IMPHUJIOKEHHE 1

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

VEPURED unxeknoHHa cycreH3us 3a mpacera

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Besika 1o3a ot 1 ml chabpika:

AKTHBHO BellIeCTBO:

PexomOuHanTeH BepoTOKCHH 2¢€ Ha E. coli
* RP — orHOcuTenHa akTuBHOCT (ELISA)

AKyBaHTH:
Aluminium hydroxide (Al **)
DEAE-dextran

Ilomomnu BemecTna:

KauecTBeH CbCTaB Ha MOMOIIHUTE
BelIeCTBA U IPYIruTe CbCTAaBKH

CUMETHKOH

HatrpueB xuapokcup

JunatpueB gocdar gonexkaxuapat

Kanues xnopua

Kanues guxugporendocdar

Harpues xnopuj

Bopa 3a nmxexnu

benesnnkana CyCIICH3U.

3. KJIMHUYHA UHPOPMALIUA

3.1 BupgoBe :KMBOTHH, 32 KOUTO € npeanaznayed BJIII

IIpacera.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BH/J )KMBOTHH, 32 KOWTO e NpeJHa3HAYEH NMPOAYKTHT

AKTHMBHA WUMYyHH3allds HAa HOBOPOJEHHU IMpaceHIla OT 2 JHH ClIe]] pakKIaHeTO 3a HaMajsBaHE Ha
CMBPTHOCTTa, OIpaHMYaBaHC Ha KIMHUYHUTE IMPU3HAIM Ha eJeMHa OoyiecT (IMpUYMHEHA OT
BEPOTOKCHHA 2e, mpou3BexjaHa oT E.coli) u 3a HamallsiBaHEe HA JIHEBHATa 3ary0a Ha TErJio MpU
pacTtexxa mpe3 mocienHus nepuonx oT Oopbara ¢ MH(pEKIHATAa C BEPOTOKCHHA 2€, MPOU3BElIEHA OT

RP* > 1,50

2,117 mg
10 mg

E.coli, no nznpamaneTo UM B KJIaHUIIATa CJIE] IOCTUTaHEe Ha Bb3pacT 164 nHu.

Hauano Ha umynurera: 3 ceIMHULIU CIE€ BAKCUHUPAHE.
16 cenMunu cieq BAKCUHUPAHE.

HpO,Z[’LJ'DKI/ITeJ'IHOCT Ha UMYHUTCTA:

3.3 IIporuBomokaszanus

Jla HE CC HM3IIO0JI3BA IpPU CBPBXYYBCTBUTCIHOCT KbM aKTUBHATa Cy6CTaHHI/I$I, AUKYBAHTUTC WM KBM

HSIKOM OT €KCIIUITUEHTHUTE.



3.4 ChoeumnajHu mpeaynpeskieHus
Jla ce BakCHHUpAT caMO 3/IpaBH KUBOTHHU.
3.5 CroeuuajHu mpeana3sHd MepKH NMpH ynorpeda

CrernmaiaHy npeana3sHi MEPKHU 3a 0e30IacHa ynoTpebda IIpyu BUAOBETE )KUBOTHH, 32 KOUTO €
npendaszHauexn BJIIT:

He e npunoxxumo.

CrenyaiHy Mpearna3Hd MepKH 3a JIUIaTa, IPUIaraiiy BeTepUHAPHUS JeKapCTBEH MPOAYKT Ha
KHMBOTHHUTC!

He e npunoxumo.

CHCLII/IEIJ'IHI/I Opeanasiy MCPKHU 34 3allliTa Ha OKOJIHATa cpcaa:

He e npunoxumo.
3.6 HeOnaronpusiTHu peakuun

[Ipacera:

1 2
MHOT0 YeCcTH Bnb3nanenue B MICTOTO Ha HHXCKIWA , OTIIaJHaJIOCT",

3
MOBUIIIEHA TEMITEPATypa
(moseue ot 1 Ha 10 TpeTupanu p

JKUBOTHH):

MEHOro pefKu Peaxkiust Ha CBpbXUyBCTBUTEITHOCT (HAIp. MOBPHIIAHE,
3aJie)kaBaHe, KOHBYJICHH, JISTAPTHUs U 3ary0a Ha

(mo-manko ot 1 ma 10 000 TpeTnpanu -

YKMBOTHH, BKJIFOUNTEIHO U30IUPAHH
CHOOIICHHS):

!Jlexo BB3MaeHKE B MIACTOTO Ha MHXKEKTHPAHE (IMAMETHP < 5 ¢cm), KOETO OOMKHOBEHO OTIIYMSBA B
paMKHTE Ha TPH JHU CJe]l BAKCUHAIMATA Oe3 IpuiIaraHe Ha JICUCHHE.

?Jlexa nenpecus B JIeHS HA BAKCHHAIUATA.

SHabGmromaBaHo € MOBUIIABaHE HA TeMreparypara ¢ MmakcumyM 1,1 °C. TemnepaTypuTe ca ce BbpHAIH
KbM HOPMAITHUTE B paMKUTe Ha 24 daca.

‘Peakuum Ha CBPBXYYBCTBUTEJIHOCT MOTAT Ja BH3HUKHAT B PAMKUTE HA HAKOJKO MHMHYTH CJIE]
BakcuHanus. JXHBOTHHTE Hal-uecTo 3alovBar Jia ce Bh3CTAHOBIBAT B PAMKUTE Ha OKOJIO 15 MHUHYTH.
B cnyuait Ha TexKH peakIu OT aHA(WIAKTHYCH THUII CE MTPETIOPHYBA MOAXOIAIIO JICUCHHE.

Cro01maBaneTo Ha HEOIATONPHSITHU PEAKIMH € BaYKHO. TOBa MO3BOJISIBA HENPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BETEPUHAPHUS JIEKapCTBEH NMPoaykT. ChoOmeHusTa TpsOBa ga ce W3Impaimar, 3a
MPEIIOYUTAHE UYpe3 BETCPUHAPEH JICKap, WM Ha MPUTEIKATEIS Ha Pa3pelIcHUETO 3a ThPrOBHS WU Ha
MECTHHSI My TIPEICTABUTEI, MIIM Ha HAITMOHATHYSI KOMIIETCHTEH OPTaH Ype3 HAI[MOHAIHATA CHCTEMa 3a
chOoOIIaBaHe. 32 CbOTBETHHUTE JIAaHHU 3a BPh3Ka BIKTE JIUCTOBKATA.

3.7 VYmnorpeda no Bpeme Ha OPeMEHHOCT, JAKTALUS WU siiLlEeHOCEeHe

bezomnacHocTTa Ha BeTepHHApPHUS JICKAPCTBEH MPOAYKT HE € JOKa3aHa Mo BpeMe Ha OPEMEHHOCT W
JIaKTaIus.

bpeMeHHOCT M TaKTaIHsA:
He ce mpenoppuBa mpuaraneTo My o BpeMe Ha OpPEMEHHOCT U JIAKTaITHsl.




3.8 B3aumopaeiicTBHe ¢ Ipyru BeTePUHAPHHU JeKAPCTBEHH NMPOJYKTH U APYru opmMu Ha
B3anMojieiicTBHe

Hsma nanmuna ungopmanus 3a 6e30nacHoCTTa U €(pUKACHOCTTa OT CHbBMECTHOTO M3IIOJI3BaHE Ha Ta3U
BaKCHHA C JPYT'H BETCPHHAPHM JEKAPCTBEHU NPOAYKTH. [lopanym Ta3n npuynHa, MPUIaraHeTo Ha Ta3H
BaKCHHA MNpeIu WIN Cliel yrnoTrpebdara Ha APYT BETEpHHAPEH JIEKApCTBEH IMPOIYKT TpsAOBa 1a ce
NPELEeHN CIOpea WHANBUAYATHHS CITydail.

3.9 HayuH Ha NpUJIOKEeHNeE U T03MPOBKA

MHTpaMyCKyJIHO MPUIIOKEHHE.

[Ipenun ynotpeba octaBere BakcuHaTa Aa JOCTUTHE cTaiiHa Temmeparypa (15 °C-25 °C).
Pasknatere no6pe npeau ynorpebda.

[Mpunoxere eqMHUYHA UHTPaMYCKYyJIHA HHXKEKIUs oT 1 ml B mmsra.

3.10 CumnTomMHM Ha npeAo3npaHe (M KOraTo e NPUJI0KMMO — NMPoUeIyPH Ha AelicTBHe MPH
CTICIIHYU CIy4Yau U AHTHIO0TH)

Hsma nannuna nadopmanys.

3.11 CpeumaJHu OrpaHMYEHHS 32 yHOTpe0da M ClelMaIHH YCJIOBHSA 32 YIOTPe)a, BKIKYNUTETHO
OrpaHUYEHM 32 YIOTpPedaTa HAa AHTUMMKPOOHHU ¥ NPOTHBONAPA3MTHU BeTePHHAPHHU
JIeKapCTBEHHU NMPOAYKTH, C IeJ A ce OTPAHMYM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e mpunoxumo.

3.12 KapeHTHH cpoKOBe

Hyna nxu.

4. NUMYHOJIOT'NTYHA UTHO®OPMALIMA

4.1 BerepunapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QI09ABO2.
Bakcunara, KoATO c€ ChCTOM OT PEKOMOWHAHTEH BEPOTOKCHH 2€, CTHUMYJIMpa aKTUBEH HMYHHTET
cpeury TokcmHa VT2e, mpomsBexgaH OT MPHYMHUTENS Ha eJeMHa OOJNecT TpH Ipacerara.
BakcunmpanuTe KHUBOTHU ca CIOCOOHU Aa HeyTpanu3upar Tokcuante V12e.

5. DAPMAIEBTUYHHU JAHHU

5.1 OcHOBHM HECHBMECTHUMOCTH

He cmecBaiite ¢ npyr BeTepruHapeH J€KapCTBEH MPOAYKT.

5.2 Cpoxk Ha roaHocT

Cpok Ha rOHOCT Ha KpailHus BeTepUHApEH JIEKapCTBEH MPOAYKT: 3 TOAWHH.

CpOK Ha TOAHOCT CJICA MBbPBO OTBAPAHC HA IIbPBUYHATA OITIAKOBKA: 10 gaca.



5.3 CneuunaJjHu yca0BHUS 32 CbXpaHeHHe

Ja ce cpxpansBa 1 TpaHCIIOpTHpa B oxJaaeHo ceerosaue (2 °C — 8 °C).
[a He ce 3ampa3siBa.

Jla ce ma3u OT CBETJIMHA.

5.4 Bua u cbeTaB Ha IbPBUYHATA OIIAKOBKaA

[omuerunenosu (PET) ¢nakonu ot 10, 50, 100 u 250 ml.
dnaxkoHHTE ca 3aTBOPEHH C OpOMOOYTHIIOBA T'yMEHa 3aIlylIaika 1 aTyMUHHEBa Karaydka.

Kapronena xyrtus ¢ 1 ¢nakon ¢ 10 go3u (10 ml).

Kapronena xyrtus ¢ 10 ¢naxona ¢ 10 no3u (10 ml).

Kapronena xytus ¢ 1 ¢nakon ¢ 50 gosu (50 ml).

Kapronena xytus ¢ 1 dakon cbe 100 go3u (100 ml).

Kapronena kytus ¢ 1 daakon ¢ 250 go3u (250 ml).

He Bcuuku pa3MepH Ha OIakoBKaTa MOTarT Ja ObJaT mpe/ularaHy Ha rasapa.

5.5 ChenuajaHu MepKH 3a YHUILOKAaBAHe HA HEM3MOJI3BAHU MPOAYKTH WJIH OCTATBIH OT TAX

Berepunapuute jekapcTBeHU MPOAYKTH HE TpAOBa Na OBJAT M3XBBHPISHU 4Ype3 OTIATHU BOAHM WU
OHMTOBH OTITAABIIH.

M3non3Baiite nporpaMu 3a BpbIIAHE IIPU  YHUIIOXKABAHETO HA HEW3IOJ3BaHUM BETEPUHAPHU
JIEKAPCTBEHU IPOAYKTU WM OCTaTbUU OT TAX B CBOTBETCTBUE C M3UCKBAHMATA HA MECTHOTO

3aKOHOJIATEJICTBO W C BCUYKHM HAIMOHAIIHA CHUCTEMH 3a ChOMpaHe, NPUIOKHUMU 3a CHOTBETHUSA
BETEPUHAPCH JIEKAPCTBEH MPOIYKT.

6. HUME HA IIPUTEXKATEJISA HA PASPEHLIEHUETO 3A ThbPI'OBUSA

LABORATORIOS HIPRA, S.A.

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

EU/2/17/214/001-005

8. JATA HA IBPBOTO U3JJABAHE HA PASPEHIEHUETO 3A ThPI'OBUSA

JlaTta Ha TEPBOTO W3/1aBaHE Ha pa3penieHneTo 3a Thprosus: 17/08/2017

9. JATA HA NOCJVIEAHATA PEJAKILHUS HA KPATKATA XAPAKTEPUCTUKA HA
INPOAYKTA

(JUYMM/TTIT}

10. KJIACH®UKAIIUA HA BETEPUHAPHUTE JJEKAPCTBEHU NPOAYKTHU
Ja ce oTIrycka caMo 110 JIEKapCKO IIPEIIUCAHHUE.

[TonpoOHa mH(OpMans 3a TO3W BETEPUHAPEH JIEKAPCTBEH MPOIYKT MOXKE J]a HAMepHTe B 0a3ara JaHHU
Ha Cwro3a orHOCHO nipoaykruTte (https://medicines.health.europa.eu/veterinary).
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IMPUJIOKEHME 1T

APYTU YCJIOBUA U UBUCKBAHUSA KBbM PASPEILIEHUETO 3A ThPI'OBUSA

Hsama.



IMPHUJIOKEHHME I1I

ETUKET U JINCTOBKA



A. ETUKETH



NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BHBHIIIHATA OITAKOBKA

Kapronena kytus c¢ guiakon ¢ 10 x 10 xo3mn
Kapronena kyrus ¢ ¢iaxonu c 10, 50, 100 wiu 250 no3u

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

VEPURED unxekunoHHa cycreH3us 3a mpacera

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Bcesika no3a ot 1 ml ceabpika:
PexomOuHaHTEeH BepOTOKCHH 2¢ Ha E. coli RP>1,50

3. PASMEP HA OITAKOBKATA

10 mo3u (10 ml)

50 mo3u (50 ml)

100 mo3u (100 ml)
250 mo3u (250 ml)
10 x 10 no3wm (10 ml)

4. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

IIpacera.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUHU HA ITPUJIOKEHUE

WHTpaMyCKyITHO MPUIIOKEHHE.

7. KAPEHTHUM CPOKOBE

KapeHTCH CpOK: HyJIa THH.

| 8. CPOK HA TOJIHOCT

Exp. {mMm/rrrT}

Crnen oTBapsiHe, U3MOI3Bai B pamkuTe Ha 10 gaca.



‘ 9. CIHIEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

Jla ce cbXpaHsBa U TPAHCIIOPTHPA B OXJIAIEHO ChCTOSHHE.
[la He ce 3ampa3ssBa.
[a ce masu ot cBeT/IMHA.

‘ 10. HAJAIMUCHT ,,JIPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[Ipenu ynotpeda npoyereTe JIUCTOBKATA.

‘ 11. HAJAIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA yIIoTpeoa.

12. HAJIUCHT “JA CE CBbXPAHSBA JAJIEY OT IOTJVIEJA U HA HEJOCTBITHHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa AaJjied OT Norjicaa U Ha HCAOCTBIIHU 3a JIC1a MCCTaA.

‘ 13. HUME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPT'OBUA

LABORATORIOS HIPRA, S.A.

14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUA HA BJIII

EU/2/17/214/001 (10 zo3u (10 ml))
EU/2/17/214/002 (50 mo3u (50 ml))
EU/2/17/214/003 (100 103 (100 ml))
EU/2/17/214/004 (250 103 (250 ml))
EU/2/17/214/005 (10 x 10 ao3u (10 ml))

‘ 15. NAPTHUIAEH HOMEP

Lot {Homep}
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NHOOPMAIMSA, KOATO TPABBA 1A BbJAE U3IIMCAHA BBPXY IIBPBUYHATA
OITAKOBKA

®yaakoH cbe 100 nam 250 no3u

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

VEPURED uHxeKIIMOHHA CYCIIeH3Us 3a IIpaceTa

2. KOJMYECTBO HA AKTUBHUTE BEHIECTBA

Besika mo3a ot 1 ml ceappxa:
PexomOuHaHTEeH BepOTOKCHH 2¢ Ha E. coli RP>1,50

3. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

IIpacera.

4. HAYUHUA HA ITPUJIOKEHUE

WHTpaMyCKyITHO MPUIIOKEHHE.
[Ipenu ynorpeda npoyeTy JUCTOBKATA.

5. KAPEHTHUM CPOKOBE

KapeHTeH CpPOK: HyJIa THH.

| 6. CPOK HA TOJHOCT

Exp. {mMm/rTIT}

Crnen oTBapsiHe, U3IIOI3Bal B pamkuTe Ha 10 gaca.

‘ 7. CIHIEHUAJIHHA YCJIOBUA 3A CbXPAHEHUE

[a ce cbxpaHsaBa U TPAHCIIOPTHPA B OXJIAICHO ChCTOSHUE.
Ha He ce 3ampa3sspa.
Jla ce mma3u oT CBETJIHHA.

‘ 8. HUME HA IIPUTEXXATEJISI HA PASBPEIIEHUETO 3A ThPI'OBUS

LABORATORIOS HIPRA, S.A.
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‘ 9. NAPTUJAEH HOMEP

Lot {nomep}

‘ 10. CBHABPXKAHHUE CIIPSIMO MACA, OGEM WX BPOM HA EJJMHUYHUTE 103U ‘

100 mo3u (100 ml)
250 mo3u (250 ml)
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BbJAE NU3IIMCAHA BBPXY MAJIKHN
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA J0O3A

daaxoH ¢ 10 uau 50 no3u

1. HAUMEHOBAHUWE HA BETEPUHAPHUSA JTEKAPCTBEH ITPOAYKT

VEPURED

2. KOJMYECTBO HA AKTUBHUTE BEHIECTBA

PexomOuHaHTEeH BepOTOKCHH 2¢ Ha E. coli RP > 1,50 na ml

‘ 3. NAPTUJAEH HOMEP

Lot {Homep}

| 4. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Crnen oTBapsHe, U3MOI3Bail B pamkute Ha 10 gaca.

5. CBIABPKAHUE CIIPAMO MACA, OBEM WJIHW BPOM HA EAMHAYHUTE JI03U ‘

10 mo3u (10 ml)
50 mo3u (50 ml)
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B. IUCTOBKA
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JIMCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

VEPURED uHxeKIIMOHHA CYCIIeH3Us 3a IIpaceTa

2. CncTas
Bcesika no3a ot 1 ml ceabpika:
AKTHBHa cy0OcTaHIMA:

PexomOunanTeH BepoTokcuH 2¢e Ha E. coli RP* > 1,50
* RP — otHOCHTeHA akTUBHOCT (ELISA)

AKyBaHTH:
Aluminium hydroxide 2.117 mg (aluminium)
DEAE-dextran 10 mg

bene3nnkana CYCIICH3UA.

3. Bunose :XMBOTHH, 32 KONTO e npegHazHaved BJIII
IIpacera.
4. IToxa3zanus 3a ynorpeoda

AKTHBHAa WMYHW3allisg Ha HOBOPOJCHH IpaceHNa OT 2 JHU CJIeJ PaXJTaHETO 3a HaMaJsBaHE Ha
CMBPTHOCTTa, OTpaHMYaBAaHE Ha KIMHWUYHUTE IMPHU3HAIM HA eJeMHa OoyecT (MpPUYMHEHA OT
BEPOTOKCUHA 2€, mpou3BexkjaHa oT F.coli) M 3a HamallsBaHE HA JIHGBHATa 3ary0a Ha TErJio MpU
pacTexa Tpe3 TMOCICTHUS MepHosl OT Oopbara ¢ MHPEKIHMITa ¢ BEPOTOKCHHA 2€, TIPOU3BEACHA OT
E.coli, no n3nparaneTo UM B KJIaHUIIATa CJIe]] JOCTUTAHE Ha Bb3pacT 164 mHM.

Hauano va umyHHTETa: 3 CEJMHIIM CJIe]l BAKCHHUpPAHE.

[IpoabKUTETHOCT HA UMYHHTETA: 16 CEMUIIM ClIe]] BAKCHHUPAHE.

5. IIporuBonokazanus

Jla He ce W3MOJ3Ba MPU CBPBHXUYBCTBHTEIHOCT KbM aKTHBHATAa CYOCTaHIIUS, a/UKyBaHTUTE WM KbM
HSIKOW OT EKCIIUITUCHTUTE.

6. CrnenuaJ Hu mpexynpexieHus

CroenyanHy OpeaynpeskICHUS:
Jla ce BakcHMHHpAT caMO 3[IpaBH KUBOTHH.

BpeMeHHOCT U JTaKTaIys:

be3zomnacHocTTa Ha BeTepHHApPHUS JIEKAPCTBEH MPOAYKT HE € JOKa3aHa Mo BpeMe Ha OPEMEHHOCT W
JAKTaIusI.

He ce npenopbyBa npuiaraHeTo My 1Mo BpeMe Ha OGPEMEHHOCT M JIaKTaIlHsl.
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BsauMoielicTBre ¢ APYTH BETEpUHAPHH JIEKAPCTBEHHN MPOJAYKTH U IPYTH OPMHU HA B3aUMOJICHCTBHE:
Hsima manwana naopMarus 3a 6e30macHOCTTa U e(PUKACHOCTTa OT ChBMECTHOTO HM3ITOJI3BAHE Ha Ta3H
BaKCHHA C JIPYTH BETCPUHAPHU JICKAPCTBEHU MPOAyKTH. [lopaau Ta3u nmpuyuHa, MpUIIaraHeTo Ha Ta3u
BaKCHHA TIpeJW WIHM CleJ] ynorpebaTa Ha APYr BETEPHHAPEH JICKApCTBEH MPOJYKT TpsiOBa ma ce
NPENEeHH CIIOpe ] MHANBUIYATHUS CITydai.

OCHOBHU HECHBMECTUMOCTH:
He cmecBaiiTe ¢ aApyr BeTepruHapEH JEKapCTBEH MPOITYKT.

7/ HebsaronpusiTHu peakumun

IIpacera:

Mmuoro dectn (moBede ot 1 Ha 10 TpeTHpaHu )KHBOTHH):

Bb3najenue B MACTOTO HA MHKEKIHsA |, OTIIAIHAIOCT?, HOBHILIEHA TEMIIEpaTypa’

MHoro penku (mo-manko ot 1 Ha 10 000 TpeTrpaHu >KUBOTHH, BKIIOYUTEIIHO N30JHUPaHH
CHOOIICHHS ):

Peakiys Ha CBPbXUYBCTBUTEIHOCT (HAMp. MOBPBIIAHE, 3a/eKaBaHe, KOHBYJICHH, JIETAprus U 3aryda
Ha ch3HaHME

!JTeko BB3MAIEHHE B MACTOTO HA UHKEKTUpAHE (IUaMEThp < 5 ¢cm), KOETO OOMKHOBEHO OTIIyMsBa B
paMKHTe Ha TPU JHU CJIe]] BAKCHHALMATa Oe3 IpujiaraHe Ha JeueHHUE.

?Jleka nenpecus B JIEHs HA BAKCUHALIMATA.

’Ha6ro1aBaHo € MoBHUIIaBaHE Ha TemIeparypara ¢ MmakcumyM 1,1 °C. TemmepaTypure ca ce BbpHAIH
KBbM HOPMAJIHUTE B paMKHTE Ha 24 Jaca.

*PeakiuM Ha CBPBXYYBCTBUTEIHOCT MOTAT J@ Bb3HUKHAT B PAMKUTE HA HAKOJKO MUHYTH CJIE.
BakcHHalLMsA. JKMBOTHHTE Hali-uecTo 3aroy4Bar a ce Bb3CTAaHOBABAT B PAMKHUTE Ha OKOJO 15 MUHYTH.
B ciydaii Ha TeXXKH peakiuy OT aHaQWIAKTHYCH THII C€ ITPENOPBYUBA MOIXOISIIO JICUCHHUE.

Cro0miaBaHeTo Ha HEOATONPHUATHH PEaKIMY € BaXKHO. TOBa IMO3BOJISIBA HEITPEKhCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0eliekuTe HIKAKBHA HEONMArONMpHUATHH PEaKIMH, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OMHCAHU B Ta3W JINCTOBKA WJIM MHCIHUTE, Y€ BETEPHHAPHHUS JIEKAPCTBEH MPOIYKT
HE JIeHCTBa, CBBPXKETE CE€ MBbpPBO ¢ Bamms BeTepwHapeH jekap. MokeTe ChINO Ja choOIaBare
HEOJIATONPUSATHU PEaKIUM Ha MPUTSIKATENSI Ha pPa3pelicHHEeTO 3a THPrOBUS WU  MECTHHS
MIPEJICTABUTEI HA TIPUTEXKATEIS Ha Pa3pEIICHUETO 32 ThPTrOBUs, KaTO U3M0I3BaTe JAHHUTE 32 KOHTAKT
B Kpas Ha Ta3W JUCTOBKA WK Ype3 Baiara HalmoHai Ha cUCTeMa 3a choOlaBaHe: {MOAPOOHOCTH 3a
HallMOHATHATa CHCTEMA }

8.  /lo3upoBKka 3a BCceKH BHJ *KMBOTHO, HAYUHMHU U METO/] HA MPUJIOKEHHE
HHTpamMycKyTHO NPHIIOKEHHE.

[Ipunoxkere enMHUYHA UHTPAMYCKYJIHA WHXKEKIHs OT 1 ml B musTa.

9. CbBeTH 32 MPABHJTHOTO NMPUJIATAHE HA MPOAYKTA

[Ipenu ynoTpeba ocTaBeTe BakCHHATa Ja TOCTUTHE cTaiiHa Temmepatypa (15 °C-25 °C).
Pazknarere noOpe npenu yrnorpeoda.

10. KapeHTHHU cpokoBe

Hyna gau.
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11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

Ja ce cpxpansiBa maned OT NOrJieAa U Ha HEAOCTHITHHU 32 JIea MEecTa.

Ja ce cpxpansiBa 1 TpaHCIIOpTHpa B oxjiafgeHo cherosaue (2 °C — 8 °C).

Jla ce ma3u OT CBETJIMHA.

[a ce ma3u oT 3aMpb3BaHe.

Ha He ce u3moN3Ba TO3M BETEPHUHApPEH JIEKAPCTBEH MNPOLYKT Cie] HM3THYaHE CPOKa Ha TOJHOCT,
MIOCOYEH BBPXY €THUKETA Clie]l CPOKa Ha ToAHOCT. CPOKBT Ha TOJHOCT OTrOBapsi Ha MOCIEAHUS JICH OT
TO3H MECEII.

Cpok Ha rOZJHOCT CJIe MbPBOTO OTBapsiHE Ha MbpBUYHATa onakoBka: 10 Jaca.

12. ChnenmnajHu nNpeana3sHu MePKHU MPHU YHUIIIOKABAHE

BeTCpI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’])}_'[3T HU3XBBPJAHU YPE3 OTIIAAHU BOJAU WA
OuTOBU OTIaabIH.

W3nomspaiite nporpaMu 3a BpPBIIAHC MPU YHHUIIOXABAHCTO Ha HCHUIIOJI3BAHU BCTCPUHAPHU
JICKApPCTBCHU IPOAYKTH HIW OCTAaTbIM OT TAX B CBOTBETCTBUEC C M3HMCKBAHHATA Ha MCECTHOTO
3aKOHOOATCIICTBO M C BCHUYKHU IMPHUIIOKHNMHU HAIIMOHAIIHU CHCTEMH 3a C’LGI/IpaHe. Te3n MEpKHU 1€
IIOMOT'HAT 3a OIla3BaHC Ha OKOJIHaTa cpcaa.

[MommTaiite Bamms BetepuHapeH jiekap win (papMarieBT Kak Jia YHUIOKUTE HEHY)KHH BETCpUHAPHH
JIEKapCTBEHU TPOAYKTH.
13. Kuaacudukanus Ha BeTepUHAPHHUTE JeKAPCTBEHH MPOAYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMUCaHunC.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMAKOBKHU
Howmepa Ha paspemieHusta 3a ynorpeda: EU/2/17/214/001-005

PasMepu Ha onakoBkaTa:

Kapronena kytus ¢ 1 nonueruiesos (PET) duakon ¢ 10 go3u (10 ml).
Kapronena xytus ¢ 10 PET ¢uakona ¢ 10 go3u (10 ml).

Kapronena xytus ¢ 1 PET daakon ¢ 50 mo3u (50 ml).

Kapronena xytus ¢ 1 PET ¢makon cse 100 go3u (100 ml).

Kapronena kytus ¢ 1 PET ¢uakon ¢ 250 mo3u (250 ml).

He Bcuukn PpasMEpu Ha OIMAaKOBKATa MOrat Ja 6’B,I[aT npeajlaranv Ha masapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA
{A/MM/TTTT}

[MonpoOHa nHbopMaIKs 3a TO3M BETEpUHAPEH JIEKAPCTBEH MPOAYKT MOXKE J1a HaMepuTe B 0a3ara JJaHHU
Ha Crro3a otHOCHO npoayktute (https://medicines.health.europa.cu/veterinary).
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16. /lanuu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha pa3spClICHUETO 3a THProBUA W IPOU3BOAMTCII, OTTOBAPAIIL 34 0CBO60)K,I[aBaHeTO Ha

napTuau U JaHHU 3a BPH3Ka 3a C'b06gaBaHe Ha npeanojaracMmn He6J'IaI‘OHQI/IHTHI/I pCaKIIUM:

LABORATORIOS HIPRA, S.A.
Avda. la Selva, 135

17170 Amer (Girona) SPAIN
TEL: +34 972 43 06 60

3a BcskakBa MH(GOPMAIUS OTHOCHO TO3W BETEPUHApPEH JICKAPCTBEH MPOJIYKT, MOJS, CBBPKETE CE C
MECTHHSI [IPEeICTAaBUTEN Ha MIPUTEXATEIS Ha Pa3pelIeHHeTo 3a ThProBHsL.

MectHHI OpCaACTABUTCIIN M JAaHHHW 34 BPHB3Ka 3a C’I)O6]J_IaBaHe Ha npcamojiaracMmu HeOJ1ar OIIPUATHHU

pCaKIUM:

Belgié/Belgique/Belgien
HIPRA BENELUX NV
Nieuwewandeling 62
9000 Gent

BELGIUM

Tel: +32 09 2964464

Peny0smka buarapus
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
NCITIAHUA

Ten: +34 972 43 06 60

Ceska republika

HIPRA SLOVENSKO, s.r.0.
Zochova 5,

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335223

Danmark

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIEN

Tel: +34 972 43 06 60

Deutschland

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Diisseldorf
DEUTSCHLAND

Tel: +49 211 698236 - 0
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Lietuva

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
ISPANIJA

Tel: +34 972 43 06 60

Luxembourg/Luxemburg
HIPRA BENELUX NV
Nieuwewandeling 62

9000 Gent

BELGIUM

Tel: +32 09 2964464

Magyarorszag
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
SPANYOLORSZAG

Tel: +34 972 43 06 60

Malta

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANJA

Tel: +34 972 43 06 60

Nederland

HIPRA BENELUX NV
Nieuwewandeling 62
9000 Gent

BELGIUM

Tel: +32 09 2964464



Eesti

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
HISPAANIA

Tel: +34 972 43 06 60

EArada
HIPRA EAAAX AE.

Aeswo. AOnvav 80 & Mnpiovov 2-4,
104 41 Kolwvdc - AOGHNA - EAAAX

TnA: +30 210 4978660

Espaiia

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

ESPANA

Tel: +34 972 43 06 60

France

HIPRA FRANCE

7 rue Roland Garros, Batiment H
44700 - Orvault -

FRANCE

Tél: +33 02 51 80 77 91

Hrvatska

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
SPANJOLSKA

Tel: +34 972 43 06 60

Ireland

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tel: +34 972 43 06 60

Island

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANN

Simi: +34 972 43 06 60

Italia

Hipra Italia S.r.1.
Enrico Mattei, 2
25030 Coccaglio (BS)
ITALIA

Tel: +39 030 7241821

Norge

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIA

TIf: +34 972 43 06 60

Osterreich

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Diisseldorf
DEUTSCHLAND

Tel: +49 211 698236 — 0

Polska

HIPRA POLSKA Sp.z.0.0.

Ul. Wincentego Rzymowskiego 31
02-697 Warszawa - POLSKA
Tel: +48 22 642 33 06

Portugal

ARBUSET, Produtos Farmacéuticos e Sanitarios
De Uso Animal, Lda

Portela de Mafra e Fontainha - Abrunheira

2665 — 191 Malveira - PORTUGAL

Tel:+351 219 663 450

Roménia

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIA

Tel: +34 972 43 06 60

Slovenija

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIJA

Tel: +34 972 43 06 60

Slovenska republika
HIPRA SLOVENSKO, s.r.o.
Zochova 5,

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335 223

Suomi/Finland
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
ESPANIJA

Puh/Tel: +34 972 43 06 60



Kvmpog

LABORATORIOS HIPRA, S.A.

Avda. La Selva 135
17170 Amer (Girona)
IZTTANIA

Tnh: +34 972 43 06 60

Latvija

LABORATORIOS HIPRA, S.A.

Avda. La Selva 135
17170 Amer (Girona)
SPANIJA

Tel. +34 972 43 06 60
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Sverige

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIEN

Tel. +34 972 43 06 60

United Kingdom (Northern Ireland)
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tel: +34 972 43 06 60
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