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[0 BETCPHHAPHOMY IIPUMEHEHHIO JICKAPCTBEHHOTO Nperapara

Ho6umuc® Pucmasak + CA126

(Opranusauus-paspaborunk: Hatepser Murepremsn 5.B., Bum Jle Képpepctpaar
35, a/a31 5830 AA Bokcemeep, Hunepanmsl/ Intervet International B.V., Wim de
Korverstraat 35, P.O. Box 31 5830 AA Boxmeer, The Netherlands).
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I. OOuue cBeneHms

1. HawmeHoBaHHE JI€KapCTBEHHOTO TMIpenapara Ui BETEPUHAPHOIO
MIPUMEHEHHUS:

ToproBoe HaumeHoBanue: HoGwmmc® Pucmasak + CA126 (Nobilis® Rismavac
+ CA126)

MEXAyHapOAHOE HEMATCHTOBAaHHOE HAMMEHOBAHHE, BAKIHMHA IIPOTHUB 0OJIE3HH
Mapeka xuBas.

2. JlekapctBeHHas Qopma: 3aMOpPOXKEHHas CYCNEH3Hs IS LPHUTOTOBICHHSA
pacTBoOpa Ui HHBEKLIUM.

BaknuHa cOmepxKuT JKHBOM KJIETOUHO-aCCOLIMMPOBAHHBIM BHPYC OOJIE3HM
Mapeka (mramm CVI-988) u xuBOH KIETOYHO-aCCOIUMHUPOBAHHBIN BHPYC repreca
unnaeek (mramm FC-126), crabunmnzarop (CbIBOPOTKY KPYITHOTO POTaTOTO CKOTA) M
KPHUOTIPOTEKTOP (IUMETHIICYTH(POKCHT).

3. Ilo BHemHEMY BUAY BaklMHA MPEICTABIIAET COOOM CTOJIOMK 3aMOPOKEHHOI
TOMOI€HHOM MAaccChl, IPH OTTaMBAaHUHM — OJHOPOJHYIO CYCIICH3HIO OJIeIHO-PO30BOrO
I[BETA.

Cpok rogHOCTH BaKIMHBI B 3aKPHITOH YITAKOBKE MPOU3BOAUTENS 4 TOJa ¢ JAThI
BBINIyCKa IpH COOMIOAEHUM YCIOBHM xpaHeHus. Ilociie BCKpBITHSA aMmyn H
PacTBOPEHMS BaKIMHY MOKHO XPaHUTh B TEUCHHE 2 YaCOB IIPH TEMIIepaType OT 2 0 8
°C. Ilo ucreyeHun cpoka roTHOCTH BaKIMHA K MPUMEHEHHMIO HE IIPHIOIHA.

4. Bakumna pacdacoana mo 1000 wmm 2000 mo3 (1,8 cm®) B crexnmsHHbBIE
aMITyJiBl COOTBETCTBYIOIEH BMECTHMOCTH. AMITYJIBI C BAaKIMHOW 3aKpeIieHbl B
CHENMANBHEIX METAUIMYECKUX (PUKCATOPAaX U MOMEHICHBI B COCY A J(proapa ¢ »KuIKAM
azoroM. K kaxjaoMmy cocyany Jlproapa mpuiaraercsi WHCTPYKITHS 1O IPHUMEHEHHIO
BaKIUHBI HA PYCCKOM SI3BIKE.
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5. Bakuuny xpanar B cocyae [lproapa ¢ xuakuM a3oToM npu TEMIIEPATYPE HE
Bbie Munayc 100 °C.

6. BakiuHy clieiyeT XpaHUThb B HEAOCTYIIHOM IS I€TeH MecTe.

7. Ammynel ¢ BakuuHOH 0€3 3THKETOK, ¢ WCTEKIIHM CPOKOM TOJHOCTH, C
HAPYNIEHUEM LEIOCTHOCTH W/HWJIH TEPMETHYHOCTH, ¢ M3MEHEHHBIM TBETOM H/HJIM
KOHCHUCTCHLIUCH COMEPIKUMOr0, ¢ HATMYHMEM XJIOIbEB, IIOCTOPOHHHUX HpHUMeEcel, a
TaK)Ke BAKIMHA, MOJBEPIINAsACSH PasMOPAKUBAHUIO (OTCYTCTBHE TOPU3OHTAILHOIO
MEHHCKA), a TAKKe OCTATKH BAKIMHEI, HE MCIIONB30BAHHEIE B TEUCHHE 2 YaCOB IIOCIIE
BCKPBITHS aMITyJl, MOAJIEXKAT BEIOPAKOBKE M 00€33apaKHBAHHUIO IIYTEM KUIITUCHHUS B
Te4eHUe 15 MUHYT ¢ OCHeAYIOMEH yTHIH3ayei.

Yramusanusas — o6e3zapakeHHOM  BakmuHBI  He  TpeOyeT  coOimoneHus
CHEIHAIBHBIX MEP MPEeIOCTOPOKHOCTH, OHA TIOUICIKUT YTHIIM3ALMHA B COOTBETCTBHH
¢ TpeOOBaHUAMY 3aKOHOAATEIHCTBA.

8. Bakumny Hobuwmmc® Pucmasak + CAl126 ormyckaoT 6e3 permerra
BETEPHHAPHOTO BpaYa.

II. Buomoruueckue cBOHCTBA

9. Hobumuc® Pucmasak + CA126 — BeTepHHAPHBIH MMMYHOGHOIOTHYECCKHMIA
npermapar (BakIuHa).

10. Bakuuna BeI3bIBacT (POPMHUPOBAHHE MMMYHHOIO OTBETA K BO30YIHTEIIO
Oomne3snu Mapeka y mpIIAT Ha 14 CyTKH TOCiae OIHOKPATHOTO TNPUMEHEHES,
KOTOPBIH COXpaHSAETCA B TEUYCHHE BCErO IEPHOJA MPOAYKTHBHOIO MCIIOIB30BAHMS
TITHLL.

B opgrOll MMMyHU3HpYIOIEH [03¢ BakIMHBI cojaepxutcs He meHee 3,0 logg
BOE :kuBOro KieTouHO-acCOIMMPOBAHHOIO BHUpyca Oose3nu Mapeka (mramm CVI-
988) u me menee 3,0 logio BOE XHMBOro KIE€TOYHO-aCCOIMUPOBAHHOTO BHPYCa
reprieca wHAeeK (mramm FC-126).

Bakumna 6e3BpemHa, 1eucOHBIME CBOMCTBAMHU HE 00J1a1aeT.

III. Tlopsamox npuMEHEHUS

11. Baxkumna Ho6umuc® Pucmasak + CAI126 mnpensasHaueHa s
npodrIakTHKHA 00Ne3HH Mapeka y IBIIUIAT B TUIEMEHHBIX M TOBAapHBIX XO3iHCTBAX
Pa3IMYHOTO HAMPABJICHUS BHIPAIMBAHUA.

12. 3anmpemeso NpUBMBATh KIMHIYECKH OONBHYIO W/HIH OCIa0ICHHYIO MITHILY.

13. Ilpu pabote ¢ BakUMHOU CliemyeT cOOMOaTh OOmme IpaBWiia JIMIHOH
TUTHEHBI W TEXHHKH 0€30MACHOCTH, MPEAyCMOTPeHHBIE mpu pabore ¢
JEKapCTBCHHBIMU IperapaTaMu. Bce Jdma, yd4acTBYIOIIME B IPOBEACHUH
BaKIHAIIMY, JOJDKHBI OBITH OJI€THI B CIIELOACIKAY B 00ECIIeUeHbl MHIUBU Ty JTbHBIMHA
cpencTBaMu 3amuThl. B Mectax pad®oThl AO/MKHA OBITH anTeuka JoBpaucOHOM
TTOMOIIH.

Jis pabGotel ¢ cocydamu [lproapa, 3amnpaBiCHHBIMH O KHIKAM Aa30TOM,
JIOTIyCKaeTcsl TONbKO 00y4deHHbIM u arrecToBaHHbI mepconan. Cocyn /Jlproapa
HEOOXOMUMO JEPXKATh B BEPTUKAIBHOM ITOJIOXKEHHU B 3alMIIEHHOM OT BJIATH
XOPOIIO BEHTUJIUPYEMOM NOMEIIEHUH. [IJIA U3BJICUEHMA U3 KHAKOTO a30Ta aMIyJl ¢
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BAKIMHOM HEOOXOAMMO IIOJIb30BATHCS 3AIMMTHHIMH OYKAMH M MACKOH, a TaKKe
IepYaTKaMu | OEXKAON ¢ JUTMHHBIMA PYKaBaMH.

Ilo oxoHuaHuu PabOTH PYKH CIEAYET BBHIMBITH TEIIOH BOMON C MBLJIOM H
nepeopeThes. IlycThie aMmynsl M3-TIOJ JIEKAPCTBEHHOTO IIPEHapaTa MOJUIEIKAT
YTHIH32IUA ¢ OBITOBBIMEH OTXOAaMu. IIpH momajaHWk Bak(MHBI Ha KOXY H/WITH
CIM3UCTbIE OOOJNOYKH HX HEOOXOAMMO HPOMBITH OONBIIMM KOJHYESCTBOM YHCTOM
Bonapl. Ilpuw ciydaliHOM BBENEHHM Hperapara YeJOBEKY CleXyeT HeMEMICHHO
00paTHTBC B MEIUMIHHCKOE yupexkneHue (mpud cebe HMETh HHCTPYKIHIO IO
NPHMEHEHHIO [IPEIapara MM 3THKETKY). B cilygae pa3snuBa BakIMHEBI, 3apaKEHHBIA
Y49aCTOK I10JIa MJIM TIOYBHI 3a7MBAIOT PACTBOPOM NE3UH(MUIMPYIOIIErO CPEACTRA.

ITpu peskoii cMeHe TeMIepaTypsl aMITyJIbl MOTYT JIONHYTh. Pa3sMopaxuBaHue
BaKIWHBEL B TOpAYEd WM XOJOAHOM BOJE 3alpemeHO. Pexomennayercs
PasMOP@KUBATh AaMIIyJIBI IIyTeM OBICTPOrO TOTPYXKEHHS B BOAY KOMHATHOM
Temneparypsl (25-27 °C).

14. BakuyHa He ipefHa3sHa4YeHa U IPUMEHEHUS B TIEPHO SIALEKITAIKH.

15. BaxnuHanuy Mo UIexkar UBIIUIATA C CYTOYHOTO BO3pacTa (B MEPBBIE 9aCHI
’KA3HH) METOJOM IOJKOXHOIO BBEIEHHS B OOJIaCTh INEHM WJIH BHYTPHUMBIIIEYHOTO
BBEJICHUA B BEPXHIOIO TPETb BHYTPEHHEHM moBepXHOCTH Oeapa B obObeMe 0,2 mur
(0oHa IMMYHHU3HPYIOMA 1033).

HenocpencTBeHHO mepen NMPUMEHEHHEM aMITyJibl ¢ BaKIHHOM OCTOPOIKHO
U3BJIEKAIOT U3 cocya J[proapa B KOJIUYECTBE HEOOXOAUMOM I pabOTHl B TEUSHHE 2
9acoB ¥ OBICTPO pa3MOPakKUBAIOT, NMOTPYkKast WX B KOHTEHHEDP ¢ BOAOM, HArpeToi 1o
KOMHAaTHO# Temneparypsl (25-27 °C) Ha OJTHY MUHYTY.

Jls pacTBOPEHHUs BAKLUHBI MCHIOIB3YIOT pacTBOopuTens Hobumuc® TumyeHT
CA. Tlocne nogHOTO pa3sMOPaKUBAHKS BAKIIMHBI, aMITyJIbl HEMEIJIEHHO BCKPHIBAIOT,
OpH TOMOLIH CTEPHILHOTO TWIMPUI[A BECh OOBEM pPa3MOPOIKEHHOM BAKLUAHEI
MeUIeHHO, m30eras CHJIPHOTO MJaBJIEHWSA Ha TOPIIEHb, MEPEHOCAT BO (DIaKOHBI
(makeTsl) ¢ pactBoputesieM u3 pacuera 1000 no3 Bakumasl Ha 200 MiT pacTBOPUTELS.
3areM aMmyasl OJHOKPATHO ONOJACKMBAIOT PACTBOPUTENEM, KOTOPHIA HEPEHOCST
obpatHO BO (umakon (maker). BpamarenpHBIMH 4 ABIDKCHHSMH — aKKypaTHO
MEPEMEIIHUBAIOT COAECPKUMOe (hrakoHa (TIaKeTa), He JOIyCKas 0Opa3OBaHUSA MCHHL.
CHIIFHO HE BCTPSIXHABATH!

- TlogroroBneHHyl0 BaklMHY XpaHAT npu Temmeparype oT 2 1m0 8 °C u
UCIIOJIB3YIOT B TEUEHHE 2 YacoB, MPEHOXPAHIS OT ASHCTBHA TMPSAMBIX COJTHEUHBIX
ayuelt. [To mepe He0OX0AMMOCTH, HO HE PEXE, YEM MOCHE BaKIMHAIMU Kaxasrx 100
IBIUIAT, COIepKuMOe (hjIakOHOB (IIAKETOB) TMEPEMEUIHBAIOT MJId O0ECIeUSHHS
OJTHOPOJHOCTH KJIETOYHOH CYCIIEH3HH.

JUid BakUWMHALMKA HCIOIB3YIOT OJHOPA30BBIE MINPUIBI W HWIJIEI, Ju0O
MHOTOPA30BBI€ I[NIPUIBI ¥ HIJBI, KOTOpHIE IIepe] BAKIWHALMECH CTCPHIIH3YIOT
KursiueHneM B TeueHue 15-20 mMunyT. Paspemaercs uCmOIb30BaHUE CITEIHATIBHBIX
ABTOMATUYECKUX WHBEKTOPOB, KOTOPHIE CTEPWIM3YIOT (prmamOupoBanmeM. Mecto
BBEJICHU:A BakIUHEI 00pabatsiBaeTcsa 70% CIIUPTOM MM JPYTHEMY aHTUCEIITUKAMH.

s  crepwnmm3anud  MHBEKIMOHHOTO O0OpYJOBaHUS HE  JIOMYCKAaeTCs
MIPHMEHEHHE XUMHUIESCKHX Ne3HH(PUIUPYIOMHMX CPESICTB.
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16. Ilobounble SBICHUS M OCIOKHEHHMs NPH NPUMCHEHHH BaKIWHBI B
COOTBETCTBUHM C HACTOAIMEH MHCTPYKUHWEH, KAk IPaBUIIO, HE OTMEUYAIOTCH.
BaknuHEpOBaHHEIX [BIIUIAT B TeueHue 28 CYTOK HEOOXOIUMO COIEPXKaTh
M30JIUPOBAHHO OT MNTHL[ JPYTHX BO3PACTHBIX TPYII VISl MCKIFOUEHMS 3apaskKCHHS
HOJIEBBIM BO30y quTeNneM GomesHn Mapeka.

17. Camnromsl nposBieHHS Oosiesun Mapeka WM Ipyrue NaToNOTHYSCKHUe
NIPU3HAKH IIPU NIEPEAO3UPOBKE BAKIIMHBI HE YCTAHOBJIEHHI.

18. Jlannslie 1o 3¢¢eKTUBHOCTH U GE30MACHOCTH [IPK IPUMEHEHHH BaKIMHEI
Hobunuc® Pucmasak + CAl26 COBMECTHO C JPYTHMH JICKAPCTBEHHBIME
[IpenaparaMy OTCYTCTBYIOT. PellleHne O NpUMEHEHHH BakKLMHBI O WIA I0CIE
TIPUMEHEHHA APYTMX JIEKADCTBEHHBIX IIPENApParToB IIPUHUMACTCS BETCPHHAPHBIM
BPa4yOM B HHAUBUIYAJIHHOM TIOPSJIKE.

19. OcoGeHHOCTEH IOCTBAKUMHANBGHOW pPEAKIMH TNPY HMMYHU3ALMHA HE
YCTAHOBJIEHO. |

20. Crenmyer us0erarh HapyIeHHs PEKOMEHIOBAHHOIO CPOKA HPOBEICHHUS
BaKIHHALUM, ITOCKOJBKY 3TO MOXET IIPHBECTH K CHIDKEHHIO 3S((eKTuBHOCTH
uMMyHotnpodunakTuku 60e3sn Mapeka.

21. Ilponyxtel y60d M AHIO OT BAaKUIMHMPOBAHHOM MNTHIEI PeaIM3yIOT 0e3
OTPAHUYEHUS HE3aBUCHMO OT CPOKOB BAKITHHAIHH.

HaumenoBanus 15§ angpeca WHaTtepser WUnTepnemmnn b.B., AmbOaxTcTpaar 2,
TPOU3BOICTBEHHBIX mnomanok 4, 5a 3732 CN, Jle bunrr, Hunepnaans/
TIPOM3BOJUTENA  JiekapcTBeHHOTO Intervet International B.V., Ambachtstraat 2, 4,
npenapara i BeTepuHapHOro 5a 3732 CN, De Bilt, The Netherlands;
IPUMCHEHUSA:
HWurepser HWarepnemnn bBb.B.,, Bum [e
Képeepcrpaar 35, 5831 AN bokcmeep,
Hunepnanast / Intervet International B.V., Wim
de Korverstraat 35, 5831 AN Boxmeer, The
Netherlands;

Mepxk apn 388 Joym Suuman Xeme CJI., C/
Lermmemur 6, Ilomuroso Wapmactpman Oib
MownraneBo I, Ilapcema 38, KapGaxoca-ne-ia-
Carpana, 37008, Canamanka, Mcnanus/

Merck Sharpe & Dohme Animal Health SIL.,
C/Zeppelin 6, Poligono Industrial E1 Montalvo
I, Parcela 38, Carbajosa de la Sagrada, 37008,
Salamanca, Spain.
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Haumenosanue, anpec opranmsaumn, OOO  Hurtepser  (Poccus, 143345,
YIOJTHOMOYCHHOH JepykaresieM wWinu  MockoBckas obuactb, Hapo-®omunckuii

BIIAACIIbIIEM PETUCTPALIMOHHOTO  paiioH, TOC. CensaruHo, yiI.
YIOCTOBEPEHHS naexapcTBeHHoro IIpomeimnennas, nom 81/1).

Ipernapara Ha MPUHATHE MPETeH3UH OT

MOTpeOUTENS:

C cornacoBaHMEM HACTOAIIEH MHCTPYKLMH, YTPAUYUBAET CHILy MHCTPYKIHS IO
npuMeHeHnro  Bakimuel HoOumac® Pucmasak + CAI126, cornacoBadHas
Poccensxo3nanzopom 01.03.2017r.

JIUPEKTOpP 1O PETYJIATOPHBIM BOIPOCAM
00O «HuTepBETY

k! \(b CamouepHoBa A .B.
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