[Version 9,10/2021]

NEPIAHYH TON XAPAKTHPIETIKOQN TOY IPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

GALLIVAC IB88 NEO avappalov diokio yw evoaudpnpo yio ekvépmon (FoAiio, BovAyapio,
Kompog, EALGSa, Kpoartia, ZAofevia)

GALLIVAC IB88 NEO avafpdalov d1okio yio evoumpnuo yio, ekvEpmon yio opvifia (Avotpio)
Gallivac IB88 (mpocwpivi ovopacio yio. Noppnyia, Zovndia, Aavia, DvAiavdia, Iohavdia)

2. MOIOTIKH KAI MOXOTIKH XYNGOGEXH

KdaBe 060om mepiéyet:

ApPUOTIKO GVGTATIKO:

Attenuated Infectious Bronchitis coronavirus , otéleyog CR88121 > 4,0 logio EIDso*

* EIDso: poAvopatikr] d6om apyodv 50%

"Exodoyo.:

IowoTiKi] 6UVOEGT EKIOYMV KAl GAL®V GVOTUTIKAV

Casein hydrolysate

D-mannitol

Sodium hydroxide

Water for injections

Sodium hydrogen carbonate

Citric acid (anhydrous)

Magnesium stearate

Mnel, 6146T1KTO, GTPOYYLAO S10Ki0.

3. KAINIKEX ITAHPO®OPIEX

3.1 Eion {oov

Opvifio kpeomapaywyng

3.2  OgpomevTikég evoeiels Yo kabeg gidog {®ov

e opvifa Kpeomapaymyng, amd TNy nAkia g 1 nuépag:

EVEPYNTIKN 0vOCOTOIN oY KOTd TG HetdArlaEng Tov kopovoiov, otédeyog CRE8, yio t peimon og mpog
TOV TEPLOPICHO TNG Kivnong Tov Kpoocov tng tpayeiog (tracheal ciliostase), mov oyetiletor pe v

AVATTLEN KAMVIKOV CUUTTOUAT®V.

Eyxotdotaon avooiag: 3 efdoudadeg
Avpkelo avooiog: 6 Boopddeg

3.3 Avrtevositeig
Koapia.
3.4 E101kéc TPoE1d0TON|GELS

Na gppoAtdlovtat povo vy mrnvd.



O gpPoracpog pe avtd 1o gufoito dev avtikobiotd GALOVS EUPOAAGHOVS, TOV YPNGLOTOLOVVTOL
ouvnBwg Kotd g Aotuddovg Bpoyyitidoc.

3.5 Idwitepeg mpo@uracers Kata T ypnon

Id1aitepec TPOELAGEELS Yo TV ac@aAr ¥prion ota £idn Lomwv 6TdY06:

O gpPolacticdg 10¢ umopel vo e&omiwbel ota aveppforiacta Tnvd, Y®pig AOHOYOVO dVVaAuUN Yo TO
€100g tng 6pvifag evd gival amaboyovoc oe GAla €idn TTNVOV.

[pénetl va Aappdavovtol ta KatdAANAe KTNVIATPIKG HETPA, KOOMG Kol LETPO GTOVG YDPOLE EKTPOPTS,
Yoo vo amo@evyetor 1 e&amimon tov guPolakod oteAEYovg o€ avepPoriaota opvibio kot oe
TANBvopOvg TTNVOV NG Ayproag {one.

Idwnitepec mPo@ULAGEEC OV mpémel va Aoufdvovior amd To GTOUO OV YOPNYEL TO KINVIOTPIKO
OopLaKEVTIKO TPoidv oe Loa:

IIpénel va divetar Tpoooy| KaTd T S1AALGN Kot T YOp1yNnon tov gpporiov.

Dopdte TPOGTATEVTIKE LEGO Y10 TO AVOTVELGTIKO GUCTNIO KOl TO, LATIOL COUPOVO UE TIG TPEYOVCES
EVPOTOIKES TPOIAYPAUPES.

Ta yépro Tpémet vo TAEVOVTOL e GamoDVL KOl VO OTOAVLaivovToL LETE TOV EUPOAAGUO.

[dwaitepeg TPOPLAGEELC Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:

Agv epoppdletar.

3.6 AvemOopnto copfavra

Xoyva O epPoraopdg pmopel vo mpokorécer Mma
OVOTVEVOTIKL  GCUUMTAONOTO, 7oL Umopel  va

| ¢oc 10 tha | 1 . (o L)
(1 éwg 10 Loa / 100 v Bepameia Loa) emieivouy £oc kot 21 uépec.

3.7 Xpnon katd Ty KOUNG1, TN Yorovyia | TNV ®OTOKIiA
Noa unv epPoralete Katd v nepiodo TG wOTOKING.
3.8 Alniemopdaoeig pe GALO QUPUOKEVTIKA TPOIOVTA Kol GAAeg pHopPEg alinieniopacg

Agv vapyovV TANPOPOPIES GYETIKA UE TNV OCPAAELD, KOL TV OTOTEAEGUATIKOTNTO OO TN PO TOV
€V AOY® eUPOAOL e OTTOL0ONTOTE AAAD KTNVIOTPIKO Pappako. H andpacn emopévmg yio T yopnynon
TOV &V AOY® gUPOAIOL TPV 1 LETA TN XOPNYNOT| OTOIOVINTOTE AAAOV KTNVIOTPIKOD QUPUAKOV, TPETEL
va Aappavetol Kotd mepintwon.

3.9 Oodoi yopriynong kar docoroyio

Mia 860m gppoiiov yopnyeitan pe ekvépmon omd Ty nAkio g 1 nuépag.

T"a v Tapackevn] Kat T Yopnynomn tov guPforiov, ¥pnoLonomaote kabapd oKevT|, amaAlaylévo omd
OVTICNTITIKEG KOUT ATOAVUOVTIKEG OVGIES.

Awvote to dtokio oTOV amapaitnTo OYKO UM YAMPLOUEVOD, TOGLUOV VEPOD Yio TOV apliud ToV
TIVOV Tov Bo gPPoAacToVV (TPOGAPUOCTE TOV OYKO TNG OMULTOVUEVIG TOCOTNTAG VEPOV, Yol VO
Tapldlel pe tov TOmo Tov EKVEQ®TN oL Bo ypnoomombei, Yo mapddeypno, ypnoponomote 10
Altpa vepov, yuo va gufoldoete mepimov 20.000 mnva). [epyévete éog v mAApn 6dAvon TV
doKimv, TPV YPNCLOTOMGETE TO EUPOALOKO StGAVUAL.

Mn ypnoiponoteite yekaotnpa TOmov «fogger».

To cvomua e€aepiopod Tov TTNVOTPOPEIOD KUTE T SLAPKELN TOV YEKAGHOD TPETEL VoL Eival KAEIGTO
Kot Bo TPEMEL Vo POPATE KATAAANAN TPOGTATEVTIKY LACKAL.

To euPfoio mpémer va yekdletal ETAVEO OTA TTINVE, YPNOLLOTOIOVINS WYEKACTNPO TOV TAPAYEL
pikpoactayoviota (éong dtapuétpov 80 £wg 150 wm).




3.10 Xvprtopote vaEPdOcoA0Ying (KUl KATA TEPITTMO, HETPA AVTIUETOTLCNG KOl AVTIO0TO)

Agv mopatnpnOnke Kopior ovemBountn evéPYELD €KTOG OO GLTEG TTOL OVOPEPOVTIOL GTNV EVOTNTA
«OVEMIOOUNTEG EVEPYEIEG) LETA TN XOPNYNOT 0€Ka dOcE®V UPolriov.

3.11 Ewwkoi mepropiopoi yprione kor €0IKEG ovvOnkeg ypnong, ovumeprioppovopuévev
TEPLOPICUAY  GTN]  YPNGT  OVTIHIKPOPLOKAOV KOl  OVTUTOPUOLTIKOV  KTVWOTPIKAOV
QUPLIKEVTIKOV TPOIOVTOV TPOKELUEVOD VO TEPLOPLOTEL 0 KIVOUVOS avaTTLENS OVTOYNS

Agv 1oy0et.

3.12 Xpdvor avapovig

Mnodév nuépeg.

4. ANOZOAOI'IKEXZ IAHPO®OPIEX

4.1 Kwowkdég ATCvet:

QIOTADO7 (Zovtavd 10yevi eufoOrta, 10§ AoUmO0VG BpoyyiTidog TV TTNVAOV)

To guPoro mepiéyel to Lovrovo eacbevnuévo otéreyog CR88121 g Aoddovg Bpoyyitidoc, mov
avikel oty opada CR88 tov petodhdéemv tv Kopovoinv. Metd tn yoprynon, to euporto dieyeipet
TNV gvepyd avocio Kot TV HETOAAGEE®Y TV Kopovoldv TG opdadog CRES.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aovoppatotnteg

Agv glvar yvoot kapio.

5.2 Awdpkero ong

Awdpxelo LonMg TOv KINVIOTPIKOD (OPLOKEVTIKOD TPOTOVTOS GUUPM®VO, LLE T GUCKELOGIO TOANONG: 2
ém

Avdprero {ong LeTd TV avacDoTOCT) COUP®VO. LE TIG 00N Yieg: 2 dpeg

5.3 Iowitrepeg mpourdéers katd T @OAAEN TOV TPOIOVTOG

dvidooete kKo petapépete og yoyeio (2°C-8°C).

Ta un ypnowomomuéva Oiokia, mov agopédnkov oamd v koyéAn (blister), Ba mpémer va
oamoppintovral.

dvidooete Tig kKuyELeG (blisters) otnv emTtepikn cuokevAGia.

5.4 ®von kKo 6OVOEST TNS GTOLYELDIOVS GVGKEVUGLNG

[Molvapidio - arovpivio — PVC / xoyéln (blister) adovpviov

Meyébn cvokevaciog: Xaptvo kovti 1 kuyéing (blister) tov 10 diokiov tov 1.000 1 2.000 ddcemv
Xaptwvo kovuti pe 10 koyéreg (blisters) tov 10 diokiov tov 1.000 v 2.000 d6cemv

Mmropel va unv Kokho@opohv OAEG 01 GLGKEVAGIES.

5.5 Ewwkég mpo@uraels amoppuyng evog pun ypnoponot]0£vrog KTNVINTPLKOD QOPRIKEVTIKOD
TPOIOVTOG 1 GALOV VAKOV TTOV TPOEPYOVTAL UG T1) YP1)C1) TOL TPOIOGVTOS, AV VITAPYOVY



Metd ) xpno, ATOCTEPDOTE TO LOAVCUEVO eEoTAMGUO e BeppotnTa 1 fOOioN o€ amOAVUAVTIKO.
XpNOYOTOOTE TPOYPAUUNTO EMIOTPOPNG POPUAK®V YLOL TNV OmOpPIyYn Un YPNoorombévioy
KTNVILTPIKOV (QPOPUOKEVTIKOV TPOIOVI®OV 1 GAADV LMK®OV TOV TPOEPYOVTOL amd Tr YPNoN TOLG
CUUP®VO UE TIC TOTIKEC OMOLTHOELS KO HE TUYOV €0VIKA GLGTNATO GLAAOYNG OV 1GYLOLY YO TO
GYETIKA KTNVITPIKA QOPUOKEVTIKG TPOIOVTAL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH

55216 Ingelheim/Rhein
T'eppovia

7. APIOMOZXZ(OI) AAEJIAYX KYKAO®OPIAX

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

9. HMEPOMHNIA TEAEYTAIAY ANAGEQPHXHYX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

04/2022

10. TAZEINOMHXIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN

Noa yopnyeitor LOVOV Le KINVIOTPIKT GLVTAYT.
Aemtopepeic TANPOQPOPIES Y10 TO €V AOY® KTINVINTPIKO QOPUAKEVTIKO TPOidV givar dabéciueg otn Paon
dedopévarv ¢ EE yuo ta ktnviatpikd tpoidvta.



