KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KbM PA3PELIEHME 3A THPIOBUA Ne 0022-2757

1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA TIPOAYKT

HIPRADOG PUPPY
nrouIN3aT 3a HHXXEKLIUOHHA CYCIICH3HS C pa3peIuTe 3a KyyeTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Coabprkanue B 1o3a (1 ml):
AKTHBHH CyOCTAHIUM:

Jlnod)pmmpmaﬂa (hDaKIII/Iﬁl

Atenynpan CDV, MaM Lederle..........cocoovoioiiiiieiciiieieie et >10°TCIDso
Teuna ¢hpaxuuys:
Atenynpan CPV, maM C-780916.............cc..oeeeeeeeeieieee e eeeeieeeeeeeeeeeee e >107 TCIDsg
Excuunuentn:

3a MBJIHUA CHUCHK Ha EKCLMIIMEHTUTE, BIK T. 6.1,

3. DAPMAIEBTUYHA ®OPMA

WHxeKkIMoHHa CYCTCH3Hs, TOJy4eHa CIIeJ] pa3TBapsHe Ha Juouiu3upaHara (pakius B TeyHaTa
¢dpakuus.

®rakoH ¢ Os1 10 )KBITEHUKAB IpaxX U (IIAKOH ¢ €THOPOHA, IPO3pauHa, Oe3IBETHA CYCIIEH3HSL.

4. KIMHNYHHU JAHHHU

4.1 Bunose :kMBOTHH, 32 KOUTO e peaHa3nayen BMII
Kyuera.
4.2 TepaneBTHYHH MOKa3aHMUsl, ONIPe/ieJIeHH 32 OTAeJTHUTE BH10Be KUBOTHHU
Kyuera:
3a akTUBHA UMYHH3aLMs Ha KydeTa OT §-CeIMHYHA Bb3pacT CPeLLy:
- IlapBoBupo3a — BakCHHALUMATa WHAYLHpPAa CEPOKOHBEPCHS /O NPOTEKTUBHM HUBA U

MIpeIOTBpaTABa BUPYCHATA €KCKPEIIHSL.
- I'ana — BakcHHanUsATa MHIYLUPA CEPOKOHBEPCHS M NPEAOTBpATsBa MOABaTa HAa KIMHUYHU
MPU3HALIH.

Haugaino na HUMYHHUTETA: OT 8-CeZIMI/I‘IHa BBb3pPaCT HATATHK.
HpOZL’BJ’DKI/ITCIIHOCT Ha UMYHUTCTA: 1 roauvHa.

4.3 IIpoTuBonoxazanus
Jla He ce m3nos3Ba NpH KUBOTHU CHC CTOMAITHO-YPEBHHU MapasuTH, NP )KMBOTHU B CHCTOSHUE Ha
CTpecC WM TIPH KUBOTHH ChC ChbMHEHHE 32 MH(PEKIIMO3HN WIIH 3apa3Hu O0JIECTH.

213 HE CC HU3MO0JI3BA INpPU CBPBXUYYBCTBUTCIHOCT KbM AKTUBHHUTEC Cy6CTaHHHH WM KBM HSIKOH OT
CKCIIUITUCHTUTCE.
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4.4 CpneuuajHu MpeINa3HU MePKH 32 BCEKH BH] ’KMBOTHH, 32 KOUTO e npeaHasHadyen BMII
Hsama.
4.5 CrnenuajaHu nMpeana3Hy MePKH NpH ynorpeda

CHeIII/IaJ'IHI/I Opeanas’Hii MCPKH 34 ) KUBOTHUTEC MTPU VHOTDC6aTa Ha IpOAYKTa

Ja ce mpunara npu 31paBy ¥ 00e3mapa3uTeH! JKUBOTHH.

Ja ce u3mon3BaT CTEpUSIHU WIJIa U COPUHIIOBKA, KOraTo CE IMpWiara BETCPUHAPHOMEIUIIMHCKUST
MPOYKT.

BerepurapHOMEIUIIMHCKUAT TPOAYKT Ja Ce TMpHJiara cie] MaKCHMaJieH MEepHoja OT €IUH Yac Ciel
PEKOHCTUTYIIHSTA MY.

Crenmanuy mpenmasHy  MEPKM 3a JIMIATa, OpWIaraiy BEeTEPMHAPHOMEIMIMHCKNS IPOAYKT Ha
JKUBOTHHTE

Ha ce mpunarat oOu4yaiiHUTE MEPKH 3a M30ATBaHe Ha CiIydailHO camoWmHXeKkTupaHe. llpu ciyuaiino
CaMOMHKEKTHpaHe, He3a0aBHO Aa Ce NOTHPCH MEIUIMHCKU ChBET, KaTO Ha JIeKapsl ce MPeloCTaBH
JIUCTOBKATa WX €THUKEeTa Ha TPOAYKTa.

4.6 HebnaronpusiTHH peakuuu (4€CTOTA H BAKHOCT)

Morat J1a ce nosABsAT MHOTO PEAKU CIIy4dad Ha PEaklus Ha CBPbXUYBCTBUTEIHOCT NpHU BaKCUHUPAHUTE
JKUBOTHU. B TakuBa ciydau, TpsOBa aa ObJiec IPOBEACHO MOAXOAII0 CHMIITOMATUYHO JICUCHHE.

4.7 Ynorpe6a no BpeMe Ha OPeMEHHOCT, JIAKTAIMS WIH SlIeHOCeHe
He ce npunara (1o Bpeme Ha 1ie7ust Iepro/T MITK 9acT OT OpEeMEHHOCTTA).

4.8 BzaumopeiicTBHEe ¢ JAPYrM BeTePHHAPHOMEIMIMHCKH TPOAYKTH H Apyru dopmMu Ha
B3aHMOJeHCTBHE

Hsma Hanmmuna nHbopMalys 3a 6e30MacHOCTTa U epUKACHOCTTa OT CbBMECTHOTO M3IOJI3BaHE HA Ta3H
BaKCHHA C JIpyTd BETEpUHAPHOMEIULMHCKY MpoayKTH. [lopanu Tasu npuuuHa, NpuilaraHeTo Ha Ta3d
BaKCHHA NpeAM WM cief ynorpebara Ha Ipyr BeTEpUMHAPHOMEAMLMHCKH HPOAYKT TpsiOBa na ce
MIPEeLeH! CIIOpe]l MHANBUIYaTHHS CIydail.

4.9 /1032 ¥ HAYMH HA MPUJIOKEHUEe

IToaxoxHoO.

PexoHcTuTyHMpaiiTe acenTudHO IMoQuIn3upaHara Gpakiys B ChIbPKAHHETO HA (DJIAKOHA C TEYHATa
(bpaxmus.

[Ipunosxere BakcUHATA, KOTATO TS € JOCTUTHAJA CTaliHa TemiepaTtypa, Mexay +15 u +20°C.
Paskmarere m10 TBIHO pa3TBapsiHeE W He3a0aBHO WHXKEKTHPAWTE MOJIKOXXHO PEKOHCTUTYHUpPaHATa
BaKCHHA.

IMpunoxere 1 mo3a (1 ml/kyde), chriaacHo cieqHaTa cxemMa, He3aBUCHMO OT TelleCHaTa Maca, MoJjia Win
nopojara:

[IepBUYHA BaKCHHANWS: IMHPBAa WHKEKIWA HA 8-CEIMUYHA BH3pPACT M BTOpA HHXKEKIws Ha 12-
CeIMUYHA Bb3PACT.
PeBakcuHanus: Ha Bceku 12 Mecena.

410 IIpeno3upane (CHMITOMHU, CIIELIHH MEPKH, AaHTHI0TH), AKO € HE00OX0IUMO

[Ipu mpeno3upane He ca HAOIIOJaBaHU HEOIATONPHUATHH PEAKIIH, PA3INIHH OT T€3H, TOCOYEHH B T.
4.6.
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411 KapeHTeH cpok
He e npunoxumo.

5. HUMYHOJIOI'NMYHU OCOBEHOCTH

dapmakoTepaneBTuuHa rpyna: MMyHomornunu. UmyHonornynu 3a kauuan. Kydera. XKvusu BupycHu
BakcuHH. JKMB BHpYC Ha raHa Impu Ky4eTara + )KUB Ky4eIlIKU TapBOBUPYC.
Berepunapnomeaununacku Anatomo-Tepanesruuen Koa: QI07ADO3

Kyuemkusar napsoBupyc (CPV) npuunHsBa 3a00nsBaHus Ha XpaHOCMUJIATETHUS TPAKT NpPU Kydera,
oco0eHO TIpH KydeHIa o 6-MeceuHa Bb3pacT. BupycwsT Ha ranara (CDV) e eTHONOTHYEH areHr,
OTTOBOPEH 3a yBpEKJaHE Ha HEpBHATA, AMXaTesIHAaTa M XpaHOCMUIJIATeJIHAaTa CHCTeMa MpU Kydera,
0c00€HO B IBPBUTE CEAMHUIH OT KUBOTA UM.

EdexTure Ha TO3W BETCPHUHAPHOMEIUIIMHCKU TPOJIYKT CE W3pa3siBaT B MHAYIMpPAaHE HA WMYHUTET
cpeury CPV u CDV, upe3 usznon3Banero Ha ateHyupanu Bupycu (CPV mam C-780916 u CDV mam
Lederle), 3a 3arura Ha BaKCHHUPAHUTE )KUBOTHHU OT 3200 SIBAHUATA, KOUTO TE MPUIUHABAT.

MaiikuTe, BAKCHHHPAaHU Mpey paxkIaHe, TpaHCPepupaT KbM TAXHOTO MOTOMCTBO aHTUTENA CPEILy
CPV u CDV npe3 maneHTara u Konacrpara. Bucokoro chabpikanue Ha CPV (>10'TCIDso/no3a) u
CDV (>10°TCIDs¢/mo3a) anturenn B HIPRADOG PUPPY mnossonsiBa mo-rojisiMa e()MKacHOCT B
WHAYNUPAHETO HA WMYHEH OTTOBOP NpHU KydeHIaTa Mo BpeMe Ha MepHojaa Ha WHTepepeHuus c
MalYMHUTE aHTUTENA.

6. OAPMAIEBTUYHU OCOBEHOCTH
6.1 Cnucbk Ha eKCHUIINEHTHTE

Kenatun

Kanues xnopug

HunatpueB gocdar nonekaxuapar
Kamues nuxunporendocdar
IToBunon

Hatpues xsopun

Cyxkpo3sa

MoHOHaTpuUEB riIyTamar

Bopaa 3a umxexkun

6.2 OCHOBHH HECHBMECTHMOCTH

HpI/I JIMIICa Ha JaHHU 3a CbBMECTUMOCT, TO3U BETCPUHAPHOMCIAUIIMHCKU MIPOAYKT HE TpHGBa Ja 6"LILC
CMCCBAH C APYyIru BETCPUHAPHOMCAUIIUHCKU IIPOAYKTH.

6.3 Cpok Ha rogHocT

Cpok Ha TOAHOCT Ha KpailHHs BeTepUHAPHOMEANIIMHCKY TPOAYKT: 18 Mecena.
Cpox Ha FOAHOCT ClIe/l pa3pexkJaHe B CbOTBETCTBHE C HHCTPYKIUUTE: | Jac.

6.4. CnenuajiHu ycJI0BHUS 32 CbXpaHeHHe HA MPOIYKTa
Jla ce cpxpaHsiBa U TpaHCIIopTUpa B oxJanieHo cherosiHue(2 °C — 8 °C).
a He ce 3ampa3siBa.

Jla ce ma3u OT cBeTIMHA.

6.5 Bl/lll 1 CbCTAaB HA MbPBUYHATA OIIAKOBKaA
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[IppBUYHATA OMaKOBKa Ha ITHOGUIN3UpaHaHa (PaKLUUsI Ce ChCTOHM OT OE3LBETEH CTHKIEH (UIAKOH OT 3
ml tum |, c rymMeHa 3amyinanka 1 alyMUHHCBA Kanadka.

[TepBUYHATA ONIAKOBKA HA Te4HaTa (ppakius ce ChCTOU OT Oe3lBeTeH CThKIeH (iaakon ot 3 ml tum |, ¢
TyMEHa 3alylIajika 1 aTyMHHHEBA Karaydka.

10 x 1 mo3a (mrodmnm3upana Gpakuus-TedHa Gpakusi) B KAPTOHEHA Ky THSL.

6.6 CnenuajHH MepKH 32 YHULIOKaBAaHe HA HEM3MOJI3BaH MPOAYKT WIH OCTATHIH OT HEro
BMII ne Tpsi6Ba Aa 6bAAT U3XBBPISIHA Ype3 OUTOBH OTIIAABIM WIH OTHAIHU BOJU.

ITonuraiite Bamwus BerepuHapeH Jekap KakBo na mnpasure ¢ HeHyxxHurte BMIIL Tesu mepku me
IIOMOTHAT 32 OIIa3BAHE HA OKOJIHATA CPENa.

7. INPUTEXATEJ HA PASPEHIEHUETO 3A ThPI'OBUSI

Laboratorios Hipra, S.A.

Avda. La Selva, 135

17170 Amer (Girona)

Spain

8. HOMEP HA PASPEHIEHUETO 3A THPTOBUA

Ne 0022-2757

9. JATA HA ITBbPBOTO N3JABAHE PASPEIIEHUETO 3A THhPI'OBUSA

Jlata Ha TEpPBOTO W3/1aBaHe Ha JuUIleH3 3a ynorpeda: 18.09.2017.
[aTa Ha u3gaBaHe Ha pa3pelieHueTo 3a Thproeus: 19.09.2022.

10. JATA HA NOCJIEAHATA PEJAKLUS HA TEKCTA
23.10.2017
3ABPAHA 3A IIPOJAXKBA, CHABJASIBAHE U/NJINA YIIOTPEBA

Camo 3a BeTepHHApHOMEIUIIMHCKA YIIOTpeOa.
Jla ce oTIycka caMmo 1O JIEKapcKO MPeANuCcaHue.

A-P XPUCTO BBJIYAHOB
HBITBJIHATEJIEH JIHPEKTOP
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