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1. Trpropcko HapMeHOBaHHE HA JIEKaPCTBEHHA PORYKT

Hedsun 500 mg puaMupany TabneTKH
CEFZIL 500 mg film-coated tablets

2. KavecTBeH B KOJNYECTBEH ChCTAR

Hedsun 500 mg Gunmupany Tabnerku cpabpikar cefprozil (uedrposnn), expuBaneHTed

Ha 500 mg 6e3BofeH uedrposun.

3. JIekapcrBeHa fopma
Punmupany TabneTKy

4, Knaanaay NaHoH
4.1. TepaneBTHUUHH NOKA3ZAHHSA

I_Ie(i)SI/IJ'I € nokKasaH 3a JIeYCHHEe Ha HAaHeHTH CBC CIHCOHHHTS HHq)eKHI/IH,

HPUYUHEHH OT YYBCTBHTEIHU KBM He¢upo3un Gakrepyy.

CHHY3UT

I/IHCbeKL[HI/I Ha TOPHUTC IDHUXATCIHH ITBPTHIHA, BKIIOYBAIIH (bapHHFI/IT, TOH3HIHT 1

I/IH(beKH,HI/I Ha TOJHHTE JWXATCNHM [ITBTHIIA BKIKYBANIH GPOHXHT H IIHCBMOHMA.
HBYCJ'IO}KHEHH HH(I]BKL[I/H/I Ha KOoKaTa 1 MEKHTEe ThKaHU

3ABEJIEXKKA: A6cuecute 0GHKHOBEHO H3KCKBAT XUPYPriyeH ApeHaK.

OcTep cpezeH oTUT

HSYCJIO}KHCHH HH@GKLII/IH Ha IMHKOYHKWTE NIBTHIIE, BKMIOYBALH OCTEHD LIHMCTHT.

HeoGxomuMo e Ia ce umar npeasu) ODMUMANHHUTE [PENOPBKH 33 IOAXOIANIO

U3TION3BAHE HA aHTHOWOTHEM.

4.2, o3upoBKa ¥ HAYHH HA NPHIIOKEHHe

Lleds3nn Moxe Aa ce mpHeMa ¢ wiM 06e3 xpaHa. XpaHaTa He OKasBa BIHAHHE BBPXY

cTeneHTa Ha abcopOirus.
IpemopryBana 103uposKa

Brspacrun i1 gena uag 12 roxasm

ledsun ce mpunara MepopanHo IIpH JeUeHHEe Ha
4YBCTBUTENHH GaKTepuy B CIHCIHUTE JO3H:

Wudexnuy Ha rOpHUTE JUXATENHU IIETHINA

Cunysur

Hudexuuy Ha JONHUTe AWXaTeNHH IBTHINA
HeycaoxneHn nH$pEKUMH Ha TUKOYHHTE ITBTUIA
Hudexunu Ha xoxata v KOKHHTE CTPYKTYPH

HHPEKUMH TNPUYHHEHH OT

500 mg ua 24 yaca
250 - 500 mg wa 12 yaca
500 mg ua 12 yaca

500 mg na 24 yaca

250 mg Ha 12 yaca uiwm
500 mg Ha 24 yaca
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Hedrnposun moxe ma ce npuiara npd GonHu ¢ yBpelena Os0peuna ¢ydxkunus. He e
HeoOx0UMa JO30Ba KOPEKLHs IIPH CTOMHOCTH Ha KpeaTHHHHOBHS KMphHE > 30 mi/min.
Ilpu Gonum ¢ xpeatwHrHOB KMpBHC < 30 ml/min, cien NpHAOXKEHHe Ha IBEPBATa
CTaHfapTHa 1033, 50% OT clejBalaTa CTaHAAPTHA 034 ce JaBa B HOPMAaiHHTEe JO30BH
HHTepBand. Liedrposui ce OTCTpaHABA YaCTHYHO upe3 XeMOAWaNH3a; [MOpajH ToRa Ce
npuiara cnes NpuKIoYBaHe Ha XeMoJuanusara.

Yepuoapolino HapyweHHe:
He ce uspckBa 1030Ba KOpeKLHA IpH BonHY ¢ yBpeaeHa YepHOApoOHa hyHKIMA.

Hena u noxpacTealgy
B ximpuyHe npoyusanud, Hedsun e mpunaral Ha NeuaTpUYHM MMALMEHTH, KOHUTO ca
OHITH Ha BH3pacT Hafi-Malko 6 Mecena.

Hedzun tabneTkd He e noaxonaiy 3a ynorpeba npu geua. Jlpu neua tpsabea ga ce
usnonsea Lfedsna nepopania cycneH3us.

Ilpu cpemen otut, mpemoppusaHata Aosza ledzun e 15 mglkg, mpunarana ma Bcekd
12 yaca.

ITpu wusdeximy Ha TOpHHTE [OMXATENHH [IBTUING, (APHHTHT WM  TOHIHIIMT,
npenopeysasara gosza Uedsun e 20 mg/kg peaubx auesno wmw 15 mg/kg/nen,
paszeneHa Ha Jige pasHd nosu. Ilpw CHHy3WT. mpemopwuBaHara goza e 7,5 mg/kg no
15 mg/kg, npunarana Ha Beeku 12 yaca.

TIpu HeycnmokHeHn WHOEKIMM Ha KOXATAa W KOXHUTE CTIPYKTYPH C€ Mpernopb4Bar
20 mg/kg BeIHBK JHEBHO.

MaxkcuManuara IeTCKa JHeBHa J03a He TpadBa Ja HAABMINABE MaKCHMAalHATa
npemoprYBaHa AHEBHA 1032 INpu BBIpacTHH. Ilpu HeveHue HA PB-XeMOJHTHHMHE
CTPEeITOKOKORK HH(eKLuK, TepaneBTHYHA no3u Lledaun ce npuiarar 3a 10 quu.
BesonacHocTTa 1 e()eKTHBHOCTTA NPHU el oA § Mecella HE € YCTAHOBEHA.

4.3. TlpoTHRONOKa3aHMISA

Hedsun e nporHeoroxasaH Ipu GONHU ¢BC CBPBXYYBCTBHIEIHOCT KbM AKTHUBHATA
CLCTABKA HAM KbM HAKOE OT IOMOIHNTE BemecTRa. OCBeH TOBa € MPOTHROINOKA3aH IIPH
DaLHeHTH CBC CBPBXYYRCTBUTENHOCT KbM aHTUOMOTHIIM OT K7aca Ha HedalloCiopHHATE.

4.4, Cnienma HH NpeaAynpe:RIeHns I NpeAnasHy MepKy MpH ynorpeta

Iipenu 3amouBade Ha Tepanus ¢ Heds3ua e HeoOXOAUMO BHEMATENHO PANKTBAHE
Ha OonHus 32 DPEIXO0KAALIMH peaKUHH HA CBPBLYYBCTBUTETHOCT KbM
Iea oCHOPHHH, MEHHINLIHHA HMIH APYrH JeRapceTsa.

AKo TO3H AHTHOMOTHK ceé IPHIOKH HA IIeHHINHIHH-4YBCTBHTCHHH NAUMEHTH,
HeOOX0AHMO € BUHHMAaHHe MNOopajH KpPhLCTOCaHa YyBCTBHTENHOCT Mexny Oera-
JAKTaMHHTe aHTHOHOTHIN, KOATe ¢ godpe JOKyMEHTHpaHa M ce HaGAwJaBa IpH

10% ot GonuuTe ¢ JaHHH 3a DEHHIHJIAHOBA aJIe l‘lﬂ “’A}CO‘:H‘ELCT’LIIH ajneprivaHa
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peakuust KbM Ied3un, deyendero ce npekbeBa. TemKH ocTpH peaknHH HA
CBPLX4YBCTBHTEIHOCT H3MCKBAT CIEHIHO JieYyeHHe.

O6mara yuesHa nosa Uedsun tps6pa ga ce Hamanu npu GONHU ¢ Texka OBOpeyHa
auchyarums  (KpeaTMHWHOB knupbHC <30 ml/min) mopagu BucoKHMTe w/wnM
MPOABIKUTEAHU Ma3MEHN KOHUESHTPAUMH Ha aHTHOMOTHKA B CPARHEHHE ¢ HOPMAaIHUTE
crofinoctu. Lledanocnopunure, B ToBa umcno Iledsun, Tpabea ma ce mnpumarat ¢
BHMMaupe NpH OoNHy, MoAydapalld CBITFTCTBAINO JIGUeHNHe ¢ MOLIHK IUYPEeTHUH, THi
K&TO Ce IIOA03MPa, Ye Te3W BelllecTra BIoiapaT Gp0pedrata (yHKUHMs,
IMpoommxurensoTo wusmonskane Ha lledsun Moxe na JoBele [0 pasBuBaHe Ha
pesHcrentHd OaktepwanHu wamore. Ocofeno Baxuo e Oonuma pa Onoe nox
HabogeHre., AXO IO BpeMe Ha Ae4eHWeTO HacThIM cynmepuHpexuus, Tpadpa ga ce
B3EMAT CHLOTBETHUTE MEPKH.

Hokmamean € TONOXUTENeH nupekreH TecT Ha Coombs N0 BpeMe Ha JedgeHue ¢
nehanrocuopHHOBH aHTHOHTOTHIM.

Opeaynpe:RneHMs U MPeABasHH MEPKH 32 JeKAPCFBEHHS KJIac

Huapus, ceepzasa ¢ Clostridium difficile (CDAD), e poknaneana npu ynotpebara Ha
TIOYTH BCHYKH aHTHOaKTepuanHu cpeficTBa, BinouutenHo u Ledsun, 1 Moxe Ia Bapupa
IO CEepPHO3BOCT OT Jieka auapusa Jo dartanen komut. CDAD Tpsbea nma ce obcnmu npu
BCHYKW IFALMEHTH, KOMTO pa3sBUBAT AMapHs BCISACTBHE Ha ynoTpeda Ha aHTUOHOTHLIH.
Heobx0auMO0 € BHUMATENHOTO CHeMaHe Ha aHaMHe3a, Thil KaTo € JOoKNaaBaHa [osea Ha
CDAD nosede 0T 1Ba Mecela cliefl IpUIOKEHHEeTO Ha aHTHOAKTepHAIHN CPEACTRA. AKO
CDAD ce nopmosupa uIH Cce DOTBBPIAM, MOXE Ja Ce HaJOXKM HpeKkpaTsiBaHe Ha
eJHOBpeMEHHATa YIoTpeba Ha aHTHOMOTHIIY, KOWTO He ca HacoueHH cpemy C. difficile.

HeguaTpuysa ynorpeda
He ca ycTaHoBeHH 6e3onacHoCTTa M €()eKTUBHOCTITZ Npd NMEEUATPHYHM NALMCHTH Ha
BB3pAcT noj 6 Meceua.

4.5. BzaumopgeHcTBHe ¢ ApYrH JeKapcTBEHH NpPOAYKTH H Apyrad dopmm Ha
B3aHMOJeHCTBHE
Edexra ga Apyru JexapcrBa BLPXY Hednpo3HI

Hoxnageana e HethpOTOKCHYHOCT Cliell €IHOBPEMEBHO MpUiiarale Ha aMUHOIIHKOSUAHH
aHTUOHOTHIY M HedalocnopHHOBH aHTHOHOTHIM.

EnnoBpeMeHHO IpunaraHe Ha npobeHeLyp yrBosBa mnomira Imojx kpueata (AUC) 3a
LedIpo3ML.

BianmopefcTBHA ¢ IekapeTea/naGopaTopHn H3CACABAHMS

LedanocnopuHoBUTE aHTHOMOTHIM MOTAT Ja JOBEJAT O (ammuBO [OJOKHTETHU
peaKuHH 3a FIKO3a B ypuHata © MeleH penykrasen TecT (Benedict mnu Fehling
pastBopy win ¢ Clinitest Talnerkn), HO He W € EH3UMEH TeCT 3a IIIOKO3YpHA
(rmokosooKcHAaseH TecT). QamiuBo OTPHLATE/HA PEAKLsT MOKe fia ce HabNoaBa NPy

bepHUNaHHIHNA TECT 3@ INI0K03a B KPBRBTA. Hanmquqm’j{“‘a ﬁt‘;gmp,osm B KpBBTA HE
p o SRR ES R
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BOZM IO B3aUMOJCHCTBHE C METOJa 3a H3CNeABaHEe HA KPEATHHUH B IUla3Ma H YpHHA C
AJKaeH IHKpAT.

Kakro ¢ npu apyru nedanocnopuHH, eQukacHOCTTa Ha NMEPOPANHHTE KOHTPALENTHBH
MOXKe Ja ODle NOHMKEeHA NpH eIHOBpeMeHHoTo mpriokenue ¢ Ledsun. ITo speme Ha
seuerueTo ¢ Hedsun TpaOpa ja ce B3eMar HOMBIHHTENHH MEPKH 32 KOHTPAIEHIHA.

4.6. BpeMeHHOCT H KbpMeHe

Hama paHHu 32 yBpexuase Ha deryca OT Le(npo3ui MOHOXMAPAT YIPH HDpOYYBAHHA Ha
PEeNpOAYKTHRHOCTTA, POBEICHH NpH 3alLiH, MUIIKH U ILUIGXOBE B A03H choTBeTHO 0,8,
8.5 u 18,5 sy MakcUManHUTe AHEBHU A03u rpi xXopa (1000 mg), ocHOBaHU HA TeNecHa
MOBBPXHOCT (mg/m?). Ofave He ca NMPOBEXIAHH ANCKBATHH M TOoGpe-KOHTPONUpPaHI
npoy4BaHus npH 6peMeHHM >keHH. Ilopany ToBa, ue NpoyyBaHUATa NPH KHBOTHH He ca
MOKa3aTellHd NpPH XOpara, ToBa HeKapeTBO TpAGBa Ja €& M3ION3Ba [0 BpeMe Ha
OpeMeHHOCT, caMo aKo SCHO M TOUHO € ONpeAeicHa HYKIaTa OT HEero.

INo-manko ot 0,3% ot pgosata, HOpHAOMKeHa Ha Malika KbpMayka, Ce eKCKpeTHpa B
kbpmarta. HeobxoamuMo e noBUILEHO BHUMaHHe, Korato [ledsun ce mpunara B miepuos Ha
KBpMeEHE.

4.7. EdexTu BppXY cnocobHOCTTA 32 IIO(pHpaHe H padoTa ¢ MaUITHHA
He ca mpopexpaHd IpOyuBaHUs Ha e(EKTHTE BBPXY CIOCOOHOCTTA 3a wWwodupaHe H
paboTa ¢ MalIHHL.

4.8, HexxenaHu JleKapeTBeN peakiiHu

Hexenapure nexapcTBeHM peaxildd 0Opu  Lednposus 3a [oJ00HM Ha OHE3N,
HaONroJaBaHu IpH JpYrH HeanocmopHMHH 3a IepopanHo Npunokenne. Lediposun
Oo0UKHOBEHO ce TmoHaca JAo0pe [PH  KOHTPOJMPAaHH KIHHHYHH  H3DMTRBAHHMA.
ITpudmusutenso 2% OT NaUMEeHTUTE HOPEYCTAHOBSBAT JIEUCHHE ¢ Ledmpo3un 3apaiy
HeKEJIRHH FEeKapCTBEHH peaKiHH,

Tabnuuara Mo-mHoJy BKIIOYBA BCHUYKH HEXENAHH JNEKAPCTBEHM PEakIHM, KaKTo ca
ornrcany kKkM MomenTa B CCDS. CIUCHLKBT € npeacTaBeH 110 CHCTEMO-0pradHy KIacoBe,
MedDRA TepMHHONOTHA ¥ YE€CTOTA, KaToO ca H3ION3BAaHU CIENHMTE KAaTEropHH: MHOIO
yecTd (=1/10), wectn (=1/100, < 1/10), wevectu (>1/1000, <1/100), peaxu (=1/10000,
<1/1000). muoro pemxu (< 1/10000) u ¢ HewssecTHa uecToTa (HE MOxe Ha ObIe
M34YHCIEHA OT Hanu4HuTe paHHu). Tabnuuara e cbeTaBeHa CHOpefd NpPEenopbKUTE HA
CIOMS pabotua rpyna {II u V u Ykazanusta Ha Epponelickata xommucus 3a KpaTkara
XapaKTepHUCTHKa Ha NPOJYKTa.

CncreMo-0pragsy K3acose YecToTa MedDRA tepmun
Yect CynepuH}pEeKIMs 1 BarWHAIHA
HMudexunn u nadecranmu HHBS KIS
Hapymerus Ha KpBBTa H YectH Eozunudumuis
nrM{pHATa cHcTEMa Heuectn Hamasen 6poii Ha GenuTe KpBBHU
KIETKH _2- 7 250
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Penxu TpomOonuTONeHHS ¥ YABIDKEHO
DpPOTPOMOHMHOBO BpeMe

Hapymenus Ha umyHHATa Penku AnruoeneM, aHaQuIaAKTHIHA
cHucTeMa PeaKIua ¥ cepyMHa 60JecT
Hapymenus na HepsHaTa YecTn CReTOBBpPTEK

CHCTEMA Heuectn Crcrodsue Ha 0ObpKBaHe,

Ge3chHME, COMHONEHTHOCT,
[ICUXOMOTOPHE XHIIEPAKTHBHOCT,
HEpBHOCT M rltasobonue

CToMallHO-UpEeRHH HAPYUEHUA Yectu Bonka B xopema, auapus, rajeHe, u
MOBPBIIAHE
Peaxu Konur u neesromemM0Opanosex
KOJIHT
HewzpectHa | Tlpomsua B upera na 3u0uTE
Xenato-ounuapHy Hapy IeHHS Hecru IloBuinena acnaprat

aMuHOTpaHchepasa M MOBHLIEHA
anapnH aMHHoTpanchepasa

Heuectu [Topuirena B KpbRTA aNKalHa
¢ocdaraza
Penxu XonecTaTudHa SKBJITEHHIA K
NOBHIIEH OHANPYOHH B KPBBTa
HapyuieHus Ha Koxata 1 Yecru Hepmarur
NOAKOXKHATA THKAH Heuectr OG6pue u ypTHKapes
Peaxu Cungpom Ha Stevens-Johnson,
epurema MynTHOpMe i reHuTaNeH
HPYPUTYC
Hapymenns wa 6s0perure 1 Heuectu TTopumrena ypea B KppBTa U
MUKOYHNITE HETHLIA HOBHILICH KPEATHHMH B KPHBTA
OGuu Hapyurenns u ehext ua | Penxnm TTnpexcus

MACTOTO Ha NPUIICIKCHUES

4.9. Ipenozupane

Enunugen  no3u, oT nopsgbka Ha 5000 mg/kg, npunarand BEPXY JKUBOTHH B
MPOYYBAHUATA 32 TOKCHYHOCT, HAMAT CEPUO3HY UIIH JIETAHU OCTEACTBHS.

{led3un ce enumunmpa riaaeso npes Ovdpenute. Ipu coydan Ha npenosupane, ocobeHO
npy TanMedTd ¢© HapymeHa OB0pedna  (QyHKOMA, XeMoJHManusaTa IOANOMara
OTCTPaHARAHETO Ha LeQIpo3HI OT OpPraHH3Ma.

5. @apMakoJOrAIHU CBOHCTBA
5.1. @apmMaKoAHHAMIYHH CBOHCTBA
dapmaxoTepaneBTHUHA Mpyna: BTopo nokoneHue uedanocriopunn, ATC: JO1DC10.

Muxkpobroxoras LEE s
ednposun uma in vifro aKTHBHOCT CpELly LIMPOK cnﬁf’rﬁp gesiiin p:;i UTONOXKUTEAHA U
rpaMoTpHLaTenHy Oaxrepud. bakrepupaHaTa akTHBY jdqr ﬁa U,e(pnp m}‘q pesynrar ot
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HHXHOUPAHETO HA CHHTE3a Ha KIeThuHata creHa. lledmposun € akTHBEH Cpelry

MOBEYETO NIAMOBE Ha CHENHATE MUKPOOPraHO3MU in Vifro:

AepofM, rPaMIOIOKHTETHH MMKPOOPraHH3MH:

Cradunoxoky, BkI. Staphylococcus aureus (BKIL. TeHHLIUAA30-POLYLHMPAILH [IAMOBE);

S. epidermidis; S. saprophyticus; S. warnei. (3a6. uedrpos3mwi He e akT#BeH cpely

METHIRIIIH-PE3HCTEHTHH [AMOBE CTAhUIIOKOKH);

- Crpentokoku, BKI. Streptococcus pyogenes (Ctpentokoku rpyna A); S. agalactiae
(Crpentoxoku rpyna BY; S. preumoniae(BKI. IOBEYETO UHTEPMEAUEPHH NIEHUIIAUH-
pesucTeHTHH mamMose ¢ nenutmauH MIC ot 0,1 mo 1 pg/ml); I'pymu C, D, F &
(GCTPEenTOKOKH; CTPENTOKOKH OT rpyna Viridans;

-~ Enterococcus durans; E. faecalis; (3a0: nednpozun e neakruseH cpeiny E. faecium);

-~ Ipyru: Listeria monocytogenes.

Aepobu, rpaMoOTPHIHATETHH MUKPOGPFaHH3MH:

- Moraxella catarrhalis (Bxn. B-akTaMaszo Npoaynupaliy IaMOBe);

- Hemophilus influenzae (BKJI. B-naKTaMazo NpoAyLHPALIH IAMORBE);

- Clitrobacter diversus;

- Escherichia coli;

- Klebsiella pneumoniae;

-~ Neisseria gonorrhoeae (BIUL. IEHHLMIIA3a- TPOAYLMPALIH IAMOBeE);

- Proteus mirabilis,

- Salmonelia sp.;

- Shigella sp.;

- Vibrio sp. (3a6. lledmposun He e axkTHBEH Cpeuly INOBEYETO IIaMOBE Ha
Acinetobacter, Enterobacter, Morganella morganii, Proteus vulgaris, Providencia,
Pseudomonas u Serratia.)

AHaepoOHH MHKPOOPTaHH3MH!:

3a6.: [ToBeuero mwamose ot Bacleroides fragilis ca pe3ucTeHTHH Ha Uedriposy.

- Clostridium difficile; C. perfiingens

- Fusobacterium sp.,

- Peptostreptococcus sp.;

- Prevotella melanogernica (no3Hat kato Bacterioides melaninogenicus)

- Propionibacterium acnes.

TecroBe 33 HYBCTBUTENHOCT
KonnyecTBeHH METOIH, KOMTO H3HCKBAT M3MEPBaHE Ha JUAMETpUTe Ha 30HATa, JABAT

Haif-TOUHa OLIEHKA 33 YYBCTBUTEIHOCTTA Ha bakTepuuTe KbM aHTUMUKPOOHUTE CPEICTBa.
HuTepriperanusata BKIIOYBA KOPENAys HA OUAMeThpa, NONYYEeH OT JHCK TeCTOBETE, C
MHHAMMAaITHATa HHXHOHMTOpHA KoHUeHRTpauua (MIC) 3a uednposusm.

JIHCKOBETE 3a TecTBaHe HA YYBCTBHTENHOCT XbM Hedamocnopuuu (nedanoTux
HHUCKOBETE) He ca MMOIXONsAIM TOpamy pasfNuKH B CIeKThpa ¢ uednpozmn. 30-ug
uedrposuI AUCKOBE ¢ H3ION3BAT 3a TECTOBE HA U30NATH i1 Vifro.

Pesynrature 0T nabopaTOpHUTE TECTOBE OT CTAHAAPTEH TECT 32 YYBCTBHISAHOCT C eAHH
muck ¢ 30-pug nedriposmn gMCK TpsAOBa Ja ce WHTEPHPETUpAT CIHOpel CIeAHUTE
KpUTCPHM:

| lnametsp Ha 30Hata (mm) | MuTepupeTanuu IfMIC E&ﬁeh’éﬁm N
Ry Yy
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>18 (S) uyBcTBUTENECH <8 pg/ml

[5-17 (MS) ymepeno 16 pg/ml
YYBCTBHTEIICH

<14 (R) pesncTeHTeH 232 pg/ml

PezynraT ,,dyRCTBHTeNEH” MOKa3Ba, 4e MaTOreHBT BEpOATHO Ie OBAe MHXMOUpaH OT
OOUKHOBEHO MOCTHKUMM KPHBHH KOHIEHTpalMd. Pesynrar ,,yMepeHo 4yBcTBHTENEH”
MOKA3Ba, Ue OPTaHM3MBT Ille ObAe UYBCTBUTENEH, aK0 Ce M3IOI3Ba BUCOKA JO3a HJIH aKo
pHpeKIMATa € OrpaHyueHa A0 THKAHH W TeYHOCTH (Mamp. ypHHa), B KOMTO Ce MOCTUTraT
BHCOKH aHTHOHOTMYHHM HuBa. Pesynrar ,,pe3sMCTEHTEH” MOKa3Ba, 4€ HOCTIKHMMATA
KOHUEHTPALMs Ha aHTHONOTHKA BEPOATHO HIMa Ja Oblle HHXUOMTOpHA.

CTaH,I{apTIISHpaHHTe HponelypHr HU3MCKBAT HSIOA3BAHETO Ha 31a60pa’ropH1»1 KOHTPOJHH
OpraygusMu.

5.2. PapMaKOKHHETHYHH CBOHCTBa

edsun ce pesopbupa nobpe cien NepopanHo NPUIOKEHUE HpH MpHeMaHe Npemy Hiu
mo RBpeMe Ha xpaHene. [lepopanHata OuoHamuuHOCT € mnpuOmuzuTeaHO 90%.
DapMakoKUHETHKATa Ha UeIpo3HiA HE Ce MPOMEHI OT NPHIOKEHHE ¢ XpaHa HIH
aaTHatuad. CpelHHTe NIasMeHH KOHHEHTpalWH CieX MNpUiloxKeHHe Ha nednpo3nn Ha
IafHO ca NpefcTaBeHH B TabiuuaTa mo-gnony. KoHLEeHTpanuuTe B ypUHATA ca OKOJO
60% oT nmpHunoKeHaTa o3a.

Hoza CpenHu rlasMeHd KoHLEeHTpauy Ha uedapozun® VYpunnra
(ug/ml) eKCKpeLis
Bpsx (~1,5 yaca) 4 yaca 8 waca (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%

*JlaHHNTe TPEICTaBAABAT CTOHHOCTHTE Ha CPeJHHMTE NUasMeHH KOHLEHTpanmuH or 12
3paBu noOpoBonuu. PapMakOKMHETWYHMTE JaHHHM ca B3€TH OT fekapcTBeHa Qopma
Kamcyny; jokazaHa e, ofave, OMOCSKBMBANEHTHOCTTA Ha IEpOpaneH PA3TROp, KancylH,
TabAETKH H MEPOPANHA CYCIIEH3HS.

Ilo Bpeme Ha mBpBUA 4-4acoB NEpPHOJ, CJjel IpHUIaraHe Ha JEKapCTBOTO, CPEINHHTE
KOHHSHTpAUKK B YpHHATa Clel npunaraHe Ha o3l or 250mg, 500mg u 1g ca
npudmusutento 170 pg/ml, 450 pg/ml v 600 pg/ml croTBETHO.

CBBp3BaHET0 C IUIA3MEHHTE TIpOTeMHH € okono 306% W e He3aBHcHMO  OT
KOHUEHTpalluTe B AdanasoHa oT 2 pg/ml mo 20 pg/ml. CpenHuar nnasMeH IONYKUBOT
NPY HOPMATTHH MHAKMBHAHM e npubimsuTenHo 1,3 yaca.

[MukopuTe KOHLEHTPANMH HA edIPO3UA B KOxKHATa MeXypHa TeyHocT ca 3,0 u 5,8 pg/ml
fIpH TAIUEHTH, MOMyYaBalll efiHa Ao3a oT ¢roTBeTHO 250 mg unu 500 mg nedrnpozus.
TTonyxuBoTHT B KOXKHATa MeXypHa TeyHoCT (2,3 waca) € no-IeIsr OT TO3M, HabnroxasaH
B [/1a3MaTta.

Cnexn nprioxesHeTo Ha efHa Ho3a oT 15 mnu 20 mg/kg I;cpﬂ [TalyenTH ¢ XpOHHWYEH
CpelleH OTUT, KOHLEHTpaUHUuTe Ha LedIposnI B TeqHOCTTq B“éﬂeﬁﬁoﬁ_i‘
0,06 no 8,7 ug/ml. KoHneHTpamiuTe Ha HehpO3MI B HE4F e




nax MIC 3a noBedeTo MIKHPOKO pasNpocTpaHeH OaKTepHy, CBLP3BAHH ChC CPeieH OTHT ,
3a [OBeYe OT 6 yaca cliel NpHiarage Ha uehnposu.

Hama maneHu 3a akymyndpaHe Ha LedIposun B IlasMata HAa MHAMBHAM ¢ HOpPMAaniHa
OrOpeuHa QYyHKUMA CIef MHOTOKPATHO NMPHIOKEHHE HA FlepopaiHu josu jo 1g na §
gaca 3a 10 aan.

buvopeuno yepexcoane

[Tpu 60Hu ¢ HaManeHa OBOpeyHa QYHKIMA, YEBDKABAHETO Ha [Na3MEHHA NONYKHBOT €
CBBP3aHO ¢hC crerneHTa Ha OpbpeuHaTa nuchyHKUMs. Hpu GonHM ¢ I¥eHa NHca Ha
OBbpeuna GYHKIHSA, NIa3MEHMAT NONYKKBOT Ha Liernpo3nn Moxe ga Ovpae u 5,9 uaca.
ITonyKHBOTBT ce cKBbCsABA upe3 xemoAauanusa ao 2,1 yaca. He ca yCTaHOBEHH ITPTHINA HA
eKCKpelHa NpH MaLMeHTU ChC 3HaYHTENHO yBpelcHa 6u0peuHa QyHkiusa (Bk. T. 4.2 U
4.4).

HeprodpobHo yspercoane

TIpu Gonmy ¢ yBpedeHa depHoapobHa QYHKIMA HAMa CTATHCTHUYCCKH 3HAYHMHE Pa3HuKy
BBB (hapMaKkoIMHAMHMYHHTE IapaMeTpH, KOTaTo €& CPaBHABAT ¢ Te3M NpPH HOPMATHH
KOHTPONHY UHAUBHIH.

Tepuampuunu nayuenmu

Cpennara AUC, nabrojasada Npy NanMeHTH B HalpefHana BB3pacT Ha 65 TORUHM H
noeeye, € oxoJio 35-60% no-Bucoka OT TasW NpH NO-MIaIu MHIUBHIH. JHAYEHHETO Ha
Te3H 38BUCHMH OT BB3pPAcTTa BapHALM BbB (apMaKOKMHETHKaTa Ha Lednpo3un He ca
DOCTATBYHU 32 Ja U3HCKBAT KOPEKIMS B JO30BHTE PEKHMH.

Heduampuunu nayuenmy 4 noopacmeatiu

Cren npuioxKeHue Ha eJHOKpaTHH A03u oT 7,5 mg/kg nau 20 mg/kg Ha nenuaTpuvHu
MalHEeHTH, KOHIEHTpanuuTe Ha Ledmposun apupat oT 0,5 1o 4,3 pg/g B ToHsunure U
papupat or 0.4 ng/g no 4,9 pg/g B afeHonHaTa ThKaH. KOHUEHTpaluMTe B TOH3MIHTE U
aflcHOHMJHATA THKaH IOBeue OT 3,2 yaca clel, KO3HpaHe ca IO-BUCOKH 0T MHHHMAJIHHTE
aHxubuTOpH KonueHrpanuy (MIC) 3a IIMpPOXO pasMpOCTpaHEHH IaTOreHH, KOWTO
TIpHYHHABAT GApHHTHT HIH TOH3MIMT.

dapMaKOKHHETHKaTa Ha Le(upo3un e cpaBHHMa MeXy Jena (Ha BB3pacT oT 6 Mecella
Jio 12 roguni) ¥ BE3pactHH. InasMeHUTe KOHLEHTPALWK NPH Jela, nolyyapamy 7,5 1o
30 mg'kg uedrposun ca cpaBHHMH C Te3W, HaOMtOJaBaHH NpH BB3PACTHM HaLUEHTH,
nonydapaiy nepopanso 250-1000 mg. Chpax ce pocTura 1 a0 2 yaca ciiefi NpUaQKEeHHETO
U TIONY3KUBOTHT € 1,5 yaca.

Ilon

Cpexnara AUC, nabmogaBaHa NpH xeHH € npuonusutenHo 15-20% mo-Bucoka oT Tasu
IpY MBKE. SHAYESHMETO Ha TEe3M 33BHCHUMH OT II0N1a BapHaliy BHB (apMaKOKHHETHKATA
Ha e IPO3UIT He ¢a JOCTaThYHM, 32 Ja H3UCKBAT KOPEKUHA B JO30BHTE PEKUMH.

5.3. IlpexknaHHYHI JAHHH 32 6e30I1aCHOCT
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He e naGmiofapaH MyTareHeHn roreHUMan Ha LedIPO3Mi B CHOTBETHHTE IPOKAPHOTHH
WHH eYKapWOTHM KIETKH in vitro win in vivo. He ca mnpoBeXmaHM ABITOCPOUHH
OpOYYBaHUA i1 ¥ivo 32 OLICHABAHE Ha KaHLUEPOreHHUA OTeHLKA.

IIpoyupanuaTa 23a penpoAYKTHBHOCT HE IIOKAa3BaT yBpexAaHe Ha Qeprunurera NpH
KUBOTHH.

6. @apManeBTHIHH JAHHI

6.1. CnHeLx HAa MOMOINHETE Bel[ecTBa
MUKPOKPHCTAIHA 1eJIy103a

HATpUEB HHIUECTEH TIHKOIAT

MarHesues creapaT

antifoam C eMyincus

6ano Opadry YS-1-7003

6.2. HectBMecTHMOCTH
Henpunoxumo.

6.3. Cpoxk Ha rojsHocT
3 roJuHH

6.4. Cnenna/jiHH YCJIOBHA 34 ChXpaHeHIle

CrxpaugsaliTe KoHTeliHEpa IIBTHO 3aTBOPEH H HaseTe ChIBPKAHUETO OT Bhara. Ma ce
ChXpaHsBa IpH cTaifHa TeMnepatypa (rox 30°C). Ha He ce W3mnonssa ciel USTUHaHeTO Ha
CpPOKa Ha FOJHOCT, OTIEYATaH BEPXY OllaKOBKaTa.

6.5. Janpsu 32 ONAKOBKATA
CEFZIL 500 mg dunMupasy tabnerku: 6auctep ¢ 10 dpunvupasy TabaeTku.

6.6. Mnctpyxnmn 3a ynorpeda

Hama cneipanHy HHCTPYKUMH.

7. HpurexaTen Ha paspelieHdeTo 3a ynorpeba
Bristol-Myers Squibb Kft; Szatadsag ter 7;

1054 Budapest, Yarapua

8. Homep Ha paspewendero 3a ynorpeba

9800339
9. JaTa Ha NOAHOBABAHE HA pa3peillcHHeTO 32 ynorpeda
03/08/2004
10. MaTa ua akTyaan3upasHe Ha TeKCTa
12/2009
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