ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKOQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

MHYOSPHERE PCV ID gvéoylo YOAGKT®LO Y10 Y01pOVG

2. IIOIOTIKH KAI ITIOXOTIKH XYNGEXH

Kabe d6om twv 0,2 ml mepiéyst:

ApPOOTIKO GVGTATIKO:

Adpavomomuévo avacuvovaouévo Mycoplasma hyopneumoniae

- Mycoplasma hyopneumoniae

- Kvxhoiog yoipov tomov 2 (PCV2) mpwteivn kayidiov

* Tyetkn Apactikotnta, kaboplopevn pe ELISA.

AV060EVIGYLTIKY] OVGiQ:
Light mineral oil ....... 42,40 mg

IHowoTiKi] 60vOEoN EKOOY OV KOl GAL®V
GUOTUTIK®V

Disodium edetate (EDTA)

Disodium phosphate dodecahydrate

Manganese sulfate monohydrate

Poloxamer 407

Polysorbate 80

Potassium chloride

Potassium dihydrogen phosphate

Sodium chloride

Sodium hydroxide

Sorbitan mono-oleate

Water for injections

A€VKO OLO10YEVEC YOMAKTOUO LETA TNV ovaKivnon

3. KAINIKEX IAHPO®OPIEX
3.1 Eion {oov

Xoipot

3.2 OgpomevTikég evosiEelg Yo kaOg gidog {Mov

T v evepyntikn avoconoinon tov xoipwv:

- Yo TN PEi®ON TOV TVELUOVIK®DY OAAOIDCE®MY TTOL oyeTilovtal pe ™V evimOTIKY TVELIOVID, T®V
yolpov mov mpokaAel T0 Mycoplasma hyopneumoniae. Emiong, yio ) pelowon mg ovyvotntog

cpPCV2

, otéAeyo¢ Nexhyon:
RP*>1,3
RP*>1,3

EUPAVIOTG AVTOV TOV CALOIOGE®V (COUPOVA LIE TOPOUTNPNOEIS GE EPEVVEC TEDIOV).

-yt peloon g piog, Tov tKob GopTiov 6TOVG TVEVUOVEG Kol TOVE AEUPOELSELS 16TONG KO TN
dugpkela NG TEPLOSOV g Tov GYeTICETOL e TIG VOGOLE TTOL TPOKAAEL 0 KUKAOTOG TV YOoipmV
tonov 2 (PCV2). H dpactucodtmra katd tov yevotimmv a, B kot & tov PCV2 éyer emdeybel oe

épeuvec mediov.



-y peiwon tov puOpod GPAYNG Kol TNV ATOAELD NUEPTOLUG TPOSANYNG BAPOVS TOL TPOKAAEL TO
Mycoplasma hyopneumoniae Y\/xou o1 oyetikéc pe tov PCV2 nabnoeig (6nwg mapatnpeitoan 6toug 6
uveg nAkiog o pehéteg mediov).

Mycoplasma hyopneumoniae:

Eykatdotaon avooiag: 3 efdoudoeg petd tov epforacpod

Audpkela avooiog: 23 efdouddeg petd Tov epPoiacud

Kvxhotlog yoipwv tomov 2:

Eykotdotacn avooiog: 2 eféouddeg uetd tov epPoraco

Augpkela avooiog: 22 efdouddeg pLetd Tov epPolacuod

Emnpocbétmg, mapatnprnke peimon otn pvikn kot Tepttopatikn omofoin tov PCV2 og {dha mov
e EyyOnicav v 4n kot v 221 efdopdda petd tov epfoitocuo.

3.3  Avrtevoeiteig

Na pn xpnoHonolEital 68 TEPIMTMON VIEPELAITONGING GTO OPACTIKO GLGTATIKO, GTIV
OVOGOEVIGYVTIKT] 0VGi0 1 6€ KATO10 Ao T, EKO0YO.

3.4 E0wkég TPOELOOTOU|GELS
Na epportdlovor povo vym {oa
3.5 Idwitepeg mpo@uiaters Katd TN yp1on

Idwitepeg mpoLAGESIC KaTta T ¥pnon o (oo

Agv 1oy0eL

Idwaitepeg Tpo@LAGEELS TOL TpEmer vo AoufavovTal amd To (TOUO TOL YOPNYEL TO QUPUOKEVTIKO

TPoidv oe {oa

IIpog Tov ypriotn:

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV TEPLEYEL TAPUPIVELOLO. LE TEPITTMON TVYOLOG
éveonc/avtoéveong umopel vo TpokAnbei évrovog movog kat ££01dNo, W1UTEPWMS v 1) £vEo Yivel o€
apBpwon 1 o€ SAKTLAO. € GMAVIEC TEPUTTMOELS ALTO UTOPEL VAL EYEL O UTOTEAEC LN ATTMOAELD TOV
d0KTOAOV, £0v Oev TTapacyedel dueomn TPtk EPOVTIOA.

Av katd AdBog cog yopnynbei avtd T0 KINVIATPIKO PAPUAKEVTIKO TPOTOV, AKOLO KOL OV 1] TOGOTNTO
glvar ToAD pkpn|, {nthiote apécms 1aTpikn GVUPoLAN, éxovtog uali oag T0 @OAAO 00T YLDV XPNHoNG.
Edv o movog emueiver yuo mepiocdtepo omd 12 dpeg petd v wrpikn e&étaon, (Note Kot Tait
10TPIKT GUUPOVAT.

IIpog Tov 1Tpod:

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV TeptEyel mapapvérato. Tuyaia Eveon pe avtd 10
KINVIOTPIKO QUPUAKEVTIKO TPOTOV, AKOUN KL O HKPEG TOGOTNTES, EVOEXOUEVOS VO, TPOKOAECEL
évtovn e€oidnom, N omoia, UTopel w.y., Vo £XEL MG ATOTEAEGLOL IGYOUUIKT VEKPMOOT], KOO KOl OTTOAEL.
daxtorov. Anouteiton 1 AMEZH g€gidikevpévn yelpovpyikr @povido Kot EVOEXOUEVIOS TPAOLLN
S1volén Ko EKTAVOT TNG TEPLOYNG TTOL EYIVE 1) £VEGCT], WOONTEPMOS OTAV aPopd TN pdryo Tov SaKTOAOL 1)
TOV TEVOVTOL.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOOTAGIO TOV TEPPAAAOVTOC:

Agv 1oyVeL.

3.6 AvemOvpnta copfavra



Xoipot:

[ToAb cuyva dAeypovn 6to onpeio g éveong!
(>1 oo / 10 vrd Bepancio {ma): Kotdntoon?

Xuyva dleypovn 6to onueio g éveonc’
(1 émg 10 Loda / 100 vrd Bepameia Avénpévn Bepuokpacio?

Loa):

[ToAb omdvia Avtidpoon avapurokTikod TOTOL’

(<1 Lo / 10.000 vro6 Oepameia {oa,
CLUTEPILAUPAVOUEVOV TOV
LELOVOUEVOV AVAPOPDV):

"Hmieg mapodikéc Tomikéc avTidpdoelg mov amotelodvion omd pn enddVveg SEpUATIKES PAEYHOVES,
SpUETPOL LIKPOTEPNG 1 1oMG pe 3 cm.

[ToAD cuyvé Tapotnpeiton eEhappd KoTacsToA, N onoia vroywpel oe AMydtepo and 24 dpeg yopic
oyoyn.

SMétpio preypovy (petacd 3-5 cm) oto onueio epfoiacuod Tapoatnpeitor and 4 dpeg HeTd TOV
gpuPoitacud €og v Tpitn NUEPO. AVTEG 01 TOTIKES AVTIOPACELS LTOpOoVV va, Tapatnpn oy Katd ™
dapkela TG TpdTNG EROopAdag petd Tov eppfortacuod kot va, dtapkécovy yia 1 éoc 5 nuépes. Mia
dv0 gfdouddeg apydTEPQ, AVTEG Ol TOTMIKESG OVTIOPACEIS UTOPEL VO ETAVEUPOVIGTOUV Y10, 1 Emg 7
nuépeg. Ot tomiég avtdpdoeis eEapavifovral eviedmg evtog mepimov 3 efoopddmv PETA TOV
guPfolacud ywpig ayoyn.

‘Ehogpd mapodiky avénon g Oeppokpasciog tov smpotog (uéon tun 0,6 °C, o€ HEPOVOUEVOLE
yoipovg kdtw and 2 °C) mov voywpel ovToOUATO EVTOG 48 wpdV Ywpig Bepameia.

3 Avtidpaon ava@LAAKTIKOD TOTOL (TT.). EUETOG, S10TAPOYES TOV KUKAOQOPIKOD GLGTAUOTOS, SVGTVOLQ)
oL umopel va givor ameintikég yio ) {on, Wropel va eppavicToby o€ optopéva svaictnta (da. Yo
OVTEC TIG TEPIOTAGELS Oa TPEMEL VAL YOPNYEITOL KOATAAANAT KO TOYEID CUUTTMOUATIKY 0ymYN

H avagopd avemBountov coppdviov eivar onuavtikn. Exitpénet tn cuveyn mopokoiovdnon g
UOQUAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovToc. Ot avapopic TPETEL VO OMOCTELAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, EITE GTOV KATOYO TNG AOELNG KUKAOPOPING 1) OTOV TOTIKO QVTITPOCMTTO
ToV €lte 0NV €BVIKN apuodLa apyn HESH TOL £6VIKOD GLGTHUOTOC avapopdc . Avatpélte emiong otV
TOPAYPOUPO TOL PVAAOL 0OMYLOV ¥P1IONG Y10 TA OVTICTOLYO OTOLYELN ETIKOV®VING.

3.7  Xpnion katd v KO1N61, TN Yorovyio | THV WoToKix

Kinon kot yorovyia
Agv cuvioTdtal 1 ¥pNoT KaTd TN SLAPKELD TNG KUTOTG KOt TNG YoAovyiog.

3.8 Alinlermiopaon pe GAho QUPRAKEVTIKG TPOIOVTO KO AALES pOPPES AInAenmidpaong

Agv vTapyovV TANPOPOPIES GYETIKA LE TIV OCPAAELN KOL TNV OTOTEAEGUATIKOTNTO OO TNV YPTOT| TOV
&V AOY® epforiov pe omotodnmote GAAO KIviaTpikd edppoko. H armdeacn yio m yopriynomn tov ev
AOY® gpPolriov TPV 1 LETA ATd TN YOPT YO OTOLOVINTOTE AAAOL KTNVIOTPIKOV Qoppdikov, Bo mpémet
va Aapfdvetal kotd mepintmon.

3.9 Odoi yop1ynong kot docoroyia
IMa evdodeppixkn ypnon.

Aopnote 10 euPorio vo ptaoel o€ Bepuokpacio dwuatiov.
Avakwvnote koAl Tpv omd T (pNo.



Xopnynote pia 66on 0,2 ml og yoipovg niikiag amd 3 eBdopddwv Kot Avm, e EVOOOEPIIKT YOPT YoM
GTO TAAL TOV QWYEVA, YPTCLLOTOIDOVTAG KATAAANAT cLokeLN YwpPic POV, [LE SuvATOTNTA YOPYNONG
d6oewv 0,2 ml avd £veon (pe dudpetpo pong evéoung yoprynong 0,25-0,30 nm kot péytotn dbvapun
evéopng yopfiynong 0,9-1,3 N).

3.10 ZvprtoOpatoe VIEPIOGOA0YINS (KUl KUTO TEPITTMO, HETPU AVTIUETOTIGNS KOl AVTIOOTA)

Kopia yvoorty.

3.11 Ewwoi mepropiopoi p1)ong Kot E01KEG cuvOKes ypfiones, copmepriapfavopévev
TEPLOPLOGUAV T YP1]O1] AVTIHIKPOPLOKAV KUL AVTITOPUCLTIKAV KTNVIITPIKAOV
PUPUIKEVTIKAV TPOIOVTMV TPOKELPEVOV VU, TEPLOPLOTEL 0 KIVOVVOG avATVENS UVTOYNS

Agv 1oyvet.

3.12 Xpévor avapoviig

Mndév nuépeg.

4, DOAPMAKOAOI'IKEX ANOXOAOTI'IKEX TIAHPO®OPIEX

4.1 Koowég ATCvet: QI09AL08

[Mo v mpoKnon evepynTikng avociog Katd tov Mycoplasma hyopneumoniae kol Tov KOKAOT00
yoipav TOmOL 2 GTOVG Y0ipOLG.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aovppatotnTeg

No unv avoueryvoetal He GAAO KTNVILTPIKO PAPUOKO.

5.2 Awpkero Cong

Avdprera {ong TOL KTNVINTPIKOV QOPUAKEVTIKOD TPOIOVTOG COLO®VA LIE TI GUGKELOCIN TOANGNG: 2
SATlg'szm Cong petd 1o TpdTO dvorypa Tov TEPEKTY): ALLEGT (PTIOT.

5.3 Iowitepeg Tpo@uiatels katd T UAAEN TOV TPOIOVTOG

Na puAdooete Ko vo petapépetal og yoyeio (2 °C — 8 °C).

Na pnv katoaydyetol.
Awonpeite Tov TEPEKT 0TV EEMTEPIKT YAPTIVI] GUGKELAGIO, TPOKEUEVOL VO, TTPOGTATEVETAL OO TO

Poc.
5.4 ®von ko 6OUVOEST THS GTOLYELDOOVS CVCKEVUGING

Ddrodidio PET 20 ml (mepiéyovv 10 ml) pe 50 d6ceig kot groridwe PET 50 ml pe 100 o6ce1c (20 ml),
125 660e1g (25 ml) 71 250 do6o¢eic (50 ml).
Ta ploAidla etvoal KAEIOTA pE EAAOTIKO O YAMPOPOVTVAIOV KOt KAAV LK OAOL VIOV,

Meyébn cvokevaociog:
Xaptvo kouti pe 1 rorido PET twv 50 66cewv (10 ml).
Xaptvo kovuti pe 1 graridw PET tov 100 d6cewv (20 ml).




Xaptwvo kovuti pe 1 @rariow PET tov 125 docewv (25 ml).
Xaptwvo kovuti pe 1 @rarioo PET tov 250 docewv (50 ml).

Mmropei va, unv KuKAOQPOpPOUV OAEG 0L GLOKEVAGIES.

5.5 Ewwég Tpo@uAaEels amdppryng vog un yPGIHoToItn0£vTog KTNVIATPIKOD QUPROKEVTIKOD
TPOIOVTOG 1] GAA®V VAIKOV TTOV TPOEPYOVTUL OO T1) Y P1)G1] TOL TPOIOGVTOS, AV VTAPYOVY

Ta @dpuoxo dev TPETEL VO, OTOPPITTOVTOL LECH TOV ADUATOV | TOV OIKIAKDV OTOPANTOV.
XPNGIUOTOGTE TPOYPAUUATE, ETIGTPOPNC POPUAKDV Y10 TV OTOPPIYT U1 XPNOOTONOEVTDV
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®V 1 GAA®V VAIK®V OV TPOEPYOVTOL OO TN YPNOT TOVGS
GUUPMOVO, LLE TIC TOTIKEG OTOITNOELG KOt UE TUYOV EOVIKA GLGTHLOTO GLAAOYNG TOV 1GYVOVV Y1d TO
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/20/259/001-004

8. HMEPOMHNIA NIPQTHE EI'KPIXHX

Hpepounvia Ing €ykpiong: 18/09/2020

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

{HH/MM/EEEE}

10. TAZEINOMHZIH TOQN KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTOQN
Noa yopryeitar LOVOV e KTNVIOTPIKE GLVTAYT].

Agntopepeic TANpoopieg Yo 10 v AOY® KTNVIATPIKO QopUaKELTIKO Tpoidv eivan dabéoies otn fdon
dedopévav g EE yua o kinviatpikd wpoidvta (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary
https://medicines.health.europa.eu/veterinary
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AAAOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

Kavévoag



ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EINIXHMANXH



IMAHPO®OPIEX I1OY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Xaptivo kovti pe 1 grariowo PET tov 50 66csmv (10 ml).

Xaptivo kovti pe 1 grariowo PET tov 100 d6cemv (20 ml).
Xdptivo kovuti pe 1 groriowo PET tov 125 66csmv (25 ml).
Xdptivo kovti pe 1 groriowo PET tov 250 66cs®v (50 ml).

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

MHYOSPHERE PCV ID gvéoiio YOAGKT®LLO Y10 YO1povg

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

Kabe 860 tov 0,2 ml nepiéyet:

Adpavomomuévo avacvvdvacuévo Mycoplasma hyopneumoniae™™ " otéheyog Nexhyon:
- Mycoplasma hyopneumoniae RP*>1,3
- Kvxhoiog yoipov tomov 2 (PCV2) mpwteivn kayidiov RP*>1,3

* Yyetikn Apaotikotnta, kaboplopevn pe ELISA.

3. YYXKEYAXIA

50 06c¢eic (10 ml)

100 d6c¢1g (20 ml)
125 d60¢1g (25 ml)
250 660¢1g (50 ml)

4. EIAOX(H) ZQOY(QN)

Xoipot

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHZHX

Evdodeppn ypnon

7. XPONOI ANAMONHX

Xpoévog avapovig: Mndév nuépec.

‘ 8. HMEPOMHNIA AHEHX

AHEH {pnvag/étog}
Metd to mpdTo dvorypa QuecT ypnon.
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9. EIAIKEX XYNOHKEX AIATHPHXHX

No @UAACCETE Ko VoL LETOPEPETAL GE YVYETLO.
Noa punv Katoyvyetol.
Awnpeite 10 v mEPEKTN 6TNV EEMTEPIKT YAPTIVI] GUGKELOGIML, TPOKELUEVOL VO, TTPOGTOTEVETOL OO TO

QG.

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHT'TQN XPHXHX IIPIN AITIO TH XPHXH»

AwBdote T0 PUALO 0NV YPAONG TPV O T YPNOT).

‘ 11. OI AEEEIX «<AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH>»

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na puAdooetor og 0éom, TV onoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadLd.

13. ONOMA TOY KATOXOY THX AAETIAYX KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

14. APIOMOI AAETAY KYKAO®OPIAX

EU/2/20/259/001 (50 86oeic (10 ml))

EU/2/20/259/002 (100 86ce1¢ (20 ml))
EU/2/20/259/003 (125 86ce1c (25 ml))
EU/2/20/259/004 (250 86ce1¢ (50 ml))

15. APIOMOX ITAPTIAAX

TToaptida {apOuos}

11



EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

DOuoAidwo twv 50, 100, 125 1 250 d6cewmv.

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

MHYOSPHERE PCV ID

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

Ké0e 660om tov 0,2 ml mepiéyet:

Adpavomomuévo avacvvdvacpévo Mycoplasma hyopneumoniae™™ " otéheyoc Nexhyon:
- Mycoplasma hyopneumoniae RP>1,3
- Kvxhoiog yoipov tomov 2 (PCV2) mpoteivn kayidiov RP>1,3

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBpog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {uweeee}
Metd to dvotypa YpNCLOTOOTE TO UUESOC.

|5. TYEKEYAXIA

50 d6c¢eic (10 ml)

100 d6c¢1g (20 ml)
125 d60¢1g (25 ml)
250 d60¢1g (50 ml)

12



B. ®YAAO OAHT'TQN XPHXHX

13



®YAAO OAHT'TIQN XPHXHX
1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

MHYOSPHERE PCV ID gvéoio yoAGKT®LLO Y10 XO1pOovg

2. 2ovleon
Kabe d6om tov 0,2 ml nepiéyet:

APUGTIKO CVGTUTIKO:

Adpavomomuévo avacvvdvacuévo Mycoplasma hyopneumoniae™ ™ "? otéleyog Nexhyon:
- Mycoplasma hyopneumoniae RP*>1,3
- Kvxhoiog yoipov tomov 2 (PCV2) mpwteivn kayidiov RP*>1,3

* Yyetikn Apaotikotnta, kaboplopevn pe ELISA.

AV0GOEVIGYVTIKOG:
Light mineral oil ....... 42,40 mg

AgvKb opO10YEVEG YOAAKT®UO LETE TV avaKivion

3. Eion Lowv

Xoipot

4. OepamevTiKég evosielg

T v evepynTikn avoconoinon tov xoipwv:

- Yo TN pel®on TOV TVELUOVIK®OV 0AAOIOCE®Y TTov oyeTilovtal pe ™V evimOoTIKY TTveLpovio TV
yoipov mov mpoxkaiel to Mycoplasma hyopneumoniae. Eniong, ywo ) Helwon g cuyvotntog

EUQAVIONG OVTOV TOV OALOIDGE®V (CUUP®VA LLE TOPAUTNPNOELS OE EPEVVEG TEOIOV).

-yt pelmon g piog, Tov tKob QopTiov 6TOVG TVEVUOVEG Kol TOVE AEUPOELSELS 16TOVG KO TN
SlapKeLn TNG TEPLOOOV LG TOL GYeTICETOL e TIG VOGOLE TTOL TPOKOAEL 0 KUKAOTOG TOV YOoipmV
tonov 2 (PCV2). H dpootikdtnra kotd tov yevotummy o, B kot & tov PCV2 éyel emdeyfel og

épeuvec mediov.

-y peiowon tov puOpod GPAYNG KoL TNV ATOAELR NUEPTOLUS TPOSANYTS BAPOVE TOL TPOKAAEL TO
Mycoplasma hyopneumoniae 1\/xot o1 oyetikég pe tov PCV2 nabnoeig (6nwg mapatnpeitor otoug 6

punveg nAikiog oe peréteg mediov).

Mycoplasma hyopneumoniae:
Eyxatdotaon avociog: 3 gfdopddeg petd tov epforacuo
Audpkela avociog: 23 efdouddeg petd Tov epuPoiacuod

Kvkhoiog yoipwv tomov 2:
Eykotdotaon avooiog: 2 efdopddeg uetd tov euPoiacpo
Audpkela avooiog: 22 efdouddeg Letd Tov EUPoAacUd

Emnpocbétmg, mapatnprnke peimwon ot pviky kot teptt@potikn anofoir] tov PCV2 og {da mov

e EyyOnicay TV 41 kot v 221 efdoudda petd tov eufoitocud.

14



5. Avtevoeigeig

Na pn xpnoHonoleital o€ TEPINTMON VIEPELAITONGING GTO OPACTIKO GLGTATIKO, GTIV
OVOGOEVIGYVTIKY| 0VGi0 1 6€ KATO10 Ao T, £KO0YO.

6. Ewdwkég mposidomonjoelg

Ewwéc mpoeidonomoeic:
Na eppordovrar povo vym Loa

Id1oitepeg mPoOLAGEELC Yo TNV ac®OAN ¥pnon oto. £i0n Cowv:
Agv 16y0eL.

Idwitepec TpouAdEeic oL pémet va Aapufdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPLKO
QOPUOKELTIKO TPOTOV oe (da:

IIpog tov ypfiot:

Av16 10 KTNVIOTPIKO PUPUOKEVTIKO TPOIOV TTEPIEYXEL TAPUPIVEAOLO. XE TEPIMTMOT TVLYOL0G
éveonc/avtoéveong umopel vo TpokAnbei évrovog movog kat €£010Mo, W1UTEPWMS v 1) £vEo Yivel o€
apBpwon 1 o€ SAKTLAO. X& CTAVIEG TEPITTOOELS AVTO UTOPEL VOL EYEL OG ATOTEALEGLOL ATTMAELN TOV
d0KTOAOV, 0V Oev Tapacyedel dueon TPtk EPOVTIOA.

Av kot AdBog cag yopnynBel avtd 10 KINVINTPIKO PAPLOKEVTIKO TPOIdV, AKOLO KOl OV 1) TOCOTNTO
glvar ToAD pkpn, {ntiote apécmg 10Tpikn GVUPOLAN, &xovtog pali oag To GOAAO 00T YLDV XPHONG.
Edv o movog empeivel yuo meprocdtepo omd 12 dpeg petd v wrpikn e&étaon, (ntmote Kot TaAt
10TPIKT GLUUPOVAT.

IIpog Tov wTpod:

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV TepLEyel mapapvérato. Tuyaia Eveon pe avtd To
KITNVIOTPIKO QUPUAKEVTIKO TPOTOV, AKOUN KL O IKPEG TOGOTNTES, EVOEXOUEVMS VO, TPOKOAEGEL
évtovn e£oidnomn, N omoia, Umopel m.y., va £XEL MG ATOTEAEGLOL IGYOUIKT VEKPWOOT], OKOLLOL KOl OTOAELL
doktorov. Aranteitar 1 AMEXZH e£€101Ke0IEVT] YELPOVPYIKT PPOVTION KOl EVOEYOUEVMG PO
Savoién Ko EKTALGN NG TEPLOYNG TTOL EYIVE 1) EVECT), OTEPMG OTAV APOPA TN PAYD TOV SUKTOAOD 1)
TOV TEVOVTOL.

Eyxvpocivn kot yolovyio
Agv cuvioTdtal 1 ¥pNoT KaTd TN SLAPKELD TNG KUTOTG KOt TNG YaAovyiog.

AMNAETOPACELS PLE GAAD QOPUAKEVTIKG TPOTOVTO KOl AALEG HOPPEG OAANAETIOpAOTC:
Agv VIAPYOVY TANPOPOPIES GYETIKA [LE TNV OCPAAELN KOl TNV OMOTEAEGILATIKOTNTO AtO TNV YP1|OT| TOV
gV AOY® epforiov pe omotodnmote GAAO KTviaTpikd edppoko. H ardeacn yio m yopriynomn tov v
AOY® epfoliov piv N PETE 0d TN YOPTYNOT OTOLOVINTOTE GALOV KTNVIOTPIKOD PAPUAKOL, B0 Tpémet
va Aappdvetot Katd mepintwon.

Ynrepdoooroyia:
Kopio yvoot.

Kvpiec acvpfatdnreg:
No punv avopelyvoetal pe GAAO KINVIOTPIKO QAPLLOKO.

7. AvemOdpunta cvppavra

Xoipot:

IToAvd cuyva (>1 {do / 10 vrd Bepancio {ma):

dlLeypovn oto onueio g éveong!
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Kotdntmon?

Soyva (1 éwg 10 {oa./ 100 vd Bepomeio (oa):

dlLeypovy oto onueio g éveong’
AvEnpévn Bepuoxpacio’

IToAv omdvia (<1 o / 10.000 vd Oepameio (Do, CLUTEPTAAUPAVOUEVOY TOV UELOVOUEVOY
avVaPOPOV):

Avtidpoon avaguraxtikod TOTTov (coPfapf odrepyiky avtidpoon)?

"Hrieg mopodikéc Tomkéc avTidpacels mov amoTeAoDVTOL ard un TOSVVES SEPUOTIKEG PAEYLOVEG,
Stapétpov pukpdtepnc i iong pe 3 cm.

Mol cuyvé Tapoatnpeitor ELaPPE KaTaGTOAY, 1) 0moio, VITOYWPEL 68 AydTEPO amd 24 dpeg ywpig
Oepameia.

SMétpio preypovy (petacd 3-5 cm) oto onueio epfoiacuon Tapoatnpeitol and 4 Gpeg HeTd Tov
euPforacud Emg Ty Tpitn NUEPA. AVTEC 01 TOTIKEG AVTIOPAGEIS LTOPOVV VO TopatnpnBody KoTd ™
duapkela g TPMOTNG ERSoUAdag HeTd ToV EUPoALacO Kal va dtopkécovy Yo 1 émg 5 nuépeg. Mia
000 efdoudoeg apydTepa, AVTEC Ol TOTIKES OVTIOPAGELS UTOPEL VO, EMAVEUPOVIGTOVVY Yia 1 m¢ 7
nuépes. Ot tomikég avtdpaoelg eEapavilovtal eviedmdg evtog tepimov 3 efOoLAdmV PeTd ToV
guPoitacud yopic aymyn.

*Elagpd mapodiky avénon g Oeprokpaciog tov omdpoatog (uéon tunq 0,6 °C, o€ HePOVOUEVOLG
yoipovg kdtw and 2 °C) mov vwoywpel ovTOUATO EVTOG 48 POV YWPIg arymy).

3 AvTidpaoT avapLAaKTIKOD TOTOL (T.Y. EUETOC, S10TAPOYES TOL KUKAOPOPIKOD GLGTALATOS, SVGTVOLX)
OV UIopEl var etvar amenTikéS yio T (o1, UTopel vo eLeovVIoTOOV o€ optopéva gvaicnta {oa. Yro
aUTEG TIC TTEPIOTACELS Oa TPETEL VoL YOPTYEITOL KOTAAANAT KO TOYEIN CUUTTOUATIKY Aywyn

H avapopd averBountov cuoppdviov sivar onupovtikni. Emttpénet ) cuveyn topakolovdnon e
ao@dAelag evog mpoidvtoc. Edv mapatnpnioste omoladmote avemBOun T evEPYELD, KOO KoL oV OgV
OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNONG 1 AUPPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QOpUAKOV, TaPOKOAEIGOE VO ETIKOIVOVIGETE, KATAPYAGS, LE TOV KTVIaTpd coc. Mmopeite emiong va
aVAQPEPETE OTOLOONTOTE AVETIOOUNTO GLUPAVTA GTOV KATOYO TG AdEL0G KUKAOPOPIG 1 GTOV TOTIKO
AVTITPOCHOTO TOL KATOHYOV TNG GOE10G KUKAOPOPIaG YPTCIUOTODVTAG TO GTOLXEIN EMKOIVOVING GTO
TEAOG AV TOV TOL PVALOL 0O YLDV YPNONG, N LECH TOL EBVIKOD GOG CLGTILATOS avapopds: {oTot el
€0vicoy GLGTILOTOG AVAPOPAS}H

8. Aocoloyia Yo kKG0g €id0g, TPOTOS KAl 0001 Yopnynong

IMa gvdodepuixn ypnon.

Xopnynote pia 66on 0,2 ml og yoipovg nhikiag amd 3 eBdopddwv Kot Avm, e EVOOOEPIIKT YOPN YoM
GTO TAAL TOV QWYEVA, YPNOLLOTOIDOVTAG KATAAANAT cLoKeLN YWPIic POV, e SuVATOTNTA YOPYNONG
d6oewv 0,2 ml avd £veon (pe dudpetpo pong evéoung xoprynong 0,25-0,30 nm kot péytot dvvapun
evéotung xopnynong 0,9-1,3 N).

9. Oonyieg Yo ™) c®GTI| YopRynon

Aopnote 10 euPorio va ptacel o€ Bepuokpacio dopatiov.

AvVOKIVAOTE KOAG TPV OO T YPNON.

10. Xpovor avapoviic

Mndév nuépec.
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11. EIAIKEX XYNOHKEZX AIATHPHXHX

Na puAdooetor o B6om, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta Tod1d
Na euAdooete Kot va petopépetal og yoyeio (2 °C — 8 °C).
No punv Katonyvyetol.

Awnpeite Tov TEPEKTN TNV EEMTEPIKT YAPTIVI GUCKELAGIO, TPOKEUEVOL VO TPOGTATEVETAL OO TO
QG.

Na pn ypnoiponoteital autd To KTNVINTPIKO QOPUOKEVTIKO TPOTdV HeTd amd TNV nuepounvia Aéng
7ov avaypapetor oty etikéta petd AHEH. H nuepounvia Anéemg copmintet pe v tehevtaio nuépa
TOL CLYKEKPIHEVOL UV

Aldpketo {onNg PLETA TO TPMTO GVOLYLLO TOV TEPLEKTN: GLLECT] YPNOT).

12. Ewwkég mpo@urdiers amoppryng

Ta edpuoKo dev TPETEL VL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAK®OV OTOPANTOV.

XPNGILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAKDV YL TV OTOPPIYT U1 XPNOOTONOEVT®DV
KTNVIOTPIK®V QOPLOKEVTIKAOV TPOIOVTOV 1| GAADV DAIKOV TOV TPOEPYOVTAL OO T1 XPNOMN TOVG
GOUQ®VA, LLE TIG TOTIKEC OTOLTNOELS KAl LLE TUYOV 1oYbovTa £B8VIKA cuoTiato cvALoYNG. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGia TOV TEPPAALOVTOC.

Svppovievbeite Tov kTNVioTpd GOG GG Y10 TOV TPOTO ATOPPLYNG TOV XPTNCLUOTOMOEVT®V PapUAKmV

13. Ta&véunon TOV KITNVIETPIKOV QUPLIKEVTIKOV TPOTOVI®V

Kmviatptkd @appoko mov vwoKeLToL G CLVTAYN

14. ApwOpoi doc1og KOKLOQOPIOG KOl GVGKEVHGIEG
Ap1Bpoi adelag kokhoeopiog: EU/2/20/259/001-004

Meyébn cvokevaociog:

Xaptvo xovuti pe 1 grorido PET twv 50 d6cewv (10 ml).
Xaptwvo kovti pe 1 @rariow PET tov 100 docewv (20 ml).
Xaptwvo kovti pe 1 @lariow PET tov 125 docewv (25 ml).
Xaptvo kovuti pe 1 graAido PET tov 250 d6cewv (50 ml).

Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVUGIEG

15. Hpepounvia 1edevtaiog avade®@pnong Tov GUALOV 001NYLOV YPNONS
{HH/MM/EEEE}

Aentopepeic TANPoPopiec Yo T0 v AGY® KTNVIATPIKO QOPHOKEVTIKO TPoiov eivan dtabéaipeg ot
Baon dedopévav g EE yo ta ktnviatpikd tpoiovta (https://medicines.health.europa.cu/veterinary).

16. Xroygio emxovoviag

Kdatoyog tng ddetog KuKAOQOPIOC TOPOOKEVAGTNE VTEVOVVOC Y10 TNV Ot0dEGLEVON TV TAPTIOMV KoL
OTOLYELOL EMKOWVOVIOC Y10 TNV 0vaQopd THovoAoYOOUEV®V OVETLOOUNTOV EVEPYEIDV:
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LABORATORIOS HIPRA, S.A.
Avda. la Selva, 135

17170 Amer (Girona) IXITANIA
Tel. +34 972 43 06 60

Tomkol ovTITPOoMITOL KOl OTOLYEIO EMKOWMVIAC Y10 TNV 0va@opd Ttidavoroyoduevay avemfountwyv

EVEPYELDV:

INo omoladnmote TANPOPOPio GYETIKA LE TO TUPOV KTNVIOTPLIKO PAPHUOKEVLTIKO TPOiOV, TapaKoAeicOe

va amevfuvheite 0TOV TOTIKO AVTITPOGMITO TOV KATOYOL TG AOEL0S KUKAOPOPING.

Belgié/Belgique/Belgien
HIPRA BENELUX NV
Nieuwewandeling 62
9000 Gent

BELGIUM

Tel: +32 09 2964464

Penybauka bnarapust
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
NCITAHUA

Tem: +34 972 43 06 60

Ceska republika

HIPRA SLOVENSKO, s.r.o.
Zochova 5,

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335 223

Danmark

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIEN

Tel: +34 972 43 06 60

Deutschland

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Disseldorf
DEUTSCHLAND

Tel: +49 211 698236 -0

Eesti

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
HISPAANIA

Tel: +34 972 43 06 60

Lietuva

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
ISPANIJA

Tel: +34 972 43 06 60

Luxembourg/Luxemburg
HIPRA BENELUX NV
Nieuwewandeling 62

9000 Gent

BELGIUM

Tel: +32 09 2964464

Magyarorszag
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
SPANYOLORSZAG

Tel: +34 972 43 06 60

Malta

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANJA

Tel: +34 972 43 06 60

Nederland

HIPRA BENELUX NV
Nieuwewandeling 62
9000 Gent

BELGIUM

Tel: +32 09 2964464

Norge

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIA

TIf: +34 972 43 06 60
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EALada Osterreich

HIPRA EAAAX ALE. HIPRA DEUTSCHLAND GmbH
Aewg. Abnvav 80 & Mnpiovov 2-4, Am Wehrhahn 28-30
104 41 Kohwvog - AGHNA - EAAAY 40211 Disseldorf

DEUTSCHLAND
Tel: +49 211 698236 -0

TnA: +30 210 4978660

Espaiia Polska

LABORATORIOS HIPRA, S.A. HIPRA POLSKA Sp.z.0.0.

Avda. La Selva 135 Ul. Wincentego Rzymowskiego 31
17170 Amer (Girona) 02-697 Warszawa - POLSKA
ESPANA Tel: +48 22 642 33 06

Tel: +34 972 43 06 60

France Portugal

HIPRA FRANCE ARBUSET, Produtos Farmacéuticos e Sanitarios
7 rue Roland Garros, Batiment H De Uso Animal, Lda

44700 - Orvault - Portela de Mafra e Fontainha - Abrunheira
FRANCE 2665 — 191 Malveira - PORTUGAL

Tel: +33 02 51 80 77 91

Hrvatska

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
SPANJOLSKA

Tel: +34 972 43 06 60

Ireland

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tel: +34 972 43 06 60

Island

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANN

Simi: +34 972 43 06 60

Italia

Hipra Italia S.r.1.
Enrico Mattei, 2
25030 Coccaglio (BS)
ITALIA

Tel: +39 030 7241821

Kvnpog

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

IZITANIA

TnA: +34 972 43 06 60

Tel:+351 219 663 450

Roméania

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIA

Tel: +34 972 43 06 60

Slovenija

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIJA

Tel: +34 972 43 06 60

Slovenska republika
HIPRA SLOVENSKO, s.r.0.
Zochova 5,

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335 223

Suomi/Finland
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
ESPANJA

Puh/Tel: +34 972 43 06 60

Sverige

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIEN

Tel. +34 972 43 06 60



Latvija United Kingdom (Northern Ireland)

LABORATORIOS HIPRA, S.A. LABORATORIOS HIPRA, S.A.
Avda. La Selva 135 Avda. La Selva 135

17170 Amer (Girona) 17170 Amer (Girona)

SPANIJA SPAIN

Tel. +34 972 43 06 60 Tel: +34 972 43 06 60

17. Alheg whnpo@opisg

T v TpoKAN O™ EVvEPYNTIKNG avoaciag Kotd tov Mycoplasma hyopneumoniae Kot Tov KOKAOT00
¥oipwv TOTOV 2 GTOVG Y0iPOLG.
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