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L OBUII4E IIOJIOXEHI'I-fl

1. Topronoe HaHMeHoBaHr.re neKapcrBeHHoro nperapara - Epynar< Rev-1 (BRUVAC Rev-1).

Mex<4ynapoAr,roe HerrareHToBar{Hoe Har.rMeHoBaHI4e rleKapcrBeHHoto npenapara - Barqusa
rporuB 6pyuerue:a MerrKoro poraroro cr(ora ra uu$exquoHHoro 3ilLtl.krl:Lrll,ura 6apauon tl:
rxraMMa Brucella rnelitensis Rev-1 )I(I4Ba.fl cyxar.

2. IlenapcrBeHHas $oprrla: luorfulu:ar Inq flpplroroBneHl4rl cycnen3zlr4 Al.s unrexuufi.
Barquna coAep)Kr4T )r(r.rByro Kynbrypy 6pyueru BaI(IrI4HHoro urraMMa Brucella melitensis Rev-1

:ruorf ulusupoBaHHylo B 3auaTHofi cpe4e, coAepr(aulyro 10% caxapo3ll u 5o/o >xetarus,a.

B oasofr rrMMyHr43rrpyroulefi Ao3e coAepx<t4'tcfl2,Oxl09 rKusEtx 6pyuenn Anr [oAKo]I(Horo H

1,0 x 109 l:rs I(oHtloHKTHBaJIbHoto trpplMeHeHurl.

3. llo BHeuHeMy BrrAy BaKrIr,rHa rrpeAoTaBrrrrer co6ofi anropQuyro Maccy cBerJro-ceporo

uBera c KopulrHeBarr,rM orreHr(oM. flpu peru4parut\Lrvr cyxofi BaKuIrHbI o6paayercr roMoleHl{all

cycneH3rrfi B TeLIeHLre 3 uuH.

Cpor ro4uocrr{ BaKuHus24 Mecqqa c AarLI BbIIIycKa, npu co6lroLe:e^LrLt yc:ronufi xpaHeHl'Itl

r4 TpaHcnoprr4poBaHr4fl, Ia He 6o:ree qerbrpex qacoB rIocJIe peruAparaIluu. BarqplHa lro IrcreqeHul'{

cpoKa foAHocTI4 I( npI4MeHeHI4IO Ile npI4loLria.

4. Baruuua pac(raconaHa rro 1 cna3 (no:r,roxrultfi AHarIa3oH or 5 Ao 10 aos);2 crta3 (or 10 ao
50 aos); 3 cnal (or 50 go 100 ao:); 4 cu3 (or 100 ao 200 aos) B crexrlqHnsIe (uaxoust,
3arIorHeHHbIe a3oroM ulrLl aproHoM, repMernqHo yKylopeHHbre pe3HHoBr,IMrl irpo6nauu,

yKpe[neHHbrMr{ ajtroMHr,rrreBbrMr4 KoJrrraqr(aMr,r, rlr fro 1 crvr3 (or 5 ao 10 aos); 2 crra3 (or 10 rc 25

aos); 3 cn3 (or 25 rc 50 ao:) B creKJlrtHHble aMnyrbl,3ararHHble roA BaI(yyMoM.

@lanourr (aunynu) c Bar(rlr4Hofi no 5, 10 ranu 25 urryx H crepl4JlbHaa lpo6ra-KarlerbHlrua

Anrr KoH:broHKTL{BaJIbHoto Mero/1a ynar(oBaHL,I B KaproHHble rcopo6xH ktlrr4 uIacrI4I(oBbIe

(no,racrupononue) rourefiuepbr c pa3AeJrlrreJIbHEIMu nepetopolxaMlr, o6ecuequsarcull{Ml4 I4x

rleilocTHocrb.

B xax4yro xopo6ny BJro)I(eHa I,IHCTpyKIIUtr no npIrMeHeHHlo BaKu[IHbI.

5. Barqrany xpaHflT rr rpaHonop'rapyror B TeMHoM Mecre [pI4 TeMneparype ot 2 "C lo 8 oC.

flolycxaercrr rpaHcrroprr.rpoBaHurr Bar(UHHbi B yrrar(oBKe opraHu3allut4-rlpoH3BoAVTeJIII npu nro6oii

nauuyconoit reNlneparype LI [pI4 reMneparype 4o 15 oC rie 6olee 3 cyrox'



6. Baxquuy cneAyer xpaHHTb B Mecrax, HeAocryrlHblx AntI Aerefi,

7. Baruuuy no cf,larcouax (auny:rax) 6es naapxapoBr(H, c HapyueHl4eM IleJrocrHocrl4 u/ulu
|epMeTI4LIHOCTU yKynOpKII, C I,I3MeHeHHbIM BHeIITHI4M Br4AOM, C I{CTeKITII4M CpOKOM IOAHOCTI4, He

r4crroJrb3oBaHHyro B rer{eHue 4 .{acos flocJre pa3BeAeH]ix 6paxyrcr, o6e:npexcuBalor nyreM
Krz[.sqeHr4r B TeqeHrre 30 uuHyr rr yrrrnu3upyror.

Yu.rrursaqux o6easapaxcenuofi BaKur,rHr,r He rpe6yer co6moAeur.rq cfleul4arbHblx Mep

rrpeAocropo)r(HocTlr.

8. Ornycxaercq 6e: peuenra.

r r. o Ap M A K o I o f r4qE c ltr,lE ( BI4 O n O f I4rrE C KI4E) C B O Iz C TB A

9. @apuaxorepaneBTurrecKa.f, rpynna: nl,ruyHo6raoJroruqecKi.tfi rexapcreeuHrrfi npelapar
Anrr BeTepr{HapHoro npHMeHeHrr.f, .

10. BaxuuHa o6ecnequnaer cfopnaapoBaHue HMMyHHoro orBera y MenKoro poraroro cl(ora I(
6pyuenne:y a nuQexqrroHHoMy :trrl1r41Ltl,r.rry 6apaHon uepe: 21 AeHL, rIocJIe o.qHol(parHoro
BBeAeHr4s rrpoAorrrorreJrbHocrbro He MeHee 12 rraec.suee. Cneunt|uqecKlre [ocrBarsII4HaJIbHbIe
aHTATeJra pefr,rcTpr4pyrorc.f, B cr,rBoporKe r(poBr4 rrMMyHrr3upoBaHHoro MoJroAHrKa s re.reuue 12

MecflrleB, y B3pocnbrx )r(rrBorHbrx Ao 2-x rer.

BaxqaHa 6e:npe4ua, reue6usrnu ceoficrsaMrr He o6laAaer.

rrr. iloPflAor{ [Pr4MEHEHr4-q

11. Baxuiaua npeAHa3HaqeHa gnr npocfuJraKrur(H 6pyuennesa oBeq H Ko3 u ran$exquoHHoro
3ru4r{AriMlrla 6apaHon (uHrfexquouuofi 6o"resua oBerl, Bbr3ueaeNaofi B. ovis) n xog.sficrsax
se6larononyqHllx no AaHHbrM 6ore:urn,t, a rarur(e s 6rarononyqHr,rx xogsficteax [prr yrpo3e
3 apa)I(eHI4rI )I(I4BOTHLIX.

12. 3anpeuleHo Bal(qldHr.rpoBarb KJrrrrrr{qecKu 6omsux uluttu ocla6leuubrx rerBorHr,rx.
)Io.IBorHbrx B nJreMeHHbrx xosflficreax, npeAnp]rrtkrflx no Hcr(yccrBeHHoMy oceMeHeH]r]o,
tlpelr{asr]alreHHbrx K [poAair(e Anrr [neMeHFrbrx qelefi.

13. llpu pa6ore c BaKUI{Hofi c,re4yer co6ruoAarr, [paBr.rna luqsoit rr4rureHbr r4 TexHr{Kr4

6esonacHocru, npeAycMorpeHHr,re trpu pa6ore c Jrer(apcrBeHHbrMrr cpeAcrBaMr{ BerepuHapHoro
HA3HAI{CHI'Ig.

Bce ;ruqa, yqacrBylouve B rrpoBeAeHau BaKITHHaIIuLI, B ToM rllrcJre lr Bc[oMorarelrnrrii
IIepcoHaJI, rlpuBnel(aenar,Ifi A,rq (ruxcaquz )r(HBorHr,rx, AoJrlr(Hr,r 6urr o4erbr B cnerloAexr4y (xa,rar,
6prcxu, ro;ronnoii y6op, pe3aHoBbre fleplrarru H pe3rrHoBbre canorr4) u o6ecnelreHbr oqxaMr.r

3aKp[,IToro rvilav Macr(aMr4. B rrecrax pa6oru Aon)r(Ha 6rrrr aureqxa AoBpar{e6sofi nououlrz.

flpu nona4aHHI4 BaKuHHbI Ha r(oxy ulumt cJrr43ucrbre o6oroqxu Hx per(oMeHAyercf, npoMbrrb
6olrruau I(oJILIqecrBoM BoAonponoAuofi BoAbr H HeMeAJreHHo o6pa6orarr Ko)r(y - 70 % pacrBopoM
3THJTOBOIO CtIHpTa, CrrH3HCTbre O6OrO.IXr4 - paCTBOpOM TerpaqHKJrVHa HnI{ XnOpTeTpaUIrKnUHa
(100000 - 200000 rr,rr<r/rran). IIpu orcyrcrBl{r{ auru6uoruKoB B ura3a BBoAqr Hecr(oJr6r(o Karrerrb
2)o/o-soro pacrBopa cy.nr$aqu:r Harpnr, B Hoc - 7 oh pacrBop rrpoTaptoJra, poT rr topno
[pononacKr4Baror 70 oh pactsopoM 3Tr4noBoto crrr4pra.

IIpu c:ryuafisotr,r BBeAeHrrrr BaKrlr4r-rbr rienoBeKy Heo6xoAunao Mecro yr(ona o6pa6orarr,70 oh

pacrBopoM sTr.rnoBoro clrrpra u o6parvrrscrr B MeArrrIr.rHCKoe yqpe)r(AeHue.

B clyuae po3nl4Ba BaKur{Hbr, yLracroK rrona uJrrr rolrBbr o6pa6arsrnaror 5 0Z pacrnopou
xnopaMl4Ha HnH eAKoto HaTpkrfl,.

1 4. 3anpeuleHo Bar(uHH Hpo Barb cy-stH brx r(r.r B orHr,rx.



15. Banuanaur4a norne)r(ar: rrporrrB 6pyuernesa - oBubr r.r Ko3br; rrporr{B lrutpexquouuoro
3rrr.rArrAr.rM rma - 6apauu.

BaxqzHy Anfl noAr(o)r(Horo BBeAeHHrr pa3BoA.[T pas6anurereM An.fl )ro4Bbrx cyxux BaKIIITH

nporr4B 6pyuenne:a cerrbcKoxogrtftcrseHFrbrx )r(14BorHbrx uJr]r crepr,rJrbHbrM tfrasuororuqecKLlM
pacrBopoM u3 pacr{era 1 cu3 Ha oAHy Ao3y BaKrlanu (2x10'*.n.) c yqeroM KoJrHrIecrBa Ao3,
yKa3aHHoro Ha DTlrKerKe BTopr4rrHofi ynaronxu.

Baxquuy BBoAsr )r(r.rBorHr,rM noAr(o)ruo e 6ecruepcrHoe Mecro 3a JToKTeBETM cycraBoM B

o6:senre 1,0 cna3.

Ar.s eaxquHaurru Hcnor'rr,3yror crepr.rnE,Hbre oAHopa3oBEIe HJru MHoropa3oBble UTTIpHIIEI H

r.rrJrbr, rrocne oKoH LIaH LI.f, pa6omr o6e: npexuBa]or nyreM Kr4rrf LreHr{fl .

Koxty B Mecre BBeAeHHrr BaKrIr4Hbr 4esrEnQnqupyror 70 o/o-Htwr pacrBopoM srr4JroBoro

crrr4pra.

Baxquuy Anrr KoH:sroHKTraBaJrr,Horo npr.rMeHeHurr pa3BoAf,T pa:6anarereM r.r3 pacuera 0,05
ctr,t3 ua oAHy Ao3y BaKrrrrHbr (1x109 r,a.x.) c yr{eroM r(oJrrrqeerBa Ao3, yr(a3aHHoro Ha graKerKe

nropzunofi yrraKoBKlr. flepe4 rrpuMeHeHr.reu npo6xy ua Sraxoue c pa3BegeHHofi eaKuuHofi
3aMeHqlor Ha crepr.rnbuyro npo6r<y-(anenbHr4uy. Bar<qrauy BBoArr B KoHtroHKurearr,Hrrfi MeuIoK B) .-
o6t,enae 0.05 cna' (1 xan,u).

Pa:ne4euuyro BaKrIaHy 3auluxlalor or no:4eficrnu, np.f,Mbrx conHerrHEIX "ryuefi kr

npuMeHflror qepe3 15-30 MlrHyr nocJre pa3BeAeHHq.

-flporc 14 Ko3oLreK Bar(rlr4Hr4pylor rrporr4B 6pyue:ue:a c 3-x MecrrrrHoro Bo3pacra prnv 3a rBa
Mecrua Ao oceMeHeHr4rr.

Oaeq (xos) n 6raronolyqr'rbrx no 6pyueruesy xo:rficrBax Bar(ur4HI4pyH)T He paHee .IeNa sa 2
Mecqua Ao oceMeHesrzs 6e: npeABapr4rerbHoro r4ccneAoBaH:afl Ha 6pyuen"nes.

PenaxqraHupylor )r(r4BorHbrx nporr.rB 6pyue.r"resa oAr{H pa3 B roA c r4HTepBanoM He nresee 12

Mec[IIeB.

flporun uurpexquouHoro 3nr]ALt[r4Mr4Ta BaKur.rHr4pyror )r(r4BorHr,rx, He pearr4pylouux npz
ceponor[rrecr(oM r4ccneAoBaHr4h Ha 6pyue:r:re: , HaqLruar c 3-x MecsqHoro Bo3pacra.

flonycraercx oAHor(parHa.fl Bar(urrHauufl oBeu [porr4B 6pyuernesa u unrpexquounoro
3nHAr.IAI4Mrrra 6apauoB, Haqr{Hafl c 3-x MecflrrHoro Bo3pacra [I 3aI(aHr{I]Ba.rI 3a ABa Mecrrla Ao
oceMeHeHux 6e: npe4BapuTenbHoro ceponorr4qecr(oro rlccneAoBaHnfl.Ha gru 6oresHz.

Cepo.noru.recKoe r.rccJreAoBaHr4e Ha 6pyuennes u aH(rexquounufi orru4t4ilulr-Llr 6apanon y
)r(r4BorH[,rx oAHoKparHo rrMMyHr.r3r{poBar{Hbrx [poBoArrr He paHee, rreM qepe3 12 naecfluee rocJre
BBeAeFrrrfl BaKuprHbr, MHoroKparHo HMMyHr43HpoBaHHErx - qepe3 24 tqecxla.

llo rf axry Bar(ur4Harlr.rr4 oocraBrqlor aKT c yr(a3aHr4eM: aApeca HacerreHHoro rryHKTa,

Ha3BaHI4rI xo:flficrga ra:rr.r Q.14.O. BnaAeJIbIIa, I(oJIaLIecrBa, roJla, Bo3pacra, I4HBeHTapHLx HoMepoB
)lo.IBoTHbrx, .I,aTLr Bar(ur4HarlHrr, Ha3BaHHfl Bar(ur4Hbr H ee [porr3BoArrTelq, HoMepa cepupr, AaTbr
LI3roroBr'IeHurr, oKoHqaHr.Ifl cpoKa roAHocrlr, r(oJrnqecrBa r43pacxoAoeauuofi Bal(ur.rH6r.

16. y BaKqHHr4poBaHHbrx r(rrBorHr,rx AonycKaerc, KparKoBpeMeHHoe [oBbrrrreHlre
TeMneparypll Tena u cpoprraupoBaHue Ha Mecre HHber(rIHH yMepeHHo BErpalr(eHHofi npunyxJrocrrr,
caMorIpoIr3BoJIbHo I4cLIe3alouee Lrepe3 7-14 wteit [ocJre BBe.4eHr4, u ue rpe6yrcruee JrerreHr.rfl.

flpu xourH)Hr(THBaJ'rEHoM [pr.rMeHeHrrr,r Bar(ur4Hbr Bo3Mo]r(Ha He3HaqHTeJrbHa, runepeMr4q
crugucrofi.

17. llepe4o:lrponxa BaI(uI4Hbr He Bbr3brBaer y )r(r.rBorHErx crrMrrroMoB npo.f,BneHrlfl
6 p y u en:r e : a u I u ru a H cp enq z o u u o ro 3n rrAH Ar4l.r.r4T a 6 ap aH o a.

18. 3anperqaercr npLIMeHeHHe Bar(ur{Hbr rrporr4B 6pyuennesa oAHoBpeMeHHo r4 B TeqeHr.{e

Tpex HeAenb rlocre I4MMyHI43aur{r{ ApyrHMH )r(r.rB[,rMH r.rMMyHo6uoloruqecr(r4Mr.r flpelaparaMr{ 14

anrr.l6uorur(aMrz 3a 7 xteit Ao 14 B reLreH?re 3 ue4elt, riocJre Hee.



19. Cne,uyer u:l6er.aT[> Uapyureuufi cxeMbl IIpoBeAeHI4rI BaKIIliHauIII4, IIOCKOIIbI(y 3TO MO)I(eT

rrpr4Becrr4 r( cHprx(eHHro o$rperruBHoor, ,*nnynoriporfu:ratcruru 6pyuenle3ar4Ir,t uH(lexquouuoro

3rrLIAnAHMI4ra 6aPau on.

20, B cJIyLIae tlpo,,ycKa oqepeAHofo BBeAeHI4fl BaKuI4HbI Ireo6xoAIlt',to [poBecTI4

r,rMMyHH3aUI{IO KaI( MO)I(HO CKOpee'

21. Ilpogyrcru y6or or BaI(UI4HHpOBaHHEIX )I(I4BoTHbIx peanl43yloT 6e: orpaHl4qeHl'Ifl

He3aBHCI,IMO OT cpoKoB BBeAeHI4'',I BaKIII4HbI'

HauueuoBasue v aApec [poH3BoACTBe]IHbIX

nnotuaAoK npoH3BOALITeJLI neKapcrBeHHOfo

lpenapara AntI BerepuHapHoro rIpI4Me]reH!L:

O 6 oco6leHHoe iloAPa3AeneHI4 e

OOO <ArpoBer), 612079 Kuponcxaa o6lacrr"
Opuuencxufi Pafiou, nm. Jlesunurr'

HauueuonaHlte, aApec opraHl43aul'Iu, OOO <Arpoaer>, 109472, l. Mocrna, yn'

ylonHoMotlengofi Aep)I(areneM I'IJIIT BnaAenbueM TaurxeHrcxa'^, g.34, xopu. 5.

perHcrpauuoHHoro yAocroBepeHHtl

neKapcTBeHHOlo ilpenapara Ha npI4HtTI4e

upereusufi or norPe6urell:

feuepa-nruslfi 4uperrop OOO <Arponer> . flenpuuron
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