KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM PA3SPEHIEHHUE 3A TBhbPI'OBUS Ne 0022-2748

1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITIPOAYKT

BIOFELIN PCHR
WmxekunoHHa eMyJIcHs 3a KOTKH.

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Coabpxanue B 1 ml (1 no3a) :

AKTHBHM BellleCTBA:

WNuakTuBupaH BUPYC HA 3apa3Ha MaHJICBKOICHUS TP KOTKUTe RP > 1*
WHakTrBHpaH KOTEMKH KamuiuBupyc RP > 1*

WuakTtuBrpan KoTemkn xeprnecBupyc RP > 1*

WnaktuBupan Bupyc Ha 6eca, muaumym 1 1U

*) RP — Otnocurenna /cpaBuutenta aktuBHOCT (ELISA Tect) cpaBHsiBaHa ¢ pedepeHTEH cepyM, MOIyYeH
Clie/l BAKCHHAPaHEe Ha MOPCKHM CBHHYETA C BAaKCHHA OT MPOM3BOJHO M30paHa MmapTHia, KOSTO YCIIEIIHO €
NpeMUHaJa U3MUTATETHHUS TECT [IPU KUBOTHUTE 3a MPUIIOKEHHE Ha TIPOIYKTA.

AJKYyBaHT:
Oil adjuvant (Emulsigen) mo 1 ml

ITomolHu BemiecTBAa:

KonuuyecTBen chbcTaB, ako Ta3w HHPopManus e
BajKHA C OrJe] Ha MPABUJIHOTO NpHJIaraHe Ha
BeTePHHAPHUS JIEKAPCTBEH MPOAYKT

KauecTBeHn CbCTaB Ha MMOMOIIIHHUTE
BeIIECTBA U IPYIruTe CHCTABKH

Thiomersal 0.01%

3. KJIMHUYHA UHOOPMALIUA

3.1 Bunaose :KHBOTHH, 32 KOUTO € mpeanazHaued BJIIT

Kotkn.

3.2 Tloka3anmus 3a ynoTpeda 3a BCeKM BH/I ’KHBOTHH, 32 KOWTO e MpeHAa3HAYEeH MPOAYKTHT

3a aKTMBHA UMYHH3AIIMsl HA KOTKH CpeIly KOTelIKa MMaHJIEBKOTICHUS, XePIIeCBUPYC, KATUIUBUPYC U OsIC.
Havano Ha uMyHWTeTa: Ha4aJoTO Ha HMYHHTETa Cpelly NaHJIEBKONEHHWs HACcThIIBA 3 CEOMHLHU CJe[
OCHOBHATA BaKCHHALMA, a HAYAJIOTO HA HMYHHTETA Cpelly KOTEIIKH KaJIUIHUBUPYC, XEPIIECBUPYCHA
nH(eKIHs U 05ic HacThIBa 4 CeAMULM Clle]] OCHOBHATA BAKCHHALIHA.

HpOJI’I)H)KI/ITeHHOCT Ha UMYHUTETA: IPOABJDKUTCIHOCTTAa HA UMYHUTETA € 1 TroJnHa.

3.3 IlporuBomoka3aHus

[la He ce u3M0/3Ba B Cilydaii Ha 00110 3a00JIsBaHe C TpecKa.

[a He ce n3non3Ba MpH CBPHXUYBCTBUTEIHOCT KbM aKTHBHHUTE BEILECTBA, aJ)KyBaHTa WIM KbM HSAKOU OT
MTOMOIIIHUTE BEIIECTBA.

3.4 CneuuajHu npeaynpe:kieHust

213 CC€ BaKCMHHPAT CaMO 3ApaBH )KUBOTHH.



Bcsiko mpoTHBOMapa3uTHO TPETHpaHe, 1a c€ OChINECTBH nmoHe 10 THY npeny BakCHHAIHS.
3.5 CneuuajHu npeanasHu MepKH NpH ynorpeda

CrenmanHy IIpeAnasHd MEpPKHU 3a 0e3omacHa ynorpeda IIpyr BUAOBETE JKMBOTHH, 3a KOWUTO € IpeNHa3HAYECH
BJIIT:

He e npunoxumo.

CHCHHaﬂHH Opeanasiy MCPKH 3a JUIiaTa, Impujaraimy BETCpUHAPHUA JICKAPCTBCH NPOAYKT HA X XMUBOTHHUTC!

3a moTpeburenuTe:

To3u BeTepHHApPEH JICKAPCTBEH MPOIYKT ChIAbpPKAa MHHEpATHO Macio. Cly4allHOTO WHKEKTUpaHe/
CaMOMHXCKTHUPAHE MOXKe JIa MPEJIU3BUKA CHITHA 0OJIKa U TIO{yBaHe, OCOOCHO MPH UHKCKTUPAHE B CTaBa WA
NPBCT ¥ B PEIKU CITy4ad € Bb3MOXKHO JIa ce 3aryOu 3acerHaTHs MPbHCT, aKO HE € OKa3zaHa HaBpeMe JeKapcKa
TIOMOIII.

AKO 110 CJTy4alfHOCT CTe WH)KCKTHPAHU C TO3U BETEPUHAPEH JICKAPCTBEH MPOYKT, IOTHPCETE CIICIIIHO ChBET
OT JIeKap M HOCeTe JIMCTOBKaTa ¢ Bac, Topu Ja ¢ MHXKEKTHPAHO ChBCEM MAJKO KOJNMYECTBO. AKO OoJikaTta
NPOaBIKaBa MoBeYe OT 12 yaca ciel MeTUIIMHCKUS MPETJIe, TOThPCETe OTHOBO CHBET OT JIeKapsl.

3a nekapure:

To3u BeTeprHApeH JEKapCTBEH MPOMYKT ChIABPKA MHHEpATHO Macyo. Jlopw ha ca MHKEKTUPAHH MAaJKH
KOJINYECTBA, CIIyYalHOTO MHXEKTHpaHE C TO3H BETEPHUHAPEH JIEKAPCTBEH NMPOIYKT MOXKE Ja IMpeau3BHKa
MosiBa Ha CWJICH OTOK. [Ipy WH)KEKTHUpaHe B MPBCTa € BH3MOXKHO Pa3BUTHE HA MCXEMHYHA HEKpO3a U JOpH
3aryba Ha mpbcra. HeoOxommMa e He3abaBHa, KOMIIETEHTHA XHpyprudecka Hameca. BB3MOXXHO € Ja ce
HaJIO)KW MHLU3MS W UPUTAlMs Ha WHKEKTHPAHOTO MSICTO, OCOOEHO, aKO ca 3acerHaTH ITyJara Ha ImpheTa
WIN CYXOXKUJIHETO.

CrenmanHy npeanasHi MEPKH 3a 3aI1UTa Ha OKOJIHATA Cpefia:
He e npunoxxumo.

3.6 He0maronpusiTHu peakuun

Kotku.
Penxu JlokanmHa peakiys, OOMKHOBEHO C pa3MEepUTe Ha TPaxoBO
(1 0 10 5a 10 000 TPETUPAHU )KI/IBOTHI/I)Z 3bPHO MOXKC J1a C€ IOABU B MACTOTO Ha HHIKXCKTHPAHC,

KOETO M34e3Ba B paMKUTe Ha 3 ceaMuIHU. BakcuHaimsTa
MOXKE [Ja TNpeIU3BUKa, [0 H3KIOUCHHE, PEaKIHd Ha
CBPBXYYBCTBUTEIHOCT. B TakbB ciy4ail, MOIXOSIIOTO
JeueHne TpsAOBa Ja 3aroYHe He3abaBHO.

Cro0maBaHeTo Ha HEOJIArompUATHM pPEaKUUH € BaXHO. ToBa IMO3BOJSIBA HEMPEKBHCHAT MOHUTOPHHI Ha
Oe3omacHOCTTa Ha BETEPUHAPHUS JIeKapcTBeH npoaykT. ChoOmeHuATa TpAOBa Aa ce H3Mpamar, 3a
MIPEINIOYNTAHE Ype3 BETEPHUHAPEH JIeKap, WM Ha NPUTEXaTeNns Ha pa3pelIeHUETO 3a THhProBUS, WIH Ha
HallMOHAJHUS KOMIICTEHTEH OpraH 4pe3 HallOHaJHaTa CUCTEMA 3a ChoOlIaBaHe. 3a CbOTBETHUTE JJAaHHHU 3a
BpB3Ka BUKTE ChIIIO TOUKa 16 OT jIMcTOBKATA.

3.7 Ynorpeda no BpeMe Ha GpeMEHHOCT, JIAKTALUSI WU sTiilleHOCeHe

BpemeHHoOCT:
BakcuHanusra Ha OpeMEHHUTE KOTKHU € MperopbyaHa Mpe3 mbpBaTa MoJIOBMHA Ha OPEMEHHOCTTA.

JlakTanus:
He e mpuioxumo.



3.8 BzaumopgeiicTBHEe ¢ JpPyrH BeTepPUHAPHHU JIEKADCTBEHW TMPOAYKTH H JApyrd ¢opmMu Ha
B3anMojieiicTBHe

Hsama nammyra wHbopMmarmst 3a 0e3omacHOCTTa W e(UKACHOCTTA OT CHBMECTHOTO H3IIOJI3BAaHE HAa Ta3H
BaKCHHA C JIPYTd BETEPUHAPHU JICKAPCTBEHU MNPOAYKTH. [lopaam Tasu mpuyuHa, MPUIATaHETO HA Tas3u
BaKCHHA IMPEAM WK Ciell ynorpedaTa Ha Jpyr BETEPUHAPEH JICKAPCTBEH MPOIYKT TPsOBa Jla ce MPEICHU
CTIOpe/ MHAWBUTyaTHUS CITydail.

3.9 HauuH HA PUIOKEHUE U TO3HPOBKA

Hosza ot 1 ml, He3aBUCHMO OT BB3pacTTa, TETJIOTO M MOPOJaTa HA WHIMBHIA, HO HE I[I0- PAHO OT TPH
Mece4yHa Bb3pacT.

[TpunosxeHue: MOAKOKHO, 32 MPEANOYUTAHE B 00JIACTTA 331 JIONATKATA.

IIpenn ymoTtpeba chappikanueTo Ha (rakoHa TpsOBa da ce pa3KiaTh Jo0pe.

Cxema Ha BaKCHHAIHS:

Enna no3a or BIOFELIN PCHR - npu koreta Ha 3 MecedHa Bb3PACT, C/Ie IIBPBOHAYAIHO BAKCHHHPAHE C
enna no3a BIOFELIN PCH mpu koterata Ha 8 — 10 cemmuuHa Be3pact. [IpenopbuaHus WHTEPBAT MEXIY
BAaKCUHALMUTE € 3 — 4 CeAMHULIH.

PeBakcunanus:
PeBakcunanus ¢ BIOFELIN PCHR ce ocremiectssiBa npe3 12 MmecedHr HHTEPBAIIH.

3.10 CumnTomu Ha mpexo3upaHe (A KOTaTo € MPUJIOKUMO — MPOIEIYPH HA JelcTBHE MPH CHEIIHA
CJLYYaHu M AaHTUOTH)

ITpu npunarase Ha JBOKHA 032 OT BAaKCMHATA HAMA JPYTd HEOIArompHATHH PEAKLUHU MPU KOTKUTE, OCBEH
Te3H, onrcany B T.3.6. Hebmaronpusarau peakiuu.

3.11 CneuuanHu orpaHuyeHusi 3a ynorpeda M CHeUMATHH YCJOBHMSA 3a YNOTpeda, BKIYUTESHO

OrpaHUYEHMsl 3a YyNoTpedaTa HAa AHTUMUKPOOHM W NPOTHBONAPA3MTHU BeTePHUHAPHH
JIeKapCTBeHHU NMPOAYKTH, C [eJ Aa ce OTPAHUYN PUCKBT OT Pa3BUTHE HA Pe3MCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHHU CpOKOBe

He e npunoxxumo.

4. UMYHOJIOI'MYHA UHOOPMALIUA

4.1 BerepuHapeH JiekapcTBeH aHaToMo-TepaneBTH4eH Ko (ATCvet Code):

Q106AA09 Bakcuna cpellly BHpPYCHA IIaHJICBKOICHHUS, KOTEIIKA KaJMIIMBUPO3a, KOTEIIKH BUPYCEH
PUHOTpPAXEUT U OsIC.

®dapmakoTepareBTHYHA TPyTa: HHAKTUBUPAHA BAKCHHA 32 KOTKH.

5. DAPMAIEBTUYHHU JAHHAU

51 OcHoBHM HECHBMECTHUMOCTH

He cmecBaiite ¢ npyru BeTeprHApPHH JIEKAPCTBEHU POITYKTH.

5.2  Cpok Ha TogHOCT

Cpok Ha TOJHOCT Ha KpailHUsS BETEPUHAPEH JIEKAPCTBEH MPOIYKT: 2 TOAWHH.
Cpok Ha TOZHOCT cJie/l MbPBO OTBApsIHE HA ITbPBUYHATA OMAKOBKa: 8 Haca.

5.3 CneuuajHu ycjaoBuUsl 32 CbXpaHEHHe



ITa ce cexpansBa B xnaquwiauk (2 °C — 8 °C).

Ila ce cpXpaHsBa M TPAHCIIOPTHPA B oXJaaeHo cherosaue (2 °C — 8 °C).
Ila ce ma3u OT 3aMpbH3BaHe.

Jla ce mas3u OT CBETIIUHA.

54 Buja u cbCTaB HA NBPBUYHATA ONAKOBKA
He Bcuuku pazmepu Ha omakoBKaTa MOTaT Ja ObJaT MpeAsaraHy Ha masapa.

Baxkcunara ce npennara B CThKICHH (PJIAKOHU XHIPOJIUTUYCH Kiac |, 3amedyaranu ¢ mpoOUBacMu KaydyKOBH
3aITyIIagKy ¥ aTyMAHUEBU KaladKH.
IIpoayKThT ce MoCTaBs B CIIETHUTE Pa3MepH OMTAKOBKU:

- IlmactmacoBa kyTus ¢ kamnak, ¢ 10 rae3na: 2 x 1 qo3a, 10 x 1 mo3a, 5 x 5 go3u, 10 x 5 no3wu.

- IlmactmacoBa kyTus ¢ kamnak, ¢ 20 rae3na: 20 x 1 nosa.

- IImactmacoBa kyTtus ¢ kamak, cb¢ 100 rrezma: 100 x 1 mo3a.

- Kapronena xytus: 1 x 5 nosu.

55 CneuuajHu MepKH 32 YHUII0KABAHE HA HEU3MOJI3BAHU NPOAYKTH UIH OCTATHIM OT TSX
BerepunapHuTE JIeKapCTBEHN NPOLYKTU HE TpsAOBa 1a ObIaT U3XBBPISIHU Ype3 OTIAIHN BOIH.

N3non3BaiiTe nporpamMu 3a BpbIIAHE IPU YHMIOKABAHETO HA HEU3NOJI3BAHM BETEPUHAPHU JIEKApPCTBEHU
MPOAYKTH WIM OCTATBLHM OT TSX B CHBOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOIATEJICTBO M C BCUYKH
HAIIMOHAJHH CHCTEMH 3a ChOMpaHe, MPIIOKIMH 32 ChOTBETHHUS BETCPHHAPEH JICKAPCTBEH MPOIYKT.

6. HNME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A THPT'OBUSA

Bioveta a.s

Komenského 212/12,

683 23, Ivanovice na Hané,
Czech Republic

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPT'OBUS

0022-2748

8. JATA HA ITbPBOTO U3JABAHE HA PABPEIIEHUETO 3A ThbPI'OBUS
Jlata Ha TBPBOTO M3JaBaHe Ha pasperieHueTo 3a Tbprosus: 05/07/2017

9. JATA HA MOCJEIHATA PEJAKLUSI HA KPATKATA XAPAKTEPUCTHUKA HA
MPOJIYKTA

05/2023
10. KJIACH®UKAIIMSA HA BETEPUHAPHUTE JJEKAPCTBEHHU NIPOAYKTHU

I[a CC OTITYCKa CaMO IIO JICKAPCKO IMpPEAITUCaHnC.

Ho;[p06Ha I/IH(l)OpMaI_II/ISI 3a TO3U BCTCPUHAPCH JICKAPCTBCH MPOAYKT MOKEC Ja HAMCPUTC B Oasara JaHHU Ha
Cnro3a otHocHo mpoaykrute (https://medicines.health.europa.eu/veterinary).

A-P AHTOHHO PAJOEB
3AMECTHHUK HU3ITBJIHUTEJIEH JJUPEKTOP


https://medicines.health.europa.eu/veterinary

