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KPATKA XAPAKTEPUCTMKA HA MPOOYKTA

ERYTHRAN®
1. TbPFTOBCKO WMME HA JIEKAPCTBEHUSA nPOEWEHCTEPCTBO WA 31PABEOMA3BALETO
Erythran® :
4 flpMAGKEHUE Kbm 36l HI62
' paspewenye 3a ynorpe6a e 24, 08. 9%
2. KOJIMYECTBEH N KAYECTBEH CbCTAB
5 ml cycnencus Erythran 125 mg/5 ml chabpxa: 61648 A0 , //@Cé(/l,

Erythromycin estolate 179 mg, ekB. Ha Erythromycin 1257q; 7
5 ml cycrniedens Erythran 250 mg/5 ml cbabpxa;
Erythromycin estolate 385 mg, exs. Ha Erythromycin 250 mg.

3. JIEKAPCTBEHA ®OPMA
[paHynu 3a opariHa cycneHcus

4. KINMHWYHW JAHHIA

4.1. NOKA3AHNSA

Erythran® e nogxopsiy 3a feveHne Ha UHOSKUMN, MPUUYUHEHN OT YyBCTBUTENHN
KbM HEro MUKpPOOPraHmn3mis:

¢ VHPEKUNM Ha pMxartenHnTe NbTMla U njieBpata - OCTbP U XPOHUYEH
060CTPEH GPOHXWT, MUKONNA3MeH! NHEBMOHUN, aTUMNYHI MHEeBMOHNM 11 OPYTv
MHOEKUMN Ha avxaTenHuTe nbTula, npuunHeHn ot Legionella spp., Chlamydia
spp. n Bordetella periussis;

¢ YHI wundexumn - aHrvHW, OCTbP CUHYWUT, OTUTK, GAPUHINTY, enurioTUTy,
AanMdTepus (B KOMGMHAUMS ¢ aHTUAUDTEPNEH CepyM);

+ yporeHutanHu uHdpekumn, npuyanHenn ot Chlamydia wm Ureaplasma

urealyticum - npocTaTtuiv, YPETPUTW, enuaupuMuTy, LepBULWUTHA, KaTo
TeparneBTYyHa anTepHaTuBea Nnpnu roHopes;
¢ NHeKUNM Ha Koxara N MeKWuTe TbKaHW — UMNETUro u

WMNETUTMHW3MpPaHK JepMaTo31, epusnnen, akHe,
¢ gHaepoOHu MH$eKUMN - aHTpakc, TeTaHyC, epuTpasma.,

Erythran® ce npunara Kato anTepHaTtiiBa Ha 6eTa-nakTamHUTe aHTUENOTULIM
npu npodunakTMka Ha peBMaT4Hn NPUCTLIN, A

Eryvihran® e nopxoasit 3a Nnpo@unakiuka Ha NnepTycuc Npk KOHTaKTHK fiiua.
Erythran® e anTepHaTVBHO fieYeHue Npu MbpBuYeH cugunmc, B crydail Ha
CBPbXYYBCTBUTENTHOCT CTIPAMO NMEHULNAVH,




4.2. [NO3MPOBKA N HAUYMH HA YNOTPEBA

FlpopykTsT ce npunara no nekapcko npepnucanne!

JlekapcTBeHaTa dopMma e npeaHasHaveHa 3a geua.

Erythran® ce npunara 1 yac npepn xpaHeHe. [lpn neua ce gosupa 30 go 50
mg/kg OHeBHO, pasnpefeneHin B 4 npuema. Hosara mo)e [Oa ce ysBenmuy,
CIOpef, TEXECTTa Ha MHpeKumMsTA.

MpoabmKUTEeNHOCTTa Ha NeYeHneTo obnyanHo e mexay 5 n 10 aHu,

4.3. MPOTBONOKA3AHIA
CapbxuyBCTBUTENHOCT KbM Erythran® unu gpyrit Makponuau.

4.4, CHOELWATIHU MPOTVBOINOKA3AHUSA 1A CHELMAITHNA
APEONA3HN MEPKI NMPKW YNOTPEBA

Mp¥ neyeHne ¢ Ba30OKOHCTPUKTOPYW OT rpynarta eproankanouguTe (eprotaMmmH 1
AVXMAPOEProTamMmnH) MOXKe [a ce Habniogasa eprotu3bM, NOBULIEH PUCK OT
HEKpO3a Ha KpaAHuuute nopafyM HamanseaHe Ha  4epHOApPOGHOTO
eMMKHNPaHEe Ha ankanouauTe, NPon3BoaHN Ha MOPaBOTO Porye.

Mpu neveHue ¢ Um3anpua MOXKe Aa ce Habnofasa nosuillaBaHe Ha pPUCKa OT
KamepHu aputmumn, ocobeHo torsades de pointes, nopagn HamanspaHe Ha
YepHOAPOBHOTO eNuMUHMpaHe Ha unaanpup ot Erythran®.

[Mpu nosiBa Ha aneprityHn peaxLuy unn QPYr1 HeXxenaxdy NekapcTBEeHU peakuuu,
npuemaneTo Ha Erythran® ce npekparaBa 1 ako e Heo6xoaumo Cce NpoBexaa
CHLOTBETCTBAWO NevyeHue.

Hanuuveto Ha methyl parahydroxybenzoate MoXe fa TpUyMHW YPTUKapns,
KOATO NPUHALIEU KbM anepruiHuTe peakuun ot 3abaseH Tun. Paako morar fa
ce NOABAT W peakuuy OT 6bp3 TN, HanpumMep 6poHX0CNa3bM.

Ougetutenat E124 moxke ga NpuuvHi aneprityed Tan peaxkuun, BKKUUTENHO
acTMa. PyUcKbT OT anepriii € No-ronsam rpiu anepruybn Kb acrnnpuH naumeHTy.
MNPoOyKTLT ChAbPXKa NaKTo3a, KOeTo o NpaBk Henoaxoasw, Apu Xopa C
fiakTasHa HeaoCTAaTbUHOCT, ranakTo3emMmnsa Uik [IIOKO3eH/TanakTo3eH CUHAPOM
Ha manatcopbums.

[MpofyKTbT CbObpXKa 3axap, KOeTO o NpaBu HENOAXOAsALY, 3a NpUnoXeHne npu
anaéeTtuun, ‘
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4.5. IEKAPCTBEHI N APYIN B3AUMOLEVICTBUSA
[ 1py CbBMECTHO npuemMaHe Ha Erylhrén@ c TeodunrH, MOXe ga ce
noBMIlaBaHe Ha Ma3MEHOTO HMBO Ha TeodunvHa, nopagu nEK
Bb3neticrane Ha Erythran® BbpXy meTadonnsma My.




IMnasmeHnTe KOHUEHTpauun Ha xapbamaseriita, $eHUTONH, Xekcobapbutan u
LMKFOCAOPWH, ChILC MoraT fa 6baat MoBuiieHu nNpu CbBMeCTHOTO BbBeXAaHe C
Erythran®. B pesynTaT Ha ToBa B3aUMOOEACTBUE MOraTt fa ce Haémopasar
TOKCUYHU eheKTu, Npean3BuKaHi oT kapbamasenmH.

CbBMECTHOTO MPUNOKEHUe Ha epUTPOMIALIMH C BapdapnH MoXXe Aa AoBeAe fio
3acunBate epekTuTe Ha BapdapyHa 1 Nossa Ha Xemoparuu.

Erythran® oxasBa BnugHue BBLPXY 4pesHarta dnopa W nopagu TOBA
CHbBMECTHOTO MY MPUNOXKEHUE C BUrOKCUH. MOXE fa MPOMEHN MeTabonusMa Ha
QUrOKCUHA.

Mpu komBuHMpaHe Ha Erythran® cbe cyndoHamuoy e oTbenssaH crHepruieH
edekT crpamo Haemophilus influenzae.

Mpy neyeHue C acTeMu3on, TeppeHaguH uav ApYrM  aHTUXMCTaMUHOBK
MPOAYKTM MOXe [a Ce MOBUIM Ha PUCKBT OT KamepHy apuimum, 0COGeHO
torsades de pointes, nopanyn HamansBaHe Ha YepHOAPOBHOTO eNMMUHPaHe Ha
aHTUXMCTaMUHOBUTE NpomRykTu oT Erythran®.

[lokazaH e aHTaroHu3bm Npy KoMGuHUpaHeTo Ha Erythran® ¢ KnuHaamnumH.

4.6. BPEMEHHOCT N KbPMEHE

Tasy nekapcTseHa popma e npegHasHayeHa 3a geual

He e mokasaHa kaTeropwuyHo 6esonacHoctTa Ha Erythran® 3a nnopa. fipw
6peMeHHM CbllecTBYBa MO-TONSM PUCK OT pasBuTMe Ha  4epHOApOGHU
yBpexnaHus cnef npunaraHeto Ha Erythran®. [pn KAuHWYHW riokasaxus n
npy nKUnca Ha anTepHaTiea, TON MOXe Aa 6ble npeanucaH Ha BpemMeHHn U
KbpMauky 10 NpeLeHKa Ha NeKkyBauing jiskap.

4.7. EQOEKTA BbPXY CMOCOBHOCTTA 3A LUOGWPAHE i PABOTA C
MALUWHI
Erythran® He Bnvsie BbpXy CNIOCOGHOCTTA 3& wogupaHe 1 pabota ¢ MatlHN,

4.8. HEXKEJTAHW NEKAPCTBEHW PEAKUWIA _

Erythran® ce npuema 3a epgyH OT Hal-Marnko TOKCWM4HWTE cpef 1UpoKO

YNoTpe6siannTe aHTUBMOTILN.

Hat-uecto  cpeljaHWTe  HeXenaHu  peakumm ca  OT  CTpana  Ha

XpaHocMunaTenHara cucTema - rafeHe, NOBpblUaHe, AMapus, PAAKQ KONWT.

Moxe pa ce Habniopasa yspem,qané Ha yepHus Opo6, KOETo ce u3passea B

Xonectasa, naronoruyHy Mokasartenn Ha YepHonpobHaTa C])yHKLI.VI/,wJ;IQI?l{ILcueH

cepymeH BunupyouH, UKTEP. ﬂ?‘“\ ' 0;%\
<
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CyMIITOMUTE Ha YepHOOPOGHO yBpeXOaHe ce CPeuwlaT y NauueHTwn, Apuemani
MPORYKTa roeeve oT 10 gHU KM fipy NOBTOPeH Kypc Ha nevetne. O6UKHOBEHO
ca 06paTUMK 1 OTLLYMSBAT CAef NpeKpaTaBaHe Ha NeyeHneTo.

OnncaHn ca PEedKk cnyuan Ha XermatuT v YBeRnYeHWe Ha YepHOOpOBHKTE
TpaHcamyHasn. KnuHudHWTe rpusHauM Ha XenatutT ca WHOuKatop 3a
HesabaBHO NpeycTaHoBABaHe Ha NeYeHneTo.

Bb3MOXXHW Ca aneprudHn MposiBy, BKIIOUBALUM KOXHU OBPUBU, CbPEEXM,
ypTUKapus, e03MHOMGUANS, PAAKO aHadunakcys.

Mpu ynotpe6a Ha aHTUBKOTAKA BbB BUCOKW 031 € HabniofasaHo o6paTuMo
YBp&XOaHe Ha CriyXa, MOHAKOra LWym B yluuTe.

4.9, MPERO3VIPAHE

B cryyau Ha npenoavpaHe, HeyCBOEHOTO KONMYECTBO Ce OTCTpaHsBa 4pes
APOMMBKM Ha cTOMaxa, npuiara ce akTWBeH BbITieH W nauueHTuTe Oa ce
NOCTaBAT B YCMOBUA HA YUACT Bb3OyX.

5. @APMAKOJIOMMYHN JAHHW

ATC kog: JO1FAOQ1. AHTUMHDEKUMOSHN fipenapart 3a CUCTEMHO NPUAoXeHke.
Makponugn.

5.1. PAPMAKOBMHAMWNYHI CBONCTBA

Erythromycin npuHaanexu KbM rpynara Ha MakpOonMaHUTE aHTUBUOTALM,
MpuTexaBa GakTepuocTaTuueH TUM Ha aHTubakTepuanHo AewucTeue, 4pes
roTuckaHe Ha 6BenTbyHaTa cMHTesa Ha HMBOTO Ha 508 cybeguHuuaTa Ha
pnéosomarta.

YyBcmBumenHu Ha aHTubuoTHKa ca: S, pyogenes (gr. A), u npyru Streptococcus,
S. pneumoniae, C. diphtheriae, B. pertussis, M. pneumoniae, U. urealyticum,
Legionelta spp., C. trachomatis u pneumoniae, A. israeli, E. rhusiopathiae, L.
monocytogenes. Yuepero dyBemBumennu ca: Campylobacter sp., H. pylori, M.
catarrhalis, T. pallidum, Ricketsia sp., kakto u axaepo6ure Clostridium sp.
Peptostreptococcus sp., P. acnes. G npomexuba yyBcmBumenrocm (B NOBEYETO
cnyuaun pesucTeHTHr) ca: Staphylococcus sp., Enterococcus sp., N. gonorrhoe
n meningitidis, H. influenzae. Kamo pesucmeHmHU Ceé OnpefenarT BCU4KN
Entercbacteriaceae sp., BK/l. HeGepMeHTaTUBHIUTE Ipam-0TpULaTeNHY BakTepii
Brucella sp., N. asteroides, C. psitadci, M. hominis, B. fragilis, Mycobacterium
sp., kakTo u C. jeikeum. "




5.2. GAPMAKOKNHETNYHI CBOICTBA

Erythromycin estolate uma cponcteata Ha Erythromycin 1 ce npunara
nepopanHo B cbumTe A03N.

Erythromycin estolate e no-ctaéurnien ot Erythromycin B kucenns cTomalieH COK.
Mpy nepopaiHo MpUNoXeHKe TOK ce pesopbupa 6bp30 Y NpeMuHaBa B KpbBTa,
“kato Erythromycin mnu Erythromycin propionate, KoiTo ce xuaponuavpa Ao
Erythromycin. YacT oT pesopbupaHoTo NIeKapcTBo ce meTabonnanpa B YepHus
Opo6 uYpe3 pemeTunvpaHe. MakcumanHuTe [nasmeHi KOHLEeHTpauuwn Ha
Erythromycin ce gocTurar ot 2 fo 4 yaca, cnep NepopanHoTo My NPUIoKeHne B
go3za 500 mg v Bapupart 3HauuTenHo ot 1 fo 2 pg/mi.

XpaHaTa MOXKe fa OKame 3HAuMTENHO BAMAHWE BbPXY Herosara pesopouus,
nopagy KoeTo e Heo6XoaAMMO fa 6ble NnpueMaH Ha MpaseH cToMax, Hau-Manko
30 MUHYTK Npean XpaHeHe.

MNnasmeHnaT nonyxuvsoT Ha Erythromycin e okono 2 vaca npu nauWeHTu ¢
HeyBpeneHa 6bépeuna o¢yHkums. Erythromycin ce cBbp3sa ¢ nnasvenure
npoTenHn 70-75%. Tol 6bPp30 ce pasnpefesns B TbKaHuWTe KW TEUHOCTUTE Ha
opraHusma. BbB BUCOKI KOHLIEHTPaLKW Ce N3NbUBA B HepHUs APO6 1 XMbYKaTa,
[OCTUra TeparieBTUYHU KOHLIeHTpauum B fieBpanHara teyHocT. B npoctared
CeKpeT ce fokaaea KOHLeHTpauus, KoATo NpeacTaensaea 35% ot nnasmeHara.
TpyoHO npemuHaBa npe3 KPbBHO-MO3bYHATA Bapuepa, [opU U [Py BbafaneHu
MeHVHIM, YacTnyHo npemuHasa npesa nnaleHTara U MoXe fa NocTurHe B nnoja
KoHueHTpauus, 10% OT Tasn Ha maikara. 3HaumMTeneH NpoUeHT OT fpueTara
[03a Ha NpoayKTa Ce enuMuHMpa upes XnbuHata ekckpeuns. G ypuHarta ce
eKkcKpeTupaT okono 5% ot npuetata posa Erythromycin. Erythromycin ce
M3nbYyBa 1 B KbpMaTa,

5.3. NMPEOKJIVHNYHN OAHHN 3A BE3OMACHOCT
WacnengaHmaTa 3a OCTpa TOKCWUYUHOCT, TIPOBEOEeHW BbpXY pasnuiuHi BUAOBE
eKcriepyMeHTamNHKU XWBOTHY, MOTBbPXKOEBAT M3BecTHaTa 3a Makponuoute
HUCKA TOKCUYHOCT, T
Crieq efHOKpaTHO nepopanHo BbBeXfaHe Ha PELS y nnbxose LDg >5000
mg/kg T., a Ha Erythromycin LDsy e 10200 mg/kg T1.(9272:-11200) mg/kg T.
MpusHaumuTe Ha UHTOKCUKaLMS Ce XapakTepusupar ¢ HamarneHa peakTMBHOCT,
aguHamMud, HacTpbxHana KosuHa. ‘NeTanUTeTbT HacTbnea 1-2 AHW cnef
- fipynarase Ha TOKCUYHUTE [O3N. )
MpoBeneHa e cpaBHUTENHA CYBXPOHKYHa TOKCUYHOCT Ha PELS,W A
MbX0Be, TRETUPaHN NepopanHo ¢ Ao3W, eKBUBaNeHTHW Ha 8;9/{@%?%@;‘
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B NpoOb/bkeHne Ha 6 ceamuum. [JaHHUTe OT N3cnenBaHeTo figKassal



NPenu3BUKBa CTATUCTUYECKY 3HAUUMO Mo-criabo HapacTBaHe Ha TpeTupaHuTe
)KUBOTHW, B cpaBHeHue ¢ gpyruTe ase ¢opmu (EB u EL). CmbptHocTTa y
TpetupanuTte ¢ EB (50%), EL n PELS 33.8% e onpenieneHo no-eucoka (p<0.01)
OT NeTanuTeTa B KOHTporHara rpyna (16.6%), HO He Moxe pa 6bfe obscHeHa
camMo C MNpoMsHa B UHTecTMHanHata ¢nopa, BuTamuHeH puctanarc u
MeTabonnabMm.

He ca ycTaHoBeHW 3Ha4YMMy CTPYKTYPHY U3MEHEeHWUs BbB BbTPEeLIHUTe oprany -
yepeH fOpo6, 6b6peuu, HanbLOpeuyu, TECTUCH, KOMTO fa NpeausBukar
CMBpPTHOCT y TpeTwpaHute ¢ PELS, EB u EL »wBothn. He ca ycTaHoBeHU
Maxpo- 11 MUKPOCKOTICKV W3MEeHeHNs BbB BbTPEIIHUTE OpraHi 1y Npexusanmre
YKVBOTHM (QYTOMCUPAHN CNep Kpas Ha eKcriepiMeHTa).

YetaHoBeHa e aHauuTenHa atpodusi Ha KocMeHWuTe GOonuKyny (XNCTONOIMHYHO
nokasana) y PELS - rpynata, HO He 1 Y Apyrute rpynu. Hab6nopaBaHa € cblUuo
napa- 1 XxunepKeparosa.

YCTaHOBEHO € 3HauuTenHo MoBullaBaHe CTOMHOCTWTE Ha ankanHata W
Kucenara docdatasa Haf Hopmansara y XXUBOTHWTE, TpeTMpaxu G PELS, Ho
ONpefeneH XenaToTOKCUUeH eQeKT He € KOHCTaThpaH.

6. ®APMAUEBTUYHU BAHHW

6.1. CMCBbK HA NMOMOWHWUTE BELIECTBA

Erythran® 125 mg/5 ml: Lactose, Methyl parahydroxybenzoate, Povidone,
Sodium Citrate, Raspberry flavour Permaseal, Xanthan Gum, Methylcelulose,
Sodium cyclamate, Sucrose.

Erythran® 250 mg/5 ml: Lactose, Methyl parahydroxybenzoate, Povidone,
Sodium Citrate, Raspberry flavour Permaseal, Ponceau 4R — E124, Xanthan
Gum, Methylcelulose, Sodium cyclamate, Sucrose

6.2. ®DN3NKO - XMMWYHI HECHBMECTUMOCTU
Hama

6.3. CPOK HA FOBHOCT
3 (Tpu) roanHN OT faTarTa Ha Npon3BOACTEO.

6.4. YCIIOBNA HA CbXPAHEHUNE

[Mpu TemmnepaTypa He no-Bucoka or 25°C.

JJa ce cbxpaHsBa Ha MACTO, HEAOCTRITHO 32 neual
Cnepn npuroTssHe Ha cycneHsnsATa [a ce coXpaHasa 10 gHY [Py TE
8’ cl




6.5. NIEKAPCTBEHA ®OPMA N OMNAKOBKA
20 g Erythran® rpanynn 125 mg/5 ml B TbMHM CTbKeHW 6yTWUKM oT 60 ml
20 g Erythran® rpanymm 250 mg/5 ml B TbMHN CTbKNEH) BYTUIKK oF 60 mi

6.6. NMPENOPBbKW MPN YNOTPEBA

lMpuroTenaHe Ha cycrieHcuaATa

KbM epaHyaume 3a hnepopaAHa cycheHcus ce gobaBs Boga go noaoBuHama Ha
Prakora u ce paskiaua gobpe. [onbaBa ce go Mapkama U omHoBo ce paskaalya
go noayyabane Ha XOMOZEHHa C)/CneHCUs.

®nakoHbT ce pazknalla npeau Bcaka ynoTpe6a.

Jlosnpaneto ce N3BbPLUBA C NOMOLLTa Ha MepUTenHa Yawka.

- 5 ml oT npuroTBeHaTa cycreH3uns cbabpkar 126 mg Erythromycin {kato
ectonar) ot Erythran® 125 mg/5 mi.

- 5 ml ot npuroTBeHata cycneHsus cbabpxar 250 mg Erythromycin (kato
ectonar) ot Erythran® 250 mg/5 ml.

CpoK 3a n3nonssaHe Ha roToBara cycneHcus: 10 gH1 npu cexpaHeHue oT 2’ no
8°C ( B xnagunHuk ).

7. IME W AROPEC HA TNPUTEXATENA HA PA3PELLIEHMETO 3A
YMNOTPEBA

"Bankandapma-Pazsrpag"™All

6yn."Arnpuncko BbcTaHue" 68

Pasrpan—7200

8. PETUCTPALUWMOHEH HOMEP B PEFMCTbPA NO Hi.28 OT 3JiAXM

9. JOATA HA TbPBO PA3SPELUABAHE 3A VYIIOTPEBA HA
JIEKAPCTBEHUVA MPOOYKT

Erythran® rpanynn 125 mg/5 ml npotokon Ne442 na KJIC ot 1.12.1983 r.
Erythran® rpanynn 250 mg/5 ml nporokon Ne497 ot 26.02.1890 .

10. JATA HA AKTYAIMU3ALINKA HA TEKCTA
KOnn 2001 1.




