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JIucTok-BKIAABIII — umbopmaulm AJIsI MAUHUEHTA

DuTepoxepmuHa®, 2 MIpA/S MJI, CyCreH3Hs s IpUeMa BHY TPb
(CrOpBI MOJIMPE3UCTEHTHOM K aHTHOHOTHKAM Bacillus clausii)

Ieped npumenenuem npenapama ROAHOCHBIO RPOYUMATIMeE TUCHOK-GKAA0bIUL, HOCKOJIBKY 6
HeM codepicamca eadchvle 014 Bac ceedenua.

Coxpanume nucmox-exnadviut. Bozmooicno, Bam nompebyemcs npouumams e2o ewe pas.
Bce20a npumensiime npenapam 6 MOYHOCMU € OGHHBIM — TUCMKOM-BKAAObIUEM  UNU
pexkomMeHOayuaMU 6paya.

Ecnu y Bac 603Huxau 00noiHumensHule 60npoCsl, 0opamumecs K jiedaujemy 6payy.

Ecnu y Bac 603nukiu kakue-1ubo Hedlceiamebiibie peakyuu, 6K04as He Onucantvle 6 OaHHOM
JIUCMEKe-6K1a0blule, 00pamumecs K ieyawemy 6payy.

IIpu omcymemeuu yayuuienus, npu yxXyouleHuu COCMosiHus, d makice, npu Heobxooumocmu
JeyeHus cevlute 14 Oneul, pekomeHOyemcs NPOKOHCYIbMUPOBAMbLSL C BPAYOM.

COAEPXAHUE JIMCTKA-BKJIAJIBILIA

1. YUto u3 cebs npeacTapiseT npenapat IHTEpOKepMUHA®, U [T Yero ero MPUMEHSIOT.
2. O yeM cienyeT 3HaTh Nepe]l IPUMEHEHUEM TPET

1a =
3. [lpumenenue npenapara JHTepoKepMUHA® COI'VIACOBAHO

4. Bo3MOJXHBIE HeXeIaTeIbHbIE PEaKIHH. MUHHNCTEPCTBOM B3J{PABOOXPAHEHUS
5. Xpanenue npenapara DHTepoxkepMUHa®. PECITYBIINKY BEIIAPYCh

6. ConepxuMoe yIakoBKH M npoyne cBeneHus. | [Ipuxas Munucrepersa sapasooxpanenus
Pecnytnukm Benapycs

o0 By 5 anlle . OG5
1. YTO U3 CEBS MPEACTABJISIET ITPENAPATFSHFEPONKET LASESHTO
EI'O ITIPUMEHSIIOT

[Ipenapar DHTepokepMuHA® — 3TO JIEKAPCTBEHHBIH Mpenapart, cojepikaiunii crnopsl Bacillus
clausii, KOTOpbIE BCTPEUAOTCS B KMIIEYHUKE U HE 00/1a1al0T NaTOr€HHbIMU CBONWCTBAMH.

Dapmaxkomepanesmuyeckasn 2pynna.; aHTAARApEHHbIE MUKPOOPTraHU3MBI.
[Ipenapat DHTepokepMUHA® IPUMEHSIOT I

* NpOUIIAKTHKH U JIEYEHHs KMLIEYHOTO AUCOAKTEPHO3a — H3MEHEHHUS KUILEUHOH MUKPODIIOpBI,
IPOSIBJISIFOLIETOCS] B BUE KULIEYHBIX PACCTPOMCTB: Axapeu, O0Jei B )KUBOTE U B3]y THs JKHBOTAa,
a Taike JedUIMTa BUTAMHHOB B pe3yJibTaTe HapylIEHH HOpMalbHOro OajaHca KHIIEYHOH
MHUKPOGIIOpBI (3HIAOTEHHOTO0 aBUTAMHHO3a),

* JIEYEHHE C LIEJIbIO BOCCTAHOBJIEHHS KHMIIEYHON MHUKpOQIOpbl, H3MEHEHHOH B XOJE JIEUYCHHS
aHTHOMOTHKAMHU MJIM XMMHOTEPANeBTHYECKUMH CPEICTBAMM,

* JICYEHHUS OCTPBIX MJIM XPOHUYECKUX HKETYTOUHO-KULIEYHBIX PaCCTPOMCTB, BKIIOYas AUapero, y
B3pOCABIX M JeTel (BKJIOuYas JeTei TIpyaHOro BO3pacTa), CBSI3aHHBIX C OTPABJIEHHUIMH,
HapylIEHUSIMH HOPMaJIbHOTO OajlaHca KUIIEeYHOH MUKPO(IIOpbI (KHLLIEUHBIM JIMCOAKTEPHO30M) U
JAe(pULUTOM BUTAMUHOB B OpraHu3Me (aBUTAMHUHO30M).

BakrepuanbHas ¢nopa KulIeuHHKA NpecTaBiseT co00i eCTeCTBEHHBbIN 3allMTHBIA Oapeep OT
natoreHHpix Oaktepuil. Ee 6amanc MoOXeT ObITh HAapylIeH KHIIEYHBIMH HH(EKIUAMH,
OTpaBJICHUSIMHU, HApYIIIEHHEM TMHTAHUS, H3MEHEHHEM JIHEThI HJIH MPUMEHEHHEM aHTHOHOTHKOB.
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Eciau Bbl He 3aMeTHIM yJydlIEHHH WM 3aMETHIIM yXYy/IUICHHE CHMITOMOB MOC/E KOPOTKOTO
Tnepro/ia JIeUeHus1, 0OpaTHTECh K CBOEMY JieualleMy Bpayy.

2. 0 YEM CJIEAYET 3HATH INEPEJl IPUMEHEHUEM ITPEITAPATA
SHTEPOXXEPMHWHA® SPLRLEIIL S

Ilpomuegonokasanusn

He npumensiite npenapat Durepoxepmuna® ecim y Bac anneprusi Ha Ciopbl MOJIMPE3HCTEHTHOH
K anTubuotukam Bacillus clausii.

Ocobble yKazaHus u mepsl NPedoCmopoOICHOCHIU
[Tepen mpuMeHeHHeM MpenapaTta DHTepoKepMHHA™ MPOKOHCYILTUPYHTECH € JIEYallUM BpaioM:

« eci Bam Bpay coobuma Bam, uto y Bac MoxeT ObITb 0c1abieHa MMMy HHas CHCTeMa (CHHIKEHa
€CTeCTBEHHas 3all[iTa oprauu3ma) (cM. paszzen 4).

* nlepe]l NPUMEHEHHEM DHTEPOKEPMUHBI® y HEOHOLIEHHBIX HOBOPOXKIEHHBIX ACTEH.
Ipunumaiire npenapar TOJIbKO BHYTPb!
HE BBOJAUTE UHBEKIJUOHHO!

He npuHuMaiiTe HHKAKHM APYruM criocobom!

HeraBHJII:HOC UCIIOJIb30BAHUE IIpernapara MOXET IMPHUBECTH K CEPbE3HLIM aJIJICPru4€CKUM
p€aKknnuiaM, TaKuM Kak aHa(i)HHaKTH‘iGCKHﬁ IOK.

B ciyuae mpHMeHEeHHs Ipenapata DHTepoxepMHHA® BO BpeMsi Kypca aHTHOMOTHKOTEpAIHH,
PEKOMEH/TyeTCsl IPUMHUMATD Mpenapar Mex/Iy ABYMs MpHEMaMH J103bl aHTHOHOTHKA (HarmpuMmep,
yepe3 2-3 yaca roclie npuemMa aHTHOaKTepUaIbHOTO Mpenapara).

Hanuuue BUAMMBIX BKJIOYEHHH BO (plakOHAX BO3MOXKHO W OOYCIJIOBJICHO arperataMmu Crop
Bacillus clausii v He BIUsET HA JajibHEH1LEe IPUMEHEHHE Npenapara.

BerpsixHuTe (u1akoH nepez NpuMEHEHHEM.

Jlpyzue npenapame u npenapam Iumepoxcepmuna®

CoobwiuTe sleyanieMy Bpady O TOM, 4TO Bbl mpuHuMaeTe, HEAaBHO NMPUHUMATH WM MOXETE
Ha4yaTh MPUHUMATh KaKkue-a100 Apyrue npenaparsl.

Vcere1o0Banus 110 B3aUMOIEHCTBHIO C IPYTUMH JIeKapCTBEHHBIMH MPEnapaTaMH He POBO/IUITHCH.
B3aumooeiicmeue ¢ nuwet u Hanumxkamu
Coaepxumoe (hiakoHOB NpHHUMAKTe Oe3 pa3BeleHMs WM Pa3sBOAMTE B BOJAE WM JpYyrux

KHUIKOCTAX (HanpuMep, B MOJIOKE, 4yae, ari€JIbCHHOBOM COKC).

Eepemennocme, 2pyonoe 6ckapmausanue u (hepmuibHochib
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Ecnu Bl GepeMeHHBI MM KOPMHTE TpyAblO, AyMaeTe, 4TO 3a0epeMeHeNn, WK TJIaHUPYETe
GepeMeHHOCTh, Mepell HayaaoM MPUMEHEHHS Ipenapara MPOKOHCYIBTUPYHTECH € JIeHallluM

BpauoM. - EH BIJIA
M3-32 OTCYTCTBMSI [J@HHBIX I0 MPHUMEHEHHIO Y OCpeMEHHBIX. HE PCKOMEHAYETCA, NPUMEHATE

npenapaT DHTepoxepMuHa® BO BpeMs OEPEMEHHOCTH W -KOPMICHHMS pebenka rpyapo 0e3
IpeIBapUTeIbHOM KOHCYIbTAllHKi Bpaya.

JlaHHBIX O BIMSHHHM Mpenapata DHTepoxkepMiuHa® Ha GepTHIILHOCTD YesIOBEKa HET.

Bausnue Ha cnocobHOCMb ynpasiame MPAHCHOPMHLIMU Cpedcmeamu u pabomams
MexaHuzmamu

HpenapaT He OKa3bIBaeT BJIIMSHMS Ha CIIOCOOHOCTB YIPpaBiaiATh TPaHCNOPTHBIMHA CpeacTtBaMu U
pa60TaTb C MEXaHU3MaMHu.

3. IPUMEHEHMUE ITPEIIAPATA SHTEPOKEPMHUHA"

Bcerna npumeHsiiTe mpemapatr B IOJHOM COOTBETCTBHM C [JaHHBIM JIMCTKOM WK C
peKOMEHJalMsIMH Jleyalero Bpaya. [IpH TMOSBICHMH COMHEHHH MPOKOHCYJIBTHPYHTECH C
JIeyaruM BpayoM.

Pekomenoyemaa 0o3a

B3pocawbie: 2-3 pnakoHa B I€Hb, €CJIM HHOE HE MPOMUCAHO JieHaLlMM BpaioM.

Iemu u mnadenyor: 1-2 ¢hnakoHa B A€Hb, ECJIM HHOE HE MPOMUCAHO JICYAllUM BPaioM.
PexoMeHIyeMble MHTEpBATbl MEXIy NPUEMaMH OIHOKpATHOH 103bl mpenapara (1 ¢akoH)
COCTaBJISIIOT 3-4 yaca.

Jlevamuii Bpady, HCIOJB3Ys JApyrHe AO3MPOBKH [penapara, MOXET PEKOMECHAOBATb HHYIO

CYTOYHYIO 403y, B 3aBUCUMOCTHU OT COCTOSHHSA nmarueHTa.

Cnocob npumenenusn

IpenapaT npeaHa3Ha4YeH TOJbKO AJs IPHEMa BHYTpb!
He BBOANTE HHBbEKLIHOHHO!

He npunuMaiiTe HHKAKHM ApYrum cnocobom!

He xpanuTe npemnapar nocie BCKpbITHs (QJIakoHa.

BCTpﬂXHHTe (’pnaxon rnepea NpuMEeHECHHUEM.

Yrto6bl OTKPLITH ()JIAKOH, TOBEPHUTE BEPXHIOIO YacTh U yAalluTe €.
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[Tpunumaiite comepxumoe (rakoHa cpasy mnocie ero BCKpbiTHs. [IpuHHMaiTe COnEPIKHMOE
(nakoHoB 6e3 pa3BeNeHMs WM PA3BOJUTE B BOJE WIIH APYTUX KMAKOCTSX (HampuMmep, B MOJIOKE,
yae, aneJbCHHOBOM COKe). :

Ecnu Bvt npunanu npenapam Iumeposicepmuna® 6oaviue, yem c1e0o6ano

Eciu Bel npuHsiu npenapaT DHTepoxepMuHa® GobLiey 4eM: CIEA0BANO, HE3AMEIHTENLHO
obpaTHTech K JieyalueMy Bpady HJIH B OHiKaiiiee MEAUIIMHCKOE YUPEKACHHE.

Ecau Bot 3a6v11u npuname npenapam Iumepoyicepmuna®

Ecnu Bel 3a6bU11 IPUHSATE Npenapat JHTepo)kepMUuHa®, He IPUHUAMaiiTe JBOMHYIO 103y, YTOOBI

KOMITEHCHUPOBATh MPOMYIUEHHYIO J03Y.
Ecau Boi npekpamunu npuem npenapama Iumepoxcepmuna®
O kakux-mu60 ocoObIx 3 dekrax, 3a HCKIFOYEHHEM OTCYTCTBHS TepaneBTH4ecKoro a¢dekra, He

COO0LIATOCK.

[Ipu HanuyuK BONPOCOB MO MPUMEHEHHUIO Npenapara 00paTUTECh K CBOEMY JieHallleMy Bpady Wl
pabOTHHUKY anTEeKH.

4. BOSMOKXHBIE HEXKEJIATEJIbHBIE PEAKIIUHA

[Tono6HO Bcem JICKApCTBEHHBIM IMpernapartaM Ipenapat MOXET BbI3bIBAaTb HEXEJIATCJIbHBIC
p€aKkunu, OTHAKO OHH BO3HHUKAIOT HE Y BCEX.

Hemennenno obOparurech K Bpauy, ecin Bbl 3amernmian kakyro-aubo M3 cjaexyloumiux
Cepbe3HbIX HEKeJIATeJbHBIX peaKkumii:

OIPaHMYEHHBIA U NPEUMYIIECTBEHHO BPEMEHHBIH OTEeK (4achl WJIM JHH) KOXH HJIH CJIIM3UCTBIX
000/104€K, COMPOBOXKIAIOIIMICS MM HE COMpPOBOXAAIOLIMACS 3yJ0M (@aHTHOHEBPOTHYECKHUIt
orek). Ecim oTek nokanu3yercs Ha nule, rydax u rioTke, OH MOXKET MPHBOAUTD K 3aTPyIHEHHIO
TJIOTaHHSl U JIbIXAHHS.

leyme HEXEIAaTCIIbHBIE pEAKIIHH BKJIFOYAKOT:

Hapywenus co cmoponul Kodicu u noOKoICHOU KiemyamKu
Yacmoma neussecmna (menee 1 na 10 000 uenosex): peakuyu runepyyBCTBUTENbHOCTH (Takue
KaK CbIIb, KpallMBHULA 1 AaHTHOHEBPOTUYECKHUI OTEK).

Hngpexyuu u unsasuu

Yacmoma ne uzeecmna (menee 1 na 10 000 venosex): npucytctBue Bacillus clausii B KpoBu
(GakTepueMHs, CENTHLEMUS HITH CEIICUC), €CIIM CHUIKEHBI 3aLMTHLIE MEXAHM3MbI OpPraHu3Ma (CM.
pazznen 2).

Coobuyenue o nesiceramenbHbix peaxyusx

Ecnu y Bac Bo3HHKAIOT Kakue-TiH00 HeXeNnaTebHble peakLuu, TPOKOHCYIbTHPYHTECH C BPAuOM.
JlanHas pekoMeHaalus paclHpoCTPAHAETCS HA JIIOObIE BOSMOXHbIE HEXKelaTelbHbIe PEeaklHy, B
TOM YHCJIE HA HE MEepPEeUUCICHHBIE B JTUCTKe-BKaabime. Cooblinas o HexenaTeIbHbIX peaKlusx,
Brl nomoraere nonyuuts Gosblie cBeaeHHH 0 6€30MacHOCTH Mpenapara.
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5. XPAHEHUE ITPEITAPATA YHTEPOXKEPMUHA®

XpaHuTe npenapar B HEJOCTYIIHOM U HE3aMETHOM /s neTeil MecTe.
He npuMeHsiiTe mpemapaT IOCNIE MCTEUEHHs CPOKA TOAHOCTH,' yKa3aHHOIO: Ha ¢akoHe H

KapTOHHOM Mayke. Sy

JlaToii HCTeUeHHs CpOKa FOJHOCTH SIBJISIETCS NOCISAHNM EHb MeCsLa.

CpoK TOMHOCTH, yKa3aHHbIi Ha (akOHe W KapTOHHOH NAYKE, [PUMCHUM, TOIBKO CC/H
LEIOCTHOCTD YIAKOBKM U PAaBUIBHOCTh XPaHEHHs COOMIOACHDI.

Xpauure npenapat npu Temneparype He Boiue 30 °C.

He BoiOpachiBaiiTe W HE BbUIMBaWTE MpernapaTbl B KaHATM3ALMIO (BomonpoBoa). YTOYHHUTE Y
pabOTHUKA anTeKH, KaK W30aBUTBCA OT MpPErnapaToB, KOTOPbIC Gonblue He MOTpeOyIoTCs. DTH
MepbI MO3BOJIAT 3aLIUTUTE OKPYIKAIOLIYO CPEy.

6. COAEP)KUMOE YIIAKOBKHU U ITPOYUE CBEJEHHSI

Ooun ¢pnaxon npenapama Dumepooicepmuna® codepoicum

JIeHCTBYIOLMM BELIECTBOM SBJISIOTCA CIOPBI MONMPE3UCTEHTHOH K aHTHOMOTHKAM OaxkTepun
Bacillus clausii. BCoMOraTeIbHBIM BELIECTBOM sBJseTcss Boia ounmieHHas. OnuH (akoH
coaepxut 2 Mipa crop Bacillus clausii.

Buewmnuti 6uo npenapama Dumepooicepmuna® u codepaicumoe ynaKoeru
[Ipenapar mnocrtaBiseTcs B BHJE CyCNEH3WH Ul MpHEMa BHYTPb MO 5 mi1 BOo ¢uakoHe H3
nosusTHnena. [1o 10 hakoHOB BMECTE C HHCTPYKLHEH N0 MPUMEHEHHIO B KAPTOHHOH MaUKe.

IMopaaoK po3HHYHON peaTn3alMH JIEKAPCTBEHHOI 0 npenapara
Otnyckaercs 6e3 peuenrta Bpaya.

Jlep:kaTesib perHcTPALMOHHOTO Y10CTOBEPEHHS H MPOH3BOAHTEIb
CAHO®MU C.I1.A., BUAJIE EBPOIIA, 11 OPUJIDKUO (BA), UTAJINS

3a moboit nHdopMmamueil o mpenapare cieayeT oOpamarbes K JIOKaabHOMY MPEACTABHTEIIO
JepXKaTeNs PEerMCTPAllMOHHOrO YAOCTOBEpEeHHs (MPETEH3MH MOTPEOMTENIEH HANPABIATE 10

azapecy):

6 Pecnybauxe Benapyce:

IpeacraBurensetBo AO «Sanofi-Aventis Groupe» ®paniysckas Pecrybinka
220004, r. MuHck, yi. Iumutposa S, opuc 40,

ten.: +375-17-203-33-11,

ajzpec d1eKTpoHHOMN mouthl: Pharmacovigilance-BY @sanofi.com

6 Pecnybnuxe Kazaxcman u Keipevizckoti Pecnyoauxe:

TOO «Canodu-aBentuc Kazaxcran»

050013, r. Anmarsl, mpocriekt Hypcynran Hasapbaes, 187 b,

ten.: +7(727) 2445096,

Azpec 37IeKTPOHHOMH MOYTHI [0 BOMPOCAM K KaueCTBY Mpenapara: quality.info@sanofi.com
AJpec 31€KTPOHHOIA MOYTHI 110 Bompocam (papmakoHaa30pa:
Kazakhstan.Pharmacovigilance@sanofi.com
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Anpec 3MeKTPOHHOM MOYTHI 10 BOIPOCAM MEIMUMHCKOH HH(pOPMALIUH:
Medinfo.Kazakhstan@sanofi.com

6 Pecnybuxe Apmenus, Azepbaiiodcanckoii Pecnybiauke u Pecnyoiuxe I py3us:
azpec anekTpoHHo# nmoutsl: Gxp.Caucasian@sanofi.com

6 Pecnybnuxe Y3bexucman (V3bexucman, Typkmenucman, Taosicuxucman):
100015 Tawkent, yn. Oiibeka, 24, oducHsrii 610k 3 /1,

Tel.: (99878)1470344/45, paxc.: (99878)1470347,
Uzbekistan.Pharmacovigilance@sanofi.com
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