KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA
1. HUME HA JIEKAPCTBEHUS NIPOAYKT

Hedsun 500 mg dpunmupanu TabaeTKH
CEFZIL 500 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Led3un 500 mg cdunmupann Tabnetku cpavpxar cefprozil (uedmnposmi), ekBuBaieHTEH Ha
500 mg 6e3BoeH 1HIEPIPO3HIL.

3a mBJIHMS COUCHK Ha TOMOITHHUTE BELIECTBA BIKTE ToUKa 6.1.
3. JIEKAPCTBEHA ®OPMA

dunmMupanu TabIeTKH

4, KJIMHUYHU JAHHHU

4.1. TepaneBTHYHHM MOKA3AHUSA

Hed3un e moka3aH 3a JeYeHHE Ha MAlUEHTH CBC CIEAHWUTE WH(EKIHUH, MPUIMHEHH OT
YyBCTBUTEIHU KBM IePIPO3UIT OaKTEPUH.

e Mudeknnn Ha TOPHUTE AUXATEITHH ITHTHUINA, BKIFOYBANTN (PAPUHTUT, TOH3WIAT U CHHY3UT
o Mudeknnu Ha JOTHUTE AWXATEITHHU ITHTUINA BKIFOYBAIINA OPOHXUT U THEBMOHUSI.
e HeycnoxHenn nH(MEKINY Ha KOXKATa U MEKUTE ThKaHU
3ABEJIEXKA: AbGcuiecute 0OMKHOBEHO M3UCKBAT XUPYPrHUCH JIPCHAK.
e HeycioxHenn nH(MEKINN HA THKOYHUTE THTHUINA, BKIFOYBAIIN OCTHD IIUCTHT.
e  OcTbp CpeieH OTUT
HeoOxomumo e na ce uMat npeaBui OQUIIHAIHATE MPENOPHKU 3a MOAXOJAII0 M3M0JI3BaHEe Ha
AHTUOUOTHUIIH.

4.2. Jo3upoBKka 1 HAYMH HA MPUIOKEHHUE

Lled3un Moxe ma ce mprema ¢ Wik O6e3 XxpaHa. XpaHata HE OKa3Ba BIHMSHHE BbPXY CTEICHTa Ha
abcopOrusi.

ﬂOC&HQOBKa

Bn3pacTau u geua Haa 12 rogunu
Hedsun ce mpumara mepopaliHO TpU JieYeHHWE HA WHQPEKIUU MPUYUHEHH OT YYBCTBUTEITHU
OakTepuu B CIICTHUTE JTO3HU™:

WHupekuny Ha TOPHUTE JUXATESIIHU IBTHUIIA 500 mg na 24 gaca
Cuny3sur 250 - 500 mg nHa 12 vaca
Wudekunu Ha TOTHUTE TUXATEITHN THTUIIA 500 mg na 12 yaca
Heycnoxxnenn nH(pekmy Ha MUKOYHUTE THTUIIA 500 mg =a 24 yaca
Wndexnun Ha KoXKaTa U KOKHUTE CTPYKTYpU 250 mg Ha 12 vaca unu

500 mg Ha 24 yaca



*TIpu nedeHue Ha [B-XEMOJUTHYHU CTPENTOKOKOBU WMH(EKINH, TepaneBTHUHU A03u Lledsun ce
TpuIarat Hait-manko 3a 10 qau.
CrangapTHaTa aHTHOMOTHYHA TEpPaIvs NPOoabDKaBa Mexay 7 u 10 nuu.

bn0peuHo HapymieHnue:

Hedmpos3un Moxe na ce mpuiiara npu O0OJTHH ¢ yBpeaeHa 0b0peuHa ¢ynakims. He e HeoOxoamma
JI030Ba KOPEKLUSI MPH CTOMHOCTH HA KpeaTHMHUHOBHUS KiIupbHC > 30 ml/min. Ilpu Gonnm c
KpeaTuHHMHOB KiMpbHC < 30 ml/min, ciex mpuioXeHWe Ha mbpBaTa cTaHaapTHa a03a, 50% ot
cleqBaliaTa CTaHAApTHA /032 Ce JaBa B HOPMAJHHTE J030BM WHTepBanmd. Lledmposmn ce
OTCTpaHsBa YaCTHYHO Ype3 XEMOJWANIM3a; IMOpafy TOBa Ce TMpWiara cieja NPHUKII0YBaHE Ha
XEeMOINaIN3aTa.

YepHoapoOHO HApYILIEeHHE:
He ce u3mnckBa 1030Ba KopeKuus mpu OOJIHHU C yBpeAeHa yepHoApoOHa (QyHKIHS.

IepuaTpuyna nomyaanus
B xnuanuHm npoyuBanus, Lled3un e npunaran Ha neAMaTpUYHU TAalMEHTH, KOUTO ca OWiIM Ha
BB3pacT Hali-mMaJiko 6 Mecela.

Hedsun tabmerkn He € moaxoxsml 3a ymorpeba mpu amena. [Ipm mema TpsiOBa ma ce M3MON3Ba
Ledsun nepopaina cycrieH3usl.

ITpu cpenen otuT, npenopbuBanara no3a Lledsmr e 15 mg/kg, npunarana na Bceku 12 4aca.

[Tpu uHQexunn Ha TOPHUTE AUXATEIHU TBTUIIA, (apUHTUT WM TOH3HWJIUT, IPENophUBaHaTa 1032
Iedsun e 20 mg/kg Bemubx aueBHOo minn 15 mg/Kg/meH, pasmeneHa Ha aBe paBHH 103. IIpu
CHHY3UT, TIpernopbuBanara no3a ¢ 7,5 mg/kg no 15 mg/kg, npunarana Ha Bcexu 12 gaca.

IMpu HeycnoxkHeHH WHQEKIMH HA KOKaTa W KOXKHHTE CTPYKTypu ce mnpernopbuBar 20 mg/kg
BEJIHBX JTHEBHO.

MakcuMmanHara JeTcKa JIHEBHA 7032 He TpsSOBa Jia HaJBHIlABA MaKCHMaJHATa Ipernopbh4BaHa
JHEBHA Ji03a TPU BB3pacTHU. [Ipu JiedeHne Ha [B-XEMOJHMTHYHU CTPENTOKOKOBH WH(EKIIWH,
TeparneBTuyHu 1034 [led3un ce mpunarar 3a 10 gau™

*CTaHJapTHATA AaHTUOMOTHYHA TEpaIHsl MPOAbIKaBa Mexay 7 v 10 1Hu.

be3onacHocTTa M €eKTUBHOCTTA IIPH Jieia 1oJ] 6 Mecella He € yCTaHOBEHa.
43. IIporuBonoka3zanus

Led3un e npoTuBomNOKa3aH Mpy OOJHU ChC CBPBXYYBCTBUTEIIHOCT KbM aKTHBHATA ChCTaBKa WIIN
KbM HSIKOE OT IOMOIIHWTE BemiecTBa. OCBEH TOBa € IMPOTHUBOIIOKA3aH IPU MALMEHTH ChC
CBPBXYYBCTBUTEIHOCT KbM aHTUOMOTHIIM OT KJiaca Ha 1e(haJOCTIOPUHUTE.

4.4, CrnenynaJiHu npeaynpe:kIeHus U Mpeana3Hu MepKHU NPH ynoTpeda

IIpenu 3anmouBane Ha Tepamus ¢ Lled3ua e HeoOX0AUMO BHUMATEIHO Pa3NUTBaHE HA
00JIHUSI 32 MPEAXOKAANd Peaklud HAa CBPbYYBCTBUTEJHOCT KbM IedajocnopuHH,
NEeHUIWINHU WIN IPYTH JeKapcTBa.

AKO TO3M aHTHOMOTHK Ce MPUJIOKH HA MEHUIUIUH-YYBCTBUTEIHU NMANIMEHTH, HEOOX0AMMO
€ BHUMAaHHeE MOPaal KPbCTOCAHA YYBCTBUTEIHOCT MeKAy 0eTa-JaKTaMHUTe AaHTHOMOTHUIIH,
KOSATO € 100pe NOKyMeHTHpaHa U ce HaOawaaBa mpu 10% ot OosHMTE ¢ JaHHM 32



NCHUIUJINHOBA aJieprus. AK0 HacTbIM ajlepruyHa peaxknuusi KbM I.Iednnﬂ, JICYHCHHUETO CE
NMpeKbCBA. TexKKH OCTPH PpeaKIIMHU HA CBPBXYYBCTBUTECJTHOCT H3UCKBAT CIICHIHO JICYCHHE.

Huapwusi, cebp3ana ¢ Clostridium difficile (CDAD), ¢ nokiaaBana mpu ynotpebara Ha MOYTH
BCHYKH aHTHOAKTEPHATIHN CPECTBA, BKIoUNTeHO U Lled3nn, u Moxe 1a Bapupa 1mo cepruo3HOCT
ot neka auapust Ao ¢aranen konut. CDAD TpsiOBa ga ce 00ChAN NPU BCUYKU MAIIUCHTH, KOUTO
pa3BHBaT auapus BCIEICTBHE Ha ymorpeba Ha aHTHOMOTHIM. HeoO0XoammMo € BHHMATEITHOTO
CHEMaHe Ha aHaMHe3a, ThH KaTo € mokiaansaHa mossa Ha CDAD moBeue oT 1Ba Mecema Clel
MPWIOKEHNEeTo Ha aHTubakTepuannu cpeactBa. Ako CDAD ce momo3upa win ce TOTBBPAH,
MOJKE J]a Ce HaJ0XKHU MPEeKpaTsIBaHETO HA eAHOBPEMEHHATa ynoTpeOda Ha aHTUOMOTHUIIH, KOUTO HE
ca Hacouenu cpery C. difficile.

O6mara aueBHa ao3a Lledsun TpsiOBa 1a ce Hamanu npu OOJNHU ¢ TexKa ObOpedHa TUCYHKIHS
(kpeatuanHoB KimpbHCe <30 mMI/min) mopagu BUCOKMTE W/WIM TPOABIKUTEIHU IUIA3MEHH
KOHIIGHTPAllM Ha aHTHUOMOTHKA B CpaBHEHHE C HOpMalHuTE croiiHocTH. Lledanocnopunure, B
toBa yucio Lledsnm, TpsOBa na ce mpmiarat ¢ BHUMaHHE TIPH OOJIHU, MOTy4YaBalld ChIIBTCTBAIIIO
JIeYeHUE C MOIIHU JUYpPETUIIM, Thil KaTO ce MOA03MpPa, Y€ TE3H BELIeCTBa BIOIIAaBAT ObOpeuHaTa
GyHKIYSL.

[MpoxbmwkurenHoTo m3nomsBane Ha Lledsmn moxke nma moBene 1o pa3BHBaHE Ha PE3UCTCHTHH
OakTepuanau mamoBe. OcoOeHo BakHO € OONHUSA aa Oble moj HaOmoaeHne. AKO 0 BpeMe Ha
JICUCHHUECTO HACTHIIN CyHCpI/IH(bCKHI/IH, Tpi[6Ba Ja Cc€ B3€MaT CbOTBETHUTEC MCPKHU.

JloknaaBaH €  THOJIOKUTENeH JupekTeH Tect Ha COOmbs mo Bpeme Ha JieueHHE C
1e(haJoCnoOpuHOBA aHTHOUTOTHUIIH.

MequaTpuyna nmomyJianusi
He ca ycranoBeHu 6e30macHOCTTa M €)EKTUBHOCTTA TPU NMEAMATPUYHHU MAIUCHTH HA BBH3PacT
nojg 6 Mecera.

45. B3aumopneiictBue ¢ JApyru JieKapcTBeHH TMPOAYKTH U JApyru ¢opmu Ha
B3auMojeiicTBHe

EdexTn Ha Apyru JekapcTBa BbPXY Hernpo3ua

JokiazBaHa € yBeJIMYEeHA HEPPOTOKCUYHOCT CJIe]  CIHOBPEMEHHO IMpWjaraHe Ha
AMUHOTJIMKO3UIHH aHTUOMOTHIIN U 11€(DaIOCTIOPUHOBH aHTHOUOTHIIH.
EnnoBpemeHHO npuiarane Ha nmpoOeHen w1 yaBosiBa romnrra rmox kpusata (AUC) 3a nedmposuir.

B3aumoneiicTBus ¢ JekapcTBa/IaGOPATOPHU U3CIEIBAHUS

LledanocriopuHOBUTE aHTHOMOTHIIM MOTAT Jia OBEAAT 10 (haNIIMBO MOJOKUTEITHU PEaKIUH 3a
IJII0KO3a B ypHHaTa ¢ MeneH peaykraseH TecT (Benedict mnmm Fehling pastBopu uiu ¢ Clinitest
TaOJETKH), HO HE M C EH3MMEH TECT 3a TIIIOKO3ypus (TIIOKO300KcHIa3eH TecT). dammmso
OTpHIIATEIIHA PeaKIysi MOXe Jia ce HaOJoJapa pu GepUlMaHnuIHNs TECT 3a IIII0K03a B KPHBTA.
Hanuunero Ha nedrposnin B KpbBTa HE BOAM O B3aMMOJICHCTBHE C METOJA 3a M3CJICABAHE Ha
KpEaTWHHH B TJIa3Ma U YPHHA C AJIKaJICH TTHKpaT.

Kakro u nipu npyru nedanocnopunu, epuKacHOCTTa HA TIEPOPATHUTE KOHTPAICTITHBH MOXE Jia
ObJe TOHW)KEHAa NpH eAHOBpeMeHHoTo mnpwiokeHue ¢ Lledsun. Ilo Bpeme Ha jeyeHHETO C
Hedsun TpsOBa ga ce B3eMaT JOMBIHUTEIHA MEPKH 38 KOHTPALICILIHAL.

4.6. ®epTHanTeT, GPEMEHHOCT U KbPMEHe

BbpemenHoct



Hsma nmanHm 3a yBpekpane Ha ¢eryca OT Henpo3ws MOHOXHApAT IPH TNPOYYBAaHHWSA Ha
PENpOaYKTUBHOCTTA, IPOBEACHHU TIPH 3aillM, MULIKH U TTbX0Be B 103U choTBeTHO 0,8, 8,5 1 18,5
ObTH MaKCUMallHUTE AHEBHU A03u mpu xopa (1000 mg), ocHOBaHM Ha TelleCHAa MOBBPXHOCT
(mg/m?). OGaue He ca NPOBEKIAHHM aJCKBaTHU M J0OPE-KOHTPOJUPAHH NPOYYBAHHUS IIPH
OpemeHHH xeHH. [lopany ToBa, 4e nMpoyyBaHMATA IPHU XKUBOTHU HE ca IOKA3aTEIHM NIPH XOpara,
TOBa JIGKAPCTBO TPsOBa Ja ce M3MOJ3Ba MO BpeMe Ha OPEeMEHHOCT, CaMO aKo SICHO U TOYHO €
oIpenesieHa HyXaTa OT HEro.

Kepmene
[No-manko ot 0,3% oT mo3ara, NMpHIoKeHa Ha MalKa KbpMauka, c€ €KCKpPEeTHpa B KbpMaTa.

Heo0xoxnmo e moBunieHo BHUMaHue, Korato Lledsn ce mpuiara B meprnoj Ha KbpMEHE.
4.7. EdexTn BBpXy crioco0HOCTTA 32 modupane u padora ¢ MAIIUHA

He ca mpoBexxnanu mpoyuBaHusi Ha edeKTUTe BHPXy CHOCOOHOCTTA 3a modupaHe U paboTa ¢
MalllMHH.

4.8. He:xenanu 1ekapcTBeHH peaKnnu

Hexenanute JiekapCTBEHH peakiuu Npu 1nednpo3mi 3a MmojA00HM Ha OHE3U, HAOJ0JaBaHu IpU
npyru nedarocmopuHu 3a nepopaiHo mpunoxenue. Ledrpo3mn oOMKHOBEHO ce ToHAcsS 1o0pe
Opd  KOHTPOJIMpPAaHW KIMHUYHM  u3nuTBaHus. [lpubmmsurenno 2% OT  MalMEHTHTE
MpeycTaHOBSBAT JiCUeHHE C LeIPO3KIT 3apaan HeXKeJlaH! JIEKAPCTBEHH PEaKIIUH.

Tabnuuara mo-moily BKJIIOYBA BCHYKM HEXENIAHW JICKAPCTBEHW pPEaKIUH, HAOIOAaBaHH IPH
MalMeHTH JIeKyBaHU ¢ Hednpo3ui U KakTo ca onucaHd kbM MomeHTa B CCDS. CnuchbkbT €
NpeJICTaBeH 110 CHCTeMO-opraHHu kiacoBe, MedDRA TepMHUHOIOTHS W YeCTOTa, Karo ca
W3ION3BaHKU CIIEIHUTE Kareropuu: MHoro vectu (>1/10), wectu (>1/100, < 1/10), Heuectn
(=>1/1000, <1/100), peaxu (>1/10000, <1/1000). muoro peaxu (< 1/10000) u ¢ HeuszBecTHa
gyecToTa (He MOXe Ja ObJe M34YHMCIIeHa OT HAIMYHHUTE JaHHM). Tabnuiara € chbcTaBeHa CIope[
npenopbkure Ha CIOMS pa6otna rpyna Il u V u Ykazanusta Ha EBpormeiickata komucus 3a
Kparkara xapakTepucTHKa Ha POIYKTA.

CHcTeM0-0OpraHHu KJiacoBe YectoTa MedDRA Tepmun
Yectn CynepuHeKkius 1 BarnHamHa
Wudexnyu u unbecramu WHEKIHS
Hapymenus na xpbBra 1 iumdrara | Yectn Eosunnbnims
cucTeMa Heuectn Hamanen Opoii Ha OenuTe KpbBHH
KIIETKH
Penxu TpoMOOIUTONIEHHSI U YIBIKEHO

MPOTPOMOMHOBO BpeMe

Hapymenus Ha uMyHHaTa cucTeMa Penxn AnrunoeneM, aHaQHIaKTHIHA PEAKIIHS
U cepyMHa OosecT
Hapyienns Ha HepBHATA CHCTEMA Yectu CBETOBBPTEXK
Heuectn CocrosiHe HA 00BPKBaHe, O€3CHHUE,

COMHOJICHTHOCT, IICHXOMOTOPHA
XI/IHepaKTI/IBHOCT, HepBHOCT Hu
riaBoOoJne




CToMamHo-4peBHU HAPYIIECHUS Yecru BoJika B KOpeMa, Uapus, TafcHe, 1

MOBPBILAHE
Penxu KonuT 1 iceBnoMeMOpaHo3eH KOJIUT
HenssecTHa [IpomsiHa B 1BeTa Ha 3b0UTE
XermnaTo-OunuapHu HapyIIeHHS Yectu [ToBuiiena acraprar

amMuHOTpaHcepasa U MOBUIIICHA
aJaHWH aMHHOTpaHchepasza

Heuectn [ToBuiieHa B KpbBTa aKaiHa
¢docdaraza
Penku XonecTaTU4Ha KbJITEHNLA U TIOBUILECH
OunupyOHH B KPBBTa
Hewussectha XenaToTOKCUIHOCT, XCTIaTHT
Hapymennst va koxara u Hectu JlepMaTUT ¥ reHUTAJIEH IPYPUTYC
MTOIKOXHATA ThKaH
o Heuectu OO0puB 1 ypTUKapHus
Penku CunzpoM Ha Stevens-Johnson, eputema
Myntadopme
Hapymenust Ha 656pewute 1 Heuectn [ToBumieHa ypea B KpbBTa U HOBHIICH
MMUKOYHHUTE ITHTHUIIA KPeaTHHUH B CepyMa
OO6um HapymieHus U eheKTH Ha Penku Iupexcus

MSACTOTO Ha NPHUJIOKCHHUE

OO6puB 1 ypTHKapHs ca JOKJIaIBaHH MMO-YECTO MPH Jelia OTKOJIKOTO IpH Bb3pacTHU. [[pu3HanunTe
Y CHMIITOMUTE OOMKHOBEHO HACTBHIIBAT HAKOJIKO JIHU CJIe]l 3all04YBaHe Ha TepanusiTa U CTUXBAT JI0
HAKOJIKO JHH ClIe]] IPEKPATABAHETO U.

3a HAKOM OT CJCJHUTE CHOUTHS Cce ChOONIaBa PSIKO MO BpeMe Ha IMOCT-MapKETHHTOBOTO
HaOJIO/ICHHe, HE3aBUCHMO [aji € YCTaHOBEHa NPHYMHHO-CICICTBEHA Bpb3Ka C Ledmpo3u:
aHa(uIaKCHsl, AHTHOEIEM, KOJIUT, BKIFOUHTEIHO ICEBIOMEMOpPAHO3EH KOJUT, epHTeMa
myntudopme, Tpecka, cepyMmHa Ooinect, cuHApoM Ha Stevens-Johnson u Tpombonutonenus. 1o
BpeMe Ha II0CT-MapKETHHIOBOTO HaOJIOJCHHE € JOKIaJBaHO OOE3lBETsSBaHE Ha 3bOUTE,
XEMAaTOTOKCUYHOCT, BKITFOUYUTEITHO XCIaTHT.

Cpo0maBaHeTo Ha IMOAO3MPAHM HEXKETaHW peakIu CJie]l paspeliaBaHe 3a ymorpedba Ha
JICKApCTBEHUSI TPOAYKT € BaxkHO. ToBa TI03BONIABA Jla TNPOJBIDKKA HAOIIOJCHUETO HAa
CHOTHOIICHUETO IOJI3a/PUCK 33 JICKAPCTBEHUS NPOAYKT. OT MEIUIIMHCKUTE CICIHAUCTH Ce
M3MCKBA JIa ChOOIIaBaT BCsAKA MOJ03MpaHa HeKelaHa peakiys Ypes:

WznbpnHUTENHA areHuus 1o JeKapcTBaTa
yi. ,,Jlamsa I'pyeB” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaitr: www.bda.bg

4.9. IIpeno3upane

Enuanunm no3u, ot nopsimbka Ha 5000 mg/kg, npunaranu BbpXy )KMBOTHH B TPOYYBAHUSTA 32
TOKCHYHOCT, HMAT CEPUO3HU WX JIETATHH MOCTIEICTBUSI.



http://www.bda.bg/

Ledsun ce eauMmuHMUpa I1aBHO mpe3 ObOpenmrte. [Ipu ciyyanm Ha mpemo3upaHe, 0COOEHO IMpH
MalUeHTH C HapylieHa ObOpeuHa (YHKIMS, XeMOJAMaIM3aTra IOJAINOMara OTCTPAaHSBAHETO Ha
uepnpo3mI OT OpraHu3Ma.

5. ®APMAKOJIOTHTYHU CBOMCTBA
5.1. dapMakoIMHAMUYHHU CBOIiCTBA
dapmakoTepaneBTHYHA rpyna: BTOpo nokojienue nedanocnopunu, ATC: JO1DC10.

Muxpoouosorus

Lledmposmn wuma in VItr0 aKTUBHOCT Cpelly INHPOK CIEKThP OT TIPAMIOJIOKHTEIHH |
rpaMoTpUIaTeIHK OaKTepuH. bBakTepuIMaHaTa aKTHBHOCT Ha Ie(Ipo3WiI € pe3yaraT oT
MHXUOMPAHETO Ha CHHTE3a Ha KJIeThbYHaTa creHa. lledmpo3uia e aKkTHBEH Cpelly IOBEYeTO
IIIAMOBE Ha CJIETHUTE MUKPOOPTaHO3MH iN Vitro:

Aepo6u, rpaMIoJI0KNTETHH MUKPOOPTaHU3MU:

Cradwmmokoku, Bki. Staphylococcus aureus (BKJI. TEHHIMIA30-TPOAYIHUPAIIN IIaMOBE); S.

epidermidis; S. saprophyticus; S. warnei. (3a6. mehnpo3mwI He ¢ aKTHBEH CpPEIly METHIIUIHH-

PE3UCTEHTHH IIaMOBE CTAQHIIOKOKN);

- Crpenrokoku, BkI. Streptococcus pyogenes (Crpenmrokoku rpyma A); S. agalactiae
(Crpenrokoku rpyma bB); S. pneumoniae(Bki. MOBEYETO WHTEPMEIUCPHU TTEHHUIIAIHH-
pesuctenTHn mamoBe ¢ menuiiue MIC or 0,1 mo 1 pug/ml); I'pynu C, D, F &
GeTpenToKoKH; CTpenTokoku ot rpymna Viridans;

- Enterococcus durans; E. faecalis; (3a6: uedmnpo3un e HeaktueH cpeuty E. faecium);

- Jpyru: Listeria monocytogenes.

Aepoﬁn, rpamMmoTpuuaTe;iIHu MUKPOOPraHu3mMm:

- Moraxella catarrhalis (k. -7akTamMazo mpoayHHPAIIH [IIAMOBE);

- Hemophilus influenzae (k1. B-nakTama3o mpoayHupaIy MaMoBe);

- Citrobacter diversus;

- Escherichia coli;

- Klebsiella pneumoniae;

- Neisseria gonorrhoeae (Bkj1. meHHITMIA3a- TPOAYIIMPAIIH [IIAMOBE);

- Proteus mirabilis;

- Salmonella sp.;

- Shigella sp.;

- Vibrio sp.
3abenexka:. Ledrpo3un He e akTUBEeH cpelly MoBedeTo mamoBe Ha Acinetobacter,
Enterobacter, Morganella morganii, Proteus vulgaris, Providencia, Pseudomonas u Serratia.

AHaepoOHN MUKPOOPTaHU3MHU:

3abenexka: [loeuero mamose ot Bacteroides fragilis ca pesuctenTan Ha nednposui.
- Clostridium difficile; C. perfringens

- Fusobacterium sp.;

- Peptostreptococcus sp.;

- Prevotella melanogenica (mo3uat kato Bacterioides melaninogenicus)

- Propionibacterium acnes.

TecToBe 3a YYBCTBHUTCIHOCT




KonnvecTBeHH METOM, KOMTO M3MCKBAT M3MEPBaHEe Ha TMAMETPUTE Ha 30HATa, J1aBaT Hal-TOYHA
OIICHKA 3a YyBCTBUTEIHOCTTA Ha OaKTEPUHUTE KbM aHTUMHKPOOHUTE cpezcTBa. MHTepnpeTanusata
BKJTIOYBA KOpEJalMs Ha THaMeThpa, TONyUeH OT JUCK TECTOBETE, C MUHMMATHATA HHXHOUTOpHA
kouueHTpaius (MIC) 3a nepmposui.

JluckoBeTre 3a TeCTBaHE Ha YyBCTBUTEIHOCT KbM IedaiocrnopuHu (medasoThH JUCKOBETE) He ca
MOJTXOJISAIIM TTOPAJIU Pa3IMKH B CHIEKTHpa ¢ nedrposmn. 30-pg redrnposnin TUCKOBE Ce H3MOJI3BAT
3a TECTOBE Ha U30JIaTH iN Vitro.

Pesyntatute oT 1a0OpaTOPHUTE TECTOBE OT CTAHAAPTEH TECT 3a YYBCTBHUTEIHOCT C SIUH JHCK C
30-ug tednpo3un TUcK TpSIOBa J1a CE€ MHTEPIPETHPAT CIIOPE]] CIACIHUTE KPUTSPUU:

JlnameTsp Ha 30HaTa (IMM) Hutepnperaiun MIC-kopenanus
>18 (S) uyBcTBUTENECH <8 ug/ml

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

<14 (R) pesucrenTen >32 pg/mi

PesynTar ,,ayBcTBUTENCH MOKA3Ba, Y€ MATOTEHBT BEPOATHO I1ie ObJe HHXUOUPAH OT OOMKHOBEHO
MOCTH)KAMH  KPBBHU  KOHIIGHTpalmu. Pe3ynrtar ,,yMepeHO 4YyBCTBHTENICH” TIOKa3Ba, 4Ye
OpPraHM3MBT IIIe ObJie YYBCTBUTEJICH, aKO C€ M3I0JI3Ba BHCOKA JI03a WM aKo WH(MEKIHATA ©
OrpaHMYCHA J0 ThKaHWU M TSUHOCTH (HAIP. YPUHA), B KOUTO CE€ MOCTUTAT BUCOKU aHTUOMOTHYHU
HUBa. Pesynrar ,,pe3dcTeHTEH” MMOKa3Ba, Y€ MOCTMKMMAaTa KOHIECHTpAIWs Ha aHTHOMOTHKA
BEPOSTHO HAMA Ja ObJic MHXUOUTOPHA.

CranmapTU3HpaHuTe TPOIEAYPH H3UCKBAT H3IION3BAHETO Ha J1a0OPATOPHU KOHTPOIIHH
OpTaHU3MH.
5.2. DapMaKOKHHETUYHHU CBOIICTBA

Hedzun ce pezopOupa 100pe ciaen nepopaiHo NPUIOKESHUE MIPH IPpUEMaHe TPEAH WK M0 BpeMe
Ha xpaHeHe. IlepopanHara OuoHamuuHOCT ¢ mnpuONMM3UTEIHO 90%. dapmakoKMHETHKAaTa Ha
nenpo3us He ce MPOMEHS OT MPWIOKEHHE ¢ XpaHa Wik aHThaiuad. CpeJHHuTe IMIa3MEeHU
KOHIIGHTpAIMH cJie] MPUIoKEeHHe Ha 1erpo3wn Ha IIajgHo ca NpeACTaBeHH B TaOuuiara Imo-
noiry. Konnentparuure B ypuHaTa ca okojo 60% oT mpuiioskeHara jgo3a.

Ho3za CpenHu TUTa3MEHH KOHIIGHTpaIX Ha 1ednpo3mr™ Ypunna
(ng/ml) EKCKpeIus
Bpbx (~1,5 yaca) 4 qaca 8 gaca (8 gaca)
250 mg 6,1 1,7 0,2 60%
500 mg 10,5 3,2 0,4 62%
1000 mg (1 g) 18,3 8,4 1,0 54%

*JlaHHUTE TPECTABISABAT CTOMHOCTUTE Ha CPEJAHUTE IIa3MEHU KOHIEHTpamuu oT 12 3:1paBu
noopoBoy. PapMakOKWHETHYHUTE JaHHU Ca B3ETH OT JIeKapcTBeHa opma Karcyiu; JoKa3aHa
e, obaue, OMOEKBHBAICHTHOCTTA HAa MEPOpaleH pa3TBOp, KalCyyd, TabJIeTKH M TepopaiiHa
CYCTICH3HSI.

[To BpeMe Ha mBpBUS 4-4acOB MEPHUO]] CIIE/ MPUIIATaHe Ha JIEKAPCTBOTO, CPEAHUTE KOHIICHTPAIIUN
B ypHHATa Cjle]l npriarane Ha go3u ot 250 mg, 500 mgu 1 g ca npubnusurenao 170 pg/ml, 450
ug/ml u 600 ug/ml croTBeTHO.

CBBbp3BaHETO C MJIA3MEHHUTE MPOTEMHU € OKOJIO 36% W € He3aBUCHMMO OT KOHLEHTPAaLUUTE B
nwanaszona ot 2 ug/ml go 20 pug/ml. CpeaHusr miasMeH TOIYKUBOT IIPY HOPMAJTHU WHIUBHIN €
npubnusutento 1,3 yaca.




[TukoBUTE KOHIEHTpaUWHU Ha 1epo3mwi B KOKHaTa MeXypHa TeuHoct ca 3,0 u 5,8 ug/ml npu
MAIUEeHTH, TOTyYaBally eIHa 103a 0T choTBeTHO 250 Mg mmm 500 mg uedmposui. [lomyXuBoTHT
B KOXXKHAaTa MeXypHa TedHOCT (2,3 9aca) e mo-IbJIbI’ OT TO3H, HAOIF0JaBaH B I1a3MaTa.

Crie mpUIIOXKEHUETO Ha e/IHa J103a oT 15 wim 20 mg/kg npu manueHTy ¢ XpOHUYCH CPECH OTHT,
KOHIICHTPAI[MUTEe Ha HE(MPO3UI B TEYHOCTTa B CPeaHOTO yxo Bapupa ot 0,06 mo 8,7 ug/ml.
KonHuenTpanuure Ha 1ednpo3ui B TEYHOCTTa B cpeAHOTO yxo ocraBar Hajg MIC 3a moBeuero
IIMPOKO Pa3MpOCTpaHEHH OaKTepWH, CBbP3BaHU ChC CPEINEH OTHT , 32 MOBeYe OT 6 Jaca cles
TIprIarane Ha 1eQIpo3wL.

Hsma nannm 3a akymynupane Ha nednpo3wi B Ila3Mara Ha MHIUBUIM C HOpManHa ObOpedHa
(hyHKIMS clie; MHOTOKPaTHO MPHUIIOKEHNE Ha iepopaiHu A03u 10 | g Ha 8 gaca 3a 10 gam.

bvopeuno yepescoane

[Ipu OomHu c Hamanena ObOpeuHa (GYHKUMS, YOBIDKaBaHETO HA IUIa3MEHHS TONYXHUBOT €
CBBP3aHO ChC CTeneHTa Ha ObOpedyHaTa mucyHkuma. [Ipu OomHM ¢ mhiaHA nmumnca Ha ObOpedHa
(GYHKIHS, MIa3MEHUAT MOYKUBOT Ha nednpo3ui Moxe na 0biae u 5,9 vaca. [lomyXuBOTBT ce
CKbCSIBa 4Upe3 XxeMoauanusa Ao 2,1 yaca. He ca ycraHOBeHHM MBTHINA HA EKCKPELIUS PH MAIMEHTH
ChC 3HAYUTENTHO yBpeaeHa 0b0peuna QpyHkuus (BxK. T. 4.2 u 4.4).

Yepnuodpoodro yepercoane

[Ipu Gonau ¢ yBpemeHa 4epHOAPOOHA (QYHKIMA HAMA CTATUCTUYECKHA 3HAYMMHU PA3IUKH BHB
(apMakOTMHAMHYHATE MapaMeTpH, KOraTo Ce CpPaBHSABAT C TE3M NPU HOPMAJIHU KOHTPOJIHH
WHIUBU/IN.

TI'epuampuyunu nayuenmu

Cpennara AUC, HabnroaBaHa py MalMeHTH B HAIIpeIHANa Bh3PacT Ha 65 TOAWHU U MOBEYE, €
okoJ10 35-60% mo-BUCOKA OT Ta3u MPHU MO-MJIAJAX WHIAUBUANA. 3HAUCHUETO HA TE€3HM 3aBHCHUMH OT
BB3pacTTa BapHalliy BbB (hapMaKOKHHETHKATa Ha He(Ipo3I HEe ca IOCTATHYHHU 32 J]a M3HCKBAT
KOPEKIIHS B I030BUTE PEKUMH.

Ileouampuunu nayuenmu u noopacmeauiu

Cren npuiioskeHHe Ha eHOKpaTHH 1034 oT 7,5 mg/kg wim 20 mg/kg Ha neauaTprvHy NalueHTH,
KOHIIEHTpaIuTe Ha 1eduposun Bapupar ot 0,5 1o 4,3 ug/g B Tonsmiute u Bapupat ot 0,4 ng/g
10 4,9 ug/g B ameHonaHaTa ThKaH. KOHIIEHTpAIIMUTE B TOH3WINTE U aJCHOMIHATA ThKAaH MOBEYE
ot 3,2 Jaca cje]] Jo3MpaHe ca MO-BUCOKH OT MHHUMATHUTE HHXHOUTOpHH KoHIeHTparmu (MIC)
3a MIUPOKO Pa3NpPOCTPAHEHH MATON¢HH, KOUTO MPUIMHSABAT ()aPUHTUT UM TOH3UIINT.
dapMakoKMHETHKATa Ha IIEPIPO3UIT € CpaBHUMA MKy Jena (Ha Bb3pacT oT 6 Mecena jio 12
TOJIMHK) W Bb3pacTHH. [Ia3MeHHUTEe KOHIEHTpAIlMK TpH jelia, nonydasamm 7,5 mpo 30 mg/kg
nepo3ua ca CpaBHUMHU C Te3W, HAONIOJaBaHW TpPH BB3PACTHU IMANMEHTH, MOIydYaBaIln
nepopaiiio 250-1000 mg. Cmax ce moctura 1 10 2 yaca cie IpUiIoKEHUETO U TIOIYKUBOTHT € 1,5
gaca.

Hon

Cpennara AUC, HaOsromaBaHa npH KeHH € npuOausutenHo 15-20% mo-Bucoka OT Ta3u MpH
MBXe. 3HauE€HHETO Ha Te3W 3aBUCHUMH OT TI0Jla Bapualid BBB (papMaKOKWHETHKATa Ha
e Ipo3uiI He ca TOCTaThYHH, 3a J1a H3UCKBAT KOPEKIIUS B JI030BUTE PEIKUMHU.



5.3.  TIpeAKIMHUYHHU JAHHH 32 0€30MACHOCT

He e HaOnromaBaH MyTareHEH MOTEHIMAN Ha LE(PNPO3WI B CHOTBETHUTE NPOKAPUOTHH HIIH
CYKapUOTHHU KJICTKH IN VItro wim in vivo. He ca npoBekIaHu IbJITOCPOYHM TPOYIBaHHs iN VIVO 3a
OLICHSIBAHE HA KaHLIEPOTCHHMS ITIOTEHIINAIL.

[TpoyuBaHusTa 32 PEPOLYKTUBHOCT HE MOKA3BAT YBPEKAaHE HA (DEPTHIMTETA IIPU )KUBOTHU.

6. OPAPMAIEBTUYHU JAHHU

6.1. CnuchbK Ha MOMOIHHUTE BeIeCcTBA

MHUKPOKPHCTATHA LENyI03a

HATPHEB HUILIECTCH TIIMKOJIAT

MarHe3ueB cTeapar

antifoam C emyncus

osu10 Opadry YS-1-7003

6.2. HecbBMecTHMOCTH

Henpunoxumo.

6.3. Cpok Ha roIHOCT

3 roguHu

6.4. CrnenmaJiHu yCJIOBHUSI 32 CbXpaHEeHHe

Ha ce cpxpansBa Ha craitHa Temmepartypa (mom 30°C) . Jla ce chxpaHsSBa B OpUTHHAITHATA
OTIaKOBKa.

6.5. Buau chabp:kaHMe HA OMAKOBKATA

CEFZIL 500 mg ¢punmupanu tadbnetku: 6muctep ¢ 10 puiamupann TabneTky.

6.6. HHucTpykuuu 3a ynorpeda

Hsama criennanHu MHCTPYKIHUH.

7. NMPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

PharmaSwiss Ceska republika s.r.o.,

Jankovcova 1569/2¢, 170 00 Praha 7,

Yemka PenyOnuka

8. HOMEP HA PASPELIEHUETO 3A YIIOTPEBA

9800339

9. JATA HA NIOJHOBSIBAHE HA PA3ZPEIIEHUETO 3A YIIOTPEBA

21/01/2010
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JATA HA AKTYAJIM3BUPAHE HA TEKCTA
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