=\ Boehringer
ll

Ingelheim IBD Blen

YTBEPXIAIO
Ipencenarens Komurera
... BETEPUHAPHOTO KOHTPOJIS
Tl neansopa MCX PK
gidgtmllzesy  Cos— 2023r.

HACTABJIEHUE
MO NPHMEHEeHHI0 BAKIHHbI

Baxuuna nporus HHdeKkuHOHHOI GypcanbHOii GoJIe3HH KHBasi cyXast

B/ basu / IBD BLEN

63



m Boehringer
lll 1ngelheim IBD Blen

I'naBa 1 «O6mue MOJIOJKEHH S1»
1.1 ToproBoe HanmenoBanue: MBI bnou / IBD BLEN.

MexaynaponiHoe  HenatentoBamHOe  HamMMeHOBAHHE: BakllMHA  TPOTHUB
MH(DEKUMOHHON GypcanbHOM GosesHHu sKuBas cyxasl.

Baxuuna npennasnauena s npodunakTuyeckoi UMMyHHM3auuK 7-14-1HEBHBIX
UBIUIAT TPOTUB HHOEKUMHHOM GypcaibHOM GONEe3HH MITHLI

ITo BHEIIHEMY BHZly BaKUWHA MpeCTaBIsAET COOOM CYyXyK MaccCy OT CBETJIO-
roiry6oro 1o cuHero ugsera.

1.2 Kasxxnast 1o3a Bakiuuel conepxur He meHee 10%° DU JIs; aTTeHyHPOBaHHOTO
BApYCa HHQEKUMOHHON GypcanbHol GoNe3HH (mramm  Winterfield 2512) w
BCIIOMOTaTeNIBHBIE BEIUECTBA: TMAPONM3AT JAKTANBOyMHMHA, Caxaposy, IIyTamaT
Kamus, auruppodocdar kamus, rumpodocdaT Kamus, IEHTAMHIMH, KpacHTeNb
OpUITHAHTOBBIM cuHUN «FD&Cy.

1.3 JlexapcTBenHast ¢opma: nmodummzar s NPUTrOTOBJIEHHs pacTBOpa JUIs
NIPUMEHEHHS METOIOM BBINTaWBaHMsl C MUTHEBOI BOIOMA.

1.4 Bakuuna pacdacosana mo 1000, 2000 wi 2500 103 B CTEK/ISHHbBIE
¢nakonsr o6semom 10 M 1 o 10000 103 Bo bnakons! o6beMom 50 M. DaKoHEI

YKYIIOPE€HBI Hp06KaMI/I U3 3J1aCTOME€pa Ha OCHOBE Kay4dykKa, 6y’mna, WM HUTpHUJIa U
oOKaTaHbI AIFOMHHUEBBIMHU KOJIImayKaMHu.

®aKoHBl ¢ BaKUMEOH ymakoBausl mo 25 (10 mu) wmm 15 (50 mo) ITYK B
KOPOOKH C NpeNOXpaHUTEeIbHBIMI [IePEeropoKamMH, UCKIIOYAIOMNMHU TOBPEKIASHUE
(b1akoHOB.

1.5 Kaxxapiit piiakoH ¢ BaKLMHON MapKMPOBaH 3THKETKOM Ha rOCYIapCTBEHHOM
W/WIHM PYCCKOM sA3BIKaX, Ha KOTOPOH YKa3bIBAlOT: HAWUMEHOBAHHE JIEKAPCTBEHHOTO
Tnpenapara, HaWMEHOBAaHWE IPOW3BOJMTENS JIEKAPCTBEHHOTO IIpenapara, HOMep
CepuH, JaTy BBINIyCKa, CPOK TOJHOCTH, 00BEM, KOJNMYECTBO 103, HAAMUCh «Jlis
BETEpPUHAPHOTO IPHMEHEHUAN. ;

Ha kopobkax ¢ ¢akoHaMH Ha IOCYIapCTBEHHOM H/HJIM PYCCKOM SI3BIKaX
YKa3plBa€TCs  HAWMEHOBaHHE  JIEKAPCTBEHHOrO  Tperapara,  HaWMEHOBaHHe
TIPOM3BOAUTENS JIEKAPCTBEHHOTO Tpernapara, HOMEp CepuH, JaTa BbIyCKa, HOMEp
PErHCTPALMOHHOIO  YAOCTOBEPEHHs, CPOK TOAHOCTH, CHNOCOO NpHUMEHEHus,
KOJIMIECTBO (hJIAKOHOB, KOJHMYECTBO J103 BO (IakoHe, JieKapcTBeHHas (opma,
YCIOBHSI OTIyCKa, YCIIOBHS XPaHEHHS, NIPEAYIPEUTENBHEIC HATHCH, HANMHCH «Jlnst
BETEPHHAPHOTO IIPUMEHEHHS», IITPHUXOBOU KOA.

1.6 XpaHuTh TNpH TeMIeEpaType +2-+8°Cv. 3aMOpaXMBaHHE  BAKIMHBI He
Jonyckaercsi. XpaHUTh B HEIOCTYTTHOM A ICTEH MECTE. )

1.7 Cpox rogHoCTH BakIMHbL 18 MecsleB npu cOOJIOICHUH YCIIOBHH XpaHeHHs!
U TPaHCIIOPTHPOBKH. He IPUMEHSATH 10 HCTEUEHUH CPOKA TOIHOCTH.

1.8 MyakoHBI ¢ BAKIMHON 06€3 TUKETOK, C HApyIUEHHEM LENOCTHOCTH W/WiH
YKYTOPKH, COZepIKallye MIOCTOPOHHHE NPUMECH, ¢ UCTEKIIMM CPOKOM IOAHOCTH, a
Takke He MCIOMb30BAHHBIN OCTATOK BAKLHHBI, YTHIH3HUPYIOT B COOTBETCTBHH C
TpeGoBaHKMsAME 3aKOHOATEIBCTBA (ITyTEM KHIIYEHHS HIIH COKHUTaHMs).

1.9 Bakiuny oTmycKaioT 6e3 pelenTa BETepPHHapHOro Bpata.
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I'naBa 2 «Ilopsagoxk NPUMEHEeHHsI BAKLHHbID)

2.1 TloaroroBuTenbHpIe NPOLIEAYpPHI Nepe]] IPUMEHEHUEM BaKIMHBI

Bakuunauuro OTHL TPOBOAAT MOA PYKOBOJACTBOM KBadH(DUIMPOBaHHOIO
BETCPUHAPHOIO Bpaya, UMEIOLIEro OMBIT paboThl B 06JaCTH UMMYHONPO(GHIAKTHKH
OMacCHBIX BUPYCHBIX GOJIe3Heik.

NMmmyHuzanuu TIOZIBEPraroT TOJNBKO KIMHUYECKH 3IO0POBBIX, HE OC/IabJI€HHBIX
nrud.  ITtuner  nomxHer CONEPXKAaThCS B XOPOIIMX YCJIOBHAX C MaKCHMaJlbHO
CHIDKCHHBIM KOHTAaKTOM C BHpPYCHBIMH areHTamH. 3anpeluaeTcs BaKLHHHPOBATh
KIHHUYECKH OONBHYIO H/1in 0CJ1abJICHHYIO TITHILY.

/lo BaKUMHALMM NPOBOJMTCS aHANMM3 AMU300TONOrMYECKOH OBCTAHOBKH B
X03HCTBE M palioHe myTem HEMOCPEACTBEHHOro0 HaOMIOeHUs W H3Y4YEeHHS
BETEPHHAPHOH oTyeTHOCTH. [Ipy Hanmuumu B Xo3sifcTBE GONE3HH HEHM3BECTHOM
OTHOJIOTHH C THOENbI0 NTHLBL, ¢ KIMHUYECKUMH MpPHU3HAKaMH HH(MEKIHOHHBIX
Oone3Hel, BaKIMHALIUS HEe IIPOBOJIUTCA.

2.2 lponenypa npuMeHeH s BAKIIUHEI

BakinHy NpHMEHSIOT METOIOM BEIAMBAHKS C IUTHEBO BOJIOM.

CucreMsl BoooGecieueHus, HMEIOLIMECs B X03AHCTBAX, nepex UMMyHH3aLUeH
TINATEIbHO NMPOMBIBAIOT €3 MpHUMeHeHHs Ae3cpeacTB. KoIuuecTBO MOUIOK J0KHO
obecrieynBaTh CBOGOIHEIA JOCTYyn K TpemapaTy BCEro HMMYHH3HPYEMOTO
MOTOJIOBBS.

Mo Hadana BaKIMHALUM ONpPENENSIOT KOJMYECTBO BOJEI, BBINHBAEMOE OIHOM
nruuei 3a 1,5 yaca, u pacCUMTHIBAIOT 00BEM BOABI HA BCEe MPHBHBAEMOE MOTOJIOBBE.
KomnyecTBo 103  BakUUHBL, HCIOJB3YeMOW IS  BAaKLMHALUMH, JIOJDKHO
COOTBETCTBOBAaTh KOJMYECTBY INPUBMBAEMBIX NTHL. (DJIaKOHBI C BOXOM CledyeT
OTKpPBIBATh 1O BOJIOM.

Jlng crabunusaliy BaKUMHHOTO BHPYCa B BOAY HOOABISIOT 0GE3KMPEHHOE
MoJtoko u3 pacuéra 50 mi (2,5 r cyxoro 06e3’KHpeHHOro MOJIOKa) Ha 1 J1 BOJBI.

Heob6xoaumo 3alMIIaTh €MKOCTH C pa3BEeICHHOW BaKLUHOH OT BO3AEHCTBHS
NPSMBIX COJIHEYHBIX JIy4YeH.

ITepex HayanoM BaKUMHALMU B JII060€ BpeMs rojia, 3a HCKIIOYEHHEM OYEHb

KapKOH IOTO/IbI, IITHI{ BEIIEP)KUBAIOT 6€3 BOJIBI B TEYEHHE 2-X YacOB.
ITomaua BoAbI paspelIaeTcs IMocje IONHOTO MOTPEONEHUs. pacTBOpa BaKLIMHbI

(npumepHO yepe3 1-2 gaca).
2.3 BHeruiaHoBas BaKIMHALHs IIPOBOJHUTCS 110 PEKOMEH/AlMSAM BeTepHHAPHOMN

CITIyXOBI.

2.4 Tlocyie BakIMHALUK ITHLA CONEPXKUTCS B OOBIYHBIX ycnoBusX. OGpaboTka
NITHL IPyTUMH BETepPHHAPHBIMH IIperapaTaMy POBOJUTCS C HHTEPBAJIOM He MeHee 5
CYTOK J10 MJIH ITOCJIe BaKIIHHALIUH.

2.5 Bakmuua BbI3bIBaeT (OPMHPOBAHHE HMMYHHOIO OTBETa Yy MNTHIl K
BO30yuTenio MH(pEKIMOHHON OypcanbHoii Ooneshu uepes 14-21 cytku mnocne
MPUMEHEHHUs], KOTOPBIH COXPAHACTCA B TEUCHHE 2-4 mecses.

2.6 OcobennocTeii MOCTBAKIMHAJIBHOH pEaKUHH IIpH HMMYHH3aLHUH HE
yCTaHoBjeHO. [10GOYHBIX SBICHHM M OCJIOXHEHHH MNPH NPUMEHEHHH BAKIMHBI
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COOTBET i "
CTBUHU C HaCTOsLIEH MHCTPYKLHEH, KaK MpaBHiIO, HE OTMEYaeTcsl.

2.7 M
CPBl  TPENOTBPAINEHHS! BO3MOXKHBIX OCHOKHEHHH B pe3yJabTaTe
NPUMEHEHUS BaKI[UHBI:

- HE BaKLIMHUPOBATH GOJIBHBIX LIBIIIAT;,

- BaKIMHUPOBATH BCEX LBITUIAT B IOMEIEHHH OXHOBPEMEHHO;

- BBSZICHHE TONIHOM N103BI L{bITIEHKY; ;

- U30eraTh CTPECCOBBIX CHTyaHii BO BpEMsI U 110CJIe BAKLUHALIUM;

- HE PasMeIIaTh UBIMIAT B 3apaKeHHBIX TOMEILIEHHUSX.

Bosneiictere nudexumit momkuo 6uITh cBenEHO K MHHHMYMY, HACKOJILKO 3TO
BO3MO)XHO.

CriocoGHOCTS BakumHBI faBath YIOBIIETBOPUTENIbHBIE PE3yTbTaThl 3aBUCUT OT
MHOTHX (aKTOpPOB, BKIIOYAs, MOMHMO TIpOYero, ycjoBUs XpaHeHHs M 00paboTKH
TTOJIb30BATETIEM, BBEICHHME BAaKLMHBI, 37I0POBbE W PEAKIMIO OTAENBHBIX LBILIAT H
CTENICHb BO3/ICHCTBUsI B NONIEBBIX yCJIOBHAX. B CBSI3M C 3THM, CIEyeT TIIATENBHO
COOJIIOAATh MHCTPYKLMIO 110 IPUMEHEHHIO. |

2.8 Y6oii nTULpl paspeliaeTcs He paHee, yeM depe3 21 eHb mocyie BaKIMHALHH.

2.9 Ilpu paGote ¢ BakLMHOM ciemyeT cobmonaTs oblMe: MpaBUa acenTHKH,
JIMYHOM THIHMEHBl M TEXHUKH O0€30IacHOCTH, MNpedyCMOTpEHHble Ipu padore ¢
BETEPHHAPHBIMHU IIpenapataMu. Bce paGoTsl ¢ BakuuHOM HEOOXOAUMO MPOBOIUTH B
COOTBETCTBYIOILEH CIHEIoAeXAe C 00s3aTeNbHBIM HCIOJIB30BaHUEM CpPEICTB
WHIUBHIYaJIbHOM 3aLIUTHI: XaJaT, TOJIOBHOM yOOp, OUKU 3aKpBITOrO THIIA, MapjeBas
Macka (pecmuparop), pe3uHOBBle Iepuyatku. Ha. paGodem MecTe 3amperuaercs
NIPUHMMATH MHILY, THTh, KypuTh. ITocne paboThl ¢ BaKLMHOH CleyeT TIATEIbHO
BEIMBITh PYKH C MBUIOM. IIpH IONaJaHMM BaKIMHbl HAa KOXYy W/HIA CIHU3UCTBIE
060JIOUKH, UX PEKOMEHyeTCsI IIPOMBITH 60JIBIIMM KOIMYECTBOM YHCTOH BOJBI.

2.10 Ha3BaHue, afipec OpraHH3alyH, yHOJHOMOYEHHOH NPUHHMATh MPETEH3HH
notpeburens: Boehringer Ingelheim Vetmedica GmbH, Binger Strasse 173, D-55216
Ingelheim/Rhein, Germany / «b&puHrep Unrensxaiiv Bermenuka I'mM6X», Bunrep
Iltpacce 173, A-55216 Nurensxaiim/Pelin, I'epManus.
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