KPATKA XAPAKTEPUCTHKA HA TTPOJIYKTA
W2NLMHWTENHA ATERUS N0 NEKAPCTBATA

Kpamxa xapaxmepucmuka na npogyxma [pusoxerue 1

1. UME HA JIEKAPCTBEHUSA MPOAYKT
Kbm Pea. Ne

Led3zun 250 mg/5 ml npax 3a nepopanHa cycrneHsus Paspewetue N
CEFZIL 250 mg/5 ml powder for oral suspension

BG/MA/MP -
2: KAUYECTBEH H KOJIMMECTBEH CbCTAB | Ogofpenue Ne /

el L L T T PO /

Bcekn 5 ml or npuroTtBeHarta CycrneHsus ChAbpkaT uednposzun MoHoxuzapat (cefprozil
monohydrate), ekBusanenten Ha 250 mg uednposun (cefprozil).

3a MbJAHHA CIHUCBLK HA NOMOLLHHTE BElLleCTBa BHKTE Touka 6.1.
3. JEKAPCTBEHA ®OPMA

[Ipax 3a nepopajiHa cycneHsus.
benesnnkas 10 G1e10KbIT, 3bPHECT Mpax, 0e3 BUAHMH CeaH OT 3aMbpesABaHe.

4. KJIMHHYHU JAHHH
4.1.  TepaneBTHYHH MOKA3AHHHA

Lled3un e nokasan 3a JieyeHHe Ha NALMEHTH CbC CleIHHTE WHQEKUHH, NPHYHHEHH OT
YYBCTBHTE/IHH KbM Le(rnpo3ui OakTepHu.

o  Hupekuun Ha ropHUTE AMXATEIHN MHTHLLA BKAIOYBALLH, (PAPHHIHT, TOH3HIHT H CHHY3HT.
e  MHdekunn Ha JONHUTE ANXATENHH MbTHLLA, BKJIIOYBALLH OPOHXHUT H THEBMOHHS.
e HeycnoxkHeHH HHEKUHH HA KOXKATa U MEKHTE ThKaHH.
3ABEJIEXKKA: AGcuecnte 0OMKHOBEHO H3HCKBAT XHPYPruyeH ApeHax.
e HeycnokHeHH HH(EKIMH HA MUKOYHNTE MbTHLLA, BKJIFOYBALLH OCTbP LIHCTHT.
e OcCTbp CpeAeH OTHT.
HeoOxoanmo e 1a ce umar npeasu/i opHUHAIHUTE NMPEMOPbKH 32 MOAXOAALLO M3MOJ3BAHE HA
AHTUOHOTH LN,

4.2. Jdo31poBKa H HAUHH HA NPHJIOKEHHE

Llep3nn moke na ce npuema ¢ uin 0e3 xpaHa. XpaHaTa He OKa3Ba BJIHSHHE BbpPXY CTeNeHTa Ha
abcopbuus.

gO'&HEOBRa

Bo3pacThH H xeua Hajx 12 roauun — NoAXoasAuo e u3nonssaxero Ha Lleds3nn tabnerkn.
Llepann ce npunara nepopajHo NpH JedeHHe HAa HHPEKUMH MPHYHHEHH OT Y
OaKTepUH B Cllg/IHUTE 103K™*:

MHdekunn Ha ropHUTe AMXATEIHH NBTHILA 500 mg Ha 24 yaca
CHHY3HTH 250 - 500 mg na 12
Hudekuun Ha 100HNUTE AMXATENHH NbTHILA 500 mg Ha 12 vaca




HeycnoxHeHd HHOCKLHH Ha NHKOYHUTE NbTHILA 500 mg na 24 yaca
Hndekunu Ha KOXKATa ¥ MEKHTE ThKaHH 250 mg Ha 12 4aca unu
500 mg Ha 24 yaca
*[Ipu neyeHHe Ha P-XeMONMTHYHH CTPENTOKOKOBA HHOEKLMY, TepaneBTH4HH no3u Lledsun ce
npunarat Hai-manko 3a 10 auu.
CrangapTHaTa aHTHOMOTHYHA Tepanua MpoAbbkaea Mexay 7 v 10 ann.

BLOpeuHo HapyUIeHHe!

Ilehnpo3un moxe na ce npunara npu 6oauy ¢ yspeaera 6u0peuna dynkuus. He e neobxonuma
N030B4 KOPEKLMA NPH CTOMHOCTH Ha KPEaTMHMHOBHA KWIMpbHC > 30 ml/min. Tlpu Gonuu c
KpeaTHHUHOB KJAHPBHC < 30 ml/min, cien NpHNOKEHHE Ha NbpBaTa cTaHAapTHA no3a, 50% ot
CleABalaTa CTaHAapTHA A03a Cce Aasa B HOPManHUTe A030BH HHTepBand. lledmposun ce
OTCTpaHfABa YaCTHYHO Ype3 XeMOo[HanW3a; MopajH ToBA Ce MpWiara Cnel NPHKIOUBAHE Ha
XeMOJHANH3ATA.

YepuoapobHo HapylueHHe:
He ce u3nckea no30Ba kopekuus npi 60NHU ¢ yBpeaeHa YepHoapobHa Gy HKUMA.

INeauarpruka nonyaauHs

B knuHnunM npoyuysanus, Lledsun e npunarad Ha neAHaTpH4YHH NALHUEHTH, KOWTO ca buian Ha
Bb3PACT Hali-Manko 6 Meceuna.

Llezua TaGnetku He e noaxoasw 3a ynorpeba npu aeua. [pu feua tpaBa na ce u3nonssa
Legsun nepopanHa cycnensus.

[Tpu cpenex OTHT, npenopbuBaHara ao3a Llegaun e 15 mg/kg, npunarana na scexn 12 vaca.

[Tpu MHbeKUMH HA FOPHUTE AUXAaTeNHH NBTHLLA, GAPHHTHT WIH TOH3WNUT, NPENOPBLYBAHATA 1034
Ledann e 20 mg/kg Beanunx anesHo uam 15 mg/kg/nen, pasaenena Ha npe paBHH A03u. Ilpu
CUHY3HKT, NipenopbuBanarta Ao3a e 7,5 mg/kg ao 15 mg/kg, npunarana Ha sceku |2 uaca.

[pu HeycnoxHeHH MH(EKUHH Ha KoXKaTa W KOXHHTE CTPYKTYp¥ ce npenopbusar 20 mg/kg
BEAAH'BIK JHEBHO.

MakciHManHaTa AeTCKa JHEBHA 1033 He TpAGBa Ja HaJBHILIABAa MAKCHMMANHATA NpPErnopbyBaHa
JHEBHa [03a MpH Bb3pacTHH. [lpM NeyeHHe Ha (-X€MONHTHYHH CTPENTOKOKOBH HH(EKUHH,
TepaneBTHYHH A03u Led3nn ce npunarar 3a 10 aHu*

*CTaHJAPTHATA AaHTHOMOTHYHA Tepanus npoabmkasa Mexay 7 v 10 aHu.

BesonacHocTTa U €PEKTHBHOCTTA MpH AcLia noa 6 Mecela He € YCTaHOBEHA.

4.3. [lporaBonoKazaHns

Led3un e npoTueonokaszax Npy GONHYU ChC CBPBXYYBCTBHTENHOCT KbM 8KTHBHATA CHCTABKA WIIH
KbM HAKOE OT MNOMOWIHHTe BeljecTBa. (OcBeH TOBA € MPOTHBOMOKA3aH [PH MAalLUEHTH CbC

CBPBXYYBCTBHTEITHOCT KbM aHTHOUOTHLM OT KNlaca Ha uecbanocnopuﬂme.

44. CneuHalHH npeaynpexIcHUd H APeSNa3HH MEPKH NpH ynoTpeba

NeHHOHIMHA HIH APYIy J1eKapcTBa.




AKO TO3H AaATHOHOTHK ce MPHIOKH HA NTEHHHHJIHH-YYBCTBHTEHH MANHEHTH, He06X0AMMO
€ BHHMAaHHE NOPAaAH KPbCTOCAHA MYBCTBHTENHOCT Mexay OeTa-TaKTaMHNTE AHTHOHOTHUH,
KosiTo e gofpe noKymeHTHpaHa H ce uaGaronasa npu 10% or Goammre ¢ JaHHH 32
NEHMIHIHHOBA A1€Prus. AKO HACTLNH ajepruyHa peakuus kbM Lledsna, nreuennero ce
npekbesa. TexKH 0CTPH peaKIiHH HA CBPbLX4YBCTBHTEIHOCT H3HCKBAT CNICIIHO JIe4YeHHe.

Huapns, cewpsana ¢ Clostridium difficile (CDAD), e noxnanpana npu yrnotpebara Ha noutu
BCHYKH aHTHOAKTEPHANHH CPEACTBA, BKNOUMTENHO 1 Lled3un, 1 MOxe na Bapupa No CepHO3HOCT
oT Neka guapks 1o ¢araned koaut. CDAD Tp=a6Ba na ce o6CbIH NPH BCHUKK NAUHEHTH, KOUTO
pa3BHBaT AMapHs BCAeACTBHE Ha ynorpeba Ha aHTHOHOTHUHM. HeobxoaMMo € BHHMATENHOTO
CHEMAaHe Ha aHaMHe3a, Tbi KaTo € aoknaneaHa nogsa Ha CDAD noseve oT 1Ba Meceua cnej
NpUIOKEHHeTO Ha aHTHOakTepuanuu cpeactsa. Ako CDAD ce nofosnpa uiM c€ noTebpas,
MOXE 1a C€ HaNOXH NPEKpaTABaHETO Ha eJHOBPEMEHHATA yNoTpeba Ha aHTHOHOTHIIH, KOHTO He
ca HacoueHy cpeuly C. difficile.

O6ulata aHesHa a03a Lledsnn tpabsa na ce Hamanu npu 6onHu ¢ Texka 6bOpeyHa AHCHYHKUNA
(xpeaTHHHHOB knupbHC <30 ml/min) nopaaM BHCOKHTE W/HAH NPOABLIKHTENHH TNJIAIMEHH
KOHLEHTPALMY HAa AaHTHOHOTHKA B CpaBHEHHe C HOpManHHTe croiiHocTd. Lledanocnopunute, B
ToBa yucno Liedaun, TpaGba na ce npunarat ¢ BHMMaHie NpH OOTHY, NOAYYABAILH ChIBTCTBALLO
JIEYEHHE C MOLHH JAUYPETHUH, Thi KATO ce MOAC3HPa, Y€ TE3W BEILECTBa BiowapaTt 6bOpeuHara
dyHKLHUS.

[MpoabkuTenHoTo u3nonssaHe Ha Lledann Moxe Na Noeeae A0 pasBUBAHE HA PE3HCTEHTHH
GaktepHanuu wamose. OcobeHo BakHO € BonHMA Aa 6bae noa HabnoAeHHE. AKO MO BpEME Ha
JIeYeHHeTO HACTBIIH cynepuHpeKuna, TpabBa 1a ce B3eMaT CbOTBETHHTE MEPKH.

Jloknaaean e nonoxkHTened adpekted TecT Ha Coombs no BpeMe Ha JIEYEHHE €
uedanocnopHHOBH aHTHOHTOTUL.

ManneHTH ¢ peHHIKeTOHYDHSA
lled3un 3a nepopanHa cycneH3us CbAbpXKA acnapTaM - H3TOYHHK Ha eHunananuH (28 mg
deHunananud Ha 5 ml).

Hed3un 3a nepopanHa CyCHEH3HA CbIbpka 3axapo3a. [lalMeHTH ¢ psOKa HacneaCTBEHA
GpyKTO3HA HENOHOCHMOCT, IJIOKO30-TaNakTo3Ha Manabcopbuua WIH CYKpo30-H3OMAasITa3Ha
HELOCTATLUHOCT He TPAOBA J1a [IPHEMAT TO3M NIEKAPCTBEH MPOLYKT.

Lled3un 3a mepopaiHa CycneH3HA chabpxka ouserutened areHT FD&C xbato Ne: 6 (E110),
KOETO MOXKE 3 NPeIH3BUKA ANlepPrUiHH PEaKLLH.

TleaHaTpHYHA NOMYAALHS
He ca ycranoBenu HesonacHocTTa W e@eKTHBHOCTTA NpPU NEIHATPHYHM MALMEHTH HA Bb3pacT
noa 6 Meceua.

4.5, BiauMoaeiicTBHe ¢ JApYrH JeKapCTBeHH NPOAYKTH H ApyrH ¢opMH Ha
B3aHMOJACHCTBHE

EdexTn Ha ApyrH JekapcTBa BbPXY Hednpoina
HoknaapaHa ¢ ypenuyeHa HE(POTOKCHYHOCT cCAel  €JHOBPEMEHHO TpH
AMUHOTTMKO3HAHH aHTUOHOTHUHN H Le(anOCTIOPHHOBY AHTUOHOTHLH.

EaHoBpeMeHHO npruAarade Ha npofeneuna yaeosea niuowra noa kpueara {AUC

BiaumozaeficTeus ¢ nexkapersa/naboparopun Hicaeapanun



LedanocrnopuHoBuTe aHTHOHOTHUE MOTaT jAa AOBEAAT A0 (PaNUMBO MONCKHTENHH PEAKLMH 33
TOKO3a B ypHHaTa ¢ MeaeH penyktaszed TecT (Benedict unu Fehling pasrsopu unu ¢ Clinitest
TabJeTKH), HO He ¢ EH3MMeH TecT 3a MIOKO3ypHa (rNoKo3ooKkcHOa3eH TecT). danwuso
OTpHLATENIHA PeakIlus Moxe Aa ce Habnioaasa npH (epHUHAHKWIHHMA TECT 3a IVI0KO3a B KPbBTA,
Hannunero Ha nednposzun B KpbBT2 He BOAW 10 B3aMMOACHCTBHE ¢ METOJA 33 M3C/elBaHe Ha
KpeaTHHUH B 1N1a3Ma H YPHHA ¢ anKaneH NHKpart.

Kakto # npu apyru uedanocnoputi, ehMKacHOCTTa Ha TIEPOPAJIHHTE KOHTPaUENTHBH MOXe 1a
Obe NOHHKEHA NPH eAHOBpeMeHHOTO npuamkenue ¢ Ledsun. Mo speMe Ha nevenne ¢ Lledznn
TpsGBa Aa ce B3eMaT AOMbJHHTENHN MEPKH 33 KOHTPALERLHA,

4.6.  DepTHAHTET, (PeMEHHOCT H KbpPMEHeE

Bpemennoct
Hsma pannu 3a yspexpane Ha ¢etyca oT uednpo3MN MOHOXHAPAT NPH MNPOY4BaHHA Ha

penpoyKTHBHOCTTA, NPOBEAEHH TIPH 3aliuM, MULUKH H MibX0BeB A03H ¢boTBeTHO 0,8, 8,5 1 18,5
NBTH MAKCHMAIHUTE AHEBHH A03H npH xopa (1000 mg), ocHOBaHW Ha TenecHa NOBbPXHOCT
(mg/m?). O6adye He ca NPOBEXAAHW ANEKBATHM M A00PE-KOHTPOJIHPAHH NpPOYYBAHHA NpH
Opemennn xenu. [lopanu Topa, Ye NpoyuYBaHHATA NPH XUBOTHU HE €A NOKAa3aTe/NHM 3a Xopara,
TOBa NekapcTBo TpAGBA A4 ce M310A138a MO BpeMe Ha GPEMEHHOCT, caMo ako ACHO H TOYHO €
onpejeneHa HyXJaTa oOT Hero.

KnpMene
[Mo-manko ot 0,3% oT no3ara, NpHAoXKeHa Ha Maiika KbpMauka, e €KCKPEeTHpa B KbpMara.
Heo6xonuMo e noBulIeHO BHHMaHKe, korato Lledsun ce npunara B nepHoa Ha KbpMEHE.

4.7.  EdexTd BbpXy cnoco6HocTTa 33 modupane v padora ¢ MARIHHK

He ca nposexnanu npoyusaHHA Ha eeKTHTE BbPXY cnocoOHOCTTA 33 wogupane H paboTa ¢
MalLHHH.

4.8. HexenanH 1eKapCTBEHH PEAKIHH

Hexenanute nexkapcTsend peakuHH npH uedruposun ca noaobHK HA OHe3M, HabM0AAaBaHH NpH
ApyrH uedanocnopuHy 3a nepopaino npunokenue. Llegnposun obukHoBeHO ce noHacs aobpe
NPy KOHTPOJIMPAHW  IKAHHHYHH  HW3nMTBaHMA. [lpubnusutenno 2% OF  nauMeHTHTE
NpeyCTaHOBABAT JIeUeHHe ¢ Lednpo3nn 3apajii HexXeNaHUuTe eKapCTBEHH PEAKLIMH.

TaGnuuara no-aony BKIKUBA BCHYKH HEXENaHW NeKapcTBCHH peakuWMd, Habniojapasy npw
MalHeHTH NeKYBaHH ¢ LUePNpo3HN M KakTo ca omucaHd kbM MoMenTa B CCDS. CnHebkbT €
MpeacTaBeH No CUCTEMO-OpraHHH knacope, MedDRA rtepMuHONOrus n wuecrora, Karo ca
M3NON3BAHK CNEJHMTE KaTeropHd: MHoro uectH (=1/10), yectu (21/100, < 1/10), HeuecTu
=1/1000, <1/100), peaxn (=1/10000, <1/1000). muoro peakn (< 1/10000) n c Hen3BecTHA
yecToTa (He MOKe Aa ObAe H3YMCIeHAa OT HalH4YHHMTE JaHHM). Tabnuuata € checTaBeHa Cnopen
npenopbkuTe Ha CIOMS paGotHa rpyna [H # V ¥ Ykazauuara Ha Esponefckata koMHCHA 3a

KpaTkaTa XapakTepHCTHKa Ha NPOYKTa.
iy,

CHeTeMOo-OpraHHH KJIACOBE YecToTa MedDRA repmus
Yectu CynepHHdekuus 1 Ba

Hudexunu ¥ HHdecTauuu HHpEKLHS

HapyuteHns Ha kpbBTa U niM¢Hara | Uectu Eo3nuudnnus




CHCTEMA Heuecrn Hamasien Gpoii na 6enuTe KphBHH

KJIeTKH
Peaku TpoMOOLKHTONEHHA H Y IbIKEHO
nNpoTpoMOHHOBO BpEMe
HapyiueHns #Ha HMyHHATaA cUCTEMA Penky AHTHOe M, aHadMIaKTHYHA PeaKLns
H cepyMHa fonect
HapyiueHus Ha HepBHATa CHCTEMA Yectn CBeETOBbpPTEX
Heuectn CueTosHie HA 00bpKBaHe, Oe3ChHHE,

COMHOJICHTHOCT, NCHXOMOTOPHAa
XHNECPAKTHBHOCT, HEPBHOCT H

rnasobonne
CToMallHO-YPEBHH HAPYLUEHHS Yectu Bonka B Kopema, AHapHs, FAAeHe H
TOBPblUAHE
Penkn Konut v ncesaoMeMOpaHo3eH KONUT
HeunssecTHa I1lpomsaHa B L BeTa HA 3BOHTE
Xenaro-0UNHapHH HapylLEHHA Yectu IToBuuieHa acnapTar

aMHHOTpaHchepaza U MOBHLUIEHA
allaHHH aMUHOTpaHchepasa

Heuectu IloBHieHa B KpbBTa A1KANHA
docarasa
Penku XonecrtarvyHa KBITEHHUA H NOBHLLEH
OUNHPpYOHH B KPbLBTA
HenzeectHa XenaToTOKCHYHOCT, XENATHT
Hapywenus Ha koxara 1 Yectn JlepMaTHT U TeHUTANIEH NPYPHTYC
NOAKMKHATA ThKaH HeuecTH O6pHB M yPTHKAPHS
Peau CunapoMm Ha Stevens-Johnson, eputema
MyJTHDOpME
HapyuieHna Ha 6u0peuuTte 1 HeuecTtn [MoBHLEHa Ypea B KPbETA U NOBHLUEH
NHKOMHHTE NbTHIUA KDEATHHHH B CEpyMa
OO61H HapyiueHHs H edeKTH Ha Penku IMupekcna

MACTOTO HA NPUIIOXKEHHE

OOpHB M ypTHKapH4 ca JOKIaABaHH NO-YECTO NPH AeUa OTKOJIKOTO NPU Bb3pacTHH. I1pu3naunte
H CHMNTOMKTE 00MKHOBEHO HACTHNBAT HAKOJIKC JAHH Cle/l 3aM04BAHE HA TEPANHATA H CTHXBAT 0
HAKOJNKO IHH CNEN NPEKPaTABAHETO H.

3a HRKOH OT CJEAHHMTE CBLOMTHA ce cboOllaBa PAAKO MO BpeMe Ha MNOCT-MapKETHHTOBOTO
HaOMOAEHHE, HE3ABHCHMO N4NH € YCTaHOBeHa NpPHYMHHO-CNEACTBEHA Bpb3ka ¢ Lednposun:
aHadHUIAKCHA, AHCHOENEM, KOJMT, BKIKUHTENHO MceBloMeMOpaHO3eH KOJNMT, epuTeMa
mynTtudopme, Tpecka, cepyMHa Sonect, cHHApoM Ha Stevens-Johnson u TpombounTonenus. [lo
BpeMe HAa NOCT-MapKeTHHTOBOTO HalmoaeHWe e goknagsaHo obesuseTaBaHe Ha 3n0uTE,
XeMaTOTOKCHYHOCT, BIUIIOUHTENHO XENaTHT.

Cbo6iaBaHeT0 Ha MOAC3MPAHH HEXENaHW peakUuH Chei pa3speilaBaHe 2a
JeKapCTBEHUS TNpPOAYKT € BadkHo. ToBa no3eonABa Aa NpoAbmkH  Hab.
CHOTHOLIEHHETO TMON32/PHCK 33 NeKapcTBeHUs NpoAyKT. OT MEIHUMHCKHTE
M3UCKBa Aa cLOOLIARaT BCAKA NOA03HPAHA HEXENaHa PeaKlHa upes:




H3nbAHHTENHA areH1Hs 110 IEKapCTBaTa
yn. ,Jlaman I'pyer” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9. Ilpeno3npane

Eanunusy no3u, ot nopsawvka Ha 5000 mg/kg, npunaraiy BbpXy XHBOTHM B NPOYUBAHHATA 34
TOKCHYHOCT, HAMAT CEPHO3ZHH MIH JIETATTHH MOCAEACTRUA.

Ledsun ce enumMunnpa rnasHo npe3 6nu6peunte. [lpu cnyyad Ha npelo3npane, ocobeHO npu
NaUMEHTH C HapylleHa GbOpevyHa QYHKLUMA, XEMOAHANH3aTa NOANOMAra OTCTPAHABAHETO Ha
uednpo3ns OT opraHusma.

5. ®APMAKOJIOrHYHH CBOHCTBA
5.1. PapMakoAMHAMHYHH CBoiicTBa
dapmakoTepaneBTHYHA rpyna: BTopo nokoneHue uedanocnopudn, ATC xoa: JO1DC10.

Mugpobuoaorns

llepnposnn umMa in vitro AKTHBHOCT CpEUlY IUUPOK CHEKTbD OT CPAMMONOKHTEIHH W
rpamoTpHuaTentn Oakrepud. bakTepHuMAHAaTa aKTHBHOCT Ha uUednpo3un e pe3yntar ot
HHXHOHMpPaHETO HA CHHTE3a Ha kjeThuHara creda. Llepnpo3un e akTHBReH cpeuly noBe4eTo
1IAMOBE Ha CleJHHTe MHKPOOPraHO3MH in Vitro:

AepolH, rpaMnoNoKHTETHH MUKPOOPTaAHHIMHE:

- Cradunokoxu, Bkn. Staphylococcus aureus (BKA. NEHHMLMNA30-NMPOLYLMPALIH LIAMOBE); S.

epidermidis; S. saprophyticus; S. warnei. (3a0: ue@npo3un He € aKTHBEH CPELLY METHLHIHH-

PE3HCTEHTHH LaMOoBe CTaPUIOKOKH);

- CrpenTokoku, BKN. Streptococcus pyogenes (cTpenTokokdH rpyna A), S. agalactiae
(ctpentokokn rpyna bB); S. preumonige (BlI. NOBE4ETO HHTEPMEIMEPHH NEHHLMIHH-
pe3ucTenTHH uiamoBe ¢ neHnuuaud MIC or 0,1 po 1 pg/ml); T'pynu C, D, F &G
CTPENTOKOKH; CTPENTOKOKH OT rpyna Viridans;

- Enterococcus durans; E. faecalis; (3a0: nednposun e HeakTuBen cpewwy E.faeciumy);

- Hpyrn: Listeria monocytogenes.

Aepobu, rpaMOTPHUATETHH MHKPOOPraHH3IMH:

- Moraxella catarrhalis (Bxn. P-nakTamaso NpoRyUHpaLId LIAMOBE);
- Hemophilus influenzae (Bxa. B-naktamMaso NpofyLHpalLH L1aMOBE);
- Cirrobacter diversus;

- Escherichia colli;

- Klebsiella pneumoniae;

- Neisseria gonorrhoeae (BKA. NeHULMNA3a- NPCLYUMPALLH WAMOBE);
- Proteus mirabilis;

- Salmonella sp.;

- Shigella sp.;

- Vibrio sp.




3abenexka: llebnpo3un He e aKkTMBeH cpelly noBeueTo wWwamose Ha Acinetobacter,
Enterobacter, Morganella morganii, Proteus vulgaris, Providencia, Pseudomonas u Serratia.

Axaepo6HH MHKPOOPTaHH3MH:

3abenexka: [loseueTo wamose oT Bacteroides fragilis ca peIucTeHTHH Ha Le(npo3ua.
Clostridium difficile; C. perfringens

Fusobacterium sp.;

Peptostreptococcus sp.;

Prevotella melanogenica (no3nar karto Bacterioides melaninogenicus)
Propionibacterium acnes.

TecToBe 3a YYBCTBUTEJAHOCT
KonuuecTBenu METOAH, KOHTO HIHCKBAT U3MEPBAHE HA JMAMETPHTE Ha 30HATa, JaBaT HaH-TO4HA

OLEHKA 3a YYBCTBHTEJIHOCTTA Ha DaKTEPHHTE KbM aHTUMMKPOOHHTE cpelcTBa. HTepnpeTannaTa
BKJIIOYBA KOpENalUUa Ha JMaMeThpa, NONy4YeH OT JUCK TECTOBETE, ¢ MHHUMANHATA HHXHOMTOPHA
koHueHTpauus (MIC) 3a uednpoznn.

JMCKOBETE 33 TECTBAHE HA MYBCTBUTENIHOCT KbM Uedanocnopuiu {uedanoTHH JMCKOBETE) HE Ca
NOAXOAALLH MOpadH PaHKH B cnekTbpa ¢ Lednpo3un. 30-pg nednpoina TMCKoBe Ce H3NOA3BAT
33 TECTOBE Ha M30NATH in vitro.

Pesyntarute ot n1abopaTOpHHTE TECTOBE OT CTAHJAPTEH TECT 3d YYBCTBHTENHOCT C €AHH JHCK C
30-ug uedrposnn auck Tpabea 1a ce HHTEPPETHPAT CNOPE], CNEAHHTE KPHTEPHH:

JinameTsp Ha 30HaTa (mm) HuTepnpetaumuu MIC-kopenauus
>18 (S) uyscTBUTENEH <8 pg/ml

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

<14 (R) pe3ucTeHTeH 232 pg/ml

Pe3syntar ,,4yBCTBUTENEH” NOKA3BA, Y€ MATOMEHBT BEPOATHO LIE ObAe HHXUOHpaH OT COMKHOBEHO
MOCTHXHUMH KpPbBHH KOHLEHTpauuu. Pesynrar ,ymepeHO WyBCTBUTENEH” [oOKa3Ba, ue
OpraHu3MbT e ObJe 4YBCTBMTENCH, aKO €€ H3MON3Ba BHCOKA 7033 HiIM ako HHdexuudra e
orpaHHueHa 00 TbKAHK H TEYHOCTH (HAmp. ypHHA), B KOMTO C& NOCTHMAT BUCOKH AHTHOHOTHUHIU
HMBa. Pe3ynTar ,pe3dcTeHTEH” M0Ka3Ba, Y€ MOCTHXKHMATA KOHLCHTpauMs Ha aHTHOHOTMKa
BEPOATHO HAMA Aa &bae HHXMONTOPHA.

CTanaapTH3MpaHUTE MNpPOUEAYPH W3MCKBAT M3NMOA3BAHETO HA Ja0oOpaTOpHH  KOHTPONHH
OpPTaHH3IMHU.
5.2, PapMakoKHHETHMHH CBOiCTBA

Lled=un ce pesopbripa 1oOpe cnea nepopanHo NPWIOKEHUE [IPH NPHEMAHE NPEAH HIH NO BpEMe
Ha xpaHeHe. [lepopanHata GuoHanu4HocT ¢ npuGauzutenHo 90%. PapMaxkokHHETHKaTa Ha
uUe)NpPO3nN HE Ce MPOMEHA OF TIPHIOKEHHE ¢ XpaHa WJH aHTHAUWAH. CpeAHHTe NnasMeHH
KOHLEHTpaLHH cliel MPHIOKEHHE Ha Uehnposua Ha rIajfHO ¢a npeAcTaBeHH B Tabnulara no-
nony. KosueHTpauHuTe B ypHHaTa ca 0kono 60% o1 npuiioxeHaTa A103a.

Ho3a CpenHu nnasMeHs KOHLEHTPaUH Ha VpuHHa ekcKkpeuus
uednpozun*
(ug/ml) =
Bpbx (~1,5 4yaca) 4yvaca | 8 uaca (8 uaca) @%‘9

250 mg 6,1 1,7 0,2 /i

500 mg 10,5 3,2 0.4




| 1000mg(lg) | 18,3 1 84 | 1,0 | 54% |

*JlaHHHTe NpeACTaBNABAT CTOWHOCTUTE HA CPEJHUTE MNIA3MEHU KOHLUEHTpauuu oT 12 3apaBu
a06posonuH. GapMakoOKHHETHMHHTE JaHHH Ca B3€TH OT KancylHa NexkapcTseHa popma; 10Ka3aHa
e, obaue, GMOESKBMBAJIEHTHOCTTA HA TNEPOPAIEH pa3TBOp, Kancyiu, TableTkd M nepopaiHa
CYCNEH3HUs.

1o BpeMe Ha NbpBUA 4-4acoB NepHod CAE] MPUJIaraHe Ha NEKApCTBOTO, CPENHUTE KOHLEHTPALUHH
B YPHHATA C/e/ npHiarake Ha 1024 ot 250 mg, 500 mg ¢ 1 g ca npubnusutento 170 pg/ml, 450
pg/ml u 600 pg/ml cLOTBETHO.

CebLp3BaHeTO ¢ MJA3MEHNTE MPOTEHHH € okolo 36% H € He3aBHCHMO OT KOHLEHTPALMHIE B
Ananasona oT 2 pug/ml go 20 pg/ml. CpeaAHHAT naa3Med NONYXHUBOT NPH HOPMANHH HHAHBHIH €
npubnuzutento 1,3 vaca.

THKOBUTE KOHLECHTPalUMH Ha UedNpo3ua B KOXHaTa MexypHa TeyHocT ca 3,0 u 5.8 ug/ml npn
NALMEHTH, 0Ny 4aBaLlH edHa f03a OT choTBeTHO 250 mg unu 500 mg uednposun. NonyknsoTeT
B KOXHATa MeXypHa TeuHocT (2,3 uaca) e no-AbLAbl OT TO3H, HabMoNaBaH B NNa3MarTa.

Cnep npunoxeHueTo Ha easa ao3a ot 15 unu 20 mg/kg Np¥ NauuenTH ¢ XpOHHYEH CPEAEH OTHT,
KOHLEHTpaLUKTe Ha uednpo3ua B TEUHOCTTa B CPEAHOTO yxo Bapupa ot 0,06 o 8,7 pg/ml.
Konuentpauuute Ha uednpo3un B TEMHOCTTA B CPeAHOTO yxo octaBaT Haa MIC 3a noseuero
IWMPOKO Pa3NpPOCTPaHCHH OaKkTepHH, CBBbP3BAaHH CbC CpejleH OTUT , 3a ToBeye OT 6 uyaca caen
npunarade Ha uednposm.

Hsama naHHM 3a akyMmynupaie Ha uednpo3dn B N1a3MaTa Ha UHAHBHAH ¢ HOpManHa ObOpeuHa
(YHKUMS Clie]] MHOTOKPATHO NPUIOKEHHEe Ha Nepopalii 103K 10 | g Ha 8 vyaca 3a 10 aum.

Bvopeuno yspexcoane

Mpn Gonnu c namanena ObOpeuHa QyHKLMUSA, YADIKABAHETO Ha MNA3MEHHS TNONYKHMBOT €
CBbP3aHO CbC CTeneHTa Ha OnOpeunara aucdynxums. Ilpu GoaHM ¢ nbnHa nunca wa GvOpeyHa
dYHKUHSA, N1a3MEHHAT NONYKHBOT Ha uethnpo3un moxe aa 6vae u 5,9 gaca. [lonyxHBOTBT ce
CKbCABRa upes xeMoauanusa Ao 2,1 yaca. He ca ycTaHOBEHH NMBTHILA HA EKCKPELMA PH NALHEHTH
ChC 3HAYNTENHO YBpeAeHa 0u0pedna dynkuua (Bx. T. 4.2 1 4.4).

Hepruoopobno yepexcoane

[Ipu GonHu ¢ yBpeaeHa uepHonpoOHA dyHKUHA HAMA CTATHCTHYECKH 3HAUMMH Pa3lMKH BLB
CbapMaKOJ.'lHHaMH‘-lHHTe napaMeTpH, KOrato €€ CpaBHABAT C TE3W NPpH HOPMAalHH KOHTPOJHH
WHAHBHIH.

Tepuampuunu nayuermu

Cpeanara AUC, nabnionaBana npH NauHEHTH B HaNpeAHa a Bh3pacT Ha 65 FOAWHH H NOBEYE, €
okono 35-60% no-Bucoka OT TasH NMpH NMO-MNAAH HWHAMBHAH. 3HAUCHHETO HA TE3H 3aBUCHMH OT
BH3pAcTTa BapHaluu BbB PapMaKOKHHETHKATA Ha LePNpO3MN HE Ca JOCTATbYHH, 3 13 H3HCKBAT
KOpPEKLUMA B ZO30BUTE PEKHMH.

Heouampuunu nayuenmu u nodpacmeaniu
Cnen npunoxxeHne Ha eiHOKpaTHH A03H oT 7,5 mg/kg uny 20 mg/kg Ha neanaTpuuHH NALKEHTH,
KOHUEHTpaLHHTe HA uednpo3nn sapupat oT 0,5 1o 4,3 ng/g B ToH3uauTe W sapupar ot 0,4 ng/g
10 4,9 ug/g B aneHouaHaTta TbkaH. KOHLEHTpaUKMKTE B TOH3UIKTE U algHOHAHATA ThKAH NOBeYe
oT 3,2 yaca ciel 103HpaHe ¢a NO-BHCOKH OT MHHHMATHUTE HHXHOUTOPHM KOHLEHTPaLHH
32 LIMPOKO PA3NPOCTPAHEHH ATOTEHH, KOHTO MPUYKUHABAT GapHHIHT HITH TOH3HIIHT.

dapMakokMHeTHKaTa Ha Le(ApO3uA e CPABHHMA MEXIY Aela (Ha Bb3pacT or 6 me
FOQHHH) M BB3PACTHH. [INa3MeHHTE KOHUEHTPaUWM ApH Jela, noaydaeawu 7,5
uednpo3un ca cpaBHWMH C Te3H, HabnoAaBaHW NpPH Bb3pacTHH MNALMEHTH,




nepopanto 250-1000 mg. Cmax c€ AocTHra 1 10 2 4aca cilel NPHAOKEHHETO H MONYKKBOTLT Ha
enuMuHanms e 1.5 vaca.

Hoa

Cpeanata AUC, nabmopnasasa npH keHH € npubausutento 15-20% no-BHCOKa OT Tazd mpH
MbXe. 3HAueHMeTo Ha Te3H 3aBHCHMMW OT NONa BapuauMH BbB (apMaKOKHHETHMKATa Ha
uednpo3un He ca JOCTATbYHH, 32 Ja H3HCKBAT KOPEKUHA B JO30BHTE PEXHMH,

5.3.  IpenxnHHMYMHA AAHHA 33 Gel0MacHOCT

He e nabmopaBaH MyTareHeH NoTEHUWan Ha uednpo3wi B CbOTBETHHTE NPOKADHOTHH WIH
CYKAPHOTHH KIETKH in vitro MM in vivo. He ca npoBexaany IbLArocpouHH NPoy4BaHua in vive 3a
OlLIEHABAHE HA KAHLEPOreHHUA NOTEHLHAN.

[TpoyuBaHHATA 3a PENPOOYKTHBHOCT HE MOKA3BAT YBpPeXJaHe Ha PEPTHIHTETA NP XKHBOTHH.

6. GAPMAIIEBTUYHH JAHHU
6.1. CnHCLK HA MOMOLMHTE BELIECTBA

3axaposa

HaTtypaneH H3kycTBeH apoMmaT Ha OaHaH (ChbAbPKA APOMATH3HDALLM BElEeCTBa, €CTeCTBEHH
apOMaTH3Hpally BeILecTBa, apoMmaTeH areHT, ManTOAEKCTPHH (LapeBHYEH), MOAM(HLHPAHO
BOCHUHO LIapeBHYHO HUecTe H EDT A-kanuneBo-aMHaTpuesa con)

HM3kycTBeH apoMart Ha ryapada, H3CYLUEH Ype3 ny/BepH3HpaHe

Cnanbk apomar

JluMOHEeHa KHCeTHHA

InHuue

MukpokpucTania uenynosa

CunHUHeB JHOKCUA, KononaeH be3roaeH

KapMenosa natpsit

AcnapraM

[Myneepuzupano Sarpuao FD&C xbnto Ne: 6 (1%) (ceabpxka FD&C xbnro Ne 6 B 3axaposa) -
E110

DC antifoam AF nyneepuanpan (1%) Ha 3axaposa

Banunuu

Hatpues GcH3oar

[Tonucop6ar 80 nyasepH3upan B 1% 3axapoza

Hatpuer xnopua

6.2. HechBMeCTHMOCTH
Henpunoxumo.
6.3.  Cpok Ha roaHocT

3 roaMHH
Ha cbxpanspa B xnaanunuuk (2°C — 8°C) 14 aHu cnep pa3TBapsaHe.

6.4, CneuHajJHH yCIOBHA 33 ChXPAHEHHE

Ja e ce cpxpanssa Han 30°C npean pasteapade.




3a ycnoBHATA HAa CbXpaHeHHEe Ha pa3TBOPEHMA IEKAPCTBEH NPOAYKT BUIKTE TO4KA 6.3.
Hsxebpnere nHensnonspaHata vact ciea 14 anu. ChxpansBaiite koHTeitHepa MNLTHO 3aTBOPEH.
Pasxnatete noOpe npenu Beaka ynorpeba.

6.5. Bua H chABLpKaHHE HA ONAKOBKATA

HDPE 6yTuaka c¢be 3alMTEHA OT J€lla Kanavka oT noadnponuicH (PP), MepHTenHa NhKHYKa ¢
rpaayuposka o1 2,5 ml u 5 ml 8 kapToHeHa kyTus. Eana 6ythnka ot 60 ml.

6.6.  Hncrpykuus 3a ynorpeta

Vkaianus 3a NPpHroTBsIHE HA MEPOPATHATA CYCNEHIHA:

PasTBapAHETO Ha Mpaxa 3a nepopaina cycneH3ud B OyTHJIKaTa TpsOBa JAa cTapa HO CJEAHHA

HauMH:

- JHobaeeTe BOAa 00 HHBOTO, 0003HAUEHO HA OyTUKaTA.

- Pasknarete nobpe OyTHIKaTa 10 pa3TBAPSHE HA npaxa.

- H3uakaiiTe HAKONKO MHHYTH M aKo € Heobxoanmo, nobaseTe Bola 10 HUBOTO 0OO3HAYEHO HA
OyTunkara.

IlpuroTseHaTa MO TO3M HAYHH CYCNeH3Hs € roToBa 3a ynorpe6a. Ta Tpaléea na ce

CLXPAHSBA B XJANHJIHHK H JA C€ H3M0N3BA B CPOK 0T 14 aHn.

7. MNPHTEXATEJ HA PAZPEHIEHHETO 3A YIIOTPEBA

Bausch Health Ireland Limited
3013 Lake Drive

Citywest Business Campus
Dublin 24, D24PPT3
Hpnanans

8, HOMEP HA PAZPEHIEHHUETO 3A YIIOTPEBA
Per. Ne: 9800338

9, JATA HA ITBPBO PAIPEINABAHE MOJAHOBABAHE HA PAIPEIIEHHETO
3A YINIOTPEEBA

Jarta Ha nbpro pazpewasaHde: 05/11/1998
Jara Ha nocnenHo noaxvoeaeaude: 21/01/2010

10. JAATA HA AKTYAJIU3UPAHE HA TEKCTA 05/2026




