IMPUIOKEHUE 1

KPATKA XAPAKTEPUCTUKA HA INPOJAYKTA



1. HAMMEHOBAHUE HA BETEPUHAPHOMEIMWIWMHCKHUA ITPOAYKT

Equip WNV HIKEKIIHOHHA eMYJICHS 32 KOHE

2. KAYECTBEH U KOJIMMECTBEH CBHCTAB

Besika no3a ot 1 ml cpappixa:

AKTHBHA CyOCTAHIMA:

WnakmiBupan BUpyC HA 3amaJHOHIICKA TpecKa, maM VM-2 OE* 1.0-2.2

*OtHOCHUTeNIHA e(pHKaCHOCT onpezeiicHa upes3 in vitro MeToJl, CpaBHEH ¢ pedepeHTHa BaKCUHA, KOSTO
Moka3Ba e(pUKacHOCT IPU KOHE.

AJIKYBAHT:
SP oil 4.0% —5.5% (v/v)

3a IBJIHUS CIIMCHK HAa €KCLMITMEHTUTE, BIDK T. 6.1.

3. DAPMAIIEBTUYHA ®OPMA

MmKkeximmonHa eMyJcusl.

4. K/IMHWYHU JAHHH

4.1 Bujaose »KUBOTHH, 32 KOUTO e npeaHa3zHaueH BMII

Komne.

4.2 TepaneBTHYHH NOKA3AHMS, OIIPe/ie/ie HU 32 OT/IeJTHUTE BU/I0B € ;KMBOTHH

3a akTMBHAa UMYHH3allMS Ha KOHE, HABBPIIWIN 6 Mecela WK MO-TOJIEMH CPelly BUpyca Ha
3anagHoHmICKaTa Tpecka (WNV), 3a HamansBaHe Ha Oposi Ha KOHETe ¢ BUpeMusI ciiell 3apa3sisane ¢ WNV
mam 1 win 2 v 3a HaMalIIBaHe Ha MPOJIBIDKUTEITHOCTTA ¥ TeXECTTa Ha KIIMHUYHUTE TMpr3HAIy cpenry WNV
mam 2.

Hagano va mmynuTeTa: 3 ceaMuIm clie] HAYATHUS KypC HA BaKCMHAIHSL.

[ponwpmxutenHoCcT Ha UMYHHUTETa: 12 Mecela ciie HadalnHus Kypc Ha BakcuHauusi 3a WNV miam 1. 3a
WNV mam 2 npoabhKUTETHOCTTA HAa UIMYHHUTETA HE € OmpezerieHa.

4.3 IlpoTruBomnoka3aHus

Hsama.



4.4 CpneumaJiHU NpeINa3HU MepPKH 32 BCeKHU BU/ KUBOTHH, 32 KOUTO e npeHa3zHayeH BMII
Hsma.
4.5 CneuuaJHu Npelna3sHu MepKyU NpU ynorTpeoda

Crenpaiiy Opeana3Hd MEPKH 33 )KUBOTHHUTE IIPH yIoTpedaTa Ha MPOAYKTA

BaxcuHupaiite camo 31paBy AKUBOTHH.

Bakcunarmsta Moke Jla ce HaMeCH B ChIIEeCTBYBaIaTa CepOCUIeMHOIOTHYHA 00CTAHOBKA. T'hil KaTo
clieIBaKC MHAMOHHUAT [gM OTroBop € psiaKo cpelaH, eauH nojoxutener pe3ynatar ot [gM — ELISA tect
€ CEpPHO3€H MHAUKATOP 3a ECTECTBEHO 3apa3siBaHe C BUPYyCa Ha 3alaJHOHWICKaTa Tpecka. [Ipu cbMHeHue 3a
HaJIMYME Ha 3apa3a ciief nojoxkuteneH [gM pe3ynTat, ca HeOOXO MU JIOITBITHUTENTHA W3 CJICIBAHMS /10
OKOHYATEIHO ONpE/ENsHE Jalli )KUBOTHOTO € BAaKCHUHUPAHO WIN 3apa3eHo.

He ca m3BbpiieHn cnienmpuyHr U3CeIBaHus1, KOUTO 1a JOKa3BaT Jajld HAIMYHUTE MaldvHU aHTUTesa
OKa3BaT OTPULIATETIHO BJIMSHUE BBPXY BakcHHAIWMATA. ETo 3al0 ce npenopbuBa 1a HE c€ BaKCUHUPAT

KOHYeTa 1moj1 6 MecevHa Bh3pacT.

CHCHI/IEUIHI/I Opcaa3Hyi MCPKH 3a JIMIATA, IpHIaraimy BETCPUHAPDHOMEINITMHCKUSA TIIPOJAYKT Ha ) KMBOTHUTE

[pu ciyyaiiHo caMmoUMHKEKTHpaHe, TOTTbIIAHE WIN Pa3JIMBaHe BBPXY KOXarta, He3a0aBHO J1a Ce MOThPCH
MEULIMHCKU CBBET, KaTo Ha JIeKapsl ce NPeJOCTaBU JINCTOBKATA 3a YNOTpeda WK €THKeTa Ha INPOAYKTa.

4.6 HeOaaronpusiTHUpeaKnuu (4€CTOTA M BasKHOCT)

B MHOTO0 penxu cirydau ca 10KJIaABaHU IPEXO0/IHU JIOKAJTHU PeaKIMK 1o (popMaTa Ha MaIbK JIOKaIEeH OTOK
B MSICTOTO Ha MH)KEKTHPaHe (C MaKCUMalleH AuaMeThp 1 cm), KOWTO OTIIyMsBa CTIOHTAHHO 3a 1-2 mHU u
MOHSIKOTA Ce MpUApY>KaBa ¢ 00JIKa U ¢J1abo n3pazeHa aenpecus. B MHOTO peaku ciaydau, 10 2 1Ba IHH CJIEH
UHXEKTUPAHETO, MOJXKE /1a Ce TIOSIBU IPEXO0/IHA XUIIEPTEPMHUSL.

Kakto n IIp1U BCUYKHU OCTAaHAJIM BAKCHUHH, MHOT'O PAAKO U 10 U3KJIFOYCHHE, MOXKE a CC MOABAT PCAKIIMNA Ha
XUIICPYYBCTBUTCIIHOCT. HpI/I I0sIBa HA TAKMBa PCAKIINH, HE3a0aBHO Tpi[6Ba Ja C€ MPUIOKU ITOAXOAAIIO
JICYCHUC.

UecToTaTa Ha HEOJIArONPUSTHUTE PEAKIMHU CE€ OMPEIENs Ype3 ClICAHATa Ki1ac upUKaIs:

- MHOro 4yectd (moBede ot 1 Ha 10 >KMBOTHH TPOSIBSIBAILM HEOJIATONPUSITHI PEAKLMK 10 BpeMe Ha Kypca Ha
€JTHO JICUCHUE).

- gecu (ToBede oT 1, HO mo-manko ot 10 xuBotaw Ha 100 KUBOTHN).

- He yecy (ioBeue oT 1, Ho mo-Manko ot 10 xuBoTHH Ha 1,000 xMBOTHNM).

- peaku (noBeue ot 1, HO mo-Manko oT 10 sxuBotHM Ha 10,000 KUBOTHH).

- MHOT0 pekH (TIo-mMaiko oT 1 sxuBoTHO Ha 10,000 KUBOTHH, BKITFOUUTEITHO U30JUPAHU CHOOIIICHHUS).

4.7 Ynorpeda mo BpemMe HA OPeMEHHOCT, JIAKTALUA WJIH sIiilleHOCeHe

Moske a ce U3Toi3Ba o BpeMe Ha OpPEMEHHOCT U JIaKTaLlysl.



He ca npoBenenu cneunduann n3cnenpanus 3a erukacHocT pu 6pemenHn koounu. He moxe na Obae
M3KJIIOUEHA KaTo MOCJIeCTBUE BPEMEHHA UMYHOCYIIpecusl, KOSTO MOKe J1a Obie 3a0els3aHa o BpeMe Ha
OpeMEeHHOCTTa CJIe/ MpUIaraHe Ha BaKCHHATA.

4.8 BszauMmojeiicTBHe C IPyry Be TEepUHAPHOM e IMLIMHCKH MPOAYKTH M APyru (opMH HA
B3aHMoO/IelicTBHe

Hsama nHanmyna uapopmanus 3a 6e30MacHOCTIA U ePUKACHOCTTA OT CHBMECTHOTO M3IIOI3BAHE HA TA3H
BaKCHHA C JPYTH BETEPHUHAPHOMEIMIMHCKHU NpoayKTd. [lopaan Ta3u npuumnHa, npwiaraHeTo Ha Ta3u
BaKCHWHA MPEIN WU cJie]] yrnoTpedaTta Ha APYT BETEPHHAPHOMEIUIIMHCKU MPOAYKT TpsiOBa Jia Ce MpeleH:
CTIOpE ] MHIVBUAYATHUS CITydai.

4.9 Jlo3a M HAYWH HA PUJIOKEHUE

3a MHTPaMYCKYJIHO MPUIIOKEHUE.

[punoxete w1010 CHABPKAHUE Ha ciprHIOBKaTa (1 ml) upe3 ABI60KO HHTPAMYCKYIJIHO MH)KEKTUPaHE B
o0yacTra Ha BpaTa, B ChOTBETCTBHE ChC CJIETHATA CXEMa:

. HauyaJleH BaKCHHAIMOHEH KypcC: TbpBa BaKCHHALMS HA 6 MeCeyHa Bb3pacT, BTOpa BaKCUHAIWMSA 3 110 5
CEIMHIIM TO-KBCHO.
o pEeBaKCHUHALMA — HE3aBUCUMO, Y€ HE € HAITHIHO MOTBBPCHO, €/1HA 3aJOBOJINTEIHA CTENIEH Ha 3aIluTa

TpsiOBa J1a ce MOCTUTHE CJIE/ €KEroJHO BaKC MHUPAHE ¢ 10 eHa 1032 oT 1 ml.
4.10 Ilpeno3upaHe (CHMNTOMH, CIIe IIHH MEPKU, AHTH/IOTH), AKO € HEOOX0TUMO

Cries1 BakCHHAIMS C JIBOMHO MO-TOJIsIMA 71032 OT MpenophyaHata, He ¢e HaOJI01aBaT IPyTrd CUMITTOMHU OCBEH
Te3H, OMMCaHU B pazjuein 4.6.

4.11 KapeHrteH cpok

Hyna mau.

S. HUMYHOJIOI'MYHU OCOBEHOCTHU
®apmakoTepaneBTMyHa rpymna: IMyHOJIOTHYHM NPOAYKTH 32 €AHOKOIUTHY, WHAKTUBHpPAaHA BHUPYCHA
BaKCHHA 3a KOHE.

BetepunapromenuimHCKU aHaToMO-TepaneBTuueH kog: QI0SAALQ

BakcuHata cTMMyJIMpa akTUBEH HMYHHTET CpElly 3araJHOHMICKA TpecKa.

6. OAPMAIIEBTUUHU OCOBEHOCTU
6.1 Chnucbk Ha eKCOUIIHEHTHUTE

Minimum essential medium (MEM)
Phosphate buffered saline



6.2 HecbBMecTHMOCTH
He cmecBaiite ¢ Ipyr BeTeprHApHOMEAULMHCKU TPOAYKT.
6.3 Cpok Ha rogHoct

Cpoxk Ha TOJHOCT HA KpaHKs BETCPUHAPHOMEANIMHCKHA TPOIYKT:
ITBJIHU CTBKJICHH CTIPHUHIIOBKH: 2 TOJWHU.

6.4 CrneumaJiHH ycJIOBHS 32 CbXpaHeHHe HA MPOAYKTA

Jla ce cpxpansBa u TpaHCTIOpTHPA B 0XJ1aAeHO cheTosiHKe (2 °C— 8 °C).
Ha He ce 3ampa3sBa.

Jla ce ma3u OT CBETIMHA.

6.5 Buamu chbcTaB HA T PBUYHATA ONAKOBKA

Ennonozosa (1 ml) meina cTekiiena n | cpuHIoBka, 3atBOpeHa ¢ 6poMoOyTHIIOBA T'yMEHA Tara.
OmaxoBka: Kytus ¢ 2, 4 win 10 e1HO1030BY CIIPUHIIOBKY C WT'JIH.

He Bcuuku pa3mepy Ha ONaKoOBKaTa Morar Jia ObJar Mpeuiarany Ha masapa.

6.6 CrnennaJaHM MepKH 32 YHUI0KABaHe HA HEU3IOJI3BaH MPOIAYKT UJIH OCTATHIM OT HEro
Bcekn Hem3nos3BaH BETepUHAPHOMEIUIIMHC KU MPOIYKT WIIM OCTATBLM OT HEro, TpsioBa 1a Obaar
YHHIIIOXEHH, B CHOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJATEICTBO.

7. TIPUTEXATEJ HA JIMIEH3A 3A YIIOTPEBGA

Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEJITUA

8. HOMEP(A) HA JIMLIIEH3A 3A YIIOTPEBA

EU/2/08/086/004-006

9. JATA HA ITbPBOTO N3JABAHE/TIOJHOBABAHE HA JIMIIEH3A 3A YIIOTPEBA

Jlata Ha TEPBO M3/IaBaHE Ha JIWIEH3 3a yrmoTpeda: 21/11/2008
JlaTa Ha TocneTHO MOTHOBSABAHE HA JiMIeH3a 3a yrnotpeba: 12/09/2013



10. JATA HA NIOCJIEAHATA PEJAKIUA HA TEKCTA

INonpo6na nadopMarys 3a To31 NPOIYKT MOKE Jla HAMEpUTe Ha MHTEpHET cTpaHWIata Ha EBporeiickata
Arenrust o Jlekapctsara (http://www.ema.europa.cu).

3ABPAHA 3A IIPOJAKBA, CHAB/ISIBAHE W/WJIM YIIOTPEBA

[pom3BOCTBO, BHOCA, IPUTEKABAHETO, MPoJakOaTa, cHaOAsIBaHeTo W Wi ymotpeda Ha Equip WNV ca
WIIM MoraT ia ObJar 3abpaneHy B J{bprkaBa ujeHKa — Ha [sUI1aTa WK 9acT OT HeMHATa TepUTOpUS, B
CBHOTBETCTBHE C HALMOHATHOTO 3aKOHOATENICTBO.

Besixo nniie, koeTo miaHupa J1a NpOM3BEX1a, BHECE, IPUTEXKaBa, Mpoaaae, cHabau w/ unu ynotpebu Equip
WNYV 1psibBa 1a ce chriiacyBa ¢ KOMIETCHTHHTE BJIACTH HA ChOTBETHATA CTPaHA YJICHKA, OTHOCHO
JeficTBaIlaTa BaKC MHAIMOHHA MOJIUTHKA Npear NPOU3BOACTBOTO, BHOCA, MPUTEKABAHETO, IPOAax0aTa,
cHa0/sIBaHETO W/ WK yroTpebara Ha MpOIyKTa.



INPUJIOKEHUE 11

MNPOU3BOJIUTE]I U HA BUOJIOI'MYHO AKTUBHATA CYBCTAHLUA U
NPOM3BOJAUTE/IN OTI'OBOPHU 3A OCBOBOXK/JIABAHE HA IAPTUJIATA

YCJIOBUA NWIK OTPAHUYEHUA B JIMIEH3A 3A YIIOTPEBA HA BMIIL, OTHACSAIIU
CE 10 IIPEVIATAHETO WM YIIOTPEBATA MY

CTATYC HA MICOK



A. NPOU3BOJAUTEI HA BUOJIOI'MYHO AKTUBHATA CYBCTAHLUA U
NMPOM3BOJUTE/IN OTI'OBOPHHU 3A OCBOBOKJAABAHE HA ITAPTUJATA

Me u anpec Ha IPOU3BOAUTENS HA OMOJIOTMYHO aKTUBHATA CYOC TAHIIUS:
Zoetis Inc.

2000 Rockford Road,

Charles City, 1A 50616

CAIL

Hme ¥ afpec Ha JIMIIETO, OTTOBOPHO 34 OCBOO0KAABAHETO HA MAPTHAMTE 3a MPOJaaK0a:
Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEJIT'UA

B. YCIOBUATA WINX OI'PAHUYEHUATA BJIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACAIIU CE 10O INIPEAJIATAHETO WIN YIIOTPEBATA MY

Jla ce oTImycKa camo Io JIEKapC KO MPE/IIHC aHHUE.

B cromBerctBHE ¢ wi. 71 Ha lupexnra 2001/82/EC Ha EBpomnelickus napiament u ChBeTa KakTo €
n3MeHeHo, CTpaHuTe WIEHKH MOTaT B ChOTBETCTBUE C HALMOHAIHOTO 3aKOHOAATENICTBO Aa 3a0paHsT
IPOU3BO/ICTBOTO, BHOCA, ChbXpaHEeHHe, NpoJaxk6ata, JoCTaBKaTa /WK ynoTpedaTta Ha UMYHOJIOT HUHUS
BETEpPUHAPHOMEIUIIMHC KM TPOJIYKT Ha IIsU1aTa CH TEPUTOPHUS WM HA YacT OT Hesl, aKO YCTAHOBSIT, Ue:

a)  Ilpunaraneto Ha BEeTepMHAPHOMEAMIMHCKHS MPOAYKT HA )KMBOTHH III€ TIONPEYH HA U3ITHIHEHUETO HA
HaIMOHAJIHA MPOrpaMa 3a JUarHoCTHKa, KOHTPOJI U eIMMUHUpAaHe Ha 3a00JIsBaHuUATa 0 )KHBOTHUTE,
WY 1€ Ch3/aie TPYAHOCTH IIPY YCTAHOBSBAHE OTCCTBUETO HA KOHTAMHUHALIMS IPH KUBU )KUBOTHH
WJIH TIPH XPAHUTETTHA WU APYTH MPOAYKTH, MOJIYYEHH OT TPETUPAHU YKHUBOTHH.

b)  3abonsBaHMsATa, 32 KOWTO € MPEHA3HAYCH MPOJIYKTAC IIe) MOBHIIIABaHE HA UMYHHUTETA JI0 T'OJIsiMa
CTETIeH OTChCTBAT HA TEPUTOPHATA TEPUTOPHSATA 32 KOSITO CE OTHACS.

C. CTATYC HA MACOK

AKTVBHaTa CYOCTAHIMS ¢ C OMOJIOTHUYCH MPOU3XO/ U € MpeHA3HAUCHA 32 U3TPAXK IaHe HA aKTUBCH
UMYHHUTET, KaTo He nomajaa B ooxBarta Ha Perinament (EC) No 470/2009

Excimmuentite (BKJIIOUUTENTHO aPKyBaHHUTE), TOCO4eHH B T. 6.1 Ha KpatkaTta xapakTtepuctrka, ca miu
pasperienu cyOcTaniy, 3a kouto B Tabnuma 1 Ha Ilpmwioxenneto kpM Permament (EC) No 37/2010 we ce
mnuckBatr MJICOK mnum ce pa3riexaar kato Henomnaaany B ooxsara Ha Pernmament (EC) No 470/2009,
KOT'aTo ca BKIIFOYECHH B TO3H BETSPUHAPHOMETUIIMHCKH TIPOTYKT.
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ETUKET M JIMCTOBKA 3A YIIOTPEBA



A. ETUKET

10



HHOOPMAIIA, KOATO CE M3IIMCBA BBbPXY BBHIIIHATA OIIAKOBKA

KyTtus ¢ 2, 4 nanl0 eqHo1030BM b JIHU CIIPUHLOBKHU

1. HAMMEHOBAHUE HA BETEPUHAPHOMEIMWIMWMHCKHUA ITPOAYKT

Equip WNV nmxekumoHHa eMyicus 3a KOHe

| 2. CBbABbPKAHUE HA AKTUBHATA CYCTAHIUA U EKCIIMIIMEHTUTE

1 ml cabpxa:

MHakmiBYpaH BUPYC HA 3alaHOHIICKATA Tpecka, mam VM-2 (1.0-2.2 RP)

3. DAPMALEBTUYHA ®OPMA

HxeKMoHHa eMyJICust

4. PASMEP HA OITAKOBKATA

2 €7IHOI030BH CIPUHIIOBKH
4 eHOI030BY CIIPUHIIOBKH
10 emHO1030BH CTIPUHIIOBKH

| 5.  BHAOBE )XUBOTHH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Komxe.

| 6. TEPAIIEBTUYHHA TIOKA3AHUSA

| 7. METOJ M HAYHUH HA ITPWIOKEHHUE

3a UHTPaMyCKYJTHO TIPHIIOKECHHE.
Ipenu ynotpe6a mpoveTd TUCTOBKATA.

| 8. KAPEHTEH CPOK

KapenTten cpok: HyJia JHH.

11



| 9. CIHHEOUAJIHA TIPEAYTPEXJIEHUSA, AKO E HEOBXOJIHUMO

| 10. CPOK HA IOJHOCT

lonen mo: {mecery/roauna}

| 11. CHEOUAJIHU YCJIOBUSA 3A CBbXPAHEHHME

[a ce cbxpansBa U TpaHCHIOPTUPA B OXJIAJICHO CHCTOSHHUE.
Jla He ce 3ampa3sBa.
Ja ce ma3u ot cBEeTIMHA.

12. CIHELOUAJIHU MEPKH 3A YHUIHIOKABAHE HA HEM3IIOJI3BAH IMPOAYKT WM
OCTATHIIX OT HEI'O, AKO UMA TAKUBA

Vuumosxasare: [Ipequ ynompeda npodet JUCTOBKATA.

13. HAJIIMCHT “CAMO 3A BETEPUHAPHOMEJULHUHCKA YIIOTPEBA” U
YCJIOBUATA WIN OT'PAHUYEHUATA OTHOCHO HAYUHBT HA
OCBOBOXIABAHE 3A ITPOJAKBA U YIIOTPEBA, AKO E INIPJIOKNMO

Camo 3a BeTepUHApHOMEIUIIMHCKA yHoTpeda.
Jla ce oTIrycKa camo M0 JIKapCKO MPE/IIHC aHue.

BrocbT, mputekaBaHeTo, npoak0ara, cCHaOAIBaHETO W/ WK yHoTpeda Ha TO3H BETePUHAPHOMETULIMHC KU
MPOIYKT MOTaT /1a Ob1aT 3a0paHeH! B HAKOM CTPAHM YJICHKH, HA IIaTa WM YacT OT TSIXHATA TEPUTOPHSL.
Bk nucToBKaTta 3a JOITBIHUTEIHA HMHPOPMALIHAL.

14. HAJNHUCHT “JA CE CbXPAHSIBA JIAJIEY OT NOTJIEJIA U HA HEAOCTBIIHU 3A
JIELJA MECTA”

I[a C€ C'bXpaHsiaBa AaJied OT IorJji€aa U Ha HEAOCTBIIHU 3a A€lia MECTa.

| 15. HWME M TIOCTOSAHEH AJIPEC HA ITPUTEXATEISL HA JIMIEH3A 3A YIIOTPEBA

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEJITUA

12



| 16. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/08/086/004 (2 eqHO1030BM CTHKIICHH CIIPUHIIOBKH)
EU/2/08/086/005 (4 enqHOM030BH CTHKIICHH CIIPUHIIOBKH)
EU/2/08/086/006 (10 exHOm030BH CTHKIICHN CTIPHHIIOBKH)

| 17. TAPTWIEH HOMEP

Lot: {HOMEp}

13



MUHUMYM HHOOPMALIUA, KOATO TPABBA JA BBJIAE U3IIMCAHA BBPXY
MAJIKHA OITAKOBKHU BMII, KOUTO CBABPKATEINHUYHA JTO3A

CrnpuHIOBKA C e JTUHUYHA 1032

1. HAMMEHOBAHUWE HA BETEPMHA PHOMEJMWIIWHCKUA ITPOAYKT

Equip WNV umkeknmoHeH 3a KoHe

| 2. KOJIMYECTBO HA AKTUBHATA CYCTAHLUA

WnaktiBupan BUpycC Ha 3amaHOHWICKATA Tpecka, mamMm VM-2.

3. CBhJbPXKXAHUE CIIPSIMO MACA, OBEM WIA PO HA EAIUHUYHHUTE 03U

1 ml

4. HAYMNH(N) HA ITPWIOKEHUE

IM

| 5. KAPEHTEH CPOK

| 6. TAPTWIEH HOMEP

Lot:{Homep}

| 7.  CPOK HA FTOJHOCT

EXP: {mecemn/rouHa}

| 8. HAAIIUCHT “CAMO 3A BETEPUHAPHOMEJIUIINHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpC6a.

14



B. INCTOBKA

15



JIMCTOBKA 3A:
Equip WNV nH:XeKIIHOHHA eMYJICHS 32 KOHe

1. UME U IIOCTOAHEH AJIPEC HA IIPUTEXATEIA HA JIMIIEH3A 3A YIIOTPEBA U
HA ITPOU3BOJAUTENIAA, AKO TE CA PA3JIMYHA

[IpurekaTen Ha JHIEH3A 3a YIOTpeOa M IPOM3BOIUTEN, OTTOBOPEH 3a OCBOOOK IaBAHE Ha MAPTHUAATA:
Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEJIT'A

2. HAUMEHOBAHUE HA BETEPUHAPHOMEIUIWHCKHUA ITPOAYKT

Equip WNV nmxekumoHHa eMyicus 3a KOHe

3. CBbBABPKAHUE HA AKTUBHATA CYBCTAHIS U EKCIIUIIMEHTUTE
Besika no3a ot 1 ml cpappxka:

AxTHBHa CyOCTaHIMS:
MuHak TMBHUpaH BUPYC Ha 3alaJHOHWICKATA Tpecka, maMm VM-2 OE* 1.0-2.2

* OtHOCHTENHA e(hUKACHOCT OTIpeIelIeHa Upe3 in Vitro METol, CpaBHEH ¢ pe)epeHTHa BaKCHHA, epukacHa
TIpH KOHE.

AJIKYBaHT:

SP oil 4.0% —5.5% (v/v).

4. TEPAIIEBTUYHU INIOKA3AHHUA

3a akTMBHAa UMYHH3alUs Ha KOHE, HABBPIIWIN 6 MeCela WK MO-TOJIEMH, CPElly BUpyca Ha
3anajHoHWICKata Tpecka (WNV), 3a HamansiBaHe Ha Oposi Ha KOHETe ¢ BUpeMus ciiell 3apassisane ¢ WNV
mam 1 win 2 v 3a HamalgBaHe Ha MPOJIBIDKUTEIHOCTTA M TEXKECTTa Ha KIMHUYHUTE MpH3Halu cperry WNV
mam 2.

Hauaso Ha umyHuTeTa: 3 cexMuLy ciiesl Ha4YaJIHUs KypC Ha BaKCUHALKS.

[pogpmxutenHocT Ha UMyHHTeTa: 12 Mecela ciel HauallHus Kypce Ha BakcuHauust 32 WNV mawm 1. 3a
WNYV mam 2 npoabmKUTEIHOCTTA Ha UMYHHUTETA HE € OIpeIesieHa.

5.  TIPOTUBOIIOKA3AHUA

Hsama.
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6. HEBJATOIPMSITHU PEAKLIUU

B MHOTO penxu cirydan ca I0KJIaABaH| MPEXO0IHU JIOKATHN PEeaKIMK 1o (opMata Ha MaIbK JJOKAIEH OTOK
B MSICTOTO Ha MHXKEKTHpaHe (C MaKCHUMaJeH JuaMeTbp 1 cm), KOHTO OTIIyMsIBa CIIOHTAHHO 3a 1-2 IHU U
THIOHSKOTA Ce NpHUpy»kaBa ¢ 00JKa 1 c1ab0 n3paseHa aenpecus. B MHoOro penxu cirydau, 10 2 1Ba AHU CJIe
MHKEKTUPAHeTO, MOXKeE J1a C€ MOSBY MPEXOIHA XUIIEPTEPMUSL.

Kakto u IpHu BCUYKH OCTaHAIM BaKCHHH, MHOT'O PAAKO U IO U3KIHOUCHUE, MOXKE Jia CC NTOABAT pC€aKIMKU Ha
CBPBX4YYBCTBUTCIIHOCT. HpI/I IosAABa Ha TaKUBAa pCaKIU, He3ab0aBHO TpH6Ba Ja CC MPUI0XKH NOAXOAAII0
JICUCHUC.

YecToTaTa Ha HEOMArONPUSTHUTE PEAKIMM CE€ OTPEIeIIs Upe3 CJeHaTa Kiac upuKarms:

- MHOT0 YecTH (oBeve oT 1 Ha 10 >KMBOTHH TIPOSIBSIBAIM HEOJIATOTIPUSITHY PEaKIMK 10 BpeMe Ha Kypca Ha
€/THO JICUCHUE).

- yecd (moBeue ot 1, Ho mo-mainko ot 10 xuBota Ha 100 )KUBOTHN).

- He yec (TioBeue oT 1, Ho mo-Manko ot 10 xuBotHH Ha 1,000 kxMBOTHM).

- peaxu (oBeue oT 1, HO mo-Manko oT 10 xuBotHM Ha 10,000 xKUBOTHM).

- MHOT0 peakH (mo-mainko oT 1 xuBotHO Ha 10,000 KUBOTHHM, BKITFOUUTETHO H30JIMPAHU CHOOLICHHUS).

Ako 3a0enexure HIKaKBO CEPUO3HO BB3/ICHCTBHE WITH IPYTH €EKTH, BCIIE/CTBHUE OT ynoTpedaTa Ha TO3H
BMII, kouto He ca omMcany B Ta3¥ JIMCTOBKA, MOJIsl He3a0aBHO Jla yBeJoMUTe Bains BeTepuHapeH jekap.

7. BUAOBE )KMBOTHH, 3A KOUTO E IPEJHA3HAYEH BMII

Kone.

8. A O3UPOBKA 3A BCEKHU BUJl ’KUBOTHO, METOJ U HAYHUH HA IIPWIAI'AHE

3a MHTPaMYCKYJIHO TIPUII0KEHUE.

[punoxere ws10TO CHABPKAHKE Ha cipuHIOBKATa (1 ml) upe3 ABIOOKO HHTPAMYCKYJIHO MH)KEKTUPaHE B
o0J1acTra Ha BpaTa, B ChOTBETCTBUE ChC CJIEHATA CXEMa!

) HayvaJieH BaKCUHAIIMOHEH KYypC: ITbpBa BaKCHUHAIMSA Ha 6 MeCcedHa Bb3pacT, BTopa BaKCHHAIMS 3 10 5
CEIMUIM O-KBCHO.
° pEeBaKCHHAIMS — HE3aBUCUMO, Y€ HE € HAITBJIHO MOTBBPACHO, €IHA 3aI0BOJIUTEIHA CTEICH HA 3alllUTa

Tpﬂ6Ba Ja CC IMMOCTUTHE CJICA CKETrOJJHO BAKCUHHPAHE C I10 €AHa 103a OT 1 mlL

9. CBHBET 3A INIPABWIHO IIPWIOKEHUE

He e npunoxumo.
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10. KAPEHTEH CPOK

Hyna nau.

11. CIHEOUAJIHA YCJIOBUA3A CBbXPAHEHUE HA IIPOAYKTA

Jla ce cpXpaHsBa J1ajied OT IoTJIe/ia ¥ Ha HEeJOCTHITHH 3a JIela MecTa.

Ja ce cpxpansiBa u TpaHciopTHpa B oxJiageHo cbeTosiHue (2 °C — 8 °C).

Jla He ce 3aMpa3sBa.

Jla ce ma3u oT cBeTIMHA.

Jla He ce M3MOoJI3Ba TO3U BETCPHHAPHOMEIUIIMHC KU TIPOIYKT CJIe/] U3THYaHe CPOKa Ha TOJHOCT, MTOCOYEH
BBpXy etuker cienq EXP.

12. CHELWAJIHA TIPEIYNPEXIEHUS

CrenyaiHy peina3Hd MEpKH 3a )KMBOTHHUTE TIPU ynoTpedara Ha NPOIYKTA:
BakcuHmpaiite camo 31paBy KUBOTHH.

BakcuHaimsita MOXKe 1a c€ HAMECH B ChIIECTBYBAIIlaTa CEPOCMAEMHUOIOrHYHa 00CTAHOBKA. Tbif Kato
clleZIBaKC MHAMOHHUAT [gM 0TroBOp € pAaKo cpeliaH, e noioxuteneH pe3yntat or IgM — ELISA tect
€ CEpHO3EH MHAVKATOP 3a ECTECTBEHO 3apa3siBaHe C BUPYCa Ha 3allaTHOHWICKaTa Tpecka. [Ipu cpMHeHue 3a
HaJIMYME Ha 3apa3a cliel nonoxxuteneH IgM pesynTat, ca HEOOXOJUMU JIOITBIHUTENIHA U3CJIEIBAHUS 10
OKOHYATEJIHO OIpENeIIssHE Al )KUBOTHOTO € BAKCUHUPAHO WIN 3apa3eHo.

He ca m3Bbpiienn cnenmmpuyHy U3ceIBaHus, KOUTO 1a JOKa3BaT Jajld HAUIMYHUTE MalduvH{ aHTUTEa
OKa3BaT OTPMIIATESTHO BJIMSHUE BBPXY BakcHHaIMATA. ETo 3a1o ce npenopbyuBa J1a He C€ BAKCHUHUPAT
KOH4YeTa 1moj 6 MecevHa Bh3pacT.

CrenyanHiy NpeAna3Hyd MEPKH 3a JIMLATA, MPWIArallid BeTEPUHAPHOMEINIMHC KK MPOAYKT HA )KUBOTHHTE:
ITpu ciydaiiHo caMOMHXKEKTUpaHe, MOTTbIaHe WU pa3/iMBaHe BbPXY K0XKaTa, He3a0aBHO /1a ce MOTbPCU
MEUIMHCKY CBBET, KaTo Ha JIeKaps ce MPe0CTaBHU JIMCTOBKATA 3a yHOoTpeOa MM eTMKEeTa Ha MPOAYKTa.

bpeMeHHOCT M TaKTaLys:

BakcuHata MOKe Jja ce M31M0JI3Ba 110 BpeMe Ha OPEMEHHOCT M JTAKTAIHsL.

He ca npoBenenn cnienduann n3ceapanus 3a erukacHoCT py 6pemMeHHn koo, He Mmoke a Obe
M3KITIOYEHA KATo TIOCJIE/ICTBUE BPEMEHHA MMYHOIETIPEC Hsl, KOSITO MOJKe 11a ObJie 3a0ers3ana 1o BpeMe Ha
OpEeMEHHOCTTa CJIeI MpUilaraHe Ha BaKCUHATA.

BsaumosnelicTBue ¢ Apyry BETEpUHAPHOMEIMIIMHCKU NPOAYKTH M APYTH GOPMHU Ha B3aHMMOICHCTBHE:
Hsama nHanmyna ungopmanus 3a 6e30MacHOCTIA U €PUKACHOCTTA OT CHBMECTHOTO M3IIOI3BAHE HA TAa3H
BaKCHHA C JPYTU BEeTEPUHAPHOMETUIIMHC KK NpoayKTd. [lopanu Ta3u npuinHa, MpuiiaraHeTo Ha Tas3w
BaKCHHA NPEAN WIH CJIe]] ynoTpedarta Ha IpyT BETepUHAPHOMEIUIIMHC KU MPOIYKT TpsiOBa Ja ce MpereHn
CTIOpEe] MHIVBUAYAIHUS CITydai

HecbBMecTMMOCTH:
He cmecBaiite ¢ Ipyr BeTepruHApHOMEAULMHCKU TPOAYKT.
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[punoxennero na Equip WNV HamansiBa 6pos Ha )KMBOTHHUTE C BUPEMHUS CJIEN €CTECTBEHO 3apa3siBaHe, HO
HE Tpe/na3Ba OT Hesl.

13. CIHELOUAJIHU MEPKH 3A YHUIHIOKABAHE HA HEM3IIOJI3BAH IMPOAYKT WM
OCTATHIIX OT HEI'O, AKO UMA TAKHUBA

Ionwraiite Bamust BerepunapeH niekap kakBo Aa npaBute ¢ HeHykHuTe BMIL Te3u mepku 1me noMorsar
3a OMa3BaHE Ha OKOJIHATA CPena.

14. JATATA HA NIOCJIEAHMA TPEIVIE] HA TEKCTA

Ionpo6na uropMaryms 3a To31 NPOYKT MOKE Jla HAMEpUTE Ha MHTCPHET cTpaHuiata Ha EBporeiickarta
Arenrst o Jlekapctsara (http://www.ema.europa.cu).

15. JOIbJIHUTEJIHA MH®OPMALUA
Camo 3a BeTeprHapHOMEIUIIMHC KA ynoTpeda. J{a ce omycka camo 1o JiekapcKo Ipeicanie.

Emnonozosa (1 ml) meiHa cThkiteHa n | cnipuHIOBKa, 3aTBOpEHA ¢ OPOMOOYTHIIOBA TYMEHA Tara.
OmnaxoBka: Kyms ¢ 2, 4 wiu 10 e1HO1030BY CIIPUHIIOBKH C WTJIH.

He Bcuukn pa3sMEpu Ha OITaKOBKaTa MOrar aa 6’b]:[aT npcjiaradv Ha 1iasapa.

[Ipom3BOACTBOTO, BHOCA, IPUTEKABAHETO, TIpoIaxk0OaTa, cHabasBaHeTo W/ wim ynotpeda Ha Equip WNV ca
WIIM MoraT ia Objar 3abpaneHy B JbprkaBa djeHKa — Ha [sU1aTa WK 9acT OT HEHHATATEpUTOpHS, B
CHOTBETCTBHEC HAIMOHATHOTO 3aKOHOAATEINICTBO.

Besixo nniie, koeTo miaHupa J1a NpOM3BEXa, BHECE, IPUTEXaBa, Npoaaae, cHabau w/ unu ynotpebu Equip
WNYV 1psi0Ba 1a ce cprinacyBa ¢ KOMIECTCHTHHTE BJIACTH HA ChOTBETHATA CTPaHA YJICHKA, OTHOCHO

Jelic TRalaTa BaKCMHAIMOHHA TIOJIMTHKA MPEAN NPOU3BOJICTBOTO, BHOCA, MPUTEKAaBAHETO, MPoAakoaTa,
cHa0/sIBaHETO W/ WK ynoTpebara Ha MpOIyKTa.

3a Bcsika MHGOPMAIHS OTHOCHO TO3H BETCPUHAPHOMEIMIIMHCKH TPOIYKT, MOJISi CBBPIKETE CE C
TePUTOPUATHUS TPE/ICTABUTEI HA MPUTESXKATENs HA JIMIICH3a 3a yrnoTpeoa.

Belgié/Belgique/Belgien Lietuva

Zoetis Belgium SA Oriola Vilnius UAB
TélTel.: +32 (0) 800 99 189 Tel: +370 610 05088
Peny6iuka bbarapus Luxembourg / Luxemburg
Zoetis Belgium SA Zoetis Belgium SA

Tem: +359 24775791 Tél/Tel.: +352 8002 4026
Ceska republika Magyarorszag

Zoetis Ceska republika, s.r.0. Zoetis Hungary Kft.

Tel: +420257 101 111 Tel: +361 224 5222
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Danmark
Zoetis Finland Oy
TIf: +358 (0)9 4300 40

Deutschland
Zoetis Deutschland GmbH
Tel: +49 30 330063 0

Eesti
Oriola Vilnius UAB
Tel: +370 610 05088

E\Ldoa
Zoetis Hellas S.A.
TnA.:+30210 6791900

Espaiia
Zoetis Spain, S.L.
Tel: +34 91 4191900

France
Zoetis France
TéL: +33 (0)810 734 937

Hrvatska
Zoetis B.V., Podruznica Zagreb za promidZzbu

Tel: +385 1 644 1460

Ireland
Zoetis Belgium SA
Tel: +353 (0) 1256 9800

Island
Zoetis Finland Oy
Simi: +358 (0)9 4300 40

Italia
Zoetis Italia S.r.1.
Tel: +39 06 3366 8133

Kdbmpog
Zoetis Hellas S.A.
TnA.:+30210 6791900
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Malta
Agrimed Limited
Tel: +356 21 465 797

Nederland
Zoetis B. V.
Tel: +31 (0)10 714 0900

Norge
Zoetis Finland Oy
TIf: +358 (0)9 4300 40

Osterreich
Zoetis Osterreich GmbH
Tel: +43 12701100110

Polska
Zoetis Polska Sp. zo.o0.
Tel: +48 22 2234800

Portugal
Zoetis Portugal, Lda.
Tel: +35121 04272 00

Romania
Zoetis Romania S.R.L.
Tel: +40 21 202 3083

Slovenija
Zoetis B.V., Podruznica Zagreb za promidzbu
Tel: +385 1 644 1460

Slovenska republik a

Zoetis Ceska republika, s.r.o.
Tel: +420257 101 111

Suomi/Finland
Zoetis Finland Oy
Puh/Tel: +358 (0)9 4300 40

Sverige
Zoetis Finland Oy
Tel: +358 (0)9 4300 40



Latvija United Kingdom
Oriola Vilnius UAB Zoetis UK Limited
Tel: +370 610 05088 Tel: +44 (0) 845 300 8034
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