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1. HAUMEHOBAHUE HA BETEPUHAPHOMEJANIIUHCKUA ITIPOAYKT &Q

Netvax, emyJcus 3a HHXXEKTUpPaHe 32 IIHJIeTa

2. KOJIMYECTBEH U KAYECTBEH U CbCTAB s
Enna no3za (0,5 ml) ceaspxka : (bm
AKTHBHA cyOcTaHIusI(1): %
Clostridium perfringens Tun A, anda Tokcoun : Hail-manko 6.8 TU* . &Q
AnxyBaHT (4): @

Light Mineral Oil 0.31 ml O;)Q
IToMomHo(HU) BelecTBo(a): (b
Thiomersal 0.035-0.05 mg Q

* I/IHTCpHaHI/IOHaJ'IHI/I CIVHUIN 3a 1 ml B 3aemku CCPYM, OHp@]CHI/I qgpe3 pCaknuuAa XEMOJIU3HaA

HHXAOHULIUS. @

3a IIbJIEH CIIMCHK Ha IOMOIIHMTE BEIIECTBA, BIXK T. 6.1. %

Q

3. DAPMALIEBTUYHA ®OPMA \>

Emyrncus 3a nHkeKkTupaHe Q
CuBo0s1a MaciieHa eMycus

4. KJIUHWUYHU JAHHUA - &

4.1 Bunose :;xuBoTHH, 32 KS@E npeanasHadyen BMII

Ilunera
N

4.2 TepaneBTHYHH @?ﬂlﬂl/lﬂ 32 OTAEJIHUTE BHAOBE )KUBOTHH

3a aKTUBHA UMYH %Ha MUJIeTa C LeJI Ch3JaBaHE Ha [TACHBEH MMYHUTET HA NOKOJIEHUETO
nM cpemy Hekpo EHTEPUT, I10 BpEME Ha SAULEHOCHUS IIEPUO.

3a HamansiBaficyHa CMBPTHOCTTA, PASIPOCTPAHCHHETO M TEXKECTTA HA YBPEKIAHHSATA,
HpI/I‘{I/IHCH% ostridium perfringens Tun A, npuynHsBaI HEKPOTUYEH EHTEPUT.

EdukactHoCwra e Ouna JeMOHCTpHpaHa 4ype3 MPOBOKALMA HAa NTHULMUTE MPUOIHU3UTETHO 3
ceMH €11 U3JIIOTIBAHETO MM.

Hay a IpeJaBaHe Ha IMACHBEH HMYHHTET : 6 CEAMHIM CIe[ U3IBIHCHHE HAa BaKCHHAIHATA
3 a.

BIDKUTEIHOCT Ha IACHBHUS MMYHHTET : 51 ceIMHUIM ciell M3IIBJIHEHWE Ha BaKCHHATHATa
npprpama.

Q
Q@@



4.3 I[IporuBonokazanus &Q

Hsama. QO
4.4 CneunuajaHu Mpeana3sHu MEPKH 32 BCEKH BH/I :KMBOTHH, 32 KOUTO € MpeAHA3HAYEH B@

Hama. @

4.5 CrnenuajHu npeana3Hu MepKu npu ynorpeoda (b
CrnenuajHu npeana3Hyu MepKH 3a ;KHBOTHUTE NPH yNoTpeda HA MPOAYKTA &

Hsama. &

CrnenuajHu NpeanasHu MepKH 3a JUIATa, NPUWIaramu BeTepuHapHO HCKHUS MPOAYKT HA
JKHBOTHHTE

3a norpedurenure: (b

To3u MpOAYKT ChAbpKa MUHEpATHO Macio. Cay4ailHOTO MHIKEKT /CaMOMHKEKTUPAHE MOXKE Jia
npen3BUKa CWIHA OOJKAa M MOAYTHHA, OCOOCHO INPU WHIKEKTUD B CTaBa WM INPBCT, B PEAKH
CIIy4au € Bb3MOJKHO J1a ce 3ary0OH 3acerHaTHs npbCT, aKo HeHa € € OKa3aHa JIeKapcKa OMOIII.

AKO cly4ailHO ce WHXEKTHUpaTre C TO3H MPOAYKT, nompcemwumo CBBET OT JIeKap M HOCETe

JMCTOBKATa 3a ynorpeda ¢ Bac, OCBEH aKO € HHXEKTHPAHO €M MaJIKO KOJIMYECTBO.

Ako 0OoJkara mpoIbiDKaBa Mmopeye oT 12 yaca cieq mper: Py JeKap, NOThPCETE OTHOBO CHBET OT
JIeKaps.

3a nexapure: @

To3u mpoaykT chabpka MUHEpaTHO Macio. [ a ca MHXEKTHPaHH MaJKi KOJIHWYecTBa, MpHU
CIy4ailHO WHXEKTHpPaHE C TO3H MPOAYKT € B HO TOsIBa Ha cujieH OToK. llpm mmkekTupane B
IIpbCTa B PEAKH ClIydall € BB3MOXHO pa3 Ha HMCXEMHYHa HEKpo3a M 3aryba Ha MpbCTa.
Heo0xonuma e He3abaBHa, KOMIIETEHTHA XHP yecka HaMeca. Bp3MOXKHO € 1a ce HaloKU MHIU3HUS
W UpUTalysi Ha WHXEKTHPAHOTO MHCTOC066HO, aKo ca 3acerHary IlyjnaTta Ha IpbcTa WU
CYXOXKUIIHETO.

4.6 CrTpaHUYHM peakuuu (quT(% Ba)KHOCT)

He ca wnaGmonaBanu cnmen*.peaxunn Cllell MHTPaMYCKYJIHO TPHJIOXEHHE Ha BaKCHHATA.
Bakcunara Make Ja mpeJu3BUKa I10siBa HA YMEPEH OTOK B 00JjacTTa Ha I'bpIUTE, KOMTO ce pa3Hacs 3a
no-manko 30 guu. Crep BT&T&\B&KCHH&HI/IS[ O0TOKa MOJKE Ja ep3rucTupa Hai-mManko 35 nau. OTOKBT

€ 4ECTO CpfuiaH CHMHTOM.&

r

4.7 Ynorpeda n e Ha siineHoceHe

Bakcunara e 0¢3E npu yHOTpeGaTa W Ha KOKOIIKHW HOCAYKHU U POAUTCIICKU CTaaad.

@,

4.8 Bszam TBHE C APYTH BeTePHHAPHOMEANIMHCKH NPOAYKTH U APYTH (OPMH Ha
B3auMegelicTBue

Hsama yHA MHPOpMANHUs 3a €PUKaCTHOCTTA U O€30MaCHOCTTA OT CbBMECTHOTO M3IMIOJI3BaHE HA
Ta3u Ha C JpyTH BETEpUHAPHOMEAULIIMHCKY NpoaykTu.llopanu Tasu npudrHa, NpuiiaraHeTo
np T ciie]l yroTpeda Ha APYT BeTepUHAPHOMEIUIIMHCKY TIPOYKT TPSIOBA J1a ce TIPEIEHH CIIOpeT

(vp;@ JLyalHus CITydaii.
>
&
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4.9 Jlo3a ¥ HAYMH Ha NPUIIOKEHHE &Q

[Munerara ce BAKCHHUPAT MHTPAMYCKYJIHO B 00JIACTTA HA T'bPIUTE. O
Enna nosa (0.5 ml), TpsioBa 1a Obe nmpuiioxkeHa Npu nujeTa Ha Bb3pacT 10-14 cenmunu. Q
Bropa no3a (0.5 ml) Tpsi6Ba na 6b1e npunoxena 4-10 ceqMunum cien mbpBara BaKCI/IHaL% 0
HE M0-KBCHO OT 6 CEIMULIM ITPEIN HAYaJIOTO HA AULIEHOCHUSI IEPUOLL.

Pasknatere n1o6pe ¢uakoHa nmpeau ynorpeoa.

N3non3BaiiTe CTEpWIHM UIVIM M CHPHUHIIOBKHM, CIIa3BallKM IIpaBWiaTa Ha a@HanTe

IpOLEIYpH. ~z~
@

4.10 IlIpeno3upane (CHMITOMM, CIEHIHU MEPKHU, AHTHIOTH), AKO € He0OX0au

Cren mpuitaraHeTo Ha JBOWHA J103a OT BAKCHHATA, JJOKAJTHATA PEaKIUs Jla ce YBEINYH
cnabo ( BUXK T. 4.6.)

4.11 KapeHTeH cpoK (KapeHTHU CPOKOBE) (bQ

Hyna nuu (b

5. OAPMAKOJOI'NMYHU/NUMYHOJIOT'MYHHN OCO@OCTI/I

dapmakoTeparneBTU4HA rpyna: {Tpymna} UMyHOJIOTHYEH II @T 3a NTUIH
BerepunapHoMe TMIIMHCKH AHATOMO-TepaneBTHUCH KQ{%\TCVet code:}: QIO1ABOS

3a cTUMyJIMpaHe Ha aKTHBEH HMYHHUTET TIPH TTHIETa, CA§ ch3aBaHe Ha TACHBEH HMYHUTET Ha
nokosernero uM cperry Clostridium perfringenOiw A, IpUYHHSBAI HEKPOTHIEH CHTCPHT.

%,

6. OAPMAIEBTUYHHU OCOBEHO

6.1 Chnucbk Ha eKCIUITHEHTUTE O
>N
Light Mineral Oil &

Thiomersal
Formaldehyde &O
e

Sorbitan oleate

Polysorbate 80

Benzyl Alcohol &
Triethanolamine %
EDTA A
Sodium Chloride Q,,
6.2 HecbBMm 0CTH

He CMeCBaﬁ@l T BETEPUHAPHOMEAULIMHCKU IPOAYKT.

6.3 C(@’ﬂa TOTHOCT

Cp OJHOCT Ha ONAaKOBaHMS 32 MpoJak0a BEeTepUHAPHOMEIUIIMHCKY MPOAYKT: 18 mecena
C TOJHOCT CJIE IIBPBO OTBapsiHE Ha (1akoHa: § yaca
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6.4. Cnenuananu ycjaoBHs 32 CbXpaHEHHe HA NMPOAYKTA &Q
Jla ce chXpaHsBa U TpaHCTIOPTHpA B oxjaaeHo cherosuue (2 °C - 8 °C). O

Jla ce ma3u oT 3aMpB3BaHe. Q

Jla ce masu OT CBETJIHHA. %

6.5 Bua u chbeTaB HA MIbBPBUYHATA OIIAKOBKA @

500 ml ¢dnakon ot momueruneH ¢ Bucoka mabTHOCT (HDPE), mnactuue mopeH c
XJIOPOOYTHJI TYMEHA Tara U MOKPUT C KOJUpaHa aTyMUHHEBa Karayka ¢ [eHT

1 x 500 ml

6 x 500 ml @

He Bcuuku pasMEpH Ha OIMaKOBKaTa Morart aa 6’L,HaT npeajarann H%‘Qpa

Pa3mep Ha omakoBkaTa: $®

6.6 CroenuajHu Npeana3’Hy MepPKH 32 YHHIIOKABaHe HA HEM3II HUS NPOAYKT WU

OCTATBHIHM OT HEro Q

Bceku Hensnon3BaH BETEpUHAPHOMEIUIIMHCKH ITPOLYKT WU o%un OT HEro, aK0 UMa TaKWBa,
TpsiOBa 1a ObIAT YHUIIOKEHH B CHOTBETCTBUE C M3UCKBAHUATA €CTHOTO 3aKOHOJATEIICTBO.

%,

7. IIPUTEXATEJI HA JIMIIEH3A 3A YIIOTP
Intervet International B.V. \)@

Wim de Korverstraat
5831 AN Boxmeer @

The Netherlands Q
8. HOMEP(A) HA JIMIIEH3A &QIOTPEEA
J

EU/2/09/093/001 §

EU/2/09/093/002 5

9. JATA HA HLPB&(Y\I/BI[ABAHE /TTIOAHOBSABAHE HA JIMIHEH3A 3A
YIHOTPEBA

16/04/2009 QA

10. JATA HOCJIEAHUSA HPEIJVIEJLT HA TEKCTA

<

3ABPA A TTPOJAKBA , I0CTABKA U/NJIA YIIOTPEBA

HﬂMa@



MMPOU3BOJUTEJI // HA BUO YHO AKTUBHATA CYBCTAHIUA
/MU/ 1 IIPUTEXATEJI /1/ H EH3A 3A ITIPOU3BOACTBO,
OTT'OBOPEH/HU/ 3A OCB KIABAHE HA ITAPTUJUTE 3A
MNPOJAXKBA

YCJIOBUA UJIN OT'P YEHUWA B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIU CE [ JJIATAHETO WIHN YIIOTPEBATA MY

J
YCJ0BUA 1IN 'AHUYEHUS B JIMIIEH3A 3A
YIIOTPEBA,O AN CE 10 BE3OITACHA 1 EOUKACHA
YIIOTPEBA OJdYKTA

MRLs CTATYC
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A. NNPOU3BOJUTEJ /MTE/ HA BHUOJIOI'MYHO AKTHUBHATA CYBCTAHIUA &
MA/ MU TIPUTEXATEJN/W/ HA JIMIHEH3A 3A IIPOU3BOJACTB
OTIOBOPEH/HH/ 3A OCBOBOXKJIABAHE HA ITAPTUJUTE 3A ITPOJJA’KBA

Hme n aJpEC HAa MPOU3BOAUTECIIA HA OHOJIOTUYHO AKTHBHATA CV6CTaHHI/I$I %

Schering-Plough Animal Health @

33 Whakatiki Street

Upper Hutt
New Zealand %
0a Z

Hme n aJpEC Ha MPOU3BOAUTECIIA 3a OCBO60)KI[aBaH€TO Ha MapTuamTe 3a HDOI[3,®

S-P Veterinary Ltd @
Breakspear Road South Q
Harefoeld

Uxbridge (b

UBY 6LS (b
United Kingdom Q

B. YCJIOBUA WM OI'PAHUYEHUSA B JIMIL 3; 3A YIHOTPEBA HA BMII,
OTHACHAIIUA CE 10 TPEAJATAHETO WUJINA YIIO ATA MY

Q

C. YCJIOBUA UJIN OFPAHH‘IEHH@’IHEH3A 3A YIHHOTPEBA, OTHACAIIN CE

I[a CC OTITYCKa CaMO IIO JICKApCKO MPECANMCAHNC.

10 BE3OITACHA U EONUKACHA PEBA HA TTPOAYKTA

B cworBercTBHE ¢ un. 71 Ha I[I/IpeKT@ 2001/82/EC na Espomeiickuss napnament u CbBera,
Crpanute uieHKd 3a0paHsBAT WU na 3a0paHsT BHOca, MpojaxOara, JOCTaBKaTa W/WIH
ynorpebara Ha BeTePUHAPHOMEIUIPHEKINIPOIYKT Ha IsIaTa CH TEPUTOPHUS MIM  HA 4acT OT Hes, ako

YCTAHOBAT, Y€

a) IIPUWJIATaHETO HA BeTepH$0MenMuMHCKHﬂ IIPOJYKT Ha KUBOTHU 11I€ ITOIIPEYN Ha
U3IIBJIHEHUETO Ha &I&I&HHI/ITe [Iporpamu 3a AMArHOCTUKA, KOHTPOJ U €TMMUHUPAHE HA
3a00JsIBaHUsATA BOTHUTE, UIIHU 11I€ Ch3a/J€ TPYAHOCTHU IIPU YCTAHOBSIBAHE OTCHCTBUETO
Ha KOHTaMUHALWS YIPU )KMBU )KUBOTHU WIH IIPU XPAHUTEIHH UIIU IPYTU OPOAYKTH, MOIYYEHU
OT TPETH ;I/IBOTHI/I.

b)  3abo I/IgTa, 32 KOMTO € TMpelHa3Ha4yeH BETEPUHAPHOMEAMIIMHCKHASA TPOAYKT C LeI
H(W$a AHC Ha UMYHUTCTA HAIIBbJIHO OTCHCTBAT HAa TCPUTOPHUATA.

/\Q’Q)
§
&

¥



D. MRLs CTATYC

®apMaKoJIOrM4HO
aKTUBHA CyOCTaHIUs /uu/

Buj s)xuBoTHH

Jpyru u3uckBaHus

b

Thiomersal Benukn Bunose IMpunoxenne II or Permament
NPOJAYKTHBHH KUBOTHH (EEC) No 2377/90

EDTA Bewnakn Bunose Ipunoxenune II or Perna@
NPOAYKTUBHU KHBOTHH | (EEC) No 2377/90 @

Formaldehyde Bceunuku Bunose Ipunoxenne 11 TIIaMEHT
NPOIAYKTUBHH KUBOTHH (EEC) No 23 77Q

Mineral oil Bcuuku Buiose Ipumoxe % oT Pernament

MMPOAYKTUBHU ) KUBOTHU

(EEC) 77/90

<

Benzyl alcohol

Bcewnuku BugoBe
MPOIYKTUBHU >KUBOTHU

noxxenne Il or Permament
) No 2377/90

(O(D
K

$
L

Triethanolamine (B mo3a mo 0.25 mg/kg x.1.) @Iaz{a mon obxsata Ha Permament (EEC) No

2377/90
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HHO®OPMAIINSL, KOSTO CE U3IIUCBA BBbPXY BBHIIIHA OITAKOBKA #
O

Kapronena kyrus

1. HAUMMEHOBAHUWE HA BETEPUHAPHOMEJULUHCKUSA ITPOAYKT O‘V |
o

Netvax %

Emyncus 3a uHXKeKTUpaHe 3a MuieTa @

a
| 2.  CBHABPIKAHHUE HA AKTUBHHUTE CYBCTAHIIMM U HOMOI@(I‘E BEIIECTBA

Enna noza( 0,5ml)cpabpxa : (bQ

Clostridium perfringens Tun A, anda Toxcoun : > 6.8 ITU* .
Light Mineral Oil 0.31 ml (b
Thiomersal 0.035-0.05 mg

* MHTepHALMOHAIHY eIMHUIM 32 | ml B 3aelIKu cepyMm, onp@leﬁn upe3 peaKIus XeMOJIU3Ha
WHXAOUIINA.

3.  ®APMALIEEBTUYHA ®OPMA \z\ |

VS

N

(@2
| 4. KOJMYECTBO B EJIHA OTIAKOBKX~ |

1 x 500 ml
6 x 500 ml O

’$
5. BWJIOBE JKUBOTHM, 34 ROMTO E NPEJHA3ZHAYEH BMII

&\

6. TEPAIIEBTH TIOKA3AHUA

ITunera

Bakcuna cpemy H@QE“IGH XCIaTuT

| 7. MET@AHHH HA IMTPUJIOKEHUE

I/IHTpaMgg}nHo MPUIOKEHHUE
Pa3kn no6pe npenu ynorpebda. Ilpenn ynorpeba mpodeTy IMCTOBKATA.

L

| 4.\ KAPEHTEH CPOK

4

\J

Q(apeHTeH cpok: Hyna nau

11
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9. CIIEUUAJIHU IPEAYIPEXKJIEHUA, AKO E HEOBXOAUMO A\,
~
Ciy4aifHOTO MHXKEKTHpaHE € OMaCHO — IPE/IN YIoTpeda MpoveTH JHCTOBKATa %

10. CPOK HATOJIHOCT

Togen no {MeceryroaunHa} %
Cren mbpBO OTBapsiHE Ha OMAKOBKATA TOJICH JI0 : 8 Yaca @
O
| 11. CHEIUWAJIHA YCJIOBUSI 3A CbXPAHEHUE .Q,

Jla ce cpxpansBa u TpaHcnoptupa B oxianeHo cberosuue (2 °C — 8 °C).
Ja ce ma3u ot 3ampBb3BaHe.

Jla ce masu OT CBETJIMHA. (bb

12. CHELUWAJIHU NPEAITAZHU MEPKU 3A YHUI ABAHE HA HEU3ITIOJI3BAH
HPOAYKT NN OCTATHIM OT HET'O, AKO 1 AKHUBA

[Ipouyetn nucroBkaTa Q@

7.
13. HAJAIIUCHT “CAMO 3A BETEPUHAP &IEI{I/IHHHCKA YIIOTPEBA”
YCJIIOBUSATA UJIN OTPAHUYEHUS THOCHO PABITIPOCTPAHEHUETO U
YIHOTPEBA, AKO UMA TAKHUBA @

Camo 3a BeTepMHAPHOMEIUIIMHCKA yroTpeda t
Jla ce oTmycka camo 10 JISKapCKO npe;[m/@/re

IN
14. HAJNUCDHT “JA CE ChXPAHSIBA HA HEJJOCTBITHH 3A JIELIA MECTA”

Ja ce cbxpaHsiBa Ha Henocn,nH%aeua MecTa.

A

15. HUME U HOC;[$H AJZIPEC HA YIIPABJIEHUE HA ITPUTEXATEJIS HA

JIMIEH3A 3 TPEBA

5831 AN Boxmee)
The Netherlé

| 16. @EP(A) HA JIMIIEH3A 3A YIIOTPEBA HA BMII

%/093/001
/09/093/002

12



IHAPTUJEH HOMEP

| 17.

[Maptuna{nomep}



NHOOPMAINUA, KOATO CE U3IIUCBA BHbPXY TbPBUYHATA OITAKOBKA #
O

Etnker

1. HAUMMEHOBAHUWE HA BETEPUHAPHOMEJULUHCKUSA ITPOAYKT O‘V |
o

Netvax %

Emyncus 3a uHXKeKTUpaHe 3a MuieTa @

a
| 2.  CBHABPIKAHHUE HA AKTUBHHUTE CYBCTAHIIMM U HOMOI@(I‘E BEIIECTBA

Enna noza (0,5 ml) ceabpixka: (bQ

Clostridium perfringens Tun A, Anda tokcoun : > 6.8 IU* .
Light Mineral Oil 0.31 ml (b
Thiomersal 0.035-0.05 mg

* MHTepHALMOHAIHM eIUHKUIM 32 | ml B 3a€lIKu cepyMm, OHI@IGHI/I ype3 peaKIusa XeMOJIU3Ha
VHXAOUIINA.

3.  ®APMALIEEBTHYHA ®OPMA \z\ |

VS

N

(@2
| 4. KOJMYECTBO B EJIHA OTIAKOBKX~ |

1 x 500 ml
6 x 500 ml O

’$
5. BWJIOBE JKUBOTHM, 34 ROMTO E NPEJHA3ZHAYEH BMII

&\

6. TEPAIIEBTH TIOKA3AHUA

ITunera

Bakcuna cpemy H@QE“IGH XCIaTuT

| 7. MET@A‘IKH HA IMTPUJIOKEHUE

I/IHTpaMgg}nHo MPUIOKEHHUE
Pa3kn no6pe npenu ynorpebda. Ilpenn ynorpeba mpodeTy IMCTOBKATA.

L

| 4.\ KAPEHTEH CPOK

4

\J

Q(apeHTeH cpok: Hyna nau

14



9. CIEUUAJIHU NPEAYNPEXIEHUSA, AKO E HEOBXOAUMO ,é
\J
CryuyaliHOTO MHXKEKTHPaHE € OIACHO — MIPeJH yIOoTpeda MpoueTH JIMCTOBKATa :Q
10. CPOK HA TOJHOCT ‘Q)' |
o)
logen mo {meceryroanna}
Crnen mbpBO OTBapsiHE Ha ONAKOBKATa I'OJIEH JI0 : 8 Jaca Q%
)
| 11. CHOEUUAJIHM YCJIOBHSI 3A CbXPAHEHME & |
[la ce cpxpaHsiBa 1 TpaHCIIOPTUPA B 0xJaaeHo ceeTosiHue (2 °C — 8 °C) @
Jla ce masu ot 3aMpb3BaHe Q
Jla ce masu OT CBETIHHA (b
O
12. CHELOUWAJIHM ONPEAITAZHU MEPKH 3A YHUIIO HE HA HEM3IIOJI3BAH

IMPOAYKT WJIN OCTATHBIU OT HEI'O, AKO UMATAKMBA

[Ipouern nucroBkaTa @

2>

13. HAIIUCHT “CAMO 3A BETEPUHAPH f[l/lHHHCKA YIIOTPEBA” 1
YCJIIOBUATA NN OI'PAHUYEHUAT HOCHO PA3SITPOCTPAHEHUETO N
YIIOTPEBA, AKO UMA TAKUBA

Camo 3a BeTepMHAPHOMEAUIIMHCKA yIIOTpeO
Jla ce oTmycka camo I0 JIEKapCKO MPEAITHCaHN

O

| 14. HAJIUCBHT “JIA CE CbXPAHSIBA HA HEJOCTBITHU 3A JIELIA MECTA”

JIa CC CbXpaHsiBa Ha HGZIOCT’I)HHQQHE! McECTa.

y 2
15. HME U IIOCTO \AI[PEC HA YIIPABJIEHUE HA ITIPUTEXATEJISA HA
JIMIIEH3A 3A Y PEBA

Intervet Intemationa@‘s

Wim de Korverst
5831 AN Box

The Netherlaé

| 16. H@EP(A) HA JIMIEH3A 3A YIIOTPEBA HA BMII
EU%%/OO]
093/002

$
&

¥
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IHAPTUJEH HOMEP

| 17.

[Maptuna{nomep}



b. JUCTOBKA 3A Y@EEA
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&

JIUCTOBKA 3A YIIOTPEBA &Q
Netvax emyJcus 3a HH/KEKTHpPaHe 32 MHJIETA O

1. UME U ITOCTOAHHUA AAPEC HA YIIPABJIEHUE HA ITPUTEXATEJISA H Q
JIMOEH3A 3A YIIOTPEGA U HA ITPOU3BOJAUTEJISA, AKO TE CA PA3JIMYHU

JUALA (b(b

[IpuTexaren Ha TUIICH3A 3a VHOTDC63. .

Intervet International B.V. &

Wim de Korverstraat
5831 AN Boxmeer &
The Netherlands @

[Ipom3BoauTes , OTTOBOPEH 3a OCBO60)I(,I[aBaHe Ha napTtuaara:

S-P Veterinary Ltd éb
Breakspear Road South Q

Harefoeld

Uxbridge

Middlesex , UB9 6LS

United Kingdom @

2. HAUMEHOBAHUWE HA BETEPUHAPHOMEIUNILIMHCKUS ITPOAYKT

Netvax, eMmyJicus 3a HH)XEKTHpaHe 3a UJIeTa \>

3. CbAbPXAHUE HA AKTI/IBHI/IT&’BCTAHHI/II/I N IIOMOIIHUTE BEINECTBA

Enna nosa (0,5 ml) chaspxa: &

AKTHBHA cyOcTaHIUsI(M): J
Clostridium perfringens Tum A a TOKCOHJ : Hak-Maiko 6.8 [U*

AJKyBaHT (1):

Light Mineral Oil 0.31 ml
IMomoiHo BemecTBO(a):

Thiomersal & ) 0.035-0.05 mg

* HHTepHalnOHATHA %ﬁun 3a 1 ml B 3aemku cepyM, ONPEICICHH Upe3 Peakins XeMOJIN3Ha

VHXUOUIIHA. Q

4. TEP NYHU ITOKA3ZAHUSA

3a aKTMBHA YHU3alUA Ha IITUOA C LCJI Chb31aBAHC HAa IMACMBCH UMYHUTCT B ITOKOJICHUCTO
um CpCH@CKpOTI/I‘ICH CHTCPUT, 11O BPEMC Ha SIAIIGHOCHUS nepuona.

w

enu ot Clostridium perfringens Tun A, npuuuHsABaI] HEKPOTUUEH EHTEPUT.
CTHOCTTa € OmWjia JIEMOHCTPUpPaHa 4Ype3 MPOBOKAIMSA HAa NTULUTE NPUOIUZUTENHO 3

a @T’ﬂBaHe Ha CMBPTHOCTTA, PA3MPOCTPAHCHUCTO M TCKCCTTAa Ha YBPCKIAHUATA,
II

Ka
@IMI/IHI/I CJICA U3JIIONBAHETO MM.

18



X
@

¥

@
&

Hauano Ha npemaBaHe Ha MacMBeH MMYHHUTET : 6 CeAMHULM cJell H3IbIHEHHE Ha BaKCHHATHATa &Q
nporpama.

[MpoabmKUTENHOCT Ha TACHBHUS MUMYHHTET : 51 ceIMHUIM ciiefi M3IIbIIHEHHE Ha BaKCHHAIH Q
nporpama.

5. MPOTUBOIIOKA3AHUS (ﬁ
N
%,

Hama

6. HEXEJIAHU CTPAHUYHU PEAKIIMHN

He ca nHaOmonaBaHM CUCTEMHHM pEakUUM CJIEI HHTPAMyCKYyJHO IpHU € Ha BaKCHHarTa.
Bakcunara Make 1a mpeJu3BUKa MOSBA HA YMEPEH OTOK B 00JlacTTa Ha I'b , KOUTO ce pa3Hacs 3a
no-Manko ot 30 guu. Crnen BropaTa BaKCHHAIMS OTOKA MOYKE MEP3UCTHP ji-manko 35 nqau. OToKa

€ 4ECTO CpfculaH. %

Crnen mpusiaraHeTo Ha JBOMHA J03a OT BAKCHHATA, JIOKAJIHATA I%sum[ MOXE J1a C€ YBEJINYHU

ciabo. Q

AKo 3a0enexnuTe HIKAKBO CEPHO3HO BB3ACHCTBHE WM JPYTH TH, BCJICJCTBUE OT yrorpedara Ha
to3u BMII, KOUTO HE ca ONMUCAaHM B Ta3W JIMCTOBKA 3a YIOTPEOA, MOJs HEe3a0aBHO /1a YBEIOMHTE

Bamms BCTCPUHAPCH JICKAP. @

7. BUJOBE JKMBOTHMU, 3A KOUTO E IIP 3HAYEH BMII

ITunera &
%,

8. JO3UPOBKA 3A BCEKH BF/Lb)K OTHO, METOJA 1 HAYUH HA ITPUJIAT'AHE.

[Innerara ce BakcuHUpar I/IHTpaMyCKy&B o0JacTTa Ha TEpIUTE.

Enna no3a ( 0.5 ml) tpsibBa na 661 OJKeHa IMpU Mmuiieta Ha Bb3pacT 10-14 ceamunn
Bropa no3a (0.5 ml) TpsiOBa na npuioxeHa 4-10 ceamunu cien mbpBaTa BAKCUHALIUS, HO
HE MO-KBCHO OT 6 CEeIMUIIU 1T a4yasoTO HA SIMUEHOCHHUS IEPUOI.

9. CBBET 3A HPAB&H@ HNPUJIOKEHUE

W3non3Baiite CTGPHA JIX 1 CIIPUHIIOBKH, cla3BaiiKu ImpaBujiaTa Ha aCCIITUYHUTC

HPOLIETYPH. QN
10. KAPE(-é@) CPOK

Hyna }IH%

11. Q IUAJIHHA YCJIIOBHUA 3A CbXPAHEHUE HA ITPOJAYKTA
a'8e ChbXpaHsBa Ha HEJAOCTHIIHU 3a JICLa MeCTa.

a ce CbXpaHsBa M TpaHcmopTupa B xyaauiaauk (2° C — 8° C)
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Jla ce masu OT 3aMpb3BaHeE. &Q

Jla ce ma3u OT CBETJIMHA.
Jla He ce ymotpebsBa cien M3THYaHe Ha CPOKA HA TOMHOCT, OTOEIS3aH BHPXY ETHKETA.

Cpok Ha rOIHOCT CJIe/I ITbPBO OTBapsiHE Ha (uiakoHa: 8 yaca §

12. CHELUAJIHU NPELYIPEXIEHUE(S)

Qs

paHe Moxe Ja
IPBCT, B PENKH

3a norpeduTenuTe:

To3u MpOAYKT ChAbpKa MUHEpATHO Macio. Ciay4ailHOTO MH)KEKTHPaHe/CaMOHH
npein3BUKa CiiHa OOJKa W MOAYTHHA, OCOOCHO NMPU WHKEKTUPAHE B CTaB
Clly4ad € Bb3MOJXKHO JIa Ce 3aryOu 3acerHarus mpbCT, ako HeHaBpeMe € OKa3a apcKa IOMOIII.

Axo ciydailHO ce MHXEKTHpaTre C TO3H MPOAYKT, MOTHPCETE CIICIIHO OT JIeKap U HOceTe
JHMCTOBKATa 3a yroTpeda ¢ Bac, OCBEH aKO € MHKEKTUPAHO CHBCEM MAaJIKO 4eCTBO.

Axo Oonkara mpoab/pKaBa moBede oT 12 gaca ciies1 mperiies npu nexa@ pceTe OTHOBO CBHBET OT

neKapsi. (b

3a nexapure:
To3u mpoAyKT chabpka MHHEpalHO Macio.[lopu ga ca H[@(THP&HH MaJK{d KOJHMYECTBa, MpHU
CIy4JailHO MHXEKTHpPaHEe C TO3M MPOAYKT € BB3MOXKHO IOsiBa W’ cuiieH oToK. lIpu mmkexkTupane B

npuBCTa B PCAKU Cﬂy‘laﬁ € BB3MOXHO pa3BUTUC HA U HWYHa HCKpPO3a H 3ary6a Ha IpBCTA.
HCOGXOI[I/IMa € H6336aBHa, KOMIICTCHTHA XUPYpPTrAUICCKa . Bp3amoxHO € Ja C€ HaJIOXXH MHIIM3UA
U dpuranyss Ha HWHXCKTHUPAHOTO MACTO, OCO6CHO, a a 3aCCTHaTh NyJirnaTta Ha IPbCTa HWIIN

CYXOXUIIUETO. @

Hsma nannuna wadopmanms 3a e(bHKaCTHoCTTau%esoHaCHOCTTa OT CHBMECTHOTO H3IOJI3BaHE Ha
Ta3u BaKCHHA C JAPYTH BETEPUHAPHOMEIUIN npoaykru.llopaan Tazu mpuynMHaA, TpUIaraHeTo
Npeay WK ciel yrnorpebda Ha APYT BETEPHH CAMLMHCKY MPOAYKT TPsiOBa Ja ce MPELeHU CIope]
VHAWBUIyaTHUS CIydai.

13. CIEHLHMAJIHM IIPEAIIA3H PKH 3A YHUIILOKABAHE HA HEMU3ITIOJI3BAH
MNPOAYKT NJIM OCTATDH T HEI'O, AKO UMA TAKHUBA

Bcexu Hensmon3BaH BeTepHHapq%Z[HLII/IHCKI/I MIPOJYKT WJIM OCTATHIM OT HETO, aKO UMa TaKWBa,

TpsiOBa Ja ObJAT YHHUIIIOKCHH B CHOTBETCTBHE C M3MCKBAHUATA HA MECTHOTO 3aKOHOIATEJICTBO.

A
14. JIATATA HA @AHATA PEJAKLIMS HA TEKCTA

15. J0OIbJ HA THOOPMAIUA

3a aKTUBHA Qmaum{ Ha NTHLH C LN Ch3JaBaHE HA MACUBEH UMYHHUTET B IOKOJICHHETO
UM Cpely @OTI/I‘ICH €HTEPUT, 110 BpEME Ha SIULEHOCHUS IIEPUOI.

Pasme %HaKOBKaTaZ

1x5 1
6)@ ml

BCHYKH pasMCpu Morat aa 6’L,E[aT npeajlaranv Ha 1masapa.

20

O
>
&
%,



dopmar
TepI/ITopI/IaJ'IHI/ISI HpGI[CTaBI/ITeJ'I Ha
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