NNPUJIOKEHMUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

COXEVAC nmXeKIMoHHa CyCIICH3HS 3a TOBeIa, KO3H 1 OBIIE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcexu ml cpbpika:

AKTHBHO BellIeCTBO:

Wnaktusupana Coxiella burnetii, mam Nine Mile >72 QF Units*
* QF (Q-fever) Unit: otHocuTenHa moTeHwst Ha (asa | anTuren, usmepena upe3 ELISA B cpaBHeHHe
¢ pedepeHTHA TOYKA.

IlomouHu BemecTBa:

KoJsnyecTBeH cbCTaB, aK0 Ta3u HH(OpMALHSA €
KayecTBeH cbcTaB Ha MNOMONIIHHMTE | Ba’KHA C OrJie]l HA MPABUJIHOTO NMPUWJIAaraHe Ha
BellleCTBA U IPYruTe ChbCTABKU BeTEPUHAPHUS JeKaAPCTBEH MPOAYKT

Thiomersal <120 pg/ml
Sodium chloride -

Disodium hydrogen phosphate -
Potassium dihydrogen phosphate -
Water for injections QS 1ml
Bsina onanecieHTHa XOMOTEHHA CYCIICH3HS.

3. KIMHNUYHA UTHOOPMALIUA

3.1 BupgoBe :kMBOTHH, 32 KOUTO e npeaHaznayed BJIII

T'oBena, xo3u U OBIIE.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BU/ *KMBOTHH, 32 KOITO e NMpeJHa3HAYEH MPOAYKTHT

T'oBena:
3a aKkTHBHa WMYyHHU3allds Ha TOBeJa 3a HaMaJsBaHE HA pUCKAa 3a HEWH(DEKTUpPaHWTE >KUBOTHH,

BAaKCMHHUPAHU KOTaToO HEe ca OpeMEeHHH Ja CTaHAT Pa3NpOCTPaHUTENH (5 MbTU MO-HUCKA BEPOSTHOCT B
CpaBHEHHE C XKMBOTHH, TIOJTy4aBallly uiane0o) u 3a HamassBaHe Ha u3nbuBaHeTo Ha Coxiella burnetii
IPU TE€3U )KUBOTHU Upe3 MIIKOTO ¥ BarMHAJIHATA CIIy3.

Hauaso Ha uMyHHTETa: HE € YCTAaHOBEHO.

[IpoxemwxurenHoct Ha uMyHutera: 280 OHM ciell MPUKIIOYBAHETO HA Kypca Ha II'bpBOHAYaIHATa
BaKCHHAIHS.

Ko3zu:

3a akTHBHAa MMYHHW3allMs HAa KO3W 3a HamalsBaHe Ha aboprtute, npuuuHeHu ot Coxiella burnetii u
HaMaysiBaHe Ha w3nrbuBaHeTo Ha Coxiella burnetii upe3 MIISIKOTO, BarMHAJHATA CIy3, (PCKATUUTE H
IUIaleHTaTa.

Haugano Ha uMyHHUTETa: HE € yCTAaHOBEHO.

IIpoabKUTETHOCT Ha WMYHHTETa: | TOAWHA CIIe[ 3aBBPIIBAHETO Ha Kypca 3a ITbpBOHAYATHA
BaKCHHAIHA.



Oslie:
3a akTHBHA UMYyHM3aNus Ha oBlle cpenty Coxiella burnetii, 3a HamalIIBaHe Ha U3JIHPYBAHETO HA

MUKpPOOpraHu3Ma upe3 MIIIKOTO, BATMHAIHATA CITy3 U (peKauuTe.
Hauano Ha umyHuTeTa: HE € YCTAHOBEHO.
[IpoasmKUTETHOCT HA UMYHHUTETA: 4 Mecela.

3.3 IIporuBomoka3zaHus

Jla He ce W3MON3Ba MPU CBPBXUYBCTBUTEIHOCT KHM AaKTHBHOTO BENIECTBO FJIM KBbM HSKOHW OT
IMIOMOIIHUTE BEIECTBA.

3.4 ChoeumnajHu mpeaynpeskaeHust
Jla ce BakcHMHUpAT caMO 3/[paBH KUBOTHHU.

[Tpu BakcuHanus Ha Beue MH(GEKTUPAHH KUBOTHU HsIMA Jia IMa HeOIAaroNpUsITHA PEaKIiH.

Hsma nannu 3a edukacHocT 3a ynorpedara Ha COXEVAC nipu MbXKH )UBOTHU. [Ipu 1aboparopHuTe
u3nuTBaHus, obaue, ynorpedbata Ha COXEVAC mnpu MBKKH JKMUBOTHH c€ € OKaszaja Oe3omacHa. B
CITydJaii, 4e € B3€TO pelIeHre 32 BaKCHHAIMS Ha [IAJI0TO CTaJ0, 32 IPEMOPHUBAHE € J1a C€ BAKCHHUPAT U
MB)KKHUTE )KHBOTHH T10 CHIIOTO BpEME.

Hsma nonsa ot BakcnHanusTa (KakTo € OMMCAHO MPH IMOKA3aHUsTa 3a TOBella), KOraTo ce mpuiara Ha
Beue MH(EKTUpaHU 1/ OpeMEHHH KPaBH.

BuonornunoTo 3HaYeHHWE Ha HHMBATa Ha HAMaJsBaHE HA M3JIBYBAHETO NMPU KpaBH, KO3U M OBLE HE €
M3BECTHO.

3.5 CroeuuajHu npeana3sHu MepKH Npu ynorpeda

CrernmanaHy npeana3sHy MEPKHU 3a 0e30I1acHa ynoTpebda IIpyu BUIOBETE )KUBOTHH, 38 KOUTO €
npennasHauen BJIIT:

IIpenmopbYNTEITHO € BCUYKH JKHBOTHHU Ja ObaT BAKCHHUPAHH TI0 €THO U CHIIO BPEME.

CrelmanHy TpeAna3Hd MEpKW 3a JIUIaTa, NpUJIaraniy BeTepWHApHWS JIeKapCTBEH MPOAYKT Ha
JKUBOTHUTE:

[Ipu ciygaifHO caMOMHXEKTHpaHe, He3a0aBHO /1a C€ MOTHhPCH METUIIMHCKH CHBET, KaTO Ha JeKaps ce
MPEIOCTaBU JINCTOBKATA WJIM €TUKETA Ha MPOIYKTA.

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

He e npunoxumo.

I[DVFI/I Opeanasiy MCPKH:

Hsama.

3.6 HeOnaronpusiTHH peakuun

T'oBena:
MHoro uectu OTOK B MACTOTO Ha MH)KEKTUpaHe™*
(moBeue ot 1 Ha 10 TpeTHpaHu KUBOTHHU):
Penxu Jleraprus, xuneprepMus, aHOpaKCcHs
(1 mo 10 ma 10 000 TpeTrpanu >kuBOTHH): | HaMansBaHe Ha TPOU3BOICTBOTO HA MIISTKO™*




* [lanmupalna ce KoJKHa peakius ¢ MaKCUMaJIeH quaMeThp oT 9 10 10 cm B MACTOTO Ha MHXKEKTHpAHE,
KOSATO MOe Ja Tpae 17 nau. PeakiusTa mocTerneHHO HaMallsiBa U U34e3Ba 0e3 TpeTupaHe.

** Tl KaTO CTPECHT MOXKE Jia JOMPUHECE 3a Ta3u HeOJIarompusTHA peakiys, TPAOBa Ja ce B3eMaT
MOAXOJIANIM TPEANa3Hu MEPKHM 3a HaMajsdBaHE Ha CTpeca JIOKOJIKOTO € BBh3MOXKHO IO BpeMe Ha
NPUJIATaHETO Ha MPOJIYKTA.

Ko3su:

MHoro uectu OTOK B MSICTOTO Ha MH)KEKTUpaHe™®
(moBeue or 1 Ha 10 Tperupanu | Xuneprepmus**

YKUBOTHH):
Heuectn Jleraprusi, Hepa3nooXXKeHUE, aHOPEKCHS
(1 mo 10 ma 1000 Tperupanu
JKUBOTHH):

Yectn HamansiBane Ha mpoM3BOACTBOTO HA MIISIKO* **

(1 no 10 Ha 100 TpeTHpaHu )KUBOTHH):
Penxu Huapust
(1 mo 10 ma 10000 Tperupanu
JKUBOTHH):
* [Tanmupaia ce KoxHa peakius ¢ MaKCUMaJleH TUaMeThp OT 3 110 4 cm, KOSITO MOXe Jia Tpae 14 aHu.
Peaknusita mocTeneHHO HaMamsBa U U34e3Ba O€3 TpETUpaHE.
** 3a 4 nHU cie]] BAKCMHANIMATA.
*** Tpit KaTo CTPECHT MOXE Ja JOMPHHECE 3a Ta3u HEOJArompHusATHA PEaKIus, TpsOBa 1a ce B3eMar
MOIXOJAIIA TPEANna3Hd MEpPKH 32 HaMalsiBaHE Ha CTpeca JIOKOJKOTO € BB3MOXHO IO BpeMe Ha
MIPHUJIATaHETO HA MPOJIYKTA.

Osue:
MHoro gectn Bw3nanenue W yIUTbTHSABaHE HAa ThKaHTa B MSICTOTO Ha
(moBeue or 1 ma 10 TpeTHpaHu | MHXKEKTHpaHE™
YKUBOTHH):
Penxu Jletaprus, xurepTepmusi, aHOPEKCHUS
(1 mo 10 ma 10000 Tpernpanu | HamansBaHe Ha IPOU3BOICTBOTO HA MIISTKO™**
JKUBOTHH):

* Tlanmrpania ce peakius ¢ MaKCUMaJIeH IHaMeThp OT 5 ¢cm, KOoITO MOKe Aa Tpae 14 mam. Peaknusra
MOCTENIEHHO HaMayisiBa M M34e3Ba 0e3 Tperupane. OvakBa ce peakIMUTE Ja CE MO-H3Pa3eHU CIe]
BTOPOTO UHKEKTHUPAHE.

** Tl KATO CTPECHT MOXKE Jia JIOMPUHECE 3a Ta3u HeOJIarompusiTHA peakius, TpIOBa Ja ce B3eMaT
MOJXOMSIIA TIPENa3Hd MEpPKH 3a HaMmajsiBAHE Ha CTpeca JOKOJIKOTO € BBh3MOXKHO IO BpeMe Ha
MPUIAraHeTO Ha MPOJIYKTA.

CroO01aBaHeTo Ha HEOJIATONPHUATHU PEaKIUY € BaXXHO. TOBa MO3BOJISIBA HEIPEKHCHAT MOHUTOPUHT Ha
0e3omacHOCTTa Ha BETEpUHApPHHS JeKapcTBeH MpoAykT. ChoOmieHusTa TpsiOBa Aa ce W3Mpaliar, 3a
MpeANnoYUTaHe Ype3 BETEPUHAPEH JIeKap, UM HA MPUTEKATENS Ha Pa3pelIeHUETO 32 ThProBusl, WK Ha
HAI[MOHATHUSA KOMIIETEHTEH OpTraH Ype3 HAaI[MOHATHATA CUCTeMa 32 ChoOIaBaHe. 3a ChOTBETHUTE TAHHU
3a BpB3Ka BIKTE JTMCTOBKATA.

3.7 ¥Ynorpeb6a no BpeMe Ha OpeMEeHHOCT, JTAKTAINS WJIH sIHIlEHOCEHe

bpeMeHHOCT U JaKTaIns:

Toseda u ko3u:

BesomacHocTTa Ha BeTepHHAPHHUS JICKAPCTBEH MPOIYKT HE € JIOKa3aHa 10 BpeMe Ha OPEMEHHOCT.
Baxkcunara Moxxe 1a Ob/ic M3MOJI3BaHA 110 BpEME Ha JTaKTallvsl.




Osye:
Bbe3omacHocTTa Ha BETEpUHAPHUS JICKAPCTBEH MPOAYKT HE € I0OKa3aHa 110 BpeMe Ha OPEeMEHHOCT U

JIAKTaLMs.

3.8 BzanMmopeilicTBMe ¢ APYIM BeTepHMHAPHU JeKAPCTBEHHM NMPOAYKTH M ApPYyru ¢opmMu Ha
B3auMojelicTBHe

Hsma nanmuna nngopmanus 3a 6e30nacHOCTTa U eUKACHOCTTA OT CHbBMECTHOTO M3IOJI3BaHE Ha Ta3H
BAaKCHHA C IPYTY BETEPUHAPHU JICKAPCTBEHU NMPOAYKTH. [lopanu Ta3u nmpuunHa, NPUIAraHETO Ha Ta3H
BaKCHHa MPeIy WK ciie]] ynorpedara Ha APYT BETEPHHAPEH JIEKapCTBEH MPOLYKT TPsiOBa Ja ce MpeLeHH
CTIOpE/ MHANBHUTYyaTHUS CITydaii.

3.9 HauuH Ha NpUJI0KEeHNe U T03MPOBKA

[ToakoxHO IpUIOKEHHE.
Pazkmarere mobpe npean ynorpeda.

Bakcunata ce mpuiara KakTo cieqBa:
l'oBena: 4 ml B oOnacTa Ha BpaTa.
Kosu: 2 ml B obnacra Ha BpaTa.
Osgue: 2 ml B o0nacTa Ha Bpara.

T'oBena ot 3-MecedyHa Bb3pacT:

IIvpeuuna eaxcunayus:

JIBe nmo3u TpsOBa ma OBAAT MPUIIOKEHH MOIKOXKHO Ipe3 WHTEpBas oT 3 cexamuiy. [Ipu HOpMamHH
YCJIOBHSI BPEMETO 3a BAaKCHHAITMSA TPsAOBa na ObJe IUIAHWPAHO Taka, de KypchT HAa ITbpBHYHATA
BaKCHHAIUS J1a ObJIe 3aBBPIIICH J0 3 CEAMMIIU PEIU U3KYCTBEHOTO OCEMEHSIBAHE MM YU(PTOCBAHETO.
Pesaxcunayus:

Ha Bcekn 9 mecera, KakTo € ONMMCAaHO 3a ITbPBUYHATA BAKCHHAITHS, OCHOBAHO HA TPOABIDKUTEITHOCTTA
Ha uMmyHHTETa OT 280 THU.

Ko3u ot 3-MeceyHa Bp3pacT:

Tlvpsuuna saxcunayus:

JIBe nmo3u TpsOBa ma OBAAT MPUIIOKEHH MOJKOXKHO Ipe3 MHTepBas oT 3 ceamuny. [Ipu HOpMamHH
YCIIOBUSL BPEMETO 3a BaKCHHAIlUMs TpsiOBa ga ObJe IUIAHUPAHO Taka, 4e KypChT Ha IIbpPBHYHATA
BaKCHHAIUS J1a O'bJIe 3aBBPIIICH J0 3 CEAMMIIU MPEIU U3KYCTBEHOTO OCEMEHSIBAHE UIH YU(TOCBAHETO.
Pesaxcunayus:

C exHa 103a TOIMIITHO.

Osl1ie ot 4-Mece4YHa Bb3pacT:

Tvpsuuna saxcunayusi:

JIBe mo3u TpssOBa qa ObJaT MPUIIOKESHH TTOAKOKHO TIPE3 MHTEPBAJ OT 3 cenqMuIy. Bakcunarmsita TpsioBa
Jla Ce HaITPaBH KOJIKOTO € Bb3MOXKHO IO-KbCHO, HO TaKa, Y€ KypPChT Ha TbPBUYHATA BAKCHHAIIMS 13 OBbIe
3aBBPIICH 0 3 CEIMHUIIH MTPEAN H3KYCTBEHOTO OCEMEHIBAHE WIIH YU(TOCBAHETO.

Pesakcunayus:

[Ipenu BCSKO M3KYCTBEHOTO OCEMEHsBaHe Wi Yu(TOCBaHE: JBE JTO3U MPE3 MHTEPBAN OT 3 CEIMUIIH,
BakcuHanmmoHHUAT Kype TpsOBa Ja ce HalpaBH KOJKOTO € BH3MOXKHO MO-KBCHO, HO Taka, 4e 1a Onie
3aBBPIICH 3 CEAMMIIM PEIH IJIAHKPAHOTO HAYaJI0 Ha PENPOAYKTUBHATA (a3a.

3.10 CumnToMHM Ha mpego3upaHe (M KOraro e NMPHJIOKHMO — MNPOLEAYPH Ha JelCTBHE INPH
CTICIHYU CJIyYau U AHTHIO0TH)



T'oBena:

[Ipu nputarane Ha qBO¥HA 7032 € HA0JIIOIaBaHa MATUpAIa ¢e KOXHa peakius ¢ JuaMeTsp ot 10 cm
B MSCTOTO Ha WHXKEKTHUPaHEe, KOATO MpoIbiikaBa 16 qHu. Peaknusra mocTeneHHO HamMallsiBa U U34e3Ba
0e3 TpeTupaHe.

Kozu:

[Ipu mpunarane Ha ABOWHA J103a ¢ HAOIOaBaHa CPE/IHA 10 CTEIICH IMaJIupalia ce KOXKHa PeaKius C

ANaMCTBp OT 4 a0 5 cm B MSCTOTO Ha HWHIKCKTHUPAHE, KOATO MPpOABIJIKaBa 4 JHHA. PeaKLII/IﬂTa IIOCTCIICHHO
HaMmaJsiBa M u3ue3Ba 0e3 TPECTUPAHC.

Osgue:

[Ipu mpunarane Ha ABOWHA 71032 € HAOIO/IaBaHA CPE/IHA 110 CTEIEH Malupalia ce KOKHa Peakius C
IAaMeThpP TO-MaJIKO OT 2 ¢m B MSCTOTO Ha WMHXKEKTHpPaHE, KOSATO MpoabbkaBa 12 mguu. Peakmmsra
MOCTENIEHHO HaMallsBa U u3ue3Ba 0e3 TpPEeTHUPaHE.

3.11 CpoeuuajaHu orpaHuvyeHusl 32 ynorpeda u celyaJIHi YCJI0BHUsI 32 yOTpeda, BKIIOYUTETHO
OrpaHUYeHHs 32 yNoTpedaTa HA AHTUMMKPOOHU U MPOTHBONMAPA3UTHH BeTePHHAPHU
JIEKAPCTBEHU MPOIAYKTH, C 1[€J1 /1a ce OrPAHHYM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxxumo.
3.12 KapeHTHHU cpoKoBe
Meco 1 BBTpEIIHN OpraHu: HyJia THH.

Muisiko: Hyna THH.

4. NMYHOJIOTHYHA THOOPMAIUA

4.1 BerepuHapeH JiekapcTBeH aHaToMO-TepaneBTu4eH koja (ATCvet Code):
QI02AB.

Bakcunara ceaepka daza I Coxiella burnetii xaTo aKTHBHO BEIIECTBO, MPEIU3BUKBAINA AKTHBEH
uMyHHUTET cpenry Ky-Tpecka mpu roBea, KO3u U OBIIE.

5. OAPMAIEBTUYHU JAHHA

5.1 OCHOBHHM HECHLBMECTHMOCTH
He cmecBaiite ¢ npyr BeTeprUHAPEH JIEKAPCTBEH MPOAYKT.

5.2 Cpoxk Ha roaHoCT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPCH JICKAPCTBEH MPOJIYKT: 2 TOAUHU.
Cpoxk Ha TOTHOCT CJeN ITEPBO OTBApsHE Ha IMbpBUYHATA onakoBka: 10 gaca.

5.3 Crhenuananm ycia0BHA 32 CbXpaHeHHe
Ja ce cexpansaBa u TpaHCIopTHpa B oxianeHo cberosaue (2 °C — 8 °C).

a He ce 3ampa3siBa.
Jla ce ma3u OT CBETJIMHA.

5.4 Bwuau cbcTaB HAa MBPBHYHATA ONMAKOBKA



Kapronena kytus ¢ 1 mnactmacosa (LDPE) Oytuika , chaspikaiia 40 ml cycreH3usl.

Kapronena kytus ¢ 1 mmactmacosa (LDPE) OyTtuika, ceapprkania 100 ml cycriensus.

Bcesika e 3atBopena ¢ 20 mm rymeHa 3amyiiaika oT OpoMOYTHII M MJIaCTMAcOBa Karadyka ¢ alyMUHUEBO
(hosmo otrope.

He Bcuuku pasMepn Ha ommakoBKaTa Morar fia Ob/IaT MpeAsiaraHy Ha masapa.

5.5 CnenuajHun MEPKH 32 YHUIIOKABAaHE¢ HA HEU3IIOJI3BAHU NMPOAYKTH WJIH OCTATBIHU OT THX

BerepunapuuTe nekapcTBEHH MPOIYKTH HE TPSOBa 1a ObJAT U3XBBPISHU Upe3 OTITaJHU BOIU HITU
OUTOBH OTIIAIbBIIH.

W3nomsBaiite IIporpamMu 3a BpbIIaHEC MPHU YHUIIIOKABAHCTO HAa HECU3MIOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MMPOAYKTU UK OCTAThLU OT TAX B CbOTBETCTBUC C U3UCKBAHUATA HA MECTHOTO

3aKOHOAATCJICTBO M C BCUYKHW HAITMOHAJIHU CUCTEMU 3a C’[)6I/IpaHe, IIPUIIIOKHUMU 3a CbOTBETHHU A
BCTCPUHAPCH JICKAPCTBCH MMPOAYKT.

6. HUME HA ITPUTEXKATEJISI HA PASPEHLIEHUETO 3A ThPI'OBUSA

Ceva Sante Animale

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

EU/2/10/110/001-002

8. JATA HA TbPBOTO U3JABAHE HA PAZPEIHIEHUETO 3A ThPI'OBUSA

JlaTa Ha TBPBOTO M3/aBaHEe Ha Ha pa3perieHueTo 3a Thproeus: 30/09/2010

9. JATA HA NIOCJIEAHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

{(MM/TTTT?}
10. KIJACH®UKAILIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU TPOAYKTHU
Jla ce oTIycka caMo 1O JIEKapCcKO MpeIncaHue.

IMoxpo6Ha nH(pOpMaIHs 32 TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXE J]a HaMepuTe B 6azaTa JaHHH
Ha Cpio3a otHOcHO nipoayktute (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary
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JAPYT'U YCJIOBUA U UBUCKBAHUSA KbM PASPEHIEHUETO 3A ThbPI'OBUSA

Hama



ITPUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A. ETUKET
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NHOOPMAIUSA, KOATO CE N3IIMCBA BbPXY BHBHIIIHATA OITAKOBKA

Kapronena kytus 3a 40 ml u 100 ml niactmacoB (py1akoH

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

COXEVAC uHXeKIMOHHA CYCIICH3US 3a TOBeIa, KO3U U OBIIE

2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

Wuaxtusupana Coxiella burnetii, mam Nine Mile >72 QF Units* /ml

3. PABMEP HA OITAKOBKATA

40 ml
100 ml

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

T'oBema, K031 U OBIIE.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

HOI[KO)KHO MMPUIIOKCHUC.

7. KAPEHTHUM CPOKOBE

KapeHTeH CpPOK: HyJIa THH.

| 8. CPOK HA FOJIHOCT

Exp. {mMm/rrrT}
Crnen oTBapsHe U3noa3Bail B pamkute Ha 10 yaca.

‘ 9. CHELUAJIHU YCJIIOBUSA 3A CbXPAHEHHUE

Ja ce cpxpaHsiBa 1 TPaHCIIOPTHPA B OXJIaJICHO CHCTOSIHHUE.
[la He ce 3ampa3ssBa.
[a ce masu ot cBeT/IMHA.

‘ 10. HAJAIMUCHT ,,IPEJAN YIIOTPEBA ITPOYETETE JIMCTOBKATA“
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[penu ynotpeda npoyereTe JIMCTOBKATA.

‘ 11 HAJIUCHT ,,CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA“

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJINHUCHT “JIA CE CbXPAHSIBA JIAJIEY OT TIOTJIEJA U HA HEJJOCTBITHA
3A JIEIJA MECTA”

I[a CC€ ChbXpaHsBa JaJji€d OT IIorjieaa U Ha HECAOCTHITHU 3a A€1a MECTA.

13. HUME U HOCTOSHEH AJPEC HA ITPUTEKATEJISA HA PASPEILIEHHUE 3A
TbPTOBUA

Ceva Sante Animale

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

EU/2/10/110/001 40 ml
EU/2/10/110/002 100 ml

‘ 15. HAPTHUJIEH HOMEP

Lot {Homep}
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HHOOPMAIUSA, KOATO TPABBA JA BBJAE MU3IIMCAHA BBPXY ITBPBUYHATA
OITAKOBKA

100 ml niracTMacoB ¢uiakoH

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

COXEVAC uHXeKIMOHHA CYCIICH3Us 3a TOBeIa, KO3U U OBIIE

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Wnaktusupana Coxiella burnetii, mam Nine Mile >72 QF Units /ml

3. BUJIOBE )KUBOTHMU, 3A KOUTO E INIPEJTHA3ZHAYEH BJIII

T'oBema, kK031 U OBIIE.

4. HAYUHUA HA ITPUJIOKEHUE

SC.
[Ipenu ynoTtpebda npoyereTe IMCTOBKATA.

5. KAPEHTHU CPOKOBE

KapeHTeH CpPOK: HyJIa THH.

| 6. CPOK HA TOJHOCT

Exp. {mMm/rrrT}
Crnen oTBapsiHE M3MOI3Bak B pamkute Ha 10 gaca.

‘ 7. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

Ja ce cpxpaHsBa U TPaHCIIOPTHPA B OXJIA/IEHO CHCTOSHUE.
Ja He ce 3ampassiBa.
Ha ce ma3u ot cBeTIMHA.

‘ 8. NME HA ITIPUTEKATEJISA HA PASPEHIEHUETO 3A ThPI'OBUSA

Ceva Sante Animale

‘ 9. NAPTUJIEH HOMEP

Lot {Homep}
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MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKH BMII, KOUTO CbABPKAT EAUHUYHA JO3A

40 ml niaacTmacos ¢iakoH

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

COXEVAC nmXeKIMoHHA CYCIICH3US 3a TOBeIa, KO3H 1 OBIIE

2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

Wuaxtusupana Coxiella burnetii, mam Nine Mile >72 QF Units / ml

‘ 3. IMAPTUJIEH HOMEP

Lot {nomep}

‘ 4. CPOK HA I'OJHOCT

Exp. {mm/rrrIT}
Crnen oTBapsHe U3noa3Bail B pamkute Ha 10 yaca.
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B. JUCTOBKA
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JINCTOBKA:

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

COXEVAC uHXeKIMOHHA CyCIIaH3Us 3a TOBEIa,KO3H U OBLIE

2. CncTas

Bceku ml cpabpxa:

AKTHBHO BellIeCTBO:

Wnaktusupana Coxiella burnetii, mam Nine Mile >72 QF Units*

*QF (Q-fever)Unit: orHocuTenHa moteHius Ha (asa [ anturen, uamepena upe3 ELISA B cpaBHeHHE ¢
pedepenTHa TOUKA.

ITomoiHu BemiecTBa:

KoanyectBeH CbCTaB, AaK0 Ta3u l/IH(l)OpMaIlI/lfl €
KauecTBen CbCTaB Ha MOMOIIHUTE | BaKHa € OrJiel HA NMPAaBUJIHOTO NpPpUWJIaraHe Ha
BE€IIECTBA U /IPYITUTE CbCTABKH BETCPUHAPHHUSA JICKAPCTBECH NPOAYKT

Thiomersal <120 pg/ml
Sodium chloride -

Disodium hydrogen phosphate -
Potassium dihydrogen phosphate -
Water for injections QS 1 ml

bsama OIaJICCIICHTHA XOMOT'CHHA CYCIICH3UA.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII

T'oBema, Ko3u 1 OBIIC.

4. Iloka3aHus 3a ynorpeoda

T'oBena:
3a aKkTHBHa HMYyHHU3allds Ha TrOBeJa 3a HaMaJsIBAHE Ha pHUCKAa 33 HEMH()EKTHpPaHWTE >KUBOTHH,

BaKCHHHPAaHHU KOTAaTO He ca OPEeMEHHU Jla CTaHAT Pa3NpOCTPAHUTENH (5 MhTH MO-HUCKA BEPOSTHOCT B
CpaBHEHHE C KMBOTHH, NIOJTy4aBally uiane0o) u 3a HamassBaHe Ha u3nbuBaHeTo Ha Coxiella burnetii
MIPH TE3U )KMBOTHH Ype3 MISIKOTO M BarMHajHaTa CiIy3.

Hayano Ha uMyHHTETa: HE € YCTAaHOBEHO.

[IpoapmxurenHocT Ha uMmyHHuTeTa: 280 AHM ClieA NMPUKIIOYBAHETO HA Kypca Ha ITbpBOHAYallHATA
BaKCHHAITHSI.

Ko3u:

3a akTHBHA WUMyHHM3allds Ha KO3W 3a HaMmajsBaHe Ha aboptute, mpuamHeHu ot Coxiella burnetii n
HaMajsBaHe Ha m3npuBaHeTo Ha Coxiella burnetii dpe3 MISKOTO, BarMHAJIHATA CIy3, (EKATHUTE H
IJIaleHTaTa.

Havano Ha uMyHHTETa: HE € YCTAaHOBEHO.

[IpoabKUTETHOCT Ha MMyHUTETa: | TOAMHA CJell 3aBbPIIBAHETO Ha Kypca 3a ITbpBOHAYallHATA
BaKCHHAIIS.

Osle:
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3a akTBHA UMyHU3anus Ha oBIle cpemry Coxiella burnetii, 3a HamMasIBaHE Ha M3TPYBAHETO HA
MUKpPOOpPraHu3Ma upe3 MIIIKOTO, BATMHAIHATA CITy3 U (peKauuTe.

Havano Ha UMyHHUTETAa: HE € YCTAHOBEHO.

[IpoabinkUTeTHOCT HA UMyHUTETA: 4 Mecela.

5. IIpoTuBonokazanus

Ja He ce u3MON3Ba MPH CBPBHXUYBCTBHTEIHOCT KbM AaKTHBHOTO BEIECTBO WM KBbM HSIKOU OT
MIOMOIITHUTE BEIECTBA.

6. CrnenmaJHu npexynpexIeHus

Ha CC€ BaKCMHHPAT CaMO 3paBu )KUBOTHH.

CrernmaiaHy Ipeana3sHy MEPKHM 3a 0e30IacHa ynoTpebda IIpyu BUAOBETE )KUBOTHH, 32 KOUTO €
npendaszgauexn BJIIT:

HpI/I BaKCHHaI KA Ha BCUC I/IH(i)CKTI/IpaHI/I JKMBOTHH HsIMa Ja UMa He6J’IaFOHpI/I$ITHI/I pCaKkuuu.

Hsma nannu 3a edukacHoct 3a ynorpedara Ha COXEVAC nipu MBXKH )KUBOTHU. [Ipu 1abopaTtopHuTe
n3nuTBaHus, obaue, ynorpedara Ha COXEVAC npu MBXKKH XKMBOTHU ce € OKasana Oe3omacHa. B
cilydail, 4e € B3eTO pellIeHHUE 32 BaKCHHALIUSA Ha IUI0TO CTajlo, 32 IPENOpPbUYBAHE € []a CE BAKCUHUPAT U
MBXKHUTE )KHBOTHH T10 CHIIIOTO BpEME.

Hsma nonsa ot BakcnHanusTa (KakTo € ONMCAHO MPH ITOKa3aHUsTa 3a TOBella), KOraTo ce mpuiara Ha
Beue MH(EKTUpaHU u/Win OpeMEeHHH KPaBH.

buonornynoTo 3HadYeHHME Ha HUBaTa Ha HaMalISIBaHE HA M3IHYBAHETO IIpu KpaBH, KO3U U OBILC HC €
HN3BCCTHO.

HpeHOp’BLII/ITeJ'IHO € BCUYKH )KXUBOTHHU a4 6’B,Z[aT BAaKCHUHHPAHU IO €AHO U CHIIO BpEMC.

CroernmanHy Opeanasii MEPKH, KOUTO TPsiOBA J1a B3EME JIHIIETO, IIPIWIATAI0 BETEpUHAPHUS JIEKAPCTBEH
MIPOAYKT Ha KUBOTHUTE:

[Ipu cygaifHO caMOMHXEKTHpaHe, He3a0aBHO /1a C€ MOTHhPCH METUIIMHCKH CHBET, KaTO Ha JeKaps ce
MPEI0OCTaBU JIMCTOBKATA UM €TUKETA Ha MPOIYKTA.

CrenyaiHy npearna3Hd MepKH 3a 3allliTa Ha OKOJIHATA cpejia:

He e npunoxxumo.

Jlpyru npeamna3sHyu MEPKH:

Hama.

bpeMeHHOCT M TaKTallMsA:

T'oBesa u KO3H:
BesomacHocTTa Ha BeTepHHAPHHUS JICKapCTBEH MPOIYKT HE € JIOKa3aHa 10 BpeMe Ha OPEMEHHOCT.

Bakcunara Moke 11a Ob/1e M3ITOJI3BaHa IO BpEME Ha JTaKTaITHsl.
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Osle:
BesomacHocTTa Ha BeTepHHAPHUS JICKAPCTBEH MPOIYKT HE € JIOKa3aHa 110 BpeMe Ha OPEeMEHHOCT U

JJaKTalus:.

BzaumoneiicTBre ¢ Ipyru BEeTEpUHAPHU JICKAPCTBEHU IPOJYKTH U IPYTH (POPMHU Ha B3aUMOJICHCTBHE:

Hsma nanvuHa uHbopManus 3a 6e30nacHoOCTTa H ehUKACHOCTTa OT ChBMECTHOTO M3IOJI3BaHE Ha Ta3H
BaKCHMHa C APYTM BETEPUHAPHHU JICKAPCTBEHW MPOAYKTH. [lopaan Ta3u mpuuyMHA, MPUIaraHeTo Ha
BaKCHMHATa MpPEIH WM cliell ynoTpebaTa Ha Ipyr BeTepUHApPHM JICKApPCTBEHU IMPOAYKT TpsiOBa na ce
MIPELIEHN CIOpe] MHANBUAYATHHS CIydail.

IIpenosupane:

Toseoa

IIpu mpwrarane Ha ABOMHA 1032 € HAOI0jaBaHa MMAIHpaIia ce KOXKHa PeakIns ¢ quaMeTsp oT 10 cm
B MSCTOTO HA WHXKEKTHUPaHE, KOATO MpoIbiikaBa 16 nHu. Peaknusra mocTeneHHO HamMallsiBa U U34e3Ba
0e3 TpeTupaHe.

Kosu:

[Ipu npunarane Ha ABOWHA 71032 € HAOJIOIaBaHA CPE/IHA 110 CTEIICH MaHpala ce KOXKHA Peakius C
JIMaMeThp OT 4 10 5 cm B MACTOTO Ha MHXKEKTHPAHE, KOSTO MPObIDKaBa 4 THH. Peakiusita moCTeneHHO
HamaJssBa U 13ue3Ba 0e3 TpeThpaHe.

Osye:

[Ipu npunarane Ha JBOMHA JI03a € HAOIIOAaBaHA CPEJIHA IO CTEIEH MAMTUPAIa ce KOXKHA PEaKIHs C
JIMaMETHpP MO-MaJKO OT 2 ¢cm B MSCTOTO Ha MHXEKTHpPaHE, KOATO MpOAbKaBa 12 auu. Peakiusra
MOCTENIEHHO HaMallsiBa U u3ue3Ba 0e3 TpeTUpaHe.

OCHOBHHM HECHBMECTHUMOCTH:

He cmecBaiite ¢ npyr BeTepuHApEH JE€KapCTBEH MPOAYKT.

7/ HebsiaronpusiTHu peakumun

T'oBena:

MHoro uectu OTOK B MSICTOTO Ha WH)KEKTHpaHe™
(moBeue ot 1 Ha 10 TpeTHpaHu KUBOTHHU):
Penxu Jleraprus, xuneprepMus, aHOpaKkCcHs
(1 mo 10 ma 10 000 TpeTrpanu >kuBOTHH): | HaMansBaHe Ha TPOU3BOICTBOTO HA MIISTKO™*
* [lanmupalna ce KoJKHa peakius ¢ MaKCUMaJIeH quaMeThp oT 9 10 10 cm B MACTOTO Ha MHXKEKTHpAHE,
KOSITO MOKe Aa Tpae 17 muu. Peakiusita mocTeneHHO HaMallsiBa M M34e3Ba O3 TpeTUpaHe.
** Tbil KaTO CTPECHT MOXKE Ja JOMPHUHECE 3a Ta3W HeOJarompusTHa peakius, TpsOBa Ja ce B3eMar
MOJIXOAALIM NpEANa3Hd MEPKH 3a HamallsiBaHe Ha CTpeca JOKOJIKOTO € Bb3MOXHO 10 BpeMe Ha
MIPUJIATaHEeTO Ha MPOTYKTa.

Kosu:
MsHoro uectu OTOK B MSICTOTO Ha MH)KEKTUpaHe™®
(moBeue or 1 Ha 10 Tperupanu | Xuneprepmus**
YKUBOTHH):
Yectu HamansaBane Ha Ipon3BOJCTBOTO HA MIISIKO™**

(1 mo 10 ma 100 TpeTpaH¥ >KUBOTHH):

Heuectu Jleraprusi, Hepa3MnoJ0KEeHHE, AaHOPEKCHSI
(1 mo 10 ma 1000 Tperupanu

YKUBOTHH):

Penxu Huapust
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(1 mo 10 ma 10000 Tperupanu
YKUBOTHH):
* [Tanmupaina ce KoxHa peakius ¢ MaKCUMaJIeH TUaMeThp OT 3 110 4 cm, KOSITO MOXe J1a Tpae 14 aHu.
PeakmusiTa nocTeneHHO HaMallsiBa M U34e3Ba Oe3 TpeTUpaHe.
** 3a 4 nHU cie]] BAKCMHANIMATA.
*** Tpit KaTo CTPECHT MOXE Ja JOMPHHECE 3a Ta3u HeOJArompHusATHA PEaKIus, TpsOBa 1a ce B3eMar
MOJXOJAIIMA TPEANa3Hd MEPKH 32 HaMaJIBaHE Ha CTpPeca JIOKOJKOTO € BB3MOXHO IO BpeMe Ha
MIPHUJIATaHETO HA MPOJIYKTA.

OsBue:

MHoro uectu Bp3nanenne u ymIbTHSIBaHE HA THKAHTA B MSCTOTO Ha
(moBeue ot 1 Ha 10 TpeTHpaHu | MHXKEKTHpaHe™

YKUBOTHH):

Penxu Jleraprus, xuneprepmus, aHOPEKCHs

(1 mo 10 ma 10000 Tpernpanu | HamansBaHe Ha IPOU3BOICTBOTO HA MIISTKO™**

JKUBOTHH):

* [Nanmupaia ce peakiysi ¢ MaKCUMaJIeH AUaMeThp OT 5 cm, KosSITO Moxe Aa Tpac 14 auu. Peaknusra
MOCTENIEHHO HaMaysiBa M M34e3Ba 0e3 Tperupane. OvakBa ce peakIMUTE Ja CE MO-H3Pa3eHU CIe]
BTOPOTO UHXKEKTHPAHE.

** Tpit KaTO CTPECHT MOXKE JIa OTIPUHECE 3a Ta3W HeOJaronpusATHA peaklus, TPSOBa /1a ce B3eMar
MOJXOMSIIA TIPE/Na3Hd MEpPKH 332 HaMajsiBAHE Ha CTpeca JOKOJIKOTO € BBh3MOXKHO IO BpeMe Ha
MIPUJIATaHETO HA TPOJIYKTA.

Cro01aBaHeTo Ha HEOJIATONPHUATHU PEaKIUU € BAXXHO. TOBa MO3BOJISIBA HENIPEKHCHAT MOHUTOPUHT Ha
Oe30macHOCTTa Ha MPOAYKTa. AKO 3a0€eKUTE HIKAKBH HEONArONPUSITHA PEAKIMH, BKIFOYUTEIHO H
TaKWBa, KOWTO HE Ca OMHMCAaHU B Ta3M JIMCTOBKA WM MHUCIHTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOIYKT
HE JIe¥icTBa, CBBpPXKETE Cc€ MbPBO ¢ Bamus BeTepuHapeH Jjekap. MojKeTe ChINO Ja ChoOIIaBaTe
HEOJIArONPUATHU PEaKIMY Ha TPUTEKATENSI Ha Pa3pelICHUETO 33 ThPrOBUs, KaTO U3MOI3BATE TaHHUTE
3a KOHTaKT B Kpast Ha Ta3W JUCTOBKA WK Ype3 Bamara HarpoHanHa cucreMa 3a choOIaBaHe.

8.  /lo3upoBKka 3a BceKH BHJ *KUBOTHO, HAYHMHU U METO/] HA MPUJIOKEHHE
[ToakoXHO TIPUIOKEHHE.

Bakcunata ce mpuiara KakTo ciejBa:

T'oBema: 4 ml B oGmacra Ha BpaTa.

Ko3u: 2 ml B obnacra Ha Bpara.

Osiie: 2 ml B o0yacTa Ha Bpara.

T'oBena oT 3-MeceuHa BB3pacT:

Ivpsuuna saxcunayusi:

JIBe nmo3u TpsOBa ma OBAAT MPHIIOKEHHW MOJKOXKHO Ipe3 MHTepBal oT 3 ceamunu. [Ipu HOpMamHH
YCIIOBUSI BPEMETO 3a BaKCHHAIUS TpsiOBa 1ga ObJe IUIAaHUPAHO Taka, Y€ KypChT HA IbpPBUYHATA
BaKCHHAIIKA Ja ObJIe 3aBBPIICH J0 3 CEAMMIIN NPEIU U3KYCTBEHOTO OCEMEHIBAHE UIH YU(TOCBAHETO.

Pesaxcunayus:
Ha Bceku 9 Mecena, KakTo € OMHUCAHO 3a MbPBUYHATA BAKCHHAIIHS, OCHOBAHO Ha MPOJIBIDKUTEITHOCTTA

Ha uMmyHHTETa OT 280 THU.

Ko3u ot 3-MeceyHa Bp3pacT:

preutma BAKCUHAyus.:
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JBe nmo3um TpsOBa ga OBIAT MPHIIOKEHU IMOIKOXKHO IPEe3 WHTEpBaI OT 3 ceamuiy. [Ipu HOpMaTHH
YCIIOBHST BPEMETO 3a BaKCHHAIUS TPsAOBa na ObJie TUIAHMPAHO Taka, Y€ KypchT Ha ITbPBUYHATA
BaKCHHAIIUS J1a O'bJIe 3aBBPIIICH J0 3 CEAMHMIIU NPEIU U3KYCTBEHOTO OCEMEHSIBAHE UIH YU(TOCBAHETO.

Pesakcunayus:
C emHa 103a TOAMIITHO.

OsBIte oT 4-MeceqHa Bb3PAacT:

preutma BAKCUHAyus.:

I[Be J031 TpSI6Ba Ja 6’I>,I[EIT IMPUJIOKCHU IOAKOKHO MIPE3 UHTCPBAJI OT 3 CCIAMUIIN. Bakcunanusara TpSI6Ba
Ja C€ HaIlpaBU KOJIKOTO € Bb3MOXKHO IIO-KBbCHO, HO TaKa, Y€ KYPChT Ha ITbPpBUYHATA BAKCUHAIIUA J1a 6’5116
3aBBPUICH 0 3 ceamuIu npeau N3KyCTBECHOTO OCCMCHSBAHC UJIN IlI/I(l)TOCBaHeTO.

Pesaxcunayus:

[Ipenu BCSAKO M3KYCTBEHOTO OCEMEHsSIBaHE WM YM(TOCBAHE: JBE /103U MPE3 MHTEPBAJ OT 3 CEIMHUIIH;
BakcuHanmoHHHST Kypc TpsOBa Ja ce HAIpaBH KOJIKOTO € Bh3MOXKHO IMO-KBbCHO, HO Taka, 4e J1a Obie
3aBBPIICH 3 CEAMMIIM PEIH IJIAHKPAHOTO HAYaJI0 HA PEPOAYKTUBHATA (a3a.

9. CbBeTH 32 MPABHJTHOTO NMPUJIATAHE HA MPOAYKTA

Pazknarere noOpe npenu yrnorpeoda.

Crnia3BaiiTe 0OMYaHNTE MPaBUIIa 33 ACENTHUKA MPY MTPHUIATraHeTo.

10. KapenTHu cpokxoBe

Meco, BBTpEIIHA OPTaHU U MIISKO: HyJa THU.

11. ChenunaJiHHu yCJOBHS 32 CbXpaHEeHHe
[a ce cpxpaHsBa Jajed OT NOTJieia Ha HEJOCTHIIHM 32 Jella MeCTa.

a ce cpxpansBa 1 TpaHCIIOpTHpa B oxJageHo ceerosiaue (2 °C — 8 °C).

[a He ce 3ampassiBa.

Jla ce ma3u OT CBETJIMHA.

Jla He ce M3M0JI3Ba TO3H BETEPUHAPEH JICKAPCTBEH MPOAYKT CJIE N3THYaHe CPOKA Ha TOTHOCT,
nocoueH BbpXy eTuketa ciel Exp. CpokbT Ha TOMHOCT OTIOBaps Ha MOCJEIHM JEH OT TO3U Mecell.
Cpok Ha FOZHOCT Clie/l MBPBOTO OTBapsHe Ha ¢uakona: 10 yaca.

12. ChenunaJIHu NpeANa3HA MePKH NPH YHUINOKABAHE

BerepunapHuTe nexapcTBEHHU MPOTYyKTH HE TPAOBa 1a ObJaT U3XBBPISHU Ype3 OTHAIHU BOIHU HIIN OUTOBH

OoTIaabIu.

W3nomnsBaiiTe mporpamu 3a BpbIIaHE NMPH YHHUIIIOKABAaHETO Ha HEW3IOJI3BAHHU BETEPHUHAPHU JIEKAPCTBEHH
MPOAYKTH UM OCTATBIIM OT TSIX B CHOTBETCTBHE C M3MCKBAHUATA HA MECTHOTO 3aKOHOAATEJICTBO U C BCHUKH
MPHUJIOKUMHU HAIMOHATHH CHUCTEMH 3a chOuMpaHe. Te3u MEpKH Ie IMOMOTHAT 3a OlMa3BaHE Ha OKOJHATa

cpena.

[lonuTaiite Bammus BerepuHapeH jekap win (apMmaleBT Kak Ja YHHUIOXKHTE HEHY)KHH BETEpUHApPHH

JICKApCTBCHU MMPOAYKTH.
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13. Kuaacuduxanusi Ha BeTepUHAPHUTE Je€KAPCTBEHH MPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMMCaHunC.

14. Homepa Ha pa3penieHHETO 32 THProBUsl U pa3MepH ONAKOBKHU
EU/2/10/110/001-002

Pa3mep Ha onakoBkaTa: miactMacoBH (uakonu mo 40 ml u 100 ml.

He Bcuukm pasMepn Ha OommakoBKaTa Morar Ja Ob/aT NpeAsiaraHy Ha masapa.
15. [laTa Ha mocjeaHATa peAaKIUs HA TEKCTA

{MM/TTTT}

IMoxpoOHa nHbopMaIKs 3a TO3M BETEPUHAPECH JIEKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 0a3arta JaHHU
Ha Cbro3a orHocHO npoaykrute (https:/medicines.health.europa.cu/veterinary).

16. JlanHu 3a Bpb3Ka

H[}I/ITC)KaTeJI Ha paspClICHUCTO 3a THProBUA KW JAHHW 3a BPH3Ka 3a C’bO6gaBaHe Ha rnpéarnojaracMu

HeOIArONpUATHU DEAKIIUU:
Ceva Sante Animale

8 rue de Logrono

33500 Libourne

FRANCE

Ten.: 00 800 3522 11 51

[IpousBoUTE, OTTOBAPSIIIL 32 OCBOOOKTABAHETO HA MTAPTUIH:
CEVA-Phylaxia Veterinary Biologicals Co. Ltd.

Szallas u. 5

1107 Budapest

HUNGARY
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