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1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Suvaxyn MH-One gvéotplo YOAGKTOMUO Y10, XOIpOLG

2. MOIOTIKH KAI MOXOTIKH XYNOGEXH
KdaBe 660om 2 ml mepiéyet:
ApPUGTIKO GVOTUTIKO:

Adpavonompévo Mycoplasma hyopneumoniae, otéleyog P-5722-3 RP* (ad14Avto) > 1,00

AV0G0OEVIGYVTIKEG OVOIES:

Carbopol #941 4,00mg
Squalane** 3,24mg

* RP (Relative Potency): Xyetikn povada dpacTikodtTnTog ToL TPocdlopileTal L TOGOTIKOTOINoN
Tov avTtyovov ELISA (doxyn dpactikdtntag in vitro), cuykpvopevo pe eUPOALo avapopdg.

** Q¢ ovotatikd Tov MetaStim (to omoio emiong mepi€yet Pluronic L-121 xon Polysorbate 80).

"Exdoya:

HoocoTikn} 60vOeon av o1 TANpoPopieg
OVTEG EVOL CMROVTIKEG YO T1 GMOTH
YOPNYNON TOV KTNVIUTPLKOD
QUPULIKEVTIKOD TPOTOVTOG

IoroTuKi] 6UvOEo EKOOY MOV KUl GALOV GVOTUTIK®V

Thiomersal 0,20 mg

Sodium chloride

Potassium chloride

Sodium phosphate dibasic x12 H,O

Potassium phosphate monobasic

Polysorbate 80

Pluronic L-121

EDTA Tetrasodium 2H,0

Sodium Borate

Sodium Phosphate Dibasic

Water for injections

Koageti-ykpt yoldktopo

3. KAINIKEX TIAHPO®OPIEX
3.1 Eion {oov

Xoipot.
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3.2  Ogpamevtikéc gvdsielg Yo kaOe gidog Lmov

IMa evepynrtikn avocomoinon Tev yoipwv nAkiag TovAdyioToV 7 NUEP®YV, Y1 TN HEIDOT TV
TVELLOVIKOV 0AAOIDOEMV TTOL TTpoKakovvTol and To Mycoplasma hyopneumoniae.

Eyxotdotaon avooiag: 2 efdoudde.
Awpkelo avooiog: 6 unveg petd tov epuforlacud

3.3 Avrtevositeig

Koapia.

3.4 E101kéc mpostdomon|oeLS

Na gppoAtdlovtar povo vy Cma.

3.5 Iowitepeg mPpoUAAEELS KATA TN Yp1oN

Idwaitepec TPOPLAGEELS Yo TNV ac@aAn yprion ota. £id1 (dwv:

Na aropegbyetol ) katamovnon Tov (dov otnv tepiodo Tov UPoilacoD.

Idwaitepeg TpoeuAGEEIC Tov Tpémel vo Aaufdvoviol amd To GTOLO TOV YOPNYEL TO KINVINTPIKO
QOPUOKEVTIKO TTPOoioV o€ Lda.:

AvT6 10 KTNVIITPIKO QOPUOKEVTIKO TPOIOV TEPLEYEL EAa0 (MIKNG TPOEAEVOTG. e TEPIMTOON TVYAING
éveonc/avtoéveong va avalntnoete ouécmg tpikn fondeta kot va emdeibete otov 10Tpd TO
E0MKAEIGTO PUALO OONYIDV YPNCEMG 1) TNV ETIKETA TOV PAPUOKEVLTIKOD TPOIOVTOC.

[dwaitepec TPOPLAGEELC Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:

Agv 1oyvet.

3.6 AvemOopnto copfavra

Xoipot:
[ToAd cuyva Oidnua oto onueio g éveong'
(>1 oo / 10 v Ospameio {bda): Piyoc?
Avopboon Tav TpLydv
Katdntmon?, Avénon g Oeppoxpacioc”?
Oyt cuyva AvoQUAOKTIKOD TOTTOL 0VTidpaoT
(1 ém¢ 10 Lo / 1.000 vrd Oepameio {ha): Nevpoloyikd GUUTTOUTO,

"Mropei vo gtéoet to. 0,3 cm og SiépeTpo (YnAaenty, aAld Ox1 0paT) Kot Vo SIapKEGEL ¢ Kot 2
NUEPES.

Méoa o€ 4 hpec amd Tov EPPOAMAGHO Kar VITOYWPEL avTopaTa PécH o€ 24 dpec xwpic Hepameia.

3 AbEnom Beppokpasiog cdpotog émg 1,9°C

H avagopd avembountov coppdviav eivar onpoavtiky. Emitpénet  cuveyn mapakorlobnon g
OCQAAELNG EVOC KTNVIATPIKOD QOPUOKEVTIKOD TTPOTOVTOG. Ot avapopEc TpEmeL Vo amocTEAAOVTAL, KOTA
TPOTIUNGOT HECH KTNVIATPOV, EITE GTOV KATOYO TNE AOELNG KUKAOPOPING 1) GTOV TOTIKO OVTITPOCOTO
ToV €ite oTNV €BVIKT apuOdIa apyYn LEGH TOL £BVIKOD GLGTHUATOC OVOPOPES . Avatpélte emiong 610
@OALO OONYUDV YPNONG Y10 TO OVTIGTOLY GTOLYEID EMKOVMVING.

3.7  Xpion kata v Kinon, T yorlovyia 1 TNV ®OTOKIA
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Kinon kot yorovyia:
Noa unv yopnyeitat katd tn S1GpKeLD TNG KOTONG KOl TG YOAOVYIOGC.

3.8 Alniermidopaon pe GAA0 QUPROKEVTIKG TPOIOVTA KO GAAeg popPEis aliniemiopaocnc

Agv vTapyoVV TANPOPOPIEG TYETIKA LUE TNV ACPAAELD KOL TNV OTOTEAECUATIKOTNTO OO TN YPHOT| TOV
ev Aoy epforiov pe omolodnmote A0 KTnvViaTpKd edpuaxo. H amdgaon yio T xoprynon tov gv
AOY® epPoriov mpv 1§ UeT 0d TN XOP1YNOT OTOLOOTOTE GAAOD KTNVITPIKOD GUpUAKov, Oo Tpémel
va Aappavetol Kotd nepintwon.

3.9 Oodoi yopriynong ko docoroyio

Mia 66om (2 ml) avd Cmo Ba mpémet va xopnyeitol evoopvikd 6tov Tpdynio TV Yoipwv amod tnv
NAIKI0 TOV 7 NUEPDOV KL AVE.

Avoxivnote 10 euPpoio KAl Ty T YopNyNon Kabmg Kot evOIUES KATH T1 O1GPKELD, TOV
guporacuov.

Mo koA TpakTikn gival va aenvete to euPforto va Bepuaviel otn Beppokpacio cOUNTOG 0TO XEPLY
TNV TGENT TPV OO TN XOPNYNOT, Yo VO armoPevyOel 1 evoyAnom g éveong KpHov vypov.

3.10 XvprtOpote vIEPOOGOA0YINS (KUl KATO TEPITTMON, HETPU AVTIUETMOTICNG KOl AVTIO0TO)
Metd ) yopfynon SmAng vepdocoA0Yiag LEGH TNG GLVIGTOUEVNG 0000 G€ Yoipovg nAkiog 3
gfdoudowmv, dev TapatnpNONKay GAAN GCUUTTOUOTO EKTOC OO AVTA TOL TEPLYPAPOVTOL GTNV
Tapdypoo 3.6 «Avemfounta coppdvroy. Molatavta, n didpkela Tovg puropel vo topatadet (1
Bepuokpacio copatog ToL {dov avEdvetat £0G Kot 2 NUEPEG EVM 01 TOTIKES IGTIKEG OVTIOPAGELS MG
Kot 3 MUEPEC) Kat 1 SIAUETPOS TOV TOTIKMV IGTIKOV avTIOpAceE®V pmopel va gtacel Eo¢ kat 1,0 cm.
Agv €yel diepeuvn el n yoprynon vrepdocoroyiog Tov epPforiov oe yopidia niwiog 1 efdouddag.
3.11 Ewkoi nepropiopoi p1)ong Kot £101KEG cuvONKeS ypfiones, coprepriapfavopévov

TEPLOPLOUAV GT1] YP1GT] UVTIHIKPOPLEKAV KUl OVTITUPUGITIKAOV KTNVIITPIKOV

QOPLIKEVTIKOV TPOIOVTOV TPOKELUEVOD VU TEPLOPLOTEL 0 KIVOUVOS avATTLVENS OVTOYMS
Agv 1oyvet.

3.12 Xpoévor avopovig

Mnodév nuépeg.

4. ANOXOAOTIKEX IAHPO®OPIEX

4.1 Kaodwkég ATCvet: QI09AB13

To v 6iéyepon g evepyntikng avooiog kotd tov Mycoplasma hyopneumoniae.

Ta enimeda ovIIcOUATOV 0pov HETA TOV epPoilacud O cvoyetifovton pe 1o fabuod Tpootacing Tov
mapEyeTon omd ToV EUPOAAGHO.

5. ®APMAKEYTIKA XTOIXEIA

5.1 Kopieg acopporotnreg

No punv avopetyvdetot pe GAAO KINVIOTPIKO PAPLLOKO .
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5.2 Awpkewa g

Atdprero {ong TOL KTIVIOTPIKOD POPUOKEVTIKOD TPOIOVTOG COUP®VA LE TI GVOKEVACIN TOANCNG: 2
xPOVIL

Aldpketo {ONG LETA TO TPMTO AVOLYLO TNG GTOLYEUMOOVS GVOKEVAGING: GUEST] YPNOT).

5.3 Iowitepeg Tpo@uAGEELS KOTA TN QOAAEN TOV TPOidVTOG

Na puAdooetatl Kot vo petaeépetatl og yoyeio (2 °C — 8 °C).

No punv xatoyvyetat.

Na puAdooetal 6TV opyIKn cVoKeLOGic. No QUAAGGETAL TPOSTATEVUEVO ATO TO MG,

5.4 ®von Kol cHVOEGT TGS GTOLYELDO0VS CVCKEVUGIUG

ITepiéxtng: Gréin HDPE.

Oyxog mipwong: 125 dooeig (250ml), 50 dooeig (100ml), 10 doceig (20ml), Tov epforiov.
Kieiowo: ehaotikd Topa fovtodiov, e EXKOAVYT 00 GAOVUIVIO.

Yvokevaoieg: yaptivo Kouti mov mepiéyet 1 1 10 pudkeg Tov 10, 50 1 125 d6cemv.

Mmropel va unv Kokho@opohv OAEG 01 GLGKEVAGIES.

5.5 Edwkég mpo@uiaters améppuyng vog Ui Ap1oLorton04vTog KTvVIaTPIKoy QUpRIKEVTIKOD
TTPOIOVTOG 1] GALMV VAIKAV TOV TPOEPYOVTUL OTO T YPIGT TOVL TPOIOVTOS, UV VITAPYOLY

Ta pappoke dev TPEMEL Vo OTOPPITTOVTOL HECHD TV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.
XPpNOHOTOOTE TPOYPAULOTO ETIGTPOPNG PAPUAKMOV Y0 TNV ATOPPIYT] LT YPNOLLOTOINOEVT®OY
KTNVIOTPIKOV QAPHOKEVTIKMV TPOIOVTOV 1] GALDY DAIK®OV TOL TPOEPYOVTAL OO T XPTON TOVG
GOLPOVA LLE TIC TOTIKEG AUITHOELG KO ILE TUYXOV E0VIKA CLUGTIOTO GLAAOYNC TOV IGYVOVV Y10, TO.
GYETIKA KTNVITPIKE PAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Hellas S.A.

7. APIOMOXZ(OI) AAEJIAYX KYKAO®OPIAX

EMLéda: 14082/21-02-2014K-0178801

8. HMEPOMHNIA IIPQTHX EI'KPIXHX

EALGSa: 01/12/2008

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

TBC

10. TAZEINOMHXIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
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Na yopryeitor HOVoV [e KINVIOTPIKT GLVTAYT.

Agntopepeic TANpopopieg Yo To v AdY® KINVIOTPIKO QUPLOKELTIKO TPo1dV gival dtabéoipeg ot Bdon
dedopévav g EE yu ta ktnviatpikd npoidvta (https://medicines.health.europa.eu/veterinary).
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