COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 19.12.2023 N2 26625

(NOCNEQCBATENEHOCTE 0001)

NMHCTPYKLMA [10 MEJUIITMHCKOMY ITPUMEHEHUWIO
JEKAPCTBEHHOTI'O ITPEITAPATA

bakrepuodar nporeiinblii

PerncrpanuoHHblii HOMep:

Toprosoe HaumeHoBaHue. bakteprodar MpoTEHHBIN.

I'pynnupoBoyHoe HauMeHOBaHMe. bakTeprodar npoTelHbIN.

JlexapcrBenHas popma. PacTBop /Uit mpreMa BHYTpb, MECTHOTO U HAPYKHOTO IIPUMEHEHUS.
Cocras.

B 1 M1 npenapara conepkurcs:

leticmsytowee ewjecmao.

CrepwibHBII ounIIeHHbIH QuibTpaT GaronuszaroB 6akrepuit Proteus vulgaris, Proteus mirabilis
(c akTUBHOCTBIO IO ATMIEIbMaHy - HE MEHEe 10'5) — 1o 1 mm.

Bcnomozamenvnvie eujecmaa.

KOHCEPBAHT - 8-TUJIPOKCUXMHOJIMHA CynbdaT/ 8-THUIPOKCUXUHOJINWHA CYiIb(aTra MOHOTHApAT B
nepecueTe Ha 8-TuapokcuxuHoarHa cyibdar - 0,0001 r/mi (conepkaHue pacyeTHOR).
Onucanne. IlpencraBnsger co0oOi MPO3pauyHyI0 JKHUIKOCTH IKEITOrO LBETa Pa3IUYHOU
MHTEHCUBHOCTH, BO3MOKEH 3€JIEHOBAThI OTTEHOK.

®apmakoTepanesTH4eckas rpynna. [Ipoune nedeGHbIe cpeacTBa.

Koa ATX. VO3AX.

®apmakosoruueckne cpoiictBa. IIpemapar o0magaer CcHoCOOHOCTBIO — crHEUU(UUYECKU
JTU3UpOBaTh OakTepuu Proteus.

Iloxazanusi K NPHUMEHEHHIO. JIEYCHHE M NPO(PUIAKTUKA THONHO-BOCHAIUTENBHBIX H
JHTEpaJbHBIX 3a00JeBaHMii, BbI3BaHHBIX Oaktepusmu P. vulgaris, P. mirabilis B cocrase
KOMIUIEKCHOM Tepauu:

- 3a0oneBaHMs yxa, TOpJia, HOCA, IBIXaTEJBbHBIX MyTeH W JIErkux (BOCHaleHHs MasyxX Hoca,
CpeIHero yxa, aHruHa, (apUHTUT, JJADHHTHUT, TPAXCUT, OPOHXHT, THEBMOHHSI, IUICBPUT);

- xupypruueckue wuHpekuuu (HarHOGHWs paH, OXOrH, adcuecc, (uerMoHa, QYpPYHKYIBI,
KapOYHKYJIbI, THAPAJACHUT, TTAHAPUIIMHU, TAPANPOKTUT, MACTUT, OYPCHUT, OCTEOMHUEIIUT);

- yporeHHWTajdbHbIe WH(EKIUH (YpeTpHUT, IUCTHT, HHEIOHEPPHUT, KOIBIUT, SHIOMETPUT,
CabITUHr00(OPHT);

- JHTepalbHble HHPEKIUH (TaCTPOIHTEPOKOIUT, XOICLUUCTHT), TUCOAKTEPUO3 KUIICYHUKA;
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- TeHepalM30BaHHBIC CENTHUECKUE 3a00IeBaHMS;

- THOMHO-BOCHAIMTENbHBIC  3a00JICBaHHMsS  HOBOPOXKICHHBIX  (oM(paiuT,  NHOAEPMHUS,
KOHBIOHKTHBUT, TaCTPOIHTEPOKOIIUT, CETICUC U IP.);

- apyrue 3a0oJieBaHus, BbI3BaHHBIC OakTepusmu Proteus.

C nmpodmiakTHUecKo# IeNbl0 Mmpenapar UCMONB3YIOT Uisi 00pabOTKU MOCIEONEPAIlMOHHBIX U
CBE)KEMH(UIIMPOBAHHBIX PaH, a TaKXke Ul NMPO(PHUIAKTUKU BHYTPHOOJBHUYHBIX WHQEKIUH 1O
SMUAEMUYECKUM TTOKA3aHUSM.

BaxubM ycnoBuem 3(@ekTuBHOI (arorepanuu SBISAETCA IPEIBAPUTEIIBHOE ONpEACICHHE
(arouyBCTBUTEIBHOCTH BO30YIUTENS.

IIporuBonoka3anus. ' unepuyBCTBUTEIBHOCTh K KOMIIOHEHTaM Ipernapara.

bepemeHHOCTDB, IPy/IHOE BCKapMJIMBaHHe U (PEPTUIBHOCTD.

bepemennocmo

[Ipumenenne mpenapaTa BO BpeMs OEpeMEHHOCTH LI€JIecO00pa3HO MpHU HATUYUU HH(EKUui,
BBI3BaHHBIX ()aro4yBCTBUTEIBHBIMH ITAMMaMH OakTepuil (10 peKOMEHIaIluH Bpaya).

I'pyonoe seckapmnusanue

[lpumeHenune mpenapara B MEpPUOA KOPMIIEHUS TpYyIbI0 LEIeCO00pa3HO INpU HAIWYUU
UHQEKIM, BbI3BAaHHBIX (HarO4yBCTBUTEIBHBIMH IITaMMaMH OakTepuil (MO peKOMEHIAINu
Bpaua).

DepmunbHocmyo

Her naHHBIX O BIMSHHMM JIEKQpCTBEHHOIO Ipernapara Ha CIIOCOOHOCTb K BOCIPOU3BEACHUIO
3I0POBOTO MOTOMCTBA ((hePTHUIIHLHOCTH) YETOBEKA.

Pe:kum 103UpOBaHNSA M CIOCO0 NPUMEHEHUS

Pestcum oo3uposanusn

[IpenapaTt ucnonb3yrOT JUIsl IpHEMa BHYTPh (4epe3 poT), peKTAIbHOIO BBEJACHMS, allUIMKAIUM,
OpOLIEHUH, BBEJECHUS B IOJIOCTH paH, BarkMHbI, MaTKH, HOCA, Ia3yX HOCa U JAPCHUPOBAHHBIE

ITOJIOCTH.
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PEKOMEHAYEMBIE 1O3UPOBKMU IIPEITAPATA

JIO3A HA 1 TIPUEM (mu1)
BO3PACT ITALIMEHTA
BHYTPb B KIIN3ME

0-6 mec. 5 5-10
6-12 mec. 10 10-20
or 1 roma o 3 ner 15 20-30
or 3 1o 8 ner 15-20 30-40
OT 8 JIeT ¥ cTapiie 20-30 40-50

Cnoco6 npumenenusn

JleueHue THONHO-BOCHANIUTENbHBIX 3a00JIEBAaHUN C JIOKAJTU30BAaHHBIMU MOPAKEHUSIMH JIOJIKHO
MPOBOAMTHCS OJTHOBPEMEHHO KaK MECTHO, TaK M MPUEMOM IIpemnapaTta BHYTph B TedeHue /-20
JTHEH (10 KITMHUYECKUM TTOKa3aHUsIM).

B cnyuae, ecan 1o npumeHeHus Oaktepuodara A JeUEHUs paH MPUMEHSUINCh XUMHUYECKHe
AQHTHUCENTHUKH, paHa JOJDKHA OBITh THIATEIHHO MpOMBITa cTepuiibHBIM 0,9 % pacTBOpoM HaTpus
XJ0puja.

B 3aBucumoctu ot odara nuadekun 6akrepuodar IpUMEHSIOT:

1. B Buge opoleHus, MpUMOYEK M TaMIIOHUpoBaHUs B 00beme 10 200 M B 3aBUCUMOCTH OT
pa3MepoB mopaxkeHHoro ydactka. [Ipu aOcrecce mocne ynaneHHs THOMHOIO COAEPKHMOIO C
MOMOIIBIO MYHKIIUU MPEnapaT BBOIAT B KOJIMYECTBE MEHBIIEM, YeM O0BEM YJAJICHHOTO THOSL.
[Ipu octeomuenuTe mocie COOTBETCTBYIOLIEH XHPYpPruueckoil oOpaOOTKHM B paHy BIHMBAIOT
6aktepuodar mo 10-20 mur.

2. Tlpu BBeneHuu B mosiocT (MUICBpaIbHYIO, CYCTaBHYIO U JAPYIHe OTPaHUYCHHBIC TIOJIOCTH) JI0
100 M3 OCTaBIAIOT KaMWUISPHBIM JApeHax, dyepe3 KOTOpbli OakTeprodar BBOIAT B TEUCHHE
HECKOJIbKUX JTHEM.

3. Ilpu nucrurax, nuenonedpurax, yperpurax mpemnapar NpuHUMAIOT BHYTpb. B cioyuae, ecnu
MOJIOCTh MOYEBOT'0 MYy3BIPSl WM MMOYEYHOU JIOXaHKU JAPEHUPOBaHbI, OakTeprodar BBOIAT Yepes
ucTocromMy win Hedpocromy 1-2 pa3a B genb mo 20-50 M1 B MOYEBO# My3bIph U 1O 5-7 MII B

MOYCUYHYIO JIOXAHKY.
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4. Tlpu THOWHO-BOCMAIUTEIBHBIX THHEKOJIOTUYECKUX 3a00JIEBaHUSAX IMIpermapar BBOASAT B
MOJIOCTh BaruHbl, MaTKH B J03€ 5-10 Mi1 eXeqHEeBHO OJHOKpATHO, MpHU KoubnuTe - mo 10 mi
OpOIIICHUEM WJIM TAMIIOHUPOBAHUEM 2 pa3a B I€Hb. TaMIIOHBI 3aKJIa/IBIBAIOT HA 2 Yaca.

5. [Ipu rHOIHO-BOCTIAMUTENbHBIX 3a00JIEBaHUAX yXa, ropjia, HOca NpenapaT BBOAST B J103€
2-10 mn 1-3 pa3a B pneHb. bakrepuodar HCHONB3YIOT JUISI TOJOCKAHUS, MPOMBIBAHMS,
3aKanbIBaHUS, BBEJICHUSI CMOUYCHHBIX TYpYH/ (OCTaBIsAs UX Ha 1 4ac).

6. IIpu sHTEpanbHBIX HHDEKIUAX, TUCOAKTEPHUO3€ KHUIICUYHHUKA MpernapaT MPUHUMAIOT BHYTPh 3
pa3a B AeHb 3a | 4 g0 mpueMa nuiud B TeueHue 7 — 20 qHel MO KIMHUYECKHUM IMOKa3aHUSIM.
Bo3mokHO coueraHue ABYKPAaTHOrO MpHUEMa BHYTPh C OJHOKPAaTHBIM PEKTAJILHBIM BBEICHUEM
Pa30BOi BO3pacTHOM 1036l OakTepruodara B BUIE KIM3MBI ITOCTIE OTIOPOKHEHHUS KHIIICUHHKA.
Ilpumenenue oaxmepuogpaza y oemeii (00 6 mecayes). llpu cemncuce, SHTEPOKOIUTE
HOBOPOJKICHHBIX, BKJIIOYasi HEJOHOUICHHBIX JeTel, OakTepuodar NpuMEHsIOT B BUJIE BBICOKHX
KIU3M (4epe3 Ta300TBOJIHYIO TPYOKY WM KaTeTep) 2-3 pa3a B cyTku B jgo3e 5-10 mu. Ilpum
OTCYTCTBHH PBOTHI U CPBITUBAHUS BOZMOKHO MIPHUMEHEHHE TIpernapara uepe3 por. B aTom ciydae
OH CMEIIMBAETCS C TPYIHBIM MOJIOKOM. BO3MOXXHO coueTaHue peKTalbHOIrO (B BUIE BBICOKHX
KJIU3M) W TIEpOPAIbHOTO (Yepe3 poT) mpuMeHeHus npenapara. Kypce nedenus 5-15 mueid. [lpu
PELUANBUPYIOIIEM TEYCHUH 3a00JIEBaHUS BO3MOXKHO MPOBEICHNE MMOBTOPHBIX KYPCOB JICUCHHSI.
C uenpro nMpoUIaKTUKH CETNICUCa U SHTEPOKOJIUTA TIPU BHYTPUYTPOOHOM WH(MUIIMPOBAHUU WU
OMMACHOCTH BO3HUKHOBEHUS BHYTPHUOOIBHUYHOW WH(PEKIUU Y HOBOPOXKICHHBIX JeTel
OakTepuodar MpUMEHSIOT B BUJI€ KJIU3M 2 pa3a B JICHb B TeueHue 5-7 qHEH.

[Ipu neuenun omdanurta, MUOAECPMHUH, UHPUIMPOBAHHBIX paH MpenapaT MPUMEHSIOT B BHJE
anTUIMKAINA €XEeIHEBHO [IBYKPaTHO (MapiieByl0 calnderky cMadymBaroT Oakrtepuodarom u
HAKJIA/IBIBAIOT HA MYMOYHYIO PAHKY WIH MTOPAXKEHHBIA yU4aCTOK KOXKH).

Bo3moxkHbIe HexesaTe/bHbIEe peakuuu Bo3moxHbl amnepruyeckue peakuuu. Ecoum y Bac
OTMEYalOTCsl MOOOYHbIE pEeaKlMM, YKa3aHHbIe B MHCTPYKIUHU, WIK OHHU YCYryOsstoTcs, min Bol
3aMeTHIIN JTI00bIe Jpyrue NoOOYHbIE peaKkilui, He yKa3aHHbIe B HHCTPYKIIUH, COOOIUTE 00 3TOM
Bpauy.

CoobweHus 0 no0o3pesaemvix HeHcelamenbHblX PeaKyusx:

BaxxHo coobmiaTe 0 mojo3peBaeMbIX HeKeIaTeNbHbIX peakIUsIX MMOCIe PETUCTpalliy Mpenapara
C TIenbl0  oOecreueHus: HEMpPephIBHOTO MOHHUTOPHHTA COOTHOIICHHS «IIOJb3a - PHUCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHYeTCs COOOINaTh O JIFOOBIX

MMOoAO03pE€BACMBIX HEKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O Iperiapara 4€pe3 HAIlMOHAJIBHBIC
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CUCTEMBI COOOINEHUS O HEXKeNIaTeNbHBIX PEaKIUsAX TOCYIapCTB — UICHOB EBpasuiickoro
HKOHOMUYECKOTO COI03a.

denepanpHas cayx0a mo Haa3opy B chepe 3npaBooxpanenus (PocsnpaBaanzop)

Anpec: Poccutickas @enepanus

109012, MockBa, CnaBsHCKas 101131k, 1. 4, cTp. 1

Tenedon: +7 800 550-99-03

D71. mouta: pharm@roszdravnadzor.gov.ru

Caiir: https://www.roszdravnadzor.gov.ru

CuMnToMbl MepeI03MPOBKH, MepPbl MO 0KA3aHUI) MOMOIIM NMPHU mepeno3upoBre. He
YCTaHOBJICHBI.

Jpyrue npenapatsl u npenapat bakrepuodar npotreiinblii. [Ipumenenne 6akrepuodara He
UCKJTIIOYAET HCIOJIb30BAHUS JPYTUX aHTHOAKTEpHAIIbHBIX MTPernapaToB.

Oco0ble yka3zanus. [lepen ncnonszoBanuem ¢iaakoH ¢ 6akrepuodarom HeOOXOAMMO B30OITATH
U ipocMoTpeTh. [Ipenapat nomkeH ObITh MPO3pauHbIM U HE COJIEPKaTh 0CAIKA.

[Ipy moMyTHEHUU TIpenapar He MPUMEHATH!

BcenencrBue conepxaHus B Ipenapare MUTATEIbHOW Cpellbl, B KOTOPOH MOTYT pPa3BHBATHCS
OakTepuM W3 OKpYKAaIOMIEH Cpeabl, BBI3BIBAs IMOMYTHEHHWE TWIperapara, HEOOXOAUMO TpHU
BCKPBITHH (pI1akoHa COOJIOIATh CIIEAYIONIHE TPaBHiIa;

- TIIATeIhHO MBITh PYKH,

- 00paboTaTh KOJIMAYOK CIIUPTCOACPKAIINM PaCTBOPOM;

- CHSTH KOJIMAYOK, HE OTKpbIBask MPOOKHU;

- HE KJIACTh NMPOOKY BHYTPEHHEN TTOBEPXHOCTHIO Ha CTOJ UJIH JPYTHE MPEIMETHL;

- HE OCTaBJITH (PJIAKOH OTKPHITHIM;

- BCKPBITBII ()JIaKOH XpaHUTh TOJIBKO B XOJIOAUIbHUKE.

BcekpeiTie ¢uiakoHa W HW3BICYECHHE HEOOXOIUMOTO OO0beMa Ipernapara MOXKET MPOBOIUTHCS
CTEPUJILHBIM IIIPHUIIEM ITYTEM MPOKOJIa TPOOKH.

[Ipenapat u3 BCkpbITOro (hIaKoHa MpH COOITIOEHUH YCIOBUN XPAHEHHUS, BHIIIETIEPEUUCICHHBIX
MPAaBHJI U OTCYTCTBUU MTOMYTHEHUSI MOXKET ObITh UCIIOJIb30BaH B TEYEHHE BCETO CPOKA FOJHOCTH.
CBeeHusi 0 BO3MOKHOM BJIMSIHMM JIeKAPCTBEHHOI0 Ipenapara Ha CHOCO0OHOCTH
YIPAaBJSITh TPAHCTIOPTHBIMHU CPeACTBAMH, MeXaHU3MaMU. OTCYTCTBYIOT.

®opma Bbinycka. [1o 20 uau 100 M Bo ¢1akoHaX CTEKIISTHHBIX.
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A. 4 wm 10 ¢nakonoB no 20 mu win 1 ¢aakon nmo 100 mi B mauke U3 KapTOHA BMECTE C
UHCTPYKIUEH 110 IPUMEHEHHUIO.

b. 4 ¢dnakona mo 20 mu Bo BKJIaAbIIe (PUKCUPYIOIIEM U3 MTOJTMMEPHBIX MAaTEPHAIOB. | BKIJIAIBIII
bukcupyomuii U3 MOJMMEPHBIX MAaTEPHAJIOB B MayKe U3 KapTOHa BMECTE€ C MHCTPYKIMEH 1o
IPUMEHEHHIO.

YcaoBusi TpancmoptupoBaHusi. Ilpm Temmepatype or 2 npo 8 °C, nomyckaercs
TpaHCIIOPTUPOBaHUE TIpH Temmeparype oT 9 o 25 °C He 6omee 1 mec.

YcaoBus xpanenus. [Ipu remneparype ot 2 10 8 °C B 3alIMIIEHHOM OT CBETa U HEJOCTYITHOM
1A JeTed MecTe.

Cpok rogHoctu. Cpok romHoctu 2 ropa. [lpemapaT ¢ MCTEKIIMM CpPOKOM T'OJHOCTHU
MPUMEHEHHUIO HE TOJIJIEKUT.

YcaoBust ornycka. OtmyckaroT 6e3 perenTa.

Baagenen perucTpanMOHHOIO y10CTOBEPEHHUS.

AO «HIIO «Muxporen».

Poccus, 115088, r. Mocksa, yi. 1-s JlyopoBckas, a. 15, ctp. 2.

IIpousBoauTeib.

AO «HIIO «Muxkporen».

Poccus, 115088, r. Mocksa, yi. 1-1 JlyopoBckas, 1. 15, ctp. 2, Ten. (495) 710-37-87, dakc (495)
783-88-04, e-mail: info@microgen.ru.

Anpec npou3BOICTBA:

Poccus, 614089, Ilepmckuii kpaid, T. [lepmb, yi1. bparckas, n. 177, ten. (342) 281-94-96.
Opranmszanusi, yHNOJHOMOYEHHasi Jep:karTejieM  (BjaJgejbleM) PerHCTPALMOHHOIO
YIOCTOBEpeHHsl JIeKAPCTBEHHOI'0 TMpemnapara /IS MeJUIHHCKOI0 IPMMEHEHUsl Ha
NMPUHATHE MPeTeH3uil 0T MoTpeduTeeH.

AO «HIIO «Muxporen».

Poccus, 115088, r. Mocksa, yiu. 1-1 JlyopoBckas, 1. 15, ctp. 2, Ten. (495) 710-37-87, dakc (495)
783-88-04, e-mail: info@microgen.ru.
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