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«Merial», 29 avenue Tony Garnier, 69007, Lyon, France)

HOMep PETUCTPALIHOHHOTI'O YIOCTOBCPCHHUS ! vzg 0

I. OOumue cBeneHUs

1. ToproBoe HauMeHOBaHHE JeKkapcTBeHHOro npenapara: Dypukan DHPPI, — L (Eurican
DHPPI, - L).

MexayHapoJHOe  HENaTeHTOBAaHHOE  HAaMMEHOBaHME: BaknuHa NpPOTHB  YYMBI,
aJIeHOBUPO30B, MAPBOBHPO3a, Maparpuina-2 1 JIENToCIupo3a cobax.

2. JlexapctBeHHass (opma: cyxoi komnoHeHT (Dypukan DHPPL) — nuodumnmszar mns
IPUTOTOBJIECHHUS CYCHEH3UHU Ul UHBEKIHH; )KUIKHH KOMIOHEHT (DypukaH-L) — cycnieH3us s
WHBEKLHH.

Cyxoit komnoHeHT (Dypukan DHPPI2) wusrotoBnen u3 KynbTypadbHBIX >XKHAKOCTEMH
KJIETOYHBIX KYyJIbTYp, HHQUIUPOBAHHBIX aTTEHYHPOBAaHHBIMH MITAMMaMH BHpYCa YyMbI
miotosgHbIX (mramm BAS), amenoBupyca CAV 2 (mramm DKI13), mapBoBupyca (mramm
CAG2) u Bupyca naparpunna-2 cobak (mramm CGF 2004/75), ¢ noGaBieHneM B KadecTBe
CTAaOMIIM3aTOPOB MOJUNENTHAOB (22,5 Mr/no3a) u rimouuaos (77,5 mMr/mno3a).

XKunkuit xomnoHeHT (DypukaH—L) H3roToBieH U3 JeNTOCHUp ceporpymnmn Leptospira
canicola  (mramm 16070) wu  Leptospira icterohaemorrhagiae (mramm  16069),
WHAKTHBHPOBAHHBIX THOMEpcajioM, C Ao0aBlieHHEM HamoJHuTeNlss - (ochaTHO-COIEBOro
O0ydepHoro pactBopa 10 1 M.

3. Ilo BHemHeMy BHIY CyXOH KOMIIOHEHT BaKIMHbI MpPEACTABIAET COOOH CYXYIO
MOPUCTYIO Maccy OT O6eXeBOro 10 01eAHO-XKENTOro LBETa, XUIKHH KOMIOHEHT — TOMOTEHHYIO
OTAJIECHUPYIOIIIOIO KXUIKOCTD.

Cpok roqHOCTH BaKIMHBI 24 Mecsilia ¢ 1aThl BBITYCKa IIPH COOJIIOJICHUN YCIIOBHI XpaHEHUS U
TparcnopTupoBanus. [locne BCkpriTUs (priakoHa BaKIIMHY HEOOXOIUMO HCIIOJIH30BaTh HEMEIEHHO.
[To ucTeyeHnu cpoka roAHOCTH BaKIMHA K IPUMEHEHHIO HEe IPUTO/THA.

4. Cyxoii KOMIOHEHT pachacoBaH mo 1 uMMyHH3Hpyiomel mo3ze (1 coM’), KumKuii
KOMITOHEHT — MO 1 MJ B CTEKJISHHbIE (PJIaKOHBI COOTBETCTBYIOLIEH BMECTHMOCTH, F€PMETHUHO
YKYTIOPEHHBIE PE3HNHOBBIMH MPOOKaMH, YKPETUICHHBIMU aTIOMUHHEBBIMH KOJITTAYKaMH.

OnakoHBl C KOMIIOHEHTaMHM BaKLUMHBI YNAaKOBaHbl B IIJIACTHKOBBIE KOpoOKH mo 10
umMMyHH3upyroumx 103 (10 ¢nakoHOB cyxoro kKoMmoHeHTa ©U 10 ¢uakoHOB KHUAKOTO
KOMITOHEHTa). B Kax1yro KOpoOKy ¢ BaKIIMTHOM BJIOXKE€HA HHCTPYKIHUS MO TPHUMEHEHHIO.

5. Bakuuny XpaHat npu temneparype ot 2 10 8°C, B 3alIMIIEHHOM OT CBETa MECTe.

6. BakiiMHy XpaHUTh B HEJOCTYITHOM JUIs IETEH MecTe.

7. KoMnoHeHTH! BakMHBI BO (priakoHax 0e3 3TUKETOK, C HUCTEKIIMM CPOKOM T'OJHOCTH, C
HapyIIeHUEeM IEeJIOCTHOCTA W/WIM TEePMETHYHOCTH YKYNOPKH, C H3MEHEHHBIM I[BETOM W/HIIU
KOHCHCTEHIMEH CONEPKUMOTO, C HATMUHMEM IIOCTOPOHHEH NMPHUMECH, a TAKXKe OCTaTKH BAKIIMHBI, HE
HCIIOJIb30BAHHBIE Cpa3y II0CJIE€ BCKPHITHS, MOJUIEXKAT BBIOPAKOBKE M 00€33apayKHBaHHIO ITYTEM
KurnsyeHus: B TedyeHue 30 MUHYT.

Yrunuzanus o06e33apakeHHOW BaKUUHBI He TpeOyeT COOMIONEHHS CHEHHAIbHBIX MEp
PEIOCTOPOIKHOCTH.
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8. BakuuHa otyckaercs 6€3 perenta BeTepuHapHOIro Bpaua.
I1. buosoruueckue cBolcTBa

9. Baknuna Dypukan DHPPI, — L - uMMyHOOMOIOrHUECKUH JIEKapCTBEHHBIH penapar.

10. BaknuHa BbI3BIBaeT (OPMUPOBaHHE MMMYHHOIO OTBeTa y coOak NMPOTHB BO3OYIHTENEH
YyMBI IJIOTOSITHBIX, HH(PEKIIMOHHOTO TenaTHTa U HHPEKIIMOHHOTO JIADHHIOTPaXenTa, apBOBHPO3a,
nmaparpunmna - 2 W Jentrocnupo3a uepe3 14 gHeld mocie JBYKpaTHOM —BaKIMHAIIWH,
MIPOJOJIKUTENIFHOCTBIO HE MeHee 12 MecsIeB.

B onHoii umMmyHmsmpyiomeii moze (1 wmu) comepxures me wMenee 10*°CCIDs
aTTCHYHPOBAaHHOTO BHpPyCa YyMbl IUIOTOSAHBIX (mTamMM BAS); He memee 107°CCIDs
arTeHyupoBaHHoro aaeHoupyca CAV 2 (wramm DKI13); He Menee 10*°CCIDs,
aTTeHynpoBaHHOTO mapBoBHupyca (mtaMmm CAG2); He MeHee 10*’CCIDs, aTTeHyHUPOBAaHHOTO
Bupyca mnaparpunmna cobak tuma 2 (mramm CGF 2004/75), unaktuBupoBaHHBIe Leptospira
canicola (uramm 16070) u Leptospira icterohaemorrhagiae (mramm 16069).

Baknuna 6e3BpeqHa, 1e4eOHBIMU CBOWCTBAMH He 00s1aaeT.

III. ITopsanox mpuMEHEHHUS

11. BaknuHa mnpenHa3zHaueHa JUIs HMMYHH3allUHd co0aK IMPOTHUB 4YyMbl, HH(EKIIHOHHOTO
rernatuTa U HHQEKIMOHHOT0 JJapHHIoTpaxenuTa, NapBOBUPO3a, IIaparpHina-2, JenTocnuposa.

12. 3anpenieHo IMMYHH3UPOBATh KIIMHUYECKH OOIBHBIX U/WIH O0CTa0IeHHBIX KUBOTHBIX.

13. Ilpu pabore ¢ BakuMHOHN cleayeT coOonaTh OOIIME NpaBHJa JUYHOW TUTHEHBI H
TEXHUKH O0€30MacHOCTH, TpPeAyCMOTpEeHHble Hpu paboTe ¢ JIeKapCTBEHHBIMH CpEICTBaMH
BETEPUHAPHOTO HA3HAUEHUS.

Bce numa, ywactByroiye B TNpPOBEJICHHMHM BaKIIMHAIWH, JOJDKHBI OBITH B CHEIHOACKIE HU
obecrieyeHbl MHAMBUIAYATBHBIMU CPEICTBAMU 3alIUThl. B MecTax paboThl 0KHA OBITH anTeyka
MepBOi ToBpayeOHON MOMOIITH.

[Tpu momaaHUK BaKIIUHBI HA KOXKY WU/UJIH CIU3UCTBIE 000JIOUKH UX PEKOMEHIyeTCS TPOMBITh
OOJIBIIINM KOJHMYECTBOM BOJOMPOBOJHOHN BOJAbL [lpu ciiydaiiHOM BBeJIeHHM IperapaTa 4eJoBeKY,
MecTO BBeJeHUs HeoOxomaumo oOpabortate 70 % pacTBOpOM 3THUIIOBOIO CHUpPTA, OOPATHTHCS B
MEIUIHHCKOE YUPEKIEHUE U COOOIUTH 00 3TOM Bpayy.

14. 3anpenieHo UMMYHH3UPOBATh OEPEMEHHBIX CYK MOCIIE IEPBOM TPETH OEPEMEHHOCTH.

15. BakuuHanuu nojyiexat cobaky, HayMHas ¢ 7-HEJENBHOTO Bo3pacTa. BakuuHy BBOISAT
MIOJIKOKHO JIBYKPAaTHO ¢ HHTEPBAJIOM 3-5 HEZeNb B 103€ 1 MJI HE3aBUCHUMO OT Macchl Tejla M MOPOIbI
cobaku. B caydae, ecnm HyxHa OoJjiee paHHsIS 3alluTa OT MNApBOBHUPO3a, JIOMOJHHTEIBHO
MPUMEHSIOT BaKIMHY DypukaH Primo ¢ 4-6 He1eIbHOTO BO3pacTa.

PeBakimHUpYIOT coOakK €XeroqHO OAHOKPAaTHO OJHON 10301 BaKIMHBI.

[Tpr BakuWHANMKH HEOOXOJUMMO COOMIONATh IpaBHJIA ACENITHKH M aHTHUCENTUKU. [lepen
MPUMEHEHHEM COJepKUMOe (pilakoHa C XKUJKUM KOMIIOHEHTOM B30aJITHIBAIOT M BHOCAT BO (pJIaKOH
¢ THO(UIM3UPOBAHHBIM KOMIIOHEHTOM, TIIATEIbHO IEPEMEIINBAIOT A0 IOJHOTO PacTBOPEHHS
CyXOro KoMIoHeHTa. JIJis1 BaKIHHAIUK UCTIOJIb3YIOT CTEPUIIbHBIC LITIPUIBI U UIJIBL.

16. Ha MecTte MHBEKIHMH BO3MOXHO IOSBJIEHHE OBICTPO HcYe3alolleld NpUIyXJIOCTH. Y
OTJIENIBHBIX KMBOTHBIX MOCJIE BAaKI[MHAIIMKA MOTYT HaOJIIO/1aThCs anaTusl U CHH)KEHHUE alleTUuTa, 3TH
SIBIIEHUS TIPOXOJAT CaMOCTOSATENbHO Oe3 JjeueHus. [Ipm BO3HMKHOBEHUH aHAPHIAKTHYECKON
peaKIuy MIPOBOASIT CUMITOMATHYECKOE JIEUEHHE.

17. CuMOTOMOB TIPOSIBJIEHHS YyMBbl, aJ€HOBHPO30B, NapBOBHpPO3a, MaparpuIina-2,
JIEITOCIIHPO3a co0aK WM APYrHUX MaTOJIOTMYECKUX MPU3HAKOB IPU MEPET03UPOBKE BAKIIUHBI HE
YCTaHOBJIEHO.

18. He nomyckaercs npumeHeHue BakuuHbl Jypukad DHPPI,— L onHoBpeMenHo ¢ apyrumu
BaKIIMHAMH.

19. OcoOeHHOCTEHl MNOCTBAKIMHAIBHONM pEAaKUHUH IIPU IEPBUYHOM U MOCIEAYIOIIHNX
HMMYHHU3aIUSAX HE YCTAaHOBJIEHO.

20. Cnenyet u3beraTh HapylIEHHH CXEMBbI MPOBEAEHUS BAKIIMHALIUH, MTOCKOJIBKY 3TO MOXET
IPUBECTH K CHI)KEHUIO J()(PEeKTHBHOCTH HMMYHONPO(DUIAKTHKM YyMBI, aJeHOBHPO30B,
MapBOBUPO3a, Maparpunna—2 v Jentocnupo3a cobax. B ciywae mpomycka ouepeHOTO BBEICHHS
He0OXO0IUMO IMPOBECTH UMMYHH3AIMIO KaKk MOYKHO CKOpee.



21. Cpoxu BO3MOXKHOTO HCIIOJIb30BAHHUSI MPOJIYKIHUH J>XKUBOTHOTO IMPOMCXOXKICHHS I0CTIE
BBelieHHusl BakiuHbl Dypukadn DHPPL,— L He ycranaBnuBaroTcs.

HaumeHoBanus u aapeca «Mepuan», py ae yi1’ABuacbon, 69800 Can
IPOU3BOJACTBEHHBIX ILIOIIA0K [Ipucr, ®pannus /

POM3BOUTENIS JIEKAPCTBEHHOTO Tipernapata  «Merialy, rue de 1’Aviation, 69800 Saint
JUUISl BETEPUHAPHOTO TPUMEHEHUS Priest, France;

«Mepuany, Illemu pge Kpyzoms, 69210
Jlentunu, ®pannus /

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

HaumeHnoBaHme, aapec opraHu3aiu, 00O «bepunrep Uurenpxaiim»,
YIIOJJHOMOYEHHOM JiepKaTesieM WK Poccuiickas ®@enepanus,
BIIQJIETIBIIEM PETUCTPALIMOHHOTO 125171, Mockaa, Jleaunrpaackoe mocce,

yIOCTOBEPEHHUS JIEKAapCTBEHHOI 0 Ipenapara  16A, crp.3
Ha IPUHATHE NIPETEH3UH OT
notpebutens/Mmnoptep

WHCcTpyKMs MO IDPUMEHEHMIO paszpaboTaHa IMOApa3/elI€HHEM BETEpHHApPHBIX IpernapaToB
00O «bepunrep HUurensxaiim» (r. Mockaa).

C coryiacoBaHueM HacTOsIIed MHCTPYKLHH YTpauMBaeT CUIIY MHCTPYKIHS MO MPUMEHEHHIO
BakuuHbl Dypukan DHPPI,— L, yrBepxnaennas 3amecturenem PykoBomutenst Poccenbxo3Hamazopa
04.03.2014 rona.



