MHCTPYKLUSA

10 npuMeHeHnro BakuuHsl [lypeBakc RCPCh
NPOTHUB NaHJIEHKONEHNH, HHPEKIIMOHHOTO PUHOTPAXENTa, KATMIUBUPYCHON HHPEKIUH 1
XJIAMU/IN03a KOLIEK C pacTBOPUTETIEM

(Opranusanus-paspadboruuk: «Mepuan», 29 aBento Touu ["apube, 69007, JInon,
®panuus)

I. OOmwme cBenenus

1. Toprosoe HaumMmeHOBaHME JeKapcTBeHHoOro mpemnapara: Ilypesakc RCPCh (Purevax
RCPCh).

MexayHapoaHoe HenaTeHTOBAaHHOE HaMMEHOBaHHWe: BakliMHa NMpOTHB NaHJIEHKONEHUH,
MHQEKIMOHHOIO PUHOTPAXeuTa, KaJIULIUBUPYCHONH WH(EKIMM W XJIAMUAMO03a KOIIEK ¢
pPacTBOPHUTEIIEM.

2. JlexapcTBeHHas (opma: BakIMHA — JHOQUIM3AT JUIS NPUTOTOBJIEHHS CYCIIEH3HM IS
UHBEKLUI; PACTBOPUTEND — PACTBOP J1JI1 UHBEKLIUHA.

Baknuna Ilypesakc RCPCh m3rotoBieHa M3 KyJnbTypajbHON CYCIIEH3MH JIMHUM KJIETOK
MOYEK KOIIKM, MH(QHUIMPOBAHHBIX ATTEHYMPOBAHHBIM TI'ePHECBUPYCOM PHHOTPAXEMTa KOIIEK
(wramm FHV F2); nHakKTHBHPOBaHHOTO OPOMOATHIEHHMHHOM aHTUTEHA KaJMIMBUPYCa KOIIEK
(mrammbl  FCV 431 wn Gl); KynabTypaJbHOH CyCHEH3WM JIMHHM KJIETOK II0YEK KOIIEK,
MH(UIMPOBAHHOM aTTEHYMPOBAaHHBIM BUPYCOM nanjeiikonennu xomek (PLI [V); xynsTypanbHoit
cycniesun  jmHMM  kietok  MDCK, wuMHQUUUpOBAaHHBIX  aTTEHYMPOBaHHON GakTepueit
Chlamydophila felis (utamm 905), ¢ no6aBneHnemM reHtamunuHa 28 MKr/no3a.

3. I1o BHemIHEMY BUY BaKIMHA IPEJACTABISAET COO0I CyXyl0 OJHOPOIHYIO Maccy GexXeBOro
IBETa; PACTBOPUTEJIb - OECLBETHYIO MPO3PAUYHYIO KHIKOCTb.

PactBopuTens npeacrasiseT cob0oil BOAY I HHBEKIIHNA.

CpoOK roJJHOCTH BaKIMHbI 18 MeCAIEB ¢ 1aThl BBINYCKA IPU COOITIOICHUH YCIIOBUI XpaHEHHs
¥ TpaHcnopTupoBanus. [1o ucTeyeHnn cpoka roAHOCTH BaKIMHA K IPHMEHEHHIO HE TPUTO/IHA.

4. Bakuuna pacdacopana o 1 ummyHmupyomuieii go3e (1 ), pacTBOpHUTENL — 11O 1 MII B
CTEKJISHHBIE (DJIAKOHBI COOTBETCTBYIOIIEH BMECTHMOCTH, TePMETHYHO YKYIIOPEHHBIE PE3UHOBBIMH
NpoOKaMH, YKPEIJIEHHBIMHU aJIFOMUHUEBBIMH KOJITAYKaMHU.

®akoHBl ¢ BaKIMHOH ymakoBaHbl B KopoOku mo 10 mo3 (10 ¢uakoHoB BakuuHbl U 10
¢nakonoB pacteopuTens). B kaxayro KOpoOKy ¢ BakIMHOM BJIOKE€Ha MHCTPYKIHMS IO
NPUMEHEHHIO.

5. BakunHy XpaHsaT ¥ TPaHCIOPTUPYIOT B CyXOM TEMHOM MecTe Npu Temreparype ot 2 °C
10 8 °C. 3amopakMBaHUE BaKLIMHBI U PACTBOPUTEJIS HE TOTTYCKAETCS.

6. BakuimHy ¥ pacTBOPUTEb CIIEAYET XPAaHUTh B HEJOCTYITHOM JIJIS JIETEN MecTe.

7. BakuuHy ¥ pacTBOpHUTEIb BO (h1akoHax 0e3 STMKETOK, C HapyLIeHHEM LEJIOCTHOCTH W/WIH
IePMETHYHOCTH YKYMOPKH, ¢ W3MEHEHHBIM BHEIIHMM BHJOM, C UCTEKIIUM CPOKOM T'OJHOCTH,
OpakyroT, o0e33apakuBalOT KHNSAYEHHEM WM 2% pacTBOpPOM mienoun wiu 5% pacTBOpPOM
xjopamuHa (1:1) B Teuenne 30 MUHYT.

Yrunusans 00€33apaXeHHON BakKUMHBI He TpeOyeT COONIIONCHUs ClEUUaIbHBIX Mep
IPEIOCTOPOKHOCTH.

8. Bakuuna Ilypesakc RCPCh otnyckaetcs Ge3 penenTa BeTepuHapHOTo Bpaya.



I1. buonoruueckue cBoiicTBa

9. Bakmuna Ilypeakc RCPCh - uMMyHOoOMOIOrHYEeCKUiT JIeKapCTBEHHBIH Mpenapart.

10. Bakuuna IlypeBakc RCPCh BbI3bIBaeT (hopMuUpOBaHNE UMMYHHOTO OTBETa y KOIIEK K
BO30yMUTENSIM MAHIEHKONEHNN, NHPEKIMOHHOTO PUHOTPAXEeUTa, KaJMIMBUPO3a M XJIaMHIN03a
gyepe3 14-28 cyTOk mnocie BBeAeHUs, IPOAODKUTEIBHOCTBIO HE MeHee 12 MecsIes.

B oaHoll MMMYHHM3UPYIOIIEN J103€ COAEPKUTCS aTTEHYUPOBAHHBIN IeprieCBUPYC KOIIEK THII
1 (mramm FHV F2), He meHee 10%° CCIDs), "HaKTUBMPOBaHHbIE AHTUTE€HBI KAJIMIIMBUPYCA KOIIIEK
(mramm FCV 431 n Gl1), e menee 2,0 En. ELISA; aTtTreHyupoBaHHBIi BUpPYC MaHJIEHKOIEHUH
komek (PLI IV), ne menee 10°° CCIDsy, aTTeHympoBaHHas Chlamydophila felis (mtamm 905), e
menee 10°7 EIDs5.

Baknuna 6e3BpeaHa, JieueOHBIMU CBOMCTBAMHU He 00JanaeT.

III. TTopsanok npuMeHeHUs

11. Bakmmna IlypeBakc RCPCh npeana3znHauena s npopUIaKTUKH TaHJICHKONECHHUH,
MHQEKIIMOHHOTO PUHOTPAXENTA, KaJUIUBUPYCHOM MH(PEKIUU 1 XJTaMUAN03a KOIIIEK.

12. 3anpemieHo NpUBUBaTh KIMHUYECKH OOJBHBIX W/WIN OCIa0JIEHHBIX )XKMBOTHBIX. 3a 10
JIHei 10 BaKIIMHALUMU HE0OXO0AMMO MPOBECTH JI€TeIbMUHTU3ALNIO KOIIKH.

13. Bakumny IlypeBakc RCPCh BBOAST nNOAKOXHO, ¢ 8-MH HeIEIBbHOrO BO3pacTa,
JBYKPAaTHO ¢ MHTepBaJIOM 3-4 Hezlenu, B J03¢ 1 MJI, HE3aBHCHUMO OT MAacChl U TMOPOIBI KOIIEK.
PeBakiMHaAIMIO KOLIEK IPOBOISAT €XEroAHo. IIpu BBHICOKOM YpOBHE MaTepUHCKHX aHTUTE] B
KPOBH KOILIEK NEPBYIO BaKI[MHAIMIO IPOBOJAT B 12-He1eJIbHOM BO3pacTe.

Ilepen BaxkuuHaumel JMOQUIN3UPOBAHHBIM KOMMOHEHT BakuuHbl IlypeBakc RCPCh
CMEIIMBAIOT ¢ pacTBopuTeseM. [loAroToBiieHHBII mpenapaT HEOOXOAMMO HCIOJIL30BAThH
HemeeHHo. [1py BakmHanuy Heo6X0AuMO c00JII01aTh IPaBHUIIa ACETITUKH M AHTUCEIITUKH.

14. CuMNTOMOB TNPOSIBJIEHUS TaHJIEHKONEHNN, WHPEKIMOHHOTO PUHOTpAxeuTa W
KaJMLUBUPYCHOH MHEKIMH, XJIaMUAM03a KOIIEK MM APYTHX NMaTOJIOTHYECKUX MPH3HAKOB TPH
nepeI03uPOBKE BAKIIMHBI HE YCTAHOBJIEHO.

15. OcobeHHOCTE#l MOCTBAKIMHAIBHOM peakiy¥ NpH TEPBUYHOM U  MOBTOPHBIX
UMMYHM3AIUAX HE YCTaHOBJICHO.

16. bepemeHHbIE U JTaKTUPYIOLINE KUBOTHBIE HE MOJIekKAT BaKIIMHAIWH.

17. Cnenyet n3berarb HapyIIeHHWI CXeMbl IPOBEICHUS BAKIIMHAIIMH, TTOCKOJIBKY 3TO MOYKET
NpUBECTH K  CHWXKEHHUIO  A(PPEKTUBHOCTH  MMMYHONPOPUIAKTUKH  IAHJIEHKOIEHHH,
MH(EKIMOHHOTO PUHOTpaXeuTa, KaJIMUUBUPYCHON MHQEKUNH, XJIaMHuauo3a Kolek. B ciayuae
NPOIyCKa OYEPEHOTO BBEEHHUS HEOOXOAMMO POBECTH UMMYHH3AIIMIO KaK MOYKHO CKOpEE.

18. Ilpn mpuMeHeHMM BaKLIHMHBI B COOTBETCTBMHM € HACTOSIMIEH MHCTPYKIUEH MOOOYHBIX
SIBIEHUN M OCJIO)KHEHMIl, KaK NpaBUJIO, HE OTMedaeTcs. Ha MecTe MHBEKIIMM HWHOTAA BO3MOXKHO
NOsIBJIEHHE OBICTPO HCUYe3aroleil NpUNyXJIOCTU. B  HCKIIOUMTENBHBIX CllydasX BO3MOXKHA
aHauIaKkTU4ecKas peakuus. B 3ToM ciyyae npoBOAST CUMIITOMAaTHYECKOE JICUCHUE.

19. He nomyckaercs oHOBpeMeHHOe npuMeHeHne BakuuHbl [lypeBake RCPCh ¢ apyrumu
MMMYHOOHOJIOTUYECKMMH IIpenapaTaMy, 3a MCKJIIOYEHHUEM BaKUUHBI OT OemeHcTBa Pabusuu u
BAaKIMHbI [IPOTHB BUPYCHOIO JIEHKO3a KOLIEK NPOM3BOJACTBA KOMMaHuM «Merial» mpu yciosuu
pa3aesIbHOrO UX BBEJAEHUS.

20. Cpoku BO3MOJKHOI'O MCIOJIB30BaHUS MPOIAYKIUHN JKUBOTHOTO TMPOUCXONKIECHHS I10CIIE
BBeieHNs BakinHbl [TypeBakc RCPCh He ycranaBimBaroTCs.

IV. Mepsl 1MuHO# TPOPUIAKTUKH

21. Ilpn pabore ¢ BakuMHOH cieayer coOmonaaTh O0IIME TpaBUa JUYHON TUTHEHBI W
TEXHUKH O€30IaCHOCTH, INPEIYyCMOTPEHHbIE IpU paboTe ¢ JIeKapCTBEHHBIMHM CPEICTBAMU
BETEPUHAPHOTO Ha3HAYEHUSI.

22. Bce nmua, yyacTBYIOIIME B IMPOBEACHMM BaKIIMHAIUH, JOJDKHBI OBITH B CIIELOAEK/IE
(xanaT, OptoKM MM KOMOMHE30H, PE3MHOBBIE CAlOTH, TOJOBHOM yOOp, Pe3UHOBBIE MEPYATKU) U
obecrieueHbl MHAMBUAYAIBHBIMHA CPEICTBAMH 3aIMTHI (OUKM 3aKPLITOrO TUMA, pecrnupatops). B
MecTax paboThl J0JKHA ObITh anTeuka NepBoii J0BpaueOHOM MOMOIIIHN.

23. Ilpu nonajaHuy BaKLMHBI HAa KOXY W/WIN CIM3UCThIE O0OJOYKH, UX PEKOMEHIYETCs



IIPOMBITH 0OJBIINM KOJUYECTBOM YHMCTON Bojabl. Ilocie pa6OTI>I CJIeayeT MNpPUHATL OYII,
TIIATEJIBHO BBIMBITH PYKHU C MBLJIOM, MNEPEOACTHCS. B CJiydya€ pasjiiBa BAaKIIUHBEI, 3apa>i<eHH}>1i/'1
Y4acCTOK I10JI1a WJIM IMOYBBI 3aJIMBAIOT 5% pacTBOpPOM XJIOpaMUHA UJIK €AKOI0 HaTpusl.

HaumenoBanus u aapeca
IPOU3BOACTBECHHBIX IJIOIIA10K
IIPOU3BOAUTEIIA JIEKAPCTBEHHOI'O IIpeTiapaTa
JUIE BETCPUHAPHOTO NPUMCHCHUS

HanmeHoBaHUe, aapec OpraHu3aluu,
YIIOJTHOMOYEHHOM JiepyKaTesieM Win
BJIaJIe)IbIIEM PETUCTPALMOHHOTO
yI0CTOBEPEHHUSI JIEKApCTBEHHOTI' O Npernapara
Ha MPUHSTHE IPETEH3UI OT
notpebutens/Umnoprep

«Mepnan», py ne 1’ ABuacboH, 69800 Can
[Tpuct, ®panuus /

«Merial», rue de 1’Aviation, 69800 Saint
Priest, France;

«Mepmnany, lllemu ne Kpy3zomns, 69210
Jlentunu, ®panmms /

«Merial», Chemin de Cruzols, 69210
Lentilly, France

00O «bepunrep Uureapxaiimy,
Poccuiickas ®enepanus,

125171, Mocksa, Jlennnrpaackoe mocce,
16A, cTp.3

WHCTpYKIUS 10 TIPUMEHEHHIO pa3pabdoTaHa Tojpa3/ieleHneM BeTEepUHAPHBIX TMPenapaToB

00O «bepunrep Uurenpxaiim» (r. Mocksa).

C corjacoBaHMEM HACTOSIIEH MHCTPYKUMU YTPAUYUBAET CUIIYy MHCTPYKIHUS MO NMPUMEHEHHIO
BakiuHbl [TypeBakc RCPCh, yrtBepknennas 3amectuteneMm PykoBomutens Poccenbxo3namsopa

02 cents0ps 2016 .

PexomenagoBaHo k peructpauuu B Poccuiickoii @enepaunu ®I'bY « BTHKW».

Howmep Peructpaunonsoro ynocrosepenus 50 -/-3/ /3 - 33 F3NBlL/ ~/-38 /62 4%





