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NPOTHB MH(EKIIMOHHON GypcanbHoM O0Ie3HY KUBOH
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Hsto-xepen, 07932, CILIA / «Zoetis Incy, 100 Campus Drive , Florham Park, New
Jersey, 07932 USA)

[. OO6uue cBeeHUs

1. Toprosoe HaumeHoBanue: Bypcammtekc (Bursaplex).

MesX/TyHapoJHOEe HEeNaTeHTOBAHHOE Ha3BaHHE: BAKIMHA IIPOTUB HH(EKIHOHHOM
OypcanbHOM 00JIE3HM KUBASL.

2. JlexapcTBeHHast ¢opma: JIHOGHIM3AT [AAA IPUTOTOBICHUS pacTBOpa JUld
HUHBEKIIUH.

BakupHa wmsrotopieHa U3 romorenara Tymek —CIIdD-smMO6puoHOB  Kyp,
MH(HUIEPOBAHHBIX ATTEHyMPOBAHHBIM BHPYCOM HH(EKIHOHHOH OypcanbHOH GonesHH
(BB, mTamMm 2512) B KOMIUIeKce ¢ aHTUTeTaMu K Bo3Oynuremo UBb (runepummyHHOM
cbiBOpoTKH KpoBH CIIM-1BIiAT), ¢ KoOapleHHEM CTaOMIM3aTopa, B COCTaB KOTOPOTO
BXOIAT:  caxapo3a,  JIaKTalsOyMHHA  THAPONM3aT,  MOHOKamus  L-rioyramar,
OHO3aMEIIEHHBIN 6e3BoHEIN (hocdaT Kamus U BoJa I UHBEKIHA, a TAK)Ke PeHTaMUIIMH
B KayecTBE KOHCEPBAHTA.

3. Ilo BHemHeMy BHMIY BakIMHA IIPEACTABIAET COOOH CyXyiHO ONHOPOLHYIO
IIOPUCTYIO MacCy CBETIIO-KOPUYHEBOIO IBETA.

CpoK TOJHOCTH BakKIMHBI 24 Mecsla C JaThl BBITYCKa IPU COOJIIOEHUM yCIOBUI
XpaHEeHHs ¥ TPaHCIIOPTUPOBaHUs. J[omycKaeTcss IPUMEHEHHE BAKIIMHEI B TEYEHHE 2 9acoB
nociie BCKpuITHS (uiakoHa. [To McTeyeHHM cpoka rOJHOCTH BaKIMHA K MPHUMEHEHHIO HE
MPUrOAHA.

4, BaxiHa pacdacosana no 1000, 2000, 8000 mpusuBHEIX 103 (2,0; 4,0 1 16,0 oM’
COOTBETCTBEHHO)* B CTEKJISHHbIE (TAKOHBI COOTBETCTBYIOUIEH BMECTUMOCTH. (DIIaKOHBI
BaKyyMHPOBAaHBl M TIE€PMETHYHO YKYIOPEHBI PE3UHOBBIMH IMPOOKaMH, YKpPEILIEHHBIMH
ATFOMUHUEBBIMU KONIIIaYKaMH.

* 06peM 10 Hodunu3aLuu




Onaxonsl ¢ Bakumeol no 1000 w2000 no3 ymakoBaHel B KapTOHHEIS
xopobxu, a 1o 8000 mo3 — B TpaHCIOPTHBIE KOPOOKU. B KakIyro KOpoOKY BKIAABIBAIOT
HHCTPYKIHIO IT0 MPUMEHEHHIO BAKIMHBL Ha PYCCKOM S3BIKE.

5. BakumHy XpasiaT ¥ TPaHCIOPTHPYIOT B CYXOM TEMHOM MECTE NPH Temileparype
ot 2 °C no 7 °C. 3aMopaxyBaHie BakKIIUHbI He JOIYCKAETCA.

6. Bakiuny ciellyeT XpaHuTh B MECTax, HeKOCTYIIHBIX s JeTel.

7. diaxkoHBl ¢ BaKIMHONR 0e3 STHUKETOK, ¢ HCTEKIIHM CPOKOM I'OHHOCTH, C
HapylleHeM IEeOCTHOCTH HW/MAH TePMETHYHOCTH YKYIOPKH, ¢ HW3MEHEHHEIM I[BETOM
W/ KOHCHCTEHIMEH  COACPXWUMOro, ¢ HaldddeM [OCTOPOHHUX  IpHUMeceH,
NONBEPTIIYIOCH 3aMOPAXKUBAHUIO, & TaKKE OCTaTKM BaKIMHBI, HE HCIONB30BAHHEIC B
TeueHHe 2 YaCOB IOCIE BCKPhITHA (NaKOHOB, HOMTEXAT BRIOPAKOBKE U 00€33apasKMBaHMIO
MyTéM KMIIg9eHHs B TedeHue 20 MuHyT wni obpaborke 2% pacTBopoM IIeno4y uiH 5%
pacTBopom xnopamuHa (1:1) B Teuernne 30 MEHYT.

Vrrnuzams 06e33apakeHHON BakKUHUHEL He TpeOyeT coOMI0AeHI: CTIENHATBHEIX Mep
IPEIOCTOPOXKHOCTH.

8. OtmycxaeTes 6e3 pelelnTa BETePUHAPHOTO Bpayda.

I1. buonmorpdeckre cBOMCTBA

9. dapmakoTeparieBTHUECKas TPyIHIa: MMMYyHOOHONOTHYECKUE JEKapCTBEHHEIS
Ipernaparsl.

10. Bakuusa seizbiBaeT GopMEPOBAHHE UMMYHHOIO OTBeTa X Bupycy Ubb vepes 7
CYTOK [OCIe OJHOKPATHOTO NpPUMEHEHHs, KOTOPBIA COXPaHJETCS B TEUEHHE BCEro
TIEPUONA XKHU3HH.

BBeneHue B COCTAB BaKIMHBI antuTed ¥ BHpycy VIbb obecneunBaer ee NONHYyIO
Oe30macHOCTh M HOBEIHAET 3(QQeKTHBHOCTH B pesyabTarTe (opmuposaHuil Oonee
BRIPAXEHHOIO HMMYHHOTI'O OTBETA.

B onnoit uMMyHn3MpYOIIeH 103€ BaKUUHEL Bypcanieke CoAepKUTCH HE MeHee

2,0 lg U5, Bupyca UGB (urramm 2512) u 24 epunun anTuTen k supycy Ubb.

Baknuna Ge3spenna, jieueGHEIME CBOMCTBAMH He 00/Iazaer.

. Tlops#nox npuMeHeHUs

11. BaxiuHa mpepHasHadeda U9 TpO(QINIAKTHKA HHOEKIMOHHOH OypcanbHOi
GonesHu B HEOHATOMOMYYHEIX H YIpOXaeMBIX HO HaHHOH OONesHH IITUHEBOTUSCKUX
XO3sICTBaX PazIUYHOrO HallpaBIeHUsl BRIpAIIMBAHUL.

12. 3anpemaercs IpUBABATE KIHHUICCKH OONBHEIX H/HIIM OClabIeHHBIX IBNLIST.

13. BakuuMHAIMY TIO/UIeKAT UBIUIATA CYTOMHOrO Bo3pacTa (IlepBBIe Yachl JKHM3HH)
AN SMOpHOHE! 18-19-TH CyTOYHOTO CpOKa HHKYOAIlHH.

KypuHbiM 3MOpHOEAM BaKUUHY BBOAAT METOAOM in 0Vo, UBIIIATAM — TOJIKOXKHO.

B KkauecTse PACTBOPHTEIS HCHONHIYIOT BOLY M HHBEKIUA M (U3HOTOrHIeCKUH

pacTBop.



Conepxumoe (praxoHa ¢ BaKLMHOM  pacTBOPSIOT uz  pacuéra 10600
NPHBHBHEIX 703 Ha 200 Mu pactsopuTers (U1 MMMYHH3AIHK CYTOYHEIX LBIUIAT) WK
4000 IpHBUBHBIX 103 Ha 200 M pacTBOPUTENS (JUIA BBENEHUS BAKIWHLI B SMOPHOHET).

Memoo ummynuzayuu in ovo

DMOpUOHE! Kyp pacloNaraloT BO3AYIIHOH Kamepoli BBEpX M HpH [TOMOIIH
CIIeUANBHONO ABTOMATHYECKOTo YCTpoWcTBa (HampmMep, «Embrex inovoject»),
IpEeNHAZHAYEHHOTO IS BaKUWHAIMY 71 OVO WK INIPHI2-aBTOMAara, I€pe3 BOZAYIIHYIO
KaMepy HMHOKYIHPYIOT B aJLIaHTOHCHYI0 nomocTe 0,05 cM® [IOATOTOBICHHON BaKIIMHBL.
Tlocine LpOBENEHHS BAKUHHAIMH, Ui NPETOTBPALICHHUA OXMAXACHHS dMOPMOHOB, WX
creyeT He3aMeTHTENEHO TOMECTHTE B HEKYOaTop.

TodxosicHbiti Memoo

[[puinsaraM BakilMHY BBOEAT OJHOKDPATHO MNOJKOXKHO B BEPXHIOK TPeTh IIEH B
ofseme 0,2 oM, cobionas TpaBuia acenTUky. pUieHka QUKCHPYIOT 3a LIEK TOYHO Y
OCHOBAHMS TONOBHI, CKIAAKy KOKH B 3T 06JIacTH OCTOPOKHO IPUNICAHEMAIOT OONBIIAM
U yKa3aTenbHEIM naibiamu, Wy (pexomenayemsrit pasmep 20G wm 22G, ol 0,95-
1,27 cM) BBOJIAT B KayZalLHOM HAIPABICHUH (OT rONIOBEL), M30eras ee nonafanus B TOMIY
KOXU, MBIITIEL, TO3BOHKY.

JIng BakHMHALMY HCIIOIB3YIOT OOBMUHBIE MM IMONYaBTOMATHISCKHUE LUTIPHITB! HIJIBL,
KOTOPBIE CTEPHNM3YIOT KHMIAUCHUEM B ANCTHLINPOBAHHOH Bojle B TeHUeHue He MeHee 20
MHH (HE ROIMyCcKaeTcs INpUMEHEHHe J[UId CTepHIHM3aluH MIPHLOB  XHMHYSCKUX
JE3UHQUIMPYIOLHX cpenicT). JomycKkaeTes HCIONb30BaHIe ONHOPA30BhIX LINPHIER.

14. CuMIITOMOB TIpOSBIEHHS HH(QEKUHOHHOH OypcanbHON OONE3HH MM JIpyIruX
IIATOOTHYECKHX NTPUIHAKOR IPHU IePEA03UPOBKE BAKIMHE HE YCTAaHOBTIEHO.

15. OcobesHocTed HOCTBAKUIMHAIBHON pPeakiMK He YCTaHOBIICHO.

16. BakuuHa He OpeiHasHayeHa Ui NPUMEHEHMS HTHIE B IIEPHOJ AHIICKIAIKH.

17. CnexyeT u3berars HapyueHEHs ¢XeMsl (CPOKOB) BBEJCHHs BAKLMHEI, TOCKONBKY
3T0  MOKET [pPHBECTH K CHIDKeHHIO S(GEKTHBHOCTH  HMMYHOUPO(HIAKTHKH
uHpexnuonto¥t Oypcanpuol GoiesHu. B cnydae npomycka ¢poKa BBeJSHHS BaKIUHEBI
HeoOGXOAUMO TIPOBECTH HMMYHHM3AMUIO KaK MOKHO CKopee.

18. Ilpy mpuMeHEHWH BaKIMHB! B COOTBETCTBHM C HACTOSHIEH HHCTPYKIUEH
HOGOYHRIX SBICHUH 1 OCIOKHEHUM, KaK IIPaBHII0, HE OTMEYAETCH.

19. BzaummopelicTBHEe BakOUHBL C APYIUMM JISKAPCTBCHHBIMHU IIperapaTaMd HE
YCTaHOBIIEHO.

20. Msco ¥ IpoAyKTH yOOs 0T BAKUUHUPOBAHHOM ITTHIB! PEATIU3YIOT HE paHee, YeM
yepes 21 geHk Docne MpoBeieHNd BakUuHALuy, OrpaHrveHuH 110 HCIONb30BaHUIO AU OT
BAKLIWHUPOBAHHOMN IITHLILI HET.

IV. Mephl THYHOK IpoQUITakTHKY

21. TIpu pabote ¢ BaKUHHOM craeyer cobmonars obiuue npasHuia JIMYHOR THIHEHE
W TEXHMKM O€30MacHOCTH, IPeNyCMOTpeHHble mpum padoTe ¢  JIeKapCTBEHHBIMHA
npenaparaMi BeTEPHHAPHOI0 Ha3HAYEHUS.



22. Bce nuua, ydJacTBYIOIIME B [IPOBEACHUH BaKI[MHAIIMK JOJIKHBEI OBITH
obecrieueHbl CIEIOAEKION (PEe3WHOBBIE Camlord, Xanar, OploKM, TIOJIOBHOW Yy6op,
NepYaTKd) W WHIWBUIYATbHBIMHA CpEACTBAMM 3allUTBl (OYKM 3aKpBITOrO THIIA,
pecnmpatopsl). B Mectax paGoTs! JoIDKHA OBITH anTeuka A0BpadeOHOM OMOLIH.

23. Ilpu ciny4aifHOM TIONAJaHUM BaKUUHBI Ha KOXY MW/MIIM CIU3UCTHIE
060/10YKH, UX HEOOXOAUMO MPOMBITH OONBIIUM KOJIHWYECTBOM YHCTOM BOABL. B ciydae
pasNuBa BaKIUHBI, 3apaXEHHBIM yJacTOK T0JIa HJIM I0YBBI 3aIHBAIOT 5% pPacTBOPOM
XJIopaMHuHa WK 2% pacTBOPOM €JIKOT0 HATpPHUs.

HaumenoBaHue U ajpec - «3o03tuc Mux.» 2000 Poxdopn Poyx,
IIPOM3BOJICTBEHHOM IUTOIIAKU Yapne3z Cuty, AiioBa, CIIA / Zoetis Inc.
IPOHM3BOAMTEIIS JIEKAPCTBEHHOT'O 2000 Rockford Road Charles City,
nperapara Julsl BETEpUHAPHOTO Towa, USA.

IpUMEHEHHUS - Charles River Laboratories, USA

- 3oatuc On 3n Cu, 601 B. Kopuxackep
Xaiipoit, JluakoneH, HeOpacka, 68521,
CIHIA / Zoetis LLC, 601 W. Cornhusker
Highway, Lincoln, NE 68521, USA.

Haumenoanue, agpec opraam3anuyd, OO0O «3o03tucy: 123317, PO, Mocksa,
YIOJTHOMOYEHHOM JiepiKaTeneM [Tpecuenckas HabepexHas, 1. 10.
PEerucTPalOHHOTO YIOCTOBEPEHHS

JIEeKapCTBEHHOI'O IIpernapara Ha

IPUHATHE IIPETEeH3UN OT OTpeOUTENs.

Uuctpykuust paspaborana kommanueidl «Zoetis Inc.» (100 Campus Drive,
Florham Park, New Jersey, 07932 USA) coBmectHO ¢ OOO «303THCH.
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PexomennoBano k peructpaiuu @I'bY BI'HKH.
C yrBepkaeHHeM Hactosuled MHCTpykuuu yTpauuBaeT cuiny HMHCTpykuus 1o

NpUMEHEHHUI0 BakIMHBl Bypcamnekc, yreepxkaeHHas Poccenpxo3HaazopoM 9 anpens
2015 rona.




