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Hakas MiHicTepcTBa OXOpPOHU
340poB’A YKpaiHu
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[ata ocTaHHbOro OHOBNEHHA IHCTPYKU,ii: 05.12.2021

IHCTPYKLIA

AN Meon4YHOro 3acToCyBaHHA Mlikapcbkoro 3acoby

CMEKTA® AnenbcuH-BaHinb

(SMECTA® Orange-Vanilla)

Cknag:
Aito4ya pe4vyoBUHa:

diosmectite;

1 nakeTUK MiCTUTb OiOCMEKTUTY (CMEKTUTY AioKTaeapuuHoro) 3r;

[OOMOMI>KHI pE4YOBUHN:

rMFOKO3M MOHOTriIgpaT, caxapuH HaTpito, apoMaTnu3aTop BaHiNbHUI (ManbTO4EKCTPUH, caxapo3sa,
rniuepon Tpmuauertart, KpeMHIto Aiokcma, CAUpT eTUNOBUIN, NELIUTUH COEBUIN, BaHiNiH, eTUABAHINIH,
eKCTpaKT BaHini, reniotponiH, 6eH3anbaeria, auetmnbytmpun, KucnoTa oninHa, pomosuin edip),
apoMaTtmsaTop anebCUHOBUM (ManbTOL4EKCTPUH, caxapoda, apaBiicbka KaMeab, MOHO- Ta
AiauetmnoBnin edpip BUHHOI KNCMOTU MOHO- Ta AUTNILEPUAIB XXUPHUX KUCNOT, KPEMHIKO Aiokcua, onia
anenbCMHOBA KOHLEHTPOBaHa, 0/1iA anefibCMHOBA, O/iA aneNbCUHOBA AUCTU/IbOBAHA, M/1aB/ieHa onis
dpakuii, 36araueHoi anbaerigoM, onia anenbCUHOBA KOHLIEHTPOBaHa ¢ppakLisa, anesibCUHOBI TEPMNEHMN,
eTunbyTupart HaTypanbHUR).

Jlikapcbka ¢opmMa

Mopoluok onsa opanbHOI CycneHsii.

OCHOBHi ¢i3MKO-XiMiYHi BMacTUBOCTI:



NMOpPOLLIOK Bif CipyBaTo-6inoro Konbopy A4,0 KO/IbOPY OXPU 3 NIETKMM 3amnaxoM anenbcuHa npu
NPUroTyBaHHI cycneHail.

cDapMaKOTepal'leBTl/lblHa rpyna

MpoTuaiapenHi npenapaTu, LW,0 3aCTOCOBYHOTbCA NPM iHOEKLiIMHO-3ananbHMX 3aXBOPHOBAHHAX
Knwe4dHuky. EHTepocop6beHnTun. Kog ATC A07B CO05.

dapmakonoriyHi BnacTmBocTi

dapmMakognHaMika

Mig yac gocnig>keHb KNiHIYHOI dapMakoorii 4iOCMEKTUT NPOLEMOHCTPYBaB 34aTHICTb:

- agcop6byBaTu ras B KULLEYHUKY Y AOPOC/INX;

- Big4HOBMOBATM HOPMasbHY NPOHMKHICTb C/IM30BOI 060/10HKM (Y K/TiIHIYUHOMY OOCNIOXKEHHI,
npoBeAeHOMY 3a y4acTHO AiTeN 3 raCTPOEHTEPUTOM).

3aBaAKN CTYNIKOBINM CTPYKTYPi Ta BUCOKI MIaCTUUHIN B’A3KOCTI AiOCMEKTUT Mae BUCOKY obBonikatouy
30aTHICTb Ha CIM30BI 060/M0HLI TPAaBHOIO TPakTy.

CyKynHi pe3ynbTatv ABOX NOABIMHUX CNIMUX paHAO0MiI30BaHUX AOCIAXKEHb, Nig Yac AKUX
pocnigxyBanu epekTUBHICTb nikapcbkoro 3acoby CMEKTA® AnenbcuH-BaHinb nopiBHAHO 3 nnauebo
3ayyacTio 602 nauieHTiB BikoM Big, 1 40 36 MicALiB 3 rOCTPOIO Aiape€eto, NoKa3any 3Ha4YHE 3HMKEHHA
YaCTOTM BUNOPOXKHEHb MPOTArOM NepLUnx 72 rogmH y rpyrni npmnomy nikapcbkoro 3acoby CMEKTA®
AnenbcuH-BaHinb B noeaHaHHI 3 nepopasnbHOKO perigpaTauieto.

dapmMakokiHeTMKa

3aBasaku cTpykTypi giocMektnty CMEKTA® AnenbcrH-BaHinb yTpuMyeTbCA Ha NOMIHa/bHINA CTOPOHI
enitenito, He agcopbyeTbcA Ta He MeTabonisyeTbeA. [ioCMeKTUT BUBOAUTLCA 3 KasIOM LUIAXOM
HOPMAa/IbHOro KNLLKOBOIO TPaH3UTY.

KniHivHi XapakTepuncTmnkm

Moka3aHHA.

JlikyBaHHSA rocTpoi giapeiy AiTen BikoM Bia 2 pokiB (404aTKOBO A0 NepopasnbHOi perigpaTauii) Tay
[0opOCnX.



CuMnTOMaTMYHE MikyBaHHSA XPOHIYHOi YyHKLiIOHabHOI giapeiy 4opoCcnmx.

CuMnToMaTUuUHe NikyBaHHA 60110, MOB’A3aHOT0 3 GYHKLiIOHANIbHUMU 3aXBOPIOBAHHAMU KULLEYHUKY Y
OOpPOCNMX.

rlpOTI/II'IOKa3aHHﬂ.

MigBuLLEHa YyTAMBICTb 0,0 AI0OCMEKTUTY abo A0 6yab-aAK0i 3 AOMNOMIDKHUX PEYOBUH, BKa3aHUX Yy po3aini
«Cknapgy».

BzaemMogis 3 iHLWMMK nikapcbKMMM 3acobaMm Ta iHLI BUOM B3a EMOIN.

Apncop6bytodi B1aCTUBOCTI LIbOTO liKapCcbkKoro 3acoby MoXKyTb BM/IMBATK Ha CTyMiHb Ta/abo WBMAKICTb
BCMOKTYBaHHS iHLLUNX peYOBUH, TOMY PEKOMEHA0BAHO He 3aCTOCOBYBATU iHLUI flikapCcbKi 3acobu
ogHo4acHo 3 nikapcbkum 3acob6om CMEKTA® AnenbcuH-BaHinb (No Mo>XKnNMBOCTI criig 3a6e3nevunTtun
iHTepBan noHaa 2 roaviHn).

Ocob61mnBoCTI 3acTOCYyBaHHA.

LiocMekTnT cnig 3 06epe>kHICTIO 3aCTOCOBYBATM NALLiEHTAM 3 TAXKKMM XPOHIYHMM 3aNOpoM B
aHaMHesi.

Cnig yHnkaTn 3acTocyBaHHA nlikapcbkoro 3acoby CMEKTA® AnenbcuH-BaHinb HemoBnaTam i gitam
BiKOM 00 2 pokiB. ETanoHOM nikyBaHHA rocTpoi fgiapei € po3umnH Anda nepopanbHoi perigpatadii (PT1P).

Y niTen BiKOM Bif, 2 pokiB rocTpy giapeto He0obxigHO nikyBaTu B KOMMN/EKCi 3 paHHIM 3aCTOCyBaHHAM
pO34MHY Ans nepopanbHoi perigpaTtauii (PMP) gna 3anobiranHa gerigpatadii. Cnig yHukaTtn
XPOHIYHOro 3acTocyBaHHsaA nikapcbkoro 3acoby CMEKTA® AnenbcuH-BaHine.

Y popocnux nikyBaHHA He BUK/TKOYaE perigpaTtauito 3a HeobxigHoCTi.

0O6’eM perigparTaliii 3a 4,ONOMOror po34ymHy Ans nepopasnbHoi perigpaTauii abo BHYTPiLLHbOBEHHOI
perigpaTauii 3ane>xnTb Bif iHTEHCUBHOCTI fAiapei, Biky nauieHTa Ta ocobnuneocTen nepebiry
3aXBOPHOBaHHA.

MauieHTa cnig npoiHdopMyBaTh NPO HEOBXiAHICTb:



e perigpaTalii 3a A0MNOMOroto 3Ha4yHoro o6’eMy conoHmx abo conoaKux piavH oasa KoMNeHcawii BTpatm
pionHun BHacnipgok giapei (cepeaHa noboea notpeba opraHiamMy [OPOCIOro y BOAI CTAHOBUTL 2 NiTpW);

* NiATPUMAaHHA NPUINOMY iXi, NTOKU TPMBAE giapes:

- 3 BUK/TFOYEHHAM AeAKUX MPOAYKTIB, 0COB/IMBO CUPUX OBOYIB | PPYKTIB, 3€/TEHUX OBOMIB, MPAHUX
CTpaB, a Tako>K 3aMOPO>KEHMX XapUOBMX MPOAYKTiB abo HanoiB;

- 3 HagaHHAM nepeBarn sanevyeHomy M’Flcy Ta pucy.

Lle nikapcbkunit MicTUTb FNOKO3Y Ta caxapo3dy. BiH He pekoMeHAoOBaHMI NaLlieHTaM 3
HenepeHoOCUMICTIO GpYyKTO3M, Manbabcopbuiero rnroKo3un i ranakto3m abo caxapaso-i3oManbTa3HOR
HefoCTaTHICTHO.

Llen nikapcbknin 3aci6 MicTUTb eTaHos (a/Korosb) y HEBENMUKIN KinbKocTi: MeHLwe 100 Mr Ha go6oBy
[o3y.

3acTocyBaHHA y nepiog BariTHocTi abo rogyBaHHA rpyaaro.

BariTHicTb

[aHi npo 3acTocyBaHHA nikapcbkoro 3acoby CMEKTA® AnenbcuH-BaHinb BariTHUM >iHkaM BigCyTHI
abo ob6MexxeHi (MeHwe 300 Bunagkie BariTHOCTI).

LocnigXeHHA Ha TBapMHaxX He € AoCTaTHIMM AN BUCHOBKIB CTOCOBHO PeENPOAYKTUBHOI TOKCUYHOCTI.

He pekomeHaoBaHo 3actocoByBaTy nikapcbkuii 3aci6 CMEKTA® AnenbcuH-BaHinb y nepiopg
BariTHOCTI.

loaoyBaHHA rpyaatro

[aHi npo 3acTtocyBaHHA nikapcbkoro 3acoby CMEKTA® AnenbcuH-BaHinb nig yac rogyBaHHA rpyaaro
obMexxeHi.

He pekomeHaoBaHo 3actocoByBaTU nikapcbkuii 3aci6 CMEKTA® AnenbcuH-BaHinb nig yac rogyBaHHA
rpyanto.



depTUNbHICTb

Bnnwve uboro nikapcbkoro 3acoby Ha GepTUNbHICTb Y NOANHW HE AO0C/iAXKYBaNu.

34aTHICTb BMNAMBATM Ha LWWBMAKICTb peakLii Npy KepyBaHHi aBTOTPaAHCNOPTOM abo iHLWIMMMK
MexaHizaMaMu.

Locnig>XeHb 30aTHOCTI KepyBaT TpaHCNOPTHUMM 3acobaMu Ta NpaLoBaTh 3 iHLLUMMM MexaHi3MamMm
nig BNIMBOM LbOTO flikapcbkoro 3acoby He nposoaunn. MNpoTe o4YikyeTbeA, L0 MOro BN/VB €
He3HauyyLKnM abo BiACYTHIM.

Cnoci6 3acTtocyBaHHA Ta 403W.

o3n

JlikyBaHHA rocTpoi giapei

Litn BikoM Bifg 2 pokiB: 4 nakeTUkn Ha Ao6y NpoTAromM 3 AHiB, a NOTiM N0 2 NaKeTUKM Ha 406y NPOTArom
4 pHiB.

LHopocni: 3 nakeTnkn Ha goby npoTtarom 7 gHiB. 3a HEOBXiAHOCTI 403y NiKapCbKoro 3acoby Mo>XkHa
NoABOITU Ha NOYaTKY JliKyBaHHS.

IHLWIi noka3aHHA

Lopocni:y cepegHboMy 9T (3 nakeTnKK) Ha [o06Yy.

Cnocib 3acTocyBaHHA

[na nepopanbHOro 3acTocyBaHHs.

BMicT nakeTnka HeobxigHO 3MilLaTK 40 YTBOPEHHA cycneH3ii 6eanocepenHbo Nepes 3acTOCyBaHHSM.



[ns giten BMiCT nakeTyka MoXXKHa 3Millat y nasweddi 3 50 Mn Bogu Ana 3acTocyBaHHA 3
iHTepBanamu NpoTaromM gHA abo gobpe nepeMilaTi 3 HaniBpigKoHo DKero, Takor AK ByNbMOH, KOMMOT,
nope, ANTAYE XapuyBaHHSA TOLLO.

[Ona gopocnunx BMIiCT NnakeTuka MO>KHa 3MiLLaTi 3 MO/IOBUHOLO CKASIHKU BOAM.

Oitn.

3acTocoByBaTu 414 NliKkyBaHHA OiTel BiKOM Big, 2 pokiB.

MepenosyBaHHA.

MNepeno3yBaHHA MOXKE MPU3BECTM A0 TAXKKOro 3anopy abo go yrBopeHHs 6e3oapy.

Mo6iyHi peakuii.

Mo6iuHoto peakLlieto, NPo AKy Han4vacTille NMoBIgOMMANN MiA Yac MliKkyBaHHA, € 3anop, AKMN BUHUKAE
npnbnunsHoy 7 % popocnmx Ta npmbnmaHo y 1 % aiten. Y pasi BAHMKHEHHS 3anopy MikyBaHHSA
[iOCMEKTUTOM CAlig, NPUNUHUTK, a 3a NoTpebu - TOHOBUTU B MeHLUIN A03i. Y HaBedeHin HuKue Tabnuui
npeacTaBneHo nepenik NnobivHMX peakLlin Ha nikapcbkui 3acib, Npo aki noBigoMNAnM Nig yvac
KniHiYHMX BUNpo6yBaHb Ta y Nepiog nicna peecTtpau,ii nikapcbkoro 3acoby.

YacTtoTa nobivHmx peakuin knacnoikyeTbCa TakMM UMHOM: ay>xe 4acTo (=1/10); wacto (=1/100, <1/10);
HeyacTo (=21/1000, <1/100); pigko (=1/10000, <1/1000), ay>xe piako (<1/10000), HeBigoMoO
(HeMO>KNMBO BM3HAYNTM Ha NigCcTaBi HAABHMUX AaHUX).

Mo6iuHi peakuii Ha nikapcbknii 3acib, BUABNEHI Nif Yac KNiHiYHMX BUNpoObyBaHb Ta'y nepiog nicns
peecTpauii nikapcbkoro 3acoby

CucTteMu opraHis

YacToTa

Mob6iuHa peakuin

3 60Ky LU/TYHKOBO-KULLIKOBOIO TPaKTy



YacTo*

3anop

HeuacTto*

BbntoBaHHA

3 60Ky LWKipW Ta MigWKipHOI TKAHUHN

Hevyacto*

Bucun

Pigpko*

Kponue’aHka

Hesinomo

AHTiOHEBPOTMYHUIM HabpsK, cBepbiK

3 60Ky iIMyHHOT CUCTEMU

Hesipomo

lNnepuyTnueicTb

*YacToTy BU3HAUYEHO 3a AaHUMM K/TiHIYHKX BUNPOOyBaHb.

MoeigomMneHHA Npo nigo3ptoBaHi NobiuHi peakuii



Ba>knmBo noBigoMnATK Npo nigo3proBaHi NobiuHi peakuii nicna peectpadii nikapcbkoro 3acoby. Lie
[a€ 3MOry 30iNCHIOBATU MOHITOPUHT CMNiBBIAHOLLEHHA KOPUCTI Ta PU3NKY 3aCTOCYBaHHA NiKapCbKOro
3aco6by. [MpauiBHNKN OXOPOHW 300POB’A MOBUMHHI NOBIAOMAATY NPO Byab-AKi Nigo3ptoBaHi NO6iYHi
peakuii yepes cuctemy dapmakoHarnagy.

TepMiH NnpugaTHOCTI.3 poKun.

YMoBuM 36epiraHHA.CneuianbHUX yMoB 36epiraHHa He noTpebye. 36epiratm y HegoCTynHOMY AN AiTen
Micui.

YnakoBka.l103,76 r nopoLuky y naketmky; no 10, 12 abo 30 nakeTuKiB y KAPTOHHIN KOpOOLi.

Karteropis Bignycky.bes peuenTa.

Bupo6HMK.

BO®YP ITICEH IHAOYCTPI.

MicuesHaxoaxxeHHA BUpobHMKa Ta MOro agpeca Micuda NpoBaf>XeHHs AiaNbHOCTI.

Pro ETe BiptoH 28100 PO, ®paHuisn.



