IHCTPYKIIA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIKAPCHKOI0 3aC00y

CMEKTA® Aneabcun-Baniib
(SMECTA® Orange-Vanilla)

Cknao:

oiroua peuosuna: diosmectite;

1 MaKeTUK MICTUTh JIOCMEKTUTY (CMEKTHUTY JIOKTACAPUIHOIO0) 3 T;

OONOMIICHI pedo8uHu. TIIOKO3M MOHOTIApAT, CaxapuH HaTpPil0, apoMaTU3aTop BaHUIBHHUNA
(MaNbTOJEKCTPHH, caxapo3a, IIIIEepoJl TpUaleTaT, KPEMHII0 JiOKCHJ, CIUPT €THJIOBHH, JEIUTHH
CO€BUI, BaHUIIH, ETWIBAHLIIH, €KCTPAKT BaHUI, TETIOTPOMiH, OCH3aJIBAETIA, AUETHIOYTHPHII,
KHCJIOTA OJiifHa, pOMOBHH edip), apoMaTH3aTOp anelbCHHOBUHI (MaJbTOAEKCTPHUH, caxaposa,
apaBilicbKa KaMe/lb, MOHO- Ta J1aleTHJIOBHHA e(ip BUHHOT KUCIIOTH MOHO- Ta AUTITILEPHIIB KUPHUX
KHCJIOT, KPEMHIIO JTIOKCHI, OJIisl aleIbCHHOBA KOHIICHTPOBAHA, OJIisl aleIbCHHOBA, OJis alleJIbCHHOBA
IMCTUIIBOBAHA, IJIaBJICHA Oist pakiii, 30araueHoi ampAerizioM, ois anelbCHHOBAa KOHIIEHTPOBAaHA
(bpaxiiis, anenabCUHOBI TEPIECHH, €TUIOYTUpAT HATYpaIbHUI).

Jlikapcebka dopma. [Toporiok 1715 opasibHOT CyCreH3ii.
OcHogni ¢izuxo-ximiuni e1acmusocmi: TOPOIIOK BiJ CIpyBaTO-01JI0TO0 KOJIBOPY 10 KOJIBOPY OXPH 3
JIETKUM 3aI1axoM arfelbCuHa MPU MPUroTyBaHHI CyCHeH3Ii.

dapmakoTepaneBTHYHA rpyna. [Ipotuaiapeiini npenapaT, 110 3aCTOCOBYIOTHCSA MPH 1HPEKIIHHO-
3anajbHUX 3aXBOPIOBaHHAX KuiedHUKY. EHTepocopbentu. Kox ATX A07B CO5.

Dapmakonoziuni eracmusocmi.

Dapmarxoouramixa.

[Tix gac mocnipKkeHb KIATHIYHOT apMaKoIorii JIOCMEKTUT ITPOJIEMOHCTPYBAB 3/IaTHICTD:

- ajicopOyBaTH ra3 B KUIIEYHUKY Y TOPOCIHX;

- BIJTHOBJIIOBATH HOPMAaJIbHY NMPOHUKHICTH CIM30BOi O0OJOHKH (y KIIHIYHOMY JIOCIIJKEHHI,
MIPOBEICHOMY 3a YYacTIO JiTel 3 TaCTPOEHTEPUTOM).

3aBAsIKM  CTYJKOBIM CTPYKTYpl Ta BHCOKIA IUIACTHUYHIA B’SI3KOCTI JIOCMEKTUT MAa€ BHCOKY
00BOJIIKalOYy 3/JaTHICTh HA CIIN30B1# 000JIOHII TPABHOTO TPAKTY.

CykymHiI pe3yibTaTH JABOX TMOABIMHMUX CIIMUX PaHIOMI30BaHMX JOCHIKEHb, MiJ Yac SKUX
nocimKyBanu edekTuBHicTh Hikapchkoro 3aco6y CMEKTA® Anenscun-Banine HopiBHAHO 3
mane6o 3a ygactio 602 maiieHTiB BikoM Bi 1 10 36 MiCAIIIB 3 TOCTPOIO J1apeero, TOKa3alld 3HAYHE
3HWKEHHS YaCTOTH BUIOPOXKHEHBb IMPOTATOM NepIIuX 72 TOAMH y TPyIi NpHUHOMY JKapchbKOTro
3aco6y CMEKTA® Anenbcua-BaHine B MOEAHAHHI 3 TEPOPAIBLHOIO PETipaTalli€o.
Dapmakokinemuxa.

3aBasku cTpykTypi miocmektury CMEKTA® Anenscun-Baninb yTpuMyeThcs Ha TIOMiHAIbHi
CTOPOHI emiTeNito, He aJcopOyeThes Ta HEe MeTabomi3yeThes. [[I0CMEKTHT BUBOAMTHCA 3 KaJIOM
[IITXOM HOPMAaJIhbHOTO KHITKOBOTO TPAH3HUTY.

Kainiuni xapakrepucTuku.

Ilokasanna.

JlikyBaHHS rocTpoi Jiapei y AiTel BikoM BiJ 2 pokiB (A0AaTKOBO J0 MEpOpalibHOI perijpaTariii) Ta 'y
JIOPOCIIUX.

CumMrnromaTuyHe JIIKyBaHHS XpOHIYHO1T QyHKIIIOHAJIBHOT Jiapei y TopociuX.

CumnTomMaTHyHe JIIKyBaHHS 00110, OB’ S13aHOTO 3 (DYHKIIIOHAIBHUMH 3aXBOPIOBAaHHAMHU KHILIEYHUKY
y JIOPOCIIHX.

Ilpomunokazanns.
[TigBuIieHa 4yTIUBICTh JO AIOCMEKTUTY a00 M0 Oyab-sKOi 3 JOMOMIXHHX PEYOBHH, BKA3aHHUX Y
po3aini «Ckmaay.



B3aemooia 3 inwumu nikapcokumu 3acovamu ma inuii 6UOU 63aEMOO0ii.

AncopOyrodi BJIACTMBOCTI IBOTO JIIKAPCHKOTO 3aco0y MOXKYTh BIUIMBAaTH Ha CTYIIHb Ta/abo
IIBUJIKICTh BCMOKTYBAHHS 1HIIMX PEYOBHH, TOMY PEKOMEHIOBAHO HE 3aCTOCOBYBATH 1HIII JIIKAPCHKI
3acO0M OJHOYACHO 3 JIKAPChKUM 3aCO000M CMEKTA® Anenbcun-Baninb (0 MOYKJIMBOCTI CJij
3a0e3MeUnTH IHTEPBAJ MOHA]] 2 TOIUHH).

Ocobnueocmi 3acmocyeanns.

JIiIoCMEKTUT ciifi 3 00EepeKHICTIO 3aCTOCOBYBATH TAIli€HTaAM 3 TSHKKUM XPOHIYHHUM 3allOpOM B
aHaMHe3l.

Crnig yHMKaTH 3acTocyBaHHsA Jikapchkoro 3acoby CMEKTA® Anenscun-Banins HemoBiaTaM i
JITSIM BiKOM 10 2 pokiB. ETamoHOM JliKyBaHHS TOCTPOI Jiapei € po34MH I IepopaIbHOI periapararii
(PIIP).

V niteli BikoM Bij 2 pOKiB TOCTpY Jiapero HeoOX1IHO JIIKyBaTH B KOMIUIEKCI 3 paHHIM 3aCTOCYBaHHAM
po3uuny sl nepopanbHoi perigpartamii (PIIP) mns 3amo6irannst neriaparanii. Ciig yHUKaTH
XPOHIYHOTO 3acTOCyBaHHs Jlikapchkoro 3acody CMEKTA® Anenscun-Banins.

VY nopocnux JiKyBaHHS HE BUKIIIOUAE PeriipaTalliro 3a He0O0XiIHOCTI.

O06’em perigpaTariii 3a 1OIIOMOTOI0 PO3UMHY JJISl IEPOPAIBHOI periaparaliii abo BHYTpPIIHBOBEHHOT
perimparaiii 3aJeXuTh BiJ IHTEHCHBHOCTI Jiapei, BiKy Mali€eHTa Ta OCOOJMBOCTEH mepediry
3aXBOPIOBAHHS.

[MTamienTa cnig npoingopMyBaTH PO HEOOX1IHICTE:

. perimparaiiii 3a JOITOMOTO¥0 3HAYHOTO 00’ €MY COJIOHHX 200 COJIOJAKUX PiJIFH JIJIsi KOMITEHC A1l
BTpaTH PiAVMHH BHACTIAOK Jiapei (cepenHs 1000Ba moTpeda opraHizmy A0pPOCIOro y BOJi CTAHOBUTH
2 nitpm);

. HiATpUMaHHS TPUHOMY 1K1, IOKU TPUBAE Jiapes:

— 3 BUKJIFOUEHHSIM JICSKUAX TPOIYKTiB, OCOOIMBO CHPHUX OBOYIB 1 (PPYKTIB, 3eJICHUX OBOYIB, IPSIHUX
CTpaB, a TAKOXK 3aMOPOKEHHUX XapUOBUX MPOIYKTIB a00 HAMOIB;

— 3 HaJJaHHSM TIepeBary 3arieueHOMY M’SICY Ta PHCY.

Ile#t mikapcbkuii MICTUTH TJIOKO3y Ta caxapo3y. BiH He peKoMeHJOBaHUHM MallieHTaM 3
HENEPEHOCUMICTIO (PYKTO3H, MaTbaOCOPOIIEIO TIIOKO3H 1 FalakTo3H abo caxapazo-130MalbTa3HOO
HEJOCTaTHICTIO.

Le#t nikapcekuii 3aci0 MICTUTB €TaHOJ (AJIKOT0JIb) Y HEBEIHMKIN KiIbKOCTi: MeHuIe 100 Mr Ha 106OBY
703Y.

3acmocysanns y nepioo eazimnocmi abo 200y8anus epyooio.

BariTHicTbh

Jlani mpo 3actocyBanHs nikapckkoro 3aco6y CMEKTA® Anenbcun-BaHinb BariTHUM skiHKaMm
BiJICyTHI a00 oOmexeH1 (MeHie 300 BumaakiB BariTHOCTI).

JlocIipKeHHs Ha TBapUHAaX He € JJOCTaTHIMU 11 BUCHOBKIB CTOCOBHO PETPOYKTUBHOI TOKCHYHOCTI.
He pexoMeHI0BaHO 3acTOCOBYBaTH jikapchkuii 3aci6 CMEKTA® Anenscun-Baninbs y mepion
BariTHOCTI.

T'onyBanHs rpyaIro

Jlani npo 3actocyBaHHs Jjikapchkoro 3acody CMEKTA® Anenscun-Bawnins min wac rogypaHHs
TPYIIE0 OOMEKEHI.

He pekoMeHIOBaHO 3acTocoByBaTH Jikapchkuii 3aci6 CMEKTA® Anenscun-Bamine mig uac
TOAYBaHHS TPYIUIIO.

DepTUIbHICTD
BnnuB 1iporo sikapcekoro 3aco0y Ha (epTHIIBHICTD Y JIOAUHH HE JOCTIIKYBAJIH.

30amuicms enausamu Ha WBUOKICMb peakyii npu KepyeawHi asmMompaHcnopmom abo iHwuUMu
Mexanizmamu.

JlociKeHb 31aTHOCTI KepyBaTH TPAHCIIOPTHUMH 3aC00aMHM Ta MIPAIIOBATH 3 THITMMHU MEXaHI3MaMH
M7 BIUIMBOM IIbOTO JIIKapChKOTo 3aco0y He mpoBoawid. IIpoTe odiKyeThCs, 10 HOTO BIUIUB €
HE3HAYyIIUM a00 BIICYTHIM.



Cnoci6 3acmocysannsa ma 0o3u.

03U
JlikyBaHHS rocTpoi aiapei
JliTn BiKOM BiJ 2 POKIB: 4 MAaKeTHKW Ha 0Oy MPOTITroM 3 AHIB, a MOTIM IO 2 MaKeTUKH Ha J00Yy
npoTsrom 4 THIB.
Jlopocmi: 3 makeTuKu Ha 100y MpOTATroM 7 IHIB. 3a HEOOX1AHOCTI 103y JIKapChKOTO 3ac00y MOYKHA
MOJIBOITH HA IMOYATKY JIIKYBaHHS.
[H111 TOoKa3aHHs
Hopocmni: y cepenabomy 9 1 (3 makeTuku) Ha 100y.
Cnocib 3acmocyeanns
J1J1s mepopalibHOTO 3aCTOCYBaHHS.
BwmicT nmakeTrika HEOOX1THO 3MIIIIATH 10 YTBOPEHHS CYCIIEH311 O€3110CePETHBO Mepe] 3aCTOCYBAHHSM.
Jis miTedl BMICT MakeTWKa MOKHA 3MimaTH y Tuistmedri 3 50 MuI BOAM IS 3aCTOCYBaHHS 3
IHTEepBaJaMu MPOTIATOM JHA abo 100pe mepeMimard 3 HaIiBPiIKOK DKEK, TaKO SK OyJIbHOH,
KOMIIOT, TTFOpE, TUTSYE XapuyBaHHSI TOIIO.
Jl1st TOpOCITUX BMICT IMaKeTUKa MOKHA 3MIIIATH 3 TIOJIOBUHOO CKJISTHKH BOJIH.

Himu.

3acTocoByBaTH IS JTIKYBaHHS AiT€H BIKOM BiJl 2 POKIB.

Ilepeoo3ysanns.
[lepeno3yBaHHS MOXE MPU3BECTU JI0 TAKKOTO 3am0py a0 A0 yTBOpPEeHHs Oe30apy.

Io6iuni peaxuii.

[To6iuHOO peakiiiero, Ipo SIKy HaH9aCTIIIe MOBITOMIISIIH IT1]T 9ac JIIKyBaHHS, € 3a10p, SKHii BHHUKAE
npubau3Ho y 7 % mopocnux Ta npubmuzHo y 1 % miteil. Y pa3i BUHHUKHEHHS 3aropy JIKyBaHHS
JIOCMEKTUTOM CJIiJI IPUITHHUTH, a 3a MOTPEON — MOHOBUTU B MEHIIIH 1031. Y HaBEIEHIM HUKYE
TaOJIUI IPEJCTABICHO MepetiK MOOIYHUX peaKilii Ha JIIKapChKHil 3aci0, Mpo sKi MOBIIOMIISITH MiA
yac KJIIHIYHUX BUNIPOOYBaHb Ta y MEPIoJI MICHsl peecTparliii JIikapCbKoro 3acoly.

Yactora moOIYHUX peakiiil kiacu]ikyeTbcs TaKMM YMHOM: Ayxe dacto (=1/10); wacto (=1/100,
<1/10); mewacro (=1/1000, <1/100); pixko (>1/10000, <1/1000), myxe pigko (<1/10000), HeBizOMO
(HEMO>KJIMBO BU3HAUUTH Ha IM1JICTaBl HasBHUX JaHUX).

IToGiuHi peakii Ha JiKapchKU 3aci0, BUSABIIEHI 1]l Yac KIIHIYHUX BUIIPOOYBaHb Ta y Mepiof Mmicis
peecTpaliii JIIKapchKOro 3aco0y

Cucremu oprasis YacroTa IHo0iuna peakuist
3 00Ky IUTYHKOBO-KHIIIKOBOrO | Yacto* 3anop
TPaKTy Heuacto* biroBaHHs
3 00Ky HIKIPH Ta MiJMIKIPHOT Heuwacto* Bucun
TKaHUHU Pigko* Kponup’sHka
Hesizomo AHTiI0HEeBpOTUYHMI HAOPSIK, cBEpOIkK
3 OOKY IMYHHOI CHUCTEMH Hesinomo ['inep4yTiuBICTbH

*YacToTy BU3HAYECHO 3a JAHUMH KJIIHIYHUX BUIPOOYBaHb.

Tlosioomnenns npo nido3prosani nobiuHi peaxyii

BaxxnmiBo moBiIOMIISITH PO M1A03PIOBaHI MOOIYHI peakIlii micis peecTparlii JJTikapchkoro 3aco0y. Lle
J1a€ 3MOT'Y 3[1lICHIOBaTH MOHITOPHHT CITiBBIIHOIIIEHHS KOPHUCTI Ta PU3HUKY 3aCTOCYBAHHSI JIIKAPCHKOTO
3aco0y. [IpariBHUKN OXOpPOHH 310POB’SI TOBUHHI MOBIAOMIIATH TIPO Oyab-sK1 IMiI03pIOBaH1 MOOIYH1
peakiii uepes cucreMy (hapMaKkoHarsny.

Tepmin npuoamuocmi. 3 poxu.



YmoBHu 30epirannsi. CrieriaapHUX yMOB 30epiraHHst He motpedye. 306epiraTu y HeIOCTYITHOMY IS
miTer Micr.

YnakoBka. [1o 3,76 r nopomky y naketuky; mo 10, 12 a6o 30 nakeTHkiB y KapTOHHIN KOpOOIIi.
Kareropis Binnmycky. be3 penenra.

Bupoonuk.
bBO®VYP IIICEH IHAYCTPIL.

Micue3Haxoa:KeHHs1 BAPOOHUKA Ta MOro ajpeca Micusi NPOBaIKeHHS AislJIbHOCTI.
Pro Ere Bipton 28100 JIPbO, ®panitisi.



