MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMIITUHCKHUA ITPOAYKT

BLUEVAC BTV unxekuroHHa CyCII€H3Hs 332 TOBEJA U OBIIE

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
1 ml oT BakcHHATa ChABPIKA!

AKTHBHH CyOCTAHIIUM:
WuaktuBupan Bupyc Ha Oonectra cuH e3uk (BTV)

Haii-maO0TO ABa OT CJICAHUTC CCPOTUIIOBC HA NHAKTUBHPAH BUPYC Ha 0oJIeCTTa CHH €3HK:

WuaxkTuBHpaH BUPYC Ha GojectTa cuH e3uk, ceporun 1 (BTV-1), mam BTV- > 9,06 pg/ml
1/ALG/2006/01

WuakTtuBHpaH BUpYC Ha OosiecTTa CUH e3HK, cepoTun 4 (BTV-4), mam BTV- > 22,06 pg/ml
4/SPA-1/2004

WuakTrBHpaH BUPYC Ha GojiecTTa CuH e3ukK, ceporun 8 (BTV-8), > 245,67 pg/ml
mam BTV8/BEL/2006/01

AIKYBaHTH:

AJNYMUHHEB XUJPOKCH]T 6 mg
[peuncren canonus (Quil A) 0,05 mg
Excuunuenru:

Tuomepcan 0,1 mg

3a IBJIHUA CHUCHK HA EKCLHMIIMEHTUTE, BIK T. 6.1.
BunbT Ha iama(oBete) (Hali-MHOTO /1Ba I[aMa), BKITFOUCH B KpafHUS MPOAYKT, 1iie Obje n30paH Bb3

OCHOBA Ha CIIHACMHUOJIOrHyHaTa 00CcTaHOBKa KbM MOMEHTA Ha IIPOU3BOACTBOTO U LIC 61:,[[6 IIOCOYCH
Ha CTUKCTA.

3. DPAPMANEBTUYHA ®OPMA

MHXekIMoHHa CyCeH3HUs.
bsina mnmm po3oBo-0siy1a cycnieH3usl.

4. KJIMHUYHU JAHHU
4.1 BupaoBe ;KMBOTHH, 32 KOUTO e npeaHasHayen BMII
OBgue u roseza.

4.2 TepaneBTHYHHU MOKA3AHUS, ONIPEIEICHH 32 OTIEJTHUTE BHI0BE }KHUBOTHH

(0):)1(5]

3a aKTHBHA UMYHH3AIIMs Ha OBIIE C OTJIE]] IPEJOTBPATABAHE HA BUPEMUSATA™, MPUYINHEHA OT BUpyca Ha
OonectTa CUH e3uK cepotun 1 w/uu 4, w/unm 8 1 3a HaMansBaHE HAa KIMHUYHUTE MTPU3HAIM HA
OoJecTTa CHH €3UK, IPHYNHEHA OT BUPYC CEPOTHI 8 (KOMOMHAIIHS OT HAlH-MHOTO 2 CEPOTHIIA).

*TTox HMBOTO Ha OTKpHBaHe upe3 yrBbpacH MeTox RT-PCR mpu 1 logio TCIDso/ml 3a cepotumose 8 u
4, u 1,3 logio TCIDso/ml 3a cepotumn 1.

Haugano na umynutera: 21 qHU clieq 3aBbpIIBaHE HA cXeMaTa 3a IbPBUYHA BaKCHHAITHS.
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HpOI[’bJDKI/ITBJIHOCT Ha UMYHUTETA: 1 ronuHa cuen 3aBBpPIIBAHC HA CXEMaTa 3a IbpBUYHA
BaKCHHaIIUA.

T'oBenma

3a aKTHBHA UMYHH3AIIM HA TOBEIA ¢ OTJIE | MPEOTBPATIBAHE Ha BUPEMUSITA*, MPUUMHEHA OT BHpYCa

Ha OoJiecTTa CHH €3uK cepotuil 1 u/unu 4, u/unu cepotun 8 (KOMOMHAIIUA OT HA-MHOTO 2 CEpOTHUIIA).
*TTox HMBOTO Ha OTKpHBaHe upe3 yrBbpacH MeTon RT-PCR mpu 1 10gio TCIDso/ml 3a cepotumose 8 u
4, u 1,3 logio TCIDso/ml 3a cepotum 1.

Hayano na umynutera: BTV, ceporun 1: 28 nuu cien 3aBbpliiBaHEe HAa CXeMaTa 3a IbPBUYHA
BaKCHHAIIUS
BTV, cepotum 4: 21 nau cien 3aBbpIlIBaHE HAa CXeMara 3a ITbPBUYHA
BaKCHHALIUS
BTV, cepotun 8: 31 gau ciey 3aBbpIIBaHe Ha cXeMaTa 3a IIbpPBHYHA
BaKCHHAIIUS

[IpoabKUTETHOCT HA UMYHUTETA: | TOMHA CIIe/] 3aBbPIIBAHE HA CXeMaTa 33 MbPBUYHA BAKCHHAIIHUS.

4.3 IIporuBOomoKa3aHus

Hama.

4.4 CpoeuuajHu NpeaNna3Hu MePKH 32 BCEKU BU/ ’KUBOTHH, 32 KOUTO e mpegHasHaven BMII
[la ce BakcHMHUpAT caMo 37]paBH KUBOTHH.

[Tonsikora HATMYKMETO HA MPUAOOUTH MAaWYMHN aHTHUTENA MOKE Ja MOTPEYH Ha 3aIuTaTa, KOsSTO
BaKCHHATa OCUTYpsIBa 3a OBIIe HA MUHIMAaJTHATA MTPETIOPHYNTEITHA Bh3PAacT.

Hsama nannu 3a ynoTpebara Ha BAKCHHATA TPY TOBEA NP HATMYUE HA aHTHTENA OT MalKara.

B cnyuait Ha HEOOXOAMMOCT OT MpIJIATaHEe Ha MPOJYKTa BEPXY APYTH JOMAIIHA U TUBU TPEKUBHU
JKUBOTHH, 32 KOWTO I10 TPEICHKA ChIIIECTBYBA PUCK OT WH(EKTUPAHE, TOBA TPsIOBA J1a CTaBa
BHUMATEIHO, KaTo Ce MPEernopbhyuBa BaKCHHATA J]a CE€ U3IINTA BbPXY HEToJIsIM OpO )KMBOTHH MPean
MacoBOTO BakcHHHpaHe. HHBOTO Ha e(pUKACHOCT BBPXY OCTAHAJINTE BHIOBE MOXKE J]a C€ pa3indaBa OT
JTAHHWUTE TIPU OBIIC U TOBEA.

45 CrhoeuuajJJHu MpeaANa3Hd MepPKH NMpH ynotpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OpOAYKTA

He e npunoxxumo.

CnegnanHH npeanasiy MCpPKU 3a Jinfara, npujaaraiii BETCPpUHAPHOMEAUITMHCKYA IIPOJAYKT Ha
KHMBOTHHUTEC

HpI/I cnyqaﬁHo CaMOUHXKCKTHUPAHC He3a0aBHO Ja C€ NOTbpPpCU MCAULIMHCKU CBBET, KATO HaA JICKApPA CC
mpeaoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTa.

4.6 HeOnaronpusiTHU peakuuu (4eCTOTA U BA5KHOCT)

Osle:
[IpexomHO MOBUIIIaBaHE Ha pPEKTAIHATA TeMIleparypa ¢ He oBeue oT 1,0 °C e yecta HebmaronpusTHa

peaknus. Ts He TPOaBIDKaBa MO-IBITO OT 24 10 72 yaca. MHOTO 9€CTO B MSCTOTO Ha MH)KCKTHPAHE
BBH3HUKBAT BPEMEHHH JIOKATHU peakiuy 1o opMara Ha OOMKHOBEHO HEOOIE3HEHO Bh3eIrde ¢
pasmepu ot 0,5 10 3 cm, KOETO HaMaJIsIBa IPOTPECUBHO C TEYCHHE HAa BPEMETO.

[ToBedeTo noKaTHU peakUy U34e3BaT B paMKUTE Ha 14 MHU, BBIIPEKH Y€ HAKOW MOXKE JIa OCTaHaT
CJIEJ] TO3M TIEPUOJ] OT BPEME.



B MHOTrO pesku cirydan Moke Jia ce HaOJojaBa 3aryoa Ha aneTuT. Peakiuu Ha CBPBXYyBCTBUTEITHOCT
ce HaOJIFo1aBaT MHOTO PSIIKO.

T'osena:

[IpexonHo noBMIIABaHE HA PEKTAIHATa TEMIIEpaTypa ce HabJroAaBa psAKo.

MHoro 4ecTo B MACTOTO Ha HH)KEKTUpaHe Bb3HUKBAT BPEMEHHH JIOKAIHU Peakuu moj ¢popmara Ha
0OMKHOBEHO HEOOJIE3HEHO Bh3emde ¢ pazmepu oT 0,5 1o 5 cm, K0eTo HamMalsiBa MPOTPECUBHO C
TE4EHHE Ha BPEMETO.

[ToBeueTo OKaIHM PEAKLUK U34€3BaT B paMKUTe Ha 21 qHU, BBIIPEKH Y€ HAKOU MOXKE Ja OCTaHaT
CJIe]l TO3H MEPHUOJ OT BpEME.

B MHoro pezaku ciyuau Moke J1a ce HaOurojaBa 3aryoa Ha aneTuT. Peakiiuy Ha CBpbXUyBCTBUTEIHOCT
ce HaOJIFo1aBaT MHOTO PSIIKO.

YecToTara Ha HEOIATONMPUATHATE PEAKIMU CE OTIPEeNis upe3 cileqHaTa Kiacu(pukamus:

- MHOrO 4ecTH (moBeue oT 1 Ha 10 TpeTupaHu )KUBOTHH, IPOSIBSIBALIM HEOIArOMPUATHH PEAKLINH )

- gectu (moBede oT 1, HO mo-Manko ot 10 xuBoTHU Ha 100 TpeTHpaHU KUBOTHH )

- He gecTH (moBeue ot 1, Ho mo-Maiko ot 10 xuBoTHHN Ha 1,000 TpeTHpaHH KUBOTHH )

- peaku (moseye ot 1, HO mo-Manko ot 10 sxuBoTHH Ha 10,000 TpeTUpaHH KUBOTHH)

- MHOTO peakH (mo-manko ot 1 xkuBoTHO Ha 10,000 TpeTupaHu >KUBOTHH, BKIIOUUTEITHO H30IUPaHU
CHOOIIICHUS).

4.7 Ynorpe6a no BpeMe Ha OpeMEeHHOCT, JTAKTALMS WM SIHIIEHOCeHe

BpemeHHOCT:
Moske aa ce mpuiara 1o BpeMe Ha OpeMEHHOCT PHY OBIIC U KPaBH.

JlakTamms:
IIpunaranero Ha BakCHHATa HE CE€ OTPa3siBa HEFATUBHO BbPXY KOJUYECTBOTO HA MIISIKOTO Ha
JAKTUPAIIUTE OBLIC U KPaBU.

3annoaseMocT:

Hsama nannyna nabopManms 3a 0€30MacHOCTTa U €PUKACHOCTTA OT U3IMOJI3BAHETO HA BAKCUHUTE MPU
MBXKKH )KUBOTHH 32 pas3muiof (oBiie U rosena). [Ipu Tazm kaTeropus KHUBOTHU BaKCHHATA TPAOBa /1a ce
npuiIara camo clie]i IperieHKa Mo3a/prcK OT OTTOBOPHHS BETEPUHAPEH JICKAp W/MITH HAIIMOHATTHUTE
KOMIICTCHTHU OPTraHu OTHOCHO JICHCTBAIIUTEe BAKCHHAITMOHHU TIOJUTHUKY 110 OTHOIICHHUE Ha BUpYyca Ha
6omectra cuH e3uk (BTV).

4.8 B3aumopaeiicTBHe ¢ IPYyIrH BeTePUHAPHOMEIUUMHCKN NPOAYKTH U Apyru ¢opmu Ha
B3auMojelicTBHe

Hsama nannyna nadopMarus 3a 6€30MaCHOCTTa U €PUKACHOCTTA OT ChBMECTHOTO U3ITOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEPHHAPHOMEANIIMHCKH NPpoAyKTH. [lopanyu Ta3u nmpuynHa NMpUiIaraHeTo Ha Ta3u
BaKCHHA IIPEIH WM cJie/l yroTpedara Ha IpyT BETEPHUHAPHOMEIUIIMHCKH MPOAYKT TpAOBa 1a ce
MIPELeH! CTIOPEe] MHANBUIYATHHS CITydai.

4.9 Jlo3a M HAYMH HA MPHUJIOKEHUE

HOI[KO)KHO MMPUIIOKCHUC.

[Ipenu ynotpeba paskiatu 1oope daakona. Jla ce n30srsa MHOIOKPaTHOTO IIpoOUBaHe Ha (piiakoHa .
Jla ce u30srBa 3aMbpCsIBaHE.

II'bpBUYHA BAKCHHAIUS

Osle:

OBIIe Ha BB3pAacT 2,5 1 moBeYe Mecela:

[Ipunosxere nBe 031 OT 2 ml MOJKOXKHO ¢ HHTEPBAI MEXKAY TIX OT 3 CEAMMIIM.




3a MOHOBaJICHTHA BaKCHHA, ChIBPIKAINlA BUPYC HA OOJIECTTa CHH €3UK CepoTHUIl 1 uimu cepoTu 4,
NPUIIOXKETE eIHa 1032 OT 2 M| OAKOKHO.

T'oBena:
T'oBesia Ha Bu3pacT 2 ¥ MOBEYE MECELA:
[Ipunoxxere nBe 1031 OT MO 4 Ml MOJKOKHO C MHTEPBAT MEXAY TSIX OT 3 — 4 CEIMUIIH.

PeBakcuHanus:

[IpenopbuBa ce U3BBPIIBAHE HA €KETOJHA PEBAKCHHALIUS.
4.10 Ilpeno3upane (CHMITOMH, CIIEIIHN MEPKH, AaHTHI0TH), AKO € HEOOX0AUMO

Cren mpuiiarade Ha JBOIHA 1032 He ce HaOJt01aBat qpyTry HEOIaronpusITHH PEeaKINH, OCBEH
OIHCaHUTE B TOuka 4.6.

4.11 KapeHTeH CpPOK

Hyna gan.

5. NMYHOJIOT'MYHHU OCOBEHOCTH

dapmakoTepaneBTHYHA TpyIa: HHAKTUBUPAHU BAKCHHU CPEIly BUpyca Ha OOJIECTTa CHH €3HK 32
oBrie.Berepunapaomenuimacku Anaromo-Tepanestuaen Kom: QI04AA02.

BLUEVAC BTV crumynupa akTHBHUS UMYHHUTET Ha OBIIETE ¥ TOBEAATa CPEIIy BUpyca Ha OojiecTra
CHH €3HK, CEpOTHUIIOBE, CHOTBETCTBAIIM HA ChABPIKAIINTE CE BbB BaKCHHATA.

6. OAPMAIIEBTUYHU OCOBEHOCTH
6.1 CHnucbk Ha eKCUHMIIHEHTHTE

AJNYMUHHEB XUJPOKCH]T

[Ipeuncren camonus (Quil A)

Tuomepcan

Bydepupan Hatpues xnopu pocdat (HaTprueB Xjopua, AuHaTpHeB Gocdart u kajaues pocdart, Boaa
38 UHXKEKIUN).

6.2 OCHOBHHM HECHLBMECTHMOCTH
He cMecBaiite ¢ apyr BeTepUHAPHOMEAUITUHCKH TIPOTYKT.

6.3 Cpok Ha roaHocT

Cpok Ha rOJHOCT Ha BaKCHHATa ¢ BUPYC Ha 00JIECTTa CHH e3MK, cepotuin 1: 18 mecera.
Cpok Ha TOTHOCT Ha BaKCHMHATA C BHPYC Ha 00JIecTTa CHH €3UK, CEPOTHUIT 4 Wi 8: 2 TOANHH.

Cpok Ha TOTHOCT CJIeM ITHPBO OTBApsHE Ha MbpBUYHATA orakoBka: 10 Jaca.
6.4. CrnenuaJHM ycJI0BHS 32 CbXpPaHeHHE HA MPOIYKTA
Jla ce cpxpaHsBa U TpaHCIOpTUpa B oxJaneHo cberosinue (2 °C — 8 °C).

Jla He ce 3ampa3siBa.
Jla ce ma3u oT CBETJIHHA.



6.5 Bua u cbeTaB Ha MIbPBUYHATA OIIAKOBKA

®nakonu ot nmonuetwieH ¢ Bucoka mrbTHOcT (HDPE) ot 52 ml, 100 ml unu 252 ml cbe 3amymanku
0T OpOMOOYTHII ¥ aTyMHUHHEBH Karadyky.

Pa3zmep Ha omakoBKUTE:

Kapronena kyTtus ¢ 1 ¢uakoH, chappskany 52 ml.
Kapronena xytus ¢ 1 ¢urakon, ceappskar 100 ml.
Kapronena xytus ¢ 1 ¢uakon, ceappkarn 252 ml.

He Bcuuku pazmepu Ha onakoBKaTa MOTaT Ja ObJaT IpeJaraHy Ha rasapa.
6.6 CrhenmuajJHM MepPKH 32 YHHI0’KABAHE HA HEN3NOA3BAaH MPOAYKT WJIH OCTATHIH OT HEro

Bcekn Hen3noa3BaH BETEPHHAPHOMEIUIIMHCKH MMPOIYKT MJIM OCTATHITH OT HETO TpsiOBa 1a ObaaT
YHUIIIOKEHU B CHOTBETCTBHUE C U3UCKBAHUSITA HA MECTHOTO 3aKOHOJATENICTBO.

7. IIPUTEXKATEJI HA JIMIEH3A 3A YIIOTPEBA

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Ucnanns

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/11/122/001
EU/2/11/122/002
EU/2/11/122/003
EU/2/11/122/004
EU/2/11/122/005
EU/2/11/122/006
EU/2/11/122/007
EU/2/11/122/008
EU/2/11/122/009
EU/2/11/122/010
EU/2/11/122/011
EU/2/11/122/012
EU/2/11/122/013
EU/2/11/122/014
EU/2/11/122/015
EU/2/11/122/016
EU/2/11/122/017
EU/2/11/122/018

9. JATA HA TbPBOTO U3JABAHE / IOJJHOBSABAHE HA JIMIIEH3A 3A
YIIOTPEBA

Jara Ha mppBOTO M3aaBaHe: 14/04/2011
Jlata Ha MOJHOBsIBaHE Ha JIMIICH3a 3a yrnorpeda: 15/03/2016

10. [JATA HA NOCJIEAHATA PEJAKLIUS HA TEKCTA


mailto:CZ

IMoxpoOHa uH(popMalrs 3a TO3H BETEPUHAPHOMEIUITUHCKY TPOIYKT MOXKE Ja HAMEPHUTE Ha HHTEPHET
cTpanunaTa Ha EBporneiickaTa areHius mo sekapcrsata (http://www.ema.europa.eu)

3ABPAHA 3A ITPOJAXKBA, CHAB/IIBAHE U/NJIN YIIOTPEBA

Bcsiko numie, koeTo Bb3HAMEPSBA Ja MPOU3BEXkKIa, BHACS, PUTEKaBa, IIPOJAaBa, CHa0 s1Ba 1
ynotpe0siBa TO3M BETCPUHAPHOMEANIIMHCKH POAYKT, TPSOBA MMPBO Ja C€ KOHCYJITUPA C
KOMIIETCHTHUTE BJIACTH HAa CHOTBETHATA IbPKaBa YWICHKA, OTHOCHO JEHCTBAIIUTE BAKCUHALIMOHHU
MTOJINTHKH, KaTO TE3W MEHHOCTH MOTaT Jla ObJIaT 3a0paHeHH B IbPKaBa WICHKA — Ha IpsIaTa WK 9acT
OT HEMHATa TEPUTOPUS, B CbOTBETCTBUE C HALIMOHAIIHOTO 3aKOHOJIATEIICTBO.


http://www.ema.europa.eu/
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MHNPON3BOJUTEJ HA BUOJOTNYHO AKTUBHATA CYBCTAHIIUA "
MHNPOU3BOJUTEJI OTTOBOPEH 3A OCBOBOK/IABAHE HA
ITAPTUIUTE

YCJIOBUA NJIN OT'PAHUYEHNMS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMU CE 10 IPEJJIATAHETO WIM YIIOTPEBATA MY

CTATYC HA MICOK

APYTU YCJIOBUA U UBUCKBAHUA KbM JIMIIEH3A 3A YIIOTPEBA



A. NPOU3BOIUTEJ HA BUOJIOI'NMYHO AKTUBHATA CYBCTAHIIUA U
MNPOU3BOJUTEJ OTTOBOPEH 3A OCBOBOXJIABAHE HA TAPTUIMTE

Hme n apeC Ha MPOU3SBOJUTECIIA HA OMOJIOTUYHO aKTHBHATA CY6CTaHgI/I}I

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

HUcnanns

Hme n aapeC HAa MPOU3BOAMTCIIA, OTTOBOPEH 34 0CB060)KI[aBaH€T0 Ha NapTHUAUTEC 3a r[poz[a>K6a

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Ucnanns

b. YCJIOBHUsA WX OI'PAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMA CE 1O INTPEJJATAHETO NJIA YIIOTPEBATA MY

Jla ce oTimycka camo 10 JIEKapCKO Mpe/IIrcaHue.

B crotBercTBHE ¢ wi. 71 Ha JIupextuna 2001/82/EC na EBponeiickus mapiameHT 1 ChBeTa KakTo €
WU3MEHEHA, TbPKABUTE WICHKH MOTAT B ChOTBETCTBHE C HAIIHOHATHOTO 3aKOHOJIATEJICTBO Ja 3a0paHsT
MPOU3BOJICTBOTO, BHOCA, ChXPaHEHHE, TIPOJjayk0aTa, JOCTaBKaTa M/ MK yroTpedaTa Ha UMYHOJIOTHYHH
BETEPUHAPHOMEIUIIMHCKY TIPOAYKT Ha Isj1aTa CU TEPUTOPHUS WIH HA YACT OT Hesl, aKO YCTAHOBST, Ye:

a) MPHUJIATaHETO HA BETEPUHAPHOMETUIIMHCKYSI TPOYKT HA )KMBOTHH IIIE MTOTPEYH HA
U3ITHIHCHUETO HAa HAIIMOHATHA IPOrpaMa 3a IUarHOCTHKA, KOHTPOJI WIH eTMMUHUPAHE Ha
3a00JIABaHMATA 110 )KUBOTHHTE, WIIH III€ Ch3/1aJie TPYTHOCTH MPH YCTAHOBABAHE OTCHCTBUETO
HA KOHTaMUHAIVSI TIPH KUBU KUBOTHH, TIPY XPAHUTEITHH WIH JPYTH MPOAYKTH, TOITYICHU
OT TPETHPAHH KUBOTHH.

0) 3abonsBaHHMATA, 32 KOWTO € TIPeJHA3HAYEH MPOIYKTA C Ie)I MOBUIIaBaHE HA UMYHHTETA JI0
roJisiMa CTeIeH OTChCTBAT Ha TEPUTOPHSATA 32 KOSITO CE€ OTHACH.

B. CTATYC HA MJACOK

AKTHBHATa CyOCTaHIIUSA € ¢ OMOJIOTHYCH MPOM3XO/I U € MpeTHA3HAYCHA 3a U3rPaXIaHe Ha aKTUBCH
UMYHHUTET, KaTo He nomnaja B ooxsata Ha Permament (EC) No 470/2009.

ExcriummenTuTe (BKIIOUATEITHO aJKyBaHUTE), TOCOYeHH B T. 6.1 Ha KpaTkara xapakTepucTuka, ca
WM pa3pelieHu cyOcTaHIy, 3a KouTo B Tadymmna 1 Ha [Ipunoxkennero kpM Permament (EC) No
37/2010 ne ce m3uckBatr MJICOK wim ce pasriexaar kaTo Hermonaaany B ooxsara Ha PermaMenT
(EC) No 470/2009, xoraTo ca BKIIOUEHH B TO3U BETEPUHAPHOMEAULIUHCKH MPOIYKT.

r. JPYI'MYCJIIOBUSA U U3UCKBAHUSA KbM JIMIIEH3A 3A YIIOTPEBA

CeranHusT TOAUIICH ITUKBII HA TIEPUOIUIHUTE TOoKIaau 3a 0e3onacHocT (I1/1B) 6u cnexBarno na ce
3arasH.
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ETUKET U JINCTOBKA
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A. ETUKET
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NHOPOPMALIUA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OIIAKOBKA

Kapronena kytus (52 ml, 100 ml u 252 ml)

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHWHCKUA ITPOAYKT

BLUEVAC BTV uHXEKITMOHHA CYCIICH3HS 32 TOBEA U OBIIE

2. CBbAbPKAHUE HA AKTUBHUTE CYBCTAHIIMHN

1 ml oT BakcHHATa CHABPIKA
BTV1 anaturen > 9,06 ug
BTV4 anturen > 22,06 g
BTVS anturen > 245,67 ug

3. DOAPMAIEBTUYHA ®OPMA

MHXekIMoHHa CyCeH3HUs.

4, PASMEP HA OITAKOBKATA

52 ml
100 ml
252 ml

5. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

OBII€e U TOBEAA.

‘ 6. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 7. METOA 1 HAYUH HA ITPUJIOKEHHUE

TToIKOXXHO NPUIIOKEHUE.
IIpenu yrotpeba pa3kiaTa mo0pe.
[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

8. KAPEHTEH CPOK

KapeHTeH CpPOK: HyJIa THH.

9. CIIEIMAJIHU NPEAYIIPEXKJIAEHUA, AKO E HEOBXO/JIUMO

[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.
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10. CPOK HA I'OAHOCT

Tonen mo {Mmecery/roauHa}
Cren oTBapsiHE M3MOI3BaTe B pamkute Ha 10 gaca.

11. CHELHWAJIHU YCJIOBUS 3A CbXPAHEHHUE

Jla ce cbXpaHsBa U TPAHCIIOPTHPA B OXJIAIEHO CHCTOSHHE.
[la He ce 3ampa3ssBa.
[a ce masu oT cBeT/IMHA.

12. CHEIWWAJIHU MEPKH 3A YHUIIOKABAHE HA HEMU3IIOJI3BAH TPOAYKT
NJIM OCTATHIM OT HEI'O, AKO UMA TAKHUBA

VHuIioxaBaxe: IIPpOYCTH JINUCTOBKATA.

13. HAIMNHUCDHT “CAMO 3A BETEPUHAPHOMEJINLIUHCKA YIIOTPEBA” U
YCJ0OBUA UK OTPAHUYEHUSA OTHOCHO PASIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPECATIUCaHUC.

14. HAJIMNUCHT “JIA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA M HA HEJJOCTBITHA
3A JJEIJA MECTA”

I[a CC€ ChbXpaHsBa JaJi€d OT IIorjieaa U Ha HECAOCTHITHU 3a J€1a MECTA.

15. HUME U ITOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

CZ Vaccines S.A.U.
36410 O Porrifio — Mcmanus

16. HOMEPA HA JIMIEH3A 3A YIIOTPEBA HA BMII

EU/2/11/122/001 daaxon ot 52 ml
EU/2/11/122/002 ¢nakon ot 100 ml
EU/2/11/122/003 ¢nakon ot 252 ml
EU/2/11/122/004 dhaaxon ot 52 ml
EU/2/11/122/005 daakon ot 100 ml
EU/2/11/122/006 dakon ot 252 ml
EU/2/11/122/007 dmnakon ot 52 mi
EU/2/11/122/008 ¢dnakon ot 100 ml
EU/2/11/122/009 ¢dnakon ot 252 ml
EU/2/11/122/010 ¢aakon ot 52 ml
EU/2/11/122/011 ¢naxon ot 100 ml
EU/2/11/122/012 ¢nakon ot 252 ml
EU/2/11/122/013 ¢nakon ot 52 ml
EU/2/11/122/014 ¢aaxon ot 100 ml
EU/2/11/122/015 ¢makon ot 252 ml
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EU/2/11/122/016 daakon ot 52 ml
EU/2/11/122/017 ¢maxon ot 100 ml
EU/2/11/122/018 ¢makon ot 252 ml

17. TAPTHUJAEH HOMEP

[Naprupa: {Homep}
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NHO®OPMALUSA, KOATO CE U3IIUCBA BbPXY I'BPBUYHATA OITAKOBKA

®dakon ot 52 ml, 100 ml u 252 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

BLUEVAC BTV unxekuroHHA CyCIIEH3Hs 332 TOBEJA U OBIIE

2. CbABbP/KAHUE HA AKTUBHUTE CYBCTAHIIUN

BTV1 anturen > 9,06 pug/ml
BTV4 anturen > 22,06 pg /ml
BTV8 anturen > 245,67 pg/mi

3. DOAPMAINIEBTUYHA ®OPMA

Hmxexuponna CYCIICH3UA.

4, PASMEP HA OITAKOBKATA

52 ml
100 ml
252 ml

5. BUJOBE )KUBOTHMH, 3A KOUTO E NTPEJHA3ZHAYEH BMII

OBlie 1 rosea.

‘ 6. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 7. METOA 1 HAYUH HA TPUJIOXKEHUE

s.c. [Ipeau ynotpeba nmpoveTH TUCTOBKATA.

8. KAPEHTEH CPOK

KapeHTCH CpPOK: HyJIa THH.

9. CIHELHUAJHU NPEAYHPEXJIEHUSA, AKO E HEOBXOJIUMO

[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.
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10. CPOK HA I'OAHOCT

Tonen mo {Mmecery/roauHa}
Cren oTBapsiHE M3MO3BakTe B pamkute Ha 10 gaca.

11. CHELHWAJIHU YCJIOBUS 3A CbXPAHEHHUE

Jla ce cbXpaHsBa U TPAHCIIOPTHPA B OXJIAIEHO CHCTOSHHE.
[la He ce 3ampa3ssBa.
[a ce masu oT cBeT/IMHA.

12. CHEIWWAJIHU MEPKH 3A YHUIIOKABAHE HA HEMU3IIOJI3BAH TPOAYKT
NJIM OCTATHIM OT HEI'O, AKO UMA TAKHUBA

VHuIioxaBaxe: IIPpOYCTH JINUCTOBKATA.

13. HAIMNHUCDHT “CAMO 3A BETEPUHAPHOMEJINLIUHCKA YIIOTPEBA” U
YCJ0OBUA UK OTPAHUYEHUSA OTHOCHO PASIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPECATIUCaHUC.

14. HAJIMNUCHT “JIA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA M HA HEJJOCTBITHA
3A JJEIJA MECTA”

I[a CC€ ChbXpaHsBa JaJi€d OT IIorjieaa U Ha HECAOCTHITHU 3a J€1a MECTA.

15. HUME U ITOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

CZ Vaccines S.A.U.
36410 O Porrifio — Mcmanus

16. HOMEPA HA JIMIEH3A 3A YIIOTPEBA HA BMII

EU/2/11/122/001 daaxon ot 52 ml
EU/2/11/122/002 ¢nakon ot 100 ml
EU/2/11/122/003 ¢nakon ot 252 ml
EU/2/11/122/004 ¢makon ot 52 ml
EU/2/11/122/005 ¢aakon ot 100 ml
EU/2/11/122/006 dmakon ot 252 ml
EU/2/11/122/007 daakon ot 52 ml
EU/2/11/122/008 dnaxon ot 100 ml
EU/2/11/122/009 ¢nakon ot 252 ml
EU/2/11/122/010 ¢nakon ot 52 ml
EU/2/11/122/011 ¢naxon ot 100 ml
EU/2/11/122/012 ¢dnakon ot 252 ml
EU/2/11/122/013 ¢dnakon ot 52 ml
EU/2/11/122/014 ¢pnaxon ot 100 ml
EU/2/11/122/015 duakon ot 252 ml
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EU/2/11/122/016 dnakon ot 52 ml
EU/2/11/122/017 dnakon ot 100 ml
EU/2/11/122/018 ¢nakon ot 252 ml

17. TAPTHUJAEH HOMEP

[Naprupa: {Homep}
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B. IUCTOBKA
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JINCTOBKA:
BLUEVAC BTV uH:KeKIHMOHHA CyCIIeH3Ms 32 TOBeJa U OBIle

1. HUME U IIOCTOSAHEH AJPEC HA ITIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA
U HA TIPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

IIpurekaTen Ha IWIIEH3a 32 YIIOTpeOa M IPOM3BOINUTEI OTTOBOPEH 32 OCBOOOKIABAHE HA MAPTHIATA:

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Hcnanns

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHUHCKUA ITPOAYKT

BLUEVAC BTV uHXEKITMOHHA CYCIICH3US 32 TOBEa U OBIIE

gl CbABbP/KAHUE HA AKTUBHUTE CYBCTAHIIUU U EKCIHMIITMEHTHUTE

1 ml ot BakcuHaTa CbAbpiKa:

AKTHBHH CyOCTAHIHM:
WuaxkTuBHpaH BUPYC Ha GonectTa cuH e3uk (BTV)

Haii-MHOTrO 1B OT ClieIHNTE CEPOTUIIOBE HA MHAKTHBHPAH BUPYC HA OOJNECTTa CHH €3UK:

WuaktuBHpaH BUpYC Ha OosiecTTa CUH e3uK, cepotun 1 (BTV-1), mam BTV- > 9,06 pg/ml
1/ALG/2006/01

WuaxkTuBHpaH BUPYC Ha 6ojecTTa cuH e3uk, cepotun 4 (BTV-4), mam BTV- > 22,06 pg/ml
4/SPA-1/2004

WuaktuBHupaH BUpYyC Ha OoyiecTTa CHH e3uK, cepotun 8 (BTV-8), > 245,67 pg/ml
mam BTV8/BEL/2006/01

AIKYBaHTH:

ANyMUHUEB XUIAPOKCHUJT 6 mg
[Ipeuncren camonus (Quil A) 0,05 mg
Excuunuenr:

Tuomepcan 0,1 mg

BunbT Ha iama(oBete) (Hali-MHOTO J1Ba II[aMa), BKITFOUCH B KpaHUS MPOAYKT, I1e Obje n30paH Bb3
OCHOBA Ha CMMHEMHUOJIOTHYHATA 00CTAHOBKAa KbM MOMEHTA Ha TIPOU3BOJICTBOTO U 1€ OBJIE TOCOUYCH
Ha €TUKETA.

Bsuta wnn po3oBo-0suta cycrieH3usl.

4, TEPAIIEBTUYHMU ITIOKA3AHUSA
Oslie

3a akTHBHA UMYHHU3AIUs Ha OBIIE C OTJIC/ MTPEOTBpATIBAaHE HA BUPEMHUsATA*, MPUYMHEHA OT BUpYycCa Ha
0oJjiecTTa CHH €3MK cepotun 1 u/uinu 4, u/uin 8 1 3a HaMajsiBaHEe Ha KJIMHUYHUTE [TPU3HALIM Ha
OoJecTTa CHH €3UK, IPHYNHEHA OT BUPYC CEPOTHN 8 (KOMOMHAIIHS OT HAlH-MHOTO 2 CEPOTHIIA).
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*TTox HMBOTO Ha OTKpHBaHe upe3 yrBbpacH MeToa RT-PCR mpu 1 10gio TCIDso/ml 3a cepotumose 8 u
4, u 1,3 logio TCIDs¢/ml 3a ceporum 1.

Haugano na HUMYHUTCTAL 21 JAHU CJIC 3aBbPIIBAHC HA CXEMaTa 3a IIbPBUYHA BaKCUHALIUA.
HpOI['bJDKI/ITCHHOCT Ha UMYHUTECTA: 1 roavHa CJIC 3aBbpPIIBAHE HA CXEMarTa 3a ITbPBUYHA
BaKCHHaIIUA.

T'oBenma

3a akTHBHA UMYHH3AIIM HA TOBEJIA C OTJIE MPEOTBPATIBAHE HA BUPEMUSITA*, MPUYNHEHA OT BHpYCa

Ha 0oJiecTTa CHH €3uK cepoTull 1 u/unu 4, u/unu cepotun 8 (KOMOMHAIIUA OT HA-MHOTO 2 CEpOTHUIIA).
*TTox HMBOTO Ha OTKpHBaHe upe3 yrBbpacH MeTox RT-PCR mpu 1 logio TCIDso/ml 3a cepotumose 8 u
4, u 1,3 logio TCIDso/ml 3a cepotum 1.

Hayano na umynutera: BTV, ceporun 1: 28 nHu ciien 3apbpiliBaHe Ha cxeMmarta 3a I'bpBUYHA
BaKCHHAIUS
BTV, ceporurm 4: 21 nuu cnen 3aBbpIIBaHE HAa CXeMaTa 3a ITbPBUYHA
BaKCHHAIUS
BTV, ceporun 8: 31 aau ciex 3aBbpIIBaHE HA cXeMaTa 3a IIbPBUYHA
BaKCHHAIIS.
[IpoabpKUTETHOCT HA UMYHHTETa: | TOAMHA Clief] 3aBbPIIBAHE HA cXeMaTa 3a MbPBUYHA
BaKCHHAITHSI.

5. INPOTUBOIIOKA3AHUA

Hama.

6. HEBJIATONIPUATHU PEAKIIMHN

Osle:
[IpexomHO MOBUIIIaBaHE Ha pEKTAIHATA TeMIlepaTrypa ¢ He oede oT 1 °C e yecta HeOmaronpusiTHa

peaknus. Ts TpoIbIKaBa He TIO-IBJIT0 OT 24 10 72 Jaca.

MHoro 4ecTo B MACTOTO Ha HH)KEKTHUpaHe Bb3HUKBAT BPEMEHHH JIOKAJIHU peaklyu nox ¢popmara Ha
00MKHOBEHO HEOOJIE3HEHO Bh3emde ¢ pazmepu oT 0,5 1o 3 cm, KoeTo HaMalsiBa MPOTPECUBHO C
TE4YeHHE Ha BPEMETO.

[loBeueTo OKaIHU peaKMM U34€3BaT B paMKUTE Ha Ha 14 1HU, BBIPEKU Y€ HAKOM MOKE []a OCTaHaT
CJIe]l TO3H MEPHUOJ OT BpEME.

B MHoOrOo peaku ciyuan Moke J1a ce HaOmojaBa 3aryoa Ha aneTtuT. Peakiun Ha CBPBXYYBCTBUTEIHOCT
ce HaOJIro1aBaT MHOTO PSIIKO.

l'oena:

[IpexonHo noBMIIaBaHE HA PEKTAIHATa TEMIIEpaTypa ce HabJroAaBa psIKo.

MHoro 4ecTo B MACTOTO Ha HH)KEKTHUpaHe Bb3HUKBAT BPEMEHHH JIOKAJIHU peaklyu nox ¢popmara Ha
0OMKHOBEHO HEOOJIE3HEHO Bh3emde ¢ pazmepu oT 0,5 1o 5 cm, KoeTo HaMalsiBa MPOTPECUBHO C
TE4YEHHE Ha BPEMETO.

[loBeueTo MECTHM peaKLUK U34€3BaT B paMKHUTE Ha 21 THU, BBIPEKH Y€ HAKOM MOXKE J]a OCTaHAT CJIe]
TO3H MEPUOJ OT BPEME.

B MHoOrO peaku ciyuan Moke J1a ce HaOmojaBa 3aryoa Ha aneTtuT. Peakiun Ha CBPBXYyBCTBUTEIHOCT
ce HaOJIro1aBaT MHOTO PSIIKO.

YecroTara Ha HEOIArONMPUATHATE PEAKIMU CE OTIPEeNis upe3 cileqHaTa Kiacu(pukamus:

- MHOTO YecTu (moBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, ITPOSIBIBAIITN HEOIATOIPUATHN PEAKITH)
- gectu (moBede oT 1, HO mo-Manko ot 10 kuBoTHU Ha 100 TpeTHpaHU KUBOTHH )

- He yecTH (moBeue oT 1, Ho mo-manko ot 10 xuBoTHH Ha 1,000 TpeTHpaHH )KUBOTHH)

- penku (moBeue oT 1, HO mo-Manko ot 10 xuBoTHH Ha 10,000 TpeTupaHu KUBOTHH).
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- MHOTO peaku (Tmo-manko ot 1 xuBotHO Ha 10,000 TpeTnpaHu >KHBOTHH, BKJIIOUUTEITHO H30JIUPAHU
CHOOIICHUS).

Axo 3a0enexxnuTe HIKaKBH HC6HaFOHpI/I§ITHI/I p€aKnru, BKIIFOYUTCITHO U TaKMBa, KOUTO HE Ca OITMCaHU B
Ta3u JJUCTOBKA, WX MUCJIUTE, Y€ BETCPUHAPHOMCIUIIMHCKUAT IIPOAYKT HE pa60T1/1, MOJIA n1a
YBCAOMUTC Bamms BCTCPUHAPCH JICKApP.

7. BUJOBE )KUBOTHUH, 3A KOUTO E NTPEJHA3ZHAYEH BMII

OBlie 1 rosea.

8. JO3UPOBKA 3A BCEKH BU/JI ZKUBOTHO, METO/Jl 1 HAYUH HA IIPUJIAT'AHE

HOI[KO)KHO MMPUIIOKCHUC.

H’prl/I‘lHa BaKCHHaIuA:

Osre:

OBIle Ha BB3pacT 2,5 U MoBeYe Mecela!

[Ipunoxere nBe n03u OT 2 ml MOJIKOKHO ¢ UHTEPBAT OT 3 CEIMHUITU MEXKAY TSIX.

3a MOHOBaJICHTHA BaKCHHA, ChIBPIKAINAa BUPYC HA OOJIECTTa CHH €3UK CepoTHull 1 uimu cepoTut 4,
HPUIIOXKETE e1Ha 1032 OT 2 M| MOAKOKHO.

T'oBena:
T'oBesia Ha BB3pacT 2 ¥ MOBEYE MECELA:
[Ipunoxxere nBe 1031 OT 1O 4 Ml OJKOKHO ¢ HHTEPBAI OT 3 — 4 CEAMHUIIU MEXTY THX.

PeBakcuHanus:

HpenoquBa CC M3BBPIIBAHC HA CIKCTOJJHA PCBAKCUHAIIHA.

9. CBBET 3A ITPABUJIHO ITPUJIOKEHUE

[Ipenu ynotpeba paskiatu 1o6pe diiakona. Jla ce n30sArea MHOrOKpaTHO npobuBaHe Ha (diakoHa . [a
ce n30ATBa 3aMbpCIBAHE

10. KAPEHTEH CPOK

Hyna quu.

11. CIENUAJIHM YCJIOBUS 3A CbXPAHEHUE HA ITPOAYKTA

[a ce cpxpansiBa faned OT NOrJieAa U Ha HEAOCTHITHH 32 JIela MECTa.

Jla ce cpXpaHsiBa U TpaHCIIOPTUPA B 0xJiajieHo cherosinue (2 °C — 8 °C).

Jla He ce 3ampassiBa.

[a ce masu oT cBeT/IMHA.

Cpok Ha FOZHOCT CJiel MbPBOTO OTBapsiHE Ha onakoBkara: 10 yaca.

Jla He ce U3M0JI3Ba TO3H BETEPUHAPHOMEANIIMHCKH NPOIYKT CIIe N3THYaHe CPOKa Ha TOTHOCT,
IIOCOYEH BHPXY €THKETA.
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12. CIEHOUAJIHU NPEAYHNPEXIEHUS

CHCLII/IaJ'IHI/I OpeaAynpexKACHHUA 34 BCCKH BU/J J)KNBOTHH, 34 KOWTO € IPCAHA3HAYCH BMII:
I[a CC BAKCHHHPAT CaMO 3IpaBu )KUBOTHHU

Tlonsikora HaTUYUETO HA HpI/IIIO6I/ITI/I MalYMHH aHTUTENIa MOXKE Ja IIONIpe€YU Ha 3alurara, KOsATO
BAaKCHHATa OCUTYpsIBa 3a OBIIC HA MUHHUMAJIHATA OIPCHOPBHUUTCIIHA BB3PACT.

Hsama mannu 3a ynotpebara Ha BAKCHHATA TPY TOBEAA MIPH HATMYNE HAa aHTUTENa OT MaiKara.

B cnyuait Ha HEOOXOAMMOCT OT MpIJIATaHe Ha MPOJYKTa BEPXY APYTH JOMAIIHA U TUBU TPEKUBHU
JKUBOTHH, 32 KOUTO TI0 MPEIeHKa ChIIECTBYBA PUCK OT HH(PEKTHPaHE, TOBA TPIOBA Jla cTaBa
BHUMATEITHO, KaTO CE NPEMophUBa BAKCUHATA JIa CE U3IINTA BBPXY HETOJISIM OpOii YKHUBOTHH MPEIH
MacoOBOTO BakCHHUpaHe. HUBOTO Ha €(pUKACHOCT BBPXY OCTAHAIUTE BUIOBE MOXKE Jla CE Pa3indyaBa OT
JAHHWUTE TIPH OBIIE U TOBEA.

CrieluaJiHy Ipena3Hy MEPKY 3a JIMIaTa, IpUiaraiid BETCpUHAPHOMEIUIIMHCKUS TIPOIAYKT Ha
JKUBOTHUTE:

IIpu cnyuaitHO caMOMH)KEKTHpaHe He3a0aBHO Jla ce IOThPCH MEIUIIMHCKU ChBET, KaTO Ha JIEKaps ce
MPEIOCTaBU JINCTOBKATA WM €TUKETA Ha MPOIYKTA.

BpemeHHOCT:
Moske aa ce mpuiara 1o BpeMe Ha OpeMEHHOCT TP OBIIC U KPaBH.

JlakTamms:
IIpunaranero Ha BakCHHATa HE CE€ OTPa3siBa HEFAaTUBHO BbPXY KOJUYECTBOTO HA MIISIKOTO Ha

JIAKTUpaII OBIIC U KpaBH.

3anI0ageMOCT:
Hsama nannyna nabopManms 3a 0€30MacHOCTTa U €PUKACHOCTTA OT U3IOJI3BAHETO HA BAKCUHUTE MPU

MBKKHU J)KUBOTHHU 3a pa3iuiof (oBie u roBena). [Ipu Ta3u kaTeropus )KHBOTHU BaKCHHATA TPSOBa Ja ce
TpHjIara camo CJIe]] MPpereHKa MmoJi3a/puck 0T OTTOBOPHUS BETEPUHAPEH JIeKap U/WITH HAIIMOHATHUTE
KOMIICTCHTHU OPTraHu OTHOCHO JICHCTBANIUTEe BAKCHHAITMOHHU TIOJUTHUKY 110 OTHOIIICHHE Ha BUpYyca Ha
6omectra cuH e3uk (BTV).

BsaumoneiicTBue ¢ Apyru BeTEpUHAPHOMEUIIMHCKY MPOAYKTH U APYTH (OPMH Ha B3aUMOJICHCTBHE:
Hsma vanngna naGopManns 3a 6€30MacHOCTTa M eUKACHOCTTa OT ChBMECTHOTO U3II0JI3BAHE HA Ta3H
BaKCHHA C JIpyTy BETEpUHAPHOMEIULIMHCKY MPOoayKTH. [lopaau Tasu nmpuduHa NpuiIaraHeTo Ha Ta3u
BaKCHHA MPEAM WK ciiell ynorpedara Ha APYT BeTepUHAPHOMEINIIMHCKY POAYKT TPpsIOBa Aa MpereHn
CIIOpE/ NHAMBHUIYATTHUS CIydail.

IIpenosupane (CUMITOMH, CIIEIIHA MEPKH, AHTUIOTH):
Crnen mpuiarase Ha JIBOMHA 7032 HE ¢ HAOJ0JaBaT qpyTryu HEOIaronpusTHH PEaKkIluy, OCBCH
OIMCAHUTE B TOYKa 6.

OCHOBHU HECHBMECTUMOCTH:
He cmecBaiiTe ¢ aApyr BeTepMHAPHOMEIUIIMHCKH MPOYKT.

13. CIEHUAJIHA MEPKU 3A YHUIIIO’)KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHUBA

[TonuraiiTe Bamus BeTeprHapeH ekap KakBo Aa MpaBuTe ¢ HeHyxHUTe BMII. Te3n Mepku 11e noMorHat
3a Olla3BaHE Ha OKOJIHATa Cpefa.
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14, JATATA HA IIOCJIEAHATA PEJAKIIUA HA TEKCTA

[MoapoOua uHpOpMAIHKS 32 TO3U BETCPHHAPHOMETUIIMHCKHU TPOAYKT MOXKE Jla HAMEPUTE Ha UHTCPHET
crpanunara Ha EBponeiickara arenius no gekapcrara (http://www.ema.europa.eu/).

15, JOIBbJHUTEJIHA NHO®OPMALUA

dapmaxoTepaneBTU4HA IPyIa: HHAKTUBUPAHU BAKCUHU CPELy BUpyca Ha O0JIECTTa CHH €3HK 3a OBIIE.
Berepunapromenununacku AnatoMmo-tepanesTudeH Koa: QI04AA02.

BLUEVAC BTV cruMmynupa akTHBHUS UMYHHUTET Ha OBIIETE W TOBEAATa CPEIIy BUpyca Ha OoJiecTra
CHH €3UK, CEpOTHUIIOBE, ChOTBETCTBAIIM HA ChABPKAIIUTE CE BbB BAKCUHATA.

Pa3smepu Ha omakoBKaTa:

Kapronena xytus ¢ 1 ¢makon ot 52 ml
Kapronena kytus ¢ 1 duakon ot 100 ml
Kapronena xytus ¢ 1 ¢dakon ot 252 ml.

He Bcuukm pasMepn Ha ormakoBKaTa Morat Ja Ob/aT IMpeiarany Ha masapa.

3a Bcska I/IH(l)OpMaLII/IH OTHOCHO TO3U BETCPUHAPHOMCACIHIUHCKU ITPOAYKT, MOJISI CBBPIKETC CC C
TCPUTOPUATIHUA MPCACTABUTCII HA MTPUTCIKATECIIA HA JIMLICH3a 3a yHOTpe6a.

Nederland
KERNFARM B.V.

De Corridor 14 D

3621 ZB Breukelen

The Netherlands

Tel: +31 (0) 346 785 139

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spanje

Tel: +34 986330400

Belgié/Belgique/Belgien
KERNFARM B.V.

De Corridor 14 D

3621 ZB Breukelen

The Netherlands

Tel: +31 (0) 346 785 139

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spanje

Tel: +34 986330400

Espafia

Vetia Animal Health, S.A.U.
A Relva s/n — Torneiros
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36410 O Porrifio
Pontevedra

Espafia

Tel: +34 619292771

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Espafia

Tel: +34 986330400

France

MELCHIOR SANTE ANIMALE S.A.S
5 rue Victor Hugo, 69002 Lyon

Tel: +336 18 1503 91

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Espafia

Tel: +34 986330400

Italia

Fatro S.p.A. — Veterinary Pharmaceutical Industry
Via Emilia, 285

40064 Ozzano dell’Emilia (BO)

Italy

Tel: +39 051 6512711

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spain

Tel: +34 986330400

E)M\ado

VIRBAC HELLAS SINGLE MEMBER SA
13 th Km National Road Athens Lamia
14452, Metamorfosi

Greece

Tel: +30 210 62 19 520

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spain

Tel: +34 986330400
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Deutschland, Ireland, United Kingdom (Northern Ireland), Luxembourg/Luxemburg, Peny6anka
Buarapus, Magyarorszag, Ceska republika, Malta, Danmark, Norge, Eesti, Osterreich, Polska,
Portugal, Romania, Slovenija, island, Slovenska republika, Suomi/Finland, Konpog, Sverige,
Latvija, Lietuva, Hrvatska

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Spain

Tel: +34 986330400
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