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Dorman vasitosinin istifadosi {izra talimat (xastolor iigiin)
Gispas"™ ortiiklii tabletlor
Gispas™

Beynalxalq patentlosdirilmamis ad: Otilonium bromide

Torkibi
Tasiredici maddo: 1 tabletin torkibinda 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.

Farmakoterape:
Mada-bag

qrupu
aq traktinin
ammonium toramalari

ATC kodu: AO3ABO6

1 zamani istifads olunan dorman vasitolori. Dordli

Farmakoloji xiisusiyyatlori
Farmakodinamikast
Otilonium bromid hozm si saya giiclii tosir gostorir. Tosir mexanizmi
otilonium bromidin Ca*' fonlarimin hiiceyro daxilino v hiiceyradon xarico kegirilmosi qabiliyyati vo
Ca* Kanallarinin, muskarin vo taxikinin reseptorlarinin blokadast lo baghdir. Otilonium bromidin
farmakoloji tosiri Ca** kanallarmin susiyyotlorinin vo milayim ant tosirinin
kombinasiyast il izah olunur.
Farmakokinetikast

Sorulmast

Daxilo gobulundan sonra ofilonium bromidin
preparatin plazma konsentrasiyas asagidir.
Paylanmasi

Bagirsagin saya ozalolorinda paylanma doracasi yiiksokdir
Xaricolunmast

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

em absorbsiyasi ciizidir (3%), buna goro do

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

Oks gistarislor
Preparatin tosiredici maddasina vo ya hor hanst bir komponentina qarst yiiksok hassaslig.
Bagirsagin kegmozliyi.

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

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

Gispas™ preparatt qarst Lapp laktaza qliik lakt
malabsorbsiyast sindromu kimi nadir irsi xostoliklori olan xastolords istifado olanmamalrdn
Gispas™ preparatinin bir dozasmm torkibindo 1 mmol-dan (23 mg-dan) az natrium vardir; bu
miqdarda natriumla bagh heg bir olavo tosir gozlonilmir.

Digar dorman vasitolori il qarsiiqlh tasiri
Molumat yoxdur.

Hamilolik vo laktasiya dovriinds istifadasi
Hamilolik vo laktasiya dovriindo preparat yalniz ana iigiin gozlonilon fayda dél iigiin ehtimal olunan
riskdon iistiin oldugda istifado oluna bilor.

Nagliyyat vasitolorini vo digor potensial tohliikoli tosiri
Preparatin nogliyyat vasitolorini vo digor mexanizmlori idarsetmo qabiliyyatino tosiri miisahid
olunmamisdr.

istifada qaydasi va dozast

Hakim torafindan bagqa ciir gostoris olmadiqda, giinda 2-3 dafal tablet gabul oluna bilar. Tabletlar
daxila, biitsv halda su ila, yemokdon 20 daq ovval qobul olunur.

Xiisusi qrup xastalora dair alava malumat

Biyrak /Qaraciyar gatismazhigi olan xastolor

Daxila qabulundan sonra preparatin 3%-i sistem absorbsiyaya ugrayir, o, yerli tasir gdstarir, boyraya
va qaraciyara tasir gdstermir. Buna gora da bdyrak va ya qaraciyar gatismazligi olan xastolorda doza
tonzimlanmasina ehtiyac yoxdur.

Pediatrik xastalor

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

Geriatrik xastalor

Yasli xastolards doza tanzimlonmasina ehtiyac yoxdur.
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Olava tasirlari

Postmarketing tocriibasinda miisahida olunan olave reaksiyalar asagada gdstorilmisdir. Homin
reaksiyalarmn tezliyini vo agirliq deracasini dyronmok miimkiin olmadigindan onlarm tezliyi molum
olmayan kimi géstorilmisdir.

Dari va darialts piy toxumasina

Malum olmayan tezlikds: vro.

Klinik todgiqatlarda terapevtik dozalarda istifado etdikdo miisahido olunan olava reaksiyalar (tezliyi
plasebo ilo miigayiso oluna bilondir): {irokbulanma, qusma, abdominal agri. Terapevik dozalarda
preparatin istifadosi atropi effektlorin sobab

Sibhali alav tasirlor hagqnda molumatin verilmasi
Dorman vasitosinin qeydiyyata alinmasindan sonra siibholi olava reaksiyalar hagqinda hokimo
molumatin verilmosi vacibdir. Belo molumatlar dorman vasitosinin fayda/risk nisbatine nozaratin
davam etdirilmosina imkan verir.

Arzuolunmaz effektlar bas verdikda hakima miiraciat edin.

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

Buraxilis formast
Gispas™ 40 mq drtiklii tabletlor. 15 tablet, blisterdo. 2 blister (30 ortiiklii tablet) iglik vorogo il
birlikds karton qutuya qablasdirihir.

Saxlanma sor:
25 °C -don yiiksok olmayan temperaturda, 6z qutusunda vo usaglarm oli gatmayan yerds saxlamag
lazimdr.

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

Aptekdon buraxilma sorti
Resept asasinda buraxilir.
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VHCTpyKLMS 110 MEAMLIMHCKOMY PUMEHEHHIO perapara (JUist IalueHTOoB)

Tucnac™ TabneTkH, MOKPBIThIE [UICHOYHOI 060/104KOiH
Gispas™

Mesy Henaren Otilonium bromide

Cocras

1 TabneTKa, MOKPbITAs! IUIEHOUHOH 0GOIOUKOI, conepHKHUT:

Axmusnoe sewecmeo: ornnonns Gpomuz 40 mr

Bcnomozamenvhvie  sewjecmea: nakrosa SD, MarHms creapar, KONOBHJIOH,
HATPUs Kpaxmaja IJIMKOJAT, KPEMHHUs IMOKCHI KOJUIOMIHbIi, gadr 11 Genbrit
85F 18422 (1noaMBHHUIIOBbI CIIMPT, TUTAHA JHMOKCHIL, Mal(POl’OJ'l/H T, Tajabk), Boja
JIEHOHH3UPOBAHHAS.

Ouucanue

TaGierkn, MOKPbITBIE IUICHOYHOH —00ONOUKOH, Oenoro uBera, Kpyrible,
JBOSIKOBBIITYKJIbIE.

dapmakoTepaneBTHUECKas IPyNNa

JlekapcTBEHHbIE CPEJICTBA, IHECS TIPH QJTbHBIX PaccTpoiicTBax

JKEJTYIOUHO-KHIIEUHOTO TPAKTa. UeTBePTHUHBIE IIPONU3BOIHBIE AMMOHMSL.
Kox ATX: A0O3ABO6

([)apmalco.uol H‘ICCKHC cBoiicTBa

Dapmaroounamu)
Otunonus 6poMuu OKasbIBaeT paccabnsarommit Hh ekt Ha DIAAKYI0 MyCKyIaTypy
OpPraHOB _ MHIIEBAPUTEILHON  CHCTEMbl. MeXaHu3M JIGHCTBHS — 3aKITIOYACTCH

B CHNOCOOHOCTH OTHIOHMS OpOMHIA BIMATH Ha TpaHcnopr HoHoB Ca® BO
BHYTPH- M BHEKJIETOYHOM IIPOCTPAHCTBE, a Tamxe Guokuposarb Ca’ -KaHaJbl,
ycl OBbIE U T: OBbIE PELIEIITOPBI. CBOICTB Gnoxa-mpa
Ca®'-KaHaJIoB U y 0 AHTUM, IO NeHcTBHA 00BACHACT
%apmakonomqecxoe JIeHCTBHE OTHIIOHHS OpOMH/IA.
ApMAKOKUHemuKa
Bcacwieanue
Tlocte mepopanbHOTo MpHeMa CHCTeMHas aGCopOLMs Tpenapara He3HaYHTeTbHAs
(3%), B CBA3H C UeM KOHLIEHTPALMs NPENapara B IJIa3Me O4eHb HU3Kasl.
Pacnpeoenenue
Crenenb pacnpesie/lenus Npenapara B IIAAKOH MyCKylaType NpsAMOi KHIIKH
BBICOKAs.
Buiseoenue
%59054151;1;51) 4acTh aGCOPOMPOBAHHOTO NPENapaTa BHIBOAUTCS YePes3 KETUHbIE TPOTOKH
-97%).

Toka3sanusi K NPUMEHEHHI0
Crnacruyeckue COCTOAHMS, AUCKMHE3UH IKEIIyJOYHO-KHMILIEYHOIO TpakKTa (B T.4.
930(aruT, raCTPUT, AYOJACHHT, SHTEPUT, CHHAPOM PA3/IPAKEHHOTO KHIIEUHUKA).

IporuBonokasanus

TloBblureHHas YYBCTBUTEJIbHOCTb K AKTHBHOMY BEILUECTBY MM K KaKOMY-. -0
KOMIIOHEHTY Ipenapara.

HeﬂpOX()}JMMO(.Tb KHUIICYHHUKA.

Ocobble ykazaHus

Hdl.ll/leHTaM C TAKUMH SaGOJ'lCBaHHﬂMM Kak [1ayKoma, runepIuiasus npem,'rarenbuou
JKelle3bl H CTEHO3 MPUBPATHUKA, IPENapaT clielyeT Ha3HAYATh C OCTOPOKHOCTBIO.
Tlpy HaJIMYMK 3a0pa, ATOHHH KUIIEYHHKA (OCOOCHHO Y MALMEHTOB, CTPAAIOIINX
caxapHbIM /11a0eTOM) CIIe/lyeT Ha3HauaTh ¢ OCTOPOKHOCTBIO.

Tlaumentam ¢ pejkoil HacnesCTBEHHOH (OPMOFi HENEPEeHOCHMOCTH TallakTo3bl,
Jneduumntom nakrasst Jlanma Wi HIOKO30-ranakTo3HOi Manbabcopbuueii npenapar
HE Ha3HA4aeTcs.

Kasas tabnerka npenapara I'nenac™ conepxut menee 1 Mo (23 mr) Harpus;
TPH TAKOM KOJIHYECTBE HE OKM/IAeTCs KaKUX-THO0 M060UHbIX 3()(eKTOB, CBA3ZaHHBIX
C HATPHEM.

B3aumojieiicTBHe € IPYIrHMH JIEKAPCTBEHHBIMH CPEICTBAMM
He usBectHo.

|||HT|T||

BO Bpemsi TH U B HEPHO/L JIAKTALMH
TIpumenenue npenapara Bo BpeMx GepeMeHHOCTH B NIEPHOJL JIAKTALMH BOMOKHO
TOJBKO B TOM Cilyuae, €C/IM npeanojaraemasi 1oJib3a JUls Marepu IpeBblllaeT
BO3MOJKHBII PHCK 17151 TJ10/1a MJTH pebeHKa.

B Ha Th YNPABJEHHsI TPAHCIOPTHBLIMH CPEICTBAMH W
JIPYTHMH HOTEHUHAILHO ONIACHBIMH MeXaHH3MAMU

BimsHue npenapata Ha ynpaslieHHe TPAHCTIOPTHBIMH CPEICTBAMM M JPYTHMH
MEeXaHH3MaMH He OTMEUaoCh.

Crioco npuMeHeHHs! U 103b1

Ecnu Bpadom He npeanucano naade, [ucrac™ MOXkHO nprauMarh 1o 1 raénerke 2-3
pasa B cyTku. TabneTku NPUHUMAIOT BHYTPb, LEIMKOM, 3aiBas BO1Oi, 3a 20 MUH
JI0 IIPUEMA TTHIIH.

l{unamum;’[’lb}«we l)HHRbl(:’ CBA3AHHbIE CO CREYUATbHBIMU cpYRnamMu DonbHbIX

Ilocne mpuema BHYTPh 3% npcnapara TIOJIBEPracTCs CHCTEMHOI aGcopOumu.
Ilpenapar okasblBaCT MECTHOE JCHCTBME M HE BIMACT HA (YHKUMIO NOYEK M
niedenn. [109ToMy y MalMEHTOB ¢ MOYeYHOI H NIEYCHOYHON HEJOCTATOYHOCTBIO HET
HEOOXOMMOCTH KOPPEKIIMHU JI03bI.

Tleouampuueckue nayuernmol

Her KiIMHIYCCKHX JaHHBIX OTHOCHTE/ILHO IPHMEHEHHS NPENapara y JICTei, B CBsisi
C ueM HE PEKOMEHJIYeTCsi MpHUMEHeHHe npenapara [Mcnac”™ y reaHaTpHuCCKux
NALHEHTOB.

epuampuueckue nayuenmot

Het HeoOXoMMMOCTH KOPPEKIIMH 10351
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IoGounnie neiicTBus
TloGounpie peakiuy, HaOMIOAAIOIMCECS B MOCTMAPKCTHHIOBBIH NCPHOJ, YKa3aHbI
Hike. TTOCKONIBKY 4acTory M CTENeHb BBIPAKEHHOCTH 1000YHBIX d(dekron
HEBO3MOYKHO YCTaHOBHTH, YACTOTA BCTPEUACMOCTH YKa3aHa Kak HCH3BECTHAS.
g{) CMOpPOHbL I\UJKM u VIUI)KUJI(HOM Kaemuamku

Het
TloGounble peakiuu, HaOIK npu
NPHMCHEHHH B TEPANCBTHUCCKHX J103aX. (qac‘rora cpanﬂuma ¢ maie6o): TouHoTa,
pBota, abromuHanbHpie 6o, Ilpuem npenapara B TEpANeBTHYECKHX JI03aX HE
BBI3BIBACT ATPONMHONOAOOHBIX Y (EKTOB.

C 0 3p x bIX
CoobuieHue 0 IMOJIO3PUTCIBHBIX MOOOYHBIX —PEaKIMAX —TOCIE TOro, Kak
JIEKapCTBEHHBII Npenapar Obll 3apEeriCTPUPOBAH, HMEET BAKHOE 3HaueHHe. JTo
MO3BOJIACT OCYIICCTBIATH JUIMTCIBHBIH KOHTPOJIb COOTHOIICHHS TIONb3a/PHCK
MPHMEHEHHS JIEKaPCTBEHHOTO CPE/ICTBA.

1) P

Tpu H x

K 6pavuy.

Iepenosnposka

TlockonbKy npenapar npakTHueckH He 001a1aeT TOKCHIeCKHM ddeKTom, ciyuacs
NEepPEIO3NPOBKH HE OTMEUaNoCh. B cilyyae Nepelo3HPOBKH ClEyeT Ha3HauHTh
CHMIITOMATHYECKOE U MOJUICPIKUBAIOLLICE JICYCHHE.

®opma BbITYCKA

Tucnac™ 40" Mr_ TabueTku, MOKPBITHIE IUICHOYHOH 060104Koil. 15 Tabiuerok,
B Omactepe. 2 Gincrepa (30 TabueToK, MOKPHITHIX IUICHOUHOH oGonouKoii) B
KOMILIEKTE C HHCTPYKIMEH 110 IPUMCHCHHIO YIIAKOBAHBI B KAPTOHHYIO KOPOOKY.

Venosusi xpanenus

Xpauuth npu_Temieparype He Bbimie 25 °C, B HEJOCTYIHOM JUIs JICTCH MecTe, B
OPHIHHAIIBHOI YTIAKOBKE.

Cpoxk roqnocTn

2 rozia.

He HCII0/1b30BaTh T0CIIC HCTEUCHHS CPOKA TOXHOCTH.

VenoBusi OTIYCKA H3 aNTeK
OriycKaeTcsi 10 perenty.

Baajenen MapKeTHHIOBBIX NPaB
®upma Acapma

aUHuH
an. Be Tumk.A. 11, Typrus

Bananenen perncr)
®dapmaxru Minay

IpoussoauTenn

®Papwmaxris Mnad Can. Be Trwk.A. 111

Kapaaray Maxasuiecu, darux By![LBa])Ll No:32
Yepreskoii Opranuse Canaiin Beibreci
Kamnaxiel/ Tekupaar/ Typrms
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