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MHCTPYKIINA
10 BETEPUHAPHOMY IIPUMEHEHHMIO JIEKAPCTBEHHOI O TIpenapara
BEKTOPMVYH FP-MG

(Opranmsauus-paspadorunk: Cea Duuman Xosic, 000, 8735 Poysxuiun Poas, Jlenekca, Kansac
66215 CIIIA / Ceva Animal Health, LLC 8735 Rosehill Road, Lenexa, Kansas 66215 USA).

Homep perucrpanuonnoro ypocrosepenus: 840-1-7.16-3208Nel IBU-1-6.11/03428

I. O6mue ceeneHus

1.Toprosoe naumenosanue: BEKTOPMYH FP-MG (VECTORMUNE FP-MG).

MexlyHaposiHoe  HenaTeHTOBAaHHOE HAWMEHOBAHWE, WJIM  IPYNIMPOBOYHOE,  MIIH
XUMHYECKOE HAMMEHOBAHME: BaKIIMHA NPOTHUB OCIbI U MUKOIIJIa3MO03a IITHI] )XUBAsT BEKTOpHAs ¢
pasbaBuTeem.

JlekapctBennas (opma: nHOGUIM3AT JUISt [PUTOTOBIECHUS CYCHEH3MH U HHBEKIMH
(BaKLMHA), PACTBOP /ISl PA3BEJCHHS BAKIIMHBI JUISl HHBEKIMOHHOTO TPUMEHEeHUs (Pa3OaBHTeIb).

Baxruna BEKTOPMVYH FP-MG usrorosiiena u3 kyJisrypbl kiietok CIID-5MGpuoHoB Kyp,
MHQULIUPOBAHHOK pekoMOMHAHTEIM BHpycoM FP-MG, npencrapnsiommmM coboi BHpyC OCIIbI
nrur (OI0), mramm «Cutter», B JIHK xotoporo BCTpoeH reH, KOAMPYIOMIHH TIPOTEKTHBHBIN
sruront Mycoplasma gallisepticum (MG) (turammer «Se» wi «R»).

Onna UMMy HU3HPYFOIIast Jl03a BaKI{MHBI COJIEPIKUT PEKOMOUHAHTHBIH
Bupyc FP-MG ne menee 10>7 LIIT/Ts0 ¢ mo6aBienyem CTabMIIN3aTOPa, B COCTAB KOTOPOTO BXOJIAT:
JIAKTO34, XKEJIaTUH, THIPOJIN3aT Ka3enHa, riiyramar HaTpus, Juruapodocedar xaius, ruapodocdar
Kajaus, TMAPOKCHJ KaJMsl W CTepUiIbHAsh BOJA, KOHCEPBAHTOB T'eHTAMUIMHA CyJib(aTa
He 6onee 30 Mxr/mi u amporepunnna B ne 6osee 2,5 MKr/miL.

Bakiuna nocrasisiercss B KOMIUIGKTE CO CTEPHJILHBIM pa30aBUTeNeM JUISl BAKIIMHALAK
METOJIOM IPOKOJIa MEPEITOHKH KPbla — PACTBOP JUISI Pa3BEICHUS BAKIIMHBI JUIsi HHBEKIHOHHOTO
IIPUMEHEHHs, B COCTaB KOTOPOro BXOJAT riuiepuH 25%, cunuii kpacurens 0,24% u
JICMOHU3UPOBAHHAS BOJIA.

Ilo BHEeLIHEMY BH/ly BaKLMHA IIPEACTABIACT COOO0M CyXyIO OJHOPOIHYIO TTOPUCTYIO MACCy
CBETJIO-)KEJITOrO 1BETA, @ pa30aBUTENb - IPO3PAYHY IO KHUIKOCTH CUHETO 1IBETA.

3. Cpok roJiHOCTH BaKIMHBI - 24 Mecsll, a pa3daBuTess - 5 JIET o JiHs UX MPOU3BOJICTBA.
3anperiaercss MPUMEHATh BAKLIMHY M pa3baBUTENM 110 MCTEYeHMM cpoka rogHoctd. Cpok
FOJHOCTH  BAKLHMHBL TI0CJE BCKPBITHS (DJJAKOHA W Pa3BEJICHHs TPH MOMOLIM CTEPUIILHOIO
pasbasutens — 1 yac. I1o ncTedennr cpoka roJHOCTH BaKIMHA U pa30aBUTEeNb K TPUMEHEHHIO HE
IIPUTOJIHBI.

4. Bakuuna pacdacosana no 1000 103 (10 mi1) B crexisinable (IIAKOHBI COOTBETCTRYIOLICH
BMECTUMOCTH,  I€PMETHYHO  YKYIIOPEHHBIE  PE3MHOBBIMH  MPOOKAMHU,  YKPEIUICHHBIMU
AJIIOMHUHHUEBBIMH KoJmaykamu. MIakoHbl ¢ BAKIMHON yIIaKOBAHBI B IJIACTHKOBBIE KOPOOKH.

PaszbaButens pacdacoBan 1mo 5 mu B crensnubie (raakonsl win o 10 wim 20 M B
IJIACTUKOBBIE  (JIAKOHBI  COOTBETCTBYIOIIECH  BMECTHMOCTH, TE€PMETHUHO  YKYHOPCHHBIC
PE3MHOBLIMU IIPOOKAMHU, YKPETUICHHBIME AFOMUHUEBBIMH KOJITAUKAMH.



@uaxonbl ¢ pa3daBuTesieM JUIS BaKIMHAIMKM METOJIOM ITPOKOJIA TIEPEIOHKH KpbLIa
JIOTIOJIHATENIbHO  CHAOXKAIOT JIBYXMIOJIbHBIMM  ANIUIMKTOPAMM JUIS  BBEJICHUSI BAKIMHBI B
MEPENOHKY KpbLIa.

B kaxayio KopoOKy ¢ BaKIMHOM BKJIAJBIBAIOT MHCTPYKIMIO 110 TPUMEHEHHIO (JMCTOK-
BKJIAJIBIILI).

5. Baxiupy XpaHsaT W TpaHCHOPTHPYIOT mpu Ttemmeparype or 2°C no 8°C, a
pasbaBuTesb - npu temneparype ot 2°C go 25°C.

6. Bakuuny u pa30aBuTesb CIEJIyeT XPAaHUTh B HEJJOCTYITHOM ISl JIETEH MECTe.

7. ®nakoHbl 0€3 ATUKETOK, ¢ HAPYUIEHUEM LEJIOCTHOCTU WIIM FEPMETHYHOCTH YKYITOPKH, C
U3MEHEHHBIM I[BETOM M KOHCHUCTCHIIMEH COJEPXKUMOr0, ¢ HaJIMYMEeM IIOCTOPOHHUX IPUMECEH, a
TAaKKE OCTATKM BAKIMHBI, HE UCIIOIB30BAHHON B TeueHue | 4acoB mocie BCKPBITHS (IaKOHOB,
T0JyIeXKaT BEIOPAKOBKE U 00€33apayKUBAHHMIO.

Hewucnob30BaHHYO (BRIOPAKOBAHHYIO) BAKIUHY CXKUTAIOT, JINOO MOIBEPraloT KUIISTIEHUIO
B TeucHue 30 MUH WK 00e33apakuBaroT 2% pacTBOPOM €JIKOH 111es1oun it 5% pacTBOpOM
xJiopamuHa B TeucHue 30 MuH. Y THmM3anus 00e33apaKeHHOM BaKIIMHbI He TpeOyeT COOJII0ICHH S
CHEIMATBHBIX MEP MPEOCTOPOKHOCTH

8. OTtnyckaercst 6e3 perenrta BETEpUHAPHOIO Bpaya.

[1. ®apmakonoruueckue (OMOJIOrHUECKUEe) CBOUCTRA.

9. dapmaxoTepaneBTHyecKkas I'pyIIa JEKapcTBEHHOIO Ipernapara Julsi BETEPUHAPHOIO
MIPUMEHEHUSI: BAKIMHbBI, CBIBOPOTKHU, ()arv U aHATOKCHHBI B KOMOWHAIMH.

10. BaknwHa BbI3BIBaCT (hOPMHUPOBAHME MMMYHHOTO OTBETa K BO30OYAUTENSIM OCHBI U
mukorurazmMoza ntul (Mycoplasma gallisepticum) wepe3 7-14 cyTok mociie 0JHOKPATHOIO
IPUMEHEHHUsI, KOTOPBIA COXpaHsercs He MeHee 12 Helelb y LUBIUIIT U HE MEHee 5 HeJllelb Y
WHJIIOIIIAT.

Bakmuna 6e3Bpe/Ha, JeueOHbIMU CBOMCTBAMH HE 00J1a/1aeT.

[I1. Iopsiok npumenenus

11. Bakuuna npeaHasHaueHa il OPO(UIAKTHKHA OCIbl M MHKOILIA3MO03a IITHIL
(Mycoplasma gallisepticum) HBITUIAT ¥ HMHIOIIAT B TUIEMEHHBIX M TOBapHBIX XO3sHCTBAxX
Pa3JIMYHOrO HAIIPABJICHUS BbIPALIMBAHUSI.

12. 3amnpemaercst IpUBUBATH KJIMHUYECKH OOJIbHYIO U/HIIK OCJIA0JICHHYIO IITHITY, & TAKXKE 3
4 wenenu 10 Havana SHLEKJIAJAKH M BO BpeMs SHLEKIAJAKM H3-3a BO3MOXKHOI'O BPEMEHHOIO
CHUIKEHUS SUYHOM MPOJYKTUBHOCTH.

13. Ilpu pabore ¢ BakIMHOH ciieayeT coboAaTh oOlMe MpaBuia JIMYHONH TMIMEHBI U
TEXHUKH O€30IMaCHOCTH, IPEAYCMOTPEHHBIE IpH padoTe ¢ JIEKAPCTBEHHBIMU CPEICTBAMU
BETEPUHAPHOIO0 Ha3HAUEHHUSI.

Bee Jmna, ydacTByIOLIME B IPOBEJACHHUM BaKUUHALMM JIOJDKHBI OBITH 0OOECIEUYEHBDI
CIICLIOJICKJION (PE3MHOBBIC calloru, xajar, OpIOKH, I'OJIOBHOH yOOp, PEe3MHOBBIC IEpUaTKH) U
WHAUBH/YyJIbHBIMH CPEJICTBAMH 3aIIMThI: OUKAMHU 3aKpHITOr0 TUMNA. B mMecrax paboThl JI0JDKHA
OBITH anTeuka MepBoi 1oBpaueOHON TOMOIIIH.

K ywactuio B MNpoOBEeAEHMM BaKUMHALMU HE JONYCKAIOTCS JHUIA C IpU3HAKAMU
pecrupaToOpHbIX, JKEIyJOUHO-KUIIEUHBIX, KOXKHBIX U aJJIepruyeckux 3a00JIeBaHuM.

[lpy momajaHuu BaKUMHBI HA KOXY H/WIHM CIM3UCTbIE OOOJOUYKHM MX PEKOMEHJYETCS
IPOMBITH OOJBIIMM KOJIMYECTBOM BOJIONIPOBOJHON BOJBL. B ciyuae pasnmBa BakIUHbI,
3apaKCHHbIN y4acTOK I10J1a MJIM [TOYBbBI 3AJIMBAIOT PACTBOPOM XJIOpaMUHa 5% WJIK €JIKOr0 HATPHUs.
[Ipu ciydaiiHOM BBeJEHUHM Ipernapara 4esIOBEKY, MECTO BBEJIeHMSI HeoOX0JuMo o0paborarh
pacTBopoM sTuioBoro crnupra 70 %, o0paTtuThes B MEIMIIMHCKOE YUPEKIECHUE U COOOIUTH 00
ATOM Bpauy.

14. He mpuMeHATH BakIMHY BO BpeMs SIMICKIQIKH H3-32 BO3MOXXHOTO BPEMEHHOTO
CHMO)KEHMUSI SMUHOM ITPOJTyKTUBHOCTH.
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15. Tlepen mpumeHeHHeM BaKIMHY pECYCHEHJMPYIOT MpPHJIAaraeMbiM pazdaBUTENIEM U3
pacdera 1000 103 Bakuunbl Ha 10 M1 paz6oaBuTes.

[lpimiaT  1mpuBHMBAIOT B BO3pacTe 8§ HeMeNb M cTapiie, MHAIONIAT, HAYWHAas C
4-HelIesIbHOrO BO3pacTa U crapiie OJHOKPATHO METOIOM ITPOKOJIa MEPENOHKH KPbLIA.

BaxuuHy BBOJST € HOMOIIBIO CHEIHAIBHOTO JBYXHIOJBLHOIO amruidkaropa. Mrisl
amIIMKaTopa MorpyXaroT B CYCIICH3MIO BAKIIMHBI TAKUM 00pa3oM, UTOOBI 3allOJHUIUCH 00a
xenobka (0,01 M) m mpoxanbIBalOT NMEperoHKy Kpbuia, u30erast KacaHus repbeB. Mriibi
anIIMKaTopa CMayMBalOT B CYCIIEH3MU BaKIUHBI TIEpe)l KXKI0W nepdopaiueii nepernoHKu
KpbLia.

Ilepen BakuuHanMeld W IOCJIE HEE WIVIbl alIIMKaTopa IPOTHPAIOT BATHBIM TaMIIOHOM,
CMOUYEHHBIM (PU3MOJIOTHUECKUM PACTBOPOM HIIH JIUCTHUTMPOBAHHON BOJIOU, MPOKATMBAIOT HAJL
TJIAMEHEM TOPEIKU M OXJKAAIOT. J[JIs1 BakIIMHALMKM HEJb3sl MCIOJb30BATh ropsvue Uribl. B
CJIydac 3aCOPEHUsl YIIEK Ul HAJIET YCTPAHSIOT MEXaHUYECKH.

IItunel,  cojeprkalyecss B OJHOM IOMELICHHH, JIOJDKHBI OBbITh  BaKIIMHHUPOBAHLI
OJIHOBPEMEHHO.

16. Tlpn npumMeHeHMH BaKIMHBI B COOTBETCTBHH C HACTOSIIEH MHCTPYKIUEH MOGOYHBIX
SIBJIEHUN ¥ OCJIOKHEHHH, KaK IPaBUIIO, HE OTMEYACTCs.

17. CumMnToMOB IPOSBIEHHS OCIBI M MHUKOIUIA3MO3a TITHIL WK JPYTUX MATOJOTHYECKHUX
IPU3HAKOB IIPU TIEPEIO3UPOBKE BAKIIMHBI HE YCTAHOBJICHO.

18. BzaumoneicTBUS ¢ APYTHMU JICKAPCTBEHHBIMU CpEJCTBAME U (MJIM) KOPMAaMK HE
YCTaHOBJICHO.

19. IocTRakiuHabHAas! peaKIus XapaKTeprU3yeTCst MOSBICHUEM B MECTE BBEICHHUS BAKIIMHbI
uepe3 7-10 nmed y upmiar m uepes 10-14 guedt y wHmomar crenu@Uueckon marmyibl ¢
00pa30BaHUEM CTPYIa, MCUE3AIONIEr0 B TeuyeHue 2-3 Heﬂenb 4TO CIIY)KHT T[10Ka3aTesieM
IIPAaBUJILHO IPOBEJICHHON MMMYHM3AIIKH.

20. Cnenyer usberaTp HapyIMICHUH CXEMbI [IPOBEICHHS BAKIIMHALIMH, TOCKOJIBLKY 9TO MOIKET
MPUBECTH K CHIKEHHUIO d(P(YEKTUBHOCTH UMMYHOIPOPHIAKTHKH OCITBI K MUKOILIA3MO3a [ITUII.

21. Y6o# nTuibl Ha Msico paspeniaercst uepes 21 JieHb 1ociie IpUMeHeH s BaKIMHbL. Msico
BBIHYKJIEHO YOWUTOH TNTHIBI paHee YKa3aHHBIX CPOKOB HWCIIOJB3YIOT JUIsl IPOM3BOJCTBA
MSICOKOCTHOM MYKH.

HaumeHoBanus v anpeca Cea Duuman Xoanc, 000, 8906 Poysxun
NPOM3BOACTBEHHBIX MJIOLLAL0K Poan, Jlenekca, Kanzac 66215 CIIIA / Ceva
NPOHU3BOANTEIA JIEKAPCTBEHHOrO NpenapaTa Animal Health, LLC 8906 Rosehill Road,
JUIS1 BETEPUHAPHOT'O MPUMEHEHMUsI. Lenexa, KansaS 66215 USA

HaumenoBanue, aapec opranusaimm, 000 «Cepa Canre AHUMAILY,
YIIOJIJHOMOYEHHOM JiepKaTesieM UJIH 109428, Poccusi, r. Mockpa, Psaszanckunii
BJIQJIEIIBIIEM PErUCTPAIMOHHOIO IIPOCIEKT, 1. 16, Ten.: (495) 729-59-90.

YZIOCTOBEPEHMSI JIEKAPCTBEHHOI'O TIpenapaTa
Ha NPUHSTHE TIPETEH3UI OT OTpeOuTENs

ﬂpencmsmenb KOMIMaHHUH
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