ITAPAPTHMA I

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Pirsue 5 mg/ml evdopaotikd didivua yio foogdn

2. MOIOTIKH KAI NOXOTIKH XYNGOGEXH
ApuoTikO(G) 6veTUTIKO(A):
ITipApkivn (g MipApokiviy vopoyAmpikn) 50 mg/10 ml

BA. tov mApn kotdAioyo ekddywv oto kepdiato 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéopoaotikd didivpa.

4. KAINIKA XTOIXEIA

4.1 Eion {owv

Booegidn (ayehddeg yoAaKTOTOPAY®OYNG KATA TN SIAPKELD TNG YOAUKTOTOPAY®OYNG).

4.2 OegpamevTiKég evoeiEelg mpoodopilovrag Ta gion ooV

INa ™ Bepamneio TG VTOKAVIKNG LOCTITIONG GE YOAUKTOTOPOUY®YEG AyEAAdEC TOV opeileTol oe Gram-
BeT1K00G KOKKOVG £00IGONTOVG GTNV TPAMUVKIVY, CUUTEPIAAUPAVOUEVAOV TOV GTAPVAOKOKK®V, OTWOG
tov Staphylococcus aureus, T®V BETIKOV Kol 0PVNTIKAOV GTNV TEVIKIAAMVAGT Kol GTUPVAOKOKK®OV
UPVNTIKOV OTNV TNKTiVT, €(01 OTPENTOKOKK®V, cupmepthapupavouévey tav Streptococcus agalactiae,
Streptococcus dysgalactiae xon Streptococcus uberis.

4.3 Avtevoeiteig

AvOekTIKOTNTO TNV TPALLKIVY).

Oepaneia Aopaéewnv and Gram-opvntikd foktnpia, 6nwg v E. coli.

Noa un yopnyeitar o€ ayelddeg pe YnAa@oOHUEVES AALOIDGELS YPOVIOG VTOKAVIKNG LOGTITIONG.

4.4 Ewwég npogridomomosis yia kae gidog {dov

Kopua.

4.5 Iowitepeg TPoQLAGEELS KATA TN PO

Idwitepec Tpo@uAGEELS KaTd TN YpNion o {da

[pwv and ™ Bepomeio mpémet va mponyeitan pkpofrokoc ELeyyog evaicinciog Tov amopovebévioy
Baktnpiov.

Idwaitepec Tpo@LAGEELS TOL Tpémel vo Aopavovion ard To (ATOUO TOL YOPNYEL TO QUPLUOKEVTIKO

poidv oe {ha

Amoiyete v emoen pe to dtddlvpa. TTAvveTe Ta ¥Epla Kot OTOI0ONTOTE EMLPAVELD, TOV FEPUATOG TTOV
Npbe o€ MO [LE CATOVVL KO VEPO KO APALPECTE TO, LOADGUEVE, POV AUESHOG UETE TN XPTON.
HemAOveTE TOL LTI LE VEPO Yol 15 Aemtd apéomg petd v ékbecn tovg oto mpoiov. Kpatrote ta
PAE@apa avOIKTA Y10l Vo EEACQAAICETE TANPT ETOQY| LLE TO VEPO.



4.6 AvemOOunteg evépyeieg (cuyvotTnTa Kot cofapoTnTa)
Agv glval yvoot Kopio.
4.7 Xpnion kotd Ty kOnon, ™ yoiovyio 1 TNV ©OTOKiN

To mpoidv evdeikvuTar yio yp1oN O€ YOAUKTOTAPAYWDYEG OYELAOEG KOTA TN SLUPKELN TNG
YOAQKTOTOPAY®OYNG, KAODC emiong Kot KATd TN d1dpKeLn TG KVOPOPLoG.

4.8 Alnlremopdosig pe GAra QUPROUKEVTIKG TPOTOVTO KoL GALES popPEg alinieniopaong

Evééyetan va mpokAnOel dtaotavpovpevn pikpoloovtoyn HETOED TNG TIPALULKIVIG Kol GAL®DY
AMVKOGOUIVIO®V 1} LOKPOASI®V.

4.9 Aocoloyia Kol TPOTOS YopPYNONS

Xopnynon: EVOOLOOTIKT yoprynon uovo.

IMveton éyyvon piag ocvpryyog (50 mg mipApvkivig) o kKaOe LOAVGUEVO TETAPTNUOPIO HOGTOV.
H Oepoancio mepriappdverl oktd eyydoeig piog cOpryyoc kabe 24 dpec.

No Aapaveton péEpiva MoTe va, PNy €16dyovtol Tafoyovol luKpoopyavicpoi ot O, e okond va
amo@Hyovpe Tov Kivouvo Aouméewv and E. coli. Na eEacparileTon o emapkng kabapiopdg g OnAng
(Kot Tov paotob - edv omatteitol) Tpo TG £yyvons. No TnpodvTal ETOUEVMG TPOGEKTIKA 01 00N YiEC
7OV 0KOAOVOOVV.

[Mwovete ta yépa cag mpwv EpBovv o€ emaon pe Tov pooto. [TAvvere to pacto dv ivar akadaptog.
Orav Bewpeitar amoapoitnto, TAOVETE TOAD KoAd TIc ONAEG ne (e0Td vepd, TOL TTEPIEXEL KOTAAANLO
KaBOPIOTIKO Y10l TETOLEG MEPITTAOCELS KOl OTEYVADGTE TOAD KA. ATOAVUAVETE TIG AKPES TV ONAdV
YPNOLUOTOIDOVTAG Eva KATAAANAO amoivpavTiko. Na kabopilete 1o dkpo g OnAng £wg dtov Pyaivel
kaBapn N yalo Tov ypnoomoleite Yia ToV KoOupIopHo. XpnoLomoliote S10popETIKG VAIKE Yo, TNV
amolvpavon kabe OnAng. Mnv épyecbe oe emagn| pe Tig KabBapég OnAég mpv Tn yopnynon e
EYYLOUEVTG OVGIOC.

Tpémog ew6aymyns: Apapéote To AeLKO Akpo, Tpafadvtag To iola Tpos Ta endvem. Eicdyste pe
TPOGOYN TO POYYOC 6TOV INAaio TOPO, KOl TPOGEKTIKA EYYVOTE TO TPOTOV.

[Tiéote 10 £uPolo apyd Kot otabepd MOTE v adELAGEL OAO TO TEPIEYOLEVO TNG GVPLYYOS KOl LOAAETE
TO TETOPTNUOPLO DGTE va SloyvOel To TPoidV GTOV YAAAKTOPOPO KOATO. Metd TV £yyvon Pubicete
OAeG TIC ONAEC 6 KATAAANAO ATTOAVLAVTIKO OLAAL AL

4.10 Ymepoocoroyio (CUUTTORATA, PETPO. AVTIUETAOTIONG, OVTIOOTA), EAV Eival aapaitnTa
Agv vdpyovv TANPoPopiec.

4.11 Xpovog(or) avapoviig

Kpéag kot edmdiplot wotoi: 23 nuépeg,.

Iara: 5 nuépeg.

5. DAPMAKOAOTI'TKEX IATOTHTEX

Ddappokobepoaneutiky opad: AvTifaxtnploko yio eVOOUAGTIKN Yp1om.
Koduodg ATCvet: QJS1FF90.



51 ®@appokodovopikés 1WO10TNTEG

H vdpoyrwpikn mipApvkivy eivar nui-cuvBeTikn Atvkocoudikn aviifokinploxn ovsio. Ot
AVKOGOUIdES (KAVOQUDKIVY, AVKOUVKIVY Kot TIPAMUVKIVI) avaoTEAAOVY T GUVOEST TOV TPOTEIVOV
ota Gram-0gtucd kot T avoepdPia Baktnpia, dnwg eniong Kot oto Mycoplasma spp. Apovv gvodpeva
pe v 50S piocwpkn vropovada, epmodilovtag £T61 Tr 6UVOEST TOL OUVOaKETVA-tRNA Kot
OVOOTEAALOVTOG TNV aVTIOPOOT] TNG TENTIOVATPUVGPEPACNC, 1) OToia enepuPaivel TNV TPOTEIVIKN
ovvbeon péca ot fakThpia.

Gram-0etikd oteléyn pue MIC > 2 pg/ml Oswpovvror avektikd. Ta gviepoPaktipia, dnwgn E. coli,
glvat ex pUoemG aVOEKTIKA GTNV TPAVKIVT).

H mpipokivn €xet Paoikd pKa (8,5). Avtd onuaivel 0t Ba givor TeEplocOTEPO ATOTEAEGLATIKN GE
0&wvo epPAALoV KOl TEIVEL VO GUYKEVIPAOVETAL, GE GYECT UE TO TAGGHA, OE TEPLOYEG UE YAUNADTEPO
pH, 61wg T amootpate. ATodelyOnie 611 1| TPAPLKIVI] GUYKEVIPAOVETOL GTO TOAVUOPPOTVPT|VOL
KOTTOPA. AgV amodeiydnie OUME 1 SVVATOTNTA EVOOKLTTUPIKNG KOTASTPOONG TOV Staplylococcus
aureus.

5.2 ®@appokokivnTIKG oTOLYELO

Metd amd EVOOLUGTIKY £YYVGT], Ol LEGEG CLYKEVTIPMGELS TNG UNTPIKNG 0vGiag 6To Yaia nTov 10,3
pg/ml otic 12 dpeg xon 0,77 pg/ml otic 24 dpeg. [apodpoteg cvykevipmoelg mapatnpndnkay otig 12
Kol 24 dpeg PLetd amd devTepT Eyyvon e Hecodidotna 24 wpdv ard TV TpdTN. ATd TNV TOGHTNTO
mov gyyvetat, 1o 10-13 % amoBdidetar pe 10 0Opo kat to 24 % - 30 % pe ta kémpava. H aropévovoa
TOGOTNTA ATOPAAAETAL [IE TO YOAQ.

6. DOAPMAKEYTIKA XTOIXEIA

6.1 Koataroyog ekdoyowv

Anhydrous citric acid

Sodium citrate

Water for injection

6.2 Kopieg aocoppoatotnTes

Agv glval yvoot kopio.

6.3 Awdpkero Cong

Augprela {Ong TOL KTNVIOTPIKOV QUPUAKEVTIKOD TPOIOVTOG COLPOVA LIE T1 GLOKELOGIN TOANONG: 3
POV

6.4 Iowitepeg mpo@uAGLELS KaTd TN EVLAEN TOV TPOIOVTOG

Mn pvAdocete o€ Beppokpacio peyaidtepn tov 25°C. Na mopapévovy ol cOPLYYEG GTNV OpPYIKN
cvokevacia.

6.5 ®@Yon Kol 6HVOEGT TS OTOLYELDOOVS CVOKEVUGIUG
Evdopaotucéc ouptyyec moAvatBuieviov (wov meptéyovv oteipo voaTikd dtdAvpa tov 10 ml),
GUGKEVOCUEVEG GE YAPTVA KOVTLY TOL TTEPLEYoLY 8 )| 24 cuptyyeg. Emiong cuokevalovial oe TAaotikd

doyeio pe 120 ovpryyec.

Mmropel va unv KuKAOQOpoUV OAEG 0L GLOKEVAGIES.



6.6 E101kég mpouhaiers améppuyng evog (pNoLoTo0EVToS KTNVIATPIKOD POPRAKEVTIKOD
TPOIOVTOG 1] GALOV VAIKOV TTOV TPOEPYOVTAL AT T1) YP1]O1] TOV TPOIOVTOS, AV VTAPYOVV

Ka0e pun ypnoyomomOév kTnviatpikd oprakenTIKO TPOIOV 1 Un ¥P1NOILOTO0£vTa VTOAEIUUATE TOV
TPETEL VAL OTOPPITTOVTOL COUPOVO. LLE TIG IOYVOVOES EBVIKES AMANTNOELS.

7. KATOXOZX AAEIAX KYKAO®OPIAX

Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEAT'TIO

8. APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/2/00/027/001-003

9. HMEPOMHNIA IMNPQTHX EI'KPIZHY/ANANEQXHX THX AAEIAX
Hpepopnvia 1™ éyxprong: 29/01/2001.

Hpepounvia tedevtaiog avavémong: 08/02/2006.

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Aentopepeic TANPoPopies Y10 TO £V AOY® KTNVIOTPIKO QUPUAKEVTIKO TPOTOV dlaTifevtal oTov
diktvokd Témo tov Evpawnaikov Opyaviopod Oapudxmy http:/www.ema.europa.eu/.

AIIATOPEYXH IIQAHXHYX, AITAOEXHX KAI/H XPHXHX

Agv 1oy0et.


http://www.ema.europa.eu/
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KATOXOZX(OI) THX AAEIAX TAPAXKEYHE, YIIEYOYNOX(OI) I'TA THN
AITIOAEXMEYZXZH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI ITIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)



A. KATOXOZXZ(OI) THX AAEIAYX ITAPAXKEYHX, YIIEYOYNOX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

Ovopo. kot dtevbvvon tov(tmv) TopackevasT(dV) Tov givor vrevOvvog(ot) Yo TNV OTOOEGLEVGT) TV
TAPTIOWV

Norbrook Laboratories Limited
Station Works, Camlough Road,
Newry, County Down,

BT35 6JP

HNQMENO BAZXIAEIO

Ul

Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEATIO

270 £VTUTO GUAAO 0ONYIDV YPNCEMG TOV PUPLOKEVTIKOV TPOIOVTOC TPEMEL VAL VLY PAPETUL TO OVOLLN

Kot 1) 91evBuvon ToL TAPACKELOGTH TOL Elval VIEHOHVVOG Y1 TNV ATOSEGUEVOT TG CYETIKNG TAPTIOAC.

B. OPOI 'H NEPIOPIZMOI THX AAEIAX KYKAO®OPIAX, TIIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

Na yopnyeitor LOVOV [e KINVIOTPIKY GLVTAYT.

I ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

H dpaoctiki ovsia Tov Pirsue 5 mg/ml evdopaotikd didhvpa yio foogtdn| ivat enttpendpevn ovoio
omwg mepthappavetat otov mivaxa 1 Tov [opaptipatog tov Kavoviepov No 37/2010 g axorovbwng:

Ooapuaxoroyikade | KatdAoiro- | Eidn AOK Eidn 1otodv | AlAeg OepameELTIKN
SpaoTikn(eg) Agiktng {owv Tpovmobicel; | Ta&vounon
ovcio(eg)
MpAypokivn [MpApoxivy Booewn | 100 pg’kg | Moeg KAMIA Avtyikpoflokoi
100 ug’kg | Awmaodng | KATAXQPH | napdyovreg /
1000 pg/kg | 10toC >*H Avtifrotika
400 pg/kg | Hmap
100 pg/kg | Negppoti
o

Ta ékdoya ta omoia meprypapoviat otny Topdypapo 6.1 g IIXII, Bewpovvtal 6Tt dev gunintovy 610
nedio epappoyng tov Kavoviepod No 470/2009, 6tav xpnoilomotodviol 6€ outd TO KTIVINTPIKO
QOPUOKEVTIKO TPOTOV.



ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX



A. EIIIXHMANXH



IHAHPO®OPIEX I10Y HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

8 cupryyeg x 10 ml o¢ eEmTepkod yapTIVO KOVTI
24 ovpryyes x 10 ml o€ e£@TEPIKO Y APTIVO KOVTI, GUPTEPACPUPAVOREVAOV 3 GUAL®OV 001DV

xpiicsg
120 oVpryyec x 10 ml o€ ThaoTiké doygio, cvpmepriapfavopivav 15 QOALOV 00NYIOV YPNGEOS

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Pirsue 5 mg/ml evdopaotikd didivua yio foogdn

2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

IMipApokivn (og MpApokivn vdpoyrlmpikn) 50 mg/10 ml.

3. OAPMAKOTEXNIKH MOP®H

Evdopactikd diaivpa

4. YYXKEYAXIA

8 evoopooTikég oOptyyeg X 10 ml
24 gvdopooTikéG cOpyyeg X 10 ml
120 evdopaotikég ovptyyes x 10 ml

5.  EIAOX(H) ZQOY(QN)

Boogdn (ayelddeg yoAaKTOTOPAY®YNG KATA TN SEPKELD TG YOAUKTOTOPAY®OYNG).

6. ENAEIZH(EIXL)

IMa ) Bepaneio TNG VIOKAVIKNG LOCTITIONG G YOAUKTOTOPAY®YEG AyEAAdES TOV opeileTon og Gram-
BeTIKOVG KOKKOVG £VOICONTOVE GTNV TPAUVKIVY, COUTEPIAUUBOVOUEVOV TOV GTAPVAOKOKK®V, OTTMG
tov Staphylococcus aureus, T®V BETIKOV Kol 0PVNTIKAOV GTIV TEVIKIAAMVAGT Kol GTUQVAOKOKK®OV
UPVNTIKOV OTNV TNKTIVT), €I01 OTPENTOKOKK®OV, GupmepAappavouévey tav Streptococcus agalactiae,
Streptococcus dysgalactiae xon Streptococcus uberis.

| 7. TPONOZX KAI OAOX(OI) XOPHTHEHE

Evdopoaotikn yoprynon.
AwPacte T0 POALO 0INYIOV XPHONG, TPV ATO TN XPTON.

T'iveton éyyvon piag ocvpryyoc (50 mg wipApvkivig) o€ KaOe LOAVCUEVO TETAPTNUOPLO LOGTOV.

H Bgpancio meprrappdvel oktd gyyvoets. Eyyvetan pia cOpryyo kébe 24 dpeg.

No Aapavetor HEpva MoTE Vo, PNy €160 yovTol Tafoyovol LKpoopYaviGHol ot O, Le okomd va
amo@vyovue Tov Kivduvo Aowuméewv and E. coli. Na eacpaliletor o emapkng kabapiopdg tng Oning
(Kot Tov paotob - qv amatteitat) TPo TS £YYLONG.
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Tpomog sweaymyng: Apaipéote To AeVKO AKPO, TPAPmVTag To o1 Tpog Ta. endvm. Eiodyete pe
TPOcOYN TO PUYYOG oToV ONAaio TOPO, Kol TPOGEKTIKA EYYVCTE TO TPOTOV.

ITiéote to £uPoro apyd katl otabepd MOTE Vo, AdEGEL OAO TO TEPLEYOUEVO TNG SVPLYYOS Kot LOAGETE
TO TETAPTNUOPI0 BGTE Vo dlayvbel To TPoidv oTov YyolakTto@dpo KOATO. Metd tnv &yyvon Pubicete
OMeg TIG ONAéc o€ KOTAAANAO OTOAVUOVTIKO S1GAVLLA.

8. XPONOX ANAMONHX

Xpovog avapovig:
Kpéag kot edmdipot wotoi: 23 nuépeg.
T'éra: 5 nuépeg.

9. EIAIKH(EY) ITPOEIAOTIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Noa aropegbyetol n exoen pe o dtdAvpa. Na TAévoviat To ¥Epla Kot To déppa av £xovv EADeL og emaEn
LE TO JGALUOL e GOTOVVL KO VEPO Kol VO APApODVTOL TO LOAVGUEVO POVYO UECHS ETA TN XPNOT).
No TAévovtot Ta patia pe vepod emt 15 Aentd, apéomc pHetd v €kBect Tovg 6To mpoidv. Na
KpaToOVTAL aVOIKTH To PAEQOPA DGTE VO YIVETOL TANPNG M EXAPT LLE TO VEPD.

Evdéyetar va mpokAnOel dactavpodpevn pikpofroavtoyn LeTagd mPAULKIVIG Kol GAADY
AVKOGOUO®V 1| pokpoMdimy.

10. HMEPOMHNIA AHEHX

AHEH {pqvag/étog}

11. EIAIKEX XYNOHKEX AIATHPHXHX

Mn puAdooete og Beppokpacio peyolvtepn Tov 25°C. Na Topapévouy ot GOPLYYES GTIV OPYIKT
GLOKELAGIOL.

12. EIAIKEX [TIPO®YAAEEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

Amoppymn: BA. ECOKAEIGTO GVALO OINYIDV XPYOTG.

13. OI AEZEIX «<AITIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI 'H OI
HEPIOPIXMOI IIOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, AN
YIHAPXOYN

ATOKAEIGTIKA Y100 KTNVIOTPIKT XPNOT] - Vo SloTifeTan HOVOV LE KTNVIOTPIKY GUVTOYY.

14. OI AEEEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
INPOXETTIZOYN TA ITAIAIA»

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovy Ta Tond1d.
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15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEAT'TIO

16. APIOMOX(OI) AAEJIAY KYKAO®OPIAX

EU/2/00/027/001
EU/2/00/027/002
EU/2/00/027/003

17. APIOMOX ITAPTIAAY ITAPAT'QI'HX

IToptida {apBpodc}
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EAAXIXTEX IAHPO®OPIEX I1OY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

{eTikéTa cUpLYYOC)

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Pirsue 5 mg/ml

2. HHOXOTIKH XYNG®EXH XE APAXTIKH(EX) OYXZIA(EX)

50 mg ITpApokivn

3. HHEPIEXOMENO KATA BAPOZXZ, KAT' OI'KO 'H KAT' APIOMO AOXEQN

10 ml

4. OAOXZ(OI) XOPHI'HXHX

Evdopaoctikn yoprynon.

5. XPONOX ANAMONHX

Xpovog avapovig:
Kpéag kot edddipot 1otoi: 23 nuépec.
T'éra: 5 nuépeg.

6. APIOMOX ITAPTIAOX

IToptida {apBpodc}

‘ 7. HMEPOMHNIA AHEHX

AHEH {univag/étoc}

‘ 8. OI AEEEIX «-AITOKAEIXTIKA T'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPTOT.
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B. DYAAO OAHI'TQN XPHXHX
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DOYAAO OAHT'IQN XPHXHX:
Pirsue 5 mg/ml gvoopactiké diarivpa yio foogrdn

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI

TOY KATOXOY THX AAEIAYX ITAPAXKEYHX [1IOY EINAI YIIEYOYNOX I'TA THN
AIIOAEXMEYZXZH HAPTIAQN, E@OXON EINAI AIA®OPETIKOI

Kdartoyoc tneg ddetog kvkho@opiog:

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEAT'IO

TMopackevootnc vevhvvog yia TNV anerlevfipmon TV TapTIdWV:

Norbrook Laboratories Limited
Station Works, Camlough Road,
Newry, County Down,

BT35 6JP

HNQMENO BAZXIAEIO

1

Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEATI'TO

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY [TPOIONTOX

Pirsue 5 mg/ml evdopaotikd didivpa yio Boogidn

3. YYNGOEXH XE APAXTIKO(A) XYXTATIKO(A) KAI AAAEX OYZIEX

ITipApokivn (og ITipApokivn vopoyropikn) 50 mg/10 ml

4. ENAEIZH(EILYL)

IMa ™ Bepaneio TG VITOKAVIKNG LOCTITIONG G YOAUKTOTOPUY®YEG AyEAAdEC TOV opeileTal oe Gram-
BeT1K00G KOKKOVS £00IGONTOVG GTNV TPMUVKIVY, CUUTEPIAAUPAVOUEVAOV TOV GTAPVAOKOKK®V, OGS
tov Staphylococcus aureus, T®V OETIKOV Kol 0pVNTIKOV GTIV TEVIKIAAMVAGN Kol GTUPVAOKOKK®OV
UPVNTIKOV OTNV TNKTIVT, €01 OTPENTOKOKK®V, GuUTEPAaUPavopuévey tav Streptococcus agalactiae,
Streptococcus dysgalactiae xon Streptococcus uberis.

5. ANTENAEIEZEEIX
AvBexTikdtnTo 0TV TIPALLLKIVY.

Oepamneio Aoyméemv and Gram-apvntikd Baktiplo, 6nwg v E. coli.
Na pn yopnyeital o€ ayehddeg e YNAOPOOUEVES OAALOIMGELS YPOVIOG VITOKAIVIKNG LOCTITIONG.
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6. ANEINNIOYMHTEX ENEPT'EIEX
Agv glval yvoot Kapio.

Edv mapatnproete onowodnmote avemBOUNTN EVEPYELD, OKOLO KOL 0V OEV OVOQEPETUL OTO ECMOKAEIOTO
DvAA0 Odnyiov Xpnong 1 aUEBAAETE Yo TNV OTOTEAECUATIKOTITO TOV QOPLAKOL, TopaKaAEicHE va
EVILUEPDGETE GYETIKMG TOV KTNVINTPO GO,

7. EIAH ZQQN

Boogdn (ayelddeg yoAuKTOTOPAY®YNG KATA TN SEPKELD TG YOAUKTOTOPAYOYNG).

8. AOXOAOITATIA KAGE EIAOZ, TPOITIOX KAI OAOX(OI) XOPHI'HXZHX
Evdopoaotikn yopnynon.

Eyyvote 10 mepieyodpevo piog ovpryyag (50 mg mpApokivng) oe kéBe LOAVGUEVO TETAPTNHOPLO.
H Bgpancio meprrappdvel oktd gyyvoelg piag cvpryyos kébe 24 dpeg.

9. OAHT'IEX I'IA TH XQXTH XOPHI'HXH

Noa Aoppavetor pépiuva doTe vo unv €16ayovtal Tafoyovol KpoopyavioHol 6T OnAn, pe oKomo va
amo@OyoLLEe ToV Kivouvo Aouméemv and E. coli. Na eEacpaiileton o emapknc kabopiopdg e OnAng
(Ko Tov paotob - eqv amatteitar) Tpo g £yyvons. Na tnpohvtal ETOUEVMG TPOCEKTIKA 01 00N YieS
OV OKOAOVOOVV.

[Thovete ta yépro cag mpv £pBovv o emapn e Tov pooto. [TAdvere to paoto edv gival akdBapTog.
Otav Bempeiton amapaitnto, mAvveTe ToAD KaAd T ONAEG pe (eoTd vePO, TOL TEPIEXEL KATAAANAO
KaOAPIoTIKO Y10, TETOLEG TEPITTAOCELS KOL GTEYVAOGTE TOAD KOAG. ATOADUAVETE TIC AKPEG TV ONADV
YPNOWOTOIOVTOG £val KATAAANAO amoivpovTikd. Na kabapilete 1o dipo g Oning £wg 6Tov Pyaiver
kaBapn 1 yaa Tov ¥PNCILOTOLEITE Y10 TOV KAOAPIGHO. XPNOIHLOTOIOTE SLOPOPETIKE VAIK Yo TNV
oamoAvpoven kaBe Oninc. Mnv épyecBe oe emapn pe Tig kabapéc INAEC Tpv T yoprynon g
€YYLOLEVNG OLGTOC.

Tpoénog evoayoyng: Apoipéote To Aevkd AKpo, TpafmdvTog To io1a TPog Ta endve. Eicdyete pe
TPOcOoYN TO PUYYOG GTOV ONAaio TOPO, Kol TPOGEKTIKA EYYVGTE TO TPOTOV.

[Tiéote o £uPolo apyd kot 6Tabepd MOTE VO, AdEICEL OAO TO TEPLEYOLUEVO TNG GUPLYYOG Kot LAAGETE
TO TETUPTNUOPLO DOTE VO, dlaryLOEl TO TPOIOY GTOV YUAUKTOPOPO KOATO. MeTd Vv €yyvon Pubicete
OAeg TIC ONAéC 68 KUTAAANAO OTTOAVUOAVTIKO S1GALLLA.

IIpwv amd ™ Bepaneio Tpémel va mponyeitan pKpoPlakoc Eleyyog evotstnciog Tmv amopovmbivimy
Baxtmpiwv.

10. XPONOX ANAMONHXZ

Kpéag kot edddipot 1otoi: 23 nuépec.

T'édha: 5 nuépeg.

11. EIAIKEX YYNOHKEX AIATHPHXHX

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TOddL.

Mn evidooete og Oeppokpacio peyordtepn tov 25°C. Na mopapévouy ot GUPLYYEG OTNV apYIKN
GLGKELOGIO.
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Na pn xpnoonoteital 0vTd To KTNVINTPIKO QOPUOKEVTIKO TPOIOV PETA 0o TNV NUEPOUNVio ANENG
OV AVOYPAPETOL GTNV ETIKETO KO TO KOVTL.

12. EIAIKH(EX) ITPOEIAONIOIHXH(EIYX)

Amoiyete v emoen pe to dtdlvpa. TTAvveTe Ta ¥Epila Kot OTOI0ONTOTE EMPAVELD, TOV FEPUATOG TTOV
Npbe o€ enAPT [LE CATOVVL KO VEPO KO APALPECTE TO, LOAVGUEVE, POV AUECHOG LETE TN XPTON.
Eemlovete ta pdtio pe vepd yuo 15 Aemtd apécmg petd v €kBeot) Tovg oto mpoidv. Kpatnote ta
PAE@apa avOIKTA V1o Vo EEACQAAICETE TANPT ETOQY| LLE TO VEPO.

Evdéyetar va mpokAnOel dactavpodpevn pikpofroavtoyn netadd g mpApokivng Kot GAL®V
AVKOGOUIO®V 1| pokpoMdimy.

13. EIAIKEX [TPO®YAAEEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IHPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

Ta eapuoke dev TPEMEL VO OTOPPITTOVTAL HECH TMOV ADUATOV | TOV OIKIUK®OV OTOBANTOV.
2oppovAevbeite Tov KINVIOTPO GAG 1) TO PAPLLOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV
ypnooronféviav eappdkoy. Ta HETpa aVTd amocKOoTOVY GTNY TPOoTAGia ToV TEPPAALOVTOG.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHT'TQN
XPHXEQX

Agmtopepeic TANPoPopieg Yo TO TOPAV KTINVINTPIKO QOPUOKEVTIKO TPOIOV d1aTiBEVTOL GTOV SIKTLAKO
om0 tov Evpomnaikov Opyoaviopod Qapudkmv otn dievbuvon http://www.ema.europa.eu/.

15. AAAEX TAHPO®OPIEX

Mmropei va unv KuKAOPOPOLV OAEG Ol GUOKEVAGIEC.
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