MAPAPTHMA 1: MEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOZ

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ
Eurican DAPPI-Lmuii AUOQIAOTTOINUEVO UAIKO KAl EVAIWPENUC YIO EVECIHMO EVAIWPNMO
2. TMOIOTIKH KAI NOZOTIKH XYNOEZH
Mia 66an Tou Auo@IAOTTOINUEVOU UAIKOU TTEPIEXEL:
ApaoTIKA CUCTATIKA:

Minimum Maximum
E€aoBevnuévog 16¢ TG vooou Carré, atéhexog BAS 10%° CCIDso* 10%° CClIDso*
E¢aoBevnuévog adevoiog TUTTou 2, oTéAexog DK13 10%° CCIDso* 10%2 CCIDso*
E€aoBevnuévog TTapPoiog Tutrou 2, atéAexos CAG2 10%° CCIDso* 107 CCIDso*
E€aoBevnuévocg 16¢ TTapdivpAouévlag TUTTou 2, 107 CCIDso* 107! CCIDso*
oTéAexog CGF 2004/75
(* CCIDso: 50% poAucuaTIKr) 800N KUTTAPOKAAAIEPYEING)
Mia 66an (1ml) evaiwpripaTog TTEPIEXEL:

ApaoTikd cuoTaTIKA:

AdpavoTtroinuévn Leptospira interrogans uttooddda kal opdTuttog  ApaoTIKOTNTA CUPPWVA

Canicola, atélexog 16070 pe Tnv Ph. Eur.447*
AdpavoTtroinuévn Leptospira interrogans uttooudda Kal opdTuTTIog  ApacTIKOTNTA CUPPWVA
Icterohaemorrhagiae, oTéAexog 16069 pe Tnv Ph. Eur.447*
AdpavoTtroinuévn Leptospira interrogans uttooddda Kal opdTutrtog  ApaoTIKOTNTA CUPQWVA
Grippotyphosa, otéAexog Grippo Mal 1540 pe Tnv Ph. Eur.447*

*280% TTPOOTACIOG OE KPIKNTOUG

"Ekdoxa:

BA. Tov TTAf)pn KatdAoyo eKOOXwV GTO KEPAAQIO 6.1
3. ®APMAKOTEXNIKH MOP®H

AUOQIAOTTOINUEVO UNIKO KAl EVAIWPNMA YIA EVECIUO EVAILPNUA.
MTTeC EWG WXPO KITPIVO AUOPIAOTTOINUEVO UAIKO Kal IP18ICOV, OPOIOYEVEG EVAIWPNUA.

4. KAINIKA ZTOIXEIA

4.1 Eidn {wwv

2KUAoI

4.2 OepatreuTikég evOEielg TTpoodiopifovTag Ta €idn {Wwwv

EvepynTikr avoooT1Toinon Twv OKUAWY yIa:

- TNV TPOANWN TNG BvnoIUOTNTAG KaI TWV KAIVIKWV CUUTITWHATWY TTOU TTPOKAAOUVTal aTTod
TOV 16 TNG vooou Carré (CDV),

- TNV TPOANWN NG BvnNoIPOTNTAG KOl TWV KAIVIKWV CUUTITWHATWY TTOU TTPOKAAOUVTal aTTO
TOV 10 TNG Aoipwdoug nTraTitidag Tou okuAou (CAV),

- TN MEiwon TnG QTTEKKPIONG TOU 10U KATA Tn OIAPKEID TNG AVATTVEUOTIKAG vOOOU TTou
TTPOKAAEiTal atTd Tov adevoio TUTTOU 2 Tou okUAou (CAV-2),

- TNV TPOANYN TNG BvnoIudTNTAG, TWV KAIVIKWYV CUUTITWUATWY KAl TNG ATTEKKPIONG TOU 100
TTOU TTPOKaAOUVTAI ATTd TOV TTApPROoI6 Tou OKUAoU (CPV)*,
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- TN MEiWOoN TNG OTTEKKPIONG TOU 10U TTOU TTPOKOAELiTaI atrd Tov 10 TNG TTapaivpAouéviag
TUTTOU 2 TOU OKUAOU (CPiV),

- TNV TPOANWN TNG OBvnoiudtntag, Twv KAIVIKWY OCUPTITwUATWY, TG MOAuvong, Tng
BaKTNPIAGKAG OTTEKKPIONG, TOU VEQPPIKOU QOPTIOU Kal TWV VEPPIKWY OAAANOIWCEWY TTOU
TTpokaAouvTal atmd Tn Leptospira interrogans utroopdda Icterohaemorrhagiae opoTUTTOQ
Icterohaemorrhagiae

- TNV TTPOANWN NG OvnoluodTnNTag™ Kal Twv KAIVIKWV CUPTITWUATWY, TN MPeEiwon Tng
MOAuvong, TNG BAKTNPEIOKAG ATTEKKPIONG, TOU VEPPIKOU @OPTIOU Kal TWV VEPPIKWVY
aAoiwoewv TNV TTPOANYWN TTOoU TTPpOoKaAoUvTal aTrd TN Leptospira interrogans utrooudda
Canicola opoTutrog Canicola

- TNV TPOANWN NG OvnoluoTnNTag*™ Kal TN MEiwon Twv KAIVIKWY CUUTITWHATWY, TNng
MOAuvong, TNG BOKTNPEIOKAG ATTEKKPIONG, TOU VEQPPIKOU QOPTIOU KAl TWV VEPPIKWY
aAloiwoewv TToU TTpokaAouvTal atrd Tn Leptospira kirschneri uttooudda Grippotyphosa
opétutrog Grippotyphosa

- TNV TPOANWN TNG BvNOINOTNTAG, TWV KAIVIKWV CUUTITWHATWY, TNG VEPPIKAG JOAuvOoNG, TNG
BOKTNPIAKAG OTTEKKPIONG, TOU VEQPIKOU QOPTIOU KOl TWV VEQPPIKWY OAAOIWCEWY TTOU
TTpokaAoUvTal amd Tn Leptospira interrogans utrooudda Icterohaemorrhagiae opdTuTrog
Copenhageni.***

EykardoTtaon avooiac: 2 efOouadeg ueTd TNV OeUTEPN £VEDT TOU APXIKOU €uBoAlacuol yia
OAa Ta OTEAEXN

AIGpKEIO avoaiag: TOUAAXIOTOV £va £TOG META TN OeUTEPN £VECT) TOU ApPXIKOU €UBOAIOGUOU YIa
OAa Ta OTEAEXN.

AlaBéoiya  opohoyikad dedopéva  kal  dedopéva  TTou  OXETICovTal PE TNV TTPOKANOCN
atrodeikvUouv OTI N TTPOCTACIa yIa Tov 10 TNG vOoou Tou Carré, yia Tov adevoid Kal yio ToV
TTapPoid* dlapkei yia 2 €Tn HETA TNV €QApuoyr] Tou apxikoU €pBoAIoKOU TTPOYPAEUUATOS
akoAouBouUuevou atrd évav TTPWTO ETACIO AVaUVNOTIKG eUBOAIacHO.

H omoia amdégacn yia Tnv TTPOCOPUOoYr Tou €PPBOAIaKOU  TTPOYPANKATOS aQuToU TOu
KTNVIATPIKOU  (POPUAKEUTIKOU  TTPOIOVTOC  TIPETTEl  va  AauBdveralr  Katd  TTeEPITITWON,
AapBavovTtag utrdywn T0 1I0TOPIKO EPBOAICCHOU TOU OKUAOU Kal TO €TMIONUIOAOYIKO TTEPIBAAAOVY.
*H trpooTagia £xel armmodeixOei €vavt Tou TTapPoiol Tou okUAou TUTTWV 2a, 2b Kal 2c, €iTe
META atrd TTpdKANoN (TUTTOG 2b) ; opoAoyikd (TUTTol 2a Kai 2C).

**Ma mig Leptospira Canicola kai Grippotyphosa dev mmapoucidotnke Bvnoiudtnta Katd Tn
dldpkKela TTEIpAuaTog TTPOKANONG yia Tn dIGPKEIQ TNG AvVOoiag.

***Ta TN Leptospira Copenhageni n didpkeia TNG avoaoiag dgv dIATTIOTWONKE.

4.3 Avrevdeigeig

Kauia.

4.4 E101KéG TTPOEIBOTTOINCEIS YIa KAOE €idog {wou
Na gpoAialovTal uyir) (wa Povo.

4.5 181aiTepeg TTPOPUAGSEEIG KATA TN XPAON

I1aiTEpEC TTPOPUAGEEIC KATA TN Xpon o€ wa

E@appodoTe 11 ouviBeig ouvobnkeg avTionyiag.
Metd Tov epBoAiacpud, Ta Cwvtavd CAV-2 kai CPV ateAéxn Tou euBoAiou ptropei Tapodikd
va EamAWBOUV XWwpPig OUCUEVEIC CUVETTEIEG VIO TA -O€ £TTAQN- {Wa.

I1aiTeEpEC TTPOQUAAGEEIC TToU  TTPETTEl va  AduBdvovTtal oo To ATOUO TIOU  XOopnvei 1o
QAPUAKEUTIKO TTPOIOV o0& {wa
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Z€ TEPITITWON TUXAIAG AUTOEVEDNG, VO avalnTAOETE AUECWG 1ATPIKA BorBeia Kal va emdeigeTe
oToV 10TPO TO E€0WKAEIOTO QUAAO 0OdNnyIV XPACEWS 1 TNV E€TIKETA TOU (QOPUAKEUTIKOU
TTPOIGVTOG.

4.6 AvemBuunTeg evépyeleg (ouxvoTnTa Kal cofapdéTnTa)

‘Eva eAa@pu oidnua (< 2 cm) utropei va mTapaTtnpenBei oto onueio TG éveong auéowg WETA
TNV éveon. Ymoxwpei ouvABwes péoa o 1-6 nuépeg. AUTO UTTOPEl, O€ KATTOIEG TTEPITITWOEIG,
va oUvOdeUETAl ATTO EAA®PU KVNOUO6, BepUdTNTA KAl TTOVO OTO onuEio TNG éveong. MNapodikog
ABapyog kal EUETOG PTTOPEI €TTIONG va TTapaTnPnBoUv GUXVA.

Avopetia, TToAudiyia, uttepBeppia, dIAPPOIA, PUIKOG TPOPOG, MUIKA aduvauia Kal OEPUATIKEG
aAAOIWCEIG OTO ONEIo TNG €veong, MTTOPEI oTTAvia va TTapatnenBoulv.

AvTidpdaoelg utrepeuaiodnaiag (oidnua oTo TTPOCWTTO, AVOQUAAKTIKN avTidpacn, Kvidwaon)
pTTOpEl OTTdvVIa va TTPOKUYWOUV, KATTOIEG €K TWV OTTOIWV €ival atTelAnTIKEG yia TN {wh. ¢
TETOIEG TTEPITITWOEIG, Ba TTPETTEI VA TTAPEXETAI APETT KATAAANAN CUUTITWHATIKY BepaTreia.

H ouxvoTtnTa TWV aVETTIOUUNTWY EVEPYEIWV KABOPIZETAI WG AKOAOUBWG:

- TTOAU ouyvn (TTepiocoTepo atmd 1 ota 10 utrd Bepatreia {wa TTapouaialouv aveTiBUUNTESG
EVEPYEIEG)

- OoUxVA (TTepIccoTEPO ATt 1 aAAG AiyéTepo amd 10 {wa ota 100 utrd Bepartreia {wa)

- Mn ouvnBiouévn (TTepioodTePo atmd 1 aAAd Aiyétepo atrd 10 {wa ota 1.000 utrd Bepartreia
(wa)

- omavia (TreplioooTePOo attd 1 aAAG AiyoTtepo atd 10 {wa ota 10.000 uttd BeparTreia {wa)

- ToAU oTmravia (Aiyétepo atmd 1 ota 10.000 utrd Bepatreia {wa, CUPTTEPIAAUPBAVOUEVWV
MEMOVWUHEVWV QVAPOPWYV)

4.7 XpAon Katd Tnv KUNon, Tn YaAouxia | TRV wWoToKia
Mrtropei va xpnoipotroin®ei katd tn didpKeia TNG KUNoNG.

4.8 AANAnNAemdpdocig pe AGAAO  QAPMOKEUTIKA Tpoidvra Kol  AdAAeg  pop@ég
aAAnAetTidpaong

Eival d1a0£01ueg HEAETEG AOQAAEIAG KAl OTTOTEAECHATIKOTNTAG, Ol OTTOIEG ATTOBEIKVUOUV OTI TO
ev Aoyw gupoAio duvartal va xopnyeital Tnv idia nuéPa Xwpis va avauelyvueTal He To EROAIO
NG Boehringer Ingelheim yia Tn Abooa, e okUAoug atrd Tnv nAikia Twv 12 ¢douddwy. e
QUTAH TNV TIEPITTTWON, N atmoTeAeoPaTIKOTNTA KaTd TnG Leptospira Icterohaemorrhagiae
atredeixdn poévo yia TN PEiwon TwV VEPPIKWY AAAOIWOEWY KAl TNG BAKTNPIOKAG ATTEKKPIONG,
KOl N a1mOTEAEOUATIKOTNTA KATA TNG Leptospira Grippotyphosa atredeixdn povo yia mn peiwon
TOU VEQPIKOU @QOPTIoU, TwV VEPPIKWY OAAOIWCEWY KAl TNG POKTNPIOKNAG atTékkpiong. H
atroteAeopaTikéTNTa Tou €uPoAiou katd Tou opdTuttou Copenhageni dev €xel digpeuvnBei
METG a11é Xprion padi ue To eupoOAIo TnG Boehringer Ingelheim yia tn AUooa, Tnv idia nuépa.
Agv uttdpxouv TTANPOYPOPIEG OXETIKA PE TNV QOQPAAEIQ KAl TNV ATTOTEAEOUATIKOTNTA ATTO ThV
TAUTOXPOVN XPHon auTou Tou eufoAiou pe oTToIOOATTOTE GAAO KTNVIATPIKO QAPHOKO, EKTOG
TWV TTPOIGVTWY TTOU ava@EépovTal TTapaTmavw. H atrdé@acn yia Tn Xopriynon Tou &v Adyw
gMBoOAiou TTpIv A peETd aTmd TN XOopriynon otrolodrrote GAAOU KTnviaTpikou @apudkou, Ba
TTPETTEI VO AapBAveTal KaTd TTEQITITWON.

4.9 Aoocoloyia kai TPOTTOG XopRynong
H avaocuotaon Tou Auo@IAotroinuévou UANIKOU Kal TOU €VECIUOU  EVAIWPANATOG VO
TTPAYUOTOTTOIEITOI UTTO OUVONKEG avTionyiag. AvakivAoTeE KaAd Tipiv ammd Tn  xpnon.

OAS6KANPO TO TTEPIEXOUEVO TOU aVAOUOTABEVTOG PIaAIdiou TTPETTEI VO XOpNYEITal WG HIa dOaN.

To avaouoTaBév TTepiexduevo Ba gival 1pIBiov KiTpIVO £wg TTOPTOKOAI Evalwpnua.
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Y1odopia éveon piag 6ong Tou 1 ml, cup@wva pe 1o akdAouBo TTpdypauua:

ApXIkOg guBoAlaoudg: AUo evéoelg, Je PETALU Toug pecodiaoTnua 4 epdouddwy amo Tnv
NAIKIa Twv 7 €BOOUAdWYV. ZTIG TTEPITITWOEIG TTOU O KTNVIOTPOG UTTOTITEUETAI ThV TTAPOUCia
uynAoU €mmITTEDOU  PNTPIKWY  QVTICWUATWY KAl OTIG OTT0iEG O APXIKOG €MPBOAIAOUOG
OAOKANpwOnKe TpIv atmd TNV nAIKia Twv 16 eBdouddwyv, ouvioTAaTal £Vag TPITOG EPBOAIACHES
ME TN xprion euBoAiou TnG Boehringer Ingelheim 10 otoio va tepiéxel 16 Carré, adevoio Kal
TTapRoid, ammd TNV nAikia Twv 16 OONGdwWY, Kal TOUAdXIOTOV 3 €Bdoudadeg peTd Tn deUTEPN
évean.

EtraveppoAiaocudg: Xopnyrnote pia doon 12 priveg PETd Tnv OAOKANPWON TOU apXIKOU
eMBoAiaopoUl. O1 okUAol Ba Trpétrel va emmavepBoAidlovTal he pia eTTavaAnTTik &don o€
etoia Baon.

4.10 YmepdoooAoyia (CUMTTTWHOTO, METPA AVTIJETWITIONG, avTidoTa), &dv eival
amapaitnTa

Agv €xouv TTapatnEnBei avemBUPNTEG evépyeleG AANEG aTTd QUTEG TTOU AVOQEPOVTAI OTNV
TTapdypao 4.6 petd ammod 1 xoprniynon 10-1TAdoiag d6ang Tou Auo@IAOTTOINKEVOU UAIKOU KOl
2-TTAdo10¢ 860N TOU EVAIWPAMNATOG.

4.11 Xpévog(ol) avapovig
Aev atraiTeiTal.
5. ANOZOAOTIIKEZ IAIOTHTEXZ

®apuakoBepatreuTikp  opdda:  Avoooloyikd  yia  Kuvoeldr, Zwvrtavd I1oyevhy  Kal
adpavoTroinuéva Baktnpiakd eROAIa yia oKUAOUG.
ATCvet code: QIO7AIO2.

EpBOAIo kKaTd TOu 100 TNG vOoou Carré, Twv adevoiwv (CAV-1 kal CAV-2), TN TTapBoicEwg
KOl Twv AOIJWEEWY TOU QVOTTIVEUOTIKOU ammd Tov 10 TnG TrapaivpAouéviag TUtTOU 2
(e¢aoBevnuéva) kal Twv Leptospira (adpavoTtroinuévo) o€ OKUAOUG.

Metd Tn XopAynon, 10 €UPOAIO TTpoKaAEi pia KatdoTaon avooiag Katd Tou 100 Tng
vooouCarré, Twv adevoiwv (CAV-1 kai CAV-2), Tng TTOPROIWOEWS, TwV AOIHWEEWY TOU
QAVATTVEUOTIKOU aT1Té TOV 10 TNG TTAPdivOAOUEVEOG TUTTOU 2 KAl TWV AETTTOCTTEIPWOEWY ATTO TN
Leptospira interrogans opotummog Canicola, Tn Leptospira interrogans opOTUTTOG
Icterohaemorrhagiae, Leptospira interrogans opdtuttog Copenhageni kai Tn Leptospira
kirschneri opétuttog Grippotyphosa o010 oKUAO 6TTwG €xel atrodeixBei ueTG atrd TTPOKANCN Kal
aTtod TNV TTOPOUCia AVTICWHATWV.

6. OAPMAKEYTIKA ZTOIXEIA
6.1 KardAoyog ekdoxwv

Auo@ihotroinuévo UAIKS

Casein hydrolysate

Gelatin

Dextran 40

Dipotassium phosphate
Potassium dihydrogen phosphate
Potassium hydroxide

Sorbitol

Sucrose
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Water for injection

Evaiwpnua
Potassium chloride

Sodium chloride

Potassium dihydrogen phosphate
Disodium phosphate dihydrate
Water for injections

6.2 Kipieg acupuBaroTnreg

Na unv avapelyvoetal ge GAAO KTNVIATPIKO QAPUAKO €KTOG TOU EVOAIWPNUATOS TO OTT0i0
dlaTiBeTan yia xprAon PE autd TO KTNVIOTPIKO QAPUAKEUTIKO TTPOIOV.

6.3 Aldpkeia {wAg

Aldpkela CwRg Tou KTNVIATPIKOU QOPHOKEUTIKOU TTPOIOVTOG CUP@WVA HE TN CUCKEUOCIia
TTWwANONG: 2 £€1n.
Aldpkeia CwAG PETA TRV avaoUoTaorn cUP@WYa e TIG odnyies: dueon xpenon.

6.4 181aiTepEG TTPOPUAGEEIG KATA TN QUAAEN TOU TTPOIOVTOG

duldooeTe Kal peTapépete o€ Yuyeio (2°C - 8°C).
Na unv KaTayuxeTe.
PuAdooETE TTPOCTATEUUEVO ATTO TO PWG.

6.5 ®uon Kal oUvOEON TNG OTOIXEIWSOUG CUCKEUATIOG

FudAivo @iaAidio Tuttou | pe eAaoTIKO TTWUA XAWPOPBOUTUAIOU, OPPAYIOUEVO PE KAAUUUO
aAoupviou.

MAaoTIKS KouTi pe 10 @laAidia (yudAiva) Auogihotroinuévou UAIKoU (1 doon) kai 10 @laAidia
(yudAiva) evaiwpruatog (1 mi).

MAaoTIKG KouTi pe 25 @iaAidia (yuaAiva) Auo@iAotroinuévou UAIKoU (1 d6on) kai 25 @iaAidia
(yuaAiva) evaiwpruatog (1 mi).

MAaoTIKG KouTi pe 50 @iaAidia (yudAiva) Auo@ihotroinuévou uNikoU (1 &6on) kai 50 @iaAidia
(yudAiva) evaiwpripatog (1 ml).

MTropei va unv KUKAOQOPOUV OAEG OI CUOKEUAOTIEG.

6.6 EIdIkéG TTPOQUAGSEIG amméppIYPng €VOG XPNOIPOTTOINBEVTOG  KTNVIATPIKOU
(POPUAKEUTIKOU TTPOIOVTOG 1 GAAWV UAIKWV TTOU TTpoépXovTal a1rd Tn XPron Tou
TMPOIOVTOG, AV UTTAPXOUV

KdBe pn XpnoiyotroinBév  KTNVIOTPIKO  QAPMAKEUTIKO TIPOidv 11 un  XPenoigotroinBévia
UTTOAEIMUATA TOU TTPETTEI VA QTTOPPITITOVTAI CUPQWVA LE TIG IOXUOUCEG EBVIKEG ATTAITATEIG.

7. KATOXOZ AAEIAZ KYKAODOPIAZ

Boehringer Ingelheim Animal Health France SCS
29 Avenue Tony Garnier

69007 Lyon

"aAAia

8. APIOMOZ(Ol) AAEIAZ KYKAODOPIAZ

AAK otnv EAANGBa: 25481/17-03-2016/K-0224801
AAK oTtnv Kutrpo: CY00548V

5/15



9. HMEPOMHNIA NMPQTHZ EFKPIZHZ/ANANEQXHX THZ AAEIAX
Huepopnvia 17 éykpiong: 17-03-2016

Huepopnvia 17 éykpiong otnv Katrpo: 27-06-2016

Huepopnvia avavéwong otnv Kutrpo: 07/09/2020

10. HMEPOMHNIA ANAGEQPHZHZ TOY KEIMENOY

07/09/2020

AMNATOPEYZH NQAHZHZ, AIAGEZHZ KAI/H XPHZHZ

Agv 10XUEL.

MAPAPTHMA 2: ®YAAO OAHIQN XPHIZHE

Eurican DAPPI-Lmuii AUOQIAOTTOINUEVO UAIKO Kal EVAIWPNUA VIO EVECIHO EVAIWPNUC

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAOO®OPIAZ KAl TOY
KATOXOY THZ AAEIAX TIAPATrQrHz TnroyY EINAI YNEYOGYNOZ TIA THN
AMNOAEZMEYZH NAPTIAQN ZTON EOX, E®OZON EINAI AIA®OPETIKOI

6/15



Kd&Ttoxoc Tn¢ dosiac KUKAOQOopPIac:

Boehringer Ingelheim Animal Health France SCS
29 Avenue Tony Garnier

69007 Lyon

"aAAia

MNapaywyoc utrelBuvoc yia TNV atTeAEUBEPWON TWV TTAPTIOWV:

Boehringer Ingelheim Animal Health France SCS, Laboratoire Porte des Alpes
Rue de ['Aviation

69800 Saint Priest

"aAAia

2.

ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOX

Eurican DAPPI-Lmuii AUO@IAOTTOINUEVO UAIKO KOl EVAILPNUA VIO EVECINO EVAIWPNUA.

3. XYNOEZXH ZE APAXTIKO(A) ZYZTATIKO(A) KAl AAAEXZ OYZIEX
Mia d6on Tou Auo@IAoTToINPEVOU UAIKOU TTEPIEXEL:

Minimum Maximum
E€aobevnuévog 16¢ TG vooou Carré, otéAexoc BAS 10%° CCIDsg* 1080 CCIDso*
E€aoBevnuévog adevoiog TUTTou 2, oTéAexog DK13 10>°CCIDso* 1082 CCIDso*
E€aoBevnuévog TapPoidg TUTTou 2, aTéAexog CAG2 10%°CCIDso* 10" CCIDso*

E¢aoBevnuévog 16¢ TrapaivpAouévlag Tuttou 2, oTéAexos  10*7 CCIDso* 107! CClDso*
CGF 2004/75
(* CCIDso: 50% poAuopartiki 86on KUTTApPOKAAAIEPYEIQG)

Mia 86on (1ml) evaiwpruaTog TTEPIEXEL:

AdpavoTtroinuévn Leptospira interrogans uttooudda Kai opoTutrog  ApacTiKOTNTA CUPQWVA

Canicola, otéAexog 16070 pe Tnv Ph. Eur.447*
AdpavoTtroinuévn Leptospira interrogans uttooddda Kail opdTuttog  ApaoTIKOTNTA CUPPWVA
Icterohaemorrhagiae, oTéAexog 16069 pe Tnv Ph. Eur.447*
AdpavoTtroinuévn Leptospira interrogans uttoopdda kal opdTuttog  ApaoTIKOTNTA CUPPWVA
Grippotyphosa, otéAexog Grippo Mal 1540 pe Tnv Ph. Eur.447*

*280% TTpOoOTOCIag O€ KPIKNTOUG

MTreC €wg WX PO KITPIVO AUOPIAOTTOINUEVO UAIKS Kal 10180V, OJOIOYEVEG EVAILPNQ.

4.

ENAEIZH(EIZ)

EvepynTikr avoooTroinon Twv oKUAwV yia:

- TNV TTPOANWN TNG BvnoiudTNTAG KAl TWV KAIVIKWY CUPTITWHATWY TTOU TTPOKAAOUVTAI
amé Tovié NG vooou Carré (CDV),

TNV TTPOANWN TNG BvNoINOTNTAG KAl TWV KAIVIKWV CUPTITWHATWY TTOU TTPOKOAOUVTal aTTd
TOV 16 TNG AoIpWwdoUG NTTATITIdAG Tou OKUAou (CAV),

TN MPEiWoN TNG ATTEKKPIONG TOu 10U KaTd Tn OIAPKEIA TNG AvVATIVEUOTIKAG vOoOou TTou
TTPOKaAEiTal aTTO TOV adevoid TUTTOU 2 Tou oKUAoU (CAV-2),

- TNV TPOANYN TNG BvnoIudTNTAG, TWV KAIVIKWVY CUUTITWUATWY Kal TNG ATTéKKPIONG TOU
10U TTou TTPoKaAouvTal atrd Tov TTapRoid Tou okUAou (CPV)*,

TN MEiwon TNG atmékKpIiong Tou 10U TToU TTPOKOAEITal atrd Tov 10 TNG TTapaivpAouéviag
TUTTOU 2 TOU OKUAoU (CPiV),

TNV TPEOANWN TNG BvnoIuoTNTag, TWV KAIVIKWV CUUTITWUATWY, TNG MoOAuvong, Tng
BOKTNPIOKAG ATTEKKPIONG, TOU VEQPPIKOU QOPTIOU KOl TWV VEPPIKWY OAAOIWOEWV TTOU
TTpokaAoUvTal atrd Tn Leptospira interrogans utroopdda Icterohaemorrhagiae opdTuTrog
Icterohaemorrhagiae
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- TNV TPOANYN TNG BvnoiudTNTag™ Kal TwV KAIVIKWV CUPTITWHATWY, Tn MEiwon Tng
MOAuvong, TNG PBOKTNPEIOKAG ATTEKKPIONG, TOU VEPPIKOU @OPTIOU KAl TWV VEQPPIKWY
aAoiwoewyv TTou TTpokaAouvTal ammd Tn Leptospira interrogans umoopdda Canicola
opdétutrog Canicola

- TNV TPOANWN TNG BvnoIuoTNTAG™ KAl TN HEIWoN TwV KAIVIKWV CUUTITWHATWY, TNG
MOAuvong, TNG PBOKTNPEIOKAG ATTEKKPIONG, TOU VEPPIKOU @OPTIOU KAl TWV VEQPPIKWY
aAloiwoewv TToU TTpokaAoUvTal atrd Tn Leptospira kirschneri uttooudda Grippotyphosa
opoTutrog Grippotyphosa

- TNV TPOANWN NG BvNOINOTNTAG, TWV KAIVIKWV CUUTITWHATWY, TNG VEQPIKAG JOAUVONG, TNG
BaKTNPIGKAG OTTEKKPIONG, TOU VEQPPIKOU POPTIOU KOl TWV VEPPIKWY OAAOIWCEWVY TTOU
TTpokaAoUvTal atmmd Tn Leptospira interrogans utrooudda Icterohaemorrhagiae opdTuTtog
Copenhageni.***

EykardoTtaon avogiag: 2 eBdouddeg petd tn deUTeEPn €veOn TOU apxIKoU euBoAiacuou yia
OAa Ta OoTEAEXN

AIGpKEIa avoaiag: TOUAGXIOTOV £va £TOG META TN OeUTEPN £VECN TOU APXIKOU €UBOAIOGUOU YIa
OAa Ta OTEAEXN.

AlaBéoiya  opoloyikad dedopéva  kal  dedopéva  TTou  OXETICovTal PE TNV TTPOKANOCN
atrodeIkvuouv OTI N TTpooTacia yia Tov 16 Tng voéoou Tou Carré, yia Tov adevoid Kal yia Tov
TTapPoid* dlapkei yia 2 €Tn HETA TNV €QAPUOY Tou apxIkoU epBoAIaKoU TTPOYPAaUUATOS
akoAouBoupuevou aTtrd évav TTPWTOo ETACIO AVAUVNOTIKO EUBOAIACHO.

H omoia amégaon yia Tnv TTIPOCapuoyr Tou €uPoAlakoU TTPoypduPaTOS aQuTou Tou
KTNVIATPIKOU  (POPUAKEUTIKOU  TTPOIOVTOG TIPETTEl va  AauBdverar  Katd  TTePITITWON,
AapBévovtag uttdyn TO I0TOPIKO EPPBOANIGTHOU TOU GKUAOU Kal TO €TTIONUIOAOYIKO TTEPIBAAAOV.
*H mrpooTacia éxel atrodeixBei EvavTi Tou TTapoiol Tou OKUAou TUTTwV 2a, 2b kal 2c, eite
META atrd TTpdkAnon (TUTTog 2b) 1 opoAoyikd (TUTTol 2a Kai 2¢).

**Na ng Leptospira Canicola kai Grippotyphosa &ev TTapoucidoTnke BvnoiuotnTa Katd 1n
dldpkela TTeIpduaTog TTPOKANONG yia Tn dIAPKEIA TNG AvVoaiag.

***Ma mn Leptospira Copenhageni n didpkeia TNG avooiag dev dIATTIOTWONKE.

5. ANTENAEIZEIZX
Kauia.
6. ANENIOYMHTEZXZ ENEPIEIEX

‘Eva eAa@pU oidnua (< 2 cm) ytropei va TapatnpnBei oto onueio TNG £veong apéowg PETA
TNV éveon. Ymoxwpei ouviBwes péoa o 1-6 nuépeg. AUuTO UTTOPEl, O€ KATTOIEG TTEPITITWOEIG,
va ouvodeueTtal atrd eAa@pPU Kvnouo, BeppdTnTa Kal TTOVO 0TO onuEio TNG €veong. Mapodikog
ABapyog Kal EUETOG PTTOPET £TTIONG va TTapatnpnBouv cuyVvd.

Avopetia, ToAudiyia, uttepBeppia, diIdppoIa, PUIKOG TPOPOG, PUIKA aduvauia Kal OEPUATIKEG
aAAOILCOEIG OTO ONEio TNG €veanG, UTTOPEI OTTAVIa va TTapaTnEnBouv.

AvTidpdaoeig utrepeuaiodnaiag (oidnua oTo TTPOCWTTO, AVAQUAAKTIKN avtidpaon, Kvidwaon)
MTTOPEl OTTAvIa va TTPOKUYWOUV, KATTOIEG €K TWV OTTOIWV gival aTTEIANTIKEG yia TR (wr). Z&
TETOIEG TTEPITITWOEIG, Ba TTPETTEI va TTOPEXETAI APECT KATAAANAN CUPTITWHATIKA BepaTTeia.

H ouxvéTtnTa Twv avetmuunTwy evepyeiwv KaBopifeTal WG akoAoUBwG:

- TTOAU ouxvA (TTepioadTepo atrd 1 ota 10 uttd BepaTreia (wa TTapoucIAlouv avetmiBUUNTEG
EVEPYEIEG)

- ouxvA (TTepiIocdTeEPO atmd 1 aAAG AiyéTtepo ammd 10 {wa ota 100 utrd BepaTreia {wa)

- Mn ouvnBiopévn (TTepIoodTEPO atrd 1 aAAG AiyoTepo atd 10 {wa ota 1.000 utrd BepaTreia
Cwa)

- omavia (TrepiocoTePo atmd 1 aAAd Aiyétepo atmd 10 {wa ota 10.000 utrd BeparTreia {wa)
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- ToAU omravia (Aiyétepo ammd 1 ota 10.000 utd Beparreia {wa, CUPTTEPIAANBAVOUEVWV
MEHOVWUEVWV QVOPOPWYV)

Edv mTapatnpAoeTe oTToIodATTOTE AVETTIOUUNTN EVEPYEIQ, aKOUa Kal av Oev avagEpEeTal OTO
eoWkAeiloTo PUANO Odnyiwv XpAong 1 au@IBAAETE yia TnVv ATTOTEAECUATIKOTNTA TOU
QPAPHAKOU, TTOPAKOAEIOBE va EVNUEPWOETE OXETIKWG TOV KTNViaTpd odag. EvaAAakTIKA
MTTOPEITE VA KAVETE ava@opd HECW TOU €BVIKOU CUOTAHATOG avapopdg.

7. EIAH ZQQN
2KkUAol
8. AOZIOAOrIATIA KAGE EIAOZ, TPOMNOZX KAI OAOZ(Ol) XOPHIMHZHZ

Metd TV avaouoTtacn, uttoddépla €veon uiag dodong Tou 1 ml, cup@wva pe To akdAouBo
TTPOYPOMMA:

Apxik6g euBoAiaopog: AUo evéoelg, Je HETAEU Toug pecodidoTnua 4 eBoouddwy, amd TV
NAIKia Twv 7 €BOOUAdWYV. ZTIG TTEPITITWOEIG TTOU O KTNVIATPOG UTTOTITEUETAI TNV TTAPOUTia
upnAoU €mTTEdOU  UNTPIKWY  QVTICWHATWY Kal OTIGC OTToiEC O apXIKOG €MPBOAIGOUOG
OAOKANpwONKe TTpIv atmd TNV nAIKia Twv 16 €Bdouddwyv, ouvioTATal £Vag TPITOG EPBOAIAOHOS
ME TN xprion €upoAiou TnG Boehringer Ingelheim 1o otroio va tepiéxel 16 Carré, adevoid Kai
TTapRoid, amd Tnv nAikia Twv 16 €Bdouddwy, kal TOUAdxioTov 3 eBOouadeg peTd Tn deUTEPN
éveon.

EtraveppoAiaocudg: Xopnynote pia doon 12 priveg PETd Tnv OAOKANPWON TOU apXIKOU
eMBoAlacuoU. O1 okUAol Ba Trpétrel va emmavepBoAialovTal e pIa ETTAVAANTITIKA 800N o€
etnoia Baaon.

9. OAHrIIEZ INA TH ZQ2TH XOPHI'HzH

H avaoloTtaon Ttou Auo@IAOTTOINUEVOU UAIKOU KOl TOU EVECIUOU  EVAIWPNAPATOS VA
TTPayHaTOTTOIEITAI UTTO OUVOAKES avTionyiag. AvakivioTe KaAd Tpiv ammd Tn XpHon.
OAS6KANPO TO TTEPIEXOUEVO TOU avVAOUOTABEVTOG PIaAIdiou TTPETTEI VO XOPNYEITAl WG MIa dOON.

To avacuoTabév TrepIEXOUEVO gival 1PIBICOV KITPIVO €WG TTOPTOKAAI Evaiwpnua.
10. XPONOZ ANAMONHZ

Agv atraiTeital.

11. EIAIKEZ £YNOHKEZXZ AIATHPHZHZ

Na @uAdooeTal o€ B¢éon, Tnv otroia dev BAETTOUV Kal Oev TTpooeyyifouv Ta TTaidid
QPuAdooeTe Kal peTaPEPETE O€ Yuyeio (2°C - 8°C).

Na pnv KaTayuxeTe.

PuAdooETE TTPOCTATEUUEVO ATTO TO PWG.

Na pn xpnoigoTrolgital autd To KTNVIATPIKO QAPHOKEUTIKG TTPOIOV PETA ATTO TNV NUEPOPNVIa
AAENG TTOU avaypAa@eTal OTNV ETIKETA PMETA TO “EXP”.

Aldpkela CwAG PETA TRV avaoUuoTacn CUPQWVA PE TIG 0dnyieg: dueon xpnon.

12. EIAIKH(EZ) NMPOEIAOMNOIHZH(EIZ)

E101kéc TTpos1doTToINCEIC VIa KGO €idoc {wou:
Na gupohialovTal uyir) (wa pévo.
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EidiIkr TTpo@UAaén yia 1n xopriynon oTa {wa:

E@apudoTe TIG oUVOKeS avTionyiag.

Metd Tov euoAiacpud, Ta (wvtavd CAV-2 kal CPV o1eAéxn Tou eufoAiou ptropei TTapodika
va eEaTTAWBOUV XWpPic OUCUEVEIC TUVETTEIEG VIO TA -O€ £TTAPN- Wa.

[S1aiTEpEC  TTPOQUAAEEIC TTOU TTPETTEL Vo AauBdavovTal atrd 10 ATOUO TTOU  XOpPnvyei TO
KTNVIATPIKO QAPUAKEUTIKO TTPOIOV o€ {wd:

2 TTEPITITWOTN TTOU KATA AGBOG KAVETE AUTOEvEDN, va avalnTAOETE aUECWG 1aTPIKA BorBsia
KAl va €TTIOELIEETE OTOV 1ATPO TO ECWKAEICTO QUAAO OdNyIWV XPHOEWS A TNV ETIKETA TOU
PAPMOKEUTIKOU TTPOIOVTOG.

Evkupoouvn: Mtropei va xpnoiyotroinei katd tn didpKela TG KUNoNG.

AMNAeTTIOpdoEIC uE AAAD QOPUAKEUTIKA TTPOIOVTA Kol AAAEC uop@EC aAANAETTIOpaoNC:

Eival d1a0£01ueg HEAETEG AOPAAEIAG KAl ATTOTEAECHUATIKOTNTAG, Ol OTTOIEG ATTOBEIKVUOUV OTI TO
ev Aoyw gufoAio duvartal va xopnyeital Tnv idia nuépa Xwpig va avauelyvueTal ue 1o eROAIO
Tng Boehringer Ingelheim yia Tn AUoCQ, o okUAouUg aTTd TNV NAIKia Twv 12 ¢douddwy. ¢
QUTAH TNV TIEPITTTWON, N ATTOTEAEOPATIKOTNTA KaTA Tn¢G Leptospira Icterohaemorrhagiae
atedeixbn JOvo yia Tn PEiwon TWV VEQPPIKWY GAAOILOEWY Kal TNG BAKTNPIAKNAG ATTEKKPIONG,
KAl N aTTOTEAECUATIKOTNTA KATd TNG Leptospira Grippotyphosa arredeixbn pévo yia 1n heiwon
TOU VEQPIKOU @QOPTIOU, TwV VEPPIKWY OAANOIWCEWV KAl TNG POKTNPIOKAG aTTékkpiong. H
atroteAeopaTikOTNTA Tou eUPoAiou katd Tou opdtuttou Copenhageni dev £xel digpeuvnBei
META atrd xprion Madi ue 1o egBOAIo Tng Boehringer Ingelheim yia T AUcooa, Tnv idla nuépa.
Agv UTTApXOUV TTANPOPOPIEG OXETIKA UE TNV QOQPAAEIN KAl TNV ATTOTEAECHATIKOTNTA ATTO TNV
TAUTOXPOVN XPAON autol TOU €UPBOAIOU e OTTOIOBNTTOTE GAAO KTNVIOTPIKO QAPHOKO, EKTOG
TWV TTPOIGVTWY TTOU ava@épovTal TTapatrdavw. H atmégaon yia 1n xoprynon tou &v Adyw
eMBOAiou TTpIV 1 peTd atrd TN Xopnynon otolodATToTE GAAOU KTnvIATPIKOU (papudkou, Ba
TTPETTEI VO AapBAaveTal KATA TTEQITITWON.

Y1repdoaoAoyia (CUUTTTWUOTA, JETOO AVTIMETWITIONS, avTidoTA):

Agv €xouv TTapatnEnBei avemBUPNTeG evépyeleg AANEG aTTd QUTEG TTOU AVOQEPOVTOI OTNV
TapPAYypPa@o «AvemOUuNTeEG evépyelegy PeTd atmmd Tn Xopriynon 10-mmAdolag ddong Tou
Auo@ihoTroinuévou UAIKOU Kal 2-TTAdo1ag d00ng ToU EVAIWPUATOG.

AoupuBaTdéTnTec:
Na pnv avapelyvoetal ge GAAO KTAVIATPIKO QAPUAKO EKTOG TOU EVAIWPHMOTOG TO OTT0I0
dlaTiBeTal yia xpron Ke autd TO KTNVIOTPIKO PAPHAKEUTIKO TTPOIOV.

13. EIAIKEZ TPO®YAAZEIZ AINOPPIWYHZ ENOZ XPHZIMOIMNOIHOENTOZ
KTHNIATPIKOY ®APMAKEYTIKOY T[POIONTOZ ‘H AAAQN YAIKQN MOy
MPOEPXONTAI AMNO TH XPHZH TOY MNMPOIONTOZ

KdBe pn XpnoiyotroinBév  KTNVIOTPIKO  QAPMHAKEUTIKO TTPOidv 11 Jn  XPenoligotroinBévia
UTTOAEIMUATA TOU TTPETTEI VA QTTOPPITITOVTAI GUPQWVA WE TIG I0XUOUCEG £BVIKES ATTAITAOEIG.
Ta edpuoka dev TTPETTEI VO ATTOPPITITOVTAI JECW TWV AUPATWY 1) TWV OIKIOKWY aTToBAATWYV.

14. HMEPOMHNIA THZ TEAEYTAIAZ EMKPIZHZ TOY ®YAAOY OAHINQN XPHZEQZ
07/09/2020
15. AAAEZ NMAHPO®OPIEZ

MAaoTIKG KouTi pe 10 @iaAidia (yuaAiva) Auo@idotroinuévou UAIKoU (1 d6on) kai 10 @iaAidia
(yudAiva) evaiwprpatog (1 ml).
MAaoTIKG KouTi pe 25 @iaAidia (yudAiva) Auo@idotroinuévou UAIKoU (1 déon) kail 25 @iaAidia
(yudAiva) evaiwprpatog (1 ml).
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MAaoTIKG KouTi pe 50 @iaAidia (yudaAiva) Auo@iAotroinuévou UAIKOU (1 doon) kai 50 @iaAidia

(yuaAiva) evaiwprApatog (1 mi).

MTropei va unv KUKAo@opoUv OAEG Ol CUCKEUATIEG.

AAK otnv EANGDa: 25481/17-03-2016/K-0224801
AAK oTtnv Kdtrpo: CY00548V
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MAPAPTHMA 3: EEQTEPIKH 2YZKEYAZIA

NAHPO®OPIEZ NOY MNMPEMNEI NA ANATPA®ONTAI ZTHN EEQTEPIKH ZYZKEYAZIA

MAaoTIKO KouTi Twv 10 ddcewv: 10 @iaAidia (yudAiva) 1 d6ong AuogiAotroinuévou UAIKoU Kal
10 @iaAidia (yudAiva) Tou 1 ml Tou SIOAUTN yIa EVAIWPNMHO.
MAaOTIKO KouTi Twv 25 ddcewv: 25 @iaAidia (YudAiva) 1 86ong AuogiAottoinuévou UAIKOU Kal
25 @iaAidia (yudAiva) Tou 1 ml Tou dIOAUTN yIa EVAIWPNA.
MAaoTIKO KouTi Twv 50 ddoewv: 50 @iaAidia (YudAiva) 1 d6ong AuogiAotToinuévou UAIKOU Kal
50 @iaAidia (yudAiva) Tou 1 ml Tou dIaAUTN yia EVAILPNUA.

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NPOIONTOZX

Eurican DAPPI-Lmuii AUOQIAOTTOINUEVO UAIKO Kal EVAIWPENUC YIO EVECIHMO EVAIWPNMUO

2. ZYNOEZH ZE APAZTIKH(EZ) OYZIA(EZX)

Ava doaon:

ECa00eVNUEVOG 10G TNG VOOOU CAITE .....veeeeeiiiee et > 10*969 CClIDsy
EC000eVNUEVOG OBEVOIOC TUTTOU 2 ... et e et e i > 102563 CClDso
St o ToL e TV o | VEAV o Tl 1 (o o] S 1o ) [ LR > 104971 CCIDso
E€aaBevnuévog 160G TTapaiVAOUEVEOG TUTTOU 2...cceeeeeeeeciiiiieeeeeeeeeeeeiviveeeeaa e > 10*""1 CCIDsg
AdpavoTtroinuéva oTeAéxn™® Leptospira............... ApaoTIKOTNTA CUPPWVA PE TRV Ph. Eur.447**

*Leptospira uttoouddeg kal opdTuTTol Canicola, Icterohaemorrhagiae, Grippotyphosa
*280% TTPOOTACIAG 0€ KPIKNTOUG

‘ 3. O®APMAKOTEXNIKH MOP®H

Auo@IAOTTOINUEVO UANIKO KAl EVAIWPNMA YIa EVECIUO EVAILPNUA.

| 4. IYIKEYAZIA

10 d60¢ig: 10x1 ddon AuogiAoTtroinuévou uAikou + 10x1 ml evaiwprpuaTog.
25 d60¢ig: 25x1 d6an AuogiAoTtroinuévou UAIKoU + 25x1 ml evaiwprpuaTog.
50 d60¢ig: 50x1 66on AuoidoTroinuévou UAIKoU + 50x1 ml evaiwpriuaTtog.

| 5. EIAOZ(H) ZQOY(QN)

2KUAoI

| 6. ENAEIZH(EIZ)

‘ 7. TPOMNOZ KAl OAOZ(Ol) XOPHIHZHZ

YT1roddpia 0d6G6.
AlaBd&oTe T0 UANO 0ONYIWV XPHOEWG, TTPIV aTTO TN XPHoN.

‘ 8. XPONOXZ ANAMONHZ

Aev atTaiTeital.

9. EIAIKH(EZ) NPOEIAOMNOIHZH(EIZ), EAN EINAI ANAPAITHTH(EZX)
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AlaBdaoTe TO UANO 0BNYIWYV XPNOEWG, TTPIV ATTO TN XPHon.

10. HMEPOMHNIA AH=HZ

EXP {ufRvag/étoc}
MeTd Tnv avacuoTtacn duecn Xpron.

11. EIAIKEZ 2YNOHKEZ AIATHPHZHZ

QuldooeTE KAl JETOPEPETE OE YUYEIO.
Na unv KaTawuxeTe.
duldooeTe TTPOOTATEUPEVO OTTO TO QWG.

12. EIAIKEZ TPO®YAAZEIZ AINOPPIWYHZ ENOZ XPHZIMOIMNOIHOENTOZ
KTHNIATPIKOY ®APMAKEYTIKOY T[POIONTOX 'H AAAQN YAIKQN TOY
MPOEPXONTAI AINO TO MNPOION,AN YIAPXOYN

ATToppIwn: PA. ecwWKAEIGTO QUANO 0dNnyIWV XpProng.

13. Ol AEZEIZ «AMNOKAEIZTIKA TIA KTHNIATPIKH XPHZH» KAl Ol OPOI 'H Ol
MEPIOPIZMOI NOY IZX'YOYN ZXETIKA ME TH AIAOEZH KAI TH XPHZH, av utrdpyxouv

ATTOKAEIOTIKA yia KTNVvIaTPIKR Xpron - Na diaTtifetal pévov Pe KTnvIiaTpikr) cuvtayn.

14. Ol AEZEIZ «<NA ®YAAZIETAI ZE OEZH, THN OIOIA AEN BAEMOYN KAI AEN
MPOZEITIZOYN TA MNAIAIA»

Na puAdoaetal o B€an, Tnv otToia dev BAETTOUV Kal Ogv TTpoaeyyiCouv Ta TTaIdId.

15. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ

Boehringer Ingelheim Animal Health France SCS
29 Avenue Tony Garnier

69007 Lyon

"aAAia

16. APIOMOZ(OIl) AAEIAZ KYKAODOPIAZ

AAK otnv EANGBa: 25481/17-03-2016/K-0224801
AAK otnv Kutrpo: CY00548V

17. APIOMOZ MNMAPTIAAZ NMAPAIQrHz

Lot:
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MAPAPTHMA 4: ZTOIXEIQAHE 2YZKEYAZIA

2TOIXEIQAEIZ 2YZKEYAZIEZ

Auvo@ihotroinpévo uAiko: 1 déon

EAAXIZTEZ NAHPO®OPIEZ TMOY TPEMEI NA ANATPA®ONTAI

2TIZ MIKPEZ

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NPOIONTOZX

Eurican DAPPiI-Lmuti

tad

‘ 2. TOZOTIKH ZYNOEZH ZE APAZTIKO(A) ZYZTATIKO(A)

DAPPI
AlaBdoTe TO UANO 0ONYIWYV XPHOEWG, TTPIV ATTO TN XPHoN.

‘ 3. TNEPIEXOMENO KATA BAPOZ, KAT' Or'KO 'H KAT' APIOMO AOZEQN

1 060N

| 4. OAOZ(Ol) XOPHIHEHE

SC

| 5. XPONOZ ANAMONHE

Aev atTaiTeital.

‘ 6. APIOMOZ NAPTIAOZ

Lot

‘ 7. HMEPOMHNIA AH=HZ

EXP {uAvag/étoc}

‘ 8. OI AEZEIZ «<ATMTOKAEIZTIKA IN'A KTHNIATPIKH XPHZH»

ATTOKAEIOTIKA yIa KTNVIATPIKA XPAOTN.
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2TOIXEIQAEIZ 2YZKEYAZIEZ

Evaiwpnua: 1 ml

EAAXIZTEZ NAHPO®OPIEZ TMOY TPEMEI NA ANATPA®ONTAI xTIZ MIKPEZ

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NPOIONTOZX

Eurican DAPPI-Lmur

2

‘ 2. TMOZOTIKH ZYNOEZH ZE APAZTIKO(A) ZYZTATIKO(A)

Lmulti

AlaBdaoTe TO UANO 0ONYIWYV XPNOEWG, TTPIV ATTO TN XPRon.

‘ 3. TNEPIEXOMENO KATA BAPOZ, KAT' Or'KO 'H KAT' APIOMO AOZEQN

1ml

[ 4. OAOZ(Ol) XOPHTHIHE

SC

| 5. XPONOZ ANAMONHE

Aev atTaiTeital.

‘ 6. APIOMOZ NAPTIAOZ

Lot:

‘ 7. HMEPOMHNIA AH=HZ

EXP {uAvag/étoc}

‘ 8. Ol AEZEIZ «<ATMTOKAEIZTIKA IN'A KTHNIATPIKH XPHZH»

ATTOKAEIOTIKA IO KTAVIATPIKN XPHON.
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