ITPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

VEPURED nnkekIMoHHA CyCIIeH3Hs 3a IIpaceTa

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Besika no3a ot 1 ml chabpika:

AKTHBHO BellIeCTBO:

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

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

IlomouHu BemecTBa:

KadecTBeH CbCTaB Ha MOMOIIHHUTE
BelIeCTBA U IPYIruTe CbCTAaBKH

CUMETHKOH

HatrpueB xuapokcup

JunatpueB gocdar gonexkaxuapat

Kanues xnopua

Kanues guxugporendocdar

Harpues xnopuj

Bopa 3a nmxexnu

benesnnkana CyCIICH3U.

3. KIMHUYHA UHOOPMALIUA

3.1 BupaoBe :kMBOTHH, 32 KOUTO € npeanaznayed BJIII

IIpacera.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BH/J JKMBOTHH, 32 KOWTO e NpeJHa3HAYEH NMPOAYKTBT

AKTHMBHAa WMyHHU3alldsd HAa HOBOPOJEHHU IpaceHIla OT 2 JHH ClIe]] paKIaHeTO 3a HaMajlsBaHE Ha
CMBPTHOCTTa, OIpaHMYaBaHC Ha KIMHUYHUTE IMPU3HAIM Ha eJeMHa OoyiecT (IMpUYMHEHA OT
BEPOTOKCUHA 2e, mpom3BexjaHa oT E.coli) w 3a HamallsiBaHe 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 nznpamaHeTo UM B KJIaHUIIATa CJIE]] IOCTUTaHEe Ha BB3pacT 164 nHw.

Hauano Ha umyHuTeTa: 3 ceIMHULHU CIE€ BAKCUHUPAHE.
16 cenMunu ciell BAKCUHUPAHE.

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

3.3 IIporuBomokazaHusi

Jla HE CC HM3IIOJI3BA IPU CBPBXYYBCTBUTCIHOCT KbM aKTUBHATa Cy60TaHHI/IH, AUKYBAHTUTC WU KbM

HSIKOM OT €KCIIUITUEHTHUTE.



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

CrenmanaHy peana3sHy MEPKHM 3a 0e30I1acHa ynoTpebda IIpyu BUAOBETE JKUBOTHH, 32 KOUTO €
npendaszHauexn BJIIT:

He e npunoxxumo.

CrenyaiHy npearna3Hd MepKH 3a JIUIaTa, IpUIaraiy BeTepUHAPHUS JeKapCTBEH MIPOAYKT Ha
KHMBOTHHUTC!

He e npunoxumo.

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 3a 3allliTa Ha OKOJIHATa Cpcaa:

He e npunoxumo.
3.6 HeOnaronpusiTHu peakuun

[Ipacera:

1 2
MHOTO YecTu Bnb3nanenue B MICTOTO Ha HHXCKIWA , OTIIaJHaJIOCT",

3
MOBUINIEHA TEMITEpPaTypa
(moseue ot 1 Ha 10 TpeTupanu patyp

JKUBOTHH):

MEHOro pefKu Peaxiust Ha CBpbXUyBCTBUTEITHOCT (HAIp. MOBPHIIAHE,
3aJie)kaBaHe, KOHBYJICHH, JISTApTUs U 3ary0ba Ha

(mo-manko ot 1 Ha 10 000 TpeTnpanu -

YKMBOTHH, BKJIFOUNTEIHO U30IUPAHH
CHOOIICHHS ):

!Jlexo BB3MmajeHHE B MIACTOTO Ha MHXKEKTHpPAHE (IMaMETHP < 5 ¢cm), KOETO OOMKHOBEHO OTIIYMSIBA B
paMKHTE Ha TPH JHU CJIe]l BAKCUHAIMATA Oe3 IpuiIaraHe Ha JICUCHHE.

?Jlexa nenpecus B JIeHS HA BAKCHHAIUATA.

3HalGmromaBaHo € MOBUIIABaHE Ha TeMiepaTypaTa ¢ MakcumyM 1,1 °C. TemnepaTypuTe ca ce BbpHAIH
KbM HOPMAITHUTE B paMKUTe Ha 24 daca.

‘Peakuum Ha CBPBXYYBCTBUTEJIHOCT MOTAT Ja BH3HUKHAT B PAMKUTE HA HIKOJKO MHMHYTH CJIEJ
BakcuHanus. JXHBOTHUTE Hal-4ecTO 3all0YBaT Jia C€ Bh3CTAHOBSIBAT B PAMKUTE Ha OKOJIO 15 MHUHYTH.
B cnyuaii Ha TexKH peakiu OT aHA(WIAKTHYCH THII CE MTPETIOPHYBA MOAXOIAIIO JICUCHHE.

Cro0mmaBaHeTo Ha HEOIATONPHSITHU PEAKIMH € BaKHO. TOBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BEeTEPUHAPHUS JIEKapCTBEH MPoaykT. ChroOmeHusTa TpsOBa ga ce W3IMpaimar, 3a
MPEIOYUTAHE UYpe3 BETCPUHAPECH JIeKap, WM Ha MPUTEIKATEIS Ha Pa3pelicHHEeTO 3a ThPrOBHUS WU Ha
MECTHHSI My TPEICTABUTEI, MIIM Ha HAITMOHATHYSI KOMIIETCHTEH OPTaH Ype3 HAI[MOHAIHATA CHCTEMa 3a
chOoOIIaBaHe. 3a CbOTBETHHUTE JIAaHHU 3a BPh3Ka BIKTE JIUCTOBKATA.,

3.7 VYmnorpeda no Bpeme Ha OPeMEHHOCT, JAKTALUS WU sliillEeHOCEeHe

be3zonacHocTTa Ha BeTepHHApPHUS JIEKAPCTBEH MPOAYKT HE € JOKa3aHa Mo BpeMe Ha OPEMEHHOCT W
JIaKTaIus.

BpeMeHHOCT U JIaKTalsl:

He ce MMpernopbYBa NPUIIAraHCTO MY 110 BPEMC Ha 6p€M€HHOCT 1 JJaKTanus.



3.8 B3zaumopaeiicTBHe ¢ Ipyru BeTEPUHAPHHU JeKAPCTBEHH NMPOAYKTH U APYru popmMu 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 NpeIu WIN Cliefl ynorpebara Ha APYr BETCpHHAPEH JIEKApCTBEH IMPOIYKT TpsAOBa 1a ce
NPELEeHH CIOPEe ] NHANBUAYATHUS CITydai.

3.9 HauyuH Ha NpUJIOKEeHHUE U T03MPOBKA

MHTpaMyCKyJIHO IPUIIOKEHHE.

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

[Mpunoxere eqMHUYHA UHTPaMYCKYJIHA HHKEKIUs OT 1 ml B miusita.

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 yHOTpeda M CllelMAJIHH YCJIOBHA 32 YIOTPeda, BKIYHUTEIHO
OrpaHUYEHMS 32 YIOTpPedaTa Ha AHTUMMKPOOHHU ¥ NPOTHBONAPA3MTHU BeTePHHAPHHU
JIeKapCTBEHHU NMPOAYKTH, C IeJ A ce OTPAHMYM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e mpunoxumo.

3.12 KapeHTHH cpoKOBe

Hyna nuu.

4. NUMYHOJIOT'HYHA UTHO®OPMALMA

4.1 BerepunapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QI09ABO2.
Bakcunara, KoATO c€ ChCTOM OT PEKOMOWHAHTEH BEPOTOKCHH 2€, CTHMYJHpa aKTUBEH WMYHHTET
cpeury TokcwmHa VT2e, mpomsBexxgaH OT MPUYMHUTENS Ha eJeMHa OOJNecT TpH Ipacerara.
BakcunmpanuTe ®KHUBOTHU ca CIOCOOHU Ja HEyTpanu3upar Tokcuaute V12e.

5. DAPMAIEBTUYHHU JAHHU

5.1 OcHOBHM HECHBMECTHUMOCTH

He cmecBaiite ¢ npyr BeTepruHapeH J€KapCTBEH MPOAYKT.

5.2 Cpoxk Ha roaHocT

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

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



5.3 CneuunaJjHu yca0BHUS 32 CbXpaHeHHe

[a 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 MIbPpBUYHATA OIIAKOBKAaA

[omuerunenosu (PET) ¢nakonu ot 10, 50, 100 u 250 ml.
drnakoHHTE ca 3aTBOPEHH C OpOMOOYTHIIOBA T'yMeHa 3aIlyIajika U aTyMHHHEBa Karaydka.

Kapronena xyrtus ¢ 1 ¢makon ¢ 10 gosu (10 ml).

Kapronena xytus ¢ 10 ¢pnaxona c¢ 10 no3u (10 ml).

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

Kapronena kytus ¢ 1 duakon cbe 100 go3u (100 ml).

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

He Bcuuku pa3mepu Ha OIakoBKaTa MOTaT Ja ObJaT mpe/yularaHy Ha masapa.

5.5 Cnenuajanun MEPKH 32 YHUIIOKABAaHE¢ HA HCU3IIOJI3BAHH NMPOAYKTHU WIH OCTATBHIH OT THX

BerepunapuuTe yiekapcTBEHH MPOAYKTH HE TPsAOBA Ja ObJAT M3XBBHPISHU 4Upe3 OTIATHU BOAHM WU
OHMTOBH OTITAABIIH.

M3non3Baiite mnporpamu 3a BpbIIaHE MPU YHUIIO0)KABAHETO HA HEU3NOJ3BaHW BETEPUHAPHU
JIEKapCTBEHH MNPOAYKTH WM OCTATBUM OT TAX B CBOTBETCTBUE C H3HWCKBAHMATA HAa MECTHOTO
3aKOHOJATEJICTBO M C BCHYKHM HAIlMOHAJIHM CHCTEMHM 3a ChOMpaHe, NPUIOKHUMH 3a ChOTBETHHS
BETEpUHAPEH JIEKAPCTBEH MPOAYKT.

6. HUME HA IIPUTEXKATEJIS HA PASPEIHIEHUETO 3A ThbPI'OBUS

LABORATORIOS HIPRA, S.A.

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

EU/2/17/214/001-005

8. JATA HA IbPBOTO U3JABAHE HA PAZPEIHIEHUETO 3A ThPI'OBUA

JlaTa Ha TEPBOTO W3/1aBaHE Ha pa3pelnieHneTo 3a Tepropus: 17/08/2017

9. JATA HA NOCJUIEAHATA PEJAKIHUS HA KPATKATA XAPAKTEPUCTUKA HA
INPOAYKTA

(UYMM/TTIT}

10. KJIACHUDPUKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
Ja ce oTirycka caMo 110 JIEKAPCKO MIPEINUCAHUE.

[MonpoOHa uHpopMaIys 3a TO3M BETEPUHAPEH JIEKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 0a3arta JaHHU
Ha Cpro3a orHocHO nipoaykruTte (https://medicines.health.europa.eu/veterinary).
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IMPUJIOKEHHUE I1

APYTU YCJIOBUA U UBUCKBAHUA KbM PASPEILIEHUETO 3A ThPI'OBUSA

Hsama.



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A. ETUKETH



NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

Kapronena kytus c¢ guaxon ¢ 10 x 10 xo3mn
Kapronena kyrus ¢ gaaxonn c 10, 50, 100 wiu 250 no3un

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

VEPURED nnkeKIMOHHA CyCIIEH3Hs 3a IIpaceTa

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Bcesika no3a ot 1 ml ceabpika:
PexomOuHaHTEeH BEepOTOKCHH 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 mo3u (10 ml)

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

IIpacera.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

WHTpaMyCKyJIHO NIPUIIOKEHHE.

7. KAPEHTHUM CPOKOBE

KapeHTCH CpPOK: HyJIa THH.

| 8. CPOK HA TOJIHOCT

Exp. {mMm/rrrT}

Crnen oTBapsiHe, U3MOI3Bal B pamkuTe Ha 10 gaca.



‘ 9. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

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

‘ 10. HAJAIMUCHT ,,IPEJAN YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.

‘ 11. HAJAIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YITOTpeoa.

12. HAJIIUCBHT “JA CE CbXPAHSBA JAJIEY OT IIOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

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

‘ 13. HUME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPTOBUA

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 o3 (100 ml))
EU/2/17/214/004 (250 o3 (250 ml))
EU/2/17/214/005 (10 x 10 ao3u (10 ml))

‘ 15. NMAPTHUJAEH HOMEP

Lot {Homep}
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NHOOPMAIMSA, KOATO TPABBA 1A BBJIE U3IIMCAHA BbPXY I'TBPBUYHATA
OITAKOBKA

®DaakoH cbe 100 nam 250 no3u

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

VEPURED uHXekIIMOHHA CYCIIeH3H1 3a ITpaceTa

2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

Besika mo3a ot 1 ml ceappika:
PexombOunanTen BepoTokcud 2¢ Ha E. Coli RP>1,50

3. BUJOBE )KUBOTHWU, 3A KOUTO E IPEJHA3ZHAYEH BJITI

IIpacera.

4. HAYUHHA HA ITPUJIOKEHUE

MHTpaMyCKyJIHO IPUIIOKEHHE.
[Tpenn ynorpeba mpoyeT IUCTOBKATA.

5. KAPEHTHU CPOKOBE

KapeHTeH CpOK: HyJIa THH.

| 6. CPOK HA TOJHOCT

Exp. {mMm/rTIT}

Crnen oTBapsiHe, U3IIOI3Bal B pamkuTe Ha 10 gaca.

‘ 7. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

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

‘ 8. HUME HA IIPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

LABORATORIOS HIPRA, S.A.
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‘ 9. INAPTUJAEH 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 U3IIMCAHA BBPXY MAJIKHA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

diaakoH ¢ 10 uau 50 no3u

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITPOAYKT

VEPURED

2. KOJMNYECTBO HA AKTUBHUTE BEILIECTBA

PexomOuHaHTEH BEepOTOKCHH 2¢ Ha E. coli RP > 1,50 va ml

‘ 3. HNAPTUJIEH 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 103U ‘

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

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

VEPURED uHekIIMOHHA CYCIIeH3H1 3a ITpaceTa

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

PexomOunanten BepoTokcut 2¢ Ha E. Coli RP* > 1,50
* RP — otHOCHTeHa akTUBHOCT (ELISA)

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

bene3nnkana CYCIICH3UA.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII
Ilpacera.
4. IToxa3zanus 3a ynorpeoda

AKTHBHAa WMYHM3allisg Ha HOBOPOJCHH IpaceHIa OT 2 JHU CJIE] PaXJTaHETO 3a HaMaJsBaHE Ha
CMBPTHOCTTa, OTpaHMYaBAaHE Ha KIMHWUYHUTE MpHU3HAIM HA eJeMHa OoyiecT (MpUYMHEHA OT
BEPOTOKCHHA 2¢, mpou3BexaaHa oT FE.coli) M 3a HamallsiBaHE HA JIHEBHaTa 3ary0a Ha TErJio MpHU
pacTeka Tpe3 MOCICTHUS Mepuos OT Oopbara ¢ MHPEKIHMITa ¢ BEPOTOKCHHA 2€, TIPOU3BEACHA OT
E.coli, no n3nparaneTo UM B KJIaHUIIATa CJIe] JOCTUTAHE HA Bb3pacT 164 mHM.

Hauano va umyHuTeTa: 3 CEJMHMIM CJie]l BAKCHHUPAHE.

[IpoabIKUTETHOCT HA UMYHHUTETA: 16 CEMUIIM Clie]] BAKCHHUPAHE.

5. IIporuBonokazanus

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

6. CneunuaJiHu mpexynpexaeHus

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

BpeMeHHOCT U JIaKTalus:

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

He ce npenopsyBa npuiaraHeTo My 1Mo BpeMe Ha OPEMEHHOCT M JIaKTaIlusl.
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BsauMoyielicTBre ¢ APYTH BETEpUHAPHH JIEKAPCTBEHHN MPOJAYKTH U IPYTU OPMHU HA B3aUMOJICHCTBHE:
Hsima manwana naopMarus 3a 6e30macHOCTTa U e(PUKACHOCTTa OT ChBMECTHOTO HM3ITOJI3BAHE Ha Ta3H
BaKCHHA C J[PYTH BETCPUHAPHU JICKAPCTBEHU MPOIyKTH. [lopaau Ta3u nmpuyuHa, MpUIIaraHeTo Ha Ta3u
BaKCHHA TIpeJW WM cie] ynorpebata Ha JAPYr BETEPHHAPEH JICKApCTBEH MPOJYKT TpsAOBa aa ce
NPENEHH CIIOPEe] MHAUBUAYATHUS CITyqai.

OCHOBHU HECHBMECTUMOCTH:
He cmecBaiiTe ¢ aApyr BeTepruHapEH JEKapCTBEH MPOITYKT.

7/ HebsaronpusiTHu peakumun

IIpacera:

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

Bo3najenue B MACTOTO HA MHKEKIMsA |, OTIIAIHAIOCT?, HOBHILICHA TEMIIEpaTypa’

MHoro penku (mo-manko ot 1 Ha 10 000 TpeTrpaHu >KUBOTHH, BKIIOYUTEIIHO N30JIUPAHH
CHOOIICHHS ):

Peakiys Ha CBPbXUYBCTBUTEIHOCT (HAMp. MOBPBIIAHE, 3a/eKaBaHe, KOHBYJICUH, JIETaprus U 3aryda
Ha ch3HaHmE

!JTeko BB3MAIEHHE B MACTOTO HA MHKEKTUPaHE (IUaMeThp < 5 ¢cm), KOETO OOMKHOBEHO OTIIYMSIBA B
paMKHUTe Ha TPU JHU CJIel] BAKCHHALMATa Oe3 IpujiaraHe Ha JeueHHUE.

?Jleka nenpecus B JIEHs HA BAKCUHALIMATA.

’Ha6urojaBaHo € MoBUIIaBaHe Ha Temrieparypara ¢ MmakcumyM 1,1 °C. TemnepaTypure ca ce BbpHAIH
KBbM HOPMAJIHUTE B paMKHTE Ha 24 Jaca.

*PeakiuM Ha CBPBXUYYBCTBUTEIHOCT MOTAT J@ Bb3HUKHAT B PAMKUTE HA HAKOJKO MUHYTH CJIEN
BakcHHalUsA. JKMBOTHHTE Hali-uecTO 3al0YBaT Aa CE Bb3CTAaHOBABAT B PAMKHUTE Ha OKOJIO 15 MUHYTH.
B ciyyaii Ha TeXKH peakiuy OT aHa(QWIAKTHYCH THII €€ ITPENOPHYUBA MOIXOISIIO JICUCHHUE.

Cro0miaBaHeTo Ha HEONATONPHUATHU PEaKIMK € BaXKHO. TOBa MO3BOJISIBA HEITPEKhCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0eliekuTe HIKAKBHA HEONIArONpHUSITHH PEaKIMH, BKIIOYUTEITHO U
TaKHWBa, KOUTO HE Ca OMHMCAHU B Ta3W JINCTOBKA WJIM MHCIHUTE, Y€ BETEPHHAPHIS JICKAPCTBEH MPOAYKT
HE JeHCTBa, CBBPXKETE Ce MBbpPBO C Bamms BeTepwHapeH jekap. MokeTe ChINO 1a choOIaBaTe
HEONIATONPUSATHU PEaKIUM Ha TMPUTSKATENS Ha pPa3pelicHHEeTO 3a THPrOBUS WU  MECTHHS
MIPEJICTABUTEI HA MIPUTEXKATEIS Ha Pa3pElICHAETO 32 ThPTOBUS, KaTO W3MOI3BaTe JAHHUTE 32 KOHTAKT
B Kpas Ha Ta3W JUCTOBKA WK Ype3 Baiara HalmoHai Ha cUcTeMa 3a choOllaBaHe: {IMOJAPOOHOCTH 3a
HaIlMOHAIHATA CHCTEMA }

8.  /lo3upoBKka 3a BceKH BHJ *KUBOTHO, HAYHMHA U METO/] HA MPUJIOKEHHE
HHTpamMycKyITHO IPUITOKEHHE.

[Ipunoxkere enMHUYHA UHTPAMYCKYJTHA WHXKEKIHs OT 1 ml B mmsTa.

9. CbBeTH 32 MPABHJTHOTO NMPUJIATAHE HA MPOAYKTA

[Ipenu ynoTtpeba ocTaBeTe BakCHHATA Ja TOCTUTHE cTaitHa Temmepatypa (15 °C-25 °C).
Pazknarere noOpe npenu yrnorpeoa.

10. KapeHTHHU cpokoBe

Hyna quu.
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11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe
Jla ce chxpaHsiBa Jjajied OT MOTJIe/Ia U Ha HEJAOCTHITHY 3a Jiella MecTa.

Ja ce cexpansaBa U TpaHCIIOpTHpPa B oxjianeHo cberosaue (2 °C — 8 °C).
Jla ce ma3u OT CBETJIMHA.
Jla ce ma3u ot 3aMpb3BaHe.

Jla He ce wW3MON3Ba TO3M BETEPHWHAPEH JIEKApCTBEH MPOAYKT Clle]] M3THYAaHE CPOKa Ha TOJHOCT,
MOCOYEH BbPXY €THKETA Cle/ CpoKa Ha roAHOCT. CpOKBT HA TOAHOCT OTIOBApsl HA MOCIEAHUS IEH OT
TO3U MECELL.

CpOK Ha TOAHOCT CJICA IbPBOTO OTBAPAHC HA IbPBUYHATA OIIAKOBKaA! 10 gaca.

12. ChenunaJIHu NpeANa3HA MePKH NPH YHUIOKABAHE

BeTCpI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’])}_'[3T HU3XBBPJAHA YPE3 OTIIAAHU BOJAU WA
OuTOBU OTIaabIH.

WsnomsBaiite mnporpamMu 3a BpbBIIaHE NPH YHUIIOKABAHETO HA HEW3IOI3BAaHH BETEPUHAPHU
JIEKapCTBEHU TMPOAYKTH WM OCTaThLIM OT TAX B CHOTBETCTBHE C HM3WUCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO W C BCHUYKH TNPWIOKHMHU HAI[MOHATHH CUCTEMH 3a chOupane. Te3m Mepku Iie
MIOMOTHAT 3a OMa3BaHE Ha OKOJIHATA Cpelia.

[MonmTaiite Bamus BetepuHapeH jekap win (papMaIieBT KakK Jia YHUIIOKUTE HEHYKHH BETepUHAPHH
JIEKapCTBEHU TPOAYKTH.
13. Kuaacupukanus Ha BeTepUHAPHHUTE JeKAPCTBEHH MPOAYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO IMPCANMCaHunC.

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

PasMepu Ha omakoBKaTa:

Kapronena kytus ¢ 1 nonueruneHos (PET) ¢uakon ¢ 10 go3u (10 ml).
Kapronena xytus ¢ 10 PET ¢uakona ¢ 10 go3u (10 ml).

Kapronena kytus ¢ 1 PET ¢umakon ¢ 50 mo3u (50 ml).

Kapronena xytus ¢ 1 PET ¢nakon cbe 100 go3u (100 ml).

Kapronena xytus ¢ 1 PET ¢nakon ¢ 250 no3u (250 ml).

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

15. I[aTa Ha 1nocjeaHaTa peJaKkiuusa Ha TEKCTa
(JUYMM/TTTT}

IMToxpoOHa nH(pOpMaIHs 32 TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE J]a HaMepuTe B 6azaTa JaHHH
Ha Cpro3a otHOocHO nponykrute (https://medicines.health.europa.eu/veterinary).
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16. /lanuu 3a Bpb3Ka

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

NnapTuau U JaHHU 3a BPH3Ka 3a C’bO6EaBaHC Ha npeanojaracMmn He6HaI‘OHQI/I}ITHI/I pPCaKIIUM:

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 MPOIYKT, MOJIS, CBBPIKETE CE C
MECTHHSI [IPEeICTAaBUTEN Ha MIPUTEXATEIS Ha Pa3pelIeHHeTo 3a ThProBHsL.

MectHHn OpCACTABUTCIIN M JAHHHW 34 BPB3Ka 34 C’BO6H_IaBaHC Ha npcamoJjaracMm HC6HaFOHDI/I$ITHI/I

pCaKIUM:

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

BELGIE

Tel: +32 09 2964464

Peny06iuka 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

BELQUE

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

BELGIE

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.

Aegwo. ABnvav 80 & Mnpiovov 2-4,
104 41 Kolwvdc - AGHNA - EAAAY

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

HIPRA ANIMAL HEALTH PORTUGAL,
PRODUTOS FARMACEUTICOS, LDA
Portela de Mafra, 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.0.
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)
ESPANJA

Puh/Tel: +34 972 43 06 60



Kvmpog

LABORATORIOS HIPRA, S.A.

Avda. La Selva 135
17170 Amer (Girona)
IZITANIA

TnA: +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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