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THOGUIN3UPOBaHHAS C pa30aBUTEIEM»

(Opranmzanus-pazpaboTduk: «Zoetis Inc.», 10 Sylvan Way, Parsippany, New
Jersey 07054, USA)

Howmep peructpaiiuoHHOTO yIOCTOBEPEHHS:
840-1-31.13-4010NeIIBU-1-3.8/02431

I. O6mue crenenus

1. Toprosoe HamMeHOBaHHE JIEKAPCTBEHHOTO Mpemapara: BakuuHa IIPOTUB
HBIOKACJICKO# Gosie3nu u3 mramma «Jla-Cota» tum «Bly xuBas muobunusupoBaHHas
C pa30aBHTEIIEM.

MexnyHapoqHoe  HeNaTeHTOBAaHHOE  HAVMEHOBaHWe: BaknumHa  IPOTUB
HBIOKACJICKOH Gonesnu u3 mTamma «Jla-Cotay Tun «Bly» xuBas mmoduin3upoBaHHAs
C pa3z0aBHTENIEM.

2. JlekapcTBenHass ¢opma BaKIOWHB — JHOGWIM3AT JUIi IPHTOTOBICHUS
CYCIICH3MH [UIl HHTPAHA3aJIbHOTO (OKYJIAPHOrO), MEpOPaIbHOTO MpPHUMEHEHHS HIIH
METOJla KpPYNHOKANeJbHOTO paclblieHus (COpel-MeTon), JieKapcTBeHHas (opma
pasbaBuTels — pacTBOP Ul pa3BeASHUS JTMO(UIN3aTa I IPUTOTOBIEHHS CYCICH3UH
IUI HTHTPaHa3aJIbHOTO (OKYJISIPHOIO) MPHMEHEHHS.

BaknyHa H3roTOBIIEHA M3 3KCTPa3MOPHOHAILHOM KUAKOCTH CII®->Mm6proHOB
Kyp, WHGUIMPOBAHHBIX ATTEHyMPOBAHHBIM BHUPYCOM HBIOKacickod Gomesnu (HB)
(wramm «JIa-Cotay Tumn «B1») ¢ nobapienunem crabunuszatopa H 1 renTaMunmsa.

s npuMeHeHHMs  HMHTpaHa3albHBIM  (OKYJSPHBIM) METONOM  BaKIMHA
KOMILIEKTyeTCss 3a0y(epeHHbIM (H3HOJIOTMYECKAM DACTBOPOM C HEHTpalIbHBIM
kpacuTeneM — «CTepuibHBIA pasOaBUTENb 28» M JO3UPYIONIMM AIllIMKATOPOM. B
cocTaB pasbaBUTENs BXOIAT: Kamus ¢ocdar ABYXOCHOBHOM, Kamus ocdar
OJHOOCHOBHOM, HEUTpANIbHBIN KpacuTelb Blue V, Boja.

3.Ilo BHemwHEMYy BHIy BaKUHMHA IPEJACTaBIsAeT COOOM CYXyH OIHOPOIHYIO
MOPUCTYI0O MAacCy CBETJIO-XKENITOrO0 IBeTa, JIErKOPacTBOPUMYIO B BOJE WM



pasbaBuTene Oe3 0Opa3oBaHMs XJIONBEB W OCajKa, a pasbaBUTENb - MPO3PAYHBIHA
pacTBOp CHHErO IIBETA.

Cpoxk rogHoCTH BaKIUHEI cocTaBiseT 30 Mecsiies, a pazbasuTens — 24 Mecdna ¢
IaThl BBIIYCKA IPH COONIIONEHUH YCIIOBMM XpaHEHHs M TpaHCIopTupoBanus. Ilocie
BCKpBITHA (D1akoHa HEoOXOMMO HCIIONB30BaTh BAKIKMHY M pa30aBUTeb B TeUeHUE 2
qacoB. [0 mcTeueHny Cpoxa FOJHOCTM BaKIMHA M Pa3baBUTENb K IPHMEHEHHIO HE
IIPUTOJHEL.

4. Baknuna pactacosana 1o 1000 (3,4 em®) u 2500 (3,4 cM®) IpUBHBHEIX 103 B
CTEKJIAHHBIE (IakoHbl, a pa3baBuTens — 1o 30 MJI B IUIACTUKOBBIE ()IIAKOHEI
COOTBETCTBYIOIIEH BMECTUMOCTH, FEPMETHYHO YKYTIOPEHHBIE PE3MHOBBIMHU IIPOOKaMIL,
YKPEIUVIEHHBIME ~ QJIOMMHHUEBBEIMH  KONMaukaMd. @OJakoHBEI ¢ BakKIHHOM IOCie
MrOQUIH3alMK BaKyyMHpOBaHEL. (DJIaKOHBI ¢ BaKIMHON YIIAKOBAaHEI B ILIACTUKOBHIC
KOpoOkH. B kakIy:o YIakoBKy ¢ BaKIMHOM BKJIAJBIBAIOT MHCTPYKIHIO IIO e
IPUMEHEHMIO Ha pYCCKOM sA3blKe. DIakoHBl ¢ pa3baBUTENEM YIAKOBAaHLI B
IJIACTHKOBBIE KOPOOKH.

5. BakiuHy XpaHaT U TpaHCIOPTUPYIOT Ipu Temmeparype oT 2 °C go 8 °C.
3amopaxuBaHWe BaKIMHEBI He JOIycKaeTcs. Pa3z0aBHUTeNs XpaHiT U TPaHCHOPTUPYIOT
pu Temueparype ot 2 °C go 25 °C.

6. BaxkuuHy 1 pa30aBUTeNb CIEIyeT XPaHUTh B MECTaX, HEAOCTYIHBIX I AETEH.

7. DnakoHBI C BaKUWHOMA O€3 3TUKETOK, ¢ HMCTeKIIHM CPOKOM TOJHOCTH, C
HapyIIEeHUEM LETOCTHOCTH /MM IepMETHYHOCTH YKYIIOPKH, ¢ H3MEHEHHELIM LIBETOM
U/MIH KOHCHCTEHIUER CONEPKMMOTO, C HATMYMEM IIOCTOPOHHMX IPUMeEceH, a Takke
OCTaTK¥ BAaKIWHBEL, HE HCIOJL30BAHHBIE B TeUeHHWE 2 4YacoB IIOCHE BCKPBITHUS
(1aKoHOB, IOJIEXKAT BEIOPAKOBKE W 00€33apakKUBaHMIO IIyTEM KHUIITUEHUS B TCUCHUE
20 MuHYT W 06paboTku 2% pacTBOPOM IIENOYM I 5% pacTBOPOM XJIOpaMHHA
(1:1) B Teuenne 30 MUHYT.

@naxkoHpl ¢ pazbaBuTeNeM 0€3 3THKETOK, C MCTEKIIHM CPOKOM TOXHOCTH, C
HapylIEHUEM LIEIIOCTHOCTH M/HIIH TePMETUIHOCTH YKYIIOPKH, ¢ H3MEHEHHBIM LIBETOM
W/ANA KOHCHCTEHIIMEH COIep)KHMOro, C HajlMdueM IIOCTOPOHHHMX IpHMecel, He
HCIIOJIb30BAaHHBIE B TEUYEHHE 2 4YacOB IIOCIIE BCKPBITHS (IAKOHOB, ITOJUIEXkKAT
BBIOPAaKOBKE C TOCHEAYIOMIeH yTrin3anuei

Vrunusanps —o0e3zapaxeHHOM BakIWMHBI W pa3baBurens He TpeOyroT
COOJIIOICHUS CIIENUABHBIX MEP MPETOCTOPOKHOCTH.

8. BakuuHa ¢ pazbaBHTENEeM OTILYCKaAIOTCS O3 pelenTa BeTepUHAPHOro Bpaya.

II. ®apmaxonorudeckue (OMOIOTHIECKIE) CBOMCTRA
9. dapmakoTepaneBTHYECKas IPYIIIa: HMMYHOOHONIOTHYECKAN JIeKapCTBEHHBINA
npenapar.
10. Bakumna BeI3bIBaeT (GOpPMHPOBAaHHE HWMMYHHOTO OTBETA V HBILIAT K
Bo30ymutemo Hb gepes 10-14 cyTok mociie 0JHOKPATHOIO IPHMEHEHMS, KOTOPHIH
COXpaHsAEeTCs B T€UCHUE 4 Hellelb.




B ofHOM MMMYHH3HPYIONIEH 03¢ BAKIUHEL COIEPIKUTCS He MeHee 1077 C)4PIEN
aTTEHYHUPOBAHHOTO BUPYycCa HbIOKacJICKOM Oose3HH (mramm «Jla-Cotay tam «B1y).
Bakuuna 6e3BpenHa, teueOHbIME CBOMCTBaMH He 00IaaeT.

III. Tlopsimox mpuMeHEeHH

11. BakumnHa npenHa3zHaueHa AN NPO(UIAKTHKHA HBIOKACICKOW OOlle3sHH B
IJIEMEHHBIX M TOBAapHBEIX IITHIEBOMYECKUAX XO3SMCTBAX PazNUYHOrO HANpaBICHHUS
BBIpalllBaHUSl.

12. 3ampemaercs NpUBHUBATh KIMHWICCKH OONBHEIX H/HMIKM OCIIA0JIEHHBIX
LBIJIAT.

13. Ilpu pabore ¢ BakIUHOH cileqyeT coONoAaTh OOlIMe IpaBHia JIMIHOM
TUTHEHBl M TEXHHKH O€30IIacHOCTH, IIpelyCMOTpeHHble IpH pabore ¢
JIEKapCTBEHHBIMHU IIperiapaTaMi BEeTEpHHAPHOTO Ha3HAYCHHMSL.

Bee nmma, ydacTByrolli€ B IPOBEICHWUW BaKI[MHALWH, OJDKHBEI OBITH B
crienofexkae (Pe3HHOBBIE CAllOTH, XajaT, OpIOKH, TOJOBHOW yGOp, MepuYaTtkd) M
obecreueHbl HMHAWBUIYANbHBIMM CPEACTBaMM 3alllUTHl (OUKH 3aKPHITOrO THIIA,
pecnmpaTtopsl). B Mectax paboTsl HoJDKHA OBITH anTeyka JOBpadeGHOM IOMOLIIH.

IIpu ciyvaliHOM IONAaJaHWU BaKIMHBI HA KOXY H/WJIM CIHU3HMCTBIE O00OIOUKH,
UX DPEKOMEHIYeTCs INPOMBITH OOJBIIMM KOJMYECTBOM YHCTOM BOmsl. B ciydae
pa3inBa BaKIMHBI, 3apa)KEHHBIA yYacTOK I10JIa HUIIM II0YBBI 3aJIMBAlOT 5% pacTBOPOM
XnopamuHa uid 2% pacTBOPOM €KOT'O HaTpPHSL.

14. Bo3MOXHO HCIOIB30OBAaHWE BaKUUHBI IS PEBaKIMHALKHA B IEPHOJ
AULEKIIaKH TOJIBKO B KadecTBe OyCTepHON MMMYHHU3AIKH.

15. Baknunanyy DOJUIEXKHT LBIIIATA, HAYMHAS ¢ CYTOYHOro Bo3pacTta. IlapTuu
MOAJNIEXKAUX HMMYHH3ALMKA LBIULT HEOOXOAMMO IIPHBHBATH OJHOMOMEHTHO,
coOmoas Mephl 0 IpeNyIpexICHHI0 HePaCIPOCTPAHEH) BAKIIMHHOIO BUPYCa Ha
HEIIPUBUTOE MIOTrOJIOBbE APYTUX NTHLEBOAUYECKIX TOMEIICHHH.

Baknuna npuMeHsercs HHTpaHa3aJIbHO (OKYJLIPHO), MEPOPATBHO (BEITAHBAHKE
C IUTHEBOH BOMOM) HIIH METOJIOM KPYIMHOIMCIIEPCHOTO pacHbUIeHUs (CIpei-MeTo).

HNuTpana3anbHblii (OKYJISIPHBIIA) MeTO

JUisi  MMMyHM3alEd  JaHHBIM METOJOM HCIONB3YIOT TONBKO  (hIAaKOHBI,
cogepxame 1000 no3 Baknunsl 1 «CrepunbHbI pazdaBuTens 28%», HEOOXOIUMEIH
06BeM KOTOPOro onpenelsror u3 cootHomenus 0,03 i va 1 1o3y.

Cobnromast ycloBHS acCeNTHKW U AHTHUCENTHKH, C (IIAKOHOB YIAIISIOT
AIIOMUHUEBBIE KOJIIIAUYKH B PE3HHOBBIE MpoOku. DIakoH ¢ BakIUHOHN 10 1/4 06pEMa
3allONHAIOT pa30aBUTENIeM, 3aKPBIBAIOT PE3WHOBOM TPOOKOM ¥ BCTPSIXHMBAIOT 0
IIOJIHOIO0  pacTBOpeHMs npemnapara. ComepXumoe BBUIMBAIOT BO (ITakoH ¢
OCTaBIIMMCs  paz0aBUTENEM, 3aKphIBAIOT  PE3MHOM  TMPOOKOH,  IMOBTOPHO
BCTPSIXUBAFOT.

IIpm momouu nosupyromero anmiukaropa mo 1 karie (0,03 mi) mpenapara
3aKanblBalOT B HO3APIO Ka)A0I0 LBIIIJIEHKA, APYTYIO PU 3TOM 3aKPBIBAIOT HallbIEM,
4yeM JocTHUraercs 0onee NIyOOKoe MPOHUKHOBEHHE TIpenapara B HOCOBYIO ITOJOCTb.
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B ciy4ae 3akynmopku HOCOBOM INend BakIMHY B TOM K€ 00heMe HaHOCAT Ha
KOHBIOHKTHUBY IVIa3a.

HepopaJbHbiii MeToA (BBINANBAHHS ¢ NUTHEBOI BOI0#)

Pexomenpyerca g BaKUMHAIMK LBITUIAT, HAYHHAS C JIBYXHEIEIHHOIO
BO3pacTa.

JUIi IIOATOTOBKM BaKIMHBI K TPUMEHEHHIO HEOOXOIVMO HCIOIb30BaTh
CBEXYIO, YHCTYIO, CBOOONHYIO OT HOHOB JK€je3a U XJIOpa OXJIaXIEHHYIO IO
KOMHATHOM  TeMIEpaTypbl IHTHEBYO Boxy. CHCTeMBI BoOHooOecIedeHus,
HMEIOIMECS B XO34MCTBAaX Iepell MMMYHH3aldeld MODKHBI OBITh THIATENHHO
IIPOMBITHI O€3 IPUMEHEHHUS Ne3CPEACTB W MPOCYIIIEHE.

3a CyTKHM [0 Hadalla BaKLIIMHAIUY OIIPENIENSIOT KOTMYECTBO BOIEI, BEIIABAEMOE
OJHOM mnTHUEH 3a 1 dYac, M paccUMTHIBAIOT €€ O0BhEM Ha BCE NPUBHBAEMOE
IIOTOJIOBEE.

Paboumii pacTBOp BaKLUHBI I'OTOBAT B YHCTHIX CYXHX E€MKOCTSAX, KOTODHIE
3alI0JIHAIOT BOJOH, B 00beMe, COCTaBIAIOMmEM 2/3 0T HeoOXOAUMOro, U JOOABIISIOT
CyX0€ MOJIOKO M3 pacuera:

Konuuectro Kon-o O61péM BoabI (J1), HEOOXOUMBIH Jist
703 CYXOro MoJjoKa BaKLMHALMU UBIUIAT B BO3pacTe (HeJesn)
BAKIHHEL () 2-8 bosnee 8 nenens

1000 28,4 9,5-19 19,0-38
2500 89 24-48 48-95

Cyxoe MOJIOKO TIIATENbHO PasMELIMBAIOT A0 [TOJHOTO €r0 PACTBOPEHHS.

ITocne »Toro c¢ (akOHOB ¢ BakUWHOW YHaSIOT aFOMUHHEBBIE KOJIIAYKH,
Pe3MHOBBIE NPOOKK M 3aIlONHAIOT 10 1/2 o0beMa BOJOM, 3aKPBHIBAIOT PE3UHOBBIMMU
NpoOKaMH M THIATENbHO BCTPSIXHUBAIOT. 3aT€M COIEPKHUMOE (DIaKOHOB BHOCIT B
€MKOCTh C BOJIOM M MOJIOKOM, IIEPEMEINBAOT U JOJIUBAIOT OcTaBIIyiocs 1/3 o6rema
BOJIBI.

IlogroroBneHHbld pacTBOp BaKUMHBI BBUIMBAIOT B €MKOCTB, COIEPIKALIYIO
00BeM BOJBI, HEOOXOAWUMBIM I IIPOBEJCHUS BaKUUHALWH WU PaclpenelieHus I10
TIOMJIKaM.

Ilepen HayasoM BaKUMHAIMH OTHIL B JI000E BpeMs roja, 3a HCKIIOYEHHEM
OY€HE JKapKOM IIOT0J(BI, BEIIEP>KUBAIOT O€3 BOJIBI B TEUEHHUE 2 YACOB.

IItun BakMHEMPYIOT U3 pacdera 1 mo3a Ha 1 ronosy.

Homken OBITH oOecredeH OJHOMOMEHTHEBIN CBOOONHBIA JOCTYI K BaKIWHE
MHUHUMYM 2/3 UIMMYHU3ZAPYEMOTO ITOT0JIOBbSL.

Heobxonumo 3amuInaTe HOWIKH C pa3BeleHHON BakKIMHON OT BO3JEHCTBUS
IIPSIMBIX COJIHEYHBIX JTyueH.

Ilomaya xopMa u BOABI ITHLE pa3pellaeTrcs uepes 2 dYaca ITocie POBeIeHIs
BaKIMHAIUH.

Metoa KpynmHOKaNeIbHOI0 pacubljieHus (cnpeii-mero)



Pexomenayercs Juid peBakUWHAUMW LBIUIAT, HAYWHAI C 4-HEJeNbHOro
Bo3pacTa. CpoKH peBaKLUHAUK OIPENeNsieT BeTepUHAPHBIM CIISIHAINCT X03IHCTBa
IO pe3yNbTaTaM HallpsHKEHHOCTH UMMYHUTETA Y TITHIIL.

Jl11 IOArOTOBKY BaKIMHEI K IPUMEHEHHUIO HEOOXOIMMO HCIIONIE30BaTh CBEXKYIO,
YHCTYI0, CBOOOJHYIO OT HMOHOB JXeje3a M XJopa OXJIaXIEHHYI0 10 KOMHATHOM
TeMIIepaTypbl HUTHEBYIO BOZY, 00bEM KOTOPO ONPeIesIAIOT 110 TaOIIHIE:

KonuyectBo 103 BO hiiakoHe

O6bem Boab! (M)

1000

100.,0

2500

250,0

C ¢}nakoHOB ¢ BaKIUHOH YAALIIOT ATIOMHHHEBBIE KOJMAYKH, PE3MHOBEHIE
npoOkH u fo 1/2 o6béMa 3amonHsroT Bomoil. 3areM (IIaKOH 3aKpPBIBAIOT PE3UHOBOM
IpoOKOH, BCTPAXMBAIOT OO IIOMHOTO PACTBOPEHHS COAEPKHUMOTO, KOTOPOE

CMEIIUBAIOT C OCTaBIIEHCcs BOMOOMH.

IHoaroroBneHHBIM PacTBOPOM  BaKIIMHBI

KOJIMHUYCCTBO IITHIL:

MOJXHO IIpUBHBaTh CHCAYIOHIICC

O61BeM BOCCTaHOBJIEHHOM BakUHBI (MJT)

KonuuecrBo Tyl

100,0

1000

250,0

2500

B AKIIMHALIMIO  TIPpOBOJAT  IIpHU

IIOMOIITH

CHELMATBFHBIX  PACIBUIATENEH,

FeHEPUPYIOIIUX MOHOLUCIIEPCHBIE YacTULb! nrameTpom 0,12-0,15 mm. Pacneimurenu
JOJKHBEI OBITh KOPPO3UHHO-YCTOHYHBEL, HE COJIEPXKATh OCTATKOB JE3HH(DEKTAHTOB K
HCIIOJIB30BATHCA TONBKO JIJISl BaKITMHAIUH.

B nruyHrKe OTKIIOYAIOT BEHTWIALMIO, YMEHBIIAIOT SPKOCTh OCBELIEHHUS, YTO
YCIIOKaWBaeT ITUIly H CHOCOOCTBYET €€ CKyYHBAaHHIO. BakiMHY pPacHbBUISIOT
paBHOMEpPHO Han ObIIITaMu ¢ paccrosiHus 30-40 cm. Ilokaszatenem mpaBHIIBHO
IPOBENEHHON NMMYHHU3AlUU SABJISETCS PABHOMEPHO YBJIAXKEHHOE ONEPSHHE MTHII.

BxmoyaioT crucTeMy BEHTWISIIMH M BOCCTAHABIIMBAIOT YPOBEHBb OCBENIEHHS
yepe3 20 MUHYT IIOCJIE OKOHYAHUS BaKIWHAIUH.

16. Ilpy npUMEHEHWH BaKIMHBI B COOTBETCTBHM C HACTOSINEH HHCTPYKIHEH
HOGOYHBIX SBICHUN U OCTIOKHEHWH, KaK IIPaBHJIO, HE OTMEYAETC.

17. CHMIOTOMOB HpOSBIICHHS  HBIOKACICKOM OOJNIE3HW WIH  JOpyrux
[aTOJIOTUYECKUX IIPU3HAKOB IPU MEPEI03UPOBKE BAKIIUHEI HE YCTAHOBJICHO.

18. B3auMoneicTBHE BaKIMHBI C APYTUMHU JEKAPCTBEHHBIMH IIperapataMi He
YCTaHOBJIEHO. 32 24 waca [0 IIPOBEJECHHS BaKIMHAIIMHA METOJOM BBIIAMBAHUS U B
TeueHrue 24 yacoB IIOCIIE €€ 3aBepIIeHUs 3alpellaeTcs HCIIONb30BaTh ¢ BOMOIM
JpyTHe JIEKapCTBEHHBIE penapaTsl U Je3HH(PEKTaHThI.

19. OcobenHOCTEH NOCTBAKIIMHATBFHON peakuy [IPyU HePBUYHON HMMYHU3AIUH
Y peBaKIHHalMH HE YCTaHOBJICHO.

20. Cnenmyer wusberaTh HapymieHWH cXeMbl (CPOKOB) BBEIEHHS BaKIIMHEI,
INOCKOJIBKY ~ 3TO  MOXET  IPUBECTH K  CHIKEHHIO  5()(EeKTHBHOCTH
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MMMYHOIPO(MIAKTUKA HBIOKACICKOH OGone3Hd. B ciydae mpomycka ouepemHoro
BBEJICHHS BaKLMHBI HEOOXOMMMO MPOBECTH HMMYHI3ALMIO KaK MOYHO CKOpee.

2]. MsiCo OT BaKIMHMPOBAHHON NTHIBI PEATM3YIOT HE PaHee, 4eM yepes 21
JACHL TIOCNE IMpOBeNeHUs BakuMHAUUKA. OTrpaHUYeHMM IO KCIIOJIB30BAHUIO SHI[ OT

B&KHHHHpOBaHHOﬁ HTHUIIEI HET.

HaumeHoBaHuMe U ampec
IPOU3BOICTBEHHOM IUTOIMIAIKU
MIPOU3BOJUTEIIS JICKAPCTBEHHOTO
Ipenapara [isi BETEpuHapHOIO
[IpUMEHEHUS

HammeHoBaHUe, afipec opraHu3aliuy,
YIIOJIJHOMOYEHHOU JIepiKaTeIeM
PETUCTPAIIHOHHOIO YIOCTOBEPEHHUS
JEKapCTBEHHOIO Ipenapara Ha

IPHUHATHE NIPETEH3UH 0T MOTPEOUTENS.

Menemxep 1o perucTpaiiau
000 «3osTHC
ITuckoBuena A. FO.

«30oTc  MuK.» 2000 Poxdopn Poyn,
Yapns3 Cwuru, Aiiosa, CIIIA / Zoetis Inc.
2000 Rockford Road Charles City,
Iowa, USA.
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