NN

VAP N
’ﬂAﬁ:’APTHMA 1: NEPIAHWH TON XAPAKTHPIEZTIKOQN TOY INMPOIONTOX

KOk

1.  ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MNMPOIONTOS
LincoSpectin Sterile Solution

2. TOIOTIKH KAI MOZOTIKH YN®EZH
KdOe 1 ml epiexel:

ApdoTikd oUTTOTIKA:
Lincomycin(as lincomycin hydrochloride)  50mg
Spectinomycin (as spectinomycin sulphate) 100mg

‘Exdoxa:
BA. rAripn KardAoyo ekBEXWY OTO KEQOAID 6.1

3.  ®APMAKOTEXNIKH MOP®H
AxpwHo £wg eAagpd KiTpivo iauyés didhupa
Zreipo Evéoipo AidAupa

4, KAINIKA ETOIXEIA

4.1 Eidn {owwv
Xoipol, yahouyoutpevol Héoxol, okliAol, ydrol

4.2  OgparreuTikég evBeifelg rpoodiopifovTag Ta £i5n {wWwv

To Linco- Spectin Sterile Solution evdeikvutar yia 1 Bepomeia YEVIKEUMEVWV Kal
EVIOTHOHEVWV AOIMWEEWY OTOUG YOAOUXOUHEVOUG HOTXOUG, X0ipoug, OKUAOUS Kol YETOUS
Tou o@eihovral Ot OTEAEXN MIKPoopyaviopwy euaioBnrwy ortn Aivkopukivn 17 Kar
OTIEKTIVOHUKIVN CUUTTEPIACBOVOUEVILVY;

Aclinobacillus spp,
Pasteurella spp.,
Serpulina hyodysenteriae,
Escherichia coll,
Salmonella spp.,
Campylobacter spp.,
Bacteroides spp.,
Clostridium spp.,
Fusobacterium spp.,
Actinomyces spp.,
Streptococcus spp.,
Mycoplasma spp.

4.3  Avrevieiterg

AvrevBeikvutal o€ CWa Ta oTroia €xouv BpeBel amrd Trpiv va eivar eualaBnTra oTn Aivkouukivn
f Th OTTEKTIVOHUKIVN.

Na pnv xopnyeital og KouveNg, IVBIKd xolpidia, vBIKA oipidia (Touivéa), TovToIAd, dhoya 1
HNpUKaoTIKS yioT MTTOPET VO TTPOKOAECEI OBAPES YOOTPEVTEPIKEC DIATUPTXES.
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4.5 1310iTEPEC TTPOPUAAEEIC KATA TN XProN

IBiaiTepeg TTpOoQUAASEIC KaTd T Xprion o€ {Wwa
Kauia.

ISiaitepeg TTPO@UAGEEIg TToU TrpéTTer va AapdvovTai aird To dropo Trou Xopnysi To
PAPHOKEUTIKS Trpoibv ot {wd
Kapia.

4.6  AvemBiunTeg evEpyeleg (OuXvoTnTa Kol coBupdTnTa)

H xprion tou Trpoibvrog UTTOpEl Vo TTPOKOAECE! TTEPITTOCIOKN] TOTTIKK evOxXAnon oTo
onueio Tng £yxuong. H xoprynon tou o€ 860¢I§ UWPNASTEPES OTTO AUTES TTOU CUVIOTWVTA
oTOUg Xoipoug, TO TTPOioV evBEXETAl va TpokaAéoer Trapodikn) didppoia 1 udapn
komrpava. Mia térola Trapevepyeia prmopel omrdvia va cupBEl og HeEPIKOUS Xoipoug ot
ouvVIOTWHEV B80T, 6TTWE KAl TTEPIOTACIOKH avopegia.

4.7 Xpnon kard tnv kOnon, T yaAouxia | TV wortokia

Autd To Trpoidy prropel va xpnoigorromBel kard T SIGpKeEld TG KONONS Kal TS
yoAouxiag,

Na pnv xopnyeirai og {wa Trou Trapdyouv YaAa yio avBpuwmivr karavaAwon.

4.8 AMnAemOpdoeig pe GAAO QOPUOKEUTIKA TTPOIOVTA Kol GAANEG HOPQEC
aAAnAsrridpaong
Kapia.

4.9  Aoocoloyia Kal TpOTTOC Xopiynong

Me evdopuuikn éyxuon.

Xoipor: 15mg ouvduaouévrg OpaoTikéTnTag ovd kg owparikod Bdpoug (1ml/10kg
owpankol Bapous) eviouuikd, va eravaiapBdverar KaBnuepivd yia 3 npEPEg avdAoya e
TNV KAIVIKI] avTatrokpion.

Fahouyoluevor pooxor: 16mg ouvduaouévig SpacTiKOTNTAS avd kg owparikol BApoug
(1mi/10kg cwparikod Bdpoug) evOoPuiKA dUo QOPES TNV TIPWTN NUEPA KAl GUVEXIZETA [ia
Qopa TNV NUEPQ YIa 2-4 Nuépeg avaloya He TNV KAIVIKE avTarrokpion

ZkUAor kan yareg: 30mg  avacuvduaopévng dpacTikdtnrag avd kg owparikou Bdpoug (1
mli/Skg owparikod Bdpoug) evbopuikd. Mrropei va emravaAngBel oe Siaompara 12 éwg 24
wpwV yia 3-7 NUEPES avaAoya He TNV KAIVIKH avTaTroKplor.

410  YrrepBoooloyia (CUNTITOHATA, HETPA AVTIPMETWTTIONG, AVTIOOTA), £Gv gival
amapaiTnTa
Aev gpapudceral,

411 Xpodvog(or) avapoviig
Xoipor:

Kpéag kai edwdigol 1o1ol: 14 nuépeg
Falouyolpevor péayor:

Kpéac ko edwdigot 10700 21 nuépeg
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5, OAPMAKOAOIMKEE IAIOTHTEE
PapuakoBeparreuTIKly ouada: AVTIBAKTIPIOKS yIa CUOTNUOTIKY XprAon, AIVKOMUKive,

ouvduaopol.
Kwdikog ATCvet: QJO1FF52

5.1 DapHUKOBUVONIKES IBIOTNTES

To Tpoidv TEPIEXE! AIVKOUUKIVR Kai  oTrekTivopukivi. H  Aivkopukivi) elval  éva
Avkooapidiké avrifioTikd Ue Spdaon evdvria og éva eupl edopa Gram-BeTikiv kat Gram-
APVNTIKWV BOKTNpitwy Kal Twv JukoTrAaoudrwy. Karavéperal TroAd kaAd og Ao 1o o pa
Kot petafoAiCerar onpavrikd. H omrekrivopukivn eival éva aminocyclitor avrifioTikd ko
eivan etriong BpPAOTIKO EVAVTIA 0TO PUKGTTAAOUA WG eTTiong kal ot TTOAG Gram- apvnriké
BaktApia, 1Biaitepa oe PEAN TG opddag Twv EvrepoPakrnpidiwy (Enterobacteriaceae).
Karavéperal €1riong ToAS KaAd O A0 TO CWHA KOl QaiVETal 6T aTTEKKPIVETOI KUPIWGE W
n apyiKr oucla.

6. OAPMAKEYTIKA ZTOIXEIA

6.1 KardAoyog ekdoxwv
Benzyl Alcohol

Sodium Hydroxide
Hydrochloric Acid

Water for Injections

6.2  AcupBarémnreg
Na unv apaidveral fj va avapyvoetal e GAAeg ouoteg.

6.3  Aidpxkeia {wng

AIGPKEIa QWIS TOU KTNVIATPIKOU QAPHAKEUTIKOU TTPOTOVTOS GUUGWVA HE T CUCKEUOTIa
riAnong: 30 prjveg

Aldpkeld Gwng PETA TNV AVACUOKEUOid A TO TTPWTO GVOIYHA TG CUCKEUAoIag: 28 Uépeg

6.4  Idiaitepeg TPOPUAAEEIG KT T PUAAEN ToU TTPOTOVTOG
Na unv puAdooceral oe epuokpaaia dvw Twy 25°C.

6.5  ®uon ka1 o0vBgon TNG OTOIKEIWSOUC CUOKEUQTIOG
Fudhiva giaAidia Tarrou | (Ph. Eur.), troMarmrAwy dooewv, Twy 10ml, pe TTAaoTiks
ECWTEPIKO TTWNG T BPwHoBouTUAIO KOl KATTGKI OTTO OAOULIVIO.

6.6 Ei8ikég Trpo@UAGEEIS amrdppiyng &vOg XpNnoIdoTroinBévrog KTnviaTpikoU
QOPHAKEVTIKOU TTPoibvTog 1 dAAWV uAikwv Trou Tpoépyovral arrd Th
Xpfon Tou mpoidvrog, av utrdpyouv

KaBe un xpnoiuotromBév KrnviaTpiké GApHOKEUTIKG Trpoidy 1] Un XpnotuorromBévra

UTTOAEIMPaTd  TOU  TTPETTEl VO amroppiTrTovial oUUQWVa He TIS 10XU0UOES €BVIKEC

ATTaITHOEIC.

7. KATOXOZX AAEIAZ KYKAO®OPIAZ
ZOETIS HELLAS S.A.

PpaykokkAnoidag 7

151 25 Mapouoi, Attikr, EAANAAA
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Alavougac oty Kotrpo:
VitaTrace Nutrition Lid

Z1péBoAog 2033, Kdtrpog
TnA. 22426527

8. APIOMOZ(OIl) AAEIAZ KYKAODOPIAL
18288

9. HMEPOMHNIA MPQTHE EMKPIZHE/ANANEQIHE THE AAEIAY
21/6/1999, 22/11/2012

10. HMEPOMHNIA ANAOEQPHEHZ TOY KEIMENOY
14/12/2018

ATMNAFOPEYZH NOQAHZHE, AIAGEZHE KAl H/ XPHEHE
To 1rpoidv xopnyeital Ye ouvTayr KTNVIATPOU.
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