IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NIHEKC ®OPTE®
(LINEX FORTE®)

Cknag:

[Aitoui peyoBnHK: 1 Kancyna MicTUTb CyMmill NpoGioTuKis: Lactobacillus acidophilus — He MeHwwe 1 x 109 KYO (npu6nusHo 25,74 mr), Bifidobacterium animalis
subsp. lactis — He meHLe 1 x 109 KYO (npu6nusHo 3,06 Mmr);

[0MOMi>KHi pe4oBUHU: ManbToAeKCcTprH Beneo® Synergy 1 (iHyniH, onirodpykTo3a (rnoKo3a + pyKTo3a + caxapo3a), MarHito cteapar;

060/10HKa Karncynu: rigpokKcunponinMeTuILentonosa, Tutany giokevg (E 171), 3aniza okeng kostui (E 172).

JlikapcbKa thopma. Kancynm Teepfi.

OCHOBHI (pi3nKO-XiMiYHi BnacTMBOCTI: Kancynm Ne 2, 6innii Koprnyc, XXOBTa KpuULLKa; BMICT Kancy/n: NopoLLOK Bif, CBIT/10-6EXEBOro 0 CBiT/0-POXEBOro 3 6ifbLu
TEMHVMM BKpan1eHHAMMU.

dapmakoTepaneBTMYHa rpyna.
AHTugiapeliHi MikpobHi npenapaTu. Kog ATX AO7F AO1.

dapmMaKosoriyHi BnacTmneoCTI.
dapmakogyHamika.

Kancynu Jlivekc opte® mictaThb Lactobacillus acidophilus (LA-5) i Bifidobacterium animalis subsp. lactis (BB-12). O61aBi MONOYHOKMCAI GaKTepii € YaCTUHO
HOPMa/IbHOT KMLLIKOBOT MiKpOQ/IOpU NHOAVHMN.

ICHYE KiflbKa MexaHi3MiB, 3a [JOMOMOro0 IKUX BOHU YMHATb NpUTaMaHHy M NpoMinakTUyHy i TepaneBTUYHY Aito, 3anobiratoum pocTy naToreHHUX 6akTepiii:

— BN/MBAKOTb Ha 3HMKEHHS pH y KMWKOBOMY TpakTi (3aBAsku 3patHocTi Lactobacillus acidophilus npogykyBatun MonoyHy kucnoty, a Bifidobacterium animalis
subsp. lactis npogyKyBatu, Kpim MOOYHOT KUC/IOTU, TaKOX OLTOBY Ta 6YpLUTUHOBY KMCNOTH);

— NPOAYKYOTb METabo/iTH, L0 € TOKCUYHUMU AN15 NaToreHHWX 6akTepiin (yTBopeHHs H,05);

— NPOAYKYHTb PeYOBUHU 3 aHTUGaKTepiaslbHOK akTUBHICTHO, 6akTepiounHu (Lactobacillus acidophilus cuHTesye aumgoumH, 6akTepioUmH LUMPOKOro cnekTpa fi,
AKWIA IHribye picT 6akTepiii i rpubis);

— KOHKYPYHTb 3 NaTOreHHUMM 6aKTepisiMy 3a MNOXXUBHI PEYOBUHM;

— 3B’A3YHOYMCb 3 PeLienTopamy eHTePOLIMTIB, 3arobiratoTb KOIOHI3aLii NaToreHHUX MikpoopraHi3mis.

LLITamn 6aKTepiii, Lo BXOAATbL A0 CKafdy npenapary, TaKoX CTUMY/OKTb CeLngivHy i HecneyngivyHy iMyHHY CUCTEMY.

MopyLUeHHA 6anaHcy KMULWKOBOT Mikponopn (Hanpuknag, BHaCNigoK BipyCHUX i 6akTepiaflbHUX KALWKOBUX iH(EKLII, NMiKyBaHHA aHTUGIOTMKaMM LUMPOKOIO CreKTpa
AIT 1 XimioTepaneBTUYHUMM areHTammn, onpoMiHeHHA abaoMiHaIbHUX | Ta30BUX OpraHis) abo 3aTpumka (hopMyBaHHA HOPMasIbHOT MIKPOMIOPN Y HOBOHAPOLKEHMX
MOXYTb MPU3BOAUTU [0 LLMYHKOBO-KULLIKOBUX PO3/1aAiB i CyNpOBOAKYBATUCA METEOPU3MOM, Jiapeeto i 3aropoM.

SHWXKYE YacCTOTY | TSXKKICTb CUMMTOMIB 3 60KY TPaBHOro TpakTy (FOMI0BHUM YMHOM Aiapeto), NoB’A3aHMX 3 MOPYLLUEHHSAM HOPMasibHOT MIKPO(IOPU KULLEYHMKY, i
3abe3sneyye Moro HopMasibHy (PYHKL0.



dapmakoKiHeTVKa.

[icns nepopa/ibHOro 3aCTOCyBaHHS MOJIOYHOKMCI 6aKTEPIT YNHATL MICLEBY Ait0 Yy TPaBHOMY TPaKTi.

Y 3B’513KY 3 BiiCYTHICTIO CMCTEMHOT abCcopbLiT HeMae faHWX AOCNIAKEHb (hapMaKOKIHETUKM.

CriiikicTb Lactobacillus acidophilus i Bifidobacterium animalis subsp. lactis 0 LWAYHKOBOT KACOTK i XXOBYi 3yMOB/IHOKTb BUCOKMIA CTYNiHb BMXKMBAHHS LIMX LUTaMIB
NPV NPOXOPKEHHI Yepes3 LWIYHOK i ABaHaAuATMNaNy KMWKY. Obuasa WTaMm MOSIOYHOKMCIMX BaKTepii MOXYTb afcopbyBaT1CA Ha CNIM30BIN KULLEYHMKY Ta, NO4IGHO
[0 IHWMX MIKPOOPraHi3mis, LLLO NPUCYTHI Y TpaBHOMY TpaKTi, MOCTYMOBO BUBOAUTUCA NMPU NepucTanbTULl i fedekadii.

3rifiHO 3 AaHMMW AOKMIHIYHMX AOCNIAKEHb, WO BK/KOYaKOTh 3araflbHONPUIAHATI AOCNIMKEHHS LWOA0 6e3MeKn, TOKCUYHOCTI, FreHOTOKCUYHOCTI, KaHLLepOreHHOCTi,
TepaToOreHHOCTI, Npenapar € 6e3ne4YHNM ANa 3aCTOCYBaHHS.

KniHIYHI XapaKTepuUCTUKMN.

[NoKasaHHA.

[N KOMNIEKCHOrO NiKyBaHHA ANC6i03Yy KULWIEYHWKY, AN NOnepeiyXeHHsA Ta NiKyBaHHA diapei, 34yTTa Ta iHLWMX NopYLUEeHb 3 60KY TPaBHOIO TPaKTY, CMPUYNHEHUX:
— BipycHMMU ab0 H6akTepiabHUMM IH(EKLISMU TPAaBHOIO TPaKTy (HanpukKnag, poTaBipycHa iHeKLUis, giapes MaHAPIBHUKIB);

— 3aCTOCYBaHHSAM MPOTUMIKPOOHMX 3aC06iB (AaHTUBIOTUKIB 260 IHLLNX CUHTETUYHUX MPOTUMIKPOOHMX Npenaparis).

MpoTunokasaHHs.
MigBuLLEHA YYTIMBICTL 0 KOMMNOHEHTIB Mpenapary.

B3aemogis 3 iHLUMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOSIA.

JocnifpxkeHb B3aEMOZIT He NPOBOAN/IN.

MonoyHoKkucni 6akTepii, Wo BXOAATb A0 CKNagy npenapaTy, SK i iHWi 6akTepii, YyTMBI [0 AeAKUX aHTMOIOTUKIB. ONa NiABULIEHHS eqeKTUBHOCTI npenaparty
PEKOMEH/YETLCA NpuiimaTh Kancynm JliHekc thopTe® uepes 3 roamHm nicns npuitoMy aHTUGIOTHKIB.

Oco6MBOCTi3aCTOCYBaHHS.

Mepen NOYaTKOM 3aCTOCYBaHHs npenapaTty JliHekc opTe® Heo6XiHO NPOKOHCYNbTYBATUCSA3 NiKAPeM Y TaKUX BUMAKaX:
— TemnepaTypa Tina suwe 38 °C;

— MPUCYTHICTb Y Kasli MPUX0BaHOI KPOoBi abo cn3y;

— TpuBanicTb fdiapei 6inblue 2 [HIB;

— IHTeHCVBHa fjiapes 31 3HEBOAHEHHSAM | BTPATOH Macu TiNa;

— Aiapes, L0 CYynpOBOLKYETLCA CUIbHUM 60/1EM Y XMBOTI.

Cnip, 6yTv 06epexHUM:

— nauieHTam 3 TAHXKKNUMU NopyLUeHHAMW (HanpuKnag, CTPYKTYPHE 3aXBOPHOBAHHSA CepLis, HAfABHICTb LieHTPa/IbHOro BEHO3HOTrO KaTeTepa),

— nauieHTam, aKi OTPUMYOTb IMYHOCYNPeCUBHY Teparnito,

— nauieHTam 3 imyHogegiuntom (Hanpuknag, BI1-iHgekuis),

— nauieHTam 3 AMCYHKLIEK KULWKOBOro 6ap’epa (Hanpuknam, CUHAPOM KOPOTKOT KULLKK),

— nauieHTam 3 XPOHIYHMMU 3aXBOPIOBaHHAMY (HaNpUKNag, LyKpoBUiA fiiabeT, cepLeBo-CyAMHHI 3aXBOPHOBaHHS), OCKI/IbKM 6e3mneka 3acToCyBaHHSA MOMIOYHOKMCINX
GakTepil Wi rpyni nauieHTiB He 6yna LOCTaTHLO AOCNiLKeHa | 6y OKpeMi NOBILOMIEHHS MPO TSHXKKI YCKNaLHEHHS NIiCASA TX BUKOPUCTaHHS.



Mpy camosiKyBaHHI fiapel MepliyM Ta rofIoBHVMM 3aXO0[O0M € MOMOBHEHHS BTPAyYeHOol PiguHM Ta enekTponiTie. JiTam BIKOM 40 6 POKIB NiKyBaHHA Aiapei chif
NPOBOAUTM TiNIbKM Nif HArNs40M flikaps.

Mpenapat MiCTUTb OMIrogpyKTO3Y (r/1H0K03a + (PPYyKTO3a + caxaposa) i, MOXINBO, 3VINLLKM TAKTO3WN, TOMY NalieHTam i3 piLKICHOK CNafKOoBOK HEMEepeHOCUMICTHO
(hpPYKTO3M, CMHAPOMOM [/IHOKO30-rasiakTo3HOI Masbabcopbuii, NakTasHOK HefOCTaTHICTIO ab0 HefOCTATHICTIO caxapasu-i3oMasibTasn He Cchif npuiAMaTh Lel
NiKapcbKuni 3acio.

MpenapaT MICTUTb 3a/IULKK BifiKa MOJIOKA, LLLO MOXXE CNPOBOKYBATW anepriyHi peakwii.

3acTocyBaHHA y nepiof BariTHOCTI abo rogysaHHs rpyaato.

BifcyTHI NoBiAOMIEHHA NPO HebaxaHi epeKTV NpW 3aCTOCyBaHHI NpenapaTy y nepiof BariTHOCTI abo rofdysaHHA rpyaaro. MNpote y pasi cunbHOT aiapel HeobxigHO
BXWTU 3aCTEPEXHNX 3aX0/iB, LLOO YHUKHYTK AediunTy pignHA Ta eNeKTPoNITiB abo IHLWMX HebaxkaHNX eqeKTiB, AKi MOXYTb 6yTW 3arpo3oto Ans nnoga abo BaritHoI
XIHKW. 3HATTA CUMNTOMIB fiapei y BariTHUX Ta Yy Mepiog rogyBaHHA rpyAAto Cif NpoBOAWTU Nif Harnsagom nikaps. OCKifbKM HeMae [OCTaTHbO [JaHWX W00
3aCToCyBaHHS npenapaTyy nepiog BariTHOCTI abo rofyBaHHsA rpyaAto, He PEKOMEHAYETLCS BUKOPMUCTOBYBATUIAONO Y Lii Nepioaw.

®epTUNbHICTb: AaHi BIACYTHI.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
[aHi BiACYTHI.

Cniocib 3acTocyBaHHSA Ta A03Mu.

[iTun BikomBig 1 g0 2 pokis: no 1 kancyni 1 pa3 Ha fo0y.

[AiTwv Bikom Big 2 1o 12 pokis: no 1 kancyni 1-2 pa3u Ha Jo6y (3a/1eXKHO Bif, TAXKKOCTI CUMMTOMIB).

[Jopocni i 4iTwn Bikom Big 12 pokiB: no 1 kancyni 1-3 pa3un Ha 006y (3an1eXHO Bif TSHXKKOCTI CUMNTOMIB).

[iTam BikOM 0 6 pOKiB NiKyBaHHA diapei cfij npoBOAMTU Mif, HAr940M flikaps.

BUKopUCTaHHs npenapaty Ans NikyBaHHS HEMOB/ISAT BiKOM 0 1 pOKY He peKOMeHAyeThbes. [1s L€l BiKoBOi Fpyni peKOMeHAYETLCS BUKOPUCTOBYBATU JTiHeKe 6e6i®,
MOPOLLIOK AN151 OpPa/IbHOT CYyCNeHsit.

FAKLLO XBOPUIA HE MOXKe MPOKOBTHYTM Wiy Kancyny, Tl HeOOXigHO PO3KPUTK i 3MiLLaT BMICT Karncyam 3 YainHOoK NI0XKKOK pignHK (Yald, Cik, NiACON0LKeHa BOAA).
OTpumaHa cymiLl 36epiraHHIO He Mignsrae.

Ans 3a6e3neyeHHs MakcMMasibHOI ePEeKTUBHOCTI MpenapaT PekoMeHAYeTbCs NpuUiiMaTK Nif yac BXMBaHHSA ki. Kancynu JliHekc ¢opTe® He cnig npuiimati 3
aJIKorosiemM abo rapssYMMm HarnosMu.

Mpenapar cnifg npuiiMaTti, NOKM CTaH NauieHTa He NOKPaLLMTLCS.

TpuBanicTb NiKyBaHHSA 3a1€XMUTb Bif NPUUYMHN PO3BUTKY 3aXBOPIOBAHHSA Ta iIHAMBIAYa/IbHUX 0COBIMBOCTEN OpraHiamy.

AKLO Aiapes He NPOXOAUTb NPOTAroM 2 fi6, He3BaXKarumn Ha Npuitom npenapaTy, HeoOXiAHO 3BEPHY TUCH L0 NiKaps.

Mpw nikyBaHHI fjiapei 0co06/MBY yBary Cnif 38epHYTY Ha MOMOBHEHHA BTPAYeHOT PiAVHN Ta eNIeKTPONITIB.

aiTn.
3acToCOBYIOTb Y MeAiaTpMYHIi npakTuui (4uB. po3ain «Cnocib 3acTocyBaHHS Ta 403U»).

Nepeno3yBaHHSA.
MoBiLOMMIEHHSA NPO BUMAAKM Mepefo3yBaHHABIACYTHI.



Mo6iyHiI peakuil.
Mo6iyHi eheKTn cnocTepiratoTbes Ayxe pigko (< 1:10000).
3 60Ky IMYHHOT CUCTEMMW: MOX/IMBI peakL,ii NiABULLEHOT Yy TINMBOCTI, BK/IKOUYaOUM BUCUMAHHS, CBEPOIXK.

TepMiH NpUAATHOCTI. 2 POKM.

YMoBU 36epiraHHs
36epiratv Npu TemnepaTypi He BuLle 25 °C B OpuriHanbHiiA yNakoBLi.
36epiraTv B HeAOCTYMHOMY ANs AiTel MicLi.

YnakoBkKa.
Mo 7 kancyny 6nictepi; no 1 (7 x 1) abo 2 (7 x 2), a6o 4 (7 x 4) 6nictepn y KapTOHHiA KOPOOLI.

KaTeropis Bignycky.
bes peuenTa.

BupobHuK.
Nek ®apmaveBTMYHA KOMMaHisA 4. 4., Cnosenis/Lek Pharmaceuticals d. d., Slovenia (BignosiganbHuii 3a BUnycK cepit).

Micue3HaxomkeHHSA BUPOOHMKaA Ta A0ro agpeca Micua NPoBagKeHHS LiSNIbHOCTI.
BeposLukosa 57, JTiobnsHa 1526, CnoseHis/Verovskova57, 1526 Ljubljana, Slovenia.



