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1. AME HA JIEKAPCTBEHHUA NPOJYKT

Liedsun 250 mg dunMupanu TabaeTku
Cefzil 250 mg film-coated tablets

2. KAYECTBEH H KOJTHYECTBEH ChCTAB

Hedsun 250 mg dunMupann Tabnetku cpabpkar cefprozil (uednposmuin), exBHBAIGHTEH Ha
250 mg GezroneH uednposun.

3a IreJIHMSA CIMCHK HA NOMOILIHUTE BellleCTBa BHAKTE Touka 6.1.

3. JEKAPCTBEHA ©OPMA
Gunmupann TabneTku

4, KIHHAYHHA JAHHHA

4.1. TepaneBTHUHH HMOKA3AHHS

[edsun ¢ mokazaH 3a JeYeHHE HA NALHEHTH CBC CAGAHHTE HHOEKIMH, MPUYHHEHH OT
JYBCTBHTENHH KbM Lepnposui GakTepuH.

o Hndekran Ha TOPHHTE JUXATENHH I'PTHING, BKTIOYBAINH (ApHHTHT, TOHZHIHT H CHHY3HT.
HudeKiun Ha JONHUTE AUXATENHH ITTHINA BXTIOYBAINH OPOHXMT U ITHCBMOHHA.
HeycnoxHenn BHEKIHE Ha KOXATa H MEKHTE THKAHH.

3ABEJIEXKA: A6criecure 0O0MKHOBEHO M3HCKBAT XUPYPrHYCH JPCHANK.

¢ HeycnoxHenn nHdeKMH Ha MHKOYHHTE IIbTHIIA, BKIIOYBAINH OCTPHT LIHCTHUT.

e OCTBp CPCACH OTHT.

HeofxoauMo e fa ce HMaT npeABHA OPHIHANHHTE MPEIIOPhKY 3a MOAXOAAINO U3MNOJ3BAHE HA

aHTHOHOTHIIH. |

4.2. Jo3HpOBKAR H HAYHE Ha NPHIACKEHHE

Iedsun Moxe aa ce npHeMa ¢ HWiH Oe3 xpaHa. XpaHara He OKa3Ba BIHAHHE BLPXY CTENEHTA HA
abcopbOrus. |

O3HPOBKA
BripacTen B gena Hax 12 rogaen
Ifedsun ce npunara nepopaiHo Npu JiedeHHE HA HHPEXUHH NPHYHHEHH OT YYBCTBHTENIHH
OakTepHH B CIIEQHHTE JO3H*;

HUadexuun HA ropHATE AUXATENHN MHTHINA 500 mg Ha 24 9aca
CHHY3HUT | 250 - 500 mg na 12 gaca
HUndexyu Ha JONHATE JTUXATETHH METHIIA 500 mg na 12 yaca
Heycnoxnenn undexnui Ha MHKOYHHTE ITBTULIA 500 mg na 24 gaca
HMndexuun Ha KokaTa B MeKHTE THKaHH 250 mg Ha 12 gaca i

500 mg na 24 yaca



*[Tpu neueHHe HA B-XeMOJIHTHYHH CTPENTOKOKOBH HMH(eKUHWH, TepaneBTHYHM fo3H Lledann ce
npuiarar Hai-Mauko 3a 10 aau.
CraHgapraara aHTHOHOTHYMHA TepanHs npoabpkasa Mexay 7 u 10 guwu.

BrOpedno Hapymenue:

Lednposun Moxe ga ce nmpuaara opd 6onHH ¢ yspeaeHa 6u0peuna ¢ynkuua. He e Heobxonuma
N030Ba KOPEKIMA IpH CTOMHOCTH HA KpeaTHHHHOBHA IupbHC > 30 ml/min. Ilpm OGonuu ¢
KpeaTHHHHEOB KiupeHc < 30 ml/min, cnen mpunoxeHne Ha mepBaTa cTaHAaprHa A03a, S0% or
cle[BalllaTa CTaHZApPTHA A03a C€ JaBa B HOpMaJHHTE 1030BM MHTepBanu. Llednpoaun ce
OTCTPaHABa YacCTHYHO Ype3 XeMOJAHANH3a; MOpaZM TOBa Ce NpHIara ciei NMpHKIIOYBaHE Ha
XeMOAHANH3AaTA.

YeproapoOno HapymeHHe:
He ce M3MCKBA 1030Ba KOpeKUHs Ipu GONHHA ¢ YBpeneHa YeproapoOHa HyHKIHs.

[HepaaTpHvHa DOOYJANHS
B xnuanvHH npoyusanns, {ed3nn € npunaran HA nelHaTpUYHH NMALHEHTH, KOWTO ca OHIH Ha

BB3PACT Hall-MaJIko 6 Mecera.

Iedsun TabneTkn He e MOAXOAAI 3a ymorpeba mpu aena. Ilpm nenma Tpabea aa ce H3moN3Ba
Lled3un nepopajita cycneH3Hs.
Ilpu cpeaen oTar, npenopbuBadata fosa Lledann e 15 mg/kg, npunarada Ha Bcekd 12 vaca.

[1pH WE(EKOHA HA TOPHATE AHXATENHH ITHTHING, (PapHUHIHT WIH TOHIWIHT, IPENOopbYBAHATA 033,
Hedsun e 20 mg/kg Benuwsx aAHeBHO Wi 15 mg/kg/Aen, pasneneHa Ha fBe paHH Ao3u. IIpH
CHHY3HT, IpenopbhuBaara go3a ¢ 7,5 mg/kg no 15 mg/kg, npunarana Ha Bcexkn 12 gaca.

Ipy HeycnoxHeHH MH(EKIMH HAa KOXKAaTa ¥ KOXKHHTE CIPYKTYpH ce mpenopbusar 20 mg/kg
BEAHDX JHEBHO.

MakcHMaNHaTa AeTcKa JHEeBHA A03a He TpaOBa Aa HAABHLIABA MAKCHMAalHaTa NpenophyuBaHa
IHEBHA Ml03a TIpH BE3pacTHH. [IpH nedeHHe Ha [-XeMOJWTHYHE CTPENTOKOKOBH HHGEKIHH,
TepaneBTHIHH 203H Lledsun ce npunarar 3a 10 gou*

*CTaHapTHATa aHTHOMOTHYHA TEPaNHA NMpoxbibkaBa Mexay 7 u 10 anu.

besonacHocTTa H ePeKTHBHOCTTA IIPH Aena noa 6 Mecela He ¢ YCTaHOBEHa.

4.3. IIporHBONOKA3AHAA

Leth3n € IPOTHBOMOKA3AH NPH GONHY ChC CBPBXYYBCTBHTENHOCT KbM 8KTHBHATA CHCTABKA MIIH
KbM HAKOE OT NoMoInHHTe BemecTBa. OCBEH TOBA € IIPOTHBOMOKA3aH NpPH MALHEHTH CBbC
CBPBXYYBCTBHTECAHOCT KbM aHTHOHOTHIH OT KNaca Ha UedanoCnopyHHATE.

4.4. CuenRANHE OpeAyNpeAAcHHs H NpeANa3HH MePKH OpH yroTpeba

IIpenn 3amouBame HA Tepanus ¢ Iled3na e HeoOXoguMo BEHMATEJIHO PA3NHTBAHE HA
GoJHHS 33 NPeAXOKAAINH PEeAKNHE HA CBPBHYYBCTBHTEJHOCT KbM HedaJ0CHOPHHH,
NeHANAJHHA HJIH APYTH JIEKAPCTBA.

AKO0 TO3H AHTHOROTHK Cé MPHJIOKH HA MeHHNHIHH-TYBCTBHTEAHE NANHEHTH,
¢ BHHMAHHE MOPaAH KPHCTOCAHA UYBCTBHTEIHOCT MexKy GeTa-TaKkTaMunTe aHTHEN QR




KoATO ¢ nofpe AoxyMenrmpana H ce Habmoaasa npm 10% or GoaHuTe ¢ NaHHE 34
NeHANAJIHHOBA AJIeprHEA. AKO HACTHOH ajeprayHa peaknus koM Iledsnn, neuenuero ce
OpeKhCBA. TeKKH OCTPH PEAKDNE HA CBPLXYYBCTBATCAHOCT HIHCKBAT CHCIHO JeUCHHE,

Nuapua, cesp3ana ¢ Clostridium difficile (CDAD), e noxknagBaHa npH ynorpe6ara Ha nmOYTH
BCHYKH aHTHOAKTEPHANHH CpencTBa, BKIounTenHo u lledann, 1 Moxe Aa Bapupa 1o CEpHO3HOCT
oT Jieka auapus no daranen komat, CDAD Tpsa6Ba aa ce o0ChOH NpH BCHYKH [TAlIHEHTH, KOHTO
pa3BHBAT JuapHs BCAeACTBHE Ha yrnorpeba Ha anTHOMOTHHH. HeolxoamMo e BHHMAaTeNHOTO
CHCMaHe Ha aHaMHe3a, Thil KaTo e noxiaajpaHa nosisa Ha CDAD noBeue OT aBa Mecelia cnex
NPUIOKEHUETe HA aHTHOaKkTepuantu cpeacTsa. Axo CDAD ce nmozosupa win ce MOTBBEPAW,
MOKe JIa ¢ HAIOKH MPEKPaTABaHETO Ha eHOBpeMeHHaTa ynoTrpeda Ha aHTHOHOTHLH, KOMTO HE
ca Hacoueuu cpemy C. difficile.

O6mara quepHa no3a Lledsun Tpabea ga ce Hamanu npH 6onHH ¢ Texxka ObOpedna AUCHYHKIHS
(kpeaTHHHHOB KIHPBHC <30 ml/min) nopand BHCOKHTE H/MAH NPOABIDKHMTEIHH IUIA3MEHH
KOHIEHTPAIlHH Ha aHTHOHOTHKA B CpaBHEHHE ¢ HOopMamHHTE cTofiHocTH. Iledanocnopunnre, B
topa uncno [edann, Tpadea aa ce npunarar ¢ BHMManve npa GONHY, NOIyYaBallil ChHITBTCTBAO
neyeHHe ¢ MOLIHM JHYPETHLH, Thil KaTo ce NoA03Hpa, Y€ TE3N BellecTBA BromapaT Ob0peynara
yHKiHs. |

[TpogpiokuTenHoTO H3nomssaHe Ha Lledsnn Moke Aa JoBeae AC pa3sBHBaHE HA PE3HCTEHTHH
GakrepHanay mamose, Ocobeno BaxxHO ¢ HonHAa ga OBbae moj HabmoacHHe. Ako 1O BpeMe Ha
Je4¢HHETO HACTBITH cynepruHpeKias, TpAOBa Ja ce B3eMAT ChbOTBETHHTE MEPKH.

Ioxknagpal €  TnonoxHTeNeH AupekTeH Tecr Ha Coombs no BpeMe Ha JIEYEHHE C
nedanocnoprHOBH anTAOHTOTHIIA.

IleanaTpUYHA DOMYJIANHS
He ca ycramoBeHH Oe3omacHOCTTa M e(PEKTHBHOCTTA MPH NCAHATPHYHH NALMEHTH Ha BH3PacT
noa 6 Mecerna.

4.5. BsanmogeficTBue ¢ JAPYrH JEeKAPCTBEHH MWPOAYKTH H Apyra GopMm Ha
B3aHMOACHCTBHE

EdexTn Ba Apyra JexapceTea BHPXY Hedpnpo3n.a

NoxknanBana e yBelIHYeHA He(PPOTOKCHUHOCT Cled eJHOBpEeMEHHO [pHjlarase Ha
aMHHOTTHKO3HAHH aHTHOHOTHIIH ¥ KedanoCnOpHHOBA aHTHOHOTHILM.

EnHoBpeMeHHO NpuIarase ka npoOeHelun yaBoaBea miomTa noJ kpueara (AUC) 3a uednposHi.
BaaamopaeiicTEd ¢ JexapcTna/nabopaTopEn B3CHEABAHESN

IedanocopunoBaTe aHTUOHOTHIIM Morar Aa JoBeJaT 1o ¢ajuMBo MONOKHTENHH PEaKIHA 34
rIOKO3a B YpHHaTa ¢ MeAeH peaykraseH TecT (Benedict mnu Fehling pastBopn wiu ¢ Clinitest
TabNeTKn), HO HE M ¢ CH3HMEH TECT 3a IDOKO3ypHA ( TNIOKO3COKCHAA3eH TecT). DallHBO
OTpHLATENHA PEAKIHa MOXe Aa ¢e HabniogaBa npu GepHIHAHHAHNA TECT 32 MIOK03a B KPBHBTA.
Hamuunero Ha uednpo3wi B KppBTa He BOAH A0 B3aUMOIEHCTBHE C METOZA 3a H3CJICABAHE Ha
KPEATHHHH B II/1a3Ma U YpPHHA C allKaJICH ITHKpar.

Kaxto 1 npu apyru nedanocnopnnu, epuxacHOCTTa HA NEPOPATHATE KOHTPALENTHBH MOXEe Jia
Obae MoHWkeHa Npu efxHOBpeMerHo npwiokenue ¢ Lledann. Tlo Bpeme Ha negenne ¢ Lledsun
TpabBa n1a ce B3eMaT JOIMBIHHTEIHYE MEePKH 34 KOHTpaLICIIH.

4.6. DepTRAHTET,OHPEMEHHOCT H KbpMEHE

bpeMeHHoCT




Hama nannm 3a yBpexxaaHe Ha deryca oT UeIpo3dyl MOHOXHApAT MpH MNpPOYYBaHHA Ha
PEIpOAYKTHBHOCTTA, MPOBEACHH NPH 3aliIlH, MAIDKH H ITbXO0BE B 403K ¢soTBeTHO 0,8, 8,5 1 18,5
METH MaKCHMAJHHTE AHEBHH zo3u npH xopa (1000 mg), oCHOBaHM Ha TenecHa TNMOBBPXHOCT
(mg/m®). OBaye He ca NpOBeXIaHH ANEKBaTHH M AOOPE-KOHTPOIMPAHH TNpPOY4YBAHHS TpH
OpeMenHH xeHd. Ilopagn ToBa, 4e NpoOyYBaHHATA NMPH KMBOTHH HE Ca MOKA3aTEIHH 3a Xopara,
TOBA JICKAPCTBO TPAOBa Ja Ce M3NON3BA MO BpeMe Ha OpEeMEHHOCT, CaMO ako ACHO H TOYHO €

QupesieNeHa HyKAATa OT Hero.

KbpMmene
[To-manko or 0,3% ot mo3aTta, npHIOKeHa Ha Malika KbpMayKa, ¢€ EKCKpeTHpa B KbpMATa.

Heobxon1Mo e IOBHLIEHO BHUMaHHe, Korato [{ed3un ce npunara B nepuos Ha KbpPMEHE.
4.7. Edexra BBpXy cnoco6HocTTA 33 modHEpane H paboTa ¢ MAINHHH

He ca npoeexkaand nmpoydsaHns Ha edekKTHTE BBPXy cnocobHocrTra 3a modupane H pabota ¢
MAILHHH, -

4.8. HexenaHn JekapceTBeHH PeaKNHA

HeskenanuTe neKapcTBEHH peakiiHH NpH nednposua ca nofodHu Ha oHe3H, HabmoaaBaHH NMpH
ApYTH IleaocOpHHY 3a Nepopanno npuioxende. Llednposun obnkrOBEHO C€ NMOHaca Aobpe
NpH  KOHTPOIMpaHH KMMHWYHM  WinMTBanmA. IlpnOamsurenno 2% OT TMANMEHTHTE
NpeyCcTAHOBABAT JICUCHUE ¢ LIe(PIPO3HN 3apail HeXeJIaHH JICKAPCTBEHH PEakIHH.

Tabmanara no-10Ny BKIOYBA BCHYKH HEXEJIaHH JEKAPCTBEHH peakuiH, HaOmoAaBaHH TpH
NaLHEHTH JIeKYBaHH ¢ nednposun H Kakrto ca omkcaRH kbM MoMmeHTa B CCDS. CnHCBKET €
NPENCTABEH TIO CHCTEMO-OpraHHH KacoBe, MedDRA TepMHHOJIOTHS H 4eCTOTa, Karo ca
M3NON3BAHH C/IEAHUTE KaTeropuu: MHoro udectH (>1/10), wectu (>1/100, < 1/10), medectn
(>1/1000, <1/100), peaxu (>1/10000, <1/1000), muaoro peaxu (< 1/10000) H ¢ HeH3BeCTHA
yecToTa (He MOXKe Ja ObAe H3uUHMCIeHA OT HaMYHHTe AaHHH). Tabmuuara € ChCTaBeHa CIopen
npenopbkuTe HA CIOMS pabotHa rpyna III 1 V u VkazaHuara Ha Esponeiickata KOMHCHA 3a
Kpartkara XapakTepHCTHKa HA NIPOIYKTA.

CHcTeMO-0prafnun K1acoBe YecToTa MedDRA repman

Yectn Cynepundexiiua 1 BarMHalHa
Hudexumn 1 yHPpecTaIMH HHGEeKIHS
HapyuieHnsa Ha KpbBTa ¥ naM(pHaTta | Yectn Eosunu}miss
CHCTCMa Hevecrn Hamanen 6poii Ha 6enuTe KpBBHA
KJIETKH
Peaxn TpoMOOIHTONEHHA H YABIIKCHO
npoTpoMOHHOBO BpeMe
Hapymenus #Ha uMyHHata cicteMa | Peaku AHrHoeneM, aHaQWIAKTHHHA PeaKLUs
H cepyMHa Oojiect
Hapyinenus Ha HEpBHATA CHCTEMA Yectn CBETOBBPTEX
Heuectn CrcrogHne Ha o0bpxBane, O¢3CbHHE,
COMHOQJIEHTHOCT, IICHXOMOTOPHA
XMIIEPAKTHBHOCT, HEPBHOCT H
ry1aBobone




CToMaillHO-4YpeBHH HapyLICHUSA Yectu BoJka B KopeMa, JHApHA, TafieHe, H
NOBpblIAHEe
Penxu KonuT H ncepnoMeMGpaHo3eH KOJHT
Hen3sectHa | [Ipomsana B nBeTa Ha 366uTe
Xenaro-6unHapHM HapyIICHHA YecTu [TopHmeHa acriaprar
aMHHOTpaHcdepasa u IOBHIIEHA
anasydH aMHHOTpaHc(epasa
Hevectu [TopHinesa B KPBRTa AJIKANHA
docdarasa
Peaxn XonecTaTHYHA KBbJITEHHLIA H TOBHIUICH
OHIMpYOHH B KPBBTa
HemsBecTHa | XenaToTOKCHYHOCT, XeNIATHT
Hapymmenns Ha koxara i Yectu JlepMaTHT ¥ TEHHTAJICH IPYPHTYC
NOAKOKHATA THKAH HevecTu O6pHE 1 ypTUKApHS
Penxu CunzapomM Ha Stevens-Johnson, epHreMa
MyITHHOPME
Hapymenus Ha 6b6penre H Hevectn [NosHIeHa ypea B KpBBTA H IIOBHINEH
MAKOYHHTE NMBETHINA EEEEITHHHH B .cema
O6mu Hapyiienns U epeKTH Ha Penxn Ilupexcns
MSACTOTO Ha IPHIOKEHHE

O6puB H ypTHKapHs ca HOKIaABAHH [10-4eCTO ITPH ACLla OTKOJKOTO IIPH Bh3pacTHH. [IpH3HaiHTe
H CHMIITOMHTE 0OHKHOBEHO HACTBIBAT HAKOIKO AHH ClIe] 3an04YBaHe Ha TepanuaTa ¥ CTHXBAT J0
HAKOJIKO JIHH CNEA NPeKpaTIBAHETO M.

3a HAKOH OT cleJHHTe ChOHTHE ce choOlllaBa pAAKO MO BpeMe HA IIOCT-MapKeTHHIOBOTO
HaOmogeHHe, HE3aBHCHMMO JalH € YCTAHOBEHAa NPHYMHHO-CIEACTBEHA BpB3Ka ¢ Le(Iposun:
ana(UNAKCHY, AHTHOENEM, KOIMT, BKIIOUWTENHO IICEBAOMEMOpaHO3CH KOJNHT, epHTeMa
MynTHdOpME, Tpecka, cepyMHa Oonect, cHHApoM Ha Stevens-Johnson B TpomGouuToneHus. Ilo
BpeMeé Ha IOCT-MapKeTHHroBoro Hal0moAecHHe € JOKIaJBaHO o0e3lBeTIBaHe Ha 3bOuTe,
XEeNATOTOKCHUHOCT, BKITIOUHTENHO XeaTHT.

CrobmaBane Ha MOO3NPAHH HEXESIAHH peaKIul
CroblaBaHero Ha MOAO3HpaHM HeXeETaHH peakUHH Ccliel paspemaBaHe 3a vmorpeba Ha

JTEKApCTBEHHA MNPOAYKT € BaxkHo. Topa Io3BoNfABa A2 NPOALDKH HaOMOOCHHETO Ha
CHOTHOIICHHETO TMON3a/PHCK 34 JCKAPCTBEHHA MPoAYKT. OT MeAHIHMHCKATE CNCLHANHCTH <€
H3UCKBa Ja ChoOImMaBaT BCaKa NOA03HPaHa HeXellaHa PEaKLuA Ypes:

M3mpnHUTENHA ar€HLHA N0 JIEKapCTBaTa
yi1. ,,JamaH 'pyes™ Ne §

1303 Codus

Ten.: +35 928903417

yebcaiit: www.bda.bg

4.9. Ilpenozupane




Enunuunn go3m, ot nopaabka Ha 5000 mg/kg, npunarann BepXy KHBOTHH B NpOYYBAHHATA 3a
TOKCHYHOCT, HAMAT CEPHO3HH HIH JICTAITHH NOCASACTBHA.

Iedsun ce enuMuHEpa riapHo npe3 onbpeiure. [IpH ciydasd Ha nmpeno3HpaHe, OcoOEHO NpPH
MalHeHTH C HapyieHa ObdOpeuHa (yHKUHA, XeMoAManW3aTa MOAMOMAra OTCTpaHABaHETO Ha
EedIpOo3HJI OT OpraHA3Ma.

3. GAPMAKOJIOTHYHHA CBOHCTBA

A.1. DapMaKoAEHAMEYEEA CBOHCTRA

dapmakoTepaneBTHYHA rpyma: BTopo nokoieHue uedanocnopuny, ATC: JO1DCI10,

MuaxkpoGuoaoras

llepnposun uMa in viiro aKTMBHOCT Cpellly IUMPOK CHGKTHEP OT TIPAMIOJIOXKHTEIHH H-
rpaMoTpHUaTenHy Gakrepun. bakrepuimpjaHata akTHBHOCT Ha LUe(npO3Ha € pe3yarar oOfT
WHXHOMpAHETO Ha CHHTe3a Ha KIeThuHaTa cTeHa. LiedmposHa € akTHBEH cpelly NMOBEYETO
1IAMOBE Ha CACAHUTE MHKPOOPTraHO3MH in vilro:

Aepobn, rpaMNONOKETEIEH MAKPOOPraHA3MHE:

- Crabunokoxu, Bkl Staphylococcus aqureus (BKI. TEHMUMNAZQ-TIPOAYUApAINU IHamoBe); S.

epidermidis;, S. saprophyticus;, S. warnei. (3a0. uepnpo3uUn HE € AKTHBEH Cpelly METHIWIHH-

PE3UCTEHTHH LIAMOBE CTAPHIOKOKH),

- CTpenTOKOKH, BKI. Streptococcus pyogenes {(CTpentokokn rpyna A); S. agalactiae
(ctpenTokoku rpyma b); S. pneumoniae(Bxn. NOBedeTO HHTEPMEAMEPHH NCHHIHIHA-
pesHcTeHTHH mamoBe ¢ nenanwind MIC or 0,1 go 1pg/ml); I'pyma C, D, F & G
CTPENTOKOKH;CTPENTOKOKH OT rpyna Viridans;

- Enterococcus durans; E. faecalis; (3a6: nednpo3un e HeakTuBeH cpemy E. faecium);

- Jlpyru: Listeria monocytogenes.

Aepoln, rpaMOTPHIATEIRN MAKPOOPrAHH3IMH:

- Moraxella catarrhalis (Bkn. B-nakraMa3o mpoayHpally mamMose);

- Hemophilus influenzae (pxi. B-nakTamaso npogyuHpaiiy mamMoBe);

- Citrobacter diversus;

- Escherichia coli;

- Klebsiella pneumoniae;

- Neisseria gonorrhoeae (BKJ. NEeHALAIa3a- NPOAYLHpallH LAMOBE);

- Proteus mirabilis;

- Salmonella sp.;

- Shigella sp.;

- Vibrio sp.

- 3alenexka: llepnposun He e aKkTUBEH cpeily MOBed4eTO IMaMoBe Ha Acinetobacter,
Enterobacter, Morganella morganii, Proteus vulgaris, Providencia, Pseudomonas H
Serratia.)

Auaepo6HB MEKpPOOPTaHH3MHA:
3aGeneskka: [loreuero mamMore ot Bacteroides fragilis ca pesucTeHTHY Ha Hednposn.
- Clostridium difficile; C. perfringens

-  Fusobacterium sp.;

- Peptostreptococcus sp.;

- Prevotella melanogenica (mo3nar karo Bacterioides melaninogenicus)
- Propionibacterium acnes.




TecToBE 33 YYBCTBHTEHOCT
KonuuyecTBeHH METOAH, KOHTO H3INCKBAT H3MEPBAHE Ha IHAMETPHTE Ha 30HaTa, AaBaT Had-TOYHA

OLI€HKA 32 YYBCTBHTEIHOCTTA Ha OaKTepHuTe KBM aHTUMUKpOOHHTE cpencTsa. MHTepnperauusaTa
BKJIIOYBA KOpeNallHA HA JHAMETHpa, ONy4YeH OT AMCK TECTOBETE, ¢ MHHHMAIHATA HHXMOHTOpHA
xounenTpauna (MIC) sa nednposna.

JIHCKOBETE 3a TECTBAHE HA YYBCTBHTSIHOCT KbM Hedanocnopunn {He¢aloTHH AHCKOBETE) HE ca
NOAXOAAIIH TOPANH PA3IMKA B CIIEKThpa ¢ Hednposui. 30-ug Hegnpo3na AHCKOBE C€ H3NOI3BAT
38 TECTOBE Ha U3ONaTH in vitro.

Pesynrarure oT 1a00paTOPHATE TECTOBE OT CTAHAAPTEH TECT 3a UYBCTBHTCIHOCT C €IHH JAWCK C

30-ug uednpo3un AucK TpAOBA Ja ce HHTEPIIPETUPAT CIIopel CIeIHHTE KPHTEPHHM:

JuaMeTsp Ha 30HaTa (Imm) Hurepnperaunn MIC-kopenanus
>18 (S) uyBcTBHTENEH <8 pg/mi

15-17 (MS) ymepeno uyscTBuTeed | 16 pg/ml

<14 (R) pe3ucTeHTEH 232 pg/mi

Pe3yirrar ,,uyBCTBHTENIEH” MOKa3Ba, Y€ MaTOreHbT BEPOATHO e ObAe HHXHOHpaH OT OOHKHOBEHO
MOCTHXMMH KPBHBHH KOHIEHTpaUHH. Pesyntar ,yMepeHo 4yBCTBHTENCH” TIOKa3Ba, ue
OpPraHHU3MbT Iie ObAc YYBCTBHTCICH, aKO C€ HIMOJ3BAa BHCOKA 1032 MAH ako HHpeKuusra e
OrpaHHYeHa JO ThbKaHH H TeYHOCTH (HAnIp. YPHHA), B KOHTO CE IIOCTHUIAaT BHCOKH AHTHOMOTHYHH
HuBa. Pesvarar ,pe3sHCTEHTSH” NOKa3Ba, Y€ IIOCTIDKHMATA KOHLIEHTpalHs Ha aHTHOHOTHKA
BEPOATHO HAMa Aa Obje MuxubuTOpHa.

CTaHzapTH3HpaHHTE MpONCAYPH M3HCKBAT H3ION3BAHETO HA JIA0OPATOPDHH KOHTPONHH
OpraHH3MH.

5.2. @apMaKOKHHeTHYHH CBOlicTBa

Iedsun ce pesopbupa fobpe cnea NepopanHe MpUIOKEHUE NPH IIPHEMaHe Npead HIIH [0 BpeMe
Ha XxpaHeHe. Ilepopannara OuoHamH4HOCT e mpuOMU3MTenHO 90%. dapMakOKMHETHKATa Ha
nednpo3un He ce NpoMeHs OT NPHUIOKSHNEe ¢ XpaHa WIH aHTHauuam. Cpennure naasMeHH

KOHIIEHTpallM! ciell TPHIoKeHHe Ha Nednpo3nn Ha MIagHO ca NpeACTaBeHH B Tabiuuara mo-
nony. KoHIEHTpaluyTe B ypHHaTa ¢a 0koio 60% oT npuioxeHara A03a.

Hoza Cpeanu IIa3MeHH KOHLICHTpALM Ha VpHHHA eKCKpelHS
negnposnur*
(ng/ml)
Bpex (—1,5 uaca) 4 qaca 8 qaca (8 yaca)
250 mg 6,1 1,7 0,2 60%
500 mg 10,5 3,2 0,4 62%
1000 mg (1 g) 18,3 3,4 1,0 54%

*JlaHHHTE TNpPEICTaBIABAT CTOMHOCTHTE HA CPEAHHTE IUIA3MEHH KOHLEHTpauud oT 12 3apaBH
AoOporony. PapMaKOKHHETHYHHTE IaHHH €A B3€TH OT JIeKapcTBeHa (opMa Kancyny; J0Ka3aHa
¢, obave, OMOeKBMBANIEHTHOCTTa HAa TEpOpaleH pa3sTBOp, KalcylH, TaONeTKH H NepopaitHa
CYCIICH3HSL.

ITo BpeMe Ha mbpBHA 4-4acOB NEPUOZ CNE/ MPHJIAraHE HA JIEKAPCTBOTO, CPEIHHTE Konueﬂ'rpaunn

B YPHHATA cie/ npuiaraHe Ha 034 o1 250 mg, 500 mg u 1 g ca npubausarenso 170 pgls
pg/mt u 600 pg/ml choTBETHO.




CBBp3BaHETO ¢ MIa3MEHHTE NPOTEHHH € OKONo 36% H e He3aBHCHMO OT KOHLICHTPALHHTE B

nnanasona ot 2 pg/ml no 20 pg/ml. CpeHHAT nIa3sMeH [TONYKHBOT NPH HOPMAaJIHH HHIHBHAH €
npubnusutenso 1,3 yaca.

ITHKoBMTE KOHIEHTpAlMH Ha NEGNPO3HI B KOXHATA MexypHa TeuHocT ca 3,0 u 5,8 pg/ml npu
MaLHEeHTH, MOJMyYaBally eHa 103a oT cboTBeTHO 250 mg win 500 mg uednposui. [lonyKHBOTHT
B KOKHATA MEXYPHA TeuHOCT (2,3 4aca) e no-AeIbr OT TO3H, HAOJHOAABAK B IIa3Mara.

Ciien npHIOKEHUETO HA €fHA Ao3a oT 15 nnu 20 mg/kg npH nauueHTH ¢ XPOHHYEH CPEACH OTHT,
KOHIEHTPAIIMHTE Ha Lednpo3un B TEUHOCTTA B cpeaHoTo yxo Bapupa oT 0,06 no 8,7 pg/ml.
Konuentpaupure Ha nedopo3dn B TEYHOCTTa B CpeaHOTO yx0 ocrasar Haa MIC 3a mosedero
IIHPOKO pa3slpocTpaHeHH OaKkTepHH, CBBP3BAHH ChC CPEJEH OTHT , 3@ MoBede OT 6 vaca cien
npunarade Ha uednposun. |

Hsama naueu 3a axymyaupaHe Ha neduposmn B NnasMaTa Ha MHAMBMAM ¢ HopManHa 6p6peuna
¢yHKOHA ce/; MHOPOKPaTHO MPUIOKEHHE Ha MepopanHu Ao3M fo 1 g Ha 8 yaca 3a 10 gun.

bubpeurno yepexncoane
[Ipu Oonvu ¢ BamameHa OBOpeuna QyHKLUUA, yABDKABAHETO HA IUIA3MEHHA TOMY)XXHBOT €

CBBP3aHO Ch¢ crenmenTa Ha ObOpeunata guchynxumd. [Tpu 6omanm ¢ MbaHA aHnNca Ha 6BOpeuHa
dYHKIHEA, NIA3MEHHAT NOMYXKHBOT Ha nme¢hnpo3Hn Moxe aa opae H 5,9 yaca. IlonyXkuBoTeT Ce
CKBECABA Ype3 XeMoaHann3a Ao 2,1 yaca. He ca ycTaHOBeHH IThTHINE HA €KCKPEIHA NPH NallHECHTH
ChC 3HAYUTENHO yBpeaeHa 0b0peuna dyHkunua (Bx. T. 4.2 1 4.4),

Heproopobuo yepencoane
[Ipu Gonuu ¢ yBpemeHa 4epHoApoOHa GYHKIHA HAMA CTATHCTHYECKH 3HAYMMH DasiHK{ BBHB

dapMakOAMHAMHYHHTE TIAPAMETPH, KOraTo C€ CPABHABAT C Te3d [PY HOPMANHH KOHTPOJHH
HHAWBHIIH.

I'epuampuunu nayuenmiu

Cpenuara AUC, HabmoaaBaHa npyu NAUMEHTH B HapeAHAIa BL3pacT Ha 05 roMHM H [OBEYE, €
okoJ10 35-60% no-BHCOKa OT TOBA NPH NO-MJIAIA WHIWBHIAA. 3HAYEeHUETO HA T€3H 3aBHCHMH OT
BH3PacTTa BapHAI(iX BB (JapMAKOKHMHECTHKATA HA Le(MpO3UnI He ca AOCTATHYHH 34 4 H3HCKBAT
KOPEKLIHA B JO30BUTE PEKHUMH.

HHeouampuunu naguenmu u ROOPacmenti

Cnex npuio:keHHe Ha ¢AHOKPATHR A03M oT 7,5 mg/kg win 20 mg/kg Ha neAHMaTpHIHH NALHCHTH,
KOHLIEHTpaLHuHTe Ha uednposun Bapupar ot 0,5 1o 4,3 ug/g B ToH3unHuTe M Bapupar ot 0,4 pg/g
o 4,9 pg/g B anenonanara ThkaH. KOHIEHTpaUMNUTE B TOHIUNNUTE H aACHOHAHATA THKaH IIOBEYe
or 3,2 4aca cie Jo3MpaHe €a NO-BHCOKM 0T MHHHMAJHUTE HHXHOUTOPHH KoHUeHTpauud (MIC)
3a LIHPOKO Pa3smpoCTpaHeHH NAaTOreHH, KOHTO NPUYHHABAT PapHHIUT WIH TOH3HIIMT,
dapMmakoknHeTHKATa Ha Hednpo3una € cpaBHEMAa Mexay aena (Ha BB3pact oT 6 mecela no 12
roguHH) H Be3pacTHH. [InasMeHnTe KOHNECHTPAUHH NMpH Jena, noiny4asauwd 7,5 no 30 mgkg
uednpo3un ca CpaBHAMH C Te3W, HaOmoJaBaHM MNpPH BB3PACTHH MANHEHTH, MOXYYaBALIH
nepopaiHo 250-1000 mg. C .y ce JocTHra 1 10 2 yaca cieJ NpHACKEHHETO U MOAYXHBOTBT € 1,5
qaca.

ITon
Cpennata AUC, nabmonasana npH xkeHd ¢ npuOau3utenHo 15-20% mo-BHcoka OT TasHM pH
MBXKE., SHAUSHWETO HA Te3W 3aBMCHMH OT ToNa BapHauMH BBB (PapMaKOKHHETHKATA HAa

edIpo3niI He ca JOCTATHYHH, 3a Ja H3UCKBAT KOPEKLHA B JO3OBUTE PEXKHMH.

5.3. IlpenxnABAAYHE JaHAH 32 He30DaCHOCT




He e wabmonasan MyTareHeH NOTEHIHAN Ha Lehnpo3wyl B CbOTBETHRTE NPOKAPHOTHH WIH
SYKapHOTHH KIETKHM in vitro Wi in vivo. He ca npoBeskKAaHu AbATOCPOYHH NPOYUYBAHNA in Vivo 34
OLCHABAHE HA KAHLIEPOreHHHS MOTCHIHAJL,

[TpoyuBaHHATA 32 peNpOOYKTHBHOCT HE MOKA3BAT YBpEKaHe HA PEPTHIHTETA NPH KHBOTHH.

6. OPAPMAIIEBTHYHN JAHHH
6.1, CnachK HA NOMOINHHTE BEINeCTRA
MHKPOKPHCTAIHA LIeMyJio3a

HATPHEB HUIIECTEH IIMKONAT

MarHesuen CTeapar

antifoam C eMyncus

opaHxkeBo Oarpuno Opadry YS-1-2546
6.2. HecbBMecTHMOCTH
HenpunosxuMo.

6.3. Cpok Ha rogHocr

3 roguHu

6.4, CpnenuajgHH YCJIOBHA 32 ChXpaHeHHE

Ja ce cbxpaHsBa npW craifHa TeMmneparypa (nmof 30°C). [Jla ce cbxpaHABa B OPMTHHANHATA
OlaKOBKA.

6.5. BEj H CEALPKAHHE HA ONAKOBKRATA

KaproneHa onakoBka, ceaspxama 10 wmm 20 dunmupann Tabnerku (1 wiu 2 6macrepa no 10
(bHIMHpaHH TabJeTKH).

He BCHUKH BUAOBE OMAKOBKH MOTaT Aa ObAar IycHaTi B mpojakda.
6.6. HucTpyknum 3a ynorpebda

Hsma cnelinanny HHCTPYKIHH,

7. HNPHUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA
PharmaSwiss Cesk4 republika s.r.o.,

Jankovcova 1569/2¢, 170 00 Praha 7,
Yemxa Penybinnka

8. HOMEP HA PASPEHIEHHUETO 3A YIIOTPEBA
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9. JAATA HA ITHPBO PASPEIIABAHE/TIOAHOBABAHE HA PAZPELHIEHHETO

3A YIIOTPEBA
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IlaTa Ha nocneqno moaHoBgpaHe: 21/01/2010
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