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10 BETEPHHAPHOMY ITPUMEHEHHIO JIEKAPCTBEHHOTO Mperapara
«BaxuHa DpoTHB HBIOKACIICKO# Ooe3Hu u3 mrramma «B1y» tum «B1y xuBas
TUOQUIN3UPOBaHHAS ¢ pa3baBUTEIIEMY

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

Homep perucTpaliuoHHOTO YAOCTOBEPEHHS:
840-1-31.13-4007Ne TIBU — 1-3.8/02432

I. O6mue cBenenus

1. ToproBoe HauMeHOBaHHE JIEKAPCTBEHHOrO IIpeliapara: BakuwHa IPOTHB
HBIOKAcJICKON Oonesnu u3 mramma «Bl» tunm «Bl» xuBas nuodunusupoBaHHas C
pa3baBUTEIIEM.

MexayHapoIHOe  HENaTeHTOBAaHHOE  HAaMMEHOBaHHe: BakiMHA  IIPOTHB
HBIOKAC/ICKOW Oosie3ny u3 mramMma «Bl» tun «Bly» sxuBas nruOGUIM3HpPOBAHHAS C
pazbaBuTeNIEeM.

2. JlekapcTBeHHas (popMa BaKIMHBL — IUOQUIH3AT [l TIPUTOTOBIIECHHUS CyCIIeH3UH
VI HWHTpaHa3aIbHOIO (OKyJISIpHOITQ)?_;hge}ppp/@.‘HBHOFO NpUMEHEHUs WIH MeTona
KPYIHOKAIIEJIBHOI0 paclblieHus (Crpei-MeTon), JeKapcTBeHHas (popma pa3baBUTENs —
pacTBOp JUIS pasBelieHUs JMOQMIM3AaTAa [UISI [PUTOTOBIIEHMS CYCIICH3MH JUIS
UHTPaHAa3aJIbHOTO (OKYJISIPHOTO) IPUMEHEHUSL.

3. Bakiuna M3roToBeHa U3 3KCTPasMOpHOHATBHOM *KunkocTd CIID-3MGpHOHOB
Kyp, MHOUIMPOBAHHBIX ATTEHYMPOBAHHBIM BHDPYCOM HbIOKacickol Gomesnu (HB)
(wramm «B1» Tunm «B1») ¢ nobapienuem crabunuzaropa H 1 reHTaMuImHa.

Jlii  NpUMEHEHWs ~— MHTPaHAa3albHBIM  (OKYINSPHBIM) METOMOM  BAaKIMHA
KOMILIEKTyeTcst  3a0y(QepeHHBIM (U3HONOIUYECKUM DACTBOPOM C  HeHTpaIbHBIM
kpacuteneM — «CTepuibHbIA pasbaBuTenb 28» M JO3UPYIOMMM alIMKaTOpoM. B
COCTaB pa3baBUTENs BXOMAT: Kanmud QocdaT IBYXOCHOBHOH, Kammsa ¢ocdar
OIHOOCHOBHOM, HEUTpaNbHEIN KpacuTels Blue V, Boza.




3. Ilo BHemHeMy BHIy BaKIMHA [PEACTABIAET COGOH CYXyIO OJTHOPOJTHYO
TIOPUCTYFO MACCY CBETIIO-)KEIITOrO UBETA, JIEFKO PAaCTBOPHMYIO B BOJIE WIIH pa3baBUTEIIe
6e3 o6pasoBaHysl XNOMBEB M OCAjKa, a PasOaBUTENs — IIPO3PAUHBIN pacTBOp CHHEro
LIBETA.

Cpox rogHOCTH BaKIMHBEI COCTaBIsgeT 30 MecsleB, a paszbaBuTens — 24 Mecsna ¢
JIaThl BBIIYCKa HPU COONIONEHMH YCITIOBHMH XpaHEHHs W TPaHCIOPTHpOBaHHA. Llocie
BCKPBITHS ()JIaKOHA BAKIMHY YW pa3baBUTENs HEOOXOINMO HCIONb30BaTh B TEUSHHE 2
4acoB. Ifo mcTedeHMM CpOKa TOJHOCTH BaKLWHA U pa3sOaBUTENh K IIPHMEHEHMIO He
IIPUTOJTHEI.

4. Baxuuna pacacosara mo 1000 (3,4 cm?), 2500 (3,4 cm’), 5000 (3,4 cm?),
10 000 (7,8 em?) 1 25 000 (20,0 cM’) IPHBUBHBIX 103 B CTEKITHHBIE I [UIACTHKOBEIE
(prrakoHkl, a paz6aBuTens — 0 30 MJ B IUIACTHKOBHIE (hIAKOHE COOTBETCTBYIOIMIEH
BMECTHMOCTH, TE€PMETHYHO YKYIOPEHHBIE PE3HMHOBBIMH NPOOKaMH, YKPEeNIEHHBIME
aIOMUHUEBBIMKA ~ KONMAadKaMu. DIakoHbl C BakUUHOM moclie JHO(GHIM3AINN
BaKyyMHPOBaHBI.

Dr1aKoHBI ¢ BAKIIMHON YNaKOBAaHBI B IIACTHKOBbIE KOPOOKH. B Kaxmyro YHaKOBKY
C BAKIMHOM BKNAJBIBAIOT MHCTPYKIMIO IO €€ HPUMEHEHHMIO HA PYCCKOM S3bIKE.
D1akOHBI ¢ pa3baBUTENIEM YIIaKOBAHBI B ILUTACTHKOBEIE KOPOOKIL.

5. BaxuuHy XpaHAT M TpaHCIOPTHPYIOT Tipu Temmeparype oT 2 °C mo 7 °C.
3aMOpakKMBaHUE BaKIHHBI HE JIOIIYyCKAeTCA.

PazbaBuTens XpaHAT # TPaHCIOPTHPYIOT IpH Temmeparype ot 2 °C o 25 °C.

6. BakuuHy u pasbaBuTelns CliefyeT XpaHUTh B MeCTax, HeJOCTYIIHBIX [UIsl JIeTeil.

7. @DuakoHBl C BaKUMHOM 0€3 JTHKETOK, ¢ HCTEKIIMM CPOKOM T'ONHOCTH, C
HapyIeHUEeM [ENOCTHOCTH M/WIH TepMETHYHOCTH YKYNOPKH, ¢ W3MEHEHHBIM I[BETOM
/WA KOHCHCTEHIHEH CONep)XMMOro, ¢ HaIMYMeM TIOCTOPOHHHX MPUMECEH], a Takke
OCTaTKA BaKIUHEI, HE MCIIOJIE30BAHHBIC B TEUEHHE 2 YacOB II0CIIE BCKPLITHS (IaKOHOB,
TOIUIEXKAT BBIOPAKOBKE M 00€33apayKMBaHMIO HyTeM KHISTUeHus B TeueHne 20 MUHYT
uIH 06paboTKu 2% pacTBOpOM Imenoun Wik 5% pactopoM xjopamuHa (1:1) B TeyeHue
30 MuHYT.

OnakoHbl ¢ pazbaBuTeneM 06e3 STHKETOK, ¢ HCTEKIIMM CPOKOM TOIHOCTH, C
HapyIIeHUEeM LEMOCTHOCTA /UM IePMETHYHOCTH YKYIIOPKH, C H3MEHEHHBIM I[BETOM
W/UE  KOHCHCTEHIMeH CONEPKHMOIO, ¢ HATMYHEM HOCTOPOHHUX IIpuMecei, He
WICIIOJIb30BAHHBIE B TEUCHHWE 2 YacoB IIOCHe BCKPBHITHSA (DIAKOHOB, IIOUIEKAT
BBIOPAaKOBKE C MOCIENYIONIEN yTHIN3aIHeH.

Yrunusanus o0e33apaKeHHOH BaKIMHBL U pa30aBuTeNs He TpeGyeT coOMomeHus
CIEIHALHEIX MEp IPeIOCTOPOIKHOCTH.

8. BaxupHa ¢ pasbaBuTeseM OTIyCKaOTCA Ge3 pellenTa BeTEPUHAPHOTO Bpada.




II. bronoruueckue cBoMcTBa

II.  Ilopsanox npuMeHeHHs

11. Baxuuna npenHasHadeHa sl NpO(HIAKTHKH HBIOKACICKON OONE3HH B
IUISMEHHBIX M TOBapHBIX MNTHLEBOMYECKAX XO3JHCTBAX pa3IHYHOTO HAIPAaBICHUS
BBIpaIIUBaHU.

12. 3anpemaercs NpUBUBATh KIMHAYECKH OONBHBIX W/HIIA OCIAOIEHHBIX IIBITLIAT.

13. Ilpu paboTe c BakIMHON clemyeT CcOOIIOHATh OOLIHE IpaBuiia JIAYHOM
THrHeHbl X TEXHUKK De30IIaCHOCTH, IPeyCMOTPEHHEIE pU paboTe C NeKapCTBEHHBIMA
IIpeTiapaTaMyu BETEPUHAPHOT'O Ha3HAYEHUS.

Bee nmua, yuacTByromye B IPOBeIEHAN BAKIMHALUHM JJOJDKHBI ObITE B CIIELIONEKIIE
(pe3sMHOBbIE CamorH, XalaT, OpIOKH, TOJNOBHOH y6Op, IepyaTKi) M ObGecIedeHb
MHMBUJTYabHEIME CPE/ICTBAMA 3allMThl (OYKHM 3aKPBITOIO THIIA, PECIUpaTophl). B
MecTax paboTsl JOJDKHA OBITH alTeuKa JoBpavue0HO TOMOILIH.

Ipu ciyyaiiHom monagaHyy BaKIMHBE HA KOXKY W/YIM CIM3HCTBIE  OBGOJIOUKH, MX
PEKOMEHAYETCsl NPOMBITH OOJNBLIMM KOJNMYECTBOM UHCTOH BOIBL. B ciydae pasiusa
BAKIMHbI, 3apaXKEHHBIH y4aCTOK I10JIa WK MIOYBBI 3A/IMBAIOT 5% PacTBOPOM XJIOPAMUHA
und 2% pacTBOPOM €IKOTO HATPHSL.

14. Bo3MOXHO HCHONB30BaHME BAKUKHBI [l DEBAKUMHAIMM B  IIEPHOL
SUIEKIaIKH B KauecTBe OYCTepHOM HMMYHH3aLHH.

15. BaknuHaUMK TOMIEKHAT IBILLITA, HAYMHAS ¢ CYTOYHOTO BO3PACTA. ITapTuu
MOMUIEKAMX HMMMYHH3aIlMH [BIUIAT HEOOXOOUMO IIPHBHBATh OZHOMOMEHTHO,
COOJIIONIasl Mephl II0 HEePacHpOCTPAHEHHIO BaKIMHHOTO BHpYCa HA HEIIPUBUTOE
ITOT'0JIOBBE IPYTUX ITULEBOAYESCKUX TIOMEIEHUH.

BakIuHa NpAMEHseTCs HHTPaHA3aIbHO (OKYJSIPHO), HEepOpatbHO (BhIIaNBAHAE
C MUTHEBOH BOLOM) MK METOZIOM KPYTHOKAIEIBHOrO PAacBUIEH S (CIIpeHi-MeTox).

HurpanasanbHblii (OKYJIAPHBIN) MeTOT

A IMMyHH3alMM  J@aHHBIM ~METOIOM HCIOJNB3YKOT TONBKO  (hIIAKOHBL,
conepkamme 1000 mo3 Bakumubl B «CTepuibHBIN pa3baBuTeNb 28%», HEOOXOIUMBIH
065eM KOTOPOro ONpeieNsoT u3 cootHomenus 0,03 v Ha 1 nozy.

Cobmtomast  yclOBHA acCeNTHKH W aHTHCENTHKH, ¢ ()IAKOHOB YAQISIOT
AIIIOMUHHUEBBIC KOJIMIAYKUA M PE3UHOBBIE IPOoOKH. DIakoH ¢ BakuuHOM 10 1/4 06béMa
3aIIONHAIOT Pa30aBUTENIEM, 3aKPHIBAIOT PE3HHOBOH NPOOKOM M BCTPAXUBAIOT JIO
IIOJIHOTO pacTBOpeHMs npenapara. ComepKuMoe BBUIMBAIOT BO (IIAKOH C OCTABIIMMCS
pasbaBuTelieM, 3aKPEIBAIOT PE3HHOM IPOOKOIA, TTOBTOPHO BCTPSIXHBAIOT.

Ipu momomm nosupyromero ammmkaropa no 1 xamwre (0,03 M) mpemapara
3aKallbIBAIOT B HO3JIPIO KAXJIOIO LBIUIEHKA, APYTYIO IIPH 3TOM 3aKPHIBAIOT HAJBIEM,
4eM jocTuraercs Gonee TiryOokoe IPOHHKHOBEHHE IIperapaTa B HOCOBYIO IIONOCTb. B
Clly4ae 3aKyIOpKH HOCOBOM INEJM BakIMHY B TOM e oObeMe HAHOCIT Ha
KOHBIOHKTHBY IJIa3a.




IlepopaiibHbIii MeTO (BHINANBAHMS C IIMTHEBOM BOJ0I)

Pexomentyercst 1yt BaKIMHAIUHY IBIIUIAT, HAYHHAS C IBYXHENEIbHOIO BO3PACTA.

JUTsL TIONrOTOBKM BAKIMHEI K IPHMEHEHHIO HEOOXOIMMO WCIONB30BaTh CBEXKYIO,
YHCTYIO, CBOOOJHYIO OT HMOHOB JKelle3a M XJIOpa OXJ&KICHHYI0 10 KOMHATHOIM
TEeMIIepaTypbl MATHEBYIO BoAy. CucTeMBI BOIOOOECTIEUeH S, IMEIOIIUECS B X035ICTBaX
nepesl HMMYyHH3alMedl JODKHBI OBITh TINATENBHO IIPOMBITEI 0€3 NPHMEHEHHs
JE3CPENCTB ¥ NPOCYIICHEI.

3a CYTKH [0 BaKUUHALMHE OHPEIEIIIOT KOJMYECTBO BOJEI, BBIIMBAEMON ONHOM
ITUiel 3a 1-1,5 4, 1 pacCUUTHIBAIOT ee 00BhEM Ha BCe IPUBUBAEMOE IIOTOJIOBEE.

Pabounif pacTBOp BAaKIMHBI TOTOBAT B YHCTEIX CYXHX &MKOCTAX, KOTOPEIE
3aII0JIHAOT BOJOH, B 00BEME, COCTAaBISIOMEM 2/3 OT HEOOXOAUMOro, W JHOOABISIOT
CyX0€e MOJIOKO M3 pacuera:

KonuuectBo 103 Kon-eo cyxoro OO61BEM BoaBI (JT), HEOOXOAUMBIH 11711 BAKLIMHALIAY
BaKIMHbI MOJIOKA (T) UBIILUIAT B BO3pacte (Hemenn)
2-8 bonee 8 uenens

1000 28,4 9,5-19 19,0-38

2500 89 24-48 48-95

5000 142 48-95 95-190

10 000 355 95-190 190-380

25 000 710 238-475 475-950

Cyxoe MONOKO TIIATENBHO Pa3sMENIHBAIOT O ITOJHOTO er0 PaCTBOPEHHS.

ITocne sToro ¢ (nakoHOB C BaKIMHOM YHAISMIOT AIOMHHHUEBBIE KONIAYKH,
PEe3WHOBBIE MPOOKA M 3allONHIIOT H0 1/2 o0beMa BONOW, 3aKPHIBAIOT PE3HHOBLIMH
NpoOKaMy U TIIATENBHO BCTpsAXuBaIOT. ITocie 3Toro comepxumoe (BIakOHOB BHOCST B
€MKOCTh C BOZIOW M MOJIOKOM, IEPEMEMIUBAIOT M NOJUBAIOT OcTaBuiyiocs 1/3 obbema
BOJIBI.

IloAroToBieHHbI# PAaCTBOP BaKIMHBI BEUIMBAIOT B €MKOCTB, COIEPIKAILYIO 00BEM
BOJIbI, HEOOXOAUMBIH JUTS IPOBEACHMS BAKIMHAIAK M PACTIPE/IETIEHHS TI0 IIOMIIKAM.

Ilepen HavamoM BakIWHALMY ITHI B JIF060€ BpeMs rofia, 3a HCKITIOUEHIEM OYeHb
KapKOH IOrOJIbl, BEIACPKUBAIOT O€3 BOJBI B TEUEHHE 2 YACOB.

ITtin BakIMHUPYIOT U3 pacyera 1 qo03a Ha 1 romosy.

Jlomken ObITh obecredeH ONHOMOMEHTHBIM CBOOOIHBIM JOCTYIl K BaKIHHE
MUHHMYM 2/3 IMMYHU3HUPYEMOTO ITOTrOJIOBbS.

HeobxomuMo 3amumiaTh MHOWIKHM C Pa3BeleHHON BAKIHHOH OT BO3MEHCTBHUS
IIPSIMBIX COJIHEYHBIX JIydei.

IMonava kopMa ¥ BOIBI pa3pelaeTcs gepes 2 daca mocie IPOBeIeH s BaKI[MHALH.

Meroa KpynHOKaneIbHOTO pacnblIeHus (Cnpeii-Meros)




PexoMmeHyeTcs Ui peBaKIMHALMH LBIUIAT, HAUMHAS ¢ 4-HeIEeNbHOro BO3pacTa.
Cpoxku peBakUMHALUU OIpPENeNseT BETEPUHAPHBIM CHENHATMCT XOo3fdicTBa IO
pesynbTaTaM HalpsDKEHHOCTH UIMMYHUTETA Y ITHIL.

Jyis IOATOTOBKY BakIWHEI K NIPUMEHEHHIO HEOOXOIUMO HCIONE30BaTh CBEXYIO,
YUCTYIO, CBOOOTHYIO OT HMOHOB JXelie3a W XJIopa OXJAXICHHYIO [0 KOMHATHOI
TEMIIEPATYPhI IUTHEBYIO BOLY, 00bEM KOTOPOIl OIIPENEsIOT 10 Ta0IHIe:

KoynuecTBO 1103 BO (uiakoHe O6nveM BoaBI (M)
1000 100,0
2500 250,0
5000 500,0
10 000 1000,0
25 000 2500,0

C (naxkoHOB ¢ BaKIMHOH yIAJLIOT AIIOMUHIEBBIE KOJIAYKH, PE3UHOBEIE IPOOKH 1
no 1/2 o6péMa 3amomHsMIOT BOXOil. 3aTeM (akOH 3aKpHIBAIOT PE3HMHOBOH IPOOKOIL,

BCTPAXHUBAIOT 1O HOJHOT'O PaCcTBOPEHUA COACPXHUMOIO, KOTOpoe

OCTaBIIENCSI BOJOH.

CMCHINBarT C

HO,HFOTOBJIGHHBIM pacTBOpPOM BaKIIMHEI MOXHO NIPpUBUBATh CICOYIOIICE
KOJIMYECTBO IITHIT.
O6BbeM BOCCTAHOBJICHHON BaKUMHEI (M) Komnuecrso nruig
100,0 1000
250,0 2500
500,0 5000
1000,0 10 000
2500,0 25000
BaKIII/IHaIII/IIO IpoBOLAAT 11{9)71 IIOMOIIHU CIICHUAJIbHBIX paCHBIHHTeHeﬁ,

FEHEePUPYIOIIUX MOHOJUCIEPCHBIE YacTylbl nuameTpom 0,12-0,15 mxMm. B nruunuxe
OTKIIOYAIOT BEHTHIILHUIO, YMCHBIAIOT IPKOCTh OCBEILEHHUS, YTO YCIIOKAWBAET ITHIY U

CHOCO6CTByeT €€ CKYYHUBaHHIO.

Bxrouarot CHCTCMY BCHTHJISIIIMKA W BOCCTAHABJIHMBAIOT YPOBCHL OCBEHICHUSA qepes

20 MHHYT IIOCJIC OKOHYAaHHA BaKIMHAIIUH.

16. Ilpy npuMeHeHMH BaKUMHBI B COOTBETCTBHAH C HACTOSINEH MHCTpyKIHMel
10OOYHBIX SBIEHUH U OCIOXHEHUH, KaK IPaBUIIO, He OTMEYaeTCs.

17. CAMITOMOB IIPOSIBIEHHUS HBIOKACTICKOH GONE3HU WIIH APYTHX IaTONOIHIECKIX
IIPHU3HAKOB IIPY IIEPEIO3UPOBKE BAKIIUHBI HE YCTAHOBIIEHO.

18. BsammMopelcTBre BakmUHBI C APYTMMH JICKAPCTBEHHBIMH IIpENapaTaMH He

YCTaHOBIICHO. 3a 24 yaca [0 IIPOBCACHKWA BaKIMHALIMHM METOJAOM BLIIIAHMBaHUI U B
TedeHue 24 9acoB II0CIIe ee 3dBCPUICHUA 3alIpeIiacTCsa UCHOJb30BaTh C BOJIOM Apyrue
JICKapCTBEHHBLIC IIpE€riapaTbl H ,D;C3I/IH(1)GKTaHTLI.




19. OcobennocTelt NOCTBAKIMHAIBHOM peakiy TPK MEPBHYHON MMMYHH3ALNH U
pEBaKLMHAIIMYI HE YCTAHOBIIEHO.

20. Cremyer wusOeraTb HapylleHHM cXeMbl (CPOKOB) BBEIEHHS BAaKIMHBL,
IIOCKOJIBKY 3TO MOXET MPHUBECTH K CHHMXKEHHUIO 3(D(PEKTHBHOCTH WMMYHOTIPO(QHIAKTUKA
HBIOKACICKOM  Ooje3HH. B ciyuae mpomycka ouepeHOrO BBEHEHHS BAaKI[HHBI
HEeOOXOIMMO MPOBECTH MMMYHHU3AIMIO KaK MOKHO CKOpee.

21. Msico OT BaKIMHHPOBAHHO NTHIIBI PEANU3YIOT He paHee, ueM depes 21 meHb
[I0CJIe MpOBelNeHUs BakuHauuW. OrpaHUyYeHUt 10 MCHOJB30BAHMIO SHUI[ OT
BaKIIUHWPOBAHHOM! NTHIIBL HET.

HaunmenoBanmue u anpec «3o0otc  Muk.» 2000 Poxdopn Poyx,
IIPOU3BOACTBEHHOM ILTOIIAIKH Yapnes Cuth, AtioBa, CIIIA / Zoetis Inc.
IIPOU3BOUTENS JIEKAPCTBEHHOTO 2000 Rockford Road Charles City,
Ipenapara Jyuisl BETEpUHAPHOTO Towa, USA.

IPUMEHEHHUS

HanMmenoBanue, afpec opraHu3anyy, 00O «3o03THCY, 123112, PO, MockBa,
YIIOJTHOMOYEHHOMU JIepKaTeeM Ilpecnenckas HabepexHasi, 1. 10.

PETUCTPALIIOHHOIO YJIOCTOBEPEHUS
JIEKapCTBEHHOT'O TIpernapaTa Ha
[IPUHATHE IPETEH3UH OT MOTpeOUTENSL.
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