IIPRJIOXKEHHUE I
KPATKA XAPAKTEPUCTHKA HA [TIPOAYKTA
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1. HME HA JIJEKAPCTBEHUS NNIPOAYKT ' G

Tob6pumen 0,3% kanku 3a ouu, pa3Teop

Tobrimed 0,3% eye drops, solution

2. KAYECTBEH U KOJIUYECTBEH CBbCTAB

EnuH MUAUIUTSBD OT pa3TBopa ChABPXa 3 mg TodpaMuLiMH (fobramycin).
[IOMOILIHO BEILECTBO ¢ U3BECTHO ACHCTRUE

ENMH MUJIMJUTBP OT cycneH3uaTa cbabpxa 0,10 mg 6e¢H3anKoHUER XJI0pH.
32 ITbJIHKA CMTUCHK HA NMOMOIIHUTE BEIECTBA BUXKTE TO4YKA 6. 1.

3. JEKAPCTBEHA ®OPMA

Kanku 3a ouu, pasteop.
be3uBeTEeH UM CBETIIONKDBIIT PA3TBOP NPaKTUYECKU CBOOOAEH OT YaCTHUIIH

4. K/IHMHHUYHH TAHHH
4.1 TepaneBTHYHH NOKAZAHHUA

JleueHue Ha NOBBPXHOCTHU UHPEKLMHK HA OKOTO U HEMOBUTE MPUAATBLM, IPUUUHEHH OT
YYBCTBUTEJHHU KbM TOOpaMHULIUH LIAMOBE (BXK. TOYKa 5.1), npu Bb3pacTHHU U Aeua Haj | roauHa.

4.2 Jo3MpoOBKa H HAYHMH HA NPHUJIOKEHHE

J1031pOBKa

Ynompeba npu 1oHowiu, 8b3pacmuu, BKIIONUMENHO U RALYEHMU 8 CMAPHECcKd 6b3pacm

[1py siekn 10 yMepeHHu 60leCTHU ChCTOAHUA, OONyaiHaTa K034 € €AHA HIIM IBE KankH B
KOHIOHKTHBANHMUA CaK Ha 3aCErHaTOTO OKO(OYM) Ha BCEKU YETUPH Haca.

[Tpy TexKKH OONSCTHU CHCTOAHMA, OOHYaliHaTa 2032 € eHA UK ABE KANKHU B KOHKOHKTHBAJIHHA
CaK Ha 3aCErHaToTO OKO(OYM) Ha BCEKHM YaC AOKATO C€ OBNAACE BB3NMAICHUETO; CI€/] TOBA
YyeCTOTaTa Ha MpUlaraHe ce Hamasia npejm Ja ce NpeyCTaHOBH.

KakTo u npu apyru anTUOMOTHLMY, TpAOBaA 11a ce cneau DaKTEpHAIIHUAT OTTOBOP KbM JIEUEHHUETO.
O0unyaitHaTa NpOABLMKHTETHOCT Ha eueHreTo € 7-10 aHu.

Heduampuuna nonyrayus
Tobpumea KalkH 3a 04, pa3TBOP MOXKE J1a C€ U3MOJ3Ba [P ACLA Ha Bh3pact HA W Haja | roiuHa,
KaTo C€ U3M0JI3Ba ChIlAaTa JO3UPOBKA Kato MpH BL3pacTHU. MiIMa orpannueHu JaHHU 3a

readaTpuyHM NauMeHTH Ha BL3pacT noj | roguHa.
be3onacHocTTa U eMKACHOCTTA NPU NeAHATPUYHKA MALKMEHTH HA Bh3PAcT Noj 2
YCTAHOBEHH.




Yeproopobro u 6vbpeuno yapeicoare

He ca nposexganu npoyuBaHus ¢ ToOpume] Kanky 3a 04H NPpH MalUEHTH C YEPHOAPOOHH U
ObOpeunu yeBpexaanus. [lopanu nHuckara cucremHa abcopbuus Ha TOOpaMULUH CE] TOKATHO
MPUIOKEHUE HA JIEKAPCTBECHHUA NPOAYKT, HE € Heo0X0AMMa CrieLIMaHa JO3UPOBKA.

HauuH Ha NPpUJIOKCHUC

CaMo 3a OYHO INPHJTOKCHNE.

CbxpaHsapaiiTe OyTUIKaTa IMIBTHO 3aTBOPEHA, KOraTo He ce u3rnonaisa. Ciel KaTo Kanaykara Ha
OyTUNIKATA € CBaJIcHa, aKO 3aLIMTHHUAT NPBECTEH € XJ1abaB, MaxHeTe ro, Npeay Aa U3IOoI3BaTe
NpoAyKTa.

[IpenopbuBa ce BHUMATETHO 3aTRAPAHE HA KJIenaya U NPUTHCKAHE Ha Ha30JaKpUMalIHUg KaHal
cJie[l ipUyiarale Ha npoAykTa. ToBa MOKe Ja HaManu cucTeMHaTa abcopOuma Ha pularaHnure B
OKOTO NIEKapCTBEHU NMPOAYKTH M KaTO PEe3yliTar ¢c& HaMalaBaT CUCTEMHUTE HEXelaHH
JAEKAPCTBEHU peaKIUH.

[Ipy u3non3BaHe Ha roBeye OT €IMH O(PTAIMONIOrHYEH JIEKAPCTBEH IMPOAYKT 3a JIOKAIHO
npunoxeHue e Heobxoaum uurepBan oT 10—-15 MURYTH MEXY NMpUIAraHUATA HA Pa3IMYHUATE
JIEKAPCTBEHU NPOAYKTH. Ma3suTte 3a ount TpAOBa 1a C€ MOCTaBAT MOC/ICAHHU,

3a 1a ce n3berHe eBeHTYaANHO 3aMbPCABaHE Ha arnjIMKaTopa-KarnkoMep U pasTeopa, Tpabea Aa ce
BHUMABAa J1a HE C€ JOKOCBAT KIIenavyure, 3a00uKansuiara ru o0aact Wi Apyru noOBLPXHOCTH C
BbpXa Ha arIMKaTopa-Kankomep Ha OyTuakara.

4.3 IlporuBomokazanus

. CBpPbX4yBCTBUTENIHOCT KbM aKTHBHOTO BELLECTBO UK HAKOE OT NOMOILUHUTE BELLICCTRA,
n36poeHu B T. 6.1.

4.4  Cpnennainu npexynpexJaceHHs U Npeana3HHd MePKH MpH ynorpeda

UyBCTBUTEHOCT KbM JIOKANIHO MPUJIAraHH aMHHOTTHKO3UIH MOXKE Ja Ce€ MPOABU IIPH HAKOH
nauueHTH. CTeneHTa Ha PEeakLMUTE Ha CBPhXUYBCTBUTEIHOCT MOXE Jia BapUpa OT JIOKaJHU edeKTH
10 0b11a peaxiys KaTo epuTeMa, cbpbex, yprukapus, KoxkeH oOpuB, aHadniakcus,
aHathUNaKTOMAHU peakuUu UM OyJIO3HH peakuuu. AKO ce fposiBH peakLus Ha
CBpPBXUYYBCTBHTETHOCT 10 BpeMe Ha ynorpedara Ha TOBa JIEKapCTBO, JieueHUeTo TpabBa ja ce
[peyCTaHOBH.

Moxe na ce nosBu KPBbCTOCAHA CBPBXUYYBCTBHUTCIIHOCT KbM APYIr'd aMHUHOTIIHKO3HMAH, 34TOBA
TpHﬁEﬂ Ad CC UMa MNMpCABU/l BB3MOXHOCTTA NAUUCHTUTE, YYBCTBUTCIHN KbM JIOKAJIHO NMPHUJIOXKCHKUA
B OKOTO TOﬁpEIM HLIHH, Jd Opaar YHYBCTBUTCJIIHHU U KbM JIPYTH JIOKAJIHO /WK CUCTEMHO [Mpuiaaranu
aMHUHOTITHKO3H/IH.

Axo TobpuMmen ce npunara efHOBPEMEHHO ChC CHCTEMEH aMHHOTIMKO3HW/IeH aHTUGHOTHK, TpAOBa

Jla ce BHUMaBa 3a npocjieasasase Ha ofuiara cepyMHa KoHUueHTpauus. (Buxre pasje "‘, No




(CepHO3HH HEeXeNlaHH peakLiMy, BKIIIOYMTEITHO HEBPOTOKCUUHOCT, OTOTOKCHUYHOCT H
HEQPOTOKCHYHOCT, C€ NMPOABABAT NPH NALKUEHTH, U3MON3BANIH aMHHOTIIMKO3HWIHa TEparnHs 3a
CHCTEMHO NpHJoxeHHe. [Ipenopsysa ce NOBULICHO BHUMAHKE NTPH € AHOBpEeMEHHaTa ynoTpeda Ha
TobpuMen Kanku 3a 04M CbC CUCTEMHO MPHJIaraHyd aMUHOTTHKO3UIH,

TpaOBa aa ce 00BpHE BHUMAHKE NPH NpeAnucBaHe Ha TobpHMea Kanky 3a O4M Ha MALUEeHTH C
M3BECTHH MITH MOAO3UPAHH HEBPOMYCKYJIHU pa3CTPOMCTRA KATO MHACTEHUS I'paBUC Wi D0JIECT Ha
[TapkMHCOH, AMHHOTTIMKO3UJUTE MOTAT Aa 3aabJI00ouaT MycKynHara ciiabocrt nopaau

MOTEHUHATHUAT UM €(EKT BbpPXY MYCKYJIHATa PyHKLIMA.

KakTo U 1py Apyru aHTHOMOTHLIM, NPOABDKUATENHATA ynoTpeda Ha Tobpume Kanku 3a oum,
MOJKE JIa I0BE/Ie 10 CBPLXPACTEX HA HEUYBCTBUTENIHY OPraHM3MH, BKIIIOUUTETHO rEOuuKkH, B
Clly4yail Ha pa3BUTHE Ha cynepruH@eKlns, TpadBa Ja ce 3arnoyHe MNOoAX0AAII0 JICUeHHE.

HoceHeTo Ha KOHTaKTHU JICUIX HE Ce NPENophUBa N0 BpeMe Ha JIEYEHUETO HA OYHA HHEPEKLIHA.
TobpHMen KankH 3a 04H ChAbPKa OEH3ATKOHUEB XJIOPH, KOHTO MOXE 1a NPHYMH Apa3HeHe Ha
OYHTE U € U3BECTHO, Y€ 00E31BETABA MEKUTE KOHTAKTHHU Jeiln. Tpabea na ce uzbsarsa KOHTAKT ¢
MEKHM KOHTAKTHH aeiluy. B cnyuyai, 4e Ha nauyeHTHTE € MO3BOJICHO a HOCAT KOHTAKTHM JIElH Te
TpaOBa 1a ObAAaT UHCTPYKTUPAHH Ja OTCTPAHABAT KOHTAKTHHTE JIELLM NPEaHU NPUIIOKEHHETO Ha
ToOpumen Kanky 3a ouM M J1a u3vakat Hal-Manko IS MUHYTH ciiel IpHNaraHeTo Ha JIEKapCTBEHMS
MPOAYKT, MpeJ4 1a ru nocrassaT oOparTHoO.

4.5 BiaumoaeiicTBHe ¢ APYIH JEKAPCTEEHH NPOAYKTH H APYrH GOPMH HA
B3aHMOJEHCTBHE

He ca onucaHy KJIMHAYHO 3HAaUMMHU B3aUMOJEHCTBUSA NPH JIOKAIHO OYHO NIPHIIOKEHHE.

He ca npoBexgaHu npoy4YBaHHUs 3a B3aUMOJEHCTBHA.

B3aumozecTena ca A0KaJIBaHH Clle CUCTEMHO MNPUIIOXKEHUE Ha ToOpamuniud. CucTeMHara
abcopOUKA HA TOOPAMULMH CIIE/ TOKATHO OYHO MPHIIOKCHHUE € TOJIKOBa HUCKA, Y€ PUCKDBT OT
HAKaKBO B3aUMOJEHCTBHE € MUHUMAJIEH.

EaHOBpeMeHHaTa WM nocieoBaTenHa ynorpedba Ha amunorianikosna (To6pumen) u apyrn
NEpopanHu, CHCTEMHH MK JTOKAJIHYU JIEKAPCTBa C HEBPOTOKCUYEH, OTOTOKCHYEH HIIH
HepOTOKCHYEH eeKT MOXKE J1a NMpeAU3BHKA MOBHIIEHA TOKCHYHOCT, TpSOBa J1a ce u3bsrea,
KOTaTO € Bb3MOXHO.

JIOKaJIHUTE KOPTHKOCTEPONAN, KOUTO Ce U3no3BaT B komOKHHauus ¢ ToGpumen, morar fa
MacKupaT KJIMHAYHUTE NPHU3HALK Ha DakTepraiHK, rbOUYHY UK BUPYCHH UHGEKLIWY ¥ MOTaT /a
MOTHCHAT PEAKLMHUTE HAa CBPbX4YYBCTBUTETHOCT.

46 @epTHAHTET, OPEMEHHOCT H KhLpPMeEHe

bpeMeHHOCT
HsMa unun uMa orpannyieH 6poit JauHM 3a IOKaJTHOTO O4YHO NPUIOKEHHE HA TOOPAMULIMH [1pH

Opemennn xeHn. TobpaMUUKH NpeMHHaBa B MIOAA NPe3 MJALSHTATa Cliejl BEHO3HO HpHHDHEEHHﬂ
1py 6peMeHHH KeHU. He ce ouaksa ToOpaMHMIMH Ja NPHUMHM OTOTOKCHYHOCT Ha nno
yrpobara. [IpoyuBanusTa npy XUBOTHHU NOKA3BAT PENPOAYKTHBHA TOKCUYHOCT n
CYMTAHHU 32 JOCTATBYHO HaJlBUILABAHIA MAKCHMAIHATA J03a 34 YOBEK, KOATO MO
oT ToOpumes Kanku 3a 04H, IOpaIH KOETO Ce MpHeMa, Y€ UMa OrPaHHUEHO KJI
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oTHolleHHe. He e ycTaHOBEeHO TOOpaMULIMH Ja NPeAU3BMKBA TEPATOreHHOCT TPH MABXOBE U
3alUnM (BXK. ToUuKa 5.3).

Tobpumen kanku 3a oun TpsbBa na ce U3NOA3BAT N0 BpeMe Ha OpeMEeHHOCT, caMo aKo e
HaAaUCTUHA HEOOXOAUMO.

Ilopaau Ta3u npuunHa Tobpumen kanku 3a oun TpaOBa /a ce U3ITOJ3IBAT B CUTYALIKU, KOraTo
TO3U NPOAYKT € KaTeropuuHO HEOoOX0IUM.

KbnpMmeHe

TobpamMHUKH ce OTAEeNA B KbpMaTa Clie] CHCTEMHO MpUokKeHue, He e u3BecTHO aanu
TOOpaMHLIMH Ce OT/ENs B MAHYUHOTO MIAKO CJle/l TOKAJHO OMHO NPUIIoKeHHE. Manko BeposTHO
€ KOJIHYECTBOTO TOOpaMULIMH Clie] IOKATHO OYHO MPUIOKEHHUE Ha NPOAYKTA /1a CE OTKPHE B
KbpMaTa HJIH A3 MOXe Ja A0BeAe OO0 KJIMHUYHH €DEKTH 1pu KbpMaueTo. Bbnpeky ToBa, pUCKET
34 KbpMayeTO HE MOXe Ja Obae uskntoueH. Tpabsa da ce npeleHy Jaiy aa ce rnpeKpaTu
KBPMEHETO MJIM A CE IPEYCTAHOBHW/Ja He ce NPUCTHIIBA KbM TepanuaTa ¢ Tobpumes Kanku 3a
OYM, KaTO C€ UMa NpPEABUJ, N10J13aTa OT KbPMEHETO 3a JAETETO M MOA3aTa HA MalkaTa OT
JICYEHUETO.

DepTUnurer
He ca npoBexaaHu Npoy4BaHus, 3a Aa ¢€ OLCHH e(heKTa OT JJOKANHO OYHO NPHIIOKEHHE Ha
Tobpumen Kanku 3a ouu BbpXy QPepTHIMTETA NTPH MBKE H KEHH.

4.7 EdexTn BbpXy cnnocobHocTTa 32 odupane 1 paboTa ¢ MALIMH K

ToOpumen KalKu 3a OYM HE NOBJIMABA WIIH MOBIUABA NPeHEe6PeXKHMO CIOCOOHOCTTA 32
wodupaHe ¥ paboTta ¢ MalKHU,

KparkoTpaiHo 3aMbIISBAHE HIIM HAPYLUECHHA B 3pEHUETO MOTAT Jia MOBJIHAAT Ha crnocobHoCTTa
3a inodupane UK paboTa ¢ MaIIMHKU. AKO ce NMOABU KPaTKOTPANHO 3aMbIISBaHE HAa 3PEHUETO
Cliel npuJiaraHe, NalMEeHTHT TPAOBA Ja U3YaKa 3pEHUETO MY Ja C€ TIPOACHHU Npeam aa iwodupa
UK JJa paboTn ¢ MallliHHU.

4.8 Hexenanu JieKapcTBEHHU peakiiny
Pesiome na npoghuna 3a beszonacrnocm

[lo BpeMe Ha KAMHUYHUTE TPOYUYBAHUSA, Hal-4eCTO ChOOII@BaHHTE HEXENAHM pEaKLMHK Ca OYHA
XHnepeMus ¥ oueH JUCKOMQOpT, NposBaBamy ce npu npubausurenyo 1,4% u 1,1% or
naudeHTUTE. ClIeIHUTE HEXETaHU JIEKAPCTBEHH PeaKliMy ca CboOIIaBaHH 110 BpeMe Ha
KNTUHHUYHHU HM3MHTBaHUA ¢ TobpuMen Kanku 3a 0Uu ¥ ¢a KnacHPpUUUpaHHU B CbOTBETCTBHE ChC
clleiHaTa KOHBeHUUWA: MHoro dectu (>1/10), yectu (>1/100 go <1/10), veuectu (>1/1 000 o
<1/100), peaxy (= 1/10 000 no <1/1 000) u muoro peakn (<1/10 000). I1pu Bcsko rpynupane B
3aBUCUMOCT OT YECTOTATa HEKEJIaHUTE JIEKAPCTBECHU PEAKLMH Ca NMPEACTABCHH B HU3XOAALL pe/l
MO OTHOIIEHUE Ha TAXHATA CEPHO3HOCT.




CHcreM0O-OpraHHH KJIacoBe Hexenanu peakumny

HapylieHus Ha HMyHHaTa CUCTEMA Hevecmu. CBPBXYYBCTBUTETHOCT
Hapylienus Ha HEpBHATa CUCTEMA Heuecmu: rnasobonne
Hapyiwenus Ha oqurTe Hecmu: oveH JHCKOMQOpPT, O4HA XUnepemus Hewecmu:

KepaTHuT, abpa3no Ha pOroBULIATA, HAPYIUEHHUE HA
3PEHHETO, 3aMBITIEHO 3PEHUE, EPUTEMA HA Kilenava, OTOK
Ha KOHIOHKTHBHTA, OTOK Ha KJiernaya, 60nKka B OKOTO,
CyXaTa B OKOTO, OYHA CEKPELIMA, O4YEH [IPYPHUTYC,

[y BEJIHYEHO CJIBIOOTALIISHE

Hapyuwienusa Ha xoXkaTta ¥ nojkoxxHarta |Hevecmu: ypTukapus, AepMaTHT, Malapo3a,
TbKaH NEBKOJIEpMa, NPYPHUTYC, CyXa KOxKa

JIOMbIIHUTENIHY HEXKETAaHW peaKLiii, YCTAaHOBEHH CJigjl MOCT-MapKEeTHHIOBO Npoyy4BaHe,
BKJTKOUBAT cleAHoTO. HecroTuTe He Morar aAa OBJAAT OUEHEHH OT HAJIMUHUTE JAaHHU.

ICHCTEMO-OpTraHHH KJ1acoBe Hexenanu peakuuu

HapynieHus Ha UMyHHaTa CUCTEMA aHA(HJIAKTHYHA peaKkLHs

Hapyiwnenus Ha ounTe aJIeprus Ha OYWTE, APA3HEHE HA QYUTE, NIPYPUTYC HA
KNeMnauuTe

Hapyinenus Ha xoxara v noakokHata [CHHApOM Ha Stevens-Johnson, eputema myntugopme,

TbKax oOpuBe

Onucanue Ha uﬂﬁpanu HEMNCEAdHU PeaKyliu

CepHoO3HH HeXeNlaHU peaKkLMU, BKITHOUYUTETHO HEBPOTOKCUUHOCT, OTOTOKCUYHOCT M
HepOTOKCHYHOCT ca HabnoAaBaH NPy NallUeHTH, NToJIJTaraHi Ha CUCTEMHA Teparnus ¢
ToOpaMULMH (BXK. Touka 4.4).

[Tpy HAKOU NALMEHTH MOXE [a CE MOSABU UYyBCTBUTEIHOCT KbM aMHHOTJIMKO3HU/IM 33 JIOKATHO
NpUIeXeHue (BX. Touka 4.4).

B cinywauTe, KOraro ce rpuiara €1HOBpEMEHHO CbC CUCTEMHH aMHUHOTTTHKO3UAHK aHTUOUOTHUILH,
TpsGBa Aa ce BHUMAaBa 3a npociieAsBaHe Ha oblaTa cepyMua koHLeHTpauns. (Buxre paszaen
4.4).

CpobliaBaHe Ha NOAO3UPAHU HEKETAHU PEAKIIUH

CrobtapaHeTo Ha NOJAO3UPAHH HEXE/IaHH PEaKUMK Cliell pa3pelluaBaHe 3a ynorpeba Ha
JIEKapCTBEHHA NPONYKT € BaxKHO. ToBa NMo3BosisiBa 1a MPOALIXKH HABNOACHUETO Ha
CBHOTHOUIEHUETO NMO3a/PUCK 3a NIEKAPCTBEHUA NPOAYKT. OT MEIUIIMHCKUTE CIIELIHAIUCTH CE
M3UCKBA ja ChOOILABAT BCAKa 10JI03UpaHa HEXENaHa peaKklus ypes:

M3nmbaHUTENHA areHU M 110 JieKapCcTBaTa
ya. . JlamsaH [ pyes® No8
1303 Cous

Ten.: +359 2 8903417
yebcait: www.bda.bg




4.9 Ilpeaosupane

JlokanHoTo npeno3upane Ha ToOprMMea Kanky 3a O4M MOXKE J1a C€ OTCTPaHU OT OKOTO (O4HTE)
ype3 [IPOMUBAHE € XJlaJKa BOJIA.

[lopaay XapaKTepHCTUKHTE HA TOBA JIEKAPCTBO, HE C€ OYAKBAT CEPUO3HU TOKCHYH peakUWH NpH
[MPEA03UPAHE B OKOTO HA TO3U MPOAYKT HIIH IMPH CNyHYaHHO NMOrABIIAHE HA ChAbLPXKAHUETO Ha
Oytunkara. KiimHruHO 3abenexuMuTe Npu3Hany 4 CWUMITOMH OT npeao3upane Ha Tobpumen
Kanku 3a o4 (TOYKOBHW/EH KepaTHT, EpUTEMA, YBEIUUEHO CIh300TACNAHE, OTOK U ChbPOEK Ha
Knaenaya mMorar ja obaar nod00HHM Ha HEXKEIaHWTE peakIlMy, HabaoaaBaHu MPUA HAKOM
MaUUEHTH.

5. @OAPMAKOJIOTUYHH CBOMCTBA

S.1 dapMaKoOIHHAMHYHH CBOHCTBA

dapmakoTepaneBTHYHA rpyna: opTaaMONOrHYHK; MPOTUBOBBINAIMTENHK, aHTHOUOTULIX
ATCxkon: SOIAAI2

MexaHH3bM Ha NeUCTBUe

TobpaMHUHMH e MOLLIEH, LIMPOKOCTIEKTbPEH, Obp3oaeiicTBal] DaKTEPULMAECH AMHHOTIMKO3UACH
aHTUOMOTHUK. TOl ynpaxHsBa OCHOBHUA CH €DeKT BbpXY DaKTEpHANHUTE KJIETKU 4pe3
HHXUOUpaHe Ha MOJUTNIENTUAHOTO CBBbP3BaHE U CHHTE3aTa Ha HOBM BenTbuu oT pubozoMure.

Mexanuzvm Ha pezucmenmuocm

Pe3UCTEHTHOCTTAa KbM TOOpaMULIMH HACTBITBA MO HAKOJKO pa3s/IMMHHA MEXaHU3Ma, BKNIOYHTEIIHO
(1) npomeHnu B pub030MHUTE NOACAWHHULY BBTpE B ODaKTepuanHara knerka; (2) uurepdepeHuus
Ha TpaHcnopTta Ha ToOpaMiIIMH BLTPE B KNeTKara U (3) MHAKTHBaU KA HAa TOOpaMULMH upes
OIpeaeeHH KiIacoBe MOAUPULMPAHUA EHIUMU - aACHUNATHHY, POCHOpPUIATHU U alICTUNIATHH.
['eHernyHaTa unbopMalua 3a MPOAYKLIMA HAa HHAKTUBUPAHK CH3UMM MOXe Na Obae npeHeceHa
110 GaKTEpHATHUTE XPOMO3OMH MJIH MIa3MUauTe. MoXe 1a HaCTBIIH KPBCTOCAHA PE3UCTEHTHOCT

KbM APYI'H AMHHOTTTHKO3UIM.

I panuunu cmournocmuy

' paHn4YHUTE CTOMHOCTH U in Vitro CIIEKThbpa, CIIOMEHAT Nno-A0Ny, ca 0azMpaHu Ha CUCTEMHATa
ynotpeda. Te3n rpaHMYHU CTOHHOCTH MOXE J1a HE Ca MPWJIOKUMHU 32 JIOKATHO OYHO MPHUITOKEHHE
Ha NEeKapCTBEHHUs MPOAYKT, ThbH KATO MO-BUCOKHUTE KOHLIEHTPALIMHU Ca MNOJIYHEHH JOKAITHO U
NIOKAJTHUTE PU3HIHW/ XMMUYHU YCIOBUSA MOTAT Jia NOBJIMSIAT aKTHBHOCTTA HA MPOJAYKTA Ha
macToTo Ha npunoxexue, Cnopea EUCAST crieaHHWTe rpaHU4HMA CTORHOCTH ca OMPEAS/ICHH 3a
TOOpaMULIHH:

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 <2 mg/l, R>4 mg/l
[ ‘paHH4HHU CTORHOCTH, KOWTO HE Ca CBbP3aHH C BUJA S <2mg/l, R>4 mg/l




KJuHHUYHA ePUKACHOCT K 0€300aCHOCT

HonyusbpoeHaTta uudopMaLys AaBa caMoO NpUOIU3UTENIHA HACOKA 3a BEPOATHOCTTA J1a/TH
MHKPOOPraHU3MHTE LI¢ OBAAT UyBCTBUTENIHH KbM TOOpamuLiHa B ToOpuMen kanku 3a ouu. Tyk
ca npeAcTaBeHH ODaKkTepHaTHHTE 1AMOBE, Bb3CTAHOBEHH OT BLHIIHUTE OYHW UH(PECKLIMH, TAKUBA
KaKBUTO C€ HabM0AaBaT U rpH KOHIOHKTHBHT.

PasnpocrpaHeHUeTO HA NpuaoOUTaTa PE3UCTEHTHOCT MOXE 1&@ Bapupa B pa’IMUHUTE reorpadcku
001aCTH M OT BpEMETO 3a U3DpaHH LLaMOBE, 3aTOBA € XKEJIATE/AHO Ja ¢€ U3I0J3Ba MECTHA
uHopMaLKs 38 PE3UCTEHTHOCTTa, 0COOEHO NpPH JICUEHHUE HA TEXKH HHpeKL UK. [Tpu
HeoDX0AMMOCT TpADOBA Aa Ce€ NOTHPCH CHBET OT CNIELHANUCTH, KOraTo JIOKAJTHO
npeodyiafaBamiara pe3MCTEHTHOCT € TaKaBa, Y€ 110CTaBd MoJ BbIIPOC IPUIIOKHUMOCTTA Ha
ToOpaMHULIMH TIOHE TIPH HAKOU BUOBE WHOEKIIUHU,

ObUKHOBEHO UYBCTBUTEJIHA HIAMOBE

Aepobuu I'paM-noJOXKHTEITHH MEKPOOPraHH3MH

Bacillus megaterium

Bacillus pumilus

Corynebacterium macginleyi

Corynebacterium pseudodiphtheriticum Kocuria kristinae

Staphylococcus aureus (methicillin yyacmsumennu - MSS A)

Staphylococcus epidermidis (xoazynrasza-nozumuenu u -nezamuariu)

Staphylococcus haemolyticus (methicillin vyecmgumennu - MSSH)

Streptococci (@xrnouumento HAKOU bema-xeMoaumusHu suooge om 2pyna A, HAKOU HEXEMOAUMUYHY
sudoee u naxou Streptococcus pneumoniae)

Acpobun 'pam-oTpRudTeHH MHKPOOPraHH3MH
Acinetobacter calcoaceticus
Acinetobacter junii

Acinetobacter ursingii

Citrobacter koseri

Enterobacter aerogenes

Escherichia coli

H. aegyptius

Haemophilus influenzae

Klebsiella oxytoca

Klebsiella pneumoniae

Morganella morganii

Moraxella catarrhalis

Moraxella lacunata

Moraxella os lone ns is

Haxou auoose Neisseria

Proteus mirabilis

ITogevemo Proteus vulgaris wyamose
Pseudomonas aeruginosa

Serratia liquifaciens




HIAMOBE, 3A KOATO IIPI/IJ_IOBPITAﬁ PESUCTEHTHOCT MOXE JA E I[TPOBJIEM

Acinetobacter baumanii

Bacillus cereus

Bacillus thuringiensis

Kocuria rhizophila

Staphylococcus aureus (methicillin peauctentHn - MRS A)
Staphylococcus haemolyticus (methicillin peaucrenTHH —MRSH)
Staphylococcus, other coagulase-negative spp.

Serratia marcescens

OPIr'AHHU3IMHU C HACJIEJAEHA PEBUCTEHTHOCT
AepobHu I'paM-NONIOKATETHH MHKPOOPIaHA3MH
Enterococcus faecalis

Streptococcus mitis

Streptococcus pneumonia

Streptococcus sanguis

Aepobnu I'pamM-oTpHLIATE/IHM MUKPOOPraHN3MH
Chryseobacterium indologenes

Haemophilus influenzae

Stenotrophomonas maltophilia

AHaepobHu OaKkTepHH
Propionibacterium acnes

HPG}’HB&HHH 34 6aKTepuanHa UYBCTBHTCIHOCT I[IOKAa3BaT, HC B HAKOH CllyUaH
MHUKPOOpPIraHH3MHTC, PC3IUCTCHTHHW KbM 'CHTAMHKLHMH, 3alla3BaT HyBCTBHTCIHOCT KbM

TOOpaMUUHH.

KinnnyHa epukacHoCT 1 6€30nacHoCT

KyMyJlaTUBHUTE AaHHM 3a 6€30N1aCHOCTTA OT KJIMHUYHHUTE NTPOY4YBAHHUA Ca NMpeACTaABEHM B TOYKA
4.8.

[leguarpdyHa nonyjaalus

Hanuure ot Han 600 neavarpuynumn nauuedTy (Mexay | roamna u 18 rogunu) 6axa onucaHu B
nposegeHnTe 10 KNTMHUYHU NPOYyYBaHKA € TOOpAMULIMH KANKH, U3MOJN3BAHN 33 JICYCHHUE Ha
OakTepuasiHyu KOHIOHKTURUTH, Oaedaputi unu 6nedapokoHOHKTUBUTH. KaTo usino, npoduia Ha
0€30MacHOCT MNpH NEJANATPUUHUTE NALUEHTH € CPABHUM C TO3U NPH BH3PacTHU MALIUEHTH,
Ilopanu nunca Ha zaHHM He MoXKe Ja Obae HanpaBeHa NpenopbKa 3a A03MPpoBKaTa 3a Jeila noj |
rojMHa.




llonynayua 6 cmapuecka ev3pacm
Karo usano He ca HabIOAaBaHK KIIMHUYHH Pa3IMKHU MO OTHOLLUEHHUE HAa O€30MnacHOCTTa UK

e(pUKACHOCTTA MEXAY NALMEHTUTE B CTAPYECKA BB3PACT U APYTHTE Bb3PACTHU MaLMECHTH.

5.2 {dapMaKOKHHETHYHM CBOHCTBA

Abcopbuma

Tobpamuigin ce abcopbupa cnabo npe3 poroBULATa U KOHIOHKTUBUTA. (e TOKAIHO OYHO MPHUIIOKEHHE
Ha 0,3% ToOpaMULMH NMKOBATAa KOHLICHTpallMg OT 3 MHKporpaMa/ml BbB BBTpeOUHATa TEHHOCT Ce JOCTHI A
cres 2 yaca, rociteasatda ot Osp3 craz. (OCBeH ToBa, cMcTeMHaTa abcopOLMs Ha TOOpaMULIMH IpU Xopa
Clel JIOKAJIHO OYHO NPUNIOXKEHKE € HUCKA. He3aBUCHMO OT TOBA, JIOKATTHOTO OYHO NPWIOKEHHE Ha
ToOpamuimH 0,3% ocurypasa 527 + 428 mukporpama/m| TobpaMMiIMH B CHII3UTE fIpU XOpa CIe
€IHOKpaTHa J03a. KoHLeHTpauusITa BEpXy O4HaTa MOBbPXHOCT Kato o Haapuinasa MIC Ha noeeuero

pesucTeHTHY Wwamose (MICs > 64 mukporpama/ml).

Pa3znpenecneHue

Cucremuusar obemM Ha paznpeaencHue Ha Tobpamuiui € 0,26 1/kg npu xopa. Cebp3saHeTo Ha TOOpaMHiIMH
¢ YOBELUKMTE TUTA3MEHUTE NIPOTEUHH € HUCKO 1nog 10%.

bu chopMalus
TobpaMHIIMHET Ce OTAEIs C ypHHATa OCHOBHO KATO HENPOMEHEHO JIEKAPCTERO.

E1YMMHHUpaHe

TobpamMUIIMHET ce oTAens OBP30 U EKCTEH3UBHO ¢ YPUHATA upe3 rIoMepyiHa GUITpaLms,
OCHOBHO KaTo HENMPOMEHEHO nekapcTBo. CHCTEMHUAT KAUpbHC € 1,43 £ 0,34 ml/min/kg npu

MalMeHTH C HOPMATHO TENECCHO TENIO ¢lel HHTPABEHO3HO MPUIOKEHHE U CUCTEMHHUAT KIKPBHC
HaMaasAaBa NponopuUUoHaNHO Ha ObOpeuyHaTa QyHKUMA. [TNa3sMEHUAT NOAYIKHBOT €

INPpH OU3UTENIHO JiBa 4aca.

JinHeHHOCTYHeJIMHEeHHOCT

He e u3cnenBana ouHaTa WKW CUCTCMHATA €KCIIO3ULIMA HA TOOPaMUILIMH CJIC/] JIOKATHO 04HO
[IPUAONEHHE [IPU HApaCTBAILM KOHUIEHTPALMM HA NpUJIoyKeHaTa jo03a. [Topanu Tazu npyunHa
JIMHEMHOCTTA Ha eKCIO3ULMATA NPH J0KAJNHO O4YHO MPHI0KEHHE HEe MOXKE Aa CC YCTAHOBH.

Bpbaka(u) @apmakokuiierika-PapMaxonMHaMuKa

He e ycraHoBeHa crieliuduuHa Bpb3Ka papMakoKUHETHKa-papmMakonHaMurka npu Tobpumen.
[ly6ankyBanute npoyuBaHus in vitro v in vivo Nokassar, ue TOOpaMHULIMH NPOABAB YAbIKEH
ITOCTAaHTUOMOTHUEH eeKT, KONTO ePeKTHBHO MOTHCKA OaKTepHAIHHA PACTEXK BBIIPEKH HUCKATA
CepyMHa KOHLCHTpaLHA.
[1poyuBaHusTa NMPU CUCTEMHO NPUICKEHUE Ha TOOpaMHIIMH ChOOIABAT 33 110-Bty
MaKCHMasiHa KOHLIEHTpallMA NP €JHOKPATHO AHEBHO MPUNAOXEHHE B CPABHEH / *
TCPANEBTHYHUTE CXEMU C MHOTOKPATHO JHEBHO NpuokeHHue. ChIIeCTBY Balll
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AOKA3aTEeJICTBA [IPEAIIONAraT, Y€ CHCTEMHOTO MPHIIOKEHHKE BEIHDK AHEBHO € CBIIO TOJKOBA
e(pUKACHO, KOJIKOTO U MHOIOKPATHOTO JHEBHO NMpuaokeHHe. ToOpaMHUIIMH MPUTEkKaBa 3aBHCHMA
OT KOHLIEHTpaUMATA AHTUMHKPOGHA aKTUBHOCT H MO-roaaMa ePpUKacHOCT ¢ HapacTBaHe Ha
HUBaTa Ha anTubroTuka Haag MIC unn MunMmanHara 6akrepuumnaHa konueHTpauus (MBC).

Yeprodpobro u 6vbpeyro yepecoane
He e npoyuraHa gpapmMakoOKUHETHKATa HA TOOpaMHLIMH B KalKH 3a OYM B TE€3H MALUEHTCKH

[1OfiyNlallkuH.

Bauanue na ev3pacmma evpxy apmaxoxunemuxama
Hsima npoMsHa BbB papMaKOKMHETUKATA HA TOOPaMULIMH NPH NNALKEHTUTE B CTAPUECKA Bb3pacT
B CpPaBHEHME C [IO-MIIAAUTE Bb3PaCTHH NAUUEHTH.

Ileouampuuna nonyrayus

AMWHOTTTHKO3UAUTE, BKIIIOYUTENHO TOOPAMULIHMH, CE H3MON3BaT YeCTo MpH Aella, KbpMauera u
HOBOPO/IEHHM 3a JIeUeHUe Ha CepUHo3HU I pam-oTpuuareany nHdekuuu. Todbpamuuud 3 mg/ml 3a
0 TaIMOJIOTUYHO NPUIIoKEHUE € ofobpeH 3a ynoTpeda npu aeua. Knunuunarta ¢papMakosorus
Ha TOOpaMULIMH TIpU JeLia € ONMUCaHa ClIe CUICTEMHO MPUITOKEHHE.

5.3 Ilpeaknuunuynu faHHU 33 6e30mMacHOCT

HexnuHUYHYU naHHK, Oa3MpaHy Ha KOHBEHIIMOHAIHU NPOYYBaHUA Ha TOKCUYHOCTTA,
FEHOTOKCHYHOCTTA MJIK KaHIIEPOr€HHOCTTa OT NOBTAPALIM C€ JIO3H JIOKAJIHO OYHO MPHIOKEHHE
Ha MpOAYKTa, NOKA3BaT, Y€ HAMA ClieyMaliHa OMAcHOCT 34 X0paTa OT U3jiaraHe Ha TOOpaMULIKH
YpE3 JIOKAJTHO OYHO NMpUHtoKeHHUe. [IpH HeKIIMHUYHKU U3CIeBAHUR ¢ TOOpaMULIMH Ha
PENPOAYKTUBHOCTIA U pa3sBUTUETO, eheKTH ¢a HadNoJaBaHH caMO NMPK U3JlaraHe Ha J103H,
CYMTAHH 32 JOCTAThYHO HAABMUIABALLM MaKCUMAHATA J103a MPH JIOKANTHO OYHO ITPHJIOKEHHE,
NoKa3Baill¥ HE3HAYMTE/HA BPBb3Ka C KNMHUYHATA ynoTpeda.

[I[podun®T HAa CHCTEMHA TOKCHUYHOCT Ha TOOpaMHLIMH € nobpe olleHeH. CHcTEMHATa EKCITO3ULIUS
Ha TOOpaMULIMH, KOHTO c€ U3MON3BA 3a JIOKAJHO OYHO MPHIMKEHHE, MOXKE Aa Oble CBbp3aHa ¢
HEPPOTOKCUYHOCTTA B OTOTOKCHYHOCTTA.

Mymazennocm
[lpoyuBanusTa in vitro v in vivo, nNpoBeeH ¢ TOOpaMULIMH, HE Pa3KpPHBAT MYTareHeH
MOTEHILHAJT.

Tepamocennocm

Crobimasa ce, e CUCTEMHOTO NPUIONKEHHE Ha TOOpaMULIMH BBB BUCOKH JIO3H 10 BpeMe Ha
opraHoreHesaTta Boau 10 ObOpeuHa TOKCUYHOCT MPHU MI0jJd U OTOTOKCUYHOCT IPH NPOYYBAHMUS,
NpoOBEACHH NPH OpeMEHHH KUBOTHH. [Ipyru npoyyBaHus, NpoBeJeHH C NMPHUJIAraHeTo Ha
TOOpaMULIMH NpY MULIKY W 3aiium npu 100 mg/kg napeHTepanHu no3u aHeBHO (Han 400 mbTH
MakKcHManHaTa KJIWHHYHA A03a), HE Ca JaM JOKa3aTesICTBA 3a NOBIUABAHE Ha GepTUANTETA UIIU
YBpEXJaHe Ha rioja.

[0-rojiiMa OT NOTCHUNATHUA PHUCK 32 NJIOJA.
He ca npoeexaaHu npoyuBaHMA 3a OLEHKA Ha KaHLIEPOT€HHHUSA MOTEHIINA
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6. PAPMAILEBTHYHHA JAHHU
6.1 CIHCLK HA NIOMOLIHHATE BEUIECTRA

Tunokcanon

bopHa xucenuHa

Hatpues cyndar, 6e3BojicH
HaTtpuer xnopua
beH3zanKkoHUEB XN0pHil
HaTpHer XUapoKcH
CsapHa KMCEeNHHa

Boja 3a HHXEeKUHH

6.2 HecnBMeCTHMOCTH
Henpunoxumo.
6.3 Cpok Ha roaHocr

[Ipean oTBapsHe: 5 roauny.
Jla ce U3non3ea B paMKHUTE Ha 4 CeAMMLIM CJIEJ NBPBOTO OTBAPAHE HA ONAKOBKATA.

6.4 CrnenHaiHH YCJA0BHSA 32 ChXpPaHenHe

Jla ce chxpansapa noj 25°C.

6.5 Buau cbabpikaHHue HA ONIAKOBKATA

bsina nenpospauna LDPL 6yTunka ot 5 ml ¢ 6an LDPE annukarop-kankomep, 3arBopeHa ¢
LDPE xanauka #a BuHT ¢ HDPE 3amuren npnereH.

byTunkara € nocraBeHa B KapTOHEHA KYTHA, C JIMCTOBKA 32 NaLlHEHTA.

6.6. Crneuxa/JHH NpeaANasHH MEPKH NPH H3XBBPJSHE

Hsama crietinanHi H3HCKBaHUA,

Hen3znon3BaHUAT JICKAPCTBEH MPOAYKT MK OTNNAABYHHUTE MaTCPpHAJIN OT HET'O TpﬂﬁEa Aa CC
H3XBBPIIAT B CHOTBETCTBUE C MCCTHHUTEC U3UCKBAHHUA.

7. IIPUTEKATEJI HA PAZPEILIEHHUETO 3A YIIOTPEBA

Bopnag Menucune Espona EOOJ]
Oyn. CumeoHoBCKO wioce 130, er. 3

1700 Codpus
bbarapus
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8. HOMEP HA PAZPEILIEHHETO 3A YIIOTPEBA
Per. Ne: 20210325

9. JATA HA ITBPBO PAZPEINABAHE/ITIOAHOBSIBAHE HA PASPEIHEHHUETO
3A YITOTPEBA

JlaTa Ha rbpBO paspeiuasase: |35 Hoemepu 2021 r.

JlaTa Ha nnocneHO NMOJHOBABAHE:

10. JATA HA AKTYAJIUZUPAHE HA TEKCTA

02/2024
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