KPATKA XAPAKTEPUCTHUKA HA TIPOJAYKTA
KBbM PA3PEIHIEHHUE 3A ThbPI'OBHUS C BJIII Ne 0022-2173

1. HAUMEHOBAHHUWE HA BETEPUHAPHOMEJUIIMHCKUSA MTPOAYKT
BakcuHa mpoTUB aHTpakc
2. KAYECTBEH U KOJIMYECTBEH CHbCTAB

AXTHBHA CyOCTaHIHS
Cnopu Ha Geskancynen R Bapuant na Bac. anthracis Sterne 34F2 - 10’ CFU/ml

AnroBaHT

Camonun — 0,1 %

3a IBIHUA CITUCHK Ha EKCIIMITUEHTHTE, BIDK T. 6.1.
Tabn. 1. CbcraB Ha BakcuHa MpoTUB aHTpaKC

HaunmMmeHoBaHME Ha CHCTaBKHUTE [Ipenna3znaueHue

AxTHBHA cyOCTaHIINSA

Cniopu Ha Oe3karncyneH R Bapuant
Ha Bac. anthracis - Sterne 34F2 - 10’ CFU/ml AHTUTEH

Excuunuentu

®usznonorudeH pazteop - 60 % paspenuren
'munepon — 40 % KOHCEPBaHT
Canonns — 0,1 % AqFOBaHT

3. ®APMALHEBTUYHA ®OPMA
CriopoBa cycrnieH3us
4. KJIMHUYHU JAHHU
4.1. BuoBe ;KMBOTHH, 32 KOUTO € npegHa3nayen BMII
Kowne, marapera, Mmynera, KaMiIu, TOBe/ia, OUBOJIM, OBIIE, KO3U, CBUHE.
4.2. TepaneBTHYHU NMOKA3AHUS, ONIPeeeHHU 32 OT/IeJTHHTEe BUAOBE ;KUBOTHH
BakcuHnata ce n3non3Bsa Karo creru@uIHo IMYyHONPOGUIAKTHYHO CPEJICTBA 3a Mpea3BaHe
Ha KOHE, Marapera, MyJieTa, KaMWId, ToBeZa, ONBOJIH, OBIIE, KO3H, CBUHE OT 3a00JISIBAHETO

aHTpaKc.

4.3.[IpoTuBOoNOKa3aHUs



Jla He ce m3non3Ba npu GeOPUITHNA ¥ KAXCKTHYHH )KUBOTHU, KAKTO U B IMOCIISTHUS MECell Ha
OpeMeHHOCTTA.

4.4, CrnenmnaJiHu NpeANa3Hu MePKH 32 BCeKH B/ ’KUBOTHH, 32 KOUTO € NMpeJIHA3HAYeH
BMII.
BakcunupaneTo Ha OMBOJIH, KO3 U CBHHE CE U3BBPIIIBA CAMO B CTALIMOHAPHHU OTHUILA CIIE]
paspemenue Ha bABX. BakcrHaTa ce mpuiara cTporo noJk0oxHo.
Baxcunnpat ce camo 30paBH KUBOTHU. [la ce cria3BaT M3UCKBAHUATA 3a aCENTHKA.

45. CrnenmnaJiHu NpeANa3Hu MepKH MIPH ynoTpeda
CroenumanHy nperna3Hi MepKH 3a )KUBOTHUTE IIPH yIoTpeda Ha MPOAyKTa.

He ce BaKCHUHHUpAT (1)66pI/IJ'IHI/I N KaXCKTH4YHH >XHWBOTHH. I[a HE CC BAKCHHHUPpAT XUBOTHU B
IMOCJICAHHUA MECECI Ha 6peMCHHOCTTa.

CrenuaaHy Opeana3Hy MEPKH 3a JUIATa, Npuiaraiy BETEpHHAPHOMEINIMHCKNS IPOAYKT Ha
JKMBOTHMTE.

Baxkcunara ce mpuara ¢ mosuieHo BHUMaHue. [Ipu momagane BbpXy phlleTe Ha IMEpCOHANTA
clieqiBa 1a ce M3MUST OOMITHO C BOJA M CAllyH C IOCIIeABAINA e3HH(EKITHSL.

3a motpebutenure: [Ipu cnydaiiHo npunarane BbpXy ceOe CH, CAMOMHKEKTUPaHe, TOTIIbIIAHE,
pa3iuBaHe BHPXY KOXara, He3abaBHO J1a ce MOThPCH MEAWIIMHCKH CHhBET, KaTo Ha JIeKaps ce
NPEJOCTaBH JINCTOBKATA 33 YIIOTpeOa HiIH €THKETa Ha MPOIYKTa.

3a mekapure: IIpu ciydaiiHo mpuiarane BbpXy ceOe CH, CAMOMH)KEKTHpaHe, MOTTbIIaHe,
pasinBaHe BbPXY KOXaTa, He3a0aBHO Ja ce MOThPCH MEAMLIMHCKH CHBET, KATO Ha JieKaps ce
IpeI0CTaBU JINCTOBKATA 3a yIOTpeOa WM eTHKeTa Ha MPOJIyKTa.

4.6. HebaaronpusiTHu peakuu /9ecTOTa U BasKHOCT/

Kakto mpu Bcekr OHOJIIOTHYCH MPOIYKT, B 3aBUCHMOCT OT (PU3HOJIOTHYHOTO CHCTOSHHE Ha
BaKCHHUPAHUTE XXMBOTHHU MOHIKOTA € Bh3MOXHO I10sIBaTa Ha OTOLM C TOJIEMHHA Ha JICHIHUK J10
KOKOIIIE SIHille, KOUTO M34e3BarT clies 2-3 JHH.

I[Mpu nprsTaraHe Ha BAKCHHATA B CHIJIHO TOPEIH JHHU U HECIIa3BaHe MPHUHIIUIUTE HA aCeNTHKA €
BB3MOXKHO ITPU KOHETE J1a Ce TOSIBAT TOJIEMH OTOLH U CITycKaly ce efeMu. OOLIOTO ChCTOSHHUE
e BiomieHo. [Ipu TakuBa MOCTBAKCHHAIHH HWHIMICHTH CE€ MPENOpbhYBA JKUBOTHHTE Ja Ce
TPETHPAT C MPOTHBOAHTPAKCEH cepyM B rosiemu a03u /250 — 300 ml/.

4.7. Ynorpebda mo BpeMe Ha OPEMEHHOCT, JIAKTALMS WIH sIHIEHOCeHe

BakcuHaTa MOXKe J1a ce Tpuiara mo Bpeme Ha OpemeHHOCT. [la He ce mpuiara B MOCICAHUS
Mecell OT OpeMEHHOCTTA MOPaJX OMACHOCT OT TPABMATHYHH a00PTH.

4.38. B3aumopaeiicTBue ¢ APYrd BeTepMHAPHOMETMIMHCKY MPOAYKTH U APYrH (popMHU HA
B3aHMOJEeHCTBHE

BakcruHara € kuBa M €IHA CEIMHUIA TIPEAN W €IHAa CeAMHIA CJIe]] BaKCHHAIMATa HE CE
WHXEKTHPAT aHTHOWOTHUIN U CyI(pOHAMUIN HA KUBOTHUTE, ITOPAINA OMACHOCT OT YBpPEKIaHE
Ha aHTureHa. He ce mpunara eHOBpeMEHHO € APYTH )KUBU BaKCUHHU.

4.9. Jlo34 ¥ HAYMH HA NPUJIOKEHUe
Bakcunara ce npuiiara cTporo nojKoKHoO, KakTo clefBa:

- KOHE, MarapeTra, MyJi€ta, KaMWIN — B Cp€AHATa 4aCT Ha TOpHaTa TPETUHA HAa LIUATA,
- roBcaa, OBIIC, KO3H, OuBOIU — B Cp€aHaTa 4aCT Ha noAoraniHaTta I'bHKa,



- CBHUHE — 3a]] YXOTO.
BakcunanusTa ce M3BbPIIIBa IPU CTPOrO ClIa3BaHe H3MCKBAHUATA 33 ACENTHKA, KATO Ce M30srBa
MyCKaHETO Ha JKUBOTHUTE MO Pa3KajsHH TEPEeHHU. BakcWHAIMATA Ce U3BBPIIBA €XKETOTHO, B
clIe/iHaTa TO3MPOBKA:

Kowne, rosena, OuBoju, MyJera, Marapera, kammmi - 1 ml

Osgle, ko3, ceure - 0,5 ml

2 110 6-MecevHn KoHYeTa, Marapeta, Teaera - 0,5 ml

2 10 6-Meceunu aruera, kosuera - 0,25 ml

4.10. IIpeno3upane /cuMNTOMY, CIIEIITHA MEPKH, AHTHI0TH/, AKO € He00X0AMMO
Jla ce cna3Ba moco4eHara 103UpPOBKa.
4.11. KapeHnTeH cpok: Meco H BbTpellIHH Opranu — 15 nun
Mutsiko — HyJa IHH /HE C€ U3ThUBa C MIIIKOTO/.
5. UMYHOJIOI'MYHU OCOBEHOCTH
dapmakoTepaneBTHYHA rpyna. BerepunapHomenumuacku AnaToMo TepaneBTHYeH KO/,
/ATC.VET.CODE/
JO7ACO01
6. ®PAPMALEBTHUYHU OCOBEHOCTHU
6.1. CIMCBK Ha eKCIUITHEHTHTE
Camnonns — 0,1 %
I'munepun — 40 %
dusuonorudeH pa3reop — 60 %

6.2. OCHOBHH HECHLBMECTHUMOCTH

He cmecBaiite ¢ apyr BeTepHHapHOMEAWIMHCKH MPOAYKT (AHTHOMOTHLM M CyJ(OHAMHUIH,
KaKTO U C JJPYTH )KMBHU BaKCHHN).

6.3. Cpok Ha rogHocT
Cpok Ha TOAHOCT Ha KpaiHus npoaykT — 18 mecena.
CpoKk Ha rOJIHOCT CJie/l TbPBO OTBapsHE Ha MMbPBUYHATA OMIAKOBKA — JIa CE U3I0JI3Ba
He3a0aBHoO.

6.4. CrnenuajHu yca0Bus 32 ChbXpaHeHUe HAa MPOAYKTA

[a ce cpxpanssa B xnagunauk npu /2 °C — 8 °C/ kato ce mas3u oT 3aMpb3BaHe U MpsiKa
CJIbHYEBA cBeTIMHA. Jla ce ChbXpaHsaBa Ha HEJOCTBIIHU 32 JIeLa MECTa.

6.5. By u cbcTaB HA MBPBHYHATA ONAKOBKA

®dJ1akoHU OT IIBPBU XUAPOJUTHYUEH KJ1ac, HEyTpaaHa CThKiIoMaca, IpeHa3HaYeHu 3a
WH)XEKIIMOHHU pa3TBOpU. Bceku (urakoH € 3aTBOPEH ¢ TyMeHa Tana U alyMUHHEeBa OKaHTOBKA
u obnenex ¢ eTnkeT. DIaKOHUTE ca MOCTABEHU B KAIIOH OT BEJIIIAIE ChC CHIIUTE
0003HayYeHMS, KAKTO HAa €TUKETA.



6.6. CnenuajHu MEPKH 32 YHUIIO0KABAHE HA HEU3IIOJI3BAH MPOAYKT WM 0CTATbIHU
OT HEro

Bceku Hensmon3Ban BCTCPUHAPHOMCIUIIMHCKU IMMPOAYKT WJIM OCTATbIIU OT HCTO T’pH6Ba Ja
6'[>IlaT YHUIIIOKEHU B CHOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATEJICTBO.

7. MNPUTEXATEJ HA PAZPEIIEHUETO 3A ThbPIOBUS

CODAPMA A/l

yi1. Unuencko moce Nel6

1220 Codwus, brirapus

E- mail: mail@sopharma.bg

8. HOMEP HA PA3BPEIIEHUETO 3A ThbPIOBUS

0022-2173

9. JATA HA ITBPBOTO U3JABAHE HA PASPEHIEHHUETO 3A ThbPI'OBUSA
Cepruduxar Ne A 0058/11.01.1999 r.,

Paspemmrenno 3a ynorpeda Ne 006/15.04.2004 r.

Jlata Ha TEPBOTO W3/MaBaHe Ha pa3pemieHneTo 3a Thpropus: Ne 0022-1111/13.02.2009 .
10. JATA HA IIOCJIEJHATA PEJAKIMUSA HA TEKCTA

01/2025

11. 3ABPAHA 3A ITIPOJAKBA, JOCTABKA N/UJIN YIIOTPEBA

He e npuioxxumo.

E Recoverable Signature

X

[-P KPACUMWP 3/TATKOB
AVNPEKTOP HA AVPEKL A KBAM
Signed by: KRASIMIR YANKOV ZLATKOV




