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1. HME HA JEKAPCTBEHHJ ITPOAYKT

Kem Pae. Ne o...vaeeoes

PaspeaiueHue Ne

Led3na 250 mg/S ml npax 3a nepopanta CycneH3ns
CEFZIL 250 mg/5 ml powder for oral suspension

2. KAYECTBEH 1 KOJIHYECTBEH ChCTAB

Bcekn 5 ml OT npurorBeHata CyCneH3us CbabpxkaT uednposun moHoxuapar (cefprozil
monohydrate), ekBuBaneHTeH Ha 250 mg nepnposun (cefprozil).

3a MbAHMA CIUCHK HA NMOMOLLHNTE BEUWIECTBA BUXKTE TOUYKa 6.1,
3. JEKAPCTBEHA ®OPMA

[Npax 3a nepopasiHa CyCIEH3HA.
BenesHukas 10 OeJ0KDBAT, 3bPHECT Npax, 6€3 BHAWMH CIAEIH OT 3aMbpPCSBaHE.

4. KJIHHAYHH JAHHH

4.1. TepaneBTHYHH NOKAIAHHSA

Lled3sun e nokasaH 3a JieYEeHHE HA MNALKMEHTH CbC CIEAHUTE HHPEKUMM, NPHUUHEHH OT
YYBCTBHTEJHK KbM Uednposun bakrepuy.

¢ HudekuHm Ha rOpHHTE ANXATENHH MTHTHIIA BKIKOYBALILH, DAPUHTHT, TOH3UNHT U CHHY3HT.
HHdekuny HA JOJHHTE AMXATENHU MBTHLIA, BKJIHOYBALLH OPOHXHUT H MHEBMOHMUA.
HeycnoxHeHn HHPEKUHK Ha KOXKATa U MEKHTE ThKaHH.
3ABEJIEXXKA: Abcuecute oOMKHOBEHO H3UCKBAT XHPYPTrHYEH APEHAK,

e HeycnoxHenn uHpeKUHH HA THKOYHHUTE [TbTHLLA, BKIIOYBALIH OCTHP LIHCTHT.

e OCTbp CpeleH OTHUT.

Heobxoarumo ¢ na ce uMar npeasu opHUMATIHUTE MPENOPBKU 3a NOAXOAALLO H3NOJI3BaHE HA

AHTHOHOTHLIY.

4.2, Jo3MpoBKA H HAMHH Ha NPHAOKEHHE

Lled3nn Moxe aa ce npueMa ¢ uid 0e3 XxpaHa. XpaHata He OKa3Ba BIIMAHHE BBPXY CTENECHTA Ha
abcopbuui.

AOSH DOBKA

Bh3pacTiH H Aena HaA 12 roAHHH — NOAXOAALLO € H3noa3BaHeTo Ha Lled3un tabneTkw.
Lied3nn ce mpujara nepopajHo npH NeveHWe HA HHPEKUUH MPUYHHEHH OT UYYBCTBUTEAHH
Oakrepuu B CneaHHTE A03H*;

MHdiekuM Ha TOPHUTE AMXATENHH N'bTHLIA 500 mg Ha 24 yaca
CHHY3UTH 250 - 500 mg Ha 12 vaca
Undekuuu Ha JONHUTE JHXaTEAHH TbTHLLA 500 mg Ha 12 yaca




HeycnoxxHeHH HHPEKUMH HA MTHKOYHUTE NbTHLLA 500 mg Ha 24 yaca
Hudexkunu Ha KoXKaTa U MEKUTE TbKaHH 250 mg Ha 12 yaca wau
500 mg Ha 24 yaca
*[Tpn NeueHHe Ha P-XEeMONMTHUYHH CTPENTOKOKOBH HHGeKLUHHU, TepaneBTHYUHH ao3u Lledsun ce

npuaarat Hah-Manko 3a 10 auu.
CraupapTHaTa aHTHOHOTHUYHA Tepanua npoxb/Hkasa Mexay 7 U 10 aHH.

brOpeuHo HapylLIeHHE:

Lle¢npo3un moxe aa ce npunara npu 60onHU ¢ yBpeaeHa 0ubpeuHa pyHkuus. He e Heobxoanma
N1030Ba KOPEKLMS NpPH CTOHHOCTH Ha KpeaTHHHHOBMA KiaupeHC > 30 ml/min. Tlpn GonHu ¢
KpeaTHHHHOB KAHpBHC < 30 ml/min, cnea npunoxkeHHe Ha NMbpBaTa CTaHAapTHa Ao3a, 30% oT
clielBaLIaTa CTAaHAAapTHA A03a CE€ JaBa B HOpPMalHWTE A030BH HHTepBanu. Llednposun ce
OTCTpAaHABa YaCTHYHO 4pe3 XEMOJAManu3a; Mopajd TOBAa C€ MpHaara ciej MNPHKIIOYBAHE Ha
XEMOAHAIN3ATA.

YepHoapoOuo HapymesHe:
He ce n3nckBa 1030Ba KOpeKLHs NpH OONHH ¢ yBpeAcHA YepHOAPOOHa QYyHKIHA.

IleanaTpuyna nonyaalnus

B xauHMuYHK npoyuBaHud, Lle¢3nn e npuiaraH Ha neaMaTpHYHN NAUMEHTH, KOHTO ca OHIIM Ha
Bb3pacT Hai-Manko 6 meceua.

Llepzun TabneTku He € noaxoasw 3a ynorpeba npu acua. Ilpu aeua tpabsa Jga ce u3nonsea
Lled3un nepopanHa CycrieH3ns.

Ipu cpeaeH OTHT, npenopbkyusaHata ao3a Lledsun e 15 mg/kg, npunarana Ha Beceku 12 vaca.

[IpH HHPEKUUY HA rOPHUTE AMXATENHH ABTHILA, PAPUHIUT HWIH TOH3HJNT, MPENOPHLYBAHATA 1032
Lled3un e 20 mg/kg Beanbxx aveBHo unu 15 mg/kg/neH, pasaenena Ha ABe paBHH 103H. [1pw
CHHY3HT, IpenopbuBaHarta no03a e 7,5 mg/kg no 15 mg/kg, npuiaraHa Ha Bceku 12 yaca.

[IpM HEyCNOKHEHW WHOEKLHH Ha KOXKATAa W KOXHMTE CTpPYKTYpH ce npenopbusat 20 mg/kg
BE/JHBX JHEBHO.

MakcHuManHara aercka AHeBHAa A03a He TpadBa Aa HaABHlUIaBA MakKCHMajlHaTa npenopbyBaHa
AHEBHA [03a NpH Bb3pacTHH. [IpH neueHne HA P-XEeMONHUTUYHH CTPENTOKOKOBH HHQEKLHH,
TepaneBTHYHHU A03M Lied3un ce npunarar 3a 10 guu*

*cTaHaapTHaTa aHTHOMOTHYHA Tepanus npoAbkasa Mexay 7 1 10 aau.

be3zonacHocTTa H ePeKTHBHOCTTA [IpHU Aelia noa 6 Mecela He € yCTAHOBEHaA.

4.3. IlporHBONOKA3aAHHA

Lled3un e npoTuBonokasaH Npu OONIHH CbC CBPBXUYBCTBUTE/NHOCT KbM aKTHBHATa CbCTABKA WU
KbM HSKOE OT MOMOILHHTE BellecTBa. OCBEH TOBA € MPOTUBOMNOKA3aH MpPH NALUEHTH CbC

CBPbX4YBCTBHTENHOCT KbM aHTHOMOTHLH OT Klaca Ha LUeaJOCOPUHHTE.

4.4. CpelHaaHH npeaynpemaeHUS H NPEeANA3HK MEPKH NIpH ynoTpeda

IIpeau 3anousaHe Ha Tepanus ¢ lled3nn e HeoOXoaAHMO BHHMATE/NHO PA3NHTBAHE HA
00/IHMA 33 MNpeAXoKNAIIH PEAKNHH HA CBPLYYBCTBHTEJIHOCT KbM Ne(aloCNIOPHHH,
NeHHIHJIHHH WIH APYTH JIeKapCcTBa.




AKO TO3H AHTHOHOTHK C¢ NMPHJIOKH HA NeHHUHIHH-YYBCTBHTSJIHH NalHEHTH, HeobDXoaHMO
€ BHHMAHKE MOPAAH KPbLCTOCAHA YYBCTBRTEIHOCT MEXKIY O€Ta-TaKTAMHHTE AaHTHOHOTHI A,
KoaTo € Jo0pe RoxkyMeHTHpaHa H ce Habmwogasa npe 10% otT OGoaHHTe ¢ AaHHH 3a
NeHHLHJIHHOBA AJEPrus, AKO HACTBIH ajiepruyHa peakuus KbM Lledsni, seueHuero ce
NpeKbeBa. TeKKH OCTPH peaKklHH HA CBPBLXYYBCTBHTEIHOCT H3KCKBAT CNEIIHO JE€4YEHHE.

uapus, cebvp3ana ¢ Clostridium difficile (CDAD), e noxnaasana npu ynorpebara Ha nouTu
BCHUYKHW aHTUOAKTepHANHH CPEeACTBA, BKIIOUHTENHO U Lled3nn, H MOXe aa Bapupa O CEPHOIHOCT
oT nexa auapua no dartaned konut. CDAD Tpabsa aa ce oO6CHAU NPH BCUYKH NAUMEHTH, KOUTO
pa3BUBAT JHApUs BCNEACTBUE Ha ynotped®a Ha autHOHoTHUH. HeoOXOoaMMO € BHHMaTenHOTO
CHEeMaHe Ha aHaMHe3a, TbH kaTo € aoknaasaHa nosea Ha CDAD noseue OT ABa Méecela cnel
NMPUNOKEHHETO Ha aHTUOakTepHanHu cpeactBa. Ako CDAD ce nono3upa MiiH € NOTBBLPIH,
MOJKE Ia C€ HAJIOXKH MPEKPaTABAHETO Ha €NHOBPEMEHHATa ynorpeda Ha aHTHOMOTHLIM, KOHTO He
ca Hacouenu cpewmy C. difficile.

O6wwara qHeBHa 103a Lled3un TpabBa ga ce HaManu nNpH OONHMU ¢ TexKa OLOpeuHa AnchyHKUHA
(kpeaTHHHHOB KaMpbHC <30 ml/min) nopaiH BHCOKMTE H/HNM OPOABMKHMTENHU MNNA3IMEHH
KOHUEHTpalllH Ha aHTHOHOTHKA B CpaBHeHUe ¢ HOpMaNHUTE CTOHHOCTH. Lledanocnopuuure, B
ToBa uKciao Ledsun, TpaOBa na ce npuaarat ¢ BHHMaHHe Npu OOJIHY, NONYyYaBalld ChIbTCTBALLQ
NeYeHHe C MOLLIHY AUYPETHLH, ThbH KaTO € NoAO3upa, Y€ Te3H BellecTBa Baowasar 6b0peuHara
PYHKUHA.

[Mpoabmkutendoro uH3nonipaHe Ha Lledsun Moxe na aoseAe R0 pa3BHBaHE HA PE3HCTEHTHH
OakTepuanty liamMoBe. OcobeHo BaxHO € 6onHug Aa 6bAc noa HaAbMOAEHHE. AKO N0 BPEME Ha
NeYeHHeTo HaCTLNH CynepHH(peKuus, TpadBa aa ce B3eMAT CbOTBETHUTE MEPKH.

HoknaasaH e nonoxurened AupekTeH Tect Ha Coombs 1o BpeMe Ha JeyeHHe ¢
Lie(panoCMOPHHOBH AHTHOMUTOTHLH.

ITaunenTH ¢ PEeHHIKETOHYPHA
Llep3un 3a nepopanHa cycneH3ud ChbAbPXKA acnapraM - H3TOMHUK Ha ¢eHunanaHud (28 mg
¢heHuNanaHuu Ha 5 ml).

Lled3nn 3a mnepopajiHa CycneH3us CbAbpxka 3axapos3a. [lauMeHTH ¢ pagka HacAEACTBEHa
dpYKTO3HA HEMOHOCHMOCT, IIOKO30-ranakTozHa manabcopbLUuUs HAHM CYKpO30-W30MaliTazHa
HEeJOCTATBYHOCT He TPAOBA Aa MPHEMAT TO3M JIeKapCTBEH NPOAYKT.

Lled3nn 3a nepopanHa cycneHsus cbiAbpxa ouserutened areHT FD&C xwaro Ne: 6 (E110),
KOETO MOX€E [a MPEIU3BHKA aNepruiHH PeakLuu.

IlennaTpuuHa nonyJaaius
He ca yctaHoBeHH Oe3onacHOCTTa M €(EKTHBHOCTTA MPH NEAHATPHYHH NALMEHTH Ha Bb3pacT
noa 6 Meceua.

4.5. BianmoaelicrBHe ¢ JApYrH JIEKAPCTBEHH MNPOAYKTH H ApyrH ¢opMH Ha
B3aHMOREHCTBHE

EdexkTH Ha ApYrH jJeKapcTBa BHPXY Uednpoiun
JloknaaBaHa € yBe€JIHYEHAa HEPPOTOKCHYHOCT ClEA E€OHOBPEMEHHO [pUjiaraHe Ha
AMHHOMMHKO3UAHH aHTUOHOTULH H LEehaTOCNOPHHOBU AHTHOHOTHLH.

EnHoBpeMeHHO npuiarake Ha npodeHeuua yasosa riotura mog kpueata (AUC) 3a uedpnpo3zun.

B3anmoneiicTBHA ¢ 1ekapeTBa/nabopaTopHH H3cdeABaHHS




LledbanocnopiHoBHTE aHTHOWOTHLIM MOTAT Aa AOBEAAT A0 (PaNLIHBO MOAOKHTEIHH PeakluH 3a
rOKO3a B ypuHaTa ¢ MeaeH peaykrazeH TecT (Benedict uan Fehling pasteopu unu ¢ Clinitest
TabNeTKH), HO HE C €H3HMEeH TeCT 3a FMoKo3ypus (rAOKO300KCHAa3eH TecT). danluuso
OTPHLATENIHA PeaKLMA MOXKe ja ce HabmoJaBa npH QepHItHAaHHAHHWA TECT 32 IMIOK03a B KPbLBTA.
Hannyueto Ha uednpo3nn B KpbBTA HE BOAM A0 B3aUMOACHCTBHE C METOAa 3a H3C/IE/BaHC Ha
KpeaTHHHH B NJ1a3Ma H YPHHA C aNKajieH NMHKparT,

Kakto 1 npu Apyrd uedanocnopuHi, ¢PUKaCHOCTTA Ha NEPOPAIHUTE KOHTPALIENITHBH MOXKE Ja
Obae MOHHXKEHA NPH eHOBpeMeHHOTO npuioxeHue ¢ Llegsnn. o Bpeme na neuenve ¢ Lledaun
TpAbBa A4 ce B3eMaT AONbJIHUTEIHA MEPKH 32 KOHTPALENLNS.

4.6. PDepTHIANTET, OPEMEHHOCT H KbpMEHe

bpeMeHHocT

Hama aaHHM 3a yBpexAaHe Ha ¢eryca OT nednpo3un MOHOXHApAT MpPH NpOoy4uBaHHA Ha
penpoAYKTHBHOCTTA, NPOBEEHH MPH 3aiLM, MHILKH H NIbX0BEB 403U ¢boTBeTHO 0,8, 8,5 1 18,5
NbTH MakKcHMalHuTe AHeBHH 103k npH xopa (1000 mg), ocHOBaHH Ha TENECHA MOBbLPXHOCT
(mg/m?). O6aue He ca NpoBeXJaHH aJEKBaTHW M J0Ope-KOHTPOIHPaHH IIPOyuBaHHA NpPH
OpemeHHH xkeHH. [lopaau ToBa, e MPOYYBAHHATA MPH XKHBOTHH HE Ca MOKAa3aTe/IHH 3a XOparTa,
TOBA JleKapcTBO TpAOBa Ja ce M3MOJ3Ba MO BpeMe Ha OpEMEHHOCT, CaMO aKko ACHO H TOYHO €

ONpeacii€Ha HyXXAaTa OT HET'O.

KnpMeHe
[To-manko ot 0,3% oT fpo3ara, npHloXeHa Ha MahKa KbpMauka, ce eKCKpeTHpa B KbpMara.

HeobxoanMo € NOBHILIEHO BHUMAaHHE, xoraTo Lled3nn ce npunara B nepHol Ha KbpMEHE.
4.7.  EdexkrH BbPXY cnoco0HOCTTa 3a InogHpane H padoTa ¢ MAIIHHH

He ca npoBexaanu npoyuBaHHs Ha edexTuTe BBpPXY CnocoOHOCTTa 3a wWodupave U padora ¢
MALLHHH.

4.8. HexeJaHH JEeKAPCTEEHH peaKIHH

Hexxenanute nekapcTBEHH peaxildd mpH uednpo3na ca noaoOHH Ha oHe3n, HabnoaaBaHUu NpH
Apyry uedanoCnopruHU 3a nepopasHo npunoxeHue. Ledgnpo3nn oOUKHOBEHO ce MOHACA A00pe
MPH KOHTPOJMpAHW KIWHMUYHH  H3NUTBaHuA. [lpubnusutenHo 2% oOT NAUUEHTHTE

MMpEyCTaHOBABAT JICUCHHC C ued:lnpnznn 3apajH HEXKENAHNTE JICKAPCTBCHH PCAKLIHU,

Tabnuuara no-aony BKJOYBA BCHUKH HEXENAHW NEKapCTBEHHM peakuud, HabmonasaHu npH
MaUWEHTH NeKyBaHH C Lepnpo3u ¥ KakTo ca onucadHd KkbM MoMeHTa B CCDS. CnuchbkbT €
NpeACTaBeH MO CHCTeMO-OpraHHyd kinacope, MedDRA TepMHHONOTHA # 4e€cTOTa, KAaToO Ca
H3NON3BAHH CAEAHWTE KaTteropuu: MHoOro vectu (=1/10), yectn (=1/100, < 1/10), HeuecTH
(=1/1000, <1/100), peaku (=1/10000, <1/1000). muoro peaku (< 1/10000) u ¢ HeusBecTHa
yecTota (He MoXxe Aa ObjAe H3YMCIEHA OT HANW4YHHTE AAaHHH). Tabnuuara € ChCTaBeHa Cropen
npenopbkute Ha CIOMS paborsa rpyna Il 1 V u Ykazanusara Ha EBponefickata KOMHCHA 34
Kpatkata xapakTepHcTMKa Ha NIPOAYKTA.

CHCTeMO-OpraHHH KJI3C0Be YecToTa MedDRA TepMHH
HecTu CynepuHdekuHa 1 BarHHalHa

MHdEKLNN ¥ HHpecTaLUH | MHEKUnA

HapylteHus Ha KpbBTa U JinM@HaTa _I_'-Iecm EosuHndunus




| cucrema | Heuectn [ Hamanen Opoii Ha 6enuTe KPLBHH
| | KJETKH )
Peaxu TpoMOOLIMTONEHNA U Y ABIKEHO
| NPOTPOMOHHOBO BPEME
Hapyluennsa Ha MMyHHAaTa CHCTEMa Peaku AHrHoeaeM, aHaQUNaKTHYHA peaKuus
_ _ _ H CepyMHa bojiecT
HapyileHnsa Ha HEpBHATA CHCTEMA Yectn CBETOBBLPTENX -
HeuecTH CoerosHue Ha 06LpKBaHE, O€3CLHNE,
COMHOJICHTHOCT, NCHXOMOTOPHA
XHNEPAKTHBHOCT, HEPBHOCT H
_ rnaBodonue
CTOMAWHO-YPEBHH HAPYLUEHWA YectH Bonka B KOpeMa, AMApHs, FaieHe |
| nOBpbLIaKe
| Penxu KonuT n ncesaoMeMOpaHO3eH KOJIHT
| | HensBecta | [Mpomsua B 1BeTa Ha 360HTE
Xenato-OHNHapHH HapyLUEeHHUS Yectu [loBuiueHa acnaprar
aMHHOTpaHcdepa3a 1 MOBULLCHA
| anaHuH aMHHOTpaHcdepasa
Heuectn [loBullieHa B KPbBTA ankanHa
| octhaTasza |
Peaku XonectaTHuHa XXBATEHHUA H NOBULLECH
6unupybuH B KpbBTa
_ | HensBecTHa | XenaToTOKCHYHOCT, XENATHT |
HapyuwieHus Ha koxaTta H YecTu

NnoagKOXHaTa TbKaH HeuecTn

06“]3 H YDTHKADUA

Penky Cunapom Ha Stevens-Johnson, epureMa
MYATHGOpME
Hapyiuienus Ha 6n0Opeunre v "Heuectn [MoBHIIEHA ypea B KPbBTA U MOBHILEH
NMUKOYHHUTE INBTHLLA KDeaTHHHH B CenpvyMa
OGwK HapyuIeHHs H eDEKTH Ha Peniu [upekcns
MACTOTO Ha NPHJIOKEHHE | _

OOpuB H ypPTHKapHs ca SOK/NaABaHH MO-4ECTO NPH J€LAa OTKOAKOTO NPH Bb3pacTHH. Ilpu3nauuTe
H CHMITTOMUTE COMKHOBEHO HACTBIBAT HAKOJKO AHU CNIC/ 3aMO0YBaHE Ha TepanuAaTa H CTHXBAT A0

HAKONKO IHH CJICO NPpEKPATABAHCTO H.

3a HAKOH OT cieaHnTe C¢bOMTHUA ce cboOlllaBa paaAKO MO BpeMeé Ha MNOCT-MAapKETHHIOBOTO
HabnoaeHue, He3aBUCHMO JalM € YCTAHOBEHA TNPHYMHHO-CIEACTBEHA Bpb3Ka C LEPNpO3MI:
aHa(MIAKCHA, AHTHOEAEM, KONHUT, BKJIOUHTENHO TNCEBAOMEMOpPAHO3E€H KOJHT, €pUTEMa
MyJaTH(OpME, Tpecka, cepyMHa BosiecT, CHHAPOM Ha Stevens-Johnson u TpoMOouuTOoneHHs. [lo
BpEME HAa NOCT-MAPKETHHrOBOTO HaOMIOACHHE € JoknaaBaHo obe3uBeTsaBaHe Ha 3bOMTE,
XeNaTOTOKCHYHOCT, BKJIHOUHUTENHO XENaTHT.

Cho0llaBaHETO Ha MOJZO3HWPAHH HEXENaHW peakiud chea paspeilaBaHe 3a ynoTrpeda Ha
NeKapcTBeHMs TNPOAYKT € BaxHo. ToBa MO3BONSABA Aa NPOALIKM HAOMOACHHETO Ha
CbOTHOWIEHUETO MOJM3A/PHCK 32 NEKAPCTBEHHMA MPOAYKT. OT MEAMUHHCKUTE CHEUHANHCTH ¢
H3MCKBa Ja ¢boOllIaBaT BCAKa NOAO3MPaHa HEKeNlaHa peaKius upes:




HMambnuuTenna areHuKs no Jexkaperaara
yn. ,JamsaH I'pyeB” Ne 8

1303 Codus

Ten.: +35 928903417

yeOcaiiT: www.bda.bg

4.9. Ilpeno3npane

EAMHHYHK KO3, OT nopsabka Ha 5000 mg/kg, npunaraHy BbpXy *XMBOTHH B NpOYYBaHHATA 34
TOKCHYHOCT, HEMAT CEPHO3HH KW NETANHN NMOCAEACTBHA.

Lledann ce enumuuupa raasHo npe3 6v6peunte. [Ipu ciayuan Ha npeposunpaHe, 0cOOEHO MpH
NauHeHTH ¢ HapyleHa ObOpeuHa ¢QyHKUHA, XeMoOAHalW3aTa MOANOMara OTCTPaHsABaHETO Ha
ednpo3ns OT OpraHu3Ma.

5. OAPMAKOJIOT'HUHU CBOHUCTBA

5.1, ®apmMakoiHHAMHYHH CBOHCTBA

dapMakoTepaneBTHYHA rpyna; BTOpO nokoaeHue ueganocnopuuy, ATC koa: JO01DC10.

MukpoGuonorns

Llebnpo3un uMa in viltro aKTHBHOCT CpeELly WHPOK CHNEKTBD OT FPAMNOJOXKHUTENHH W
rpaMoTpHLIaTesHd OakTepuu. bakTepuLiMAHATA AKTHBHOCT Ha UEQNpPO3MI € pe3yaTarT oOT
HHXMOMpaHEeTO Ha CHHTE3a Ha KaeTbyHata cTeHa. Liednposun e aktHBeH cpelyy NOBEYeTo

I1IAMOBE HA CACAHHUTE MHKPOOPraHo3MHU In VIITo:.

Aepobn, rpaMNoOAOKHTEIHH MUKPOOPIraHH3IMH:

- Cradunokoky, Bkn. Staphylococcus aureus (BKJ. NEHHUMNA3Z0-NPOAYLMPpALLK LLAMOBE); S.

epidermidis; S. saprophyticus; S. warnei. (3a0: uednpo3un He € aKTHBEH CPELLY METHLH/IHH-

PE3UCTEHTHH 1aMOBE CTa(PHIIOKOKH);

-  CTpenToKOKH, BK1. Streptococcus pyogenes (CTpeNnTOKOKH rpyna A), S. agalactiae
(ctpentokokn rpyna b);, S. preumoniae (BxA. NOBEHETO HHTEPMEAHEPHH NEHUUHIIHH-
pPe3UCTEHTHY IamoBe ¢ neHHUMIMH MIC ot 0,1 ao 1 ug/ml); I'pynu C, D, F &G
CTPENTOKOKH; CTPENTOKOKH OT rpyna Viridans;

- Enterococcus durans; E. faecalis; (3a0: uedrnpo3un e HeakTHBEH cpewly E.faecium),

- Hpyru: Listeria monocytogenes.

Aepobu, rpaMOTPHIATENHH MHKPOOPraHH3IMH:

- Moraxella catarrhalis (Bkn. B-nakTaMazo NpoAyUMpallH LWAMOBE);
- Hemophilus influenzae (Bkn. B-nakramMaso npoayuUHpaLuH WAaMOBE);
- Citrobacter diversus;

- Escherichia coli;

- Klebsiella pneumoniae;

- Neisseria gonorrhoeae (BKJI. NeHHLMNA3A- NIPOAYUHPALLH LIAMOBE);
- Proteus mirabilis;

- Salmonella sp.;

- Shigella sp.;

- Vibrio sp.




- 3abenexka: Llepnposws He € AaKTHBEH cCpelly NOBEYeTO lWaMoBe Ha Acinetobacter,
Enterobacter, Morganella morganii, Proteus vulgaris, Providencia, Pseudomonas W Serratia.

AHaepoOHH MHKPOOPraHH3IMH:

3abenexka: [ToBeyero wiamose ot Bacteroides fragilis ca pe3MCTEHTHH Ha LE(NpPO3KII.
- Clostridium difficile;, C. perfringens

- Fusobacterium sp.;

- Peptostreptococcus sp.;

- Prevotella melanogenica (no3nar kato Bacterioides melaninogenicus)

- Propionibacterium acnes.

TecTOBE 32 HYBCTBUTEAHOCT

KonnuyecTBeHH METOAH, KOHUTO H3IUCKBAT U3MEPBAHE HA AMAMETPHUTE HA 30HATA, AaBaT HAH-TO4YHA
OLIEHKA 334 YYBCTBHTENHOCTTA Ha OaKTEpHHTE KbM aHTUMUKpOOHMTE cpeacTsa. MHTepnpeTaluaTa
BKJIIOYBA KOpenailgd Ha JHaMeThpa, NoliyuyeH OT AMCK TECTOBETE, C MHHHMAajlHaTa HHXHOUTOpHA
koHUeHTpauus (MIC) 3a uednposun.

JIuckoBeTe 3a TECTBAHE Ha YyBCTBHTENHOCT KbM LiedanocnopuHy (uedaloTHH IUCKOBETE) HE €A
NOAXOAALIM NOPAAH PA3/IUKH B CeKTbpa ¢ uednpo3un. 30-pug uednposnn AMCKOBE ¢ H3MO/3BaT
34 TECTOBE HA U3ONATH In VIIro.

Pesyntature ot n1abopaTOpHUTE TECTOBE OT CTAHAAPTEH TECT 3@ YYBCTBHTEJHOCT C €IMH JIMCK C

30-pg uednposun AMcK TpAOBA Aa C€ HHTEPNPETHPAT CIOPE]A CNERHUTE KPHTEPHH.

JInaMeTbp Ha 30HaTa (mm)

HMuTtepnpeTaumu

MIC-kopenauus

>18 (S) uyBCcTBUTENEH | <8 pg/ml
15-17 (MS) ymepeno uyscTeuTened | 16 ug/ml
<14 (R) pe3ncrenTex >32 ng/ml

Pesynrar ,,uyBCTBHTENEH” NOKa3Ba, Y€ NATONEHBLT BEPOATHO WE Obae HHXHOMPAH OT OOMKHOBEHO
MOCTHXHUMH KPbBHH KOHLEHTpauuu. Pesyntatr ,yMepeHO HYYBCTBHTENEH  NOKa3Ba, ue
OPraHH3MbT e ObAe 4YBCTBUTENIEH, AKO €€ H3NON3BA BUCOKA J03a HIH aKO HHQEKUMATA €
OrpaHHYEHA A0 THKAHH W TEMHOCTH (HaNp. YPHHA), B KOUTO C€ NOCTHraT BHCOKH aHTHOHOTHUYHH
HHBa. Pe3yntatr ,,pe€3MCTEHTEH” NoKa3pa, 4€ NOCTHXHUMATA KOHLEHTpaLuHs Ha aHTHOMOTHKA
BEPOATHO HAMA A4 Obae HHXHOUTOPHA.

CTaHAapTH3HPaHHTE TMPOUCAYPH HM3IUCKBAT H3MOA3BAHETO Ha NadOpPaTOPHH  KOHTPOJIHH
OpraHH3MHU.
52. (DapMakoOKHHETHYHHM CBOiicTBa

Lled3un ce pesopbupa nobpe cnel nepopanHo NPUIOKEHHE NPH NPHEMAHE IPEAH WK N0 BpeMe
Ha xpaHeHe. [lepopanHaTa OuoHanu4HOCT ¢ npudnusurenno 90%. dapmakokHHETHKATa Ha
Hednpo3nn He Ce MPOMEHA OT MPHIOKEHHE ¢ XpaHa uiu aHTHauniu. CpelHHTE NNAa3MEHH
KOHUEHTPALUH cle/l NpUaokKeHde Ha uednpo3un Ha rnagHo ca NpeicTtaBeHH B Tabnuuara no-
nony. KoHuentpauuure B ypuHata ca okono 60% ot npuiagxeHara 103a.

Jo3a CpeHH NNa3MEHH KOHUECHTPALM Ha YpuHHa eKCKpeLus
| negnposun®
I (ugm)
_ | Bppx (~1,5yaca) | 4uaca | 8 yaca (8 yaca)
| 250 mg ] 6,1 1,7 0,2 60%
| 500 mg 10,3 3,2 0,4 62%




[1000mg (1g) ] 18,3 [ 84 1,0 54% |

*TlauHUTEe MpeACTABAABAT CTOWHOCTHTE Ha CPEAHHTE MJA3MEHH KOHUEHTpauHK oT 12 3apasu
no6poBouK. PapMakKOKHHETHYHKHTE AAHHM Ca B3€TH OT KalcyJHa JeKkapcTBeHa (popMma; JoKas3aHa
e, obaue, OMOEKBHBAJEHTHOCTTA Ha TIEpOpalieH pa3TBOP, Kancynd, TabNETKM #H MepopanHa
CYCNIEH3MA.

[To BpeMe Ha NLPBUA 4-4acOB MEPHOA CJieA NpHAraHe Ha JIEKapCTBOTO, CPEAHHTE KOHLCHTPaLHH
B YPUHATa CJel mpunarade Ha 103 oT 250 mg, 500 mg u 1 g ca npubausurendo 170 pg/ml, 450
pg/ml 1 600 ug/ml cbOTBETHO.

CBbp3BaHETO ¢ MJA3MEHUTE MPOTEUHH € OKoNo 36% M € HE3aBHCHMO OT KOHLEHTPaUuWWTE B
nvanaszoHa ot 2 pg/ml go 20 pg/ml. CpeaHHAT nnasMed nostykKHBOT NPH HOPMaJIHH HHAWBHAH €
npubnausutTenno 1,3 yaca.

[TuxoBUTE KOHLEHTpaUWH Ha Lednpo3un B KOKHATa MexypHa TedHocT ca 3,0 n 5,8 pg/ml npwu
MAaUMEHTH, NOJYyYaBalliy eJHa A03a oT cboTBeTHO 250 mg unu 500 mg uednpo3ni. [TonyXHBOTBT
B KOXCHATA MEXyPHA TeYHOCT (2,3 uaca) e No-Ababr OT TO3M, HaduroAaBaH B N/1a3Mara.

Cnen npuioXeHHETO Ha eaHa 403a oT 15 niu 20 mg/kg npH nauneHTH ¢ XpOHHYEH CPelEH OTHT,
KOHLEHTpALMUTE Ha UedNpo3HN B TEYHOCTTA B CpedHOTO yxo Bapupa ot 0,06 no 8,7 pg/mi.
KOHUEeHTpaLMHTe Ha Liednpo3un B TEUHOCTTA B CpeAHOTO yxo ocrtaBar Haj MIC 3a noseueto
LWMPOKO pasnpocTpaHeHH OaKTepHH, CBbLP3BAHU CbC CPEAECH OTHT , 3a moseye OT 6 yaca ciel
npunaraHe Ha uegpnpo3n.

HsMa naHHH 3a akyMy/iHpaHe Ha uenpo3Ws B nnazMara Ha HHAMBHAM C HOpManHa OLOpeuHa
dyHKLHMSA ciel MHOTOKPATHO MpUIoXeHHe Ha nepopanti Jo3u no 1 g Ha 8 waca 3a 10 qum.

buvbopeuno yepedcoane

[lpu GonHW ¢ HamaneHa ObOpeuHa QYHKUHA, YABIIKABAHETO HA MNa3MEHHA TNONYKHBOT €
CBbP3aHO ChC CTeneHTa Ha ObOpeuHata aucyHnkuua. [Npu GonHU ¢ NbaHa nunca Ha ObOpeuHa
dYHKIMSA, NNA3MEHHAT NONYXKUBOT Ha uehnpo3un Moxe aAa o6bae H 5,9 uaca. IloaykuBoTbT ce
CKbCHBA Upe3 XeMoaxanu3a o 2,1 yaca. He ca ycTaHOBEHH ABTHLIA HA €KCKpEUUs NPH NaUHEHTH
CbC 3HAYUTENHO YBpeacHa ObOpeuna GyHKLUHS (BXK. T. 4.2 n 4.4),

Yeproopobno yepedicoane

[Mpyn Gonun ¢ yBpeaeHa 4vepHoApoOHa (yHKLUHSA HAMA CTATUCTHYECKH 3HAYMMM Pa3jMKH BhLB
¢apMaKOAHMHAMUYHHTE NAapaMETPH, KOrato ce CpaBHABAT C TE3H MpH HOPMAaNHH KOHTPOJIHH
HHAWBHUIH.

Iepuampuunu nayuenmu

Cpennara AUC, HaOniogaBaHa Npd MaUHEHTH B HaNpeAHANA Bb3pacT Ha 65 rOJMHH ¥ NOBeUe, €
okosio 35-60% no-BHCOKa OT TasW NpH NO-MNAAH UHAWBHAU. 3HAYECHHETO HA TE3H 3aBHCHMH OT
Bb3pACTTa BapHaLHU BbLB (apMaKOKMHETUKATA HA UedNpPO3U HE Ca AOCTAaTbYHH, 3@ Ja H3UCKBAT

KOPCKUHA B 1030BHTC PCXKHUMH.

Heouampuunu nayuenmu u noopacmeaiu
Cnen npunoxeHue Ha eAHOKpaTHH A03M oT 7,5 mg/kg unu 20 mg/kg Ha neanaTpHUHHU NMaLHEHTH,
KOHLIEHTpaUUUTe Ha uednposun Bapupar ot 0,5 no 4,3 ug/g B Touzunurte u Bapupar ot 0,4 ng/g
no 4,9 ug/g B aneHouaHara Tbkan. KOHUEHTPALMHTE B TOH3HWIHTE U aNCHOUIHATA ThKaH NOBEYE
oT 3,2 yaca ciea A03HpaHe ¢a NO-BUCOKH OT MUHHMAaNHUTE HHXHOUTOPHH KoHueHTpauuu (MIC)
33 LHPOKO pa3npoCTPaHEHH NATOreHH, KOUTO NPUUKHHABAT (PAPHHTHT WU TOH3HIINT,

dapMakOKMHETHKATa Ha LedIpO3nI € CpaBHUMA Mexay Aeila (Ha Bb3pacT oT 6 Meceua a0 12
roAMHH) W Bb3pacTHH. [lNa3MeHUTEe KOHLUEHTpauMMW npd JAeua, nonyvasawu 7,5 ao 30
Hednpo3un ca CpaBHMWMH C Te3d, HaOmoAaBaHH NpPH Bb3PACTHH MNALHEHTH, NOJNY




nepopanio 250-1000 mg. Cyax ce aoctura | a0 2 yaca ciaea NPHI0KEHHETO H MONYXKHBOTLT Ha
enaMHHaLKs e 1,5 yaca.

Hon
Cpennata AUC, HaOntonapaHa npu xkeHw € npubnusurenno 15-20% no-Bucoka OT Ta3n npH
MBXKE. 3HAUYEHHETO Ha Te3W 3aBHCHMMH OT NOjNa BapHauHH BbB (papMakOKMHETHKaTa Ha

nednpo3un He ca AOCTATbYHH, 32 13 U3UCKBAT KOPEKUHUS B O3OBHTE PEXHUMM,
5.3. IIpeaxnueuvHN naHHH 3a Ge3onacHOCT

He e wabniogasaH MyTareHeH MOTEHUMAN HA Le(NPO3UN B CbOTBETHHUTE IMPOKAPHOTHH HNH
EYKapHOTHH KAETKH in vitro Unn in vivo. He ca npoBexaany AbJIroCpoUHH Npoy4BaHud in vivo 3a

OLICHRABAHE HA KAHLECPOreHHHUA NOTEHLHA.
[Tpoy4BaHHsATA 32 PENPOAYKTMBHOCT HE MOKA3BAT yBPEKaHe HA (EPTHIIUTETA MPH XHBOTHH.

6. OAPMAILEBTUYHHA JAHHH
6.1. CnHCBHK HA TOMOLHNTE BelllecCTBa

3axapo3sa

HatypaneH u3KkycTBeH apoMmaTr Ha OaHaH (CbAbpKa apoOMATU3WpALLH BEWIECTBA, €CTECTBEHH
apoOMaTH3Upalll BELIECTBA, APOMATEH arcHT, MAITOACKCTPHH (UapeBHuYeH), MOIW(PHUMPAHO
BOCBHYHO LapeBHUYHO HHiuecTe H EDTA-kanuneBo-aHHaTpHEBa COM)

WU3kycTBEH apoMar Ha ryapaHa, H3CyLlueH ypes nyJiBepH3HpaHe

Cnaabk apomar

JINMOHEHA KHCENIHHA

[nuuuH

MHKpOKpHCTanHa uenynosa

CHUIMUHEB AHOKCHA, KONOHAEH De3BoeH

Kpockapmeiiosa HaTpui

Acnapram

[Tynsepusupano Oarpuno FD&C xbato Ne: 6 (1%) (cxabpxka FD&C xbaTo Ne 6 B 3axapo3a) -
E110

DC antifoam AF nynsepusupan (1%) Ha 3axapo3a

BaHununH

Hatpues Oensoar

[Tonncopbar 80 nynsepusupau B 1% 3axaposa

Hatpues xnopna

6.2. HechBMECTHMOCTH
Henpunoxumo.

6.3. Cpox Ha roHocT
3 roaAxHHA

6.4. ChneuHajHH yCJIOBHA 32 ChXpPAHEHHE




Ila ce cuxpaHsBa Ha craiina Temnepatypa (noa 30°C) npean npurotesHe. Cnea pasTBapaHe, Aa
ce ChXpaHABa B XNaJWJIHHK H HEH3MOJI3BaHAaTa 4acT Aa ce H3xBbpiu cnel 14 nHu. KoHTeiiHepbT
na ce cbhXxpausBa n00pe 3atBopeH. PasinaTere 100pe npeaun Besika ynotpebda.

6.5. Buau chLALPKAHHE HA ONMAKOBKATA

HDPE 6yTHaka cbC 3alyTeHa OT Jela Kkanadka ot noaunponuieH (PP), mepHTenHa nbKHYKa C
rpagyuposka ot 2,5 ml u 5 ml B kapToHeHa kyTus. Enna 6yTunka ot 60 mi.

6.6. Hucrpyxkunmu 3a ynorpeba

Yxa3zaHua 34 NIPHroTBAHE HA NEPOPATHATAE CYCNEH3HA:

PasTBapAHETO Ha npaxa 3a NepopajiHa CyCneH3usA B OyTHakara TpaOBa na cTaBa Mo CJeAHHA

HaYUH;

- JloOGaBete Boja 4O HUBOTO, 0003Ha4YeHO Ha OyTHUNKATA.

- Pa3knarere nobOpe OyTHakara 10 pasTBapsHE Ha npaxa.

- H3uaxkaiiTe HAKONKO MUHYTH H ako € Heobxoaumo, podaBeTe BoJa A0 HHBOTO 0003HAYEHO Ha
OyTunkara.

[IpuroTBeHATa MO TO3H HAYHH CYCNEH3Hs ¢ rorosa 3a ynorpeda. Ta TpubBa aa ce

CLXPAHABA B XIAIHJIHHK H a ce H3N0/138a B CPOK OT 14 AHA.

7. IMPUTEXATEJI HA PASPEUIEHHETO 3A YIIOTPEBA

Bausch Health Ireland Limited
3013 Lake Drive

Citywest Business Campus
Dublin 24, D24PPT3
Hpnanaus

8. HOMEP HA PAZPELIEHHUETO 3A YIIOTPEBA
9800338

9. IHATA HA ITHbPBO PA3PEILIABAHE TTOAHOBABAHE HA PA3PEINEHHUETO
3A YIIOTPEBA

Jlata Ha nbpBO paspewasade: 05/11/1998
aTta Ha nocaeaHo noaHossaBaue: 21/01/2010

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA
02/2026




