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| GLOMOTI-M® 5/50 sachet b5
Thube bt aé ulng

| 1- Thauh phin
MU gl ehira:
Hogt chdr. Domperidon  § mg (i dang dompersdon maleat).
| Simeticon S0mg
Té dhege: Manitol, Basic butylat methacrylat copolymer, Cellulose vi tinh thé & carboxymethyleellulose natri, Povidon K30, Polysorbat 80, Suctalose.
Huromg cam, Hiremg vani
| 2- Corehi tic dyng

Domperidon i chit khing dopamin, c0 tinh chit trong t nhu metoclopramid hydroclorid. Do thube hilu nhi khong ¢6 the dung 1én cde thy thé
dopamin & nfio nén domperidan khng cd dnh hirémg kén tim thin vi thin kinh. Domperidon kich thich nhu ¢0ng cua dng tiéw héa, lam tang tnrmg
‘ lue co that thm vi va lam thng bién d) mé rdng cla co thit mon vi sau bira 4n, nhumg lni khong anh hutmg 1én sy bai tidt cia da diy,

Simeticon K mt chilt lng, cd chira tir 4-7% (kUKI) silicon dioxyd. Simeticon lm gidm sirc cing bé mat cia cic bong bong hoi & d i |
chitng két hop lai va 42 phin tén. ¥ o - o AU et

| 3- Chi djnh
| Didu tri ri¢u chimg budn nn, non
4- Lidu diing vk chch diing
GLOMOTI-M 5/50 sachet chi nén sir dung lidu thiip nhdt ¢t hidu qua trong thi gian ngin nhit
‘ Ngedti lim véa tré vi thnh nién (e 12 0udi trds lén v cdn ndng e 35 kg tra lénf: 1-2 61, 1én dén 3 1n | nghy, voi lidu 1di da 14 6 goi mbi ngay. —
Tré em tie | dn decki 12 mo) v tré vj thanh nién cdn ndng dudi 35 kg: Libu dt:;% 120,25 mg/kg. Co hé ding 3 1dn | ngdy v6i lidutidala 075 #0754
dimg 3 lan/ngay voi lidy lgf S

mg/kg mi ngdy. Vi dy, di véi 1ré G0 edn nang 10 kg, lidu ding 18 2,5 mg, 60 da 1 7.5 mgke. Vs
Bl nhdn suy gan: Domperidon ching chi dinh vai bénh nhin suy gan trung binh va nang. Khdng cdn higu chinh lidu 6di véi bénh nhin suy ﬂ; | CONG
Hérch nhiin suy than: Do thin gian ban thai cia domperidon bi kéo déi & bénh nhin suy thin nang nén ndu ding nhie Ini, sb 1o dua thube cia ! ) TRACH NHIEY

GLOMOTI-M §/50 sachet cdn gidm xubng con | dén 2 Lin/ngay va hidw chinh lidu ty thude mire do suy thin
Nén ubng GLOMOTI-M 5/50 sachet trudic bira an. Néu ubng sau bira an, thudc c6 thé bj chim hip thy,

Bnh nhin nén udng thube vao thin gian ¢b dinh. Néu bi quén 1 Tié, ¢b thé b qua lidu 86 vi tiép we dilng thude theo Tich trinh nhur ¢d. Khong
tang liéu gdp d0i 4 bis cho lidy da quén.

Thén gian didu irj td da khéng nén qué | win,

5- Ching chi djnh

Min chm véi che thanh phin coa thude.

Ném sau khi md

Nudt huyét dutmg tidu hom, the rudt co hoe hoje thing tiéu hoa, u tuyén yén 1ét prolactin ~

Teé em dwdi | wdi.

Diing domperidon thutmg xuyén hode dai ngay. B
R}

pugct

Bénh nhén suy gan trung binh va niing.
Binh nhin c6 thii gian dlin truyén xung ddng tim kéo dii, dac bidt 1 khoang QT, bénh nhan ¢6 rdi loan dién gidi rd rét hoae bénh nhin dang ¢6 bénh
tim mach nhur suy tim sung huyét
Ding dbng thin v cic thube kéo dii khoang QT.
Diing ddng thin vl che thude (e chd CYPIA4 (Khong phu thude tie dyng kéo dai kodng QT).
6~ Liru ¥ v thin trong L
Thiin rong khi sir dung trén bénh nhin suy gan,
Thini gian ban thii cia dompenidon bi kéo di & binh nhan suy thin ning. Trong tuomg hop ding nhac fai. thn sudt dua dompenidon cin giam xudng
con | dén 2 tAningdy tizy thudc mirc d0 suy thin, Co thé hiéu chinh liéu néu cln
Domperidon lam kéo dii khoing QT trén dién tdm d5. Trong qua trinh gidm sat hiu mai, cb rit it bho cdo vé kéo ddi khodng QT vi xodn dinh lign
quan dén sir dyng domperidon, Cic bio cho niy ¢6 che yéu 18 nguy co gy nhilu nhir rdi loan dién gidi hay cac thude ding dbng thin,
Che nghién ¢ dich 1€ cho thly domperidon ¢o thé 1 tng nguy co logn alip thit nghigm trong hode 40t tir do tim mach. Nguy co ndy cao ham ddi
i bénh nhin trén 60 twdi, bénh nhin ding lidu hing ngdy In hon 30 mg va bénh nhin ding ddng thir thude kéo dal khodng QT hoje thube irc ché
CYP3A4,
Sir dyng domperidon véi lidu thip nhiit ¢b hidu qud & ngudi 16m vA tré em, |
Ching chi dinh domperidon cho nhimg bénh nhin cd thir gian din truydn xung ddng tim kéo dii, dc bigt 1 khodng Q, bénh nhin cb rbi loan dién
gidi 13 rét (ha kali méu, 1ng kali mdu, ha magnesi miw), nhip tim chdm holic bénh nhin dang mic bénh tim mach nhu suy tim sung huyét do nguy co
rdi logn nhip thit Ri loan dién gidi tha kali mau. 1ang kali mau. ha magnesi mau) hode nhip tim chim 42 dwoc biét dén 14 véu 16 lam ting nguy co
foan nhjp tim.
Chn ngimg didu 1) vr domperidon vi trao ddi lpi van can bo y 1 néu ¢6 bl ky tridu chimg hay ddu hidu ndo tién quan dén rdi loan nhip tim
Bénh nhin nén nhanh ching bao cdo chic tridu chimg trén tim mach.
Sir dyng trén phy ot c6 thai: Co rit it diY ligu vé sir dung domperidon trén phy it mang thai. D& an toan, tranh ding GLOMOTI-M 5/50 sachet cho
ngudi mang thai,
Sir dyng trén phy nir cho con bii: Domperidon bai tiét qua sira mg vi tré b me nhdn duge it hon 0,1% lidu theo ciin
191, dde bift li tac dyng trén tim mach viin co thé xdy ra sau khi tré ba stta me, Cln ciin nhiic lgi ich cia vige cho tré bi s
tri cho me dé quyét dinh ngimg cho con bi hay ngimg/ trinh didu tr) bing domperidon, Cda thiin trong trong truémg hop
khodng QT & tré bi me.
Anh huémg ciia thube 180 khi niing didu khifn thu xe v3 vin hanh miy méc: Glomoti-M $/50 sachet khong dnh huiiz hoge dnh hutmg khing
ddng ké 1én kha nang 141 xe va vin hinh may.
7- Twrong the ciin thude véi cde thubie Khdc va che dgng twomg tie khic

| Tang nguy co kéo dii khodng QT do tuomg tic duge ddng hoe hode duye e hge. —
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Ching chi djnh ding dbng thisi véi cic thude saus
Ceic thude fam kéo dai khodng OT:
I Thysb=chiong loan nhip tim nhom LA (vi dy: disopyramid, hydroquinidin, quinidin),
- Thudc ehdng logn nhip tim nhém 111 (vi dy: amiodaron, dofetilid, droned ibutifid, sotalol). |
- Mot sb thube ching loan thin (vi dy: haloperidol, pimozid, sertindol).
- Mot sd thube chdng trdm cam (vi dy: citalopram, escitalopram).
= Mot sd thude khang sinh (vi dy: erythromycin, levofloxacin, moxifloxacin, spiramyein).
- Mot sb thude chéng ndm (vi du: pentamidin).
= MOt s thude ditu trj sdt rét (d9c bigt 14 halofantrin, lumefantrin).
- Mot sd thude da day-rudt (vi du: cisaprid, dolasetron, prucaloprid),
= Mt s6 thube khing histamin (vi dy: mequitazin, mizolastin).
< Mot sd thube difu tr ung thae (vi dy: ifen, v ib, vincamin)
= MOt sd thube khac (vi dy: bepridil, diphemanil, methadon).
| Chdtsic ché CYP3IAS manh (khong phy thuge tde dung kéo dai khodng OT), vi du: |
- ‘Thubc e ché proteass,
- Thubc chdng ném 10dn thin nhom azol
- Mt sd thude nhém macrolid (erythromyein, clarithromyein, va telithromyein), |
Khong khuyén cdo ding ddng thivi véi che thube sau: |
‘Thube ire ché CYP3A4 trung binh, vi dy: diltiazem, verapamil v mdt s6 thude nhom macrolid.
Sir dyng thin trong khi ding ddng thiri véi ce thube sau:
Thude chim nhip tim, thude Fm gidm kali mau va mt sd thude macrolid sau gop phin 1am kéo dai khoang QT azithromygin v roxithromyein.
Danh sach cdc chilt & tén 14 cic thude dai dién val khong ddy du.
Cie thude khang cholinergic ¢6 thé tre chd 1 dung cia domperidon.
Che thude khing acid hode thube irc ché tiét acid 1am gidm sinh kha dung cda domperidon. Nén ubng eae thube ndy sau bita &n, tie 18 khdng dimg |
ddng ther véi domperidon,
Domperidon co thé lam gidm hiip thu cac thube ding ddng thiv trir paracetamol vi digoxin. |
8- Tic dyng khing mong mudn
Tée dung phy hiém gip nhu chiy sira, rdi logn kinh nguyét, mét kinh, vii to & dan dng, khd migng. co thit bung thodng qua.
Tri¢u chimg ngoai thap rdt hiém xdy rm & tré em vi khong gip & nguii 16n,
i loan tim mach: Chua d: logn nhip thit, kéo dai khoang QT, xodin dinh, 401 1 do tim mach,
Biio cdo phén tmg c6 hal:
B40 cho phén tmg co hai sau khi thude duge cip phép luu hinh rit quan trong dé tidp twe gidm sit cin bang loi ich/ nguy co cia thube. €
béo cdo tht A phin img c6 hai vé& Trung tim Qubkc gia hode Trung thm khu vire vé Théng tin thudc va Theo ddi phin ing ¢ hai cda thudA M

Thing bio cho bic 51 nhirng tdc dyng khing mong mubn gip phii khi sir dyng thude. H‘:” 7
9- Qué lidu va xir iri ——
Thong tin vé qué liéu do thubc con han ché, nhimg trong tririmg hop qud Fidw, cAn thyue hign cae bitn phap didu tri tridu chimg ngay 1p.
doi dién tim dd do ¢o khi ning kéo dii khodng QT.

10- Dgng bio ché vi déng gdi

Hop12gsix 15 g

Hop25goix15g

11- Bao qudn: B&o quin noi kho réo, trdnh dnh sing, nhi¢t 40 khing qui 30°C,

12- Tiku chudn cht lrgng: TCCS.

13- Han diing: 24 thang k& tir ngay sén xult

DE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN S DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BACSI
San xudt boi: CONG TY TNIH DUGC PHAM GLOMED
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