[Version 8.1, 01/2017]

HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HANMEHOBAHUE HA BETEPUHAPHOME IMIIUHCKUSA NIPOAYKT

Nobilis Ma5 + Clone 30 nuodunusaT 3a 0uHO-Ha3aIHA CyclieH3us/ 3a MpuaraHe BbB BOJIa 3a MHUEHE 3a
nusiera

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

Enna mo3a ot pa3TBopeHaTa BaKCHHA ChIbpIKa:

AKTHBHM CyOCTAHIUM:

JXKuB BUpYC Ha HHPEKIIMO3eH OPOHXHUT MPHU NTHIUTE, miaM Ma5: > 3,0 logio EIDso

JKur Bupyc Ha HIOKACHICKa Ooject, mam Clone 30: > 6,0 logio ELDsg

ExcuunuenTu:

3a IIBJIHUA CHOUCHK Ha CKCIUIINCHTHUTC, BUX T. 6.1.

3. DAPMAIIEBTUYHA ®OPMA

JImodunmsaT 3a 04HO-HA3aTHA CYCTICH3Ms1/ 32 MPUJIaraHe BHB BOJIA 3a TIHCHE.
®dakoHu: Oeau/ MouTH OSIIO OIIBETCHHU TICJICTH.

Yamku: 6enmw/ moutu 6enu, ¢ mpequMHo ceprudra dhopMa.

4. KJIMHUYHU JAHHHA

4.1 Bwunose :KMBOTHH, 32 KOUTO € npeanazHayen BMII

[Tunera.

4.2 TepaneBTHYHHU NMOKA3AHUS, ONIPeAeTE€HH 32 OTACTHUTE BHI0BE JKUBOTHI

3a MMyHM3alUs Ha 3[IpaBH ImieTa cpeily uMHbekunosdeH Oponxut (Trn Massachusetts u ceposnoruyHo
N0J00HHM CEPOTHIIOBE HAa MHPEKIINO3HUSI OpOHXUT) 1 cpelry Hiokscbicka 6osect.

4.3 IlpoTuBOmOKAa3aHUS

Hswma.

44 ChneuuaJHU NpeIna3Hu MePKH 32 BCEKHM B/ KMBOTHM, 32 KOUTO e npeaHa3zHayeH BMII
Hsima.

45 CroenuajJHU npeana3Hu MepKH Npu ynorpeda

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IIPpOJAYKTa

He e npunoxumo.

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JUliaTa, Impujaraimy BETCPUHAPHOMCANIIMHCKHWSA NPOAYKT Ha JKUBOTHHUTC

[a ce n36sTBa KOHTAKT C BAKCHHAIHHS BUPYC.

4.6 He6aaronpusiTHU peakuy (4eCTOTA U BAKHOCT)



He ca usBecTHn.
4.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU sTiilleHOCeHe

BakcuHanusaTa 1mo Bpeme Ha SHIIEHOCHUS TMEPHOJI MOXE Ja TMpeAu3BHKa BPEMEHHO HaMalleHHE Ha
SIMLIEHOCCHETO.

4.8 BzaumopaeiicTBHE ¢ IPYTrd BeTePHHAPHOMEIUIUHCKH MPOAYKTH M APYrd (popmMu Ha
B3auMojeiicTBue

Hsima manmmuna waOpMarms 3a 6e3o0macHOCTTa W e(hUKACHOCTTAa OT CHBMECTHOTO H3IIOJI3BaHE HA Ta3u
BaKCHHA C JIPYT'HM BETCPUHAPHOMEIMIIMHCKU TpORykTH. [lopaam Tasu mnpuyMHA, NpUIAraHETO HA Tasu
BaKCHHA TIPS WIH Clie]] ynorpebaTa Ha JAPYr BETCPUHAPHOMETUIIMHCKH MPOAYKT TPsOBa Jla Ce MPEICHU
CTIOpe]] HHAMBUIYTHUSI CITy4ai.

4.9 Jlo3a 1 HAYMH HA MPUJIOKEHHE

Bakcunara moxe na Oblie MpUIIOKeHa dpe3 crpei (Tpy0), 09HO-HA3aIHO MpHUIIaraHe WK Ype3 MpUlaraHe
BBB BOJIa 3a MMHEHE. 32 0YHO-HA3aJIHOTO MPHUJIOKEHHE ce mpeiara crenuaien pasreoputen Diluent Oculo-
Nasal.

OO0eMHOTO KONMYECTBOTO Ha BaKCHHATA, KOETO TPsAOBa Ja ce TPHIOXKH, 3aBUCH OT H3IIOJI3BAHOTO
o0opy/JBaHe M Bb3pacTTa Ha MUIeTaTa, KOUTO TpsiOBa 1a ce BAKCHHUPAT.

Baxkcunara ce npezara kato TMnoQuIM3upanHa meneTa B CThKIIEH (IakoH WK KaTo nTuodunusupanu chepu
B YaIku. KoraTo mpoayKThT ce mpejyiara B 4aliky, TOH He TpsiOBa J1a ce M3I0JI3Ba, aKO ChABPKAHHETO MY
¢ Ka(heHNKaBO Ha BT H € MOJICITHAJIO KbM CTCHUTE Ha ITbPBUYHATA OMAKOBKA, Thil KATO TOBA MOKAa3Ba, 4e
IIeJIOCTTa Ha ONAKOBKaTa € HapylleHa. Bcsika omakoBka TpsiOBa Jla ce M3MOJI3BA BeAHAra M M3LSIIO CIe]
OTBapsHe.

®dakoHuTe TPsOBA Ja Ce OTBOPSAT IO BOJAA WIM ChIbPKAHMETO HA darikaTta (JalIkuTe) Ja ce U3jiee BbB
Boma. M B ;Bara cmyuas mpenu ymorpeba pa3Obpkaiite no0pe Bonata, chabpxkaima BakcuHarta. Cren
pas3TBapsiHE CyCIIeH3HATa U3IIIeka OrcTpa.

OuHo-Ha3aJHO IpUJIaraHe

PaztBOpere BakcuHaTa BBB (uznoniorunded pa3rBop (oomkHOBeHO 30 ml Ha 1000 mo3n) m mpunaraiite c
MOMOIITA HA CTaHAApPTH3MUpaH Kanmkomep. EnHa kamnka, chabpxaiia egHa J103a, TpsAOBa Ja ce MOCTaBH OT
BHCOUYMHA HIKOJIKO CAHTHMETpa B €HAaTa HO3/[pa WM B €IHOTO OKO. [Ipriaramusar BakcuHaTa TpsOBa /1a e
ce yBepH, 4Ye HOCHATa KalKa € BJIWIIIaHa OT NTHIIATa.

3abenexka: 3a OYHO-HA3AIHO IPUIOXKEHHUE € HaJIu4eH crennanied pasrsoputen Diluent Oculo Nasal.

[Ipunarane ype3 crpei

BakcunaTta TpsiOBa na Objie pa3TBOPEHAa B CTYJACHA, YMCTA BOJA, KOATO HE ChABPKA XKENs30 M XJIOP.
dnakoHHTEe TPsAOBA 1@ Ce OTBAPST MO/ BOAA WM ChABPKAHHETO Ha damikara (JaiikuTe) TpsOBa ja ce
u3jee BbB Boja. M B ;Bata ciydas npeam ynoTpeda pa30obpkaiiTe 1o0pe BojaaTa, ChIbpiKallla BAKCHHATA.
Crnen pasTtBapsiHe CycrnieH3usaTa u3rnexsaa Ouctpa. Crpell amapaTsT He TpsOBa Aa ChIbpXka yTaWKH,
KOPO3HUM W OCTAaThIIM OT JAe3MH(PEKTAHTH (32 MPEANOYMTAHE € amapaThT Ja Ce H3MO0J3Ba CaMo 3a
BaKkCcHHaIlUs). Pa3TBopeHaTa BakcMHa TpsOBa Ja ce pa3NpbCHE PaBHOMEPHO BbPXY ChOTBETBETHHS Opoi
nTUIM, Ha pascrosaue ot 30 10 40 cm, 3a nmpeanoynTaHe BbPXy ChOpaHU Ha €HO MSCTO MTHUIIH, NIPH ¢1ab0
OCBETJICHHE.

3a eqHoaHeBHM nuieta usnoispaite 0,25 L Boaa Ha 1000 nrury.

3a mo-Bp3pactan nTUIM pazrBopete 1000 no3m BakcuHa Ha L Boja. (Aepo30oHUTE TeHepaTopH TpsSOBa aa
Ce M3I0J3BaT CaMO KOTaTo € CHTYPHO, Y€ TOBa € 0€301acHO 3a NTHIIUTE).

KakTo 3a eqHOMHEBHH MUIeTa, Taka M 33 TIO-TOJIEMHU IITULM C€ TPENopbhyBa Jia Ce U3IM0J3Ba TPyO cripeit >
100 mukpoHna.

HDI/IJIaFaHe BBB BOJId 3a IIMCHE




®dnakoHuTe TpsIOBa J1a Ce OTBOPAT IO BOJA, WU ChABPIKAHUETO HA valkaTa (YallKuTe) TpsAOBa Ja ce
u3aee BbB Boaa. M B nBata ciydas nmpeau ynoTpeba pa30obpkaiiTe mo0pe BoAaTa, ChabpiKallla BAKCHHATA.
Crnen pasTBapsiHe CyCIICH3WsATa W3MNIekna Ouctpa. BakcuHara TpsiOBa ma ObAe pa3TBOpPEHA B CTYJACHA,
YKCTa BOJa, KOSTO HE ChIbpiKA XKeJsi30 U xyop. Upes mobaBsHe Ha 2 § o0e3MaciieHo MIISIKO Ha Tipax Ha L
BOJIa, BUPYCHT 3ama3Ba akTUBHOCTTA CH MHOTO TO-ABAr0. Ocurypere mprieMa Ha ISUIIOTO KOJIMYeCTBO BOJA,
CBIBPIKAIIO BAaKCHHATA, B pAMKHTE Ha 2 Jaca.

B 3aBuUCHMMOCT OT METEOpPOJIOTMYHUTE YCJIOBHUS MOXKE Ja € MPENOPBhUUTETHO NMTULIUTE Jla Ce JUIIAT OT
MIpUEM Ha BOJa Mpeau BakcuHarmaTa. HeoOxoammo € Ja nMa moctaThueH Opoil KOHTEeHHepH ¢ Boja, 3a J1a
Ce OCHTYPH TOAXOMAIIO IMPOCTPAHCTBO 3a MpreM Ha Boja. KonrteiiHepute TpsOBa ga Obaar uuctu U Oe3
ciemu oT AeTepreHTd u Je3uHgpekrantu. PastBopere 1000 mo3u B TOJNKOBAa JUTPU BOJA, KOJIKOTO €
BB3pacTTa Ha NTUIUTE B JHU, 10 MakcumyM 40 L.

Bakcunara TpsiOBa 1a ce mpuiiara paHO CyTpPHH, Thil KaTO TOBa € OCHOBHHAT MEPUOJ 3a MPUEM Ha BOA,
WIN B XJIAJICH NEpHoJ Opu ropem AeH.. [Ipu BakcuHupaHe Ha MO-TOJIEMU CTaja € MPEHopPbUUTETHO Ja
3aMoYyHEeTe C pa3TBapsHE CaMO Ha YacT OT BaKCHMHATa. AKO BaKCHHATa ce MpWiara 4ype3 LEHTPaATHO
BOJOCHAOBaHEe WJIM TPOMOPIIMOHEP € HEOOXOAWMO ITOBHINCHO BHHMaHHe I[lpm Opolf Ha NTHIUTE,
oI Al MeX Ty CTaHAapTHUTE TO3WPOBKH, TPIOBa 1a Ob/le m30paHa cienBaliara mo-BUCoKa J103a.

4.10 IIpemo3umpane (CHMITOMH, CIIEIITHU MEPKH, AHTH0TH), AKO € HE0OXOTUMO
Hswma.
411 KapeHTeH cpok

Hyna nuu.

5. NUMYHOJIOI'NYHU OCOBEHOCTHU
®dapMakoTepaneBTHYHA TPYTA: )XUBH BUPYCHU BaKCHHHL.
BerepunapHomenununcku Anaromo-Tepanestuuen Koa: QI01AD11.
6. DAPMALIEBTHYHU OCOBEHOCTH

6.1 Chnucbk Ha eKCOUTTHEHTHTE

Sorbitol

Hydrolysed gelatine

Pancreatic digest of casein

Disodium phosphate dihydrate

Water for injections

6.2 OCHOBHHM HeCHBMECTHMOCTH

He ca u3BecTHu.

6.3 Cpok Ha rogHocT

CpoOK Ha TOJHOCT Ha KpalHUsl BETEPUHAPHOMEUILIUHCKY MTPOIYKT: 2 TOAUHH.
CpoK Ha TOTHOCT CJIe TEPBO OTBapsiHE HA IIbPBUYHATA OITAKOBKA: 2 Haca.

6.4. CnenuajJHM ycJI0BHS 32 CbXpaHeHHE HA MPOAYKTA
Ja ce cpxpansiBa B xiaguiHuk (2 °C — 8 °C).

Jla ce ma3u oT CBETJIMHA.
Ja He ce 3ampa3siBa.



6.5 Bua u cbeTaB Ha IbBPBUYHATA OITAKOBKA

®akoHU OT XUAPOJUTHYHO THI | CTHKIO, 3aTBOPEHU C XAJIOTCHOYTHJI TYMEHW Tald U 3aledyaTaHd C
KOJMPAHU aTyMUHUCBU KallauKH.

3anevarana ATyMUHHEBA Yarka, JIaMHHHApaHa c MTOJTMITPOTIMIICHOB (qamka) u
TTOJTMITPOTIFUICH/ TIOTMETHIICHOB (Karak) KOHTAaKTEH CIIOH.

Pa3smepu Ha omakoBKkara:

Kapronena xytus ¢ 1 nnmm 10 ¢makona ot 500 go3m.
Kapronena kytust ¢ 1 unu 10 ¢pnakona ot 1 000 no3wu.
Kapronena kytust ¢ 1 unu 10 ¢pnakona ot 2 000 no3mu.
Kapronena xytus ¢ 1 unn 10 ¢makona ot 2 500 no3m.
Kapronena kytust ¢ 1 unu 10 ¢pnakona ot 3 000 no3mu.
Kapronena kytust ¢ 1 unu 10 ¢pnakona ot 5 000 no3mu.
Kapronena xytus ¢ 1 wim 10 dmakona ot 10 000 go3zm.

PET mnactmacoBa kyTus ¢ 6 yamku ot 1 000 no3u.

PET mumactmacoBa kyTust ¢ 6 gamku ot 2 500 mo3u.

PET muractmacoBa kyTust ¢ 6 gamku ot 5 000 mo3u.

PET mnactmacoBa kyTus ¢ 6 yamku ot 10 000 go3zu.

PET mractmacoBa kyTust ¢ 12 gamku ot 1 000 mo3m.

PET mactmacoBa kyTus ¢ 12 gamiku ot 2 500 no3mu.

PET mactmacoBa kyTus ¢ 12 gamiku ot 5 000 no3wu.

PET muractmacosa kyTust ¢ 12 gamku ot 10 000 mo3u.

He Bcnuku pa3mepn Ha omakoBKaTa Morat Aa ObJaT Mpejiarand Ha nasapa.

6.6 ChoenmaaHu MepPKH 32 YHHIIOKABAHE HA HEM3MOJI3BaH MPOAYKT WIH OCTATHIM OT HEro
Bcekn Hew3non3BaH BETEPUHAPHOMEAMIMHCKH TPOAYKT WM OCTaThIM OT HEro TpsaOBa aa ObaaT
YHUIIOXKEHU B CHOTBETCTBHE C M3MCKBAHHUATA HA MECTHOTO 3aKOHOJIATEJICTBO.

7. MNPUTEXKATEJI HA JIMIIEH3A 3A YIIOTPEBA

Intervet International B.V

Wim de Koerverstraat 35

5831 AN BOXMEER

The Netherlands

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-2067

9. JATA HA IIOJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA

16/07/2013

10. [JATA HA NIOCJVIEAHATA PEJAKLIUS HA TEKCTA

10/2021



3ABPAHA 3A IIPOJAXKBA, CHABISIBAHE U/WJIN YIIOTPEBA

He e npunoxxumo.



INPUJIOKEHHE I1I

ETUKET U JINCTOBKA



A. ETHKET



HNH®OPMALUA, KOATO CE U3IIUCBA BbPXY BHbHIIHATA OITAKOBKA

KAPTOHEHA KYTHUS (PJIAKOHHN)
PET INIACTMACOBA KYTHUA (UALLIKHW)

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

Nobilis Ma5 + Clone 30 nrodunusaT 3a 0uHO-Ha3aIHA CycrieH3us/ 3a MpuaraHe BbB BO/Ia 3a MHUEHE 3a
nusiera

2. CbAbP/KAHUE HA AKTUBHUTE CYBCTAHIIMHN

JKuB BUpYC Ha MHPEKIMO3eH OPOHXHUT MpHU NTHLIUTE, maM Ma5: > 3,0 logio EIDs¢/ no3a
JXuB BUpyc Ha HIOKACBHICKa Ooiecr, ram Clone 30: > 6,0 10g10 ELDso/ mo3a

‘ 3. DPAPMAINEBTUYHA ®OPMA

.HI/IO(bI/IHI/IBaT 3a OYHO-Ha3aJIiHa CYCHeH3I/I$I/ 3a IpujiaraiHe BbB BOJa 3a ITMCHC.

| 4. PA3BMEP HA ONIAKOBKATA

1 x 500 no3u

1 x 1 000 go3m
1 x 2 000 no3u
1 x 2 500 mo3u
1 x 3000 mo3m
1 x 5000 no3u
1 x 10 000 mo3u
10 x 500 go3u
10 x 1 000 mo3u
10 x 2 000 mo3u
10 x 2 500 mo3u
10 x 3 000 mo3u
10 x 5 000 mo3u
10 x 10 000 mo3m
6 x 1 000 go3u
6 x 2 500 no3u
6 x 5 000 go3n
6 x 10 000 mo3u
12 x 1 000 mo3u
12 x 2 500 mo3u
12 x 5 000 go3u
12 x 10 000 mo3u

‘ 5. BUJIOBE JKNBOTHMU, 3A KOUTO E INTPEJHA3ZHAYEH BMII

IInnera.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA




7. METOJ1 1 HAYUH HA ITIPUJIOKEHUE

3a 0YHO-HA3aJIHO npuiarane, npujiaraine 4pes3 cnpeﬁ HJIK Ype3 Mpujiaranc BbB BOJa 3a IMUCHC.

[Ipenu ymoTpeba nmpoyeTn IUCTOBKATA.

| 8. KAPEHTEH CPOK

Kapenren cpok: Hyna IHU.

| 9. CHEHMAJIHM OPEJAYNPEXKJIEHMS, AKO E HEOBXOJIUMO

[Ipenu ymoTpeba mpoyeTH TUCTOBKATA.

| 10. CPOK HA FOJIHOCT

Il'ogen no {mecer/roavna}
Crnen pa3TBapsHE U3I0JI3BaAl B paMKUTE Ha 2 Jaca.

‘ 11. CHELHAJIHHU YCJIOBHUSA 3A CbXPAHEHHUE

Ha ce cpxpansiBa B xiaquwinuk (2 °C — 8 °C).
Jla ce mma3u oT CBETJIHHA.
a He ce 3ampasspa.

12. CHEINUAJIHU MEPKHU 3A YHUIIIOKABAHE HA HEM3IIOJI3BAH NPOAYKT UJIN
OCTATHIU OT HEI'O, AKO UMA TAKHUBA

YHI/IHIO)KaBaHeZ MMPpOYCTH JIMCTOBKATA.

13. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJINLUHCKA YIIOTPEBA” U YCJIOBUSA
NJIM OI'PAHUYEHUSA OTHOCHO PABIIPOCTPAHEHUETO U YIIOTPEBATA, AKO E
HHPUJIOKNUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpeGa. I[a CC OTITYCKa CaMO IIO JICKAapCKO MpEAINMUCAHNC.

14. HAJMUCHT “JA CE CbXPAHSIBA JAJIEY OT MOTJIEJA U HA HEJOCTBITHHU 3A
JELIA MECTA”

I[a CC ChbXpaHsBa Aajied OT 1OrJjicAa U Ha HCAOCTBIIHU 34 [I€1a MECTaA.

‘ 15. HUME U ITOCTOSHEH AJAPEC HA IIPUTEXATEJIS HA JIMIIEH3A 3A YIIOTPEBA

Intervet International B.V
Wim de Korverstraat 35
5831 AN Boxmeer

The Netherlands

16. HOMEP HA JIMIIEH3A 3A YIIOTPEGA HA BMII

0022-2067



17. TAPTUIAEH HOMEP

ITapTuna {Homep}



MUHHUMYM HH®OPMALUSA, KOATO TPABBA A BbJAE U3IIMCAHA BbPXY
MAJIKH OITAKOBKH BMII, KOUTO CBABPKAT EJUHUYHA J10O3A

D1aKoHH € JIHOPHUIN3AT

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUINWHCKUA TIPOAYKT

Nobilis Ma5 + Clone 30 nrodunusaT 3a 04HO-Ha3aTHA CyCIIeH3us/ 3a MpHUIaraHe BbB BOJIA 3a MHEHE

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUUUSA

’Kus IB Bupyc, Ma5
XKus ND Bupyc, Clone 30

3. CBIABPKAHUE CIIPSIMO MACA, OGEM WX BPOM HA EJIMHUYHUTE 103U

500 no3u
1 000 mo3u
2 000 mo3m
2 500 mo3u
3 000 mo3m
5 000 go3u
10 000 mo3u

‘ 4. HAYUHU HA TPUJIOKEHUE

IIpeau ynorpe0a mpovyeT JUCTOBKATA.

| 5. KAPEHTEH CPOK

Kapenren cpok: Hyna ITHU.

| 6. MAPTHMJIEH HOMEP

IMaptuna{Homep}

| 7. CPOK HA rOJIHOCT

Il'ogen mo {meceryroamnna}
Crnen pa3TBapsHE U3IOJI3BAl B paMKUTE Ha 2 Jaca.

‘ 8. HAJIIMCBHT “CAMO 3A BETEPUHAPHOMEJIUINHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.



MUHUMYM UHOOPMAILIUSA, KOATO TPABBA JA BbJAE U3IIMCAHA BbPXY
MAJIKH OITAKOBKH BMII

Yamku ¢ Jsnopuianszar

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA TIPOAYKT

Nobilis Ma5+Clone 30

o

‘ 2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUA

Kug 1B Bupyc, Ma5
XKue ND Bupyc, Clone 30

3. CBIABP)KAHUE CIIPSIMO MACA, OGEM WX BPOM HA EJIMHUYHUTE 103U

1 000 mo3u (6-100 chepn)
2 500 mo3u (6-100 chepn)
5000 mo3u (6-100 chepn)
10 000 mo3u (6-400 chepn)

| 4. HAYMH() HA IPUJIOKEHUE

[Mpeau ynorpeba mpovyeTH JTMCTOBKATA.

| 5. KAPEHTEH CPOK

‘ 6. ITAPTUJAEH HOMEP

MMaptuna {Homep}

| 7. CPOK HA TOJHOCT

IlNogen no (MecenyroauHa)

‘ 8. HAJAIIMUCHT “CAMO 3A BETEPUHAPHOMEJINIINHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.



B. INCTOBKA



JIMCTOBKA:
Nobilis Ma5 + Clone 30 nrodunusaT 3a 04HO-Ha3aIHa CyCleH3us/ 3a MpuIaraie BbB BO/Ia 3a IHEHE 3a
nusaera

1. HUME U IIOCTOSHEH AJAPEC HA IIPUTEXXATEJISA HA JIMIHEH3A 3A YIIOTPEBA U
HA ITPOU3BOAUTEJISA, AKO TE CA PA3JIMYHUA

HDI/ITC)KaTeJ'I Ha JIMIICH34a 3a VHOTDC6aI
Intervet International B.V.

Wim de Korverstraat 35

5831 AN Boxmeer

The Netherlands

HDOI/ISBOI[I/ITGJ'I, OTT'OBOPCEH 3a OCB060>KI[aBaHC Ha napTuaara.
Merck Sharp&Dohme Animal Health, S.L

Poligono Industrial EI Montalvo |

C/Zeppelin 6, Parcela 38

37008 Carbajosa de la Sagrada

Salamanca

2. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUS TPOAYKT

Nobilis Ma5 + Clone 30 nrodunuzaT 3a 0uHO-Ha3aIHA CycrieH3us/ 3a MpuaraHe BbB BO/Ia 3a MHEHE 3a
UIIeTa

3. CbABbP/KAHUE HA AKTUBHUTE CYBCTAHIIMU U EKCIITUIIMEHUTE

Enna no3a pa3TBopeHa BakCHHA ChIIbpiKa:

AKTHBHM CyOCTAHLUM:

JXuB BUpyC Ha HHPEKIIMO3eH OPOHXHUT MPHU NMTHIUTE, iaM Ma5: > 3,0 logio EIDso

JKus Bupyc Ha HIOKACHICKa Oosect, mam Clone 30: > 6,0 logio ELDso

JInodunuszaT 3a OYHO-HA3AIHA CYCIICH3Us/ 3a MPUJIaraHe BbB BOJA 3a MHEHE.

OnakoHu: 0enn/moYTH OSII0 OLBETCHU TIETICTH.

Yamku: 6enu/noutu 6enu, npeauMHo chepuuHa Gopma.

4, TEPAIIEBTUYHMU ITIOKA3AHUA

3a WMyHHU3alWS Ha 3JIpaBd MWiera cpenly wuHpeknnoseH Opouxut (tun Massachusetts u apyru
CEpPOJIOTMYHY THITOBE HA MH(MEKIIMO3HUS OPOHXUT) M CPElLy HIOKSICHICKA OOJIECT.

5. INPOTHUBOIIOKA3AHUS

Hama.

6. HEBJIATOITPUATHU PEAKIIUN

He ca uzBectHu.



AKo 3a0eneXuTe HIKAKBH HEOJarompusTHU PEakIuy, BKIIOYUTETHO M TaKWBa, KOWTO HE Ca ONMHCAHH B
Ta3W JIUCTOBKA WJIM MUCIUTE, Y€ BETEPUHAPHOMEAUIIMHCKHUS MPOAYKT HE paboTH, MOJNIA [1a yBEIOMHTE
Bamms Betepunapen iexap.

7. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJTHA3ZHAYEH BMII

IInnera.

8. JAO3UPOBKA 3A BCEKU BUJ ’KUBOTHO, METOJ1 1 HAYUHU HA ITPUJIATAHE

Bakcunara Moxe na ObJie MPUIOKEHA Ype3 crpeit (Tpy0), OUYHO-HA3aIHO MPHUIIaraHe WIX Ype3 MpUiaraHe
BBB BOJIa 3a MMHCHE. 32 0YHO-HA3AJTHOTO MPHUIOKEHHE ce mpeiara creluaieH pasroputen Diluent Oculo-
Nasal.

O0eMHOTO KOJHMYECTBOTO HA BaKCHHATA, KOETO TpsAOBa Ja ce NPHWIOKH, 3aBHUCH OT H3IIOI3BAHOTO
o0opy/iBaHEe U BB3PACTTa HA MHIJIETaTa, KOUTO TPSOBA Jla CE BAKCHHUPAT.

Baxkcunara ce npezanara karo TuoQriin3Mpana menera B CThKISH (JIaKoH WK KaTo THo(GWiIn3upanu cepu
B yamku. Korato mpoayKThT ce Mpejiara B Yaliky, TOW He TpsOBa Aa ce M3MOI3Ba, aKO ChABPKAHHETO MY
¢ Ka)eHMKaBO Ha LIBAT U € MOJIEMHAJIO0 KbM CTEHHTE Ha MMbPBUYHATA OMAKOBKA, Thi KaTO TOBA MOKa3Ba, ye
IIeJIOCTTa Ha ONAKOBKaTa € HapylleHa. Bcska omakoBka TpsiOBa Jla ce M3MOJI3Ba BeJHAra M M3ISUIO CIeN
OTBapsHe.

®dakoHuTe TPsAOBA Ja CE OTBOPAT MO BOAA WM ChIbPKAHUETO HA YalkaTa (JalIKUTE) Ja Ce U3Jiee BbB
Boma. W B mBara ciydas mpenum ymotpeba pa30ObpkaiiTe noOpe BomaTa, Chabpikamia BakcuHata. Cren
pa3TBapsiHe CyCIIeH3HATa U3IJIekaa OucTpa.

O4HO-Ha3aJIHO MpUJIaraHe

PaztBOpere BakcuHaTa BBB (uznonorndeH pa3rBop (oomkHOBeHO 30 ml Ha 1000 mo3m) m mpuiaraiite ¢
MOMOIITa Ha CTaHAApTH3UpaH Kamkomep. ExHa kamnka, chabpxkaiia eqHa 03a, TpsAOBa Ja ce MOCTaBH OT
BHUCOYHHA HIKOJKO CAHTHMETPA B €JHAaTa HO3/pa WU B €JHOTO OKO. [IpunaramusT BakcuHaTa TpsiOBa J1a e
ce yBepH, 4e HOCHATa Kallka € BAWINIaHa OT NTHIATa.

3abenexka: 32 OYHO-HA3IHO IPWIIOXKEHHUE € HaJIu4eH crenuaneH pasrsopureln Diluent Oculo Nasal.

IIpunarane upe3 cupeu

Bakcunara TpsiOBa na Oblie pa3TBOpeHa B CTYJIEHA, YMCTa BOJAA, KOSTO HE ChIbpXKA IKENA30 M XJOP.
®dakoHuTe TpsIOBa Ja ce OTBApsT IMOJ BOJA WIM ChIbPKAHUETO HA 4dalikaTta (JamikuTe) TpsOBa Ja ce
uziee BB Boja. M B nBaTa cityuas mpenu ynorpeba paz0obpkaiite 1oOpe Bojara, ChIbpiKalla BaKCUHATA.
Crnen pasTBapsiHe cycrieH3usiTa u3rnexna Ouctpa. Crpeil amaparbT He TpsiOBa 1a ChIbpXKa yTaWKH,
KOpO3MH W OCTaThIlM OT JAe3WH(EKTaHTH (32 MpPEANOYMUTAHE € amapaThbT Ja Ce HW3IMO0J3Ba CaMo 3a
BakcuHanus). Pa3TBopeHara BakcuHa TpsiOBa J1a ce pa3NpbCHE PABHOMEPHO BBPXY CHOTBETBETHHS Opoi
nTUIy, Ha pascrossaue ot 30 mo 40 ¢m, 3a mpennounTane BEpXy ChOpaHU Ha €HO MSICTO ITHUITH, TIPH c1abo
OCBETIICHHE.

3a egqHoaHeBHHU muiteta u3nmon3BaiTe 0,25 L Boga Ha 1000 nruiy.

3a mo-Bwr3pactHH ntuiu pasreopere 1000 no3u BakcuHa Ha L Bonma. (Aepo3onHuTe reHepaTopH TpsOBa 1a
Ce M3MOJ3BaT CaMo KOTaTo € CUTYPHO, Y€ TOBa € 6€301acHO 3a NTHIIUTE).

Kakro 3a eHOIHEBHM THJIETa, TaKa W 3a MO-TOJEMH NTHIM Ce MPENopbhYBa Jia ce U3IO0JI3Ba rpyd crpeid >
100 mukpoHna.

IIpuiarane BbB BoJIa 32 THEHE

®nakoHUTE TPSOBaA /1a Ce OTBOPAT IO BOJA, WUIM CHABPKAHHETO HA YalmkaTa (JalKuTe) TpsaOBa ma ce
uziee BB Boja. M B ;mBata ciyyas npeau ynorpeba pazobpkaiite o0pe Bojara, ChlIbpiKalla BaKCHHATA.
Crnen pasTBapsiHe CyclieH3MsTa H3rNexga Ouctpa. Bakcunara TpsiOBa na ObAe pa3TBOpEeHa B CTYICHA,
YKCcTa BOJA, KOSITO HE ChIBPIKa XKelsu30 U xJop. Upes nobassiHe Ha 2 § oOe3macieHo MIISIKO Ha mpax Ha L
BOJIa, BUPYCHT 3ama3Ba akTUBHOCTTA CH MHOTO TO-ABAro. Ocurypere mpreMa Ha IsJI0TO KOJIMYeCTBO BOJA,
CBHABPIKAIIO0 BAKCHHATA, B PAMKHTE Ha 2 Jaca.

B 3aBucmmMocT OT METEOPOJOTMYHUTE YCIOBUS MOXKE Ja € MPENOPhUYMTENHO NTUIUTE Ja CE JIUIIAT OT
MpHeM Ha BoJIa Mpeau BakcuHanuaTa. Heo6xoanmo e qa uma gocrarbyeH Opoil KOHTEHHepH ¢ BoJa, 3a Ja




C€ OCHUTYpH TOIXOIAII0 MPOCTPAHCTBO 3a IpreM Ha Boxa. KoHTeliHepuTe TpsaOBa ma Ob1aT 4ucTH B 6e3
ciend oT AerepreHTd M ae3uHpexrtaHtd. PastBopere 1000 103u B TOJNIKOBa JMTPH BOJA, KOJKOTO €
BB3pacTTa Ha MTUIUTE B JHU, 10 MakcumyM 40 L.

Bakcunara TpsiOBa Ja ce mpuiiara paHo CyTPHH, Thil KaTO TOBa € OCHOBHHUAT NEPUOJ 3a MPUEM Ha BOJA,
WIN B XJAaJICH TEPHUOJ MpH Topeml AcH.. [Ipu BakcHHHUpaHe HA MO-TOJIGMH CTaja € MPETOPBhUYUTETHO Ja
3al0YHETE C pa3TBapsHE caMO Ha YacT OT BaKCHHAaTa. AKO BaKCHHATa C€ IMpHiIara 4dpe3 IEeHTPATHO
BOJIOCHAO/IIBAaHE WJIM TMPOMOPIHUOHEP € HEOOXOaUMO TMOBHIEHO BHUMaHue [Ipu Opoli Ha mnTHUIMTE,
TMoTTaal MeX Ty CTaHAapTHUTE TO3WPOBKH, TPIOBa 1a Ob/ie m30paHa cienBaiiara mo-BUCOKa J103a.

Benexka: mpunaraHeTo Ha BaKCHHATa upe3 Ipy0 cIpedl WM OYHO-HA3AIHO MpUJIaraHe JaBa Mo-I00bp
UMYHEH 0TroBop. ToBa TpsiOBa Aa ca n30paHUTe METOIUTE Ha MPHUIOKEHHE, 0COOCHO MPH BaKCHHALMATA HA
MJIay OTHLH.

Yiorpeba 1o Bpeme Ha SilleHOCEHE:
Bakcunanmsara 1o BpeMe Ha SHIICHOCHHS TIEPHOJ MOXKE Oa TPEIU3BHKa BPEMEHHO HaMajcHHE Ha
SINIIEHOCEHETO.

BakcunangHa mporpama

Baxcunara e Oe3BpeHa Mpu IpuUJarane Ha MAIeTa Ha |-THEBHA BB3PACT U MTO-TOJEMH.

OnTUMaTHOTO BpEME M METOJI Ha IPUIIOKECHUE 3aBUCH OT MECTHHUTE YCJIOBHS U CJICJIOBATEIIHO TPsIOBa J1a ce
MOTHPCHU CHBET OT BETEPUHAPEH JIEKap.

VIMyHUTET ¥ BAKCHHAJHA PEaKIUs

[IpoabKUTEIHOCTTa M WHTCH3WBHOCTTA HA BAaKCHHAJIHATa pEaKIHs W YCTAHOBSIBAHETO Ha TpaeH
UMYHHTET, OCHOBHO 3aBHCST OT 3/IPaBOCIIOBHOTO CHCTOSIHHE M YCJIOBHATA Ha OTIJICKIAHEC Ha MTHIHTE.
XurueHaTa ¥ OpraHu3alysITa ca ChII0 MHOTO BaKHH YCIIOBHS 32 CJICIBAKCHHATHUS EPHUO/L.

Ho6sp umynuter cpemry ND u IB tunm Massachusetts ce usrpakma 3a mpubmusurenno 6 ceamunu. B
paiionu, kpaero ND e enpemuyna mHdekuus, Bropa Bakcunaims ¢ Nobilis ND Clone 30 tpsioBa na ce
HPHIIOKH, MPUOIU3UTETHO 4 CEIMUIM Cle/ MbpBaTa. M3BbHpEIHA BAaKCHHALMS [0 BpeMe Ha SHIEHOCHHS
HepHOJ MOKE J1a ObJIe CHIIPOBOJICHA C BPEMEHHO HaMallsiBaHe Ha TPOAYKIMATA HA sHIIA.

9. CBBET 3A IIPABUJIHO ITPUJIOKEHUE

PasrBopenara BakcuHa TpsiOBa /1a ce NPUIIOKK B PaMKHTE Ha 2 Jaca.
Beunuku octaThlin OT BakcuHaTa TpsiOBa a ObAaT YHUILOXKEHU Ype3 U3BapsIBAHE UIIM U3rapsHe.

10. KAPEHTEH CPOK

Hyna gau.

11. CHELHAJIHU YCJIOBHUS 3A CbXPAHEHHUE HA ITPOAYKTA
Ja ce cpxpaHsiBa Jajed OT IoIJIeia 1 Ha HeJOCTBITHY 32 JIela MecTa.

Ja ce cpxpansiBa B xiagmiHuk (2 °C — 8 °C).

Jla ce ma3u oT CBETJIMHA.

Ha He ce 3ampasspa.

Cpok Ha TOJHOCT clie/l pa3TBapsAHe, ChIVIACHO yKa3aHUsATAa: 2 Jaca.

12. CHELUAJIHU NPEAYHNPEXIEHUWSA

CHGLII/IaJ'IHI/I Opeanasiy MCPKH 3a BCEKH BUJI )KWBOTHH, 3a KOWTO € NPCAHA3ZHAYCH BMII:




Jla ce BakcWHHpAT caMO 3ApaBH MITHUIIH.

CrenmaiHy npeana3Hy MEPKH 3a JIMIATa, PUIaraiii BeTepPUHAPHOMEANIIMHCKHS TPOAYKT Ha )KUBOTHHTE:
Jla ce n30srBa KOHTAKT ¢ BAKCHHAIHHS BUPYC (J1a Ce MOCTaBsS MacKa Ha JIUIETO).

Muiite u ne3uH(peKIupanTe polieTe CH 1 000PYIBaHETO CIIE]T BAKCHHAIIHSL.

[IpuoskeHneTo Ha BAKCMHATA MOYXKE J1a TPUYMHN BPEeMEHEH KOHIOKTUBHUT Ha OIIepaTopa.

Slitienocexe:
BakcuHanusaTa 1mo BpemMe Ha SIHAIIEHOCHUS TEPHOJ MOXKE Ja TMpeAu3BUKa BPEMEHHO HaMalleHWE Ha
SIMIICHOCCHETO.

BsaumMoneiicTBue ¢ Ipyrd BETEpUMHAPHOMEINIIMHCKN POAYKTU U APYTrH (DOPMH Ha B3aMMOJICHCTBHE.

Hsama nannuna wHdopmanus 3a 0e30macHOCTTa W e(UKACHOCTTA OT ChBMECTHOTO M3IOJI3BAHE HA Ta3H
BAaKCHHA C JIPYTM BETEPUHAPHOMEIUIIMHCKU MpoAaykTu. [lopaau Tasm mnpuymHa, MpUIaraHeTo Ha Ta3u
BaKCHHA TIPeIy WIH Ciie ynorpedata Ha APYT BETEPHHAPHOMEIUIIMHCKH MPOAYKT TPSAOBa Jla ce TpereHn
CTIIOpe/ MHAWBUTyaTHUS CITydail.

13. CHEIHMAJIHU MEPKHU 3A YHUIIIOKABAHE HA HEM3IIOJI3BAH NPOAYKT UJIN
OCTATHIHA OT HEI'O, AKO UMA TAKHUBA

ITonuTaiite Bamus BeTepuHapeH Jekap KakBo Aa npaBute ¢ HeHykHuTe BMII. Te3u Mepku 1ie moMorsar 3a
olla3BaHe Ha OKOJIHATA CPeAia.

14. JATATA HA NOCJVIEAHATA PEJAKLIUS HA TEKCTA
10/2021
15. AOHNBJHUTEJHA UHOOPMALUS

Pa3Mepu Ha onakoBkara:

Kapronena kytus ¢ 1 wmm 10 ¢gmakona ot 500 mo3u.
Kapronena kytust ¢ 1 wnu 10 ¢akona ot 1 000 1o3wu.
Kaptonena kytus ¢ 1w 10 ¢pmakona ot 2 000 mgo3w.
Kaptonena kytus ¢ 1 unmm 10 ¢pmakona ot 2 500 mgo3w.
Kapronena kytust ¢ 1 wnu 10 ¢akona ot 3 000 1o3m.
Kapronena kytust ¢ 1 unu 10 ¢akona ot 5 000 1o3m.
Kapronena kytus ¢ 1 wim 10 ¢uakona ot 10 000 mo3u.

PET muactmacoBa kyTust ¢ 6 yamku ot 1 000 no3u.
PET muactmacoBa kyTust ¢ 6 gamku ot 2 500 mo3u.
PET muractmacoBa kyTust ¢ 6 gamku ot 5 000 mo3u.
PET mnactmacoBa kyTus ¢ 6 yamku ot 10 000 go3m.

PET mactmacoBa kyTust ¢ 12 gamku ot 1 000 mo3mu.
PET muactmacoBa kyTust ¢ 12 gamiku ot 2 500 no3mu.
PET mactmacoBa kyTus ¢ 12 gamiku ot 5 000 qo3mu.
PET mnactmacoBa kyTtus ¢ 12 wamxku ot 10 000 no3w.

He Bcuuku pa3mepu Ha ommakoBKaTa MOTat Aa ObAaT MpeaiaraHd Ha ma3apa.



