£ach milifitre of oral suspension contains 1mg of
domperidone.

Oral use.
Read the package lzaflet before use.

Shake before use

Medicinal product subject to medical prescription.

Store below 30°C.

Keep the bottle with the suspension tightly closed.

Keep out of the sight and reach of chitdren

Indications, dosage, administration
and contraindications Read the package leaflet
inside.

Specifications: In-house

Registration No:

Manufactured by:

FARMALABOR - Produtes Farmacéutices, SA.
Zona Industiial de Condeina-a-Now, 3150-184
Condetea-a-Nova Portugal

Cinet

Domperidone 1 mg/ml

Oral suspension

Oral use
Box of 1 bottle 200 ml
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M&i mL hdn dich uéng ¢6 chia 1mg domperidona.
Ding cho duding ubng
Boc¢ ki hudng d3n sif dyng tridc khi diing.

Ldc ky trude khi ding

Thudc niy chl diing thzo dan thusc.
Bio quin dudi 30°C.

Béng kin ndp chai sau khi sit dyng.
Dé xa tam tay tré em

Chl dinh, li2u ding, cich diing vi chéng chl dinh:
Xem treng t& HDSD thudc kém theo.

Tiéu chusn chit lugng: NnA sin xuit
§6 dang ky. VN -X00(-XX

DNNK:
Biachi-

Sinxuit bét

FARMALABOR - Predutos Farmacéuticos, SA
Zona Industrial de Condeina-a-Nova, 3150-1%4
Condena-a-Nova, B3 Bho Nhe

Cinet

Domperidone 1 mg/ml

Hén djch udng

Dang Udng
Hép 1 chal 200ml




100mm
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Cinet

£ach mililire of oral suspansion cortains 1mg of domperidone.
Contains sorkitol and parabens

Domperidone 1 mg/ml Pead the pa kage leallel for additionaf information
Shake before use.

Ol spersion Do mat store abave 30°C
Keep the bottle with the suspension tightly closed.
Read the package leaflet before use,

Keep out of the sight and reach of children.
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Rx: Thudc nay chi dung theo don thude
_CINET
H&n dich ubng

Poc k§ to hwing dan sit dung nay trude khi béit dAu ding thudc

- Hay gill to huong dan st dyng nay vi cé thé ban s& can doc lai no.

- Néu ban ¢6 bat ky thic méc nao hay héi bac st hogic duge si clia ban.

- Thubc nay duogc ké don riéng cho ban. Khong duoge dua cho ngudi khac dung. Diéu do c6
thé gy hai cho ho, ngay cé khi ho c6 triéu chirng twong tir vai ban.

_ Néu bt ki tac dung phy ndo trd nén nghiém trong, hodc néu ban gip phai tac
dung phu khéng dugc ligt ké trong & hudng dAn str dung nay, xin hily thong bdo cho bac
st hodc dugc si.

- Doc k§ huong dan str dung trude khi ding.

THANH PHAN CONG THU'C THUOC

M3i ml hdn dich udng c6 chira:

Thénh phdn hoat chéat: Domperidon 1mg/ml.

Théanh phdn td dirge: Microcrystalline cellulose (+ Carboxymethylcellulose sodium), Methyl
parahydroxybenzoate, Propyl arahydroxybenzoate, Sorbitol solution 70%, Saccharin sodium,

Polysorbate 20, Nudc tinh khiét.
DANG BAO CHI:: Hn dich udng

CHi PINH:
e Cinet duoc chi dinh dé dicu tri chiing non va budn non,

LIEU DUNG VA CACH DUNG

Cinet chi nén st dyng liéu thp nhat c6 hiéu qua trong thoi gian ngén nhat dé kiém soét non
va budn ndn.

Dung duong ubng: Nén ubng hdn dich Cinet trude bita &n. Néu ding sau bita dn thuéc co thé
bj cham hép thu.

Bénh nhan nén ubng vao thdi gian ¢b dinh. Néu bj quén mét lidu, c6 thé bo qua lidu dé va

tiép tuc dung thudce theo lich trinh nhu cli. Khong nén téng lidu glp doi dé bu cho lidu da

quén.
Thoi gian didu trf tdi da khong nén vuot qua mot tuln:
Ngwoi 16n va tré vi thanh nién (tiv 12 tudi tré 1én va cin ndng tiv 35 kg tré 1én):

- 10 ml (hodc 1 mg/ml hén dich ubng) 1én dén 3 lan 1 ngdy véi lidu tdi da 1a 30

ml/ngay.

Tré so sinh, tré nhd, tré em (dwdi 12 tudi) va tré vj thanh nién cin ning dwdi 35 kg:
Lidu ding 1a 0.25 mg/kg. C6 thé ding 3 1an 1 ngdy véi lidu tbi da 12 0.75 mg/kg mdi ngay.
Vi dy, déi véi (ré c6 can ning 10 kg, liu ding 12 2.5 mg, ¢6 thé dimg 3 1An/ngay véi lidu t6i
da la 7.5 mg/ngay.
Nén ubng donperidon trude bita n/trude khi cho an. Néu udng sau khi #n, thudc co thé bi
cham hap thu.
Bénh nhan suy gan: Cinet chéng chi dinh v6i bénh nhan suy gan trung binh va ndng (xem
ph‘c‘“m chdng chi dinh). Khong ¢An hidu chinh lidu dbi v6i bénh nhan suy gan nhe.
Bénh nhan suy thin: Do thoi gian ban thai ciia domperidon bi kéo dai & bénh nhén suy than
nng nén néu ding nhéc lai, s6 1an dua thude cia Cinet cAn giam xudng con 1 dén 2 1an/ngay
va hiéu chinh lidu tuy thude mirc do suy thén.

CHONG CHIi BINH
Domperidon can chong chi dinh trong nhitng truong hop sau:
o Man cam v&i Domperidon hay bat ctr thanh phan nao cia thude.



o U huyét yén tiét prolactin (prolactinoma).

¢ Domperidon khong dugc dung khi viée kich thich van dong da day co thé giy nguy
hiém nhur: wat huyét tiéu hoa, tic rudt co hoc hodc thung dudng tiéu hoa.

o Nbn sau md.

o Bénh nhén suy gan trung binh va niing (xem muyc Dugc ddng hoc).

¢ Bénh nhan cé thoi gian dan truyén xung dong tim kéo dai, dic biét 1a khoang QT,
bénh nhan ¢6 ri loan dién giai o 1ét hodic bénh nhan dang c6 bénh tim mach nhu suy
tim sung huyét.

e Ding dong, thoi vé6i cac thude kéo dai khoéng QT (xem muc tuong tac thude).

o Dung dong thoi véi cac thube tic che CYP3A4 (khéng phu thude tac dung kéo dai
khoang QT) (Xem muc tuong tac thube).

CANH BAO VA THAN TRONG KHI DUNG THUOC
Thén trong khi dung
Hdn dich ubng chira sorbitol va ¢6 thé khéng phit hop vé6i bénh nhén khong dung nap

sorbitol.
Str dung trong thoi gian cho con b

o Tong, lugng Domperidon bai tiét qua sita me dy kién it hon 7 mlcmglam/ngay & lidu
diéu tri cao nhat. Chua biét liéu c6 hai cho tré so sinh khong. Do d6, khong nén ding
h8n dich Domperidon & céc ba me dang cho con bu.

Str dung cho tré so sinh

e Téc dung phu len hé than kinh thi it gip. Vi chic nang chuyén héa va hang rio miu
ndo chua phat trién hoan chinh trong nhing thang déu doi, nguy co téc dung phu than
kinh cao hon & tré nho. Do do, lidu ding phai duge xac dinh chinh xac va theo doi
chit ché.

e Qua lidu c6 thé gdy ra cac triéu ching ngoai thdp & tré em, nhung céc nguyén nhan
khéc ciing nén dugc xem xét.

Réi loan chirc néing gan

e Vi Domperidon chuyén héa manh & gan, khong nén siv dyng & nhiing bénh nhan 161

loan chirc ndng & gan.
Suy than

o Thoi gian ban thai cua domperidon bj kéo dai & bénh nhén suy thén néing . Trong
truong hop dung nhic lai, tAn xuét dua dompeudon cin giam xuong con 1 dén 2
lan/ngay ty thude mire do suy than. C6 thé hiéu chinh lidu néu can.

Téc dung trén tim mach

o Domperidon lam kéo dai khoang QT trén dién tam dd. Trong qué trinh giam sat hiu
mai, c6 rat {t béo cdo vé kéo dai khoang QT va xodn dinh lién quan dén str dung
domperidon. Céc bdo céo nay co6 cac yéu t6 nguy co gay nhiéu nhu rbi loan dién giai
hay céc thude diing dong thoi (xem myc tdc dung khéng mong mubn).

e Céc nghién ctru dich t& cho thdy domperidon c6 th& lam téng nguy co loan nhip that
nghiém trong hoic dot tir do tim mach (xem muc tac dyng khong mong mudn). Nguy
co nay cao hon dbi v&i bénh nhan trén 60 tudi, bénh nhan ding liéu hing ngay lén
hon 30 mg va bénh nhan ding ddng thoi thude kéo dai khoang QT hogc thudc trc ché
CYP3A4.

e Sur dung domperidon véi lidu thip nhét c6 hiéu qua & ngudi 16n va tré em.

o Chéng chi dinh domperidon cho nhiing bénh nhan ¢6 thoi gian dan truyén xung dong
tim kéo dai, dic biét 1a khoang QT, bénh nhén co rdi loan dién giai 18 rét (ha kali mdu,
tang kali mau, ha magnesi méu), nhip tim chdm hodc b¢nh nhén dang méc bénh tim
mach nhu suy tim sung huyét do nguy co t6i loan nhip that (xem phan chong chi
dinh). Réi loan dién giai (ha kali méu, ting kali méu, ha magnesi méu) hogc nhip tim
cham da duoc biét dén 1a yéu t& lam ting nguy co loan nhip tim.

. 2

(¥ ry \‘\
2\

o

O
==

S
(&
5 —



o CAn ngimg diéu tri véi domperidon va trao ddi lai vGi can bd y té néu co bat ki trigu
chimg hay dau hiéu nao lién quan dén roi loan nhip tim.
¢ Khuyén bénh nhan nhanh chéng béo céo céc tri¢u chimg trén tim mach.

SU' DUNG CHO PHU NU' MANG THAI VA CHO CON BU
Phuy nit cé thai.

Cé it dir liéu v& viée str dung Domperidon & phu nit ¢6 thai. Mot nghién ciru & chudt
da cho thdy doc tinh hé sinh san & liéu doc cao. Nguy co tiém tang & ngudi chua duge biét
dén. Do do, chi ding Domperidon trong thai ky khi dénh gia va tién lugng duge loi ich cua
vige didu tri.

Phuy nii cho con bii:
Domperidon bai tiét qua sita me va tré bl me nhén duoge it hon 0.1% lidu theo can

ning cua me. Céc tac dung bat loi, déic biét 1a tac dung trén tim mach van c6 thé xay ra sau

khi tré bii sita me. Can cén nhéc lgi ich cua viée cho tré bu sita me va lgi ich cna viée dicu trj
A A . 5 - \ ‘ A ¢ = . A A

cho me dé quyét dinh ngtmg cho con bu hay ngimg/trénh diéu tri bang domperidon. Can thén

trong trong cac trudng hgp cb yéu to nguy co lam kéo dai khoang QT & tré bu me.

ANH HUONG CUA THUOC LN KHA NANG LAI XE, VAN HANH MAY MOC
Domperidon khong anh hudéng hogic anh hudng khong dang ké dén kha nang lai xe va
vén hanh may moc.

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC

Con duong chuyén héa chinh Domperidon thong qua CYP3A4. Dit ligu in vitro cho
thdy st dung két hop v6i cde thude te ché ding k& enzym nay c¢6 thé lam ting ndng do
Domperidon trong huyét tuong.

Nghién ciru tuong tac duge lye hoe/dong hoc riéng 1€ trong in vivo véi ketoconazol
hozc 1&n erythromycin ding dudng ubng & nhitng nguoi khoe manh dé chimg 6 ring c6 mot
sy tre ché 15 1ét 1én CYP3A4 chuyén héa Domperidon qua trung gian chuyén hoéa 1An déu coa
nhitng thudc nay.

Viée dung két hop Domperidon 10mg dudng ubng 4 lan/ngdy va ketoconazol 200mg
2 14n/ngay, kéo dai QTc trung binh 9.8 mili gidy da dugc ghi nhan trong thoi gian theo doi,
v6i nhitng thay déi tai nhiing thoi diém riéng 1& dao dong trong khoang 1.2 dén 17.5 mili
giﬁy. Viée dung két hop Domperidon 10mg 4 ldn/ngay v6i erythromycin duong ubng 500 mg
3 lan/ngay, kéo dai quang QTc trung binh 9.9 mili gidy trong thoi gian theo ddi, véi nhiing
thay dbi tai thoi diém riéng 1¢ dao dong trong khoang 1.6 dén 14.3 mili gidy. Ca hai gia tii
Cmax va AUC cia Domperidon & trang thai on dinh ting 1én xap xi 3 lan trong mdi nghién
~ ciru twong téc ndy. Trong nhiing nghién ciru nay don tri liéu Domperidon dudng ubng 10mg 4
lAn/ngay dan t6i ting QTc trung binh 1.6 mili gidy (nghién ctru ketoconazol) va 2.5 mili gidy
(nghién ctu erythromycin), trong khi don tri li¢u ketoconazol (200mg 2 lan/ngay) dan t&i
tang QTc 3.8 va 4.9 mili gidy, trong thoi gian theo dai.

C6 thé dung Domperidon cing v6i cdc thubc giai lo

Céac thude khang cholinergic ¢ thé e ché tac dong cua Domperidon. Néu bude phai
ding két hop véi cac thubc nay thi ¢6 thé ding atropin sau khi da ubng Domperidon.

Néu dung Domperidon cung vdi céc thude khang acid hodc thudc e ché tiét acid thi
phai ubng Domperidon trude bita dn va phai ubng céc thude khang acid hogc cac thube tic

ché tiét acid sau bifa an.

Tang nguy co kéo dai khoang QT do tuong tac duge dong hoc hodic duge lyc hge.
Chéng chi dinh dimg déng thoi véi cdc thudc sau:
Céc thube 1am kéo dai khoang QT:
- Thu_é)c chéng loan nhip tim nhém IA ( vi dy: disopyramid, hydroquinidin, quinidin)
- Thudc chéng loan nhip tim nhém III ( vi dy: amiodaron, dofetilid, dronedaron,
ibutilid, sotalol).
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- Mot s6 thude chong loan than ( vi dy: haloperidol, pimozid, sertindol).
- Mot sb thude chong trAm cam ( vi du: citalopram, escitalopram)
- Mot sb thubc khang sinh  ( vi dy: erythromycin, levofloxacin, moxifloxacin,
spiramycin).
- MB&t sb thude chéng nim ( vi dy: Pentamidin)
- Mot sb thube didu trj sbt rét (dic biét 1a halofantrin, lumefantrin)
- Mot sb thube da day — rudt (vi dy: cicaprid, dolasetron, prucaloprid)
- M@t sb thube khang histamine (vi dy: mequitazin, mizolastin)
- Mot sb thube diéu trj ung thu ( vi du: toremifen, vandetanib, vincamin)
- M6t s6 thube khée ( vi dy: bepridil, diphemanil, methadone)
(Xem muc chdng chi dinh)
Chét tic ché CYP3A4 manh (khong phu thude tie dung kéo dai khoang QT), vi du:
- Thude Gic ché protease
- Thube chdng nam toan than nhém azol
- M0t sb thude nhém macrolid (erythromyein, clarithromycin va telithromycin)
(Xem muc chdng chi dinh)
Khong khuyén cdo ding ddng thoi véi cdce thude sau:
Thube te ché CYP3A4 trung binh, vi dy: diltiazem, verapamil va mot sb thubc nhom
macrolid.
(Xem muc chbng chi dinh)
Sir dung thin trong khi dung ddng thoi véi cac thube sau:
Thudc chdm nhip tim, thudc lam giam kali mau va mot sé thubc macrolid sau gép phén [am
kéo dai khoang QT: Azithromycin va roxithromycin (chéng chi dinh clarithromycin do 1a
thudc (rc ché CYP3A4 manh)
Danh séch cac chit & trén 1a céc thudce dai dién va khong day du.

TAC DUNG KHONG MONG MUON CUA THUOC
TAn sudt sau ddy duoc st dung d& mé ta sy xudt hién cac tdc dung khong mong mudn:
R&t phd bién (21/10); phd bién (=1/100 dén <1/10); khong pho bién (>1/1.000 dén
<1/100); hiém (=1/10.000 dén <1/1.000); RAt hiém (<1/10.000); khong biét (khong thé wéc
tinh tir dfr liéu c6 sén).

o R&i loan hé mién dich: RAt hiém, phan Gng qua mAn bao gbm sde phan vé, phit mach
va phan ting di ung.

R6i loan ndi tiét: Hidm, tang ndng do prolactin

R&i loan hé tAm than: R4t hiém, lo au, bdn chdn

R&i loan hé tim thin: RAt hiém, rdi loan ngoai thép, co giét, budn ngy, dau dau.

R&i loan hé tidu hoa: Hiém, 15i loan hé tiéu hoéa, bao gf)m rAt hidm khi xay ra dau
bung thodng qua

Réi loan da va tb chirc duéi da: R4t hiém, mé day, ngira, phat ban

R6i loan hé sinh sén va vu: Hiém, tang tiét sira, to vi, vo kinh.

Xét nghidm: Rét hiém, kiém tra chiic niing gan bét thudong

Hé tim mach: Nguy co loan nhip that nghiém trong hodc dot tir do tim mach cao hon &
nhimg bénh nhan ding lidu hang ngay 16n hon 30mg va bénh nhéan trén 60 tudi

e R&i loan tim mach:

Chua 18: loan nhiép thét, kéo dai khoang QT, xodn dinh, dot tir do tim mach (xem
muc canh bdo va than trong)

Vi tuyén yén ndm ngoai hang rdo méu ndo, Domperidon cd thé lam ting ndng dd
prolactin. Trong céc trudng hop hiém tang prolactin méau cé thé dan dén tac dung phu than
kinh- noi tiét nhu: ting tiét siva, vi to, vo kinh.

R6i loan ngoai thap rat hiém khi xay ra & tré so sinh va tré nho, ddc bigt 1a & ngudi lén.
Cac tac dung phy nay tu phuc hdi hoan toan ngay khi ngiing diéu tri.

Céac anh huong khéc lién quan dén hé than kinh trung wong nhu co gidt, kich dong va
budn ngp rt hiém khi x4y ra va béo céo chi yéu & tré so sinh va tré nho.

Bdo c4o phan ing ¢ hai:




Bdo c4o phan tmg c6 hai sau khi thude duoc cip phép luu hanh rét quan trong dé tiép tuc
gidm st cn bing loi ich/nguy co ciia thudc. Cén bd y té cAn bao cdo tat ca cac phan tng c6
hai v& Trung tim quéc gia hogc trung tm khu vuyc vé& Théng tin thudc va theo dai phéan tng
¢6 hai cia thudc.

QUA LIEU VA CACH XU TRi

Triéu chitng
Qua lidu duge béo cdo chu yéu & (1€ so sinh va tré nho. Cae tridu ching cua qué liéu co the
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bao gom lo 4u, thay doi y thire, co giat, mat phwong huéng, budn ngl va phan ting ngoal
thap.

Diéu tri

Khdng c6 thude gidi doc dic hiéu cho Domperidon, nhung khi qué liéu, rira da day ciing nhu

2 A .

st dung than hoat ¢6 the hitu higu. D€ nghi theo doi sat va didu tri hd trg. Céc thude khang
tiét cholin hay thude didu tri parkinson c6 thé giap ich trong viée kiém soat cac phén tng
ngoai thap.

Trong truong hop qua lidu, can thye hién cc bién phap diéu tri triéu chimg ngay ldp tirc. Nén

theo doi dién tm dd do c6 kha ning kéo dai khodng QT.

PAC TINH DUQC LUC HQC

Nhém duge 1y: Thube chdng ndn/déi khéng dopamin, ma ATC: AO3F A03

Domperidon la chét khang dopamin, cé tinh chét twong ty nhu metoclopramid hydroclorid.
Do thude hdu nhu khéng c6 tac dung 1én cdc thy thé dopamin & ndo nén Domperidon khong
anh hudng lén tdm than va than kinh. Domperidon kich thich nhu dong cuia ng tiéu hoa, 1am
tAng truong luc co thit thm vi va lam ting bién d6 mé rong cia co thit mén vi sau bita &n,
nhung lai khéng anh hudng 1én sy bai tiét cha da day. Thude ding dé diéu tri tridéu chimg non
va non cdp, ca budn nén va ndn do ding levodopa hogic bromocriptin & ngudi bénh Parkinson

PAC TINH DUQC DONG HQC
Heip thu

G nhiing nguoi d6i, Domperidon hép thu nhanh sau khi ubng v6i nong do dinh trong
mau dat duge sau 30 dén 60 phut. Kha dung sinh hoc tuyét dbi ctia Domperidon dudng hod
hip (khoang 15%) la do su chuyén hoa 1an dau rong rai trong thanh rudt va gan. Mic du sinh
kha dung ctia Domperidon c6 gia tang & ngudi khoe manh khi udng sau bita &n, bénh nhan cé
bénh vé tigu hoa nén ubng Domperidon, trude khi an 15-30 phut. Nong do acid trong da day
giam khéng lam anh hudng sy hép thu ctia Domperidon. Sinh kha dyng dudng ubng cia
Domperidon khong giam néu trude dé bénh nhédn ubng dong thoi cimetidin hay natri
bicarbonat. Thoi gian dat ndng do dinh s& hoi chdm va AUC s& hoi tang khi dugc uong sau
bita an.
Phén bé

Domperidon dudng nhu khéng tich liiy hay tao ra chuyén héa riéng, ndng do dinh
trong huyét tuong dat dugc sau 90 phut la 21ng/ml sau khi ubng 30mg/ngay trong 2 tudn thi
hau nhu twong duong véi ndng do dinh 18ng/ml dat duge sau 14n dau tién. Ti 18 Domperidon
gén két véi protein huyét tuong 1a 91-93%. Nghién ciru ctia sy phan b bing céch ddnh diu
phong xa trén suc vét cho thiy thude duge phan bd rong rdi trong md co thé nhung ndng dd
thip hon trong néo, O chudt, mot s6 lrgng nhd thude di qua nhau thai.
Chuyén héa

Domperidon trai qua qué trinh chuyén héa nhanh va nhidu tai gan bing st hydroxyl

a
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hoa va khtr N-alkyl trong thir nghiém in vitro v& sy chuyén héa véi chét tc ché ftruge cho
thdy CYP3A4 la dang chinh cua cytochrom P-450 lién quan t&i sy kho N-alkyl cua
Domperidon, trong khi CYP3A4, CYPLA2 va CYPIE1 lign quan dén sy hydroxyl hoa nhan
thom cta Domperidon
Bai tiét

Bai tiét qua nuéc tiéu va phan khoang 31-66% lidu ubng. Mot phan nhé coa thude
duoc thai ra ngoai & dang khong bién dbi (10% qua phén va xap xi 1% qua nwdc tiéu). Thai
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gian ban hiy trong mau sau khi udng liéu don 1a 7-9 giv ¢ ngudi khoe manh nhung kéo dai &
bénh nhén suy chic nang than tram trong.

QUY CACH DONG GOI
Hop 1 1o 200ml

PILU KIEN BAO QUAN
Bao quan dudi 30 °C.
Déng kin ndp chai khi str dung

HAN DUNG
36 thang

TIRU CHUAN CHAT LUQNG:
Nha san xuél

SAN XUAT TAI BO PAO NHA BOI i
FARMALABOR - PRODUTOS FARMACEUTICOS, S.A.
Zona Industrial de Condeixa-a-Nova 31 50-194 Condeixa-a-Nova, Portugal




