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1. Ume Ha rekapCcTBeHOTO cpedcTBO ’
Ceclor MR (Ueknop MP) 375mg TabneTku
2. KonuyecTBeH M Ka4ecTBEH CHLCTaB
Besika TabneTka cbabpxKa:
AKTVBHU CbCTaBKU
Cefaclor monihydrate
Equivalent to cefaclor 375.0 mg

3. JlekapcTBeHa thopma
Ceclor MR 375 tablets — coated tablets

4. KnnHn4yHM OgaHHu

4.1, MNMokazanus - JledyeHne Ha MHAEKUUW, NPUMUHEHW OT YYBCTBUTENHW Ha
Ceclor MR mukpoopraHnamu:

- Ocmbp 6poHXUmM U 0bocmpeH XPOHUYEeH BPOHXUM

- [lHesmoruUA

- Cunysumu

- @apureum U moH3unum

- UHgpekuuu Ha Koxama U Mexume mbKaHU

- HeycnoxHeHu uHghekyuu Ha O0fIHUST YPUHapeH mpakm

4.2. [lozupoeka U Ka4uH Ha NpUIo)eHue

Ceclor MR ce npunara nepopanHo u Toll TpsibBa fa ce B3MMma MO BpeMe Ha
xpaHeHe. Ho, fpn npuemare 3aefHO C XpaHaTa, HMBOTO Ha abcopbuua Ha
Ceclor MR ce nokausa (Bux “®apmMakokvHeTuka”). TabneTtkute Tpsabea Oa ce
MPUeMaT Lenu 1 fa He Ce YYNAT, CTPUBaT Ui CAbBKBAT.

lpenopbyBaT ce criegHUTE 003U:

- QapUHIKAT, TOH3UNUT Y MHEKUMK Ha KoXa M Mekn TbkaHu: 375 mg aBa mbn
OHEBHO.

- HeycnoxHenu WHGEKUMM Ha OONHWS ypUHapeH TpakT: 375 mg ABa MbTu
aHeBHo unn 500 mg gea NbTU OHEBHO.

- Bporxutu: 375 mg ABa nbTv gHeBHO unv 500 mg fABa MbTU AHEBHO.

Mo-BUCOKM 1031 moraT Aa 6bAaT HeoBXoAUMK B Criydal Ha no-TEXKU UHMEKLUN

Hanp. MHeBMOHMS, cuHy3nTK (750 mg ABa NbTH OHEBHO).

INpu sieuerne Ha MHgEeKUMK, NPUYKHEHN oT S. pyogenes (rpyna A CTpenToKoKu)

niedeHveTo ¢ Ceclor MR Tpsibea ga npoabmxu go 10 gHn.

4.3. [ipomueorioka3zaHus
Ceclor MR e npoTvBonoKasaH npy nauueHTy ¢ fokasaHa CBPbX4YyBCIBUFEHOCT
KbM LIedaxrnop Wiu Kbm Apyru LedanocnopuHoBy aHTuénotuum, £<- B0 Hasy

4.4, CneyuariHu npomuesofiokalaHusi U creyuarnHu MepKu
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Mpeaun ga ce 3anoune neyenue ¢ Ceclor MR e Heobxogumo BHUMATESTHO
paznuTBaHe HAanM  nauuMeHTa € Mman  npesuiii - peakuuu  Ha
CBPBbXUYYBCTBUTENTHOCT KbM ULedanocrnopyHy, MNeHUMUWIIMHU MAKM Apyru
rieKapcTtBa.

AKO uMa BepOSTHOCT A2 BL3HMKHe anepruyHa peakumsi KM Ceclor MR,
npeKpareTe npueMa Ha JieKkapcTBOTO.

TNleyeHneTo C LUMPOKOCTEKTLPHM aHTMOMOTKLM, BKNountenHo ¢ Ceclor MR,
NpoMeHsi HopMaiHaTa uYpeBHa riopa u npeausBuKBa MOKavBaHe Ha
korimyectsoto Ha clostridia. PasmuyHv npoyysaHus codart, 4e TOKCUHa
nponseexnan ot Clostridium difficile € ocHoBeH npudmMHUTen Ha TeXxa Avapus,
cBbp3aHa ¢ aHTMOMOTUYHA Tepanuns, BKITIOUNTENHO NcesaAomMmemMbpaHoseH KonuT.
ETo 3alllo e BaxKHO Aa ce MMa npeaBuf, Tasy gruarHosa npy nauueHTy, npy KouTo
uMa Auapusi no Bpeme Ha aHTvMbuoTiyHaTa Tepanus.

Mo epeme Ha nevenneto ¢ Ceclor MR, kakto v B cnydaute ¢ APy
aHTUBKOTULIM, BEPOSITHOCTTA OT Bb3HUKBAHE Ha cynupuHdeKkuns, npuumHeHa ot
pEe3NCTEHTHM MUKPOOpraHuamun, Tpsbsa fa ce uma npegsup, W B Tesn crydau
TpsbBa fja ce B3emMaT HeobXxoauMUTe MEepKN.

Yrnotpeba npu Aeua: EdekTMBHOCTTa 1 MOHOCUMOCTTa He ca Bunu uscnepsaniu
npu geua.

Yriotpeba npu xopa B HanpedHana Bbapact: Kopekuns Ha gosata Ha Ceclor MR
fpy Xopa B HalpefHarna Bb3pact ¢ HopmanHa 6uOpevHa dyHKums.

Cefaclor Tpatsa fia ce npunara ¢ BAMMaHne Npy Hanuyue Ha KNHUYHO U3fiBeHa
6LOpeuHa HeJOCTaTEYHOCT. Thil KaTo NOMYXUBOTLT Ha cefaclor npu anypus e
2.3 po 2.8 yaca, obMKHOBEHO HEe ce Hamara Kopekuus Ha gosara npi nalueHTu ¢
ymMepeHo [10 Texko GbbpeyHo yBpexaaHe. Knuunuhust onut ¢ cefaclor npu tesn
criyyau € orpaHuyeH, nopaay KoeTo € HeoOXoAuMo [ia Ce HanpasBAT BHUMATETHO
KINWHWYEH nperneq n nabopatopHi nscnegpaHus.

4.5. llekapcmeeHu u dpyau e3aunmodelicmeust

HusoTo Ha abcopbuus Ha Ceclor MR HamansiBa, ako aHTuaumnaeH MeauKamMeHT,
ChAbPXKALL MarHe3weB XMAPOOKUC MM anyMUHNEB XWAPOOKUG ObAe npueT eauH
yac OT npuema Ha aHTMbuoTuka, Bbhpekn ye H2-Orokepute He NOBIUSBAT
CKOpOCTTa Wi HUBOTO Ha abcopbums Ha Ceclor MR.

Kakto B cnyyas ¢ GeTa-nakramHute aHTMbnoTtuum, 6GbbpeyHara ekckpeuus Ha
Ceclor (1 otam Ha Ceclor MR) ce nHxubupa oT npunoxeruneTo Ha npobeHuuma.
Mo Bpeme Ha nedeHmeTo c cefaclor ca OunMM yCTaHOBEHU NONOXUTENHK
pesynTaTu Ha aupekTtHus TecT Ha Coombs.

daniuvBo NONOXWTENHW pe3ynTaTh 3a [fioKosa B ypuHata morar Aa Bb3HUKHAT
¢ pasteopute Ha Benedict u Fehling wnu npu Tecta ¢ Tabnetkn Ha xeneseH
cyndpar.

He ca Habniogasanu Apyrv CUrHUUKEHTHU NeKapCcTBeHn Bsawmop,e"'étsws\uo
BpeMe Ha KIMHUYHUTE NPOYUBaHMS. B4y ﬁ‘\\\\
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4.6. BpemenHocm U KbpMeHe

HE ca NpoBeXAaHu creuuduyHK, A00pe KOHTPOonUpaHy wuacnepBaHus npu
BpemeHHN XeHu. Thbil KaTo penpopyKTUBHMTE MPOy4YBaHusi MpW XUBOTHA HE
BMHArM ca MHAWKATOPW Ha OTroBopa Mpu Xopa, TOBa nexkapcTBo TpsibBa fa ce
npunara no Bpeme Ha OpeMeHHOCT camMo npy abconioTHa HeobX0oUMOGT.
EdekrbT Ha Ceclor MR no Bpeme Ha paxaaHe He e MpoydBaH, €70 3ailo
riexapcTBOTO TpsbBa Aa ce usNon3sa caMo B crydallk Ha YCTaHOBEHa
HeobXoAUMOCT.

He ca npasenn npoy4Banus ¢ cefaclor n cefaclor MR npu kbpmauky, Ho cefacior
ce eKCKpeTupa B YOBELUKOTa MRAKO criefd MpUroXeHue Ha eOUHWYHW LO3W OT
500mg. CpegHute HuBa ca 6unu 0.18, 0.20, 0.21 v 0.16 pg Ha 2, 3, 4
pecriekTueHo Ha 5 yac. Cneau ca Gunu oTkpuTK Ha 1 vac. Tl KaTo edekTeT
ApY KbpMadeTa e HensBEeCTeH, HeobXoaMmMo e BHUMaHue , korato cefaclor unm
cefaclor MR ce npunarat npu KbpMeLLUn XXeHu.

4.7. Echexmu ebpxy criocobHocmima 3a uiogpupare u paboma ¢ Mawunu
Ceclor MR He nosfnusiBa criocobHoCTMTE Ha nauweHTa Aa Lodupa unm nbk
HeroBuTe/ HeliHnTe cnocoBHocT fa paboTu ¢ MaluMHK.

4.8. Hexenanu nekapcmeeru peakyuu

Mo Bpeme Ha KNMMHMYHW nNpoyvBaHusi ca HabfojaBaHu Marnko chyyau Ha
HEXENaHW CTPaHWUHW peakuuu crieg nepoparned npuem Ha Ceclor MR
(MPOLEHTBLT Ha UHUMAEHTV OOWKHOBEHO @ Mo-MasbK OT 1%) 1 MOBEYETO OT TAX
ca BbunK ¢ feK unu NpexoaeH xapakrep.

CmoMauiHO-YpeeHU CUMIMMOoMU: Buapus, rafjiere, NoBpbLlade unvm QUChENcus.

AnepaudHu cumnmomu; JoknaasaHn ca KoxeH obpus, ypTukapus u cepbex. o
BpeMe Ha KOHTPORMpaHU KNWHWYHM mpoyusaHusi obxsawaum 3 272 nauveHta
niexysanu ¢ Ceclor MR, ca foknaggaHy peakuun nogobHu Ha cepymHara dornect
(0.03%). XapakTepusupanu ca ce C NosiBa Ha eputema MynTuopMe, KOXeH
oOpuB W APYri KOXHYM CUMATOMW, 3@€fHO C apTpuT/ apTpanms cbe win bes
Temneparypa. Tesv CUMTOMN BB3HUKBAT MHOTO MO-4ecTo fo Bpeme Wnu crieq
neuyebHna uUmken ¢ Ceclor MR v Te ca no-4ectut nNpu gela, OTKOMKOTO MNpu
BbapacTHu. [lpusHaumtTe U cumnTomMmmTe OOMKHOBEHO Bb3HUKBAT HAKONKO AHN
cref, 3arnouvBaHe Ha NEYSHMETO W K3Ye3BaT HAKOMKO AHW Chej CnupaHe Ha
nevYeHneaTo. AHTUXVCTEMUHUTE 7 KOPTUKOCTEpONANTE nognomarar
BBb3CTAaHOBABAHETO. He ca HabniofaBaH Cepro3HU YCHOXHEHUs.

JlumebHa U YUPKynamopHa cucmema. eo3nHopuins.

Ypo-zeHumanra cucmema: BaryHarnia KaHauanasa v BarnkuT.
HabnogasaHn ca CbLUO CrHERHMTE HEeXenaHu NeKapcTBeHW peakumv npu
nauuenTy nekysaHn ¢ Ceclor MR, BbNpeku 4Ye TAXHaTa Bpb3ka C NCKa]

He e ycTaHoBeHa: rnaBoborne, CBETOBLPTEX, 3aMastHOCT, NPEXoIK
Ha TpaHCaMUHA3WUTEe W HMBaTa Ha ankanHus docdar, npexopHs




a30TEeMUATa Y KpeaTUHMHEMWATE, N NpexofHa TPOMOOUMTONEHNS, SIEBKONEHUS,
NMQOoUNTO3a, HEYTPOINEHUsi U OTKIMOHEHNUA B U3CredBanuATa Ha ypuHaTa.
lMoHsikora e HabrogaBaHo cnegHOTO NpW MNauueHTU NekyBaHu ¢ uedakriop:
epuTema myntudopme, TemnepaTtypa, aHadunakcua (no-vecta npeu nauveHTu
C MMHana adamHesa 3a arneprus KoM NEeHULWIMH), cuBapom Ha Stevens-
Johnson, nonoxuteneH pesyntaTt Ha AupekTHusa TecT Ha Coomb, reHutaneH
cbpbex, enuaepmaniHa TOKCUYHAa HEKpornaa, obpaTM UHTECTUHANEH HedpwT,
MPOMEeHN BbB (DYHKUMOHMPAHETO Ha 4epHMsi [poD, BKOUUTENIHO XonecTasa,
MIOKOYBaHE Ha NpoTPOMOVMHOBOTO BpEeMe Npu NalMeHTK, nonyyasalm Ledaknop
W BapdapuH Mo €[HO U Cblio Bpeme, obpatuma XWMHepaKTMBHOCT, HEePBHOCT,
Oe3cbHUE, CLCTOSIHME Ha O0DBbpKaHOCT, XUNEpPTOHWA, arnnacTudHa aHeMus,
arpaHynounuTosa ¥ XeMonuTUYHa aHemus,

LlupokocnekTbpHata  aHTubuoTudHa - Tepanus MOXE &  npoMeHwu
WHTECTUHalHaTa bakrepwanda ropa, W MOXEe [OoHAKora na posefe .o
CUMNOTOMM Ha ncesgoMembpaHo3eH KonuT.

AHadurakrongHUTe peakumu morat fa ¢e nposisaT ¢ M30onMpaHu CUMNTOMA,
BKIMIOYBALLYM AHIMOSHEM, acTeHusl, oTOK (KaKTo Ha MMLIETO Taka W Ha Kpakarta),
AMCIHest, napecTesns, CUHKOMN W BasoaunaTauns.

4.9. lipedosupaHe

[MpusHauy 1 CMMOTOMW: TOKCUYHUTE CUMATOMU B pe3ynTaTt Ha npefosupaHe Ha
Ceclor MR moraT fa BinioyBaT rajeHe, nospbiiaHe, npobriemu B obnacita Ha
enuracTpyuyma u guapus.

Nevyenue: Hapeh, ¢ 06UMaHOTO IeveHne, KOeTo MoXe bu ule e Heobxoaumo,
uHTecTMHanHaTa abcopbuua moxe pa 6bge HamaneHa M[OCPEACTBOM
MPeAn3BUKaHo NOBPbLUAHE, cToMalUHa NMPOMUBKa 1 NpMema Ha akTUBEH BbiTieH.
dopcuparHaTta Auypesa, nepuToHeanHaTa Juanusa, Xemoauanusarta Uniu
XemonepdysuaTa He ca Aokasany edekTn sa yckopsBaHe enuMUHWPaHeTo Ha
Ceclor MR.

5. dapMaxKonormyHu gaHHu

5.1. ®apmakoOuHamMuyHU ceoiicmea
Ceclor MR ocbluecTBsiBa cBoeTo BakTepuungHo fefcteue 4pes CBbp3BaHe C
JKM3HEHO BaXKHU crielmdudHN npoTenHn Ha BakrepuanHarta cTeHa, BKIo4Ballo
MHXMOUpaHe Ha CUHTe3aTa Ha DaKkTepuanHara cTeHa.

In vitro, Ceclor MR nposiBsiBa LUMpOKOCTIEKTEPHA aHTubakreprarniia akTMBHOCT.
Tol e akTuBeH cripamo Staphylococci (BKAOYMTENHO NexsMuMnaso-npoayumpain
wamoBe Ha S.aureus), Streptococcus, Haemophilus sp., Moraxella
(branhamelia) catarrhalis (sxmiounTenHo GeTa-nakram NpoAyLMpaLLyM LamoBe) 1
CrpSMO MoBEYETO OT obudaitto nsonupaxuTe Mpam-HeratneHn daumnm.

Serratia sp., Pseudomonas sp., Acinetobacter calcoaceticus, uHRON-NO3SNTUBEH
Proteus, enterococci © METULMIUH-PE3NUCTEHTHI CTadUIIoKoKy 0OMKHOBEHO ca
peancTteHTHU in vitro Ha Ceclor MR.

5.2. @apmaKoKuHemuYHU ceolicmea
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Ceclor MR ce abcopbupa fobpe npu nepoparneH npuem; Toi Tpabea aa ObAe
B3UMaH RO BpeMe Ha XpaHeHe, BbAPEKW Ye XpaHata MoXe fa ysenuuu
cuctemHaTta buonanuurocT. Korato Ceclor MR ce npueme eguH yac npegu wunu
crep sAeHe, HeroBata OumoHamuuHocT € paeHa Ha 91-94% B cpasHeHue ¢
Ceclor.

Crien npunaraHe Ha npaaeH cToMax, HerosaTta BuoHanyuHocT € Buna paBHa Ha
77% B cpasHeHve ¢ Tasu Ha Ceclor 1 cpeHUTE NO-HUCKM KP'bBHU HuBa (21-34%)
ca 6unn pocturHaty 45-60 MUHYTA No-paHo.

EHOBPEMEHHOTO HpUOXeHne Ha H2 GRokepy He MOBMUsIBA CKOPOCTTa UM
npogblbkuTenHocTTa Ha abecopbuus.

Hokato aHnTMauupute, CbhAbPXally MarHesueB XuApPoOoKUC WK anymMusvMeB
XUOPOOKUC, MpUeTH B paMKuTe Ha eguH 4ac oT npuema Ha Ceclor MR ke
NPOMEHAT cKkopocTTa Ha abcopbums, To Te npoBokupaT 17% HamansiBaHe Ha
BuoHarnn4HocTTa.

Mpw npunarade Ha gosu oT 375mg 1 750mg npy nauneHTU Ha MbfieH cTOMaX,
cnen, 2.5-3 yaca, ca BUNK ycTaHoBeHN cpefnn KpbBHI Huea oT 4,11mg/ml. He e
HabnogaBaHo akymynupaHe fpy NpurioXeHue ABa NbTY AHEBHO.

Mpu 3apaBu pJobpoBonuX BPEMETO Ha MONYXMBOT, HE3ABUCUMO OT
riekapcTBeHaTa opma, e NpubrivsutenHo eanH Jyac.

Mpy naumeHT B HanpeAHana Bb3pacT (Bb3pact Hag 65 roauHu) ¢ HopmaiiHa
KpeaTUHeMMsl, MOBEYETO enesaLn Ha KpbBHWTE HuBa M no ronsam AUC ca B
nesynTaT Ha rNeka peaykuns Ha 6bopedHaTa (yHKUNsS W HAMAaT HSAKaKBO BUAMMO
KMUHMYHO 3Hadenme. ETo 3alo, npy nauveHT B HanpefHarna Bb3pact ¢
HopmanHa 6bbpeyHa dyHKLWS, He ca HeoDXOAUMK NMPOMEHN Ha [03UTE Ha TOBa
fieKapcTBO.

Hsawma gann Ceclor MR na ce metabonusupa B YOBELLKUA oprasnabm.

5.3. Mpedknuruynu GaHHU 3a 6be3onacHacm

MpepxnuHnyHK npoyysaHus ¢ Ceclor MR ca npoeexiady npy MULLKK , NITbXOBE,
MOPCKUN CBMH4YETA U KyyeTa.

He ca ycTtaHoBeHn KakTo 3HaunMTenHu diapmakonorniin edekm cries npuemaHe
Ha MHOTOKPAaTHM 03K, [ianey No-BUCOKK OT TEpaneBTUMHUTE A403K, Taka 1 “[o30-
cBbp3ani” NpoMeHu B NOBEACHWUETO, TemnepatypaTta Unu BbB (PyHKUMUTE Ha
HepBHaTa cucTema.

He ca Habriogasasi MyTareHHW, TepaToreHHY I penpoayKiiBHA eekTu.

6. @apmaueBTUYHN AaHHU

6.1. Cnuchk Ha MOMOWHUMEe geuiecmeaa U mexHume Koaudecmea

Ceclor MR 375mg

Bcaka tabneTka Ledaknop chabpxa CnefHUTE NOMOLLUKHN BELCTBE!

(@) Mannitol 30.0 mg, (b) methylhydroxypropyicellulose 81.7 mg, (c)
hydroxypropycellulose 14.3 mg, (d) methacrylic acid copolymer (type C) 5.7
mg, (e) stearic acid 3.8 mg, (f) magnesium stearate 2.3 mg, (g) blue colorant
mixture 15.4 mg u (h) propylene glyco! 2.6 mg.

Tesn NoMOLWHN BELUECTBa ca BKIYeH KaTo:

(a) disaggregator u diluent, (b) ligand u retarder, (c) ligand, (d) entejig’
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(e) n (f) lubricators, {g) colorant u film-producer, (h) elastizer.

6.2. dusuko-xumMuUYHU HeCchLaMecmumocmuy
He ca Ku3BeCTHI.

6.3. Cpox Ha 2odHOCM

3 roanHn

CpoKbT Ha TrogHOCT ce OTHacsd [0 NpojyKTa B Heroesara opurMHanda,
3anevyaraHa onaKoBKa, NPaBUITHO CbXpaHsiBaH Ha cTaillHa Temnepartypa (Mo
marnko ot 30°C).

6.4. Cneuuannu ycrnogus 3a cbxpaHeHUe
Hsima.

6.5. HaHHU 3a onakoeKkama
Ceclor MR o1 375 mg e onakoBaH B 6nuctepu no 10 tabrieTku.

6.6. lipenopsku npu ynompeba

Ceclor MR ce npvema nepopanHo v TpsbBa ga Obfle B3eT Mo Bpeme Ha
xpaHeHe. TabneTkuTe Tps6Ba fAa ce npuemart Lenn 1 fa He ce uynsAT, cMavkeat
UK cTpuBar.

7. ime v apgpec Ha NpPoN3BOAUTESIA
Eli Lilly ltalia S.p.A.

Via Gramsci, 731/733

Sesto Fiorentino

(Firenze) ltaly

8. Marketing authorisation holder
Eli Lilly Export S.A.

16 Chemin des coquelicots

P.O. Box 580

CH-1214 Vernier

Geneve

Switzerland




