IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

CMEKTA® Baninp

(SMECTA® Vanilla)

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

0onoMidCcHI peuoBuHU: TIIOKO3U MOHOTIAPAT, caxapyH HaTPil0, BaHiMIiH.

JlikapcbKa ¢popmMa. [TopoIIoK [y opaabHOI CyCIeH3il.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: TIOPOIIOK Bif CipyBaTO-0i710T0 KOIBOPY OO0 KOIHOPY OXPH 3
JIETKUM 3allaxOM BaHiJIi.

dapmakoTepaneBTHYHA rpyna. [IpoTupiapeliti npenapaTy, 0 3aCTOCOBYIOTLCA IPY iHGEKIINHO-
3anajbHUX 3aXBOPIOBaHHAX KuilleuHUKY. EHTepocopbenTu. Kom ATX A07B CO05.

dPapmakon02iuHi e1acmusocmi.

dapmakoOuHamika.

[Tig wac mocmigkeHb KITiHiYHOI papMaKoIIoril JIOCMEKTUT IPOIEeMOHCTPYBaB 3MaTHICTE:
- apcopOyBaTu ra3 B KMIIEYHUKY Y JOPOCIIUX;

- BiIHOBIIOBATH HOPMaJIbHY MMPOHUKHICTD CJIM30B0OI 000JI0HKY (y KIIIHIYHOMY OCIifIZKEeHHi,
IIPOBEIEHOMY 3a y4acCTIO JiTed 3 TaCTPOEHTEPUTOM).

3aBOgKY CTYJIKOBiM CTPYKTYPi Ta BUCOKIM IIJTaCTAYHIN B’I3KOCTI JIOCMEKTUT Ma€ BUCOKY
00BOJTiKa4y 3[aTHICTh Ha CIM30Biii 000I0HIII TPAaBHOTO TPAKTY.

CyKymHi pe3y/nbTaTy ABOX IOABIMHUX CIIINUX PAHIOMi30BaHUX JOCTIAXKEHb, MIifl Yac SKuX
mocTinXyBany eGeKTUBHICTh TiKapchkoro 3aco6y CMEKTA® BaHinb mopiBHAHO 3 miane6o 3a y4acTio
602 marrieHTiB BikoM Bifg 1 1o 36 MicAIIiB 3 TOCTPOIO Aiape€to, TOKa3alu 3HaYHe 3HUXKEHHS 4aCTOTU
BUIIOPOXKHEHb IPOTATOM IepIIKX 72 FOAUH y TPYIIi IPUIAoMY JliKapchkoro 3aco6y CMEKTA® Bawins B
IIOENHAHHI 3 TepopaIbHOI0 perigpaTtali€eo.



dapmakoKiHemuxka.

3aBaaku CTPYKTypi miocMexkTuTy CMEKTA® BaHins yTpUMY€EThCS Ha TIOMiHANBHIHA CTOPOH] emiTertio,
He aficopOyeThcs Ta He MeTabomi3yeThCs. [JiIOCMEKTUT BUBOJUTHCS 3 KaJIOM IIJITXOM HOPMaJIbHOTO
KUIITKOBOT'O0 TPAH3UTY.

KrinigHi XapaKTepHCTHKH.
Iloka3anus.

JIikyBaHHS rOCTpPOI Aiapel y AiTel BiKOM Bif 2 POKiB (HOOATKOBO A0 IMEpOpPasbHOI perigparTatii) Ta y
OOPOCTIHUX.

CuMnToMaTH4He NTiKyBaHHS XPOHIYHOI QYHKIIIOHAJIBHOIL Jiapel y JOPOCIHX.

CuMITOMaTHYHE JIiIKyBaHHS GOJII0, OB’ I3aHOT0 3 PYHKIIOHATLHUMH 3aXBOPIOBAHHSIMMU KUIICYHUKY Y
MOPOCIIHX.

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTD IO MiIOCMEKTUTY ab0 1m0 OyIab-IKOi 3 MOMOMIKHUX PEeYOBUH, BKa3aHUX Y
po3mini «Crmam».

B3aemodisa 3 iHwumu nikapcokKumu 3acobamu ma iHwi eudu e3aemoditi.

AncopGyrodi BIacTHBOCTI JiKapchkoro 3aco6y CMEKTA® BaHinb MOXKyTh BIJIMBATH Ha CTYIiHbL Ta/a6o
IIBUOKICTH BCMOKTYBaHHS iHIINX PEYOBHH, TOMY PEKOMEHAYETHCS HE 3aCTOCOBYBATH iHIII TiKapChKi
3aco0u OMHOYACHO (IT0 MOXKJIMBOCTI CJtifg 3a0e3MevYuTy iHTepBas IOHaM 2 TOOUHHU).

Oco6 1ueocmi 3acmocyeaHHsi.

HiocMeKTUT cy1if 3 00€pEeKHICTIO 3aCTOCOBYBATH MAlliEHTAM 3 TAKKUM XPOHIYHUM 3allopoM B
aHaMHe3l.

Crif yHMKaTH 3aCTOCYBaHHS Jikapchkoro 3acody CMEKTA® BaHine HeMOBIATaM i giTsM BiKOM [0 2
pokiB. ETanonoM niKyBaHHS TOCTPOI [iapel € PO3YXH [JIs IepopaibHol perigpaTanil (PIIP).

Y mitet BikoM Bif 2 pPOKiB roCTpy miapero HeOOXigHO JTiKyBaTH B KOMILJIEKCi 3 paHHIM 3aCTOCYBAaHHSIM
PO3UMHY IJIs TepopasnbHol perigpaTtarii (PIIP) gns 3anobiranus gerigpatanii. Crig yHUKaTH
XPOHIYHOTO 3aCTOCYBaHHS JiKapchkoro 3aco6y CMEKTA® BaHinb.

Y mopocnux JiKyBaHHS He BUKJIIOYA€E perifpaTaliio 3a HeoOXiIHOCTi.

006’em perigpaTallil 3a [OIIOMOT0!0 PO3YKHY [JI51 TepOpaIbHOI perigparatii abo BHYTPIlIHbOBEHHOI
perimparariii 3ayexkuTh Bif iHTEHCUBHOCTI fiapei, Biky maliieHTa Ta ocobmuBocTel nepebiry
3aXBOPIOBAHHS.



[ManieHTa cmif npoiHGopMyBaTH PO HEOOXIAHICTE:

*  perigparatii 3a OIIOMOT 00 3HAYHOT0 00’eMy CONOHKX ab0 COJIONKUX PiduH AJIs KOMIIeHcalil
BTPATH PigWHU BHACHINOK miapel (cepenmHst moboBa moTpeba opraHiaMy JOPOCIOTro ¥ BOAi CTAHOBUTD 2
TTpH);

*  TiATPUMaHHS MPUUOMY 1XKi, TIOKW TPUBAE Hiapes:

- 3 BUKJ/TIOYEHHSIM [EesSKUX TPOOYKTiB, 0COONMMBO CUPHUX OBOUiB i GPYKTIB, 3€JIEHUX OBOYiB, MPSHUX
CTPaB, a TAKOXK 3aMOPOXKEHUX XapYOBUX IIPOAYKTIB a00 HAIOIB;

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

Lleii mikapChbKUM MiCTUTH TJIIOKO3Y. BiH He peKOMeHI0BaHUY allieHTaM i3 CHHIPOMOM MababcopOiii
TJII0OKO3K a0 TaJIaKTO3H.

Lleit mikapchKu# 3acib MiCTUTh eTaHOJ (alKOT0JIb) V HEeBeIHKiil KimbKocTi: MeHIIe 100 Mr Ha 1060By
[03y.

3acmocysaHHA y nepiod sazimHocmi a6o 200y8aHHs 2pyod0to.
BaritHicTb

IaHi Ipo 3aCTOCyBaHHs JTiKapCchKoro 3aco0y CMEKTA® BaHinb BariTHUM XiHKaM BifcyTHi a0
ooMmexeHi (MeHme 300 BUIIAOKiB BariTHOCTI).

HocnifKeHHS Ha TBApHHAaX He € JOCTATHIMHU [JI BUCHOBKIB CTOCOBHO PEIPONYKTUBHOLI TOKCUYHOCTI.
He pexoMeH0BaHO 3aCTOCOBYBATH JiKapchkui 3aci6 CMEKTA® Bawine y mepiof BariTHOCTI.

['ogyBaHHd TpyONI0

IaHi Tpo 3acTOCyBaHHS JTiIKAPCHKOTO 3aC00y CMEKTA"® Basnins ming gac rOfyBaHHA I'PYLII0
oOMeXeHi.

He pekoMeH0BaHO 3aCTOCOBYBATH JTiKapChKUii 3aci CMEKTA® Bawnins min gac rofyBaHHA I'PYLOIO.

®epTUNLHICTD

BrnuB 116010 JIiKapchKOro 3aco0y Ha GepTUIIBHICTE V NIOOWHY He [TOCTigXKyBaIu.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

HocnigXkeHb 30AaTHOCTiI KEPYBATH TPAHCIIOPTHUMHY 3aco0aMu Ta IMpalloBaTH 3 iHIIUMU MeXaHi3MaMu
TiJl BIIJIMBOM LILOTO JIiIKAPCHKOTO 3ac00y He mpoBoauiu. [IpoTe 04iKyeThCs, 1[0 HOTO BILIUB
He3Hauymui abo BifCyTHiM.



Cnoci6 3acmocyeaHHss ma do3u.
Lo3u

JIikyBaHHS TOCTPOI miapel

Hitu BiKOM Bif 2 poKiB: 4 makKeTuKH Ha Jo0y MPOTATOM 3 [IHIiB, a IIOTIM 110 2 TAaKETUKU Ha KO0y
IPOTATrOM 4 [HiB.

Hopocri: 3 nakeTuKu Ha fO0y IPOTAroM 7 OHIB. 3a HEOOXiMHOCTI 403y TiKapChKOTo 3aco0y MoXKHa
IIOZIBOITY Ha MOYaTKy JTiKyBaHHS.

[H111i TOKa3aHHS

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

I71s mepopaabHOTO 3aCTOCYBaHHS.

BwmicT nakeTrka He0OXimHO 3MilIaTH 3 BOJOI0 YK PigKOIO i3Kel0 10 YTBOPEHHS CyCIeH3il
6e3nocepegHbO Mepes 3aCTOCYBaHHSIM.

[ns miTed BMICT MakKeTHKa MOXKHa 3MillaTy y miadmedni 3 50 M1 BOOU A1 3aCTOCYBaHHS 3
iHTepBanaMu MpoTAroM gHs abo moOpe mepeMmimaT 3 HaliBPigKOIO 12Kel0, TaKoio SK OyIIbiioH,
KOMIIOT, TII0pe, JUTSYe Xap4yyBaHHS TOLIO.

Il mOpOCHuX BMICT ITaKeTHKa MOXKHA 3MIIlIaTH 3 MOIOBUHOIO CKISTHKY BOMM.

Himu.

3aCTOCOBYBATH [AJIA JIIKyBaHHS OiTEX BIKOM Bifl 2 POKiB.

Ilepedo3yeanHsi.

[Tepemo3yBaHHS MOXKe MIPU3BECTH IO TSIKKOTO 3amopy abo 10 YTBOPeHHs 6e30apy.

ITobiuni peakuii.

[To6iuHO0 peakIri€lo, IPo IKy HaldacTile MOBiMOMIISIIM Il Yac JTiKyBaHHS, € 3aIop, SKUil BHHUKAE
npubnau3Ho y 7 % mopociux Ta mpubnusno y 1 % giteit. V pa3i BUHUKHEHHS 3al0py JTiKyBaHHS
OiOCMEKTHTOM CJIifl MPUIMHUTH, a 3a MOTPeOu - MOHOBUTH B MEHIIIiH [03i. Y HaBeeHil HuxKYe
TabIMIIi TPeCcTaBIeHO MMepertiK ModiYyHuX peakIili Ha JTiKapCchbKuM 3aci0, o SIKi MOBImOMIISIIN ITif
yac KJIiHiyHuX BUNPOOyBaHb Ta y Mepiof Iicis peecTpatlii JikapchbKoro 3aco0y.

YacToTa nobiyHUX peakilil KiacudpikyeTbCcs TaKUM YMHOM: gyXKe dacTo (=1/10); gacto (=1/100,
<1/10); Hewacto (=1/1000, <1/100); pigko (=1/10000, <1/1000), myxe pigko (<1/10000), HeBigomMO
(HeMOKIMBO BU3HAYUTH Ha MiJCTaBi HAsIBHUX JaHUX).



[ToGiyHi peakiii Ha NMiKapchbKU 3acib, BUSBIIEH] MMifl Yac KJIiHiYHUX BUNIPOOYBaHb Ta y Mepiof micys
peecTpatliil mikapcbKoro 3acoby

CucreMu OpraHis YacTtoTa [TobiuHa peakilis
3 60Ky HIITYHKOBO-KHUIITKOBOTO [JacTo* 3armop
TPaKTy Heuacto* broBaHHS
3 OoKy wIKipu Ta migmkipHoi  |[HewacTo* Bucumn
TKaHNHHU Pigko* Kponus’'sHKa
Hegigomo AHTiOHEBPOTHYHMM HaOpSK, cBepOixk
3 00Ky iMyHHOI CUCTEMHU HesigoMmo [inepyyTIuBICTh

*JacTOTy BU3HAUEHO 3a JaHUMU KITiHIYHUX BUITPOOYBaHb.

ITogidomaeHHs npo nNi003pro8aHi nobiuHi peakuii

BaxknuBo mOBimOMIATH PO Migo3pioBaHi mobiuHi peakiii micis peectpaii mikapcbkoro 3acoby. Lle
[la€ 3MOTY 3[iMCHIOBAaTU MOHITOPUHT CIIiBBiIHOILIEHHS KOPUCTI Ta PU3UKY 3aCTOCYBaHHS JIIKapPCHKOT0
3aco0y. [TpalliBHUKK 0XOPOHU 3[0POB’S TOBUHHI MTOBIIOMIIATH PO OyOb-sKi Migo3pioBaHi mo0iyHi
peaxilii 3rigHo i3 3aKOHOIaBCTBOM.

Tepmin npudamuocmi. 3 POKH.

YmoBu 30epiranns. CrelianbHux yMoB 30epiranus He noTpebye. 36epiratv y HeIOCTYIITHOMY [J1s1
OiTen Micrii.

YnakoBka. 1o 3,76 r mopomky y nakeTuky; mo 10, 12 a6o 30 makeTHKiB y KapTOHHi# KOpPOOIIi.

Kareropis Bignycky. bes penenra.

BupoOHHK.

BO®YP ITICEH IHOYCTPI.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaKeHHsI Tis/TbHOCTI.

Pio ETe BipTon 28100 [IPHO, ®paHiis.



