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OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOT'O MPEITAPATA
1. HAUMEHOBAHUE JIEKAPCTBEHHOTI'O ITPEITAPATA

DHTepokepMuHA”, 2 MIPIY/S MII, CYCTIEH3Hs /ISl IPHEMA BHY TPb.

2. KAUECTBEHHBIN ¥ KOJIMYECTBEHHBIN COCTAB

OmuH ¢uakoH (5 MIT) COAEPHKHUT:

JIEMCTBYIOIEE BEMIECTBO: CIIOPEI MOIMPE3UCTEHTHON K aHTHOMOTHKAM Bacillus clausii (TUTaMMBI
SIN, O/C, T, N/R) - 2 mupa.

TToHBIH CIIMCOK BCIIOMOTATENbHBIX BEMECTB CM. B ITyHKTE 6.1.

3. JEKAPCTBEHHASI ®OPMA
Cycriensus Juisi IpaeMa BHY TPb.

4. KJINHUYECKHE JAHHBIE ol 09 Doy
4.1. ITokazanua K npuMeHeHUuo

« Jleyenwe W TPOQUIAKTHKA KHIIEYHOrO JUCOAKTEpHO3a M MOCIEAYIOIETo SHAOrCHHOTO
ABUTAMHUHO3a;

« BOCCTAHOBJICHHE KMIIEYHOH MHUKPOGHOM (IIOpHI, N3MEHEHHOM B XOJIe JIeYeHUs aHTHONOTHKAMH
WJTH XUMHOTEPANIEBTHUECKUMH CPE/ICTBAMH;

* OCTpBIE H XPOHHYECKHE XKEITyI0IHO-KHIIEIHbIC PACCTPOHCTBA Y MIIA/ICHIICB H JIETe# MITaJIIero
BO3pacTa, CBS3aHHBIE C HHTOKCHKAIUEH MM KHIIECYHBIM JUCcOaKTepHO30M U AaBUTAMHHO30M.

4.2. Pexcum 003upo8aHua u cnocob npumeHeHus

ToJbKO AJIsi NpHEMa BHYTPb!

He BBOANTH HHBEKIIHOHHO!

Ipenapar ciiefyeT BHINUTH!

He npHHEMATH HHKAKHM JPYTHM criocoGom!

He xpaHHTe mpenapar I0cie BCKPBITHS (riakoHa (CM. paszien 4.4).

Pescum 0o3uposanun

Bspocnvie: 2-3 GrakoHa B JIEHb, €CIIH HHOE HE NPONHKCAHO JIEYAIUM BPAYOM.

Jlemu u mnadenywi: 1-2 ¢rakoHa B I€Hb, €CIH HHOE HE MPOMKMCAHO JIEYAIIM BPAYOM.
PekoMEHIyeMble MHTEPBAIBI MEXJIy NpHEMaMd OJHOKPAaTHOH 03Bl Ipernapara (1 ¢naxon)
COCTaBJISIOT 3-4 Yaca.

Jlevammii Bpay, HCIONB3Ys APYTHe O3MPOBKM IIperapaTa, MOXET PEKOMECHJ0BAaTb HHYIO
CYTOYHYIO 7103y, B 3aBHCHMOCTH OT COCTOSHHU NALMEHTA.

Cnoco6 npumereHun

CopepxuMoe (IIAKOHOB TPHHHMAIOT Ge3 pasBefCHHS HIM Da3BOJAT B BOAC WIM JIPYrHX
KUIKOCTSIX (HAPUMEP, B MOJIOKe, Hae, aleJIbCHHOBOM COKe).

BeTpsXHYTH (DIIAKOH Iepe]i IPUMEHeHHeM (cM. pasaen 4.4.).
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IIpenapaT NpeHA3HAYEH TOJIBLKO IS TMPHEMA BHYTPb. He BBOAHTH HHBEKIIHOHHO M He
NPHHUMATH HUKAKHM JIPYyrAM ciocodom (cm. pasaen 4.4).

[IpenapaT MOJICKHT HEMEUIEHHOMY NIPHEMY T10CJIE BCKPBITHS dakona (cM. pazzen 6.3).

4.3. IIpomugonokasanus
[ MrepuyBCTBATEIBHOCTD K IEHCTBYIOIIEMY BEIIECTBY.

4.4. Ocobbie yKazaHua u Mepbl NPeOOCMOPOICHOCMU NPU NPUMEHEHUU

Ocobvie ykasanus

NMeroTesi coObIIeHrss 0 Haauuue OakTepUeMHUH, CENTHLIEMHH WM CEICHCa Yy TANHCHTOB C
oc/1a6JIeHHBIM HMMYHHUTETOM HIIH TOCITMTAIN3UPOBAHHBIX B CBSA3H C CCPbE3HBIM 3a00JIeBaHUEM, a
TaKKe HEJIOHOMEHHBIX HOBOPOXKIEHHBIX, IpuHMMatommx Bacillus clausii. Cnenyer u3berarb
PUMEHEHHs IpenapaTa JuTeposkepMUHA” y JAHHBIX TPYII MAlMEHTOB (CM. paszer 4.8).

[Ipenapar npeaHa3sHaY€eH TOJIBKO JUIS IIPHEMA BHY TPb. He BBOAMTH HHBEKIIMOHHO U HE IPUHAMATH
HEKAKAM JpyruM crocoGoM. HempaBuibHOEe HMCIONB30BAaHWE Mpernapara MOXKET NPUBECTH K
cepbe3HbIM aHA(PUIAKTHYECKHM PEaKIHAM, TAKAM Kak aHa(hUITAKTUIECKUH IIOK.

Mepwl npedocmopodicHocmu npu nPUMeHeHuu

B ciyuyae mMpUMEHEHHs Iperapara DHTepoKepMHHA” BO BpeMs Kypca aHTHOMOTHKOTEPAlHH,
peKOMeH/TyeTcsl MPUHAMATL TPEenapar MEeXIy AByMs MOCIICA0BATE/IbHRIMHA npuéMaMu 1036l
aHTHOMOTHKA.

Hayrmyue BHIMMBIX BKJIIOUEHHH BO (1akoHaX 0OyCIIOBICHO arperaTramu Crop Bacillus clausii u
He BIIMSET Ha JaJIbHelInee MpUMEHEHHE Mpenapara.

[lepen mpriMeHEeHHEM (IIAKOH CIIEAYEeT BCTPAXHY Th.

4.5. Bzaumodeiicmeue ¢ Opyzumu JeKapCMEeHHbIMU npenapamamu u Opyzue 6uowsl
e3aumodenicmeun
Wcce[oBaHust [0 B3aUMOJIEHCTBHIO C IPYTHMH JIEKAPCTBEHHBIMH ITPENapaTaMi HE IIPOBO/TUITHCE.

4.6. ®epmunvHocms, bepeMeHHOCHb U NAKMAWUA

bepemennocmo

VMeroTcs OrpaHMYeHHbIE JaHHbIE 00 MCMOJb30BaHMM MPOOHOTHKOB, BKIIOYAs Mperapar
JutepoxepmuHa”, y OepeMeHHBIX dkeHIMH. OJHAKO HENb3s CAENAaTh HHUKAKHX BBIBOZOB
OTHOCHTEJIBHO TOTO, SBISETCS JIM Ipenapar DHTepoxepMuHA® 6e30MaCHBIM IS HCIIOJIb30BAHHUS
BO BpeMsi OEpEMEHHOCTH.

[Tpenapar DuTepoxepMuHa® ClelyeT HCIIONb30BaTh BO BpeMsi OEpeMEHHOCTH, TOJBKO €CiH
IOTEHIAIBHAS [0Jb3a VIS MaTePH PEBBIAET NOTEHIMAIBHbIA PHCK, B TOM YHCIIE UL TI0/A.

Jlakmayus

MeroTcsl OrpaHMYeHHbIe JOCTYIIHBIE IaHHbIE O BIIMSHHWH NpHEMa Npenapara SuTepoXkepMuHa®
Ha COCTaB IPyHOTO MOJIOKA MIIH O BO3/ICHCTBAM HA BCKAPMIIUBAEMOTO TPY/ABIO pebenka. OqHaxo
Helb3s ¢JieaTh HUKAKUX BBIBOJIOB OTHOCHTENIBHO TOT0, SIBJIICTCS JIM ITpEnapaT DHTepoKepMUuHA®
Ge3omacHBIM  JUIi  MCIIONB30BAaHMS BO BpeMs TpyAHOro BcKapmumsauus. IIpemapar

3HTCpO)KCpMHHEl® CJIENyEeT MCIOJIb30BaTh BO BPEM:A TpyJHOTO BCKapMJIMBaHHSA, TOJIBKO CCIIH
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IIOTEHIIMAJIbHAsI TIOJIb3a UL MaT€pHu l'IpCBI:IHIaeT HOTCHI.IH&HI)HLIVI pPICK, B TOM 4YHCJIC U A
pC6CHKa, Haxoda1Ierocs Ha l"p}’)IHOM BCKapMJ'II/IBaHI/II/I.

DepmunbHOCMb
HeT fmaHHBIX O BIMSHHWH ITpenapara 3HTepomepMnHa® Ha (hepTUIIBHOCTH YENIOBEKA.

4.7. Bausnue Ha cnOCOGHOCMb YNpaeiamy MPAHCROPMHBIMU CPEOCMEAMU U pabomams ¢
Mexanuzmamu

[Tpenapar DHTepoXKepMUHA” He OKa3bIBACT BIMSAHHS HA CIIOCOOHOCTD YIPABIIITE TPAHCTIOPTHBIMHU
cpelcTBaMHU U paboTarh ¢ MEXaHH3MaMH.

4.8. HesxcenamenvHble peakyuu

HexenarepHbIE PeaKi[iy IPECTaBIEHBl HIKE 10 CHCTEMHO-OPraHHBIM KJlaccaM MedDRA u
YaCTOTE Pa3BUTHSI, HA OCHOBAHHH JIAHHBIX MOCTPETHCTPAMOHHOTO MPUMEHEHHUS IIpeTiapaTa.
YacToTa pa3BUTHS HEXKENATENbHBIX SBICHHH ONpPEIEIIachk CICAYIOMHUM 00pa3zoM: 04YEHb 4acTO
(> 10), wacto (> 1/100, < 1/10), nevacto (= 1/1000, < 1/100), peaxo (> 1/10000, < 1/1000), ouens
penxo (< 1/10000), vacToTa HEM3BECTHA (M3-3a HEOCTATOYHOCTH JIAHHBIX).

Hapywenus co cmopoHbl KOJICU U NOOKOJICHOU KIem4amKu
UacToTa HEM3BECTHA: PEAKIMH THMIEPYyBCTBHUTENBHOCTH (TaKHe KaK Chbillb, KpalMBHHIA H
AHTHOHEBPOTUUYECKHH OTEK).

Hugpexyuu u uneazuu
YacToTa HEM3BECTHA: OaKkTepHeMHsl, CENTHIEMUsl MM CEICUC (y TAmHeHTOB € OCIaOJEHHBIM
MMMYHHTETOM HJIH TOCTIMTAIM3MPOBAHHBIX B CBA3H C CEPbE3HBIM 3a00JIEBaHUEM ).

Coo6wenue 0 n0003pe6aeszx HedicenamelbHblX peaKkyusix

Baxxno cooOm@arh O MOX03PEBAEMBIX HEXEJaTeJIbHBIX peaKkiusax IMO0CIIC perucTpamnuu
JIEKapCTBEHHOTO npenapara ¢ HeJbio obOecriedeHus] HENPEPHLIBHOIO MOHUTOPHHIA COOTHOIIICHHU
«nomﬁa/pncx» JIEKapCTBEHHOTO npemnapara. MenuiuHCKUM paGOTHI/IKaM PEKOMEHIOYETCA
coo01aTe 0 JIIOOBIX noA03pE€BACMBbIX HEXENaTeJIbHbIX peaKkuiaX Ha JICKapCTBeHHBIﬁ nmpenapar
gepes HallMOHAJIbHBIC CUCTEMBI COOOIIEHHUS O HEXKEIIATEIIbHBIX PCaKIUAX.

4.9. Ilepeoosuposeka
O ciTyyasx Iepeio3uPOBKH HE CO00IMAnock.

5. PAPMAKOJIOTMYECKHUE CBOIICTBA

dapmakomepanesmuyieckas 2pynna: aHTARApeHHbIE MUKPOOPTaHH3MBL.
Koo ATX: AO7TFA.

SHTepoxcepMnHa® — 3TO JIeKapCTBEHHBIH Mperapar, cofepxamuii 4 mramma (SIN, O/C, T, N/R)
ciiop Bacillus clausii, KOTOpbIE BCTPEYAIOTCA B KHINECYHMKE H HE 061a1af0T TTaTOT€HHBIMU
CBOWCTBaMH.

Braromapsi CBO€#l BBICOKOH YCTOMYHBOCTH K XHMHYECKHM H (GHU3MUECKUM areHTam, IIpH
nepopanbHOM mpueme cropsl Bacillus clausii CIIOCOGHBI POXOUTH Yepe3 KUCIOTHBIH Gapbep
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ey IOYHOTO COKa M B HEMOBPEXK/IEHHOM BH/IE MIOTA/aTh B KHIIECYHHK, I/I€ OHH MPEBPAIIAIOTCS B
MeTaboTMUYeCKH aKTHBHBIE BETETATHBHBIC KJICTKHU.

CropsI TI0 CBOEH MPHUPOJIE CIIOCOOHBI IEPEHOCHTh HArPEBAHUE M KHCIIOTHYIO CPE/ly JKEITy/IKa. B
BaJIMIMPOBAHHON MOJEJH in Vilro CHOPBI Bacillus clausii neMOHCTpAPOBaAIXd BBDKMBACMOCTE B
CMOJIeTTHpOBaHHON JKerynouHoi cpexe (pH 1,4-1,5) no 120 munyT (BEDKHBaeMocTh 96 %). B
MOJIENTH, IMATHPYIOMIEH KAEUHYO cpety ((PHu3HOTIOrHYecKHil pacTBOP XKEIIH U [TaHKpeaTHHa -
pH 8), copst Bacillus clausii TPOAEMOHCTPHPOBAIM CTATHHCCKH 3HATAMYIO CHOCOOHOCTE K
Pa3MHO’KEHHIO I10 CPABHEHHIO C HCXOHBIM KOMYECTBOM CTATHCTHHYECKH 3HATHMbIM obpazom (0T
10° 1o 102 KOE — konoHmeo6pasylomyx eIuHML), HauuHas ¢ 240 MuHYT WHKyOaruu. B
pccreoBani ¢ yuacTHem 20 denoBek OBUIO 3aMEYEeHO, YTO y JIIOJCH CrOphI Bacillus clausii
COXPAHAIOTCS B KMIIECYHHKE U MOTYT OBITH OOHAPYKEHBI B KaJle /10 12 mHe# mocie 0AHOKPaTHOTO
[EPOPATBEHOTO ITPUEMA.

[IprmMeHeHHe DHTEPOKEPMHUHBI®  CIOCOOCTBYET — BOCCTAHOBIICHHIO — MHKPOOHOH GutopsI
KMIIEYHNKA, H3MEHEHHOH TIpH qucbakTepro3e (IMCMUKPOOHO3€), BOSHUKAIOMIEM B pE3yIIbTaTe
aHTHGAKTEPHANBGHOM TepaldH, KOTOPBIH MOXET IMpPOSBIATHECA  IKEIYN0THO-KAMCUHBIMH
CHMIITOMAMH, TAKAMH KaK Juapes, 0OJb B JKHBOTE M B3[yTHE XXHBOTA. B JBYX OTKpBHITBIX
PaHJIOMH3MPOBAHHBIX KOHTPOJMPYEMBIX ~KIHHHYECKHX —HCCIICOBAHMAX DHTepoKepMUHA”
IIPOJIEMOHCTPHPOBAJIA CHIDKEHHE TPOOJDKHTEIFHOCTH OCTPOH JHaper y nereil crapue 6
mecsines. [Ipy mpueme BO BpeMsl JICUEHHS] aHTHOMOTHKAMH H B TMOCIEyIOIIHC 7-10 nmuew
JHTEepoXKepMHHA” IPOJEMOHCTPHPOBATA CHI)KCHHE YaCTOTBI Gosleil B JKMBOTE M JIHAPEH,
CBSI3AHHBIX C JleyeHHneM anTHonoTukamu. DddexruBrocTs Bacillus clausii 1yisi BOCCTaHOBIICHUS
MEKPOGDIIOPH! KHIIEYHAKA OOBACHAETCS OCHOBHBIMA MEXaHH3MaMH, OTIACAHHBIMA HHKE.

Hnzubuposanue pocma namozeHHvlx bakmepuii

Tpu Ipe/ToNaraeMblX MexaHu3Ma eHcTBus B. clausii: KOTOHH3aIKs CBOOOTHBIX 3KOJIOTHYECKHX
HHIL, KOTOPBIE CTAHOBSATCS HEJOCTYTTHBIMH VISl POCTA APYTUX MHKPOOPraHW3MOB; KOHKYPEHIIHS
3a CBS3b C SIHTEIMATBHBIME KICTKAMH, YTO OCOOEHHO aKTyalbHO Ui CIOp B HAa4albHOH M
IIPOMEXYTO4YHO#H (a3ax mpopacTaHus; IPOU3BOJICTBO aHTHOMOTHKOB W/WIH (EPMEHTOB, KOTOPhIE
CeKPeTHpPYIOTCS B KHIIEYHYIO Cpefly. B HcClenoBaHUsX in Vifro OBLIO TMOKA3aHO, YTO CIIOPHI
Bacillus clausii mpoaypyIoT GaKTEpPHOIMHBI M AHTHOHOTHKH, TAKHE KaK Kilay3WH, KOTOPBIC
OJIaBJIIOT TPaMIIONIOKUTENbHBIe Gakrepuu Staphylococcus aureus, Clostridium difficile,
Enterococcus faecium.

HMMYyHOMOOYIUPYIOW,AA AKMUBHOCHTb

Cnopsl Bacillus clausii, npuMeHsieMble IEPOPAILHBIM ITyTEM Ha MOJCIIAX MBIIIEH, in Vitro u in
Vivo TIPOJEMOHCTPHPOBATH CTHMYJISIMIO BBIPAOOTKH dHTEeppEpOHa-TaMMa M yBEIHYCHHE
npomadepaurn CD4" T-mamdouTos.

Bonee Toro, Bacillus clausii TIPOJEMOHCTPHPOBATH CBOKO CIIOCOOHOCTH HPOAYIHPOBATH
pa3TMUHBIE BHTAMHHBI TPynmbl B, CHOCOOCTBYS KOPPEKIMHM aBATAMHHO33, BBI3BAHHOIO
JIUCOAKTEPUO30M.

BBICOKHII yPOBEHb HCKYCCTBEHHO BBI3BAHHON I€TEPOJIOTHIHON PE3HCTEHTHOCTH Bacillus clausii
K aHTHOMOTHKAM TO3BOJISIET TPEJOTBPATHTh W3MEHEHHsS MHKPOOHOH (Iopbl KHINEYHHKA MOJ
BO3JIeHCTBMEM AHTHOMOTHKOB, B TOM YHC/IC aHTHOMOTHKOB IIMPOKOTO CIEKTpa ACHCTBHUSA,
CrIocOGCTBYET BOCCTAHOBIICHHIO MUKPO(IIOPhI KAIIEYHAKA.

BeteicTBHE YCTOWYHBOCTH K aHTHOMOTHKAM TIpenapar DHTEPOKEPMHHA™ MOXKET IPUMEHSTHCS B
IIPOMEXYTKE MEX/y AByMs IPHEMAMU aHTHOHOTHKOB.

AHTHOHOTHKOPE3UCTEHTHOCTh ~ KAacaeTCs MEHWIWUIMHOB  (KpoMe  HX KOMOMHaAIii ¢
wHruGuTOpaMH GeTa-nakramas), nedanocropuHOB (YacTHUYHAs yCTOHYMBOCTD B OONBITMHCTBE
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ciTydaeB), TETPAIMKINHOB, MAaKPOJIHIOB, aMHHOTIMKO3U/IOB (3a UCKITIOYEHUEM T€HTaMHIMHA U
aMHKaIMHA), HOBOOHOIMHA, XJIopaM(peHnKona, THaM(peHHKOoNa, THHKOMUIMHA, KIMH/aMHIHHE,
M30HHA3M/A, MKIOCEPHHA, pUDAMIMIMHA, HATHIAKCOBON KHUCIOTH U IHIIEMHIOBOH KHCIIOTHI
(TIpoMesKyTOYHasl yCTOHYHBOCTB) U METPOHU/IA3011a.

6. PAPMAIEBTUYECKHE CBOMCTBA

6.1. ITepeuenv 6cnoMo2ameslbHbIX 6eU{ECME
Boja ounineHHas — 10 5 MIL

6.2. Hecoemecmumocmbo
He npumeHuMO.

6.3. Cpok 200nH0cmu

2 roja.

TIpenapar MOUTEXHUT HeMeUICHHOMY IIPHMEHEHHIO I0CHIe BCKPBITHS (akoHa, 4T0OBI H30€XKaTh
3arps;3HEHHUS CyCIICH3HH.

6.4. Ocobble Mepbl nPedoCMOPONCHOCMU NPU XPAHEHUU
XpanuTs ipH Temneparype He Boiue 30 °C.

6.5. Xapaxkmep u codepicanue ynakosku
[To 5mn Bo ¢uakone u3 mnomuoTHiIeHa. Ilo 10 ¢pnakoHOB BMecTe C JHCTKOM-BKJIABIIEM B
KapTOHHOM IayKe.

6.6. QOcobvle Mepbl HPEOOCMOPONCHOCMU  RPU  YHUYMOJCEHUU  UCHONB306AHHOZ0
JIeKAPCMEEHH020 NPEnapama Ul 0mxo008, Noy4eHHbIX NOCIe NPUMEHEH UA 1eKAPCMBEEHHO020
npenapama unu pabomst ¢ HUM

JIo6ble HEHMCIIOIH30BAHHBIE JIEKAPCTBEHHBIE CPEJICTBA WM OTXOIbI CIEIYeT YHHYTOXHTL B
yCTAHOBJIEHHOM ITOPSI/IKE.

6.7. ITopA0OK poO3HUYHO pealu3ayuu 1eKapCmeeHH020 npenapama
Otmyckaetcs 6€3 perenra Bpaya.

7. IEPJKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUSI
Onesmna Xenckea Uramus C.P.JI., Muan, Utanus

[Tpou3BOaUTENE:

Onemrta Xenckea Uramus C.P.JL.,

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

7.1. MIPEJICTABUTEJIb JEPKATEJISI PETUCTPAIIMOHHOI'O Y1IOCTOBEPEHMSI
IIpemensuu nompebumeneil u UHOOPMAUUIO O HEHCENAMENLHBIX AGNEHUAX UL ['py3un,
AsepbGaiimxana, Apmenun, Keipreiscrana, Monronun, Y36ekucrana, benapycn, TypkmenucTana,
TaKAKKHCTaHA CJIelyeT HAlpaBJIsATh 110 aapecy:

TOO "STADA Kazakhstan"

050011, Pecniy6muka Ka3zaxcran,
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