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HHCTPYKIIMA
110 BETEPUHAPHOMY HPUMEHEHHUIO JIEKAPCTBEHHOIO IpenapaTa
«Ky6omnakx» («Cubolacy)

(Oprammsaimsi-paspadorunk: «C3 Bakmuns: S.A.U.». A Pensa — Topsetipoc, 6/, 36410 O Ioppusso,
Ionresenpa, Mcnanus («CZ Vaccines S.A.U.», A Relva — Torneiros, s/n, 36410 O Porrifio,
Pontevedra, Spain)

Howmep perucrpanmonnoro ynocrosepenus: 724-1-27.20-4713NeIIBU-1-27.20/05737

I. O01mue creenus

1. Toprosoe HanMeHOBaHMe TEKAPCTBEHHOTO npenapara: «Ky6omnax» («Cubolacy).

MexayHaponHoe HenareHTOBAaHHOE HAHMEHOBAHKE: BAKIIHHA IPOTUB KJIOCTPHAUO30B KPYITHOTO
poraToro cKoTa  OBEIl TIOJIMBAJIEHTHAS HHAKTHBUPOBAHHAS.

2. JlexapcTBeHHast HOpMa: CyCTICH3Ms UL HHBEKIHH ISt IIOJKOYKHOI'0 HIIH BHY TPHMBIIIEYHOTO
BBE/ICHHSI.

Bakumnna usrotoeneHa u3 xyasTyphl kietok Clostridium chauvoei, ansda, Geta U sncUIOH
anarokcunoB Clostridium perfringens tumos A, C, D, anatoxcunor Clostridium septicum, Clostridium
novyi Tan B, Clostridium sordellii, MHAKTUBHPOBAHHBIX (DOPMAITLIETHI0M, THIPOKCH/IA ATFOMHHHSA B
Ka4ecTBE a/IblOBaHTa, THOMEpCAia B Ka4ecTBE KOHCEPBAHTA M BOJbI U HHBEKIHH B KauecTBe
HarioJIHUTEJI.

OnHa HMMYHH3UPYIOIIAS 1032 BAKIIHHBI «Kybonak» (2,0 mu) comepkutr a-anatokcu C,
perfringens Tun A - He menee 0,3 ME, f-anatoxcun C. perfringens tun C - He menee 10 ME, e-
anarokcut C. perfringens tun D - e menee 5 ME, g-anatoxcun C. septicum - He menee 2,5 ME, a-
anatokcu C. novyi Tan B - ne menee 3,5 ME, anaroxcun C. sordellii (B KOoIIHUecTBE, 0OECICYUBAIOIIUM
100 % 3amMTy MMMYHH3HPOBAHHBIX JKMBOTHBIX), HHAaKTHBHPOBaHHbIE OakTepuanbubple Kietku
chauvoei (B xonnyecTse, obecneunBaromem 100 % 3aIUTY UMMYHH3HPOBAHHBIX JKHBOTHBIX ).

3. llo Buemmemy Buay BakuuHa «KyGomaky» mpeactapiser cooif BOJIHYIO CYCIIEH3UIO, IpU
OCRKICHAN O0Pa3YIOILYIO OlANEeCHUpPYIONIYIO HATOCAI0UHYI0 KOPHUYHEBATYIO HAKOCTD H OCATOK
KOPHYHEBOI'O IIBETA.

CpoK ro/IHOCTH BaKIHHBI — 36 MECSIER C JaThI BBITYCKA IpH COOIOICHUH YCIIOBHH XpaHEHUS 1
TpaHCIOpTHpOBaHus. [lociie BCKPEBITHS HCIIOIB30BaTh HEMEIIEHHO.

Io nereyennu cpoka rogHOCTH BaKIMHA K IPHMEHEHUIO He IIPHTO/THA.

4. Bakuuna pacdacosana o 100 mu (50 nmpHBHBHBIX n03) umm 250 v (125 npuBHBHBIX 1103) B
TUIACTHKOBBIE (DIIAKOHBI COOTBETCTBYIOMIEH BMECTHMOCTH, T€pPMETHYHO YKYTIOPEHHBIE PE3UHOBLIMH
NpoOKaMK, YKPEILUICHHBIMH ATIOMHHHMEBBLIMH KOJINAYKaMH, DIAKOHBI c BakI[MHON yNaKOBaHBI B
MHMBHyalIbHBIE KapTOHHBIC KOPOOKH. B KaKIyro KopoOKy ¢ BakiMHOM BIOKeHA HHCTPYKIUS 110
IPUMEHEHHIO HA PYCCKOM SI3BIKE.

5. BakuuHy XpaHsT H TPAHCIIOPTHPYIOT TIPH Temreparype ot 2 10 8 °C B 3aLIUILEHHOM OT CBETA
Mecte. 3aMOpaKMBaHHE BAKIMHBI HE JOMYCKAESTCS.

6. BakuuHy clieflyeT XpaHHTb B MecTax, HEOCTYIHBIX ISl JIeTeil.

7. ®IakoHBl ¢ BaKIMHON 6e3 STHKETOK, ¢ HCTEKIIHM CPOKOM TOAHOCTH, C HapyIllEeHHUEM
UENOCTHOCTH M/WIM TePMETHYHOCTH YKYHOPKH, C W3MEHEHHBIM LBETOM W/MIIH KOHCHUCTEHITHEH
COACPIKMMOT0, C HAIHYMEM TIOCTOPOHHHX NPUMECEH, He HCIIONB30BAHHEIE TTOC/IE BCKPBITHS, OUIEKAT
BBIOPAKOBKE U 00€33apaKMBAHKIO ITYTEM KUMISUYCHHS B TeueHHe 30 MUHYT.



Yrummsauus  o0e3sapakeHHOH BakuuHbl He TpeOyeT COOIIONEHHS —CIEIHATBHbIX Mep
IIPEI0CTOPOIKHOCTH.

8. YcnoBus otiycka: Ge3 penenTa BeTepHHAPHOTO Bpada.

II. buonoruueckue cpoiicTaa

9. GapmakoTepaneBTHYECKas [PYIIA; HMMYHOOHOIOTHYCCKHI JICKapCTBCHHBIH IIpenapar.

10. Bakuuna BbI3bIBaeT (HOPMHpPOBAHHWE AKTHBHOIO/NACCHBHOTO HMMYHHTETA y KpyIHOTo
poraToro ckoTa ¥ OBEIl Yepe3 3 HeJelH TOocie MOBTOPHOTO BBEEHHS, COXPAHAIOMErocs He MeHee 6
MECHICB MPOTHB CIEAYIOMUX 3a00IeBatmii:

C. perfringens Tun A — akTHBHAsS M TNAaCCHBHAS HMMYHH3AIHSA TPOTHB IeMOpPParu4yecKoro
JUTEPUTA Y ATHAT U TEJIAT;

C. perfringens Tun B - maccuBHas MMMYHU3AIMST IPOTHB aHa’pOOHOM TH3EHTEPUH STHAT;

C. perfringens Tun B u C - naccuBHAs HMMYHHU3aIHS TIPOTHE aHASPOOHOM JH3CHTEPHUH TEJIAT;

C. perfringens Tun C - naccWBHas W aKTHBHAS HMMYHH3ALMS IIPOTUB I'€MOPpParu4ecKkoro
SHTEPHUTA H aHAIPOOHOH SHTEPOTOKCEMHUH;

C. perfringens Tun D - maccHBHAsS W aKTHBHAS UMMYHH3aIlHA IPOTHB HH(EKIHOHHOMI
SHTEPOTOKCEMHH OBell (0OIC3Hb «MSTKOM IIOUKH»);

C. septicum - akTHBHas IMMYHH3a1l1isl IPOTUB 3T0KAYECTBEHHOTO OTEKA 1 Opansora;

C. novyi Tun B - akTHBHAs: HMMYHH3AIHS TPOTHB HHQEKIIHOHHOTO HEKPOTHYECKOTO TeIIaTHTA,

C. sordellii — maccuBHas W aKTHBHAS MMMYHH3AIHsI [IPOTUB 3JI0KAYECTBEHHOTO OTEKa H
YHTEPOTOKCEMHUH;

C. chauvoei - akTHBHAS. HMMYHU3ALIHS TIPOTHB SM(PH3EMATOZHOTO KapOyHKyIa.

Y MonozHsKa, MOTYYEHHOrO OT CAMOK, BAKIMHHPOBAHHBIX 3a 2 HEIENH JI0 POJIOB,
KOJIOCTpalIbHBINA HMMYHHTET coXpansercs 1o 8-10 Heens.

Bakuuna Oe3BpesiHa, ieueOHBIMU CBOHCTBAMH HE 06J1a1aeT.

II. TTopsimok npuMeHeHHs

11. Bakuuna npennasHadena it crenuduyeckoil mpodrIakTuky HHGEKIHiA, BbibBaeMbix C.
perfringens (tunos A, B, C u D), C. septicum, C. novyi (tuna B), C. sordellii, C. chauvoei Yy KPYIHOTO
poraToro CKora 4 OBe€ll.

12. 3anpeiuaercs BAKIMHUPOBATH KITMHAYECKH GOTBHBIX /WM 0CIa6IeHHbIX JKHBOTHEIX.

13. Tlpu pabote ¢ BakUMHOM HEOGXOAMMO COGIOAATE OOIIHE IIpaBUlla JIMYHOM THTHEHBI U
TCXHUKH 0€3011aCHOCTH, TPEIYCMOTPEHHBIE TPH paBoTe C JeKapCTBEHHBIME CpeACTBaMH JJIst
BETEPUHAPHOTO IPHMEHEHHS.

Bee ymua, yyactBylomue B NpOBEICHWH BAKIMHAIMH JOJDKHBI OBITH B CHIEIOIEIKIE (xanar,
OptoKH, ro0BHOH yOOp, PE3HHOBbIE [EPUATKH) U 0OECTICUEHE! CPEICTBAMH 3allUThI (OUKH 3aKPBITOro
THIIa, pecruparopsl). B mectax paboTr qomkHa GbITh anTedka JOBpaueGHOM TOMOIIH.

IIpy monajanuu BakIMHBI HA KOXKY /WM CIIM3MCTHIE 00ONOUKH, UX PEKOMEHAyeTCs MPOMBITE
OOJIBIIIMM KOJIHYECTBOM YHCTOH BOIBI.

IIpu ciryyaiinoM BBeieHMH IIperiapata YelOBEKY, MECTO HHBEKIHH HEOOXOIIMO o0paboTath
70 % pacTBOpOM CITHPTA, OOPATUTHCS B MEIUIHHCKOE YUpeXICHHE U COOOIIUTE 00 ITOM Bpauy.

B ciyuae pasnmBa BaKIMHEI, 3apaKeHHBIH YYaCTOK II0J1a WM MOYBBI 3ATHBAIOT 5 % pacTBOpOM
XJIopaMHHa KK 2 % pacTBOPOM €JIKOTO HaTPHS.

14. Bakuwna pexoMeHIOBaHa Ul HPUMEHEHHS OepeMEHHBIM JKHBOTHBIM JJI  CO3aHUS
KOIOCTPAILHOrO MIMMYHHTETA Yy MOJIOJHAKA, HO HE IO3/JHEE YeM 3a 2 HEJICJIH 1O 0XKHIaeMbIX POJIOB.

15. BakuuHammy nojuieskar oBLbI M KPyIHBIH porarbiif CKOT.

BakuuHy BBOAAT ¢ COOIIOACHHEM NIPABHIT ACCIITHKH TTOAKOKHO HITH BHY TPUMBIILIEYHO:

- OBIIaM B O€CIIEPCTHBIH YUaCTOK 1101 IOKTEBBIM CYCTABOM - 2 MJI (1 noza);

- KpYIIHOMY POTaToMy CKOTY B 3a/[HIOIO TPETh IIeH B 00BeMe - 5 M1 (2,5 10351).

Pexxum BakuuHaimu:

IlepBi4HO BakuMHY BBOMSIT ABYKDPATHO ¢ HHTEPBAIOM 4-6 HEIeb OC/e IIEPBOTO BREJICHMS.

JUtst co3zianus KoloCTpaIbHOrO HMMYHHTETA y MOTOMCTEA, OepeMEHHBIX CaMOK BaKIHHHPYIOT
OIHOKPATHO, HE MO3/HEE, UeM 3a 2 HeJIeIH /10 0KH/IaeMBIX POJIOB.



MonoiHsIK, MOMyYeHHbIH 0T BAKIIMHUPORAHHBIX CAMOK, UMMYHH3UPYIOT ¢ 10-12-u HenmensHOrO
BO3pacTa, 0T HEBAKIIMHUPOBAHHBIX - C JBYXHEAEIBHOTO.

PeBakinHanus KHBOTHBIX: OJHOKPATHO Pa3 B 6 MECALIEB.

[lepen nprmeHenneM (1akoH ¢ BAKIMHOMN BCTPSXHUBAIOT 10 00PA30BAHNS FOMOIEHHOM HKHIKOCTH.

JI1s BakUMHAIME HCTIOJIB3YIOT CTEPHIIbHBIE OHOPA30BbIE IITIPHITE U HIJIbL, HITH MHOTI'Opa30BEIe
IINPUIBL M MIVIBL, KOTOPHIE CTEPUITH3YIOT KUIMYEHHeM B Tedenwe 30 MuHYT. MecTo HHBEKIHH
o0pabdateisatoT 70 % STHIIOBBIM CIIHPTOM HITH IPYTHM Ne3UHGHIHPYIONM PACTBOPOM.

16. IIpu mpHMeHEHHH BaKIMHBI B COOTBETCTBHE C HACTOSIIEH HHCTPYKIHEH MOOOYHBIX SBICHHH
1 OCJIOKHCHHH, KaK IIPaBUIIO, HE OTMEUYAETCS.

17. CumnroMoB  nposiBieHHs — 6one3Hell  KIOCTPAAMO3HOM  STHONOTHH WA JIPYTHX
IaTOIOTUYECKHUX TPHU3HAKOB IIPH 1IEPET03UPOBKE BAKIMHBI HE BEISIBIIEHO.

18. Bo3MOXKHO HCII0/Ib30BaHME B OJIUH ICHD C BAKIIMHOM Hundec 4.

19. B penkux ciyyasx y sKHBOTHBIX BO3MOKHO KPAaTKOBPEMEHHOE MOBBITICHHE TEMIIepaTyphbl Ha
1,5 °C 1 06pa3oBaHme He3HAYHTENEHOTO OTeKa Ha MeCTe HHbEKIHH, CaMOIIPOM3BOJILHO HCUE3AIOIIEr0
yepe3 2-3 Hemenu.

20. Crenyer uzberarb HapyUIeH I CXEMBI IPOBEICHHS BAKI{MHALIAH I PEBaKIMHAIIH, [IOCKOJIBKY
ITO MOKET MPUBECTH K CHIKEHUIO () eKTHBHOCTH HMMYHONPOGHIAKTHKY KIIOCTPHIHO30B. B cirydae
MpOTyCKa 0UEPEAHOr0 BBEICHHA BAKIMHBI HEOOXOIMMO MPOBECTH HMMYHHU3ALMIO KaK MOXKHO CKOpEe.

21. Mosioko u npoayKThl y50si OT BAKIHHUPOBAHHEIX KHBOTHBIX HCTIONIB3YIOT €3 OrpaHHYeHH i,

HE3aBHCAMO OT CPOKOB BAaKLHHALMM, B COOTBETCTBHH C ACHCTBYIONIMMH IIPaBHIAMH BETEPHHAPHO-
CAHHUTAPHOH DKCNEPTH3LI.

Haumenopanus u ajipeca mpou3Bo/ICTBEHHBIX «C3 Baxmunel S.A.U.», A Pessa — Topreiipoc,
II0OMIATOK ITPOU3BOIUTENS JIEKAPCTBEHHOTO 6/1, 36410 O IToppunso, [Tonreseapa, Mcmanus/
npenapara I BETePHHAPHOTO [IPHUMEHEHHUA. («CZ Vaccines S.A.U.», A Relva — Torneiros,

s/n, 36410 O Porrifio, Pontevedra, Spain)

HaumenoBanne, ajpec opranmsanum, [IpencTaBuTeIbCTBO KOMIIAHHH ¢ OTPaHHYEHHO
YIOJHOMOYEHHOH BIaICIIBIIEM HIIH OTBETCTBEHHOCTBIO  «AOuK  buosiomkuxan
JePIKaTeIeM PErHCTPAIHOHHOIO Jlaboparopuc JItny, 125130, Poccus, r. Mockea,
YAOCTOBEPEHHMS JIEKAPCTBEHHOIO Mperapara Craponerpockuii npoesn, 1. 11, ctp. 1, 6 stax,
Ha MPUHSTHE MPETEH3HH OT NOTpebUuTENs. nom.16

Hupekrop [Ipeacraputenscrsa koMmnannu
C OTPaHHYEHHOH OTBETCTBEHHOCTHIO

«Abuk buonomxukan JlaGoparopuc JItay» A. CrapocelbCcKuii




