3aMeCTI/ITJ{I> PyxoBojurens
- Pocoeripxospanzopa

KOMUA BEPHA

|
IHPEKTOP B)

TI0 BETEPUHAPHOMY IIPUMEHEHHIO JIEKAPCTBEHHOTO IperapaTa
Bakkamacr

(Opranusanus-paspaboraux OOO HITII «Arpodapmy»; Poccus,
394061, Boponexckas 0011, . Boponex, npocnext Tpyna, 1.10, k.1 8)

Howmep perucrpanuonsoro ynocrosepenus 15-3-7.14-3350Ne[IBP-3-6.9/02448

I. OOmue cBenenus

1. Toprosoe manMeHOBaHHE JIEKapCTBEHHONO IIpemapaTa: BakkamacT
(Vaccamastum).

MesxtyHapoziHble HenaTeHTOBaHHbIE HAMMEHOBAHHUS JIEHCTBYIOLMX BEIEeCTB:
THJPOKCUMETUIXHHOKCATUHAMOKCH]I, THHKOMHUIIMH ¥ TPEIHU30JI0H.

2. JlexapcTBeHHas popma: CyCIeH3Hs Ul HHTPAUCTEPHATBHOIO BBEICHHMA.

BakkamacT B KkadecTBe MeHCTBYIOIMX BEIIECTB COMAEPKHT JIMHKOMHMIJMHA
TUAPOXJIOpUA - 28,8 MI/MJI, THUAPOKCHUMETHIXMHOKCAIUHIHOKCHI - 6,6 wMr/mi,
npenHu3onod - 0,88 MI/MuI M BCIIOMOraTelbHBIE BEINECTBA: MOHOIIUALIEPHUIEI,
OMYJILraTop, Maciio Ba3eIMHOBOE - 10 1 MIL

3. Ilo BHeMmIHEMy BTy Mpemnapar IpeacTaBIsieT coboit MAaCIITHUCTYIO CYCIIEH3HIO
CBETJIO-XKEJTOrO I[BETA.

Cpok roaHOCTH JIeKapCTBEHHOTO IMpenapaTta IIPH COBIIONEHHH YCJIOBHH
XpaHeHus - 2 rojja ¢ JaThl IIPOU3BOJICTBA.

3anpemiaercs npuMeHeHHe BakkaMacTa o MCTeYeHHH CPOKa TOIHOCTH.

4. BakkamacT BbImyckaroT pacdacoBaHHBIM 1o 100 Ma Bo ¢bnakoHsl U3
OpaHXXEBOrO CTEKJA, YKYNOPEHHBIC pE3HHOBBIMH IIPOOKAMH, YKpeILIEHHBIMH
aFOMWHUEBBIMM ~ KOJNaukaMyu; 1m0 10 M1 B INNPHIEI-I03aTOPBI, CHAGKEHHbIE
KaHIOJIEH JJIsi WHTPAlMCTEPHANBHOTO BBEJEHHUs, YKYNOPEHHbIE 3aIIATHBIMH
konnaykamu. Kaxnas exuHuna (acoBKM CONPOBOXKAAETCS HMHCTPYKLHEH IO
IPUMEHEHHUIO.

5. BakkamacT XpaHAT B 3aKpHITO! yIIaKOBKe IPOM3BOAMTENS, B 3AAIEHHOM OT
CBETa MECTE, OTJENILHO OT IPOAYKTOB IUTaHUs W KOPMOB, IIPH TeMIiepatype ot 5°C 110
25°C. Tlocnie BCKpbITHs (hIaKOHA OCTATKH IPENapaTa yTHIM3HPYIOT.

6. BakkamacT cieqryer XpaHUTb B MECTax, HEIOCTYITHBIX ISl JEeTeH.

7. Heucronb3oBaHHEI  JNEKapCTBEHHBIH  IIpenapaTt YTHIM3UPYIOT B
COOTBETCTBUU C Tp€6OBaHI/I}{MH 3aKOHOJaTeJabCTBa.

8. Otmyckaercs BakkamacT 6e3 perienta BETEpUHAPHOTO Bpaya.



II. ®apmaxonoruyeckue cBoiicTBa

9. BakkamacT OTHOCHTCS K KOMOMHMPOBAHHBIM aHTHOAKTepHabHBIM
JIEKapCTBEHHBIM IIpeniapaTaM. KoMOMHALMsS BXOAAIIMX B COCTaB J€KapCTBEHHOTO
mperiapata  NeHCTBYIOIMX — BEIUECTB  OOECHedMBaeT  IIMPOKHii CIIEKTp
aHTHOAKTEpUANbHOM  aKTUBHOCTH  Iperapara, NPeAynpexIaeT  pa3sBHUTHE
PE3UCTEHTHOCTH MUKPOOPIaHU3MOB.

10. JlunkoMHLMHA T'MAPOXJIOPHL OTHOCHTCS K aHTHOaKTepHUaIbHBIM
l[penaparaM M3  TPYNNbl  aHTMOMOTHKOB-TMHKO3aAMHOB;  MPOAYyLUPYeTCS
Streptomyces lincolniensis wiM poACTBEHHBIME aKTHHOMMIETAMH. AKTHBEH B
OTHOIIIEHUH rPaMIIOIOKUTEIbHBIX MHKDPOOPTaHH3MOB (cradmnokoxku,
CTPEITOKOKKHM, NMHEBMOKOKKH W [Ip.), HEKOTOPHIX aHa’poboB W MuKomiazMm. Ha
TpaMOTpULaTeIbHble OaKTepuH, Tpubsl M BHPYCHl He aeiicTByeT. MexaHm3Mm
6aKTepHOCTATHYECKOro NefCTBHS TMHKOMHIMHA CBS3aH C TIOJABICHHEM CHHTe3a
Oelka MHKPOOPraHM3MOB BCIEACTBHE OODPAaTHMOTO  CBS3bIBAHHS 508
CyObeauHuLEeR pubocoM U HapyleHHeM 06pa30BaAHMUS MENTHIHBIX CB3E.

I 'HApOKCHMETHIIXHHOKCHITMHANOKCHT, — 2,3-1Tu (TMIPOKCUMETHII) XHHOKCAJIHMH-
1,4-muokenn — anTuGaKTepHanbHOE CPEACTBO M3 IPYIIIEI XWHOKCAJIMHA, aKTUBEH B
OTHOIIEHHH IpaMOTPULATENILHEIX ¥ TPAMIIOIOKHUTETBHBIX MHKPOOPTaHH3MOB, 061a/1aeT
OakTepuIMIHEIM JeiicTBrueM. JleffcTBHEe IMOKCHIMHA OOYCJIOBIIEHO TOBpEXIEHHEM
6brocunTe3a JIHK MukpoGHO# KIIeTKH.

IIpeHI307I0H — CHHTETHYECKHIi TIIIOKOKOPTHKOCTEPOH, OKa3hIBAs
IPOTHBOBOCTIAIUTENIEHOE [ICHCTBHE, CHHXAET BOCIIATIEHUE U YMEHBIIAET OTeK TKaHel
BBIMEHHU.

BakkamacT 1o cTeneHM BO3NEHCTBHS Ha OPTaHM3M OTHOCHTCS K BEIIECTBAM
«MajoomacHeiM» (4  kimacc omacHoctd 1o [OCT 12.1.007-76).  Tlpwm
MHTPAalMCTCPHATIBHOM  BBEJICHMM B MOJOYHYIO JKele3y KIMHHYECKH 30pOBBIX
JIAKTHPYIOIIMX KOPOB NpEnapar BEI3bIBAET HE3HAYMTEIBHOE, GBICTPO IPOXOASIIIEE
pasJipakeHue TKaHel BEIMEHHU.

II. TTopsimox npruMeHeHHsI

11. BakkamacT NpHMEHSIOT AJIs JIeYeHHs MAacTHTA Y KOpOB B IIEpHOJ
JTaKTalUH.

12. TIpoTuBONOKa3anneM K MpYMeHeHHI0 BakkamacTa SBISleTcs IIOBBIICHHAS
MHAMBUNYalbHAs  9GyBCTBUTENBHOCTE  )KMBOTHOTO K  JIAHKOMHIMHY W
TH/IPOKCUMETHUIIXUHOKCATTHHAUOKCHLY.

13. Ilpn npoBeneHny JieueGHBIX MEPONPUATHIA ¢ MCHONb30BaHMEeM Bakkamacta
clemyeT coOmonaTe OOLMe NpaBHiia JIMYHOW THIUEHbl U TEeXHHKH Oe3omacHocTH,
NPEeZyCMOTPEHHBIE TIPH paboTe ¢ JTeKapCTBEHHBIMH MPENapaTaMH.

Bo Bpemst paboTe! ¢ IpenaparoM 3anpenaercs maTh, KYPUTb ¥ IPUHUMATH TIHIILY.
Ilo oxoH4aHuM paboThI PYKH ClieyeT BEIMBITH TEILION BOIOH C MBLIOM.

Hycryro Tapy u3-nox nexkapcTBeHHOro mpemnaparta 3aMpenaeTcs UCrojb30BaTh

Aok EHIGQHX 1eseH, OHa MOJIEKHUT YTHIM3ALNH ¢ GBITOBEIMH OTXOJAMH.

JIOAM ¢ runepuyBCTBUTENBHOCTEIO K KOMIIOHEHTAM npenapara Clemyer

©|, M30eraTs’ | - IpsMoro KoHTakTa ¢ BakkamacToM. Ilpu cnyuaiinom mnomnaganum
©\JIEKapCTBEHHOTO IIperiapata HA KOXKY MM CIM3UCTBIE OGOJNOUKH HX HEOOXO0IUMO




IIPOMBITh NPOTOYHOH BOJIOH C MBUIOM. B cilyyae mosBieHus: ayiepridecknx peakipii
WIM TIpM CITyJalHOM IIONaJ@aHMKM IIpenapaTa B OPraHM3M 4eJOBeKa clengyer
HEME/ITIEHHO OOPATUTBCs B MEJMLMHCKOE ydpeskieHre (Ipu cebe HMeTh HHCTPYKIHMIO
10 TPUMEHEHHMIO TIperiapaTa Uik 3TUKETKY ).

14. Orpannyenusi K UCIONB30BAHUIO MIperapaTa GepeMeHHBIM KHBOTHEIM H B
IEPUOJ JaKTallM¥ OTCYTCTBYIOT.

15. BakkamacT BBOAST HHTpauucTepHaibHOo mo 10 mu B IIOPaXECHHYIO
YETBEPTh BEIMEHH OJMH pa3 B CYTKH:

IpH CyOKIMHMYECKOM MacTUTe — B TeueHHe 2—3 JHei;
IpH KIMHUYECKUX (hopMax MacTHTa — B TeYEeHUE 3 — 4 nHeid.

Ilepen BBenmenumem mpemapata W3 GOJBHOW UYETBEPTH BBHIMEHH CEeKpeT
BBIIaMBAIOT, & COCOK Ie3UHOPUIMPYIOT 70 % STUIIOBBIM CIIUPTOM. :

BakkamacT nepes npuMeHeHHeM MoaorpeBaroT 10 36 — 39 © C 1 B36anTHIBAIOT.

Ilpy wucronB30BanMy MIPHIA-7I03aTOPa €r0 KAaHIONO TLUIOTHO NPHKHAMAKOT K
OTBEPCTHIO COCKOBOTO KaHajla M BBOJAT npenapar. M3 duakona npenapar Habuparor
CTEpUIIbHBIM ILIIPULEM M BBOAST B COCOK IIOP&XEHHOM YETBEPTH BHIMEHH IIPH
TIOMOIIM CTEPHIIBHOrO Katerepa. Ilocie BBeneHMS MPOBOAAT JIErKHUH MaccaXk BHIMEHU
CHHM3Y-BBEpX.

16. Ilpu npumenennn Bakkamacta B COOTBETCTBHY C HACTOSIIEH HHCTPYKILHeH
NOOOYHBIX SBJEHMH M OCIOXHEHHIl y KOpOB, KaK HpaBHIIO, He Habmomaercs. B
ClTy9ae NOSIBIEHUs alIepruyecKiX peakluui MCIoIb30BaHNe Ipenapara npeKpalaT
¥ Ha3HA4aloT )XMBOTHOMY aHTHIMCTAMUHHBIE H CUMIITOMATHYECKHE TIPEeNapaThL.

17. CiMOTOMOB niepeJO3UPOBKH Y KMBOTHBIX HE BBISIBJIEHO.

18. 3anpewaercs mpuMeHsTh BakkamacT OJHOBPEMEHHO ¢ KaHAMHIIMHOM,
aMIMLATAHOM, SPUTPOMHALIUHOM, XJIOpaM(pEHUKOIOM.

19. Ocobennocrell nelicTBHS JNEKApCTBEHHOro Ipemnapata TpPH ero MepBOM
[IPUMEHEHHH ¥ OTMEHE He YCTaHOBJIEHO.

20. Crnenyer m3beraTh IpoOIycKa OYepe;HON MO3BI NpemapaTa, TaKk Kak 3TO
MOXET IPUBECTH K CHMXKCHHIO ero TepamneBTH4YecKoil sddexruBHOCTH. B ciydae
POITyCKa OZHOH 03Bl IPUMEHEHHE TIpenapaTa BO30OHOBIISIOT B TOM e JO3UPOBKE 1
II0 TOM XK€ CXeMe.

21. Y6oii KOpoB Ha MACO paspelIaeTcst He PakHee, YeM Yepe3 5 CYTOK Iocie
IIOCTIE/HET0 BBEJICHHUsA Iiperiapata. MsICO JKMBOTHBIX, BBIHYXIEHHO YOHTBIX IO
MCTEYCHHS YKa3aHHOTO CPOKa, MOXET OBITh HCTIONB30BaHO B KOPM ITyLIHBIM 3BEPSIM.

B mHIeBbIX MensX MOJOKO HMCIONB3YIOT He paHee, 4eM uepes 5 CYTOK TiOCJIe
OCNIEZIHETO BBeIeHMsI BakkamacTa Npy yCIOBHH MOJHOTO HCYE3HOBEHHS IIPH3HAKOB
_MECTHTA, IIOATBEPIKIEHHBIX MACTUTHBIMH TECTAMH.

7' BOBpeMs JeYeHHS M B TeUeHHe 5 HeH MOcie MOCHEIHEro IPUMEHEHHS
npenapaﬁ\\\ 1OJIOKO H3 MOPaXeHHBIX YEeTBEPTEH YTHIU3UPYIOT, a W3 OCTAJIbHBIX —
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