THCTPYKIOIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

T'A30CIIA3AM®

(GAZOSPAZAM"®)

Cknao:

0itoui peyosuHU: CUMETUKOH, IUIIMKIIOBEPUHY Tigpoxiopuy (simethicone, dicycloverine
hydrochloride);

1 TabneTka MiCTUTh CUMETHKOHY 125 MT, IULIKMKIOBEPUHY Tigpoxmopuny 20 Mr;
0ONOMIJCHI peyoBUHU: MaTrHil0-aTIOMiHiI0 CUJTIKAT, TaKTO3X MOHOTIfIpaT, Ie0I03a
MiKpPOKPHCTATiYHa, Kaiblliio rinpodocdat, KuCoTa cTeapruHOBa, KPEMHIIO HiOKCHU[ KOIOITHUM

6e3BopHUI, KpocmoBigoH, nmoBigoH K29/32, Opadry II 85G 54275 poxkeBuii: 3a1i3a OKCUJ YePBOHUM
(E 172), neuuTuiH, MOMi€TUIEHTIIKOIb, CIIUPT IMOJiBiHITOBUH, TalnbK, TUTaHy miokcup (E 171).

JIikapcbka ¢opma. TabneTky, BKPUTI 0607I0HKOIO.

OcHosHi (pi3uko-xiMiyHi 81acmueocmi: OBa/IbHi JBOOIYKIIi, FIafeHbKi 3 000X 00KiB TabeTKU, BKPUTI
000JI0HKO0 POKEBOTO KOJILOPY.

dapMakoTepaneBTHYHA I'pyIa.

Cna3MoJTiTUYHi Ta aHTHUXOIiHepriyHi 3acobu B KoMOiHallil 3 iHmuMu npenapatamMu. Cria3MOIiTUKY Y
KoMOiHaIlil 3 iHIMMY TpemnapaTaMi.

Kom ATX AO3E D.

Papmakono2iuHi e1acmueocmi.
®apmakoduHamika.

l'asocnasaMm® € KOMOIHOBAaHMM IIpEIapaToM, L0 IOENHYE [ABa JiKapChKi 3aCO0M: AUIMKIIOBEPUHY
TiTpOXI0pUy Ta CUMETHKOH.

[luyukno8epuHy 2i0pox10pud YNHUTH CIIA3MOJIITUYHY [if0 (3HIMa€ CrasM I'TagKux M’si3iB y



IIJTyHKOBO-KUIIKOBOMY TPaKTi, abmomiHanbHuM 0ifb, TOB’I3aHUM 3 UM CIIa3MoM abo 3
PO3TATYBaHHAM CTIHKU LITYHKOBO-KUIIIKOBOI'0 TPAKTY) Ta aHTUCEKPETOPHY Ail0 Ha €eKCKPETOpHi
3ano3u. [lid IUIMKIOBEPHUHY NOCSATAETHCS 3aBASKYU CreluiuHill aHTUXOJiHePriyHin
(aHTEMYyCKaApUHOBIH) Oil Ha alleTUIXOJIIHOBI PELIETITOPH, a TaKOXK Oe3rmocepenHil cia3sMoiTHYHiN Oil
Ha rafki m'g3u. JocnmigKeHHS MoKa3aly, 1110 UIUKIOBEPUH OOHAKOBO e(EKTUBHUY IIPU Cla3MaX,
iHIyKOBaHUX alleTUIXOIiHOM i 6apito xmopuaoM. [1is K aTPOMiHy IIpH Clla3Mi, CIpUYMHEHOMY Oapiio
xsopunoM, y 200 pasiB ciabima 3a #0ro Jifo IPU alleTUIXOMiHIHAYKOBaHOMY cria3Mi. MigpiaTuuHui
e(ekT IUUIKMKIIOBEPUHY 1 KOT0 BIJIUB Ha CEKPELlil0 CIMHHUX 3aJ103 He3HaUHi IOPiBHAHO 3 edeKTaMu
arporminy (Bignosigao 1/5001 1/300).

CumemukoH € TIOBePXHEBOAKTHBHOIO PEYOBUHOI0, TIHOTAaCHMKOM. MexaHi3M fii 6a3yeThbcs Ha
3HUZKEHHI ITI0BEPXHEBOT0 HATATY MyXUPLB ra3dy, 10 CIPUSE BUIbHOMY BUBEIEHHIO ra3iB 3i LIJIYHKOBO-
KHMIIIKOBOT'O TPaKTy abo ix abcopOiii CTiHKOI0 KHIeYHUKY. CUMETHKOH TTOKpPAIIY€ SKiCTh
PEeHTTeHorpaM i coHorpaM, 3abe3ledye Kpalluil PO3MOAil KOHTPACTHUX PEeYOBUH Ha CIIM30Bil
000JIOHIII KUIIEYHUKY.

dapmakoKiHemuxka.
[UIIIKIIOBEPUHY TiIPOXJIOPUL IIPU ITepOPaIbHOMY IIPUIOMI MBUAKO aOCOPOY€ETHCS Y IUTyHKOBO-
KUIITKOBOMY TPaKTi, MaKCUMaJibHa KOHIIEHTPallid y 1a3Mi KpoBi focAraeTbcsa 4yepe3 60-90 XBUInH;

€KCKPETYEThCS IepeBaxkHo i3 ceuelo (79,5 % BBemeHOI 103H), YACTKOBO - 3 KanoM (8,4 %). Cepenniit
nepion HamiBBUBeneHHs - 1,8 rogunu. CepepnHiit 06'eM po3mominy - 3,65 n/KT.

CumeTHKOH y ¢iziomorignoMy i XiMiyHOMY BifHOLIEHH] € iHEPTHOIO PEYOBUHOIO, BiH He aB6COPOYETHCS
1 BUBOOUTHCS Y He3MIHEHOMY BUIJISAI MTiC/IA IPOXOAKEHHS Yepe3 TPaBHUU TPaKT.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHs.

JIiKyBaHHS CTaHiB, 110 CYIIPOBOAXKYIOTHCA CIIa3MOM I'JIafKUX M’S3iB IIJTYHKOBO-KUIIKOBOTO TPAKTY Ta
METEeOpU3MOM, a TaKOXK II0B’SI3aHOT0 3 HUMM aboMiHanbHOro 60710, JIiKyBaHHS CIIaCTUYHUX CTaHIB
IIJTyHKOBO-KUIIKOBOI'O TPAKTy, Y TOMY YKCIIi IIPX KOJIiTi, KUIIKOBiM KO, CHHAPOMI IIOOPa3HEHOr o
KUIIEYHUKY, CIAaCTUYHOMY 3allopi. 4K qomaTKoBe JIiKyBaHHSI OpraHiYHUX 3aXBOPHOBAHb IIJIYHKOBO-
KUIITKOBOT'0 TPAKTy IIPU KOJIiTax, JUBEPTUKYJIITAX, eHTEePUTAX, FaCTPUTAX, MENTUYHUX BUpPa3Kax.

IIpomunoka3aHHs.
[TigBuIeHa YyTNIUBICTD MO KOMIIOHEHTIB JTiIKapChKOT0O 3aco0y.

OOCTpYKTHBHI 3aXBOPIOBaHHS IMUIYHKOBO-KUIIKOBOTO TPAKTy, IapaliTuYHa KUIIKOBA HEIIPOXigHICTS,
CTEHO3 MiJIOPUYHOTO Biffi/Ty IUTYHKOBO-KUIIKOBOTO TPAKTY 3 0OCTPYKINEIO, TIXKKUN BUPa3KOBUMN
KOJIiT a00 TOKCUYHUY MeTaKoJIOH, pedioKc-e30¢arir.

OOCTPYKTHBHI 3aXBOPIOBAHHS KOBYOBUBITHUX IIISXIB.

HupkoBa HEOOCTATHICTh, OOCTPYKTUBHI 3aXBOPIOBAHHS CEYOBUBITHUX IIJIAXIB, afleHOMa
IepegMixypoBoi 3a/103U 3 YTPYIHEHUM CEYOBUITYCKaHHSIM.



['maykoma.
MiacTenida gravis.
THUPEOTOKCUKO3.

CeplieBa HE[IOCTATHICTh, HECTAOIMPHUY CTaH CEPLIEeBO-CYAUHHOI CUCTEMHU IIPU TOCTPUX KPOBOTEYAX.

B3aemodisn 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

AMaHTaguH, aHTHAPUTMIiYHi JTiKapchKi 3acobu I kmacy (Hampukiap, XiHiguH), aHTUTiICTaMiHHi,
QHTUIICUXOTUYHI ITpemapaTy (Hanpukiaf, hbeHoTia3uHu), 6eH30dia3eniny, iHridiTopu
MOHOaMiHOOKCHa3¥, HapKOTUYHI aHaIreTUKY (HallpUkKiaj, MeepUarH), HITpaTU i HITPUTH,
CHMIIaTOMiIMETHYHi 3aco0M, TPUITMKITIYHI aHTUOENTPECAHTH, KOPTUKOCTEPOIOY Ta iHIII IpemnapaTy 3
AHTHUXOJIIHEPTiYHOI0 aKTHBHICTIO MOXKYTh ITOCHIIOBATH [it0 a00 mo6iuHi e(eKTH OUITMKIIOBEPUHY.

AHTHXOTiHEpriYHi IpenapaTy MOXYTh HEUTPaIi3yBaTH [il0 aHTUTIayKOMHUX 3aco0iB, TOMy
npemnapar cjiifi 3 00epeKHiCTI0 TpU3HaYaTy MpHU MiABULIEHOMY BHYTPIIIHEOOYHOMY THCKY Ta
OJIHOYaCHOMY 3aCTOCYBaHHI KOPTUKOCTEPOIIB.

AHTHXOIiHEpriYHi 3aco00u MOCUITIOITD Oil0 IUTOKCHHY, CAJTiUIIOBOI KUCJIOTH, ITipa30JI0HY, KOOeiHy,
Ko(elHy Ta iHImKX X0niHO0I0KyBaIbHUX 3ac00iB (HaIpPUKIIaM, aTPOIiHy CyIbdaT), TOMY He
PEKOMEH[YEThCS X OHHOYACHE 3aCTOCYBAaHHS 3 JUIIMKIIOBEPUHY T'iIPOXJIOPULOM.

[IUIIMKIIOBEPUH MOXKe HeUTpai3yBaTH [il0 IIpenaparis, 1[0 3MiHIOIOTh MOTOPUKY LITYHKOBO-
KUIIIKOBOT'O TPaKTy, HAIpUKJIaA MeToKonpaminy. IToTeHIitoe [it0 ClIa3MOJIiTUKIB.

OCKinTbKM aHTAIUAHI 3aC00M MOXKYTh 3HUKYBaTH abCcopO11it0 aHTUXOJTIHEePTriYHUX IIPelaparis, CIIif
YHUKAQTH 1X OTHOYACHOT'0 3aCTOCYBaHHSI.

[HribiTOpHMI BIIMB aHTUXOJIIHEPTiYHUX 3aC00iB Ha CEKPEIIil0 XJIOPUCTOBOMHEBOI KUCIIOTH Y LIUIYHKY
MOXKYTh HENTpaJsi3yBaTH IpenapaTH, 1110 3aCTOCOBYIOTh MAJIS JIiKyBaHHS aXJIOPTiApil Ta mocCifKeHHS
IIJTYHKOBOI CEKpeIril.

AGcop0b11ist TeBOTHPOKCUHY B KUIIEYHUKY MOXKe OyTH IOpyIlleHa IIPU 0OJHOYaCHOMY NpuiioMi i3
CAMETUKOHOM.

Oco06.1ue8ocmi 3acmocyeaHHsi.

[Ipu BHCOKIN TeMIlepaTypi HaBKOJIUIIHLOTO CEPEefOBUIlla ¥ Iepiof JiKyBaHHS MpernapaToM MOXKIIMBUI
IeperpiB opraHi3my (MigBUILEHHS TeMIlepaTypH Tijla i TEMJIOBUM yoap BHACIOK 3MeHIIeHHS
NIOTOBUMiNEHHS). [Ipu 1MosBi BiAOBigHUX CUMIITOMIB HEOOXiqHO MPUNMHUTY 3aCTOCYBaHHS IIperapary
1 3BepHYTHUCA [0 JIIKap4.

Hiapes Moxke OyTH paHHIM CUMIITOMOM HEIIOBHOI KMIITKOBOI 06CTPYKIIii, 0COOIMBO y MAlli€HTiB 3
ineocToMoi0 abo KOJIOCTOMOIO. Y TaKuX BHIaIKax TiKapChKUi 3acib He CJIii 3aCTOCOBYBATH.

B oci6 3 iHguBigyanbHOIO MigBUIIEHOI0 YYTIMBICTIO O aHTUXOMiHEPTiyHNX 3ac00iB MpemapaT Moxe
CIIPUYMHUTH TaKi ehpekTu 3 00Ky IIeHTPaJbHOI HEPBOBOI CUCTEMH, K CIUIYTaHICTh CBiOMOCTI,
Ie30pieHTallil0, aTaKCiio, MigBUINEHy BTOMITIOBaHICTh a00 HaBIaku - eidopito, 30ymKkeHHs, 6e3COHHS,



aeKTUBHUY CTaH. 3a3BMYall Ili CAMITOMH 3HUKAIOTh MPOTATOM 12 - 24 TOOUH MiC/Is NPUNUHEHHS
3aCTOCYBaHH IIpenapary.

T'asocmasam® ciif 3 06epeKHICTI0 3aCTOCOBYBATH NallieHTaM 3 aBTOHOMHOI HelpoIaTi€ero,
3aXBOPIOBAaHHSIMHU MEeUiHKU a00 HUPOK, BUPA3KOBUM KOJIITOM (IIPUIOM BUCOKHUX 03 MOXKeE
CIPUYMHUTH MTapaliTUUHy HEMPOXiAHICTh KUIIEUHUKY i PO3BUTOK ab0 3arOCTPEeHHS TaKOTo
CEepHO3HOTr0 YCKIIaAHEHHS, IK TOKCUYHUY MEeTrakoJIOH), apTepiabHOIO TillepTeH3i€lo, ieMiuHo0
XBOpP00OIO CepIlst, 3aCTiHOIO CePIIeBOI0 HENOCTATHICTIO, TaXiapPUTMisIMM, TaxiKapOi€io, IPUKEI0
CTPaBOXigHOTO OTBOPY Aiadparmu i rimepTpodieio mepeaMixypoBoi 3a103u.

IlonomidcHi pevoguHu. [IpemapaT MiCTUTh 1aKTO3y. AKIIO y Bac BCTaHOBIIEHa HEIIEPEHOCUMICTh
IesiKuX IYKPiB, CJIil TPOKOHCYNBTYBATUCA 3 JIiKapeM, IepIl HiXK MpUAMaTH el JiKapchbKui 3acib.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

Besneka nikyBaHHSA OUIUKIOBEPUHOM i CHMETUKOHOM Y IIepiof BariTHOCTLI HE BCTAHOBJIEHA, TOMY
IIperapar He CJIiJl 3aCTOCOBYBaTHU BariTHUM.

OCKinbKY OUIUKIIOBEPUHY TiTPOXJIOPH[ TPOHUKAE Y TPYIHE MOJIOKO, TiKapChKUi 3aci0 He CIIif
3aCTOCOBYBATH Y Iepiof TOAYBaHHS TPYAOIO.

30amHicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

[UIIMKI0BEPUHY TiAPOXJIOPUI MOXKe CIIPUYMHUATH COHJIMBICTh Ta 3aTyMaHEHHS 30py, TOMY He
PEKOMEHOYEThCS Tif] Yac MpPUoMy IIpelapaTy KepyBaTu TPAaHCIIOPTHUMH 3aco0aMu Ta CKIagHUMHU
MeXxaHi3MaMmu, IT10 MOTPeOyIOTh MiIBUINEHO0] KOHIIEHTPAllil yBard i BUCOKOI IIBUAKOCTI IICHXOMOTOPHUX
peaxiii.

Cnoci6 3acmocyeaHHss ma do3u.
Hopocri Ta miti BikoM Bifm 12 pokis: mo 1 TabmeTti o 4 pasiB Ha mo0y.
MakcuMaibHa J000Ba 1032 CTAHOBUTH 4 TabOJIETKH.

[TpemapaT peKOMeHOYEThCS NpuiiMaTy 0o abo micns npuiioMy ixi. He peKOMeHOyeThCs IpUuiiMaTh
npemnapar Oinbie 5 AHiB.

Himu.

He 3acTocoByBaTu miTsaM Bikom [0 12 pokis.

Ilepedo3yeanHs.



[Tepeno3yBaHHS XapaKTePU3YETHCS ABO(DA3HICTIO: CIIOYATKYy BUHUKAE 30yMKEeHHS IIeHTPaIbHOI
HEPBOBOI CUCTEMH, SIKe MPOSIBIISIEThCS HECIIOKOEM, TTOSIBOIO i/TI03ii, TaI0IMHAIlN, CTIMKOT0 Migpia3y,
Taxikapgii, aprepianbHol rimeprenaii. [ToTiM BigOyBaeThCst MPUTHIYEHHS IIEHTPAIbHOI HEPBOBOI
CHACTEMHM aX [0 KOMaTO3HOT'0 CTaHy.

Cumnmomu: ronoBHUY Oinb, HyHoTa, 6/1t0BaHHS Ta 0ifib Y XKUBOTI, 3HUXKEHHS anleTUTY, OMigicTh
IIKipH, TiABUIEHHS BHYTPIIIHBOOYHOI'O0 TUCKY, 3allaMOPOYeHH, 3aTyMaHeHHS 30Dy, PO3LINPEeHHS
3iHUIE, TapsAda i cyxa ImKipa, CyXiCTh y pPOTi, TPYAHOIII IpU KOBTaHHI, 30yIKeHHS IIeHTPabHO1
HEPBOBOI CUCTEeMHU, TaXiKapfisi, 3MiHa YaCTOTH OUXAHHS.

MoxXrBe BUHUKHEHHS KypapemnopioHol fil (HepBoBo-M'sg30Ba 6710Kafa, Big4yTTs c1abKoCTi y M’si3axX
Ta IIapaiy).

JIiKyBaHHA: CHMIITOMaTU4Ha Tepalis. Y mepili TOquHY IT0Ka3aHO BUKIUKATH O/1I0BaHHS, IPOBECTH
IIPOMUBAHHS IIUTYHKA, 3aCTOCYBaTU aicCOPOEHTH.

I 3HATTS IICUXOMOTOPHOT IDKeHHS TocoBYIOTE miaszenaM (0,5 % YWH, 2 MJI).
a3 CUXOMOTOPHOTO 30 e 3aCTOCOBVIO asenaM (0,5 % po3 2 MJI)

ITo6iuni peakuii.

HaBeneni Huxk4e mobGiuHi e(peKTH CTOCYIOTHCS I'PYIIXA aHTUXOMiHEPTiYHUX TiKapchKuX 3acobiB, He BCi
BOHU CIIOCTEPIrajgucs Ipy 3aCTOCYBaHHI OUIUKIIOBEPUHY TiIPOXJIOPULY:

3 60Ky mpasHo20 mpakmy: CyXiCThb ¥ POTi, BTpaTa CMaKy, aHOPEKCisi, HynoTa, O/I0BaHHS, PO3yaf
TpaBJIeHHS, BIIUyTTS 30yTTS XKUBOTa, abmoMiHambHUH 6ifb, 3a1op.

3 60Ky ueHmpaabHOi Hep8oeoi cucmemu: [A3BiH y ByXaX, TOJIOBHUY Oiflb, COHIUBICTH, CTAOKiCTB,
HEPBO3HICTh, ICUX03, OHIMIHHS, 3allaMOPOYEHHS, KOMa, CILIyTaHiCTh CBiTOMOCTi Ta/ab0 30yaKeHHS
(0ocob6nuBO y MaIiEHTIB JIITHBOTO BiKY), MUCKiHE3isl, 6e3COHHS, [e30pieHTallisl, KOPOTKOYacHa BTpaTa
maM’sTi, TajmourHalil, JU3apTpis, aTakcis, erdopis, HeafgeKBaTHI eMOLiiHI peakilil (CHMITOMU
3MeHIYIThCS Yepe3 12 - 24 roguHy Micnisa 3HUKEHHS J03H).

3 60Ky opaaHis 30py: 3aTyMaHeHHs 30py, IBOIHHS y O4aX, PO3UIMPEHHS 3iHUIIb, Tapaiid aKoMOofaIlii,
IiABUINEHHS OYHOTO TUCKY (KOPOTKOYacHi aTpomiHononiOHi epekTy, AKi MUHAIOTE IiC/Is IPUINHEHHS
3aCTOCYBaHHS JULIUKIIOBEPUHY).

3 60Ky wkipu/asepaiuHi peakuyii: peakiiii rimepyyTIUBOCTi, BKII0YAlOUN alepriYHuil fepMaTurT,
cBepOiX, BUCUIIAHHS, KPOIIUB'SHKY, EPUTEMY, MeIUKaMeHTO3HY iiOCMHKPa3ilo, aHTiOHEBPOTUYHUN
HaOpsK, aHaiTaKTUYHUY IIOK.

3 boky ceuocmamesoi cucmemu: yTpyIHEHe CEYOBUITYCKAHHS, 3aTPUMKa Ceyi.
3 60Ky cepueso-cyOuHHOI cucmeMu: Taxikapmisi, BiI4yTTsI TOCUIIEHOTO CEPIIEOUTTS.
3 60Ky duxaabHOi cucmemu: sifyxa, altHoe, 3aK/IafleHiCTh Hoca.

THWi epexmu: 3MEHIIIEHHS TOTOBUIINIEHHS, UXaHHS, HAOPSAK CIIM30BOi 000I0HKY Iopjia, MPUTHIYeHHS
JIAKTaIlil.

Tepmin npudamuocmi.



2 POKH.

YMoBu 30epiranHsi.
30epiratu B OpUriHaIbHIN YIIAKOBI IpU TeMIepaTypi He Buile 25 °C.

36epiraté y HEOOCTYIIHOMY IJIST OiTe# MicCIIi.

YnakosBka.

[To 7 TabneToK y 6ricTepi; mo 2 61icTepu y KapTOHHIM YIIaKOBII.

[To 15 Tabnetoxk y 6iictepi; mo 1, abo 2, abo 4 6ricTepu y KapTOHHIM YIIaKOBII.

Kareropis Bigmycky.

bes penernra.

BupoOHHK.

TOB «KYCYM OAPM».

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCusi IPOBaIKeHHs HOro JisIbHOCTI.

40020, Ykpaina, Cymceka o6nacth, M. Cymu, Byn. CkpsibiHa, 54.

abo

BupoOHHK.

TOB «['JIEODOAPM JITI».

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Miclsi IpoBaIXKeHHs HOr0 Tis/IbHOCTI.

40020, Ykpaina, Cymchka ob6nactb, M. Cymu, Bys. [JaBumoBCchKoro I'puropis, 54.



