YTBEP/XKJIEHA

ITpukazom Ilpencenarens

PI'Y «KomureT Me TUIIMHCKOTO

1 (hapMareBTUIEeCKOT0 KOHTPOJIS
MuHuCTEPCTBA 3PaBOOXPAHECHUS
Pecnybnuku Kazaxcran»

OT «__ » 202 T.
No

HNHcTpyKUus 1o MeAMIMHCKOMY NPUMEHEHHI0
JieKapcTBeHHOTo nmpenapata (JIncTok-BKJIAABIIN)

Toprosoe HamMeHOBaHue
DurepoxepmuHa® Dopre

MexayHapoaHOe HEMATCHTOBAHHOE HA3BAHHUE
Her

JlekapcrBeHHasi ¢popma, 103MpOBKa
CycrieH3ust i1 IepopaibHOTO TPUMEHEHHS 4 MusuMapa/S mi

dapmakoTepaneBTHYECKas rPyImna
[TumeBapuTenbHbIA TPAKT U 00MeH BellecTB. [IpoTuBoaMapeiinbie, KUILIEYHbIE
IPOTUBOBOCHIAJIUTENBHBIE/ TIPOTUBOMUKPOOHBIE IpenapaTsbl. AHTHIUAPEHHBIE

MHKPOOPTAHU3MBI.
Kon ATX AO7FA

IHoka3aHus K NPUMEHECHUIO

- JleyeHHWe U TMpoUIAKTHKA HAPYIIEHUH MHUKPOQIOpPHl KHUIIEYHUKA M
MOCJIEYIOIIETO SHAOTEHHOTO aBUTAMHUHO32

- BCIIOMOTraTejbHasi Tepanus s BOCCTAHOBJIEHHUS MUKPOQIIOPH KHUILEYHHKA,
M3MEHEHHOW B pe3ysbTaTe JICUEHUsI aHTUOMOTUKAMU WJIM XUMUOTEPATTHH

- OCTpbIE€ WM XPOHUYECKHE >KEIyJOYHO-KUIIEYHbIE pPaCcCTpPOWCTBA y JETeH,
BKJIIOYAsi TPYAHOM BO3pACT, BbI3BaHHBIE KHUIIEYHBIM JUCOAKTEPHO30M
(IMCMHUKPOOMO30M) 1 ABUTAMHUHO30M

IlepeyeHn cBeIeHNIi, HEOOXOAMMBIX 10 HAYAJIA MPUMEHEHUSI
Ilpomuesonokazanusn

- MOBBIIICHHAS YYBCTBHTEJIBLHOCTh K aKTHBHOMY BEIIECTBY HMJIU KOMIIOHCHTAM
npenapara

Heooxo0umbie mepvl npedocmoposicHocmu npu npuUMeHeHuu
baxmepuemusi/cencuc



Coo0manoch 0 MOCTMAPKETUHTOBBIX CIIy4dasx OaKTepUEeMHH, CENTHIICMUU U
CEerncuca y MaleHTOB C OCJIA0JICHHbIM UMMYHUTETOM WJIM TSHKETOOOIBHBIX, a
TaKK€ y HEJOHOILIECHHBIX JAeTel. Y HEeKOTOPhIX OOJBHBIX B KPUTUYECKOM
COCTOSIHUU MCX0J1 ObLT JieTanbHbIM. Creayer uzberaTh NpUMEHEHUS Mpenapara
OHTrepoxkepMuHa® DopTe y ATUX TPYIII MALUEHTOB.

Mepwi npedocmoposicnocmu npu npuMeHeHuu

Bo Bpemsi sieueHuss aHTUOMOTHKAMU PEKOMEH]IYETCsl MPUMEHEHHE Ipenapara
MEK]ly BBEICHUSIMU aHTUOMOTHUKOB.

Jlroboe  mpuCyTCTBHE BHAMMBIX  4YacTUIl BO  (IakoHax Impemapara
OuTepoxepmMuHa® dopte oOycrmorieHo ckormieHusmu crop Bacillus clausii,
MOATOMY HMX HaJIM4YME HE O3HA4YaeT, 4YTO Mpemnapar MpeTepresa HW3MEHEHHS.
Berpsxaute dakoH nepes uCroib30BaHUEM.

B3aumooeiicmeusn ¢ Opyzumu nekapcmeeHHvIMU npenapamamu
JlekapcTBEHHbIE B3aUMOJECHCTBUSL B PE3YJIbTATE OJHOBPEMEHHOTO MpHEMA C
JIPYTUMH JIEKAPCTBEHHBIMU CPEICTBAMU HE U3BECTHBI.

Cneyuanvnvie npedynpexcoeHus

3anpeleH MHBEKIIMOHHBIM WM JII0OOOW JIpyroil myTh BBEJEHHUS Ipernapara B
CBSI3M C BBICOKUM PHCKOM TSDKENBIX aHA(PUIAKTUYECKUX PEaKIUW, TaKUX Kak
aHa(UIAKTUYECKH IIOK.

Bo Bpems Tepanuu aHTHOMOTHKAMU MpETapaT cleayeT MPUHUMATh MEXIY IBYMsI
MOCJe0BaTEIbHBIMU TPUEMAMHU J103bl AHTHOMOTHKA.

Bo epems 6epemennocmu u nakmayuu

B nHacTosiiiee BpeMsi HET JaHHBIX O NMPUMEHEHUU Mpernapara IHTEPOKEPMUHA
®opre i nedeHus: bepeMeHHbIX. [103ToMy HEBO3MOXKHO CAENaTh Kakue-JIn0o
BBIBO/IbI OTHOCHUTEJIHLHO 0e30MmacHOCTH MPUMEHEHUS npenapara
Durepoxepmuna® DopTe BO BpeMsi GEPEMEHHOCTH.

[Ipenapar Durepoxepmuna® @opre cleayeT MCIOIb30BaTh BO  BPEMS
OEpEeMEHHOCTH TOJBKO B TOM CiIy4ae, €Clu MOTEHIHaIbHas T0JIb3a JJIsl MaTepu
MEPEBEIINBAET MOTEHIUAIbHBIE PUCKU, BKIIFOYAsl PUCKH JJIA ILTIOAA.

B nHacTosiniee BpeMsi HET JaHHBIX O MPUMEHEHUU Mperapara JHTEPOKEPMUHA
@opTe BO BpeMsi KOPMIICHHS TPY/IbIO, O €0 BIUSIHUU Ha COCTaB IPYAHOT0 MOJIOKa
u Ha wianeHna. [lodTomMy HEBO3MOXXHO clelaTh KaKue-TuO0O BBIBOJIBI
OTHOCHTEIHLHO 6E30MIaCHOCTH NPUMEHEHUS npenapara Jurepoxepmuna® dopre
BO BpeMsl KOPMJICHUS IPY/IbIO.

I[Ipenapar Durepoxkepmuna® Dopre caeayeT HCIONL30BaTh BO BPEMS KOPMIICHUS
IPyAbI0 TOJBKO B TOM cCllyyae, €ClM MOTEHIMalbHAas MOJib3a JUIsl MaTepH
MEepEeBEIIMBACT TMOTCHIMAIbHBIE PHUCKH, BKJIIOYas PUCKU ST peOeHKa,
YHOTPEOISIFOLIET0 TPYAHOE MOJIOKO.

OcobenHocmu  61usAHUA ~ nNpenapama  HA  CNOCOOHOCMb  YHPAGIAMb
MPAHCNOPMHBIM CPEOCMBOM ULU NOMEHYUATLHO ONACHbIMU MEXAHUSMAMU
[Ipenapar He BAUSET Ha CIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIM CPEJICTBOM HITH

®

®

ABMXXYHIUMHCS MCXaHHU3MaMU.

PexomeHaanuu no npuMeHeHU IO
Pestcum oo3upoeanusn



B3pocnbim: 1 (hnakoH B eHb.

JetsiM, BKITIOYast TpyIHOM Bo3pacT ¢ 4 Henenb Ku3HU: 1 (JIakoH B JCHb.
Memoo u nymo 66edenus

Jlns mpueMa BHYTPh

Conepxxumoe (hakoHa MPUHUMAIOT 0€3 pa3BeACHUS WM Pa3BOAAT B BOJAE WU
JIPYTUX HAaMUTKaxX (HarpuMmep, B MOJIOKE, Yyae, aleIbCUHOBOM COKE).

OTOT mpemnapar MNpeJHa3HAYeH TOJIBKO i OphemMa BHYTpb. He BBOAUTH
MapeHTepaIbHO U HE MPUMEHSATH JIpyruM crocoboMm! JlekapcTBEHHOE CpPEeICTBO
JOJDKHO OBITh UCIOJIB30BAHO Cpa3y BO M30EKAHME 3arPSA3HEHUS CYCIICH3UU.

[nA npuema BHYTPb
He BBOAUTb UHBEKLMOHHO

Jlnumenvnocmo neuenun

[IpoAOMIKUTENBHOCTh  JICUEHUSI  ONPEACNSIETCS WHAWBHAYaJbHO  BpayoM.
PexoMeH10BaHa cieayromas MpoaoKUTEIbHOCTD JI€UEHUSI B 3aBUCUMOCTHA OT
MOKA3aHUs K TPUMEHEHUIO:

- JIeYEHUE HaApyUIEHHOM MHKPOQJIOpPbl KHIIEYHUKA U  MOCIEAYIOLIEro
HHAOTE€HHOTO aBUTAMUHO3a (BCIIEJCTBUE HAPYILIEHUS BCACBIBAHUS U YCBOCHHS
BUTAMUHOB B KHIIIEUHHMKE): MPU OCTPOM auapee 5-7 IHEH, Mpu XPOHUUYECKOU
nuapee 10 30 gHen;

- npoduiakTUKa HapYyMIEHUH MHUKPOQIIOPHl KHUILIEUYHHUKA W TOCIEAYIOIIErO
HHAOTE€HHOTO aBUTAaMHHO3a BO BpEMsl aHTHOAKTEPHAILHOM Teparuu: BO BPEMs
JCYCHUs] AHTUOMOTMKAMM M A0 | Hemenu moclie OKOHYAaHUS JICUYECHHUS
aHTUOMOTHUKAMU

- BCIIOMOTATEJIbHOE JICUEHUE JIJII BOCCTAHOBJICHUS MHUKPO(IIOPHI KUIICUHUKA,
W3MEHUBIICICS BO BpeMs JIEYCHUS] aHTUOMOTHKAMU WM XUMHOTEpAIUU: BO
BpeMs JICUCHUs] aHTUOMOTHMKAMU W A0 | Hemenu Mocje OKOHYAHUS JICUCHUS
AHTHOMOTHKAMH;

- JICUCHHE OCTPBIX KEIYJAOYHO-KHUIIEUYHbIE PACCTPOIMCTB y B3POCIBIX U JIETEH,
BKJIIOYAsl TPYJHOM BO3pacT, CBS3aHHbIE C OTPABJICHHWEM WM BbI3BaHHBIC
KHUILIEYHBIM JTMCOAKTEPUO30M (IMCMUKPOOMO30M) W ABUTAMHMHO30M: OCTpas
nuapes 5-7 nHeu;

- JICYEHHE XPOHMUYECKHX KEITYJOUHO-KUIIECYHBIX PACCTPOMCTB Yy B3POCHBIX U
JeTel, BKIIIoYasi TpyAHOM BO3PACT, CBA3AHHBIX C OTPABJICHUEM WJIM BBI3BAHHBIE
KHUIIEYHBIM  JUCOAKTEpHUO30M  (AMCMUKPOOHMO30M) U aBUTAMHUHO30M:
xpoHuueckas nuapes 10 30 n1Hei.

Mepbot, Komopoie He0OX00UMO NPUHAMD 6 CIyUae nepedo3uposKu




Ha mHacrodmumii MOMEHT KIMHUYECKHX NPOSIBICHUNA NEPENO3UPOBKU HE
3apEruCTPUPOBAHO.

Pexomenoayuu no oopawjenuro 3a KoHcynvmayuei K MeOUUUHCKOMY
PAOdOMHUKy 0114 PpasvACHEHUA Chocoda NPUMEHEHUA JIeKAPCHE6EHHO20
npenapama

B cinyyae BO3HMKHOBEHMS KaKHUX-JIMOO BOIIPOCOB KacaTeIbHO MPUMEHEHUS
JAHHOTO TIperapara CBSYKUTECh CO CBOMM JICHAIMM BPAdOM.

Onucanue HeKeJaTeJbHbIX peakIuii, KOTOpble MNPOSABJSIIOTCA MPH
crangapTHoM npuMmeHennu JII1 u Mmepebl, KoTopbie cieayeT NPUHATH B 3TOM
ciayyae

Yacmoma nHeuzsecmuna

Hnghexyuu u 3apasicenue napazumamu

- OakTepuemMusi, CeNTULIEMHUsI U cercuc (y MalueHTOB ¢ UMMYHOIS(DUIIMTOM HIIH
TSKET000JIbHBIX )

Hapywenus co cmoponbl Kodicu u n0OKOINCHbIX MKAHell

- peakuuu THUMNEPYYBCTBUTEIBHOCTH, BKIIOYAsl ChbIllb, KpPAaNUBHUIY U
AHTHOHEBPOTHUYECKUN OTEK

Ilpy  BOZHMKHOBEHMHM  HEXKeJATeJIbHbIX JIEKAPCTBEHHBIX  peaKkuui
o0pamiarbcs K  MEIULUHCKOMY Ppa0OTHHUKY, (apManeBTHYECKOMY
Pa0OTHUKY WJIHM HANpAMYH B HHPOPMAaMOHHYI0 0a3y [JaHHBIX M0
HEKeJIATeIbHbIM peakuusaM (AeiicTBUSAM) HA JIEKAPCTBEHHbIE Npenaparsl,
BKJII0YAs COO01ICHUS 0 HEI(P(PEKTUBHOCTH JIEKAPCTBEHHBIX NPENapaToB
PT'II na IIXB «Hannonanensiii LleHTp 3KCrIepTH3BI JIEKAPCTBEHHBIX CPEACTB U
MEIUUMHCKUX u3Aenuin»y KomuTeT MeauuumHCKOro u (papManeBTHYECKOro
KOHTpoJisi MunucrepcTBa 3apaBooxpaneHus Pecnyonuku Kazaxcran
http://www.ndda.kz

JlomoJiHUTE/IbHBIE CBEIEHUSA

Cocmae nexapcmeennozo npenapama

5 M1 (pIakoHa COIEPIKUT

axmusnoe eeujecmeo - Cnopsl Bacillus clausii, nonmpesucTeHTHBIE K
aHTUOMOTHKaM 4 MIIPJ,

8cnomozamenvHoe 6ewiecmao - BoJla OUUIICHHAS.

Onucanue éneuinezo uoa, 3anaxa, 6Kyca

benoarast onanecuupyomas >xujIKkocTh

dopma BbINYCKA U YIIAKOBKA

ITo 5 mu1 mpemapara pa3IuBarOT B OJHOI030BbIC (hIaKOHBI IMOJUATHIICHOBEIC. Ha
(b1aKOHBI HAKJIEUBAIOT ITUKETKUA CAMOKJICIOIIHUECS.

[To 5 unu 10 ¢grakoHOB BMECTE C MHCTPYKIIUEH MO0 MEIUIIMHCKOMY MPUMEHEHUIO
Ha Ka3aXCKOM M PYCCKOM $I3bIKaX MOMEMIAIOT B KAPTOHHYIO MaUKY.

Cpoxk xpaHeHust

2 rona


http://www.ndda.kz/

He npuMeHsTh 110 UCTEUEHUH CpOKa roAHOCTH !
Ycnoeua xpanenusn

Xpanutb 1pu Temieparype He Boimre 30°C.
XpaHUTh B HEJOCTYITHOM JJis JieTel mecTe!

YcioBus 0TIyCKa M3 alITEK
be3s peuenra

CBeieHHs 0 IPOU3BOUTEJIE

Omnemra Xenckea Uramus C.P.JI.

Anpec: Viale Europa, 11, 21040, Opumxuo, Utamus
Ten: +39 02. 39.39.1

E- mail: sanofiaventis_spa@pec.it

Jlep:kaTesib perucTPaliMOHHOI0 Y0CTOBEPEHUsI
Omnenna Xenckea Uramus C.P.JI.

Anpec: Viale Bodio, 37/B-20158 Mwunan, Utanus
Tem: +39 02. 39.39.1

HaumeHoBaHue, ajpec U KOHTAKTHbIE JaHHble (TeaedoH, IeKTPOHHASA
noyra) opraHusanum Ha  Tteppuropuu  PecnyOosmmkm  Kazaxcraw,

NpUHHMAaIoIIei NpeTeH3nH (mpensiosKeHust) o Ka4eCcTBY
JIEKAPCTBEHHBIX CPEACTB OT TMOTpeOUTE el H OTBETCTBEHHOH 3a
MOCTPErnCTPALHOHHOE HAO/II0leHUe 32 0e30MaCHOCTHIO JIeKAPCTBEHHOTO
cpeacTea

TOO "STADA Kazakhstan"

050011, Pecnny6nmka Kazaxcran,

r. Anmarsl, npocnekt CyiiinOaii, 1. 258B

ten.. +7 (727) 222 21 00

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


mailto:sanofiaventis_spa@pec.it

