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[ata ocTaHHLOro OHOBNEHHA IHCTPYKL,ii: 16.08.2023

IHCTPYKLIA

AN Meon4YHOro 3acToCyBaHHA Mlikapcbkoro 3acoby

CMEKTA® NMonyHunuA

(SMECTAZ® Strawberry)

Cknag:

Aito4ya pe4vyoBUHa:

diosmectite;

1 nakeTUK MiCTUTb OiOCMEKTUTY (CMEKTUTY AioKTaeapuuHoro) 3r;

[OOMOMI>KHI pE4YOBUHN:

rMFOKO3M MOHOTriIgpaT, HaTPiko caxapwH, apoMaTn3aTop NOMYHUYHUIN (ManbTOOEKCTPUH,
nponineHrnikonb, rymiapabik, CyMmill NPUPOAHUX | CUHTETUYHUX apoMaTU3aTopiB).

JNlikapcbka dpopma

Mopoluok onsa opanbHOI CycneHsii.

OCHOBHI i3MKO-XiMiYHi BMacTUBOCTI:

MOPOLLOK Bif CipyBaTO-6iN10ro KONbopy A0 KOMbOPY OXPU 3 TETKUM 3anaxoM MosyHUL.

dapmakoTepaneBTMYHa rpyna



3acobwu, wo BnMBatoTh Ha TpaBHy CMCTEMY Ta MeTaboniaM.AHTUAIapelHi npenapaTu; 3acobwu, LWwo
3aCTOCOBYHOTbCA ANA NiKyBaHHA iHPeKLiMHO-3ananbHNUX 3aXBOPOBaHb KMLLEYHUKY. IHLLI
eHTepocopbeHTun. [liocMeKTUT.

Kon ATC AQ07B CO05.

dapmakonoriyHi BnacTmBocTi

dapmakogmHaMika

Mig yac gocnigXxeHb KNiHIYHOT papMaKonorii 4ioCMeKTUT NPOAEMOHCTPYBaB 34aTHICTb:

- agcop6yBaTu ras B KULLEYUHUKY Y AOPOC/MNX;

- Bi4HOB/HOBATM HOPMasbHY MPOHMUKHICTb C/IN30B0OI 060/TOHKM Y KNiHIYHOMY A0C/iAXKEHHI,
npoBeAeHOMY 3a y4acCTHO AiTeN 3 raCTPOEHTEPUTOM.

3aBaAKkuM CTy/IKOBIM CTPYKTYpPi Ta BUCOKIM NNACTUYHIN B’A3KOCTI 4iOCMEKTUT Mae BUCOKY o6Boikato4y
30aTHICTb Ha CM30BIN 060/M0HLL TPABHOIO TPaKTy.

CyKynHi pe3ynbtat gBOX NOABIMHUX CMiNUX paHO0MI30BaHUX A0CNIOKEHb, Mif Yac AKX
pocnigxyBanu epekTUBHICTb nikapcbkoro 3acoby CMEKTA® MNonyHuua nopiBHAHO 3 niayebo 3a
ydyacTto 602 nauieHTiB BikoM Big 1 A0 36 MicALiB 3 rOCTpoOto giapeeto, Nnokasanu 3HauHe 3HUXKEHHA
4acTOTU BUNOPOXKHEHb NPOTArOM NepLUMX 72 roguH y rpyri npunomy nikapcbkoro 3acoby CMEKTA®
NMonyHnuA B NnoegHaHHI 3 nepopasnbHOLo perigpaTauieto.

dapmMakokiHeTMKa

3aBasaku cTpykTypi agiocMektuty CMEKTA® NonyHUuA yTpMMYETbCA Ha NFOMiHa bHIN CTOPOHI eniTenito,
He agcopbyeTbecs Ta He MeTabonisyeTbes. [LioCMEKTUT BUBOAUTLCA 3 KaZIOM LUISIXOM HOPMasnbHOTo
KMLLIKOBOIO TPaH3UTY.

KniHivHi xapakTepncTnku

Noka3aHHA.

JlikyBaHHA rocTpoi giapeiy Aiten BiKOM BiA 2-X pokiB (404aTKOBO A0 NepoparnbHOoi perigpartadii) Tay
hopocnux.



CuMnTOMaTMYUHeE MikyBaHHA XPOHIUHOI YyHKLiIOHabHOI giapeiy 4opocnmx.

CuMnToMaTMuHe NikyBaHHA 60110, NoB’A3aHOro 3 GYyHKLIOHaNbHUMW 3aXBOPHOBAHHAMU KULLIEYHUKY, Y
[,0pPOCnX.

MpoTunokasaHHsA.

MigBuLLEHa YyTAMBICTb 0,0 AIOCMEKTUTY abo A0 6yab-aK0i 3 AOMNOMIXKHUX PEYOBUH, BKa3aHMX 'y po3aini
«Cknapgy».

B3aemMogia 3 iHLWMMK nikapcbKUMM 3acobamMm Ta iHLWWI BUOM B3a EMOLIN.

Ancopbytodi BNacTMBOCTI LibOro Nnikapcbkoro 3acoby MoxkyTb BN/IMBaTW Ha CTyMiHb Ta/abo LWBMAKICTb
BCMOKTYBaHHA iHLINX PEYOBUH, TOMY PEKOMEH0BAHO HEe 3aCTOCOBYBATM iHLWI NikapcbKi 3acobu
ogHo4acHo 3 nikapcbkuM 3acob6om CMEKTA® NMonyHuuAa (3a MOXXNMBOCTI cnig, 3abe3neunTtu iHTepBan
noHaa 2 rogmHun).

OcobnmBocCTi 3aCTOCYyBaHHA.

LiocMeKkTUT cnifg 3 06epe>kHICTIO 3aCTOCOBYBATU NALLiEHTAM 3 TAXKKMM XPOHIYHMM 3aN0OPOM B
aHaMHesi.

Cnig yHunkatn 3actocyBaHHA nikapcbkoro 3acoby CMEKTA® [NonyHuua HEMOBAATaM i A4iTAM BiKOM A0 2-
X pokiB. ETanoHOM nikyBaHHA rocTpoi Aiapei € po34nH Anda nepopanbHoi perigpaTtadii (PT1P).

Y piten BiKOM Big, 2-X pOKiB roCcTpy Aiapeto HeobxigHO nikyBaTu B KOMIM/EKCi 3 paHHIM 3aCTOCYBaHHAM
pO34nHy A8 nepopanbHoi perigpartadii (PIMP) gna 3anobiraHHa gerigpaTtauii. Cnig yHMkaTn
XPOHIYHOro 3acTocyBaHHsA nikapcbkoro 3acoby CMEKTA® MonyHuus.

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

O6’eM perigpaTalii 3a 4ONOMOror Po34mnHy 414 NepopanbHoi perigpaTauii abo BHYTPiLLHbOBEHHOI
perigpaTauii 3ane>knTb Big iHTEHCMBHOCTI giapel, Biky nauieHTa Ta ocobnmBocTten nepebiry
3axXBOPHOBaAHHA.

MauieHTa cnig npoiHdopMyBaTU NMPO HEOBXiAHICTb:



. perigpaTaLlii 3a 4ONOMOrot 3Ha4yHoro o6’eMy conoHmx abo conoakux pianH ansa KoMneHcawii
BTpaTW PiaMHM BHacnigok giapei (cepegHs noboea noTpeba opraHiaMy 4opoOCAoro y Bogi CTaHOBUTb 2
niTpn);

o NiATPMMaHHA NPUIOMY iXKi, NTOKM TPUBAE giapen:

— 3 BUKJ/THOYEHHAM AeSKMX MPOAYKTiB, 0CO6/IMBO CUPUX OBOYIB | GPYKTIB, 3€/TIEHNX OBOYIB, NPAHNX
CTpaB, a Tako>X 3aMOpPOXKEHNX Xap4OBUX NPOAYKTiB abo HanoiB;

— 3 HaaHHAM NnepeBarun 3arne4yeHoMy M’Acy Ta pucy.

Llen nikapcbkunin MicTUTb rNtoKo3y. BiH He pekoMeH4oBaHMM NaLlieHTaM i3 CMHAPOMOM Manbabcopbuii
rnoKo3un abo ranakToau.

Llen nikapcbknin 3acié mictntb 0,128 Mr NponNiNEHrIiKoN Y KOXXHOMY MakeTuKy.

3acTocyBaHHA y nepiog BariTHocTi abo rogyBaHHA rpyaaro.

BariTHicTb

[aHi npo 3acTocyBaHHA nikapcbkoro 3acoby CMEKTA® NonyHMuAa BariTHUM XiHkaM BigcyTHi abo
obmexkeHi (MeHLwe 300 BMNaakiB BariTHOCTI).

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

He pekomMeHpoBaHO 3acToCOBYBaTK nikapcbkui 3acio CMEKTA® MonyHuusA y nepiod BariTHOCTI.

loaoyBaHHA rpyaaro

[aHi npo 3acTocyBaHHA nikapcbkoro 3acoby CMEKTA® NMonyHMuAa nig Yac rogyBaHHA rpyano
06MeXKeHi.

He pekomeHpoBaHO 3acTocoByBaTh nikapcbkumi 3aci6 CMEKTA® MonyHuus nig yac rogyBaHHs
rpyaato.

depTUNbHICTb



Bnnue yboro nikapcbkoro 3acoby Ha ¢epTUIbHICTb Y NKOANHU HE A0CIAKYBaNu.

3paTHiCTb BNMBATM Ha LUBUAKICTb peakL,ii Mpy KepyBaHHI aBTOTpaHCNOPTOM abo iHWMMK
MexaHi3amamu.

Locnip>KeHb 30aTHOCTI KepyBaTh TPAHCNOPTHUMM 3acobaMu Ta NpavuoBaTy 3 iHLLMMN MexaHi3aMamMu
nig BNJIMBOM LbOTO flikapcbkoro 3acoby He nposogunu. NpoTe ouikyeTbCA, L0 NOro BNMB €
He3HauyyLKM abo BiACYTHIM.

Cnocib 3acTocyBaHHA Ta 403MW.

Hosn

JlikyBaHHA rocTpoi giapel

LiTn BiKoM Bifg 2-x poKiB: 4 nakeTkn Ha foby NpoTAromM 3-x AHIB, a NOTIM MO 2 NakeTUKN Ha 0oby
npoTarom 4-x gHie.

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

IHWIi noka3aHHA

Lopocni: y cepegHboMy 9 (3 nakeTnkun) Ha 0o006y.

Cnocib 3acTtocyBaHHA

Ona nepopanbHOro 3aCctocyBaHHA.

BMicT nakeTnka HeobxigHO 3MilLaTK 4,0 YTBOPEHHA cycneH3ii 6e3anocepenHbo Nepes 3acTOCyBaHHSM.

[nAa piten BMicT nakeTnka MOXHa 3MilwaTt y nnaweydi 3 50 Mn Bogu AnA 3aCTOCYyBaHHA 3
iHTepBanamm NpoTtarom gHa abo gobpe NepemiliaT 3 HaMiBPIAKOHO i>Keto, Takoro AK 6ynbMoH, KOMMOT,
nope, AUTAYE xapuyBaHHA TOLLO.



Ona aopocnunx BMICT nakeTmKa MO>KHa 3MiLlaTh 3 NOSTIOBUHOKO CKNAHKK BOAWN.

Oitn.

3acTocoByBaTth 4nA NikyBaHHA AiTEN BiKOM Big, 2 poOKiB.

MepenosyBaHHA.

Mepeno3yBaHHA MOXKE MPU3BECTM A0 TAXKKOro 3anopy abo go yrBopeHHs 6e3oapy.

Mo6iuHi peakuii.

Mob6iuHoto peakLieto, NPo AKy Han4vacTille NoBigOMANN MiA Yac NiKyBaHHA, € 3anop, AKMN BUHUKAE
npnbnnsHoy 7% popocnux Ta npubnnsHo y 1% giten. Y pasi BAHMKHEHHSA 3anopy ikyBaHHSA
[iOCMEKTUTOM CAig, NPUNUHUTK, a 3a NoTpebu — MOHOBUTM B MEHLLIM 003i. Y HaBeaeHin HMxXYe Tabnuui
npencTaBneHo nepenik nobivyHMX peakLin Ha nikapcbknii 3acib, Npo Aki NoBiAOMAANK Nig, Yac
KNiHIYHMX BUNpobyBaHb Ta 'y nepiopg nicna peecTtpaLlii nikapcbkoro 3acoby.

YacTtoTa nobivHmMx 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), HeBigoMO
(HEMOXXNMBO BU3HAUMTK Ha MiAcTaBi HAABHUX OaHUX).

Mo6iyHi peakuii Ha nikapcbknii 3acib, BUABMEHI Nig Yac KNiHiYHUX BUnpobyBaHb Ta y nepiog nicns
peecTpauii nikapcbkoro 3acoby

Knac / cucteMu opraHis

YacToTa

Mob6iuHa peakuin

3 60Ky LLUTYHKOBO-KWLLIKOBOFO TPaKTy



YacTo*

3anop

Hevyacto*

BntoBaHHA

3 60Ky WKipM Ta NigLWKipHOi TKAHUHMK

Hevacto*

Bucun

Pigpko*

Kponue’aHka

Hesigpomo

AHTiOHEBPOTMYHUIM HabpsAK, cBepbidK

3 60Ky iIMyHHOT CUCTEMU

Hesipomo

lnepuytnueicTb

*YacToTy BU3HAUEHO 3a AaHUMU KNiHIYHUX BUNPOOyBaHb.

MoBigoMneHHsa Npo nigo3proBaHi NobiuHi peakuii

MoeigomneHHA npo nobivHi peakuii nicns peecTpadii nikapcbkoro 3acoby Mae Baxk/iMBe 3Ha4veHHs. Lle
[a€ 3MOry NPOBOAUTM MOHITOPUHTI CNiBBIAHOLLUEHHA KOPUCTL/PUINK NPU 3aCTOCYBAHHA LbOro



nikapcbKkoro 3acoby. MegnyHmM Ta papMaLEeBTUYHMM MpaLiBHUKAM, a TaKoXX nauieHTaM, abo ixHiM
3aKOHHWM NpeacTaBHUKAM CNig NoBiAOMMATY NPO yCi BUNaaKM Nigo3ptoBaHMx NobivyHMX peakLin Ta
BiACYTHOCTI epeKTUBHOCTI Nnikapcbkoro 3acoby Yepe3 ABTOMaTM30BaHy iHpOpMaLiiHy cUcTeMy 3
dapMakoHarnaay 3a nocmnaHHam: https://aisf.dec.gov.ua

TepMiH NnpugaTHOCTI.3 poKun.

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

YnakoBka.l103,76 r nopoLuKy y nakeTuky; no 12 nakeTukiB y KApTOHHIM Kopobu,.

KaTteropis Bignycky.

bes peuenTa.

BrpobHuK.

BO®YP INMCEH IHAYCTPI

Micue3HaxopykeHHa BUpobHmMKa Ta Moro agpeca MicuAa NpoBaa>keHHA AisnbHOCTI.

Pro Ete BipToH 28100 IPbO, ®paHuin

3afABHUK.

IMCEH KOHCBKOMEP XEJICKEA, AkLiioHepHe TOBapuUCTBO cnpoLleHoro tuny, @paHuin

MicuesHaxoaXxeHHs 3asaBHUKa Ta/abo npeagcrtaBHUKa 3aABHWKaA.

65 HabepexxHa XXopxk Nopc 92100 bynoHb-binankyp, ®paHuis



