OYAAO OAHT'IQN XPHZHZX:
SYNULOX 250 mg, diokia yio oxdAovg Ko YaTeg

ONOMA KAI AIEY®YNXH TOY KATOXOY THE AAEIAZ KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAXZ ITAPAZKEYHE IOY EINAI YIIEY®YNOZX I'TA THN
AIIOAEZMEYZH ITAPTIAQN, E@OXON EINAI ATA®OPETIKOI

Kdroyog e dderog kukhopopiag:
ZOETIS HELLAS S.A
®paykokkinoidg 7, Mopovot
15125, Attuay, EAAGSo

TnA: +302106791900

Fax.: +30 210 6748010

E-mail: infogr@zoetis.com
AAK: TBD

[Mapookevaotig LIeLBLVOC Yo TNV arelevbipmon TV TapTidwy:
Haupt Pharma Latina Srl

S.S. 156 Km 47,600, 04100

Borgo San Michele (Latina)

Italy

24 ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOZ

SYNULOX 250 mg, diokia yio. oxOAovg kot YaTeg.
Amoxicillin & Clavulanic acid

3 LYNGOEZH ZE APALTIKH(EX) OYZIA(EXZ) KAI AAAA LYZTATIKA
Avd diorcio 250 mg

ApaoTino () cvoTaTiko(d):
Amoxicillin trihydrate  229,5 mg
AvTioTolyel oe:

Amoxicillin 200,0 mg

Potassium clavulanate 59,5 mg
AvtioTtoyel ce:
Clavulanic acid 50,0 mg

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

4, ENAEIZH(EIZL)

"Exet amodeydel kv 6t1 to Synulox dioxio 250 mg eivon amotedespatikd yo tn Oepameia peydiov
apfpod AopdEemv Tov okdAOL Kal TG YhTog, cuumepthopPavopévey tov egig:

-AOAEELS TOV OVOTVEVGTIKOD GUOTIUOTOG

-Evtepitida

-AopmEELS TOV OVPOTOUTIKOD CLGTIIUTOG

-Aeppoticés Aopméeis, cVUTEPTAUUPUVOHEVOD TOV ETPAVELNKOD KoL TOV £V TM Bhbel mvodéppatog

To Synulox diokio 250 mg dev evdeikvutat yio Tig AopdEetg and oteréyn tov yévoug Pseudomonas.
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5, ANTENAEIEEIZ

To Synulox Swokia 250 mg dev mpémeL voL yopryeiton o€ KovVEML, WLKE xoipidia, KpuknTobg KaL
vepPilovg.

Agv Tpémet va. ypnoiLonoeital o8 Lo e 1TopIKo guatofnoiog oTig TEVIKIAVEG KOl KEPUAOOTOPIVES.
O1 vepptrég PAéPeg xaOvoTEPOLY TNV amoPOAT TOV khafovdavikod 0&E0G KoL TG apo&ukiiivng.

6 ANENIOYMHTEZL ENEPTEIEX

Lrhvio, propody vo Tapotnpndodv avTdphoeg vrepevorstnoiog, 6nog mowkida e§ovOfpora, TLPETOG,
£0ovo@iMo, oTOpoTITION, OVOGOAOYIKY oLyYEUTION.

H cuyvotnTe 10V avemdopm oy evepyewdv kabopiletal wg akoAovOmG:

- tohb cuyvn (neptocdTEPO o6 1 ot 10 vd Oepameio Cho TOPOVGLELOVY AVETLOOUNTES EVEPYELEQ)
- suyvi| (eptoc6TEPO 0o 1 oG Aryétepo and 10 Lha ota 100 w6 Bepomeio (ha)

- i ovvn i pév (TEPLEGOTEPO omd 1 adhd Arydtepo omd 10 Loa oo 1000 v Oepomeio LHa)

- oy (meprocdtepo amd 1 oG Aryotepo amd 10 Lha oTa. 10.000 vrd Oepameio {oa)

- o omévio (My6tepo amd 1 ot 10.000 vmd Bepameio {Ma)

By TopaTnpr|GETE OTOWOTTOTE avemO0pN T EVEPYELDL, OROpL KAL OV dev avaQEPETUL OTO
cobicheioto DOAN0 Odnyihv Xphiong N appipdhete yia Ty OMOTEAEGHLOTIROTITOL TOV PAPHAKOV,
napokaeiode vo, evipephoeTe oyeTidg Tov KTnviatpd oo,

Evalhoictiié KGvTe xpyon tov e0vikod GLOTIHOTOG OVAPOPAG:
E0vikdg Opyoviopog Poppirov

Tnh: +30 2132040213

E-mail: vetpharmacovigilance@eof.gr

7. EIAH ZQON
TxOhog, yoTo.
8/  AOZOAOTIA I'IA KAGE EIAOL, TPOIIOZ KAI OAOZ(OI) XOPHI'HEHE

T, OpTyNon 0d TO GTOHA.
Suviotdroln xopfiynon 12,5 mg / kg o.p, 800 POPEG TNV NHEPQ.

O mivoxag o oxohovdei Bonddel ooy vroloyiopd g 8601 TOV Synulox dwkio 250 mg :

TZaopaticd Bapog (kg) Apudg diokimv mpog xopiynon, §0o popég KoOnpuepvé j

50 mg 250 mg

1-2

3-5

6-9

10-13

14-18

] .t:w:\)._-p\—
L}

19-25

26-35

36-49 -

L | B | = |— !

50 -

o T1g MEPIOTOTEPEG AOLUDEELS , GUITEPTAUUBUVOUEV®Y CVTDOY TOV 8EPOTOG, TOV OVPOTONTIKOY
GUGTHHOTOG KOLL TOV YOGTPEVIEPIKOD GOAVO, TO AVOTEP® BOGOAOYLKO oy £val OMOTEAEGHOTIKO.
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P, 600 popég kubnuepiva.

- Alpreln aymyig
2ovybiouéves mepimrddaels oo mepIAaufavovial otig eVoeices
H mheovotnto antdv Tov tepntdoeny amattel aymyn ddpkelog 5-7 nuepmv.

Xpovieg Aotucrberg mov dev Gepamedovrar ebkola.

e OTEG TIG TEPIMTMGELS VIEAPYOVV onpavikég PAGPeg oTovg 16Todg Ko eivon duvatdv vo amortnBel
oywyn HEYRADTEPNG YPOVIKIG OLAPKELNG,

H xototépo npotevopevn didprea aymyng £xet Puciobel oe kAvikég pekéteg :

-Xpovieg deppatikég Aopuméelg 10-20 npépeg
-Xpovia kuotitidn 10-28 npépeg
-AvamveLoTliceEg AOMEELS 8-10 nuépeg

9. OAHT'IEEZ I'TA TH ZQXTH XOPHI'HEH

Tpomog yopynong

Xopnyeitol and 1o oo, ZuviBwg, 0 oKkOAOG KoL 1 Ydta déxovtol ) Aqyn Synulox diorio 250 mg
amd To ¥EPL TOL O10KTHTN, Ao Kot 6tav eivar appwota. EmmAéov, o diokia propody vo
kovioromBovv kot vo tpoctefodv oe HIKPY| TOGOTNTO TPOPT|S.

10. XPONOZ ANAMONHZX

Agv amotteitot.

11. EIAIKEX YYNOHKEZL AIATHPHZIHX

Na puAdooetat og 0o, Ty omoia dev PAEmovv kot dev mpooeyyilovy to maundid

dvrdooete oe Beppokpacio pucpdTepn Tov 25°C.
dvldooete oe Spooepd kat ENpo pepog

12. EIAIKH(EX) IIPOEIAOIIOIHZH(EIZ)

Ewduch mpoedonroinon(eis) v kd0e gidog Ldov:

Agv mpémer va, yopnyeital oe {oo. pe wotopid evaiobnoiog otig mevikiAives kat kepoioomopivec.

[Switepec mpopuAdEeic mov mpénel vo AauPdvovral ard To GTOUO TOL YOPNYEL TO KTNVITPIKO
QOPUOKEVTIKO TPOidV oe (o

Na mAévovtol To XEpLe TOV XPToTH HETE TN XpTIoN.

No puhdooetor oe Béon, v orolo dev PAénovy ko dev Tpoceyyilouv To moundid.

O1 mevikidveg ko o1 kepaloonopiveg propei vo tpokarécovy avidphoelg vrepevarctnoiog
(oAdepyin), petd amd éveon, elomvor, katdmoon 1 emapt] pe To dépua. H evaiobnoia otig nevikidiveg
umopet va 0d1ynoet ot SlooTavpodpevn avtidpaon oTig KEQUAOCTOPIVES KUl BVTITTPOPWS,.

Avtég o1 alhepyuctg oviidploelg pepikés popég pumopel va etvon cofapés.

1. Ze mepintmon wov o ypriotng yvopilet 61t etvar vaicbntog otig mevikihiveg, mpénet va. xeipiGeton to
Tpoidv pe mpocoyn dote va amo@vyel Ty ékbeon og owTo.

2. E&v petd tv £x0eon 670 mpoidy avamtuyfodv cupmtdpote omng epuBpdtnte 010 GEPH TPETEL VOL
ovalnmOet wrptch cvpPovki] kot vo evpepmbei o wTpdg Yo v emapt| pe o npoiov. Oidnue oto



npbowno, oo, xeiAn, oTo péia 1| duokoric 6TV avamvor] eivoi o 1o coBapo. GUUMTOHRTO, KO
amonteitol dpeon wrpuch fofBeo.

Eyiopocivn xkon Fadovyio:

Mmnopei va ypnopomomOet ko T S1GpKELD TG KONGNG KALTNG yohovyiog.

AMniendpbiostg ue Gl QOPLOKEVTIKG TPOTOVTOL KoL GAAEG LOPPEG arlnienidpoong:

To Synulox dtokic. 250 mg pmopei va yopmyettal nodi pe drha BoxTnploKTova, aAha Oyl
BakTnplooTaTIKG avtifotied (T.x., TETPAKVKALVEG).

Yrepdosoroyio (CUPTTOUATA, HETPO OVTLUETAOTIONG, avzidota):

To Synulox dtokia 250 mg evat pn 1o&Kd KoL KoAd QVEKTO (76 TO GTOLC, GTOVG OKOAOVG KOL TG
YOTEC.

Ye nepintmon cofupig vrepdosoloyiog Kot EppAvIong SUUTTOUATOV 0rd TO YOGTPEVIEPIKO GOV,
1 Oepancio Oo mpEmel va glvol GUPTTMOLOTIKT.

AcvpforoTnec:

To Synulox iokio, 250 mg vo. pny yopnyetrot TavTdXpove. He BuKTNPLOGTOTIKG. ovTifloTikd ().,
TETPUKVKAIVES).

13. EJAIKEZ [IPO®YAAEEIZ ATIOPPIWHE ENOX XPHEIMOIIOTHOENTOX

KTHNIATPIKOY ®APMAKEYTIKOY [IPOIONTOZ 'H AAAQN YAIKOQN 1HOY
MPOEPXONTAI AIIO TH XPHEZH TOY INIPOIONTOX

Ta @éppoxa dev TPEMEL VO, omoppIITOVTOL PLECH TMV APGTOV 1] TOV OKLOKOV aTOPANTOV.

Toppovievdeite Tov kmvioTpd oog 1 Tov PUPUUKOTOLO COG Y10, TOV TpOTO ATOPPLYNG TOV
ypnoponomévimy pappdaxav. Ta pétpo QLT TTOGKOTOVY TNV TPOCTAGit TOV neptPaAlovtog.

14. HMEPOMHNIA THZ TEAEYTAIAL ETKPIZHE TOY @YAAOY OAHT'TQN
XPHIEQEL

TBD

15/ AAAEZ IIAHPO®OPIEX

Tuokevooieg

Kovtih tov 100 & 250 dioxiov.

Kovti tov 10 Swokimv (Blister 1 x 10).

Mmopel vo, iy KokAogopohy HAeg OL GVOKEVOGIEG.





