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Siokiayla
OKUAOUG Kal ydTeg

1.ONOMA KAI AIEYOYNZH TOY KATOXOY THX
AAEIAL KYKAO®OPIAZ KAITOY KATOXOY THE
AAEIAZ MAPATQrHZ NOY EINAI YIEYOYNOZ A
THN AMOAEZIMEYXH NMAPTIAQN, EQOXON EINAI
AIAQOPETIKOI

FATRO S.pA.

Via Emilia, 285 - Ozzano Emilia (Bologna), Italy
Tomiko¢ avTimpoowmnog:

FATRO HELLAS MENE

20 XAM. MAIANIAZ-ZNATON

TMAIANIA 190 02

2.ONOMAZIA TOY KTHNIATPIKOY
OAPMAKEYTIKOY MPOIONTOZ

SEMELCEF 200 mg Stokia yia GKONOUG Kal YATEG
Cefadroxil as monohydrate

3.ZYNOEZH ZE APAZTIKH(EZ) OYZIA(EZ) KAI
ANNA ZYITATIKA

Kabe Siokio mepiéxet:

ApagcTikn ovaia:

Cefadroxil 200 mg (10odUvapn pe Cefadroxil
monohydrate 210 mg).

Tetpdywvo umdheuko SIokio e SUO YPAUUES KOTTAG.
To Siokio pmopei va Staipedei oe Suo 1y Téaoepa ioa
pepn.

4. ENAEIZH(EIX)

Oepameia Twv akoAoUBWY AoIHWEEWY G OKUAOUG
Kau yateg:

- NOWHWEEIG TOU SEPHATOC KAl TV HAAAKWV I0TWV
TpoKaoUpeve amo Staphylococcus spp. kat
Streptococcus spp. (Muddepua, Tpavpara,
amooTAKATA), o €ival euaioBnTa otV
KePadPOEiAn.

- NOWWEELG TNG OUPOPOPOL 050U TIPOKANOUHEVES
and Staphylococcus spp., Streptococcus spp., Proteus
mirabilis, Escherichia coli kau Klebsiella spp., mou €ivat
evaiobnta oty kepadpo&iln.

- NOWWEELG TNG AVWTEPNG AVATIVEUOTIKIG 080U
npokahovpeveg  amd  Staphylococcus  spp,
Streptococcus spp. kat Pasteurella multocida, mou givau
evaiobnta oty kepadpo&iln.

5. ANTENAEIZEIZ

Noa  pnv  xpnowomoleital O MEPUTTWOEIG
unepevalobnoiag otn SpacTikh oucia, og ANES
Kepaloomopiveq, o€ AMeC ouaieg G ouddag
B-Aaktapng r o€ kdmolo amd Ta ékdoya.

Na pnv ypnoloroleitat oe  KouvéNa, vOIKd
Xolpidla, xapotep, yepPiloug, TOWVTOING, (mmoeldn
Kal UNPEUKaoTIKA Adyw mbavwv  Bavatngopwv
YOOTPEVTEPIKWY S1aTapaywv mou MPOKAAOUVTAL TL.Y.
and umepavdmtuén Clostridium spp.

6. ANENIOYMHTEZ ENEPTEIEX

ANEDPYIKEG avTIOPATEIG OE KEQANOOTIOPIVEG UMTOPEI
VO ELPAVIOTOUV OE TTONU GTIAVIES TTEPITTTHOELG,
Evdéyetal va mpokAnBei vautia, éuetog r/kat
S1dppola o€ TONU GTIAVIES TTEPITTTWOELC.

H ouyvotnta twv  avemBupntwv
KkaBopietal wg akohovbwg:

- o0 ouyvr (meptoodtepo amd 1 ota 10 {wa
mapouoldouv  avemBUUNTEG evéPyEleg Katd TN
Sidpketa g Bepaneiag)

- ouYVI (MePLoaoTEPO amd 1 ahAd Mydtepo amd 10
(wa ota 100 umo Bepameia (wa)

- un cuvnBiopévn (meplocdTepo amod 1 ald
Nyotepo amd 10 (wa ata 1000 umd Bepaneia {wa)

- onavia (meploodtepo amod 1 ala Aiyotepo amo 10
{wa ota 10.000 und Bepareia {wa)

- oAU omavia (\iyotepo amé 1 ata 10.000 umd
Bepaneia {Da, SUUMEPINAUBAVOLEVWV UEHOVWUEVWY
avagopwv).

EVEPYEIDV

Edv mapatpnoete omowadnimote  avemOupnTn
evépyela, akopa kat av Oev avagépetal oto
€0WKAElTO DUMO Odnylwv Xpriong fi ap@iBalete
yla TV QmOTENEOHATIKOTTA  TOU  QAPHAKOU,
TIAPOKOAEIOBE VO EVNUEPWOETE  OXETIKWG  TOV
Kmviatpd  0a¢.  EvaMaktika  prmopeite va 1o
QVOQEPETE LEOW TOU EBVIKOU OUOTAUATOC AVAPOPAC:
EBvikd¢ Opyaviopog Oapudkwv (EOD)

TnA: 213 2040213

Email: vetpharmacovigilance@eof.gr

7. EIAH ZQON - IkUAot Kl YATEC.

8.AOZONOTIATIA KAGE EIAOZ, TPOMNOZX KAI
OAOZ(Ol)XOPHIHZHZ

An6 otépatog xprion.

Adon: 20 mg kepadpodiAng/kg owpatikol Bdpoug
avd nuépa (lcoduvapo pe 1/4 Sokio avd 2,5
kg owpatikod Pdpoug) xopnyolpevo  epamag
nuePnaiwe. To mpoiov Ba mpémel va xopnyeitat padi
E TNV TPOPN).

Ma v amoguyn umodocoloyiag, o KTnviatpog
Ba mpémel va  ouvtayoypagnoel €vav  Emapkn
apBuo diokiwv wote va eival BéRaio Ot 10 (WO
AapPdver Touhdyiotov 20 mg  kepadpo&iAnc/kg
owpaTikol Bapouc avd nuépa kata tnv SIdpKela Tng
TIpOypaupaTIopévng Beparmeiac.

H Siapkela tng Bepaneiag e§aptatat amd Tt @uon
Kai T coBapdtnta g Aoipwéng kabwg kat amd v
avtamdkplon.

NOWWOEES HAAAKWY (OTWV Kal 0upo@opou 0800:
xopnveitat yia 10 nuépec. To muddeppa kat ot
o0Bapéc ANIHWEELS TNG OUPOPOPOL 0800 UMOPE Va
amattolv peyalitepn mepiodo Bepaneiag, £wg kai 3
pnvav. H Bepameia mpémel va Siapkei Toukayiotov
48 wpe¢ PETd TNV €6aQAVION TWV CUIMTWUATWY.
To Bdpog Twv {wwv Ba mpénel va mpoadiopiletal
600 10 duvatov akpIBéaTepa yia va amogeuyei n
unoSocoloyia.

H xprion autol Tou KTNVIOTPIKOU QOPHOKEUTIKOU
TIPOIOVTOC O€ YATES Kal oKUAOUG BAPOUG HIKPOTEPOU
and 2,5 kg mpémel va Baoiletal o€ MPOOEKTIKA
a&lohoynon o@éloug Kivduvou amd Tov umeuBuvo
Ktnviatpo. BAéme evotnta 12.




9. OAHTIEZ A TH ZQXTH XOPHIHEH

To Bdpog Twv {wwv Ba mpémel va mpoadiopiletat
600 T0 SuvaTtov akpIBEOTEPa yia va amo@euxBei n
uroSocoloyia.

10. XPONOZ ANAMONHE - Aev epappoletal.

11. EIAIKEZ £YNOHKEZ AIATHPHZIHZ

Na uhdocetal oe 6éan, T omoia Gev PAEmouv Kat
Sev mpooeyyiouv Ta madia.

Aev undpyouv e8ikég 0dnyie¢ dtatipnong yla autod
TO KTNVIOTPIKO (QOAPHOKEUTIKO TIpoiov. Alotnpriote
KGBe pépog Tou Slaipoupevou diokiou oto blister
Kal XpnOILOTOIOTE TO KATA Th OTIYHN TNG EMOUEVNS
xopnynong. Na pn  xpnolgomolgitat  auté  To
KTNVIATPIKG POPUAKEUTIKO TIPOIOV pETA amd TNV
nuepopnvia AEng mou avaypa@etal 0To Kouti Kat
070 blister petd ) «AH=H». H nuepounvia Aifewg
OUUMITTTEL [E TNV TEAEUTAIO NUEPQ TOU GUYKEKPIUEVOU
prva. Alapkela (wrig Tou Slatpoupevou Slokiou peTd
TV TIPWTN XPrion TNG TPWTOYEVOUG CUOKELATIAG: 3
NHEPEC.

12. EIAIKH(EZ) MPOEIAOMNOIHXH(EIL)

Eidikn mpogidomnoinan(eic) yia kade gidog {wou
To muddeppa eival ouvBwe GeuTePOYEVES OE pial
Urokeipevn vooo. Zuviotatat va mpoadiopiletal
n umokeipevn acBévela yia va Saopalotei n
Xopriynon tng katdAnAng Beparneiag.

Eidikn mpoguAaén yia ™ xopriynon ota {wa

H xprion Tou mpoidvtog Ba mpémel va Paciletat
ot Soki evaoBnoiag Twv Paktnpiwv moOU
amopovivovtal a6 1o (wo. Eav autd dev eival
Suvartd, n Bepaneia mpémet va Baciletal oe TOMIKES
emdnpiooyikéG mM\npogopiec. Katd t  xpron
Tou TIPOIdVTOG, TPéMel va AapBavovtal umdyn ot
EMONES Kl TOTIKES AVTIUIKPOPIOKES TTONTIKEC.

H xprion Tou mpoidvtog mou amokhivel amd
¢ odnyie¢ mou divovtar oty NXM pmopei va
au€noel Tov emmoNaoud Baktpiwv avOEKTIKWY
otV Kepadpo&ihn kol pmopei va PEWOEL TNV
amoTeAecpaTIKGTNTA TG Bepameiag pe MEVIKINIVES

i Kepahoomopiveg, Aoyw ¢ mbavdtntag
S100TaUPOUHEVNG AVTOXAG.
Onw¢ Kar pe  GMa  avtiflotikd  Ta  omoia

amekkpivovTal Kupiwg amd Toug veppoug, pmopel
VA EPOAVIOTE] QVEMBUUNTN CUCOWPEVCN OTO CWHA
OTAV PEIWVETAL N VEQPIKT AEITOUPYIQ. Z€ TIEPITTWOELG
YVWOTAG VEQPIKNAG AVEMBPKELAG, TO TTIPOTOV TIPEMEL vl
XOPNVYE(Tal Le mpoooyxr. Ta avTIMIKPoPIaKd GappaKa
IOV €lval yvwoTd o1l gival veppoTodIika Sev mpémel
va xopnyouvtal Tautdxpova Kal To TPoidv TpEMel
Vo XPNnolyoToLEiTal HOvo GUPPWVA UE TV EKTIUNON
KIvoUVOU/o@ENoUC amd Tov UmEHBUVO KTNViaTpo.

To mpoidv Sev eival katdMndo yia {wa Bdpoug
Kkdtw Twv 2,5 kg. Xta (wa autd, To mpoidv mpémel va
XPNOIMOTOIETAL CUMPWVA HIE TNV EKTIINGN 0QENOUG-
Kivohvou Tou yivetat amd tov umeuBuvo Ktnviatpo.
181aitepe¢  mpo@uAGelc mou  mpémel  va
AapBavovtal amé to GTOpHO TOU XOpPNnYEi TO
KTNVIATPIKO (PAPHAKEVTIKOG TIPOTov o€ (wa

O1 TeVIKINVEG Kall Ot KEQaNoomopiveg evOéxeTal va
nipokahéoouv  umepevatobnoia  (aMepyia) peTa
amd €veon, €lonvor), katdmoon f emagn He TO
Séppa. H umepevaioBnoia oty mevikihivn pmopei
va 08nynoel o€ SlaoTaupoUpeveg avTISPACEL aTnv
Kepaloomopivn  kal avtiotpoga. Ot aMepyikég
QVTIGPACEIC OTIC OUGIEC aUTEC evdéxeTal va eival
HEPIKEC popéC coPapéc. Mn xelpieote autd To
KTNVIOTPIKO (PAPHAKEVTIKO TPoioV €4V yvwpileTe
OTL €XeTe €valobnoia 1 edv oag éxel ouoTadei va pnv
£PXEOTE O€ EMAQPI UE TETOIEC OVOIEC.

Xelploteite autd TO KINVIATPIKG  QOPHOKEUTIKO
TIPOIOV pE HeyGAn TPOCOXH Yid VO OTOQUYETE
mv ékBeon, NapBavovtag ONeG TIC TPOTEIVOUEVES
TPOQUAALEIG. EGv eupavioeTe OUPMTWMOTA HETA
and ékBeon omwe Seppatiko §avOnua, Ba mpémet
va (ntoete lotpiky oupBouly kai va Seifete
0ToV YlaTPd auth Ty mpoeidomoinon. Oidnua tou
TIPOOWTIOV, TWV XEINWY 1 TwV paTidv 1} Suokohia
0TV avamvor €ival Mo coPapd CuumTOUATA Kat
amaitolv  emeiyouoa latpik @povtida. H tuyaia
KATAMOON WMOPEL VA TIPOKANEDEL YAOTPEVTEPIKES
Satapayéc. MNa va peoete tov Kivéuvo tuxaiag
Karamoong amd ta madid, pnv agaipeite Ta diokia
and 1o blister uéypt va ivat €toipa va xopnynBouv
oto {wo. Emotpéyte TUXOV Hn ¥pnotpomoinbévia
tepayla Siokiwv oto blister kat oto Kouti Kau
XPNOIHOTOIAOTE TA TNV EMOUEVN XOPHYNON.

Y€ TEPIMTWoN Tuxaiag Katdmoong, 18iwg amoé madid,
{ntiote apéowg 1aTpIk oupPouNy kat Geifte To
@UNO 08NV XPAONG 1 TNV ETIKETA GTOV LATPO.
Mnv kanviete, TpPWTE 1} TVETE KATA TO XEIPIOHO TOU
@appdkou. MAOVETE Ta XépLa LETA TN Xprion.

Xpron katd tnv Konon, T yalouxia f TV
WoToKia

O1 ke@ahoomopiveg Slamepvolv Tov mMAakolvTa.
Qot600, amd peNéteq mou Sie€iyxBnoav pe v
Kke@adpofiln oe melpapatolwa Gev MPoEKUPE Kaplia
évdelln Tepatoyovwy emdpdoewv. H aopdhela Tou
KTNVIOTPIKOU QAPHAKOU OE OKUNOUG Kat YaTeg Sev
éxel TeKUNPIwOEl Katd Tn GidpKea TG KUNONG Kat Tg
yahouyiag. Na xpnotpomoleitatl povo oOpQwva pE
™V €KTiINon o@éhouc-kivdivou amd Tov umeuBuvo
Ktnviatpo.

ANnAemibpaon pe dAla 10TpIKA TPOIGVTA Kat
AA\eg pop@é aAnAemidpaong

MpoKelpévou va SIao@aNOTE 1) AMOTENECUOTIKOTNTA,
TO KTNVIOTPIKO QOPHAKEUTIKO TTPOioV Sev mpémet va
XPNOLOTOLETaL OE CUVEUATHO pE BaKTNPLOOTATIKA
avTIBloTikd. H Tautoxpovn Xpron Keparoomopviv
TPWTNG YEVIAE pe avTIBOTIKA apvoyAukoaidng 1
OpIopEVA SIOUPNTIKA OTIWG N POUPOCEUION UMOpEi
Va EVIOXUOEL TOUG KIVOUVOUG VEQPOTOEIKOTNTAG,
Emiong BAéme evotnTa 12, ESIKEG MPOQUAGEELC yia
Xprion oe (wa

YnepSoooloyia

A&V UTIAPXOULV GANEC YVWOTEC AVEMBUUNTES EVEPYELEG
amod AUTEC TTIOU ava@éPovTal oTnv mapdypago 6. Xe
nepimtwon umepdocoloyiag, n Bepaneia mpémel va
€{val CUPTTWHATIKN.

AcuvpparotnTeg

Aev 10xVEL

13. EIAIKEZ NPOOYAAZEIZ ANOPPIWHE

ENOZ XPHZIMOMOIHOENTOX KTHNIATPIKOY
OAPMAKEYTIKOY MPOIONTOZ 'H AAAQN
YAIKQN MOY NPOEPXONTAI AMO TH XPHZH TOY
MPOIONTOZ

JupBouleuBeite Tov KTnviatpd oag yia Tov Tpdmo
anmoppWng Twv  XPNOIMOTOINBEVTWY  PAPHAKWV.
Ta pétpa autd amookomoyv OTnV TPOCTAGia Tou
mepIBAMovToc.

14. HMEPOMHNIA THZ TEAEYTAIAZ ETKPIZHZ
TOY OYAAOY OAHTIQN XPHZEQE

15. ANAEZ NAHPOOOPIEX

Tuokevacia - peyéon:

- Kouri pe 1 blister mou mepiéxet 10 Siokia

- Kouri pe 10 blister mou mepiéxouv 10 Siokia
(100 diokia)

Mmopei va pnv KUKAO®opoUV ONEC O GUOKEUQATIE.
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