HMHCTPYKLIUA
no mpumeHernio babesana® 4% u 12% pacTBopa Il UHbEKINM IS JICYCHUS
U IPOQUIAKTUKY KPOBEIapasuTapHEIX O0JIe3HeEMH
y Joaieit, KpyIHoro poraToro cKoTa, OBeIl U co0ak

(Oprasmzamus-paspabdoranx: OO0 «HBILI Arposersammray, T. Mocksa,
yi. Konbckas, n. 1, ctp. 1.)

I. OOmwme cBenenus

1. ToproBoe HaMMeHOBaHWE JEKapCTBEHHOro mHpemapara: babGesan® 4% u 12%
pacTBOp ans mEBekmit (Babezan® 4% et 12% solution pro injectionibus).

MesxmyHapoqHO€e HENAaTEeHTOBAaHHOE HAaIMCHOBAHHUE: IMHUIOKApO.

2. JlekapcTBeHHas (popMa: pacTBOP IS MHBEKIUAMN.

Ba6esan® 4% u 12% pacTBOp Ajd HMHBEKIUN COAEPXKHUT B 1 MJI B KauecTBe
JNEHCTBYIOIIEr0 BelecTBa HMHUAOKapba aumpomumonar — 40 mr m 120 wMr
COOTBETCTBEHHO, a B Ka4YeCTBE BCIIOMOTATENIBHBIX BEIIECTB: OCH3aJIKOHWM XIOPWUI,
NOJUBUHUIIIAPPOIUIOH BEICOKOMOJIEKYISIPHBINA M BOAY IS HHBEKI[UM.

3. Ilo BHeImHEMY BHY JE€KapCTBEHHEBIH MpenapaT IpeICTaBisIeT co00M Mpo3padHblit
pacTtBop xentoro mBera. CpoK IOJHOCTH JIEKAPCTBEHHOTO Mperapara IpH COOIIONECHUI
YCJIOBUM XpaHEHUS B 3aKPHITOM YIAaKOBKE MPOU3BOAUTEI — 2 TOfia CO IHS IMPOM3BOJCTBA,
II0CJIe IIEPBOTrO BCKPHITHA (rakoHa — 28 CyToK. 3anpernaercs npuMeHeHHe JIEKapCTBEHHOTO
IIpernapara 10 UCTEYEHUH CPOKa TOTHOCTH.

4. babesan® 4% PacTBOp A1 MHBEKIMHI BBIITYCKAIOT pacacoBaHHEIM M0 5, 10 u
100 mu1 B cTeKIAHHEIE (bIAKOHBI U3 TEMHOTO cTekia; Badezan® 12% pacTBOp IS UHBEKITUH
BEIITYCKarOT pacacosanusM 1o 50, 100, 200 u 250 M B crekiIsHHEIE (IaKOHEI U3 TEMHOTO
crekia, mo 450 u 500 M B cTeKIAHHBIE OYTBUIKM M3 TEMHOIO CTEKIAa COOTBETCTBYIOIIEH
BMECTHUMOCTH, KOTOpHIC YKYIIOPMBAlOT DPE3MHOBBIMU MpPOOKaMM, VKpPEIUICHHBEIMHU
aIFOMMHUEBBIMU KoJmaykaMu. DaakoHsl 1mo 5 u 10 MJI yHaKOBBIBAIOT WHIUBHIYAIHHO B
KapTOHHBIC IAa4YKM BMECTE C HMHCTPYKUMEH IO mpuMeHeHNMo. Kakayio eIuHMIly
IOTPEOUTENBCKOHM YIaKOBKH CHA0)KAIOT MHCTPYKLKEH 110 MPUMEHEHHIO IIPenapara.

5. XpaHAT JI€KapCTBEHHBIM IperapaT B 3aKPHITOM YIAKOBKE MPOM3BOIMTENSI B
CyXOM, 3aIlMINEHHOM OT MNPSMBIX COJIHEYHBIX Jyded MecTe, OTAENbHO OT IPOMYKTOB
MIUTaHUA ¥ KOPMOB, IIPU TEMIIEPAType OT 5 °C m0 25 °C.

6. Babesan® 4% u 12% pacTBOp U1 MHBEKLUUU CIeAyeT XpaHWTh B MeCTax,
HEIOCTYIHEIX IS IETEH.

7. Hencrons30BaHHbIN JIEKAPCTBEHHBIN NpENapaT YTHIA3UPYIOT B COOTBETCTBUHU C
TpeOOBaHWSIMH 3aKOHOIATENHCTBA.

8. Otmyckaercs 6e3 pelenTa BeTepHHAPHOrO Bpaya.



II. dapmakooruyecKkrue CBOMCTBA

9. babesan® 4% u 12% pacTBOp i1 UHBEKIUNA OTHOCUTCS K aHTHUIIPOTO30MHBEIM
JIeKapCTBEHHBIM IIpenaparaM Ipymibl UMUAA30JIMHA.

10. Mmunoxap6a OUNpPONMOHAT, BXOAAIIUNA B COCTaB JIEKAPCTBEHHOI'O Mpernapara
BaGezan® 4% u 12% pacTBOp ULl HHBEKIIMI, aKTHUBEH B OTHOIIIeHNH Babesia bovis, Babesia
ovis, Babesia bigemina, Babesia colchica, Babesia equi, Babesia divergens, Babesia canis,
Babesia caballi, Babesia gibsonii, Francaiella colchica, Theileria annulata, Theileria
sergenti, Theileria mutans, Theileria orientalis, Theileria ovis, Theileria recondite, Theileria
tarandirangiferis, Nuttallia equi, Anaplasma marginale, Anaplasma ovis, a Taxke Ehrlichia
canis.

MexaHusM aHTUIIPOTO30MHOIO NEWCTBUSI HMUIOKapOa CBSI3aH C IOJABICHUEM
IIOCTYIUIEHHU UHO3UTOJIa, HEOOXOIUMOTO JUISl )KU3HEIEATEIFHOCTA KPOBETIAPA3UTa, a TAKKE
C HapyIIeHreM o0pa30BaHUA U UCIIOJB30BaHMS Mapa3UTaMHy ITOJTHAMIHOB.

ITocie mapeHTEpaabHOIO BBEICHUS JIEKAPCTBEHHOTO IIperapara TepaleBTHIECKas
KOHIICHTpaIysi UMUoKapba B KpoBu gocturaercs depe3 18-24 waca m ymepxuBaeTcs Ha
IIPOIIa3MOCTaTHYECKOM YpOBHE B TeueHue 4-6 Hemenb. HakarummBaercs WMEIOKapO
IUIPONMOHAT, B OCHOBHOM, B TIOYKAaX M I[I€YCHHW; BBIBOOUTCA U3 OpraHU3Ma
IIPEUMYIIECTBEHHO C MOYOM.

Ba6esan® 4% u 12% PacTBOp ULl UHBEKIIHI 110 CTENIEHU BO3ICHCTBUS Ha OPTraHUu3M
OTHOCHUTCS K YMEPEHHO omacHbIM BemecTBaM (3 kinacc onmacHoctu o I'OCT 12.1.007-76), B
PEKOMEHIOBAaHHBIX [03aX He o00JamaeT MEeCTHO-pa3ipakalolUMH, KyMYJISITUBHBIMU,
SMOpPUOTOKCUYECKAMU M MyTareHHBIMHU CBOHCTBaMH.

I1I. ITopsmok IpUMEHEHUS

11. BaGesan® 4% u 12% pacTBOp Ui HMHBEKIMHA Ha3HA4alOT C JiedeOHOH u
IPOGMIAKTUYECKON LIENBIO JIOMALIM, KPYIIHOMY pOTraToMy CKOTY, OBIIaM M coOakaMm Ipu
KpOBENapa3sUTApHBIX IIapa3suTaxX — OCTPOM, XPOHHYECKOM M CyOKIMHMYEeCKOM 0Oabe3nose,
aHaIUIa3MO3€ U HyTTAJIMO03€, a TAKKE IMPU CMEMIAHHBIX UHBA3UIX.

12. IIpoTuBOIOKa3aHUEM IJIS NPUMEHEHUs Ipernapara SBISeTCS WHAWBUIYaTbHAS
[IOBBILIEHHAs] YyBCTBUTEIBHOCTD JKUBOTHBIX K KOMITOHEHTaM JIEKapCTBEHHOTO TIpernapara (B
TOM YHCJIE B aHaMHe3€). 3alpemaeTcs HCI0Ib30BaTh JICKApCTBEHHBIN Npenapar B TeueHue 4
HeZlelb 110CJIe BaKIMHAIY KUBOM BaKIIMHOM NPoTUB Oabe3ro3a win aHaI1a3Mo3a.

13. CoGakam Babesan® 4% u 12% pacTBOp Ul WHBEKIWI NPUMEHSIOT IIpU
0abe3no3e ¢ ne4eOHOM LENbI0 OJHOKPATHO MOJKOXKHO B J03¢ 4 Mr mMupokapba Ha 1 kr
MacChl JKMBOTHOT0, 4TO coOoTBeTcTBYyeT 0,1 MI/KT BaGesana® 4% pacTBOpa i1 MHBEKIMI
i 0,03 mi/kr BaGesana® 12% pacTBOpa sl UHBEKIUM.

B ciygae oOHapykeHus 6abe3uit B Ma3Ke KpPOBH 4epe3 CYTKH IOCJIC TPUMEHEHUSI
IIpenapara, €ro BBOJSIT IIOBTOPHO B TOM K€ J03€.

C npoduIakTH9ecKoi IENbI0 IPpH MOSBICHIN KIMHIYECKAX PU3HAKOB 6abe3mo3a win
B TE€YECHHE HEIEIM II0C/IE INEPEMELICHNS KMBOTHBIX B 30HBI, HEOJIArOMOIyYHBIE 10 JAHHOMY
3aGonesarmo BaGesan® 4% u 12% PpacTBOp UL MHBEKIHI NPUMEHSIOT coOakaM OTHOKPATHO B
TEpaneBTUYECKOM 03¢,

3amuTHEIN () (EKT Mociie UHBEKIIHN TpenapaTa COXpaHsIeTcs B TeUCHUE 4 Heleb.

KpymHomy poratoMy CKOTY, OBIIaM | JIOIIAIIM Ba6esar®™ 12% pacTBOp 11 UHBEKIIUA
IPUMEHSIOT IIpH 0a0e3rmo3e U HyTTAIN03€e C JIeueOHOM IENTbI0 OJJHOKPATHO BHYTPHUMEIIIEYHO B

2



no3se 2,5 Mr uMuIoKapOa Ha 1 Kr Macchl JKUBOTHOIO, YTO COOTBETCTBYET 2,0 MII IIpenapara Ha
100 Kr Macchl JKUBOTHOTO.

IIpu neyerny aHaIIa3Mo3a ¥ CMEIIaHHBIX KpOBENapasuTapHBIX Ooe3Hel (aHatu1a3Mo3
+ 6abe3no03) 03y YBEIMUYMBAIOT A0 5 Mr MMHIOKapOa Ha 1 Kr Maccel JKMBOTHOIO, YTO
cootBercTByeT 4,0 Mt Ba6esana® 12% pactBopa s nHbeKuri Ha 100 KT Macchl dKUBOTHOTO.

C npodwrakTideckoi IeTbI0 MpU HamaJeHuu (WM YIpo3e HamaJeHWs) KIIemei-
MIEPEHOCYMKOB KPOBEMAapa3sUTAPHBIX 3a00Je€BaHUI Babesan® 12% pacTBOp U1 HMHBEKLMN
BBOJISIT )KMUBOTHBIM OJTHOKPATHO BHYTPHMBILIEYHO B 03¢ 2,5 Mi1 Ha 100 Kr Macchl XKUBOTHOTO (3
MT IMHUI0KapOa Ha 1 KT MacChl )KMBOTHOTO).

3amuTHEIM 3¢ ¢deKT npenapara coxpansercs B Teuerue 30-45 mHel, B 3aBUCIMOCTH OT
3MHU300TUIECKONA OOCTAaHOBKY U (PHU3HUOJIOIMIECKOTO COCTOSHUS JKUBOTHOTO.

14. TTpu nepeno3upoBKe W/UIU MOBHINICHHOW WHINBUIYATHHOW YyBCTBUTEILHOCTH
JKUBOTHOI'O K IIpelapaTy BO3MOYKHO Pa3BUTHE OCIOXHEHUU (Opaaukapnus, ydalleHue U
HapylEHWe  JbIXaHWUfA, aHOPEKCHs, OOWIBHOE  CIIOHOTEUCHHE,  CJIE30TECUCHHUE,
IIOTOOTJEICHUE, TPEMOP MBIIIL], YaCTOE MOYEHUCITyCKaHWe U JAedeKalus), B 3TUX ClIydasx
HA3HAYaloT MOAKOXHO 1% pacTBOp aTpoIiMHa, CHMITOMATHYECKUE CPENCTBA M MPOBOIAT
NECEHCUOUITU3UPYIOIIYIO TEPAIIUIO.

B penkux cioydasx BO3MOXHA MECTHas peakius B BHUAEC TUIECPEMUU WU
OOJIe3HEHHOH MPUITyXJIOCTU B MECT€ BBEICHHUS JIEKAPCTBEHHOI'O IIperapara, KOoTopas
HCYE3aET  CaMOIPOM3BONBHO dYepe3 1-2  cyrok. IloBTOpHOE BBENEHHE MOXET
COIIPOBOKIATHCS CHIDKEHUEM KPOBSHOTO JaBJICHI.

15. B cBa3u ¢ BO3MOKHOU 00JIEBOH peakuiueit Ipemnapar He CIeayeT BBOJUTH B OJTHO
MECTO KpPYIHBIM KHBOTHBIM B 00beMe, NpeBBImaromeM 10 MI M MEIKUM JKHBOTHEIM B
00BeMe, IPEBEIAIONIEM 2,5 MIL.

16. IllemkaM, OcpeMEHHBIM M JaKTUPYIOIIMM CaMKaM TIIperapar MOXKeT
IPUMEHATECS IOCIE KOHCYJIBTAllUA C BETEPUHAPHBIM BpauoM. MOJOKO OT JIAKTHUPYIOIIUX
CaMOK IIPOXYKTHBHBIX JKMBOTHBIX MOJKHO WCIIOJIb30BaTh B IIUINEBBIX MEIAX H A
KOPMJIEHM [IOTOMCTBA HE paHee YCTAaHOBJIEHHOTO CPOKa.

17. Ilpenapat npeaHa3HadeH Uil OAHOKPATHOTO MPUMEHEHHUS.

18. Ilpu mpumenenun baGesana® 4% u 12% pacTBOpa I MHBEKIMH COINIACHO
HACTOAIIEH WHCTPYKIUN II0OOOYHBIX SBICHUN U OCIIOKHEHHUH Y )KABOTHEIX, KaK IIPABIIIO, HE
HaOmonmaercd. B penxux ciydasx BO3MOXKHA THIEPCATUBAIINSL, TPEMOP MBIIII OPIOIIHOM
CTEHKM YW MECTHAas peakUys B BHIE TUICPEMHUM WIM IPUITYXJIOCTA B MECTE BBEICHUS
Ipernapara, KoTopas ucuesaer yepes 1-2 CyTok.

IIpu maccoBo# rubeny KpOBENApa3sUTOB U pPa3pyNICHWH SPUTPOLUTOB IIOCIE
[IPUMEHEHUS BaGesana® 4% u 12% pacTBopa [ HHBEKIHWA y >XHMBOTHBIX BO3MOXKHO
pasBHATHE MHTOKCHKALMU. B 3TOM ciIydae HEOOXOOUMO MPOBENECHHE HHTCHCUBHOM TepaIiy,
BKJIIOYAIONIEN BHYTPUBEHHOE BBEACHUE PACTBOPOB 3JIEKTPOJIUTOB U T€IIATONPOTEKTOPOB.

YKUBOTHBIM ¢ KTMHAYECKAME IpH3HakaMu GaGesrosa 10 BBeneHus baGeszana® 4% u
12% pactBOopa [ HHBEKIMH I€€COOOpa3HO NPHUMEHATh AHTHTUCTAMUHHBIC
JIEKapCTBEHHBIE NIpENapaTkl.

19. He momyckaeTcs oHOBpeMeHHOe mpuMeHenue baGesana® 4% u 12% pactBopa
JUIS MHBEKIUI C XJIOPOPraHWYECKUMH, (HOochOpOopraHNIEcCKUMH IpernapaTaMu U APYTHMHU
UHTUOUTOPAMHU XOIHHICTEPA3HI.

20. Y06oif Ha MJICO KpYyIHOTO POraTtoro CKOTa, OBEIl M JIOIIajeidl pa3pelraercs He
paHee, 4eM depe3 28 CyTOK, TIOCIe MOCIeHero npumererns baGesana® 4% u 12% pactBopa
JUIL MHBEKIUHA. MsICO KMBOTHBIX, BBIHY)KICHHO YOMTBIX O MCTEUEHUS YKa3aHHOTO CPOKa,
MOXET OBITh UCIIOJIF30BAHO B KOPM ITYIIHBIM 3BEPSIM.



MOoJIoKo, TOTy4eHHOE OT JKMBOTHEIX IOCTe HpuMeHeHms baGesana® 4% u 12%
pacTBopa A1 MHBEKIUHA paspelnaeTcs UCIOIb30BaTh B MUINEBBIX IIENIIX HE paHee, 4yeM depes 4
CYTOK IIOCJIE TIOCIIEIHETO BBEICHHA Npernapara. [lonyueHHoe paHee ycTaHOBIEHHOTO CPOKa MOJIOKO
IIOCJIE KMILTYEHUS MOXKET OBITH MCIIOIB30BAHO B KOPM JKHBOTHEIM.

IV. Meps! Tn4HOM IPOIITaKTHKH

21. TIpu pabore ¢ mpemaparom babesan® 4% u 12% pacTBOp I WHBEKIIHI
ciexyer coOmomaTe oOmmpe INpaBWiIa JIMYHOW TUTHEHBI W TEXHUKH O€30I1aCHOCTH,
IIPEIyCMOTPEHHEIE IIPU pabOTe € JIEKapCTBEHHBEIMHU IIperapaTaMHu.

22. Ilo okoH9aHUU PabOTHI PYKH CIEIYET BEIMBITE TEIUION BOLON C MBUIOM.

IIyctyro Tapy W3-1OJ JEKapCTBEHHOTO Mperapara 3alpelaeTcs UCIOIb30BaTh LT
OBITOBBIX LieNEH, OHA ITOIUIEKAT YTHIN3AIMY C OLITOBEIMHA OTXOAMH.

23. Ilpm ciayyaiHOM KOHTaKTe€ JIEKApCTBEHHOTO TMperapara ¢ KOXed WiIn
CIM3HMCTHIMU 000JI0YKaMU IJ1a3a, MX HEOOXOMUMO MPOMEITH OOIBIIMM KOJIMYECTBOM BOJIBL.
JIromsiM ¢ TUIEpYyBCTBUTENRFHOCTHIO K KOMIIOHEHTaM Ipemnapara ClieayeT u3beraTh IpsaMoro
KOHTaKkTa ¢ babesamom® 4% u 12% pacTBOpOM Il UHBEKIUH. B ciiydae mosBieHus
AUIEPTUICCKUX PEaKIUii WK IPY CIIyYalHOM IIOIIaJaHuHU MpeTrapara B OpraHu3M 4YelIoBeKa
CIeIyeT HEMEIEHHO OOpaTHThCI B MEIWIMHCKOE YyupexacHue (mpu cebe HMETh
HHCTPYKIIMIO 10 IPUMEHEHHUIO NIperapaTa Wik STHKETKY ).

C cormacoBaHmeM HaCTOSIIEH HHCTPYKIMH YTpPauduBaeT CUIYy HHCTPYKIMA IO
npuMeHeHmi0  baGesana® 4% wu  12% pacTBopa Ul HMHBEKIUH, YTBEpPXXICHHASI
Poccensxoznamzopom 19.11.2010 roxa.

HanmenoBanue u agpec npomsBoactBenHoit OO0 «AB3  C-II», Poccms, 141305,
IJIOIATKK TIPOU3BOIMTENA JICKAPCTBEHHOro MocKoBckast o0macTs, r. Ceprues [Tocan, yiI.
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