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DOMSAVE

Vién nén bao phim Domperidon 10 mg
Thude nay chi diing theo don thube. Dé xa tam tay tré em. Poc ki huémg dén sir dung trude
khi diing.

1. Tén thudc: Domsave.

2. Thanh phin: Mdi vién nén bao phim chira:

- Thanh phan hoat chat: Domperidon (dud6i dang Domperidon maleat) 10 mg.

- Thanh plufn ta dwoe: Lactose monohydrat, tinh bt ngd, magnesi stearat, silicon dioxid
dang keo, Instacoat Universal White (IC-U-1308).

3. Dang bao ché: Vién nén bao phim
- M6 ta san pham: Vién nén bao phim hinh tron, mau tring, hai mat ban 15i, mot mit ¢6 khic
chit ACME, mdt mit ¢6 vach (khéng dugc bé dé chia doi lidu).

4. Chi dinh
Thude Domsave duge chi dinh dé diéu tri triéu ching nén va budn non.

5. Li¢u dung, cich dung

Thude Domsave chi nén st dung liéu thip nhét c6 hidu qua trong thoi gian ngén nhét dé kiém
sodt non va budn nén.

Nén ubng thude Domsave trude bira &n. Néu udng sau bira in, thudc c6 thé bi chdm hép thu.
Bénh nhan nén uéng thude vao thai gian cé dinh. Néu bj quén 1 lidu, c6 thé bo qua lidu d6 va
tiép tuc diing thudc theo lich trinh nhur cfi. Khdng nén tang lidu gip doi @& bu cho lidu da
quén.

Thoi gian diéu tri tdi da khong nén vugt qua mot tudn.

Ngudi 16n va tré vi thanh nién (tir 12 tudi tré 1én va cin ning tir 35kg tré 1én)

| vién Domsave (10 mg domperidon), c¢6 thé ding 1én dén 3 Idn/ngay, liéu téi da 1a 30
mg/ngay (3 vién Domsave/ngay).

Tré so sinh, tré nhd. tré em (dudi 12 tudi) va tré vi thanh nién cén ning duéi 35k
Do cén ding lidu chinh xdc nén cée dang thude vién nén khong thich hgp cho tré nho va tré
vi thanh nién cdn ndng dudi 35kg. Nén ding dang hén dich udng cho nhitn g bénh nhan nay.
Bénh nhan suy gan

Chong chi dinh ding domperidon cho bénh nhdn suy gan trung binh va ning (xem muc
Chong chi dinh). Khong can hiéu chinh liéu dbi v6i bénh nhén suy gan nhe (xem muc Dic
tinh duge dong hoc).

Bénh nhan suy than

Do thoi gian ban thai cua domperidon bi kéo dai & bénh nhén suy thin ning nén néu ding
nhic lai, s6 lan ding thudc can gidm xubng con 1 hofic 2 lan/ngay tiy thude vio mite do suy
than, va ¢6 thé cin giam liéu.

Khong c6 yéu ciu gi dic biét vé viée xir Iy thube sau khi sir dung.
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6. Chong chi dinh

Domperidon can chéng chi dinh trong nhitng trudng hop sau:

- Bénh nhan da biét mdn cam véi domperidon hay v6i bat ky thanh phén t4 duge nao cua
thude.

- U tuyén yén bai tiét prolactin (prolactinoma).

- Bénh nhéan suy gan trung binh va néng (xem muc Pic tinh duge ddng hoc).

- Bénh nhan c6 thoi gian dan truyén xung dong tim kéo dai, dac biét 1a khoang QT, bénh
nhin c6 rdi loan dién giai rd rét hodc bénh nhin dang c6 bénh tim mach nhu suy tim sung
huyét (xem muc Canh bao va than trong khi ding thudc).

- Diing ddng thdi v6i céc thubc kéo dai khoang QT (xem muc Twong tic thude).

- Dung ddng thdi véi cac thube trc ché CYP3A4 manh (khong phy thude tac dung kéo dai
khoang QT) (xem muc Tuong tic thudc).

- Khong dung domperidon khi vi¢e kich thich nhu dong da day co thé gay nguy hiém nhu &
bénh nhan b xudt huyét, tic nghén co hoc hodc thing da day - rudt.

7. Canh bdo va thin trong khi ding thudc

Suy thén

Thoi gian ban thai ciia domperidon bi kéo dai ¢ bénh nhéan suy than niang. Trong truong hop
ding nhiic lai, tAn suft ding domperidon can giam xuéng con 1 hodc 2 lan/ngay tiy thudc
vio mirc do suy than. C6 thé cin giam liéu.

Tac dung trén tim mach

Domperidon 1am kéo dai khoang QT trén dién tdm dd. Trong qué trinh gidm sat hau mai, cé
rit it béo cdo vé kéo dai khoang QT va xodn dinh lién quan dén sir dung domperidon. Cac
béo cdo nay cé cic yéu tb nguy co gay nhiu nhur réi loan dién gidi hay cac thudc ding déng
thoi (xem myc Tac dung khéng mong mudn).

Céc nghién ciru dich t& cho thidy domperidon c6 thé 1am ting nguy co loan nhip thit nghidm
trong hodic dot tir do tim mach (xem muc T4c dung khéng mong mubn). Nguy co ndy cao hon
d6i v&i bénh nhén trén 60 tudi, bénh nhan ding lidu hang ngay 16n hon 30 mg va bénh nhan
ding dong thoi véi thude kéo dai khoang QT hoic thude tic ché CYP3A4.

Str dung domperidon voi lidu thép nhét c6 hidu qua & nguoi 1om va tré em.

Chdng chi dinh dung domperidon cho nhitng bénh nhan cé thoi gian din truyén xung dong
tim kéo dai, dic biét la khoang QT, bénh nhan c6 réi loan dién giai ro rét (ha kali méu, ting
kali mau, ha magnesi mau), hodc nhip tim chdm, hogc bénh nhin dang méc bénh tim mach
nhu suy tim sung huyét do nguy co rdi loan nhip thit (xem muc Chdng chi dinh). R4i loan
dién giai (ha kali mau, ting kali mau, ha magnesi mau) hogc nhip tim chdm da dwoc biét dén
la yéu t6 1am tang nguy co loan nhip tim.

Can ngimg diéu tri véi domperidon va trao ddi lai v6i cén bd y té néu c6 bit ky triéu chimg
hay déu hidu nao lién quan dén rdi loan nhip tim.

Khuyén b¢nh nhéin nhanh chéng bio céo bit ky céc tridu chimg nio trén tim mach.

St dung voi apomorphine

Chéng chi dinh ding domperidon ddng thdi véi cac thube kéo dai khoang QT bao gdm
apomorphine, trir khi lgi ich ctia viéc ding ddng thdi véi apomorphine vuot trdi so véi nguy
¢o, va chi khi khuyén céo thén trong cia viéc ding ddng thoi trong to thong tin cta thudc
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apomorphine dugc tufin thi chit ch& Cén tham khdo thém td thong tin thubc cta
apomorphine.

Cénh bdo véi td durge: Thubc Domsave ¢ chira lactose monohydrat nén khong ding thube
nay cho nhimg bénh nhin méic cac vin dé di truyén hiém gip vé khong dung nap galactose,
thiéu lactase toan phan hodc kém hép thu glucose-galactose.

8. Sir dung thudc cho phy nir ¢6 thai va cho con bu

Phu nit dang mang thai

C6 it dit liéu hau mai vé viéc str dung domperidon cho phu nit dang mang thai. Céc nghién
cltu trén dong vat di ghi nhan doc tinh sinh san khi ding céc mirc lidu cao gy ddc cho dong
véat me. Chi sir dung domperidon cho phu nir dang mang thai khi lgi ich diéu tri du tinh vuot
troi.

Phu nit cho con ba

Domperidon bai tiét qua sita me va tré b me nhan duge it hon 0,1% liéu theo cdn ning cia
me. Céc tac dung bét lgi, dic biét 1a tac dung trén tim mach vén c¢6 thé xay ra sau khi tré ba
sita me. Cén cén nhic loi ich cta viée cho tré bu sita me va loi ich cta viée didu tri cho me dé
quyét dinh ngimg cho con bd hay ngimg/tranh diéu trj bing domperidon. Cin than trong
trong trudng hop c¢é yéu t6 nguy co 1dm kéo dai khoang QT & tré bl me.

9. Anh hudng 1én kha niing 14i xe, vin hinh mdy méc
Domperidon khéng c6 hodc ¢6 anh hudng khong dang ké 1én kha ning 1ai xe va van hanh
may moc.

10. Twong tic, twong ky, ciia thude

e Tuong tac:

Con dudng chuyén hoa chinh ctia domperidon 12 thong qua CYP3A4. Cac dit lidu in vitro goi
y rang dung dong thoi vai cac thude e ché manh enzym nay c6 thé lam ting ndng do trong
huyét tuong ctia domperidon.

Téng nguy co kéo dai khoang QT do tuong tac duge dong hoc va/hodc duge luc hoc.

Chong chi dinh ding dong thoi véi cic thude sau

Céc thude lam kéo dai khoang QT:

- Thubc chbng loan nhip tim nhém IA (vi du: disopyramid, hydroquinidin, quinidin)

- Thudc chéng loan nhip tim nhém III (vi du: amiodaron, dofetilid, dronedaron, ibutilid,
sotalol)

- Mét sb thude chéng loan thin (vi du: haloperidol, pimozid, sertindol)

- Mot s6 thude chéng trdm cam (vi dy: citalopram, escitalopram)

- Mot s6 thude khang sinh (vi dy: erythromyein, levofloxacin, moxifloxacin, spiramycin)

- Mt s6 thude chéng ndm (vi du: pentamidin)

- Mot s6 thude didu tri st rét (ddc biét 1a halofantrin, lumefantrin)

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

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

- Mot s6 thudc diéu tri ung thu (vi dy: toremifen, vandetanib, vincamin)

- Mot s6 thude khac (vi du: bepridil, diphemanil, methadon)

(Xem muc Chémg chi dinh).
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- Apomorphine, trir khi lgi ich ctia viéc dung dong thoi v6i apomorphine vuot trdi so véi
nguy co, va chi khi khuyén cdo thin trong ctia viéc ding déng thoi duge tuan thi chit ché.
Can tham khéo thém t& thong tin thudc ctia apomorphine.

Chit trc ché CYP3A4 manh (khong phu thudc téc dung kéo dai khoang QT), vi du:

- Thudc trc ché protease

- Thuée chéng nidm toan thin nhém azol

- M6t sb thube nhém macrolid (erythromyein, clarithromycin va telithromycin)

(Xem muc Chéng chi dinh).

Khéng khuyén cdo ding ddng thoi véi cdc thude sau

Thude e ché CYP3A4 trung binh, vi du: diltiazem, verapamil va mot sé thudc nhoém
macrolid.

(Xem muc Chéng chi dinh).

Sir dung thin trong khi dung dong thi véi cic thude sau

Thude cham nhip tim, thudc 1am giam kali mau va mot s thube nhém macrolid sau gbp phin
lam kéo dai khoang QT: azithromycin va roxithromycin (chdng chi dinh clarithromycin do 12
thude ttc ché CYP3A4 manh).

Danh séch cac chét & trén 1a cc thudc dai dién va khong day du.

Céic nghién ctu twong tic thubc doc lap vé duoc dong hoc/dwoce luc hoc in vivo véi
ketoconazol hodc erythromycin ding dudng udng trén nhitng ddi twgng khoe manh da cho
thay cde thude niy tc ché rd rét chuyén héa 1in diu ciia domperidon qua CYP3A4.

Viéc ubng dong thdi domperidon 10 mg x 4 1An/ngay va ketoconazol 200 mg x 2 lin/ngay,
lam kéo dai khoang QTc trung binh la 9,8 mili gidy trong khoang thoi gian quan sét, vé6i dao
dong tai cdc thoi diém khéc nhau tir 1,2 dén 17,5 mili gidy. Viéc ubng ddng thdi domperidon
10 mg x 4 lan/ngdy va erythromycin 500 mg x 3 lan/ngay, khoang QTc trung binh trong
khodng thoi gian quan sét kéo dai thém 9,9 mili gidy, véi dao dong tai cac thoi diém khac
nhau tir 1,6 dén 14,3 mili gidy. Gi4 tri Cmax va AUC ctia domperidon & trang thai én dinh
déu ting khoang 3 14n trong mdi nghién clru tuong tac nay. Trong céc nghién ciru ndy, udng
domperidon don tri li¢u véi lidu 10 mg x 4 1dn/ngdy da 1am tang khoang QTc trung binh la
1,6 mili gidy (trong nghién ciru véi ketoconazol) va 2,5 mili gidy (trong nghién ciru véi
erythromycin), trong khi ding ketoconazol don tri ligu (lidu 200 mg x 2 lan/ngdy) 1am ting
khodng QTec twong Umg 1a 3,8 va 4,9 mili gidy trong khodng thdi gian quan sat.

’ Tuong ky: do khéng c6 céc nghién clru vé tinh tuong ky ctia thube, khong tron 14n
thude nay véi cac thude khéc.

11. Tdc dung khong mong mudn

Céc tac dung khong mong mudn khi diing thudc nay dwoc phén loai theo tin sudt sau day:
Rét thuong gap (>1/10); Thuong gip (21/100 dén <1/10); it gip (>1/1,000 dén <1/100);
Hiém gip (=1/10,000 dén <1/1,000); Rét hiém gip (<1/10,000), Chua 16 (Chua thé danh gi4
dugc tir cac dit liéu thir nghiém 1am sang).

H¢ co quan Téc dung khéng mong muén
Tan sufit
Thuong gép It gap Chua ro
R6i loan hé mién Phan tUng phan vé
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dich

(bao gom soc phan
vé)

Rdi loan tam than

Giam ham muén tinh
due, lo lzfmg

Kich déng, bon chon

Réi loan than kinh

Budn ng, dau dau

Co giét, roi loan
ngoai thap

RGi loan & mat

Con véin nhan

ROi loan tim mach

Loan nhip that, kéo
dai khoang QT, xoén
dinh, dot tr do tim
mach (xem muc
Canh bdo va thén

trong khi diing thuéc)
R6i loan da day - |Kho miéng Tiéu chay
rudt
ROi loan da va md Phéat ban, ngira May day, phtt mach
dudi da
ROi loan than va tiét Bi tiéu
niéu
Rdi loan hé théng Hoi ching da tiét | Nir hoa tuyén vi, vo
sinh san va tuyén vii sita, dau va mém vii | kinh
Réi loan chung va rdi Suy nhuoc
loan tai vi tri dung
thude
Dang danh gia Bat  thuong  xét

nghiém chic ning
gan, tdng prolactin
trong mau.

Trong mdt nghién ctru dugc tién hanh trén 45 ngudi, st dung cc mirc lidu domperidon cao
hon, diéu trj trong thoi gian dai va diéu tri cho mot s6 chi dinh khac bao gdm chimg liét da
day do d4i thio dudmg, tan suit xudt hién céc tac dung khong mong muén (ngoai kho miéng)
dugc ghi nhan cao hon dang ké. Piéu nay dic biét ro rang hon véi cdc tac dung khong mong
mubn duge cho 1a ¢6 lign quan dén ting prolactin. Ngoai céc tic dung khéng mong muén
dugc ligt ké & bang trén, nghién ciru nay con ghi nhin céc tic dung khéng mong muébn khéc
nhu rdi loan van dong, chay sita, via to, sung v, trim cam, qué mAn, cac rdi loan tiét sita,
kinh nguyét bit thudng.

Bdo cdo phan tmg ¢ hai

Béo cdo phén tmg c6 hai sau khi thude duge cdp phép luu hanh tét quan trong dé tiép tuc
gidm sét can bing loi ich/nguy co cta thube. Can bd y té cn bio céo tit ca phan tmg ¢6 hai
vé& Trung tdm Qudc gia hodc Trung tAm khu vuc vé& Théng tin thudc va Theo doi phan Gng c6
hai ctia thude.

12. Qua liéu va cdch xir tri
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- Triéu chimg: Céc triéu chimg khi diing thube qua lidu c6 thé bao gdm kich dong, thay dbi ¥
thire, co giét, mét dinh hudng, budn ngu va cac r6i loan ngoai thap.

- Xir trf: Chua cé thudc giai doc dic hiéu cho domperidon. Trong trudng hop qué lidu, cén
thue hién céc bién phap diéu tri tri¢u ching ngay 1ap tic. Ciing ¢ thé cho bénh nhan rira da
day va dung than hoat. Nén theo d&i dién tim d6 do ¢6 kha ning kéo dai khoang QT. Khuyén
céo theo ddi chit ché tinh trang va diéu tri hd tro cho bénh nhan.

Céc thuée khing cholinergic va céc thude didu tri Parkinson co thé gitp dé kiém soat cac
phan (g ngoai thap.

13. Pic tinh dwge Irc hoe

Nhém duge 1y: Thude chéng non.

Mi ATC: AO3FA03

Co ché tic dung

Domperidon 1a mét thube déi khang dopamin véi céc dic tinh chéng nén. Domperidon khé
di qua dugc hang rao mau ndo. O nhimng ngudi sir dung domperidon, dic biét 13 & nguoi 16m,
rit hiém khi gip phai cic tac dung khong mong mudn ngoai thap, nhung domperidon kich
thich giai phéng prolactin tir tuyén yén. T4c dung chng nén c6 thé do su phéi hop gifta céc
tdc dung ngoai bién (trén da day) va tdc dung dbi khang véi céc thu thé dopamin trong ving
kich hoat thy thé héa hoc (chemoreceptor trigger zone) nim bén ngoai hang rao mau nio
trong vung nhén cam héa hoc (postrema). Trong cdc nghién ctru trén dfng vat, cling véi viée
phat hién ra ndng d6 thudc thdp trong ndo con ghi nhin cdc anh huong ngoai bién chiém wu
thé ctia domperidon 1&n céc thu thé dopamin.

Cac nghién ctru trén ngudi cho thdy khi ding domperidon dudmg ubng da lam tang ap luc
thuc quan, cai thién nhu dong t trang va nhanh 1am trong da day. Thude khong c6 anh hudng
1én sy bai tiét ciia da day.

14. Dic tinh dwge dong hoc

Hap thu

Domperidon dugc hip thu nhanh chéng sau khi diing dudng udng, véi nong d6 dinh trong
huyét twong xuét hién sau khoang 1 gi& sau khi ding thudc. Cac gid tri Cmax va AUC cia
domperidon ting ti 1¢ thuén véi liéu trong khoang lidu tir 10-20 mg. DA ghi nhén sy tich liy
domperidon tang 1én tir 2-3 1an khi diing thudc 4 1in mBi ngay (ding thubc mdi 5 gid) trong 4
ngay.

Domperidon ¢6 sinh kha dung tuyét di thap qua dudng udng (khoang 15%) do thudc duoc
chuyén héa lan dau manh & thanh rudt va gan. Mic du sinh kha dung ctia domperidon ¢6 ting
1én khi dung thudc sau bita dn & ngudi binh thudng, bénh nhan ¢6 cac vin @& & da day - rudt
nén dung domperidon tir 15-30 phiit trude bira &n. Khi tinh acid cia dich vi da day giam ciing
lam gidgm kha nang hap thu cua domperidon. Sinh kha dung dudng udng cua domperidon
cling gidm bdi viée dung cimetidin va natri bicarbonat trude ddy. Néu udng thude sau khi #n
cling s& lam chim thei gian dé dat duge sy hip thu t6i da va 1am ting nhe AUC.

Phin bb

Khi ding domperidon dudng uéng duong nhu khéng giy ra tich lity hay su chuyén héa cua
chét nay, néng dé dinh trong huyét twong sau khi ding thuéc 90 phut 12 21 ng/ml. Sau 2 tuin
ding dudng ubng véi liéu 30 mg mdi ngay, ndng dd nay do duge gin nhu tuong ty véi gia tri
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la 18 ng/ml sau khi ding liéu dau tién. Domperidon lién két khoang 91-93% véi protein huyét
twong. Céc nghién ciru vé phan b6 sir dung domperidon gén ddng vi phéng xa & dong vat cho
thiy thubc dugc phan bd nhiéu vao trong cic md nhung c6 ndng dd thip trong ndo. Mot
lugng nhé thude di qua duoc hang rao nhau thai & chudt.

Chuyén héa

Domperidon dugc chuyén héa nhanh va manh & gan do sy hydroxyl héa va khir N-alkyl hoa.
Nghién ctru vé sy chuyén héa in vitro véi cic chét ic ché chin doan cho thdy CYP3A4 1a
déng phin cytochrom P450 chinh ¢6 lién quan dén qua trinh khir N-alkyl héa cua
domperidon, trong khi d6 CYP3A4, CYP1A2 va CYP2El c6 lién quan dén quéd trinh
hydroxyl héa nhan thom ctia domperidon.

Thai trir

Sy thai trir qua nude tiéu va qua phan chiém 14n lugt khoang 31 va 66% cuia lidu ding duong
ubng. Ti 1¢ thudc duge thai trir dudi dang khong thay déi 1a rit nhé (chiém 10% su thai trir
qua phén va khoang 1% su thai trir qua nudc tiéu). Thoi gian ban thai sau khi udng mat lidu
don 14 tir 7-9 gior & nhing ddi tugng khoe manh nhung kéo dai hon & nhiing bénh nhén bi suy
than nang.

Bénh nhén suy gan

O nhitng bénh nhén suy gan trung binh (chi s6 Pugh 7-9, Child-Pugh nhém B), AUC va
Cmax ctia domperidon ting lan lugt 1a 2,9 va 1,5 Ian so v&i ngudi khoe manh. Ti 18 thuée
dang tur do ting 25% va thoi gian béan thai pha cudi ting tir 15 dén 23 gid. Vi cac bénh nhan
bi suy gan nhe c6 Cmax va AUC giam so voi ngudi khoe manh nhung khéng 1am thay déi ti
1& lién két véi protein huyét twong va thoi gian ban thai pha cudi. Chua ¢6 nghién ctru trén
ngudi bénh bj suy gan nang. Chéng chi dinh ding domperidon & nhimg bénh nhan bj suy gan
trung binh ho4c ning (xem muc Chéng chi dinh).

Bénh nhén suy than

O nhimg bénh nhan bi suy thin nang (d6 thanh thai creatinin < 30ml/phtt/1,73m?), thdi gian
bén thai ctia domperidon ting tir 7,4 1én 20,8 gi¢, nhung nong do thudc trong huyét twong
thép hon so véi & nhitng ngudi tinh nguyén khoe manh. Do chi ¢6 mot hrong rat nhd cua
thudc & dang khong thay di (khoang 1%) duoc théi trir qua thin nén it c6 kha ning cin phai
diéu chinh liéu khi ding mét liéu don & nhimg bénh nhan bj suy than.

Tuy nhién, khi diing thuée nhic lai, nén giam tan suit ding thubc xuéng con 1 hodc 2 1in mdi
ngay tly thude vao mirc d6 suy thin va néu cin thiét ciing c6 thé giam lidu.

Bénh nhi

Chura c6 dir liéu nghién ctru duge dong hoc & tré em.

15. Quy cdch dong goi
Hop 10 vi x 10 vién nén bao phim.

16. Diéu kién bao quin
Bio quén thude & nhiét d¢ dudi 30°C, tranh 4nh sang va trdnh 4m.

17. Han dung
36 thang ké tir ngay san xut.
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18. Tiéu chuin chit Irgng
Nha sin xuét.

19. Tén, dia chi ctia co s& sdn xuit thude
The ACME Laboratories Ltd.
Dhulivita, Dhamrai, Dhaka, Bangladesh.
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