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CONG TY CO PHAN DUGC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM
TV.PHARM Poc lap - Tu do - Hanh phic
MAU NHAN THUOC

VIEN NEN BAO PHIM Nauridone

I. MAU NHAN Vi AI-PVC, Vi 10 VIEN:
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IL. MAU NHAN Vi AI-Al XE, Vi 10 VIEN:

Mait trudc

Mit sau

B Nauridone [ Nauridone

Domperidone 10mg
(As Demperidone maleate)

Domperidon 10mg
(Dudi dang Domperidon maleat)

Il Nauridone

Domperidone 10mg
(As Domperidone maleate}

Il Nauridone

Domperidon 10mg
(Duoi dang Domperidon maleat)

B Nauridone

Domperidon 10mg
(Duéi dang Domperidon maleat)

B Nauridone

Domperidon 10mg
(Dudi dang Domperidon maleat)

B Nauridone [} Nauridone

Domperidon 10mg
(Dudi dang Domperidon maleat)

Il Nauridong

Domperidone 10mg
(As Domperidone maleate)

Domperidone 10mg
(As Domperidone maleate)

I Nauridone |} Nauridone

Domperidone 10mg
(As Domperidone maleate)

Domperidon 10mg
(Dudi dang Domperidon maleat)

[l Nauridone [} Nauridone

Domperidone 10mg
(As Domperidone maleate)

Domparidon 10mg
(Dudi dang Domperidon maleat)

auridone [} Nauridone

on 10mg Domperidone 10mg
48g Domperidon maleat) {As Domperidone maleale)

B Nauridone [} Nauridone

Domperidone 10mg
(As Domperidone maleate)

Domperidon 10mg
(Dudi dang Domperidon maleat)

B Nauridone [l Nauridone

Domperidone 10mg
(As Domperidone maleate)

Domperidon 10mg
(Duéi dang Domperidon maleat)

S6 16 SX: HD:
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III. MAU NHAN HOP 10 VI (AI-PVC); Vi 10 VIEN:

(1eajew uopusdwog Buep 1onq)
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Rx Thudc ké don n Nauridone
Domperidon 10mg
(Dudi dang Domperidon maleat)

g Hop 10 vi x 10 vién nén bao phim A
"=} =
PRy 5 (%
TV.PHARM
100 vién nén bao phim i
Thanh phén: M4 vién nén bao phim chda Bao quan noi khd, nhiét do khong qua
- Domperidon........cccccciinciciiiciisiinininee. 10mg - 30°C, trdnh dnh séng.
(Dudi dang Domperidon maleat) Boc ki huéng dén sif dung trude khi diing
B3 -1 e e viradd 1vien  Péxatdm taytréem

Tiéuchuén chatlugng: TCCS.
Chidinh, cdch dung, chéngchidinhvacdc  g55 Sx/Baich No.-
théng tin khéc: Xem trong 1a hudng dén si' Ngay SX/Mig.Date:
dung thuéc kém theo. HOD/Exp.Date

Cod sd san xudt:
CONG TY 06 PHAN pugc PH;M TV.PHARM
27 Nguyén Chi Thanh, Khém 2, Phudng Tra Vinh,
Tinh Vinh Long, Viét Nam.

RX prescription only Nauridone

Domperidone 10mg
(As Domperidone maleate)

Box of 10 blisters x 10 film coated tablets (;\
TV.PH

v
100 film coated tablets

Rx Prescription only

Nauridone

o

10mg

Domperidone

(As Domperidone maleate)

PHARM
Composition: Each film coated tablet contains ~ Storage in dry place, do not store above

- DOmperidone.........coocvieucienecuerensennas 10mg  30°C, protect from light.
(As Domperidone maleate) Read the package insert carefully before use
- Excipients...... q.s. 1tablet  Keep outof reach of children

Specification: Manufacturer's.
Indications, method of administration,
contraindications, other information: See
the enclosed leafiet for further information.

935076 033312

Manufacturer:
TV.PHARM PHARMACEUTICAL JOINT STOCK COMPANY
27 Nguyen Chi Thanh St., Hamlet 2, Tra Vinh Ward, Vinh Long Province, Viet Nam.
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RX thusc ké don

. ‘Nauridone

Domperidon 10mg
(Dudi dang Domperidon maleat)

HAN HOP 10 VI (Al-Al xé) x VI 10 VIEN:

BX Thusc ke don

]
O

Domperidon 10mg
(Dudi dang Domperidon maleat)

Hép 10 vi x 10 vién nén bao phim

A
(%

TV.PHARM

100 vién nén bao phim

Lrasg X ( ¢
YINH
%ﬁmiw:‘ nén baa phim chia
- Ds (Dudi dang De idon maleat).
-Td duge

10mg
v.d. 1 vién

Chi dinh, céch ding, chdng chi dinh va cac théng tin khic:
Xem trong 10 hudng ddn sif dung thudc kém thea.

Béo quan nal kh, nhiét dd khéng qué 30°C, tranh 4nh sang.
Boc ki hudng diin sif dung trudc khi ding.

6 xa thm tay trb e,

Tidu chudn chil lugng: TCCS.

SDK/MReg.No.:

5616 SX/Balch No.:
NSX/Mig.Date
HD/Exp.Date

€g 50 530 xudl: |
CONG TY CO PHAN DUGC PHAM TV.PHARM
27 Nguybn Chi Thanh, Khom 2, Phudng Tra Vinh,
Tinh Vinh Long, Vié! Nam,

Rx Prescription only

n Nauridone

Domperidone 10mg
(As Domperidone maleate)

®

Box of 10 blisters x 10 film coated tablets
HARM

100 film coated tablets CHPWHO

g

Each ‘contains
- e (As Dy 10mg
- q.5.1tablet
method of

other Informatlon: See the enclosed leaflal for further
information.

S y place, do 0°C, protect
Read the package insert caretully before use.

Keep outof reach of children,
2 9"

‘Specification: Manufacturer's.
93507 ﬁll.’a 33
Manulacturer.
TV.PHARM PHARMACEUTICAL JSC

27 Nguyen Chi Thanh St., Hamlet 2,
Tra Vinh Ward, Vinh Long Province. Viet Nam
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V. MAU NHAN CHATI 100 VIEN:

Thanh phén: Méi vién nén bao phim chia BX huec ke don Bdo quan noi khd, nhiét 46 khong ‘Puds
=~ DOMPBAAON.. oo taa s’ 10mg 30°C, tranh dnh séng.
(Dudi dang Domperidon maleat) D ©Pocky hudng dan st dung trudc khidun
S e S viradd 1 vién Dé xatdmtaytré em
Domperidon 10mg Tiéuchuén chétlugng: TCCS.
Chidinh, cdch diing, chéng chi dinh va céc (Dusi dang Domperidon maleat)

théng tin khac: Xem trong to6 hudng ddn sit
ayng thudc kém theo.

(2]

8935076 03333
Co 50 sén xudl:
CONG TY CO PHAN DUGC PHAM TV.PHARM J

S8 16 SX/Batch No.:
Ngay SX/Mfg.Date:

HD/Exp.Date :
Chai 100 vién
X

27 Nguyn Chi Thanh, Khém 2. Phudng Tré Vinh,
Tinh Vinh Long, Vigt Nam,
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Vién nén bao phim Nauridone

Rx Thude nay chi dung theo don thude

DE xa tam tay tré em

Doc ky hieéng dan sir dung trieée khi diing

THANH PHAN CONG THUC THUOC:

- Thanh phdn hoat cht:

Domperidon (duéi dang domperiden maleat) i....cuswaunuaimmmmmsmussimesssassnssiisses 10mg

- Thanh ph(fn ta dwoe:

Lactose monohydrate, microcrystalline cellulose PH 101, povidone K30, sodium lauryl sulfate,

crospovidone, magnesium stearate, colloidal silicon dioxide grade 200, hydroxypropyl

methylcellulose E6, polyethylene glycol grade 6000, talc, titanum dioxyd............. viradu 1 vién.

DANG BAO CHE: Vién nén tron bao phim, mau tréng déng nhét, hai mit tron, canh vién lanh
. lan.

CHI PINH

Nauridone duge chi dinh dé diéu tri tridu chimg nén va budn nén.

CACH DUNG, LIEU DUNG:

Nauridone chi nén str dung liéu thdp nhit c¢6 hiéu qua trong thoi gian ngan nhat dé kiém soét

nén va budn ndn.

* Cach dang: Ding bing duong udng, nén udng Nauridone trugc bira an. Néu udng sau bira

an, thude ¢ thé bi chdm hip thu. Bénh nhin nén udng thude véo thoi gian ¢b dinh. Néu bi quén

1 lidu, ¢6 thé bo qua lidu dé va tiép tuc ding thude theo lich trinh nhu cii. Khong nén ting liéu

gap doi dé bu cho lidu da quén. Thoi gian diéu tri t6i da khéng nén vuot qua mot tudn.

* Lieu dung:

. - Ngwoi lon va tré vi thanh nién (tir 12 tudi tré 1én va cin ning tiv 35kg tré 1én)
Vién 10mg, c6 thé dung 1én dén 3 lAn/ngay, liéu t6i da 1a 30mg/ngay.
- Tré so sinh, tré nhé, tré em (dwdi 12 tuoi) va tré vi thanh nién cén ning dwéi 35kg
Do can ding liéu chinh x4c nén céc dang thude vién nén khong thich hop cho tré nho va tré vi
thanh nién cdn nang dudi 35kg.
- Bénh nhan suy gan
Nauridone chéng chi dinh véi bénh nhin suy gan trung binh va ning (xem phan chéng chi
dinh). Khéng can hiéu chinh liéu ddi v6i bénh nhan suy gan nhe.
- Bénh nhin suy thin
Do thi gian ban thai ctia domperidon bi kéo dai & bénh nhan suy than nang nén néu ding nhéc
lai, s6 14n dua thudc cia Nauridone cdn giam xudng con 1 dén 2 lan/ngay va hiéu chinh lidu tuy

thudc mirc do suy than.
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CHONG CHI PINH:

Domperidon can chdng chi dinh trong nhitng trudng hop sau:

- Dj (g v&i bat ky thanh phan nao cua thude.

- U tuyén yén tiét prolactin (prolactinoma).

- Xuit huyét da day-rudt, tac rudt hodc thung.

- Bénh nhan suy gan trung binh va nang.

- Bénh nhan ¢6 thoi gian dan truyén xung dong tim kéo dai, dac biét la khoang QT, bénh nhén
c6 rbi loan dién gii 16 rét hodc bénh nhan dang c6 bénh tim mach nhu suy tim sung huyét.

- Dung déng thoi véi cic thude kéo dai khoang QT (xem muc Twong tde, twong ky ciia thuéc).
- Dung dong thoi véi cac thude e ché CYP3A4 (khong phu thude tac dung kéo dai khoang
QT) (xem muc Twong tdc, twong ky ciia thuoc).

CANH BAO VA THAN TRONG KHI DUNG THUOC

*Suy thin:

Thoi gian ban thai cua domperidon bi kéo dai & bénh nhan suy than nang. Trong truéng hop
diing nhéc lai, tin sudt dua domperidon can giam xudng con 1 dén 2 lan/ngay tuy thude mirc
do suy than. Co thé hiéu chinh liéu néu can.

* Tdc dung trén tim mach

Domperidon lam kéo dai khoang QT trén dién tim do. Trong qua trinh giam sat hdu mai, c6 rit
it bdo cdo vé kéo dai khoang QT va xodn dinh lién quan dén sir dung domperidon. Céc bao cdo
nay co cac yéu t6 nguy co gay nhidu nhu rdi loan dién giai hay cac thude dung dong thoi (xem
muc Tac dung khong mong muén ciia thuoc).

Cac nghién ciru dich té cho théy domperidon c6 thé lam tang nguy co loan nhip thit nghiém
trong hodc dot tr do tim mach (xem muc Tdc dung khong mong muon ciia thuoc). Nguy co nay
cao hon ddi v6i bénh nhan trén 60 tudi, bénh nhan dung liéu hang ngay 16n hon 30mg va bénh
nhén ding ddng thoi thude kéo dai khoang QT hodc thude trc ché CYP3A4.

Str dung domperidon véi lidu thap nhéit c6 hiéu qua & ngudi 16m va tré em.

Chéng chi dinh domperidon cho nhiing bénh nhan ¢6 thoi gian dan truyén xung dong tim kéo
dai, ddc biét 1a khoang QT, bénh nhén cé rdi loan dién giai o rét (ha kali mau, tang kali mau,
ha magnesi mau), nhip tim chdm hodc bénh nhan dang mic bénh tim mach nhu suy tim sung
huyét do nguy co ri loan nhip that (xem phén Chéng chi dinh). R&i loan dién giai (ha kali mau,
tang kali mau, ha magnesi mau) hodc nhip tim chim da duoc biét dén la yéu t6 lam tang nguy
co loan nhip tim.

Can ngimg diéu tri véi domperidon va trao di lai véi can b y té néu co6 bat ky tridu chimg hay
déau hiéu nao lién quan dén r6i loan nhip tim.

Khuyén bénh nhan nhanh chéng bdo céo céc triéu chimg trén tim mach.

ch'. o} O\':/,‘X\
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* Phoi hop véi apomorphin: Domperidon chdng chi dinh véi cac thude kéo dai khoang QT ké
ca apomorphin, chi nén ding chung voi apomorphin néu loi ich vugt troi so véi nguy co.

* Canh bdo td dwge: San phé‘im cé str dung ta duge Lactose, bénh nhan bi roi loan di truyén
hiém gap nhu khong dung nap galactose, thié¢u hut lactase hoan toan hodc kém hap thu glucose-
galactose khong nén ding thube nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

- Sir dung thuée cho phu nit ¢6 thai: Co rat it dir liéu vé do an toan ciia domperidon & phuy nir
mang thai, tuy nhién cac nghién ciru trén dong vat cho thdy doc tinh trén hé sinh san & lidu gy
ddc. Nén cin nhic gitra mire nguy co va loi ich khi dung cho phu nit ¢6 thai.

- St dung thuéc cho phu nit cho con bii: Domperidon bai tiét qua sita me va tré bt me nhan
duoe it hon 0,1% liéu theo cén ning cua me. Cac tac dung bét loi, dac biét 1a tac dung trén tim
mach van c6 thé xay ra sau khi tré bu sita me. Can cén nhic loi ich ctia viée cho tré b sita me
va loi ich ctia vide didu tri cho me dé quyét dinh ngimg cho con bu hay ngimg/tranh diéu tri
bang domperidon. Cén thin trong trong trudng hgp c6 yéu td nguy co lam kéo dai khoang QT
o tré bu me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Domperidon khéng cé hoac ¢6 anh hudéng khong dang ké dén kha nang lai xe, van hanh may
moc.

TUONG TAC, TUONG KY CUA THUOC

Domperidon dugce chuyén héa chu yéu qua enzym CYP3A4. Sir dung dong thoi véi cac chat
irc ché enzym c6 thé lam ting ndng do domperidon trong huyét tuong.

Tang nguy co kéo dai khoang QT, do twong tac dugce luc hoc va/hodc duge dong hoc.

* Twong tac:

- Chéng chi dinh ding dong théi véi cdc thude sau: Cac thude 1am kéo dai khoang QT

+ Thudc chdng loan nhip tim nhom IA. (vi du: disopyramid, hydroquinidin, quinidin)

+ Thude chdng loan nhip tim nhém 111 (vi du: amiodaron, dofetilid, dronedaron, ibutilid, sotalol)
+ Mbt s6 thude chdng loan than (vi du: haloperidol, pimozid, sertindol)

+ Mot sb thube chdng tram cam (vi du: citalopram, escitalopram)

+ Mot s thude khang sinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramycin)

+ Mot s thude chdng nam (vi du: pentamidin)

+ Mot s6 thude diéu tri sbt rét (dic biét 1a halofantrin, lumefantrin)

+ Mot s6 thude da day-rudt (vi du: cisaprid, dolasetron, prucaloprid)

+ Mot sb thube khang histamin (vi du: mequitazin, mizolastin)

+ Mot sb thude diéu tri ung thu (vi dy: toremifen, vandetanib, vincamin)

+ Mot s thude khéc (vi du: bepridil, diphemanil, methadon)
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(Xem muc Chong chi dinh)

- Chiit irc ché CYP3A4 manh (khéng phu thuc tic dung kéo dai khoing QT), vi du:

+ Thude (e ché protease

+ Thube chdng ndm toan than nhém azol

+ Mot s6 thude nhom macrolid (erythromycin, clarithromycin va telithromycin)

(Xem muc Chéng chi dinh)

- Khéng khuyén cdo ding dong thoi véi cic thudc sau

Thubc tre ché CYP3A4 trung binh, vi du: diltiazem, verapamil va mot s6 thude nhém macrolid.
(Xem muc Chéng chi dinh)

- Sit dung thin trong khi ditng dong thoi véi cdc thuic sau

Thude chim nhip tim, thude lam giam kali mau va mot sé thude macrolid sau gop phan lam
kéo dai khoang QT: azithromycin va roxithromycin (chng chi dinh clarithromycin do la thude
trc ché CYP3A4 manh)

Danh séch cdc chat & trén 1a cac thude dai dién va khong day du

+ Ketoconazol va erythromycin trc ché su chuyén héa ciia domperidon qua trung gian CYP3A4
* Twong ky: Do khoéng c6 cac nghién clru vé tinh tuong ky cta thude, khong tron 1an thude
ndy vé6i céc thube khéc.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Cac phan tmg c6 hai cua thude duge théng ké theo tan suit va cac hé co quan. Tan suat duge
xép hang theo mirc d xdy ra voi quy ude sau diy:

Rét thuong gip (ADR > 1/10), thuong gip (1/100 < ADR < 1/10), it gap (1/1000 < ADR
< 1/100), hiém gip (1/10000 < ADR < 1/1000) va rét hiém gap (ADR < 1/10000); Chwa biét
(chua thé thiét lap tir dir liéu ¢6 san).

* Thuwong gap (1/100 < ADR < 1/10): Khd miéng

* It gdp (1/1000 < ADR < 1/100): Lo sg, giam ham mubn tinh duc, budn ngu, dau dau, tiéu chay,
phat ban, ngira, dau nguc, cang nguec, suy nhuoc

* Chura bidt (chwa thé thiét lip tiv dit lidu ¢6 san):

- Phan g phan vé (bao gbm ca sdc phan vé), kich dong, lo lang, co giat, rbi loan ngoai thap,
ri loan thi luc, loan nhip thét, dét tir do tim, kéo dai khoang QTe, may day, pht mach, bi tiéu,
vo kinh, kiém tra chirc nang gan bét thuomg, prolactin mau ting.

- Rbi loan tim mach: loan nhip that, kéo dai khoang QT, xodn dinh, dot tir do tim mach (xem

muc Canh bdo va thdn trong khi diimg thuoc)
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* Bdo cdo phdan irng co hai

Béo cao phan tmg c6 hai sau khi thube duoc cap phép luu hanh rét quan trong dé tiép tuc giam
st can bang loi ich/nguy co cua thude. Cén bo y té cin béo céo tat ca phan img c6 hai vé Trung
tam Qudc gia hodc Trung tim khu vuc vé Thong tin thubc va Theo dai phan (rng c6 hai cua
thude.

QUA LIEU VA CACH XU TRi

- Qud lidu: Triéu chimg qua liéu domperidon bao gdm: kich dong, thay ddi hanh vi, co giat,
mat phuong huéng, budn ngi va cac phan (mg ngoai théap.

- Cich xir tri khi ditng thudc qud liéu: Khong co thude didu tri dic hiéu, trong trudng hop qué
lidu, cin thue hién cac bién phap didu tri triéu chimg ngay 1ap tirc. Nén theo doi dién tam dd do
¢6 kha nang kéo dai khoang QT. Trong truong hop xudt hién hoi chimg ngoai thap c¢6 thé kiém
so4t bang cac thude khang cholinergic, cac thude diéu tri parkinson.

PAC TINH DUQC LUC HQC

Nhém duoe Iy: Chdng non

Ma ATC: AO3FAO3

- Co ché hoat dong: Domperidon la mot chat dbi khang dopamin véi dac tinh chéng nén,
domperidon khéng qua dugc hang rao mau ndo. Str dung domperidon dac biét la ¢ nguoi 16n
tac dung phu ngoai thap 1a rét hiém gip, nhung né cé thé thuc ddy qua trinh tiét prolactin tir
tuyén yén. Tac dung chdng non c6 thé la do su két hop cua tac dung ngoai vi (da day) va sy déi
khéng cua cac thu thé dopamin trong ving kich hoat thu thé héa hoc, nim bén ngoai hang rao
mau nao.

PAC TINH DUQC DPONG HQC

- Hip thu: Domperidon duoc hip thu nhanh chéng bang duong udng dat duge néng d6 dinh
trong huyét turong khoang 1 gio sau khi ubng, do duoc chuyén hoa lan diu qua gan va thanh
rudt nén sinh kha dung duong udng ciia domperidon thip (khoang 15%). Sinh kha dung duong
udng cua domperidon giam khi ding cing v6i cimetidin va natri bicarbonat. Acid da day giam
cling lam giam hap thu domperidon. Thoi gian hép thu cham va AUC ting khi udng thude nay
trudce bita dn

- Phan bé: Domperidon lién két vi protein huyét twong khoang 91-93%, nong do dinh trong
huyét tuong sau 90 phit 1a khoang 21ng/ml sau 2 tun udng 30mg mdi ngay.

- Chuyén héa: Domperidon chuyén hod nhanh qua gan nhd qué trinh hydroxyl hoa va khir N-
dealkylation.

- Thai trie: Domperidon dugce thai trir chu yéu qua phan khoang 66% va nude tiéu khoang 31%.
Thudc thai trir dusi dang khong doi qua phan khoang 10% va nudce tiéu khoang 1%. Thoi gian

thai trir & nguoi khoe manh 1a khoang 7-9 gid nhung kéo dai ¢ ngudi suy thén ndng.
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QUY CACH DPONG GOI

Ep vi: AI-PVC; Vi 10 vién; Hop 10 vi x 10 vién

Ep vi Al-Al xé; Vi 10 vién; Hop 10 vi x 10 vién

Déng chai: chai 100 vién

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Bao quéan noi khd, nhiét do khong qua 30°C, tranh anh sang.

Han dung: 24 thang ké tir ngay san xut

Tiéu chudn chat lirgng cta thude: Tiéu chuén co s¢
TEN, PIA CHI CUA CO SO SAN XUAT THUOC.
CONG TY CO PHAN DUQC PHAM TV.PHARM
('ﬂi‘ 27 Nguyén Chi Thanh, Khém 2, Phicong Tra Vinh, Tinh Vinh Long, Viét Nam.
PR DT (0294) 3753121, Fax: (0294) 3740239
. NGAY XEM XET, VIET NOI DUNG HDSD THUOC:
Vinh Long, ngaydthang(tam 2025




