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NMHCTPYKLIA
1O BETEPUHAPHOMY IIPUMEHEHHIO JIEKAPCTBEHHOTO TIpenapara
Ho6umuc® Pucmasax + CA126

Paspaborumk nekapcrseHHoro npenapara: Murepser Marepuemnn b.B., Bum Jle
Képaepcrpaar 35, a/a 31 5830 AA Bokcemeep, Hunepnansl/ Intervet International
B.V., Wim de Korverstraat 35, P.O. Box 31 5830 AA Boxmeer, The Netherlands.

Homep perucrparnuonnoro yaocrosepenus: 528-1-1.14-4417NeIIBU-1-1.3/01338

I. Obmue cBenenus

1. HammenoBanue J1eKkapcTBEHHOTO mpemapata [yl BETEPMHAPHOTO
NPUMEHEHMUS '

Topropoe HaumeHoBauue: HoGmmuc® Pucmasak + CA126 (Nobilis® Rismavac
+ CA126)

MEKIyHApOIHOE HEMATEHTOBAHHOE HAMMEHOBAHUE. BAKI[MHA IPOTHB OOJIE3HU
Mapeka xuBas.

2. JlexapctBenHas (opma: 3aMOPOXKEHHAs CYCHEH3HA KJIETOK  JUIs
IIPUTOTOBJICHUS PACTBOPA TSI HHBEKITHHA. ,

BakiuHa M3roToBIEHa U3 TMEPBHYHOM KYJIbTYPHI KJIETOK (pubpobaacTos
Kypunbix ~ 3MOpuoHoB  (CEF),  uH(pHMUMpOBAHHBIX  JKHUBBIM  KJIETOYHO-
aCCOLMHPOBAHHBIM BUpycoM Oone3nn Mapeka (mrtamm CVI-988) u xuBbIM
KJIETOYHO-aCCOLIMMPOBAHHBIM BHPYCOM repreca nnaeek (mramm FC-126).

B onHOM 03¢ BakIHMHBI COAEPXKATCS JEHCTBYIOIIME BELIECTBA. HKHUBOM
KJICTOYHO-aCCOLMUPOBAaHHbIN BUpYC Oone3Hn Mapeka (mramm CVI-988)" He menee
3,0 logio BOE, »wuBo# KI€TOUHO-aCCOLMUPOBAHHBIN BUPYC reprieca MHAEEK (IITaMM
FC-126)" ne menee 3,0 logig BOE u BcroMorareibHbIE BEMIECTBA: CBIBOPOTKA

TCIICHKA U I[I/IMGTI’IJIC}/JIB(i)OKCI/III.

*BUPYC KJIETOYHO-aCCOLMUPOBAHHBIMN, TIOITOMY HCTIOB3yeMas B TPOLECCE MPOM3BOACTBA AHTHICHA
Cpeaa, coicpxamias OCTATOYHBIC KOIMYECTBA AHTHOHOTHUKOB, MOXET TPUCYTCTBOBaTh B BAKIHMHE B
CJICI0BBIX KOJTMYECTBAX M HE HCCTH (DyHKLMOHATBHOM HArPy3KH JIsl TOTOBOTO JIKAPCTBEHHOTO MPETApPaTa.

3. Ilo BHEmHEMY BHly BaKLHHA MPEICTABISET COGOM CTOIOMK 3aMOPOKEHHOI
TOMOTCHHOM MAacChl, IPH OTTAMBAHUH — OJHOPOJHYIO CYCHEH3HIO OT JKEITOrO [0
CBETJIO-KOPUYIHEBOTO LIBETA.

CpoK TOAHOCTH BAaKIMHBI B JKHIKOM a30Te — 48 MecsleB ¢ JaThl BHIMYCKa.
ITocyie BCKPBITHS amMIyJl U PAaCTBOPEHHMS BAKIMHY JOIyCKAETCs XPAHUTh B TeUCHHE 2
4acoB Mpu temneparype ot 2 1o 8 °C.

[To ucTeueHny cpoka roAHOCTH BaKIMHA K MPUMEHEHHIO HE PUTO/IHA.
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4. Bakumna pacacosana no 1000 wm 2000 mo3 (1,8 cM’) B CTEKIIHHBIE
amnysbl. AMIIYJbl € BakIHHOM 3aKpEIUIEHBI B CHEUHAIBHBIX METAJLTHIECKAX
¢ukcaTopax u momemensl B cocya J{proapa ¢ XHAKAM a30ToM. K KKIOMY COCYIy
Jlpr0apa mpunaraeTcst HHCTPYKIMS MO IPUMEHEHUIO BAKIIUHEI HA PYCCKOM SI3BIKE.

5. Xpanuts B cocyzme Jlproapa ¢ KHIKAM a30TOM IIPH TEMIIEPATYype MHHYC
196 °C.

6. XpaHuTh B HEJOCTYIIHOM VIS IE€TEH MeCTe.

7. AMITYJIbI ¢ BAKIMHOM ¢ HCTEKIIUM CPOKOM I'OAHOCTH, OCTATKH BaKIIMHEI, HE
UCIIOJIb30BAHHbBIE B TCUCHHE 2 YaCOB IOCIIE PACTBOPEHMSA, WM OTXOJBI, BOSHUKIINEG
[I0CIC TMPOBEACHHSA BaKUMHAIMM IIOICKAT YTHIM3ALMH B COOTBETCTBHH C
TPEOOBAHMAMH 3aKOHOZAATENbCTBA (HANPHMMED, IIOCPEACTBOM KHIIAYCHHS MU
COKATaHHUSA).

8. Bakmuny HoGwmc® Pucmasax + CA126 OTIyCKarOT 0e3 penenta
BETEPHHAPHOTO Bpaya.

II. bronmoruueckue croiicTBa

9. Ho6unuc® Pucmapax + CA126 — MMMYHOOHOJIOTHYECKHUHN JIEKapCTBEHHBIIH
npenapar Ayl BeTePUHAPHOTO IPUMEHESHHSI (BaKIMHA).

10. Bakuaa BBI3BIBAaeT (OPMUPOBAHME UMMYHHOI'O OTBETa K BO30YyAUTEIIO
Oosesnu Mapeka y UBLLIAT yxke uepes 3-4 mHA mocie BaKUWHAIIUH ¥ JOCTUTACT
MaKkCHUMyMa TpUMEPHO depe3 8 mHel mocme BakuuHamuu. IIpofOIKHTENBHOCTD
MMMYyHHUTETa COCTABILICT HE MEHEE 2 JIET, W BEPOATHO, COXPAHIETCA HA TPOTSHKCHHH
BCEH JKU3HH IITHII,

Bakuuna neueGHsIME CBOMCTBAME He 067aaeT.

III. ITopsamox npuMeHeHNs
11. Baximuaa HoGumuc® Pucmasax + CA126 NPEAHA3HAYECHA AN AKTHBHOM

UMMYHH3aWH OBIIUIAT IPOTHB GolesHu Mapeka.

12. anpemeno npuBKBaTH KIIMHUYECKH GOMBHYIO H/HIH OCIaOJIEHHYIO HTHILY.

13. Ilpu paGote ¢ BakumHOM clemyer coGmOAATh OOMKE IpaBWIA JIHYHOM
TMTHCHBL ¥ TEXHHKH 0€30IACHOCTH, IIPeIyCMOTPEHHBIE TIpH pabore ¢
ICKapCTBCHHBIMY TIPENapaTaMy U1 BETePHHAPHOTO IPUMEHECHHS.

At paboTsr ¢ cocymamu [[pioapa, 3aNpaBiIeHHBIMH SKHIKAM a30TOM, H/HIH
MaTepHalloM Ip{ OYE€Hb HU3KOH TeMIlepaType, MOIMYCKAETCS TONBKO OOYUEeHHbIMN
nepconan. Cocyn [lproapa HeOGXOOMMO NEPKATH B BEPTHKATHHOM IOJTOKCHHH B
SAIMIICHHOM OT BJard XOPOWIO BEHTHIHPYEMOM IIOMEIEHWH BOAIH OT
UHKY0aTOpOB B OOKCOB I IITHIIHI.

Heobxomimo cobmofars Mepsl NPENOCTOPOKHOCTH, UTOBHI  M36eKATH
TIoIafiaiksd BAKUMHBI HAa PyKH, B [Jla3a H Ha OAeXAy. LIpm peskoil cmene
TEMIICPATYpPhl aMIIyJibl MOTYT JIOTIHYTb, ITO3TOMY IIEpPE] U3BICUCHHUEM BAKIMHBI M3
cocyna /[lptoapa ¢ KHAKMM a30TOM CIIEQyeT HAIEBaTh 3aIIUTHYIO ONEXAY C
JUIAHHBIMH PYKaBaMM, IIEPUaTKH, MACKY [ULA LA HIH OUKH.

Ilpu ciyuaiinoM BBeNEHMM Dpemapara YeIOBEKY ClIElyeT HEeMEIJIEHHO
OOpaTHTECA B MEIHIMHCKOS YYpeXAcHHe (Ipu cebe uMeTh WHCTPYKIHIO 110
IPHMEHCHMIO [PEMapaTa Wil 3TUKETKY ).
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14. Bakuuna He npesHasHavYeHa 1y IPUMCHEHUS B MEPHOA ANNECKITA KK,

15. Bakumna pexomeHIOBaHA JUIA TNPUMEHEHHS 34OPOBBIM  IIBIILIATAM
CYTOYHOTO BO3pACTa, 4 TAKXKE B XO3SAHCTBAX C MpeobiajaHueM O4eHb BUPYIICHTHBIX
IMTaMMOB BUpYyca Oosesnu Mapeka (MDV). Bakuuay BBOAST MOIKOKHO B 067TaCTh
LIEH WJTH BHY TPUMBIIIEYHO B Gepo B o6veme 0,2 mit (oaHa 103a).

Ilepen mpumeHeHHeM HEOGXOMMMO YOEOHTHCS, 4YTO BAKIHHA XPaHWIACH
HajnexamuM  oOpasom. Hanmume Bcero oGbema 3aMOPOXKEHHOM BAKIHHBI B
BEPXYIIKE aMITyJbl CBHACTENBCTBYST O PA3MOPAXMBAHUM BAKIHMHBL B PE3YJBTATE
HapyIICHAS yCIIOBHH XpaHeHHUs. Takas BaKIMHA K IPUMEHEHHIO HE IIPHTOHA.

Henocpenctsenno mepex nmpuMeHeHHEM HAZEBAIOT 3aIHTHBIC IEpYaTKH H
MacKy Anmd JMI@, 3aT€M ammyJbl ¢ BAaKIMHOH OCTOPOXKHO H3BJIEKAIOT U3 COCY/a
Hbroapa. Ilpu u3BIeYeHMM AMIYNBI W3 METANIHYECKOIO duxcaTopa JagoHb B
TICpIATKE CIeMyeT NepxkaTh BAANM OT Tesa U yuna. Ilpy ussneyenun ukcaropa ¢
amIryJiaMH U3 cocyza Jlproapa ¢ XUIKAM a30TOM CJIEAYET JOCTABATh TOMBKO amIyJy,
KOTOpas OyZeT cpasy HCIIONB30BATBCS, (UKCATOP C OCTABIIMMHCS aMITyJIaMH
CIEMyeT HEMCINICHHO BEPHYThH B cocyn Jlboapa ¢ skmakum azotom. COmepKHMOe
amIysIsl OBICTPO PasMOPaXKHBAIOT, HOTPY’Kas B BOAY KOMHATHOM TeMIeparypsl. He
AOIyCTHMO pasMOPAXHMBATh B rOPAYCH WM JeAdHOH Boje. BHuManue: npu peskux
M3MEHEHMAX TEMIIEPATYPBI aMITyJIbl MOTYT JIOIHYTS.

JJis pacTBOpEHMs BAaKUMHBI HCHOMB3YIOT pactBopurens Hobummc [umyeHt
CA. Jlma saxmusamuu 1000 tprmsar BAaKIMHY PAacTBOPAOT u3 pacuera 1000 no3
BakiuHbl Ha 200 mu pacreoputens. ITocne MONHOTO pasMOpayKUBAHHS BaKITUHEI,
aMITyJly HEMEIUICHHO M3BIICKAIOT M3 BOISHOW OaHM, OCTaTKH BOIBI C ITOBEPXHOCTH
aMIyJabl yIasroT ¢ MOMOIIBIO CYyXOH candeTkw, ¥ He3aMemTHUTENbHO HAYUHAIOT
passeieHHe. AMIYNly BCTPAXHMBAIOT, YTOGBI AMCIEPrHPOBATH coepxmMmoe. 3aTeM
AMILYJTy BCKPHIBAIOT B O0IACTU FOPIIBINIKA, H COASPIKMIMOE HAGHPAOT B CTEPHIbHbIH
mmpun 006bemMoM 5-10 Mt epes ury mmamerpom 1 mMm (18 G). Urny BBOIAT uepes
“TPOOKY BO (DITAKOH ¢ PaCTBOPUTETEM M, MEAACHHO HAMOJHUB IIIPHUI[ TOPLMEH
DPaCTBOPHTEILA, PasBOAAT BAKIMHY. BaxkHo: BO Bpems HepeMelnBatus PACTBOPHTEND
NOMKeH OBITh  KOMHATHOM Temmeparypsl  (15-25 °C). 3arem comepxuMoe
SaIlOJTHEHHOTO  INNPHLA MEIICHHO, MO3BOJIIS BAKIHHE CTEKATh BHM3 MO CTCHKE
(iakoHa, BHOCAT B OCTABIIMHCS PacTBOPHMTENH. DIakoH AKKYPaTHO BCTPSIXHBAIOT
AUIA nepeMemnBanua Bakuuubl. [lnpunemM HaGupaoT mopumro pacTBopuTens mwis
IPOMBIBAHHSA aMIyNEl. PacTBOop BHOCAT 0OpaTHO BO (MakoH C PACTBODPHTENEM.
Inpur u3BIEKAOT.

110ATOTOBIEHHYIO BAKIMHY XPaHAT HA JIbAY U HCIIOJIb3YIOT B TCUCHHE 2 YacoB.

A1 BaKkUMHALKHE HCHOJNB3YIOT OJHOPA30BHIE OIOPULOBL W Wb,  JIHGO
MHOTOPAsOBBIC MIIPALB! U WIJIBL, HITH ABTOMATHYECKHE HHBEKTOPHI, KOTOPHIE IIepe
BAKIMHAIMCH CTCPHIA3YIOT KMIITYCHHEM B TeueHue 20 MUHYT Wi aBTOKJIABHPYIOT
15 muamyt mpm 121 °C. Jlng cTepmim3aumu WHBEKIHOHHOIO o0opyHoBaHH HE
AOIYCKACTCA NMPUMECHEHUE XUMHUYECKHX Ae3MHOUIUPYIOMMX CPEACTB. SallOJHSIOT
IPCABAPHTCIBHO CTCPUITH30BAHHOS HHDBEKIHOHHOE O00OpYNOBaHHE, YCTAHABIHBAS
A03y AN BaKIUHALMHY, paBHYIO 0,2 MIT.

16. TIloGounsle sBOEHMA H OCHOKHEHHSA IPH IIPUMEHEHHH BaKIUHL B
COOTBETCTBHMH C HACTOAIICH HHCTPYKIHEH, KaK MPaBUIIO, HE OTMEUYAIOTC.
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17. CumnToMbl mposiBieHuss OoJsie3HH Mapeka Wid APYyTrHe NaTOJOTHYECKHE
NPU3HAKH MPU NEPEA03UPOBKE BAKIIUHBI HE YCTAHOBJIEHHI.

18. He cmemmusars HoGumuc® Pucmapak + CA126 ¢ IpyruMu j1eKapCTBEHHBIMH
npenaparamu, kpome pactsoputesis Hobmmce unyenr CA. Pemenue o npuMeHEeHUH
BAKIMHBI O MJIM [OCIE€ MNPHUMEHEHUS JPYIHMX JIEKAPDCTBEHHBIX IPENaparoB
IPUHUMAETCS BETEPUHAPHBIM BPAuOM B MHIMBUAYAIEHOM MTOPSIKE.

19. OcoOeHHOCTEHl MOCTBAaKIMHAIBHON pEaKIMHU INPH HMMYHHM3ALUH HE
YCTaHOBJIEHO.

20. Cnenyer m3beraTb HapymI€HHs PEKOMEHIOBAHHOIO CPOKA MPOBENCHHS
BAKIMHAI[MH, ITOCKOJIbKY O5TO MOXET MPUBECTH K CHWXEHUIO 3((EKTHBHOCTH
uMMyHonpodumakTiuku 6ose3Hr Mapeka.

21. IlponyxTel y60d M SHIO OT BaKIMHUPOBAHHOM IITHIGI PEANM3YIOT 06e3
OTrPaHUYECHHUI HE3aBUCHMO OT CPOKOB BaKIIHHAIUH.

HanmenoBanwus u anpeca  HMureper WurepHemnn b.B., AmGaxtcrpaar

IPOU3BOACTBEHHBIX  TJIOMIAA0K
IPOU3BOAUTENIA JIEKAPCTBEHHOTO
npenapara jisg BETEPUHAPHOTO
IPUMEHEHUS:

Haumenosanmue, ajapec
OpraHu3anyu, yIOJHOMOUYECHHOM
JepKaTesieM WA  BJIAACIbIEM

PETUCTPALMOHHOTO
YAOCTOBEPEHHS JICKAPCTBEHHOTO
npernapara Ha NIPUHSATHE

MPETEH3UM OT NOTPEOUTEIIS:

JIMPEKTOp MO PETyIATOPHBIM BOIIPOCA

BBIBOJly ITPEMApaToB HA PHIHOK
000 «HUuTEpBETY

2, 4, 5a 3732 CN, e bunr, Hunepnanapr /
Intervet International B.V., Ambachtstraat 2,
4, 5a 3732 CN, De Bilt, The Netherlands;

Hurepser HWarepuemnn B.B., Bum /le
Képsepctpaar 35, 5831 AN Bokcwmeep,
Hunepnanapr / Intervet International B.V.,
Wim de Korverstraat 35, 5831 AN Boxmeer,
The Netherlands;

Mepk [lapn sux loym Duuman Xenc C.JI., C/
Hennemun 6, Ilomurono HWupmactpwan ODib
Momntansso I, Tlapcena 38, Kap6axoca-ne-na-
Carpama, 37008, Canamanka, HWcnanusa /
Merck Sharp & Dohme Animal Health S.L.,
C/Zeppelin 6, Poligono Industrial El Montalvo
I, Parcela 38, Carbajosa de la Sagrada, 37008,
Salamanca, Spain.

OO0 «Hntepser» (Poccust, 143345,
MockoBckas o6nacte, ropoa Hapo-®omunck,
pabounii nocenok CenaTuHo, yiI.
IIpomermnennas, nom 81/1)

A.B. CamouepHoBa
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