IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

CMEKTA® Ionyauns

(SMECTA® Strawberry)

Cknao:
ditoua pevosuHa: diosmectite;
1 makeTUK MICTUTH HAIOCMEKTUTY (CMEKTUTY OIOKTAaeIpPUYHOTrO0) 3 T;

0onoMidCHI pe4o8UHU: TIIOKO3U MOHOTIAPAT, HATPilo caXapyH, apoMaTU3aTop NOJTyHUYHUN
(ManBTOOEKCTPHH, MIPOIIiNIEHT TiKO0Ib, TyMiapabik, CyMilll TPUPOAHUX i CHHTETUYHUX apOMaTH3aTOPiB).

JIikapcbKka ¢popmMa. [TopoIIoK [y opaabHOl CyCIeH3il.

OcHo8Hi (i3uko-ximiyHi 81acmueocmi: MOPOILIOK Bifi CipyBaTO-0i/10T0 KOIBOPY [0 KOJILOPY OXPH 3
JIETKUM 3allaXOM ITOJIyHUIL.

dapMakoTepaneBTHYHA rpyna. 3aco0u, 1110 BIUIMBAIOTh Ha TPaBHY CUCTEMY Ta MeTab0IIi3M.
AuTupgiapeiiHi npemnapaTy; 3aco0u, 110 3aCTOCOBYIOTHCS IJIS JIIKyBaHHS iHPEKITiINHO-3alalbHIX
3axBOPIOBaHb KUIIEUHUKY. [HII eHTepocopOeHTH. [JioCMEKTHUT.

Kom ATX A07B CO05.

dPapmako102iuHi e1acmusocmi.

dapmakoOuHamika.

[Tig 9ac mocmigkeHb KITiHiYHOI apMaKoJIoril JIOCMEKTUT IPOIEeMOHCTPYBaB 3NaTHICTE:
- agcopOyBaTH ra3 B KAIIEYHUKY Y JOPOCIIUX;

- BiHOBIIIOBAaTH HOPMaJIbHY IPOHUKHICTEL CIIM30B0I 000JIOHKM Y KITiHIYHOMY [OCIIifIKEeHHI,
IIPOBEIEHOMY 3a y4acCTIO [iTed 3 raCTPOEHTEPUTOM.

3aBOgKY CTYIKOBiM CTPYKTYPi Ta BUCOKIM IIJTaCTAYHIN B’I3KOCTI JIOCMEKTUT Ma€ BUCOKY
00BOJTiKa4y 30aTHICTh Ha CIM30Bii 000I0HIII TPABHOTO TPAKTY.

CykynHi pe3y/nbTaTy ABOX OABIMHUX CIIINUX PAHIOMi30BaHUX JOCTIAXKEHb, Mifl Yac SKuX



moCTinXyBany eGeKTUBHICTh TiKapchkoro 3acoby CMEKTA® ITonyHuIs MOPiBHSAHO 3 Imane6o 3a
y4acTio 602 maifieHTiB BikoM Bif 1 7o 36 MiCSIIiB 3 TOCTPOIO Aiape€to, T0OKa3aiu 3HauHe 3HUXKEeHHS
YaCTOTH BUIIOPOXKHEHE MIPOTATOM HepIIyX 72 TOAUH y TPYIIi IpUioMy JliKapchkoro 3aco6y CMEKTA®
[TonyHuLS B IOEOHAHHI 3 IEPOPaIbHOIO perigpaTali€ro.

dapmakokiHemuxka.

3aBasky CTPYKTypi miocMekTuTy CMEKTA® [ToNyHHI yTPUMYETLCS Ha TIOMIiHANBHIA CTOPOHI
emiTerniio, He agcopOyeThCs Ta He MeTabomi3yeThCsl. [[iOCMEKTUT BUBOOUTHCS 3 KAJIOM ILJISIXOM
HOPMAJIBHOT'O KUIIKOBOI'O TPAH3UTY.

Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

JIikyBaHHS rOCTpOI Aiapel y AiTel BiKOM Bifi 2-X POKiB (OOJaTKOBO [0 II€epOpaibHOI perigparaliil) Ta y
IOPOCTIHUX.

CuMnToMaTHyHe JTiKyBaHHS XPOHIYHOI QYHKIIIOHAJIBHOL Jiapel y JOPOCIHX.

CuMrToMaTuyHe JIiKyBaHHS 0010, TTOB’I3aHOT0 3 (QYHKIIOHAIBHUMU 3aXBOPIOBAHHSIMU KUIIEYHUKY,
y HOPOCIIHX.

IIpomunoka3aHHs.

[TigBuIIeHa YyTNIUBICTE [0 AiIOCMEKTUTY ab0 J0 Oyab-IKOi 3 MOMOMIKHUX PeYOBUH, BKa3aHUX Y
po3amini «Ckmag».

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

AncopOyiodi BIaCTUBOCTI LIbOTO JIiIKapChKOT0 3aC00y MOXKYTh BIIJIUBATH Ha CTYIiHb Ta/ab0 IMBUAKICTD
BCMOKTYBaHHS iHIIMX PEUYOBUH, TOMY PeKOMEHI0BAHO He 3aCTOCOBYBATH iHIII TiKapCchKi 3aco0u
O[IHOYACHO 3 MKapchKuM 3aco6oM CMEKTA® ITonyHuus (3a MOKIABOCTI CITifl 3a0e3MeYnT iHTepBan
IoHAa[M 2 TOOUHH).

Oco6 1ueocmi 3acmocyeaHHsi.

IiocMeKTHT citig 3 00epexkHiCTI0 3aCTOCOBYBATH IMAIliEHTAM 3 TSIXKKUM XPOHIYHUM 3aII0POM B
aHaMHe3i.

Crif yHMKaTH 3aCTOCYBaHHS JiKapchkoro 3acofy CMEKTA® TTonyHHULS HEMOBIATaM i JiTSM BiKOM [0
2-x pokiB. ETanoHoM nikyBaHHS rOCTPOL Aiapel € po34uH A epopanbHol perigpartariil (PIIP).



Y miteit BikoM Bif 2-X POKIiB rocTpy fiapeio HeoOXigHO JTiKyBaTH B KOMILJIEKCi 3 paHHIM
3aCTOCYBaHHSIM PO3YHMHY IJIs TepopasbHoi perigpaTanii (PTIP) mns 3amobiranus gerigpaTarii. Cig
YHHKATH XPOHIYHOr0 3aCTOCYBaHHS JIiKapChKoro 3acofy CMEKTA® ITonyHuus.

YV mopocnux nmiKyBaHHS He BUKJIIOYA€E perimparailiiio 3a HeoOXiTHOCTI.

O0’eM perigpaTatii 3a [OIIOMOT'010 PO34YMHY IJI5 IEPOpaibHOI perigpaTatiii abo BHYTPIITHLOBEHHOI
perimparariii 3aexXuTh Biff iHTEHCUBHOCTI Aiapei, Biky maliieHTa Ta ocobmuBocTel nepebiry
3aXBOPIOBaHHS.

[MarmienTa cnip mpoindopMyBaTé PO HEOOXiTHICTb:

. perigparTarii 3a [OIOMOr0i0 3HaYHOT0 00'€MY CONIOHUX ab0 CONOAKUX PiguH OJ1sl KOMIIeHCallil
BTPATH PigUHU BHACTIMOK miapei (cepenus moboBa motpeba opraHiaMy JOpOCIOro Y BOMi CTAHOBUTH 2
JITPH);

. MiATPUMaHHS IPUUOMY 1XKi, IOKU TPUBaE Hiapes:

- 3 BUKJTIOUYEHHSIM [EeSKUX IPOAYKTiB, 0COOMMBO CUPUX OBOUiB i GPYKTIB, 3€JIEHUX OBOUiB, MPSIHUX
CTPaB, a TAKOXK 3aMOPOXKEHUX Xap4YOBUX IIPOAYKTIB a00 HAIOIB;

- 3 HAJAHHSIM IepeBaru 3arne4yeHoMy M’siCy Ta PHUCY.

Lleii mikapChbKUU MiCTUTH TJIIOKO3Y. BiH He peKOMeH0BaHUY NallieHTaM i3 CHHIPOMOM MainbabcopOiil
TJII0OKO3H a00 TajlakKTO3H.

Lle#t mikapcbkuit 3aci6 Mictuth 0,128 MT NpomineHTIiKOII0 ¥ KOXKHOMY ITaKeTHUKY .

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyod0to.
BariTtHicTh

IaHi Ipo 3acTOCyBaHHs NiKapchKoro 3acofy CMEKTA® ITonyHuIIA BaTriTHUM XiHKaM BifCyTHi a60
ooMmexeHi (MeHe 300 BUIIAOKiB BariTHOCTI).

HocnimKeHHS Ha TBApHHAX He € JOCTAaTHIMU I BUCHOBKIB CTOCOBHO PEIPONYKTUBHOI TOKCUYHOCTI.
He pekoMeH0BaHO 3aCTOCOBYBATH JTiKapChKUit 3aci0 CMEKTA® [Tonynuus y mepion BariTHOCTI.
T'ogyBaHHA rpyanto

IaHi Tpo 3acTOCYBaHHS JTiIKAPCHKOTO 3aC00y CMEKTA® [TonyHuld mig 4yac rogyBaHHS T'PYLAIO
oOMexXeHi.

He pekoMeH0BaHO 3aCTOCOBYBATH JTiKapChKUit 3aci0 CMEKTA® [Tonynuus mif 4yac rogyBaHHS
TPYALIO.

®epTHIIBHICTH

Brnus 116010 NTiKapCchKOTo 3aco0y Ha (GepTUIBHICTE ¥ TIONUHY He OOCIiIKyBalu.



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

HocnigXkeHb 30AaTHOCTI KEPYBATU TPAHCIIOPTHUMHU 3aco0aMu Ta IpalloBaTH 3 iHIIUMU MeXaHi3MaMu
TiJT BIJIMBOM LILOTO JIiIKAPCHKOTO 3ac00y He mpoBoauiu. [IpoTe 04iKy€eThCs, 1[0 NOTO BIIUB €
He3HauymuM abo BiICyTHIM.

Cnoci6 3acmocyeaHHss ma do3u.
Ho3n

JIikyBaHHS rOCTpPOi miapei

Iitu BiKOM Bif 2-X pOKiB: 4 MaKeTHUKHU Ha [00y MpOoTIroM 3-X OHIB, a MOTIM IT0 2 MaKeTHUKHU Ha J00y
IIPOTATOM 4-X MHiB.

Hopocri: 3 nakeTuKu Ha fo0y mpoTsAroM 7 AHIB. 3a He0OXimHOCTI 403y TiKapChKOro 3aco0y MOXKHa
TIOJBOITH HA MTOYATKY JTiKyBaHHS.

[H1ITi HOKA3aHHS

Hopocri: y cepegubomy 9 T (3 makeTuku) Ha g00y.

Cnocid 3acTocyBaHHsI
I 7151 mepopaabHOTO 3aCTOCYBAHHS.
BMmicT makeTrKa HeoOXigHO 3MiIlIaTH 10 YTBOPEHHS CyCIIeH3ii 6e3mocepeHb0 mepeyl 3aCTOCYBaHHIM.

[lns giTed BMICT akeTHKa MOXKHa 3MilaTyl y msduredri 3 50 M1 BOAU 79 3aCTOCYBaHHA 3
iHTepBanaMu NpOTATOM AHS abo moOpe mepeMimaTl 3 HaMiBPigKOIO 13Kel0, TaKoio SIK OyJIbIOH,
KOMIIOT, MI0pe, OUTSAYe Xap4yyBaHHS TOLIO.

s OOPOCIINX BMICT ITaKeTHKa MOXHAa 3MilIaTy 3 IOJIOBUHOIO CKIISTHKHU BOOH.

Himu.

3aCTOCOBYBATH AJIS JIIKyBaHHSA [iT€X BIKOM Bifl 2 POKiB.

Ilepedo3yeanHns.

[Tepemo3yBaHHS MOXKe IIPU3BECTH [0 TAKKOTO 3amopy ado 10 YTBOPeHHS 6e30apy.



ITobiuni peakuii.

[To6GiyHO0 peakIri€lo, PO IKy HalvacTile MOBiMOMIISIIM IIifl Yac JTiKyBaHHS, € 3a10p, KUl BUHUKAE
npubnu3Ho y 7 % mopocnux Ta nmpubnusHo y 1 % mited. Y pasi BUHMKHEHHS 3aIopy JIiKyBaHHS
OiOCMEKTHTOM CJIi[l MPUIIMHUTH, a 3a MOTPeOu - MOHOBUTH B MEHIIIiH M03i. Y HaBeleHil HUKYe
TaOIuIl TpefCcTaBieHo MepeiK MoOiYHNX peaklil Ha TiKapChKuii 3acib, Mpo SAKi MOBITOMIISAIN TIif
yac KJIiHiYHUX BUNIPOOyBaHb Ta y Mepiof micis peecTpallii JikapchKoro 3aco0y.

YacToTa nobiyHUX peakilii KacuGpikyeTbCs TaKUM YMHOM: gyxKe dacTo (=1/10); gacto (=1/100,
< 1/10); mewacto (= 1/1000, < 1/100); pigko (= 1/10000, < 1/1000), oy=xe pigko (< 1/10000),
HeBimoMo (HeMOXKJIMBO BU3HAUYUTH HA IiNCTaBl HAIBHUX MAHUX).

[ToGiyHi peakiii Ha MiKapCchbKU 3acib, BUSBIIEH] Mif Yac KJIiHiYHUX BUIPOOYBaHb Ta y MePiof micys
peecTpaliil mikapcbKoro 3acoby

Krnac / cuctemn oprasis YacToTa IMobiuna peakunis
3 60Ky HITYHKOBO-KUIIKOBOTO [JacTo* 3anop
TPaKTy HeuacTo* b1roBaHHS
3 OoKy wIKipu Ta mipgmkipHoi  |[HewacTo* Bucun
TKaHUHHU Pigko* Kponus’'sHKa
Hegigomo AHTiIOHEBPOTHYHMM HaOpSK, cBepOixk
3 00Ky iMyHHOI CUCTEMHU HesigoMo [inep4yyTIuBICTh

* JacTOTy BU3HAYEHO 3a JJaHMMU KJTiHIYHUX BUIIPOOYBaHb.

IToBigoMeHHs npo migo3proBaHi MobiuHi peakii

[ToBimomneHHs mpo Mo6iuHi peakiril micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
Lle nae 3MOry MpOBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBAHHS LILOTO
JiKapCchbKOro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHHUM IIPalliBHUKAM, a TAKOXK IalieHTaM, abo ixHim
3aKOHHUM ITpe[CTaBHUKAM CJIi] TIOBiTOMJISITH TIPO YCi BUITAAKHU IiI03PI0OBaHUX IMOOIYHUX Peakllii Ta
BifiCcyTHOCTI e(peKTUBHOCTI iKapchKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy CUCTEMY 3
(dapMaKoHarnsaay 3a nocuiaHHAM: https://aisf.dec.gov.ua

Tepmin npudamtHocmi. 3 POKH.

YmMmoBH 30epirannsi. CremnianbHuX YMOB 30epiranus He moTpedye. 36epiraTu y HeIOCTYITHOMY IS
OiTey Micrii.

YnakoBka. [1o 3,76 I mOPOIIKY y TaKeTHKY; 110 12 makeTHKiB Y KapTOHHiM KOpoOIi.


https://aisf.dec.gov.ua

Kareropis Bigmycky.

Be3s pernenra.

BupoOHHUK.

BO®YP ITICEH IHOYCTPI

Micue3HaxoaKeHHsI BUPOOHHKA Ta MOT0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.

Pio ETe Bipton 28100 [IPHO, ®paHniia

3asiBHHUK.

ITICEH KOHCBIOMEP XEJICKEA, AKuioHepHe TOBapUCTBO CIPOILeHOoro tuly, ®paniis

Micne3HaxomkKeHHs 3asiBHHKa Ta/a00 mpeacTaBHUKA 3asiBHHKA.

65 Hab6epexta 2Kopx I'opc 92100 Bynons-bitiaukyp, ®paHiis



