MHCTPYKLIUA
TI0 BETEPUHAPHOMY IIPUMEHEHUIO BaKIUHbI Dypukan DHPPL, — [LR

(Oprannsarus-pa3paboTyuk: bepunrep Unrensxaitm Auuman Xesc ®panc DcCudc, 29
aBento Tonu I'apube, 69007, JIuon, ®panmus / Boehringer Ingelheim Animal Health France
SCS, 29 avenue Tony Garnier, 69007, Lyon, France)

Homep perucrpanuonnoro ynocrosepenus: 75 0~/ 279 1 -4 5y4 NTBY -/-51/0093 &

[. O6mmue cBemenns

1. ToproBoe HauMeHOBaHME JICKapCTBEHHOrO npenapara: Jypukan DHPPL, — LR (Eurican
DHPPI; — LR).

Mexnynaponnoe  HemaTeHTOBaHHOEe  HaMMEHOBaHHe: Bakuuna mportus  uymsl,
4lICHOBHPO30B, TADBOBMPO3a, IIaparpUIa-2, JeNTOCIHPO3a U GeleHCTBa co6ak.

2. BakuuHa H3rOTaBINBACTCS B BHJIE ABYX KOMIIOHEHTOB: CyXOH KOMIOHEHT (BaKIHHA
Oypukad DHPPI>) u )unkuii KOMIOHEHT (BakumHa Dypukan LR).

JlexapcTBenHas Gpopma: cyxoif KOMIOHEHT — THOGUIN3AT Ul IPUTOTOBIEHHS CyCIIEH3UHU
JULSL AHBEKIMH;, JKUAKUH KOMIIOHEHT — CYCTIEH3HsI U1l HHbEKIIHiA.

Bakuuna Dypukan DHPPI, wusrotosiena wus KYJIbTYPAJIBHBIX JXHUIKOCTEH KIETOYHBIX
KyJbTyp, HHGUUHPOBAHHBIX AaTTEHYHPOBAHHBIMH IHTAMMAME BUpYCa YyMBbI IIJIOTOSIAHBIX
(wramm BAS), agenosupyca CAV 2 (mramm DK13), mapsosupyca (mramm CAG2) u Bupyca
naparpunma-2 cobak (mramm CGF 2004/75), ¢ noGasieHnem B KayecTBe CTabMIM3aTOpPOB
nonunenTuaoB (22,5 mMr/no3a) u rmouunos (77,5 MI/7103a).

Bakuuna Dypukan LR wusrorosiena us CYCHCH3MH JIenToCHUp ceporpynn Leptospira
icterohaemorrhagiae  (mrramm 16069) m  Leptospira canicola (wramm  16070),
HHaKTHBMPOBAHHBIX THOMEPCAJIOM, TJIMKONPOTEHHOB BHPYCa OeINeHCTBA (wramm  G52), ¢
N00aBIeHHEM aTIOMUHHUS THIPOKCHIA (0,6 Mr) B KavyecTBe anbIOBaHTA.

3. Tlo BHemHemy BHIy BakuuMHa Oypukan DHPPL npexpcrasinser coGoii Maccy ot
0exKeBOTO 10 GIEHO JKENTOro IBeTa, BaKIMHA Oypukan LR — romorennyro OTIaJIECHUPYIOIY IO
CYCHEH3HIO.

Cpox romHocTH BakmmH 24  Mecsma UPH  COOMIONEHMH  yCIOBHH XpaHeHHS 1
TpaHCHOPTHPOBaHHA. [1ocie BeKphITHS (r1akoHa BaKIHHY HEOOXOMHMO HCHOJIb30BaTh HEMEIJIEHHO.
Ilo ucTeueHny cpoka roJHOCTH BaKIMHA K IIPUMEHEHHIO HE IPUTO/HA.

4. Bakumna Dypukan DHPPI, pacdacoBana mo 1 UMMYHH3Upyromed moze (1 cm®),
BaknuHa OypukaH LR — mo 1 Mn B crexisiHHBIE (nakonsl, repmernuno YKYIIOpEHHEBIE
PE3UHOBBIMU IPOOKAMH, YKPEIUICHHBIMH ATFOMHHHEBBIME KOJIIAYKAMMI.

®ylaKOHBl € KOMIOHEHTAMH BAKIMHEI YHIaKOBaHBl B IIJACTHKOBBIE KOPOOKH mo 10
MMMYHH3UpYIOWHX 103 (10 dnakoHOB cyxoro kommoHenrta, mmm 10 (G1aKOHOB KHIKOTO
KOMITOHEHTa, Wi 10 ¢aakoHOB cyxoro kommonenTa u 10 ¢axoHOB xHIKOTO KOMIIOHEHTA).

B kaxayro kopoGKy ¢ BaKI[HHOM BJIOKeHa UHCTPYKIHSA 110 TPUMEHEHHIO.

5. Bakuuny xpassr npu Temneparype ot 2 10 8°C B 3alMIIEHHOM OT CBeTa MecTe.,

6. Bakuuny XpaHuTb B HEIOCTYIIHOM /U JeTeil MecTe.

7. KOMIIOHEHTHI BaKIL[MHBI BO (hIakoHax 6e3 MapKUPOBKH, C HAPYIIEHUEM LIETOCTHOCTH U/HITH
TCPMETHIHOCTH  yKYIIOPKH, C H3MEHEHHBIM IIBETOM M/MIM KOHCHCTEHIHEl COLEPKHUMOT0, C
HAJIAIMEM IOCTOPOHHEH NPHMECH, € MCTEKIIHM CPOKOM TOXHOCTH, He HCIIOJIb30BaHHBIE Cpa3y
TI0CJIE BCKPBITHS, OPaKyIOT M 06€33apakMBalOT IIyTeM KUTISUCHHS B TeyeHune 30 MuHyT.



YTummzanus o06e33apakeHHOW BaKIMHBI He TPEOYET COOIIONEHHS CrelHaTbHBIX Mep
IPEJOCTOPOIKHOCTH.
8. Bakuuna oTiyckaercs 6e3 penenra BETEPHUHAPHOI'0 Bpaya.

II. Buonoruueckue cBoiicTa

9. Oypukan DHPPL, — LR - uMMyHOGHOTOrHYeCKHi JIEKapCTBCHHBIH IIpemnapar.

10. Bakuuna Dypuxan DHPPL — LR BbI3bIBaeT (bopmupoBanre uMMyHHOTO OTBeTa y cobak
IPOTHB  BO3OYAHWTENEH YyMbl IIOTOSIHBIX, MUHQEKIIMOHHOTO TemaThra u UH)EKIHOHHOrO
JTApHHTOTPAaXCUTa, NapBOBMPO3a, Haparpunma — 2, JENTOCIHPO3a U OeIleHCTBa yepe3 14 nueii
TIOCJIC BaKIMHALMY, TPOJIOJKUTEILHOCTBIO HE MeHee 12 Mecsies.

B onnolt mMMyHH3sHpyromei nose (1 mn) Bakmmusl Dypukan DHPPL-LR COIEPXKUTCA HE
menee 10%°CCIDso arTeHympoBaHHOro BUpyca dymbl (wTamm BAS); me menee 10>5CCIDs,
arTCHyMpoBaHHOTO  aneHoBHpyca CAV 2 (mramm DK13); nme wm™emee 10*°CCIDs,
arTCHyHpOBaHHOTO mnapBoBupyca (mramm CAG2); He MeHee 10%’CCIDs aTTEeHYMPOBAHHOT'O
BUpyca maparpunma cobak Tuma 2 (mramm CGF 2004/75), wuHakTMBHpOBaHHEIE Leptospira
canicola (mramm 16070) u Leptospira icterohaemorrhagiae (mramm 16069); e menee 1 IU
TIMKONPOTEHHOB BUpYyca OemencTsa (mramm G52).

B onmHolt mMMyHU3HpYTOLIEli 103€ (1 eM?) BakmuHBI Oypukan DHPPI, conepsxutest He Menee
104°CCIDso  arrenynposarmoro BUpyca dympl (wTaMM BAS5); me wmemee 10%5CCIDs,
aTTCHyNpOBaHHOrO  ameHoBupyca CAV 2 (mrammv DKI13); me wmenee 10%°CCIDsy
aTTCHYMpOBaHHOTO mapBoBupyca (mTamMm CAG2); He MeHee 10%’CCIDso aTTEHYHUPOBAHHOI'O
BHUpYyca naparpunmna co6ax tuna 2 (mramm CGF 2004/75).

B omHoit uMMmyHmsupyomeii no3e (1 wmm) Bakmweer Dypukan LR coaepxKarcs
MHAKTHBUPOBaHHBIC Leptospira canicola (mrramm 16070) u Leptospira icterohaemorrhagiae
(mramm 16069); He meree 1 IU TJIMKONPOTCHHOB BUpYyca GemeHncTBa (mwramm G52).

Baknuna 6e3Bpenna, neqeGHBIME CBOHCTBAMHE He obmnanaer.

II. Ilopsiaok npuMeHeHus

11. Baknuna npennasHauena s MMMYHH3alUH COOaK NPOTHB YyMbI, HH(EKIHOHHOTO
renaTtuTa ¥ HHQEKIHOHHOTO JIADMHIOTPaXeuTa, TIapBOBUPO3a, MNaparpummna-2, JenTocnupo3a u
OeleHcTBa.

12. 3anpemeno IMMYHU3HPOBATH KIMHHYECKH GOJIEHBIX W/UITH 0CNabIIeHHbIX YKHBOTHBIX

13. Ilpu paGore ¢ BakumHOI CIEYeT COOMIONaTh OOLIMe NMpaBHiIA JHYHON THIHEHH
TEXHUKH OE30IIaCHOCTH, IIPEyCMOTPEHHbIE npH paboTe ¢ JIeKaPCTBEHHBLIMH CpenCcTBaMH
BETEPUHAPHOI'O Ha3HAYCHUS.

Bee smua, yuactyromme B mposenenum BaKUMHAIMH, NOIDKHBEI OBITh B CHELOAEKIE U
obecreveHbl HHAMBATYATbHBIMH CPEeACTBAME 3amuTEL. B Mectax paGoTel moimkHA 6BITH anTeuka
MIEPBOM TOBpaueOHOM TOMOLIH.

IIpn nonananmy BakUMHBEI HA KOXKY H/MITH CITH3HCTHIE 000JI0YKH HX PEKOMEHTYETCs [IPOMBITH
OOJIBIINM KOMHYECTBOM BOJOIPOBOIHON BOJIbL. Ilpu ciydaiiHoM BBeneHUH IIpernapaTa 4ejioBeKy,
MECTO BBEACHMsI HEOOXOaUMO ob6paborats 70 % PacTBOPOM STHIIOBOTO CHMpPTA, OOPATUTHCS B
MCIUIIMHCKOE YIPEXKACHHUE B COOOIIMTEL 00 9TOM Bpauy.

14. 3anpemeno nMMyHI3HPOBATH OepeMeHHEIX CyK moCIIe epBoit TpeTH OepeMeHHOCTH.

15. Bakuumuanuu nomexar cobaku, HadMHAS C 12-nenensHOro Bo3pacra. Bakuuny BBOmsT
TIONIKOKHO OXHOKPATHO 3a 3-5 HeeNb 10 MM MOCie BBEACHHS BAKIIHHbI Oypukan DHPPL- L, B
J03e 1 M1 HE3aBHCHMO OT Macchl TeJia U ITOPOABI cOOAKH.

PeBakumHaIMIO MPOBOAAT €KEroHO B TOH e 103e.

Ilpu Bakumnammum Heo6XoMMO cO6mONATE TpaBHJIa aceNTHKH W aHTHCENTHKH. Ilepern
PUMECHCHHEM COZIEPKMMOE (hI1aKoHa ¢ BaKUKMHOM Dyprkan LR B36aiThIBAOT i BHOCSAT BO (J1akoH
¢ BakuuHOW OypuxaHn DHPPI, TmarensHo HICPEMEIINBAIOT 10 MOJIHOTO PACTBOPEHHUS BAKIMHBI
Oypukan DHPPI,. J{ns Bakuunanuu UCTIOJIL3YIOT CTEPUIIbHBIE MITIPUIIBI H UTJIBL.

16. B penxux ciyyasx Ha MecTe HHBEKIHH BO3MOKHO NOSABJICHHE CJIA00ro 3ya U OOJIEBBIX
omymeHui. Takyxe BO3MOXKHO TOsIBIIEHHE OBICTPO HCYe3ArOWIEH PUITYXIIOCTH, Huorna B mecre
MHBCKIHUHM  BO3MOXHO IOSBJICHHE HEOGONBIIOrO IIOIBMKHOTO y3elKa. IIpu BO3HMKHOBeHHH
THIIEpYBCTBUTENLHOCTA MIIM aHAQHIIAKTHYECKOH Peakiliy IPOBOIST CHMIITOMATHYECKOE JIeYeHHeE.



17.  CumnromoB mnposiBieHus

BAKIIMHBI HE YCTAHOBJICHO.

18. He nomyckaercs npuMeHenye BakIMHbL Oypukan DHPPI,—

BaKIIMHAMH U NIpenapaTtaMy IPYruX IPYIIL.

19. OcobeHHOCTElH MOCTBAKIMHATBHOMN peaKIMu TIpU IIe

UMMYHH3aIUAX HE YCTAaHOBJICHO.

20. Crenyer m3berarh HapyIICHHI cXeMbI IIPOBEJICHHSI BaKIIWHAIIUH, ITOCKOJILK
MPUBECTH K CHIXEHMIO 9()(EKTUBHOCTH  HMMYHOTPO(HIAKTHKH YyMBI,
IIapBOBUPO3a, Iaparpuiiina—2, JIENTOCIHPO3a U OelencTBa cobak. B Clly4ae MpoIyc

YyMBI,
JICNTOCTIMPO3a M GEeHCcTBa CO6aK WM JPYTHX MAaTOJOTHYECKHX IIPU3HAKOB TIPH

a[ICHOBHPO30B, IIapPBOBHPO3a,

BBCICHHUS H€O6XO,ZII/IMO IIPOBECTH UMMYHHU3AIIMIO KaK MOXHO CKopee.

21. Cpoxn BO3MOKHOTO HCIIOJIB30BAHMUS po

BBECHNS BakIMHbI Dypukan DHPP— LR He ycranasmmparorcs.

HaumenoBanus u anpeca
MPOU3BOJACTBEHHBIX ILIOLIAIOK
IIPOU3BOJUTEIIS JIEKAPCTBEHHOTO TIpenapara
JUISl BETEPUHAPHOTO ITPUMEHEHHSI

Hanmenosanue, anpec opranmsamun,
YIOJIHOMOYEHHOM JIepiKaTelIeM HTH
BJIaICJIBLIEM PETUCTPAILIMOHHOTO
YAOCTOBEPEHHUsI JIEKAPCTBEHHOTO Tpenapara
Ha MMPHHATHE NIPETEH3UH OT
norpedutens/MIMnoprep
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naparpunmna-2,
IIEPEN03UPOBKE

LR omHoBpemenno ¢ npyrumu
PBHYHOH M  IIOCIEMYIOIHX
Yy 3TO MOXET
aZIcHOBUPO30B,

Ka 04€peaHOTrOo

AYKIIHHA >XHUBOTHOI'O IIPOUCXOXAEHUS II0CIIE



