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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTI'O ITPEITAPATA
1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O ITPEITAPATA
DuTrepoxepMuHa®, KarcyJisl 2 MUJUTHAp/A CIIOP.

2. KAYECTBEHHbIN Y1 KOJIMYECTBEHHBII COCTAB

B oxHoi#t Karcyie conepiKUTes:

akmueHoe eewjecmeo: cnopsl Bacillus clausii (mrammer SIN, O/C, T, N/R), nonupe3ucTeHTHEIE
K aHTHOHOTHKaM, - 2 MHJUTHAp/a.

[ToJIHBIN CUCOK BCIIOMOTAaTENIbHBIX BEIECTB CM. B IyHKTE 6.1.

3. JEKAPCTBEHHASI ®OPMA

Kancynsr.

TBepasle Geltble xenaTHHOBBIE KallCyJIbl, COAepKAIIUE MEJIKHI NOPOIIOK 0T 6€710BaToro LBeTa 10
1[BETA CJIOHOBOW KOCTH.

]

4. KIMHUYECKHE JAHHBIE
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4.1. ITokazanua K npumeHeHUuIo Lor e s

» Jleyenne W mnpodHIAKTHKA KHIIEYHOrO JUCOAKTEpHO3a H IOCJIEAYIOUIEro SHIOTEHHOTO
aBUTaMHHO3a;

* BOCCTAHOBJIEHHE KUIIEYHOH MHUKPO(IIOPHI, M3MEHEHHOH B XO/€ JI€YSHUsT aHTHOUOTHKAMHU HITH
XUMHOTEPaIeBTUYECKUMHU CPEICTBAMH;

* OCTpbIE U XPOHHYECKHE JKEITy JOYHO-KUIIEYHBIE PAaCCTPOHCTBA Y MJIAICHIIEB H ACTEH MIIaIIIero
BO3pAacTa, CBSI3aHHBIC C HHTOKCHKAIIMEH WM KHIIEYHbIM AUCOAKTEpPHO30M H aBUHTaMUHO30M.

4.2. Pesxicum 003upo6anusa u CHOCod npumeHeHus

B3pocnvie: 2-3 xancymsl B I€Hb, €CTH HHOE HE MPOIMIUCAHO JIEYalllUM BPauoM.

Jlemu: 1-2 xancymsl B I€Hb.

PexoMenmyemble HHTEpBaIbl MEXIy NpHEMaMH OJHOKPATHOW [03bl mpemapara (1 kamcysbr)
COCTaBJLAIOT 3-4 yaca.

Jlewamuii Bpay, HMCHOIB3ys OPYTHE [NO3UPOBKU IIperapara, MOXET PEKOMEHIOBaTh HHYIO
CYTOYHYIO 03y, B 3aBUCHMOCTH OT COCTOSIHUS TallUeHTAa.

Cnocob npumenenus
Kancymy cienyet 3anuTh HeGOIBIIMM KOJIXYECTBOM BOIBI WIIH IPYTOro HAITKTKA.
B cnyuae, xoraa AeTsM CII0XKHO IIPOTTIOTHTH KarcCylry, ClIeAyeT HUCIOIb30BaTh Ipenapat B Gopme

CYCIICH3HUH.

4.3. IIpomueonokasanua
['unep4yyBCTBUTEIBHOCTD K ACHCTBYIOIIEMY BEIIECTBY.

4.4. Ocobble ykazanua u mepsl nPeQOCMOPOHCHOCHU HPU NPUMEHEHUU

Ocobvle ykazanus
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VImerotcst coobLienus o 6akTepHeMHH, CeNTHIIEMUH MM CETICHCA Y TALUEHTOB ¢ 0CIa0IeHHBIM
MMMYHHTETOM HIJIM TOCHHTAIM3HUPOBAHHBIX B CBS3H C CEPbE3HBIM 3a00JICBAHHEM, a TaKXKe
HE/OHOLICHHBIX ~HOBOPOXICHHBIX, NpUHUMAOMWMX Bacillus clausii. Crnemyer wu3berartsb
NPUMEHEHHS Mpenapara JHTepoxepMUHa® y NaHHBIX TPy NIAIIHEHTOB (CM. pasaen 4.8).

Mepor npedocmopooicnocmu npu npumenenuu

B ciyyae mpumenenus npenapata Durepoxkepmuna® Bo BpeMsl Kypca aHTHOHOTHKOTEpaIuH,
PCKOMEHAYETCS NPUHUMATh MpEMapaT MeXIy AByMs NOCIeIOBATENLHBIMH NPHEMAMH J035I
AHTHOHOTHKA.

4.5. Bszaumooeiicmeue c Opyzumu JIEKAPCMBEHHBIMU  npenapamamu u Opyzue 6udsl
é3aumooeiicmeun
Vcenenosanust 1o B3auMOIEHCTBHIO ¢ IpyruMu JICKapCTBEHHBIMU IIpENapaTaMy He IPOBOIMIIHCE.

4.6. ®epmunvrocms, Gepemennocms u NaKmayus

bepemennocme

HMeroTcs orpaHndeHHBle JaHHBIE 06 HCMONB30BAHHH MPOOHOTHKOB, BKJIIOYas Mperapar
OnrepoxepmuHa®, y GepeMeHHBIX JKeHIHH. OXHAKO HeIb3s CHeNaTe HUKAaKHX BBIBOIOB
OTHOCHTEIIEHO TOTO, SIBJIACTCS JIH Ipenapat JHTepoxepMHHa® Ge30MacHBIM I HCIOIB30BAHNS
BO BpeMsl 6EpeMEHHOCTH.

IIpemapar DuTeposkepmuna® cremyer mcmoms3oBate BO BpeMsi OEpEMEHHOCTH, TOIBKO eCITH
TOTCHIMATbHASA TOJIB3a UL MATEPH IIPEBBILIAET MOTEHIHATBHBI PUCK, B TOM 9HCIIE JUIS LIOA.

Jlakmayus

Hmerotes orpaHuYeHHbIe JOCTYIHbIE NAHHBIE O BIHSHUE npuéMa npemnaparta JHTepoxepMuHa®
Ha COCTaB TPy THOTr0 MOJIOKA HITH O BO3ACHCTBUH Ha BCKAPMJTHBAEMOTO IPYIBIO pebenka. Oxaako
HEJIB3s CNICTIATh HUKAKUX BBIBOJOB OTHOCHTEIBHO TOTO, SIBJISETCS JTH npenapaTt OHTepokepMuHa®
Oe30macHBIM  JUIL  HCIIONB30BaHHS  BO BpEMs TIPyIHOr0 BCKapMiuBaHMA. IIpemapart
OHTepoxepMuHA® ClielyeT HCMOMB30BATh BO BpEMS I'PDyIHOrO BCKApMIIHBAHHS, TOJBKO €CIIH
MOTCHIMATIBHAS TIONb3a JUIA MAaTepH IPEBBHINAET MOTEHUHATBHBIN PHCK, B TOM YHCIE H UL
peGeHKa, HaXOMAIMIErocs Ha rPyIHOM BCKAPMJIHBAHHH.

DepmunvHocmey
Het naumbix o BiusHuu npenapara OHTepoxepmuHa® Ha GepTHIBHOCTE YenoBeKa.

4.7. Bnuanue na cnocoérocme Ynpasaanms MpanCROpMHBIMU cpedcmeamu u padomans ¢
Mexanusmamu

IIpenapar DrTeposkepmuna® He OKa3BIBAET BIHIHUA Ha CIIOCOOHOCTE. YIIPABIATH TPAHCTIOPTHBIMH
CpeaCTBaMH M paboTaTh ¢ MEXaHHU3MAMH.

4.8. Hesrcenamensuoie peaxyuu

HesxenatenpHble peakuun mpescTaBieHs HEXe 10 CHCTEMHO-OpranHbM Kinaccam MedDRA u
HacTOTE pa3sBUTHS, Ha OCHOBAHMH JAHHEIX IIOCTPETHCTPALIHOHHOTO MPHUMEHEHHS [Iperapara.
Yactota pa3sBUTHS HekeNaTebHbIX SBJICHHIA OIpEaessach CIeAyIOUUM 00pa3oM: 04eHb YacTo
(= 10), wacto (> 1/100, < 1/10), newacro (> 1/1000, < 1/100), peaxo (> 1/10000, < 1/1000), ouens
penxo (< 1/10000), yacToTa Heu3BecTHa (H3-3a HEAOCTATOYHOCTH JaHHBIX).
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Hapywenus co cmoponbl Kodicu u NOOKOJICHOT Kemuamku 8 8 1 9 Z U 18
YacToTa HEM3BECTHA: pEaKIMH THMIIEPYyBCTBUTENBHOCTH (TaKHME KaK ChIb, KPAMMBHHUIA H
AQHMMOHEBPOTHYECKUH OTEK).

Hugpexyuu u unsazuu
Yacrora Hem3BecTHA: GaKTepHeMHs, CENTULEMHUsS WM Cencuc (y NAIMEHTOB C OCIAGIEHHBIM
MMMYHHTETOM HJIM FOCIIUTAIU3MPOBAHHBIX B CBSI3U C CEPhE3HBIM 3a00/ICBAHKEM).

Coobwenue 0 no003pesaemvix HedHCENAMENbHBIX PeaAKYUAX

BaxHo coobware 0 MOM03pEBAEMBIX HEXENATENBHBIX pPEAKIHAX I0CIe PErHCTPALHAHN
JICKapCTBEHHOTO Mpernapara ¢ Lelbio 00eceyeHus HePephIBHOIO MOHUTOPHHTA COOTHOIIEHHUS
«TONB3a/PUCK)  JIEKAPCTBEHHOTO Tpemnapata. MeIuUMHCKUM paGOTHHKAM —pEeKOMEH/IyeTcs
coo0IIaTh O JOOBIX MOO3PEBAEMEIX HEKENATENBHBIX PEAKIMAX HA JEKapCTBEHHBIH npernapar
4€pe3 HAlHOHAIbHbIE CHCTEMBI COOOIIEHHS O HeXeNIaTebHbIX PEAKIIHAX.

4.9. ITepeoozupoexa
O cmyyasix nepeo3upoBKH He COOOIIANOCE.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

Papmaxomepanesmuueckas zpynna: aHTHIAAPEHHBIE MUKPOOPraHU3MEL
Koo ATX: AO7FA.

OurepoxepMuHa® — 3TO JI€KAPCTBEHHEII npenapar, conepxamuii 4 mramma (SIN, O/C, T, N/R)
ciop Bacillus clausii, kOoTopble BCTpeyaloTcss B KUINGYHHKE M HE OBIANAIOT MATOrCHHBIME
CBOMCTBaMH.

Braromapst cBoelf BBICOKOH YCTOHYMBOCTH K XUMHYECKHM U (usuueckuM areHTam, mOpu
NepOpasbHOM MpHeMe Cropsl Bacillus clausii criocOGHBI POXOIUTE Yepe3 KHCIOTHBIIA Oapbep
KCJTy IOHHOr0 COKa U B HETIOBPEXICHHOM BH/IE IONANATh B KUIIEYHHUK, [I€ OHH [PEBPAIIAIOTCS B
MeTabOIMYECKH AKTHBHBIE BEr€TATHBHbIE KIETKH,

Criops! 110 cBOE€# MpHUPOZIE CIIOCOGHBI EPEHOCHTH HAIPEBAHHE U KHCJIOTHYIO Cpely Xemynaka. B
BaJIMIMPOBAHHON MOMEIH in vitro cuopsl Bacillus clausii AEMOHCTPHPOBAIN BBEDKHBAEMOCTE B
CMOZCITUPOBAHHOK JKelmynouHol cpene (pH 1,4-1,5) no 120 MuHYT (BEDKHBaeMOCTb 96 %). B
MOJICITH, IMUTUPYIOUIEH KHIIEYHYIO Cpenty (YU3MONOrHYECKHi PACTBOD JKETIH H MaHKPeaTHHA —
pH 8), criopsr Bacillus clausii TponeMOHCTPHPOBATH CTATHCTHIECKH 3HaYUMYIO CIIOCOOHOCTE K
Pa3MHOXCHUIO [0 CpaBHEHMIO C HCXOOHBIM KomuuectBom (ot 10° mo 10?2 KOE -
KOJIOHHEOOPasyIOIMX eIMHHI), HaunHas ¢ 240 MUHYT HHKY6auuu. B mccieoBanHmy ¢ y4acTuem
20 genoBek 65110 3aMedeHO, YTO y Mmoneil crops! Bacillus clausii COXPaHSAIOTCS B KUIIEYHHUKE U
MOTYT OBITE 0GHApYKEHBI B Kalle 10 12 Hel moce 0MHOKPaTHOro IIEPOPATILHOTO IpHEMA.

[Ipuvmenenue  OnTepoxkepMuHB®  CMOCOGCTBYET —BOCCTAHOBICHHIO MHKpPOOHOH  hiopEr
KHIICYHHKA, H3MEHEHHON MpH JucOaKTepHo3e (XHMCMHKPOOHO3E), BOSHHUKAIOIIEM B pe3ynbrare
aHTHOAKTEPMANbHON Tepamkd, KOTOPBIH MOXeT NPOSBJIATECA  KEJTy JOYHO-KHINEUYHEIMU
CHMIITOMAaMH, TAKHMH KaKk auapes, 0OJIb B XHMBOTE M B3IyTHE XXUBOTA. B JBYX OTKPBITHIX
PaHIOMH3HPOBAHHBIX ~ KOHTPONMPYEMBIX ~KITHHAYECKUX HCCIEIOBAHHAX DHTepoxkepMuHa®
MPOACMOHCTPHpOBANA CHIKEHHE INPOJODKUTENBHOCTH OCTPOH Juaped y meTelt craprme 6
mecsiieB. [Ipu mpueme BO Bpems JiedeHHS aHTHOMOTHKAMH M B nocnenyromue 7-10 nuei
OuTepokepMuHa® NPOJEMOHCTPUPOBATA CHHKEHHE HacTOTHI GONEl B JKHBOTE H uapeH,
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CBSI3aHHBIX C JIECYEHHEM aHTUOMOTHKAaMU. D dexTuBHOCT Bacillus clausii s BOCQT&HOBJICHHH
MHUKPO(IIOPEI KHIIEYHHKA OOBACHSIETCSI OCHOBHBIMH MEXaHU3MaMH, ONIMCAHHBIMH HIKE.

6. PAPMAIIEBTUYECKHUE CBOHCTBA

6.1. Ilepeuensv 6cnomozamenbHbIX eL{ecme

Bcnomozamenvnvie 6ewyecmea: nenmonosa Mukpokpuctaindeckas (E460), Maruus creapat
(E470);

cocmae Kancynwl: xenatuH, Tutana guokcun (E171), Boga ouninenHas.

6.2. Hecoemecmumocmeo
He npumenumo.

6.3. Cpok zoonocmu
3 rona.

6.4. Ocobbie mepsl npedocmoposcnocmu npu Xxpanenuu
XpaHuUTh IpH Temmnepatype He Beime 30 °C.

6.5. Xapakmep u codepcanue ynaxosku
ITo 12 xancyn B I[IBX/TIBAX/An Gmuctepe. Ilo 1 Gnuctepy B KapTOHHOH KOpoGKke BMecTe ¢
JIACTKOM-BKJIAJIBIIIEM.

6.6. Ocobvie Mepbl  npedOCMOpPOICHOCMU — NPU  YHUYMONCEHUU  WCHONb306AHHOZ0
/IEKAPCHBEHHO020 Npenapama unu 0mxo0086, HOJIy4EeHHbIX HOCNIE HPUMEHEHUA IeKAPCMEEHH020
npenapama unu paoomst ¢ HUM

Jlrobble HeHCNIONb30BAHHEIE JIEKAPCTBEHHbIE CPEACTBA WITH OTXOMBI CIEAYeT YHHYTOXKHTH B
YCTaHOBJIEHHOM IOPSIKE.

6.7. Illopadok po3HuYHOI peanu3ayuu 1eKapcmeeHH0z0 npenapama
Otmyckaetcst 6e3 peuenTa Bpaya.

7. IEPIJKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Omnenna Xenckea Utanus C.P.J1., Munan, Utanus

[IpousBoguTens:

Oneuna Xenckea Urtamus C.P.JL.,

Buans EBpona, 11, 21040 Opumxuo (BA), Utanus

7.1. IPEACTABUTEJIb JEPJKATEJISI PETUCTPAIIHOHHOI'O YIOCTOBEPEHMSI
llpemensuu nompebumeneit u ungopmayuio 0 HexcenamensHbIX AGNEHUAX TS ['py3umn,
AsepObaitxana, Apmenun, Kelpreiscrana, MoHromuu, Y30ekucrana, benapycu, TypkmeHucrana,
TamxuxucTana ciexyeT HanpasyIATh MO aapecy:

OO0 "MEJIUIIAJI", Poccuiickas ®enepamust 105082, Mocksa, yn. @punpuxa DHrensca, 1.75,
ctp.21, atax 4, oduc 4036, Ten. +7 800 333 93 98; www.medipal.ru

[Ipencrasurensctea OO0 "MEJIUIIAJL Dkcroptr” B Pecrry6iike benapycs: 220035, r. Munck,
ymaua Penuna 4-465, Ten: +37 517 377 18 08;

IpencraBurenscteo OO0 "MEJIUIIAJI Dkenopt” B Pecriy6imke V3bekuctan: 100015, T.
Tamkent, yi. OiiGeka, 1. 24. Ten: +99 878 122 06 08.
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