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[. O6mme cBeneHus

1. HaumeHoBaHWe JICKQPCTBEHHOTO TMpernapara jid BETECPUHAPHOIO
MIPUMEHCHHUS

Toprosoe HaumeHosanue: [lopuumuc® PCV M Hyo / Porcilis® PCV M Hyo

MEXIYHApPOJHOEC HEMAaTEHTOBAHHOC HAMMEHOBAHME. BaKIMHA TPOTHB
IUPKOBUPYCHOH  HH(EKINH A DH300THUECKOM  NHEBMOHMHU  CBUHEU
WHAKTHBUPOBAHHASA OMYJIbTUPOBAHHAS.

2. JlekapcTBeHHas opma: SMYIIbCUS 11 MHBEKIIHH,
B 1 Ma BakmuHbBI COAEPKHUTCS CyOBCTHMHHYHBIA AHTHUTCH ITUPKOBHUPYCA CBHUHEH
sroporo tana ORF2! me menee 1414 AE? ¥ MHAKTMBUPOBAHHBIM aAHTHIEH
Mycoplasma hyopneumoniae (mramm J) He wMenee 2,69 RPU3, nerxoe
muHepanbHoe Mmacio (Drakeol 6VR), copOGutan monoosear, mosmcopOat 80,
amoMuHusA TUAPoKcHa 3%, cmupT ATUIOBBIH 96%, rmmuepon 50%, pactBOp
xynopuna Hatpus 0,9%.

!Bakyuna moocem cooepacams ocmamounvie konuuecmea zenmamuyuna (< 0,02 m2/mn), ucChonv3yemo2o
6 npoyecce nPouU3OOCMeal.

AE (Anmuzennvie eounuywi). Iopyunuc® PCV M Hyo 2omosumcs ¢ codepiicanues yupkosupyca ceuHel
emopozo muna ORF2 2500 AE/mn. B 2comosom nexapemeennom npenapame cooepicumcs ve mernee 1414
AFE/mn no peaynsmamam uccredosanus akmueHocmu memooom ELISA.

*RPU (relative potency unit) — omnocumenvvie eOunuybl AKMUEHOCHU NO CPABHEHUIO C pehepenmHoil
BAKYUHOTL

3. Ilo BHemHeMy BHIy BaKIMHA MPEACTaBISIET COOOH OJHOPOIAHYIO
AMyJibcHI0 Oenioro 1mBera mocie B30anThiBaHMs. [Ipu XpaHeHWUH JOMYyCKaeTCs
HE3HAUUTEIPHOE  PACCIIOCHHE OSMYJIbCHH, OJHOPOAHOCTH KOTOPOW  JIETKO
BOCCTAHABJIUBACTCS TIPH B30AJITHIBAHHH.

Cpok rogHOCTH BaKIIMHBI B 3aKPBITOM YIAKOBKE MPOU3BOJAUTENSA COCTABIIAET
24 mecsua ¢ aaThl BTy CKa MPU COOIMIOAEHUN YCITOBHM XpaHeHus. Mcronb30B8ars B
TeueHHe 8 4acoB mociie BCKPBITHA (uiakoHa. [lo wcTeueHHM cpoka TOJHOCTH
BaKI[MHA K TPUMEHEHHUIO HE TPHUTO/IHA.



4. Bakuuna pacdacosana mo 50 mut (25 wnmm 50 no3) mwmm 100 M (50 umm
100 no3) B macTukoBble (uakoHBl. @IAKOHB YKYINOPEHB PE3HHOBBIME
poOKaMK, YKPETUIEHHBIMU aTIOMHHHUEBBIMH KONmauykamu. DIakoHEl ¢ BaKIHHON
YIAKOBBIBAIOT B MHANBHYJIbHbIE KAPTOHHbBIE KOPOOKH BMECTE ¢ HHCTPYKIIMEH 110
NPUMEHEHHIO BAKIMHBI HAa PYCCKOM S3BIKE.

5. XpauuTh B 3aU[UIICHHOM OT TIPAMBIX COJIHEUHBIX JIydeH MECTe IpH
temreparype ot 2 zo 8 °C. He 3amopakuBars.

6. XpaHuTh B HEAOCTYIHOM JJIA AETEH MecTe.

7. Bakigaa MM OCTATKH, BOSHUKIIHUE ITOCIE €€ UCIOIb30BaHus, MOLIeKaT
YTHIIM3AIKHH B COOTBETCTBUH ¢ TPEOOBAaHHAMHM 3aKOHOJATENHCTBA.

8. Ormyckaercs Oe3 penenTa BETEPUHAPHOr0O Bpaya.

I1. Bnonorugeckue CBOMCTBA

9. Hopmuwmc® PCV M Hyo — #MMYHOOHOIIOTHYECKHMH JISKApCTBEHHBIH
Tpenapar Jyisi BETEPHHAPHOTO IPUMEHEHHU (BAaKIMHA).

10. Tlocne OQHOKPATHOTO BBEICHWS BaKIFHA BEI3BIBACT (POpMHMpOBaHHE
IMMYHHOTO OTBETa y CBHHEH K BO30YAUTENSIM LHPKOBHPYCHOH HMH(EKIMHA
BTOPOTO THIIA Yepe3 2 HeelH, K SH300THYECKOl THEBMOHHH — Yepe3 4 HelenH.

ITocne ABYKPaTHOrO BBEJCHHUS BaKIMHA BBI3BIBACT (POpMHpOBaHHE
HMMYHHOTO OTBETA y CBHHEH K BO3OYIUTEISIM IHPKOBHPYCHOH HH(pEKIMH
BTOpOro THma uepe3 18 mHel mocrne NEpBOrO BBEAEHMA, K SH300THYECKON
IHEBMOHHH — Yepe3 3 HeAeNH MOC/IC PEBAKIUHALMH.

HesaBucuMo OT CXE€MBI BAKIMHAIIMH WMMYHHUTET MPOTUB IUPKOBHPYCHOH
UH(EKIHA BTOPOr0 THMA COXPaHIETCA HE MeHee 22 HeJelb, HMMYHHTET IIPOTHB
3H300THUYECKOH MHEBMOHMH COXpaHseTcs He MeHee 21 Heaenw mocie (mocieaHeH)
BAKIHHAITHH.

Bakiuna 0e3Bpeana, jJeueOHbIMI CBOMCTBAMH He 00Iagaer.

I1I. TTopsamox MpUMEHEHUSA

11. Baknmra mpenHasHaueHa JUIA AKTHBHOH HMMYHH3ALMM IOPOCAT C
LENBI0 CHYDKEHMA BUPEMUH M BHPYCHON HArpy3KW Ha Opras€sl U JMMGOUAHBIE
TKAHH, CHUJKCHMS BBIACIICHHUS BHPYCa U MPEHOTBPALICHUA CHIDKEHHS CYyTOYHOIO
IIPUBECA BCIIEACTBHE IMPKOBUPYCHOM mH(peknuu cBrHel Broporo Tuna (LIBC-2),
a TaK)Ke C MEJBbI0 YMEHBIICHHUA TTOPKEHUS JIETOYHOM TKAaHW M IPEIOTBPAIICHH
CHIDKEHHSA CyTOUHOTO IPHBECA BCIIEACTBHE MH(EKIUH, BhI3bIBaeMOlt Mycoplasma
hyopneumoniae,

12. 3anpenieHo BAKIUHAPOBATH KIMHHYECKH OOIBHBIX M/MIIH OCIAa0ICHHBIX
JKUBOTHBIX.

13. ITpu pabore ¢ BakumMHOM CliexyeT coOmonaTh o0muye NpaBuia JIHMYHOM
TUTHEHH MW TEXHUKHM O€30IIaCHOCTH, IPEAYCMOTPEHHBIE IpH pabore ¢
JIeKapCTBCHHBIMU IperapaTaMy Jiisl BETEPUHAPHOTO IPUMEHEHHS.

IIpemapar comepxUT MHHEpadbHOEe Macino. IIpu ciaydaiiHOM BBEIACHUHU
BO3MOXKHO TIOSBJICHHME CHUIBHOM OOJHM W OTeKa, OCOOCHHO IIPHM IIPOKOJIE CyCTaBa
WK majblia. B peakux cilydasx 3TO MOKET IIPHBECTH K IOTEPe HOBPEKIAEHHOTO



TaJIbIIa IIPH OTCYTCTBUU CBOEBPEMEHHO OKAa3aHHOM MEIUIIMHCKOM moMonu. [axe
TIPH HE3HAYMTEJIPHOM KOJIMUECTBE CIIy4ailHO BBEAEHHOTO IIpenapara CleayeT
HEMEUICHHO OOpaTHThCs B MEAMLMHCKOE yupexaceHue (mpm cebe HMETh
HHCTPYKIIHIO TI0 TIPUMEHEHHIO Tpenapara Wik 3THKETKY). [Ipu coxpanennn Oomu
B T€UeHHE 12 9acoB MOCJE OKa3aHWA MEIULIMHCKOW IOMONIH, CIEQYET MOBTOPHO
o0paTHUThCA K Bpauy.

Jaxe HE3HAUUTEIHHOE KOJMYECTBO CIyYalHO ‘BBEACHHOTO IIpemapara
MOXKET BBI3BATh CHWJIbHBIM OTEK, KOTOPHIA B CBOIO OUEPENb MOXET NPHUBECTH K
HIIEMHYECKOMY HEKPO3y H Jaxe K norepe manbua. Heobxomuma cpouHas
KOHCYJbTAI|s y XUpypra Ul MPUHATHSA PEIICHHS O TIPOBEACHHM pPaHHETO
HCCEUYCHUS W TIPOMBIBaHWA O0ONIAacTH B MeECTe YKOja, OCOOEHHO €Cl| 3TO
MOy IIeUKa TaThIa WIH CYyXOKUIIHE.

14. Baxuunra Hopmumac® PCV M Hyo He npeanasHaYeHa Ui IPAMEHEHMUS
CYIIOPOCHBIM M JTAKTUPYIOIIUM XHUBOTHBIM.

15. Ilepen mnpumeneHWeM (QIAaKOHBI C BaKIWHOW BBIACPKUBAIOT IIPH
koMHaTHOM Temmepatype (15-25°C) m TmarempHO B30anThBaOT. Crnemyer
n3berarh KOHTAMHUHAIMY BaKIMHBI. BakiiuHy BBOAAT BHYTPUMBIIIEYHO B 001acTh
nied OAHOKPATHO WK ABYKDPATHO:

- OnHokpaTHas BAKIMHAIMA: BAaKIWHY BBOIAT IOPOCATAM ¢ 3-HEAEIHHOTO
BO3pacTa B J103€ 2 MJI OJHOKPATHO.

- JIBykpaTHas BaKIUMHAIWA: BAKIUHY BBOAAT MOpPOCATaM C 3-THEBHOTO
BO3pacTa B J103¢ | MJI ¢ TIOCIIEIYIOMEH peBaKIMHAIMER HE paHee, yeM depes3 18
JHEH.

JIBYKpaTHYIO BaKIMHALMIO PEKOMEH/yEeTCs IIPUMEHATH IIPH YITPO3€ PAHHETO
3apakeHHs IIMPKOBUPYCHON MHGEKIHEH i SH300THYECKON MTHEBMOHHNEHN CBHHEH.

16. B mepsbie CyTKHM TOC/I€ BakIMHAIWK BO3MOXHO HE3HAYMTEIBHOE
roBeimenue temmueparypsl (Ha 1 °C), caMONpOu3BOILHO MPOXOASIIee B TEUCHHE
24 qacoB. Y HEKOTOPHIX XXKHUBOTHBIX B IIEPBHIC CYTKH MOCIIC BAKIMHAIIUKA BO3MOKHO
MOSIBJICHHE CHCTEMHBIX peakimii. B peaxux cinydasx y JKUBOTHBIX BO3MOMKHO
TIOSIBJICHUE PEaKUMi THUIEPUYBCTBUTEIFHOCTH TIOCHE NEPBOH MHBEKIHMH IPH
IPOBEIECHUN IBYKPAaTHOM BakiMHALWH. B MecTe BBEICHUA BAKIMHBI BO3MOXKHO
o0pa3oBaHNe HE3HAYUTEIHHON MPHUITYXJIOCTH, CaMOIPOU3BOJIBPHO MCUE3aIOmEed B
TE€UCHUE HEIEIIH.

B ogenmp pemxkumx caygasx (menee 1 okmuBotHOro u3 10 000
BaKI{UHUPOBAHHBIX YKHBOTHBIX ) BO3MOXKHO TTOSIBJICHUE peakuin
aHa(pUIaKTUIECKOrO THIIA, B TAKMX CIIydasX >KHBOTHOMY MOXET OBITh Ha3HAYEHO
CHMIOTOMATHYECKOE JICUCHHE.

IIpu coemectHoM mnpumeHenwu Ilopmumic® PCV M Hyo ¢ Tloprmmuc®
PRRS B pa3Hple yuacTku Tena y HEKOTOPHIX JKHBOTHBIX BO3MOJKHO ITOBBIIICHHE
TeMIIepaTypsl Tena Ha 2°C, Temmeparypa BO3BpAIIAeTCs K HOpME B TeueHue 1-2
JHEH mOCNe €¢ MmUKa. TPaH3WTOPHBIE MECTHBIE PEAKIUM B MECTE HMHBEKIHH,
KOTOpBIE OTPaHMYMBAIOTCA HE3HAYUTENIFHOH OTEYHOCTHIO (He Oomee 2 cM B
IEAMETPE), MOTYT BO3HHKATh Cpa3y IOCJIEC BAaKLMHAIMH, @ B HEKOTOPHIX Coydasx -
yepes 12 nHEH mocite BakIWHAIWN, JaHHBIE PEAKIFH MCYe3ai0T CaMOIPOM3BOIILHO




B TeueHue O gHed. Peakuuu THNepYyBCTBUTENLHOCTH NOCTAE BaKIMHALMH
BCTPEUYAKOTCS HEYACTO.

17. Tlaronornuyeckux MPHU3HAKOB TMPH MNEPEAO3UPOBKE BAKLUHBI
YCTaHOBJIEHO.

18. Bakuuna [Topumwmic® PCV M Hyo MOXeT HPUMEHSTHCS COBMECTHO C
BakiuHOM [Topummc® PRRS y cBuHell B BospacTe oT 3 HeJenb NMPH YCIOBHH
BBCCHHS MPENAPATOB B Pa3HbIe YYACTKH TeJsa )KUBOTHOTO. ClleyeT 03HaKOMUTCS
C MHCTPYKUHMEH IO BETEPUHAPHOMY NPHUMEHEHHIO Bakiuubl [lopummuc® PRRS.
Hannbie mo >G@exkTHBHOCTH W 0€30MacHOCTH IPH NPUMEHEHHH COBMECTHO C
APYTMMH  JICKQPCTBEHHBIMM IIpeTNapaTaMM, 3a HCKIIOUYEHHEM IIPENaparos,
YKa3aHHBIX BBILIE, OTCYTCTBYIOT. PelieHne 0 MPUMEHEHUH BAKIIUHEI 10 WU MOCIE
NPUMEHEHUST JPYTUX JIEKAPCTBEHHBIX NMPENapaToB NPHHUMACTCS BETEPHHAPHBIM
BPa4uoOM B MHIMBHIyaJlbHOM NOpsake. He cmemmBare ¢ ApyrumMu BeTEpHHAPHBIMU
JIEKapPCTBEHHBIMU TIPETapaTaMu.

19. Ocobennocrell MOCTBAKIMHAIBHOM pEaKIMM NPH IIEPBUYHOM H
IIOBTOPHBIX BBEJCHUIX HE BBISBJICHO.

20. Cnemyer wus0eraTh HapyHICHHH CPOKOB IPOBEJCHUS BaKIMHALWH,
NOCKOJIBKY ~ 3TO  MOXET  HPHBECTHM K  CHIKEHHIO  3(()EKTHBHOCTH
UMMYHONPO(DHIAKTHKH [UPKOBUPYCHON MH(EKIMHM M SH300TUYECKOH THEBMOHUH
CBHHEH.

21. Msaco 1 mpoAyKThl y0Osi, TOTyYeHHBIE OT BAKIIMHUPOBAHHBIX KUBOTHBIX,
UCIIONIB3YIOT 03 OrpaHUYEeHUH HE3aBUCHMO OT CPOKA BaKIMHALIWH.
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