IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

CMEKTA® Aneancun-Banian
(SMECTA® Orange-Vanilla)

Cknao:

oiroua pevosuna: diosmectite;

| makeTuK MICTUTH TIOCMEKTUTY (CMEKTUTY JIOKTaeIpUIHOro) 3 T;

OONOMIJICHI peuouHU. TIIOKO3W MOHOTIIpAT, CcaXxapwH HATPiO, apoOMaTU3aTOp BaHLUIBHHMA
(MaJIbTOIEKCTPHUH, caxapo3a, TIIIepOJT TPUAIETAT, KPEMHIIO JTIOKCHJ, CIIUPT CTHIOBHM, JCIIUTHH
COEBUM, BaHUIIH, €TWIBAHUIIH, €KCTPAaKT BaHUIL, TEIIOTPONIH, OEH3albJEeril, aneTUIOYTHUPHIL,
KHUCJIOTa OJIiifHa, pOMOBHI edip), apoMaru3aTtop amnelbCUHOBUN (MalbTOJAEKCTPUH, €axaposa,
apaBificbkka KameJb, MOHO- Ta JIalleTWJIOBUN edip BHUHHOT KHCIOTH MOHO- Ta JAUTJIIEPHIIB
KUPHUX KUCTIOT, KPEMHIIO JTIOKCUI, OJIisl anejIhbCHHOBAa KOHIICHTPOBAHA, OJIisl aneIbCUHOBA, OJIis
aneIbCUHOBA JMCTHIILOBaHA, IJIaBlieHa oJiisi (pakirii, 30aradyeHoi aabJIeriioM, ois anebCHHOBA
KOHLIEHTpOBaHa (paKilis, anelbCUHOBI TEPIIEHHU, €TUJIOYTUPAT HATypaJIbHUN).

Jlikapcbka ¢gopma. I[lopotrok st opanbHOT CycreHsii.
OcHnogni isuxo-ximiuni nacmugocmi: MOPOIIOK BiJl CIpyBaTO-0UIOT0 KOJILOPY 0 KOJIBOPY OXpHU
3 JIETKUM 3aI1aXxoOM arfejibCuHa MpU IPUroTyBaHH1 CYCHEeH3Ii.

dapmakorepaneBTHYHAa rpyna. [lporuniapeiiHi mnpemapaTH, IO 3aCTOCOBYIOThCS IIpH
1H(pEKIIHHO-3aMaIbHAX 3aXBOPIOBAHHIX KuieuyHuKy. EaTepocopoentn. Kom ATX A07B CO5.

Dapmakonoiuni enacmueocmi.

Dapmaroounamixa.

[Tix wac mocnimkeHb KIHIYHOT (papMaKoJIoTii JIOCMEKTHUT MTPOIEMOHCTPYBAB 3/IaTHICTh:

- azcopOyBaTH ra3 B KMILIEYHHUKY Y JOPOCIIUX;

- B1IHOBJIIOBATH HOPMaJIbHY IMPOHHUKHICTh CIM30BOi 000JOHKH (y KIIHIYHOMY JOCIIKEHHI,
MIPOBEJICHOMY 32 y4acTIO JiTel 3 FaCTPOCHTEPUTOM ).

3aBOSKH CTYJIKOBIA CTPYKTYpl Ta BHUCOKIH IUTACTHYHIA B’SI3KOCT1 JIOCMEKTHT Ma€ BHUCOKY
00BOJIIKaIOYy 3/IaTHICTh HA CIM30Bii 000JIOHIII TPABHOTO TPAKTY.

CykynHi pe3yiabTaTH JBOX IMOJBIMHMX CIINMHUX PaHJOMI30BaHHMX JIOCITIDKEHb, IIJl Yac SKHX
nocHimKyBanu eeKTUBHICTH Jikapchkoro 3acoby CMEKTA® Anenscun-Banins mopiBHSHO 3
miane6o 3a ydactio 602 mamieHTiB BikoM Bif 1 10 36 MiCAIIB 3 TOCTPOIO Jiapeero, MOKa3aIH
3HaYHE 3HIKEHHS YacTOTH BUIOPOXKHEHb MPOTIArOM MEepmuX 72 TOAUH Y TPyIi NpUioMy
nikapebkoro 3acoby CMEKTA® Anenscun-Banine B moeHaHHi 3 MepopaabHOIO PErigpaTali€ro.
DapmakoKiHemuka.

3aBasku cTpykrypi piocmextury CMEKTA® Anenbcun-BaHinb yTpuMyeThes Ha JIHOMiHaJIbHIM
CTOPOHI emiTenito, He aAcopOyeThCs Ta HE MeTabOoM3YeThCs. J[IOCMEKTHUT BHBOJIUTHCS 3 KaloM
[IUIIXOM HOPMAaJIbHOTO KHIIIKOBOTO TPaH3HUTY.

Kuiniuni xapakTepucTuKn.

Ilokazannsa.

JIikyBaHHS TOCTpOi Aiapel y AiTel BIKOM BiJ 2 poKiB (J0JaTKOBO J0 IepopalibHOI periaparaitii) Ta
y AOPOCIHX.

CumnTomMaTHyHe JIKYBaHHS XpOHIUHOT (PyHKIIOHANBHOI Aiapei y 10pocCiIuX.

CumnTomMaTHyHe JIKyBaHHS 0010, TOB’S3aHOTO 3 (DYHKIIOHATBHUMHU 3aXBOPIOBAHHSIMHU
KUIIEYHUKY Y JOPOCIHX.

Ilpomunokaszanna.



[TigBumieHa 4yTIMBICTh A0 JIOCMEKTHUTY a00 10 Oyab-sSKOi 3 JOMOMDKHUX PEUOBHH, BKA3aHHUX Yy
po3aini «Cxmamy.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€mMOoOiil.

AncopOyroui BIACTUBOCTI IILOTO JIIKAPCHKOTO 3ac00y MOXKYTh BIUIMBATH Ha CTYIIHb Ta/abo
IIBUJKICTh BCMOKTYBAaHHS IHIIMX PEYOBHH, TOMY PEKOMEHJOBAHO HE 3aCTOCOBYBATH IHIII
JiKapchKi 3acobm  omHOYAcHO 3 JikapchkuM 3acobom CMEKTA®  Anembcun-Banmine (1o
MO>KJIMBOCTI CJTiJ] 3a0€3MeYnTH iHTEepBaJl IOHA 2 TOJANHH).

Ocobnueocmi 3acmocyans.

JliocMeKTHT cITii 3 00CPEKHICTIO 3aCTOCOBYBATH TAIIEHTAM 3 TSDKKUM XPOHIYHHM 3aropoM B
aHaMHe3l1.

Cilizl yHUKATH 3aCTOCYBaHHS Jikapchkoro 3acoby CMEKTA® Anenscun-Banine HemoBiATaM i
JITSM BIKOM 10 2 pokiB. ErtanoHom mikyBaHHS TocTpoi Jiapei € po3uuH JUIsl NepopasibHOT
perigparauii (PIIP).

VY niteil BIKOM BiI 2 pOKIB TOCTpY JAlapel0 HEOOXITHO JIKYBaTH B KOMILJIEKCI 3 paHHIM
3aCTOCYBAaHHSAM pO3uUMHY JUIsl nepopaibHoi perigparauii (PIIP) nns 3amoGiranHs nerimpararii.
CI1ij1 yHHKaTH XPOHIYHOTO 3aCTOCYBaHHs JTikapchkoro 3aco0y CMEKTA® Anenscun-Banins.

VY nopocnux JTiKyBaHHS HE BUKJIIOYAE PETiApaTaIlio 3a HeOOXiTHOCTI.

O06’em perimpatarii 3a JOMOMOTOK pO3YMHY JJIA TEepopaiabHOi  periapatarii  ado
BHYTPIITHBOBEHHOI perigparainii 3ajleXuTh BiJ IHTEHCHUBHOCTI Jiapei, BIKYy NallleHTa Ta
0Cco0JIMBOCTEH Mepediry 3aXBOprOBaHHS.

[NamienTa caia npoindopMyBaTu PO HEOOXITHICTE:

. perigpataiiii 3a JOMOMOTOK 3HAYHOTO O00’€MY COJIOHMX a00 COJOJIKHX PUIMH s
KOMIIEHCAIlll BTpAaTH PiIWHMA BHACIIIOK aiapei (cepenHs qo6oBa moTpebda opraniamMmy JA0pOCIIOro y
BO/Il CTAHOBUTb 2 JIITPH);

. MATPUMaHHS IPUHOMY DK1, TOKU TPUBAE Jiapes:

— 3 BHUKJIIOYCHHSIM JESIKUX TPOJYKTIB, OCOOJIMBO CHpPUX OBOYIB 1 (PPYKTIB, 3€JIIEHUX OBOMYIB,
MPSTHUX CTPaB, a TAKOK 3aMOPOKEHHUX XapuOBUX MPOAYKTIB a00 HAMOiB;

— 3 Ha/IaHHSIM [IepeBary 3are4eHoMy M SICy Ta PUCY.

Ileit sikapChbKU MICTUTh TJIOKO3y Ta caxapo3y. BiH He pEKOMEHIIOBaHWM MaIlieHTaM 3
HETIEPEHOCUMICTIO  (PPYKTO3H, MajabaOCOpOIi€Er0 TJIIOKO3M 1 TallakTo3u abo  caxapaso-
130MaIbTa3HOIO HEJJOCTATHICTIO.

Ieii mikapchbKui 3aci® MICTUTH €TaHOJ (QJIKOTroJib) y HEBEMUKid KitbkocTi: mMeHme 100 Mr Ha
1000BY J103Yy.

3acmocysanns y nepioo eazimnocmi abo 200y8anHs 2pyoor.

BarirHicth

Jlani mpo 3actocyBanHs Jikapchkoro 3aco6y CMEKTA® Anenbcun-Banine BaritHuM KiHkam
BifCyTH1 a00 oO6MexkeH1 (MeHme 300 BUMaAKiB BariTHOCTI).

JlocnmiypkeHHsT Ha TBapWHaxX HE € JOCTaTHIMH JJIsi BHCHOBKIB CTOCOBHO PEHPOIYKTHBHOI
TOKCHUYHOCTI.

He pexoMeHI0BaHO 3acTocoByBaTH Jlikapchkuii 3aci6 CMEKTA® Anenscun-Banins y mepion
BariTHOCTI.

I'ogyBaHHS rpy/UIIO

Jlani npo 3actocyBanHs Jjikapchkoro 3aco6y CMEKTA® Anenscun-Banine min gac roayBaHHs
TPYAII0 0OMEKEHI.

He pexoMeH0BaHO 3acTocoBYBaTH Jikapchbkuii 3aci6 CMEKTA® Anenbcun-Banine mim wac
T'OJTyBaHHS TPYIIIO.

DepTUIbHICTh
BruB 1poro Jikapchkoro 3aco0y Ha (hepTUIIBHICTD Y JIIOJUHU HE IOCIIKYBaIH.




30amuicmes enausamu Ha WEUOKICMb peakyii npu KepyeawHi asmompaHcnopmom abo iHwuUMu
MexanizmMamu.

JlocnmipkeHb  3IaTHOCTI KEpPyBaTH TPAHCIOPTHUMHU 3aco0aMy  Ta TMpaIioBaTd 3 IHIIUMH
MEXaHI3MaM# i BIUIMBOM I[LOTO JIIKAPCHKOTO 3aco0y He mpoBomwin. [IpoTe owikyerbes, 1m0
HOro BIUIMB € HE3HAYYIIUM a00 BIICYTHIM.

Cnoci6 3acmocysannsa ma 0o3u.

Hosu

JlikyBaHHs roCcTpoi niapei

Jlitn BikOoM Bif 2 poKiB: 4 MakeTHKH Ha 100y MPOTATroM 3 JHIB, a MOTIM IO 2 MaKeTHUKU Ha 100y
POTATOM 4 JTHIB.

Hopocni: 3 makeTuku Ha A00y TpoTsIroM 7 AHIB. 3a HEOOXIMHOCTI J03Y JIKApPChKOTO 3aco0y
MO>KHA TI0JIBOITH HA MTOYATKY JIIKYBaHHS.

[H111 MokazaHHs

Hopocmni: y cepenabomy 9 1 (3 makeTuku) Ha 100Y.

Cnocib 3acmocysanns

Jlj1g mepopajibHOTO 3aCTOCYBaHHSI.

Bwmict maketmka HEOOXIHO 3MIMIaTH 10 YTBOPEHHS CYCIEeH31i Oe3MmocepenHbo mepes
3aCTOCYBAaHHSM.

Jlnst miTed BMICT TaKeTWKa MOJKHA 3MimaTé y Topimedri 3 50 M1 BOAW I 3aCTOCYBaHHS 3
IHTepBaJaMH MPOTIroM JTHS abo JoOpe mepemMiliaTv 3 HamiBpiIAKOI DKEr, Takol AK OyibiloH,
KOMTIIOT, ITIOpe, JUTSYE XapayBaHHS TOIIO.

JI1st TOpOCIINX BMICT MAaKeTHKa MOYKHA 3MIIIATH 3 TIOJIOBUHOO CKIISTHKY BOJTH.

Himu.

3acTOCOBYBATH IS JIIKYBaHHS JITEH BIKOM Bi 2 POKIB.

Ilepeoo3ysanns.
[lepeno3yBaHHs MOKe MPU3BECTU [0 TSKKOTO 3am0py abo 0 yTBOpPEHHs 0e30apy.

Ilo6iuni peakuii.

[ToGiuHOM peakIfiero, Ipo Ky HaW4acTilie MOBIIOMIISIIM Iil 4Yac JIIKYBaHHs, € 3amop, SKAH
BUHUKaE Npubmu3Ho y 7 % mopocnux ta npubiausno y 1 % naireid. Y pa3i BUHUKHEHHS 3am0py
JIKYBaHHS JIOCMEKTUTOM CIiJ TPUIUHUTH, a 3a MOTpeOM — TOHOBUTH B MEHIIH 1031 Y
HaBeJICHIM HWKYE TAONHII MPEACTABICHO TEpeNiKk MOOIYHUX peakilii Ha JIKapChbKUW 3acid, mpo
SIK1 TTOBIIOMJISUTH TI1JI Yac KIIHIYHUX BUIPOOyBaHb Ta y MEPIOJ MICHA peecTparlii JiKapchbKOTo
3aco0y.

YacroTa no6iuHUX peakiiid KIacu(iKyeTbCsl TAaKUM YHMHOM: Jqyxe dacto (>1/10); wacro (=1/100,
<1/10); mewacto (=1/1000, <1/100); pizko (=1/10000, <1/1000), myxe piako (<1/10000),
HEB1IOMO (HEMOJKJIMBO BU3HAYMTH HA ITJICTaB1 HASBHUX JIAHUX ).

[To6iuyHi peakuii Ha JiKapchbKuil 3acid, BUSBIEHI MiJ 4Yac KIIHIYHUX BUIPOOYBaHb Ta y IMEpioj
TICIIsL peecTpaltii JiKapcbKOro 3acoly

Cucremu oprasis Yacrora ITo0iuna peakuis
3 60Ky HuTyHKOBO-KuIkoBoro | Yacro* 3amnop
TpaKkTy Heuacto* birroBaHHsA
3 GOKy LIKIpU Ta MiJMKIPHOT Heuacto* Bucun
TKaHUHU Pigko* Kponus’sHka
Hegsigomo AHT10HEeBpOTUYHMI HaOPSIK, CBEPOLK
3 60Ky IMYHHOI cCHUCTEMH Hesizomo ['inepyyTIMBicTh

*YacToTy BU3HAYCHO 32 JAHUMH KIJIIHIYHUX BUIPOOYBaHb.

Tlosioomnenns npo niodo3prosani nodiuHi peaxyii



BaxnuBo MOBIIOMIISTH MPO MiA03PIOBaHI MOOIUHI PeaKIlil micist peecTpallii JiKapchbKoro 3aco0y.
Ile mae 3Mory 3ailiCHIOBATH MOHITOPHHI CITIBBIJHOIIEHHS KOPHCTI Ta PU3MKY 3aCTOCYBAHHS
Jikapcpkoro 3acoOy. IlpaiBHUKH OXOpOHM 3[0pOB’S TMOBHHHI IMOBIIOMIIATH Mpo OyIb-sKi
MiZ03pIOBaH1 MOOIUHI peakIlii uepe3 cucremy dhapMaKoHArJsIy.

Tepmin npuoamnocmi. 3 poku.

YMmoBu 30epiranns. CremianbHUX yMOB 30epiraHHsi He moTpedye. 30epiraTé y HEAOCTYITHOMY
JUTA JITEeN Micli.

YnakoBka. [1o 3,76 r nopomky y maketuky; mo 10, 12 a6o 30 nmakeTukiB y KapTOHHIH KOpOOIIi.
Kareropis Bignycky. be3 penenra.

BupooOHuk.
BO®VYP IIICEH IHAYCTPI.

Micue3naxo/:keHHsI BUPOOHMKA Ta HOro ajapeca Micusi NPOBAa/KeHHS AislIbHOCTI.
Pro Ete Bipron 28100 JIPHO, ®paniris.



