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KpaTka XapakTepncTHKa Ha NpopyKra GOo4, / 30.01. 94 / %

1. Wme Ha nekapcTBeHOTO CPEACTRO
Ceclor (Lleknop) 250mg/5ml

2. KorinyecTreH u Ka4yecTBeH CbCTaB
Beekn 5ml oT paatBopeHaTa cycneHcus cbbpKa akTuBHaTa cbCTaBka cefaclor
monohydrate Ph.Eur (Luedaknop moHoxuapaT) eksueaneHTeH Ha 250mg.

3. JiekapctBeHa dopma
Ot 250mg/5ml — rpanynu 3a nepoparHa cycneHcus

4. KnvuHWYHKM JaHHW

4.1. Tloka3anus

Jlevenve Ha wuHdEKUMM, npudMHeHn OT  dyBeTBuTenHn Ha  Gefaclor
MUKPOOPTraHU3Mu:

Unpexkyuu Ha GuxamenHama cucmema, 8KITOYUIMenHo NMHeeMOHUsI, BpOoHXUMU,
obocmpsHe Ha XPOoHUYeH BpoHxum, chapuHaumu, MOH3UNUMU U CUHY3UmMU.
Omumuc medua

UIHGheKUUU Ha KoxXama U KOXHUMe CmpyKmypu

YctaHoBeHo e, 4Ye llexknop e edekTvBeH KakTo NpW Oocmpu, maxka U rpu
XPOHUYHU UHbeKyuu Ha omdenumesnHama cucmema.

ObukHoBeHo Llekrnop e edeKkTuBeH 3a OTCTpaHsIBaHEe Ha CTPEenTOKOKU OT
HasoapuHKea.

4.2. [lozupoeka U HavUH Ha npunoxerue

Lleknop ce npuema nepoparlHo.

BbapactHu: ObuualiHaTta nosa 3a Bb3pacTHy e 250mg Ha Bceku 8 Haca. [pu no-
TEXKW WHEKUMM UnM  TakMea MPUYMHEHW OT NO-Manko YyBCTBUTENHU
MUKPOOpraHuamiy, [o3ute morat aa bbgat yasoeHw. MNpuembT Ha [osn oT 4g
[AHeBHO ca Bunu GesonacHu Npr xopa npuemawy ro 28 gHu, Ho oblwara gHeBHa
po3a He TpsbBa [a HaaXBbprist TOBa KOIMYeCTBO.

Llekrnop mMoxe Aa ce npueMa v Npu Hanuuve Ha yepefeHa 6b0pevHa dyHKums,
KaTo B TE3W cryyau fosata He ce npomeHs (Buk Cnelunantn npenynpexneHus 1
crieLlnarnHn Mmepku npu ynotpeba).

MauneHTN Ha xemonuanusa: Xemoguanuiara Hamansgesa CepymMHOTO BpeMe Ha
nonyxmsoT ¢ 25-30%. MNpu nauneHTH, Ha KOUTO Ce MPOoBEXAa XeMopmanusa ce -
npernopbyBa HaToBapealla posa ot 250mg-1g npueta npeaw puanvsa wu
TepaneeTudHa posa ot 250-500mg Ha Bceku 6 Oo 8 vaca noAbpXaHu B
nepuoguTe Mexay Auanuante.

MauveHTV B HanpepHan Bb3pacT: KakTo npu Bb3pacTHU.

Oeua: MpenopbyBaHata Acos3a Ha Liedaknop e 20mg/kg/n/|:a/eBH ?HAak eneHa Ha
oTgentn pfoan npes 8 wvaca. flpu Gpowxut w DHE MOAAsH 4 {‘lj._Ta e

¥,

20mg/kg/aoHeBHO paszfeneHa Ha OTAenHW 403U npueTy:, Q‘)}}I;tﬂ'ﬁ_&ﬁ;;&ﬁeﬁl’-}\q. 3a

)

€ H
] e AN PR €
i vy R fr
Vil Lt R
AR .o,

SPC Ceclor 250mg/5ml Page 1 A



fleveHre Ha OTUTUC Meama W Ha chapuHrnT obluarta AHesHa Ao3a mMoxe fa 6bge
pasfeneHa U npuemaHa Ha Bceku 12 yaca. besonacHocTTa U edeKrMBHOCTTa Ha
Lledhaknop He ca oueHaBaHu Npu ynoTpedata My Npy HOBOPOOEHU N0 Marku oT
eaunH Mecel,.

HBKJ'IOQ CYCIedcHs

125mg/5ml 250mg/Sml
<1 rog. (9kg) 2.5ml gu.poza
1-5 rogumu (9-18ke) 5.0m] mH.mo3a
Hagp 5 roguau 5.0m! mu.mo3a

[pyn no-ceprosHn MHGEKUMY, OTUTNC Medua, CUHYSUT W MHEeKUWM NpuInHeRn
oT no-crnaGo vyBCTBUTENHM MUKpOOPraHuamy, ce npenopbusat 40mg/kg/oHeBHO
pasferieHa Ha HAKOMKO J03X [0 MaKkcuMym 1g Ha fieH.

3a nevenme Ha Beta XeMONMUTUHHUTE  CTPENTOKOKOBW  UHQIEKUM#,
TepaneBTUdHaTa go3a Ha Lekrop Tpsibea fa 6bae npuemaHa noxe 10 gHW.

4.3. [lpomueorniokasaHus
CBpBX4YBCTBUTENHOCT KbM LiethanocrnopuHn.

4.4. CriequanHu NPomMueooKasaHusi U clieyuanHu Mepku rnpu ynompeba
Mpeon ha ce sanoune neveHne ¢ Ledaknop e HEobBXOAMMO BHUMAaTENHO
pasnuTBaHe Mo OTHOLUEHWEe Ha npefulliHn peakuuin Ha CBPbXYYBCTBUTESTHOCT
KbM Lled)arnocnopuHK, NEHULMMHA Unv APYrv nekapctsa. AKO NeKkapcTBOTO
TpsibBa Aa 6bae [afeHo Ha NaLMeHT anepruiel KbM rexduuunii, € Heobxoammo
MOBULUIEHO BHUMAHME NOopajv LaHHK 3a KpbCcTocaHa CBpPbXYYBCTBUTEITHOCT,
BKNIOUYMTESHO aHadmnakcus npu 6eta nakramHuTe aHTUbKoTULIN.

AXO Bb3HUKHe anepriyHa peakuust kbm Lleknop, nekapcteoTo TpsabGas fa 6bae
CNPsIHO W MaLKeHTHLT Aa ce NeKyBa CbC CbOTBETHUTE CPeacTBa.

[oknageax e 1 ncenoMembpaHo3eH KOIMT MNpu yrnoTpebara Ha 1npakTU4ecKm
BCMYKM  LUMPOKOCMEKTBPHWM  aHTUBUMOTULM,  BKITIOHMWTENHO  Makponuau,
MONYCUHTETUYHW NEHUUMITMHK U LedanocnopiHu. ETo 3allo € BaXHO ha ce uma
NPeaBuUT Tasw ANarHo3a Npy nauueHTy, NpyY KOUTo ce nosiBsBa Juapus cBbp3aHa
¢ ynotpebata Ha aHTMBUOTULMK. 10 OTHOLEHWE Ha TeXecTra TO3wu THM KoMUY
MOXe Aa Obae OT YMepeHo TexbK 40 XuBoTosacTpawasatl. [o-nekute criysam
0BMKHOBEHO OT3BYy4YaBaT MpU cnupaHe Ha fedeHneTo.l1py YMEpeHo TexkuTe u
TEXKU CIyYan e HeobBXoaMMO La ce B3eMaT CbOTBETHU MEPKU.

Llechaxnop Tpsibea na 6bge npunaraH ¢ BHUMaHue npk Hanu4ne Ha 3HauynuTernHo
HapylwieHa 6b6peuHa QyHKUMA. Tbi kaTo nonyxusoTeT Ha Lledhaknop npu
aHypua e 2.3 no 2.8 vaca (B cpaeHeHne c¢ 0.6-0.9 saca npu sgpasi), npu
nalmMeHT ¢ yMepeHo uiu Texko GbbpeuHo yepexaHe OBMKHOBEHO He ce
MBNCKBa Kopekuusa Ha pfosata. KnueudHusT onut ¢ Lledaknop npy Takusa
crydaun e orpaHudeH, 3aToBa TpsibBa [a ce U3BbpLIBaT BHUMAaTernH CEFT
nabopaTopHu nacrneasaHus.




U.lupoxocnem-prme aHTubuoTIUuU TpﬂﬁBa Ja ce npegnuceart BHAMATENHO NPpU
WHOWMBUOW ¢ aHaMHe3a 3a CTOMallHO-4YpeBHO 3abossieaHe, 0cOBEHO KONUTU.

MpogbmxuTenHaTa ynotpeba Ha Lieknop moxe Aa gosefie A0 CBPBbXpacTex Ha
PE3NCTEHTHN MUKPOOpraHuamu.Tpsbea [a ce B3emMaT CbOTBETHU MepKu, ako
BB3HUKHE CyneprHMEeKLUMS O BpEME Ha JIeHeHNETo.

[loknageaHo e 3a nonoxuteried Tect Ha Coombs no Bpeme Ha nedeHue C
uecanocnopuHoBu aHTUbnoTULM. Fipyu XemaTonorMiHu Mscneasauusa unu npu
TpaHchy3MOoHHIW  M3CNeaBaHusi 33 CbBMECTMMOCT, €  aHTUrno6ynuHOBO
TectBaHe unk npu Tecta Ha Coombs npu HOBOPOAEHW, YUMTO Malku ca
mony4asann uedanocnopuHn nNpeau paxgaHeTo, TpsibBa Aa ce vma rnpeasua,
ye nonoxureneH TecT Ha Coombs MoXe [la ce OAbIKW Ha NeKapcTBOTO.

C pastBopute Ha Benedict u Fehling unn ¢ megHo cyndaTtHu Tect Tabnetku
MOXE pa Bb3HUKHE (haniunBo-NIO3UTUBHA PeaKUust 3a IMNI0Ko3a B ypuHaTa.

4.5. llekapcmeenu u Opyau e3aumodelicmeus

Psako e goknagsaH NoOBULIEH aHTMKoarynaHTeH edexT cbe Wik Bes Kbpaete,
Korato ca Owm npueMaHu epHoBpemeHHo Llexknop Y nepoparnhby
aHTukoarynantv. MNpenopwbyBa ce Mpu TakMBa nNaueHTM La ce uma npensuT
NepuoauyHO MOHUTOpPUPAHE Ha NPOTPOMOMHOBOTO BpeMe, C KOpPeKUuus Ha
[03aTa aKo e HeoBXxoaumo.

BbubpevHara eKckpelms Ha Ledaknop ce notucka ot npobexnuua.

4.6. bpemeHHOCM U KBpMEHe

YnoTtpeba npun 6pemMHHocT: NpoydsaHusaTa C XXMBOTHW HE Ca nokasanu AaHy 3a
HapyweH GepTUIIMTET WK TepaToreHHocT. Ho Tbi Kato HAMa afeKkBaTHW Unu
no6pe KOHTpoMpaHy Npoy4BaHusi npy GpemeHu xenu, Tpabsa [a ce BHUMaBE,
KOraTto NekapcTBOTO Ce NPefvcsa fnpu BpemMeHn nauueHTKy.

Ynotpeba npy kbpmewy xenu: Manky konmyectsa Liedaknop ca 6unm oTkputH
B MaW4MHOTO MASIKO crej npunoXeHue Ha eanHuydHa fgosa ot 900mg. 5 yaca no-
KbCHO Ca 6unu OTKpUTM cpegHu Huea oT 0.2 mMukporpama/mn unu no-
manko.OcTaTbYHKU KomnuvecTBa ca Bunu OTKPUTW B NpoabikeHne Ha yac., Tbi
Kavo edieKkTbT BbpXy 6ebeTa, KOUTO Ce KbpMAT HE € U3BeCTeH, € Heobxoaumo
BHMMaHue, KoraTto Ledaknop ce npuema o7 KbpMeL XeHu.

4.7. Edbekmu ebpxy crioco6Hocmma 3a wodhupaHe U paboma ¢ MawuHu
Hama pasnu.

4.8. Hexxenaru niekapcmeeru peakuuu
CTomallHO-UYpeBHN — Hall-yecTaTa CTHUYHa peakums e Buna guapus. Ts e psiaKko
TONKOBA TEXKa, Ye Aa NpegusBuKka npekacBaHe Ha TepanusaTa. [oknaasaqu ca u
KOMUTW, BKMIOYMTENHO  pedku  npuMmepu Ha ncesjomMembpaHo3eH
KOJSIMT.BB3HKKBaNW ca 1 rageHe v nospblUaHe.




CepbxuyBCTBUTENHOCT — HabniwopasaHn ca  anepryHy  peakumn  Kato
MopGunudopmeH 00pyBKY, NPYPUTYC U ypTUKapus. Tesn peakumm obUKHOBEHO
K34e3BaT crej cnepaHe Ha Tepanusita. [oknagsaHn ca peakuui Hanogobssalm
cepymHaTta 6GonecTt (eputema MynTudopme MuHOp, obpuBK W OpYrM KOXHU
APOSIBA CbNpPOBOAEHU C apTput/ apTpaiiug, cbe unu 6e3 Temneparypa.).
JNiumcbapeHonatuaTa W MNPOTEMHYPUsSiTa He ca Yectu, HsaMa LUmpKynupalum
MMYHHW KOMMNNEKCU W HAMa pgadHu 3a nocnenctsus. [loHsikora morat aa
Bb3HUKHAT epuHWYHK  CUMIMOTMM, HO T€ He TpeacTaBngasar peakuus
Hanopgobseala cepymHata DorecT. Peakuvute Hanogobssalin cepymHaTta
Gonect ca OYeBMAHO pe3ynTaT OT CBPbLXYYBCTBUTENHOCT U  OBMKHOBEHO
Bb3HMKBAT MO BpeMe Wiy crnep sTopus (Mnu nocriefeall) Kypc Ha Tepanus ¢
uedaknop. TakmBa peakumy ca goKnagsaHu No-4ecTo Npy geua OTKONKOTO fpw
Bb3pacTHu. [MpusHaumte ¥ cUMITOMMTE OBMKHOBEHO BbL3HMKBAT HAKONKO OHW
crieq 3anousaHe Ha TepanuaTa U ODMKHOBEHO u3YeaBaT crefl HAKONKO AHU OT
NpeKLCBaHeTo Ha Tepanusita. Warnexoa AHTUXUCTAMUHUTE n
KOPTUKOCTEPOWAUTE YCKOPSIBAT OT3ByyaBaHeTo Ha cuHpopoma. He ca
AOKMaABaHy CepuosHn NOCNEOCTBUS.

Psigko ca poknansaHu eputema myntucdopme major (cuHopom Ha CTUBBHC-
IbKOYHC), TOKCUUHa enuaepmanHa Hekponuaa W anadunaxkcusa. AHadunakcuara
MoXe Ja Obfae no-yecta Mpu NauyeHT ¢ aHaMHesa 3a NeHUuUKMnuMHoOBa anepris.
AHadwmnaktomaHuTe nposisu MoraT ga 6bAaT npepctaBeHW KaTo eguHUYHW
CUMMTOMW, BKITIOMUTENHO aHrMoefema, acTeHusi, OTOK (BKITIoYBall nule U
YCTHW), 3a8yX, NapacTesun, CUHKON 1K Basogunarauus.

Paiko cUMnTOMWTE Ha CEBPBLXYYBCTBUTEITHOCT MOrar ga Npoabiikat HAKOMKO
Meceua.

XemaTonormuun — EosuHodunus, nonoxuteneH Tect Ha Coombs w psigxo,
TpombouuTonenusi. TpaHauTopHa nuMdOUWTO3a, JIeBKONEHUsa U pPsagko,
XEeMOSMMTUYHA aHemWsi, annacTudHa aHemusi, arpaHynoumuTosa u obpatuma
HeyTpomneHuss OT KIMHWYHEa 3HauumocT. Bwx JlekapcteBeHu W ppyru
B3aMMOAENCTBS.

UYeproppobun — Psigko ca poknagsaHu fpexogHu XenaTuTh U XonectaTtudHa
XbITEHULA, Neko nokavsaHe croiHoctTuTe Ha CMOT, CITIT unv Ha ankanHata
dhocdrarasa.

Bubpeurn — Paako e Bb3HWKBaN obpatuM MHTepcTMLManeH HepuT, Kakto u
fIeKo MoKayBaHe Ha KPbBHAaTa Ypes unW CepyMHMA KpeaTWhWH Wi NpoMern B
OuOpevHNTE nokasaTenu.

LleuTpanHa HepBHa cucTema -~ [ownageanm ca  pagko  obpaTtuma
XunepakTUBHOCT, Bb30yna, HepBHOCT, BeachHue, OOBLPKaHOCT, XUIEepTOHMSA,
CBETOBBLPTEX, XanoumHaumm 1 COMHONEHTHOCT.

Npyrv — CeHuTaneH NPypuTyc, BarMHuT ¥ BarMHanHa MoHunuasa.
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Jleyenue: MacTpouHTECTUHarNHa ekoHTaMuHaumsa He e Heobxoavma, OCBEH aKko
He e Ouna norbnHarta fosa Lledbaknop 5 mbTH no-ronsgma ot HopMarnHaTa.
JieveHneTo KaTo LSO MOXe Aa ce CbCToM OT nogbpiKalla Tepanus.

5. @apmaKonoryu4Hn gaHHu

5.1. 9apmakoduHamuyHU ceolicmea

Llethakriop e akTMBeH CrPAMO CNeqHUTE MUKPOOPraHuamu in vitro:

Anda n beta XemMonUTUYHN CTPENTOKOKA

CTatuUnokoky, BKMTIOUUTENTHO KOArynaso-no3nTvBHK, Koarynaso-HeratusHu U
MeHMUMNa3onpoayLupalln Lamose

Streptococcus pneumoniae

Streptococcus pyogenes (rpyna A HeTa-XeMOnMTUYHA CTPENTOKOKK)
Branhamella catarrhalis

Escherichia coli

Proteus mirabilis

Klebsiella species

Haemophilus influenzae(ekritouuTtenHo beta nakramasa npogylmpaliy wamose)

Lledpaknop Hsma akTuBHOCT cnipsmo Pseudomonas species unu Acinetobacter
species. MeTUUWINH-PE3UCTEHTHUTE CTAUNOKOKM 1 FIOBEYEeTO  LiaMoBe
eHTepokokn (Hanp. Str.faecalis) ca pesucTeHTHY Ha Ledaknop. Lledaknop He e
aKTMBeH cnpAMo rnoBeyeTo LiamoBe Ha Enterobacter spp., Serratia spp
Morganella morganii, Proteus vulgaris n Providencia rettgeri.

5.2, dapmakokuHemudHU ceolicmea

edaknop ce abcopbupa pobpe npu nepopaneH npuem cren sneHe.
ToTtanHata abcopbuust e HerpoMmeHeHa IpKu HanW4yueTo Ha xpaHa, HO KoraTo ce
npuvemMa ¢ xpaHata, JOoCTurHararta NMUKoBa KOHUEHTpauus € 50-75% oT Tasmu
HabniopgaBasa Npu HaxpaHeHu nauneHT! U 0OUKHOBEHO HaCTBbMBa CbC CEKYHAM
A0 MMRYTU Mo KbcHo.  Chep npuem Ha 250mg, 500mg nig cnen sgeHe cpefHu
MUKOBW TUTAsMeHW KoHUeHTpauun ot 7, 13 u pecnextusHo 23mg/l ca 6unu
pocturHata cneg 30 po 60 muuytn.  Okono 60-85% o7 nekapcTBoTO ce
eKCKpeTMpa HerpoMeHeHo B ypuHaTta A0 8 Jyac, NMUKOBUTE YPUHHU KOHLIEHTpaLum
criea noau ot 250mg, 500mg u 1g ca 6unmn okono 600, 900 u pecneKkTuBHO
1,900mg/L. Tpu nauueHTM © pepyuupana ObbOpeqHa qQyHKUMA, CEpyMHUAT
MONYKMBOT Ha Ledaknop e reko yabikeH. llpu TakuBa ¢ NbljiHa nunca Ha
Bu6peuHa hyHKUUS, NNasMeHUaT NONYKMBOT Ha MHTaKTHaTa Morekyna e 2.3 Ao
2.8 yaca. He ca YCTaHOBEHWU APYrk MbTULLE 3a eKCKpelust Npu nauueHTu c
BUOMMO YBpexdaHe Ha ©GblpedvHaTa dyHKUKs. Xemofuanusata Hamarsisa
nonyxusota ¢ 25 — 30%.

5.3. lpedknuruyHU daHKU 3a 6e3onacHocm
HAMa NPEenKnUMBWMYHK GaHu OT 3HaJyeHWe 3a rnekapsi, kouTo ga ce aobaesar
KbMTOB&, KOETO BeYe € BKNIYeHO B JpyruTe paspenn Ha _”paTaKaTa
XapaKTepucTuKa Ha Npoaykra.




6. dapmaueBTHYHM JaHHU

6.1. Cnuckk Ha NoMoOWHUMe seljecmea U mexHume Kojudyecmea

Leknop 250mg/aml - sucrose 2870.3mg/oml; erythrosine aluminium lake
2.4mg/5ml; methyl cellulose 15 3.0mg/5ml; sodium lauryl sulphate 0.75mg/5ml;
artificial strawberry flavour 15.0mg/5ml; dimethicone 1.0mg/sml; xanthan gum F
7.5mg/5mil; starch modified 10.0mg/5mi;

6.2. QusuKoO-XUMUYHU HeckLeMecmumocmu
He ca n3BecTtHu.

6.3. Cpox Ha 200HOCM
24 meceua.

6.4. Crieuuarnnu ycrnoeusi 3a cbxpaHeHue

MepopanHata cycneHcus: [a ce cbxpaHssBa Npu craliHa Temnepatypa (15-
25€C).

OrnakoBkata ga e sarsopeHa Aobpe m pa ce mnasu oT ceetnuHa. Cnep
pasTBapsiHe cycrneHcusaTa Tpabea Aa ce cbxpaHsBa B XiagunHuk (2-8eC) u aa
ce u3noraka B pamkuTe Ha 14 gHu.

6.5. arnRnu 3a onakoekama
MpoaykTa e HanmbfiHEH B MOMMETUIIEHOBKW LWMLIETa C BUCOKA MITBTHOCT C
BBPTALLA Ce Kanauka, Cbabpxalum 60ml, 75ml vnyu 100mi Liedaxriop.

6.6. lNMpenoptku npu ynompeba
KoraTo pasTeapaHeTO e Hen3bexHo, Cries KaTo cycneHcusita e 6una npuroTeeHa
CBLIIACHO MHCTPYKUMKUTE Ha npoussoanTens Tpsbea pa ce uanonasa cupon BP.

7. Nve 1 agpec Ha npousBoauTens
Eli Lilly ltalia S.p.A.

Via Gramsci, 731/733

Sesto Fiorentino

(Firenze) ltaly

8. CTpaHu, B KOUTO JIEKapCTBEHOTO CPEACTBO € PerucTpupaso
MNpoaoykThT € perucTpupaH B Hag 25 cTpaHu OT Lenns CBAT.




