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NHAN Vi NITIUM-M

Kich thuéc: (Vi Alu-PVC 10 vién)
Dai: 87 mm
Rong: 37 mm
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~ NHAN HOP NITIUM-M

Kich thuoc:

Dai: 95 mm
Rong: 44 mm
(@o:  39mm

https://trungtamthuoc.com/

(Hop 10 vi Alu-PVCx 10 vién)

Nltlum-'-'- |
Domperidone |1'l mg
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Box of 10U blisters of 1U film coated tablets ?E é g ]
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COMPOSITION: Each film coated tablet contains

Domperidone 10 mg (as Domperidone maleate)
Excipients g s. 1 tablet

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND
OTHER INFORMATION: Please refer 1o the package insert

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temperature nat more than 30°C, in a dry place, protect from light

Manufactured by
GLOMED PHARMACEUTICAL COMPANY, Ltd
35 Tu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, Binh

N|t|um-«-

Domperidon (1] ‘

A

x10w
GLOMED Hép vi x 10U vién nén bao phim ‘

THANH PHAN: M3i vién nén bao phim chira \
Domperidon 10 mg [durdi dang Domperidon maleat)

Ta durore vira @4 1 vién

CHI BINH, LIEU LIPONG, CACH DUNG, CHONG CHI B|NH VA CAC THONG TIN
KHAC VE SAN PHAM: Xin doc t& hudmng din sir dung

DE XA TAM TAY CUA TRE EM.

DOC KY HUP'ONG DAN SUF DUNG TRUCOC KHI DUNG.

BAO QUAN: D4 noi kh rdo, trénh 4nh sang, nhiét d khéng qua 30°C

SOK/REG No

San xuét béi
CONG TY TNHH DU'QC PHAM GLOMED
35 Dai L6 Ty Do, KCN Viét Nam-Singapore, Thuén An, Binh Duong

Ngay /i thang4{nam 201§
Téng Giam Déc

3/1 o

—

Yem %“/



|  Domperidon

Nitium-ny

(1] opliad O]

—
vién nén bao phim

Nitium-n

THANH PHAN:

Mdi vign nén bao phim chira

Dompendon 10mg
(duréi dang Domperidon maleat)

T4 durge vira dd 1 vién

CHI DINH, LIEU LUQNG, CACH
DUNG, CHONG CHI BINH VA CAC
THONG TIN KHAC VE SAN PHAM:

Xin doc t& huémg din sir dyng

DE XA TAM TAY CUA TRE EM.
POC KY HUONG DAN SUF DUNG
TRUGC KHI DUNG.

BAO QUAN: B4 noi khd rao, tranh anh
sang, nhiét 49 khdng quéa 30°C

SBK/ REG. No

S0 16 SX / Batch No
NSX / Mfg. Date
HD/ Exp Date

Sén xuat b

TNHH DUQIC PHAM GLOMED
L9 Ty Do, KCN Viét Nam-Singapore
ran An, Binh Duong

NHANSIOP NITIUA-r ‘

(Hop 20 vi Alu-PVCx 10 vién)

Kich thuac:

Dai: 95 mm

Rong:

95 mm

Cao:  42mm

N|t|u

Domperidone | [!

o
Box of

Img

blisters of

film coated tablets

Nitium-»

COMPOSITION:

Each film coated tablet contains
Domperidone 10 mg
(as Domperidone maleate)

Excipients g s 1 tablet

INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER
INFORMATION: Pleass refer to the
package inser

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET
BEFORE USE.

STORAGE: Store at the temperature not
mare than 30°C, in a dry place, protect from
light

Manufactured by

GLOMED PHARMACEUTICAL COMPANY, Ltd
35 Tu Do Boulevard, Vietnam-Singapore
Industrial Park, Thuan An, Binh Duong




NHAN Vi NITIUM-M

Kich thuadc:
Dai: 121 mm
Rong: 73 mm

(Vixé 10 vién)

" Nitium-m

Domperidon 10 mg
(dudi dang Demperidon maleat)

Domperidon 10 mg
(dud dang Demperidon mil!s!l

I CONG TY TNHH DUGC PHAM GLOMED

| Domperidon 10 mg
(dudi dang Domperidon maleat)

CONG TY THHH DUDC PHAM GLOMED

Domperidon 10 mg
(#udi dang Domperidon maleal)

. . ®
Nitium-m
Domperidan 10 mg
| (dudi dang Domperidon maleat)

CﬂNG TY TNHH MC PHAM GLOMED

~ Nitium-m

Nitium-m {

Nitium-m"

Demperidone 10 my
(as Domperidone maleale)

GLOMED PHARMACEUTICAL Co, Lid

Nitium-m"

Domperidone 10 mg
(as Domperidone maleate)

GLOMED PHARMACEUTICAL Co., Lid

Nitium-m

Dompenidone 10 mg
(2s Domperidone malaale)

GLOMED PHARMACEUTICAL [:D le

Nitium-m

Domperidone 10 mg
(as Domperidone maleste)

GLOMED PHARMACEUTICAL Co., Ltg |

Nitium-m"

Domperidone 10 mg
(as Domperidone maleate)

S0 10/Batch No.
HD/Exp. Date

https://trungtamthuoc.com/
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NHAN HOP NITIUM-M

Kichthuoe: (Hop 5 vixé x 10 vién)

Dai:  125mm
(ao:  25mm N I t I u % &%

Rong: 78 mm
.  Domperidone ||

d
(&
o TP .
i Box of 5 strips of 1U film coated tablets
| R |
- COMPOSITION: Each film coated tabiet contains STORAGE: Store at the temperature not more than 30°C, in a
Domperidone 10 mg (as Dompendone maleats) dry place, protect from ngm

Excipients q.s. 1 tabiet

INDICATIONS, DOSAGE, ADMINISTRATION,

CONTRAINDICATIONS AND OTHER INFORMATION: Manufactured by

Please refer to the package inser GLOMED PHARMACEUTICAL COMPANY, Ltd

KEEP OUT OF REACH OF CHILDREN. 35 Tu Do Boulevard, Vietnam-Singapore Industrial Park,
READ CAREFULLY THE LEAFLET BEFORE USE. Thuan An, Binh Duong

Niti um-m

Domperidon ||

T/ e

= —xrr=—— g

Ty

Hép 9 vix
S| THANH PHAN: M&i vién nén bao phim chira BAO QUAN: Dé noi khd rap, tranh 3Fh sang, nhiét 4 khéng
Domperidor...... 10 mg (dui dang Domperidon maleat) qua 30°C
Ta duoc vira dd 1 vién SBK/ REG. No:
CHI BINH, LIEU LUQNG, CACH DUNG, CHONG CHI
DINH VA CAC THONG TIN KHAC VE SAN PHAM: Sén xuét bdi
Xin doc & huéng din sir dung CONG TY TNHH DUQ'C PHAM GLOMED
DE XA TAM TAY CUA TRE EM. 35 Dai L4 Ty Do, KCN Viét Nam-Singapore

POC KY HIPONG DAN SIUr DUNG TRU'QC KHI DUNG.  Thuan An, Binh Duong

» Mhang I{ndm 2046
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NHAN HOP NITIUM-M

Kich thudc: (Hop 10 vi xé x 10 vién)
Dai: 125 mm o ‘.
Rong: 78 mm - h

Nitium-

Domperidone || ‘

$6 16 SX / Batch No.:
NSX | Mfg. Date
HD / Exp. Date:

.
Box of strips of 1U film coated tablets

A

COMPOSITION: Each film coated 1ablet contains Domperidone10 mg (as Domperidone maleate).
el : Exciplents q.s. 1 tablet.

4 || INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION:

Please refer to the package insert.

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE. ‘

B STORAGE: Store at the temperature nol more than 30°C, in a dry place, protect from light.

Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Ltd
35 Tu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, Binh Duong.

Nitium-m

Domperidon |1

5w} uopuadwoqg

W-wniiN

Hoép 10 vix 10 vién nén bao phim

= = “B  THANH PHAN: Méi vién nén bao phim chira Domperidon 10 mg (duéi dang DA %

X Ta duwgc vira di 1 vién, ‘x

| CHI BINH, LIEU LUQONG, CACH DUNG, CHONG CHI BINH VA CAC THONG TI

SAN PHAM: Xin doc t& hiedng dén sdr dung 4

DE XA TAM TAY CUA TRE EM. f b
POC KY HUONG DAN SUr DUNG TRUO'C KHI DUNG. -
8l BAO QUAN: D& noi kh rao, tranh anh sang, nhiét 83 khéng qua 30°C. .
’ SBK/ REG. No: y

San xudt béi: CONG TY TNHH DUQ'C PHAM GLOMED
35 Bai L§ Ty Do, KCN Viét Nam-Singapore, Thuan An, Binh Duong. e
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HUONG DAN SU DUNG THUOC DANH CHO CAN BQ Y TE

NITIUM-M®

Domperidon maleat
Vién nén bao phim

1. Thanh phén
Hoat chdt : Domperidon maleat 12,73 mg (twong dwong domperidon 10 mg)
T4 duge: Lactose monohydrat, cellulose vi tinh thé 101, pregelatinized starch, natri starch glycolat A, magnesi stearat, opadry white.
2. Dang bao ché: Vién nén bao phim
3. Dugce lye hoc va duwge djng hoc
Duge luc hope
Nhém duge ly: Thube chéng ndn/ thube dbi khéng dopamin.
Mi ATC: AO3F A03
Domperidon 1a chit ddi khang thu thé ca thy thé D, va D, ctia dopamin, tuong ty nhrr metoclopramid. Do thubc hiu nhir khéng c6 tac dung
Ién céc thy thé dopamin & ndo nén domperidon khong c6 anh huéng 1én tam thin va thin kinh. Domperidon thic ddy nhu dong cua da ddy
(prokinetic agent), lam ting truong lyc co thit tim vj va lam ting bién d§ md ring cia co thit mdn vj sau bira &n, nhung lai khong anh
huémg 1én sy bai tiét cia da day. Thudc ding dé didu tri chimg budn nén va ndn cdp, ca budn nén va ndn do ding levodopa hodic
bromocriptin & ngudi bénh Parkinson. Tuy nhién, do khéng vao duge thin kinh trung wong, chi tic dung & ngoai bién (trén ving cd sing,
chemoreceptor trigger zone, CTZ @ san no thit 4 va trén dng tiéu hoa) nén téc dyng chéng non cua domperidon khéng biang metoclopramid
nhung it gdy hdi chimg ngoai thap hom. Domperidon ciing c6 kha ning ddi khang lai tac dung irc ché bai tiét prolactin gy ra béi dopamin
hogc apomorphin, lam ting nbng do prolactin trong huyét tuong,
Duge djng hpc
Domperidon duge hip thu & dudng tiéu héa, nhung sinh kha dung dudmg udng thip (& ngudi bung déi chi vao khoang 14%) do chuyén héa
bude ddu cia thube qua gan va chuyén héa & rudt. Nong o dinh trong huyét twong dat duge sau khi udng hojc tiém bip khoang 30 phat.
Kha dyng sinh hoc cia thubc sau khi udng tang 1én o rét néu udng thudc 90 phit sau khi &n, nhung théi gian dé dat ndng d9 dinh trong
huyét twrong thi chim lai. Kha dung sinh hoc cia thube sau khi udng, tang theo ty 1& thudn véi lidu tir 10 mg dén 60 mg. Khoang 92 - 93%
thudc gin vao protein huyét twrong. Domperidon khéng qua dirgre hang rdo méu ndo mot céch dé dang.
Thubc chuyén héa nhanh va nhiéu nhi qué trinh hydroxyl hoa va khir N - alkyl oxy héa. Nira dosi thai trir & ngudri khée manh khoang 7,5 gioy
va kéo dai & ngudi suy chirc ning thin.
Khong c6 hién tugng thudc bj tich ty trong co thé do suy than, vi d¢ thanh thai cia thin thép hon nhiu so véi d thanh thai toan phén clia
huyét trong. Domperidon dao thai theo phan va nudc tiéu, chi yéu dudi dang céc chit chuyén héa: 30% lidu udng dao thai theo nudc tiéu
trong 24 gidr (0,4% la dang nguyén ven); 66% dao thai theo phén trong vong 4 ngay (10% la dang nguyén ven). M{t lugng nhé domperidon
dugc phén b6 vao trong sira me.
4. Quy cach déng géi: Hop 10/ 20 vi nhém/PVC x 10 vién nén bao phim.
Hop 5/ 10 vi xé x vi 10 vién nén bao phim.
5. Chi djnh
NITIUM-M® duge chi dinh dé diéu trj triéu chimg nén va budn non.
6. Lidu diing va cdch ding
Liéu ding
NITIUM-M® chi nén sir dung liéu thép nhét c6 hiéu qua trong th¥i gian ngin nhét dé kiém sot nén va budn ndn.
Nguoi lom va tré vi thanh nién (tir 12 tudi tré lén va can ning tir 35 kg tro lén): vién 10 mg, c6 thé dung 1én dén 3 lan/ngay, liéu tbi da 12 30
mg/ngay.
Tré em dudi 12 tuéi va tré vi thanh nién cdn ndng dudi 35 kg: Do cén lidu ding chinh x4c nén NITIUM-M® khéng thich hop cho tré nho va
tré vj thanh nién cdn ning dudi 35 kg.
Bénh nhdn suy gan: NITTUM-M® chéng chi dinh v&i bénh nhin suy gan trung binh va ngng. Khéng cin hiéu chinh lidu ddi véi bénh nhén
suy gan nhe.
Bénh nhén suy thdn: Do thii gian béan thai cia domperidon bj kéo dai & bénh nhén suy thin ning nén néu dung nhic lai, sb lin dua thudc
ctia NITIUM-M® cin giam xudng con 1 dén 2 1An/ngay va higu chinh lidu ty thudc mirc o suy thén.
Céch dung
Nén ubng NITIUM-M® truc bira an. Néu udng sau bira an, thude c6 thé bj cham hép thu.
Bénh nhén nén ubng thubc vao thosi gian cb dinh. Néu bj quén 1 liéu, c6 thé bo qua lidu d6 va tiép tue dung thubc theo lich trinh nhur cii.
Khdng nén tang lidu gop ddi dé bu cho lidu da quén.
Thoi gian diéu tri tdi da khong nén qua 1 tudn,
. Chéng chi dinh
Min cam v&i domperidon va céc thanh phén cua thube.
Nén sau khi md.
Tré em duéi 1 tudi.
Dung domperidon thudmg xuyén va dai ngay.
Bénh nhén suy gan vira va ning.
Bénh nhin c6 thosi gian dén truyén xung ddng tim kéo dai, diic biét 1a khoang QT, bénh nhén c6 rdi loan dién giai rd rét hodc bénh nhan
dang 6 bénh tim mach nhu suy tim sung huyét.
Ding ddng thoi voi céc thude kéo dai khoang QT.
Dung ddng thti véi céc thude irc ché CYP3A4 (nhu cimetidin, ketoconazol, erythromycin) do ¢6 kha niing gia tang nguy co lam kéo dai
khoang QT trén dién tim db (khéng phu thudc téc dung kéo dai khoang QT).
R&i loan dén truyén tim hoc bénh tim.

_Ring phéi hop vi cac chit chdng ndn irc ché thy thé nenrokinin-1 & nio.
F’-/ &féj ﬁém Q&ﬁ&rﬁﬂg dwimg tiéu héa.
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[ U tuyén yén tiét prolactin (prolactinome). Phy nit mang thai.
8. Luu ¥ va thin trong
Domperidon c6 thé gdy mt vai tac dung cé hai 1én thin kinh trung uong. Do d6, chi ding domperidon cho ngudri bénh Parkinson khi céc
bién phap chng nén khéc an todn hon khong ¢6 téc dung.
Thén trong khi sir dyng trén bénh nhéan suy gan.
Thoi gian béan thai cia domperidon bj kéo dai & bénh nhan suy thin ning. Trong trudmg hep ding nhic lai, tn sudt dua domperidon cin
giam xubng con 1 dén 2 l4n/ngay tiy thudc mirc ¢ suy than. C6 thé hidu chinh liéu néu cén.
Domperidon 1am kéo dai khoang QT trén di¢n tdm d6. Trong qua trinh gidm sat hdu mai, c6 rit it béo cdo vé kéo dai khoang QT va xoén
dinh lién quan dén sir dung domperidon. Céc béo céo ndy c6 céc yéu t6 nguy co gdy nhi€u nhu rdi loan dién giai hay cac thubc dung ddng
thoi.
Céc nghién ctru djch t& cho thiy domperidon ¢6 thé 1am ting nguy co loan nhip thét nghiém trong hoac dét tir do tim mach. Nguy co nay
cao hon dbi véi bénh nhan trén 60 tudi, bénh nhan ding lidu hing ngay Ién hon 30 mg va bénh nhén ding ddng thari thubc kéo dai khoang
QT hotc thudc e ché CYP3A4.
Sir dung domperidon véi lidu thip nhét c6 hiéu qua & ngudi 16m va tré em.
Chéng chi dinh domperidon cho nhimg bgnh nhén c6 thoi gian dn truyén xung dong tim kéo dai, dic biét 12 khodng QT, bénh nhan c6 rdi
loan dién giai rd rét (ha kali mau, ting kali mdu, ha magnesi mdu), nhijp tim chdm hofc bénh nhan dang méc b§nh tim mach nhur suy tim
sung huyét do nguy co rdi loan nhip thit. R6i loan dién giai (ha kali méu, tang kali mau, ha magnesi mau) hoéc nhip tim chim da dugc biét
dén 1a yéu t6 1am tang nguy co loan nhip tim.
Ciin ngimg diéu trj véi domperidon va trao déi lai v6i cén bg y té néu c6 bt ky trigu chimg hay ddu hi¢u nao lién quan dén r6i loan nhip
tim.
Bénh nhén nén nhanh chéng béo céo céc tri¢u chimg trén tim mach.
Lactose: Khong nén diing NITIUM-M® cho nhimg bénh nhén c6 vén dé di truyén hiém gip khong dung nap galactose, thiéu hut Lapp
lactase hojic kém hép thu glucose-galactose.
Sir dyng trén phy nir c6 thai: C6 rét it dir li¢u vé sir dung domperidon trén phy nir mang thai. Dé an toan, tranh ding NITIUM-M® cho
ngudi mang thai.
Sir dyng trén phy nir cho con bii: Domperidon bai tiét qua sira me va tré bt mg nhan duge it hon 0,1% lidu theo cin ning ciia me. Céc tic
dung bt 1¢i, dic biét 1 tac dung trén tim mach vin c6 thé xay sau khi tré ba stra me. CAn cn nhéc lgi ich cia viée cho tré b sira me va lgi
fch ca viée diéu trj cho me¢ dé quyét dinh ngimg cho con bi hay ngimg/ trénh diéu trj bing domperidon. Cén than trong trong trudmg hop ¢6
yéu td nguy co 1am kéo dai khoang QT & tré bl me.
Anh huéng ciia thube 1én khi niing diéu khién tdu xe va vin hanh miy méc: Domperidon c6 thé gy dau diu, mét ngii. Thén trong khi
dung thube cho ngudi ¢6 ¥ dinh l4i xe hofic van hanh may méc.
9. Twong tdc cia thube véi cde thude khic va cic dang twong tic khic
Tang nguy co kéo dai khoang QT do tuong tac duge ddng hoc vahodc duge lyc hoc.
Chéng chi dinh diing ddng th¥i véi cde thube sau:
Cdc thudc lam kéo dai khoang QT:
- Thubc chéng loan nhjp tim nhém IA (vi dy: disopyramid, hydroquinidin, quinidin).
- Thubc chdng loan nhip tim nhém I1I (vi dy: amiodaron, dofetilid, dronedaron, ibutilid, sotalol).
- M{t sb thubc chéng loan thin (vi dy: haloperidol, pimozid, sertindol).
- Mat sb thudc chong trdm cam (vi dy: citalopram, escitalopram).
- Mot sb thudc khang sinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramycin).
- Mot sb thubc chong ndm (vi du: pentamidin).
- Mot sb thube didu tri sbt rét (diic biét 1a halofantrin, lumefantrin).
- Mot sb thube da day-rudt (vi du: cisaprid, dolasetron, prucaloprid).
- Mot sb thube khang histamin (vi du: mequitazin, mizolastin).
- Mot sb thude diéu trj ung thur (vi du: toremifen, vandetanib, vincamin).
- Mot sb thude khéc (vi dy: bepridil, diphemanil, methadon).
hat irc ché CYP3A44 manh (khing phu thude tde dung kéo dai khoang OT), vi dy:
- Thubc irc ché protease.
- Thudc chéng ném toan than nhém azol.
- Mot s6 thudc nhém macrolid (erythromycin, clarithromycin, v telithromycin).
Khédng khuyén cdo ding ddng thdi véi cdc thube sau:
Thudc trc ché CYP3A4 trung binh, vi dy: diltiazem, verapamil va mot s thudc nhém macrolid.
Sir dung thiin trong khi diing dbng thdi véi cdc thube sau:
Thube chim nhip tim, thudc 1am giam kali mau va mdt sb thudc macrolid sau gép phén | 1 khoang QT: azithromycin va
roxithromycin.
Danh séch céc chit & trén 1a cac thudc dai dién va khong diy du.
Cac thubc khang cholinergic c6 thé tre ché tac dung ciia domperidon.
Céc thudc khang acid hogic thubc e ché tiét acid 1am giam sinh kha dung cia domperidon. Nén uéng céc thubc nay sau bira &n, tirc 12 khong
ding ddng thoi véi domperidon.
Domperidon ¢6 thé 1am giam hép thu céc thudc ding dong thi trir paracetamol va digoxin.
10.Téc dyng khng mong mudn
Réi loan tim mach: Chura rd: loan nhip thit, kéo dai khoang QT, xofin dinh, dot tir do tim mach.
It gap, 1/100 > ADR >1/1.000
Tiéu hoa: Non, budn nén, tiéu chay, kho miéng.
Thén kinh: Pau diu, mét ngi.
Hiém gdp, ADR < 1/1.000
Domperidon khé qua dugc hang rio miu — ndo va it ¢6 kha nang hon metoclopramid gdy ra céc tac dung & thén kinh trung wong nhu phan
{mg ngogi thap (bao gbm rdi loan truong lyc co cip va hdi chimg an than kinh 4c tinh), co gidt. Ri loan ngoai thap va budn ngu xay ra vai

https://trungtamthuoc.com/



. ty I¢ rdt thip va thuomg do rdi loan tinh thim cua hang rao mu-ndo (tré dé non, ton thuong mang ndo) hofic do qué lidu. Chay sia, rdi loan |
kinh nguy§t, mét kinh, vii to hogc dau tirc vii, giam khodi cam do tang prolactin huyét thanh c6 thé gap & ngudi bénh ding thube lidu cao dai i
ngay.

Nguy co loan nhip théit nang hodc tir vong d4t ngdt do tim mach cao hon & ngudi bénh dung liéu hang ngay trén 30 mg va ngudi bénh trén |
60 tuoi.
. Phan img dj img bao gdm sdc phan vé, may day, phit Quink rit hiém gap khi ding domperidon. ‘
| Bdo cdo phdn vmg c6 hai: ‘
¢ | Bio cdo phan img c6 hai sau khi thuc dugc cdp phép lru hanh rat quan trong dé tiép tuc gidm sét cén bing lgi ich/ nguy co cua thubc. Cén |
‘ b y té gEn béo céo tét ci phan img c6 hai vé Trung tim Quéc gia hodic Trung tim khu vire vé Thong tin thubc va Theo ddi phan img c6 hai |
cua thude.
Ngung sir dung va hoi kién bdc st néu cd cde déu higu moi bdt thuomg xay ra.
| Théng béo cho béc s§ nhimg tdc dung khéng mong mudn giip phai khi sir dung thubc..
11. Qui lidu va xi tri
Trigu chimg: Céc tri¢u chimg do qué liéu domperidon c6 thé bao gdm ng ga, chéng mit, 1a 13n] ddgiat, cimg o bip, loan nhip tim.
Xir tri ngé déc cdp va qud liéu: Rira da ddy, diing than hoat, diéu trj trigu chimg. Céc thubc khéng choTifergic hoiic cic thudc didu tri
Parkinson ¢6 kha niing gitp kiém soét h¢i chimg ngoai thép trong trudmg hop qud liéu.
" 12. Diéu ki¢n bio quin: D& noi kho réo, tranh 4nh sang, nhigt dj khong qua 30°C.
13. Han diing: 36 thang ké tir ngdy san xudt.
14. Tén, dja chi ciia co sé san xuit:
CONG TY TNHH DUQC PHAM GLOMED
Dia chi: $6 35 Pai L Ty Do, KCN Viét Nam — Singapore, thi xd Thudn An, tinh Binh Duong.
DT: 0650.3768823 Fax: 0650.3769095

15. Ngay xem xét sira ddi cip nhit lai ndi dung huéng diin sir dung thube: 08/09/2016
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TO HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1- Tén san phim
Tén generic hodic tén chung qubc té: Domperidon maleat
Tén biét duge: NITIUM-M®
Dé xa tim tay cia tré em
Doc k§ huéng din sir dyng trude khi diing
Théng bdo ngay cho bic s§ nhirng tic dung khéng mong mudn gip phii khi sir dung thube.
2- Thanh phin ciia thube
M3di vién nén bao phim chira:
Hoat chat : Domperidon maleat 12,73 mg (twong dwong domperidon 10 mg)
Té duwge: Lactose monohydrat, cellulose vi tinh thé 101, pregelatinized starch, natri starch glycolat A, magnesi steardt, opadry
white.
3- M ta sin phim
NITIUM-M® ¢6 dang vién nén bao phim, diing dé udng.
M0 ta: Vién nén bao phim tron, mau triing, mdt mit c6 khic chir G-M 10, mdt mit ¢ khic chir GLOMED
4- Quy cdch déng géi
Hop 10/ 20 vi nhém/PVC x 10 vién nén bao phim.
Hop 5/ 10 vi x¢ * vi 10 vién nén bao phim.
5- Thube diing cho bénh gi?
NITIUM-M® dugc chi dinh dé diéu trj triéu chimg ndn va budn non.
6- Nén diing thudc ndy nhu thé nio va lidu lugng?
Liéu diing
NITIUM-M® chi nén sir dung liéu thip nhét c6 hiéu qua trong thdi gian ngin nhét dé kidm so4t ndn va budn nén.
Nguoi lém va tré vj thanh nién (tir 12 tuéi trér [én va can ning tir 35 kg trér lén): vién 10 mg, c6 thé ding 1én dén 3 lan/ngay,
Iig: tdi da 1a 30 mg/ngay.
Tré em dudi 12 tudi va tré vi thanh nién cdn ning dudi 35 kg: Do cén lidu dung chinh xac nén NITIUM-M® khéng thich hop
cho tré nho va tré vj thanh nién cin ning dudi 35 kg.
Bénh nhdn suy gan: NITIUM-M® chéng chi djnh véi bénh nhan suy gan trung binh va ning. Khong cin hiéu chinh lidu déi véi
bénh nhén suy gan nhe.
Bénh nhdn suy thdn: Do thii gian ban thai cia domperidon bj kéo dai & bénh nhén suy thin nng nén néu ding nhic lai, sb 1dn
dua thudc cia NITIUM-M® cdn giam xubng con 1 dén 2 IAn/ngay va higu chinh lidu thy fhube mirc dg suy than.
Cich dung
Nén ubng NITIUM-M® trudc bira an. Néu ubng sau bira &n, thudc c6 thé bj chim hip thu.
Bénh nhén nén ubng thudc vao thii gian cb dinh. Néu bj quén 1 lidu, ¢6 thé bo qua lidu/dé va tiép tuc ding thube theo lich
trinh nhu cii. Khong nén tang liu gip doi dé bu cho lidu da quén.
Thai gian diéu trj tgi da khéng nén qué 1 tudn.
7- Khi nio khong nén dung thude nay?
Min cam véi domperidon v céc thanh phén ctia thube.
Nén sau khi md.
Tré em dudi 1 tudi.
Dung domperidon thudng xuyén va dai ngay.
Bénh nhén suy gan vira va niing.
Bénh nhén c6 thoi gian dén truyén xung dong tim kéo dai, dic biét 12 khoang QT, bénh nhén c6 rbi loan dién giai rd rét hoic
bénh nhén dang c6 bénh tim mach nhur suy tim sung huyét.
Diing ddng thosi voi cac thube kéo dai khoang QT.
Ding ddng thiri véi cac thude e ché CYP3A4 (nhir cimetidin, ketoconazol, erythromycin) do ¢6 khé néng gia ting nguy co
lam kéo dai khoang QT trén dign tim dd (khong phy thude tic dung kéo dai khoang QT).
Réi loan din truyén tim hofic bénh tim.
Dung phdi hgp véi cac chét chéng non irc ché thy thé nenrokinin-1 & ndo.
Chay mau dudmg tiéu héa hodic thing dudng tiéu hda.
Téc rudt co hoe.
U tuyén yén tiét prolactin (prolactinome). Phy nit mang thai.
8- Tic dung khéng mong mudn
R&i loan tim mach: Chura rd: loan nhip thét, kéo dai khoang QT, xodn dinh, djt tir do tim mach.
It gap, 1/100 > ADR >1/1.000
Tiéu héa: Non, budn ndn, tiéu chay, khd miéng.
Thin kinh: Pau diu, mét ngu.
Hiém gdp, ADR < 1/1.000
Domperidon khé qua duge hang rio méu — ndo va it c6 kha ning hon metoclopramid gy ra cc téc dung & than kinh trung
wong nhu phan {mg ngoai thap (bao gdm réi loan truong lyc co cép va hoi chimg an thin kinh éc tinh), co giat. R6i loan ngoai
thap va bugn ngll xay ra voi ty 1¢ rét thip va thudng do réi loan tinh thdm ciia hang rao méau-ndo (tré dé non, ton thuong mang
niio) hofic do qua lidu. Chay sira, réi loan kinh nguyét, mét kinh, v to hofic dau tirc va, giam kho4i cam do tang prolactin
huyét thanh c6 thé gap & ngudi bénh ding thude ligu cao dai ngay.
Nguy co loan nhip thit ning hodic tir vong dét ngt do tim mach cao hon & ngudi bénh ding liéu hang ngay trén 30 mg va
ngudi bénh trén 60 tudi.
Phén (g dj (mg bao gdm sbc phan v&, may day, phii Quink rét hiém gap khi ding domperidon.
Bdo cdo phan vung c6 hai:
Béo cdo phan img ¢6 hai sau khi thudc duge cdp phép luu hanh rit quan trong dé tiép tuc gidm sat cén biing lgi ich/ nguy co
ciia thubc. Céan b y té cén béo cdo tét ca phan img c6 hai vé Trung tim Quédc gia hodc Trung tim khu vire vé Théng tin thube
va Theo ddi phan tmg ¢6 hai cia thudc.
Ngung sir dung va héi kién bde st néu cé ede ddu higu méi bat thuomg xdy ra.
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Théng bde cho béc si nhitng tic dung khong mong mudn gip phai khi diing thubc.
9- Nén trinh diing nhirng thudc hofic thyc phim gi khi dang diing thude nay?
Tang nguy co kéo dai khoang QT do tuong téc duge djng hoe va/hodic duge lue hoc.
Chéng chi djnh ding ddng thi véi cac thube sau:
Céc thuéc lam kéo dai khoang QT:
- Thudc chdng loan nhip tim nhém IA (vi dy: disopyramid, hydroquinidin, quinidin).
- Thubc chéng loan nhip tim nhém II1 (vi dy: amiodaron, dofetilid, dronedaron, ibutilid, sotalol).
- Mot sb thudc chéng loan thin (vi dy: haloperidol, pimozid, sertindol).
- Mot sb thubc chéng trim cam (vi dy: citalopram, escitalopram).
- Mot sé thude khang sinh (vi dy: erythromycin, levofloxacin, moxifloxacin, spiramycin).
- Mot sb thudc chéng nim (vi du: pentamidin).
- Mot sd thudc didu trj sbt rét (dgc biét 1 halofantrin, lumefantrin).
- Mot sb thude da day-rudt (vi dy: cisaprid, dolasetron, prucaloprid).
- Mot s6 thude khéng histamin (vi dy: mequitazin, mizolastin).
- Mot sd thudc diéu tri ung thur (vi dy: toremifen, vandetanib, vincamin).
- Motsh t_huéc khac (vi du: bepridil, diphemanil, methadon).
Chit tic ché CYP3A4 manh (khéng phu thuje tdc dung kéo dai khoang QT), vi dy:
- Thudc tre ché protease.
- Thubc chéng nim toan than nhém azol.
- Mot sb thubc nhoém macrolid (erythromycin, clarithromycin, va telithromycin).
Khong khuyén cdo diing ddng thdi vé&i cdc thube sau:
Thube (rc ché CYP3A4 trung binh, vi dy: diltiazem, verapamil v mjt s6 thudc nhém macrolid.
Sir dyng thin trgng khi ding ddng thi véi cdc thude sau:
Thubc chdm nhip tim, thudc lam giam kali mau va mdt s6 thubc macrolid sau gop phén 1am kéo dai khoang QT: azithromycin
va roxithromycin.
Danh séch céc chit & trén la cic thude dai dién va khong diy di.
Céc thudc khang cholinergic c6 thé trc ché téc dyng ciia domperidon.
Céc thude khang acid hogic thude trc ché tiét acid 1am giam sinh kha dyung cta domperidon. Nén udng cac thudc nay sau bira
in, tirc 12 khong ding ddng thai véi domperidon.
Domperidon ¢6 thé 1am giam hép thu cdc thubc diing ddng thai trir paracetamol va digoxin.
10- Cén lam gi khi m{t lin quén ding thube?
Nén diing lidu da bo s6t ngay khi nhd ra. Tuy nhién, néu gin dén theri gian ubng liéu ké tiép, bo qua lidu da quén va udng lidu
ké tiép vao gitr thudmg 1¢. Khong udng lidu gdp doi dé bi cho lidu bo sot.
11- Cén bio quin thube nay nhuw thé nio?
Dé noi kho réo, tranh énh sang, nhiét do khong qua 30°C.
12- Nhimg diu hi¢u va tri¢u chimg khi diing thudc qué liéu

Céc triéu chimg do qué liéu domperidon ¢6 thé bao gdm ngu ga, chéng mit, 1 1én, co gidt] cimg co bip, ledn nhip tim.
13- Ciin phai lam gi khi dung thubc qu4 liéu khuyén céo?

gitip kiém sodt hdi chimg ngoai thap trong trudmg hgp qua lidu.

14- Nhitng diéu cin thin trong khi ding thube nay?
Domperidon c6 thé gy mt vai tac dung c6 hai 1én thin kinh trung wong. Do d6, chi diing domperidon cho ngudi bénh
Parkinson khi céc bién phéap chéng non khac an toan hon khang c6 tac dung.
Thén trong khi sir dung trén bénh nhén suy gan.
Théi gian ban thai cia domperidon bj kéo dai & bénh nhén suy thin ning. Trong trudng hgp ding nhéc lai, tin sudt dua
domperidon cin giam xudng con 1 dén 2 1in/ngdy tily thudc mirc d suy than. C6 thé hiéu chinh lidu néu cin.
Domperidon 1am kéo dai khodng QT trén di¢n tdm dd. Trong qué trinh gidm st hiu mai, ¢ rit it béo cao vé kéo dai khoang
QT va xoén dinh lién quan dén sir dung domperidon. Céc béo céo nay c6 cac yéu td nguy co gy nhifu nhu rbi loan dién giai
hay cac thubc ding ddng thai. )
Céc nghién ciru djch t& cho thiy domperidon c6 thé 1am tang nguy co loan nhip thit nghiém trong hofic dot tir do tim mach.
Nguy co ndy cao hon dbi véi bénh nhén trén 60 tudi, bénh nhan ding lidu hing ngay 1ém hon 30 mg va bénh nhan dung dong
thoi thudc kéo dai khoang QT hoic thudce irc ché CYP3A4.
Sir dung domperidon véi lidu thip nhét c6 hiéu qua & ngudi 16m va tré em.
Chéng chi dinh domperidon cho nhimg bénh nhan c6 théi gian din truyén xung dong tim kéo dai, dic biét 1a khoang QT, bénh
nhdn ¢6 rbi loan dién gidi rd r§t (ha kali méu, ting kali méu, ha magnesi mau), nhjp tim chdm ho#c bénh nhin dang méc bénh
tim mach nhu suy tim sung huyét do nguy co ri loan nhip thit. R6i loan di¢n giai (ha kali mau, ting kali mau, ha magnesi
méu) hoic nhip tim chdm da duge biét dén 12 yéu t6 1am ting nguy co loan nhip tim.
Cén ngimg diéu trj véi domperidon va trao ddi lai véi cdn bd y té néu c6 bit ky trigu chimg hay déu hi¢u no lién quan dén rdi
loan nhijp tim.
Bénh nhén nén nhanh chéng béo céo céc trigu chirng trén tim mach.
Lactose: Khdng nén ding NITIUM-M® cho nhimg bénh nhan ¢6 vin d& di truyén hiém gap khong dung nap galactose, thiéu
hut Lapp lactase hodic kém hdp thu glucose-galactose.
Sir dyng trén phy nir c6 thai: C6 rat it dir ligu vé sir dung domperidon trén phu nir mang thai. D& an toan, tranh ding
NITIUM-M? cho ngudri mang thai.
Sir dyng trén phu nir cho con bi: Domperidon bai tiét qua sira mg va tré b me¢ nhén duge it hon 0,1% lidu theo cn ning cua
me. Céc tac dung bét lgi, dic biét 12 tic dung trén tim mach vén c6 thé xay sau khi tré ba sira me. Cin cdn nhéc lgi ich cua viée
cho tré bii sira me va lgi fch cia viée didu tri cho me dé quyét dinh ngimg cho con b hay ngimg/ tréanh diéu trj bing
domperidon. Cén thén trong trong trudmg hgp c6 yéu t6 nguy co 1am kéo dai khoang QT & tré bi me.
Anh huéng ciia thube 1én khi niing digu khién tau xe vA vin hanh mdy méc: Domperidon c¢6 thé giy dau dau, méit ngu.
Thén trong khi ding thudc cho ngudi ¢d ¥ dinh lai xe hodc vén hanh may méc.

JterbhaodnammnyAn bic sy?

Nén tham vén bac si trong nhimg trudmg hop sau:

Rira da ddy, ding than hoat, didu trj triu chimg. Céc thudc khang cholinergic hodic ca¢ thude-ditu trj Parkinson c6 kha ning |,




= Khi thubc khong dat dugc higu qua trj ligu nhu mong mudn trong qué trinh diu tr.

= Khi xuét hién cac phan (mg dj img bao gdm sbc phan vé, may day, phii Quink hofic céc tri¢u chimg mdi bét thudng ngay
ca khi thudc dugc sir dung véi lidu khuyén céo.
Néu ciin thém thong tin xin héi j kién bdc sy hodc duwge s.
16- Han diing ciia thudc
36 théng ké tir ngay sén xuét.
17- Nha sin xudt/chii s& hiru gidy phép ding ky sin phim
CONG TY TNHH DUQC PHAM GLOMED

Dia chi: S6 35 Dai Lo Ty Do, KCN Viét Nam — Singapore) thi xa An, tinh Binh
N~ Duong.
18- Ngay xem xét sira d8i, cip nhit lai ndi dung huémg diin sir dung thube.
08/09/2016

TUQ.CUC TRUGNG
P.TRUONG PHONG
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