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. METOCLOPRAMID KABI 10 mg

Thube ban theo don

BDé xa tam tay tré em

B9c ky hwong dén si dung tride khi ding

Théing bao ngay che bac sl hodc dwoc sTnhimg téc dung khéng mong
mubn g@p phai khi sir dung thudc.

Thanh phédn céng thirc:

M5i éng 2 mi chira:

Metoclepramid hydroclorid: 10 mg

Ta dugoc vira d0: NaCl, acid HCI didu chinh pH, nuéc ct pha tiém.

Dang bao ché: Dung dich tiém
Quy cach déng goi: Hop 12 éng x 2 mi

Duoe Ire hoc:

- Metoclopramid 1a chdl phong bé thu thé dopamin, déi khang véi tac dung
trung wong va ngoai vi cua dopamin, lam cac thy thd & dudmg tidu héa
nhay cam vai acetylcholin. Thudc 1am tang nhu ddng cia hang vi, ta trang,
héng trang. Metoclopramid giam d& gian phén trén da day va lang dd co
bop cla hang vi. Vi vy két hep 2 tac dung trén lam da day ring nhanh va
giam trao ngu'ec tr ta trang va da day I&n thirc quan. Céc tac dung nay
quan trong trong sir dung metoclopramid nhu mat thubc tang nhu déng.
Tinh chat chéng nén cia metoclopramid 1a do tac dyng khang dopamin
truc tiép 1€n ving phat ddng héa thy thé va trung tam ndn va do tac dung
dbi khang |&n thy thé serotonin-5HT3.

Duoc ddng hoc:

Thubc phan bé nhanh vao hdu hét cac mé va dé& dang qua hang rao mau

naoc va nhau thai. Néng dé thuéc trong sira ¢ thé cao hon trong huyét

twong. 30% thube thai tnr & dang khdng dbi qua nuoc tidu, sb con lai thai

trir qua nuoc tiéu va mat sau khi lién hop vai sulfat hodc acid glucuronic,

Nira d&i sinh hoc cda thubc trong tudn hoan vao khodng 4-6 gir, nhung

clng co thé 16 24 gi&r & ngudi bénh suy gidm chirc nang than hoac xo

gan.

Khi tigm bap, thubc bat ddu tac dung sau 10 dén 15 phat, khi tiém tinh

mach sau 1-3 phit

Chi dinh:

Ngudi iém:

- Dy phong nén va budn nén hdu phiu

- Dy phong nén va bubn nén do xa trj

- Diéu tr triéu chirng nbn va bubn nbn, bao gém ca nén va bubn nén do dau
niva ¢Au cép tinh.

Tré em tir 1-18 fudi-

- L& thudc lya chon hang hai dé dy phang nén va budn nén xuat hién muén
do hoa tri,

- L& thubc lira chon hang hai d& didu tn ndn va bubn ndn hau phiu.

‘

Lidu diing va cach ding:

Tiém bap hodc tiém finh mach chém trong vong it nhat 3 phut.

- Dy phong nén va budn nén hau phiu: khuyén co dung lidu 10 mg

- Dy phdng nén va budn nén do xa tri: khuyén céo ding lidu 10 mg x té| da
3 |An/ngay,

- Biéu tr] triéu chirng ndn va budn non, bac gdm ca nén va budn nén do dau
nira ddu cdp tinh: khuyén cao ding liéu 10 mg x ti da 3 laningay.

- Liéu 14i da khuyén céo: 30 mg/ngay hoic 0,5 mg/kg/ingay.

- Thei gian @iéu tr: dung thudc thea dudng tiém trong théi gian ngan nhét,
sau d6 cé thé chuyén sang ding thudc theo duéng ubng hoac duéng dat
tnrc trang.

Tré em tir 1-18 tudi:

- \éi tAt ca cac chi dinh: khuyén cao ding liéu 0,1-0 15 mg/kg x t6i da 3 lan/
ngay, ding dudang tinh mach.

- Lidu tdi da; 0,5 mg/kg/ngay.

Bang linh lidu cho tré em:

Tudi Can ning Liéu ding | S6 lan dung/ngay

1-3 toi 10-14 kg 1 mg Tbi da 3 laningay

3-5 tubi 15-19 kg 2mg Tbi da 3 lan/ngay

5.9 tubi 20-29 kg 2.5 mg Thi da 3 1An/ngay

9-18twdi | 30-80 kg 5mg Téi da 3 lAningay

15-18 tudi | > B0 kg 10 mg Téi da 3 laningay
- Thoi gian didu tri:
* Dy phang nén va budn ndn xusdt hién mudn do héa tri: 16| da trong vong 5
ngay.

* Didu Irj ndn va budn nén hau phdu: téi da trong vong 48 gio.
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Béi twong dic biét:
+ Ngudd cao tudi- nén can nhic giam lidu mét 1An dua thubc dya trén chirc
nang gan than va thé trang.
+ Suy than:
= Suy thédn giai doan cudl (D9 thanh thai creatinin < 15 mlphat). nén giam
lidu hang ngay xuéng 75%.
« Suy thdn nang hodc trung binh (D§ thanh thal creatinin 5 15-60 mifphit):
nén giam lidu ding xubng 50%.
+ Suy gan:
Suy gan nang: nén giam liéu ding xuéng 50%.
+Tré em: chéng chi dinh metaclopramid cho tré em dudi 1 tudi,

Chéng chi dinh:

- Qua mén voi metoclopramid hodc bét ky thanh phén ndo cua thudc,

- Chdy mau tiéu héa, tc nghén co hoc hodc thing da day rudt do thubc lam
tdng nhu @5ng rudt va cb thé khién tinh trang bénh nhan nang né hon

- U tay thuong than hodc nghi ngér u ty thirgng than do nguy co gy cac

com 1ang huyét ap kich phat.

C6 tién sir rdi loan van ddng do metoclopramid hoac réi loan van déng do

thuéc an than.

Béng kinh (vori mat 48 va cudmg 46 con ddng kinh tang dén).

- Parkinson

Ding phdi hop voi Levedopa hoac cac thube chi van Dopamin,

- Co tién sir methemaglopin huyét do lopramid hodc thiéu men NADH
cytochrome b5 reductase

- Tré dudi 1 twbi do nguy co xdy ra rbi loan ngoal thap tang trén dbi tugng
nay.

Céc trwdmg hop thén trong khi ding thude:

- Réi loan than kinh.
Cé thé xay ra cac triéu ching rbi loan ngoai thap, thudng gap trén tré em
va ngudi tré tubdi vamodc khi sir dung liéu cao. Nhing phan (g nay
thuémg xéy ra trong gial doan dau dung thude, cé trirdng hop xay ra sau
khi diing mdt liéu duy nhét. Nén nalrg thuéc ngay khi cé biéu hién réi loan
ngoai thap. Trong da sb cac trudng hop, nhirng triéu ching nay mét hoan
todn sau khi nging thube. Tuy nhién, mét sé trwéng hop cén ding thubdc
diéu fri triéu ching (benzodiazepin trén tré em va/hodc cac thubc khang
cholinergic didu tri parkinson trén ngurei 16m).
Khodng cach dua liéu it nhdt 1a 6 gior, ké ca trong trreng hep ndn hodc
khéng dung hét mét liéu thuéc dé tranh nguy co qua lidu,
Bidu tri keo dai bang metoclopramid c6 thé gdy réi loan van déng muén,
nhiu tneémg hop khéng phuc hdi, dac bidl trén nguei cao tudi. Do d6,
khéng nén kéo dai thai gian didu tri qua 3 thang. Can ngimg ding thube
ngay khi cé cac bidu hign réi loan van dgng mudn trén Iam sang
H6I ching an than kinh 4c tinh da dugc bao cdo véi metoclopramid ding
don dbc ciing nhu phbi hop véi cac thube an than khac. Bénh nhéan cén
ngirng thudc va cb bién phap didu tr thich hop ngay khi x8y ra cac biéu
hién eda héi chimg an thdn kinh ac tinh,
Can than trong theo déi nhirng bénh nhan cé bénh thdn kinh nén va bénh
nhén dang dugec digu trj bang cac thubc co co ché tac dung trung wong.
Metoclopramid c6 thé lam néng né thém c4c triéu chimg parkinson.

- Methemoglabin huyét
Mét sd trudng hop methemoglobin huyét co thé co lién quan voi thiéu
NADH cytochrome b5 reductase da durgc bao cdo. Khi bénh nhén co bidu
hién methemaglobin huyét, can dirmg ngay thubc va co cac bién phap diéu
tri thich hop nhu ding xanh methylen. V&1 cac truéng hop nay, khéng bao
gi& diing lai metoclopramid cho bénh nhan.

- Rdi foan tim mach.
Mét sb truéng hop gap cac phan (ng bét loi nghiém trong trén tim mach
da duoc bao céo bao gbm truy tuAn hoan, nhip tim chdm nghiém trong,
ngirng tim va kéo dai khoang QT sau khi tiém metoclopramid, dac bigt tiém
{inh mach.
Can than trong theo déi bénh nhan sir dung metoclopramid, dac biét
trremg hop ding thudc dudmg tinh mach che nguei cao twbi, bénh nhan
¢ réi loan dan truyén tim (bac gdm ca kéo dai khoang QT), bénh nhédn co
réi loan dién giai, nhip tim cham va nhimg bénh nhan ding kém céc thube
khac ¢6 nguy cor gdy kéo dai khoang AT,
B6i véi trrang hop dung thubc dudng tinh mach: liém tinh mach cham
trong véng it nhét 3 phat d& giam nguy co gap cac phan (g bat lei nhw tut
huyét &p va chiing ngdi ndm khéng yén.

- Suy thdn hodc suy gan:
Khuyén c4o gidm liéu trén nhirng bénh nhan suy thdn hodc suy gan
nghiém treng.

Sir dung cho phu nir cé thai va cho con bi:

Théi ky mang thai:

Nhidu dir ligu trén ddi trong phy nir co thai (voi trén 1000 chi liéu ddu ra)
4y metoclopramid khong gdy quai thai hodc gay dgc tinh cho thai nhi
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metoclopramid tuong ty nhu cac thubc an than khéc, viéc ding thubc vao
cubi thai ky co thé gy nguy co xdy ra héi chimg ngoai thap trén iré. Da d6,
tranh diing metoclopramid vao cudi thai ky, trong tnromg hap ding thube, cén
theo ddi chal ché trén cac bidu hién trén tré sinh ra.

Théi ky cho con b

Metoclopramid bai tiét mét lreng nhé vao sira me nén tré bi me et nguy co
gap phai cac phan (mng bat loi cla thubc. Do 46, khiing khuyén cao ding
metoclopramid trong thei ky cho con bia. Trén déi tugng phu nir cho con bu
oo sir dung metoclopramid, cAn cén nhéc viéc ngimg thudc.

Téac ding cia thudc khi 14i xe va van hanh may:

Metoclopramid co thé gy lo me, choang vang, rbi loan van déng, loan
trong lyc co va co thé anh hudng dén thi gidc va kha nang lai xe cing nhu
van hanh méy moc cla ngudi dung thude.

Twong tic cua thubc véi céc thube khac va céc loal twrong tac khac:

Phéi hgp chdng chi dinh:

Chéng chi dinh phéi hep metoclopramid véi levodopa hodc cac thudc chi

van dopamin do cé déi khang turong tranh.

Phéi hop nén tranh:

Rugu co thé lam tang tac dung uc ché thdn kinh trung vong cla

metoclopramid.

Phéi hop cén can nhic:

Do metoclopramid lam tang nhu déng duéng tiéu hoa nén cd thé lam thay dai

siy hép thu cla mét sé thube.

- Thuéc khédng cholinergic vé ddn xudt morphin: Cac thube khang cholinergic
va dén xuft morphin cé thé co dbi khang trong tranh vé metoclopramid vé
anh hudng trén nhu ddng duong liéu hoa.

- Céc thubc gidm dau trung wong (ddn xudt morphin, thubc chéng lo &u.

thubc an thdn khang histamin H1, thudc an thdn chbng trdm cém,

barbiturat, clonidin v céc thudc lién quan). Viéc phdi hop cac thubce gidm
dau trung wong va metoclopramid cé thé |am tang anh hudng trén tam
than.

Thubc an thdn: Metoclopramid co thé am lang 1ac dung cla cac thubc an

thén kinh va gy réi loan ngoai thap.

- Thubc hé serotonergic: Viéc phél hop metoclopramid va céc thubc hé
serotonergic nhu céc thuéc tai thu héi chon loc serotonin (SSRI) cé thé 1am
tang nguy co gap héi chirng serotonin,

- Digoxin: Metoclopramid ca thé lam giam sinh kha dung cia di

ding phéi hop, cén theo doi chat ché néng dd digoxin huyét twong.

- Cyclosporin: Metoclopramid |am tang khd dung cla cyclosporin (téng
Cmax |én 46% va tang phoi nhiém I&n 22%). Khi dung phéi hop, cin theo
déi chat ché ndng a6 cyclosporin huyét trong, Chura ré héu qué cla twong
tac nay trén ldm sang.

- Mivacurium va suxamethonium: Metoclopramid tiém co thé 1am kéo dai tac

dung chen thadn kinh cor cia mivacunum va suxamethonium (thdng qua e

ché cholinesterase huyét tuong).

Céc thudc e ché CYP2D6 manh: Cac thube (e ché CYP2D6 manh nhur

fluoxetin va paroxetin lam tang mirc 49 phoi nhiém metoclopramid trén

bé&nh nhén. Tuy hau qua trén |4m sang clia twong tac chua dugc biét rd,

cén theo dai chat ch@ bénh nhan dé phat hién cac phan tmg bat i,

Téc dung khéng mong mudn:

Céc tac dung khéng mong mubn dudi day duoc liét ké theo phén loai td
chire,

TAn sudl gap dugc qui wéc nhw sau: rat thudng gap (2 1/10), thuéng gap
(= 1/100, < 1/10), it gap (= 1/1000, < 1/100), hiém gép (2 1/10000, < 1/1000),
rat hiém gap (< 1/10000), khéng ré (khéng wéc tinh durge dyra trén nhing dir
ligu hién ca).

mach; kéo dai khoang QT trén
dién tam d; xodn dinh
Réi loan ndi tiét
It gap M4t kinh, tang prolactin huyét
Hiém gap Tiét nhidu stra
Khéng rd Vi to & nam
Rdi loan tiéu hoa
| Thuenggsp | Tiéu chay
Roi loan toan than va phan img tai noi tiém
| Thuonggap | Suynhuoe
Rdi loan mién dich
It gap Tang man cadm
Khéng rd Phan (rng phan vé (bao gbm séc
phan vé, dac biét véi cc ché
phém ding dudng tinh mach)
Réi loan thén kinh
RAt  thudng | Bubn ngl, lo mo
gap
Thurdng gap R&i loan ngoal thap (dac biét o tré
em va nguo tré vashodc khi ding
qua liéu, k& cd sau khi ding mot
lidu duy nhat), hoi chirng parkinson
va chirng ding ngdi khong yén
It gap Loan truong lyc co, réi loan vén
ddng, gidm kha nang nhan thirc
Hi&m gap Co giét, dic biét trén  bénh nhan
Aaéng kinh
Khéng ré Réi loan van déng mudn cd thé
khéng hdi phyc, trong hoac sau
khi diéu tri kéo dai, dac biét & bénh
nhén cao tudi, héi chimg an thin
kinh ac tinh
Rél loan tam than
Thuéng gap Tram cam
it gap Ap giac
g Khi Hiém gap Ld ldn
Réi loan mach méu
Thuing gap Tut huyédt ap, dac bigt khi ding
duwémg tTnh mach
Khang ro Sée, ngdt sau khi liém, con tang
huyét ap cap linh & bénh nhan cor.,
u toy thurgng than

Phan loai 16 | Tén sudt

chuc

Téc dung khéng mong mubn

Rél loan tao mau va hé bach huyét

Methemoglobin huyét, co thé do
thifu NADH cytochrome b5
reductase, dac biét trén tré so sinh
Sulfhemoglobin huyét, chi yéu do
diing déng thoi voi cac thudc giai
phéng luu huynh lidu cao

Knhéng ré

Rbi loan tim mach

Nhip tim cham, dac biét voi cac
ché ph&m ding dudng tinh mach

it gap

Khiéing ro Ngumg tim, xdy ra trong thdi gian
ngan sau khi dung dudng tiém, cd
thé xay ra sau khi bi cham nhip tim
block nhi thét, ngumg xoang, dac

biét voi cac ché phAm duong tinh

*RAi loan ndi tiét trong qua trinh didu tri kéo dai bang metodopramid co lién
quan dén tang prolactin huy&t (mat kinh, 18t nhidu sira, vu to & nam). \

Cac phan (mg co mai lién quan hodc thudng xay ra khi diung liéu cao bao
gém:

- Réi loan ngoai thap: réi loan truomg e co hodc rbi loan van déng cép ti
héi chirmg parkinson, chimg dimg ngdi khéng yén, tham chi sau khi dung mét -
libu duy nhét, d4c bigt & tré em va nguedi tré \3

- Lo mo, giam kha nang nhan thic, I 1an, do gidc. L5

Qué lidu va cach xir tri:

Tréu chung

Réi loan ngoai thap, lo me, gidm kha néng nhén thirc, |4 1An, do giac, ngimg
tim ngima th.

X tri

Trong trréng hep xdy ra rdi loan ngoai thap, cé thé do qua liéu hoac khing,
cén ngirng metociopramid va si dung cac thude didu tri tiéu chimg gém
benzodiazepin & tré nhd vahodc céc thubc khang cholinergic didu tr
parkinson & ngudi lém.

Can diéu tr tiéu ching va theo doi lién tuc cac chirc nang tim mach va ho
hép tuy theo tinh trang lam sang cia bénh nhan.

Biéu kién bao quan: Tranh anh séng, nhiét db khéng qua 30°C,

Han ding: 36 thang ké tir ngay san xuét
Khéng diing thubc qua han (co in trén nhan ng, nhan hdp).

Tén, dja chi co sé& sdn xult:
Cong ty cb phin Fr ius Kabi Bidiph
Khu vire 8, phirémg Nhon Pha, thanh phd Qui Nhon, tinh Binh 8inh,

Ngay xem xét stra ddi, cap nhat lai ndi dung hwémg dén sir dung thube:
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