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1. HaumeHoBaHWe Ha NIEKAPCTBEHKA NPOAYKT:

CEROXIM 125 mg/5 ml & 250 mg/ 5 ml (Cefuroxime Axetil for Oral Suspension)

2. KonuuecTBEH M Ka4eCTBeH CLCTaB:

CEROXIM SUSPENSION 125 mg/5 mi

Bceku 5 ml ot npuroTBeHata cyceHsus chabpxat cefuroxime axetil eksusaneHTed Ha 125 mg cefuroxime.
CEROX!M SUSPENSION 250 mg/5 mi

Beoei 5 ml ©T npuroTeeHaTa cychneHsna chabpkaT cefuroxime axetil ekseaneHTeH Ha 280 mg cefuroxime.
3. lNekapcreeHa opma

Ipax sa nepopanHa cycneHsns.
4, KnuHuyHu gauHu

4.1, iMokazauna

CEROXIM SUSPENSION & nokasak 3a neverie Ha cneaHute nHdexyum, NpUHMHEHN OT YYBCTBUTENHN
MUKPOOPraHyiamu:

Wrghexyuu Ha onHy QuxamenHu Muemutia; ocTbp BPOHXUT, XpoHUEH 0B0CTPER BPOHXUT ¥ NHEBMOHUS

Hugberuuu Ha sopHu duxamenriu Mesmutya; YH MHeKUK KaTo BbsNaneHne Ha cpeaHOTo YX0, CHHYUT,
TOH3WNT W HapuHruT

ViHgheKyuu Ha MUKCYONONO8US MPakm NUSNOHEMPUT, LIMCTUT, YPETpuT
MHbexkUUU Ha KoXama U MeKume mbKaHU: yPYHKYNo3a, NOJEPMA ! UMMETUTO

TNeveHune Ha Naimcka Bonect ¥ NocneABalyo NpesoTBpaTABaHE Ha KbCHa JlailMcka Gonect npu
Bb3pacTHU 1 geua Hapg 12 rogulliHa Bw3pacT.

ToHOPEes OCTLP HEYCNOKHEH FOHOKOKOR YPETPUT U LIEPBNLIAT.

KueTo @ yMecTHo cefuroxime axetil € eeKTuBeH cnef, HauanHo napeHTepanto nevyexnune ¢ cefuroxime
sodium npu NHeBMOHUS 1 0BOCTPEH XpOHNYEH BPOHXUT

4.2 HozupoBKa U HAYUH HA NPURNOXeHue

CEROXIM SUSPENSION cneaea fa ce npuema cnep XpaheHe 3a NocTUraHe Ha onTum
Bi3pactHi:
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MNoseueTo UHMpEKLIMW ce NOBRUABAT NpY 4o3a oT 250 mg ABa NbTY AHesHO. [Tpu nekut o cpeghn no
TeXECT MHeKLMY Ha A0NHW anxaTendu MbTUILa HanpuMep GpoHxuT cnegea ga ce fasar no 250 my gsa
BLTU AHEBHO. TIpY TEXKW NHeKUWW Ha A0NHY QUXSTENRHU RBTULLE UK 8Ko Ce NOJo3Mpa MHEBMOHNS,
cnepga ga ce gasat no 500 mg asa nbTi gresHo. Mpy uHdeKLmy Ha ypruHapHus TRakT gosa ot 125 mg
[Ba METY QHEBHO 0BMYaRHO & aeKBaTHa; NPpW NWeNoHehPHUT NpenoptIUTenHaTa 4os3a e 250 mg Aea
MsTH GHEBHO.

EnHokpaTHa fosa of 1 g ce npenopbysa npy NeveHne Ha HeycnoXHeHa roHopes.

Nadmexa Bonecr: npenopeunTendaTa aosa e 500 mg gea nbTy HEBHO B NpogbrikeHue Ha 20 gHu,

Cepuilna mepanus

TNreamonusi: 1.6 ¢ cefuroxime(L.v. uaw i.m ) agBa nbTW AHeBHO 3a 48- 72 Yaca, nocnegeaHo ot 500 mg
cefuroxime axetil gga MeTW HEBHO NepopanHa Tepanua 3a 5- 7 gHu.

Oempu exsayepbayuu Ha xporuder BpoHxum: 750 mg cefuroxime (i.v. uny i.m.) OBa NsTW QHEBHO 3a 48-
72 yaca, nocnegeaHo ot 500 myg cefuroxime axetil ABa NbTY GHEBHE nepopanya Tepanus 3a 5- 7 JH.
MpogbLrokuTenHoCTTa M Ha NapeHTepandaTa, U Ha nepopanKara Tepanua ce onpefens oT TeXecTTa Ha
WHDEKUUATE U KNMHAYHYA CTATYC HA NauueHTa

Aeua (ot 3 mecevHa go 12 roguiHa Bb3pPacT)

ObuqaiilaTa gosa e 125 mg gea nbTh gHesxo unK no 10 mg/ kg ABa nbTi AHEBHO A0 MaKCUMarHa 40348 ot
250 mg gHeeHo [pu Bb3naneHne Ha CpesHOTO yXo NpK Aela noj ABE roguluxa sb3pact obndantiaTa
Josa e 125 mg ABa mbTh gHesHo unu no 10 mg/ kg Asa MuTh JHEBHO [0 MakcumanHa ao3a oT 250 mg
OHEBHO, Npu Aela Hap GBe roguilHa sbapact 250 mg asa nbTy AHeBHo unk 15 mg/ Kg Ao Makcumym oT
500 mg gHeBHO HAMa onnT ¢ fela nog 3 MeceyHa Buapact

MaineHTH B HanpegHana BL3pacT U NaUKUeHTH ¢ yBpeaeHa 6 bOpeuHa (pyHKUMA

He ce Hanara ga ce B3UMaT cneyuandn Mepky Npy nauneHTh ¢ Gubpeuto yepenaase Uy nauueHT Ha
XEMOANEHNZE, KAKTO U NpY NALIMEHTY B HaNpeHaNa BL3PacT Npyt HOPMAanHa A03UPOBKa, He HaABULLaBaLS
MaKcuManHaTa fosa or 1 g AHeBHo.

4.3. MpoTUBONOKAZAHWA

Cefuroxime axetil € NpoTUBONOKA32H NPU NBLIMEHT C U3BECTHA CBPBLXYYBCTBUTENHOCT KbM aHTUBUOTMLM OT
rpynara Ha LethanocnopuHiuTe UM KeM Hsikae oT noMoLHuTe Belectea Ha CEROXIM SUSPENSION.

44. CreLuanHn npegynpexseHun ¥ cneluaniy npeanasiy Mepksm npy ynorpeGa
Kakro » npu Qpyrure LUMPOKO CREKTHPHM aHTUOUOTVLY, NPOSBIMKUTENHOTO NPUOKeHWe Ha cefuroxime

axetil MOXe O0a RoBefe 00 CBPbLXPa3pactBaHe Ha HEeMYBCTBUTENHW MWUKPOOPradn3mu. AKko ce passue
cynepuHdbeKLKUA No BpeMe Ha NedeHne, cneBa fa ce B3emMar NoAXOAsLN MEPKHA.

LlechanocnopuHnte, BrounTenHo cefuroxime axetil, cneapa ga ce npunarar ¢ sHUME

4
FieKyBaHU CHLBMECTHO ¢ MOLLHW AWYPETHUM, 3aloTo Ce OONycKa, Ye Tean Juyper
peaKLmn Bbpxy GobpavuHara dyHIumA.
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npy nauveHTn ¢ aHamHesa 3a konuT. BesonacHocTTa W edieKTUBHOCTTa2 Ha cefuroxime axetil He ca
YCTaHCBEHN MPY NaLMeHTV C racTpovHTecTMHanHa wanabcopbumsa. FauMeHTV © FracTpOMHTECTVHANHA
manabeopbuna ca Suni MEKNIBYEHK NP KNWHWIHY NROYYBaHKA Ha cefuroxime axetil.

Mopaay KPBCTOCAHA CBPLXYYBCTBUTENHOCT Mexfy [nBere OeTanakTaMHu TPynu- NeHULMAVHW W
uedanocnopuin (5-10 %), cneumanHo BHUMaHWE & NOKa3aHO MpY NauMeHTW ¢ aHaMHesa 3a npeauiliHa
nposBea Ha aneprus (ocobeHo asadunakcus), npeanaBrkata oOT NERULMIMHN.

Mpu neyerHwe Ha Jlalivcka GonecT € Bb3MOoXHO aa ce Habniogasa peakuus Ha Jarish Herxhemer nopagn
AvpexTeH BakTepuluaeH edekt sbpxy Borrelia burgdorferi.

McesoomemBpaHo3eH KORUT crigdea 4a ce MMa npeasua Npy NOCTaBAHeTo Ha [ardosa npit nauneHTy,
NONY4UNK TEXKa Byapus Mo BpemMe WMnyv cneg NpunokeHueTo Ha aHTulakTepuantu rnpenaparu.

Ceroxim 125 mg/ 5 mi 1 250 mg/ 5 ml cbabpxa cvoTBeTHO 2,46 U 2,74 g 3axaposa Ha 5 ml. He e
MOOXOASL fPW HAcnNeACTBeHa PYKTOSHA HEMOHOCUMOCT, [HIOKO3eH-ranakTosed manaboopbunoHeH
CUHLPOM WINW 3axapasHo-usomarnTtaseH geuunt

Ceroxim CblLUO Taka cpAbpKa HaTpues 0eH30aT KaTo NOMOLWHO BELLEeCTBO, KOWTO MOXe Ja NpeauvsBuka

ApasHeHe Ha Koxara, odute 1 nurasuyute. Toll MOMe Aa NOBULUM pUCKA OT XBLNTEHWLA npn
HOBOpOLEHN.

fleduampus
EdmrkachocTTa ¥ Be3onachocTTa Ha cefuroxim axetil npy geda nog 3 Meceyra Bb3pact He ©a YCTaHOBEHN.

Fepuampus:
[o cera He ca M3BECTHK HuKaken npobnemi cneuudryHn 3a Xopa B HanpeaHana Bba3pacT.

4.5. RekapcTBeHN 1 ApYTY B3aWMOOSAGTBUA

Ipy egHoBpeMeHHETo rpunoXedne Ha probenecid n cefuroxime axetil ce ysenudapa nnowra nof kpueaTa
Ha CpejHa nnasmeHna KoHLeHTpauus- Bpeme ¢ 50 %upes noHwxaeaxe Ha 6u0peyHaTta My TyOynHarta
ceKkpeLus.

Moxe Aa ce noAy4m nonexuTenHa peakuua Ha Coombs npu nauMeHTy B3UmaLlK LedanocnopuHi.

Mopaan rpyrosocneUrgrIHaTa 3a Ledanocnoputn NoTeHLManHa HetpoTOKCUUHOCT He Ce NpenopbysaT
KOMBUHALWM C APYTM NOTEHUMANHO HEPOTOKCUIHI NeKapcTea.

Cefuroxime axetil Moxe fa Qape danuivso 3aBULLISHN Pe3YNTaTK 3a ITIIoKo3a MNpw TecT GazupaH Ha MedHa

¥ Clinistix He ce noenusaBsaT.

Hoknaasaki ca MHOMo cnyYaun Ha ysenuyeHa aKTUBHOCT Ha nNepopanduTe aHTukoa
nofyvasattin aHTUSKoTVHN, HanudueTo Ha uHthekuua uni BbananuTenHa KoMnoHe!
oBLLOTO 30paBOCNOBHO CHCTOSHUE Ha NALWeHTa ce SBABAT KaTO PUCKOBU q:.‘!aKTOpM.
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0GCTOATECNTTRA € TPYAHO A2 Ce ONPESAENY NPUIMHATA 3a NOBNUABAHETO Ha nokasatens INR mexay
MHbEKLMO3HOTO 3abonsBaHe U neveHueTo My. OBavye Npu oNpefeneHy KNacose anTUBUOTULL KaTo
hrIyOPOXMHONOHI, MAKPOMUAM, TETPALMKNVHU K ONPESENESHN LethanocnopuHi BRPOATHOCTTA @ No-
ronamMma

4.6. BpeMeHHOCT U KbpMeHe

MpoydBaHus, HpoBefeHN BbpXY NITEXoBE U MUKW ¢ Aosu fo 3200 ma/f kg cefuroxime axetil gHesHo (23
METY NO- roNeMy OT MPENopLYUTENHaTa MakeuManHa AHeBHa 4033, BasvpaHa Ha mg/ m 2 ) He ca aanu
JAOKa3aTENCcTBa 3a HeMenaHu peakumy Bepxy nnoga. Obaue He chlliecTByBaT ageksatHu u gobpe
KOHTRONUPaHN NpoyYBaHus Npy GpemMeHnn Kedn, Thii KaTo NpoyYBanuATa BbPXY penpoayKTUBHOCTTa NpW
JMBOTHU HE BMHArM KOPECNOHOMPAT HA OTTOBOPA Ha YOBELLKUA OPraHuabM, TO3U NEKAPCTREH NPOAYKT
TpsibBa fa ce npunara no BpeMe Ha SPEMEHHOCT Camo NpY HANUYMe Ha CTPOrW NOKa3aHusA.

Cefuroxime ce ekckpeTupa B KbPMaTa, €TC 3aLL0 NPY HasHa4aBaHETO MY NPY KbpMELLIM JXEHW, CnesBa aa ce
HPEXPETYN BPEMEHHO KbPMEHETO

47. Edekr BLpXy ROCOOHOCTTA 22 WohupaHe U patoTa ¢ MallnHy

Hsima nanHu cefuroxime Aa OKasBa HAKaKBB eqieKT BbPXY CNocoBHOCTTa 2a WodupaHe 1 paboTa ¢
MaLLNHY,

4.8. HexenaHu teKapcTBEHU PEaKLK

HexenaHuTe peakuuni kbM cefuroxime axetl cBUKHOBEHO Ca Neku W OT NPEXOAEH XapaKTep.

Kakro 1 npu zipyrv LUedhanocnopuHy, pASKe ¢a JSOKMaaBaHu chnyqau Ha UHTEPCTULIManeH HethpuT, eputema
MyRTUDOpME, CUHAPOM Ha Stevens- Johnson, TOKCHYHa ennaepmanHia HeKponusa, KaKTo M peakumy Ha
CBPBXHYBCTBUTENHOCT, BKMIOYBALUM KOXKHI OBPUBY, YRTUKEPWA, NPYPUTYC, NIEKApcTBEHA TPECKa, cepymHa
BorecT 1 MHOTO pAAKC aHadunakcns. JoknagasaHy ca racTPOUHTECTUHANHN CMYLLEHNS, BINIOYBALLIW
Avapus, rageHe 1 nospsilade. Quapusita, Makap ¥ psako Habniogasada, No-4YecTo ce acoumMmpa ¢ no-
BHCOKN A03U.

Kakro v npu apyruTe LWAPOKOCNEKTLRHM aHTUBHOTULM, ChLUSCTBYBAT Pefky AOKNaSAN 3a Chyyau Ha
nceraoMemMBpaHoseH konuT. JdoknaasaHo e cbilo Taka U riasobonue. B peaku cnyyau ce chobliaea 3a
TPOMBOLMTONEHNR 1 NEBKONEHUA (oHAKora Texka). EosuHodumnma 1 npexogHo nokaqsade Ha
yepHogpoBHuTe eHaumHn Huea [ALT (SGPT), AST (SGOT) 1 LDH] ca 6unu HaBniogasaHu npu Nevexve ¢
cefuroxime axetil. Kakro v npu apyrite UedanoCnopyHK 3a XbNTEHMLA Ce ACKNaABa B MHOIO PefiKM criy-a.
Liethanccnoputute uma acuHuTeT 38 abcopbumsa No NOBBbEXHOCTTA Ha MeMBpaHaTa Ha HepeeHuTe
KPLBHY KNETKW W Ja pearnpart ¢ aHTUTena, HacoueHn cpeLlly NekapcTBOTO, AaBaiikn NONOXUTENEH TECT Ha
Coombs (BL3MOXHE KPLCTOCAHE PEAKLMA C KPBBTA) U MHOIO PSAKO XEMOMTNYHA aHEMUA,

4.9. Npepnosupaxe
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5, dapMakonoruMHu faHHu
5.1. ®apmakoguHaMUYHI CBORCTEA
HayuH Ha peHcTBUE

AntuBakrepuantoTo heficteue Ha cefuroxime axetil cefuroxime ce ABIKW Ha UHXUOUPaHe CUHTE3a Ha
BaxrepianHara cTeHa, BepOosaTHO Ypes aunnaLmns Ha MeMOpaHHo CBbpaariuTe TPaHCNENTUAA3HY eHanMy.
ToBa npeyn Ha KPBCTOCAHOTO CBLPIBaHE Ha BEPUrMTe Ha NeNTHACINMKaHa, KOeTo e Heobxoaumo 3a
3QpaBWHaTa U pUrMaHoOCTTa Ha BakrepuanHara knevka.

AHTuBaKkTepuaneH cnekrop

Cefuroxime nputexkaea gobpa YCTOUUMBOCT CNpAMO GakTepuantaTta GeTa- AakTamasa n B NOCNefcTene e
SKTWUBEH Cpellly MHOMO aMAULMITMH-PE3UCTEHTHY 1 aMOKCULUNUH- PE3VCTEHTHY LLIBMOBE.
AnTuDakTepuanHsus cnekTep Ha cefuroxime BKNKOUBa CNegHNTE MUKROORraHW3MK in vifro:

AepobHu, 'pam- ompuvamentu

Haemaophilus influenzae (BKNIOYMTENHO aMNKLMNWH PESUCTEHTHY Wamose), Haemophilus parainfluenzae;
Moraxella catarrhalis; Escherichia coli; Klebsiella species; Proteus mirabilis; Proteus inconstans;
Providencia species; Proteus reftgeri u Neisseria gonorrhoea (BroumMTento neHuinasa-npogyuupalum u
nexMuMnasa- Henpoayuupalyy Wwamoee). Hsakou wamose Ha Morganella morganii, Enterobacter species n
Citrobacter species ca nokasanv Ypes in vitro TECTOBE PesuCTEHTHOCT KbM cefuroxime v apyru Geta-
NaKTamMHU aHTUOHOTALM.

Aepobru, Mpar- nojtoxumerntu

Staphylococeus atireus (BKNIQMATENHO NPOUIBEMAALUNATE NEHULMINEEE LLIAMOBE, HO M3KIOYBALLIM METULJWNIH
pesucTENTHUTE Wamose), Staphylococcus epidermis (BKMICYATENHO NPOM3BEHIALLINTE NEHWMLMNE32 LWLiaMoBe,
HO U3KMHYBALLA METULWINNAH PE3NCTERTHUTE WamoBe), Sitreptococcus pyogenes (4 apyrv Geta-
XEMOTUTUUHN CTPENTOKOKU);

Streptococcus pneumonia , CTpenTokoku rpyna B (Strepiococcus agalactiae) v Propionibacterium
species.

OTaenRm LWamoBe eHTEpOKoKW, Hanpumep Strepfococcus faecalis ca peCHCTEHTHU,

AHaepobru

I"pam- NoRoKUTENHW U [pam- HEraTUBHU KOKW (BKIIOYKUTENHO Peptococcus n Peptostreptococcus species)
u Mpam- HeraTueHmn Gauwny (BKnoMuTenHo Bacteroides v Fusobacterium species). MNoBeveTo Wwamose Ha
Bacteroides fragilis ca peavcTeHTHI,

Apyau Mukpoopzanuzmu
Borrelia burgdorferi

Pseudomonas species, Campylobacter species, Actnetobacter calcoaceticus, Listeri
Legionella species v NOBEYETO WAMOBE Ha Serratia v Proteus vulgaris, v Clostridium di
Ha MHOFO Liethanocnopury, BrmounTenHo cefuroxime
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5.2. ®apMaKOKUHETUYHU CBONCTEA

Cefuroxime axetil ce abcopbupa aobpe OT racTPOUHTECTUHANHNA TPaKT CNea, NEPOPANHO NPUNOKEHVE 1
Bbp3c ce xugponuanpa ot HecneldiHUTe ecTepasit B MHTECTUHANHATa MYKO3a W KpbETa [0
cefuroxime. BupxoeuTe nnasmely kouueHTpalun ot 2.1, 4.1, 7.0 n 13.6 meg per ml ce gocrurar 2-3 vaca
cneq NepopanHo NpUNoXeHWe CLeTBeTHO Ha 125 myg, 250 mg, 500 mg v 1000 mg cefuroxime axetil,
Cebp3BaHeTo ¢ nnasmeHuTe npotekHK e okono 50 %  Cefuroxime LLMPOKO Ce pasnpeaensa B opraHuama,
BIMIOUWTENHO B NtEBpantara TeYHOCT, CHAIHKATa, KOCTWTE, CUHOBWAaNHAaTa TEYHOCT, TENECHUTE TEYHOCT
1 UepeBpOoCNUHANHATE TEHHOCT (NP Bh3NaneH MeHuHri). Yactra Ha axetl ce meTabonusupa ao
aueTanaexus v oueTHa kucenuHa. Cefuroxime Obp30 ce eKcKpeTUpa HENPOMEHeH B ypuHaTta 1 okono 50 %
OT NpUNoXeHaTa A03a Ce OTKPUBE B ypuHaTa B paMkuTe Ha 12 vyaca. BpemeTo Ha NoNyXUBoT & okono 1.2
yaca.

5.3. MpeaknUHMYHM AaHHKM 32 Ge30NACHOCT

Mpoy4BaHKs Npy XUBOTHW HE ¢a fany AOoKa3aTencTBa 3a KapUMHOreHeH NoTeHuKnan, Takbs He &
YCTaHOBEH Npi MUKPOHYINSapHy TECTOBE U NopesuUa oT TecTose 3a GakTepwanta myTaLus
MpoyuysaHus Ha penpoAYKTUBHOCTTA NpY NALX0Ee npu ao3u 1000 my/ kg AHeBHO (HeBeT NBTU no-
ronsAMa oT MakCManHaTa NpenopLYnTenta 403a Npk Yoseka, Basupaka Ha mg/ m?) He ca gany
JloKasaTencTea 3a yepexgaHe Ha nnojoBuTocTTa.

6. dapmaueBTUYHM OaHHHU

6.1. CnuchK HA NOMOHIHUTE BellecTBa

250mg/5ml 125mg/ 5mil
Sucrose sp. Particle (30/80) 2458.5 27405
Xanthan gum 15 1.5
Aspartam 8.0 8.0
Silicon dioxide 84.0 B4.0
Sodium benzoate 5.0 5.0
Sodium chlonde 5.0 5.0
Mannitol 1000.0 10000
Mongo sodium citrate 20.0 200
Flavour tutifruit 50.0 50.0
Flavour papermint 4.0 4.0

62. DUNKO-XMMUYHA HECHEBMECTUMOCTH

Hava
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6.3. CpoKk Ha rogHOCT

Cyx nipax 3a npogaxda: 2 roavHn

FlpuroroeeHa cycnetcust: 10 pau

64. CneuwnanHv ycroBua Ha ChXpaHehne

Cyx npax sa npoazsida’ Ha ce coxpansea rnpy Temneparypa noa 25° C. [a ce npeanassa oT enara.
MpuroToseHa cycneHous Ha ce ChXpaHsBa B XNagunHIK Npy Temneparypa 2-8° C.

85. [JanHu 2a onakosKara

EcracteeHo npospaqHa HDPE Gymunka ¢ 6sna HenpoHvuaeMa NosivnponvneHoea saljurera sanyLuanka ¢
VHOWKATOPHA feHTa 38 NbpBOHE 33 MbpBOHAaYanHo oTeapaHe Bceaka GyTunka cbvabpxa 50 mi npu
NPUrcTBAHE W eNaKSTUpaHa B KAPTOHEH: KyTUA.

6.6. MpenopnLKu npu ynorpeda

Nobaeete BOA2 [0 HUBOTO Ha Mapkepa Bbpxy OyTUNKata W pasknarteTe aobpe B cnyval, e
Taka NPUroTBEHaTa CYCREH3UA e NoJ HUBOTO Ha mapkepa, AoGaBeTe oLe BOAS, Taka Ye fa ce
JOCTUrHe Mapkepa

7. Vime 1 agpec Ha npuTexaTelisl Ha paspewleHMeTo 3a yoTpeta

Exodapm I'pym AL

bymn. ,, Ueptu Bppx” Neld,
1421 Codus

benrapus

8. Perucrpauones Homep

125mg/smi: 20020750
250mg/sml: 20020751

9. [artaHa nbLpBO paspeiieHune 3a ynoTpeba
20.08.2002r

10. [ata Ha akTyanu3lauuA Ha TeKcTa
m'x
sy ds 110X L e
FAHyapu, 2010 ¢ AZ e .i f B3,
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