MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX
NAFPENZAL DC

2. MOIOTIKH KAI MOXOTIKH XYNOGEXZH
Avd oOpryya tov 3 ¢:

ApOGTIKG GLGTATIKG,

Procaine benzylpenicillin 300 mg (300.000 1V)
Nafcillin as sodium salt 100 mg
Dihydrostreptomycin as sulfate 100 mg

"Exdoyo:

BA. mnpn katdloyo ekdoy®mv 610 Ke@Aiawo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Evdopaotuco gvaidpnua.
AgvKb £ VTOALEVLKO EAALDOES EVOLDPTLLAL.

4. KAINIKA XTOIXEIA

41 Eiom {oov
Boog1dn (ayelddeg yohakTomopaymync), tpdpata kot aiyeg Kot ™ Enpd mepiodo.

4.2 Ogpanevtikéc evociteis mpoodiopilovrog Ta £idn OOV

INo ™ Bepameio Kot TV TPOANYN paoTiTd®V ENPAS TEPI0d0L TV AyEAO®Y, TPOPATOV KAl AydV,
7OV TTPOKOAAOVVTOL OO UKPOOPYAVIGUOVE evaicOnTove oty BeviuhomevikKiAAivn, Tn VaQKIAALVT Kaunm
T S1WOPOGTPENTOLLKIVT.

4.3  Avtevositag

Na un yopnyeitot og {da mov givarl yvmotd 0Tt Topovcstalovy avtidpact vrepevacnciog oTig
TEVIKIMAVEG, KEPAAOGTOPIVES 1] OTIC OULVOYAVKOGIOES,

Na pn yopnyeitot og {oa katd Tn S1GpKELN TNG YOAOKTOTAPOY®YNG.

4.4 E10kég TPOEIdOTOM|GELS
Na un yopnyeitot og {ma pe yvootn aAiepyio o€ £va amd To dSPOOTIKA CLGTATIKA.

45 Iowitepeg TPo@LAGEELS KOTE TN YPio

Iowitepeg Tpo@UAGEELS KOTE TN YPio o€ Coa

Na un yopnyeitot o€ {da wov givarl yvootd 0Tt Topovctdlovy avidpacT vrepevolctnciog oTig
TEVIKIMAVEG, KEPAAOGTOPIVES 1) OTIC OULVOYAVKOGIOES.

Na pn yopnyeitot g {ma Katd T S1APKELN TG YOAUKTOTOPAYDYNC.

Iowitepeg TpoPLLAEELS TOV TTPEMEL VO AapfdvovTal amé TO ATONO TOV YOPNYEL TO QUPUIKEVTIKO
nPoiov oe LOa

H Bevluiomevikiddivn, 1 vaeKIAAivn 1 1 S100pocTPETTOLLKIVY EivOl SUVATOV VO TPOKAAEGOVY
avtidopaon vrepevaictnoiog (aAiepyia) HeTd amd EVESIUN XOPT YN O, EICTVOT, KOTATOOT 1| EXAPN LE
t0 déppa. H avtidpaon vrepevaicnciog otig kepaioomopiveg pumopel vo 0dnynoetL 6€
dtauotavpoHEVT evaicOncio oTig meVIKIAivec kat To avtifeto. Ot aAAepPYIKEC AVTIOPACELS G OVTEC TIG
ovcieg pmopel mepioTaciakd va givor cofapés.



H obvBeon tov Nafpenzal DC ko 1 tpotevopevn nébodog yopriynong (piag ypriong ovpryya
EVOOLLUGTIKNG XOPMYNONS) EVEXOLV KPO Kivduvo ékBeomng Tov mpoowmikoh 6to mpoidv. Ev tovtolg
glval omopaitnTeg ol aKOA0VOEC TPOPLAGEELG:

1. Mn yepileote 10 mPOidV 0O, GV Yvopilete OTL €loTE ELAUGONTOTOMUEVOG, 1| EGV GOG
€xovv oupfovievcel va unv xepileote T€To0 GKELAGUATO.

2. Xeproteite 10 mPoidv avTod pe PEYOAT TPOGOYT MOTE VO, ATOPVYETE TNV £kBECN O€ AVTO,
maipvovtog OAES TIG AmapaiTnTES TPOPUVAAEELS.

3. Edv mapovcidocete copmtdpoto petd and v £kbeon oto mpoidv, dnwg eEGvOma Tov
dépuatoc, Ba mpémet va avalntnoete wtpky fonfeta Kot va deiEete 6TOV Y10TPO VTN TNV
npoedonoinot. Oidnua Tov TPOCHOTOV, TOV YEIMMY Kol TOV LATIOV 1] SuoKoAio otV
avamvon etval TePIoGOTEPO GOPaPH CUUTTOUATO KOl OTALTOVV GUEST] LTPIKT PPOVTIOA.

H oVpryya Ba mpémet va ypnopomoteitan pdévo pio opd.

4.6  AvemOOunteg evépyeres (ovyvotnTo Kot cofapdtnra)
e ondvieg TEPITAOCELS gival SuvaTo va TapatnpnBodv avtidpdoelg vepevaicinaiog.

4.7  Xpnfon Katd TNV KONG1, TN YOAOV)IO 1] TNV MOTOKId,

Kinon:

Mmopei va ypnoioroindel katd tn didprela tng komonge. Aev £yovv dlamiotmbel evoeilelg
guPpvotolikdTTOC.

TaAovyia:
Agv 1oyVeL.

4.8 AlMiemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTA KO GALES pOPPES alinienmiopaong
Eivai dvvato va mapatnpndel aviayoviepog petaéd Nafpenzal DC kot okevaoudtov mov neptéyovv
Baktnploctotikd cvototikd. Mmopei va avartuyfobv avOeKTIKG GTEAEXN TTOL £X0VV S1UGTAVPOVUEVT
avtoyn He A ovTIBloTiKG TOL B-AOKTOUIKOD SOKTLUAIOD 1 HE OULVOYAVKOGIOES.

4.9 Aocoloyio Kol TPOTOG JOPNYNONG

To mepieyOLEVO TNG LLOG GUPLY YOG EYYVETAL TPOCEKTIKA PEGa 6T BNAN TOL LOALGUEVOL
TETAPTNLOPIOL Y10 TIG AYEAAOEG 1) TOV LOAVGUEVOL MHOPIOL TOL HOGTOV Yo To TPOPOT KOt TI
alyec.

Ipwv amd v éyyoon, apéréte kaAd to paotod. [TAvete oyoAaGTIKA Kol KAVETE avTionyio ot OnAn
Kol 11oitepa TO GKPO TNG HE OVTIONTTIKO. AQOIPEITAL TO KAAVUUO TOV GKPOV TNG CVPLYYOS Kot
glodyeton petd Tpoocoyng otn ONAN. Adeldote TO TEPLEYOUEVO UE aPYO PLOUO KOL GTIV GUVEXELL
poAdooete eAa@PLd TN ONANG Kot TOL HAGTOV TPOG TA AV Y10 KAADTEPT] KOTOVOLT TOV EVOLMPTUATOG
GTO LOGTIKO TOPEYYLUO. ATOPVYETE TNV EXYOAVVGT TOL POYYOVG TG CLPLYYOS

4.10 Ymepdoooroyia (COUTTONOTO, NETPO. AVILUETATLGNG, OVTIOOTO), EAV EVAL OTOPAITNTO
Agv TOpOTNPOVVTOL GUUTTOUATO, KOl OEV UTOLTOVVTOL EXEIYOVTO LETPOL.

411 Xpovog avapoviig

Boogwon:

(kpéag & edmotpol 1otol): 16 nuépeg

(y&Aa): 48 dpec PeTd TOV TOKETO, GE ENPA TTEPI0S0 SLAPKELNG HEYOADTEPNG T®V 6 EfdOUAdmV
44 nuépec petd v Yopnynon, o€ Enpa mepiodo drapkelag £mg 6 EfOOUAdES

Hpépara:

(kp€ag): 35 nuépeg

(véha): 5 nuépec petd tov TokeTo, o€ ENPA mEPiodo ddpKeLNg LEYOADTEPNC TV 85 NUEPDV
90 nuépeg Petd TV xopnynon, oc ENpa mepiodo diapkelog Emg 85 nuepmv



Alyeg:

(kpgag): 35 nuépeg
(yéAa): 9 nuépeg HETE TOV TOKETO

5. D®APMAKOAOI'TKEX IAIOTHTEX
DdoppokobepamenTikn opddn: ZvVOVaGHOG AVTIBOKTNPLUK®OV Y10 EVOOUOCTIKN YP1oM
Kwducog ATCvet: Nafcillin QJ51RC

Benzylpenicillin QJ51RC22

Dihydrostreptomycin ~ QJ51GA90

51 ®@appoxodvvopkés 1010TNTES

H BevluiomevikiAdivn givar éva avTiPloTiko Tng opdong Tov Pta-AoKTap®V Pe PaktnplokTovo dpdaon
Kupiong katd Gram-Ostikdv Paktnpiov. Eival evaicOnm omyv adpavomoinon amd t Prita-AdKTopdon
(mevikidlwvaon).

H vagxidivn givon o avBektikn oty TevikiAAvacn nueuvOeTikn TevikiAdive.

H dwdpoactpentopvkivn eival Eva apivoyAuKicdkd avTiBlotikd pe Boktnploktdvo dpdor Kupimg
Katd Gram-apvntikov Baxtnpiov.

O ocvvdvaopog PevuAoTEVIKIAAIVIG, VaKIALivg Ko dwdpootpentopvkivng oto Nafpenzal DC éyet
dpdion evavtiov ToV Kowvdv Paktnpiny Tov TPokarlohV HACTITION: GTOPVAOKOKKOVG, GTPEXTOKOKKOVG
ka1 Gram-oapvntikd Boktiplo. Emmpdcbeta, o dpaotikd cuotatikd dpovv GUVEPYIKA.

"Exovv mpocdiopiotet in Vivo, ot akoAovbeg tipég MIC:

Ytéheyog Nafcillin Benzylpenicillin DHS
(ng/ml) (1U/ml) (png/ml)

Ytapuidkokkot Tnktaon apvntikoi (CNS) | 0,128 0,064 4
Staphylococcus aureus — evaioOnror 0,25 0,064 2
Staphylococcus aureus — avlektikoi 0,25 0,128 2
Micrococcus spp. 0,064 0,25 1
Streptococcus dysgalactiae 0,032 0,016 16
Streptococcus uberis 0,064 0,064 >32
Streptococcus agalactiae 0,064 0,064 >32
Escherichia Coli >32 >32 4
Klebsiella spp - - 1
Arcanobacterium pyogenes 0,064 0,016
Bacillus cereus 0,008 0,008 -

52 ®DappoxoxkivnTikd oTovyEia

Metd a6 v evéouaotikn yoprynon tov Nafpenzal DC, n aroppdenon amd 1o pootd ot
GLGTNUATIKT KUKAOQOpia eival TEPLOPIGHEVT] GTO BOOEION KOl GTO UIKPE UNPUKOGTIKAL.

2116 0yeAAOES, OMOTEAECUATIKA EMIMESD TOV AVTIPLOTIKOV OTIG EKKPIGELG TOV ENPov HOGTO
TaPUUEVOLY ¢ 4 EBOOUASES Yia TN VAPKIAAIVY, £¢ 8 gfdopadeg yia tn Peviviomevikidiivn kot £
13 gfdopuadec yio T SIOPOCTPERTOUVKIVT.

210 TpoParta Kot TIC oiyeg, UTOTEAECUATIKA EMIMESO TOV AVTIPLOTIKOV OTIG EKKPIcELG TOV ENpov
UOGTOD TOPAUEVOLY £0C 6 EBSOUAdES Yl TN VOQKIAAIVY, ém¢ 8 — 12 gBdouddeg yio ™
BevlvlomevikKiAdivn kot émg 16 eBOOUASES Yio TN STVOPOGTPELTOUVKIVY.

6. DAPMAKEYTIKA XTOIXEIA
6.1 Katahoyog exdéymv

Liquid paraffin

Aluminium distearate

6.2 AocvupototnTeg
Kopia yvooty.



6.3 Awpkera Long
Avgpxela (NG TOL KTNVINTPIKOV QOPUAKEVTIKOD TPOIOVTOG COLP®VA LE TI GUGKELOCIN TOANCNG: 2
£m.

6.4 Idwitepeg mpoPuAAEELS KoTA T OLAEN TOV TPOTOVTOG
Mn gpuAdooete og Beppokpacio peyoarvtepn tov 25°C. Mnv katayOyeTe.

6.5 ®von kol 6VVOEST TIG GTOLYELDHOVG GVOKEVUGING
Dvon g 6ToYELDOOVC CLCKELAGING:
- Zopryya amd yapnAng mokvotntog ToAvatfvuiévio
- ®okeldxt amod polyethylene terephthalate /aluminium /polyethylene

MéyeBoc cuokevaociag:
Kvrtio pe 1 pakerdkt tov 4 Tpoyspicpuévev cupiyyov tov 3 g kot 4 TeTe€tec Kabapiouov.
Kvtio pe 1 poakeldxt tov 20 mpoyepucuévav cvplyyov tov 3 g kot 20 tetoéteg kabapiopov.

[etoétec KoBopiopov:
Xaptiveg TET06TEC KAOUPIGHOD EUTOTIGUEVESG GE LAV, IGOTPOTVAIKNG aAK0OANG 70% VIV.

Mmropei va v KuKAOPOpOoLV OLEG Ol GUGKEVAGIES.

6.6 Ewdwkéc mpo@uiaters amdppiyng evog YpNoLRomTot)0£vIog KTNVIATPIKOV QUPILOKEVTIKOD

TPOIOVTOG 1 ALV VAIK®V TOV TPOEPYOVTAL U0 T1] YP1G1) TOL TPOIOGVTOGS, AV VITAPYOVY
Kdabe pun ypnopomombéy kmviatpikd QoprokenTikd Tpoiov 1 Un xPNoIoron0évta vToAEIUIATE TOY
TPETEL VO, ATOPPITTOVTOL GOUPOVO UE TNV 1o}ovce e0vikn vouobesia.

7. KATOXOX AAEIAY KYKAO®OPIAX
Intervet International B.V.

Wim de Korverstraat 35

NL-5831 AN Boxmeer

OX\avdio

TOINIKOX ANTIITPOXQIIOX:
Intervet Hellas A.E., Ay. Anuntpiov 63, 174 55 Alyiog

8. APIOMOX(0OI) AAEIAY. KYKAO®OPIAX
Ap1Buog adeiag kukiopopiog EO®: 18132/9-3-2009

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX
24.2.1998/9-3-2009

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY
Agxépupprog 2008

AIIATOPEYXZH MMQAHXHYE, AIAGEXHY KAI/H XPHXHX
Agv 1oy0eL



