B. INCTOBKA



JIMCTOBKA
SYVA-BAX
NHxeKkmoHHa CycieH3us

1. HUME U IIOCTOSHEH AJIPEC HA IIPUTEXXATEJISAA HA JIMIIEH3A 3A YIIOTPEBA
U HA TIPOU3BOJUTEJIA, AKO TE CA PA3JINMYHU

HDI/ITC)X(aTeJ'I Ha JIMIICH3a 3a yr[ome6a:
Laboratorios Syva S.A.U.

Av/Parroco Pablo Diez, 49-57

24010 Leon

Spain

HpOI/I3BOI[I/ITCJ'I, OTIr'OBOPCH 3a OCBO60)KI[aBaHe Ha MmapTuaara:
Laboratorios Syva S.A.U.

Parque Tecnoldgico de Ledn

Av/Portugal s/n, parcelas M15-M16.

24009 Leon

Spain

2. HAUMMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUS IPOAYKT
SYVA-BAX
3. CbAbP/KAHUE HA AKTUBHUTE CYBCTAHII M1 1 EKCHEIIMEHTUTE

AKTHBHH cy6cTanmuu B 2 mi:
Clostridium perfringens toxoid

Type A,B,C,and D........oooiiiiiiiiiiin. 031U«
........................................................... 101U B
.............................................................. 5IU0¢

Clostridium Septicum... ... ... ....cccc.coevesveeeeeinn, 2510 a

Clostridium novyi Type B...........ccccoiiiininnnne. 350

Clostridium tetani...................ccocoevveee 251U
Clostridiumsordellii........cccoviiiiiiinn, 100 % 3amura Ipu KOHTPOTHH KUBOTHH
Clostridium chauvoei....................................100 % 3a1ra npx KOHTPOJIHU KUBOTHH
ExcuenuenTn:

Aluminium hydroxide gel at 3%

Phenol

Formaldehyde

Phosphate buffer (PBS) pH 7.4

4, TEPAIIEBTUYHMU ITIOKA3AHUSA

AKTHBHaA UMYHHU3a1usA Cpeiy 6M(1)I/I36MaTO3Ha TraHI'pCHa, I/IH(I)eKI_II/I036H HEKPOTHYCH XCHATHUT,
Opam30T, TeTaHyc U eHTepoTokcemust, mpuurHenu ot Clostridium perfringens A, B, C u D, Clostridium
septicum, Clostridium novyi Type B, Clostridium tetani, Clostridium sordellii u Clostridium chauvoei.

5. INPOTUBOIIOKA3AHUSA
[IpoTBONOKa3aHO € BaKCHHUPAHETO Ha XMIEPTEPMHUUYHHU KUBOTHH M HA YKUBOTHU HENOCPEITCBEHO
MIpeIu TPAHCIIOPTHPAHE.

6. HEBJIATOITPUATHU PEAKIIUN
[Ipu *KMBOTHHU C TEHAEHIMA KbM 3a00JIsIBaHE WM C MIPOSIBEHA YYBCTBUTEIHOCT OT MPEIXOAHO JCUCHHE
€ Bb3MOJKHA MPOsIBaTa Ha aJISpTUYHU peakunu. ToBa ce CirydBa MHOTO PAIKO.



7. BUJOBE ' KUBOTHH, 3A KOUTO E ITPEJJTHA3SHAYEH BMII
Enpu npexxuBHM, CBUHE, OBIIE, KO3H U 3aUIIH.

8. JO3UPOBKA 3A BCEKHX BU/I )KUBOTHO, METO/l 1 HAYUH HA ITIPUJIATAHE
WHkeKImoHHa CyCTeH3Ms.
Kpasu: 5 ml 3a MycKy/THO HITH TOAKOXHO TPHIIOKEHHE;
Osgue 1 ko3u: 2 Ml 32 MOIKOKHO TIPUIIOKEHHE;
Caumne: 2 Ml 32 MyCKyJTHO IPUIIOKEHHIE,
Zaiinum: 1 ml 3a mOAKOXHO MPHUIOKEHHE;
BakcuHanmnonHa nporpama:
o [InpBa BaKkCHHAIIMS: JIBES MIPUIIOXKEHUSI C UHTEPBAJ OT 4-6 CeIMHUITY;
e PepakcuHaIus: Bceku 6 Mecena.
BpeMeHHN KUBOTHU: aKTWBHATA UMYHH3allMs Ha OPEMEHHUTE >KMBOTHH JiaBa NACHUBHA MPOTEKIMS 32
HOBOPOJCHUTE TIpe3 ITbPBHUTE 3 Mecella.
Muaau ;KUBOTHH:
- Popenu or nMyHHM3MpaHU MaiiKi: BAKCHHAIMATA CE MU3BBPIIBA OT § CEIMUYHA BH3PAaCT;
- Ponenu or HeMMyHU3MpaHU MaliKW: BAKCUHALIUATA CE U3BBPINBA OT 2 CEIMHYHA Bb3PacT.
JIpyTH KUBOTHH: JIBC BAKCHHAIIUH C HHTEPBAJI OT 4-6 CEIMUIIH, TIOCIICABAHN OT PEBAKCHUHAITUS HA BCEKU
6 Mecena.

9. CBHBET 3A NIPABUJIHO NPUJIOKEHUE

Ilpean na ce M3MON3Ba BAaKCHHATa € MNPENOPBHUMTENIHO 3aTOIUIIHETO W JO TeMIeparypara Ha
MOMEIIEHNETO, KBAETO IIE CEe M3BHPIIM BAaKCHHAIMATA, CJICAOBATEIHO TpsSOBa Ja ce M3Bagu OT
XJIQIMJTHUKA | J]a C€ BPIKU MPH CTaifHa TeMIepaTypa 3a He00X0IUMOTO BpeMe.

[a ce pa3kiatu eHepriuyHO MPEIu U Ciel] yoTpeoa.

TpsbBa ma ce W3MOI3Ba LSUIOTO ChObp)KAaHHE Ha (uakoHa ciex orBapsiHeTo My. OcTaHano BBB
(akoHa ChIbPIKAHNE HE MOKE J]a C€ M3II0JI3BA 32 APYIra BAaKCHHALIMSL.

[la ce BakcHMHUpAT caMO 37paBH KUBOTHH.

10. KAPEHTEH CPOK
He ce n3ucksa.

11. CIHEHNUAJIHHU YCJIIOBUS 3A CbXPAHEHUE HA ITPOAYKTA
Ia ce coxpansiBa B xuaawiHuk (2 °C - 8 °C).

Jla He ce 3aMpB3sBa.

Jla ce chxpaHsBa Jiajed OT [orje a ¥ Ha HEJOCTHITHY 3a Jela MeCTa.

12. CIHEHNOUAJIHU NPEAYHPEXIEHUE(S)
Jla He ce u3MoN3Ba KaTO Pa3TBOPUTEN HA KUBU BAaKCHHU U Ja HE CE CMECBa C JIPYTH MPOIYKTH, KOUTO
MOTAaT Jia JIOBEAAT J0 MPEIUITUTAIINS.

13. CHELHUAJIHU MEPKHU 3A YHULIOKABAHE HA HEU3ITIOJI3BAH ITPOAYKT
NJIM OCTATHIU OT HEI'O, AKO UMA TAKHUBA

Bcekn Hem3nos3BaH BeTEPUHAPHOMEAMLMHCKH NPOLYKT WM OCTaThIM OT Hero TpsiOBa na Obaar

YHUIIIOKEHU B CbOTBETCTBUE C U3UCKBAHMSITA HA MECTHOTO 3aKOHOJATENICTBO.

14. JATATA HA NOCJIEAHATA PEJAKLUS HA TEKCTA
Mapr, 2017 1.

15. JOHBJHUTEJIHA HUHOOPMALIUSA
He Bcuuku pazmepu Ha onakoBKaTa MOraT Jja ObJaT npeajaraHy Ha rasapa.
3a Bcaka uH(OpMANMs OTHOCHO TO3U BETEPUHAPHOMEIELMHCKU MPOAYKT, MOJII CBBPKETE Ce C

TCPUTOPUATIHUA MTPEACTABUTECII HA MIPUTCIKATCIIA HA JIMIICH3a 3a ynorpe6a:
LPAPMA CHC ” 00T



rp. Hoo6puy, yi. “Can Credano” Ne 60, et. 1,0uc 3
ten. 058/604 266



