NMHCTPYKIMA

1o npuMeHenno b-Axr+® ¢ NpOoQHIAKTHYECKON EITBIO TIPU 3200 IeBAHUAX
GakTepHabHON STHOIOTHH U [T HOPMAIH3AIUH MUKPO(IIOPHI
Yy CBUHEH U CEIbCKOXO3TMCTBEHHOM IITULIBI

(opranusamus — pazpaborunk « HUVEPHARMA» EOOD
3A Nikolay Haytov Str., 1113 Sofia, Bulgaria)

I. O6mue cBeneuuns

1. ToproBoe HaMMEHOBaHKE JICKAPCTBEHHOTO npenapata: b-Akr+® (B-Act+®).

MexayHaposHoe HemaTeHTOBaHHOE HamMeHoBanue: (uaBodochomumnon, Bacillus
licheniformis.

2. HexapCTBeHHaﬂ (opma: NOPOIIOK I OPaILHOIO IPUMEHEHUS.

B-Axt+"B | r B KauecTBe ACHCTBYIONIMX BEIECTB CONEPXKUT (uaBodocdommon — 100
mr u Bacillus licheniformis — ne menee 1,6 x 10" KOE/r, a B kauecTBe BCIIOMOIaTelbHOrO
BEIIECTBA KAJIbIMSA KapOOHAT.

3. Tlo BHemHeMy BHIy JIEKAPCTBEHHBIH IIpeHapar NMpejCTaBiseT coGOi MOPOLIOK OT
CBETJIO-KOPUYHEBOI'O 10 KOPUYHEBOT'O LIBETA.

Cpok romnHocTu mpemnapara mpu co6mozer1/m yCJIOBUM XpaHeHus - 1 rox co jgHs
IIPOU3BO/ICTBA. 3anpemaeTc;1 npumenenns b-Axkt+* 1o ncreuenun CpPOKa rOIHOCTH.

4. B-Axr+® BBIITYCKAIOT pac(hacoBaHHbIM 110 20 1 25 KI' B MHOTOCIIOMHBIE GyMaKHbIE
MEIIKH ¢ BHYTPEHHHUM IOJIMITHIICHOBBIM CJIOEM.

5. XpaHsiT JICKAPCTBEHHBIH IIpenapaT B 3aKPHITON yMaKOBKE MPOU3BOMUTENS, OTICIBHO
OT IMHIICBBIX NPOAYKTOB M KOPMOB, B 3aUIMIIEHHOM OT NPSMBIX COJHEYHBIX JIydeil MecTe,
npu temmeparype ot 0°C ,uo 25°C. Mlomyckaercs xpatkoBpemenHoe (10 30 cyTok)
TpaHcIopTupoBanue b- Axr+® npu Temieparype or muHyc 20°C no 40°C Bcemu BUgaMu
TPAHCIIOPTHBIX CPEICTB, O0ECNEUMBAIOIMMMY HAJEKHYI0O COXPAHHOCTh M IEJOCTHOCTB
YIIaKOBOYHOMW Tapsbl.

6. b-AkT+" CICAYCT XpaHUTh B MECTAX, HEJOCTYIHBIX IS JAETEH.

7. Hewcrioyib30BaHHBIH JIeKapCcTBEHHBIN Mpenapar YTUJIU3HPYIOT B COOTBETCTBHU C
TpeOOBaHUAMH 3aKOHO,IATE/IHLCTRA.

8. JlekapcTBEHHBIN NIpenapaT oTIycKaloT 6e3 pelenTa BETepHHAPHOro Bpaya.



II. ®apmakonoruueckue CBOMCTBA

9. b-Akt+" oTHOCHTCS K KOMOMHHUPOBAHHBIM IIperapaTaM.

10. ®nasodochonumon, BXOAAIMMHA B COCTaB Ipemnapara, IOIABISET pasBUTHE
NPEUMYIIECTBEHHO  I'PAMIIOJIOKUTENBHBIX ~ MHKPOOPTaHHU3MOB K€Y I0YHO-KHIICYHOTO
TpakTa, B TOM YHCJE CTaQUIOKOKKOB, CTPENTOKOKKOB M BHTEPOKOKKOB. AHTHOHOTHK
NPENATCTBYET Nepejiade IUIasMU PE3UCTCHTHOCTH CPEIM PaMOTPHLATEILHBIX GaKTepuii,
NpENOTBpaIlas  pa3sBUTUC BHEXPOMOCOMHOM  PE3UCTEHTHOCTH MHKPOOPTaHU3MOB K
aHTHOaKTepUaIbHBIM JIEKapCTBEHHBIM CpElICTBaM. Mexanusm NeNCTBUSA
praBopocdosmmona 3akmoyacTcs B HapYIMICHHM CHHTE3a MypEMHA, KOTOPBIA HeoOX0mquM
wis  GOPMHPOBAHMA  KJIETOYHOH CTEHKH IDAaMIIOJNIOKHTENLHBIX MHKPOOPraHU3MOB.
braronaps cBoemMy mexanusMmy neiictBus ()1aBooc(OIUIION HE OKa3pIBAeT BIMSHUS HA
JIaKTO- ¥ OudunoGaKTepuH, a TakKe Ha KICTKM MaKpOOPraHU3Ma.

®:1aB0OCHOIHUIION PAKTHIECKH HE BCACKHIBACTCS B XKEIYJIOYHO-KHIICIHOM TPAKTE U
HE HAaKaIIMBACTCS B OPraHaX M TKAHAX JXUBOTHBIX; BBIBOJUTCS M3 OPraHU3Ma B HEM3MEHHOM
BUJIE C (EeKATUIMH.

Bacillus  licheniformis sBnsnercs NpPOOHMOTHKOM H  OKa3bIBAET GyraronpusTHOE
BO3JICHCTBHS HA OPIaHU3M, CTUMYJIMPYS Pa3sBHTHUE IIOJIE3HOH MUKPO(DIIOPH! B KUIICYHUKE 1
BOCCTaHABJIMBAsl TEM CaMbIM GajlaHC KUIICYHOH MUKPO]IIOPHI.

[lo cremenm Bo3zmeiicTBuA Ha opraHumsM B-AxkT+" OTHOCHTCS K MAajOONACHBIM
BemlectBaM (4 kiacc omacHocty o 'OCT 12.1 .007-76).

III. ITopsitox npuMeHeHus

11. B-Akr+®  HasHauaoT CBHHBIM M  CCJIbCKOXO3SMCTBEHHON INTUIIE C
NPOQHUIAKTHICCKON  LETbl0  NpH  3a00JeBaHMAX  OaKTEepUAIBHOM OTUOJIOTUH,  JUIS
HOPMAJIM3alMM MHKPO(IIOPl KHIIECYHUKA, IIOBBIICHHUS HPOAYKTHBHOCTH M YILy4YIICHUS
MCII0JIb30BAaHUS KOPMOB.

12. IlporuBONOKa3saHMEM K HPUMEHEHMIO Mpenapara sBISETCs UHUBUTyaIbHas
TOBBIICHHAS TYBCTBUTEBHOCTS K KOMIIOHEHTaM JIEKAPCTBEHHOTO MPENapaTa.

13. B-AkT+"” TIPUMCHAIOT CBUHBSIM H CEJIbCKOXO3SCTBEHHOM NTHIIE B [IEPUOJ OTKOPMa
C MNEpBBIX JHEH JKM3HM M 10 KOHIA IPOM3BOJCTBEHHOTO IMKJIA B CMECH C KOPMOM B
cyro4Hoii no3e 100 r mpenapara Ha 1 T KopMma.

Jlis  obecrieyeHnss paBHOMEPHOIrO  paclpeesieHUus  CyTOUHYO JI03y IIpernapara
CMEIIHBAIOT ¢ HEOOJIBIIUM KOJUYECTBOM KOPMa, @ 3aTeM IPH TIATEIHHOM IepeMenTiBaHNu I
BHOCAT B KOPM, PaCCYNTAHHBIN Ha MOTPEOJICHHE )KUBOTHBIMH B TEYEHHE CYTOK.

14. CuMITOMBI NEPEIO3UPOBKH Y KUBOTHBIX HE BHISIBJICHDI.

15. Ocobennocrelt NeHCTBUS MpU MEPBOM HpHEME JICKapCTBEHHOI'0 IIperapara WM
IIPH €70 OTMEHE HE BBISABJICHO.

16. OcoGennocrelt JeHCTBUS JICKapPCTBEHHOTO mpenapara IIPU €ro IPUMEHEHUH
GepeMEHHBIM U JIAKTHPYIOIIHM CBUHOMATKAM HE YCTAHOBJICHO.

17. Cnenyer usberath npomycka odepemHoOi 035l Iperapara, Tak KaKk 3TO MOXET
NPUBECTH K CHWKCHHIO ero s(pdexktuBHocTH. B ciiywae npomycka oaHo# 103bI wim
HCCKOJIKMX /103 KypC MPHUMEHEHHA HEOOXOAMMO BO30OHOBHTH B IIPETyCMOTPEHHBIX
JIO3UPOBKAX M CXEMe IIPUMECHEHUS.

18. [To6o4HBIX SABJICHUIT M OCIOKHEHHH TIPH TIPUMEHEHUH B-AKT+® B COOTBETCTBHM C
HACTOSIIEH MHCTPYKLUEH, Kak IpaBuio, He HaOmogaercs. B ClIy4ae MOSBJICHUS



AJUIEPrUYECKUX PEaKIMH HCIOJIb30BAaHUE INpenapaTa MPeKpamanT U IpH HeoOX0MHMOCTH
Ha3HA4YaroT AaHTUTMCTAMHHHBIC JICKAPCTBEHHBIE NIPENIapaThl ¥ CUMIITOMATHYECKOE JICYEHHE.

19. JlekapcTBEHHBIX B3aUMOJICHCTBUI HE BBIABIICHO.

20. Y60ii KHBOTHBIX Ha MSCO M MCIIOJb30BAHHE B NHIIEBBIX MEIAX MPOLYKIHU
)KUBOTHOBO/ICTBA PAa3peIIACTCs Ha CICIAYIOUMA JE€Hb IOCJIe OKOHYAaHWs IPUMEHEHHs b-
Akr+®. Sliina sl Pa3peIacTCs MCMOJIb30BaTh B MMIIEBBIX LEIAX 0€3 OrpaHMYeHHI.
MsCO JKHBOTHBIX, BHIHYXIEHHO YOMTBIX JO HCTCYCHHMSA yKAa3aHHOTO CPOKA, MOXET ObITh
UCIIOJIb30BAHO B KOPM ITYIITHBIM 3BEPSIM.

IV. Meps! mu4HO# TpO(UIIaKTUKI

21. Ilpn npuMeHeHnu mpenapara HEOOXOMMO COOIIONATH TPABUIIA JIMYHON TMTHEHbI
M TEXHHKH 0E30MMaCHOCTH, IIPELXYCMOTPEHHBIE P paboTe ¢ JIEKAPCTBEHHBIMU CPEACTBAMH
BETEPUHAPHOIO HAa3HAYCHUS.

22. Ilpu pabote ¢ B-AkT+® HEOOXOMMO HCIOJIB30BaTh CPEICTBA HHIUBUTY AJIbHOM
3aIATEI (CIICHOACK/IA, PE3MHOBBIE MEPYATKH, 3AIUTHBIE OYKH, pecriuparop). Bo BpeMs
paboTeI ¢ mpenaparoM 3anpelaeTcs MUTh, KypUTh M NPUHUMATh mumy. 10 OKOHYaHHHM
paboTHI CIICYET TUIATETHHO BEIMBITE C MBUIOM JIULO M PYKH, POT MPOIIOIOCKATH BOJIOM.

IlycTyro Tapy H3-moj JIeKapcTBEHHOro Mpemapara 3alpemiaeTcs HCIoib30BaTh UL
OBITOBBIX 11€JI€H, OHA MOJUICKUT YTHIM3AIUH C OBITOBBIMU OTXOIAMH.

23. JI'osIM ¢ THIIEPYyBCTBUTEIBHOCTHIO K KOMIIOHEHTAM npemnapara ciaeayeT uderarn
npsiMoro Kourakta ¢ B-Akt+*. Ilpu CIy4YalHOM IMIONaJaHuM TIperapara Ha KOXKY WIH
CJIM3UCTBIC 00OJIOYKH €ro HEeOOXOAMMO TOTYAC CMBITh MPOTOYHOW BOAOH C MbUIOM. B
Clydae IOSBJICHHMA — aUIEPTUYECKMX PCaKUUi M/MIM  CIIy9ailHOM NpOraTHIBAHUM
JICKapCTBCHHOTO Iperapara CJICAyeT HEMEUICHHO 00paTUThCS B MEANIIMHCKOE YUPEKICHHE
(1pu cebe MMETh HHCTPYKIIHIO IO IIPUMEHEHHIO TIPENapaTa Hill JTUKETKY).

HanmenoBanue u anpec mnpomssoictsenHoit AO «buoser» («Biovet» AD); 4550
TUIOMANKKM  NPOU3BOAUTENS  JIeKapcTBeHHOro bosrapus, r. Ilemrepa, yi. Ilerp

npernapara JUuis BETEpUMHAPHOTO IPUMEHEHHS. Paxos, 39.

HaumenoBanmue, ajzpec opranusanuu, IlpencraBurenscTBo 000
YIOJHOMOYCHHOM BJIaJeapLeM uim jnepxareiaeM «XIOBED®APMA» (bosrapus) B 1.
PErUCTPALIMOHHOTO yaocroBepenuss Mocksa, 115191, r. Mocksa, 4-ii

JICKapCTBCHHOTO  Npenapata Ha npuHsATHEe Pomuuckuii mp. 19.
IIPETEH3UN OT MOTPEOUTEIS.

C coryiacopanreM HACTOSIICH HHCTPYKLMH YTPauHBaeT CUJTy HHCTPYKIHUS 110 IPUMEHEHUIO
B-Akt+”, yTBepxI€HHas Poccenpxosznanzopom 04 pespans 2015r.

Homep peructpaumonnoro ynocrosepenus /00 - 5 /5 356 FN/7BL/ -2 - 2/ %}’;«%7
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