KPATKA XAPAKTEPUCTHKA HA NPOAYKTA
1. UME HA JIEKAPCTBEHUA ITPOAYKT

Hedsnn 250 mg puamupann tadbnetku
Cefzil 250 mg film-coated tablets

2, KAYECTBEH A KOJIHUYECTBEH CHCTAB

Ledsun 2530 mg dunmupanun tabnetkd cvabpxkar cefprozil (uednposui). ekBuBaneHTeH Ha
250 mg Ge3soaeH Lednpoiua,
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4.1. TepaneBTHUHH NOKA3ZAHUSA

Lledzvn e noxasan 3a Je4YEHHE HA MNAUHEHTH CbC CNEAHUTE HHGPEKLHH, NPHYHHEHH OT
YYBCTBHTENIHH KM Ue(pnpo3us GakTepUH.

* MH(pexuny Ha rOpHUTE AMXATENHH NBTHULA, BKIIOYBALLM QApHHTHT, TOH3HAHT U CHHY3UT,

o  Hudexkunu va nonHNTE QUXATENHH NbTHLLA BKIFOYBALLY OPOHXUT H MHEBMOHHA.
HeycnoxkHeHu HHpEKLHN Ha KOXKATA U MEKHUTE ThKAHU.
3ABEJIEXKA: AGcuecHTe 0ONKHOBEHO H3HCKBAT XHPYPTHYEH IPEHAK.

e HeycnoxHeHu nuderuuu Ha NUKOYHHTE OIBTULLA, BKIIIOUBALK OCTLD LIMCTHT.

o (CTbp CPEAEH OTHT.

Heobxonumo e aa ce umar npeasuld opHUKATHHTE NPENOPbKN 3a NOAXOAALLO HW3NOM3BAHE HA

AHTUOWOTHLH.

4.2. 1o3BpOBKa H HAYHH HA NIPHJIOKEHHE

Uedsun moxe na ce apuema ¢ unu 8e3 xpada. XpaHata He OKa3Ba BAWAHHE BePXY CTENeHTa Ha
abcopOuua.

2103”[!08[(3

BoipacThHu H Aena nax 12 roaunu
Liep3un ce npunara nepopanHo npd jeyeHHe HA UHPEKUUH NPUUAHEHU OT HYBCTBMTEIHH
O0akTepuH B CNERHUTE N03U*;

Madekuryd HA TOPHUTE AUXATEIHY NIbTHULA >00 mg na 24 vaca
CHHY3HT 250 - 500 mg na 12 4aca
Mudekund Ha 0NHKTE AUXATENHU NBTHLIA 300 mg na 12 vaca
HeycnoxkHeHu nHpeKUMM Ha MHKOYHUTE MbTHLIA 500 mg Ha 24 4aca
HMu(pekunn Ha KOKATA U MEKHTE TbKAHU 250 mg ua 12 yaca unm

500 mg ua 24 uaca / ﬂm
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*[Tpu Aeuenue va P-XeMONUTHYHK CTPENITOKOKOBN MH(EKUNH, TepaneBTHUHN 1034 Llediun ce
npynarat Ha-Manko 3a 10 aHu.
CranaaprHara aHTHOHOTHYHA Tepanua MpoAbkasa Mexay 7 u 10 quu.

brnOpeyHO HapyHIeHHe!

Llednpo3un Moke aa ce npuaara npy 6oaun ¢ yepedeHa 0s6peuna dynkuna. He e HeoGxonnma
J030Ba KOPEKLHA NPH CTOHHOCTH HA KPeaTHMHUHOBHA KAWpbHC > 30 ml/min. Tlpy Sonnu ¢
KpeaTUHHHOB xiHpbHE < 30 ml/min, chea npuaokenue Ha nbpBaTa CTaHiapTHa 103a, 50% ot
ci¢/BallaTa CraHJapTHa J03a €€ JaBa B HOPManHuTe 1030BH nuTepBanud. llednposun ce
OTCTPaHABA 4YAaCTHYHO 4Ype3 XeMoAualkia; nopaad ToBa C€ npuaara cfie], NpHKNoYBaHeE Ha
XeMoauanH3ara.

YepuoapoOHo HApymIEeHME:
He ce n3nckea n030Ba Kopekuua npu OONHH C yBpeaeHa yepHoApoOHa PYHKLHA.

MMennaTpuuHa nonyaauns
B knuHu4HK npoyuBanud, Lled3un e npunarad Ha neanHATpHUHH NAUWEHTH. KOMTO ca OHJIM Ha
Bb3PACT HAH-MaJIKO 6 meceua.,

Uedsun tabnetkn He ¢ moaxoasw 3a ynortpeba npu geua. Ipu geua Tpabsa ga ce w3nonssa
led3unn nepopanua cycneHs3us.
Ilpu cpeaer otur, npenopwysanata ao3a Lled3un e 15 mg/kg, npunarauna na scexu 12 vaca.

[1p¥ MH(pEKLHK HA TOPHUTE TUXATENHN NbTHLLA, PAPHHIHUT WK TOH3MINT, NpenopbyBaHaTa 1034
Ledsun e 20 mg/kg Beanbk AHepno uau 15 mg/kg/nen, pasnencHa Ha aBe pasHu o3u. [lpu
CHHY3HT, nipenophuBaHata fo3a € 7.5 mg/kg no 15 myg/kg, npunarada Ha Bceku 12 yaca.

[Ipy HeycnoxHEHH HHPEKUMN HA KOXKATA M KONKHHTE CTPYKTYpH ce npenopbusar 20 mglkg
BEJHBK AHEBHO,

Makcumannarta feTcka AHEBHA 103a He TpAdBa Ja HAABHLIABA MAaKCHMANHATA NMpenopbuBaHa
AHEBHA 1032 NpH BB3pacTHU. Ilpn neyeHne Ha [-XeMOMMTUYHH CTPENTOKOKOBH HHQEKLMH,
TepanesTHHYHW 1034 Lledsnn ce npunarar 3a 10 guu*

*CTAHAAPTHATA AHTHOWMOTHYHA TepanuA NPoAbAKaea Mexay 7 W 10 auu,

besonacroctTa U e eKTHBHOCTTA NPH AeUA MO 6 Meceua HE € YCTAHOBEHA.,

4.3. IIpoTHBONOKA3ZAHHA

Lled3nn ¢ NpoTUBONOKA3aH NPy OO CHC CBPLXUYBCTBHTENHOCT KbM aKTHBHATa CbCTaBKa HItH
KbM HAKOE OT NMOMOLWIHWTE BellecTBa. OCBEH TOBA € [POTHBOMOKA3AaH NPH NAUMEHTH (b
CBPBXYYBCTBHTETHOCT KbM AHTHOHOTHUM OT KJlaca Ha UedanocnopHHUTE.

4.4. ChnenHajaHH npeaynpexxI¢HUd 0 npeana3HH MepKH MpH ynorpeda

Ilpean 3anoueane nHa Tepanun ¢ Ledsna e HeoOX0aHMO BHHMaTEAHO Pa3NHTBAHE HA
OonHHA 32 NPEIXOWIAMH PEAKNHH HA CBPLUYYBCTBHTEIHOCT KbM Hedasocn
MEeHANHJIHHH HIH APYrH JeKapCTBA. ~

AKO TO3H AHTHONOTHK Ce¢ NPHJI0XKH HA NeHHUHITHH-YYBCTBHTEAHH nauneﬂn}-“
€ BHHMAHHE MOPATH KPBLCTOCIHA HYBCTBHTEJIHOCT MeKY OeTa-JIaKTAMHHTE




KOSITO € A00pe JOKYMeHTHpPaHa H ce Hadomwaasa mpu 10% or GoanuTe ¢ AAHHH 32
NEHHUH/IHHOBA aleprua, AK0 HacTbLOH anepru4dHa peakuns kbM Lledsun, neyennero ce
NpekbCBA. TEXKKH OCTPH peakuHH HA CBPLXYYBCTBHTEAHOCT H3HCKBAT CNEIIHO JedeHlle,

Huapusa. cewpiana ¢ Clostridium difficile (CDAD), e poknaasaHa np ynoTpebata Ha OOYTH
BCHYKH aHTHOAKTEpHAIIHN CcpeacTBa. BKIOUHTENHO i Lled3in, 1 Moxe 0a Rapupa no cepHO3IHOCT
OT Jieka avapus ao gataned koaut, CDAD tpabsa 1a ce 00¢han MpH BCUYKH MALUMEHTH, KOHWTO
pa3BuUBaT AHAPHA BCAEIACTBHE Ha ynoTpeba Ha aHTHOuoTHuU. Heobxoanmo e BHUMATENHOTO
CHEMAaHe Ha aHaMHe3a. TbH KaTo e aoknaaBaHa nosea Ha CDAD noseve ot ABa Meceua cnen
MPHAMKEHHETO HA aHTHOakrepuanuu cpeactsa. Ako CDAD ce noaosupa MNHM ce NOTBBLPH.
MOMKE Ja ¢€ HANOKH NPeKpaTABAHETO Ha €AHOBpPEMEHHATA ynoTpeda Ha AHTHOHOTHLIH, KOHTO He
ca nacouenu cpewry C. difficile.

Obiara anesHa go3a Lledsun Tpadsa aa ce Hamanu npu 6onHiu ¢ Texka ObOpevHa TuchyHKLHS
(KpeatdHHHOB KIHpbHC <30 ml/min) nopaan BUCOKHTE W/WUIMH NPOABIDKHTENHH NJa3sMeHH
KOHUEHTPaUXH Ha aHTHOMOTHKA B CpaBHeHUe ¢ HOpManuuTe crofiHocti. [ledanocnopunute, B
ToBa uncno Uedsun, Tpadea na ce npunarat ¢ BHUManue npu OONHH, MOAYHABALIUH ChIThTCTBALLO
JIEYEHHE ¢ MOLLHK AMYPETHUH, Thi KaTo ce NoAO3Mpa, vye Te3H BElecTBa BnowasaT 6n0peunara
hyHKLMA.

[TpoabmxkutenHoTo u3nonsesaHe Ha Lied3un Moxe 7a aoBexe A0 pa3suBaHE HA PE3HCTEHTHH
OakTepHanHu WaMore. OcoberHo BakHO € Gonanna a 6vae noa HabmoaeHHe, AKO No BpeMe Ha
MEYEHUETo HACTHLOK cynepundekuns, TpadBa Aa ce B3EMAT CLOTBETHUTE MEPKH.

Hoknagsan €  noaoxuresned AvpekTeH TecT Ha Coombs Mo BpemMe Ha JIGYEHHE C
uedanoCnopHHOBH AaHTHOMTOTHLM.

[leanarpruna monyaanus
He ca ycraHoBeHu Oe3omacHOCTTa M €PEKTHBHOCTTA MpK NEJHATPHYHK NALWEHTH Ha BbL3PACT
noa 6 Meceua,

4.5. BiaumogeiicteHe ¢ ApYrH JIeKapeTBEHH MNPOAYKTH H JApyrH GopMn Ha
B3aHMOACHCTBHE

EdexTn Ha Apyru aekapersa BLPXY uednposn

JoknagBaHa e yYBENWMEHA  HEPPOTOKCHHHOCT  ¢ael  €AHOBPEMEHHO  MpWjlaraHe Ha
AMUHOTTIHKO3HAHH AHTHONOTHUH H HEhANOCTIOPHHOBH AHTHOHOTHLIM.

Ennospemenno npunarane Ha npodeHeuu,] yaBosapa niaowra noa kpueara (AUC) 3a uednposun.
BianmoaelicTeud ¢ eKapcTEa/1ab0paTOPHH H3CIEIBAHH

LledanocnoprHoBHTe aHTUOHOTHLW MoOrar da AoselaT A0 (amunBO NONOKHTENHH Peakuvy 3a
FAOKO3A B ypHHATa ¢ MeaeH peayktaszen tecT (Benedict vau Fehling pastsopu wnn ¢ Clinitest
TAONETKH), HO HE W C €H3MMEH TECT 3a IMOKO3YpHS ( NIOK0300KcHAA3eH TecT). Pamuuso
OTPHLATENHA peaKL KA MOXe Aa ce Habaoaasa npy hepHUHAHHAHUA TECT 3a rMKo3a B KPbBTA.
Hannuyuero Ha uednpo3un B KpbBTa HE BOJAM A0 B3aHMOAEHCTBUE ¢ METOAA 3a M3C/AeaBaHe Ha
KPSATHHHH B NflazMa U YPHHA C ankaneH nHKpar.

KakTo n npu apyrn uedanocnopuuy, ediKacHOCTTa Ha NEPOPANHUTE KOHTPAUESTITHBA MOKe 1a
ObAe noHHXEHa npH eaHoBpeMeHHo NpHaokeHHe ¢ Ledsun. To Bpeme Ha neyenne ¢ Uedsun
TpAOBa Aa ce B3eMaT AONDBIAHHTENHN MEPKH 33 KOHTPALEMUKA.

4.6. DeprHanTeT,OPEMEHHOCT H KbpPMEHE

bpeMenHOCT
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HAMa naHHH 32 yBpewnaHe Ha deTyca OT Lenpo3nin MOHOXHAPAT NpH APOYUBAHHA Ha
PEMPOAYKTHBHOCTTA, MPOBEACHH MPpH 3alillH. MUILKH H TUTbXORE B 103H ¢bOTBeTHO 0.8, 8,5 1 18,5
MbTH MakcHMaNHUTE AHeBHH 1034 npu xopa (1000 mg), ocHoBaHM HA TefeCHa MNOBLPXHOCT
(mg/m*), Obaye He ¢a NPOBEKAAHH ATeKBATHH W A0OPE-KOHTPOTHPAHW MPOYUBAHHA MM
OpeMeHHH xeHU. [lopaau ToBa. Ye MpOYUBAHMATA NPH JKHBOTHH HE Ca MOKA3aTeJIHI 3a X0Opara,
TOBA NEKAPCTBO TPAOBA Aa €€ W3MON3BA NO BPEME HA OPEMEHHOCT, CAMO aKO ACHO H TOYHO €
ONPENENIEHa HYKAATA OT HETO,

KbpMene
[Mo-manko ot 0.3% ot ao3ata, mpunokeHa Ha Maiika KbpMauka, C€ €KCKpPETHPa B KbpmarTa.
HeobxoauMo e noBvieHo BHUMaHKe, kKorato Lledhsun ce npunara 8 neproa Ha KbpMeHe.

4.7. E¢erTH BLpPXY ¢00¢00H0CTTA 32 WopHPAHE H paG0Ta ¢ MAIIHHA

He ca nposexaanu npoyuBaHus Ha edekTHTE BbPXY cnocobuocTra 3a wodupaHe H pabora ¢
MaUIMHH.

4.8. HesxenaHH JeKapCTBEHH peaKIHH

Hexenannte nexapcTsenit peakuiy npH uednpo3da ca noJo0HU Ha OHEe3H, HalwAaBaHU Npw
APYTH LUe(panoCnopyHy 3a nepopanHo npuaokernue. Lednposnn oOHKHOBEHO ce TOHACA R00pe
MPH KOHTPOAUPAHW  KIAHHH4YHM  W3nuTBaHus. [lpudausutendo 2% oT nauuenTure
IPEYCTAHOBABAT NEHEHUE ¢ UEPNPO3UN 3apaaH HEXENaHH NEKapCTBEHH PeaKLKH.

Tabnuuara no-aony BKIKOYBA BCHYKH HEXENAHW NEKAPCTBEHM peakudu, HaONK0AaBaHH MNpH
MAUHEHTH NEKYBAHH ¢ UES(MPOIUN H KakTo ca onucaHn kbm MomeHTta B CCDS. Cnucuket ¢
npeacTaBeH no CUCTeMO-oprannud  kyiacose, MedDRA TepMuHonorHa H 4ectora, KaTo ca
W3NOJI3BAHH CIEJHUTE KATEropuu: MHoro uectd (=1/10), yectu (=1/100, < 1/10). HeuecTH
(=171000, <1/100), peakn (=1/10000, <1/1000), mHoro peaku (< 1/10000}) u ¢ HeH3BecTHa
HECTOTa (HE MOMKE Ja Obje H3UUCNeHA OT HAJM4HHTE AaHHHW), Tadauuata € cbCcraBeHa cnopen
npenopekute HAa CIOMS pabotua rpyna Il u V u Ykazanusra Ha Esponefickata koMHcHs 32
KpaTkara xapaktepucTika HA TPOAYKTA.

CHcTeMO-0pTraHHA KIACOBE YecroTa MedDRA TepmuH
Yectn Cynepundextiva n BarnHaniHa
MUndexumu u nHbectauum HHpek s
Hapyinenus Ha kpbeTa M inMbHara | YecTu EosuHuduaua
CHCTEMA HeuecTu Hamaneu Opo#i Ha OenuTe KpbBHU
KNeTKH
Penxu TpomMOOLUTONEHHA U YABIKEHO
NpoOTPOMONHOBO BPEME
HapyweHus Ha HMyHHATa CHCTEMA Penku AHCHOENEM. AHAQHNAKTHYHA PEAKIMS
H cepyMHa OonecT
Hapylwenus Ha HepBHATa CUCTEMA HecTu CBETOBBLPTEX
HeuecTH CbCcTOAHHE HA OOBLPKBaHe, De3ChbHHeE,
COMHONEHTHOCT, ICUXOMOTOPHA
XUIEPAKTHBHOCT. HEPBHOCT Koo
rnasoGoJye / WWA nO




CTOMalHO-UpPEBHN HapYLIESHHA YectH Bosnka B KOpema. guapHs. raieHe, 1

NOBpbLlaHE
Penk Konut U ncesaoMeMOpalo3er KONUT
HeusgecTuHa [IpoMsiHa B LIBETA HA 3bOUTE
XenaTo-OnnuapHH HapylIeHH S YecTu [loBuineHa acnaprar

aMuHoTpaHcdepaa H NOBHLEHA
anaHuH aMHHoTpaHcdepasa

HeuecTu [MoBHIUCHA B KpbBTA aNKalHa
thocaraza
Penku XONECTATHYHA KBATSHHLA U MOBHWEH
OHANpYOHH B KpbBTa
HeussectHa | XenaToTOKCHUHOCT. XenaTHT
HapylieHus Ha koxkaTa u Hectu JlepMaTHT H CeHNTANIEH NPYPHTYC
MOAKOXKHAT
AKOXKHATA ThKAH HeuecT O0puB H YPTHKapus
Penku Cuujpom Ha Stevens-Johnson, eputema
MYNTH{OPME
Hapyuienna Ha Ob0peuuTe H HeuecTu T
PY PeUHT ITosBninena ypea B KpbBTa H NOBHUIEH
MHKOYHUTS NbTHLLA KpﬂﬂTHHHH R ceElima
OOWH HapyLweHus H epekTH Ha Penxu Mupercus

MACTOTO HA IMTPHJIOKCHHC

OO0puB 1 ypTHKapHA €a JOKIAARAHY NO-4ECTO [P A€UA OTKOJSKOTO NpH Bb3pacTHU. [Ipu3nauuTe
H CHMIITOMHTE O0OHKHOBEHO HACTLIIBAT HAKOMKO JHH CNIEK 3an0YBAHE HA TepanuaTa i CTHXBAT 10
HAKOJIKO IHH ClIe/l IPEKPATABAHETO H.

3a HAKOH OT cieaHuTe ¢bOMTUA ce choOulaBa PAJKO MO BPEME Ha [OCT-MAPKETHHFOBOTO
HaONOAEHHE, HE3aBUCHMO Jald € YCTaHOBReHA NMPUUMHHO-C/IEACTBEHA Bpb3Ka ¢ Uednposun:
aHa(DUIAKCHA. aHTHOEAEM, KOJIMT, BKJIKOUHTENHO MNCEBAOMEMOPAHO3EH KOAMT, €pUTeMa
MYITH(POPME, TpeCcKa, cepyMHa 00J1eCT, cuHAPOM Ha Stevens-Johnson u tpambountonerus. Mo
BPEME Ha NOCT-MAPKETHMHrOBOTO HaONMOAcHHE € A0kiaaBaHO o0e3uBeTABaHE Ha 3bOMTeE,
XeMaTOTOKCHYHOCT, BKIKUHHTENHO XENATHT.

CboOuaBane Ha MOOIUPAHH HEXENAHN PEAKLLUN

CboOuaBaneTo HAa MOAO3MPAHA HEXKENaHW peakudH CJeq paspeliaBaHe 3a ynorpeba Ha
NEKAPCTBEHMS MNPOJAYKT € BaxkHO. ToBa no3sonaBa Aa NPOALAKK  HalM0JaeHHETO Ha
CLOTHOLIEHHETO MON3a/pHCK 3a NeKapcTBeHHd NpoayKT. OT MEIMUHHCKHTE CNeuHalucTH ce
W3KMCKBa Aa CHOOLLABAT BCAKA NOJ03IMPAHA HEXKETAHA PeAKLHA 4pes:

M3nbaHWTenHA areHUKA o AEKapeTBaTa
vi. .JdamsgH ['pyes™ Ne 8
1303 Codus

Ten.: +35 928503417
veocaiiT: www.bda.bg

4.9.  IIpexo3npane




Envauuni no3u, ot nopaibka Ha 5000 mg/kg, npunarann Bbpxy KHBOTHH B NPOYUBAHHMATA 34
TOKCHYHOCT. HAMAT CEPHOIHH HITH JIETAIHK [OCTCACTBHA.

Llepsun ce ennmuHupa rnasHo npes O0nOpeunte. [lpy cavuan Ha npenoszupaHe. 0COOCHO MpH
nalHeHTH ¢ HapylieHna ObDpeuna QyHkuMA. XeMOAManH3ata 0oanomMara OTCTPAHABAHETO Ha
e npo3nI OT OpraHu3ma,

5. ®APMAKOJIOTHYHU CBOVUCTBA
5.1, PapMaKOAHHAMHMYHH CBOICTBA
DapMakoTepangBTHYHA FpyNa: BTOPO NokoaeHue uedanocnopuuu. ATC: JOIDC10.

Mukpobononorus

Lednposun uma in vitro aKTHBHOCT CpeWly LWHPOK CNEKTbP OT rPaMMoNOXKHMTENHH M
rpamMorpiyatesdd Oaktepuu. bakrepHyuaHaTa aKTHBHOCT Ha udednpolna € pesyatar or
UHXHOMpaHETO HA CHHTE3Aa Ha KAeThbuHaTa cTeHa. Llehnpo3un e akTHBEH cpely NoBeYyeTo
WAMOBE Ha CIIEIHUTE MHKPOOPrano3MH in vifro.

AepoOH, rpaMIoN0KATE/IHH MUKPOOPTraHU3IMHA:

- Cradmuiokoru, Bkn. Staphylococcus aurens (BKIN. MEHWUHNA30-NpOAYUHpPALIH WAMOBe); S.

epidermidis;, S. saprophyticus, S. warnei. (3a0. uepnpo3un He e akTUBEH Cpellly METHLHIHH-

PE3UCTEHTHH LAMOBE CTAPUNOKOKU);

- CTpenTOKOKH, BKI. Streptococcus pyogenes (cTpenTtokoku rpyna A, S agalactiae
(ctpentokoku rpyna b)), S preumonice(BKJI. NOBEYETO HMHTEPMEAMEPHH MNEHUUHITHH-
pPe3UCTEHTHH wamose ¢ neHuunamd MIC ot 0,1 no 1 pug/ml), I'pynu C, D, F & G
CTPENTOKOKH,CTPENTOKOKH 0T rpyna Viridans;

- Enterococcus durans; E, faecalis; (3a6: uehnpos3un e HeakTuBeH cpeuly £. faecium),

- Hpyru: Listeria monocytogenes.

AepotH, rpaMOTPHUATETHH MHKPOOPrAHH3MH!

- Moraxella catarrhalis (Bkn. B-nakTamazo npoayuupauiu mwamMose);

- Hemophilus influenzae (Bkn. B-naxtamaso npoayumnpaiiu WaMoBe);

- (Citrobacter diversus;

- Escherichia coli,

- Klebsiella pneumoniae;

- Neisseria gonorrhioeae (BKIN. NEHUUNNA3A- NPOAYUNPALILHN LLAMOBE);

- Proteus mirabilis;

- Salmonella sp.;

- Shigella sp.;

- Vibrio sp.

- Jabenexxka: LUednpo3nn He € aktHBeH cpeuwly HOBEUSTO LamoBe Ha Acinetobacter,
Enterobacter, Morganella morganii, Proteus vulgaris, Providencia, Pseudomonas u
Serratia.)

AHnaepoOHH MHKPOOPraHH3MH:
3abenexka: [oreuyeto wamose ot Bucteroides fragilis ca pe3uctenthHy Ha nednposud.
- Clostridium difficile; C. perfringens

- Fusobacterium sp.;

- Peptostreptococcus sp.;

- Prevotella melanogenica (no3uHat kato Bacterioides melaninogenicus)
- Propionibacterium acnes.




TecToBe 32 YYBCTBUTENHOCT

KosnuecTBeHH METOAN. KOHTO W3MCKBAT H3MEPBAHE HA AHAMETPHTE HA 30HATa, AABAT Hali-TOYHA
OUEHKA 33 YYBCTBHTENHOCTTA HA DAKTEPHUTE KbM aHTHMHKpOOHKTE cpeacTra. MHTepnperauusata
BKJIKOYBA KOpellaumus Ha JHAMETbhpa. [oAYYeH OT JHMCK TecToBeTe, ¢ MHHHMAiHATA HHXUOHTOPHA
xkoHueHTpauus (MIC) 3a uednpozin.

JAHCKOBETE 3a TECTBAHE HA YYBCTBUTENHOCT KbM Ledanocnopnuy (LedanoTiH AHCKOBETE) HE ¢a
MOAXO0AALH NOPATH pa3NUKH B CNEKTbpA ¢ ued@nposui. 30-1g uednpo3un AMCKOBe ce U3nosear
34 TECTOBE Ha W30JIATH i1 Vilro. .
PesyaTtatite 0T NadopatopHNTE TECTOBE OT CTAHZAPTEH TECT 3@ YYBCTBHTENHOCT € €AWH AHCK C
30-pg uednposun anck Tpadra Aa ce HHTEPNPETHPAT CNOPe] CAETHUTE KPHTEPHH:

JvameTbp Ha 30HaTa (mm) iHTepriperauuu MIC-kopenaung
>18 (S} 4yRCTBUTENEH <8 pg/ml

15-17 (MS) ymepeHo vyBeTBHTENEH | 16 pg/ml

<14 (R) pe3ucTeHTEH 232 ug/ml

Pe3yntart ,.uyBCTBHUTENEH  NMOKa3Ba, Y€ NATOFEHBLT BEPOATHO Lie ObAe HHXUOUPAH OT OOHKHOBEHO

NOCTHKMUMH  KPbBHH

KOHUCHTPAL M H.

Pesyntar .. ymepeHo

YYBCTBHTENEH

MOKAa3ea, 4¢

OPraHH3MBbT 1IE ObAe 4YBCTBHTENCH, aKO €€ W3MOJ3Ba BUCOKA J03a WM ako MHGpeKkuusTa e
OrpaHUYEHa JO TbKAHH H TEYHOCTH (Hamp. YPHHA), B KOUTO C€ NMOCTHrAT BHCOKH aHTHOMOTHYHMH
HuBa, PesynTtar ,pe3ucTeHTeH’ [MOKa3Ba, Y€ NOCTHIKUMATA KOHUEHTpAalHA Ha aHTHOMOTHKA
BCPOATHO HAMA 12 ObAC UHXHOHTOPHA,

CrangapTusipanuTe npoUedypH M3MCKBAT H3MOA3BaHeTO Ha nabopaTopHH  KOHTPOJHH
OPTaHH3MH.
5.2, DapMAKOKHHETHYHH CBoOlicTBa

Ledsun ce pezopbHpa nodbpe cnel nepopalHo NPUIDKEHHE NPH MpUEMaHe npead WIH No BpeMe
Ha XxpaHeHe. [lepopannata OuMoHannuHocT e npudausuTeano 90%. QapmakOKMHETHKATA Ha
uednpo3un He €€ MPOMEHA OT NPWICKEHHE ¢ Xpana uau autvauniw. CpefHnTe mnnasMeHu
KOHUEHTPAUWH CNeA MPHIokKEHHE HAa Lednpo3un na rNajHO ¢a npeactaBeHn B Tabauuara no-
aony. KoHueHTpaumuTe B ypHHata ¢a okoJ10 60% o1 npHaoxenara gosa.

Hoza CpeaHn nnasMeHd KOHUEHTpauu Ha Y pHHHA EKCKPEUHA
uednposun®
(rg/ml)
Bpex (~1.3 yaca) 4 yaca 8 vaca (8 qaca)
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%

*JlaHAuTe nNpeAcTaBaABaT CTOHHOCTUTE HA CPEAHHMTE NiasMeHu KOHUEHTpauuu ot 12 3apaBh
nodposonuy. PapMaKOKHHETHYHHTE JaHHH Ca B3ETH OT JieKapcTBeHa hopMa Kancynu; JoKa3aHa
e. o0ave, OHOCKBUBANEHTHOCTTA HA MEPOPANEH Pa3TBOP. Kancyiu. TabneTsd v nepopanHa
CYCMNEH3HSA,

[1o Bpeme Ha nepBUA 4-4acoB NEPUOa Clied NPHIlaraHe HA NEKAPCTBOTO, CPEIHHTE KOHUSE

pg/ml n 600 pg/ml cvoTeeTHO.




CBbp3BaHeTO ¢ NaasMeHHUTE NPOTeHHH € OKON0 36% M & HE3ABUCHMO OT KOHLUEHTpaullHTE B
aHanazoHa ot 2 pg/ml Ao 20 pg/ml. CpeaHuaT nnasmMed Noay:kHBOT NMPH HOPMAaAHit WHAHBHIHU €
npuGausuTento 1.3 yaca,

[TukoBHTE KOHUEHTPAaUMN HA UePNpPO3UN B KOXKHATA MexypHa TeuHocT ¢a 3.0 u 5.8 ng/ml npu
NaUMEeHTH, NofyYaBallH eaHa 4033 0T ¢CbOTBETHO 250 mg wau SO0 mg uedgnpo3un. [1oayKHBOTLT
B KOKHATA MeXypHAa TeYHOCT (2.3 Jaca) € no-AbAbl OT TO3H, HADNKAaBaH B NJa3MaTa.

Cnea npunokeHHETO HA exHa A03a oT |5 uau 20 mg/keg nmpH nauMeHTH ¢ XPOHUUYEH CpeJeH OTHT,
KOHUEHTPALMHTE HA UePNpo3usl B TEYHOCTTA B CPEIHOTO yxo Bapupa ot (L06 a0 8.7 ug/ml
Kokwuentpauuure Ha uedhnpo3nil B TEHHOCTTA B CpenHoTo yxo octasar Han MIC 3a nosevero
[UHPOKO PpaznpocTpaHeHl BGakTepHH. CBbP3BAHH CbC CPeacH OTHT , 33 MOBeuYe OT 6 vaca cnen
NPHIACAHE HA ue(Prnpo3un.

Hsama aannm 3a akymynupade Ha uednposun B nna3marta Ha WHAWBHJIM ¢ HOpManua 0bOpevna
PYHKUHA Cle] MHOTOKPATHO TIPHIOKEHHE HA nepopanHy A03u 10 | g ua 8 yaca 3a 10 aun.

bvopeuno yepercoane

[Ipy OonHW ¢ HaManeHa ObOpevHa (PYHKUHA. YABKABAHETO Ha MNAZMEHHA TMONYKHBOT €
CBbP3aHO CbhC cTENEHTa Ha ObOpeuHaTa ancpynkuuna. [lpu GonHK ¢ nbaHa aunca Ha OvOpeuHa
GyHKUHA, TAa3MCHHAT NONYKHBOT HA uednposua moxe aa owae u 5,9 vaca. INoayxknBoTeT ce
CKbCABA YUpe3 xemMoananksa 10 2,1 vaca, He ¢a yCcTaHOBeHH MbTHLLA HA €KCKPELHA Npy NalHeHTH
CbC 3HAYHUTENHO YBpeaeHa ObOpeyuHa PyHKUuR (B, T. 4.2 u 4.4).

Yeprioopodno yepexncoane

Ilpn Oonku ¢ yBpeaera vepHoApOoDHA (YHKUMA HAMA CTATHCTHUYECKH 3HAUMMM DA3IHKH BbB
papMakoOAHMHAMHYHHTE NapaMeTpH, KOraTo c€ CpPaBHARAT ¢ TE€3H NPH HOPMaAHH KOHTPOINHH
HHIHBHAM,

Fepuampuunu nannenmu

Cpeanata AUC, nabarwnaBaHa npM NALKMEHTH B HANPENHANA BL3pacT Ha 65 roaMHu ¥ A0BeYe, €
okono 35-60% no-BUCOKA OT TOBA NPH TO-MIAAH HHAHBHIH. 3HAYSHHUETO HA TE3H 3aBHCHMH OT
Bb3pacTTa BapHaLUWH BbB papMaKOKUHETHKATA HA LUCHhNPO3UI HE ca JOCTATbYHM 33 1A U3HCKBAT
KOPEKLMS B 1030BUTE PEKHMH.

Heouampuynu nayuenmu u neopacmEani

Cnen npunoxeHde Ha eAHOKpaTHH 2034 oT 7.5 mg/kg unu 20 mg/kg Ha neHaTpHYHY NAlHEHTH,
KOHUEHTPauunTe Ha uetnpo3nn eapupar ot 0.5 10 4.3 png/g B ToH3unuTe 1 Bapupar ot 0,4 ng/g
10 4.9 ng/g B aneHonaHara Thkad, KOHUeHTpaUuHKTe B TOH3IHINTE H aJ€HOMAHATA ThKaH NoBeYe
OT 3.2 yaca cnefl 103MpaHe ca No-BHCOKH OT MHHHManHuTe HHXHOUTOpHH koHUeHTpaunn (MIC)
334 UWMPOKO pa3sNpoOCTPaHeHH NAaTOFEHY, KOMTO NPUUYHHABAT (GAPHHIUT HAH TOH3HIHT,
DapMakoKUHETUKATA HA uednpo3Wi € CpaBHHMA MKy Aeua (Ha Bh3pacT OT 6 Meceua a0 12
FrOAMHN) U BB3pacTHH. [na3zMeHHTEe KOHUEHTpauWu npu Aeua, noayvasaid 7,5 no 30 mgkg
LUEeMNPO3UN ca CPaBHUMU € Te3H., HaOMOJABAHM MpH BL3PACTHH MNAUMEHTH, MOJYYaBaLLH
nepopanyo 250-1000 mg. Ciaxce aoctura 1 10 2 vaca criel NpUIoKeHHeTo 1 NONYXKUBOTHT € 1,5
Yyaca.

IToa

Cpennata AUC. HabnionagaHa npu xkenn e npubnusutendo 15-20% no-BHcoka oT Tasu npw
MbXKE. 3JHAYEHHETO Ha Te3W 3aBUCHMHU OT noja BapyauHM BbB (apMAKOKHHETHKATA Ha
Lepapo3na He ca AOCTATBYHY, 3a 14 HIMCKBAT KOPEKUKA B JO30BHTE PEIKHMH. ot

5.3. Mpeaxnunnuan nanuu 3a 6e3omacHoCcT



He ¢ HabnionaBaH MyTareHeH noTeHUHan HA UePNpo3HA B CHOTBETHUTE MPOKAPHOTHH HJIH
CYKAPHOTHH KACTKH i71 Vitre Witd {1 vive, He ¢a npoBexAan AbATOCPOUHH OPOYUBAHHA in Vive 34
OUEHSBAHE HA KAHUEPOTEHHHA NOTEHUHAN,

[lpoyuBaHusaTa 3@ PENPOAYKTHBHOCT HE MOKA3IBAT YBPEXkK1AHE HA PEPTHIHTETA NPH 3KHBOTHH.

6. OCAPMALEBTHYHU JAHHH

6.1. CnucbK Ha TOMOIMHHTE BELIECTBA

MHKPOKPHCTATHA LEeNyno3a

HATPHEB HULUCCTEH [JIHKONAT
MarHe3Hes cTeapat

antifoam C emyncus

opanxeBo darpuno Opadry YS-1-2546
6.2. HecnBMecTHMOCTH
Henpunoxumo.

6.3. Cpox na rogHocT

3 rOIMHH

6.4. CpoeunajHu ycaoBH# 32 ChXPAHeHHe

Ha ce cbXxpansia npu crtaiiHa Temneparypa (noa 30°C). Jla ce ¢bXpaHsiBa B QpUrMHANHaTa
ONAKOBKaA.

6.5. Bua v chaAbLpAAHHE HA ONIAKOBKATA

KapToHeHa onakoeka, cbabpxkaiia 10 nan 20 dunamupanu tadnetku (1 wau 2 daucrepa no 10
dunMupanu TabneTkH).

He Bcuuxy BUIOBE onakoBKH MOrart aa ObAaT NycHaTH B npoaakba.
6.6.  Huerpykunsu 3a ynorpeda

Hama cneunantiu UHCTPYKUHUN.

7. IPHTEXATEJI HA PASPEHIEHHUETO 3A YIOTPEBA

Bausch Health Ireland Limited
3013 Lake Drive
Citywest Business Campus

Dublin 24, D24PPT3
Hpianans

3. HOMEP HA PAZPELIEHHUETO 3A YITOTPEBA

9800340




9, MATA HA ITHPBO PA3PEIHABAHE/ITOJHOBSBAHE HA PA3PELUEHUETO
3A YIIOTPEBA

/lata Ha nbpBO paspewasane: 05/11/1998

Jlata Ha nocneaHo noaHoeaaHe: 21/01/2010

10. AATA HA AKTYAJIU3HPAHE HA TEKCTA




