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| GLOMOTI-M®* 5/50 sachet RS
| Thube bt aé ubng
| 1-Thanh phn
MBi g6i chira:

Hogt chdr. Domperidon  § mg (dedi dang domperidon maleat).
Simeticon S0mg

74 duwge- Manitol, Basic butylat methacrylat copolymer, Cellulose vi tinh thé & carboxymethylcellulose natri, Povidon K30, Polysorbat 80, Sucralose,

Huong cam, Huong vani

| 2- Corehié tic dyng

Domperidon 1 cht khang dopamin, ¢6 tinh chdt twong ty nhy metoclopramid hydroclorid. hdu nhe
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3« Chi djoh

Diéu tri tridu chimg budn ndn, non.

4- Lidu diing vi cdch ding

GLOMOTI-M 5/50 sachet chi nén sir dung liéu thip nhdt c6 hidu qua trong thin gian ngdn nhit.

Nguedi l6m vés tré v) thanh nién (te 12 tudi tros lén v cdn ndng tie 35 kg tra lén: 1-2 g6i, 1én dén 3 Vin | ngdy, voi lidu tbi da 14 6 g6i mdi ngay.

Tré em tie | dén dhedt 12 tidi v tré vi thimh nién cdn nang duwdi 35 kg: Lidu 120,25 mg/kg. Co thé diing 3 hn | ngdy voi liéu tdi da 14 0,75

mg/kg mdi ngdy. Vi dy, d8i véi 1r¢ 6 cdn ndng 10 kg, lidu ding 14 2,5 mg. ¢4 thé ding 3 lin/ngay voi liéu t6i da 14 7.5 mg/kg.

Bénh nhdn suy gan: Domperidon chng chi dinh voi bénh nhin suy gan trung binh va ndng. Khdng cdn hi¢u chinh lidu ddi véi bénh nhin suy

i nhdn suy than: Do thin gian ban thai cda i i o ic i

GLOMOTL M 55 sche che g g oo | G0 3 gty b 0 D iy e By e 1 4t e

Nén ubng GLOMOTI-M 5/50 sachet trude bira an. Néu udng sau bira an, thudc c6 thé bj chim hdp thu.

Béah nhin nén udng thude vo than gian b dinh. Néu bi quén 1 Tid, c6 thé bo qua lidu 86 va tidp e ding thude theo lich trinh nhur cd. Khong

| tang lidu gdp d0i d& ba cho lidu da quén.

Thén gian didu tr) t81 da khong nén qud | win,

5- Chidng chi djnh

Miln cim véi coc thanh philn cia thude.

Non sau khi md

Xult huyét dutmg tidu hoa, thc rudt co hoe hole thiing tidu hoa, u tuyén yén tét prolactin ~

Tré em dudi | twdi.

Diing domperidon thuémg xuyén hodc dai ngdy. sa
\

Bénh nhin suy gan trung binh va ning.

Binh nhin c6 thdi gian diin truyén xung ddng tim kéo dai, dac bigt 14 khodng QT, bénh nhdn c6 rdi loan di¢n gidi rd rét hode bénh nhdn dang ¢ bénh

tim mach nhy suy tim sung huyét.

Ding ddng thori véi cde thude kéo dai khoang QT.
Diing ddng thin v&i che thude (e ché CYP3A4 (khong phy thudc tc dung kéo dai khodng QT). o
6+ Luu § va thin trong o
Thin trong khi sir dung trén bénh nhin suy gan,

Thi gian ban thdi cia domperidon bi kéo dai & binh nhén suy thin niing. Trong tnrdmg hop ding nhic lai, thn sult dua dompenidon cdn giam xubng

con | dén 2 ln/ngdy tisy thudc mirc 80 suy thiin. C6 thé hidu chinh lidu néu cin

Domperidon lam kéo dai khoang QT trén dién tm ¢8. Trong qua trinh gidm sat hiu mai, c6 rit it bao cao vé kéo dai khodng QT va xodn dinh lién

quan dén siz dyng domperidon. Céc bdo cdo ndy ¢6 cac yéu 1 nguy co gdy nhilu nhu rdi loan dién gidi hay cac thubc ding ddng thin.

Cae nghién ctu dich 1€ cho thly domperidon ¢6 thé Iam tang nguy co loan nhip thit nghiém trong hogc ddt tir do tim mach. Nguy co ndy cao han ddi

@i bénh nhin trén 60 twdi, bénh nhén dong lidu hing ngdy Ién hon 30 mg v bénh nhin ding ddng thin thude kéo dal khoang QT hode thube irc ché

CYP3A4.

Sir dung domperidon vai lidu thip nhit ¢6 hidu qui & ngui 16n va tré em.

Chéng chi dinh domperidon cho nhimg bénh nhin ¢4 thoi gian diin truyén xung ddng tim kéo dii, dic biét 1 khodng QT, bénh nhin c6 1di logn dién |

gidi rd rdt (ha kali méu, tng kali méu, ha magnesi mdu), nhip tim chim hodc bénh nhin dang mic b¢nh tim mach nhu suy tim sung huyét do nguy co
rdi logn nhip thit. ROi loan dién gidi (ha kali mau. tang kali mau. ha magnesi mau) hodc nhip tim chim 3 duoc biét dén 1 yéu 18 1am tang nguy co
logn nhip tim

Cin ngimg didu tr) vo1 domperidon vA trao ddi lai vor can bO y 1& néu ¢o bt ky tridu chimg hay ddu hi¢u nio lién quan dén rdi loan nhip tim

Bénh nhin nén nhanh chong bao cdo céc tridu chimg trén tim mach.

Sir dyng trén phy nir ¢6 thai: Co rit it di¥ li¢u vé sir dung domperidon trén phy nit mang thai. Dé an todn, tranh ding GLOMOTI-M 5/50 sachet cho
nguon mang thai.

Sir dyng trén phy nir cho con bi: Domperidon bai tiét qua sira mg v tré bii me nhdn duge it hon 0,1% lidu theo cin
lvn.unbiﬁIAlkduuwnﬁmnwhvhco\hhlynmkmuébtlghmdnchnlucloildlchvucchomus
trj cho me 8¢ quyét dinh ngimg cho con bé hay ngimg/ trinh diéu trj bing domperidon. Cin thin trong trong trutmg hop o lam kéo dai
khodng QT & tré bl me.

Anh huimg cia thube 18n kha ning didu khién tu xe v3 vin binh miy méc: Glomoti-M §/50 sachet khong anh h
ddng ké 1én khd nang 14i xe va vin hinh may.

7- Twong téc ciia thube véi cic thube khic vA cic dang twong tic khic

|_Tang nguy co kéo dii khodng QT do tuomg tc duge ddng hoc hode due lue hoc. T
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| Chéng chi djnh diing ddng thii véi cic thube sau:

| Cdc thude lam kéo dai khoang QT:
| Thyséachdng foan nhip tim nhom IA (vi du; disopyramid, hydroquinidin, quinidin).
| = Thudc chdng loan nhip tim nhom 1l (vi dy: amiod dofellhd.‘ daron, ibutilid, sotalol) |

= Mot sb thudc chdng loan thin (vi du: haloperidol, pi dol). ‘

= Mot sd thudc chdng trdm cam (vi dy: mulommmlopmn)
| = MOt sd thudc khang sinh (vi dy: erythromycin, levofloxacin, moxifloxacin, spiramycin).
| = Mot sb thudc chdng ndm (vi dy: pentamidin).
= M«ﬁmmmmm(aumumrmmm-m)
| = Mt sd thude da day-rudt (vi d; ci
" - Ws&dwéckhhghmm(v(w mequnmn.nnmlmm)
' - Mot sd thubc didu trj ung thu (vi dy: toremifen, vandetanib, vincamin).

= Mot s thude khac (vi dy: bepridil, diphemanil, methadon). |
| Chtic ché CYP3AS manh (Vhomg phu thag e dung kéo dbi Khodng OT), i du: ‘

= Thudc irc ché protease.
- Thudc chdng ndm 104n thiin nhom azol.
~ Mt sb thudc nhom lid (eryth in, clarithromycin, va telith

Y

\
\

Khong khuyén edo dbng dbng thi véi che thube sau: ‘
Thude irc ché CYP3A4 trung binh, vi dy: diltiazem, verapamil vi mdt 56 thube nhom macrolid. ’
Sir dyng thin trong khi diing dbng thii véi cc thube sau:
Thude chim nhip tim, thude lam gidm Kali mau va mdt sd thude macrolid sau gop phdn 1am kéo dai khoang QT: azithromycin vé roxithromyein.
Danh sich cic chit & trén 1 céc thube dai din v khong ddy du.
Céc thude khing cholinergic ¢ thé Gc ché te dyng cia domperidon.

Céc thubc khing acid hodc thudc irc ché tié acid 1Am gidm sinh kh dyng cia domperidon. thmmmmbhnukuwm ‘
ddng thai véi domperidon,
Domperidon ¢6 thé 1am gidm hip thu cic thudc ding ddng thin trix paracetamol vA digoxin.
8- The dyng khong mong mudn
Téc dyng phy hiém gdp nhu chay si, rdi loan Kinh nguyét, mit kinh, vii to & dan dng, khd miéng. co thit bung thodng qua.

Tri¢u chimg ngogi thap rdt hiém xdy ra & tré em v khdng gdp & ngudi lon. o
R4 loan tim mach: Chua rd: loan nhip thit, kéo ddi khoang QT, xodn dinh, 0t tir do tim mach, ,N
Bdo cdo phin img 6 hai: z

Béo c4o phin img c6 hai sau khi thude duge cip phép luu hanh rit quan trong ¢ tidp tuc gidm sit clin bing loi ich/ nguy co cda thude. carts "9’1"‘
bio cdo tht ¢4 phin (mg c6 hai vé Trung tim gin hode Trung tim khu vire vé Thong tin thube va Theo ddi phin img c0 hai cia thuddA M / |
L&

Thong bio cho bic st nhimg thc dyng khong mong mubn g§p phai ki sir dyng thube. fEI)
9. Qud lidu va xir tri

Thong tin vé qué liéu do thudc con han ché, nhimg trong tnrimg hop qué lidu, cdn thye hién cic bign phép didu tri trigu chimg ngay |
doi dién tim dd do co kha ning kéo dai khodng QT.

10- Dgng bio ché vi déng goi

Hop 12goix15g

Hop2Sgoix1Sg

11- Bio quin: B&o quin noi khd rdo, trinh dnh sing, nhi¢t 80 khong qua 30°C.
12- Tiéu chudn chit lwgng: TCCS.

13- Han ding: 24 thing ké tir ngdy san xult.

DE XA TAM TAY CUA TRE EM
POC K¥ HUGNG DAN SU7 DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BACSI
Sin xult boi: CONG TY TNIH DUGC PHAM GLOMED

Dia chi: S8 35 Dai Lo Ty Do, KCN Viét Nam — Singapore, Thudn An, Binh
DT: 0650.3768823 Fax: 0650.3769095
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