WHCTPYKIIUA
110 BETCPHHAPHOMY NPUMEHEHHIO JIEKAPCTBEHHOTO npernapara
ITEHTA®JIOKC® HH'BbEKIHUOHHbI I

(Opranusauus-paszpaorunk: 000 «APEAJI MEJTUKA JT»,
Poccus, 129329, . Mocksa, Urapckuii npoesz, A. 4, ctp. 2, oduc 301)

Howmep perucrpanmonnoro yRocToBepenus: 77-3-12.15-2884 NelIBP-3-12.15/03227

I. O6mwue cBenenns

1. HaumenoBanue nekapcrsennoro TperapaTa J1si BETEpHHAPHOTO PHMEHEHHS:

Toprosoe¢ HaumeHoBaHue — ['EHTA®JIOKC® HHBEKUHOHHBINA (Gentafloks
injection);

MEXAYHapOIHbIC HENATEHTOBAHHBIE HAUMEHOBAHMUS ACHCTBYIOIUX BEIIECTB:
SHPOQIIOKCALHH, FT€eHTAMHUIIIH.

2. JlekapcTBennas dopma: PacTBOp ISl UHBEKLIHA.

JlekapcTBenHbIil npenapar B kauecTse AEHCTBYIOLIMX BEIIECTB COMEPIKUT
3HpO(dIOKCAUUH — 65 Mr/mMa u PeHTaMuLMHA cynbdpaT — 30 Mr/mia, a Takke
BCIIOMOraTesibHbIe BEIIECTBA: KUCIOTY MOJIOYHYIO0, METaOUCYNb(GUT HATpHus W
BOZY IJIsi UHBEKLIUIA.

3. Ilo BHemHemy Buzy JICKapCTBEHHBIA  MpenapaTr MNpencTaBiseT  coGoii
TPO3PATHYIO JKUAKOCTD OT JKENTOTO /10 3eIeHOBATO-JKENTOrO LIBETA.

Cpok rogHoCTH NlekapcTBeHHOrO lpenapaTa npu COONIOAEHUH YCIIOBHI XpaHeHus
B 3aKPBITOH yIIaKOBKe MPOU3BOIUTENS — 3 roja co AHs IPOM3BOJCTBA, MOCIIE BCKPBITHS
¢nakona — 28 cyrox. 3anpemaercs npuMeHsTH TIpenapar 1o MCTEYEHHH CpokKa
TOJTHOCTH.

4. BbimyckaroT sekapcTBeHHbII npenapar pacdacoBanubiM o 20 u 100 M B
TMOTUMEPHBIC M CTEK/IAHHBIE (IIaKOHBI, YKyTOpEHHbIE PE3UHOBBIMH TpPOOKaMU U
OOKaTaHHbIE  AIFOMUHHEBBIMH  KOJIAYKAMH, ®akoHbl  yNAaKOBBIBAIOT B
MHIMBU]yalIbHbIE KapTOHHble nayku. Kaxyto MOTPEOHUTENBCKYIO yIAKOBKY CHAGKAIOT
HHCTPYKIMEN 110 NPUMEHEHHIO.

5. XpaHAT JieKapCTBEHHbIH Npenapar B 3aKpbITOH yNakoBKe MPOU3BOIUTENS, B
3allMLICHHOM OT NPAMBIX CONTHEYHBIX JTyudeii MecTe, npu TeMneparype ot 2 °C no 30 °C.

6. JlexapcTBeHHBIH npenapar CJICYET XpaHUTh B MECTaX, HEAOCTYIHBIX VISl JIETeil.

7. Hencronb3oBaHHbIi JlekapcTBeHHbII [Ipenapar yTUIH3UPYIOT B COOTBETCTBHHU C
TPeOOBaHMAMH 3aKOHONATE/bCTRA.

8. Otmyckaercs 6e3 penenra BETEPUHAPHOTO Bpaya.



II. ®apmakonoruueckue cBoiicTa

9. JlexapcTBeHHbIi npenapar 'EHTA®JIOKC® unbekumoHHbIi OTHOCHUTCS K
(hapmakoTepaneBTHUecKoii Trpymnme — NpOM3BOJHBIE Ha)THUPUAMHA, XHHOJIOHBI H
(GTOPXHHOJIOHBI B KOMOHHALMSAX.

10. Bxopmsimme B cocras [IpeTapaTta aKTUBHBIE KOMIIOHEHTBHI OOECIIEUHBAIOT
IIMPOKMH  CIEKTP  €ro  aHTHGAKTepHaIbHOrO NCUCTBUSI B OTHOLICHHH
TPaMIIOJIOKUTEIIBHBIX M IPAMOTPULIATEIBHBIX MUKPOOPTaHH3MOB,

OHpo(DIOKCaLMH, BXOAIIHH B COCTAB JIEKapCTBEHHOTI' O Npenapara, COeqUHEHHE U3
TPYTIbl YTOPXMHOJIOHOB, aKTHBEH B OTHOLICHHH GOJIbIIHHCTRA IPaMIIOJIOKHUTEIbHBIX U
I'PaMOTPHULIATENIbHBIX OaKTepuid, B TOM 4ucie Pseudomonas aeruginosa, Klebsiella spp.,
Escherichia coli, Enterobacter spp., Campylobacter spp., Shigella spp., Haemophilus
spp., Salmonella spp., Aeromonas spp., Proteus mirabilis, Staphylococcus Spp., a TaKxe
Mycoplasma spp., Chlamydia spp.

Mexanusm  GaktepunmumHOro meicTBHs SHPOQJIOKCallMHA  3aKII0YaeTcss B
MHTHOUPOBaHUH  GaKTepHabHOM HHK-rupaser.  Ilpu [IAapEHTEPAIbHOM BBENECHHH
SHPO(JIOKCAIMH OBICTPO BCACHIBAETCS U3 MecTa WHBEKLHH U IPOHUKAET B OOJIBLLIMHCTBO
OpraHOB W TKaHeH OpraHM3Ma >KMBOTHBIX, JJOCTHIas MaKCHMAILHOMN KOHIIEHTPALUH B
KpoBH 4epe3 0,5-1 yac nocne BBemeHus Tpenapara, TepaneBTHYecKasi KOHLEHTPaLHs
[IOICPXKUBACTCS  HA  NOPOTSHKEHUHM 24  4acos. OHPODJIOKCALIMH  YaCTHYHO
MeTabo/M3UpyeTCss B [EeYeHH ¢ 00pa3oBaHMEM  aKTHMBHOIO  MeTaboiuTa
LUNPOQIIOKCALHHA, BBIBOIUTCS M3 OpraHu3Ma B OCHOBHOM C MOYOH H eldbio, y
JIAKTUPYIOLIHUX CAMOK TaKXe C MOJIOKOM.

I'enramuimbea  cynsdar, Bxomsumii B cocras JIEKapCTBEHHOI'0 Mpernapara,
AHTHOMOTHK M3 TPYINIbl aMMHOITIHKO3MIOB, AKTHBEH B OTHOILIEHUU OOJIBIINHCTBA
TPaMIIOJIOKHUTEIBHBIX U IPaMOTPHMUATENbHBIX OaKTepuil, BKIIOYas Streptococcus
spp.,Staphylococcus spp., Escherichia coli, Proteus spp., Enterobacter spp., Klebsiella
pneumoniae, Shigella spp., Pseudomonas aeruginosa, Clostridium spp., Treponema
hyodysenteriae, Corynebacterium spp.

Mexanusm GakrepuLmaHOro neiicTBHS FCHTaMHUIIMHA 3aKJI0YAeTCs B MOJABJIEHHH
CHHTe3a Oejlka B MUKPOOHOH KJIeTKe Ha pudocomanbHOM yposHe. [Tpu NapeHTEPAIbHOM
BBE/ICHHH I'CHTaMHILIMH OBICTPO BCACBIBAETCS M3 MECTa MHBEKLHH W pacnpenensiercs B
OOJILIIMHCTBE OpPraHOB W TKaHeil OpraHM3Ma J>KUBOTHBIX, NOCTHUIasi MaKCHMaJIbHbBIX
KOHUEHTpauuk depe3 0,5-1 wac mocie BBemeHMs. BoiBonuTest U3 opranmsma
IIPEUMYIIECTBEHHO B HEU3MEHEHHOM BHJIE C MOYOIA.

JlexapcTBennslii  npenapar TEHTA®JIOKC® UHBEKIMOHHBIA 110 CTENEHH
BO3/ICHCTBHMS HAa OPraHU3M OTHOCHTCS K YMEpPEHHO ONacHbIM BemecTBaM (3 Kiacc
onacHoctu 1o I'OCT 12.1.007-76).

I1I. Tlopsimok npumMeHeHust

11. JlekapcTBennsiii npenapar TEHTA®JIOKC® UHBEKIIUOHHBINA PUMEHSIOT IS
JICUCHHS TENAT, OBEL, KO3 M CBMHEH NpPH MH(EKLHOHHBIX 3a00JIeBAHMIX XKEeJTy 1I0YHO-
KHIICYHOrO TpaKTa, PECHMPaTOPHOH M MOYEIONOBOH CHCTEMBI, CyCTaBOB, MSTKHUX
TKaHEH M KOXH, B TOM YHCIe IpH atpoMYecKOM pHHHTE, OpOHXOIHEBMOHHHY,
KOJIMOaKTepHO3e, CalbMOHEILIe3e, facTepejlIese, MHUKOIUIa3MO3€, CHHAPOME METPHT-
MacTUT-arajlakTist U JPYruX IEPBUYHBIX M BTOPHYHBIX HH(EKIUSIX GaKTepHaIbHOM
STHOJIOTHH, BO30YUTENH KOTOPBIX UYBCTBHTEIBHbI K SHPO(IIOKCALMHY U TeHTAMHUIIHHY.



12. IIpoTuBONOKa3aHHEM K IPMMEHEHHIO SIBISETCS [OBbIIICHHAS HH/IMBU Ty aJIbHas
UYBCTBUTEJILHOCTE  )XMBOTHOTO K  KOMIIOHEHTaM  JIEKapPCTBEHHOTO npenapara,
BBIDOKCHHAs N€YCHOYHAs W/WJTH MMOYEYHAas HEI0CTATOYHOCTb.

13. Tlpu pabore ¢ nekapcTBeHHBIM npenapatoM TEHTA®JIOKC® unbekumonHbiii
CliefyeT cobmozate oOLIMe NpaBMia JHYHON TUIHEHBI M TeXHMKH Oe3onmacHocTH,
NMPELyCMOTPEHHBIE NpH pabOTe C JIEKAPCTBEHHBIMH CPEICTBAMM. ITpu ciyuaiinom
KOHTaKTE JICKAPCTBEHHOI'O Npenapara ¢ KOXel WM CIH3UCTBIMH 060IOUKAMH 1J1a3 MX
HE00X0AMMO IIPOMBITh OobIIHM KOJIMYECTBOM BOJIBI. Jronsm c
THNCPYYBCTBUTEIILHOCTBIO K KOMIIOHEHTaM Mperapara cilemyeT u3berarh IIPsIMOTO
koHTakta ¢ TEHTA®JIOKC® unbekumonusM. B CiIy4ae MOsSBIIEHHUs aJUIEPrUYECKUX
PeaKUKi WM NPU CIy4aWHOM MONAaIaHUU Npenapara B OpraHU3M 4YelOBeKa CleayeT
HEME/IEHHO 00paTHTbCS B MEMLMHCKOE yUPEXKIeHHe (mpu cebe UMETh UHCTPYKIHMIO
110 IPUMEHEHHUIO TIpernapaTa i 3TUKeTKy). ITycTyro ynakoBky us-mon JIEKapCTBEHHOTO
fpenapata  3anpelaeTcs HCMob30BaTh Ui  OBITOBBIX Iielielf, OHA MOUIEHKHT
YTWIH3ALUHU ¢ OBITOBBIMH OTXOJaMH.

14.  JlekapcTBeHHBIIt npenapatr  FEHTA®JIOKC®  vHbeKUHOHHBIH  He
TIpeHasHA4eH MUl IPUMEHEHHUsI CaMKaM B Nepuol GEpeMEeHHOCTH 1 JIAaKTallMH, a TaKXKe
HOBOPOX/ICHHBIM JKMBOTHBIM. CBHHOMATKaM B IEpPHOJ BCKAPMIIMBAHHS MIOPOCAT TpPH
JICYCHHH  CHHIPOMAa METPHUT-MAaCTUT-arajakTus NPHMEHSTh C OCTOPOXXHOCTBIO 0]
KOHTPOJIEM BETEPUHAPHOTO Bpaya.

15. JlexapctBennsiii npenapar 'EHTA®JIOKC® UHBEKIHMOHHBIA TNPUMEHSIOT
’KHBOTHBIM OIMH pa3 B CYTKH B 1103€ 0,5 mu1 Ha 10 Kr Macchl 5)KMBOTHOIO:

- CBUHBAM BHYTPUMBIIICYHO B TeueHHe 3-7 mHel, CBAHOMATKaM IpH CHUHIpOME
METPUT-MAaCTHT-arajakTis B Te4eHue 1-2 rHeii;

- OBIIaM, KO3aM M TeJIATaM MOAKOKHO B T€UeHHe 3-5 Heil.

B cBA3M ¢ BO3MOXkHOH 60JeBoii peakuueil He ciemyeT BBOOUTH B OJHO MECTO
OBLlaM, KO3aM, TelsiTaM W CBMHBbAM 0ojiee 5 M, nopocsartaM — Oonee 2,5 Mn
JIEKapCTBEHHOT O IIpernapara.

16. IT060YHBIX SIBJIEHHI U OCIIOKHEHHI TpH IPUMEHEHNH JIEKApCTBEHHOTO Npernapara
B COOTBETCTBHM C HACTOALUEH MHCTPYKUMEH, Kak NpaBHIO, He HabIIONAeTCs. [Tpu
TMOBBILIEHHOH HHIMBU/TyaIbHON 4yBCTBHTELHOCTH JKHBOTHOTO K KOMIIOHEHTAM npenapara
1 TIOSIBJICHNHN AJIEPrUYECKUX PeaKiyii (KOXKHbIE BBICHIIAHMS, 3y, AQHT'MOHEBPOTHYECKHIA
OTeK) NPMMEHEHHE Mpenapara MPeKpalalT U Ha3HAYAOT XXUBOTHOMY aHTUTHCTaMHHHBIE
Tpenaparbl ¥ CPENICTBA CUMIITOMATHYECKOM TepartH.

17. Tlpu nepenosuposke npenapara Y XHBOTHOTO MOXXET HaOJII0AaThCs OTKa3 OT
KOpMa, y4alllCHHOe IbIXaHWe WU cepAueOHeHHe, PBOTa, HapylIeHHe KOOpAWHAIUN
ABWKEHUH. B aTOM cityuae cnexyer npekparuts NIPUMEHEHHE TIperapara U Ha3HAYMTh
CPEICTBA CUMIITOMATUYECKOM TEpanuu.

18. He cnexyer npumensts JekapcTBeHHbI npenapar ['EHTA®JIOKC®
MHBCKUMOHHBIH  OLHOBPEMEHHO ¢  GaKTepHOCTATHYECKHMH aHTHOMOTHKAMHU
(IEeBOMMIIETHHOM, MaKpoOJIHIaMH, TCTPALMKIIMHAMY, CyJb(QaHUIaMUIaMK) B CBS3H C
BOSMOXHBIM ~ aHTarOHUCTUYECKMM  3(deKTOM; ¢ TeopHIHHOM, NOJUIPUPHBIMH
MOHO(OPAMH, HECTEPOUIHBIMH IIPOTHBOBOCHATHTEILHBIMH cpeacrsamMu. CBeneHus o
HECOBMECTUMOCTH JIEKAPCTBEHHOT'O Mpernapara ¢ JIeKapCTBEHHBIMH CPE/ICTBAMHU JIPYTHX
(hapMakoIOruyecKux rpymnn ¥ KOPMOBBIMH 106aBKAMHE OTCYTCTBYIOT.

19. OcobenHocreit nelictBus JIEKapCTBEHHOIO IMpernapara IpU €ro IepBOM
IIPUMEHEHHH U OTMEHE HE BBISBJICHO.



20. Crnenyer usGerars npomycka OYEPE/IHOH 103bI JIEKAPCTBEHHOTO Tpenapara, Tak
KaK 3TO MOXET NMPHUBECTH K CHIKEHHIO TepareBTHYECKOl s¢pdexruBHOCTH. B cyuae
NpOMyCKa OXHOH 103l IPUMEHEHHeE Mpenapara BO30GHOBISIOT B TOji K€ J103€ U 1Mo TOM
xKe cxeMe.

21. Y6oit Ha MsCO TemsT, OBEIl U KO3 PaspelaeTes He paHee yeM 4epes 60 cyTok,
CBUHEH - He paHee ueM wuepes 40 CYTOK TMOCJIe MOCIEIHEr0 IpPUMEHEHHs
JickapcTBenHoro npenapata 'EHTA®JIOKC® wubekumoHHbI. Msico xUBOTHBIX,

BBIHY)K/ICHHO yOHMTBIX 110 HCTEYEHHS YKa3aHHBIX CPOKOB, MOXKET OBbITh MCIIOIB30BAaHO B
KOPM ITyILIHBIM 3BEPSIM.

HaumenoBanue wu aapec mnpousBoacTBeHHON OO0 «AB3 C-II», Poccus, 141305,
TUIOMWIaZIKK  MPOM3BOMMTENS  JIEKAPCTBEHHOr0 MOCKOBCKas obmnacts, r. Ceprues
Tpenapara 1jis BETepHHAPHOTO PUMEHEHHS: Iocan, yn. Llenrpanbhas, 1.1.

HaumenoBanue, anpec OpraHu3allyH,
YIOJIHOMOYEHHOM AepiKaTesieM HiTd BrazeneueM OO0 «AB3 C-Ily, Poccus, 141305,
PErUCTPalMOHHOTO Y10CTOBEPEHHUS MockoBckass o6macts, T. Ceprues
JIEKapCTBEHHOI' 0 NpenapaTa Ha MPUHSTHE Iocan, yn. Llenrpanshas, 1. 1.
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