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Ao peecrpallifinoro

Kopouca xapaKTepucrrrKa rlperapary

1. Hagea
Amrpesun
2. Cnral
100 nn npeilapary nricrsm 4irovy peqoBr'tHy:

anbrpeHofecT 0,4 r.
.{ouonriNni pe-ronuuu: 6yrnnri4poKcr{Tonyon, 6yrunri4poxcuanigor, pa(finonana coesa oris.
3. OapuaqeBrr{qHa {opua
PosquH Als flepopzubHofo 3acrocyBaHHt.
4. (Dapuarconoriqni nJracrreocri
ATC vet rnacz$iraqtftlr.ufr roa QG03D- rporecrareHl4.
Alsrpeuorecr - clrHTeruqnufi lporecrareH, rrlo HaJIexI4Tb Ao cirraeficrna 19-uop-Tecrocrepony. [il

anbrpeHofecry o6ylrouena 3a paxyHoK 3HrrxeHHr xoHqeHrpaqii n urasN{i rcponi eHAoreHHax

roHaAorponinin (JIf i OCf). 3nrDxenn.s KoHrIeHrpaIIii ronaAorpouiHin s nra3Nri xponi crpvqru.f,e
perpeciro BeJrr4Krrx $onirynin (> 5 uru) i ne 4ouycKae yrBopeHHs Sonixynin 6ilrurux 3 ruvr, rqo

rrplr3BoArrrr 4o ni4cyurocri ri.mr i onymqii uiA qac rirynann.a.
flicns 3aBeprrreHHs Kypcy rirynaHur s nna3Nai xponi cnocrepirarom s6immeHHs KoHlleHrpaqii JIf,

qo rpr,r3BoArrrb Ao crnrrryrxqii pocry ra 4o:pinanru (fonixynin.
Amrpenorecr rxBr.rAKo BcMoKTy€Tbc.[ nicrx lepopanbHofo 3acrocyBaHHlt, nix ronqeHrpallii y

ua:vri nponi cnocrepirarorb BrpoAoBx I-4 roArrH nicrs 3acrocyBaHru. AnsrpeHofecr uera6onisyerbc.fl B

ocHoBHoMy n ne.riHrli i nuno4urrc.f, 3 xoBrrro. llepio4 nanisnzseAeHHf, - 6nvstxo 14 ro4Ian.

5. KJrini.rui oco6.uunocri
5.L Bua rBapI{H
CszHi.
5.2 IlorcaraHHs Ao 3acrocyBaHHfl
Peir,ronrnurra cBr{HKaM Ta cBuHoMarKaM Anf, cr.{Hxponigallii ri.rxu ra noKpalqenH.f, niAcorKy onopocy

ra xinucocri NunonapoAxeHl4x rlopocsr.
5.3 IlporuroKa3aHHq
He gacrocoByBarrr rBapr{HaM is saxnoproBaHH-sMr4 MarKI4. He gacrocoByBarr4 caMIIsM.

5.4 Ilo6iqua.qis
,{orpuvryfirecb 3acrocyBaHHr peKoMeHAosaHoi Ao3H IrIoAeHHo BrIpoIoBX ycboro Kypcy lirynaHnr,

ocr<imrz HeAorpr.rMaHHr Ao3yBaHHs Mo)Ke rrplr3Becrll Ao yrBopeHns xicrogHzx (fonircynin.

5.5 Oco6runi :acrepe)KeHHs rlplr BrrKopucranni
Altrpesun cniA lolaBarr{ y ropu 6esnocepeAHro rlepeA 3roAoByBaHusla. BIaAanLrrLr 3aJrlrrrtKu

KopMy s roAieHuqr, qo Micrsrr 6y4s-mi inuri nerepunapni rperaparl{. 3acroconyBaIr JII4Irre

crarenospinrrM peMoHTHr.rM oBr{HKaM, y rKr,rx Bx<e 6yra o4na ri.Ira. Pemrru KopMy 3 rlpenaparou cliA
yrunisynaru.

5.6 BurcopucraHHq niA .rac sarirHo cri, larcraqii
,{osnolxrorb 3acrocoByBarr4 Aarruit flpenapar niA .rac earirHocri .ru rarrallii.
5.7 Bsaen{oAiq r iHrrrMu gacodaMrr ra inuri {opur ssaeilIoAii
He ncranosreHa.
5.8 Aogu i cuocodu BBeAeHHs rBaprrHaM pi:uoro nir<y

3acroconyrorr crarenospiurau peMoHTHr4M cBITHKaM ricr-f, nepuroi ri.{KIa iuAprsiAyanrHo

repopaJrbHo 3 KopMona a6o rpr.rMycoBo 6esnocepe4Hbo B poroBy rIopoxHI,IHY Y aosi 5 nal (20 lar
anbrpeHofecry) ua rBapHHy oAI{H pa3 ua 4o6y rportroM 18 ai6.

CsuHoNaarraM 3acrocoByrorb y Aerm ni4lyvenns rropoctr in4rani4ya-ubHo nepopaJlbHo 3 KopMoM

a6o npuruycoso 6egnocepeAHbo B poroBy nopolKHLIHy n 4osi 5 uu (20 MI' anbrpenorecry) Ha rBapI{Hy

oArrH pa3 ua 4o6y rpor.sfoM : ai6.
Cnoci6 3acrocyBaHHr (an" (fnarcouin enanicrro 540 i 1080 rlln): yrpl4Myroqv $narcon B

roprr3oHraJrbHoMy rroJro)KeHHi, nonepnyu conJlo Ao3aropa Bropy i nosimHo lnurvrc:r'yrLt Ha KypoK, rIoKI4

Aolarorc I
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llpo4onNeuur 4ogamy 1

Ao peecrparlifinoro nocni4ueHns 44-05480-01-14
sir 01 .10.2014 o

na xiHulrrcy corrJra He 3'ssuucs Kpannq po3q[Hy.
Koxtnoro HacryrrHofo rroBHofo Harr4cKaHHfl Ha Ao3arop floAaBarllMerbcs Ao3a, rqo 4opienroe 5 un.

.{nr perynspHoro 3acrocyBaHu{ rrpelapary yrpuMyfire SnaxoH 3 po3rrr,rHoM BeprrrKaJrbHo Aoropu IHoM.
He sHiNdafire Ao3arop ig unsrurn Ao rroBHoro Br,rKopr,rcraHHr po3rrrrHy. Y nporuintr<ax lriN 3acrocyBaHHrM
nperapary BrrKoprrcronyftre 6rorarop Ao3aropy.

Cuoci6 3acrocyBaHur (4ru Qnarcouin evnicuo 360 un): narzcnim i ni4nycrirb Hacoc-Aosarop, u1o6

nra4inanacr oAHa Ao3a, rqo 4opiunroe 5 un. llia.rac 3acrocyBaHur (fraxoH He crpyrxyBarr4.
llpenapar posno4in-arorb Ha uonepxHi KopMy 6eanocepe4Hbo nepeA paHKoBoro rorinrero.
llicns [prrrr{HeHHr 3acrocyBaHHs nperapary rivra, 3iIJIexHo sia iHaueiAyanbHr4x oco6rureocrefi

TBapr.rH, Hacrae rrepe3 5-l li6.
5.9 Ilepe4osyBaHHq (cuvrnrouu, nenigrc.naAni :axoAu, auru4oru)
He eIaeqanI,I"

5. 10 Cueuiamni 3acreper(eHns
Allrpeszn cniA AoAanartr y roprr,r 6esnocepe.qHbo [epeA 3ro.4oByBaHn.sNa. BuAanr{TLr 3aJrr4rrrKrr

KopMy s ro4inuuqr, uo nricrsm 6yar-rxi iHnri nerepraHapni rpenaparlr. 3acrocoeyBurv JII4IITe

crarenospiJrr.rM cBrzHKaM, y flKLrx nxe 6yna o4na riwca. Peunxz KopMy 3 rlpenaparona cdA yrurisynarz.
5.1 1 IIepioA BrrBeAeHnn (rcapeHqii)
7 ti6.
5.12 Cueqiam,ui 3acrepexeHHq Arq oci6 i o6clyronyrcqoro rlepcoHaJry
flpn po6ori is upenaparoM BrrKopracronyfire saco6u iH4rani4yanbnoro 3axl4cry (pyranzuxz, xarat),

6y4sre o6epexni, yuuxaitre KoHraKry si umiporo. IIpu norpanntHni npenapary na umipy uu clu:oei
o6olonru, cniA nerafiHo rrpoMrrrrz uicqe ypaxeHHr nporouHoro BoAoIo. llicns po6oru 3 rlperraparorra cli,4
pereJrbHo npoMr{lkr pyKrr 3 Mr.rJroM ui4 nporotrHoro BoAoro. JftoAxrrl ig niAszrqeHolo uyuznicrro 4o
KoMrroHeHrin npenapary, nariruuna Ninranr ra >rinrau 4iropo4noro nixy cri4 ynzr<arn po6oru is AaHZM

[pelaparona a6o nposBn{Tr.r xpafturo o6epeNnicrb rplt rIoBo.4iI(eHHi s IIrNa npoAyKToM. JftoA-sNI g

rrporecrepoHo-3aJrexHr.rMrr [yxJrnHaMlr ra rpou6oel,r6oniquuMll 3axBoproBaHHsMI4 cli4 ynnrcarz po6orn
is AaHrar\a rrpenaparoM.

llo6iqna 4ir: a6cop6qix npenapary qepe3 umipy Mo)Ke rlppI3Becrl4 Ao rlopyileHHs MeHcrpyanlHofo
rlr4Kny y NiHor, BrrHr,rKHeHHs MarKoB[x a6o clacrurrHr4x 6onin y NIrnori, ni4nzlqenns a6o 3HI'DI(eHH.a

Maficosoi r<ponoreui, [poAoBxeHns narirHocri ra foJroBHrrx 6onie. Y euna4xy BI,IH]IKHeHHs uo6iqunx
e(ferrin cniA nerafiHo 3BepHyrkrcs. Ao nirapx.

6. (Dapruaqeeru.rHi oco6Jrreocri
6.L Oopuu necyuiurocri
He scraHonl,ulz.
6.2 Tepruin upugarnocri
36 rrricsqin.
flicns nepruofo ni4npurrr npelapar cnig nuroptrcrurv BrIpoAoBlK 2 rvricsqin.

6.3 Oco6rusi saxoAu s6epirannr
36epiraru oKpeMo ni4 npo4yrcrie xap.rynalnflTa ropnain B clxoMy,3axI4rIIeHoMy ni4 cnirna naicqi

rrprr reMneparypi ni4 5 "C to 25'C.
6.4 IlpnpoAa i crc.rraA rcourefi nep a repBrrnHoro rIaKyBaHHs
Amrpe:un Br4nycKarorr e anrorvrinienux xoureftnepax eluHicuo 540 i 1080 un ra amouinieezx

aepo3onbHLrx 6anonax elvtnicrro 360 rr,rn, yrIaKoBaHIrx B KaproHni xopo6r<u.

6.5 Oco6"rruni gaxoAu 6esnersr upu rroBoAxenni 3 HeBrrKopIrcraHI{M rlpeflaparou a6o is fioro
3aJIUmKaMU

Bci neeuxopncraui uarepianu ra 3aJrrrrrrKr4 npeilapary uorpi6no 3HelrrKoAurlr niAnoniAuo Ao
naqionamnrrx BI,IMof.
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7. Hasna ra uicqe:uaxoAxeHnfl BJracHrrKa peecrparlifinoro nocni4.reunr
Cena Canre Aninra-ur
10 aneurc Ae na 6annacriepe,
33500 Jli6ypn
OPAHIIUI

Cesa Canre Auilrall
3.I. Tpe JIe Bya
22600 Jly4ean
OPAHTIUI

8. Hasna ra lricrlesHaxoAxeHrrn nupo6HuKa roroBoro [poAyKTy

Ceva Sante Animale
10 avenue de la sallastidre
33500 Libourne
FRANCE

Ceva Sante Animale
Z.l.Tres le Bois
22600 Loudeac
FRANCE
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Alrrpe:lru
(po:uran Anr rrepopanbHoro sacrocynaunr)

rtIacrinr<a-nKJraAKa

Ouuc
PosquH Anr rrepopanbHoro 3acrocyBaHHr.
Crc.rral
100 vrn nperapary Nricr-f,u 4irouy peqoBr4Hy:

anbrpeHorecr 0,4 r.
,{onorraiNni peuonuuu: 6yrznri4poKcr.rronyon, 6yrvrri4poxczaHison, pa$inonana coeea ori-s.
@apuarco.uori.lri nJracrus o cri
ATC vet rcnacu(firaqrfinuft roa QG03D- nporecrareHr4.
Anrrpeuorecr - cr4HTerraqnzfi rporecrafeH, rrlo HaJre)KVTb Ao civeficrna 19-nop-Tecrocrepouy. [ix

aJrbrpeHorecry o6yuonreHa 3a paxyHoK 3Hr,rxeHH.rr rouqeHrpaqii B nnasNai rponi eHAoreHHrrx
roHaAorponinin (JIf i OCf). 3nra>KeHns KoHrleHrparlii roHa4orponinin n nragnri xponi crpr4rrrzH.f,€

perpeciro BeJrrrKt4x (ponixynin (> 5 rrarr,r) i ne 4ouycKae yrBopeuHs $orircynin 6inrurzx 3 rr,rrra, n1o

rrpr,r3BoAr,rm 4o ni4cyrHocri riqrz i onynxqii uiA.rac rirynann.a.
llicn-s 3aBeprrreHH{ Kypcy riryeaHm s nra3Nai nponi cuocrepirarom s6imrueHH,a KoHllenrpaqii IIf,

qo rpr{3BoAr.rrb Ao crurrryr.rqii pocry ra 4ospinannr (f onirynin.
Altrpeuorecr rxBlrAKo BcMoKTyerbc.r{ nicrs lepopanbHoro 3acrocyBaHH.u, nir xonqeHrpaqii y

nra3lai r<poni cuocrepirarorr BlpoAoBx< 1-4 roAlrH nicrs 3acrocyBaHnx. AnsrpeHorecr uera6onisyerbct B

ocHoBHoMy n neqiHrli i nuno4urrcs 3 xoBrrro. flepio4 uanienune4eHHt - 6nusrro 14 ro.4I,rn.

3acrocynanun
Peuonurzlr cBrzHKaM Ta cBr,rHoMarKaM An.f, cr.rHxponisaI1ii riqxpr ra rloKparqeHHx ni4corKy olopocy

ra ximxocri NunonapoAxeHrlx nopocsr.

[o:ynanru
3acroconyrorr crarenospinuu peMoHTHrrM cBITHKaM nicrs nepuol ri.rKLI in4Lrni4yanrno

nepopurnbHo 3 KopMou a6o rpr,rMycoBo 6esnocepe4Hbo B poroBy rlopoxHl{Hy y aogi 5 un (20 rur

anbrpeHofecry) ua rBapr{Hy oAr,IH pa3 ua 4o6y nportroM 18 ai6.
CnznorrrarraM 3acrocoByrorr y Aenr ni4ryuenn.rr nopocrr in4uni4yanbHo nepopailbHo 3 KopMoM

a6o nprlrraycoeo 6egnocepeAHbo B poroBy rropoxHrdHy n 4o:i 5 ur (20 Mf anbrpenorecry) Ha rBapI{Hy
oAr{H piB na 4o6y rpor.sfoM 3 ti6.

Cnoci6 3acrocyBaHH.rr (anq Snaxonin ennicuo 540 i 1080 rr,rn): yrpuMyroql4 (fnaron B

ropr.r3oHTanbHoMy noJroxeHHi, nonepuyrrr corrJro Ao3aropa Bropy i nosimno Harl{cHyrt4 Ha KypoK, TIoKLI

na r<invzry corIJIa He 3'rBr,rrbc{ Kpann{ po3rII,IHy"

Koxuoro HacryrrHoro rroBHoro Harr4cKaHHr Ha Ao3arop [oAaBarrIMerrc{ Ao3a, rqo 4opinnroe 5 nan.

[rtl peryrupHoro 3acrocyBaHHr rrpenapary yrpr{Myfire (fnar<oH 3 po3rII{HoM BeprrrKaJIbHo Aoropl4 IHoM.
He guiruafire Ao3arop is ursrrrru Ao noBHoro BrzKopr{cra:ans. po3tII{Hy. Y npouixrax rr,tiN 3acrocyBaHH-f,M

rperapary Br4Kopr.rcronyfire 6rorarop Ao3aropy.
Cnoci6 3acrocyBaHnx (4rrl $naronin enanicuo 360 rrn): narr.IcHirr i ni4nycrirb Hacoc-Aosarop, lJo6

nra4inanacr oAHa,qo3a, rqo AopisHrce 5 un. lli,q qac 3acrocyBaHHx $naroH He crpyllryBarl4.
llpenapar poano4inxrorb Ha nonepxni KopMy 6e:nocepe4nbo nepeA paHKoBoIo roginnero.
llicff npr,rlr.rHeHHs 3acrocyBaHH{ rrpelapary riura, 3aJIexHo nia inazsiryanbHl4x oco6rrznocrefi

rBapr4H, Hacrae qepe3 5-7 p:i6.

flporunorca3aHHs
He sacrocoByBarrz TBaprrHaM is saxnoproBaHHrMr.r MarKrr. He gacrocoByBilrl{ caMIIrM.

3acrepexceHnn
Alrrpe:un cniA AoAaea'rkr y r<opu 6esuocepeAHbo rrepeA 3roAoByBaHnxu. Bu4arr4T:z' 3aJruLrrKV

KopMy : ro4innurlr, qo N4icr.f,rr 6y4r-xri inmi nerepunapni npe[aparl,I. 3acroconyBarlr JIIrlIe
crarenospiJrr,rM peMoHTHaM cBr4HKaM, y f,Krrx exre 6yna o4na rivra. Penrrr,r KopMy 3 npelaparou cni4
vrrarigvearr4.
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(Dopna BrrrrycKy
AmrpesIaH BI{rIycKaIorb B aJrroMiniennx $raxouax eunicrro 540 i 1080 ruir ra amouinieeux

aepo3onbHr4x Qnaxouax errcricno 360 rvrn, ynaKoBaHrrx B KaproHni ropo6xz.
36epirauna
36epirarn oKpeMo ni4 npo4yrrin xapuynanHfl. Ta roprr,rin B cyxoMy, 3axr,rrleHoMy ni4 cnirna ruicqi

rIpLI reMrreparypi ni4 5 'C go 25'C.
Tepuiu upuqaruocri
36 rr.ricsqin.

Ilicns reprroro ni4r<pzmx rperapar cnig nIaropLrcrurr4 BrrpoAoBX 2 rraicsqis.

[.nn racrocyBanHq y BereprrHapnifi ueAuquni!
Hagna ra rricqenaxoAr(eHHq BracHuKa pe€crparlifinoro nocnig.reHHa
Cesa CaHre Aninans Ceva Sante Animale
10 aseHro re na 6aruacriepe, 10 avenue de la nallastidre
33500 Jli6ypn 33500 Libourne
OPAHIIH FRANCE
Hagna ra uicqe:uaxoArneHHn nupo6nuna roroBoro [poAyKTy
Cesa CaHre Auiuanr Ceva Sante Animale
3.I. Tpe JIe Bya Z.I.Trcs le Bois
22600 Jly4ear 22600 Loudeac
OPAHIIH FRANCE
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LOUTS 07/03/14

noPgAOK nPHMEHEHtIg
Aaurpe:rHD nph$leHntor nonoBo3penbirr'r per,4oHTnbtM cBhHKaM A/,r o4f{xpoHh:atJt/,v )crpy.d
C Lte/rbro {opr"Mposanran cAHopoAHstx TexHoAot-l,4qecKf,!x rp/nn h noBbtr.ileHrg iuHoron^oA\hff.
CnrHovarrav Aatrlte:r.rH@ nphMer{rt{)r nocle nepBoro onopoca 4r,l npo(:nnarrurt
cr,iHApo)/a BToporo onopcca (h4aAon^oAr4fl .).

llepe4 nprMeHeHheM 6aarrox ue acrp.nxrearu!
llo5po6ro cM. rlHcrpyKur4to no nDhMeHeHho BHfrpi4 ),r'taKoeKh.

NPOTHBONOKA3AHhf,
f-1 c4po6 l:o cM. r4H crpyKul.l ro n o nphMeHe Hil o BHy-r pt4 ynalolKt4.

MEPbt nPEAOCTOPOXHOCTh
l-lo4po6Ho cM. r,r-rcrpyKuhro no nphN4eHeHdo tsHfrph ynaKoBKr,,i.

ycAoBHR XPAHEHl4f,
Xpaunr Aasrpe:nHt e ynaroexe npch3BoArirenr, orAe^.bHO or npoAyKToB nhraHnn h KoDriloB
B cy)<oM,3autriueHHoM or npgMbix colHeqHsrx l.yrerZ $1ecre, np!4 Teplneparype or + 5"C ao
+25 'C,

Xpaxrtu BAa H or Harpeearelblrurx npx6opoe r orHq!
Xpanrru B HeAocrynHonr Alc Aerei irecre!
Ang BETEPh HAPHOTO nPhMEHEHl4fl

3ACTOCyEAHHt
A,rorpe:L,lx 3acTocoByDTb PeMoHTHhM cBhHKaM Ta cBrlHcLtaTKau 4r,n cr,ruxpcui:aUii
r,]K/ Ta rioKpauehrrF TaKhx not(asH14Kin. nr rrpoLietr onopocy ra po:r,aip rui:aa (xinuxicru
xhBoHapoAxeH14x nopocnr).
ll epe6 :a crocyea Hi-r.ru,,{ 6anoH ue crpyuyaarr,r i

liepe4 :acrocyeaHHFM yBaxHo npounrarare nrcrrery-arna,rxy!

NPOTHNOKA3AHHf
flepezr :acroryeaHHFM /BaxHo npovnraire nrcrrexy-sxla4xf

3ACTEPE}T(EHHfl
l-lepe4 :acroryaauHrM yB;lxno npovuraire nncrier,v-exna4xyl

ocos^l,rBt 3AXOAh 3EEP|!'AHHS
36epirala orpevo ai4 npo4yrrie xapvyearrc.a ra ropvie e q4<oMI JaxhuteHovy er4 ceirna rarcur
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