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® METOCLOPRAMID kA

Thuée nay chi ding theo don thuée
Dé xa tdm tay tré em

Boc ky hwréng dan sir dung truére khi ding

Bl 10 mg

Thanh ph:n cbng thire thube:
Thanh phan hoat chat: Metoclopramid h i
: ydroclorid 1
Thanh phan t4 dugc: NaCl, acid HCI, nuéc cét pha(t)i«;nn?l 0

Dang bao ché: Dung dich tiém
Dung dich trong, khéng mau, d6ng trong éng thily tinh 2 ml, kin
Chi djnh: '
Nguwoi I6m:
- Du phong nén va budn non hau phiu
- gué phéng nén va budn non do xa tri
- iéu trj tri v ¥
e \ir:Ih, @u chirng ndn va budn ndn, bao gdm ca ndn va budn non do dau nira dau
Tré em tir 16-18 tudi:
- Lathudc wa chon hang hai 4 dy phan i i
g ndn va budn nén xuét hign mudn do héa tri.
- Lathudc lyra chon hang hai @& didu tri ndn va budn nén hau phéu.e X
Liéu ding va cach dang:
Tiém bép hoac tiém tinh mach cham trong vong it nhét 3 phit.
Ngui 16m:
- Du phdng nén va budn nén hau phiu: khugén céo dung lidu 10 mg.
- Dy phong nén va budn nén do xa tri: khuyén cao dung lidu 10 mg x ti da 3 IAn/ngay.
- D:éu.tn triéu chirng ndn va budn nén, bao gdm ¢ ndn va budn nén do dau nira dau
c_ép tinh: khuyén cao dung liéu 10 mg x téi da 3 1An/ngay.
- Lléu‘ t6i da khuyén céo: 30 mg/ngay hodc 0,5 mg/kg/ngay.
- Thei gian diéu tri: dung thuéc theo dwéng tiém trong thei gian ngén nhat, sau d6 c6
thé chuyén sang dung thubc theo duong uéng hodc dudng dat trrc trang.
Tré em tir 1-18 tubi:
- Vi tht ca cac chi dinh: khuyén céo dung lidu 0,1-0,15 mg/kg x téi da 3 IAn/ ngay,
dung dwéng tinh mach.
- Liéu t6i da: 0,5 mg/kg/ngay.
Bang tinh liéu cho tré em:

Tubi Cén nang Liéu ding S6 ldn du L)
1-3 tudi 10-14 kg 1mg Téi da 3 lAn/ngay
3-5 tudi 15-19 kg 2 mg Téi da 3 |An/ngay
5-9 tudi 20-29 kg 2,5mg T6i da 3 lAn/ngay
| 9-18tudi 30-60 kg 5mg T6i da 3 IAn/ngay
| 15-18 tudi > 60 kg 10 mg T6i da 3 1An/ngay

Thai gian diéu tr:
* Dy phéng ndn va budn nén xuét hién mudn do héa tri: tbi da trong vong 5 ngay.
* Diéu tri ndn va budn nén hau phau: t6i da trong vong 48 gid.

Déi tirgng dic biét:

+ Ngudi cao tudi- nén can nhéc giam lidu mdt 1an dwa thube dyra trén chirc nang gan than

va thé trang.

; + Suy than:

< « Suy than giai doan cubi (D thanh thai creatinin < 15 mli/phdt): nén gidm lidu hang
ngay xubng 75%.

« Suy than nang hoac trung binh (D thanh thai creatinin < 15-60 ml/phat): nén giam

lidu dung xubng 50%.

+ Suy gan: Suy gan nang: nén giam lidu dung xuéng 50%.

+Tré em: chbng chi djnh metoclopramid cho tré em duéi 1 tudi.

Chéng chi djnh:

- Qué mén voi metoclopramid hodc bt ky thanh phan nao cia thuéc.

- Chay méu tiéu hoa, téc nghén co hec hodc thing da day ruét do thudc lam tang nhu
déng rudt va co thé khién tinh trang bénh nhan ning nd hon.

- U td thurgng than hodc nghi ngdr u tly thuong than do nguy co gay cac con tang
huyet ap kijch phat.

= t(;g tién stz r6i loan van dong do metoclopramid hogic réi loan van dong do thubc an

n.

- Dong kinh (v6i mat 89 va cudng A6 con dong kinh taing dan).
¢ - Parkinson.
: Dﬂﬂ% phéi hgp v6i Levodopa hgac cac thubc chd van Dopamin.
- Cé tien str methemoglobin huyét do metoclopramid h i NAD
fEp0n oty ogc thiéu men H cytochrome

- Tré duéi 1 tudi do nguy co xay ra réi loan ngoai thap ting trén aéi twong n 2y
Canh béo va thén trong khi dung thubc:
- Rbi loan thén kinh:
C6 thé xdy ra céc trigu ching rbi loan ngoai thép, thudmg gap trén ré em va i
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u cao amg pdn g oy tmd S 3G e
i dung mot lieu duy A rng

4 Sa;"r::; da gb cac tnrdng hop, nhng tri¢u cr;‘ugg;

Tuy nhién, mot sb trromg hop can dung thu

n tré em va/hodc cac thudc khang cholinergic didu
trj parkinson trén ngudi lém).

khong dung hét
Khoang cach dua lidu it nhét 1a 6 gior, ké ca trong trwdng hop nén hodc g

Jidu thudc dé tranh nguy co qué lidu. : =~ s
;gtu |1r' kéo dai bang metoclopramid 6 thé gey réi loan van am 'r(r;uoo:;éin lf:cri gw“ian oy
khéng 'phuc hdi, dac biét trén ngudi cao tuoi. Do do, khdﬂslb.A L ity 8 s
qué 3 thang. Cén ngirng ding thubc ngay khi co cac biéu

trén 1am sang.

l-rlo? chirng an thén kinh égclinh aaéam ba& e
i cac thi an than c. J Ay

n'héu ph;‘:: Ig? %Jg lngat; khl: xay ra cac bidu hién ctia hdi chirng an ?:nn ::nv;:nch :h.n i

g:léu man trong theo déi nhirng bénh nhan c6 bénh thdn kinh

dugc diéu tri b%ng cac thubc cb co ché tac dqu tr:hn:ng um\gwn”n

Metoclopramid cé thé lam nang nd thém céc triéu

- Methemoglobin huyét: '

Mot sb Wt;gng hop methemoglobin huyét c6 thé 6 lién quan vgi'° thidu NADHn o e

b5 reductase da dugc bao cao. Khi bénh nhan c6 bidu m’:\)ng mwxmh o e &

dirng ngay thubc va co cac bién phap quéu trj thich h(:(;; :ho o v

tredng hop nay, khong bao gi¢r dung lai metoclopram

e e i i trén tim mach da dugc bao
hop gap cac phan ng bét lgi nghiém trong o

g(:: ggou::r:gw%gnphoan. nhip tim cham nghiém trong, ngung tim va kéo dai khodng

QT sau khi tiém metoclopramid, dac biét tiém tinh mach. al, g

CAn than trong theo ddi bénh nhén sir dung metoclopramldr.a ac B o et

thubc dudng tinh mach cho ngudi cao tudi, bdnh nhan cb rdi loan A e

gdm ca kéo dai khoang QT), bgnh nhan cb r8i loan didn gidi, nhip ?

bénh nhan dung kém cac thudc khac c6 nguy co gdy kéo dai khodng QT. i

Déi véi treémg hop dung thudc dudng tinh mach: tiém tinh mach cham trong véngbl\ nA

3 phit a8 gidm nguy co gap cAc phan img bt i nhu tyt huyét ap va chimg ngdi ndm

khong yén.

- Suy th 8 &

KhuL;yGn &"om mﬂn nhirng b&nh nhan suy than hodc suy gan nghiém trong.

Sir dyng thube cho phy nir c6 thal va cho con bi:
Nhidu dir idu trén 881 trong phy nir 6 thal (voi trén 1000 chi tidu ddu ra) cho thdy
metoclopramid khdng gdy quai thal hodc gdy ddc tinh cho thai nhi ndn cd thd dung trong
thai ky ndu cin thiét. Do nhirmg dac tinh dugce ly cia metoclopramid tuong ty nhu céc
thubc an thin khac, vibe dung thudc vao cudi thai ky co thd gy nguy co xdy ra hi chirng
ngoal trén tré. Do @6, trdnh dung metoclopramid vao cudli thal ky; trong trromg hop
dung thube, cAn theo dai cht ché trén cac bidu hign trén tré sinh ra.
Thoi ky cho con ba:
Metoclopramid bai tidt mot lugng nhd vao sra me nén tré bu me cb nguy co gap phal cac
phén (g bt lgi cia thube. Do d6, khdng khuyén céo dung metoclopramid trong therl ky
dw:eon ba. Txa& twgng phy nr cho con bu cé st dung metoclopramid, cAn can nhic
iéc ngirng thudc.
Anh huéng cia thube 16n kha ndng 141 xe, vin hanh mdy méc:
Metoclopramid c6 thé gay lo mo, choang vang, réi loan vAn ddng, loan trwong lye co va
g?‘ :9!6 anh hudng dén thj gidc va kha nang lai xe cling nhu van hanh may méc cla ngud|
Tuwong tic, tvong "zﬂh thubc:
Twong téc cua thube:
Phéi hop chéng chi djnh:
thédzlg ki‘tl r:;nh ph&tlrlaqrrhmelodopmmld Vi levodopa hodc céc thubc chi van dopamin do
Phéi hop néan trénh:
Rugu c6 thé 1am tang téc dyng trc ché thn kinh trung wong ctia
Phéi hop can cén nhic: VI e
Do i i
war:\neomr:zcld 1am téng nhu ddng dudng tiéu héa nén c6 thé 1am thay a8i sy hép thu
- Thuéc khang cholinergic va dén xuét morphin: i
i J rphin: Céc thudc khang cholinergic va dAn xuAt
L"g’gmg‘ggu 0;’0: I khang tuong tranh voi metoclopramid v& anh huéng trén nhu
- Cac thubc gidm dau trung (ddn xuét morphi
A 5 hin,
f;ﬁ;’,;)g- ’\’}féi’z'ﬁ’a!’h’&;";“;” éhc néchéng trém c;pm{nba"r'l:liicrac:ggi’;nagé ‘é’:’é‘fhiﬁc’ﬁﬁz
: C thuOc gidm dau i
0 Keing bt g trung wong va metoclopramid c6 thd lam tang
- Thubc an than: Metoclopramid c6 thé am tang t& Y i
d Kkinh va
gdy réi loan ngoai thap. oo dungictie cho oS Sib LD
- Thubc hé serotonergic: Viéc phéi hop metoclopramid va cac thudc hé serotonergic nhu
zifomﬁ:: tai thu hoi chon loc serotonin (SSRI) c6 thé lam tang nguy co gap hdi chirng

tudi va/hodc khi str dung [ié
dAu ding thubc, co tnrong hop xay
ngay khi co biéu hién rbi loan ngoai thé&
nay mét hoan toan sau khi ngtrng thube.
didu trj triéu ching (benzodiazepin tré!

toclopramid dung don ddc cling
c?lonmnc‘;n ngumg thude va cd bién phap




- Digoxin: Metoclopramid ¢b thé 1am gidm sinh kha dung cla digoxin. Khi ding phéi

hop, cAn theo ddi chat ché ndng dd digoxin huyét trong.

. - Cyclosporin: Metoclopramid lam tang sinh kha dyng cla cyclosporin (ting Cmax Ién

46% va tang phoi nhiém 1&n 22%). Khi dung phéi hop, cn theo ddi chat ché nbng @b

X cyclosporin huyét trong. Chura rd hau qua ciia trong tac ndy trén Iam sang.

\' - Mivacurium va suxamethonium: Metoclopramid tiém co thé 1am kéo dai tac dung chen
thAn kinh co clia mivacurium va suxamethonium (théng qua (rc ché cholinesterase
huyét teong).

- Céc thubc (rc ché CYP2D6 manh: Cac thubc rc ché CYP2D6 manh nhu fluoxetin va

i paroxetin 1am tang mirc 46 phoi nhiém metoclopramid trén bénh nhan. Tuy hau qua

g trén 1am sang clia twong tac chua dugc biét rd, can theo ddi chat ché bénh nhan gé

phét hign cac phan (ng bét Igi.

Twong ky cia thubc:
Dung dich thubc metoclopramid sau pha loang can dugc bao quan tranh &nh sang trong
+ quétrinh truyén. Thude bi phan hily s& chuyén mau vang. Khong droc sir dung thube da
S phan hay.
\ Dung dich tiém metoclopramid 5 mg/ml twong thich véi cac dung dich tiém truyén sau
0 trong vong 24 gid natri clorid 0,9%; Dextrose 5%; Dextrose 4% trong natri clorid 0,18%;
ringer lactat.

Khéng dugc pha trén dung dich tiém metoclopramid 5 mg/ml véi cac thubc khac ngoai -

céac thubc néu trén.

Téc dung khéng mong muén cua thubc:

Céc tac dyng khong mong muébn dwéi day dugc liét ké theo phéan loai t chirc.

Tén sudt gdp dugc quy wc nhu sau: rét thuomg gap (2 1/10), thuong gap (2 1/100, < 1/10),
it g&p (= 1/1000, < 1/100), hiém gap (= 1/10000, < 1/1000), rét hiém gap (< 1/10000),
khéng rd (khéng uéc tinh dugc dya trén nhimg d@ liéu hién cb).

Phan loai | Tan suat Téc dung khéng mong muén
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prolactin huydt (mét kinh, 56t nhvéu s4. ¥ khi dung idu cao bao gdm

thudmg xdy ra | i chumy
Cac o6 méi lién quan hod i loan van dong cdp tinh, hoi ¢
-R&ﬁu&m:dwmgﬂ%:fmmwMMWme.dab'é

Qué lidu va céch xir tri: |
& ey thire, U 18n, do gide, ngirng tim ngung
RS loan ngoai thép, kr mo, gidm Khd néng nhan

the.
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metoclopramid va sir dung c4¢ -y ~ o
dnd&ummm@gnmdﬂmmmmmm&nm@vﬂhohb tuy theo
tinh!ranglﬂmsangqhoonh nhén.
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v: ich nhu
- Nhém dugc ly: tac nhan kich th Tin. 081 khang vl tAc dung trung wong

- Metociopramid la chét phong bé thy ‘m":"; g tidu hoa nhay cam véi acetylcholin.

i vi clia dopamin, lam céc thy
gxa lx;r;' g‘:g nhu algng cua hang vi, ta trdng, hdng trang. M‘:bdop;olr‘mddq:‘mn‘ x
SIS i ek 0 Oy vaINCY g wbop cmt\)hl.tngtﬁvrl;gv\:‘v:: :‘yhl:l‘: !h\rccquvdn? Cac
M e o toclopramid nhur mot thude tang nhn‘do;\.n
chéng toclopramid 1& do tac dung khang dopamin tryc tiép lan
ving m;t aong $ ;?m? va trung tam ndn va do tac dung d8i khang 16n thy thd

té chirc

R&i loan tao mau va hé bach huyét

Khéng ré

Methemoglobin huyét, c6 thd do thifu NADH
cytochrome b5 reductase, dac biét trén trd so sinh
Sulfhemoglobin huyét, chii yéu do dung dbng theri vér
céc thubc gidi phéng luu huynh lidu cao

Réi loan tim mach

[t gap Nhijp tim ch&m, d&c biét véi cac ché phdm ding
Sy dudng tinh mach
e Khéng ré Ngirng tim, xay ra trong théi gian ngén sau khi ding

dudng tiém, cb thd xdy ra sau khi bj cham nhip tim
block nhi thét, ngirng xoang, dic biét véi cac ché
phdm dudng tinh mach; kéo dai khodng QT trén dign
tam dd; xoén dinh

[[ Réi loan néi tiét

It gap Mét kinh, t&ng prolactin huy&t
Hiém gap Tiét nhidu stra
Khéng ré Vi to & nam
Réi loan tiéu hoa
| Thueng gép [ Tiéu chay
R6i loan toan than va phan (ng tai noi tiém
[ Thuéng gép | Suy nhuoc
R&i loan mién dich
It gap Tang m&n cam
Khéng ro Phan (rng phan vé (bao gdm soc phan vé, dac bidt
v6i cac ché phdm ding duéng tinh mach)
[ Réi loan than kinh
R4t thuong gdp | Budn ngu, lo mo
Thuwong gap R4i loan ngoai thap (dac biét & tré em va ngudi tré
va/hodc khi dung qué lidu, ké ca sau khi dung mot
lidu duy nhat), hoi chimng parkinson va chimg dimg
ngdi khéng yén
It gap Loan trwong lyc co, roi loan van déng, gidm kha
nang nhén thirc
Hiém gap Co giat, d&c biét trén bénh nhan déng kinh
Khéng ré R&i loan v&n dong mudn cé thé khéng hdi phyc, trong

hodc sau khi diéu tri kéo dai, dac biét & bénh nhan
cao tudi, hdi chirng an than kinh &c tinh

| Rdi loan tam than

=3 | Thuong gap Tram cam
[Tt gap Ao gise
[ Hiém gap Ld 1an
R&i loan mach mau
[ Thwédng gap Tyt huy§ ap, dac biét khi dung dwdng tinh mach
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Séc, ngét sau khi tiém, con tang huyét ap cap tinh &

bénh nhén ¢ u tly thirgng than

serotonin-5HT3.

tinh durge hec:
f”:nudc n b?::anh vao hdu hét che mod va d dang qua hang o mau ndo va nhau
thai. a6 thubc trong stra co thd cao hon trong huyét trong. 30% thude thal tnr &
dang khdng d8i qua nurdc tidu, sé con lai thai trir qua nurdre tidu va mat sau khi lidn hop
voi sulfat hodc acid glucuronic. Nira ddi sinh hoe cda thude trong tuln hoan vao
khodng 4-6 gidr, nhung clng co thd 161 24 gl & ngudl bonh suy gidm chire néng thin

hodc xo gan.
Khi tidm bilp, thude bt dAu tac dung sau 10 dén 16 phut, khi tiém tinh mach sau 1-3 phat.
Quy cdch déng gol: Hop 12 bng x 2 ml.
Didu kign bdo quan: nhidt dd khong qua 30°C, tranh dnh séng,

Han dung: 36 thang ké tir ngdy san xudt
Knong dung thude qua han (co In trén nhain dng, nhan hop),

THu chudn chit lvgng: USP

Tén va dja chi co sé& sdn xullt:
Céng ty cb phin Fresenius Kabl VI§t Nam
Khu vye 8, phurémg Nhon Pha, thanh phé Quy Nhon, tinh Binh Binh, Viét Nam.
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