D®YAAO OAHI'TQN XPHEHX:
SYNULOX 500 mg, Siokia yia. GKOAOVG

i  ONOMA KAIATEYOYNZH TOY KATOXOY THE AAEIAT KYKAO®OPIAL KAT
TOY KATOXOY THE AAEIAY IAPAXKEYHE IIOY EINAI YIIEY@YNOZX I'lA THN
AIOAEZMEYEH DAPTIAQN, EOOZON EINAI ATA®OPETIKOI

Kéroyoc tne Gdetog kukho@opiug:
ZOETIS HELLAS S.A
Dpayrorkhnoids 7, Mapodot
15125, Attt} EAMAGSa

TnA: +302106791900

Fax.: +30 210 6748010

E-mail; infogr@zoetis.com
AAX: TBD

[Mapaokevaotic LrevBovvog Y1t Ty amedevfépmon TOV TaPTidmV:
Haupt Pharma Latina Srl

S.S. 156 Km 47,600, 04100

Borgo San Michele (Latina)

Italy

2 ONOMAZXIA TOY KTHNIATPIKOY OAPMAKEYTIKOY ITPOTONTOX
SYNULOX 500 mg, ioxia yio oxOAovS.
Amoxicillin & Clavulanic acid

3 YYNOEZH IE APAXTIKH(EL) OYZIA(EL) KAT AAAA TYXTATIKA
Avé Siokio 500 mg

Apactikd(d) cvoTaTIKG(G):

Amoxicillin trihydrate 459,10 mg
Avtictoyel oe:

Amoxicillin 400 mg

Potassium clavulanate 125,10 mg
Avtiotoryel os:
Clavulanic acid 105 mg

Exdoyo(a):
Erythrosine Lake (E 127) CI 45430, Magnesium Stearate, Sodium Starch Glycollate, Silicone Dioxide
colloidal, Roller Dried Yeast, Cellulose Microcrystalline

4, ENAFIZH(EIZ)
"Eyet omodeiyfel khivikd 0T TO Synulox dioiie 500 mg eiven amotekeopaTicd yio, T Beponeio peydhov
ap1Bpot Aotpdéemy tov orbdrov, copmephapPavopéveoy Tev egng:

-AopdEeig Tov CAVURVEDOTIKOD GUGTHLATOS

-Evtepinida

- AOWAEEIS TOV OVPOTOMTUCOV GVOGTHHATOG

-Aeppotiég AopdEets, cupmepAapfavopEVov Tov ETLPAVEIKOD KoL TOV eV T PAbet TUOOEPHATOS
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To Synulox Sowio 500 mg ev evietiovutan yia Tig AodEec and oteréyn Tov yévoug Pseudomoﬂd,sf’?“‘:‘fé §
Vi3,

5]  ANTENAEIEEIL QY.

To Synulox diowia 500 mg dev mpémet va. yopryeital oe KovvelLa, dtkd xoipidie, kpuaToic kol
vepfilovs.

Agv mpémet va yprolponoieiton o LOa pe 16T0pikd gvarstnolag otig mevualives ki kepaloomopiveg,
Ovvegpucég PraPeg kubvotepody ™V anoBoAr] Tov khofovAavikod o&fog wat Tng apo&uiAdivig.

6, ANEIIO@YMHTEX ENEPTEIEY

Lrdvie propovy va mopatnpnbody avtidpdoeig vmepevaiobneiog, dnwg toudha ebavifpate, Topetdc,
enowvo@iria, otopatitide, avosoloyud ayyetitido.

H ovgvétmro tov avembountay evepyeiby kabopiletar g axolodtbmg:

- TOAD cuyvT| (Teptocdtepo and 1 ot 10 vrd Bepancio Cha mapovordlovy ovemBdumteg evEpPYELEg)
- auxviy (mepiocdtepo amd 1 alrd Arydtepo amd 10 {ha ot 100 vrd Bepameio {da)

- i ovvnBiopévn (nepiocétepo amd 1 ol Arydtepo and 10 {dha oo, 1000 vid Oepanein (da)

- oo, (Tepiocdtepo amd 1 addd Arydtepo amd 10 {ha ota 10,000 vid Bepameia (ha)

- ToAd omdvia. (Mrydtepo amd 1 ota 10.000 vid Bepaneio Cdar)

Edv napatnprioete omowdfmote avemopmm evépyei, axd Lot Kol av dev avupépetal 6To
gohrheioto PHAko Odnyidv Xphong 1) opeiBdiete yio TV UTOTEAEC LATIKGTI|TC TOV QapUAKov,
nupokadeiobe va evnuepdoete oyeticdg Tov kTnviaTpd GG,

EvadAaktuct kdvie xpfion tov ebvikod cuotipotoc CVOLPOPAc:
Ebvucog Opyoviopds appéxov

TnA: +30 2132040213

E-mail: vetpharmacovigilance@eof.gr

7  EIAH ZQON
Zx0A0g
8 AOZOAOIIATIA KAOE EIAOE, TPOIIOE KAT OAOE(OT) XOPHTHEHY.

IMa yopfiynon amnd to otdpa.

Zoviotdroan xopfymon 12,5 mg / kg 6.8, §Ho popég tnv THEPCL.

e 1 mepiocdtepeg hoyudéels , cvpmephapfavopévay avtdy tov O£PLLATOG, TOV OVPOTOTICOD
CUOTIIOTOS KO TOV YUGTPEVIEPKOD COMAVO, TO OVOTEP® docoloywcd oyfuo efval omoTeEAesUaTIKG.
Hap’ ke cvtd Spog, hoypdéeg mov Sev Bepanedoveot ebkoha, 1610¢ VTEG TOV CVUIVEVSTIKOD
oLaTpaTog, deiyvouv Beltiopévo puOpd amokuThoTaoT L duhaotaopd g §6omg os 25 mg/kg
o.f., &0o popég kabnuepvd.

Adprewn aymyng
2vvnOiousves mepimeddoeis mov meprlaufévoviar otic evdeiéeig :
H mheovémra avtdv tov tepurtbosmy omoitel ayayh duaprerog 5-7 nuepdv.

KXpovieg Aoyuidréeis mov Jev Oepamedovean edrola:

Xe auTég T1g mepTdGEL; Vrhpyovv omuavTikég PAGBeC OTOLG 167006 Ko efvat Suvartdy vo amontnBei-
ayayh peyaditepng ypovikig Siépketog.

E€atiog tov yapmdod Babpod tofucdmrag tov, 1 86om Tov Synulox Siowia 500 mg pmopet ve
dmlaciacel o enipoveg nepintdosi,

14



B \gp.muavag evdeifelg, yio napa&swua 670 TVOSEPHLO TOV GKOAOD Kol 6T1) ¥pOViL KuoTitidd, 1|
dadk [{lm‘npmm Lofpuwén, propel va. gival devtepoyevic. Xe TETOLEG TEPITTMGCELG O GLVOAIKSG Y pOVOGS TG
( P Bepameiag, fykertar otn Kpion Tov KAwikoD, odAd Ba Tpénel va etvan Tdoog dote vo efvar eEuleipdet

o 1 PaxTnplakn poivvon).

o

9” OAHI'TEX I'TA TH ZQXTH XOPHI'HEH

Tpémog yoptymong

Xopnyeitot and To otopa. LuviiBag, o okdrog déyetar T Afym Synulox Siowdie 500 mg amd To yEpL
7oL 1810KTATN, wkdun kot dtov eival dppootog. Emmhéov, ta Siokia pmopodv va kovionotnBody kot
va. Tpootefolv g LLKpT| TocOTNTA TPOPNS.

10 XPONOX ANAMONHEZ

Agv amaiTeito.

=

EIAIKEY YYNOHKEY ATATHPHZHZ

No guhdoocetal o Béom, Ty onola dev PAémovy kat dev mpooeyyilouv to meidid
dulicoete og Beppokpaaio pucpdtepn tov 25°C.

12! EIAIKH(EX) DPOEIAOIOIHZH(ELT)

Ewduc] mposdonoinon(eic) v kébe gidog Lbov:

Asv pénet vo yopnyettat og {ha pe 1otopicd gvatodnoiog otig mevikilives kot kepaloomopives.

[Switepec mpoouhdEelc mov mpénel va AauBdvovtor amd To dTolo oL YOPTYEL TO KIVIUTPIKO
oupLEKELTUKO Tpoidy o das

Na mAévovTol To gEpie Tov (pNotn LETE TN (prom.

No. guhdooetat o€ Béon, Trv onola dev PAémovy ko dev mpoceyyilovv To maidid.

O mevialiveg kat ot kepaloomopiveg pmopel vo Tpokadésovy avtidpdcoelg vepevoictnoiog
(aMhepyie), peté amd éveon, elonvor, Katdmoon 1 enaen pe to dépua. H evacdnoia otig mevuaihiveg
umopet va 0dmyfioetl og Sieotowpodpevn aviidpacn oTig KEQUAOGTOPTVEG Kl UvTIGTPOPMG.

Avtéc ou adhepyiiég avtidpldoeig pepiicés popég pmopel va. etvan coPapég,

1. Xe mepintmon mov o ypfotg yvapilel 6Tt eivar evaicbnrog otig nevikidives, mpénet va xepiletat o
Tpoiby pe Tpocoyi hote va amo@iyel Ty £xbeot oe auTo.

2. Bév peté v éxbeom oto mpoidy avamtuyfody cvpmtdpato dmomg epuBpdtnta oto dEpua TpEmel v
avelnmBsl wrpuct cupBovr kot va evipepbet o wwTpdg Yo TV emapt| pe to mpoidy. Oldnua oto
npdomno, oo yeiln, ote pdtia 1| duorolio oty avemvor] eivat To o coPapd coumTOoTe Kot
anatteiton Gpeon wrpuc Pondeia.

Evicopootvn kot alovyio:

Mmopei va. ypnoiporomBel kutd m Sidpreia g kimong ko tng yaAovyiog.

AMnemdploeic te dlha popuokevTicd TPpoiovTIo Kol GALEC Lop@éc aAAnAenidpaong:

To Synulox diowia 500 mg pmopei va yopnyeiton poli pe GAdo Puxtnploktdve, adlé 6x
Boxtnplootatikd aviiplotikd (m.y., TETPaIcLIAveS).

Yrepdocoroyia (coumrduote, LETPU AVTILETOTIONG, avTidoTa):
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To Synulox diwoida 500 mg eivor pn To&iko Kot kedd avektd and To oTopL, 6TOVS KOAOUG.
2e nepintwon cofapnc vriepdosoroying Kul ELEEVIONG CUUATOUATMOV 00 TO YOOTPEVIEPKO CWATVE,
1 Bepamneic Ba TPENEL Va. Vel GUHATOLATIKT.

AcvufotdtnTec

To Synulox doxie 500 mg va pny yopnyeitot Tawtdypove. pe Baktnprootatikd aviiplotucd (m.y,,
TETPUICVICAIVEC). .

T_?j FIATKEZ TPO®YAAEEIZ ATTOPPIVYHE ENOZ XPHEIMOITOTH®ENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOZ 'H AAAQN YATKQN IIOY
IPOEPXONTAI ATIO TH XPHXH TOY ITPOIONTOZX

Ta pdppoako dev TPETEL VUL anopPinTovVTal LECH TV AVHETOV T) TOV otkiukdy amofAtToy.

ZopPovievdeite Tov KMVIiNTPO GUG 1) TOV QAPUAKOTOL) GUG Y10l TOV TPOTO UTOPPIYTG TV
ypnoiorombeviav eupudray. To pétpe cuTd amocKomoly oTrv Tpoctacio Tov TeptPdilovtog.

14, HMEPOMHNIA THE TEAEYTAIAY ETKPIZHE TOY ®YAAOY OAHI'ION
XPHEEQEL

TBD

15, AAAEY IAHPO®OPIEX

Zuokevaocieg

Kovtid tov 10 & 100 dwoxiov
Mmnopel va puny kokko@opoty OAeg 01 CLOKEVUGCLES.





