSBH YYBCTBHTENHOCT KM aMHHOITIMKO3UAH 33 JIOKATHO
TIpHNOKeHHe (BA. TOUKa 4.4).

Crobiasare Ha NOAOIMPAHH HEXENTAHH PEAKIHM
CrobmasaseTo Ha NOJO3HPAHHN HexXeJIAHH PeaKLKH Cle]] paspeliaBaHe 3a ynorpeba Ha TeKAPCTBEHHA

MPOAYKT € BaxkHo. ToBa MO3BO/IABA A NPOXBL/DKM HAGIIONEHHETO HA CHOTHOMIEHHETO TION34/PHCK 33
JieKapcTBEHHA PpoAYKT. OT MeJMIMHCKATE CIIEHANACTH C€ H3HCKBa Ja CHo0ImaBaT BcaKa
TOAO3Hpata HeKeNaHa peakilui Ype3 HALMOHAJIHHA PETyJIaToOpEeH OpraH Ha aapec:

Brarapus

HanenEuTenHa areHims No JeKapeTeaTa
yn. Jlaman Upyes” Ne 8

1303 Codua

Tem.: +359 2 8903417

yeGcaitt: www.bda.bg

4.9 Tlpenosmpane

JlokamsoTo npeno3upane Ha TOBPEKC xank# 3a 04l MoXe Jia ¢e OTCTpaHH OT OKOTO (0MHTe) Ype3
NpOMHKBaHE ¢ TOILIA BOJA.

Hopanu xapakTepucTHKHTE Ha TOBa JIEKApPCTBO, He Ce 04aKBAT CEPHO3HH TOKCHYHM peaKiHH MpH
[peo3Hpate B OKOTO Ha TO3H IPOXYKT WIH NIPH CIy4aiHO MOrABIIAHE HA ChABPKAHHETO OT
GyTinkara. Knaauaso 3a6enexuMuTe NpH3HALH H cMMIToM# oT npenosipase Ha TOBPEKC xarmku
3a 09H (TOUKOBHIEH KEPATHT, PHTEMA, YBEIHUEHO CITb300TASAHE, OTOK H ChpOex Ha Kienaya)
Morat fa GbaaT NoN00HH Ha HEXKeJTaHWTE PEaKIMH, Ha0/IOaBaHH NPH HAKOH NAIHEHTH.

5. @®APMAKOJIOTHYHH CBOHCTBA

51 @®apmakoiuHaAMHYHH CBOHCTBA

QapMaxoTepaneBTHYHA rpyna: o TalMONOrHYHH; aHTHHH()EKIHOZHH; aHTHOHOTHIIM

ATC xon: SO1A Al12

MexaHnIEM Ha AEHCTBIE

TobpamuiH e MOILCH, ITHPOKOCNIEKTEPEH, Obp3ojelicTram GakTepHIMACH aMHHOTTHKO3HACH

aHTHGHOTHK. Toil ynpakHiBa ocHOBHUA CH eeKT BEPXY GaKTepHATHHTE KIETKH Ype3 HHXuOHpaHe Ha
NONHNENTAIHOTO CBP3BAHE W CHHTE3aTa Ha HOBH OEJITHLH OT pHOO3OMHTE,

MexaHuzsM Ha PESHCTEHTHOCT
Pe3RCTEHTHOCTTA KBM TOGpaMHIIPIH HacTBIIBA ITO HAKOJIKO PANIHYIHHA MCXAHHU3MA, BKITKUHTOIHO

(1) mpomeru B paO030MHHTE NONEAMHHITH BETPE B (akTepuaiHaTa kneTka; (2) nureppepeH
TPaHCMOpPTa Ha TOOpaMHHIH BETpE B KIETKATa H (3) HHAKTHBAIHA Ha TOOpaMHULIHH 1pes o
K1acoBe MOOH(HIMPAHH €H3UMH — AfeHIIATHH, (hochopHnaTHH H aneTHIaTHH. 'en
HHQOpMalHA 3a POLYKUMAA Ha HHAKTHRMPAHH €H3UMH Moxe Aa Obzie mpeHeceHa no 6
XPOMO30OMH WTH TUIa3MHAHTE. MoOKe Ja HACTHIIE KPECTOCAHA PE3HCTEHTHOCT KBM P
AMHHOTTIHKO3HIH.




I'panuyHH cTOHHOCTH

I'panyinuTE CTOMHOCTH M in Vitro CHEKTHpa, CIIOMEHAT NO-A0NY, ca 6a3HpaHH Ha CHCTEMHATA
ynotpe6a. TesH rpaHHUHH CTOHHOCTH MOXKeE J1a HE ca NPHIOKHMM 33 JIOKATHO OYHO IIPHIIOKEHHE Ha
JIeKaPCTBEHHA MTPOAYKT, ThH KaTO NO-BUCOKKTE KOHIEHTPALHH A TIOYYCHH JIOKATHO H JIOKATTHHTE
pHIMYHI/ XUMHIHH YCIOBHA MOTAT A NOBJIMAST AKTHBHOCTTA HA MIPOAYKTA HA MACTOTO Ha
uprunoxkenue. Criopen EUCAST cnennuTe rpani™iH ¢TOHHOCTH Ca OnpefieneHH 3a ToOGpaMHLIHH:

. Enterobacteriaceae S <2mg/l, R>4 mg/l
. Pseudomonas spp. S <4 mg/l, R>4 mg/l
. Acinetobacter spp. S <4 mg/l, R > 4 mg/l
. Staphylococcus spp. S <1 mg/l,R > 1 mgfi
. I'paHHYHH CTOHHOCTH,

KOHTO He ca CBep3apH ¢ BHAa S <2 mg/l, R >4 mg/l

Knymnuna epukacHocT cpemty cnenupuyamn naToreHl

Honyusbpoesara uaopMalig Aaa caMo NPHOIM3IATEHA HACOKA 32 BEPOATHOCTTA JaNH
MHKPOOPraHH3MHTE me GhAaT 4yBCTBHTENHN KoM ToOpamuriuga B TOBPEKC xanxu 3a oud. Tyk ca
ApENCTABEHH OaKTepPUAIHWTE LIAMOBE, BE3CTAHOBEHH OT BHHINHHTE OYHH HHPEKIINH, TAKHBA KAKBHTO
ce HaOJIIONABAT H NPY KOHIOHKTHBHT.

PaznpoctpanerueTo Ha npuaobuTaTa pe3sHCTEHTHOCT MOXKE 11 BAPHPA B pasiuIHHTe reorpadexu
o0JIaCTH H OT BpeMETO 332 M3OpaHH MaMOBe, 3aTORA € XKENATENHO Ja ¢ H3MO0N3Ba MecTHa HH(pOpMalHs
3a Pe3HCTEHTHOCTTA, 0OCOOEHO NPH NieueHHe Ha TexXkH uAdexun. [Ipu HeobxoauMocT TpsOBa Ja ce
HOTHPCH CHBET OT CMELHAIUCTH, KOTATO JIOKATHO MpecbiaiaBailaTa pe3HCTEHTHOCT £ TaKaba, Je
TIOCTABA TIOA BENPOC NPHIIOKUMOCTTA HA TOOPAMHLIAH [TOHE MPH HAKOH BHAOBE HH(EKLHH.

OO0HKHOBEHO TYBCTBHTC/IHE IAMOBE

AepoOan I'paM-NoN0KATEIHHE MAKPOOPTaHA3MA:

Bacillus megaterium

Bacillus pumilus

Corynebacterium macginleyi

Corynebacterium pseudodiphtheriticum

Kocuria kristinae

Staphylococcus aureus (methicillin yyecmeumennu — MSSA)
Staphylococcus epidermidis (xoazyraza-nozumuenu u -nezamusnu)
Staphylococcus haemolyticus (methicillin uyecmeumenny - MSSH)
Streptococci (exmovumenno naxou bema-xemonuminu sudose om zpyna A, naxou
HeXeMONUMUYHY 6U008e 1 HAKOR Sireptococcus pneumoniae)

Aepobnr I'paM-0TpHIATEIHE MEKPOOPraHH3ME:
Acinetobacter calcoaceticus
Acinetobacter junii
Acinetobacter ursingii
Citrobacter koseri
Enterobacter aerogenes
Escherichia coli

H. aegyptius

Haemophilus influenzae
Klebsiella oxytoca
Kiebsiella pnewanoniae
Morganella morganii
Moraxella catarrhalis
Moraxella lacunata
Moraxella oslonensis
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Haxou eudoese Neisseria

Proteus mirabilis

Ilosevemo Proteus vulgaris wamosee
Pseudomonas aeruginosa

Serratia Hiquifaciens

AHTHOAKTEPHATHA AKTHBHOCT Cpelly APYrH AHAIOrHYHH HATOIeHH

Hjamose, 33 KOHTO NPHJOGHTATA PEIECTEHTHOCT MOXKeE Aa € mpobiem:
Acinetobacter baumanii

Bacillus cereus

Bacillus thuringiensis

Kocuria rhizophila

Staphylococcus aureus (methicillin pezucmenmnu — MRSA)
Staphylococcus haemolyticus (methicillin pezucmenmuu —MRSH)
Staphylococcus, other coagulase-negative spp.

Serratia marcescens

Pe3ncTeHTHH NO cBogTa CBITHOCT OPraHAIMH

Aepoban I'pam-n010KATENHE MAKPOOPranAIMA:
Enterococcus faecalis

Streptococcus mitis

Streptococcus pneumoniae

Streptococcus sanguis

Aepobun I paM-0TPEIATE/IEE MEKPOOPraHH3MH:
e Chryseobacterium indologenes

*  Haemophilus influenzae

o Stenotrophomonas maltophilia

ABacpolnH fakTepnn:
s Propionibacterium acnes

TIpoyuBann 3a GaKkTepHATHA YYBCTBHTETHOCT MOKA3BAT, Y€ B HAKOH CIIy4aH MHKPOOPTaHH3MHTE,
PE3HCTEHTHY KbM I'CHTAMMIIMH, 3aIIa3BAT YyBCTEHTETHOCT KBM TOOpaMHIIH.

Ilennarpuyna nomyaamnsa
Jannute ot Haa 600 neaMaTpryusy nanuenTr (Mexay 1 roguna u 18 rogunn) 61xa omucaHH B

nposeaeHATe 10 KIMHIIHH TPOYYBaHHA ¢ TOOpaMUIIMH KAITKH HWJIH Ma3 33 O9H, H3MON3BAHHM 33
neucHHe Ha OaKTepHATHA KOHIOBKTHBATH, Oedapuru win GaedapokoHIOHKTHBHTH. Kato usno,
npodna Ha 6€30NaCHOCT TIPH TIEAMATPHYHHTE NAUHEHTH € CPABHHUM ¢ TO3H MPH BB3PACTHH TALEHTH.
[Nopanw nunca Ha naHHH He MoXe Na Oblie HATPABEHA MPETIOPEKA 32 TO3HPOBKATa 34 Jetla 11oj |
FOZHHA.

5.2 @apMakOKBHETHYHH CBOHCTEA

AGcopbuma
TobpammpiH ce abcopbupa cnaGo npes poroBHLATa U KOHIOHKTHBaTa. CeA JI0KaTHO OYHO MIPHIIOKEHHE
Ha 0,3% ToGpaMHIIMH MHMKOBATA KOHLIEHTpALHA OT 3 MEKporpaMa/ml BEB EETPEOYHATA TEUHOCT CE

NpH Xopa <lie] TOKAIHO O4HO TNIPHIICKECHHES € HHCKA. HezaBucumo ot TOBA, JIOKAIH
npuioxeHHe Ha Tobpamuums 0,3% ocHrypssa 527 + 428 mukporpama/ml Tobpam
X0pa ciiejl eAHOKpaTHa 103a. KOHIEHTpauHsTa BEPXy OYHATA NOBBPXHOCT KaTo
Ha TIOBEYETO pe3rcTeHTHH maMore (MICs > 64 mukporpama/ml).



Pasnpenenenue
CuctemuamaT obem Ha paznpeneneHre Ha TobpamuruH e 0,26 Vkg npu xopa. Cepp3BaHeTo Ha

TOOpaMHLIME ¢ YOBSIIKHTE IUIA3MEHHTE NPOTEHHM ¢ HACKO oz 10%.

Buorpancdopmarus

TobpamMsIMHET ce OTAENA ¢ yPHHATA OCHOBHO KaTO HEMNPOMEHEHO JIEKapCTBO.

EnuMubnpane
To6paMHIMHET ce oTmens (BP0 H SKCTEHIMBHO ¢ YPHHATA Ype3 [JIOMEpY/Ha QIITpaliis, OCHOBHO KaTo

HENPOMEHEHO JIeKapcTBO. CHCTeMHHAT KIHPBHC € 1,43 + 0,34 ml/min/kg npH namieNTH ¢ HOPMATHO
TEICCHO TErJIO CjIel HHTPABEHOIHO NPHIONKEHHE W CUCTEMHHAT KIMPBHC HAMANBA MPONOPLHMOHATHO
Ha 6u6peunaTa QyHkims. [T1a3MeHUsT NOMYKHUBOT € NpUOITH3IATEIHO ABA Yaca.

JlunpeitHocT/HemUHe i HOCT

He e u3cnensaHa oYHATa WK CHCTEMHATA SKCIO3HIIHS Ha TOOPAMHIIMH CIIE]] TOKAJIHO O4HO
NPHIIOXEHHE MPH HAPAcTRalllM KOHIeHTpalluy Ha puiiokeHaTa xo3a. [lopaas Tasu NpHYHHA
JTHHEHHOCTTE HA €KCIO3HLIMATA [IPH JIOKATHO OYHO NPHAMKEHHE HEe MOXE Ja ¢ YCTAHOBH.

Bpwska(u) dapmaxoxuHeTHRa-DapMaKOIHHAMHKA

He e ycTanoBena cnelmguyna Bpb3ka dhapmakokuHeTHKa-papMakogunamika npa TOBPEKC.
Tly6amKkyBaHHTe NPOYYBAHMA iM Vitro W in vivo NI0Ka3BaT, 4¢ TOOPaMHLIMH HPOABABA YABIDKEH
HOCTAHTHOMOTHYEH €deKT, KOHTO e(heKTHBHO MOTHCKA GaKTepHAIHHA PACTEXK BBIIPEKH HHCKATA
CepPyMHA KOHLIGHTpaLs.

TlpoydBanHATa IPH CHCTEMHO NPHIIOKEHHE Ha TOOPaMULIMH CHOOLNARAT 32 NTO-BHCOK2 MAKCHMAIIHA
KOHIIEHTpALHA [IPH €AHOKPATHO JHCBHO MPHIOKEHHE B CPABHEHHE ¢ TEPANICBTHIHATE CXEMH ¢
MHOTOKPATHO AHCEHO MpWIokeaHe. ChIECTEYBALIMTE KbM MOMEHTA JOKA3ATEICTER MPEANONArar, ue
CHCTEMHOTO NMPHIOKEHHE BEHBXK JHEBHO € CBHINO TOJKORA 6(PHKACHO, KOJIKOTO H MHOTOKPATHOTO
AHeBHO npunoxkenne. ToSpaMuipiH npuTekapa 3aBHCHMa OT KOHUEHTPALMATA aHTHMHKpOOHA
AKTHBHOCT H NO-roiiMa epUKACHOCT ¢ HApacTBaHe HA HMBATa Ha aHTAOHOTHKA Hax MIC wm
MHUHMMaJIHaTa SaxTepHiMana KoHHeuTpauns {MBC).

CrenyaiHH NOnyIalHA

TTeduampuyna nonynayus

AMHHOTIHKO3HIHTE, BIJTFOUHTETHO TOOpaMHIFH, C& H3IOA3BAT YeCTO TIpH Aelia, GeDeta 1
HOBOPOJICHH 34 NeveHHe Ha cepuosnu ['pam-orpruarensu wrdexim. TOBPEKC 3 mg/ml za
oranMonorHuHo pUIcKeHHe ¢ onodpeH 3a ynorpeda mpH Aeua. KiuHHuHaTa gapMakonorns Ha
TOOpAMHITHH NPH f1e11a € OMHCAHA CHEA CHCTEMHO NPHIIOKEHHE.

llayuenmu 6 cmapuecka evapacm (na u Hao 65 200unu)
Hsama npoMaHa BEB (JapMakoKHHETHKATA HA TOOPAMHUITMH TIPH NallMEHTH B CTapyecka Bh3pacT B
CPaBHEHHE C NO-MIATH BLIPACTHH NAITHEHTH,

bvbpeuno vepescdane
dapMakoKHHETHKATa Ha TOOPAMMIIHH B KaIlKH 33 OYH HE ¢ TPOYUBAHA B Ta3H MAITMEHTCKA NOMYJIaIHs,

Yeprnodpobno yepeacoane
@apMakoKMHETHKATA Ha TOOPAMMLIMH B KAIKH 33 OYH HE € [IPOYYBAHA B Ta3H NALMEHTCKa MOy Iau 4.
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Harnu npu sicueomnu

B npoyusaans Ha eMOpro-$eTanTHOTO pazBHTHE NPH ILTHXOBE M 3aifliy, HA GpeMEHHHTE JKUBOTHY €
NIpHAArad NOAKOKHO TOOPAMHUMH Npe3 NepHoOaa Ha opraHoreHesara B 103u 10 100 i cLoTBETHO 10
40 mg/kg nuesro. EMGpHO-deTanna TOKCHUHOCT HE € BE3HMKHANA TIPH HETO €AWH OT BEAOBETS NpH
MAKCHMANHATA TECTBaHa 034, ChOTBETCTRAILA Ha 56 H chOTBETHO 45 MHTH MaKcHMAaIHaTa
npencpBIBaHa J03a IpH HOBeK, Oazupana Ha BSA.

B npoy4BaHns Ha NEpH- ¥ MOCTHATATHOTO Pa3BHTHE NPH TUTHXOBE, MOAKOKHOTO IIPHITOKEHHE Ha 110
100 mg/kg nHeBHO TOGpaMMINIH Npe3 paHHA GPEMEHHOCT M B IIEPHO/IA HA KEPMEHE, He Ce € 0TPasuio
HEMaTHBHO Ka HHJIEKca 32 (EPTHITHTET, HAZIEKCa 3a TeCTALMOHHA MPEXHBAEMOCT, 6pos HA JKHUBOTHUTE
B KOTHIIOTO, Pa3NpeAcieHHETO MeX/1y NOJIOBETE, HHAEKCA 33 OLISIABAHE HA OTOMCTBOTO MOCTIIAPTYM
HJTH Ha TernoTo Ha HOTOMCTBOTO. CHOTHOUIEHHETO HA HAl-BHCOKATA TECTBAHA 1034 KbM
MaKCHMAalHaTa NpencpLYBana Jo3a [P YoBek € 56 Bp3 ocHoBa Ha BSA.

6. PAPMAUEBTHYHH JAHHU

6.1 CnHAchHK Ha IOMOIHETE BeMecTBa

bopHa xucenuna (E284)

Harpues cyndar, 6e3sonen (E514)

Harpues xnopra

Tunokcanon

Benzankornes Xtopun,

HarpHeB xvapOKCHI H/HITH CApHA KHCeNuHa (32 Kopekuus Ha pH)
[IpeuncTera pona

6.2 HechBMeCTHMOCTH

Henpunoxumo.

6.3 Cpox ua rogaocr

3 romiHB.

Jla He ce H3MOM3BA NOBEYE OT 4 CEAMHIIM ClIe/| ITBPBOTO OTBAPAHE.
6.4 Coennainm YCA0BAE HA CLXPAHEHHE

Ha ce cexpanasa non 25°C.

Jla ce chXpaHsBa B ILTETHO 3aTBOPEHA OTAKOBKA.

6.5 Baa H chAbpXKAEEE HA ONAKOBKATA

ITnactmMacoBa 6yTHika ¢ arHKkaTop-kankomep (or LDPE) ¥ nonunpoliieHoBa Kanayka Ha BHHT ChC
3aliHTEH MPBCTEH.

Kaptonena xytus, caabpikama 1 Oyruika ot 5 ml.
6.6 CnensainE HpeANa3HA MEPKH HPH H3XBhpanHe B paGora

Hsawma cnenptanin H3ucKkBanus.

HensnonspaHuAT JeKapcTBeH MPOAYKT WIH OTIIANBYHATE MATEPHATH OT HETO TP.
B CBOTBETCTBHE ¢ MECTHWTE W3HCKBAHUS.
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7. TPATEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Novartis Pharma GmbH

Roonstrasse 25

90429 Nuernberg

I'epmanns

8. HOMEP(A) HA PASPEINEHUETO 3A VIIOTPEBA

11-0456/20.08.2007

Per. Ne 9600004

9. JATA HA ITBPBOTO PASPENIABAHE/IIOJHOBABAHE HA PA3PEIIEHUETO 3A
YIIOTPEEBA

Jara Ha 1bpBoO paspemasane: 02 suyapu 1996 r.

Jara Ha nocienso noaHoessare: 20 asryet 2007 r.

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA
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