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@ APPX
nporuB arrlrno6aqur.,rösnoü nnenpouHeBMoxrzlr csrureü uHarrvnuporannoü

Oprarrusaqux-pa:pa6oruux: (praplra "Föpr.rnrep llurelrxaüv Berruegura fu6X ,

Buurep lllrpacce 173, A-55216 L'Iureruxaüu,/Peün, feplraurax / "Boehringer
Ingelheim Vetmedica GmbH", Binger Strasse 17 3, D-55216 Ingelheim/Rhein,
Germany)

I. OEU_U,rE CBEAEHT4_fl

1. Topronoe HauMeHoBaHrre: I{nre:rsar@ APPX (Ingelvact eftXl.
MeN4ynapo4noe HeIIareHToBarrHoe HarrMeHoBauue: BaKrIr.rHa nporlrB aKTr.r-

no6aqzffrösHoü menponnenNronu[ cszueü v HaKTr{Br4poBaHHarr.

2. Jlexapcrsennax Soprrra: cycrreH3vr grx zurerqr,rü. Barqrana r.r3roroBJreHa

r.r3 KyJrbryp rrrraMMoB Actinobacillus pleuropneumoniae ceporunos 1, 2, 3, 4, 5,7
c roKcovgaMl4 ApxI, ApxII, ApxIII, IdnaKrr4Br4poBannrx Sopualunott (0,2Yo to
o6reuy), c 4o6arrenuerr.t rI,IApooKLIcu arloMlrHrd.s (0,5% no o6r,ervry) r.r3orour.rqe-

cKofo pacTBopa xJropr{Aa HaTprtfl.
3. llo nueunreMy BI4Ay BaKIIriHa npeÄcraBJrrer co6oü cycnen3r{ro cBerJro-

KoprlqueBoro qnera. flpu xpaHeHr4r4 BaKrlrrnbr ÄorrycKaercf, BbrrraAeul{e ocaÄKa,

roropuü JrerKo pecycneH4npyercs upu nr6arrrrnannu.
Cpox ro4uocrrr BaKrrr{Hbr - 24 Mec ra c Aarbr Bblrrycra npu co6mo AeHr4tr yc-

ronuü xpaneuür r,r rpaHc[oprupoBaHrir. flo lrcre.renr4u cpora rogHocrrl BaKIIUHa

K nprrMeHeHr4ro He rrparoAHa.
4. Baxquna pac$acoBaua uo 50 un (25 ,qos) unra 100 w (50 4os) n uonueru-

JreHoBrre $raxouu coorBercrByrorqeü rruecrzrr.rocur. (Draxonbr repMerlliluo yKy-
nopeHEI pe3I4HoBbIMIr npo6xairalr, yKperIJreHHbIMLI aJIIoMIrHIreBbrMr.r KotIlaqKaMIr.

Oraxonrr c naxquuoü ynaKoBaHbr B Kaprouurre r<opo6xlr. B xaN4yro ropo6-
Ky c BaKrIrrHoü BJroxeHa nHcrpyKrlr{r no ee [puMeHeHr,rrc.

5. Bar<quuy xpaurr r.r rpancrroprrzpyror B clxoM TeMHoM Mecre rIpI4 TeM[e-
parype or 2oC Ao 8oC.

6. Baxquny cJre4yer xpauvrl B Mecrax, He4ocrylrnbrx Ant Aereü.
7. BaKuriuy ro (praxonax 6e: uaprraponKlr, c HapyIleHI{eM rleJlocrrlocrl4

ulunu repuerurrrrocrrz yKyrropKlr, c I{3MeHeHHrIM BHeIUHI4M BIiAoM, Ilo4Beprrrlyro-
clfi 3aMoptDKI,IB arrvro.' c I4cTeKIITI,IM CpOKOM TOAHOCTI{, He UCTIOJIb3OBaHTT}'IO B Teqe-

Hr{e 5 qacoB nocJle BcKpblrrlt (bnaxoua, 6paxyror, o6essapaxuaaror flyreM Kufls-



qeHLIr B TeqeHr.re 30 rnlrlnyr utu 2%o paCTBOpoM rrleJroqlr, uLu 50Ä pacTBopOM xJro-
paMr4ua (1:1) e revenrae 30 launyr u yrr,rJur3r4pyror.

Yrunuzarlun o6essapaNeunoü rarqzurr ne rpe6yer co6lro4enur cfierlr4aJrb-
Hbrx Mep rrpeÄocTopoxHocTr4.

8. Ornycr< BaKrIt4H6r 6es peqenra BerepuHapuoro Bparra.

II. EL,IOJIOfI4TIECKI4E CBOI4CTBA BAKI{I,IHbI

9. @aprr,rarotepaneBTr{qecK€ur rpyfirra JreKapcrBeHHoro npenapara AJrr Bere-
pr4HapHoro nplrMeHenr4{: lrlrrvryso6lroloruqecruü JreKapcrBeHubrü npenapar.

10. Barcquna I{nremsax@ APPX srrsrrnaer SoprtazpoBaHr4e r,rMMyuHoro or-
Bera y cBrrHeü x noa6y4r.rremo ar<rulro6aqunnösuoü [JreBpo[HeBMour.ru uepes 2
He4eJrrz rrocJre noBTopHoto BBeAeHzr rrpo4oJrxr.rreJrLHocrbro 12 lrecrqee.

,B ognoü r4MMyHrr3r4pyrouleü Ao3e Barrlr,rubr (2 rr,rn) cogepxr{Tc.r He rraeuee 1,0
x 10' KOE (xonouueo6pasyrcuvx e4unuq) rrrraMMoB Actinobacillus pleuropneu-
moniae ceporrroB l, 2, 3, 4, 5 u 7.

Barqrana 6e:npe4ua, neqe6ntrrrlu csoücrsaMr4 ne o6na4aer.

ilI. IIOP'AOK rIpI,rMEHEHr4rr BAKt[4Hbr

11. Barrluna npeAH€BHaqeHa Anr rrpoövraKTvntl arrrano6aqunlöauoü
nJreBponHeBMoHItr,I y cBr.rHeü s He6raronoryr{Hbrx r4 yrpoxaeMbrx no .{anuoü 6o-
:resHI4 xosqücreax.

12. 3anperqeno BaKrlrzHripoBarb KJruurrqecrra 6o:rsnrrx ralulu ocla6lenntrx
XIIBOTHbIX.

13. Baxrlunaqr{r4 rro1Jrex(ar nopocrra, peuournrrü MoJroAHrK r4 MaroarHoe
noroJroBbe cnuneü.

Bar<quuy BBoArr nopoc{TrrM c rpöxneAerLHoro Bo3pacra AByKparHo BHyr-
puMrrureqHo n o6racrr lrerr 3a ]xoM c r.rHTepB€uroM 14-21 rc:ur r 4ose 2 ul. Pe-
uon:nruü MoJroAHrK npr,rBlrBaror AByKparHo c r,rHTepBaJroM 2-3 xeaenu nepe,q BBo-

AOM B CTaAO.

Cynopocrux cBr4uoMaroK rrpraBr,rBaror o4HoKparuo He no3gHee 2-3 negelr
Äo lpe.ufloJraraeMoü Aarbr olopoca r 4ose 2 lr:r.

XzsorHrrx nreMenHoro cra4a peBaKrlr4nrrpyror qepe3 Kax4bre 6 ruecxqen.
Baxquny nepe4 [pzMeHeHr,reM Bbr4epxr,rBaror B TeqeHr{e 3 qacos [pr4 KoM-

narnoü reMneparype (18-25"C) z sg6arrrrsarcr. LUnpvqu r4 r{Hrbr creprJrr43yror
Kl4rurqeHrlreM. llpra eaxqunawrr Ar[fr KaxÄoto xr4BoTHoto ücnolb3yroT oTÄeJrbHyro

crepl4nbuyro urny. IlonepxHocrb Koxr{ Ha Mecre BBeAeHrur BaKrlr,rHbr 4esran$uqu-
pylctr 7 0Yo-uuM grrrJroBbrM clrrpToM.

14. Curr,rnrovoB nporBJreHr,ra arruuo6aqrannösHoü rrJreBporrueBMonvtu nv
Apyrux rraToJroruqecKr4x npr.r3HaKoB npr4 nepeÄo3r.rpoBKe BaKrIr4Hbr He ycTaHoBJre-

HO,



15. Oco6ennocreü nocrsarqunaruuoü peaKrlnu npr4 nepBoM r.r nocne4yro-
IIII4X BBEAEHI4'IX BAKIIIIHbI HC YCTAHOBJIEHO.

16. Cynopocrbrx cBuHoMaroK npuBrrBaror o4uoKparHo He nosgnee 2-3
HeAeJrb Ao flpeAnonaraenoü gatu onopoca. csruor\4arxu B rreprzoÄ naKTarlurr
BaKrlr4Hr,rpyrorcr 6es orpauu.renrü.

17. Cne4yer zs6erarl uapyruenraü cxeur'r (cpoxon) npone4enut BaKIIIzHaIIa[,
rrocKoJrbKy 9To Moxer [pIrBecrI,I K cHI4x{eHIiK) sSSercnaenocru lrnarrynonpo$u-
Jra(Tr.rKr4 arrrano6aqzrrösuoü nrerporrHeBMoHr.ru y cBlrHeü. B cnyrae flpoflycKa
oqepe.qHor-o BBeAeHr4r BaKrIr4HbI HeodxoÄ[Mo npoBecTl ]tMMyHv3aq{Io KaK Mox-
HO CKOpee.

18. IIpz nprrMeueHrrr4 BarrlrrHbr B coorBercrBrr4 c Hacro.srqeü rancrpyrqueü
no6oqnrrx -ssreuuü r,r ocJroxHeHrlü, rar npanalo, He orMeqaercx. Y or4enrurrx
xI4BorH6Ix Bo3Mo)KeH orex nlotnoü KoHcIrcreHIIItü B Mecre I,IHIeKIITü, roroprtü
ucqe3aer B TeqeHrre 7-2 lneit 6es Naegr.rraveHTo3Horo BMerrrareJrbcraa. flpra npo-
sBrenvrl.4 y xrrBorHbx anaQu.narruvecKprx peaKrlnü npono.4xr cr,rMnroMarllqecKoe
JreqeHr4e aHTrlrr4CTaMI,IHHLIMI4 flpeflapaTaMll.

19. 3auperqaercr npr{Meueur4e BaKrIrlHLr Znrerueax@ APPX o1HoepeMeuHo
c ApyIr4Mr4 rarrarrayno6uororvqecKrrMu npenapaTaMrr, a TaKlKe B TeqeHr4e ',/ APleft lo
r4 rrocJre npuMeHeHns Apyrl4x BaKIII,IH.

20. llpo4yrru y6ox ear<qunupoBaHHbrx xr4BorH6x pe€urrr3)'ror 6es orpanz-
qeHr,llr qepe3 14 lr'eit flocJre BaKrItiH aquu. B cryqae y6o-r xunornrrx par;rrre yKa-

3aHHOrO CpOKa MeCTO BBeAeHrrr BaKrlrrHbr r4CCeKarOT.

IV. MEPbI JII4TIIIOI4 IIPOOZJIAKTI4KVL

21.llpu pa6ore c rar<qnuoü cJre4yer co6:lo4ars o6rqr.re npaaura ruqnoü
rurrreubr rr rexHr,IKn 6e:onacnocu.r, [pe1ycMorpeHHbre rrpü pa6ore c JIeKapcrBeH-

HbrMr4 npenapaTaMr.r BeTepr4HapHoro Ha3HaqeHr.rr.

22. Bce rr{rla, yqacrBylorll4e B [poBeAeHIt4 BaKIIITHaII[u, 4onNnrr 6rtrr
o6ecne.{egrr cneuoÄexÄoü (pe:uuonrre cafloru, xalar, 6pror<ra, roronnoü y6op,
pe3r{HoBbre nepuarru). B ruecrax pa6omt ÄoJIXHa 6rru anreqra nepaoü AoBpa-
.re6noü troMorqu.

23. tlpu nona4anvLr BaKIIrrHbr Ha Koxy uluru c:l.usucrrre o6orovxra zx pe-

KoMeHAyercr npoMbrrl 6oruuruu KoJIvqecrBoM uracroü rogu.
flpu cnyraünoM BBeAeHr{r4 rrpenapara qeJroBeKy Mecro BBeAeHur neo6xo4ra-

nro o6pa6oraru 7 0oÄ pacrcopoM sruJroBoro clr.rpra, o6parurrcx B MeArlIIIrHcKoe

yqpexAeHr4e u coo6ulurr o6 srorra epauy.



Haral,renosaHze v a4pec
rrporr3Bo4crBeuuoü nnorqa4rra
IIpor'r3BoArrTeirr JreKapcTBeHHoro

npenapara AJrr BeTeprl HapHoro
lpr{MeHeHrlr:

"Eöpvurep I,Inrelrxaüla BerIr,regura,
C.A. ae C.8.", Kaüe 30 J\b 2614 3ona
l4ugycrpuar', C.T. 44940,
fsa4anaxapa, Xa-nzcxo, Mercnra I
"Boehringer Ingelheim Vetmedica, S.A.
de C.V.", Calle 30 No. 2614 Zona In-
dustrial, C.P. 44940, Guadalajara, Jalis-
co, Mexico.

Har.rrr{enosaHr.re, a4pec OOO "Eepunrep tr{HrenlxaüM",
optau 3at\utr, ynomrouovennoü 125777, Mocrta, Jleuznrpagcroe
BJraÄerbrleMpen{crparlr4ouHoro [Iocce,16,,4.,cr:p.3.
yÄocToBepeHr4r JreKapcTBeHrroro

flpenapara Ha npüHrrlre nperenszü or
rrorpe6r,rreJrr:

llncrpyrqlr-a pa3pa6oraHa "Eöpznrep llnre:rxaürr,r Berlregura lnr6X"/
"Boehringer Ingelheim Vetmedica GmbH" (Euurep Illrpacce 173, A-55216
tr4srenrxaüv/Peün, fepnanr.rx / Binger Strasse 173, D-55216 Ingelheim/Rhein,
Germany) coBMecruo c OOO "EzoMe4BerCepBr{c" (r. Mocrea, 127410, yl.
florr,ropcrar, a.48a).

C yrnepN4euueM Hacrorrqeü I,Iucrpyrqr4r4 orMeurrercx I,Iucrpyrqz-a no
nprrMeHeHr4ro BaKrlrrHbr ZnrerusaK@ APPX nporr,rB aKTr4uo6arlr4rrö3Hoü
nJreBponHeBMoHr.rr4 cBr4Heü rrHaKTr4BupoBaHuoü, y:raepxgennaq Poccerbxo3HaÄ-
:opou 16 nor6pr 2072rota.

PercoMen4osaHo K perr4crpaqrrr4 B Poccuücxoü (De4epaquu @fEV (B|HKI4>.

Holrep perr4crparlrroHHoro y4ocroBepenrrr :
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