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JIMCTOK-BKJIAABIII: HTHOOPMALIUA 1A MAIIMEHTA

Jloneauym, 2 mMr, Ta0JIeTKH

JiomepaMu/ia rHApPOXJI0PHI LAACTEDCTBA 3/IPABOOX]
i A Of 2072, £
Ilepex mpHemMoM Npenapara MOJHOCTHIO MPOYHTANTE JHCTOK-BKJIAbIN, MOCKOILKY B HEM -
coiep’KaTcsl BaXKHbIe /ISl BAC CBEJeHHA.

e Beerna npunuMaiiTe mpemapaT B TOYHOCTH C JIMCTKOM-BKJIAJBIIEM WIH PEKOMEHIALHMIMH
Jeqamiero Bpaya Wiv pabOTHHKA alTEKH.

CoxpaHuTe 3TOT JIMCTOK-BKJIaAbI. B03M0OXHO, BaM OTpeOyeTCs MPOYMTATH €T0 elle pas.

Ecnu BaM HyXHBI JONOJHHTENBHEIE CBEICHHS WM PEKOMEHAALMH, 0OpaTHTeCh K PabOTHHKY
anTeKH.

Eciu y Bac BO3HUKIIM KaKue-TH00 HeXelaTelbHbIe peakiiy, 00paTUTECh K JIeYalleMy Bpady Wil
paboTHUKY anTekd. JlaHHas peKOMEHAAlMs pAaCIpOCTPaHAETCs Ha JHOObIE BO3MOXHBIE
HEXeJlaTeTbHbIe peaKIiy, B TOM YHCJIe Ha HE NIePEeYHCIICHHBIE B pa3/elie 4 JIMCTKa-BKIa/IblIla.

e Ecii cOCTOsIHUE HE YIJIy4IIaeTCs MM OHO yXYALIaeTcs, 4epe3 2 JHSA BaM CleTyeT oOpaTUThCS K

Bpayy.

ConepxaHue JTHCTKA-BKJIAAbINIA
Yro u3 cebs npeacrasnset npenapat Jloneauym, Ui 4€ro €ro NpUMEHSIOT.
O uem cnexyer 3HaTh Nepe npueMoM npenapara Jloneauym.
[Ipuem npenapara Jloneauym.
Bo3MoxHBIE HEXXENaTeNbHbIE PEaKIUH.
Xpanenue npenapara Jloneauym.
CopepxuMoe yrakoBKH U MIPOYUE CBECHHS.

) W e b D

1. Yro m3 ceds mpencrapisieT npenapat Jlonexuym, 115 9ero ero NnpUMeHsI0T

JeficTByromum BemecTBoM mpemapara Jlomeauym sBiseTcs JIonepamMHua THAPOXJIOPHIL.
JlonepaMuia THAPOXJIOPH]T SBJISETCSA CPEICTBOM OT JTHAPEH.

HpenapaT .HOIICIIHYM INPpUMEHSIOT Y B3pOCJIBIX U JIeTEH B BO3pacCTe OT 6 neT 119 CHMIITOMaTHYE€CKOTO
JICYCHHU S OCTp0171 H XpOHPI‘IECKOfI Auapeu paznntmoﬁ 3THOJIOTHH.

HOHC}IH}’M TAKXXC IPUMEHAIOT JIA JICUECHHUS JUAPEH Iy TCHICCTBECHHUKOB.

Ecnu ymyuymeHnue He HacTyNWIO WIHM Bbl YyBCTBYETE YXyJ[IIEHHE, 4yepe3 2 IHS HEOOXOIUMO
o0OpaTHThCS K Bpauy.

2. O yem caexyer 3HaTh Nepea NpuMeHeHHeM npenaparta Jloneauym
He npuaumaiite npenapar Jloneauym:

* eciM y Bac (MJIHM y Balero pebeHKa) ajuieprus Ha JonepaMul Wild JoOble Ipyrue KOMIIOHEHThI
npenapara (epe4ucieHHbIe B pa3/iene 6 IMCTKa-BKIIa/IbIIa);

* eciH BBl (MM Bam peGEHOK) CTpajgaeTe KOJUTOM (BOCMAJICHUEM TOJICTOH KMIIKH) WM JIOOBIM
JAPYTHM BOCIAQJIMTENBHBIM 3a00/I€BAHUEM KUIIEYHUKA, HAIIPUMED S3BEHHBIM KOJIUTOM (SI3BEHHBIM
BOCIIAJICHUEM TOJICTOM KHIIKH);

* ecld y Bac (WM y Bamero pe0eHka) CHIbHAs Juapesi, pa3BUBIIAsACS BO BPEMsI WIH IOCIIE IpHeMa
aHTHOMOTHKOB;

* €CJIM Y Bac B3JyTHE XKHMBOTA WJIM KHIIEYHAs HEMPOXOAUMOCTD H/HJIM 3a110p;

* ecnd y Bac (MM y Bamero pebeHka) auapes, CONpPOBOXIAIOIIASCS JMXOPaAKOH M KPOBaBBIM
CTYJIOM (HanpuMep, OCTpast AU3EHTEPHS);

* He NpUMEHsITE mpemnapar y aereit 10 6 jet ( CM. Takxke HUXe nompaszaen «Jletu»);

» ecnu y Bac (Wi y Bamero pebeHka) OakTepHalbHOE BOCHATECHHE KHIIEYHHKA (SHTEPOKOJIMT),
BBI3BAHHOE [TATOr€HHBIMM MHKPOOPTraHM3MaMH, TAKUMH Kak canbMoHeuia (Salmonella), murena
(Shigella) n kamnuno6akrepun (Campylobacter).

Oco0ble yka3aHHus H MepPbI PEI0CTOPOKHOCTH

07.12.2022 CDS Loperamide oral v07 03 2022 Crpanuna 1 u3 7



' JloNeaUyM, Z MT, TAOJIETKH
Tekcr siMcTka-Bkaaasima (JIB) ettt

-~

Iepen MpUMEHEHHEM Mpernapara IIPOKOHCYJITHPYHTECh ¢ BpadOM MM PAOOTHHKOM affferu: V™
IIpenapar JlomeauyM cienyeT IPUHUMATE TOJBKO B COOTBETCTBHHM C NNOKa3aHHAMH, yKa3aHHBIMH B
pasaene 1 nuctka-Bknanwimua. He crexyeT mpeBsIaTh PeKOMEHIOBAHHBIE 103bI (CMOTPHTE pa3fien
3) ¥ IPOJOIKUTEIRHOCTD TpUeMa (2 AHS), TaK KaK y Bac MOXET BO3HUKHYTh TsDKE/as KHIICIHAsA

HENPOXOJMMOCTh HJIM CEepbe3Hble HapyIIeHHs CEpAEYHOro pPUTMA, BKIKOYAs YYalIEHHOE HWIIH
HEpHUTMHYHOE cepaleOueHue.

3ﬂ0yﬂ0TpeﬁJ’leHﬂe H HenmpaBHJIbHOE€ HCMOJIb30BAHHME JIONEpaMHJAa B Ka4ieCTBC 3aMCHHUTEJIA
OIMHOHNIOB

Coo6manocs 0 370ynoTpeOsieHMH M HENpPaBHJIBHOM HCIIONb30BaHMU IIPENApaToB, COMEPXKALIUX
JIoTIepaMu/l, B KA4eCTBE 3aMEHUTEIS OITMOM/IOB Yy JIUL C OIIMOM/IHOM 3aBUCUMOCTBIO.

Yanunenne uarepsaia QT

Coobmanock 0 HapylIEHHM CEPAEYHON NEATENHHOCTH, BKmodyas yanuHenue uHTepBana QT u
komiuiekca QRS (ma OKI') u mnupysTHyr0 IKEIyJOYKOBYIO TaXHKapJWIO, BbI3BAHHBIX
HepeI03UPOBKOii, B HEKOTOPBIX CIIy4asX CO CMEpPTEIbHbIM HCX010M. [lepeno3upoBKa onepamMmuioM
MOXET IIPOSBUTh PaHEee HE TMarHOCTHPOBaHHbIN CHHAPOM bpyrana.

He mnpeBblmaiiTe pekOMEHIyeMYIO 103y HW/WIM PEKOMEHAYEMYIO INPOAOKHMTEIbHOCTh JICUCHHS
IIpenapaToM.

HpoxoncyanupyiiTeCL ¢ Bpa4oM HJIH paﬁoTHHKOM aNlTEeKH Nepea nNpueMoM npenaparta:

* Ecmu y Bac CITU/I 1 BB miaHupyete npuHuMaTh Jlonequym Juis nedeHus quaped. Bl JOIKHEI
HEME/JICHHO NPEeKpaTHTh NpueM mpemnaparta Jlomeauym u oOpaTHTBCS K Bpady IpH IEPBBIX
IpU3HAaKax B3/yTUS XXUBOTAa. VMIMEIOTCS eIMHUYHBIE COOOLIEHUS O 3amopax ¢ IMOBBIIECHHBIM
PHCKOM TSDKEJIOT0 BOCTIAJIMTEIHHOTO PACIIMPEHHS TOJICTOM KUIIKH (TOKCHYECKHUH MErakoJoH) y
nanuedToB co CITU]]. Ouu cTpagany HHGEKIHOHHBIM BOCIIAJIEHHEM TOJICTON KHUIIKH (KOJIHUTOM),
BBI3BAaHHBIM BUPYCHBIMH U OakTepUaTbHBIMH BO30OYIMTENSMH, M HMX JIEYWIHM JIONE€paMuIa
THJPOXJIOPHIOM.

* Ecmn y Bac umerorcs 3a0osieBaHHMs NEYEHHM, TaK KaK NpPU HapyUleHHH (QyHKIMH II€4YEeHH
CYIIECTBYET BO3MOXXHOCTh OTHOCHTEIIBLHON NEPENO3UPOBKH, U, KaK CJIEIACTBHE, BOSHUKHOBEHHS
TOKCHYECKHX 3P HEKTOB CO CTOPOHBI IEHTPATHHONH HEPBHOM CHCTEMBI.

IIpn nuapee cnexyer Bo3MeIaTh MOTEPIO XKHUIKOCTH U COJEH (IJIEKTPOJIUTOB). DTO caMasl BaXKHas
YacTh JICYEHHS, MIOTOMY YTO JHapes MOXET NMPUBECTH K OOJIBIIMM NOTEPSIM JKHAKOCTH M COJIEH.
OcobenHo BaxxHo 310 i getedd. CyXocTb BO PTy MOXeT OBITh OJHHM M3 IPH3HAKOB NOTEPH
KUAKOCTH. B cnmyuyae o0e3BOXHMBaHHS y Bac WM y Bamiero pebeHKa MOXET Ha4daTbCs
TOJIOBOKpY>XKE€HHE M pBOTa. [lake B 3TOM cilyyae Haubojee BaKHOW MEpOH JICYEHHs SBIIAETCS
aJIeKBaTHOE BOCIIOJIHEHHUE XHUIKOCTEH U conel (mepopaiibHas perupaTalliOHHas Tepanus).

IIpenapar JloneauyM NpUMEHSETCS TOIBKO JUTS CHMIITOMATHYECKOTO JICYEHHUS IUAPEU, ITO O3HAYAET
YTO OH IIPUBOJMUT K IIPEKPAILECHHUIO JHaper, HO He yCTpaHseT ee Npu4uHy. [1o Bo3MOXKHOCTH cieyer
JICYNTh U IPUYMHY THApEH, IPOKOHCYJIBTHPYHUTECH C BalllUM BPa4yoM I10 3TOMY BOIPOCY.
Hetn
He npumensiite npenapat y nereii B Bo3pacte 10 6 ner (cM. Takxke mojapaszaen «He npunumaiite
npenapar Jloneauym»).
OmneIT MpUMEHEHHUs JonepamMu/Ia y AeTeil U MOAPOCTKOB B BO3pacTe 10 12 jieT orpanuyeH. Y ieTei B
Bo3pacte oT 6 10 12 net npenapat Jloneauym MOXKHO MPUMEHSTD TOJBKO 10 HA3HAYEHHIO Bpaya Ui
noj HabmoJeHHeM Bpaya (CM. paszen 3).
Bcerna xpanute npenapat B HEAOCTYITHOM JUIs IETEH MecTe.
IIpexpaTuTe npuem npenapara Jloneguym:
® eCiaM auapess He NpOXOAMT 4Yepe3 48 4acoB mocie mpuema mpenapara, - B 3TOM ClIydae
HEOOXO0MMO IPOKOHCYIbTHPOBATHCS C BPAuOM.
® KaK TOJIBKO CTYJI CTaHOBHTCS Oosiee 0GOPMIICHHBIM HIIM €CIH CTYJ OTCyTCTByeT Gosee 12
4acoB.
®  €CIIM BO3HMKAET 3a1op.
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e IpH MOSBIECHAU B3IYTHS )KUBOTA, 60JIEH B )KHMBOTE, CIa3MOB, TOUIHOTEL, 3ai0pa 1 Hapymenus
OTXOKIEHHS KHIIEYHBIX Ta30B (IIPU3HAKH KUIIEYHOH HEPOXOIUMOCTH)

JIpyrue npenapatsl H npenapar Jloneauym

Coobire BaueMy Bpady MM paGOTHHKY alTeKd, eCH Bbl (WM Baml PeOEHOK) MPHUHMMAETE,
HEJABHO TIPHHMMAIH MM MOXETE Ha4aTh IPUMEHSATh KaKue-Tubo Apyrue npenaparsl.

B 4aCTHOCTH, COOOGIIMTE BalleMy Bpady, €CiiM Bbl (HIM Ball PeGEHOK) NMpUHUMAeETe JO00H M3
CIIeIyIOIIMX IpenapaToB:

- purtoHaBup (npumeHstoT 11st Jedenns BUU-undpexnun);

- HTPAKOHA30JI WX KeTOKOHA30J1 (IPUMEHSIIOT JUISl JICYCHHs TPHOKOBBIX HHGEKIHIT);

- remdu6po3na (MPUMEHSIOT JUIs JIEYEHHS BBICOKOTO YPOBHS XOJIECTEPUHA B KPOBH);

- XHHMAMH (IPUMEHSIOT JUIS JIeYeHHs HapyLICHUH CEpAeYHOr0 PUTMA MITH MAJISIDHK);

- gecmonpeccuH (IIPUMEHSIOT VIS JIEYEHHUsI 4YaCTOTO MOYEHCITY CKAHHMS).

CremyeT 0u/1aTh, YTO Mpenaparsl OCAa0IAIOMUE MOTOPHKY JKEJTy J0YHO-KHIIIEYHOrO TPAKTa MOTy T
ycumBath 3¢ ¢eKTh! JonepaMu/ia, a MpenapaThl, yCHIMBAIOIIHE MOTOPHUKY JKEITy 109HO-KHIIEYHOTO
TpakKTa - 0CJIadJIATh.

BepeMeHHOCTD H rpy/iHOe BCKAPMJIHBAHHE

Econ BBl GCpeMeHHBI HJIIH KOPMHUTE TpPYyAbIO, OYMAETE, 4YTO 3aGCpCMCHeJIH, HJIH IUIAaHHPYCTE
6epCMCHHOCTb, nepea Ha4yajioM NpUMEHEHUS IIpe€apara HpOKOHCYHbTprﬁTCCL C JIe4aluM BpadyoM
HIJIA pa60'er<0M alITCKH.

He pexoMeHayeTcs IpUMEHATH mpenapat Jlomeauym Bo BpeMst 6€pEMEHHOCTH, OCOOEHHO B IIEPBOM
TPUMECTPE.

HeGonbinoe KoIM4eCTBO JlonepaMuJa BBIACIACTCS C TIPYAHBIM MOJIOKOM, IIO3TOMY HE
PEKOMEHOYETCA NPUMEHATD Ipenapar ﬂonemeM B IICpHOJ IPYAHOIO BCKapMJIMBaHHA.

anasnelme TPAHCIIOPTHBIMH CPE€ACTBAMH H paﬁo'ra ¢ MEXaHH3IMaMH

Bo Bpe€Ms JICYCHHA [OUHApPEH IIPE€NapaToM HOHCIII/I}’M MOXET BO3HHKHYTH TIOJIOBOKDPYXXCHHE,
YTOMIIAEMOCTD UJIX COHJIMBOCTD. HOBTOMy IIpY yIpaBJICHUHA TPAHCIIOPTHBIMH CPEACTBAMH H pa60Te
C ME€XaHU3MaMHi pEKOMEHOYETCS coOI01aTh OCTOPOXXHOCTbD.

IIpenapat JlonmeanyM coAep»KHMT JIAKTO3y H HATPHI

Ecmu paHee Bpad YCTAaHOBHMJI, YTO Y BaC HEINCPEHOCHMOCTb HEKOTOPBIX Caxapos,
HpOKOHC}’JIbTprtiTCCL C BpayoM, IIpEeXAe 4Y€M HavaTh IPUEM IIperiapara.

[Ipenapar Jloneauym coaepxut MeHee 1 MMoub HaTpus (23 Mr) B 0HOM TablIeTKe, TO €CTh ABIAETCS
NPaKTHYECKH HE COAEp)KAIUM HATPHUS.

3. Ilpuem npenapata Jloneauym

Bcerna mpuHHMaiiTe mpemnapar B MOJHOM COOTBETCTBUM C JIaHHBIM JIMCTKOM-BKJIAJIBILIIEM HIIH C
pEeKOMEHJAIMsIMA Bpaya HWIM pabOTHHKAa anTekH. B ciyyae BO3HMKHOBEHHS BOIIPOCOB
HNPOKOHCYJIETHPYHUTECH C JIEYAIlUM BPAuOM.

PexoMenayembie 103b1

[Ipu Tsxkenoit nuapee, CBA3aHHOM C OONBIION MOTEpEH >XUIAKOCTH, BaM IIPEXIE BCETO HYXKHO
BOCHIOJNHATH ACPHUIMT >XUIKOCTH U IJIEKTPOJIMTOB. Y MIAACHIEB M HETEH IOTEPIO XHUAKOCTH
NPEANOYTUTEIBHO BOCIOIHATE IyTEM MEPOPATbHON perupaTaliMOHHON TEPANMH HIIM C ITOMOIIBIO
BHYTPHUBEHHOTO BBEICHHS PAcTBOPOB 3NIEKTPOJUTOB (cM. paznen «Ocobble ykazaHHs M MEDEI
IPEIOCTOPOKHOCTHY).

B3poc.bie:

Ocrtpas nuapes

Hauanbnas no3a cocrasisieT 2 TabneTku (4 Mr), 3ateM mpuHHMaroT 1o 1 tabnetke (2 Mr) mocie
Ka)XJIOT0 3MH30/1a XHUKOro cTyna. He npesblmaiiTe MaKCHMAbHYIO CyTOYHYIO 03y 8 TabneTok (16
MT).

XpoHudeckas nuapes
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HauansHas 103a cocTaBiseT 2 TabneTku (4 Mr) B CyTKHM; Jaiee 103y KOPPEKTHPYIOT A0 MOMCHTA
nostBIeHHs OT 1 0 2 JMH30[0B HOPMANBHOTO CTyja B CYTKH, YTO OOBIYHO JOCTHIACTCH MyTEM
IPUMEHEHHs MO/UIePKUBAIOLIEH 03bI, COCTaBNAIOMIEH oT 1 10 6 tabnerok (ot 2 mr g0 12 mr) B
cyTku. He mpeBblmaiiTe peKOMEHIyeMblE MAaKCUMAJIbHBIE JI03BL.

MakcuManbHasi 103a IpH OCTPOil M XPOHUYECKOH auapee cocTasiseT 8 Tabnerox (1 6 MI) B CyTKH.
JleTH B OAPOCTKH B Bo3pacTte oT 6 10 17 jer:

Octpas auapes

HauaneHas m03a coctasisier 1 Tabnerky (2 Mr), 3areM IpuHHMAOT mo 1 Tabnetke (2 Mr) mocne
KaXXJIOTO SMH30/1a XUAKOTrO CTyJIa.

XpoHHYECKas auapes

Hauanbnas no3a cocrasiser 1 Tabnerky (2 Mr) B CyTKH; Jajiee 103y KOPPEKTHPYIOT 10 MOMEHTa
HOSBIEHUS OT 1 10 2 3MU30[0B HOPMAIBHOTO CTyJIa B CYTKH, YTO OOBIYHO JOCTUIaeTCs MyTEM
IIPEMEHEHHs MOJIepXMBaoNIe 103bl, cocTaBisomeit ot 1 1o 4 Tabnerok (ot 2 mr g0 12 Mr) B
CYTKH.

MakcumaipHas /1032 IIpH OCTPOi U XPOHUYECKOH auapee y J€Ted pacCUMTHIBAETCS B NIEPECYETE HA
Mmaccy Tena (3 Tabierkn/20 Kr Macchl Tena/CyTKH).

OnkIT IpUMeHeH s Mpenapara y JeTeil i MOAPOCTKOB B BO3pacTe 10 12 JieT orpaHHYeH.
JleTsMm B Bo3pacte oT 6 10 12 net npenapar He NpUMEHATH 0€3 Ha3HAYEHUS Bpaya.

Huxoraa He JaBaiitTe AeTsiM mpenapara 6oJiblle MAKCHMAJIbHOH pPeKOMeHIyeMOH CyTO4YHOH
03b1 HA KWJIOTPaMM Macchl TeJia!

Cnocod npumeHenust

TabneTku rI0TalOT HEJTUKOM (HE pa3)KeBbIBasi) M 3alIMBAIOT JOCTATOYHBIM KOJHYECTBOM JXHAKOCTH
(HampuMep, CTaKaHOM BO/IbI) XHIKOCTBIO.

IIpogo/KHTEILHOCTH IPHEMA

[IpunumMaiite npenapar Jloneauym He 60see 48 yacoB 6e3 KOHCYJILTAIIMU C BPAYOM.

Eciu octpas jmuapess coxpaHsercss nocie 48 4dacoB JieUeHHs IpenaparoM, MPEeKpaTHTE MPHUEM
npenapara 1 0OpaTHTECh K Bpayy.

IIpuem npenapata Jloneauym cieayeT IPEKPaTUTh, KaK TOJIBKO CTYJI CTaHET 6oiee 0pOpMIICHHBIM,
WM TIPU OTCYTCTBHH cTyJa 6onee 12 gacos.

[IpOKOHCYILTUPYHTECH ¢ BPauoOM, €CIIM y BacC CJIOXHIIOCH BIedaTieHHe, 4To 3 deKT mpenapara
JlonenyM CITMIIKOM CHJIBHBIN MM CITHIIKOM ClaObIi.
Ecau Bl npuHsau 6oabme Tabdaerok npenapara Jloneanym, 4em cJieioBajio
Heme uieHHO 0OpaTHTECh K Bpayy WM B Omxaiinyto 60iabHHUIYY. MOryT BOSHUKHYTh CIEIyIOIIHE
CHMIITOMBI:
— 3aTOPMOXKEHHOCTh, HapyIIEHHEe KOOpPAMHALMHM IBM)KEHHH, COHJMBOCTh, CYXXCHHE 3payvkoB
(MHO3), pUTHAHOCTH MBILIL, HApYLIEHUE bIXaHHUS;
— y4YalleHHOE cepAueOreHne, HEPEryIapHoe cepaueOueHne, U3MEHEHHUs B cepaLeOHeHun (9TH
CHMIITOMBI MOTYT HMETH [IOTEHIIHATIBHO CEPhE3HBIE, OIIACHbIE JUIS KM3HH MOCIIENCTBHUA);
— 3arop, HENPOXOIUMOCTh KHIIIEYHHKA, 3aTPyAHEHHE MOYEHCITY CKAaHHS.
V nerteii peakius Ha IPHEM CITMIIKOM OOJBIION 103! ITpenapaTa 0oJiee BBIpaXKeHa, YEM Y B3POCIIbIX.
Ecnu peGeHOK MOJydMJI CIMINIKOM BBICOKYIO 03y Ipenapata Jlonmeauym MM y HEro MOSBHIICH
KaKo#-JIM00 U3 yKa3aHHBIX BBIIIE CUMIITOMOB, HEOOXOUMO HEMETIEHHO OOPAaTHTLCA K Bpady.

Ykasauus [uisi MEIMIHHCKHX PaOOTHHKOB

[Ipu3Haku Nepeso3MpOBKH TMAPOXJIOPHAA JoNepamMuia (OTHOCUTENBHON MNePEeI03UPOBKH) TAKXKE
MOI'YT BO3HHKATh BCJIEJICTBHE HapylIeHUs QYHKIMM nedeHH. JleyeHue 3aBHCHUT OT CUMIITOMOB
Nepelo3UPOBKY M KIMHMYeCKOH KaptuHbl. Cienyer mpoBoauTh MoHuTopuHr OKI' mamueHTta B
OTHOIIEHHH yBenuyeHus uureppana QT.

IIpu NOSBJIEHUH MIOCIIE IEPENO3UPOBKH CUMITOMOB co ctopoHbl [THC B KayecTBe aHTHI0Ta MOXKET

OBITh HCIOJIH30BAaH AHTArOHHUCT OMHUOHNJIOB HAJIOKCOH. HOCKOJIBKy IPOAOJDKUTEIIbHOCTD JEeNUCTBUSA
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norepamMuia GoJIbIIE, YeM y HAJIOKCOHA, MOXKET OBITh MOKa3aHO IIOBTOPHOE BBECHHUE HANOKCOHA.
Tl05TOMY 3a TAIMEHTOM CJIEMYET yCTAHOBUTD TIIATENBHOE MEMIMHCKOE HAOIOICHHE B TEUEHUE
KaK MHHEMYM 48 9acoB, 4TGB! 0OHAPYKUTH BO3MOXKHOE (IIOBTOPHOE) BOSHHKHOBEHHE CUMITTOMOB
nepeno3upoBku. Ecmu B Teyenme 10 MuHYT He HaOmoJaeTcs HUKAKoro sddexra, HE0OX0UMO
paccMOTpeTh APYTyH0 BO3MOXHYIO NPHYMHY YXYIUIEHHS COCTOsHHMSA. B ciydae yrHeTeHus
JBIXaHHUS MOXET NOTPeBOBaThCS KCKYCCTBEHHOE MOIEPXKAHKE QYHKINH JIETKHX.

JUns ynaneHus OCTaTKOB IMpemnapata M3 JKeldyJKa IIpd HEOOXOIWMOCTH MOXHO MPOBECTH
MPOMBIBaHHE XKEIy KA.

Ecau BbI 3206114 NPUHATH Npenapat Jloneauym
He npuHuMaiiTe 1BOHHYIO 103y, YTOOBI KOMIIEHCUPOBATH MPOIYICHHYIO 103y .

TTpy HAJMYMK BOTIPOCOB IO TIPUMEHEHHIO TIpernapaTa 00paTHTeCh K JiedaleMy Bpady Wi pabOTHUKY
anTeKH.

4. Bo3MoxHbIe HexelaTeIbHbIe PEAKIHH
[TomoOHO BceM JIeKAapCTBEHHBIM —MpemaparaM mpenapar Jlomeamym MOXET — BbI3BIBaTh
HE)XeJaTeIbHbIE PeaKkIiK, OJJHAKO OHH BO3HUKAIOT HE y BCEX.

Haubonee dyacTeiMH HeXeaaTeTbHBIMHU p€aknusiMH, O KOTOPBIX COO0IIAIOCh B KIIMHUYECKHUX
HCIIBITAHUAX, OpUTH 3arop, TOIIHOTa, METCOPU3M, I'OJIOBHASA 00JI1b U T'OJIOBOKPYXCHHE.

Crenyromue HeXearellbHble peakilii HaOII0JalIiCh B KIIMHUYECKUX HCIIBITAHUSAX H TOCJIE BbIXOJa
npenapara Ha pbIHOK:

Yacto (MOryT BO3HUKATH He Ooiiee ueM v 1 yenoseka u3 10):
- TOJIOBHAs 00J1b, TOJIOBOKPY KEHHE;
- 3a10p, TOUITHOTA, METEOPU3M.

Heuacro (MoryT Bo3HMKaTh He Oosiee yeM v 1 yenoBeka u3 100):
- COHJIMBOCTb;

- 00JIb B XXHBOTE, TUCKOM(OPT B KHUBOTE, CYyXOCTh BO PTY,

- 60JIb B BEpXHHX OT/IEJIaX )XUBOTA, PBOTA,

- TUCTIETICHYECKUE HapYIICHHS,

- CBIIIb.

Peaxo (MOryT Bo3HHMKATh HE Oojiee yeM y 1 yemoBeka u3 1000):

- B3JIyTHE )XHBOTA,

- peaKkIM{ THIEPYYBCTBUTEILHOCTH HJIH AJUIEPrHuecKue peakuuy (aHaQHIaKTHYECKME DEaKIHH
(BKJIOUas aHaUITAKTHYECKHH 10K), aHAQHIIaKTOUTHBIE PEaKIUH;

- MOTeps CO3HAHHsA, CTYIOp, YTHETEHHE CO3HAHMS, MOBBIIMICHHBIH MBIIIECYHBIH TOHYC, HApyIIEHUE
KOOpAMHALIHUH;

- Cy>K€HHE 3pavyKoB (MHO3);

- KMIIEYHas HEMPOXOAUMOCTh (BKJIOYas (YHKIHOHATBHYIO KHIIEYHYIO HENPOXOJMMOCTH),
pacIIupeHre TOJICTOrO KHIIEYHHKa (MErakoJIOH, BKJIIOYas TOKCHYECKHH METaKOJIOH),

- MOpaXeHUs KOXH, MPUBOAAIIME K  oOpa3oBaHHMIO Iy3blped  (BKIIXOYas  CHHIPOM
CruBenca-J/[PKOHCOHA, TOKCHYECKH STHIEPMAIbHBIN HEKPOJIU3 U MHOTO(OPMHYIO 3pHTEMY ), OTEK
KOXH HJIM CJIIM3UCTHIX 000JI0YEK M3-3a HAKOIJIEHHS XHAKOCTH B TKaHSAX (QHTMOHEBPOTUYECKHM
OTeK), 3yJ, KpauBHUIIA;

- 3a/ep)XKa MOYH;

- YTOMJIIEMOCTb;

- JOKEHHeE A3bIKA (0TMEYAIOCh TOJIBKO IS TA0JIETOK, TUCTIEPTUPYEMBIX B OJIOCTH PTa)

Hen3BecTHO (4aCTOTY HEBO3MOXHO ONPEACIUTh HA OCHOBAHUY UMEIOIIMXCS JAHHBIX):

- OCTpOE€ BOCHAJICHUEC HOI[X(CJTyI{O‘lHOf;I XKECJIC3bI (OCprIﬁ HaHeraTI/IT), KOTOPpO€ HMEET TaKHC
CHUMIITOMBI, KakK 601 B BerHCﬁ 4YyaCTH J>XHBOTa, 00JIb B JKHMBOTE, OTJarollas B CIHHY,
00JIe3HEHHOCTh IIpH NPUKOCHOBCHHUH K XXHUBOTY, JIUXOPAIKa, yqameHanTI nyJbC, TOIIHOTA, pPBOTA.

HpI/I BO3HHKHOBEHHMH JI000H M3 3THX HEXeJIaTebHbIX peaxunﬁ MIPEKPATUTE HCIHOJB30BAHHEC
npenapara  HEMEAJICHHO 06paTI/ITCCL 3a MEJIMIIMHCKOM MOMOLIBIO.

07.12.2022 CDS Loperamide oral v07 03 2022 Crpanuua 5 u3 7



.

JIOTIEIUYM, £ MT, TAOJIETKH 11
TekcT nucTka-BKiaabia (JIB)

ecl

JleTH ¥ NOAPOCTKH e K Beia) =
Be30macHOCTh JIOMEpaMuaa THAPOXJIOpHIAa y JeTed Obula H3ydeHa B 13 KIMHHYIECKUX
ACCIIEZIOBAHHAX, C yYacTHeM B obmeit cnoxsocTd 607 nereil B BO3pacTe OT 10 mueit mo 13 ner.
Hexenare/bHbIC PeakiuH, KaK MpaBuiIo, ObUIH TAKMMH K€, KaK y B3pOCIBIX H J€TeH OT 12 ner u
cTapiue.

Coo0meHHe 0 HeXKeJIaTeJIbHBIX PeaKIMsAX

IIpy BO3HMKHOBEHHH JIFOOBIX HEeXKeEIATEIbHBIX peaKiuii 00paTuTeCh K BallleMy JieHalleMy Bpady HiHd
MEIMUMHCKOM cecTpe. JlaHHas peKOMEHJAUMs pPAclpOCTPAHSAETC Ha JIOOBIC BO3MOXHBIE
HeXeJlaTeJbHbIE PeaKIiK, B TOM YHCJIe Ha HE IIEPEYHCIICHHBIC B JTAHHOM JIMCTKE-BKJIA/IbIIIC.
Coo61mast 0 HeXxeIaTeNbHBIX PEaKIHsAX, BBl IOMOTaeTe MOIy4HTh O0IbIle CBECHUH 0 0e30MacHOCTH
npernapara.

5. Xpanenne npenapata Jloneauym

XpaHuTe npenapar B HEAOCTYITHOM Ui pebeHKa MecTe TaK, YTOObl peOEHOK HE MOT' YBUJIETH €T0.
Cpoxk rogaocTu npenapara Jlonenuym - 5 ner.

He mpumeHsiiTe mnpenapar mo HCTEYEHHH CPOKAa IOJHOCTH, YKa3aHHOTO Ha KapTOHHOM mMavke W
6muctepe. JlaToi HCTEUEHHUS CpOKa FOJHOCTH SIBJIAETCS MOCIEAHMH JEHb YKa3aHHOI0 MecsLa.

XpaHuTe JIeKapCTBEHHBIN Mpenapar InpH Temmneparype He Boie 25°C.

He Bri6pachIBaiiTe npenapar B KaHAJIM3alKIO WK OBITOBBIE OTXO/IbL. Y TOUHHUTE y paOOTHHKA AlITEeKH,
KaK CleJyeT yTHIM3HPOBaTh MpemnapaT, KOTOpblid Oosblue He moTpedyercsa. DTH Mephbl MO3BOJAT
3aIIMTUTH OKPYKAIOIIYIO CPELy.

6. Copepkumoe yNaKkoBKH H NPOYHe CBeIeHHS
CocTaB J1eKapCTBEHHOI0 MpenapaTa:

Leucmeyrowee seuecmeo:
HeﬁCTBy}OIHHM BEIICCTBOM IIp€napara sBJIICTC JionepaMua rTi ApOXJIOPHA.
Kaxxnas TabneTka COACPXHUT 2 Mr JjonepaMyaa ruApoxjiopyuaa.

Bcnomozamenvhvie gewecmsa:

KanpLus rugporeHdocdar uruapar,
HaTpHs KpaXMaJITIHUKOJIAT (TUIl A),

JIaKTO3a MOHOTHpAT,

MarHus creapar,

KyKYpYy3HBIi Kpaxmall,

KPEMHHUS JUOKCH KOJUTOUIHBINA O€3BOJHBIN.

Onucanne BHeNIHero BUAA:

bernbie unu moutu Gesnble Kpyriible TaONIETKH ¢ POBHOH BBITYKJIOH NOBEPXHOCTBIO € OJIHOM CTOPOHBI,
C IpyTro# CTOPOHBI — PUCKA.

XapakTep H coaepKHMOe YIAKOBKH

10 Tabnerox B Onucrepe M3 monunponuieHa/amomunus. [lo 1 Gaucrepy B ymakoBKe BMECTE C
HMHCTPYKLIMEH 110 TPUMEHEHHUIO B KAPTOHHOH MayKe.

JepkaTe/ib perncTpalHOHHOTO YI0CTOBEePEeHHs

I'excan AI', Unnycrpuintpacce 25, 83607 XonsukupxeH, ['epmanus.

IIpousBoauTeb:
Camorac ®apma ['M6X, Otro-don-I'topuke-Annee 1, 39179 bapneben, 'epmanus.

3a moboit WHpoOpManuMelr o mpenapare cleayeT oOpamarbCs K JIOKaJIbHOMY IPEJICTABUTEINIO
JiepIKaTeNs perucTPalMOHHOTO YAOCTOBEPEHHUS:

Pecny6mmka benapycs

ITpencrasurensctBo AO «Cannos ®apmackroTukans 1. a.» (Cnoenus) B Pecrry6nuke benapycs,
220141, r. MuHck, yin. Akanemuka Kynpesuua, 3, momemenue 49.

ten.: +375(17) 370 16 20,
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dakc: +375 (17) 370 16 21
e-mail; drugsafety.cis@novartis.com.

YcaoBus OTIIYCKA U3 AlITEK

Ortmyckaercs 6e3 penenra.

JlaHHBIH JIHCTOK-BKJIAABII EPECMOTPEH:
11/2022 r.

IIpoune ncrounnkn nHGpopManuu

IMTonpo6Hble cBenieHHs O JAHHOM IIpenapare CoepXKaTcs Ha BeO-canTe:
https://www.rceth.by/Refbank.
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