IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

CMEKTA® AnenbcuH-BaHiib

(SMECTA® Orange-Vanilla)

Cknao:
ditoua pevosuHa: diosmectite;
1 makeTHK MICTUTDH AiOCMEKTUTY (CMEKTUTY AiOKTaedpU4YHOro) 3 T;

0onoMidCHI peuoBuHU: TIIOKO3U MOHOTIAPAT, caXxapyuH HaTPil0, apoMaTH3aTOP BaHIIbHUM
(ManbTOMEKCTPUH, Caxapo3a, IJIilepos1 TpraleTaT, KPeMHII0 JiI0KCUL, CIUPT €TUI0BUY, TELIUTUH
CO€EBUIA, BaHiJiH, eTUIBAHINIH, €KCTPAKT BaHiJIi, reioTpornin, 6eH3anbaeriy, aneTunbyTupus, KUcaoTa
OJliiiHa, poMOBHUi e(dip), apoMaTH3aTOP aneJIbCUHOBUY (MalbTOHEKCTPUH, CaXxapo3a, apaBiliChbKa
KaMme[lb, MOHO- Ta HialleTUI0BKM edip BUHHOI KUCIOTH MOHO- Ta OUTJIIIEePUOiB XKUPHUX KUCIIOT,
KPEMHII0 TiOKCH[, OJIid anebCHHOBa KOHIIEHTPOBaHa, OJIid alle/IbCUHOBA, OJIis anelbCUHOBa
OUCTUILOBaHA, MJIaBJeHa OJIisf ppakiiii, 30aradeHol ajabAerifioM, ojligd aleIbCUHOBa KOHIIEHTPOBaHa
bpakiiisi, aneTbCUHOBI TepIeHH, eTUIOYTUPAT HAaTypalbHUM).

JlikapcbKa ¢popmMa. [TopoIIoK [y opaabHOl CyCIeH3il.

OcHogHi (i3uko-ximiyHi 81acmueocmi: OPOIIOK Bifi CipyBaTO-0i/10T0 KOIBOPY [0 KOJILOPY OXPH 3
JIETKUM 3allaXxOM allejIbCHHA [IPY IPUT0TYBaHHI CyCIeH3il.

dapmakoTepaneBTHYHA rpyna. [IpoTugiapeiiHi npemnapaTy, 0 3aCTOCOBYIOTLCS IIPU iHPEKIIUHO-
3alajabHUX 3aXBOPIOBaHHAX KulleyHuKy. EHTepocopbenTu. Kom ATX A07B C05.

dPapmako102iuHi 8 1acmueocmi.

®apmakoOouHamika.

[Tig yac mocmigKeHb KITiHIYHOI (papMaKoJIoril JIOCMEeKTUT TPOAEMOHCTPYBaB 30aTHICTh:
- amcopOyBaTH ra3 B KAIIEYHUKY Y NOPOCIIUX;

- BiTHOBIIIOBAaTH HOPMaJIbHY IPOHUKHICTE CIIM30B0I 000JIOHKY (Y KITiIHIYHOMY OOCIigXKeHHi,
IIPOBEIEHOMY 3a y4acCTIO [IiTed 3 TaCTPOEHTEPUTOM).

3aBOgKM CTYJIKOBiM CTPYKTYPi Ta BUCOKIM IJTaCTAYHIN B’I3KOCTi JIOCMEKTUT Ma€ BUCOKY
00BOJTIiKa4y 3[aTHICTh Ha CIM30Biii 000I0HIII TPABHOTO TPAKTY.



CyKymHi pe3ynbTaTy ABOX IOABIMHUX CIIMNUX PAaHOOMi30BaHUX OOCTIIXKEHb, i Yac IKUX
mocIimKyBany epeKTUBHICTh JiKapchKoro 3aco6y CMEKTA® AnenbcuH-BaHins NopiBHAHO 3 nane6o
3a y4acTio 602 manieHTiB BikoM Bif 1 1o 36 MicAIiB 3 TOCTPOIO Aiape€ro, IoKa3aiu 3HayHe 3HUXKEHHS
YaCTOTH BUIIOPOKHEHb IPOTATOM IIEPIIKX 72 TOAMH y TPYIIi MpUioMy Jlikapcekoro 3acody CMEKTA®
AnenbcuH-BaHine B NOEOHAHHI 3 IEPOPAJIBHOIO PErigpaTalli€ro.

dapmakoKiHemuxka.

3aBasky CTPYKTypi miocMekTuTy CMEKTA® AnenbcuH-BaHinb yTpUMYEThCS Ha TIOMIHANBHIA CTOPOHI
emiTesniio, He agcopOyeThCst Ta He MeTaboi3yeThCs. [Ji0OCMEKTUT BUBOOUTHCS 3 KAJIOM IIIISTXOM
HOPMAaJIbHOTO KUIIKOBOT'O TPAH3UTY.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

JlikyBaHHS rocTpoi fiapel y fmiTel BikoM Bif 2 poKiB (DOJATKOBO [0 IepopabHOl perigparatii) Ta y
MOPOCIIHX.

CuMmrnroMaTuy4He JIiIKyBaHHS XPOHIYHOI QYHKI[IOHAIBHOIL giapel y TOPOCIHX.

CuMmmnToMaTuyHe JIiKyBaHHS 00110, OB’ I3aHOT0 3 GYHKIIOHATbHUMU 3aXBOPIOBAHHSIMHU KUIIEYHUKY Y
IOPOCIIUX.

IIpomunoka3aHHs.

[TigBuIleHa YyTNIUBICTh N0 AiIOCMEKTUTY abo J0 OyIb-IKOi 3 MOMOMIKHUX PeYOBUH, BKa3aHUX Y
po3amini «Ckmag».

B3aemodisn 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

AncopOyrodi BIaCTUBOCTI LILOTO JIIKaPCHKOT0 3aC00y MOXKYTh BIUIMBATH Ha CTYMiHb Ta/ab0 MIBUAKICTh
BCMOKTYBaHHS iHIINX PEYOBUH, TOMy PEKOMEHI0BAHO He 3aCTOCOBYBATH iHIII JIiKapChKi 3ac00u
O[IHOYACHO 3 JKapchKuM 3aco6oM CMEKTA® Anenscus-BaHine (110 MOXIMBOCTI CIif 3a6e3Me4nuTr
iHTepBars MmoHay 2 TOOUHMN).

Oco06.1u8ocmi 3acmocyeaHHsi.

HiocMeKTUT c1if 3 00€pEeXKHICTIO 3aCTOCOBYBATH NAlliEHTAM 3 TAKKUM XPOHIUHUM 3all0poM B
aHaMHe3l.

Crif yHMKaTH 3aCTOCYBaHHS Jlikapcekoro 3acoy CMEKTA® Anenscus-BaHine HeMOBIATaM i IiTaM
BiKOM 110 2 pokiB. ETanmoHoM niKyBaHHS rOCTPOI fAiapel € PO3YMH AJ1s IepOopaibHOl perifgpaTariil

(PIIP).

Y pmitedt BikoM Bif 2 pPOKiB rocTpy miapero He0OXigHO JIiKyBaTH B KOMILJIEKCi 3 paHHIM 3aCTOCYBaHHSIM



PO3YHUHY AJIs TepopasbHoi perimpatarii (PTIP) ans 3anobiranus gerigparaitiii. Ciig yHUKaTH
XPOHIYHOTO 3aCTOCYBaHHS JTiKapchkoro 3aco6y CMEKTA® AnenbCcuH-BaHins.

Y mopocnux NiKyBaHHS He BUKJIIOYAa€ perigpararliiio 3a HeoOXiTHOCTI.

O0’eM perigpaTatii 3a [OIIOMOT'010 PO34YMHY IJIs IepopaibHOI perigpaTatiii a6o BHYTPIllTHhOBEHHOI
perigpartariii 3a1e3kUTh Bifl iHTEHCUBHOCTI Aiapei, BiKy mallieHTa Ta 0co6IuBOCTeH 1epeldiry
3aXBOPIOBAHHS.

[ManieHTa ciifm npoiHGopMyBaTH IIPO HEOOXIAHICTE:

. perigpaTatii 3a JOIIOMOr00 3HaYHOT0 00'€MY CONOHUX ab0 COJIOAKUX PiguH OJIsl KOMIIEeHCallil
BTPATH PiOgWHU BHACHIMOK Aiapel (cepemHst moboBa moTpeba opraHiaMy JOPOCIOro ¥ BOAi CTAHOBUTD 2
TTpH);

. MiATPUMaHHS IPUUOMY 1XKi, IOKU TPUBAE Hiapes:

- 3 BUKJ/TIOYEHHSIM [EesSKUX TPOOYKTiB, 0COONMMBO CUPHUX OBOYiB i GPYKTIB, 3€JIEHUX OBOYiB, MPSHUX
CTPaB, a TAKOXK 3aMOPOXKEHUX XapYOBUX IIPOAYKTIB ab0 HAIOIB;

- 3 HAJAHHSM TIepeBary 3arne4YeHoMy M’siCy Ta PUCY.

Lei nikapChKUU MICTUTH TJIFOKO3y Ta caxapo3y. BiH He peKOMeH0BaHUl MallieHTaM 3
HellepeHOoCUMicTI0 PpyKTO3u, ManbabcopO1ieto TII0KO3H i rajlakTo3u abo caxapa30-i30MaibTa3Ho0
HeJoCTaTHICTIO.

Lle#t mikapchKuy 3acib MiCTUTH €TaHOJ (a/JIKOT0JIb) V HEeBeIHKiil KimbKocTi: MeHIne 100 Mr Ha 1060By
[03y.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BaritHicTb

IlaHi IPo 3aCTOCYBaHHSA JiKapchkoro 3acoy CMEKTA® Anenscus-BaHine BariTHUM XiHKaM BifICyTHI
a6o ooMmexeni (menme 300 BUIIaOKiB BariTHOCTI).

HocrmigXeHHS Ha TBapHHaX HE € JOCTaTHIMHU [JiT BUCHOBKIB CTOCOBHO PENPOAYKTUBHOI TOKCUYHOCTI.

He pexoMeH0BaHO 3aCTOCOBYBaTH JiKapchkuli 3aci6 CMEKTA® Anenscus-Basins y mepion
BariTHOCTI.

l'omyBaHHS TPYOIIO

IlaHi Mpo 3aCTOCYBaHHS JTIKapChKOTO 3aC00y CMEKTA® Anemnbcun-Banins min gac rogyBaHHS TPYOIIO
oOMexXeHi.

He pexoMeH0BaHO 3aCTOCOBYBATH JiKapchkui 3aci6 CMEKTA® Anenscus-Banins mif gac
rONyBaHHS IPYLLIO.

DepTUNLHICTh

Brnus 116010 NTiKapCchKoro 3acoby Ha GepTUIbHICTE ¥ TIOAUHY He OOCIioKyBalu.



30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepysaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

HocmifKeHb 30aTHOCTI KepyBaTH TPAaHCIOPTHUMY 3aco0aMu Ta MPAIlOBATH 3 iHIIKMU MeXaHi3MaMu
i BIUIMBOM LIHOTO JIiIKaPChKOT0 3ac00y He mpoBoAwIn. [IpoTe 049iKy€eThCs, 110 OTO BILJIUB €
He3HauymuM abo BiICyTHIM.

Cnoci6 3acmocyeaHHss ma do3u.
[To3u

JIikyBaHHS TOCTpPOI miapel

Iitu BiKOM Bif 2 pOKiB: 4 MakKeTUKH Ha J00y MPOTATOM 3 [IHIiB, a IIOTIM 110 2 TAaKETUKU Ha K00y
IPOTATOM 4 [HiB.

Hopocri: 3 nakeTuKu Ha 700y IpOTAroM 7 OHIB. 3a HEOOXiMHOCTI 403y TiKapChKOTo 3aco0y MoXKHa
TIOMIBOITH Ha MOYATKY JIiKyBaHHS.

[H1m1i mokal3aHHA

Hopocri: y cepegaboMy 9 T (3 makeTuku) Ha go0y.

Cnocib 3acmocy8aHHs

[l51s1 mepopasbHOT0 3aCTOCYBaHHS.

BwmicT nakeTuka HeoOXimHO 3MillIaTH IO YTBOPEHHS CyCIeH3il 6e3mocepenHb0 mepe 3aCTOCYBaHHSIM.

[lns miTel BMICT MakKeTHKa MOXKHa 3MilIaTH y magmedlr 3 50 M1 BOAU A1 3aCTOCYBaHHS 3
iHTepBanaMu MpoTATroM OHs ab6o moOpe mepeMmilaT 3 HaIMiBPigKOIO 12Kel0, TaKo SK OyIIbioH,
KOMIIOT, TII0pe, JUTSYe Xap4yyBaHHS TOLIO.

Il JOPOCIMX BMICT ITaKeTHKa MOXKHA 3MIIIaTH 3 MOIOBUHOIO CKIISTHKY BOMM.

Himu.

3aCTOCOBYBATH [AJIA JIIKyBaHHS OiTeX BIKOM Bif 2 POKiB.

Ilepedo3yeaHHsi.

[Tepeno3yBaHHS MOXKe IMPU3BECTH [0 TSAKKOTO 3amopy abo mo yTBopeHHs 6e30apy.

Io6iuni peakuii.



[To6iuHO0 peakllieto, IPo SIKy HaldacTillle TOBIMOMIISINIM TIifl Yac JTiKyBaHHS, € 3aIM0p, SKUW BUHUKAE
npubnau3Ho y 7 % mopociux Ta mpubnusno y 1 % giteit. V pasi BUHUKHEHHS 3am0py JTiKyBaHHS
IiOCMEKTHUTOM CJIifi TPUIIUHUTH, a 3a IOTPebu - TOHOBUTH B MEHIIIiH [103i. Y HaBeneHil HUXKYe
TabIKII TPeCcTaBIeHO MMepertiK MobdiYyHuX peakIliy Ha JIiKapCchbKuM 3aci0, PO SIKi MOBIIOMIISIIN ITif
yac KJIiHiyHUX BUIPOOyBaHb Ta y Mepiof micis peecTpallii JikapchKoro 3aco0y.

YacToTa nobiyHUX peakilii KmacudpikyeTbCs TaKUM YMHOM: gyxKe dacTo (=1/10); gacto (=1/100,
<1/10); HewacTo (=1/1000, <1/100); pigko (=1/10000, <1/1000), nyxe pigko (<1/10000), HeBigOMO
(HeMOKINBO BU3HAYNUTH Ha [iCTaBi HATBHUX JaHUX).

[ToGiyHi peakiii Ha MiKapchbKU 3acib, BUSIBNIEH] MMifl Yac KIiHiYHUX BUIPOOYBaHb Ta y Mepiof micys
peecTpaliil TiKapchbKoro 3aco0y

[Cucremu opranis YacToTa IMobGiyHa peaxkiis
3 OOKY IITYHKOBO-KHUIITKOBOTO  [JacTo* 3arnop
TPAKTY Heuacro* boBaHHS
3 00Ky LIKipu Ta MmifmKipHOi HeuacTo* Bucun
TKaHUHHU Pigko* Kponus’siHKa
HesigoMmo AHTiOHEBPOTHYHUY HaOpAK, cBepOixK
3 00Ky iMyHHOI CUCTEMHU HesigoMmo [inepyyTnIuBICTh

*JacTOTy BU3HAYEHO 3a JaHUMU KITiHIYHUX BUITPOOYBaHb.

ITosi0omaeHHs npo nido3proeaHi nobiuHi peakuyii

BaxuBo mOBimOMISATH PO Migo3pioBaHi mobivuHi peakiiii mics peectparii mikapcbkoro 3acoby. Lle
[la€ 3MOT'y 31 CHIOBATU MOHITOPUHT CIIiBBiIHOIIEHHS KOPUCTi Ta PU3UKY 3aCTOCYBaHHS JIIKAPCHKOI0
3aco0y. [TpalliBHUKK 0XOPOHU 3[I0POB’Sl TOBUHHI MOBiIOMIIATH PO OyOb-sKi Migo3pioBaHi mobiuHi
peaxtii yepe3 cuctemy hapMaKOHaTISATY.

Tepmin npudamtHocmi. 3 POKH.

YMmoBH 30epirannsi. CremnianbHuX YMOB 30epiranus He moTpedye. 36epiraTu y HeIOCTYITHOMY IS
OiTey Micrii.

YnakoBka. [1o 3,76 r nopomky y naketuky; mo 10, 12 a6o 30 makeTukiB y KapTOHHiN KOPOO1Ii.

Kareropis Bignycky. bes penenra.

BupoOHHK.



BO®VP ITICEH IHOVCTPI.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOr'o ajJpeca MicCIsi IPOBaAKeHHsI Tis/IbHOCTI.

Pio Ete Bipton 28100 OPHO, ®pa#iris.



