KpaTKaﬂ XapakTepuctTuka nekapCcrtBeHHOro npenaparta

1. HA3BAHME JIEKAPCTBEHHOI'O MNMPEMAPATA
Nunekc® dopte Kancynbl
2.  KAYECTBEHHbIA U KOJIMYECTBEHHbLIVN COCTAB

OpHa kancyna cogepXuT NMonnmampoBaHHbIE MOSIOYHOKUCIbIE BakTepuu:
= He meHee 1x10° konoHneobpasytowmx eguHnL, Lactobacillus acidophilus
* He meHee 1x10° KonoHueobpasyowmx eguHuny, Bifidobacterium animalis subsp. lactis.

Bcriomo2amernbHble seujecmea yka3aHbi 8 pa3desie 6.1.
3.  ®OPMA BbIlTYCKA

Kancynbl.

BHewHun Bng Kancyn: 6enbiv KOpnyc, XXenTtasi KpblLka.

Cogepxumoe Karncynbl: MOPOLIOK OT CBeTno-6exeBoro [0 CBETNO-pPO30BOr0 LBETa C
BKpanneHnsmm 6onee TEMHOro OTTeHKa.

4. KnuHunyeckme ocobeHHOCTU

4.1 TloKkasaHus K NPUMEHEeHUI

JlnHekc chopTe coaoepxuT ABa WwTamma npobroTudeckmx GakTepui, KoTopble CrnocobCTBYOT
YCTaHOBNEHMIO N NOAAEPXKAHWUIO paBHOBECUS U OYHKLUMM KALLEYHOM MUKPOOOoPLI.

JlnHekc bopTe MpuMMeEHSETCA Yy  B3pOCNbIX, NOOPOCTKOB WU AOeTen B Ka4yecTBe
NpounNaKTUIECKOro 1 noaaepXuBarLLIero cpeacTsa Npu_avapee, MeTeopusMe U Apyrux
pacCcTpONCTBax NULLEBAPEHNS, BbI3BAHHbIX:

- BUPYCHbIMWN N BakTepuanbHbIMU MHAEKUUAMM XKENYAOHHO-KULLEYHOro TpakTa y AeTen u
B3POCbIX (TAKMMU KaK poTaBMpPYCHbIE MHPeKUUN, aAnapesi nyTelweCcTBEHHNKOB);

- NeYeHneM aHTUMMUKPOOHbIMK nNpenapaTamun (aHTUBMOTMKaAMW U APYTUMU CUHTETUYECKUMU
aHTUMUKPOOHBIMK NpenapaTtamun);

- NIly4eBoOW Tepanunen opraHoB OPOLLHON NOSIOCTU 1 Tasa.

JlnHekc chopTe ucnonb3yeTcsl y B3pOocbiX M NOAPOCTKOB cTaplue 12 ner:

- B KayecTBe MNOAAEPXKMBAlOLLEro cpeactsa BO BpeMS CTaHAAPTHOW 3paauKaLMOHHOM
Tepanuu nHdekuum Helicobacter pylori;

- ANs yNyYlWeHUsi COCTOSIHUA Npw 3anopax.

4.2 [Oo3bl u cnocob NnpuMeHeHus

g03bl

Ucnonb3oeaHue e kayecmee npodpunakmuyeckozo u noddepusarouje2o cpedcmea
npu duapee, Memeopu3sMe u Apyaux paccmpolicmeax nuujesapeHusi

B3pocnble n nogpoctkm ctapwe 12 net: 1 kancyna 1-3 pasa B AeHb (B 3aBMCUMOCTU OT
TSXKECTU CUMMNTOMOB).

Oetn ot 2 oo 12 net: 1 kancyna 1-2 pasa B AeHb (B 3aBUCUMOCTU OT TAXECTU CUMNTOMOB).
Oetu ot 1 roga Ao 2 net: 1 kancyna 1 pa3 B AeHb.

Kancynsl JInHekc popTe MOXHO NPUHUMATL 0O UCHE3HOBEHUSA CUMMTOMOB.
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Ecnu gmnapes npopomkaetca fonblie 2 AHEW UM COCTOSIHME He ynydlwlaeTcs, nauueHT
OOIDKEH 06paTnTbCs K Bpayy.
Mpun camoneveHnn gnapen o4eHb BaXXHO BO3MELLATb MOTEPHO XKMAKOCTM N 3MEKTPOSIUTOB.

JleueHnve gnapen y geten mnaguwe 6 net npoBoAAT No4 MEANLMHCKUM KOHTPOSIEM.
Oetam mnagwe 1 roga He pekomeHayeTcs npuem kancyn JluHekc dopTte. Ona atoun
BO3pacCTHOW rpynnbl pekoMeHayeTcs npuem 6onee noaxoasawmx opm Bbinycka npenapara.

Ucnonb3oeaHue 8 kayecmee noddepkusarouje2o cpedcmea 80 epeMsi cmaHOapmMHoU
apadukayuoHHolU mepanuu uHgekyuu Helicobacter pylori u 0dns yny4dweHus
COCMOSsIHUS Npu 3anopax

B3pocnbie 1 nogpocTku cTapie 12 neT: 1 kancyna 3 pa3a B A€Hb.

Kancynbl JlnHekc hopTe MOXHO NPUHUMATbL 4O NCYE3HOBEHUS CUMMTOMOB.

Ecnu npobnembl ¢ 3anopamu ansTcsa gonblue 7 AHEW, NauueHT A0oKeH obpaTuTbCs K Bpady.

MauveHTam Cc  3anopamMu  criegyeT  pekomeHaoBaTb — ynoTpebnsaTe  340pOBYHO
c6GanaHcupoBaHHYO NULLY, 4OCTAaTOYHOE KONMMYECTBO MULLEBbLIX BOMIOKOH, NUTb AOCTATOYHOE
KONTMYECTBO XMOKOCTU, BECTU (PU3NYECKN aKTUBHbIA 06pa3s xM3HM U BblpaboTaTb NPUBbLIYKY
OMOPOXHSATb KMULLIEYHUK MPUMEPHO B OAHO U TO e BPeMsi CYTOK.

Cnoco6 npumeHeHunA

IOns npuema BHyTpb. Kancynbl JlnHekc copTe cnegyet npuHMMaTtb BO BpeMsi efbl. JTO
obecnevnTt MakcumanbHyto 3EKTMBHOCTL Npenapara.

PekomeHngyetca npuHumath JlMHekc ¢popTe He paHee yem 4vepe3 3 4yaca nocne npuema
aHTMOMoTMKA.

JInHekc hopTe HeNb3a NpMHMMaTb OAHOBPEMEHHO C ankoroniemM Umn ropsynuMmn HanmTKkamm.
[na Tex, KTo He yMeeT Ui He MOXET MPOrnoTUTbL Kancyny, Kancyny HeobXoaAnMO BCKPbITb,
BbICbINAaTb COAEPXKMMOE B FNIOXKKY U CMeLLaTb C HEOOMbLUMM KONMYECTBOM XUAKOCTMU.

4.3 NMpoTuBonoKasaHus

MMnepyyBCTBMTENBHOCTDL K EMCTBYIOLLIEMY MW BCMOMOraTesibHbIM BELLLECTBAM npenapara.
HenpoxoaumocTb NuweBapuTeNbHOro TpakTa.

Mepdopauns nnmn puck passutus nepdoparmm NULLEBapUTENBHOrO TpakTa.

4.4 Ocobble yKkazaHus U Mepbl NPefoOCTOPOXHOCTH

Mepen Havyanom npuema npenapaTta HeobxoaMMa KOHCybTauusa ¢ BpayoMm, ecrnu:

- TemnepaTtypa Tena npesbiwaet 38 °C;

- B Kane npucyTCTBYeT KPOBb UMK Crn3b;

- Awnapes npogosmkaetcsa 6onee ABYX AHEW;

- Qunapesi HOCUT TSXenbl XapakTep W CONpoBOXAaeTcs 00e3BOXMBAHWEM U NoTepen
Macchbl Tena;

- Qunapesi ConpoBOXAaeTcs CUMbHbIMN BONSMN B XXUBOTE;

- BO3HMKaeT Aauapes W uMelTca gpyrme Tskenole 3aboneBaHuns  (KpUTUYeckue
3aboneBaHns, Hanuune CTPYKTYPHbIX aHoManun cepgua, Hanuvume LeHTpanbHOro
BEHO3HOro KaTeTepa);

- MMeTCHA HapyleHns paboTbl MMMYHHOW cucTembl (Hamp., B pesynbtarte nHdekunn BUY
UNu NposBefeHns MIMMYHOCYNPECCUBHOW Tepanuu);

- MMeeTCH HapyLleHne KuleyHoro bapbepa (Hanp., Npy CUHAPOME KOPOTKOW KULLIKW).

Ovapes
Mpn nevyeHnn gnapen o4eHb BaXXHO BO3MELLLATb MOTEPHD XKUOKOCTU U SNEKTPONNTOB.

3anopsl

MaumeHTam C 3anopamu cnepnyert pekoMeHOoBaTb yI'IOTpe6J'IFITb 300pOBYHO
CGGJ‘IaHCVIpOBaHHyI'O nuuly, AOCTaToO4YHOE KOJTIMYECTBO NULLIEBLIX BOJTOKOH, NMUTb AOCTATO4YHOE
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KONIMYECTBO XMOKOCTU, BECTU (PU3NYECKN aKTUBHbIA 06pa3 XM3HM U BbipaboTaTb NPUBbLIYKY
OMOPOXHSITb KMLLEYHUK MPUMEPHO B OAHO U TO e BPeMsi CYTOK.

J;I,eTM

JleueHve gnapen y geten mnaguwe 6 net npoBoAAT No4 MEAUUMHCKUM KOHTPOSIEM.

Oetam mnagwe 1 roga He pekomeHayeTcs npuem kancyn JluHekc dopTte. Ona atoun
BO3pacCTHOW rpynnbl pekoMeHayeTcst npuem bonee noaxoadawmx opm Bbinycka npenapaTa.
JInHekc cdhopTe Henb3a NPUMEHATb ANs flevyeHns geTen B Bo3pacte o 12 neT B KayecTBe
noagepXmearoLLlero cpeacTsa Bo BpeMsi CTaH4APTHOW 3apaguKkauMOHHON Tepanuu MHAeKLmMn
Helicobacter pylori, a Takke Ansa yny4yleHmMs COCTOAHUS Nnpu 3anopax.

Ocobble npenocTepexeHus, KacaroLWwmecs BCnoMoraTernbHbIX BewecTB

JInHekc dopTe comepKUT rnKo3y, PYKTO3y W caxaposy. JlMuam C Takon penkon
HacneacTBEHHOMW NaTosNorMen, Kak HenepeHoOCMMOCTb (PpPYKTO3bl, CUHAPOM HapyLleHWUsi
BCACblBaHMSA [MOKO3bI-ranakTto3bl MMM  HEOOCTaTOMHOCTb  caxapasbl-u3omanbTasbl, He
cnepyeT NpUMHUMATb AaHHbIN Npenapar.

NuHekc dopTe MoOXeT copepkaTb OCTaTKM MOJSIOYHbIX 6enkoB, KoTopble CMOCOGHbI
CNpoBOLMPOBaThL anneprmiyeckne peakLuu.

4.5 BsaumopgencTBue ¢ APYrMMM NeKapCTBEeHHbIMM NpenaparaMmu v gpyrue opmbl
B3anmMogencTBus

NcecnepnoBaHus nekapCTBEHHbIX B3aMMOLENCTBUA HE NPOBOAWIMMUCE.

Kak u gpyrme Gaktepumn, npobuotmyeckme 6akTepum BOCMPUMMYMBLI K aHTMOMOTMKaM. Mo
3TON NpUYNHE PEKOMEHAYETCHA NpUHUMAaTL Kancynbl JIMHeKC opTe He paHee YyeMm 4yepes 3
Yyaca nocne npvema aHTUOMOTMKOB.

4.6 bBepeMeHHOCTb U KOpMNeHue rpyablo

O HexenaTenbHbIX peakuusix, BbI3BaHHbIX MpUMeHeHnem JlnHekca dopTe, BO BpeMs
OepeMeHHOCTM N KOpMIIEHMS Tpyabto He coobwanu. Tem He MeHee, B Clyyae OCTpom
anapeu B nepunog 6epeMeHHOCTU 1 KOpMIeHns rpyabio Heobxogmma ocobast OCTOPOXHOCTb,
4yTOObl HEe AOnYCTUTb BO3HWKHOBEHMS HEAOCTaTKa XWMAKOCTM W 3NEKTPONMTOB, a Takke
OPYrMX HexenaTtenbHbIX peakuun, KoTopble Obl MOrNM co3daTb ONAacHOCTb AN pebeHka B
yTpobe matepu nnn 6epeMeHHON KEHLLMHbI.

MpumeHeHne npu guapee BO BpeMs 6epeMeHHOCTU 1 B NEPUOS KOPMITEHUSA rPyAbi0 OOIMKHO
NpoBOANTLCA NOA MEANLMHCKUM KOHTPOSEM.

[aHHbIX 0 BNMNSHWUM Ha PenpoayKTUBHYK OYHKLNIO HE MMEETCS.

4.7 BnusiHne Ha CNOCOBHOCTbL YNpaBMsATbL TPAHCMNOPTHLIMM CpeAcTBaMM M paboTaTb
C MexaHu3Mamm

NccnepoBaHusi BNUsIHUS Ha CMOCOOHOCTb yMpaBnsTb TPaAHCMOPTHLIMU CPeAcTBaMU U
paboTaTb C MEXaHU3Mamu He NPOBOAMIUC.

4.8 HexenatenbHble peakuumn

YacToTa HexxenaTernbHbIX peakuuin onpeaensaeTcs cornacHo kputepuam MedDRA:

o4eHb yacTble (= 1/10); yactble (= 1/100 n < 1/10); HevacTble (= 1/1000 n < 1/100); peakne
(= 1/10000 n < 1/1000); oueHb pegkme (< 1/10000), yacToTa Hen3BeCTHa (HENb3S
YCTaHOBUTb HA OCHOBaHUN UMEILLINXCA AAHHbIX).

HapyweHusi co cmopoHbl UMMYHHOU cucmembl
OueHb pegkme: MoryT BO3HWUKATb peakLuy runepyyBCTBUTENbHOCTY.

4.9 TlepenosnpoBKa
Cny4an nepeo3npoBKN HE ONUCAHbI.
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5.  ®APMAKOJIOTMYECKUE CBONCTBA

5.1 ®PapmakognHaMmu4eckme CBOMCTBa

dapmakoTepaneBTUYECKaA rpynna: MUKPOOpPraHU3Mbl ¢ NPOTUBOANAPENHBIM OENCTBUEM,
MOJIOYHOKUCIblE BaKTepuu.

Kopg ATX: AO7FAO1.

JinHekc dhopTe cogepxuMT [OBa WTaMma MPOOMOTMYECKMX MOSMOYHOKUCHBIX ©akTepun
Lactobacillus acidophilus un Bifidobacterium animalis subsp. lactis, koTopble sBnsTCA
npeacTaBUTENAMU HOPManNbHON MUKPOOPLI KULLEYHUKa YernoBeka.

CylecTByeT HECKONbKO MOTEHUMAmNbHbIX MEXaHM3MOB, C NMOMOLLbLI0 KOTopbix Lactobacillus
acidophilus n Bifidobacterium animalis subsp. lactis oka3biBalOT XxapakTepHoe 3aLluTHOE U
TepaneBTU4eCKOe BO3AENCTBUE.

OHN NHIMBUPYIOT POCT NaTOreHHbIX 6aKTepPUI 3a CYeT:

- CHmXeHna pH B kuwedHuke (B pesynbTaTte crnocobHoctn Lactobacillus acidophilus
BblpabaTbiBaTb MOMOYHYy0 kucnoty, a Bifidobacterium animalis subsp. lactis —
NMOMWMO MOJSTOYHOM KUCIIOTbI TaKKe YKCYCHYIO U SHTAPHYIO KUCHOTbI);

- BblpaboTKM MeTabonMTOB, TOKCUYHBIX OS5t NaTOreHHbIx 6akTepun (npoaykuma H,O,);

- BblpaboTkM aHTUMMKPOOHbIX BellecTB, OakTepuoumHoB (Lactobacillus acidophilus
NPOoAyuUMpYyeT aunaouunH, KOTOpbIN ABNsSieTCA OakTepMOLMHOM LUMPOKOrO CrnekTpa
AencTeus, MHIMbupytowmm poct 6aktepun (Bkrtovasa Helicobacter pylori) u rpnbkos);

- KOHKYPEeHUMM C NaToreHHbIM1 6akTepmsamMm 3a nuTaTenbHble BELWECTBa;

- BNokMpoBaHWs aaresvMBHbIX PELIENTOPOB HA 3SHTEepouuTax, YTO MpenaATcTByeT
KOMOHM3auun gpyrmmu, NnoTeHUManbHO NaToreHHbIMW, MUKPOOPraHn3Mamu.

O™ pBa wWTamma GakTepui CTUMYNMPYIOT MOTOPUKY KULIEYHMKA, YNydllalT ero
NPOXOAMMOCTb U CEKPELIMIO CIIN3MN.
OHu Takke CTUMYNUPYIOT crneumduyeckoe 1 Hecneunduyeckoe 3BeHO UIMMYHHOW CUCTEMbI.

HapylweHne paBHOBeCUMS KULIEYHOW MUKpPOnopbl (Hanpumep, nNpuU  BUPYCHbIX WU
BGakTepuarnbHbIX KENyAOYHO-KULIEYHbIX WHMEeKUnax, npu npuMeHeHUn aHTUOMOTMKOB
LUMPOKOro CcnekTpa [AencTBuA U OPYrMX CUHTETUYECKMX aHTUMMUKPOOHBLIX npenapaTos,
fly4eBOW Tepanuu OpraHoB OpOLHOM MNOMOCTU M Tas3a, B AanbHUX MNyTEWeCTBUSX) Wnn
3agepxKa pas3BuUTMA MOCTOSHHOWM nopbl Yy MageHueB MOryT Bbi3biBaTb pacCTpoOMCTBa
nueBapeHns (Takme kak MeTeopuam, guapes v 3anop).

PerynsapHein npuem Lactobacillus acidophilus u Bifidobacterium animalis subsp. lactis
3(pPEKTUBHO CHMKAET 4acCTOTY U TSHKECTb MPOSIBIIEHUSA NErkMx U yMepeHHbIX CUMMNTOMOB
HapyweHus nuwesapeHnsa (rnaBHbiM obOpa3oM aumapeun), CBs3aHHbIX C  AucbanaHcom
MUKPONOpbl KULLEYHUKA, NOOOEPXKUBAET PErynsapHOe OMNOPOXHEHWE KULLIEYHWKA, a Takke
ynydwaet pesynbTaTbhl CTaHOAPTHOW 3dpaaukaumoHHon Tepanum uHdekuumn Helicobacter

pylori.

5.2 ®apmaKkokMHeTM4Yeckue CBONCTBa

MpobuoTtnyeckne Gakrtepun, Takme kak Lactobacillus acidophilus u Bifidobacterium animalis
subsp. lactis, okasbiBalOT MeCTHOEe BO3[ENCTBME Ha KeNnyAOYHO-KULLEYHbIN TpakT.
[MockonbKy CUCTEMHOrO BCacblBaHWA Mpenapata npu nepoparibHOM MPUMEHEHUN He
npoucxoaunT, TPaaULUMOHHbIE (PapMakKoOKMHETMYECKME MCCnegoBaHWUs B JaHHOM cryvae He
npuMmeHumMbl. YctonumBocTb Lactobacillus acidophilus n Bifidobacterium animalis subsp.
lactis k kKMCnoTe XenygodHOro Coka W XXerym Nno3BorsisieT BbDKUTb NPU NPOXOXOeHUN vepes
Xenyaok n gBeHaguaTUNepCTHYH KUKy 6onbliomMy umucny atux 6aktepuin. Oba wramma
NPUKPENNATCA K CNU3NCTON KuwevyHuka. Kak m Bce ocTanbHble MUKPOOPraHu3Mmbl,
NPUCYTCTBYIOLLUME B XKENygoYHO-KAWEYHOM TpakTe, [AaHHble OGaktepum nocTeneHHo
BbIBOOATCH 3a CYET nepuctanbTuku 1 gedekaunn.
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5.3 [JoKNUHMNYeCcKMe AaHHbIe No 6e3onacHoOCcTU

B xogoe AOOKIMHWYECKUMX WCMbITAHUA C MPUMEHEHUEM TPaAULMOHHBLIX METOAOB aHanusa
dpapmakonormm ©0e30MacHOCTU, TOKCUMYHOCTM MpPU MHOFOKpaTHOM BBEAEHUM MpenapaTa,
reHOTOKCUYHOCTU N KaHLEPOreHHoro noTeHumana cneumduyeckoro pucka ans 4enoBeka
BbISIBIIEHO HE Obino. [aHHble 06 n3ydeHnn penpoaykTMBHOM TOKCUYHOCTU OTCYTCTBYIOT.

6. ®APMALEBTUYECKUE OCOBEHHOCTH

6.1. TMepeyeHb BcnomoraTenbHbIX BElWeECTB

HanonHutens: beHeo® CuHepaxu 1 (copaepXuT nHynuH (90-94%) n onurodpykTtosy (6-10%)
(rntoko3a+pykTo3a+caxaposa)), MarHmsa creapar, ManbTOAEKCTPUH.

Kancyna u3 rugpokcmnponunMeTUnuensiomnossl ¢ Kpacutensamn: Tutana guokeng (E171) n
Xenesa okeug xentbin (E172).

6.2. HecoBmMmecTumocTtb
He npumeHumo.

6.3. CpokKk rogHoCcTU
2 roga.

6.4. YcnoBusa xpaHeHUA
XpaHuUTb B HEAOCTYMNHOM AOJS151 AeTen MecTe.
XpaHnTb B OpUrMHanNbHOM ynakoBke Npu TemnepaType He Bbiwe 25 °C.

6.5. Bupa n coaepxxumoe ynakoBku
briuctepbl 13 antoMuHKs, no 14 unn 28 Kancyn B ynakoBKe.

7. BINAAENEU PETUCTPALMUOHHOIO YOOCTOBEPEHUA N NMPOU3BOOUTEIb
Jlek ®apmackioTukana g. a., Beposwkosa 57, JliobnsHa, CnoeeHus.

8. YCNOBUA OTIMYCKA
OTtnyckaeTtcsa 6e3 peuenTa.

9. NEPECMOTP TEKCTA
Anpenb 2019 .
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