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1. Uve Ha nekapcTBEHOTO CPEeRCTBO:
CEC 250
MEK/

2. KonuyecTBeH M KayecTBEH CHLCTaB:

BUHACTERLTO: Ha SPABEONASBAHETO
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1 edpepBecleHTHa TabrneTka cbabpxa: 262,24 mg cefaclor 1 H,O

cboTBETCTBALY Ha 250 mg cefaclor

3. llekapereeHa dopma:
EdepsecueHTHN TabneTku

4, KnuHnYyHu gaHHu:
4.1. lNMokasanus:

Mpunara ce 3a NeuyeHne Ha OCTPU U XPOHMYHO 0DOCTPEHY MHMEKLUM C pasnyHa
CTENEH Ha TEXECT, KOUTO ca npuunHenn ot cefaclor-uyscTBuTenHn BakTepun u
3abonsBaHuATa Ca NOAXOAsLUM 3a nepopariHa Tepanus.

3a rneyeHne ca nokasaxy cnegHuTe NHMeKLINK:
- Ha ropHuTe 1 gonHW guxartendi nbTuilla

- Ha YLLK, HOC U I'bPIio - KATO OTUTUC MEANa, CUHY3UT, TOH3UNNUT 1 DapuHIuT

- Ha DBbOpeuuTe W AOAHUTE NIUKOYHU MbTULLA

- Ha KOXa, MEKY ThKaHW
- FoHopea

4.2, lo3UpoBKa U HAYWH Ha NMpURoOXeHWe:

BwapacmHu u deuya Had 10 z0duru:

CraHgaptHaTa posuposka e 500 mg cefaclor 3 nbTu gHesHo.

Nosata moxe fa 6bge yaBoeHa Mpu TeXKY uHcekumun (KaTto NMHeBMOHUS) UMK
MHbEKUMN, NPUYUHEHN OT NO-Mariko YyBCTBUTENHN BakTepun.

B oThenHy cilyyan BbapacTHU ca Nomyyunsi 4o3u A0 4 g AHeBHO, kouTo ca bunu
noHecenu fobpe. Tasu go3a He Tpsibea Aa 6bhe HafgBULLaBana.

Mpu neku uHdekumn Kato MHGEKUMN Ha JONHWTE NMUKOYHN MThThE, npoTuyallu
6e3 ycroXxHeHus, € oCTaThYHa gosupoeka oT 250 mg cefaclor 3 kT AHEBHO.
Joznpoeka oT 3 g cefaclor, komGuHupaHa ¢ 1 g probenecid ce npeanucea npu
NEYEeHne Ha OCTHLP TOHOPEEH YPETPUT NPU MBXKE U KEeHW.

Heua om 6 6o 10 200uru:

Obuuannata nosnposka e 250 mg cefaclor 3 bTY AHEBHO.
Mpy Texkn MHMEKUMKN, OTUTUC Meama Wi NHeKuuy, NpUiNHEeHW OT TNo-Marnko
yyBcTBMTENHN GakTepunm e Heobxoguma posa or 250 mg cefaclor 4 by

JHEBHO.

OTutnc mena moxe fa obae Tpetupar ¢ 500 mg cefaclor 2 mbTy AHEBHO.
MNMpw nexkn uHndekumn, kKato UHMOEKLUKM Ha JONHUTE NUKOYHU MbTULLE, NMpoTuHaty
Bes ycrnoxHeHus, e goctateyHa gosa ot 250 mg cefacior 2 nbTh AHEBHO.

eob-



Heua nod 6 200uHu;

AKO Hsma [Apyro npegnucaHue, ce npunara gosvposka ot 30 mg cefaclor/kg
TENecHo Terfo/gex, pasgeneHa Ha 3 oTaenHn npuema.

B cnyuyai Ha TEeXKN UHMEKLMK, OTUTUC MeLWa U NHMEKLUNK, NTPUYNHEHN OT No-
Marko YyBCTBMTEIHM NaToreHu, ce npenopbyBa gosa oT 40 go 50 mg
cefaclor/kg TenecHo Terno/gen npn makcumanHo 1 g cefaclor gHesHoO.

B cnyuail Ha oTuTuC Megma, obujaTa aHeBHa [o3a Moxe aa Ovbae hpveta B 2
oToenHy npuema rnpes 12 uvaca. lMpu nekn vHEKUMM, KaTO WHMEKUMN Ha
JONHUTE MNUKOYHM MbTULLE, TpoTudalin 6e3 ycnowHeHus, € [ocTarTb4Ha
Josnposka ot 20 mg cefaclor/kg TenecHo Terno/aeH, npueta B 2-3 OTAENHU
npuema Ha Bcekn 8 unu 12 vyaca.

Jo3suposka npu nayuesmy ¢ HapyuieHa bbbpeyHa yHkuuS:

Cefaclor moxe fa ce npuema v Npy nauueHT™ ¢ HapyweHa ubpeyta (yHKUMS,
Ges ga ce Hanara npoMsHa Ha fosara.

XemoguanusaTa ckbCsiBa CepyMHUs nosy-xusoT ¢ 25-30 %. 3a nauneHTn, KouTo
ca Ha HenpekbCcHaTa Xemoguanwia, npeau pguanusa Tpsibsa fna Obge
npunoxeHa HavanHa gosa ot 250 mg o 1 g. lNMoagbpxawata Aosa, npueTa
nMpes BpemMeTo MeXgy ABe Auanusu e cbliata, KaTo ropecromeHarata
£03MpOoBKa.

Hayun u npodbimxumernHocm Ha NpunoxeHue:

EdepseclietTHute Tabnietkn Tpsbsa ga ce pasTBoOpsAT B yawa ¢ 3-4 cyn.JibX.
BOMa, fja ce OCTaBAT f1a ce pasTBopAT fobpe u Aa ce usnusaTt HesabasHo. Crien
TOBa c& NpenopbYBa Aa C& U3NKe OTHOBO U3BECTHO KONKYECTBO BoAa.,

CEC wmoxe pga ce npuema no Bpeme Ha XpaHeHe, 6e3 pga ce Hapyllasa
abcopbunsTa my.

Kato npaeuno cefaclor tpsi6sa na ce npuema 7-10 gHn - Hail-manko 2-3 aHu
cniep us4essaHe cumMnToMuTe Ha 3abonsiBaHeTo.

3a neueHue Ha CUHY3UT U KHpeKkUMM ¢ BEeTa-XeMONUTUYHK CTPENTOKOKN Ce
npenopbyBa NPOabLMKUTENHOCT Ha TepanusiTa Har-manko 10 gHu.

MepopanHoTo npunoXeHue Ha cefaclior He e NOAXOASLLO MPY NZLMEHTU C TEXKY
racTpouHTecTuHanyn sabonsisaHus, NPUAPY)XEHW C AOBPBLIaHe U Auapua, Tbil
KaTo He e rapaHTupaHda ageksaTHa abcopOuns.

4.3. lNpoTuBONOKa3aHUA:

Cefaclor He Tpsbsa fna ce npunara npu cfydayu Ha M3BecTHa aneprusi KbM
cefaclor, KbM apyru HedanocnopUHN UMY KbM HSIKOE OT MOMOLUHNTE BellecTsa B
CbCTaBa Ha npenapara.

4.4, CrieuMankn NMPOTUBONOKAa3aHUS ¥ crielMariii npeaynpexaeHus 3a
ynotpeba; ,

Mpwn cnyvanm Ha W3BECTHa CBPBLXYYBCTBUTENMHOCT KbM NEHULMINHE MoXe fa

BBb3HUKHE KpbCTOCaHa aneprisa U xem CEC.

Cefaclor Tpatea ga ce npunara MHOTO BHUMATENHO MpyY NauueHTU ¢ U3ABEHU

anepruy wnn bBpoHxuanHa acTma.




4.5. lNlekapcTBEHU U APYI B3auMOLEeCTBUS:

AHTnbnoTtunn

Cefaclor He Tpabea pa ce KkomOuHupa ¢ GakTepuocTaTU4HO-ACSKCTBALLM
nekapcrea (Hanp. xrfiopamdeHukon, epuTpoOMKULWH,  cysiboHamugn  Unu
TETpauUMKnUHK), Thil KaTo MeXAy TAX CbLeCTBYBa WM3BECTEeH aHTaroHW3bM Mo
OTHOLUEHNE Ha aHTUDaKTepuanHna edekT.

Fpn komBuxupaHe Ha cefaclor 1 aMUHOIMMKO3UAN eDEKTBT € CUHEPTUYEH.

AHTUKOArynaHy

Mpu naumweHtn, konto ca nonyvunu cefaclor sagnHO ¢ aHTUKOarynaHTu OT
KyMapnHOB TUM, ca CbOOLUEHN OTAENHN cny4Yan Ha YAbIDKEeHO NpoTpoMBnHOBO
Bpeme ¢ unu bes kbpeeHe. [lpn Tesn bonHun Tpsbsa fna Gbaat npocnegeHn
KoaryrnaumMoHHMUTE napameTpi.

Mpobeneunn
JomeNHUTENHOTO MNpUoXeHne Ha npobeHeuws JoBeXda OO NO-BUCOKW U Nno-

ApoabITKATENHY KOHLUEHTpawmn Ha cefaclor B kpbBTa nopagy -nHxubupaHe Ha
bvOpeyHaTa ekcKkpeLums.

Brinanve Bbpxy pesyntaute oT nabopaTopHuTe Teciose

HeeHsumHUTE METOOM HA OnpedensHe Ha 3axap W NpoTenHW B ypuHatTa morar
fa fafaT rpeLiHn nonoXxwTenuy pesyntatu. [opagy 1asn npuynHa ro Bpeme Ha
TepanusaTta ¢ cefaclor e Heobxogumo eHaMHO onpefensaHe Ha 3axap B ypuHaTa.

4.6. BpemeHHOCT U KbpMeHe:

Habnioperns npu OpemeHHi eHn He ca yCTaHOBUIW JaHHW 3a YBpeXxaaHe Ha
nnoga. lpoyyBanns Mnpu XMBOTHM He ca Jokasann emMOpro-peToTOKCHMYHU
edekTu.

HesaBucyMo OT ToBa, NO Bpeme Ha OpemeHHOCT U ocobeHo npes nbpBUTe 3
mMecetia cefaclor TpsIbsa ga ce npvema npu CTPOro NpeLeHeHn NoKasaHns.

Tosa ce oTHacs CbLUO U 3a NPUNOKEHUETO MY MO BpeMe Ha KbpMeHe, Tbil KaTo
cefaclor moxe Aa npemuHe B Mait4MHOTO MASIKO B M3Mepumi Konuuectsa. lpu
KbpMmayeta He Morat fa 6baarT  USKAYEeHW APosiBYM  Ha  rosulleHa
UYBCTBUTENHOCT, ANapus 1 KONIOHK3aLWs Ha MyKko3aTa ¢ DracToMuLeTw.

A.7. EdhexTn BBpXY criocoBHOCTTa 32 wodupaHe U paboTa ¢ MalinuHu:
o cera He ca useecTHU edekTi BbpXY cnocobHocTTa 3a Wwodmrpatde un pabota ¢
MaLIMHW.

4.8. HexxenaHn NeKkapcTBeHU peaKkumu:

KptB 1 KDBEHW KINETKN

B pepoku cnyvan e 6una nabniopaBana obpaTvuMa arpanynouurtosa. [lpn
oroenHn BonHu ca GUNKU YCTaHOBEHW NPOMEHU B OpOsi Ha KPbBHUTE KIETKU
(eo3nHOunuA, neBkoneHusi, nMMMOUNTO3a, TPOMBOUMUTOREHUS U PAAKO
HEeYTPOLMTONEHUA U XeMonuTU4Ha aHemust). Tesn npomMeHn ca obparnmu.




[[acTROMHTECTMHANEH TRaKT

Psigko morat ga ce HabmoaasaT onfnakBaHus kaTo nunca Ha aneTuT, Oofikn B
Kopema, puapms, MOoBpbliaHe, TEXeCT B CToMaxa, rageHe unu pefku
usnpaxHenusi. Te ca neky M oBUKHOBEHO OT3BYy4aBaT 110 BpEME Ha TepanuaTa
Wnu cien npeKeCBaHeTo u.

Mpu naunenTn, npruematuy cefaclor, ca Gunn HabniogaBaHn OTAEMNHW Criydyaun Ha
rnceBgomMemMOpaHeH €eHTEPOKONWUT, wu3uckeaw] HesabaBHO redenue (Hanp.
BaHKOMULIMH, NpuUeT nepopanHo, 250 mg 4 nuTn gHeBHO). AKO ce Habnogasa
TEXKa, NPOLbIDKUTENHa Ouapus N0 BpeMe WK crieg TepanusaTta, gvarHosara
ficeBgomMeMpaHeH konut Tpabsa ga ce NoTBbpAY.

IpoTMBONOKa3aHu ca fneKapcTBa, NogTUCKaLIN NepucTanTukaTa.

YUepen Opob u xarbuka

B penkn crnyyau B cepyma mMoxe Aa ce Habrogasa obpatuMmo yBenuyasaHe Ha
yepHoapoOHUTE eH3nMK (TpaHcaMuHasan, ankanHa gocgarasa).

CrobleHn ca oTaenHM cnyyau Ha YBpexAaHe Ha JepHogpobHWTE KIeTKW
(xenaTnT) 1 XonecTasa ¢ UKTepyc.

HepsHa cuctema
B pezku criyyau ca 6unu cbobLUeHN BpeMeHHU XarioUnHaLlmKn, XMnepakTusHoCT,
HepBHOCT, 6e3ChHUE NNK CHLHNBOCT, 3aMaliBaHe I CMYTEHO NnoBeaeHue,

Bubpeun
B pepim criysaym moxe ga ce Habniogaea uwHTepcTMumaneH HedpuTt, KOWTo

OT3By4YaBa crnef kpas Ha TepanusaTa. Cblluo Taka e ouno HabnogaeaHo cnabo
yBenuyaBaHe Ha KpbBHaTa YPes WM KpeaTWHWH, KaKTO W OTAENHW cliydan Ha
NPOTENHYPWS.

Peakumy Ha CBPBbX4YBCTBUTENHOCT

Bb3aMOXHU ca anepru4Hi KOXHW peakuuu (Hanp. 3avyepBsABaHe Ha Koxarta ©
ycewaHe 3a napene (sauepBABaHe), Ccbpbex, ypTuKapuiiHa eK3aHTema,
Makyronanysosa, mopbununogotHa eksaHTeMa).

Odpym cUMITOMU Ha peaxkuuy Ha CBPbXYYBCTBUTENHOCT MOFaT Aa ce u3pasar ¢
eosnHodunus, nosutueeH Coombs test, (aHrmoHeBpoTUyEH) egeM, nekapcrseHa
TPpecKa, KakTo 1 BaruHUT.

Croblienn ca dunu cbllo cnydanm ¢ rposieu, nofobHM Ha cepymHa Gonect
(MynTUhopMEHa epUTEMa UMY rope-crioMeHaTUTe KOXHKU peakuny, NMpuapy»KeHn
CbhC CTaBHW CUMMATOMK W TOBULUEHa TemnepaTtypa). 3a pasnuka o7 cepymHara
Bonect, numdaneHonaTMa M NpoTenHypus ce HabnogaBaT camo B OTAESMHM
criysan. He ca oTKpuTy LMpKyRupaLwly aHituTena.

Tesn aneprudHn peaxumn obukHoBeHO ce HabmogaeBaT Nno Bpeme wunu cnepq
IOBTOPHO AeveHue ¢ cefaclor (no-4ecTo npu gela, OTKONKOTO NpY BL3PacTHU) U
M34e3BaT HAKOIKO AHU Crief NpeKbCBaHe Ha NeYeHUeTo.

Crnepg nepopanHo npunoXxeHue Ha uedarnocnopuHy 1 3HaUMTENHO NO-PSOKo
Cref, MHTPaBEHO3HO WA UMHTPaMyCKYNHO npunoxeHue ca 6unu Habmopnasann
peakuum Ha CBPBXYYBCTBUTEMNHOCT € pPasnuyHy CTENEeHW Ha TeXecT - [0




aHaunaKTndeH LWOK. TexKu oCTpy peakiuin Ha CBPBbXYYBCTBUTENHOCT MOraTt aa
Obgar maHudecTupaHu CbC:  CchnafgaHe Ha  KPbBHOTO  HamnsiraHe fo
XMWBOTO3acTpallaBall] oK, haumanHa eaema, Taxukapaus, OToK Ha JlapuHKea
CbhGC CNasbM, AMCIHES, OTOK Ha e3uka. B HsKom cnyyan Tesu peakuun Bb3HUKBAT
crieq; MbpBOTO TPURAOXKEHWE Ha aHTWOMoTMKa M Tpu TAX e Heobxopuma
He3zabasHa nekapcka NoMoLL.

Mo eBpeme Ha neuenme c cefaclor ca HabnpgaBaHk pegky criydan Ha TEXKW
KOXHM MPOMEHN, NMPOTUYAIUM C XKMBOTO3acTpallapaluy obwm peakuun (kaTto
cuHgpom Ha Steven-Johnson, ekconmaTBeH gepmatuT, culapom Ha Lyell), Ho
pocera He e buna gokasaHa CUTypHa Bpb3Kka C NPOBEXAAHOTO fIeYeHMe.
[MauenTsT TPSOBA Aa ObAEe WUHCTPYKTUPaH, Ye Mpu Bb3HWKBaHE Ha arnepruyHu
peakLmn e HeobxoauMo Hal-Hanpen Aa Obhae npekecHaT cefaclor u cnepn ToBa
na 6bAe noTbpceHa KOHCYNTauus ¢ siekap.

Lpyr HexenaHu JieKkapcTBeHn peakuuy

B otgenHu cnyyau e buno HabnogasaHo BPEMEHHO ToBUILaBaHe Ha KPbLBHOTO
Hansarase. [poabrpKMTENHO UKW NOBTOPHO MpUNOXKEHWe Ha cefaclor Moxe fa
posepe 0o cynepuH@eKUnsa M KOMoHW3auus ¢ PesUCTEHTHW MUKPOOPTaHU3Mu
uriv GnacTomMuLeTH.

4.9. lNpeposnpane:

Cumnimomu Ha rpedosupaHe:

Cefaclor uma Hucka TOKCUYHOCT. [opn U BUCOKW [O3M, NMPUIIGKEHW 3a no-
MpoabIPKUTENEH NEPUOA OT BpemMe, ca bunu noHeceHn aobpe. He ca cbobLienu
cry4yaun Ha uHToKcmkaums ¢ cefaclor.

AKko pHeBHaTa posa He ce HagBum 5 ribTu (Hanp. okorio 15 g/neH npw
Bb3pacTHu u 250 mg cefaclor/kg TenecHo Terno npw geua), He ce Habnogasar
CEPUO3HN peaKuimn Ha HEeNnoHOCUMOCT.

Teparnus npu npedosupare:

Hsima cneuudnyer aituaoT.

He ca npoBefieHn Npoy4BaHns, KOUTO fa AoKaxaT edmKkacHOCTTa oT hopcupaHa
Auypesa, NnepuToHeanHa auanisa U XoMoavanuaa, kakto 1 xemorepdysus Hag
aKTUBEH BBITIEH.

AKO Bb3HMKHEGT peakuuu Ha CBPBLbXYYBCTBUTENHOCT, NEKapcTBOTO TPsibBa fa
bbae cnpsHo M Aa O6bAAT B3EeTW ChLOTBETHW CRELIHW Mepki: WHTPaBEeHO3HO
ApurioXeHne Ha HOpagpeHanuH, FM[pPUIIoXeHne Ha aHTUXUCTaMUHK U
KOPTUKOCTEPOMEM.

5. @apmaxoriornuHn [aHHmn;

5.1. PapmakosMHEaMUYHM CBOUCTEA:

Kato Beuuky Oeta-naktamum antmbuotuum, cefaclor nHxnbupa cuHTesata Ha
cteHata Ha OaxrepuanHaTa Knetka Ha nponudepupalin MUKPoOprasusmMu.
HeroBuat Ha4MH Ha peicTeue e BakTepuunaeH.




Kato Bcuyku HedanocrnopuHU OT MbpBa M BTopa reHepauus cefaclor nokasea
ymepeHa pesuCTEeHTHOCT KbM ferpagaumsita oT 6ara-naktamasu, HO €
PE3NCTEHTER KbM AENCTBMETO Ha NaHKLMNA3aTa.

YUyecTBUTENHU ca criegHuTe pam-nonoxutenkn n Fpam-oTpuUarenin areHTu:

- Bacteroides sp.(non-fragiiis)

- Citrobacter diversus

- Escherichia coli

- Haemophilus influenzae, BknounTenHo ampicillin-pesnctenThn Wamose

- Klebsiellae

~ Moraxella catarrhalis

- Neisseria gonorrhoea, BKIounTENHO 06pasysalln nexnunnasa Wwamope

- Peptococcus sp.

- Peptostrepiococcus sp.

- Propionibacterium

- Proteus mirabilis

-Staphylococci, BKIoYNTENHO Koarynasa-nonoxuTenHn, koarynasa-oTpudaTentm
1 neHulunasa-obpasysay Wamose (METULMINH PE3UCTEHTHUTE CTA(UIIOKOKN
Ca PE3NCTEHTHY)

- beTa-xeMoNUTUYHN 1 gPYTU CTPENTOKOKK

- Streptococcus pneumoniae

CnC 3HauuTenHa pesucTeHTHOCT ca:
- Acinetobacter

- Bacteroides fragilis

- Bordetella

- Campylobacter jejuni

- Chlamydiae

~ Enterobacter (noee4yeTo BUAOBE)

- Entepoxoku (Enterococcus faecalis u faecium)
- Listeriae

- Morganella morganii

- Mycoplasmas

- Proteus vulgaris

- Providencia

- Pseudomonas species

- Serratia

5.2. PapMmaKkOKNHETHYHMU CBONCTBA:

Hail-manko 75 % po Hap 92 % ot npuetusi cefaclor ce abcopbupa B ropHaTa
yacT Ha TbHKUTE Yepea. Cnea npyveM Ha eguHnyHa gosa ot 250 mg, 500 mg unu
1000 mg cefaclor Ha npaseH cToMax, MaKCUMaSnHUTE MasMeHN KOHLEHTpaLUn
o7 7, 15 n 26 mg/l pecnekTaHo ce gocrurat cneg 60 muHyT!.

IMpyn nogpacTBalM W fela cnep npuroxeHune cbotBeTHO Ha 10 mglkg u 15
mg/kg TernecHoO Terno Ha MnpaseH CTOMax ca M3MepeHn MaKCUMaMHW CEepyMHU
KoHUeHnTpayun ot okono 10,8 mg/l n13,1 mg/l.




FipunoxeHueTo Ha cefaclor 3a nepuog Hag 10 gHu He aoBexaa 4O HATpyrnBaHe
Ha aHTUONOTUKa.

EAHOBPEMEHHUSAT APUEM Ha XpaHa He Bfusae BbpXy abcopbupanoTo KonMuecTso
(AUC), Ho noBenivsia ckopocTTa Ha abcopOumnsa Taka,ve thax € No-BUCOKS U Crax €
¢ 30 % no-HUcko.

Cnen 4 no 6 uyaca crien rpvem Ha aHTUOMOTWKA NO MPaBMNO HE ce OTKpuBa
aKTUBHa cy0CcTaHuus B nnasmara.

Paznpedenenue

Cefaclor ce pasnocTpaHsiBa B paanmyHuTe ThKaHu 1 TenecHn TeuHocTn. Bucoku
KOHUEeHTpaumn ce JOCTUraT HanpuMmep 8 NpocTaTara W B XMbyKaTa.

CreneHTa Ha CBbp3BaHe ¢ NNasMennTe NpoTenHu e okorno 25 %.
KoHueHTpauunTe Ha cefaclor B YoBeLUKUTE TbKaHW W TENeCHW TEe4HOCTH ca
npeactTaseHn Ha cnegeawara  Tabnuua.,  OTpaseHutTe  CTOMHOCTU  Ha
KOHLUEHTpauunMTe BKIMIOYBAT pPes3ynTaTuTe OT PasfuYHM Npoy4vBaHns, NpoBeAeH!
B pasnn4HO BpeMe crief npuema.

TwkaH/TeriecHa Bo3a (mg) Kokuenrpauumu
TEYHOCT {ma/ml nnu g)
AMHUOTUYHA TEYHOCT 500 1,3-3,63
Mosb4Ha Kopa 1000 1,9
Koxa 1000 2,8
' HOR 500 0,4
dacLun 1000 1,5
Hbyka 1000 59-12,1.
[ManatuianHa criveuLa 500 n 3 x 500 6-8

1000 2,8
WHTepctuymanta 500 0,625-1,7
TEYHOCT 1000 1,45-3,3
MaizunHo MIisiko 500 0,35-0,64
MpocTtata 500 0,24-1,94
CnioHka 500 n 3 x 500 0-3

Memabonuabm u eKxckpelyusi

Cefaclor e xummyeckn HectaburneH B pasTBop. Toil ce pasnaga CroHTaHHO B
TernecHUTe TEYHOCTU W B ypuHaTa. [lopagu TO0Ba e TPYAHO Aa ce onpepenu
KONMUYEeCTBOTO Ha peanHus MetabormTeH KNUpbHC. AKO BBMpPEKW ToBa Ce
Hanpaeu uscnensaHe, wertabonuaupaHata dpakuus e, MHOro Mafka B
CpaBHeEHuEe C NpoOyKTUTE Ha pasnafaHe. ExckpeuusTa ce U3BbpLUBa NMPeaMHO
npes 6ubpeuuTe. MNpes nbpeute 8 yaca cnep npuema 50-70 % oT posata ce
OTKpMBAa B YpUHaTa Kato MmukpobuonoryHo aktusHa cybetaHuus n ao 30 % xarto
HeaKTMBHM NPOAYKTY Ha pasnajaHe.

Ot pagnoaxkTMBHO-OensazaHus cefaclor 92 % e oTkput B ypuHata u 4 % BbBB
dekanuuTe.




[nasMeHnAT nony-X1BoT € cpedHo 45 muHyTu (29-60 min). Tol 3aeucu oT
A03KpoBKaTa, Harp. No-BUCOKN eAnHnyHM fo3u (Hanp. 500 mg unu 1000 mg) ca
focrenBaHy ot NO-NPOAbLIMKUTENEH NOMY-KMBOT, B CPABHEHNE C NO-HUCKN LO3N.
CepyMHUSIT RONY-XUBOT € yAbIKeH NpW NauueHTu ¢ HapyleHa ObOpeyHa
dyukumsi. HeszaBumcumo oT TOBa HAma kymynupaHe npu TID npuem. [Mpu
aHypWYHN NMaUMeHTU CEPYMHUAT Nosy-kKnBoT Ha cefaclor e go 3,5 yaca.

Cefaclor ce npunara npu Xxemoguannsa, Npu KOETO ce CKbCsiBa CEPYMHUS TIOIy-
#usoT ¢ 25-30 %.

O6embT Ha pasnpegenexne e 26 |

BvbpeunuaT knmpsHC Ha cefaclor e 188-230 ml/min, a obwmaTt knupbHe € 370-
455 ml/min. Pesyntammte oT dapmMakoKMHETHYHWTE MNpoy4BaHus Mpu geua
BapupaT He3Ha4uTEenHoO OT Te3W Npu Bb3PacTHW. CTORHOCTUTE Ha MOJIY-XUBOT
HarnpuMep ca B ChLUUTE TPaHULA.

5.3. lNMpegknuHMYHM JaHHK 3a Ge3BpPeAHOCT:
Ocmpa mokcuyHocm:
Bux 1.4.9. "Tlpenosupane”.

XpoHudHa mokcudHocm/CybXxpoHuyHa moKcuyHocm

IpoyuBaHua Npu NNbXOBE W KyyeTa, ApWeriv SHEBHa nepoparnda gosa [o 675
mg/kg TenecHo Terno u pecriektusHo 400 mg/kg TenecHo Terno 3a nepuog Hag
1 roaunHa He ca nokasanu TOKCMYHYW edbekT Ha cybecTaHumaTa.

MymazeHnen u mymopozeHeH romeHyuan
MyTarenHute edpektn Ha cefaclor He ca bunu npoydenn. He ca npoBegeHn
MPOALIMKUTESTHU NPOYYBaKUsA Ha TYMOPOreHHUs NoTeHUuar npy XXUBOTHHN.

PenpodykmusHa moKCU4YHoOC

Cefaclor npemuHasa npes nnaleHTapHaTa bapvepa M ce ekcKpeTupa B Marnko
KOJNMYECTBO B MafuyMHOTO MASKO,

[MpoBeneHn ca Oy npoy4yBaHUs 3a TePaTOreHHOCT AW MMBHXOBE U MULLIKK.
Mpoy4yBaHuATa BLPXY (hePTUNHOCTTa M PENpPOoAYKTUBHOCTTa ca Bunu npoeegeHn
npw nibxoee. [lpu Tean npoyysaHua He ca BUnn oTKpUTU TepaToreHHn edeKTi
NI yBpexaanis Ha penpofyKTMBHOCTTA.

6. @apmaleBTUYHY AaHHU!
6.1. CnncbK Ha AOMOILHKTE BeluecTBa M TEXHUTE KoFiyecTBa:

/1350.00 mg eff.tabl.

citric acid 132,50 mg
macrogol 6000 30,00 mg
sodium cyclamate 20,00 mg
sodium dihydrogen citrate 321,00 mg
sodium hydrogen carbonate 330,50 mg
sodium sulphate 220,26 mg
polyvidone 6,50 mg

saccharin sodium 2,00 mg




aromatics 25,00 mg
1 edeprecueHtHa Tabnetka or CEC 250 cbabpxa HaTpueBW ChbenWHEHUs,
eksuBaneHTHy Ha 200 mg HaTpuiA.

6.2. DU3NKO-XUMUYHMK HECTLBMECTHMOCTH:
He ca nasecTHN.

6.3. Cpok Ha rogHOCT:
CpokbT Ha roAHOCT Ha NPOAYKTa € 2 OAVHK OT AartaTa Ha NPou3BOACTBO.
[a He ce npunara creg nstudale Ha faTaTta, 03Ha4YeHa BbpXy onakoBKaTa.

6.4. UncTpyKLIKKM 38 CBXpaHeHue:
Ha ce cbxpaHsBa ripu Temnepatypy nog 25°C.
Ha ce cbxpansaBa Ha mMecTa, HegoCTbiHu 3a geua!

6.5. OnakoBka:
OpuruHanta onaxkoska, cbhiibpralia 10 u 20 echepBecLEeHTHI TabneTku.

6.6. MncTpykuuK 3a ynotpeba:
Hsima cneunanHn nHeTpykumm 3a ynotpeba.

7. NputexaTen Ha pa3peliuTeiHOTO 3a Npogaxba:
Hexal AG

Industriestrasse 25

D-Holzkirchen

Germany

Tel.: 08024/908-0

Fax: 08024/908 290

8. lNpoussoguren:
Cimex AG/Lid.
Birsweg 2
CH-4253 Liesberg
Switzerland

Batch release

Saluias Pharma GmbH
Otto-von-Guericke-Allee 1
D-39179 Barleben
Germany

9. Crparu, B KOUTO e perucTprpaHo fiekapcTBEHOTO CPEACTBO;
I'epmanns

10. lTbpRa perncrTpauma Ha NeKapcTBeHOTO CPpeRCcTBO:
F'epmanus — Per.Ne 38068.00.00/28.01.1998




