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HMHCTPYKIIUA
110 BETEPMHAPHOMY NIPUMEHEHHUIO JIeKapcTBEHHOro npenapara Hobumuc® ND C2

(Opranuzanus-paspadotunk: Matepser Uurepuemnn b.B.,
Bum Jle Képsepcrpaar 35, a/a 31 5830 AA bokemeep, Hunepnan el /
Intervet International B.V., Wim de Korverstraat 35, P.O. Box 31 5830 AA Boxmeer,
The Netherlands).

HoMep perucTpamonHoro yoctopepenus: ik - /- /6./5 - 7304 NI780-p-3.€ /‘9/ 2

[. O6mue cBeneHus

1. HaummeHoBaHWe JIEKAPCTBEHHOTO IHpenapara Uil  BETEPHHAPHOTO
NPUMCHCHUS:

Toprosoe HaumeHosanue: Ho6umac® ND C2 (Nobilis® ND C2)

MEKlyHapOHOE HEMATCHTOBAHHOE HAaMMEHOBAHHE: BaKLMHA NPOTUB OOJIE3HH
Herokacna xuBas cyxas.

2. JlexapctBeHHas (opma — muodmiM3ar Uid NPUTOTOBJIEHUS CYCIICH3UU I
WHTPaHA3aJIbHOTO/OKYJIIPHOI'O BBEICHHUS ¥ IPUMEHEHHS CIIPEH-METOIOM.

BaknuHa H3rotopjieHa M3 aMHHOH-aJUIAaHTOUCHOH >xujkoctu CIID-3MOproHOB
Kyp, HUHQHIMPOBAHHBIX HMBBHIM aTTEHYHPOBAHHBIM BHUpycoM Oosie3nu Hprokacna
(mrramm C2).

B oxHOM 103¢ BaKIMHBI COACPKHUTCS JACHCTBYIOHNIEE BEIIECTBO: IKHUBOM
aTTeHyMpoBaHHBIN BUpYC Oosiesnn Hptokacna (mramm C2) He menee 5,7 logio OH 5o
¥ BCIOMOTaTelibHbie  BEIIECTBA:  COPOMTOJN,  TUAPOJIM30BAHHBIA  JKEJIATHH,
NaHKPEATUYECKUH THAPOJIM3AT Ka3ewHa, AuHATpusa ruapodocdar auruapar ¥ BoAa
OYHIIICHHAA.

3. Ilo BHemIHEMY BHIy BaKIWHA NPEJICTABISICT COOOH CyXylO0 OJHOPOIHYIO
IIOPHCTYIO Maccy OT 0€JI0ro 10 CBETI0-0€XKEBOTO IBETA.

CpoOK rOJHOCTH BAaKIIMHBI B 3aKPHITOH YIaKOBKE MPOM3BOJAMUTENS COCTAaBIACT 24
Mecsla ¢ JaThl BBHIITYCKA MPH COOJIOJACHHH YCIOBHH XPaHEHUH W TPAHCIOPTUPOBKH.
Bakiuny cieayer HCIOJIB30BaTh B TeueHHWE 3 4acoB mocie pactsopenus. llo
UCTEYCHHH CPOKA TOJAHOCTH BAaKIIMHA K IPUMEHEHUIO HE IPUIO/HA.

4. BakumHa pacdacosana mo 1000, 2500, 5000 no3 (mo 2,4 cm’- oGbeM 10
nmMouIK3anKMu) B CTCKISHHbIC (yiakoHbl. (DJIakoHbl € BaKUMHOW YKYIOPEHBI
rajgo0yTHIOBBIMH PE3UHOBBIMH NMPOOKAMH, YKPEIUIEHb! AJIFOMHHHEBBIMU KOJIIIAYKaMH
U YIAaKOBaHbI B KAPTOHHYIO KOPOOKY C BIIO)KEHHEM MHCTPYKLUH O NPHMEHEHHIO
BaKILMHbI HA PYCCKOM SI3BbIKE.
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5. XpaHuTh B 3aIIMINEHHOM OT CBETa MecTe npu Temmeparype ot 2 10 8 °C. He
3aMOpPaXUBATh.

6. BakiuHy crienyeT XpaHUTh B HEAOCTYITHOM JUISL I€TEH MecTe.

7. D1akoHBI ¢ BaKIMHOU C UCTEKIIUM CPOKOM TOJHOCTH, OCTAaTKH BAKITUHBI, HE
UCIIOJIb30BAHHOM B T€YEHHME 3 4YacOB IOCIE PACTBOPEHUS, MM OTXOIBI, BO3HHKIIUE
oc/ie TPOBEACHUs BaKIMHAIMK, TONIEKAT YTWIH3alMA B COOTBETCTBHH C
TpeOOBaHMAMM 3aKOHOAATEILCTBA (HAIPUMEP, MOCPEACTBOM KHILTYCHHUS, COKHATAHUS
UK IIyTEM IOIPYKEHUA B COOTBETCTBYIONIEE AC3UH(DMIIMPYIOIEE CPEICTRO).

8. Bakunny Ho6umuc® ND C2 ornyckaror 6€3 perenTa BeTePHHAPHOTO Bpaya.

II. bronoruueckue CBONMCTBA

9. Hobmmc® ND C2 — umMmyHOGHONIOrHUecK it TeKapCTBEHH b IIpenapar i
BETEPUHAPHOTO IPUMEHEHUS (BaKIIMHA).

10. BakuuHa BBI3BIBAET GOpMUPOBAHHE MMMYHHOTO OTBETA K BHPYCY OOJIC3HH
Hprrokacna uepes 14 naHeH mocne BaKIMHAINH, KOTOPBIM COXpaHIETCSI HE MeHee 42
JTHEH.

Bakuuna Oe3BpeiHa, ieueOHBIMHE CBOMCTBAMHU HE 00J1aqacT.

III. ITopsanok mpUMEHEHUA

11. Bakmuaa Ho6umac® ND C2 npepdasHadeHa A7d aKTUBHON MMMYBH3ALHH
IBIIUIAT C IEJIFI0 CHUIKCHHS KIIMHHYECKUX TPOSBICHUA U CMEPTHOCTH, BBI3EIBAEMBIX
BUpycom Oone3nu Hrrokacna.

12. 3anpemraercs npUBHMBATh KIMHUYECKA OOJIBHYIO HW/HIM OCTA0JICHHYIO
TITHULLY.

13. IIpu pabote ¢ BakuuHOI cnexyer coOmogaTh o0mUE INpaBWja JTUYHOU
TUTHEHBl MW TEXHUKA O€30macHOCTH, NPEIyCMOTPEHHblE TIpd pabotre ¢
JIEKapCTBEHHBIMHU IIPEMapaTaMy [Uisi BETCPHHAPHOTO NpUMEHEHWs. JKHBbIC BaKIIMHBI
npotuB Gosye3Hr Hprokacima MOTYT BBI3BAThH JIETKMH TIPEXOMAMUN KOHBIOHKTUBHT Y
HepCcoHala, TPOBOIAIIErOo BakuuHaiuio. Jis npegoTBpamieHus STOr0 ClenyeT
IMPHHATH COOTBETCTBYIONINE MEPHI MPEAOCTOPOKHOCTH (MCIIONB30BATh CIEHOACKIY H
WHAUBHAYAJIbHBIC CpEICTBA 3amuThl). Ilocime mNpoBeAeHWS BaKIMHALMH CIEIYET
BEIMBIT M IIPOAC3HHOGHUIMPOBATs PyKH U obopynosanue. Ilpu cnyualitHoM BBeACHUHN
IperapaTa 4ejlOBeKy CIEAYeT HEMEMAJIEHHO OOPAaTUThCA B MEIUIMHCKOE YUPEKICHHUE
(pu cebe MMETh MHCTPYKIUIO 110 MPUMEHESHHMIO TIpernapara 1l STUKETKY ).

14. He pekoMeHIyeTCst UCIIOJIB30BAHUE BAKIMHBI B EPHOJT AUIIEKIAZKA B CBA3H
C OTCYTCTBHEM JAHHBIX 110 IPUMEHCHUIO BAKIMHBI B TICPHOM AHIICKIIAIKH.

15. BakmuHanmu mojyrexaT HBIIIITa, HAa9uHas ¢ CYTOYHOTO Bo3pacTa. Baknuny
IPUMEHSIOT HHTPAHA3AJIBHO/OKYJIIIPHO WITH cripeii-meTonoM. Beoasar 1 no3y (He MeHee
5,7 logio OU]/lso Ha mrHmy). Ilocmenyromue CPOKM PEBAKLMHALMK ONPENEILAIOT B
3aBHCHMOCTH OT OIH300THYECKOH CUTyallunm B XO3sicTBe. PekoMeHayercd
peBakumHanus uepe3 2-3 Hemenw BakuumHOM mnpotusB Oonesnm Herokacna wus
JICHTOTEHHOTO ITaMMa, Hanpumep Bakmuuoi HoGumuc® ND Clone 30 ¢ uenbio
YCHJICHUA UMMYHHTETA.
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HHTpaHa3aibHBIH/OKYISPHBIH METON

JUid MHTpaHa3aibHOTO (OKYJAPHOTO) METOAA BBEACHHS BAKIHHA MOXKET
npumenatees ¢ pacrBoputenem Oxyno/Haszan. Ilepen npumenenmem 1 dmaxon
BakiuHbI (1000 wm 2500 mo3) pacTBOpsIOT B 1 (hiakOHE COOTBETCTBYIOMIETO 0OBEMA
pactBoputena Oxyno/Hazam (i pactsoperus 1000 wma 2500 o3 Bakuwabl). s
oTor0 (pIakOHBI € BAaKIUHOH M PACTBOPUTENEM COCAHMHSIOT TIPH TIOMOIIHU
MPUJIAraeMoOro K PAaCTBOPUTCIIO IUIACTHKOBOTO IEPEXOTHHMKA, OOBEIMHIIOT U
TINATEIBHO B30ANTHIBAIOT COAEpkuMoe. Pa3BeneHHy0 TakuM 00pa3oM BaKITHHY IIPH
IOMOIIM aNIUIMKaTOpa 3aKalblBalOT B HOCOBYIO HICIlb WJIM HAHOCAT Ha KOHBIOHKTHUBY
B obpeme ~0,03 mn (1 xamma). ['onoBy upimieHka AEp)Xar B TOPHU3OHTAIBHOM
NIOJIOXKECHHH B TeueHue 1-2 cexkyna. Ilpu 3akanpiBaHuy BaKIMHBEI B HOCOBYIO IIEIh,
JPYTYIO HO3JPIO 3aKPHIBAIOT NAJIBIIEM.

JlomyckaeTcst  pacTBOPEHHWE  BAaKIUHBI  CTEPUJIBHBIM  (DPM3HONOTHICCKHAM
PacTBOPOM M MPUMEHEHUE CTAHAAPTHOM MIa3HOM NumeTku ¢ oobemom kamu 0,05 mn
i 0,03 mut. J{s storo 1000 o3 Bakipasl pacTBopsioT B 50,0 M1 Tpy 00beMeE Kariu
0,05 mn, wmm B 30 M npu obbeme kamum 0,03 My, M 3aKalbIBAlOT OFHY KaILUIO B
HOCOBYIO IIEITh HJTH HAHOCST Ha KOHBIOHKTHBY.

Cupeti-meTon

BakupHaumMio OpOBOMAT P IIOMOIIH  CHEIHANBHBIX  PACIbLIUTENCH.
Pacipimarens  qoJbKHBI OBITH  KOPPO3HUHHO-YCTOMUMBEL, HE COJEPIKATh OCTaTKOB
JNe3MH(EKTaHTOB W  HCIOJIB30BATBHCSI TOJBKO JUIS  BaKIMHAIIMH. BO3MOXHO
HCIIONIB30BAHUE  CICIHAGHBIX  a3pPO30JIGHBIX TE€HEpaTopoB, O€30macHBIX  JUIS
IIPOBCICHUSA BAKIIMHALMY TITHII.

PaGounii pacTBOp BaKIMHBI T'OTOBST HENOCPEACTBEHHO IMEpe] MPUMEHEHHEM,
HCIIONB3YSl YHCTYIO TIMTHEBYIO BOJY. (DIaKOHBI ¢ BAKIMHOM HEOOXOQMMO OTKPHIBATH
IO/, BOAOM. B 3aBHCHMOCTH OT BO3pacTa ITHIF BAKIIMHY PACTBOPAIOT M3 pacdyera OT
200 mit o 500 M Boasr Ha 1000 mo3 m TmarenbHO nepeMentuBaioT. OO0beM BOABI Uit
PACTBOpPEHHA JOKEH OBITh JOCTAaTOYHBIM JUIsI OOECHEUEHUs PaBHOMEDPHOIO
pacrpeesicHis BAaKI[MHBI IPH €€ PACNbUICHNH HaJ NTHIAMH. BakuuHy paBHOMEPHO
pacmeUIsioT Hanm ntunedt Ha paccrosHum 30-40 cM mpH DOMOINM TE€HEPaTOpPOB
(pacmbumTENIEH), IPH 3TOM HE0OXOAUMO 00ECIEUNTh CKYUSHHOE Pa3MEHICHHE ITHIL.
Pacnbimuteny HOJDKHB OBITh KOPPO3UHHO-YCTOMYMBHEI, HE COAEPKATh IMOCTOPOHHUX
YaCTHI[, OCTATKOB Je3UH(EKTAHTOB M MCIIOIH30BATHCS TOJHKO I BAKIMHALHH.

16. IloOouHple SABJIEHHS M OCJOXHCHMSA IIPU IPUMEHEHUM BaKIMHBEL B
COOTBETCTBHH ¢ HACTOAMICH MHCTPYKIHEH, KaK IIPABUIIO, HE OTMEYAOTCA.

17. I1aToorn4ecKkux NpU3HAKOB IPH MEPEIO3UPOBKE BAKIIUHEI HE BBISBIICHO.

18. B03MOXHO OJHOBPEMEHHOE MMPUMEHEHME ¢ BakimHaMu Hooumuc® npoTus
Oonesnn Mapeka, mH(PEKIHOHHOrO OpOHXHMTA Kyp ¥ HH(EKIHOHHOW OypcanbHOH
00JIe3HM, HE CMENIMBAS BaKIUHbI. 3alpemacTcs MTPUMEHEHNE PYTUX BAKIUH IIPOTUB
uH(pEeKIMOHHBIX 00JIe3HeH PeCTUpaTOPHOro TpakTa B TedueHWe 14 mHEH 10 M mocie
npumeHenua Bakiuusl Ho6umuc® ND C2.

19. OcoGeHHOCTE! NOCTBAKIMHAIBHOM pEaKIMyu NpPH NEPBHYHON U/WiH
IOBTOPHOM MMMYHHU3AITMH HE YCTAHOBJIEHO.

20. Cnemyer wm30eraTe HapyWICHWH PEKOMEHIAOBAHHOM CXEMBI NPOBEICHUS
BAaKLMHAIMH, IOCKOJNBKY 3TO MOXET IPUBECTH K CHIDKCHHIO 3(p(PeKTHBHOCTH
umMmyHopoduaakTukn 0one3au Heiokacna. B ciydae nponycka pekOMEHI0BAHHOTO
CPOKa BBEJACHUS BaKIIMHBI HEOOXO0MMO MPOBECTH HMMYHHU3AIMIO KaK MOXKHO CKODEE.
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21. Msco, aiio 1 IpOayKTl Y0051, MOTYyYSHHBIE OT BAKIIMHMPOBAHHOM IITHIIBI,
MCTIONB3YIOT 0€3 OrpaHMYeHMH HE3aBUCHMO OT CPOKOB MMMYHM3AIHH.

HanmenoBanus u anpeca Hntepser WUntepHemnn B.B. (Bum /e

IIPOM3BOJACTBEHHBIX TUTONIAIOK Képsepcrpaar 35, 5831 AN Boxkcmeep,

IPOU3BOIUTEINS JICKAPCTBEHHOT'O Hunepnanasr) /

npenapara Ajs BETEPHUHAPHOI'O Intervet International B.V. (Wim de

TIPUMECHEHUS: Korverstraat 35, 5831 AN Boxmeer, The
Netherlands).

Mepk Ulapn sux oym Oumman Xec
CJ. (C/ Uenmemmu 6, Ilomurono
Hupactpuan 31 MonTtameBo I, ITapcena
38, Kapbaxoca-ne-nma-Carpama, 37008,
Canamanka, Ucmanms) /

Merck Sharp & Dohme Animal Health
S.L. (C/Zeppelin 6, Poligono Industrial El
Montalvo I, Parcela 38, Carbajosa de la
Sagrada, 37008, Salamanca, Spain).

HaummenoBanue, agpec opranmsanu, OO0  «Uurepser» (143345, PO,

YIIOJIHOMOUCHHOH JieprKaTesieM HUiTH MockoBckas obmacte, T. Hapo-®omuHCK,
BJIAJICTIBLIEM PETUCTPALIHOHHOTO paboumii  mocemok  CenATHHO,  yiI.
yAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpomsinuienHas, qom 81/1).

Ipenapara Ha MPUHATHE NMPETeH3U OT

OTpeOuTEA.

JIMpeKTOop o peryiasTOPHBIM BOIIPOCAM
M BBIBOJy IPENApaTOB HA PHIHOK

OO0 «HHuTepBeT» A.B. CamouepHoBa.
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