B. DYAAO OAHI'TQN XPHEHX



DPYAAO OAHTTOQN XPHEXHY I'TA:

ANTIROBE kawyoviec Clindamycin hydrochloride tov:
. 25 mg 710 6KVAOVS KOL YATES
. 75 mg, 150 mg, 300 mg o cKkvLovg

1. ONOMA KAT AIEYOYNEH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI TOY
KATOXOY THX AAETAY TAPATQTHE ITOY EINAI YIIEYOYNOZX I'TA THN
ATTOAEZMEYXH ITAPTIAQN ETON EOX, E©OOXON EINAI ATA®OPETIKOI

Kdrtoyoc m¢ aderoc xukrogopioc oty EArGda ko1 oty Konpo:
Zoetis Hellas S.A

Meocoyeiov 253-255

N. Poyxo 154 51

A6nva., EXAdda

Tnh: +302106791900

®aé: +30210 6748010

E-mail: infogr@zoetis.com

AAK:

Antirobe 25 mg/cap: 38822/11-6-08
Antirobe 75 mg/cap: 38830/11-6-08
Antirobe 150 mg/cap: 38832/11-6-08
Antirobe 300 mg/cap: 38670/11-6-08

Tomkdg Sravouéag oty Kompo:
VitaTrace Nutrition Ltd

2033, Z1pdfoloc,

Aevkooia, Kompog

Tnh: +357 22 426527

®al: +3572249835

E-mail: reception@pvitatrace.com
AAK:

Antirobe 25 mg/cap: CY020V-E
Antirobe 75 mg/cap: CY021V-E

Antirobe 150 mg/cap: CY022V-E

Antirobe 300 mg/cap: CY092V-E

IHopaywydc vrevdovoc Yio TNV aREAEVOEPHOGCT) TOV TAPTIBMV:
FAREVA AMBOISE

Zone Industrielle

29 Route des industries
37530 Poce Sur Cisse - France

SANICO NV (industriezone-4)
Turnout, Belgium

2 ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOTONTOX
ANTIROBE xdayovieg Clindamycin hydrochloride tav 25 mg, 75 mg, 150 mg, 300 mg
3. LYNOEZH XE APAXTIKO(A) EYETATIKO(A) KAT AAAEX OYZIEX

ApacTiko(d) cveTaTiko(d):

Kawyovlec tov 25 me:

Clindamycin hydrochloride (kAwvdapwicivn) 25 mg
Kawyovlec t@v 75 me:

Clindamycin hydrochloride (kAwvdopwiivn) 75 mg
Kawyovlec tov 150mg:

Clindamycin hydrochloride (kAwvdapwiivn) 150mg
Kayovlec tov 300me:

Clindamycin hydrochloride (kAwvéapoikivn) 300mg



mailto:infogr@zoetis.com

"Exdoya:

Lactose

Starch maize

Tale purified
Magnesium stearate

4. ENAEIZH(ELIX)

ZKvAoL

To ANTIROBE® evdeikvotot y1o Tr) Oepareio LOADGUEVOV TPOVLLATOV, OTOCTNLATOV Kot AOIUOEEDY TS
OTOLATIKIG KOLOTNTUS Kot SOVTIAV, TTOL TPoKaAovVTal 1) emmAékovial and Staphylococus spp.. Streptococcus
spp. (ue eEaipeon tov Enterococcus feacalis), Bacteroides spp.. Fusobacterium necrophorum kot Clostridium
perfringens. To ANTIROBE® cuviotdton emiong 61m Bepomeio TG 0GTEOIVEAITISNG TOV OPEILETAL GTO
Staphylococcus aureus. Mmopei emiong va ypnoiomombei yio Ty mopoyn aviiikpofrokiig KdAvymg Kotd m
O10pKeLD 0B0VTIKOV ENEPACEDV.

Ldtec (novo 1 cuokevacio Tov 25 mg avd KOWovAd):

To ANTIROBE?® evdeiicvutor yia T Bepansio LOADGUEVOVY TPALUGTOV KOl OTTOCTNILATOV Kot AOIHALE®Y NG
OTOLATIKIG KOLOTNTUS Kol SOVTIAV, TTOL TPOKUA0VVTAL 0md PokTipio evaicdnta oty Khvdapokivy. Mropei
EMIONC VO xpNo1oTomOEi Y1 TNV Tepoyn ovIKpoPlukig KGALYTG KOTA T S10pKed 080VTIKOV encpPdocmv.

IIpw amo mv évapén g Bepanciog e ANT IROBE® 6a TMPEMEL VO YiVETUL TAVTOMOINOT ToL Tefoyovou
TUParyovTa Kot v EAEYYETON 1] EvanaONoia Tov oV KAvdapokivn.

5. ANTENAEI=ZEIZ

H yprion tov ANTIROBE® kényovleg avtevdeikvutor oe (@0 VITEPevaictnTa 6TV KAMVSa KV Kot
AVKOLLDKIVT).

Na pn yopnyeitol e KOVVEAD, KPIKNTOLS, VOIKA Y01pidia, GAOY, [NPLVKOCTIKG Kot TOWVTOIAQ Y10t Lmopel va
TPOKUAECEL YOO TPOEVIEPIKES SlATUPUYEC.

6. ANEINIOYMHTEX ENEPT'EIEX

To ANTIROBE® pepikéc Qopég TPOKOAEL TV OVATTUEN Kol TOAAOTACGIOGHO 1] EVOIGONTOV [LIKPOOPYAVIGHAVY
OTOG PEPIKOY KAMOTPIBiV Kol LUKTOV. LE TEPITTMGCT) OV VTO 061YNOEL 08 Aoimin npénel va Aappdvovtal
T KOTAAANAC HETPO avdAoyd e TNV KAVIKI EIKOVO. Trdvia propel va ovuPei epetdc kot didppoto.

H cuyvomta tev avembopuntov evepyai@v kabopileto mg axolodbwmc:

- oAb ovyvi] (mepracotepo and 1 ota 10 (oo tapovoidlovy avemBOUNTES EVEPYELEC KUTA T1)
drapkera g Bepameiag)

- ouyv1] (meprocdtepo amd 1 adid Arydtepo amd 10 {ba ota 100 {ba)

- un cvvnoopévn ((meproadtepo and 1 aiid Aryotepo amd 10 {da ota 1000 {ha)

- ondvia (meproadtepo omd 1 arhd Aryotepo amd 10 (oo ota 10.000 {da)

- oAb ondvia (Arydtepo and 1 ota 10.000 {da)

Edv napampricete omoludnmote coPfapt) 1| GAAN avemBOUNTI EVEPYELL IOV BEV VOQEPETAL GTO POV POALO
03N YLDV YPROTC. , TOPUKUAEIGOE VO EVILEPDCETE GYETIKMG TOV KTNVIATPO GOC.
7 EIAH ZQQN

2k0A0s (01 cuoKELOOIEC TV 25 mg kot 75 mg kat 150 mg kot 300 mg avd Kayovia)
I'dta (Lévo 1) cvokeLUCic TV 25 mg avd Kayovia).

8. AOXOAOITA I'TA KAOE EIAOL, TPOITIOX KATI OAOX(OI) XOPHI'HEHX

Ao Tov OTOpUTOGC YPTIoT).



Zxoror kot arec:

MoAvGpEve TPUDLOTE, CITOCTILOTO Kol AOTUMEELS TNG OTOLLOTIKTG KOAOTN TS Kol doviidv: 5.5
mg'kg X.B. ka0 12 @peg amd 1o aTopa, Yo 7 - 10 nuépec.

E@' 6cov 1 KAviKN KoTAGTEoT) TO oottel 1) Oeporeio 610 okdA0 pumopei vo S10pkEGEL EMG TO TTOAD
i 28 nuépec. Eav 6ev napatnpnei khvic) oviamdkpior péca o 4 nuépeg Ba mpénel va
oavaBewmpeiton 1) Sidyvaon.

Me okond TV KeAdtepT) kKaloym Kotd mn didpkera enepfdcemv oTa GOVTIC, GUVIGTATOL 1)
yoprynon ANT IROBE® ot doan tov 5,5 mgkg £B., kabe 12 dpec, yia 10 nuépec. H Ogpancia
ot mpénel va apyilel 5 nuépeg mpo ¢ enépPacnc oto 6OVTIN Kot va cuveyileta yia 5 nUEPES
LETA OO CLLTH.

ZxoAiou

Octeopverindo: 11 mg'kg .B. avd 12 dpeg ad to oo Ko 1) Oponeio Swpkel TovAdyiotov
28 nuépec. Edv oe 14 nuépeg dev emrtevyBovv BepamevTiKd amotelEcpat TOTE 1) Oepumeia TPEMEL
Vo SIOKOTTTETAL Kot va aveBempeitar ) didyveor).

AOZOAOI'TKOX ITINAKAX
LOMATIKO AOIMQEEIZ ZTOMATIKHZ OXTEOMYEAITIAA*
BAPOZX KOIAOTHTAZX KAI AONTIQN (11 mg/kg £.B. b.i.d)
TPAYMATA KAT ATIOZTHMATA
(5.5 mg/kg .B. b.i.d.)
4.5kg 1x 25mg Avo QopEC TNV NIEPQ 2 x 25 mg Avo Qopég TV T|UEP
13.5kg 1x75mg* Avo @opig v Nuépa 2 x 75 mg Avo Qopég v uEpa
27.0kg 1x150mg* Avo Qopég TV Nuépa 2 x 150mg Avdo Qopég T NUEPT
1 x 300mg Avo Qopég v NUEPT.

* LLOVO Y10 TO GKDAO

9. OAHT'IEX I'TA TH ZQXTH XOPHTHZH
E@' 6cov 1 KAviKn KaTaGTaoT) To amottel 1) Oeporneio 6To okdAo pmopei vo S1pkEGEL EMG TO TOAD

i 28 nuépec. Eav 6ev mapatnpnei khvik) oviomdkpion péca o 4 nuépeg Ba mpénel va
oavaBempeiton 1) Sidyvaoon.

Me okond TV KeAdtepT) KaAvym Katd ) didpkela enepfdoemv oTa dOVIIC, CUVIGTATOL 1)
yopiyymon ANTIROBE® o doon tav 5.5 mg/kg EB.. kafe 12 dpeg, yia 10 nuépec. H Bepaneio
ot mpénet va apyilel 5 NuéEpes mpo ¢ enépPacnc oto 6GVTIN Kot vo cguveyiletat Yo 5 NuEPES
HETA OO CrLTH).

10. XPONOX ANAMONHX

Agv amoteitor.

11. EIAIKEXI YYNOHKEX ATATHPHZHZ
Nua guidocetol o O&ar). TV onoia dev PAETOLY Kot dev mpooeyyilovv Ta moidid

duldooete oe Beppokpacio dopatiov (15° C - 25° ).



Na pin ¥pNCIHOTOIEITHL GDTO TO KTNVIATPIKO QUpPUUKEVTIKG TPOoioV LETA 0o TNV TIepopnvic AnEng mov
CVOYPUPETAL OTT) CUOKEDAOIC.

12. EIAIKH(EI) TPOEIAOIIOIHIH(EIX)

H Khwvéapokivn kot 1 epubpopokivi tapovoidlovy mopdAinin avtiotact). Exet napatnpndei
LLEPIKT) 100 TOVPMUEVT] CVTIOTOOT) LETOED KAVOaLKIVIG, EPLOPOLILKIVIG Kot [loKpoMbimy
avTIBloTIK®V.

X€ MEPUITMOEIC TUPUTETULEVG BEpameiog TEPUV TOV EVOG INVOG TIPETEL VOl ELEYYETAL TTEPLOGIKA 1|
A£ITovpYic: TOL HIOTOG KOl TV VEQPAV Kol Vo, YiveTol eCETOOT) aijloToc.

AacBeveic pe coPopr) veepik) kot / 1 1oAD coPapn NroTic) SVCAEITOVPYIC TOV CUVOSEVETOL QIO
coPapn petaforikn dotapayr] O TPENEL Vo BEpAITEDOVTOL LLE TPOGOYT Kot Bu TPEMEL VoL
EAEYYOVTOL C1plOTOAOYIKA GE OAN T1) didpketd TG Bepameiog (e VYMAES 8O0GES Khvdapvkivic.

E1611] mpooviatn yio ™ yopiynon oto {oa:
Kapia.

mpoidv ot Lha:
Kapia.

Eyicopocvvn. T'adovyia. Qotokda:

ITopoho mov mepapata e VYMAEG docerc Khvdapwkivng oe apovpaiovg de1fav 611 dev eivan
TEPUTOYOVOS KOt OEV EXEL EMTTMGCEIS OTIS UVATUPUYMYIKES 1010TITES TV BNAVKOV Kol GPOEVIKOV
EVTODTOIG 1] UGQGAELN TOV TPOTOVTOG GTIC EYKVEG OKOAEG 1) YOTEC OV EYEl nehenOei.

AMniemdpdoeic e GAAD QUPUIOKEVTIKG TPOTIOVTA Kot GALEC HOpOEC aiiniemidpaonc:

"Exe1 Sramiotmbei 611 1) vopoyhopikn] KAVOPLKIVI £)EL UVOCTOATIKES VEVPOLIVIKES 1610TNTEC TOV UITOPOVY VL
evioYOoOVV TN Spdon dAAmV vevpolwik®v avastoréav. H yprion tov ANTIROBE® ot {®o oTa onoia
YOPTYOVVTOL VEDPOLIDIKOL ovaoToAElS Ba TPEMEL Vol YIVETOL [LE TTPOGOY).

H Khwvdapokivn 6ev Ba TpEMeL va ¥PNGILOTOIEITAL THLTOYPOVE [IE YAOPUUQEVIKOAT 1| pokpoAidia yioti mopodv
va avtoyovilovtal petald tovg to idio onpeio dpactg mov eivor 1 S0S pifocmuakn vroopdda.

Ynepdocohoyia (Gountduote. HETPE EVTYLETOMIONC. OVTIOOTa):

H avatatn avektr) 6001 [LETA 0md XOp1yNoT) € OKObAOLS and To oTopa avépyetol o 300 mg/kg .B. Eival
oniodi 30 gopég peyaAidtepn and T cOVICTAOUEVT BEPATELTIKT] SOCT] Y10 TPUVLLOTO, OTOGTILLOTO KOl AOTUMEES
TNG GTOUOTIKNG KOIAOTNTUS KUl 60VILDV.

Aovufordmrec:
Agv etval yvoo ] Kapia.

Y€ MEPINT®OT) OV kKatd AdBog vtdpiet katdmoaoT). va avalnTiosete apécms 1Tpikt| Porjeta kot va emdeifete

GTOV 10TPO TO ECHOKAEIGTO QUALO 081 1IAV YPTCEMC 1] TNV ETIKETO TOV QUPLLOKEVTIKOD TPOIOVTOG.

13. EIAIKEX ITPO®YAAEEIX ATIOPPIYHE ENOX XPHEIMOIIOTHOENTOX KTHNIATPIKOY
OAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY ITPOEPXONTAI ATIO TH
XPHXIH TOY ITPOIONTOX

ZopPovievbeite TOV KINVIKTPO GOC Yia TOV TPOTO AIOPPIYNS TOV YPNGILOTomBEVTOV Qupudkomy. Ta pHETpa avTd
OTOCKOTOUV GTIV Tpootacic Tov tepifpaiiovoc.

14. HMEPOMHNIA THE TEAEYTATAX ETKPIZTHE TOY ®YAAOY OAHITON XPHIEQY
15. AAAEX ITIAHPO®OPIEXZ
"Exe1 Sramiotmbei 611 1) vopoyhopikn] KAVOULKIVI £)EL UVOOTUATIKES VEVPOLIVIKES 1610TNTEC TOL UTOPOVY VL

evioYOGOVV N Spdon dAAmV vevpolik®V avootoréwmv. H xpron tov ANTIROBE® ot {®o ota onoia
YOPTYOVVTUL VEDPOLIVIKOL 0vaoToAELS Ba TPEMEL VOl YIVETOL [LE TTPOGOY).



H Khwdapokivn 6ev Ba Tpémel va ¥p1C1LOTOIEITAL TODTOYPOVE. [IE YAMPUUPEVIKOAN 1] Lokpoidia yiati pmopovy
va. avtoyovilovtol petald tovg to id10 onpeio dpdong mov ivar 1 S0S pifocmnakt vroopdda.

ZVOKEVOOTEC:

Kovti tav 16 xoyoviav (blister 2 x 8)
Kovti tav 80 koyoviav (blister 10 x 8)
D1ohido Tov 16 Koyovlav

D1ohido Tov 80 Kuyovidv

Mropei vo. v KokAoQopodV OAEC 01 GLGKEVUGIES

T'o omo1081ToTE TATPOQOPIt GYETIKA LIE TO TAPOV KTIVIOTPIKO QUPLLOKELTIKO TPoidv, TupaKaAciche va
anevBuVvOEITE GTOV TOTIKO GVIITPOGMITO TOV KUTOXO0VL TNG dde10g KuKAopopiog.

AITOKAEIZTIKA I'TA KTHNIATPIKH XPHXH
=YOPNYELTAL IE GUVTAYI] KTVIATpOL™
NA ®YAAZXIETAI ZE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN TPOZEITIZOYN TA ITATATA
THA. KENTPOY AHAHTHPIALEQN: +30 210 7793 777



