MHCTPYKLMA

10 MPUMEHCHHIO BaKIKHBI ['ayumiMyH 793B npoTuB HHGEKIHOHHOTO GPOHXMTA KYP
Ha OCHOBE€ BAPMAHTHBIX IITAMMOB Ipynisl 793B mHaKTUBHPOBAHHOM

(Oprauunsanvs-paspaborynk: «Mepuany, 29 asento Tonu I'apabe, 69007, JInow,
OpaHnus)

I. OO6mue cBenenus

1. ToproBoe HamMeHOBaHME JEKApCTBEHHOro mpemapara: |ammamyd 793B (Gallimune
793B).

MexayHapoiHOe HENATEHTOBAHHOE, WIIM TPYHIIMPOBOYHOE, MM XMMHYECKOE HAMMEHOBAHME
JIEKapCTBEHHOTO IIperiapata: Baknuua npoTuB HMHOEKUHOHHOTO OGpPOHXHMTa Kyp Ha OCHOBE
BapUAHTHEIX MITAMMOB IpynInsl 793B uHaxTHBHpOBaHHas.

2. JlexapcTBeHHas GopMa: dMYyIbCUS I UHBEKIIAMN.

BakuuHa H3roToBIeHa M3 BKCTpadMOpuoHambHOU xuakoctd CIID-3MEpHOHOB Kyp,
MHQUIUPOBAHHBIX BUPYCOM HH(EKIMOHHOTO OpPOHXHMTAa Kyp (BapMaHTHBIe mTamMmbl «PL
84084» u «CR 88121»), HHaKTUBUPOBAHHEIX [-NPOIMOIAKTOHOM, ¢ 100ABJIEHUEM B Ka4eCTBE
aJBIOBAaHTA - JIETKOT0 mapapuHoBoro macia (178 Mr), sMyIbraTtopos: aGupa KUPHEIX KACIOT (3
Mr) u monuona (10,5 mr), a Taxxke THoMepcana (1o 0,3 M) B KauecTBe KOHCEPBAHTA.

3. Ilo BHemiHeMy BHIY BaKI[MHa IIPEJCTABILET OJHOPOJHYIO 3MYJBCHIO GENOro I(BETa.
IIpy XpaHeHHN DOIMYCKAeTCS HE3HAYMTENBHOE PACCIOCHHE IMYJIbCHH, OJHOPOAHOCTh KOTOPO
BOCCTaHABIMUBAETCS IPU MHTCHCUBHOM B30aJITHIBAHUM.

Cpok rofgHOCTH BaKUKMHBI 12 MecAIeB ¢ JaThl BHITYCKa IIPH COOIIOCHUY YCTIOBHE XPaHEHUS 1
TpaHCopTupoBanus. [locie BCKphITHS (IakoHA BaKIMHY HEOOXOIMMO WCIIONB30BATh B TedeHue 4
4acoB. 1o ucTeueHnn CpoKa roqHOCTH BaKIMHA K IPUMEHEHHUIO He IPUTOHA.

4. BaxnmHa pacgacosana nmo 300 ma (1000 OpUBHBHBIX 103) B HOTMIPOIMICHOBHIE
(baKOHBI  COOTBETCTBYIOIIEH BMECTHMOCTH, TIePMETHYHO YKYHOPEHHEIE DE3HHOBBIME
npoOKaMy, YKPEIIEHHBIMHU aTIOMHHUEBBIMA KOJIIAYKaAMHU.

O1akOHBI ¢ BaKUUHOM ynakoBansl 10 10 $akoHOB B KOPOOKH BMECTE ¢ HHCTPYKIHEH 110
IIPUMEHEHUIO Ha PYCCKOM SI3BIKE.

5. BakupHy XpaHST U TPaHCTIOPTUPYIOT B CYyXOM TEMHOM MecTe NpH Temmeparype oT 2°C 1o
8°C. 3amopaxuBaHUE BaKIIMHBI HE JOIYCKAETCH.

6. Bakuuny crnefyer XpaHUTh B HEAOCTYIIHOM JJIS JIETeH MecTe.

7. @IaKOHBI ¢ BaKIWHOW 6€3 3TUKETOK, C HCTEKIIMM CPOKOM TORHOCTH, ¢ HapYIICHHEM
EJOCTHOCTH W/WIA T€PMETUYHOCTH YKYIIOPKH, C M3MEHEHHBIM IIBETOM H/HIM KOHCHUCTEHIME
CONEPKMMOTO, C HaJIWYUeM IIOCTOPOHHEH NPHMECH, C pacCIOMBIIENCS OMynbcueil, He
BOCCTaHaBJIMBAIOIIEH OJIHOPOIHOCTh NIPH BCTPSXHBAHHUH, [OJBEPIIIUECS 3aMOPAXKUBAHUIO, & TAKKE
OCTaTKH BAaKIMHBI, HE HCIOJb30BAHHBIE B TeYeHHE 4 YacOB IOCIE BCKPHITUS (hIaKOHOB,
TIOZUIeXKAT BEIOPaKOBKe M 00€33apaKMBAHMIO IIYTEM KUISYEHNs B TedeHue 30 MUHYT.

Yrumsanus 006e33apaXeHHON BaKIMHBI He TpeOyeT COOMNIOIeHNs CHENMANbHBIX Mep
IPEJOCTOPOKHOCTH.

8. Bakuuna otmyckaeTcs 6e3 perenTa BeTepUHapPHOTrO Bpaya.



II. Buonoruyeckue cBOUCTRA

9. Fannumyn 793B - IMMYHOOHOJIOTUYECKHUIA JIeKapCTBEHHBIH IIpenapar.

10. BakumHa BBI3BIBaeT (OPMHPOBAHHE HMMYHHOIO OTBETAa y HTHI K BO3GYIUTEIIO
MHPEKIHOHHOr0 6pOHXKTA Kyp uepe3 14-28 cyTOK, KOTODHIHA COXPAHAECTCS B TCUCHHE HE MEHEE
12 Hepens nocyie ONHOKPATHOTO IPUMEHEHUS.

III. ITopsimox mpUMeEHEeHH

11. Baxuuna npepHasHadeHa IId NPO(HUIAKTHKE UHYEKIHOHHOTO OpPOHXHTAa Kyp B
HEONIArOIONYYHBIX WM YTPOXKAEMBIX 110 3TOMy 3a00JEBAHMIO IUIEMEHHEIX ¥ TOBapHBIX
NTHIEBOJYCCKUX XO3AMCTBAX PA3IMIHOTO HAIPABIICHHS BEIPALMBAHMUS.

12. 3anpemaercs BaKIMHAPOBATh KIMHUYECKH OOJNBHBIX W/HMIH OCIIA6IeHHBIX IITHI], a TaKXe
IIPUBUBATh Kyp MO3/HEE, YeM 3a 2-4 HEeJleNU 10 Havyajla U B [IEPUO. AHLEKTaaKY.

13. BakuunupyroT Kyp B Bo3pacte 16-18 Hezenn, HO He To3aHEe, 9eM 3a 2-4 Heleu 10 Hadaja
AULEKTaaK]. BakuuHy BBOAAT OQHOKpAaTHO B o6beMe 0,3 M BHYTPUMBIMEYHO (B GEAPEHHYIO HIIA
IPYIHYIO TPYIITY MBIIIIT) WM IIOJKOXXHO B HIDKHIOK TPETh LIEH.

Ilepen npumeHeHueMm (IakOHBl C BAaKIMHON BBIICPXHUBAIOT B TeYeHHE 6-8 9acoB IpH
temmeparype 20°C-22°C u nepeMemuBalOT YHEPTUIHBIM BCTPIXHBAHUEM.

Bo Bpems npoBeneHys BaKIMHANMU ()IaKOH ¢ BaKIUHOM NE€PHOANYECKH BCTPSIXHUBAIOT IS
BOCCTaHOBJICHHS OJHOPOJHOCTH SMYJIbCHUHU.

Jis BakIUMHAIMY KCIOJB3YIOT MOJIyaBTOMATHYECKHE WHBEKTOPHI WM IIIPHIEl M HUIIHI,
KOTOPBIE CTCPUIU3YIOT KUIISTYCHHEM B TeueHue 15-20 muHyT. JlomycKaeTcs MCIOIb30BAHHE
OZHOPa30BBIX MIpHIEB. Mecto wuHbeknum o6pabaTeiBaloT 70% COUPTOM HIM  JAPYTHM
JNe3MHPUIUPYIONTUM PACTBOPOM.

[t co3nanus Gonee HANPSHKEHHOIO MIMMYHHOT'O OTBETa PEKOMEHIYETCs MPeABaPUTENBHO,
He MeHee, YeM 3a 4 HeJleld, NPUBMBATh NTHUIlY XMBBIMU BAaKIWHAMH IPOTHB MH(EKIHOHHOTO
OpoHXHTa KYP.

14. CumnToMOB NposiBiIeHMS HHOEKIMOHHOTO OpOHXHTa Kyp (C NpU3HAKAMM CHHIPOMA
CHIDKCHMSI STMLIEHOCKOCTH) WM IPYIHX NATOJIOTMYECKUX MIPU3HAKOB MPH MEPETO3HMPOBKE BAKIMHEI
HE YCTaHOBJICHO.

15. OcobenHOCTEH TTOCTBAKIMHANBHOMN PEaKIMK P MMMYHHU3AIUK HE YCTAHOBIICHO.

16. 3anpemaercs NPUBUBATE IITHUIL B TIEPUOJ SHAIIEKTAIKH.

17. Cnenyer usberath HapymeHHH CXeMbI IIPOBEICHMS BAKIMHAINH, TTOCKOIBKY 3TO MOXKET
NPUBECTH K CHIDKCHHIO 9(Q(QEeKTUBHOCTH MMMYHONPOGUIAKTUKYE HHDEKIMOHHOrO 6pOHXHUTA Kyp. B
ClIy4ac IIpOIyCcKa 04ePEAHOTO BBEACHHUSI HEOOXOIMMO IPOBECTH MMMYHH3AIMIO KaK MOXKHO CKOpee.

18. Tpu npumeHeHnn BakuuHbl ["anmumys 793B B COOTBETCTBHH ¢ HACTOAMIEH MHCTPYKLHeH
N0OOYHBIX SBJICHUH U OCIIOXKHEHUM, Kak [IPaBUIIO, HE OTMEYAeTCH.

19. ManHble 00 OINHOBpEMEHHOM IIPEMEHEHMH BaKuuHB [ammumyn 793B ¢ mpyrumu
MMMYHOOHOJIOTHIECKUMH TIpenapaTaMu OTCYTCTBYIOT.

20. Ilpomyktsl ybos W siI0, TMOMydeHHEIE OT BaKIMHWPOBAHHON NTHIBL, PealH3yloT 6e3
OIPaHUYEHUN, HE3aBUCHMO OT CPOKOB BaKIIMHALIAH.

IV. Mepb! muaHOM TPODUITaKTUKH

21. IIpu paboTe ¢ BaKIMHOM clemyeT coOI0AaTh OBIIYE IpaByiIa IMYHON TUTHEHbl U TEXHUKHA
0e30MacHOCTH, MPENYCMOTPEHHBIE NPH paboTe ¢ JEKapCTBEHHBIMH CPEICTBAMH BETEPHHAPHOIO
Ha3HAYCHUS.

22. Bee nmua, yqacTByIoIye B IPOBEASHNY BAKLIMHALNH, TOJDKHBEI OBITH B CTIEIIOAEXKIE (Xalar,
OprOKY Wi KOMOMHE30H, PE3MHOBBIE CANlOTH, FOJIOBHON yOOp, PE3NHOBHIE IIEPYATKH) U 00eCIeyeHb!
MHIMBUIYalbHBIMI CPEACTBAMHU 3AIIUTHI (OUKM 3aKPBHITOIO THIIA, PECIIMPATOPhl). B MecTax paboTsl
JOJDKHA OBITh allTeuKa IepBOi OBpaueOHOM IOMOIIH.

23. Ilpy nomajaHWM BaKIWHBI Ha KOXY W/WIM CIM3MCTHE OOOJOUYKH, WX pEKOMEHIyeTC s
IIPOMBITH OOJBLINM KOJMUYECTBOM YHCTOH BoABI. Ilocie pabOTH clieqyeT HPUHATH AYII, TIIATEIHHO
BBIMBITH PYKH C MBLIOM, IIEPEOIETHC.



IIpn ciyvaliHoM BBeJeHHHU Ipelapara 4ejloBEKY, MECTO BBEICHUS HEOOXOIAMO obpaborath
70% pacTBOPOM 3TUJIOBOTO CHMPTA, OOPATUTHCA B MEIMIIMHCKOE YUPEXKICHHE U COOBIIUTH 06 3TOM
Bpauy. '

HammeHoBaHus 1 ajjpeca NPOU3BOACTBEHHBIX  «Mepuan», py nme 1 ABuackoH, 69800 Can

TIIJIOIIAIOK IIPOM3BOAUTEIIS JIEKAPCTBEHHOI'O ITpuct, @panius /
npernapara Jjisl BETEpUHAPHOTO MPUMEHEHUS «Merial», rue de I’Aviation, 69800 Saint Priest,
France;

«Mepwuany, llemu ne Kpysoins, 69210 Jlentuy,

Opannus /
«Merial», Chemin de Cruzols, 69210 Lentilly,
France
HaumeHoBaHMe, afpec OpraHu3anuy, OOO «bepunrep Murensxaim»,
YIIOJIHOMOYEHHON JIep>KaTesieM HITH Poccuiickas @enepanus,
BJIaJIEJIBIIEM PETUCTPALIMOHHOTO 125171, Mocksa, Jlenunrpaackoe mocce,

YAOCTOBEPEHUS JIEKAPCTBEHHOr0 IpenapaTa Ha  16A, crp.3
IIPUHSATHE TIPETEH3UH OT
notpebutens/Mmnoptep

MHCTpYKIMsT 110 NpuMeHeHMIo BakuuHel [ajummyH 793B paspaGorana [oJpas/ieIieHueM
BeTepuHapHEIX npernaparoB OO0 «bepunrep MHrenbxaiimy (1. Mocksa).

C cornacoBaHuMeM HacToOsIed MHCTPYKLIMH yTPAdiMBAeT CHIy MHCTPYKIHS IO IIPAMEHEHHIO
lammumyn  793B,  yTBepxaeHHas — 3amecTuTedeM — PykoBommTels Poccenpxo3nanzopa
20 HOs10ps 2015 .
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