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* AGIMOTI-S

Thuéc nay chi ding theo don thudc
Poc ky hwwéng dén str dung trweéee khi ding

Pé xa tam tay tré em
Thanh phan cong thirc cho 1 géi:
 Thanh phan hoat chét:
M&i g6i thubc com AGIMOTI® - S chira:
Domperidon (dw&i dang Domperidon maleat)......... erisindanh. St SN 7 e 2,5mg
SIMONICON .. veeseussrsss s WP U ¢ T . AN St - 50 mg
s iB@00 phaN 18 duroc:

Aspartam, Lactose monohydrat, Crospovidon, Bot huong du, Colloidal silicon dioxid,
Pudng trang, Nudc tinh khiét. ' |
Dang bao ché: Thudc com mau trang dén trang nga, cé vi ngot hoi dang va mui thom
de chiu.
Chidijnh:
Agimoti®-S dwoc chi dinh dé didu tri triéu chizng nén va bubn nén, chéng day hoi, lam
gidm triéu chirng khé chju do ¢6 quéa nhiéu khi trong dwdng tiéu hda, nhw cang
dwong tiéu hoa trén, cdm gidcnéing, day bung, kho tiéu. | -

Cachdiing, lieuding:
Cachdung: - -
Thubc dung dwdrng ubng, ubng thudc trirdre bira &n 15 - 30 phit va néu can thém 1
|An trwedre khi di ngti. Néu ubng sau biva n, thubc co thé bj cham hép thu.
Bénh nhan nén ubng thubc vao thdi gian ¢ dinh. Néu bj quén 01 liéu, c6 thé b qua
lidu d6 va tiép tuc dung thudc theo lich trinh nhir cii. Khdng nén tang liéu gap doi dé
bu cho liéu da quén. |
Liéu dung: | '
Agimoti®-S chi nén str dung lidu th&p nhét co hiéu qua trong thdi gian ngén nhét dé
kiém soat ndn va budn nén. -5
Thai gian diéu trj tdi da khéng nén virgt qua mét tuan.
Nguouan va tré vj thanh nién (tir 12 tubitré:lén va can ngng tir 35 kg trélén):
Ubng 02 - 04 g6i/lan Ién dén 03 1an 01 ngay, véiliéu t6i dala 12 gbi mbi ngay.
Tré em tir 01 tudi dén dudi 12 tudi va tré vj thanh nién canndng dudi 35 kg:
Lidu diing la 0,25 mg*/kg, c6 thé diing 3 1an 1 ngay véi lidu ti da 14 0,75 mg*/kg moi
ngay (vi dy, d6i v&i tré c6 can ndng 10 kg, liéu dung 1a 2,5 mg*, c6 thé duing 3 1&n/ngay
véiliéu tbi dala 7,5 mg*/ngay). | : il
(* Liéu duoe tinh dira vao ham luong clia domperidon)
Hoac: _ | ‘
Tré em tir 01 tudi dén dwdi 02 tudi: Udng Y2 gdiflan 1&n dén 03 1An 01 ngay véi lidu toi
da |2 02 géi mdi ngay. oty ;
Tré em ttr 02 tudi aé):_m dwéi 12 tudi va tré vi thanh nién can nang dwéi 35 kg: Udng 01
g6i/lan, 03 dén 04 1an 01 ngay v lidu t6i da la 04 g6i mdi ngay.
Nén ubng thubc truére bira an/trwde khi cho an. Néu udng sau khi an, thubc c6 thé bi
cham hap thu. '
_Bénh nhén suy gan | _
Agimoti®-S chéng chi dinh v&i bénh nhan suy gan trung binh va ndng (xem phan
chéng chi dinh). Khong cin hiéu chinh lidu d6i véi bénh nhan suy gan nhe. -
Bénh nhén suy than 4o woih 4 fa
‘Do th&i gian ban thai ciia domperidon bj kéo dai & bénh nhan suy than nang nén néu
_J“d‘gng l_flf%q lai, s6 1an dwa thudc ciia Agimoti®-S can gidm xubng con 1 dén 2 lan/ngay
va hiéu chinh lidu tiry thudc mire 6 suy than.
Mot s6 lwu y déc biét vé xir ly thubc trwdre va sau khi sir dung thudc:
Khéng c6 yéu cau dac biét vé x ly thudc sau khi st dung.
Chongchidinh: ¢ ,
Do thanh phan cla Agimoti®~S cé chira domperidon va simethicon can chdng chi
dinh trong nhirng trird'ng ho'p sau: .-
-Qué man vé&i domperidon, simethicon hodc bat ciz thanh phan nao ctia thubc.
- Bénh nhan suy gan trung binh va nang (xem muc Dwgc ddng hoc).
- Bénh nhan c6 théi gian dan truyén xung ddng tim kéo dai, dac biét la khoang QT,
bé&nh nhan c6 rbi loan dién gidi rd réthodc bénh nhén dang c6 bénh tim mach nhw suy
tim sung huyét. |
- Diing @8ng théi véi cac thube kéo dai khodng QT (xem muc Twong tac thube).
- Dung dbng thei véi cac thube (e ché CYP3A4 (khéng phy thude tac dung kéo dai
- khodng QT) (xem muc Twong tacthube).
-Duing gihéi hop v&i cac chat chéng non tre ché thy thé neurokinin-1 & néo.
~Utuyén yéntiét prolactin (prolactinome).: '
-Nén sau khi md, chay mau dwdng tiéu héa, thiing hodc tac rudt co hoc.
-Tré nhd dwdi 01 tudi.
- Phy nlr mang thai va phu nir dang cho con bu.
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Khéng cé yéu cau d&c biét vé xtr ly thudc sau khi str dung.
Chéng chidinh: _ 3 |
Do thanh phan cGa Agimoti®-S cé chira domperidon va simethicon can chbng chi
dinh trong nhi*rng triré'ng ho'p sau: _
- Quéa man véi domperidon, simethicon hodc bat et thanh phan nao clia thude.
- Bé&nh nhan suy gan trung binh va nang (xem muyc Dwgc dong hoc).
- Bé&nh nhan cb thdi gian dan truyén xung dong tim kéo dai, d&c biét la khoang QT,
bé&nh nhan co réi loan dién gidi ré rét hodc bénh nhan dang c6 bénh tim mach nhw suy
tim sung huyét.
- Duing ddng théi véi cac thube kéo dai khoang QT (xem muyc Twong tac thudce).
- Dung ddng théri véi cac thube tre ché CYP3A4 (khéng phu thudc tac dung kéo dai
khoang QT) (xem muc Twong tac thubce). :
- Duing phéi hop véi cac chét chéng nén (rc ché thy thé neurokinin-1 & néo.
~Utuyén yén tiét prolactin (prolactinome). - !
-Nén sau khi md, chdy mau dwdng tiéu héa, thiing hodc tac rudt co hoc.
-Tré nhé duwéi 01 tudi.
- Phy nir mang thai va phy nr dang cho con bu.
Canh bao va than trong khi dung thudc:
Khéng diing thude nay thuéng xuyén hodic dai ngay.
Lién quan dén domperidon: ' |
Chi dwoc ding thude nay khong qua 12 tuan cho ngudi bénh Parkinson. C6 thé xuét
hién cac tac dung c6 hai & than kinh trung wong. Chi diing thuée nay cho ngudi bénh
Parkinson khi cac bién phap chéng nén khac an toan hon nhwng khdng cé téac dung.
Suythén :
Thoi gian ban thai cia domperidon bi kéo dai & bénh nhan suy than néng. Trong
trwdrng hop dung nhéc lai, tAn suét uéng thubc nay can gidm xudng con 1 dén 2
lAn/ngay tuy thudc mire dd suy than. C6 thé hiéu chinh lidu néu can.
Phai giam 30 - 50% li&u & nguedri suy than va cho ubng thubc lam nhiéu 1an trong ngay.
Tac dung trén tim mach bt
Domperidon 1am kéo dai khoang QT trén dién tam dd. Trong qua trinh gidm sat hau
mai, c6 rét it bdo céo vé kéo dai khoang QT va xoén dinh lién quan dén's dung
domperidon. Cac bao cdo nay cb cac yéu té nguy co gay nhiéunhuw rdi loan dién giai
hay cac thubc dung ddng thri (xem myc Tac dyung khéng mong mubn).
Céc nghién ctru dich té cho thdy domperidon cé thé 1am ting nguy co loan nhip that
nghiém trong hodc dét ttr do tim mach (xem muyc Tac dung khéng mong mubn). Nguy
co nay cao hon déi véi bénh nhan trén 60 tudi, bénh nhan dung liéu hang ngay Ién
hon 30 mg va bénh nhan diing ddng theri thudce kéo dai khoang QT hodic thude trc ché
CYP3A4. v - | '
Str dung domperidon vé&iliéu thap nhat c6 hiéu qua & ngudiléonvatréem.
* "Chéng chi dinh domperidon cho'nhirng bénh nhan c6 thevi gian dén truyén xung ddng
“tim kéo dai, dac biét Ia khoang QT, bénh nhan co roi loan dién giai rd rét (ha kali mau,
tang kali mau, ha magnesi mau), nhip tim chdm hodc bénh nhan dang méc bénh tim
mach nhu suy tim sung huyét do nguy co réi loan nhip that (xem phan Chdng chi
dinh). Réi loan dién gidi (ha kali mau, tang kali mau, ha magnesi mau) hoéc nhip tim
cham d& dwoc biét dén 1a yéu té 1am t&ng nguy co loan nhip tim.
C&n ngirng didu tri v&i domperidon va trao ddi lai véi can bd y té néu cé béat ky triéu
chirng hay dau hiéu nao lién quan dén rdiloan nhip tim.
Khuyén bénh nhan nhanh chéng bao cao cac triu chirng trén tim mach.
Lién quan dén simethicon: | |
Khéng dung thubc nay dé diéu trj con dau bung & tré em vi chwa c6 da thong tin vé Igi
ich va d6 an toan cla simethicon cho Itra tubi nay.
_Khéng diing qua liéu khuyén céo. . ™ -
Tranh db uong c6 carbonat (soda hodc nuwéc ngot) hodic cac thire an co thé lam téng
Iwgrng khi trong da day. ' |
Lién quan dén ta dworc: s
Thanh phan ta dwoc clia thudc nay cé aspartam, lactose, dwdng trang: |
. Aspartam: La mdt ngudn ctia phenylalanin, chat nay c6 thé gay nguy hiém cho nhirng
nguwdi bj phenylceton - niéu. | LA -
- Lactose: Khdng nén diing thudc nay cho bénh nhén c6 van dé di truyén hiém gép vé
khéng dung hap galactose, thiéu enzym Lapp lactase ho&c kém hap thu glucose-
galactose. |
-Duwong trang (sucrose): Khong nén dung thudc nay cho bénh nhan cé cac van dé di
truyén hiém gap vé khong dung nap fructose, hdi chirng kém hap thu glucose,
galactose ho#c thiéu sucrase-isomaltase.

Str dung thudc cho phy ni¥ c6 thai va cho con bu:
Thoiky co thai: _ .
Chua co dir liéu vé do an toan cua domperidon trén nguwdi va ciing khéng rd
simethicon ¢6 qua dwoc nhau thai hay khong, vi vay tranh dung thuéc cho ngudi
mang thai. . il 2 ¥ -
Phuy nir co kha ndng mang thai hodc dang str dung cac bién phap tranh thai nén tham
khaoy kién bac sy c&n than truedre khi diéu tri véri thube nay. |
Khéng cé théng tin vé doc tinh trén thai nhi.
Théi ky cho con bu: virnbe
Domperidon bai tiét qua sira me va tré bu me nhan dwgec it hon 0,1% liéu theo can
nang ctia me. Cac tac dung bat lgi, dac biét la tac dung trén tim mach van co thé xay
ra sau khi tré ba stra me, Can can nhéc lgi ich clia viéc cho tré bu stra me va lgi ich
clia viéc diéu tri cho me dé quyét dinh ngirng cho con bi hay ngirng/tranh diéu tri
bang domperidon. Can than trong trong tredng hgp co yéu t0 nguy co lam kéo dai
khoang QT & tré bd me. N

Anh hwéng ciia thubc 18n kha nang lai xe,van hanhmay méc:
Chura cé bang chirng vé anh hurdng ctia thudc 1én kha nang lai xe, van hanh may maéc.
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Twong tac, trong ky ctia thudc:
Twong tac cua thubce véi cac thudce khac va cac loai twong tac khac:
Lién quan dén domperidon: ' | - .
Néu dung Agimoti®-S ciing véi cac thubc khang acid hodc trc ché tiét acid thi phai
uéng Agimoti®-S trwéc bira an va ubng cac thudc khang acid hodc e ché tiét acid
sau blra an. -
Thubc gidm dau opioid va cac thudc khang cholinergic cd thé dbi khang tac dung clia
domperidon trén nhu djng duwdng tiéuhda.
Domperidon c6 thé déi khang tac dung lam gidm prolactin huyét twong cla
bromaocriptin. |
Domperidon c6 thé lam téng téc dd hdp thu qua dudng tiéu héa clia paracetamol do
lam thay d6i nhu ddng dwdng tiéu hoa. 167 : 5 abikdk
Tang nguy co kéo dai khoang QT do tuo'nﬂ tac duwgrc ddng hoc hodc durgc lrc hoc.
Chéng chidinh dung dong théi véi cac thudc sau: |
Céc thudc lam kéo dai khoang QT: 3
- Thudc chéng loan nhip tim nhém 1A (vi dy: Disopyramid, hydroquinidin, quinidin).
- Thubc chéng loan nhip tim nhoém 11 (vi du: Amiodaron, dofetilid, dronedaron, ibutilid,
sotalol). . , :
- Mot s:.’)’) thuéc chéng loan than (vi dy: Haloperidol, pimozid, sertindol).
- Mét sb thubc chdng tram cadm (vi dy: Citalopram, escitalopram).
- Mt sb thubc khang sinh (vi dy: Erythromycin, levofloxacin, moxifloxacin, spiramycin).
- M6t s6 thubc chéng ndm (vi du: Pentamidin).
- M6t sé thubc didu trj sbt rét (@3c biét 1a halofantrin, lumefantrin).
- M6t sb thube da day - rudt (vi dy: Cisaprid, dolasetron, prucaloprid).
- Mot sé thube khang histamin (vi du: Mequitazin, mizolastin). |

 -Mot sb thubce didu tri ung thu (vi dy: Toremifen, vandetanib, vincamin).
- Mot s6 thube khac (vi dy: Bepridil, diphemanil, methadon).
(Xem muyc Chéng chidinh) e
Chat trc ché CYP3A4 manh (khdng phu thudc tac dung kéo dai khoang QT), vi du.
-Thudc tre ché protease. |
-Thuéc chéng nAmtoanthan nhomazol.

i VOOE DR 70

- Mét s8 thuée nhém macrolid (erythromycin, clarithromycin va telithromycin).

(Xem muyc Chong chidinh) .

Khoéng khuyén céo dang dbng thoivéi céc thude sau: .

Thubce (¢ ché CYP3A4 trung binh, vi dy: Diltiazem, verapamil va mét s6 thuéc nhom

macrolid.

(Xem muc Chéng chidinh) <N .

Strdung than trong khi ding déng thoi véi céc thube sau:

Thuéc cham nhip tim, thudc lam gidm kali- mau va mét s thuéc macrolid sau gop

phan Iam kéo dai khoang QT: Azithromycin va roxithromycin (chéng chi dinh

clarithromycin do 1a thudc (rc ché CYP3A4 manh). o

Danh sach cac chét & trén la cac thudc dai dién va khdng day du.

Lién quan dén simethicon: -

Levothyroxin: Dung ddng thei levothyroxin va simethicon co thé lam giam héap thu

levothyroxin, d&n dén gidm hiéu qua cla levothyroxin, gdy gidm nang tuyén giap.

Néu ding ddng theri 02 thubc nay phai ubng céch nhau it nhat 04 gi¢r. Theo doi mirc

TSH va/hoéac cac danh gia khac vg chirc naéng tuyén giap khi bat dau dung hoéc khi

ngtrng dling simethicon trong khi diéu tri bang levothyroxin. :

Twong ky ctia thudc: -
- Dokhong co cac nghién ctru vé tinh twong ky ciia thude, khéng tron

cacthubckhac. e -

Tac dung khéng mong muén: | - - '
Céc phan rng c6 hai dwo'c phan nhém theo tan suét: Rat thwdng gép (ADR 2 1/10),
thwérng gép (1/100 € ADR < 1/10), ‘it g&p (1/1.000 < ADR < 1/100), hiém gap
(1/10.000 < ADR < 1/1.000), rat hiém gap (ADR < 1/10.000); khdng thé wéc lrong
tAn suét dwoc liétké "Chuwa ro tan suét”. | -

- Khi ubng Agimoti®-S ¢6 thé xay ra tac dung khéng mong mudn lién quan dén
domperidon nhw sau:
ltgap -
Tiéu héa; Nén, budn nén;, tiéu chay, khd miéng.
Than kinh trung wong: Bau dau, matngl.
Hiém gap schinial €
Réi loan ngoai thap va bubn ngli c6 thé xay ra voity 1é rat thap va thuémng do roi lozn tinh
thAm clia hang rao mau - néo (tré dé non, tén thuong mang ndo) hodc do quéliéu.
Chay sira, rbi loan kinh nguyét, mét kinh, vii to hodc dau tirc vi do téng prolactin
huyét thanh c6 thé gép & ngudi bénh diing thudc liéu cao daingay.
Chuwra rd tan suét i T
Réi loan tim mach: Loan nhip thét, kéo dai khoang QT, xodn dinh, @t t&r do tim mach
(xem muyc Céctinhtrang can than trong). ¥ SV
Hwéng dan cach xirtri ADR C Ve TISHRDemETY
Ngirng dung thubc va diéu tr triéu chirng. ' nsn

Qua liéu va cach xdr tri:

Qua liéu:
Khi dung thudc qué liéu sé xuat hién cac biéu hién qua liéu cla‘domperidon nhw
budn ngli, mét kha nang x&c dinh phirong huéng, hdi chirng ngoai thap, dac biét hay
gapotréem. 4 ' | - |
Xtrtri ngd doc cép va qué liéu: '
Trong trudng ho'p qué liéu, cén thirc hién cac bién phap: Rira da day, diing than hoat,
diéu trj triéu chirng ngay 1ap tirc. Céc thude khang cholinergic hodc céc thudc diéu tri
Parkinson cé kha nang giap kiém soat hdi chirng ngoai thap trong truérng hop qua lidu.
Nén theo déi dién tdm d6 do cd kha nang kéo daikhoang QT. - '

RDamrtinh Adiorvee line hars:

|an thubc nay voi
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Péac tinh dwoc lrc hoc:

loan chirc nang rudt.

MaATC; AO3FAO03,A03AX13

Lién quan dén domperidon: | | S

Domperidon la chgr 6i khang thy thé ca thy thé D1,va D2 cta dopamin, tuong ty
metoclopramid. Do thuéc hau nhw khong co tac dung lén cac thu the dopamin & ndo
nén domperidon khéng ¢6 anh hwdng lén tam thgn va than kinh, Domperidon thuc
day nhu déng cta da day (prokinetic agent), lam tang trwong lrc co that tam vj va
lam t&ng bién d& mé rong cla co that mdn vj sau bira an, nhwng lai khdéng anh hwdng
|én s\ bai tiét clia da day. Thude dung dé diéu tri triéu chizng budn ndn va nén cép, ca
budn nén va noén do dung levodopa hodc bromocriptin & nguwdi bénh Parkinson.
Domperidon ciing c6 kha nang ddi khang lai tac dung trc ché bai tiét prolactin gy ra
bé&i dopamin hodc apomorphin, lam tang rd rét ndng dé prolactin trong huyét twong.
Lién quan dén simethicon:

Simethicon la hén he'p palydimethyisiloxan va silicon dioxyd, ¢6 tac dung chéng tao
bot. Simethicon lam gidm sirc cang bé mét clia cac bot khi, lam vé hodc kéttu ching
lai va bj téng ra ngoai, nher 6 c6 tac dung chdng day hoi. Vi vay, simethicon co tac
dung lam gidm céc triéu chirng do cd qua nhiéu khi & dwong tiéu hda gay ra & ca
ngudi 1on va tré em, nhw khi nudt phai nhidu khi vao da day hodc c6 mét sd chéat khi
dworc tao ra & rudt do sy giang héa cta nhirng thirc an khéng dwore tiéu hda béi cac
vi khuén rudt. - ’

Nhém duge ly: Thude thie day nhu ddng da day - ruof phoi hh&; %i‘r’ﬂﬂ%% %S@?ri’?&h-c‘)”’

Pac tinh dwgc déng hoc:

Q

Lién quan dén domperidon: i -
Domperidon duwgc hap thu & dwéng tiéu héa, nhwng c6 sinh kha dung dwdng ubng
thap (ubng lic déi chi vao khodng 15%) do chuyén hda bwéc dau ciia thube qua gan
va chuyén hoa & rudt. Sinh kha dung cla thubc saukhi ubng; tanglenroret (tr13%
I&n khodng 23%) néu udng thubc 90 phut sau khidn, nhieng théi gian dédat nong do
dinh trong huyéttwrong thi cham lai. - - | |
Thudc lién két véi protein huyét tong khoang tir 91'@8n'93%. Thé tich phan b cla
thubc khoang 5,71 lit’kg thé trong. C6 khodng 0,2 dén 0,8% lwgng thude ¢6 khé nang
xam nhap qua hang rao nhau thai. -

Thubc chuyén héa rat nhanh va nhidu & gan nhér quéa trinh hydroxyl héava khir N -
alkyl oxy hoa. Ntra déi thai trir & nguwedi khde manh khoang 7,5 giér va kéo dai 0 ngudi
suy chirc ndng than. Khbng c6 hién twong thude bj tich tu trong co 'thé do suy than, vi
dd thanh thai cta than thap hon nhiéu so vé&i d6 thanh thai toan phan clia huyét
twong. Domperidon dao thai theo phan va nudc tiéu, chl yéu dudi dang cac chat
chuyen hoéa: 30% lieu ubng dao thai theo nwdc tiéu trong 24 gitr (0,4% & dang
nguyén ven); 66% dao thai theo phan trong vong 04 ngay (10% & dang nguyén ven).
Domperidon hau nhuw khéng qua hang rdo mau - ndo.

Lién quan dén simethicon: i '

‘Simethicon co6 tinh tro vé sinh ly. Sau khi uéng, thudc khéng hép thu qua dwdng tiéu
héa, cling khdng can tr& bai tiét acid da day hodc hap thu cac chatdinh duwéng.

- Simethicon dugc thai trir duéi dang khdng ddi trong phan. |
uy cach déng goi:

Hop 10 goi, hdp 30 géi x gbi 1g.

Diéu kién bao quan, han dung, tiéu chudn chét|

_, U uw?clhﬂméc:
Diéu kién bao quan: Dé & nhiét Ao du¢i 30°C, tranh amvaanhsang.
Han ding ciia thuoc: 24 thang ké tir ngay san xuat.
Tiéu chuan chatlweng: TCCS.
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