NMHCTPYKILIUA
110 BETEPMHAPHOMY NPUMEHEHHUIO JIEKAPCTBEHHOT'O Tpernapara
I'EHTA®JIOKC® OpaJIbHBIH

(Opranusanus-paspaborunk: OO0 «APEAJI MEJIUKAJI», Poccus, 129329,
r. Mocksa, Urapcknii npoesn, a. 4, ctp. 2, opuc 301)

HoMep perncTpatioHHOro ynocToBepeHus: o7 <5/ /3= 2943 NIAP-3—4E /5 %ﬁi&%

I. O6ume cBenenus
1. HaumeHOBaHue J1eKapCTBEHHOTO Mpemnapara i BeTepHHAPHOTO IPUMEHEHUS:
ToproBoe HaumeHoBanue: [ EHTA®JIOKC® opaisibHblii (Gentafloks oral);
MEXIYHApOIHbIE HENAaTCHTOBAHHBIC HAWMEHOBAHUS JIECHCTBYIOIIMX BEINECTB:
SHPO(IIOKCALIUH, TEHTAMHIIMH.
2. JlekapcTBeHHas GpopMa: pacTBOp [UIsi OPATLHOTO IIPHMEHEHHS.
I'EHTA®JIOKC® OpajbHBIH B KaueCTBE JEHCTBYIOIINX BEIIECTB COAEPIKUT
sHpodiokcaund — 100 Mr/ma u rentamunmHa cyiabdar — 50 Mr/mu, a  TaKke

BCIIOMOTraTeJIbHbBIC BEIIECTBA: MOJIOYHYIO KHUCJIOTY UM BOY OYUILICHHYIO.

3. Ilo BHemHeMY BH]Ty JIGKapCTBEHHBIN Npenapar MpeacTaBiseT coboi KUIKOCTh

OT 2K€JITOT'O 110 JKEJITO-3€JIEHOIO IIBETA.

CpoK roHOCTH JIEKAPCTBEHHOTO Mpenapara MpH CoOJIIOICHHN YCIIOBHIA XpaHEeHus
B 3aKPBITOH YNMaKOBKe — 2 roja CO JHA NMPOM3BOJCTBA, M0CJE BCKPHITHS MEPBHYHOI
YNaKkoBKM — 3 Mecsila. 3anpemiaeTcss NPUMEHATb IpenapaT MO0 MCTEYEHHH CpoKa

I'OJJHOCTH.

4. Beimyckarot siekapcTBeHHBIH npenapar pachacoBaHHbM 1o 10, 50 u 100 M B
TOJIMMEPHBIE M CTEKISHHBIE (JIaKOHBI; 1O | J1 B monMMepHble GYTBUIKH M 10 5 J1 B

IIOJTMMCPHBIC KAaHUCTPBI, YKYINIOPEHHBIE HABUHYMBAEMBIMHU KpbIIIKAMH C KOHTpPOJIEM

MEPBOTO BCKPBITHSA. CTEKISHHBIE (JIAKOHBI YKYIIOPHBAIOT PE3UHOBBIMH MPOGKAMH M

0OKaTBhIBAIOT  AJIFIOMUHUEBBIMHU KojrmaykamMu. DjgakoHel BMECTUMOCTBIO 10 i

YNAKOBBIBAIOT B HMHIMBHIyalbHble KapTOHHbIE Mauku. Kaxayio morpe6urenbckyro
YNaKOBKY CHa0XaroT HHCTPYKIMEH 110 IPUMEHEHHIO.

5. Xpanar TEHTA®JIOKC® OpaJIbHbIM B 3aKpBITO YNaKOBKE MPOM3BOIMTEINS, B
3AIIUIICHHOM OT MpPAMBIX COJIHEYHBIX JIydelt Mecte, npu temreparype ot 2 °C mo 30 °C.
6. JIekapCTBEHHBIH penaparT Cie/lyeT XpaH|Th B MECTaX, HEJOCTYIHBIX Ui JeTeil.
7. Hencnosnb30BaHHBI# JIeKapCTBEHHBII TIpenapaT yTHIN3HPYIOT B COOTBETCTBHH C
TPeOOBAHUAMH 3aKOHO1aTE/IbCTBA.

8. Ormyckaercs 6e3 pelienTa BETepUHAPHOTO Bpaya.



II. ®apmakosiornyeckue cBoicTBa

9. TEHTA®JIOKC® OpaJIbHBIH  OTHOCHTCS K JIEKApCTBEHHBIM IperapaTam
(apMaKoTEpaneBTUYECKOH TIPYNIBI — NPOM3BOAHBIE HAbDTHPHIMHA, XUHONOHBI M
(GTOPXUHOJIOHBI B KOMOMHALIUSAX.

10. Bxomsmme B cocTaB mnpenapata akTHBHbIE KOMIIOHEHTHI OOECIIEYMBAIOT
IIMPOKMA  CIEKTp  €ro  aHTUOAKTEpPUAIbHOrO  JEHCTBHS B OTHOLICHUH
rPaMIIOJI0XKUTEIbHBIX U IPAMOTPHUIIATEIBHBIX MUKPOOPTraHU3MOB.

OHpOGIIOKCalMH, BXOIAIIMIA B COCTAB JIEKAPCTBEHHOTO MPENapaTa, CoeAMHEHHE 3
rpynibl GTOPXUHOJIOHOB, AKTHBEH B OTHOLICHHH GOJIBIIMHCTBA TPAMIIONOKUTENBHBIX 1
rpaMOTpHULATE/IbHBIX OakTepHii, B ToM uncie Pseudomonas aeruginosa, Klebsiella spp.,
Escherichia coli, Enterobacter spp., Campylobacter spp., Shigella spp., Haemophilus
spp., Salmonella spp., Aeromonas spp., Proteus mirabilis, Staphylococcus Spp., a TaKxke
Mycoplasma spp., Chlamydia spp.

MexanusmM  GakTepuIMAHOrO JAeHCTBHSA  JHPOGIIOKCAIMHA  3aKII0YaeTCs B
uHruOupoBannn  Gakrepuanbhoii  JIHK-rupasel. Ilocne mepopaipHOro  BBeeHHs
JICKapCTBEHHOTO  MpenapaTta SHPOQUIOKCALMH JIETKO BCACHIBAETCS B IKEIYJ0YHO-
KHIIEYHOM TpakTe€ M, IMONajas B KpPOBb, pPACNpeleNsieTcs B OpraHaX M TKaHsX.
MakcnmaribHas KOHLEHTpalus SHPOQUIOKCALMHA B  CHIBOPOTKE KPOBH KMBOTHBIX
oT™Meuaercs yepes 1,5-2 yaca, TepaneBTHYECKast KOHLEHTPAIMA COXPAHAETCS B TEYEHHE
24 yacoB 1ociIe epOpaIbHOTO MPUMEHEHH S JICKaPCTBEHHOTO CPEACTBA. JHPOQIIOKCALMH
YaCTHYHO MeTaboJM3UpYeTCsl B MEYeHH C OOpa3OoBaHMEM aKTHBHOTO MeTaGojuTa
LUIPOQIIOKCALIMHA, BBIBOJAMTCS M3 OpPraHM3Ma B OCHOBHOM C MOYONW M IKEIUbIO, y
JAKTUPYIOLIMX CAMOK — TaKXK€ C MOJIOKOM.

I'enramuimba  cynbdar, BXOAAMMIT B COCTaB JIEKAPCTBEHHOTO —Tperapara,
aHTUOMOTHK W3 TPYNIbl AMHHOIJIMKO3UIOB, AKTMBEH B OTHOLICHWH GOJIBIIMHCTBA
TPaMIIOJIOKHUTEIBHBIX M TPAMOTPHLATENbHBIX Oakrepuil, BKkmouYas Streptococcus
spp.,Staphylococcus spp., Escherichia coli, Proteus spp., Enterobacter spp., Klebsiella
pneumoniae, Shigella spp., Pseudomonas aeruginosa, Clostridium spp., Treponema
hyodysenteriae, Corynebacterium spp.

Mexann3m GaKTepULMIHOTO AEHCTBHMSA FeHTAMHMIIMHA 3aKITIOYAeTCs B IMOJABICHUH
CHHTe3a Oelka B MHKPOOHOH KieTke Ha pHGOCOMaIbHOM ypoBHe. IIpu mepopanbHOM
BBC/ICHUH JICKapPCTBEHHOI'O Npenapara reHTaMULMHa CyJIbhaT IUI0XO BCACBIBAETCS uepes
HCTIOBPEXKICHHYIO CTEHKY KHINCYHMKA; [PU TOBPEXKAECHUH CIU3UCTOH 0OOJOUKH
KMIICYHUKA, BCJICJACTBUEC BOCHAIMTEIBHOIO Ipolecca, aacopOlMs TeHTaMUIUHA
yCHIMBaeTCs. BBIBOAMTCA M3 OpraHu3Ma B HEM3MEHEHHOM BHIE, B OCHOBHOM C
bexanusmMu.

JlexapcrBennsiii npenapar TEHTA®JIOKC® OpaJIbHBIN 110 CTENEHU BO3IACHCTBUS
Ha OpraHu3M OTHOCHUTCS K YMEPEHHO omacHbIM BelecTBaM (3 kiacc onmacHoct o 'OCT
12.1.007-76).

I1I. ITopsinok npumeHeHus
11. TEHTA®JIOKC® OpPaJIbHBI  NPUMEHAIOT C JiedeOHOM W JieyeOHO-
NpOQUIAKTMYECKOH  HENBI0  CBUHBAM M CEJIBCKOXO3SMCTBEHHONW  NTHIIE npu
KomMbaKTeprose, macrepesiese, CalbMOHEUIE3€, TU3EHTEPHH, HEKPOTHIECKOM JHTEPHTE,
CTPENTOKOKKO3€, ~ XPOHMYECKMX  pPECIMpPaTOPHBIX  3a00JeBaHMSAX, MMKOILIA3MO3e,
MH(EKIMOHHOM PUHHUTE U JPYTUX HHOEKUHSIX, BO30YUTENH KOTOPBIX YyBCTBUTEIbHBI K
SHPO(JIOKCALNHY U TeHTAMHUIIUHY.



12.IIpoTuBONOKa3aHUEM K MPUMEHEHHIO SBJISETCS TMOBBIIIEHHAS WHVBHlyabHas
4yBCTBUTEILHOCTb JXMBOTHOIO K KOMIIOHEHTaM JIEKAPCTBEHHOTO Iperapara, BhpaKeHHas
NEYCHOYHAs W/MIIM T0YeyHas HEJO0CTaTOYHOCTh. 3alpeuiaercs MpUMEHEHHE mperapara
I'EHTA®JIOKC® OpaJIbHBI Kypam-HECYIlIKaM, PpEMOHTHOMY MOJIOJHAKY Kyp MEHee 4eM
32 2 HeJeIW 10 Havana SHIEKIaJKH, B CBS3M C BO3MOKHBIM HAKOIUICHHEM B Siflax,
’KUBOTHBIM C BBIPAKEHHBIMH HAPYLICHUSMH Pa3BUTHs XPSIIEBOM TKaHHU, PH MMOPAKEHUAX
HEPBHON CHUCTEMBI, COIIPOBOXKIAIOLIUXCS CYA0POraMHu.

13. Tlpu pabore ¢ nexapcrBeHHbiM mnpenapatom [ EHTA®JIOKC® OpaJIbHBI
cienyer cobmonate oOmmMe TNpaBMiIa JIMYHOW TUIHEHBI M TEXHHKH Oe301acHOCTH,
NpeyCMOTPEHHBIE TPH paboTe C JIEKapCTBEHHBIMH cpeacTtBamMu. Ilpu  ciyyaitHoM
KOHTAKTE€ JICKapCTBEHHOT'O Ipernapara ¢ KOXKeH WIN CIU3UCTBIMH 0GO0JOYKAMHU TJIa3, MX
HEOOXO0IUMO IIPOMBITh OoapIIUM KOJINYECTBOM BO/IbI. Jroam c
THIICPIYBCTBUTEILHOCTBIO K KOMIIOHEHTaM IMpenapata cieayer u3beratb mpsMoro
kontakta ¢ TEHTA®JIOKC® OpaJIbHBIM. B cilydae nosiBieHUs aliepru4ecKux peakiuii
WJIM TIPY CJTyYaiHOM MONIaJIaH|y IpenapaTa B OpPraHU3M YellOBEKa ClIeyeT HeMeUIEHHO
00paTUTHCS B MEJMIMHCKOE yupeskaeHue (pu ceGe MMeTh HHCTPYKIMIO 10 IIPUMEHEHUIO
npenapara MIM JTUKETKy). IlyCTylo ymakoBKy W3-1OJ JIEKapCTBEHHOTO Tpernapara
3aMpeIlaeTCs HMCIONb30BaTh /Ui OBITOBBIX I€N€i, OHA MOMIEKHMT YTWIM3ALUH C
OBITOBBIMHU OTXOJIaMH.

14. TEHTA®JIOKC® opabHblii He ClIelyeT NPUMEHATh CBUHOMATKaM B IEPHO]L
OepeMEeHHOCTH 1 BCKapMJIMBaHMs NPHUILIO/A, @ TAK)Ke HOBOPOKAEHHBIM IOPOCATAM.

15. TEHTA®JIOKC® OpaJIbHBIM MPUMEHAIOT )KUBOTHBIM IE€POPAIBHO (BHYTPh)
UHIAMBUYaJbHO WK I'PYNIIOBBIM CIIOCOOOM C BOJIOH /ISl ITOEHHUS B T€UeHHUE 3-5 el B
CJIEYIOLIUX CYTOUHBIX J03aX:

- CBUHBAM 5 M1 Ha 100 Kr Maccel KMBOTHOTO, NPH JIEYEHHH IM3EHTEPHH 1103y
npenapara yBeanuuBaroT 10 10 mi Ha 100 Kr Maccel )KMBOTHOTO;

- irrune 0,5-1,0 M1/ Boas! 18 MOeHMUS.

Bo Bpems jleueHus JKMBOTHBIE IOJDKHBI MOJyYaTh TOJNBKO BOJLY, CoZiepoKaly o
JIEKapCTBEHHbIN npenapar. JleueOHblii pacTBOp mpenapara roToBAT €XKeJHEBHO B 00beMe,
pPacCUMTaHHOM Ha MOTpeOJIEHNUE B TEYEHHE CYTOK.

16. Ilpn npuMeHeHnM npenapara B COOTBETCTBHH C HACTOAIIEH UHCTpYKIMEH
MOOOYHBIX SBJICHUH M OCIOKHEHMI, KaK MpaBuiIo, He Habmonaercs. [IpyH MOBBIEHHOI
MHJIMBUTYaJbHOH YyBCTBHTEJIBHOCTH JKMBOTHOTO K KOMIIOHEHTAM MIpenapata u
TOSIBJICHUN AJIJIEPIUYECKUX PEaKLid (KOXKHBIE BBICBIIIAHUSA, 3YJ, aHTMOHEBPOTHUYECKHIA
OTeK) NPMMEHEHHUE Npenapara NpeKpallaloT i Ha3HAYAKOT JKMBOTHOMY aHTHIHCTAMHHHBIE
npenaparbl U CpeACTBa CUMIITOMAaTHYECKOM TEpaIHH.

17. CuMnTOMBI NEPEIO3UPOBKU MPU NPUMEHEHHH JIEKAPCTBEHHOTO npernapara
MOTYT MpOSABIATECS  BO30YXKACHHEM, KOTOPOE CMEHSETCS pE3KUM  yrHETEHHeM,
YYalCHHBIM JIbIXaHUEM M CepALEeOUeHHEM, BO3MOXKHBI HeppoToKcHueckue 3pdekTrl. B
9TOM Cilydac MCIOJIb30BaHUE JIEKApCTBEHHOIO Mpernapara NpeKpallaoT M >KUBOTHBIM
Ha3HAyYaloT CPE/ICTBA CUMIITOMAaTUYECKOM Teparnumu.

18. He cneayer npumensts 'EHTA®JIOKC® OpajIbHBIA OJTHOBPEMEHHO C

OaKTepruoCTaTHYECKUMHU aHTUOMOTHKAMU (JIeBOMMIIETHHOM, MaKpOJIMIaMH,
TETPALMKIMHAMH, Cylb(paHMIaMHUIAMH), B CBA3HM C BO3MOXHBIM AHTATOHMCTHYECKHM
dpdekToM;  TEODUIIMHOM,  NOMMIPUPHBIME  HOHO(GOPAMH,  HECTEPOMAHBIMHU

NPOTUBOBOCTIAJIUTEIbHBIMU CPEACTBAMH, NPETapaTaMi MarHus M KaJIbIus.
19. OcobeHHOCTelH NeHCTBUA 1€KapCTBEHHOrO Tpenapata HpH €ro  MEepBOM
NIPUMEHEHUH U OTMEHE HE BBHISBIIEHO.



20. Caenyer u3beratb NpoIycKa O4epeaHo 1036l JICKapCTBEHHOI'O Mpernapara, Tak
KaKk 35TO MOXET NPUBECTH K CHIKCHHIO TEPaleBTHYECKOM s¢dextuBHOCTH. B cinyyae
MPOIyCKa OJHON 103bl NIPUMEHEHHE Mperapara Bo30OHOBISIIOT B TOM ke 03¢ M 110 TOM
Ke cxeme.

2]1. V6oii nTMIl M CBHHEl Ha MACO paspelnaercs He paHee yeM yepe3 14 cytok
[I0CJI€  MOCJICAHEro0 MPUMEHEHHs JIEKapCTBEHHOTO mpernapara. Msco IKHBOTHBIX,
BBIHYK/ICHHO YOUTBHIX 10 MCTEYEHHMs YKAa3aHHOTO CPOKA, MOJKET OBITh MCIIOJIB30BAHO B
KOPM ITyIIIHBIM 3BEPSIM.

HanmeHnoBaHue U ajipec Npou3BOACTBEHHOM 00O «AB3 C-IT», Poccus, 141305,
TUIOLIA/IKH MTPOM3BOAUTENS JIEKAPCTBEHHOTO MockoBckas o6nacts, r. Ceprues ITocap,
fpenapara 1l BETEpMHApHOrO NpUMeHeHus.  yii. llenTpanbHas, 1.1

HawnmenoBanue, aapec opranusanum, 00O «AB3 C-Il», Poccus, 141305,
YIIOJTHOMOYEHHOM JiepKaTesIeM WIH Mockosckas o6nacts, r. Ceprues ITocap,
BJIAJICJIBIIEM PETUCTPAIHOHHOIO yi1. Llenrpanehas, 1.1

YAOCTOBEpEHHs JIEKAPCTBEHHOTO Ipernapara
Ha NPUHATHE IPETEH3UI OT MOTpeOHuTENIs.

['enepanbHbIi AUpeKTOp

000 «APEAJI MEJIUKAJI» C.B. JIsanun




