LTI

Dorman vasitosinin istifadosi iizro tolimat (xostolor iigiin)

Gispas™ ortiiklii tabletlor
Gispas™

Beynalxalq patentlosdirilmamis adi: Otilonium bromide

Torkibi

Tasiredici madds: 1 tabletin torkibinds 40 mq otilonium bromid vardir

Komokei maddalor: laktoza SD, magnezium stearat, kopovidon, natrium nisasta qlikolyati, kolloidal
silisium dioksid, Opadry II ag 85F 18422 (polivinil spirti, titan dioksid, makrogol/PEQ, talk).

Tasviri
Ag rongli, yumru, iki torofi qabaniq értiikli tabletlordir.

Farmakoterapevtik qrupu
Mada-bagirsaq traktinin fi
ammonium toramalori
ATC kodu: AO3AB06

1 zamani istifads olunan dorman vasitalori. Dordli

Farmakoloji xiisusiyyatlori
Farmakodinamikast

Otilonium bromid hozm saya azalolorino giiclii tosir gostorir. Tosir mexanizmi
otilonium bromidin Ca** fonlarimin hiiceyro daxilino v hiiceyradon xarico kegirilmasi qabiliyyati vo
Ca* kanallarinin, muskarin v taxikinin reseptorlarmm blokadast ilo baghdir. Otilonium bromidin
farmakoloji tosiri Ca®* kanallarinin i xiisusiyyatlorinin vo miilayim anti in tosirinin
kombinasiyast ilo izah olunur.

Farmakokinetikast

Sorulmast

Daxilo gobulundan sonra otilonium bromidin sistem absorbsiyasi ciizidir (3%), buna goro do
preparatin plazma konsentrasiyast agagidir.

Paylanmasi

Bagirsagin saya azalolorinda paylanma doracosi yiiksokdir.

Xaricolunmast

Sorulmus preparat asason (95-97%) ddlo xaric olunur.

stifadasino gostorislor
Spastik voziyyatlor, modo-bagirsaq traktnin diskineziyalart (ezofagit, qastrit, duodenit, enterit,
bagirsagm qiciqlanma sindromu daxil olmagla).

Oks gistarislor
Preparatin tasiredici maddasina va ya hor hanst bir komponentina qarst yiiksok hassaslig.
Bagirsagn kegmazliyi.

Xiisusi gostorislor vo ehtiyat tadbirlori
Qlaukoma, prostat vozinin hiperplaziyast vo pilorik stenozu olan xostolordo chtiyatla istifado
edilmolidir.

Qabizlik, bagirsagn atoniyast (xiisusilo do sokorli diabet fonunda) olan xastoloro Gispas™ ehtiyatla
toyin olunmalidr.

Gispas™ preparatt qarst Lapp laktaza & vo ya qliikoza-qalakt
malabsorbsiyast sindromu kimi nadir irsi xostoliklori olan xastolords istifado olunmamalidr.
Gispas™ preparatinin bir dozasmm torkibindo 1 mmol-dan (23 mg-dan) az natrium vardir; bu
miqdarda natriumla bagh heg bir slava tosir gozlonilmir.

Digor dorman vasitalori ilo qarsiliqh tasiri
Moalumat yoxdur.

Hamilolik vo laktasiya dovriinds istifadasi
Hamilolik va laktasiya dovriinda preparat yalniz ana iigiin gozlonilon fayda dol iigiin ehtimal olunan
riskdon iistiin oldugda istifada oluna bilor.

Nagliyyat vasitolorini vo digor potensial tohliikoli izmlori i qabiliy tosiri
Preparatin nogliyyat vasitolorini vo digor mexanizmlori idaroctmo qabiliyyatino tosiri miisahido
olunmamisdir.

istifada qaydasi va dozast

Hakim torafindan bagqa ciir gistoris olmadiqda, giinda 2-3 dafal tablet gobul oluna bilar. Tabletlor
daxilo, biit6v halda su ilo, yemokdan 20 daq avval gobul olunur.

Xiisusi qrup xastalora dair alava malumat

Baéyrak /Qaraciyar atismazhg1 olan xastalor

Daxilo qobulundan sonra preparatin 3%-i sistem absorbsiyaya ugrayir, o, yerli tosir géstorir, byraya
va qaraciyara tasir gostormir. Buna gora do boyrak va ya qaraciyar catismazhigi olan xastalerda doza
tenzimlanmasina ehtiyac yoxdur.

Pediatrik xastalor

Usaqlarda istifadosina dair klinik molumat yoxdur. Buna géra do pediatrik xastolordo Gispas™
preparatinin istifadosi tovsiya olunmur.

Geriatrik xastalor

Yasli xastalorda doza tnzimlonmasina ehtiyac yoxdur.

Olava tasirlori
Postmarketing tocriibosindo miisahida olunan olave reaksiyalar asagida gdstorilmisdir. Homin
reaksiyalarn tezliyini vo agirliq doracasini yronmok miimkiin olmadigindan onlarin tezliyi molum
olmayan kimi gostorilmisdir.

Dari va darialts piy toxumasina

Molum olmayan tezlikds: vro.
Klinik todgiqatlarda terapevtik dozalarda istifado etdikdo miisahido olunan olava reaksiyalar (tezliyi
plasebo ilo miiqayiso oluna bilondir): iirokbulanma, qusma, abdominal agri. Terapeviik dozalarda
preparatin istifadosi atropi effektlorin sobab

Siibhali alava tasirlor hagqinda molumatin verilmasi
Dorman vasitosinin qeydiyyata alinmasindan sonra siibholi olavo reaksiyalar haqqinda hokimo
molumatin verilmosi vacibdir. Belo molumatlar dorman vasitasinin fayda/risk nisbatino nozaratin
davam etdirilmosina imkan verir.

Arzuolunmaz effektlar bas verdikda hokima miiraciot edin.

Doza haddinin agilmast
Preparatin praktik olaraq toksik effekti olmadigina g6ro doza hoddinin asilmast qeyd olunmamisdir.
Doza haddinin asilmast zamant simptomatik vo dostokloyici milalico aparilmalidir.

Buraxilis formasi

Gispas™ 40 mq ortiiklii tabletlor. 15 tablet, blisterdo. 2 blister (30 drtiiklii tablet) iglik vorago ilo
birlikdo karton qutuya qablagdirilr.

Saxlanma soraiti
25 °C -dan yiiksok olmayan temperaturda, 6z qutusunda va usaqlarin ali gatmayan yerda saxlamaq
lazimdr.

Yararhliq miiddati
2il
Yararliliq miiddati bitdikdon sonra istifads etmok olmaz.

Aptekdon buraxilma sorti
Resept asasinda buraxilir.
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MHCTPYKIHS 110 METMUMHCKOMY IIPHMEHEHHUIO IIPeNapara (JUis NalkeHTOB)

T'ucnac™ TabieTkH, NOKPBITHIE [UICHOYHOI 060/104KOM
Gispas™

Mesm; HenaTeH Otilonium bromide

Cocras

1 rabieTka, HOKPBITAs [ICHOYHOH 0OOJIOUKOM, COICPIKUT:

Axmusnoe sewecmeo: orrnonns Gpomuz 40 mr

Bcnomozamenvhvie eeujecmea: JIAKTO3a SD, MarHusi creapar, KOIOBHMJIOH,
Ha?l/lﬂ Kpaxmaja [IMKOIAT, KPeMHHUs JMOKCH] KOJLIOMJIHbIIL, gadry 1 Genblit
85F 18422 (noaMBHHUIOBBL ClIUPT, THTaHA AHOKeK, Makporon/TIOT, ranbk), Boga
JICHOHU3UPOBAHHAS.

Ouucanue
Tabnerku, IOKPBITbIE
JBOSIKOBBIITYKJIbIE.

IUIEHOYHOIT  000sI0uKoil, Oesoro  uBera, KpyIible,

®apmaxoTepaneBTHUecKast pynna

JleKapCTBEHHbIE CPE/ICTBA, IPUMEHSIOIIMECS MPH (YHKIHMOHAIBHBIX PACCTPOICTBAX
JKEJTYIOUHO-KHIIEUHOTO TPAKTa. UeTBePTHUHBIE IIPOU3BO/IHBIE AMMOHMS.

Kox ATX: A03AB06

DapmMaKo.IorHuecKue cBoiicTrea
Dapmakodunamuxa
Orunorus GpoMUI OKasbiBaeT paccabisarommii 3G ekt Ha DIAAKyr0 MyCKyIaTypy
OpraHOB _ NMIUEBAPHTEIBHOM  cHCTeMbl. MeXaHH3M  JIeHCTBUS — 3aKIIFOYAETCs
B CHOCOOHOCTH OTHJIOHMSI OpoMMIa BIMATH Ha T%aucnopr noHos Ca** BoO
BHYTPH- M BHEKICTOUHOM IIPOCTPAHCTBE, a Takke 010KupoBarh Ca’'-KaHaubl,
MYCKapUHOBbIC M TAXMKHHMHOBBIC penentopbl. Kombunauus cpoiicts G1okaropa
Ca®'-KaHaJI0B U yMep 0 AHTUMYCKap ro feHcTBHA 00BACHACT
%apmal(onoruqecxoe JieficTBHE OTHIOHHS OpoMILa.

ApMAKOKUHemuKka
Bcacwisanue
Tlocte mepopanbHOro MpHeMa CHCTeMHas abcopOLys Tpenapara He3HAYHTEIbHAsT
(3%), B CBA3M € UeM KOHLIEHTPALMs NPEnapara B I1a3Me OUeHb HU3Kasl.
Pacnpedenenue
Crenenb pacrpesie/leHus Npenapara B IIAKOH MyCKylaType NpsAMOi KHIIKH
BBICOKas.
Buwigedenue
: 9‘?‘#“;&) 4acTh abCOPOMPOBAHHOTO NPeNapaTa BLIBOAUTCS YePe3 KeTUHbIE IPOTOKH

-97%).

Tloka3anusi K IPHMEHEHHIO
Crnactuueckue COCTOAHMSA, JUCKMHE3UH IKEIyJ0YHO-KHMILIEYHOIO TpakTa (B T.4.
930(haruT, raCTPUT, JYOACHHT, YHTEPHT, CHHAPOM PA3PAKEHHOIO KHIICUHIKA).

IIporusonokasanus

TloBbIlIeHHAsT YyBCTBHTEIBHOCTh K AKTHBHOMY BEILIECTBY WJIH K KaKOMy-mTHOO
KOMIIOHEHTY Mperapara.

HenpoxoaumocTh KUIIeuHHKa.

Ocobble ykazanus

Hal.ll/leHTﬂM C TAKUMH SaGOHCBaHHﬂMM, Kak [1ayKoma, rurnepIuiasus npeu(:'rarenbuoﬁ
JKelIe3bl H CTEHO3 MPUBPATHUKA, IPEMAPAT CIIe/yeT Ha3HAYATH C OCTOPOKHOCTBIO.
Tlpy HaJIMYMK 3A0pPA, ATOHHH KMIIEYHHKA (OCOOCHHO Y MALMEHTOB, CTPAIAIOIINX
CaxapHbIM 1MabeTOM) ClIe/lyeT HA3HAUYATh C OCTOPOXKHOCTBIO.

TlauuenTaM ¢ peaKol HAC/IeICTBEHHOH (HOPMOIl HENEPEHOCHMOCTH TAIaKTO3bL,
JeduiTom jaktasel Jlarma MK KIH0K030-TalaKTO3HOI MaibabcopOuueil npenapar
HE HA3HAYACTCA.

Kasas tabnerka npenapara I'nenac™ coneput menee 1 mmoinb (23 mr) Harpus;
TPH TAKOM KOJIHYECTBE HE OKM/IACTCS KAKMX-THO0 10604HbBIX 3()(eKTOB, CBA3AHHBIX
C HATPHEM.

B3aumozeiicTBHe ¢ IPYrHMH JICKAPCTBEHHBIMH CPEICTBAMH
He ussectHo.

I

I BO BpeMmsi Oep TH M B IIEPHO/ JIAKTALHH

TIpumenenue npenapara Bo BpeMsi GePeMEHHOCTH H B IEPHOJL JIAKTALHH BOMOKHO
TOJBKO B TOM CJly4ae, €Cild MpeIojaraeMasi 1ob3a [Jisi Marepu MpeBbILIaeT
BO3MOJKHBIH PHCK [UIsl IIOJIA WK PeGeHKa.

Binsinue Ha CHOCOOHOCTH YNPABJICHHS TPAHCHOPTHBLIMH CPEICTBAMH M
JIPYTHMH HOTEHIHAILHO ONACHBIMH MeXaHH3MaMU

Biusuue npenapata Ha ynpasieHHE TPAHCIOPTHBIMH CPEICTBAMM M JIPYTHMH
MEeXaHH3MaMH HE OTMEYaI0Ch. 1

Criocod npuMeHeHHs! U 103b1

Ecin BpadoM He mpenicano nHade, I'ncnac™ MokHO npuHmMars 1o 1 tabnerke 2-3
pasa B cyTku. TabneTkn NpHHUMAIOT BHYTPb, IIEIMKOM, 3amuBas BOJIOH, 3a 20 MHH
JI0 IPUEMA TTHIIH.

%ono,mumz’zw«bxe oanmvie, C6A3AHMBIE CO CNEYUATLHBLMU 2DYRNAMU DOTLHBIX

Ilocne mpuema BHYTPh 3% Tpenapara MOJBEpraeTCs CHCTEMHOMH aGcopOimu.
IlpenapaT oKa3blBaCT MECTHOE JeiCTBHE M HE BIMACT Ha (YHKIMIO TOYEK M
neyenn. [109ToMy y MaIMEeHTOB ¢ MOYEYHOM U NIeYCHOYHOH HEIOCTATOUHOCTBIO HET
HEOOXOMMOCTH KOPPEKIIHH 03Bl
Tleduampuueckue nayuernmol

T KIIMHAYECKUX JaHHBIX OTHOCHTE/IBHO IPUMEHEHHA NPEnapara y JAeTeif, b chssn
C YeM HE PEKOMEHJIYCTCsl MPHUMEHEHHE mpenapara ['Mcrac”™ y meIHaTpHICCKHX
TAIHEHTOB.
Tepuampuueckue nayuenmot
HeTt HeoOXoMMMOCTH KOPPEKIIMH 10351

Io6ounpie neiicTBus
ToGounpie peakiyy, HaOTIONAIOMMECS B MOCTMAPKETHHIOBBIN NEPHOJ, YKa3aHb!
Hike, TTOCKONBKY 4acToTy H CTENeHb BBHIPAKEHHOCTH MOO0YHBIX d(dekTon
HEBO3MOYKHO yYCTaHOBHT, YACTOTA BCTPEUACMOCTH YKa3aHa Kak HEH3BECTHAS.
Co cmoponvl Kovkcu U NOOKOXCHOU KAemuamxu

neu i ‘K
ITo6ounbie peakimu, HaOIK B KI MX  HCC. npu
NPUMCHEHHUH B TEPANIEBTHYECKHX J103aX (YacToTa CpaBHMMA C Maie6o): TOmHOTa,
pBoTa, abnomuHaibHbie Gomu. IlpueM Tpenapata B TepaneBTHYECKHX 032X HE
BBI3BIBACT ATPONUHONONOOHEIX P DEKTOB.

C 0 x 29

CoobuieHue O  MOJO3PUTCIBHBIX MOOOYHBIX —PEaKIMAX TOCIE TOro, Kak
TIeKapCTBEHHBII Mpenapar ObLl 3apericTPUPOBaH, HMEET BOKHOC 3HaueHHE. JTO
TO3BOJIACT OCYIICCTBIATH JUTHTCIBHBIH KOHTPOIb COOTHOIICHHS TIONb3a/PHCK
MPHMEHEHHS JIGKapCTBEHHOIO CPE/ICTBA.
b

Tipu He: x

K 6pauy.

Ilepeno3upoBka

TlockonbKy Tpenapar npakTHICcKkH He o61aact TokcHuecknm dddextom, cayyacs
NEpPEIO3NPOBKH HE OTMEYaNoch. B ciyuae Mepelo3HpOBKH CleyeT Ha3HauHTh
CHMIITOMATHYECKOE U MOJICPIKUBAIONICE JICYCHHE.

Dopma BhIyCKa

Tucnac™ 40" Mr_ TabueTkd, MOKPHITHIE IUICHOYHOH 060104Koil. 15 Tabuerok,
B Gmucrepe. 2 Gumcrepa (30 TabneTOK, MOKPBITHIX IUICHOYHOH 00OJNOYKOI) B
KOMILIEKTE ¢ HHCTPYKITHEHi 110 IPUMEHCHHIO YIIAKOBAHBI B KAPTOHHYIO KOPOOKY.

YeioBusi XpaHeHust
XpauuTh NpH_Temeparype He Bbie 25 °C, B HEIOCTYIHOM s JeTeil Mecte, B
OPHIHHATBHOI YTIAKOBKE.

Cpoxk roqnocTu
2 rozia.
He HCnonb30BaTh MOCIE HCTEUCHHS CPOKA TOXHOCTH.

VesoBust OTIYCKA H3 aNTeK
OrycKaeTes 10 perenty.

Baajenen MapKeTHHIOBBIX NIPaB
Dupma Acapma

Baajenen perucrpanun
®apwmaxtus Wiau Can. Be Tuwk.A. 11, Typuus

IpoussoauTens

®apwmaxris Wnad Can. Be Tuwk.A. 111
Kapaaray Maxasuiecu, ®arux bynbsapbr Ne:32
Yeprkeskoii Oprannse Canaiin Benbrecn
Kanaxoibl/ Tekupaar/ Typrms
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