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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI'O ITPEITAPATA

1. HAMMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

SHTepokepMHUHA®, KANCyJIHI 2 MUIUTHAPIA CTIOP.

2. KAYUECTBEHHBIN U KOJIMYECTBEHHBINA COCTAB

B oxnoii kamncyie cogepxxuTcs:

akmueHoe eeujecmeo: criopbl Bacillus clausii (mrammbt SIN, O/C, T, N/R), nonupe3ucTeHTHbIE
K aHTHOMOTHKAM, - 2 MUJUTHAp/A.

[TonHBIH CIMCOK BCIIOMOTATENIFHBIX BEIIECTB CM. B IyHKTE 6.1.

3. JEKAPCTBEHHAS ®OPMA

Karncysl

TBepablie Oemnble )KenaTUHOBBIE KAIICYJIBI, COJIEPIKAIIUE MEJIKHI OPOLIOK OT OeJI0BATOro I{BETA J10
IIBE€Ta CJIOHOBOM KOCTH.

4. KIMHUYECKUE IAHHBIE
4.1. ITokazanua K npumeHeHuIo

+ Jleuenne u mnpoduIAKTHKA KHIIEYHOro maucOakTepuo3a M MOCIEAYIOIIEro HHJOTEHHOIO
aBUTaMUHO3a;

* BOCCTAHOBJICHUE KUINEYHOH MHUKPOQIIOPHI, H3MEHEHHOH B XOJI€ JICUCHUs] aHTUOUOTHKAMH HITH
XHMHOTEPaNeBTHIECKUMH CPEACTBAMH;

* OCTPBIE M XPOHUYECKHE KTy JOYHO-KUIIIEYHbIE PACCTPONHCTBA Y MJIAJICHIIEB U IETEH MIIa/Iero
BO3pacTa, CBA3aHHbIE ¢ HHTOKCHKAIUEH WIIH KUIIEYHBIM TUCOAKTEPHO30M U aBUTAMHHO30M.

4.2. Pexyrcum 003upo6anus u cnocoé npumeHeHus

Bspocnvie: 2-3 xancyJiisl B IeHb, €CITH HHOE HE TIPOIMCAHO JICYaIliM BPadOM.

Jemu: 1-2 xancyisl B ICHb.

PexoMeHIyeMble WHTEpBaJIbI MEXIy IpPUEMaMH OJHOKpaTHOW 03kl mpemnapata (1 Karcyisr)
COCTaBJIAIOT 3-4 yaca.

Jlewamuii Bpa4, HCIONIB3Ys ApPYrHe MO3UPOBKH Tpernapara, MOXET PEKOMEHIOBaTh HHYIO
CYTOYHYIO 103y, B 3aBUCHMOCTH OT COCTOSTHHS MAI[ACHTA.

Cnocob npumenenus

Kamncyiy cnemyer 3anuth HeOOJIBIINM KOJMIECTBOM BOJIBI HIIH JPYTOTrO HAIIMTKA.

B ciyuae, xorzia JeTsM CI0)KHO IPOTTIOTHTH KaICyJIy, CIEAyeT HCIOIb30BaTh penapar B hopme
CYCIIEH3UH.

4.3. Ilpomusonokazanus
['unepuyBCTBUTENBHOCTD K JAEHCTBYIOIIEMY BEIIECTBY.

4.4. Ocobvie ykazanua u mepsl nPedOCMOpPOHCHOCMU NPU RPUMEHEHUU

Ocobvie ykazanus
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MeroTest cooOIeHus 0 GaKTEPHEMHH, CENTUIIEMAH MK CETICHCa Y TAIHEHTOB ¢ 0CIa0IeHHBIM
MMMYHHTETOM HIIM TOCIHTAIH3MPOBAHHBIX B CBS3M C CEPhE3HBIM 3a00JIEBAaHHEM, a TAKXKE
HEJIOHOIIIEHHBIX HOBOPOXIEHHBIX, NpuHUMaromux Bacillus clausii. Cnemyer wu30erars

MPAMEHEHH s penapaTa DHTepoxkepMuHa® y TaHHBIX TPy NAUEHTOB (M. paszen 4.8).

Mepui npedocmopooicnocmu npu npumeneHuu

B ciyuae mpuMeHeHMs Iperapara DHTepoXepMHHA® BO BpeMs Kypca aHTHOMOTHKOTEPAIHH,
PEKOMEHIyeTCss MPUHUMATh Ipenapar MeXIy ABYMsS IOCIENOBAaTEIbHBIMHM INPUEMAMH 03BI
aHTUOMOTHKA.

4.5. Bsaumooeiicmgue c Opyumu J1IeKAPCMEEHHbIMU Rnpenapamamu u opyzue 6uobl
e3aumodericmeus
WccenenoBanus o B3auMOAEHCTBHIO ¢ APYTHMH JIEKaPCTBEHHBIMH ITpenapaTaMi He TPOBO/THIIHCE.

4.6. ®epmunvrocme, 6epeMeHHOCHb U NAKMAUUA

bepemennocmo

Wmerorcst orpaHuyeHHbIE JaHHbIE 00 HCIOJNB30BAaHMHM NPOOHOTHKOB, BKIIIOYAs Mpenapar
DnTepoxkepmuHa®, y GepeMeHHBIX keHIMMH. OJHAKO HeNb3s CJelaTh HHUKAKHX BBIBOJOB
OTHOCHTEIIHHO TOTO, SIBJIAETCS JIM perapaT DHTepoxepMUHa® Ge30MmacHbIM JUTS HCTIOJTb30BaHHS
BO BpeMsi OepeMeHHOCTH.

Ipenapar DHTeposkepMuHA® CIEMYeT MCIONB30BaTh BO BpeMs OEPEMEHHOCTH, TOIBKO €CIH

IMOTEHIHAJIbHA I10JIb3a )1 MaTCPH IPEBBIIIACT MOTECHIINAJIbHBIA PHCK, B TOM YHCJIE I IJIOJA.

Jlakmayus

MMeroTcst orpaHUYeHHBIE TOCTYITHBIE JaHHBIE O BIMSHHH NMPpUEMA Mpenapara JHTEpPOKePMUHA
Ha COCTaB IPyHOr0 MOJIOKA MIIH O BO3JICHCTBUU HAa BCKapMJIMBAEMOTr0 IpyIbto peberka. OxHako
HEJIB3S CIENIaTh HUKAKHUX BBIBOJIOB OTHOCHTEIBHO TOTO, SIBIISETCS JIH IperapaT DHTepoxKepMUHa"
Oe3omacHBIM A7 WCHOJNB30BaHUS BO BpeMs TpPYJHOTO BCKapmiiMBaHus. [Ipemapat
DuTeposkepMuHA® ClIelyeT HCIONB30BaTh BO BPEMs TPYJHOTO BCKAPMIIHBAHHS, TOJNBKO €CIIH
NOTEHIHAJIbHAs T0Jb3a Ul MAaTepH MPEBBINAET MOTEHIMUAIbHBIA PHCK, B TOM YHCIE W IS

pe6eHKa, HaxXooAmerocs Ha rpyJHOM BCKapMJIMBaHHUH.

®

Depmunvrocmy
Hert 1aHHBIX 0 BIMAHHMH MpenapaTa DHTepoxkepMuHA® Ha (GepTHILHOCTD YeIOBeKa.

4.7. Bauanue na cnocobnocmb ynpagnams mMpaHCROPMHBIMU CPeOCMEamMu U pabomants ¢
Mexanuzmamu

IIpenapar DuTepoxkepMuHa® He OKa3bIBAET BIMAHHS HA CIOCOOHOCTH YIIPABIISTh TPAHCIIOPTHBIME
CpeZicTBaMHU M paboTaTh ¢ MEXaHU3MaMH.

4.8. HescenamensHsle peakyuu

HexenatensHble peakiuy MpeaCcTaBIeHbl HMXKE 10 CHCTEMHO-OpPraHHbIM KiaccaM MedDRA wu
4acTOTe Pa3BUTHs, HA OCHOBAHUH JIaHHBIX MMOCTPETUCTPAIIHOHHOTO TPUMEHEHHS MTpernapara.
YacroTa pa3BUTUS HEXENATENBHBIX SBICHUN ONpPEAENsIach CIeIYIOMUM 00pa3oM: 04eHb YacTo
(= 10), gacto (> 1/100, < 1/10), Hewacto (> 1/1000, < 1/100), peaxo (> 1/10000, < 1/1000), oyeHn
penko (< 1/10000), yacrota Heu3BecTHA (M3-3a HEJOCTATOYHOCTH JJAHHBIX).
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Hapywenus co cmoponbl KodcU U NOOKOICHOU KILeMYamKu
YacToTa HEM3BECTHA: pEAKIUM THIEPYYBCTBUTEIBHOCTH (TaKME€ KaK ChIllb, KpamMBHHULA H
AQHTHOHEBPOTUYECKHH OTEK).

Hugpexyuu u uneasuu
YacToTa HEW3BECTHA: OAKTEPHEMHS, CENTUIEMHs WIH CercHc (Y NMAlHeHTOB C OCIabIeHHBIM
MMMYHHUTETOM HITH FOCIUTATM3HPOBAHHBIX B CBS3H C CEPHE3HBIM 3a00JICBaHHUEM).

Coobwenue 0 no0o3pesaemvlx HedHceAMeNbHbIX PeaKYUsX

BaxHo coo0mare O T10J03peBaEeMBbIX HEXKENATEIbHBIX pPEAKIMIX IOCJIE PEruCTpaluu
JIEKapCTBEHHOT'O TIpernapara ¢ ekl 00ecredeHus HePEPhIBHOIO MOHUTOPHHTA COOTHOIIEHHUS
«TIOJIB3a/PUCK)» JICKAPCTBEHHOTO IMpenapaTa. MeIUIMHCKAM paOOTHHKaM pPEKOMEHIYeTCs
coobmaTh 0 JIOOBIX MOJ03PEBAEMBIX HEXKENATEIbHBIX PEaKIUAX Ha JICKApCTBEHHBIH Mperapar
Yepe3 HallMOHAIBbHBIE CHCTEMBI COOOIIEHUS O HEXKEATEIbHBIX PEaKIUsIX.

4.9. Ilepeoosupoeka
O ciryuasix nepe103UpOBKH HE COOOIAIOCH.

5. PAPMAKOJIOTUTYECKUE CBOMCTBA

Dapmakomepanesmuyeckas 2pynna: aHTAAAAPEHHbIE MUKPOOPTaHU3MBI.

Koo ATX: AO7FA.

DHTepokepMuHA® — 3TO JIeKApCTBEHHBIH TIpenapaT, coaepxkammuii 4 mramma (SIN, O/C, T, N/R)
ciop Bacillus clausii, XOTOpble BCTpPEYAlOTCS B KHINEYHHKE W HE OOJIAJAIOT IaTOr€HHBIMH
CBOMCTBaMH.

brnaromapsi cBoeil BBICOKOW yCTOWYMBOCTH K XHUMHYECKHMM M (DPU3UUECKMM areHTam, IpH
IIEpOpaJIbHOM npueme cropsl Bacillus clausii cnocoOHBI POXOIUTH Yepe3 KUCIOTHBIM Oapbep
KEJTyIOYHOT0 COKa U B HETMIOBPEXKICHHOM BH/IE NTOTIAIaTh B KUIIIEYHHUK, TIe OHHU MTPEBPALIAIOTCS B
METabOINYECKH aKTUBHBIE BET€TATUBHBIE KIIETKH.

Crniops! 110 cBOE€# MpHpoie CIOCOOHBI TEPEHOCHTh HarpEBAHUE M KUCIOTHYIO CPEy JKenyaka. B
BAJIMIMPOBAHHOM Mozenu in vitro cnopsl Bacillus clausii JeMOHCTPUPOBATH BEDKHBAEMOCTH B
CMOJEIUpPOBaHHOM JKenyno4dnoi cpene (pH 1,4-1,5) no 120 munyT (BRDKHBaeMocTh 96 %). B
MOJIEJIH, HMMHTUPYIOLIEH KHIIEYHYIO cpey (pU3nonornueckuii pacTBOP XKeJTUH U MaHKpeaTHHA —
pH 8), cnoper Bacillus clausii npoaeMOHCTPUPOBAIN CTATUCTHYECKH 3HAYUMYIO CIIOCOOHOCTD K
PasMHOXEHHIO 110 CPaBHEHHIO C MCXONHBIM KoimdectBoM (ot 10° gmo 10 KOE -
KOJIOHHE0Opa3yIoyX eAMHHUI), HaunHas ¢ 240 MUHYT HHKyOaun. B vcclie[0BaH|M ¢ y4acTHEM
20 genoBek OBLIO 3aMeUEHO, UTO y JFoAeH cropsl Bacillus clausii COXpaHAIOTCS B KULICYHUKE U
MOTyT OBITH 0OHapyKEHBI B Kajie 10 12 aHei mociie 0HOKPATHOTO HEPOPAILHOr0 PHEMA.
IIpuMeHeHHe DHTEPOXKEPMUHBI®  CHOCOGCTBYET BOCCTAHOBICHHIO MHKPOOHOH  hIopsI
KUIICYHHKA, H3MEHEHHON NpH JucOaKTepuo3e (IMCMHKPOOHO3€e), BOZHHKAIOIIEM B pe3yJIbTare
aHTHOAKTepHANbHOW — TepamuH, KOTOPHIA MOXKET MPOSBIATLCS IKENYA0YHO-KHIIEYHBIMH
CHMMIITOMaMH, TaKUMH Kak auapes, OOidb B )KHBOTE M B3AyTHE KHUBOTA. B JBYX OTKPBITHIX
PaHIOMH3HPOBAHHEIX KOHTPOJHPYEMBIX KIMHHYECKHX HCCIEIOBAaHUAX JHTEpokKepMUHA™
IIPOJIEMOHCTPUPOBAa CHWXKEHHE TIPOJOJDKHTEIFHOCTH OCTpPO JIuapen y naereit crapime 6
MmecsaneB. [Ipu mpueme BO Bpems JieueHHs aHTHOMOTHKaMH W B mociemyromue 7-10 nuei
DHTepoxepMuHA® MPOJEMOHCTPHPOBANA CHIKEHHME 4YacTOThl Ooneil B JKMBOTE W JMApeH,
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CBS3QHHBIX C JICUeHHEM aHTHOHOTHKaMH. DddexruBHOCTs Bacillus clausii 1Uisi BOCCTAaHOBIICHHS
MHKPO(IOpPEI KHIIEUHHKA 00BICHAETCSI OCHOBHBIMH MEXaHH3MaMH, OTIUCAHHBIMH HHXKE.

6. DPAPMAIIEBTUYECKHE CBOVICTBA

6.1. ITepeuenv 6cnomozamenbHbIX 6eU{ECME

Bcnomozamenvhoie sewjecmsa: neInioa03a MUKpokprcTauinaeckas (E460), maraus creapar
(E470);

cocmae kancynwl: xenatut, Tutana auokcua (E171), Boga ounineHHas.

6.2. Hecoemecmumocmo
He npumenumo.

6.3. Cpok zo0Hocmu
3 rona.

6.4. Ocobbie mepbl npedocmopocHoCmuU NPU XPaHEeHUU
Xpanuts npu Temneparype He Boine 30 °C.

6.5. Xapaxkmep u codepiicanue ynakoexku

ITo 12 xancyn B [IBX/TIBJIX/An 6mucrepe. Ilo 1 Gnucrepy B kapTOHHO#H KOopoOke BMecTe ¢
JIMCTKOM-BKJIAJIBIIIIEM.

6.6. Ocobvie Mmepsl npedOCMOPONCHOCMU  RPU  YHUYMONCEHUU  UCHONb308AHHO20
JIEKAPCMEEHH020 npenapama uiu 0mxo006, NOJIy4eHHbIX NOCIe NPUMEHEHUA 1eKAPCMBEHH020
npenapama unu pabomel ¢ HUM

JItoOble HEUCIOJIL30BaHHbBIE JIEKAPCTBEHHBIE CPEJCTBA MM OTXOJIBI CIEAYeT YHHUYTOXHUTH B
YCTaHOBJIEHHOM IIOPSTIKE.

6.7. Ilopadok po3Hu4HOll peanuzayuu 1eKapcMEeHHO20 NPEnapama
Otnyckaercs 6e3 penenTa Bpaya.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Onemna Xenckea Utamus C.P.JI., Munan, Utanus

[Tpon3BoauTeENH:

Omnemna Xenckea Uramus C.P.JL.,

Buane EBpona, 11, 21040 Opumxuo (BA), Utamus

7.1. IPEACTABUTEJIb IEPKATEJISI PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Ilpemenzuu nompebumeneit u ungopmayuio o0 HeIiceNAMENbHBIX ANeHUAX I [ py3uu,
Asepbaiikana, Apmenun, Keipreizcrana, Monronun, Y36ekucrana, benapycu, TypkMeHuCTaHa,
TamxukucTana ciemyer HanpPaBIATh 10 aapecy:

TOO "STADA Kazakhstan"

050011, Pecniybnuka Kazaxcras,

r. Anmartsl, npocniekt CyitinGait, 1. 258B

ten.: +7 (727) 222 21 00

e-mail: PVEurasia@stada.kz , EurasiaQA@stada.com
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