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I GMP - WHO I

Vién nén bao phim

1. Céc déu hiéu Iru ¥ va khuyén cdo khi ding thude

Thubc nay chi diing theo don thudc.

Dé xa tdm tay tré em.

Doc k¥ hudng dan sir dung trude khi ding.

2. Thanh phén céng thirc thube

M&i vién nén bao phim DOBEMEN c6 chira:

Théanh phan dugc chat: Domperidon maleat tuong duong Domperidon...........cccvvunnee.e.. 10 mg

Thanh phan t4 duge: Lactose monohydrat, Tinh bdt ngd, Cellulose vi tinh thé, Tinh bot tién

gelatin hoa, PVP K90 (Polyvinyl pyrrolidone K90), Magnesi stearat, Natri lauryl sulfat,

Hydroxypropyl methylcellulose 15 cps, Polyethylen glycol 6000, Titan dioxid, Talc.

3. Dang bao ché

Vién nén bao phim.

MBS ta hinh thire: Vién nén bao phim mau tréng, hinh tron, canh va thanh vién lanh lin.

4. Chidinh

DOBEMEN dugc chi dinh dé diéu tri triéu chimg ndn va budn nén.

5. Cich ding - liéu ding

Liéu ding: _

Luén ding ding véi lidu lugng trong dom thude.

- DOBEMEN chi nén sir dung liéu thép nhét ¢6 higu qué trong thoi gian ngén nhét dé kiém soat
né‘)n va budn nén. ' _ '

- Thai gian didu tri t6i da khong nén vuot qud mét tuan.

- Nguoilénva tré vi thanh nién (ter 12 tudi tro fér; vé can néing tir 35 kg (ré 1én): 10 mg/lan, c6
thé dung 1én dén 3 1an/ngay, lidu t5i da la 30 mg/ngay.

- Bénh nhdn suy gan: DOBEMEN chéng chi dinh v&i bénh nhén suy gan trung binh va néng
(xem muc Chéng chi dinh). Khéng can hiéu chinh li¢u déi véi bénh nhén suy gan nhe.

- Bénh nhdn suy thgn: Do thoi gian ban thai cua domperidoﬁ bi kéo dai & bénh nhéan suy than
nang (crcalinin huyét thanh > 6mg/100 mL, tie la 0,6 mmol/L), s6 1an ding thube cla
DOBEMEN cén giam xudng con 1 dén 2 Ién/ngé.y va hiéu chinh liéu tiy thuge mirc dd suy
than. '
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Cach ding: Ding uéng

6.

Nén uéng DOBEMEN trudc bita in. Néu udng sau bira an, thudc co thé bi cham hap thu.
Bénh nhan nén udng thude vao thai gian ¢ dinh.

Trudng hop quén udng mét liéu dung: Hiy udng ngay khi nhé ra. Néu thoi gian gan voi lan
dung thude tiép theo, bo qua lidu di quén va hdy dung lidu tiép theo vao thoi gian thudng €.
Khéng dung lidu gap dbi dé bu vao liéu da quén.

Truong hop udng qua nhiéu vién thude: Hay gap ngay bac s§ hodic téi khoa Héi sirc - Cép ciru
ctia bénh vién gén nhat.

Chéng chi dinh

Domperidon cin chong chi dinh trong nhimg trudng hop sau:

Qué man véi domperidon hodc bt ky thanh phén nao cia thube.

Xuét huyét duong tiéu héa hodc thing dudng tigu hoa.

Téc rudt co hoc.

U tuyén yén tiét prolactin (prolactinoma).

Bénh nhéan suy gan trung binh va ning (xem muc Dac tinh duoe dong hoc).

Bénh nhén c6 thoi gian dan truyén xung dong tim kéo dai, dic biét 1a khoang QT, bénh nhan
¢6 réi loan dién giai rd rét hodc bénh nhan dang ¢é bénh tim mach nhu suy tim sung huyét.
Diing dong thai véi cac thude kéo dai khoang QT (xem muc Twong tac thude).

Dung ddng thoi véi cdc thube tc ché CYP3A4 (khdng phu thude tic dung kéo dai khoang
QT) (xem muc Tuong tac thudc).

Cinh bdo va thin trong khi ding thude

Tac dung trén tim mach:

Domperidon lam kéo dai khoang QT trén dién tdm db. Trong qud trinh gidm sat hau méi, co
rét it bao céo vé kéo dai khoang QT va xodn dinh lién quan dén sir dung domperidon. Céc béo
céo niy bao gdm nhirng bénh nhén ¢6 cac yéu té nguy co gdy nhiéu nhu réi loan dién giai hay
céc thude ding d{"ing thori (xem muc Téc dung khéng mong muédn).

Céc nghién ciru dich t cho thiy domperidon c6 thé lam ting nguy co loan nhip thét nghiém
trong hodc dot tir do tim mach (xem muc Tdc dung khéng mong mudn). Nguy co ndy cao hon
déi véi bénh nhﬁﬁ trén 60 tudi, bénh nhan ding liéu hang ngay Ién hon 30 mg va bénh nhan
diing ddng thdi thude kéo dai khoang QT hodc thude e ché CYP3A4.

Sir dung domperidon véi liéu thdp nhat ¢6 hiéu qua & ngudi 16n va tré em 12 tudi tror Ién.
Chéng chi dinh domperidon ¢ho nhirng bénh nhan c6 thai gian dén truyén xung dong tim kéo
dai, diic biét 1a khoang QT, bénh nhén ¢6 rdi loan dién giai rd rét (ha kali huyét, tang kali
huyét, ha magnesi huyét), nhip tim chim hozic bénh nhén dang mic bénh tim mach nhu suy

tim sung huyét do nguy co rdi loan nhip thit (xem phan Chdng chi dinh). Rdi loan dién gii
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(ha kali huyét, ting kali huyét, ha magnesi huyét) hodc nhip tim chim da duoc biét dén la yéu
t6 1am tang nguy co loan nhip tim.

+ Cén ngimg didu tri véi domperidon va trao déi lai v&i can bd y té néu cé bt ky triéu chimg
hay dAu higu nao lién quan dén ri loan nhip tim.

+ Bénh nhan nén bio cdo ngay lap tirc cac trigu ching trén tim mach.

- Sir dung véi apomorphin: Chdng chi dinh dung domperidon ciing véi céc thudc kéo dai
khoang QT bao gém apomorphin, trir khi lgi ich ctia viée két hop vuot trdi nguy co, va chi khi
céc bién phap phong ngira dugc dé cap trong hudéng dan str dung apomorphin dugc thue hién
nghiém tiic. Vui 1dng tham khio huéng din sir dung apomorphin.

- Suy than: Thoi gian bén thai cia domperidon bi kéo dai & bénh nhan suy thdn ning (creatinin
huyét thanh > 6mg/100 mL, tic [a 0,6 mmol/L). Trong trudng hop diing nhic lai, tin suit ding
domperidon cin giam xudng con 1 dén 2 lan/ngay tity thudc mirc d6 suy thin. C6 thé higu
chinh liéu néu can.

- Bénh nhén c6 van d¢ vé dung nap galactose, bénh nhan thidu hut enzym lactase hodc kém hip
thu glucose-galactose khong nén diing thude nay.

8. Sir dung thudc cho phu nir ¢6 thai va cho con b

Thoi ky mang thai

C6 rét it dir lidu vé sir dung domperidon & phu nit mang thai. Mat nghién ciru & ddng vat cho thay

doc tinh sinh san & liéu cao gy doc & me. Nhiing nguy co tiém an & ngudi la khéng 6. Do dé,

domperidon chi nén sir dung trong thoi ky mang thai khi loi ich diéu trj da dugc chimg minh.

Thoi ky cho con bu

Domperidon bai tiét qua sifa me va tré bt me nhén duoc dudi 0,1 % liéu theo cén ning ctia me.

Céc tac dung bét loi, dic biét 12 tic dung trén tim mach van ¢6 thé xdy ra sau khi tré bu sirta me.

Cén can nhic lgi ich cua viée cho tré b sifa me va lgi ich cua viéc diéu tri cho me dé quyét dinh

ngimg cho con bu hay ngimg/trénh diéu trj bing domperidon. Cén than trong trong trudng hap c6

yéu t6 nguy co 1am kéo dai khoang QT & tré bii me.

9. Anh huéng ciia thudc 1én kha niing l4i xe va vin hanh miy méc

DOBEMEN khong anh hudng ding ké dén kha niing l4i xe va sir dung mdy méc.

10. Twong tic, twong ky ciia thude

Tuong tic ciia thude: '

Pudng chuyén hoa chinh ciia domperidon qua CYP3A4. Céc dit kién nghién ctru trén in vitro cho

thdy céc thudc sir dung ddng thoi ma gy (e ché manh enzym nay 6 thé dan dén lam ting nong

dd domperidon trong mau.

Tuong tac véi ketoconazol dudng udng hoic erythromycin ubng & ngudi khoe manh da khfmg

dinh sy (rc ché rd rét gidn liép higu rng vuot qua lan ddu cua domperidon qua CYP3A4 bai cdc
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thude nay.

*Téang nguy co kéo dai khoang QT do tuong tac dugc ddng hoc hodc dugc luc hoc.
Chéng chi dinh ding ddne thdi voi cae thude sau:

Céc thude lam kéo dai khoang QT:

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

Thube chdng loan nhip tim nhém [l (vi du: amiodaron, dofetilid, dronedaron, ibutilid,
sotalol).

- Mbt sb thude chéng loan thén (vi du: haloperidol, pimozid, sertindol).

- Mot sb thude chéng trdm cam (vi du: citalopram, escitalopram),

- MB&t sb thude khang sinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramycin).

- M5t sb thude chéng ndm (vi du: pentamidin).

- Mot sb thude diéu tri s6t rét (dac biét 1a halofantrin, lumefantrin).

- Mot sb thudc da day — rudt (vi du: cisaprid, dolasetron, prucaloprid).

- Mot s6 thude khang histamin (vi du: mequitazin, mizolastin).

- Mbt sb thudc diéu tri ung thu (vi du: toremifen, vandetanib, vincamin).

- Mot s6 thuée khac (vi du: bepridil. diphemanil, methadon). (xem muc Chéng chi dinh)
Thude trc ché CYP3A4 manh (khong phu thude tic dung kéo dai khoang QT), vi du:

- Thuédc itc ché protease.

- Thube chéng ndm toan thin nhém azol.

- Mot sb thude nhém macrolid (erythromycin, clarithromycin va telithromycin). (xem muc
Chdng chi dinh).

Khéng khuyén cao ding déng thoi véi cac thude sau:

Thudc tc ché CYP3A4 trung binh, vi du: diltiazem, verapamil va mt sé thue nhém macrolid
(xem muc Chéng chi dinh).

Str dung thén trong khi dung ddng thdi véi cée thube sau:

Thudc chim nhip tim, thude gay ha kali huyét va mét s thude macrolid sau day gop phén lam
kéo dai khoang QT: azithromycin va roxithromycin (chdng chi dinh clarithromycin do 13 thudc
trc ché CYP3A4 manh). Levodopa: Téng ndng dé trong huyét twong cia levodopa (16i da 30— 40

%). (Xem muc Canh béo va than trong khi dung thudc).

Opioid c6 thé lam giam tic dung cia domperidon trong viée 1am rong da day. Danh sach céc ==
thude & trén la céc thudc dai dién va khong day du.

Tuong kv cua thude: 3 PH

Do khdng c6 cac nghién ciru vé tinh twong ky cua thude ding dudmg udng, khdng trén Ian thude

nady va&i cac thude khéc.
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11. T#c dung khéng mong mudn ciia thude

Bang tom tat cac phan tng khong mong mudn:

Cic co quan Tan suit (*) Cic phén tng khéng mong mudn

Hé mién dich Rét hiém gip Phan (g di (ing, bao gdm ca phan vé, soc phan vé, ph_:‘an
ung phan vé va phu mach.

Noi tiét Hiém gip Muic dg prolactin tang.

Tam than Rat hiém gip Kich dong, cing thing.

Hé than kinh Rét hiém gap | Téc dung ngoai thép, co gidt, budn ngu, dau dau.

Chua ré R6i loan truong luc co, hoi chimg chin khong nghi.

Mt Chua ré Bénh vé.“u_l nhén.

Tim mach Chua & | Loan nhip that, kéo dai khoang QT, xoan dinh, dot tir do
tim mach (xem muc Cénh béo va thén trong khi ding
thubce).

Da day — rudt Rat hiém gap Bénh tiéu chay, dau bung thoang qua rat hiém xay ra.

Da va mé dudi da | Rat hiém Néi may day, ngira, phat ban.

Hg¢ sinh san va It gip Dau v

tuyén vii Hiém giip Tiét sita qua mirc binh thudng, nir héa tuyén vi, vé kinh.

Chua ré Giam ham mudn tinh duc.

(*)Tan suét tac dung khong mong mudn duge dinh nghia nhu saﬁ: Rét thuomg gip (ADR > 1/10),
thudng gép (1/100 < ADR < 1/10), it gdp (1/1000 < ADR < 1/100), hiém gép (1/10000 < ADR <
1/1000), rat hiém gap (ADR < 1/10000), khdng rd (khong duge wde tinh tir dif liéu c6 san).

- Diéu tri: R4t hiém: Thir nghiém chirc ning gan bét thudng.

* Pot cip cua hdi ching chan khong nghi & nhitng bénh nhan bi bénh Parkinson. Boi vi tuyén
yén ndm ngoai hang rdo mau ndo, domperidon ¢6 thé 1am ting ndng d prolactin.

Trong trudng hop hiém ting prolactin huyét ndy ¢6 thé dan dén tac dung khéng mong mudn thin
kinh - ndi tiét nhu tiét sita qua muc binh thuong, nit hoa tuyén via va vo kinh. Tac dung khong
mong mudn ngoai thap la ngoai 1§ & ngudi 1én. Céc tic dyng khong mong mudn s& mét di sau khi
ngung diéu tri.

* Tré em: Réi loan ngoai thap xay ra chu yéu & tré so sinh va tré em.

Anh huéng lién quan dén hé thin kinh trung vong khéc nhu co giat, kich déng va mét ngu ciing
rit hiém va chi yéu la bdo cdo & tré so sinh va tré em.

Béo cao phan tng c6 hai

Béo cdo phin (g c6 hai sau khi thudce duge cip phép luu hanh rit quan trong dé tiép tuc gidm sat
cén biing loi ich/nguy co ciia thube. Cén b y té can béo céo tat ca phan tmg cé hai vé Trung tdm

Quéc gia hodic Trung tdm khu vuc vé Théng tin thudc va Theo di phan tmg c6 hai cia thube.

e ll
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Hudmg dén cdch xi tri ADR:

Ngirng ding thude va diéu tri triéu chimg.

12. Qua lidu va cach xir tri

Triéu chitng:

Triéu ching qué lidu di duge bao cdo nhu: Kich dong, y thirc thay ddi, co gidt, méit phuong

huéng, bubn ngu va phan @mg ngoai thép.

Xir tri:

- Khéng co thube giai doc dic hiéu. Trong trudng hop qua lidu, can thuc hién cac bién phap
diéu trj tridu chimg ngay lap tirc. Nén theo doi dién tdm dd do cé kha ning kéo dai khoang
Qs

- Rirada day ciing nhu ding than hoat, c6 thé hiru ich.

- Giamsity té chit ché va hd tro diéu tri dugc khuyén Ikhich.

- Thude khang cholinergic, chéng parkinson c thé hiru ich trong viéc kiém soat cac phan img
ngoai thap.

13. Cic diic tinh duge lue hoe

Nhém dwge Iy: Thude chdng ndn/thude déi khang dopamin.

Mai ATC: AO3F AO3

Domperidon la thuéc dbi khing thu thé dopamin véi dic tinh chéng non 6i. Domperidon khong

dé dang qu‘a dugc hang rao mau ndo. O ngudi sir dung domperidon, dic biét I ngudi 16n, tac

dung khong mong muén nhur hdi chimg ngoai thap rat hiém gap, nhung domperidon thiic dy su
tiét prolactin tai tuyén yén. Tac déng chéng nén ¢6 thé do s phdi hop ciia tic dong ngoai bién

(ting vén dong da day) va viéc khang thu thé dopamin tai ving cam (ing héa thu thé CTZ

(chemoreceptor trigger zone) nim & ngoai hang rao mau nao & ving kiém soat non ctia hanh tiy.

Qua nghién ciru trén dong vt chi ra ndng do tim thdy trong nio thp, cho thdy tic dung cua

domperidon chu yéu trén cac thyu thé dopamin ngoai bién.

Nghién ciru’ ngudi cho thdy uéng domperidon lam gia ting truong luc co thit thuc quan duéi,

cai thién van dong hang vi ta tring va ting lam rdng da day. Thubc khong anh hudng 1én su tiét

cua da day.

13. Cic dic tinh dwge dong hoe

Hip thu

O nhitng ngudi doi, domperidon hip thu nhanh sau khi uéng, v6i ndng d6 dinh trong méu dat

dugc sau 30 - 60 phut.

Sinh kha dung tuyét ddi ciia domperidon dudng udng thap (khoang 15 %) Ia do su chuyén héa

ban déu rong rdi trong thanh rudt va gan. Mdc du sinh kha dung cta domperidon ¢6 gia ting &

ngudi khoe manh khi udng sau bira @n, bénh nhin c6 vin dé vé tiéu hoa nén ung domperidon
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trude khi dn 15 - 30 phut. Nf’ing dd acid trong da day giam khong lam suy giam su hfip thu
domperidon base. Sinh kha dung dudng udng ciia domperidon base khong bi giam néu truée do
bénh nhan ubng ddng thoi cimetidin hay natri bicarbonat. Thoi gian dat ndng d6 dinh s& hoi
cham va AUC s& hoi tang khi thuée duoc udng sau khi zn.
Phin b y
Domperidon diing dudng udng khéng tich lily hay tao ra chuyén héa riéng, ndng db dinh trong
huyét tuong dat duge sau 90 phut 12 21 ng/ml, sau khi uéng 30 mg/ngdy trong 2 tuin thi hdu nhu
twong dwong véi ndng do dinh dat duoc sau lidu uéng déau tién 14 18 ng/ml. Ti 1¢ domperidon giin
két protein huyét tuong 12 91 — 93 %. Nghién ciru su phan phdi thudc bing céch danh diu phong
xa trén stc vét cho thay thude duoce phan b rong rii trong mé co thé nhung ndng do thap trong
ndo. O chudt, mét luong nhé thube di qua nhau thai.

Chuyén hoa

Domperidon trai qua qua trinh chuyén héa nhanh va nhiéu tai gan bing sy hydroxyl héa va khir

N-alkyl. In vitro, thi nghiém vé& chuyén hoa véi cac thude (rc ché cho thdy CYP3A4 la mot dang

chinh ciia cytochrom P450 lién quan dén su khir N-alkyl cia domperidon, trong khi CYP3A4,

CYP1A2 va CYP2EI lién quan dén sy hydroxyl héa nhén thom ciia domperidon.

Thai trir

Thai trir qua nude tiéu va phan khoang 31 % va 66 % liéu uéng. Mot phan nho thube duge thai ra

ngoai & dang nguyén ven (10 % qua phan va | % qua nude tiéu). Thoi gian bén thai trong huyét

tuong sau khi udng lidu don 12 7 - 9 gid & ngudi khée manh nhung kéo dii & bénh nhan suy chire
nang than trdm trong.

St dung & nhirng d6i twong dic biét

- Suy giam chirc nang gan: O bénh nhén suy giam chiic ning gan trung binh (Pugh score 7 dén
9, d6 Child-Pugh B), gi4 tri AUC va ndng do dinh trong huyét twong ctia domperidon cao hon
& ngudi khoe manh lan luot 13 2,9 va 1,5 lan. Ti I¢ khong géﬁ két ting 25 % va thoi gian ban
thdi kéo dai 15 - 23 gi. Nhitng bénh nhan suy giam chic ning gan mic dg nhe ¢6 ndng do
thudc thép hon mét chit so véi ngudi khoe manh dya trén Cmax va AUC, khong c6 su thay
dbi vé su gin két vai protein hay thdi gian béan thai. Khéng nghién ciru trén céc bénh nhan suy
giam chirc nang gan nang (xem Chéng chi dinh).

- Suy thdn: O nhimg bénh nhan suy than ning, (creatinin huyét thanh > 6 mg/100 mL, tirc > 0,6
mmol/L) thoi gian ban thai cia domperidon ting tir 7,4 - 20,8 gid, nhung ndng dd thude trong
huyét twrong thdp hon & ngudi ¢6 chire niing thin binh thudng. Mdt luong rit nho thube con
nguyén ven (khodng 1 %) dugc bai tiét qua than.

- Tré em: Dua trén dit liéu gidi han cua duoc dong hoc, néng d6 domperidon trong méu ¢ tré

sinh non pht hgp véi nhiing bao cao khac trén ngudi lon.

o~
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14. Quy cich dong goi

- Hop 3 vix 10 vién.

- Hop 5 vix 10 vién.

- Hop 10 vi x 10 vién.

15. Dieu kién bio quén

Noi kho, du¢i 30°C, tranh anh sang.
Bao quan trong bao bi gbc cua thude.
16. Han dung cia thude

36 thang ké tir ngay san xuét.

17. Tiéu chuén chit lwgng

Tiéu chuén co so.

18. Co sé san xuit:

A\BIPHA

CONG TY CO PHAN DUQC PHAM CONG NGHE CAO ABIPHA
Dja chi: L6 CN-2, KCN Phit Nghia, X& Phii Nghia, Huyén Chuong My,
Thanh phé Ha Ngi
Dién thoai: 024.6262 7788



