VISTTBAHUTENHA ATERLIS NO NEKAPCTBATA
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CEROXIM 125 mg/5 ml & 250 mg/ 5 ml (Cefuroxime Axetil for Oral Suspension)

KPATKA XAPAKTEPUCTUKA HA I'IPOI.WI*T A

1. HaumeHoBaHMe Ha NeKapCTBEHMA NPOAYKT:

2. KorinuecTBeH M KaYeCTBEH CLCTAB:

CEROXIM SUSPENSION 125 mg/5 mi

Beeku & ml ot npuroteenara cycnexsus coabpiar cefuroxime axetil exsueaneHTeH Ha 125 mg cefuroxime.
CEROXIM SUSPENSION 250 mg/5 ml

Beeiut 5 ml oT npuroTeeHara cycneHaua coabpxar cefuroxime axetil eKBuBasnieHTeH Ha 250 mg cefuroxime.
3 TekapcreeHa chopma

Fpax 3a nepopanHa cycneHaus.
4, Knnnnybu gauun

41. Tokaszanua

CEROXIM SUSPENSION e nokasaH sa neueHne Ha CnefHuTe uHGEKUMY, MPUYRHEHIN OT YyBCTBUTEMNHM
MUKPOORraHN3mu:

ncperyuiu Ha donHu BuxamenHu Mbmutya: ocTbp GPOHXMUT, XPOHUYEH 0BOCTPEH BPOHXUT U MHEBMOHNA

Hrdpexyuu Ha 2opru Suxamennu memuwa: YTH uHbeKUmY kato BbananeHue Ha CPeHOTO YXo, CUHYUT,
TOH3UNUT W DaPUHINT

Uncbekyuu Ha nuKowonono8UST MPaKM: NUENOHEMPUT, LIMCTUT, YPETPUT
Vnghekyuu Ha Koxama u MeKume mbKanu: (ypyHRYNO3a, MMOASPMa 1 UMNETHIO

Jlevenwe Ha Nalimcka GonecT U nocneasallo npenoTepaTaBaHe Ha KbcHa Jlalimcka Gonect npu
BB3PacTHX 1 Aeua Hag 12 roguilHa Bb3pacT.

FOHOpeFl‘ OCTRP HeYCNOMHEH FOHOKOKOB YPeTpUT U LIepBULIUT.

KuaeTo e ymectHo cefuroxime axetil e edektuseH crneg HauanHo napexrepanHo neuexue ¢ cefuroxime
sodium NPy NHEBMOHNA U 0BOCTPEH XPOHUUEH BPOHXMT.

4.2, [o3upoBKa W HAYUH Ha NPUNOKEHHUe

Bb3pactiu:



MoseveTo nHgeKUun ce NoBAnaBaT Npu Aosa oT 250 mg asa nbTyv gHesHo. MNpu ekt 10 cpegHu no
TEXECT MHEKUMKU HA AOMHN BUXaTenHU MbTULLIA HanpuMep BPOHXUT criejBa Aa ce gaear no 250 mg aea
MbTU AHEBHO. [Npu TEXKM MH(EKUMA Ha BONHK ANXATENHY TETULLA UMK aKO C& NoA03Upa NMHEBMOHMA,
cnepea aa ce garar no 500 mg Asa NLTU AHerHO. Mpy HEKUMYU Ha YPUHAPHUA TPaKT 403a oT 125 mg
ABa MbTH AHeBHO obuyaliHo e aaekeaTHa; npu NuenoHedpuT NpenopbUMTenHaTa 4o3a e 250 mg gea
BT QHEBHO.

EpHokparHa fo3a oT 1 g ce npenopbyBa Npr NeYeHUe Ha HeYCROXHEHa FOHOPES.

flaiimcka Gonect: npenopbuuTenHara 4o3a € 500 mg ABa NTY SHEBHO B MPORBIKEHNE Ha 20 gHW.

Cepuitna mepanusn

ITHeemonusn: 1.5 g cefuroxime(l.v. unu i.m.) aea MuTi JHEBHO 3a 48- 72 vaca, nocnegeaHo ot 500 mg
cefuroxime axetil ABa NbTWU AHEBHO NEpOPanHa Tepanus 3a 5- 7 gH.

Ocmpu exsatepbauuu Ha Xporuder 6poHxum: 750 mg cefuroxime (i.v. unu i.m.) Apa NbTY AHeBHO 3a 48-
72 vaca, nocneasaso ot 500 mg cefuroxime axetil Asa NbTM gHEBHO NepopanHa Tepanus sa 5- 7 AHW.
MNpoaBmxMTeNHOCTTa 1 Ha NapeHTepanHata, U Ha NepopanHaTa TEPanuUs Ce ONPeaens oOT TeXecTTa Ha
WHDBKLIMATA ¥ KNMHUYHWA CTATYC Ha NaLMeHTa.

Oeua (or 3 meceyHna ao 12 ropuuiHa BL3pacT)

Obuyaiinara gosa e 125 mg gsa nbTM AHEBHO Mnu 110 10 mgf kg fBa NbTH JHEBHO A0 MaKCUMarnHa [03a oT
250 mg aHeBHO . Mpu Bb3NaneHne Ha cpeHOTO YXO NPy Aelia NoA ABe rogulliHa Bb3pacT obkvaiiHaTa
Ao3a e 125 mg Asa NbTU AHesHo uam no 10 my/ kg ABa MT1 AHEBHO SO MaKCHManHa Aosa ot 250 mg
OHEBHO; npu felia Haj ABe roaviuHa Bb3pacT 250 mg ABa nsTv AHeBHO unut 15 mgf kg A0 Makcumym oT
500 mg aHeBHo. HAMa onuT ¢ gelia noa 3 MecevHa Bb3pacT.

MaunedTn B HanpegHana BL3PacT M NaLUEHTH ¢ YBpeaeHa 6b6peyuHa ¢yHKUNA

He ce Hanara pa ce BaUMaT cneuwantn Mepky Npu nauneHTy ¢ GLBPeyHo YBPEKAaHE WK NaLMeHTH Ha
Xemogmuanuaa, Kakro 1 npu NaLKEHTU B HanpegHaria Bb3pact Npyu HopMasiHa Bo3npoBKa, He HaaBuLLaBaLLa
MaKkcuManHara fosa ot 1 g AHesHo.

4.3. ITpoTMBOnO%aszaHus

Cefuroxime axetil @ npoTuBONOKa3aH NpY NALKUEHTY C U3BECTHA CBPHLXUYBCTBUTENHOCT KbM aHTUBMOTULM OT
rpynara Ha LiedanoCnopuHIUTE MW KbM HAKOe OT NOMOLIHUTe BeluecTea Ha CEROXIM SUSPENSION.

44, Creuuanty npegynpesxgeHus 1 crnelmantii npeanasiu Mepku npu ynotpeda

Kakto 1 npu gpyruTe LIWPOKO CREKTBLPHY aHTUGMOTULM, NPOABLMKUTENHOTO MPUSIoKEHMe Ha cefuroxime
axefil moxe ga gosege A0 cspbxpaspacTBaHe Ha HEUYBCTBUTENHM MMKPOOPraHWSMK. AKO ce pasBue

CyNepUHGIEKUUA Mo BpEMe Ha neveHue, cneasa Aa ce B3eMaT NoAXOAAIWN MEPKA.
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Llechanocnopunure, BrniounTenHo cefuroxime axetil, cneasa ga ce npunarat ¢ BHAMA
TeKYBaHN CBBMECTHO C MOLLUHM AWYPETULM, 3aLOTO Ce JONycka, Ye Teau AuypeTul
peakunu Bupxy 6LBpeyHata dyHKUMA.

Cefuroxime axefil, kakto v ApyrTe LUMPOKOCNEKTHPHN aHTUBMOTUALW, CreARa fia ce Haa



npy MauueHTy ¢ aHamHesa 3a KenwT. BescnacHoCTTa M edexTMBHOCTTa Ha cefuroxime axetii He ca
YCTaHOBEHV npu NalWeHTu ¢ racTpouHTecTMHanHa Manabcopbuus. lMauweHTW € racTpouMHTECTUHANHA
manabcopbuma ca Guny UIKINKHEHN NPU KNMHWYHK NPoyYBaHus Ha cefuroxime axetil.

Mopanu KpbCTocaHa CBPLXYYBCTEMTENHOCT Mexay [nBeTe 6GetanakraMHu [pyru- NeHULANMHU W
Ledanocnopuhn (5-10 %), cneuuanHo BHUMaHME € NoKa3aHo NpW NauUWeHTU ¢ aHamHesa 3a NpegulLHa
nposea Ha aneprus {ocoGeHo aHadmnakens), NPeAM3BAKAHA OT NEHULWINHA.

Npy nevetve Ha Nalimcka Gonect e BL3MOXHO Aa ce Habniogasa peakuus Ha Jarish Herxhemer nopaau
AvpekTeH GakTepuuyuaeH edekt Bbpxy Borrelia burgdorferi.

McespomembparoseH KONUT cneaea Aa ce UMa NPeABUA NPW NOCTABAHETO Ha AWarHo3a rpu NauueHTy,
MONY4MK TEXKa AMapus No BpeMe WK Cref| NPUAIOKEHUETO Ha aHTUGaKTepUanHn Npenapary.

Ceroxim 125 mg/ 5 ml n 250 mg/ 5 ml ceaABpPHa CbOTRETHO 2,46 1 2,74 g 3axaposa Ha 5 ml. He e
noaxoasly npu HacneacTBeHa (ppyKTosHa HEMOHOCUMOCT, [TIOKO3eH-TanaKToseH mManabcopBunoHeH
CHMHAPOM UMK 3axXapa3sHo-U3oManTaseH SeduLInT.

Ceroxim CblYO Taka CbAbpKa HaTPueB BeH30aT KaTo NOMOLLHO BELECTBO, KOWTO MOXe Aa NpeausBuka
ApasHeHe Ha Kkokara, ouute W nuraeuunrte. TOAM MOXE fAa MOBAUM PUCKA OT KbATEHUUA npu
HOBOPOAEHU.

Teduampus:;
EduracrocTTa n GesonachocTTa Ha cefuroxim axetil npu aevia nog 3 meceuHa BL3PACT He Ca YCTAHOBEHU.
Fepuampus: '
Ho cera He ca naBeCTHW HUKaKBIM NPOGHEMY CreLyWmhUYHY 3a Xopa B HanpeaHana SL3PAcT.

4.5. JlekapcTBeHM M APYTK B3aMMogeicTBNA

Mpy epHOBPEeMEHHOTO NpunoXeHue Ha probenecid u cefuroxime axetil ce ysenuiaea nnowufra nog kKpueata
Ha cpeaHa NnasmeHa KoHUeHTpauma- speme ¢ 50 %upes noHwkaeaHe Ha 6u0pevHarta My TyGynHaTa
cekpeLws,

Moxe aa ce HonyyKn RONOXUTENRHA peakuna Ha Coombs npy naglexTn BsMmMalln Llera.HOCI'IOpVIHVI.

Mopaaw rpynoeocneludyyHaTa 3a Liedhanccnopitin NoTeHuManHa HePOTOKCUYHOCT He ce NpenopLYBaT
KOMBUHALMW C ApYrit NOTEHLMANHO HEdPOTOKCUYHY NEKapeTBa.

Cefuroxime axetil mosxe na Aane haniuMeo 3aBuUILEHN Pe3YNTATY 3a rMIOKO3a NPU TECT BasvipaH Ha MegHa
peaykuus (Benedict, Fehling n Clinitest Tabnethu Tectose). MNiokosHUTE eH3MMHY TecTose kaTo Tes Tape
u Clinistix He ce noenunBsart.
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Hoxnapsanu ca MHOro criyuam Ha yBeruueHa akTUBHOCT Ha NepopanHuTe aHTUKoary
nofyyasay aHTMGNOTULM. HanuuueTo Ha MHGEKUMA WM BBLINaNUTENH KOMAOHE
o6LOTO 3APARBOCNOBHE CHCTOSIHUE HA NALMEHTA Ce ABABAT KaTO PUCKOBU haKTopu.




o6cTosTecnTBa € TPYAHO Aa C& onpeseny NpuurHaTa 3a NOBNUABaHEeTo Ha nokasarens INR mexay
WHIPEKLO3HOTO 3abonsapaHe W NnevenueTo My. OBave Npu onpeneneHn KNacope aHTUGMOTULIN KaTo
thyOPOXMHOMOHM, MAKPONNAY, TETPALMKIUHY N ONPEAENEHN LethanoCnopuHI BEPOSTHOCTTA & No-
ronama.

4.6. BpeMeHHOCT ¥ KbpMeHe

TNpoyusaHua, NposeaeHn BLPXY NBLXOBE U MULLKY ¢ 034 A0 3200 mg/ kg cefuroxime axetil gHesHo (23
ITETH 1O- FONeMK OT NpenopkuMTENHaTa MakcuManta AHeBHa Ao3a, GasupaHa va mgf m 2 ) He ca aanu
AOKazaTencTea 3a HexenaHu peakuuk Bupxy nnoga. Obaye He ChLLeCTBYBAT aAeksaTHY M fobpe
KOHTponupaHu Npoyusanus npy BpeMerHy Xeun. Toil Kato NPoyYBaHNATA BLRXY PEnpOAYKTUBHOCTTA NpU
KMBOTHMW He BUHArH KOPECNoHAWPAT Ha OTFOBOPA HA YOBELLKUA OPraHM3bM, TO31 NIEKAPCTBEH NPOAYKT
Tpsbaa 4a ce npunara no BpeMe Ha BPeMEHHOCT Camo NPY HaNMuMe Ha CTPOIM RoKasaHUA.

Cefuroxime ce exckpeTvpa B KbpMaTa, £T0 3aW0 NPK HAZHAYABAHETO My NPYU KLPMELLM JKeHY, crenea Aa ce
NPeKpaTh BPEMEHHO KbPMEHETO.

47. Edext BLpXy nocoGHOCTTa 3a WohupaHe U paboTa ¢ MaumMHu

Hsma naHHu cefuroxime na okassa HAkakss edekT BLPXY CNocoBHOCTTa 3a Lodgupate U paboTa ¢
MatlitHu.

4.8. HexenaHnm fiekapCTBeHu peakuum

Hexxesiature peakiivn KM cefuroxime axetil 0BMKHOBEHO Ca ISKW 1 OT NPEXOAEH XapaKTep.

Kakto 1 npu apyri Ledanocnopitti, pasiko ca AoKIaAsaHu Clyuan Ha UHTepCTULManeH HedpuT, epurema
mynTuchopme, cuHAPoM Ha Stevens- Johnson, ToKcuYHa enugepmanta HeKponnaa, KakTo u peaxuuu Ha
CBPEXYYBCTBUTESNHOCT, BKIKOUBALLN KOXHY 0OPUBY, YPTUKAPUA, NPYPUTYC, NEKapPCTEEHA TPEcKa, CepyMHa
Gonect u mHoro pagke anacpunarkcus. JokNaABaHN ca raCTPOUHTECTMHANHN CMYLUEHUS!, BKRIOYBALUMN
Avapus, ragere v noepbilaHe. [ivapuaTta, Makap U paako HabntogasaHa, No-4YecTo ce acoLumpa ¢ no-
BUCOKN J03M1.

Kakro 1 npu apyruTe LMPOKOCNEKTbPHM aHTUBMOTULW, CHLLECTBYBAT PEAKN AOKIaAM 3a CNy4Yan Ha
ficesgomemBparioseH konut. [oknaasaHo e cbuyo Taka u rnasobonue. B peaxu cinyvan ce chobuyasa 32
TpoMGOLMTONEHUs N NEBKOTIEHUS (MOHSIKOT TesKKa), EosuHOUNNs 1 NPexXofHo noxaYeaHe Ha
4epHoAPOBHYUTE eH3umHK Huea [ALT (SGPT), AST (SGOT) n LDH] ca 6unmn Habiritofaeati npy NEYeHne ¢
cefuroxime axetil. Kakto 1 npu gpyruTe LedanocnopuHu 3a XKLITEHULIA Ce AOKNagBa B MHOTO PEAKM Cryva.
LiecbanocnopuinTe uma aduHuTeT 3a a6copGLIMS N0 NOBLPXHOCTTA Ha MeMBpaHaTa Ha YepaeHnTe
KPLBHY KIETKW U AA pearupar ¢ aHTuTena, HacoueHn cpelly NeKapcTBOTO, AABalKY RONOXUTENEH TECT HA
Coombs (BnamonHa KpbCTOCAHa PeaKLMs C KPBETA) 1 MHOTO PAAKO XEMOJIUTUYHE aHeMUA.

4.9. Npenosupatxe

T
MpencanpaneTo ¢ Ledanocnopniu Moxe Aa npeaussnka LepebpanHoe apasHeke, Boae 9 no Kéﬁé"ym?ﬁh
MriasmeHvTe HuBa Ha cefuroxime MOTaT Aa ce HaManAT YPes XeMOAMANINEA U NEPHT i




5. ®apmaKkonoruyHu aaHHu
5.1. ®apmakoAMHAMKYHY CBOICTRA

Hauyuu Ha geiticTBue

AxTubakrepuanHoTo geitcteune Ha cefuroxime axetil cefuroxime ce gumxu Ha MRXUBKpaHe cuHTesa Ha
BaxrepuanHara creHa, BEPOATHO Ypes aumnaumsa Ha MemBpaHHO CBBLPSaHUTE TPEHCNENTULA3HY SH3UMM.
Tosa npeyn Ha KpLCTOCEHOTO CBBPABaHE Ha BEPUIUTE Ha NENTAOCITINKaHA, KOETO & HeoBXoANuMO 3a
3npaBWHaTa ¥ purngHocTTa Ha BakrepantaTa knetka.

AHTUBaKTepHaneH cnekrsp

Cefuroxime nputexasa gobpa yCTOIMUBOCT CripsiMo BakTepuanHata GeTa- naktaMasa U B ROCnescTsue e
8KTUBEH CpeLly MHOTC aMMALMNUH-PE3UCTEHTHI M SMOKCULIMITUH- PE3UCTEHTHU LWamoBe.
AHTuBaKTEpUanHUs CnekTbp Ha cefuroxime BKNIOYBA CNEAHUTE MUKDOORTAHU3MM in vilro:

AepobHu, MpaM- ompuyamennu

Haemophilus influenzae (BKNIOUATENHO aMNMLMIUH PE3UCTEHTHI LWaMoBe); Haemophilus parainfluenzae;
Moraxella catarrhalis; Escherichia coli; Klebsiella species; Proteus mirabilis; Proteus inconstans;
Providencia species; Proteus retigeri v Neisseria gonorrhoea (BKNIOUUTENHO NEHMUNIA3E-NPOAYLIMPALLIA W
NenvymMnasa- Henpogyumpawm wamose). Hskou wamose Ha Morganella morganii, Enterobacter species 1
Citrobacter species ca noaasanm‘qpea in vifro TecTOBE pesucreHTHOCT kb cefuroxime u apyry Geta-
AlaKraMHy aHTUBHoTUUM.

Aepobru, MNpam- nonoxumenu

Staphylococcus aureus (BKNIOUMTENHO NPOUBBEKAALUMTE NEHULIMNG3A LLIAMOBE, HO W3KNIOYBALLM METULINANH
pesncTeHTHUTE Wamose), Staphylococcus epidermis {(BRIIOMUTENHO NPOUIBEXKAALLIMATE NEHVILIMNE3A LLaMOBe,
HO U3KITIOMBaLYN METULIMIUH Pe3UCTEHTHUTE Wwamose), Strepfococcus pyogenes (v gpyrv GeTta-
XEMONUTUMHN CTPEMTOKOKK);

Streptococcus pneumonia , CtpenTokokv Tpyna B (Sirepfococcus agalactiae) v Propionibacterium
species.

OTaenHn Wwamose eHTepokoky, Hanpumep Streptococcus faecalis ca peCUCTEHTHM.

AHaepobru

pam- nonoskuTenHy v Mpam- HeraTUBHN KKK (BKITlowuTenHo Peplococcus u Peptostreptococcus species)
u I'pam- HeraTueHmn Gauunu (BkniouuTenHo Bacleroides n Fusobacterium species). MNoseyveTo LWamMoee Ha
Bacferoides fragilis ca pesucreHTHI.

Apyeu Mugpoopzanuamu
Borrelia burgdorferi

Pseudomonas species, Campylobacter species, Acinetobacter calcoaceticus, Li
Legionella species n noseqeTo Wamose Ha Serratia v Proteus vulgaris, v Clostndru‘
Ha MHOrO LedanocnopuHw, BIIMIOUMTENHO cefuroxime,




5.2. PapMaKOKMHETUYHM CBOACTBA

Cefuroxime axetil ce aGcopbupa aobpe oT racTpOMHTECTUHANHWA TPAKT Crea NEepopanHO NPUIOXEHUE i
B1bp30 ce xuaponuanpa oT HecneLnhUyHUTE ECTEPasn B UHTECTMHANHATA MyKO3a U KPLETA 40
cefuroxime. BbpxoBuTe NNasmeHu KoHUeHTpauun ot 2.1, 4.1, 7.0 1 13.6 meg per ml ce gocrurar 2-3 yaca
cnep nepopanHo NPWInKeHWe CbOTBETHO Ha 125 mg, 250 myg, 500 mg 1 1000 mg cefuroxime axetil,
CBbp3BaHeTo ¢ NNasmMeHuTe npoTenHn e oxono 50 % . Cefuroxime WMpoKo ¢e pasnpegena B opraHusma,
BIJTIOYATENHO B NNEBPANHATa TEYHOCT, CJIIOHKATA, KOCTUTE, CUHOBUAMNHATA TEYHOCT, TENSCHUTE TEYHOCT
1 LepebpocnHanHarta TeUHOCT (MpK BLananeHu mexuHnt). Yacrra Ha axetil ce metaGonuanpa 8o
aueranaexus v ouetHa Kucenvna. Cefuroxime 6bpso ce exckpeTUpa HenpoMeHeH B ypuHara u okoro 50 %
OT NpUNoXeHarTa [oza ce OTKpUBA B ypUHATa B PpamMKuTe Ha 12 yaca. BpemeTo Ha NonyxmeoT e okono 1.2
Yaca.

5.3. MpenKNUHUYHKM AaHHK 3a Ge30NacHoOCT

[poyusanna Npn XMBOTHY HE Ca Aanu AOKa3aTeNcTBa 328 KapLUHOreHeH NOTeHU%an, Takbe He e
YCTaHOBEH NpU MUKPOHYKNeapHu TECTOBE 1 NOPeanLEa oT TecTose 3a Gakrepuanta MyTayua.
Mpoyyusanua Ha penpofAyKTHBHOCTTA NMpu NNbXoBE npu Ao3K 1000 mg/ kg AHEBHO (geBeT LT no-
rornsiMa OT MakCUMAasnHaTa MpenopbYUTenHa H03a npu Yosexa, 6asupana Ha mg/ m?) He ca ganu
BOKa3aTencTsa 3a yBpexpaHe Ha NNoACBUTOCTTA.

6. DdapMmaueBTUUHN AaHHK

6.1. CAncbK Ha NOMOWHUTE BellecTBA

250 mg/ 5ml 125mg/ S5ml

Sucrose sp. Particle (30/80) 2458.5 2740.5

Xanthan gum 1.5 1.5

Aspartam 8.0 8.0

Silicon dioxide 84.0 84.0
Sodium henzoate 5.0 5.0
Sodium chloride 5.0 5.0
Mannitol 10000 1000.0
Mono sodium cifrate 20.0 20.0
Flavour tufifrutti 50.0 500
Flavour papermint 4.0 4.0

6.2. DUSNKO-XUMUYHN HeCLBMECTUMOCTH

Hava




6.3. CpokK Ha roaHoCT
Cyx npax 3a npopaxGa; 2 roauHu
MNpuroTeeeHa cycneHous: 10 gHn

64. Cneunanuy ycnoBusa Ha CbXpaHeHne

Cyx npax aa npogapGa. a ce crxpansiea npu Temneparypa rog 25° C. [la ce npeanasea or Bnara,
NMpurotoseHa cycrieHcnst: a ce chxXparsisa B XNaguITHUK npy TeMnepatypa 2-8° C.

6.5. JlaHHW 3a omaKkoBKaTa

EctecteeHo npospaqta HDPE Gytunka ¢ Gsna sHenpoHMLaemMa NonunponuneHosa 3alyUTeHa sanylanka ¢
WHANKaTOpHa neHTa 3a MbpeoHa 3a NbPBOHaYaNHO oTBapAHe. Beaka 6yTunka ceAbpxa 50 ml npu
NPUroTeAHE U ©NAKETPaHA B KAPTOHEHA KyTs.

6.6. Mpenopwku NPy ynorpeba

Hobasete BORA A0 HMBOTO Ha Mapkepa BbPXY GyTUnkaTa U pasknarteTe gocbpe. B cryuaii, ye
Taka npuUroTBeHaTa CycneHsus € Noa HUBOTO Ha Mapkepa, AoBaeeTe olle Roaa, Taka ye aa ce
JOCTUrHE MapKepa.

7. Wme 1 anpec Ha NnpUTeXaTenn Ha paspeleHUeTo 3a ynorpeba
RANBAXY UK LIMITED
20 Balderton Street )

London W1K 6TL
UK

8. PerucTpaunoHen Homep

125mg/5mi: 20020750
250mg/5ml: 20020751

8.  [Hara Ha nbpBO paspewenne 3a ynorpeba
20.08.2002r.
10. [Hara Ha aKTyanu3auus Ha TeKCTa

despyapy, 2007 .




