COI'JJACOBAHO
3amecTuTeb PyKoBOAHTENA
Poccenbxosnanzopa

16 04, 2025

WHCTPYKIIUA
[10 BETEPHHAPHOMY IPUMEHEHHUIO JIeKapcTBeHHOro npenapata OTHOHOBHH

(Opranusauus-paspadorunk: AO «Buorera» (Bioveta a.s.), yi. Komenckoro 212/12,
683 23 r. Usanosune-Ha-I"ane, Yemckas Pecny6iuka)

Perucrpanmonnoe ynoctosepenue Ne 203-3-10.14-4274 Nl IBU-3-0.2/01586
1.OGumue cBeenus.

1. ToproBoe HauMeHOBaHHE JTEKAPCTBEHHOrO mpenapaTa; OTHOHOBHH.

MexayHapoHOe HeNaTeHTOBAHHOEe HAWMEHOBAHME: I'eHTAMMIMH, TPHAMITHHOJIOH,
CATHLIH/IOBAs KHUCIIOTA, KapOeToneH THIIHHHMIA.

2. JlekapcTBeHHas (opMa: yiIHLIE Kamiw.

O1uGHOBHH COACPAKHT B 1 M/ B KauecTBe AeHCTBYIOLIMX BCIIECTE: CAIHLHIIOBY )
Kuenory — 5,0 mr, reHtamuiuna cyabdar — 2,0 Mr, TpuamimHonoHa anerat — 0,5 wr,
KapderoneHAMIMHUA Opomua — 0,125 Mr W BcroMoraTtellbHble BELIECTBA: 3TAHOI,
AUCTHUTMpOBalHas Boga — 1o 1 mu.

3. Tlo BHemHeMy BMIY mpenapat npeacTaBiseT coboii 1po3payvHblif OeclBETHBIH
pacTBop.

CpoK I'0OIHOCTH TeKapCTBEHHOTO Ipenapata B 3aKpbITOi YNAKOBKE NPOM3BOANTEIA
NpH COOMOICHUH YCTIOBHH TPAHCTIOPTHPORKH M XPaHeHHs - 3 roja ¢ JaThl [POH3BOJICTBA:
MocJie BCKPHITHS (PIaKOHA JeKAPCTBEHHBII NIPerapaT XpaunTh B TevdeHne 12 jaueil,

3anpeactes NPHMEHAT JIeKapCTBEHHEIH NPEMapar 110 HCTeueHHH CPOKa FOTHOCTH.

4. OtuGHoBHH BRITYCKAIOT pacdacoBanubiM 10 15 M1 # 20 M B NONMATH/ICHOBLIE
(rrakonbl  COOTBETCTBYIOUICH BMECTHMOCTH C  KPBILUKAMH-KanelbHHIAMH. ONaKomb!
YNAKOBBIBAIOT MOWITYYHO B KAPTOHHBIC KOPOOKH BMECTE ¢ MHCTPYKIIHEH 110 MPUMCHEHHIO.

5. OTHOHOBHH XPaHAT M TPAHCHIOPTHPYIOT B 3aKPHITOIl YIAKOBKE NMPOH3BOJNTENS, B
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3AUIHIICHHOM OT CBeTa MeCCTe, OT/AEJbHO OT MNPOJYKTOB MNHTAHHA M KOPMOB, NpH
Temmneparype ot 15 °C mo 25 °C. )

6. OTHOHOBHH Clle/lyeT XPaHHTh B MECTaX, HEAOCTYIIHBIX 1A JCTEIH.

7. ®nakoHe!l ¢ mpenapatoM Ge3 ITHKETOK, ¢ MCTCKIIMM CPOKOM TOAHOCTH, C
HAPYUICHACM LEJIOCTHOCTH H/HIIH repMETHYHOCTH YKYTIOPKH, C W3MEHEHHBIM LBETOM H/HIH
KOHCHCTCHIME COACPIKMMOr0, ¢ HalM4YHeM [OCTOPOHHHX MpHMecel, a TaKkKe OCTATKH
Mpenapara, He HCMOJL30BAHHBIC B TeueHue 12 aHell 1ocsie BCKPITUS NePBHUION YaKOBKH,
NOAICHKAT YTHIIH3ALHHA B COOTBETCTBHH ¢ TPeOOBaHMAMM 3aKOHOJATENBCTBA.

Ilycrbie (rakoHBl W3-TIOX JIEKAPCTBEHHOrO NpemapaTa 3anpemaeTcs HCHoh30BaTh
AN OLITOBBIX Llenei, OHH MOUIeXAT YTHIM3aMH B COOTBETCTBHH C TpeboBaHHAMH
3aKOHOAATE/IhCTBA.

8. OTHOHOBHH OTITYCKaeTCs! 110 PELENITY BETEPHHAPHOIO Bpava.

II. DapMaKoIOruuecKHe CBOICTBA.

9. GapmakoTepanesTHICCKas IPYNIA; AMHHOIIMKO3U/b! B KOMOHHAIMSX.

10. I'entaMuiuba cyabdar, BXOAAWMHE B cOCTaB lipenapara, OTHOCHTCA K TpyIine
AMHHOIIMKO3HAOB. ['CHTAMHLMH aKTHBCH NPEMMYIECTBCHHO B OTHOLICHHH a3pobHBIX
rpaMoTpHUaTeabHBIX Oaktepuii: Escherichia coli, Salmonella spp.. Enterobacter spp.,
Klebsiella spp., Serratia spp., Proteus Spp., Pseudomonas aeruginosa, Acinetobacter spp., a
TAKKC a3pOOHBIX TPAMIOIOKHTEILHBIX KOKKOR: Staphylococcus spp. (B ToM gucse
YCTOHYMBEIX K MEHWUMIUIMHAM), HEKOTOPHIX LITAMMOB Streptococcus spp. Mexanuam
OaKTepHIMIAHOrO ACHCTRHS eHTAMHLMHA 3aKII0YaeTCS B NOJaBJIeHHH CHHTC3a Geska B
MHKPOBHOI KiIeTke Ha puBOCOMATRHOM ypoBHe.

Tpuasumnonona auetar, Bxoasuwmii B cocran Npenapara, ABjseTCs CHHTCTHHECKHM
IIFOKOKOPTHKOM,10M, OKashbIBaeT HecneuHduueckoe IIPOTHBOBOCTIA/IMTETLHOE,
!IPOTHBOAIICPIHICCKOE U MPOTHBO3Y/IHOE jeficTBHe. MeXaHHIM  ero JAeHCTBH
3aKoyaeTes B OIOKMPOBAHMM BBICBOGOMK ICHHS 303HHO(DHIIAMH ME/IHaTOPOB BOCHAICHHS,
8 TOM MHC/C MPOCTAarJIaHIHHOB, KOTOPHIC MOTCHUHPYIOT BOCMATHTENBLHEIT Mpolece;
CTHMYIALMH OHOCHHTE3a JINMOKAPTUHOB, O6/AMAIONHX NPOTHBOOTCYHOH AKTHBHOCTHIO:
YMEHLIUCHUH KOJHYECTBA TYYHBIX KJIETOK, BBIPaOATLIBAIOLIHX I'HaTYPOHOBYIO KHCIOTY;
CHHKCHHIO POHHLIACMOCTH KalHILIAPOB.

CaymvmunoBas Kuenora, BXoAAmAs B COCTaB nperiapara, OTHOCHTCS K Tpynme
HECTCPOMANBIX  [IPOTHBOBOCHAIMTENILHBIX CPEACTE H  OKAIbIBACT aHTHCENTHYECKOE,
NPOTHEOBOCHATHTEIBHOR M KCpaToiuyecKkoe jeficTaie. Mexanusy neficTpus 3aKII0YaeTCs
B HCOOPATHMOM HHIHOMPOBAHHH UMKIOOKCHI€HA3L! (LIOT'), B pesyiabtate wero
HApYIAeTCA CHHTC3 npocTarmananHos By, I, u tpomGokcana A,.

Kapbentonenanuunus OpoMHji, BXOaAmMIT B cocras npenapara, obaaaaer
AHTHMHKPOOHBIM JefiCTBHEM B OTHOIUCHHH IPaMIOIOKHTEIBHEIX H I'PAMOTPHLATE IBHBIX
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MHKPOOPIraHH3MOB M HEKOTOphiX rpuboB. KapOGenronenauuunus OpoMHI OKas3bIBAaeT
GakTepHLIHHOE JIeHiCTBHE, H3MEHSs NPOHNLIAeMOCTh KJIeTOYHOH CTeHKH OaKTepHil.

Ilpu aypukyaspHOM NpPHMCHEHHH Mpenapata, BXOAALIHE B €ro  COCTaBs
JISHCTBYIONHE BellecTBa MMPAKTHYECKH He BCACHIBAIOTCH 4Yepe3 KOXKY, OKalbiBasg MCCTHOC
aHTHOAKTepHaJIbHOE, IPOTHBOrPUOKOBOE H POTHBOBOCHAIMTENILHOE AEHCTBHE.

Ilo creneny Bo3seiicTBys Ha opradn3M OTHOMOBHH OTHOCHTCS K 4 KJIACCY ONACHOCTH
cornmacHo FOCT 12.1.007-76 (BeiecTra MajioOnacHsIe).

[II. Tlopsaok npuMeHEHHS.

11. Oru6GHOBHH NPUMEHSIOT IS JIEUEHHS HApPYXHOr0 OTHTa OaKTepHaJbHOH H
rpHOKOBOIH 3THONOIMH Y cO0AK M KOIIEK.

12, Banpemaercs npumenenHe OTHOMOBHHA JKMBOTHBIM TIPH  TPoGOJEHHHU
OapabaHHON  MEPEMOHKH M JKMBOTHBIM €  MHJHMBHJYaJLHON  MOBBIMICHHOI
4YBCTBHTEIBHOCTHIO K KOMIIOHEHTAM penapara.

13. Ilpn paGore ¢ OrtubGnoBHHOM cheayer cobmiozaTh oOIIMe TpaBHia JTHUHOL
FHIMEHBl M TCXHHKH 0e30MacHOCTH, MPeAyCMOTPEHHbIE MpH paboTe ¢ JIEKAPCTBEHHBIMH
npenapaTamMu Ui BETePHHAPHOTO npuMeHeHHs. Bo Bpems paGoTel 3ampemaercs Kyputh,
MUTE U NpUHUMaTh nuity. 1locie paGoTel caeayer Ti@aTeabHO BLIMBITE PYKH TEMNIOi BOOI
C MBIJIOM.

lpu cnyyaiinoM KOHTaKTe ICKAPCTBEHHOTO MpPENapaTa ¢ KOXKCHl H/WIH CAH3HCTHBIMH
oBonotKaMH, HX HEOOXOTUMO IIPOMBITH GOMBIIHM KOJIHUECTBOM MPOTOUHOMN BOJB!. JTIOLIM
C THNEpYyBCTBHTCJILHOCTBIO K KOMIOHCHTAaM Mperapara cieiyeT Hiderath NpaMoro
KOHTAKTa C JICKApPCTBEHHBIM TIperiapatoM. B cilywae noABienus aleprudycckux peakiuii
WM TIDH Clly4aifHOM MONAJIaHHK [IPenapaTa B OPraHu3M 4elOoBeKa CICAYeT HeMeLICHHO
OOpaTHTECH B MEIMUMHCKOE YYPeKICHHE H COOOUMTE 06 3TOM Bpayy. llpun cebe
HEODXOZHMO HMETH HHCTPYKITHIO 110 NPHMEHECHHUIO NPenapaTa il 3THKCTKY.

14. TlpenapaT MOMeT HCHONLIOBATHCH Y DepeMCHHBIX H MOJOJBIX XHBOTHBIX, a
TAKKE B NEPHO JTaKTALHH.

15. OrubHOBMH 3aKambBIBAOT B NOPaXEHHOE yxo mno 4-5 xkanenb. llepen
HPUMCHCHHEM YIIHYIO PAaKOBHHY M CIYXOBOH NPOXOJ OWHINAIOT OT CEphl, CTPYMHEB M
kopouek. C uenbio Gosee monHoi obpaborku Beeii IIOBEPXHOCTH YLUHOH PAKOBHIIEI W
CIlyXOBOTO IpoXoAa H Gosiee rilyBOKOro NPOHHKHOBCHMA NpENapaTa, YIIHYIO PaKoBHITY
CKIIAIBIBAIOT BJIOJIL H CJIETKa MACCHPYIOT ¢C OCHOBaHHE.

llepsbie 2 ana nevenns o6paGoTky nposogst 3-4 pasa B cyTKkH, a 3aTem 2-3 paza B
CYTKH Ha NPOTSKEHHHM 5-7 mueil. JIINTENBHOCTD IeueHus ompejiesnseTcs BETEPUHAPHBIM
BPAIOM M HE JIO/DKHA NpeBblarth 12 aueii.

g 16. Tlpu npumeHenuu npenapata B COOTBETCTBHH C HACTOAUIEH HHCTPYKIHEH
MOOOYHBIX  ABJICHHWI M OCIOXKHEHHIl, Kak mpaBwio, He HaGsozaercs. IIpn
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MOBLINICHHONH WHAMBHAYAIbHOW YYBCTBUTEILHOCTH JKHBOTHOTO K KOMITIOHEHTaM
JIEKAapCTBCHHOTO TpernapaTra M TOSBJICHWH [MOOOYHBIX ABJICHHH HCMOJIb30BaAHHE
OTubnoBHHA NpekpamaroT.

17. CHMITOMOB NepejI03HPOBKH JIeKapCcTBCHHOTO Npenapara He YCTaHOBJIEHO.

18. Ilpumenenne OtuOMOBHHA HE  HWCKIIOYACT  MCHONb30BAaHHE  JIPYrHX
JIEKAPCTBEHHBIX TPEMapaToB CHCUM(HYECKOH M CHMOTOMAaTHYECKOH TepanuH, 3a
HCKJIFOYEHHEM TPENapaToB JUIA aypHKyJIspHOro MPHMCHEHHS.

19. OcobenrocTeii aelicTBus npenapara Npy NepBoM NPHMCHCHHH Mpernapara HiH
TMPH €ro OTMEHE He BLIABJIEHO.

20. TTpu nponycke 0JHOM WM HECKOJIBLKHX /103 JICKApCTBCHHOrO Mpenapara Kypc
NPUMEHEeHHs] BO300HOBJIAIOT B COOTBETCTBHH € NpeAyCMOTPEHHLIMH T03HPOBKAMH U
CXeMOii NpHMEHEeHH.

21. OTHOMOBHH HE NPEe/IHA3HAYEH JUIH IIPUMEHEHMS 1TPOJLY KTHBHBIM JKHBOTHBIM.

HaumeHnoBaHus u agpeca AO «buosera», yn. Komenckoro
MPOHM3BOACTBEHHBIX MJIOIIAI0K 212/12, 683 23, r. UBaHOBHIIE-Ha-T aHe,
MPOH3BOAUTEICH TeKAPCTBEHHOrO Yewckas Pecniybnuka / «Bioveta, a.s.»,
npenapara /Ui BETepUHAPHOTO Komenskeho 212/12, 683 23,
[PUMEHEHHSI Ivanovice na IHane, Czech Republic
[HaumenoBanue 1 ajipec OpraHu3aLkH, AO «buosera» (Mockea, Poccus)
YIOJTHOMOYEHHO# BaJeabLeM HIH IOpunveckuii u pakruyeckuii agpec:
JepxKareieMm PErHCTPALHOHHOIO |21069, r. Mocxna, BH.TEP.T.
YIOCTOBEPEHHS TeKAPCTBEHHOIO MYHHUMNaNBHEIH OKpyr Apdar, 6-p
nMpenapara Ha NPUHATHE MPETCH3HH OT Hosunckui, .18, ctp. 1, TOJIBAJI

TTOMELEHHE VIII, koM. 5
Tenedon: +420 517 318911
e-mail: reklamace@bioveta.cz
Azpec caiita B ceTH MHTEpHeT:
http://www.bioveta.cz/ru

notpebuTes

YnonHoMouCHHbI NpeEACTaRHTCIIL

no nosepeHHocTH AO «Buosera» Spocnasa Haepatuioea
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