Rx: Thudc nay chi dung theo don thudc

METOVOMIT

Metoclopramid hydroclorid (duéi dang Metoclopramid hydroclorid monohydrat) 1 mg/ml
Dé xa tdm tay tré em
Boc ky huéng dan sir dung truéc khi diing
Thanh phan
Méi ml chta:
Thanh phan hoat chdt:
Metoclopramid hydroclorid (dudi dang Metoclopramid hydroclorid monohydrat)......... 1mg
Thanh phan td dugc:
Citric acid monohydrat, natri citrat dihydrat, dinatri edetat, natri metabisulfit, sucralose,
natri benzoat, fruity flavours A1008, nudc tinh khiét vira da.
Dang bao ché: Dung dich udng.
M@ ta: Dung dich trong suét, khéng mau dén hoi vang.
Chi dinh
Nguailon:
- Du phong nén va buén nén xuat hién muén do hoa tri.
- Du phong nén va buén nén do xa tri.
- Diéu tri triéu chiing nén va buén nén, bao gém ¢ ndn va budn nén do dau nita dau cap
tinh. Trong trudng hgp dau nira dau cap tinh, metoclopramid lam tang do hap thu cua céc
thudc gidm dau dudng udng khi dung phéi hgp.
Tré em tur 1-18 tudi:
- La thudc lya chon hang hai (second-line) dé dy phong nén va buén nén xuét hién muodn
do héa tri.
Liéu dung, cach dung
Liéu diing
Ngudi I16n
Du phdng ndn va budn nén xuét hién mudn do héa trj, Du phong nén va buén nén do xa tri,
Diéu trj triéu chliing nén va buén nén, bao gém ca nén va buén nén do dau nira dau cap tinh
- Liéu t8i da khuyén cao: USng 10 mg (10 ml)/Ian x 3 1an/ngay hodc 0,5 mg/kg/ngay chia 3
lan/ngay
- Thai gian diéu trj t6i da: 5 ngay.
Tréemtu 1-18 tudi
- Dy phong nén va buén nén xuat hién muén do hda tri: khuyén cao dung liéu 0,1 - 0,15
mg/kg x t6i da 3 lan/ngay.
- Liéu t6i da: 0,5 mg/kg/ngay.
- Thoi gian diéu tri téi da: 5 ngay.
Bang tinh liéu cho tré em

Tuéi Can nang Liéu dung Sé 1an dung/ngay
1-3 tudi 10-14 kg 1mg T6i da 3 lan/ngay
3-5 tudi 15-19kg 2mg Téi da 3 lan/ngay
5-9 tudi 20-29 kg 2,5mg T6i da 3 lan/ngay
9-18 tuéi 30-60 kg 5mg T6i da 3 lan/ngay
15-18 tudi > 60kg 10 mg T6i da 3 lan/ngay

Hudng dan st dung dung cu phan liéu cho tré em tur 1-18 tudi

Budc 1: Kiém tra cac muc trén xilanh dé xac dinh dung diém 18y thudc

Budc 2: Dy chat pit téng trong xilanh, sau dé cho vao lo thuéc va tur tir kéo pit tong tré lai
cho dén muic can Idy. Dam bao khéng cé nhiéu khéng khi trong xilanh, néu c6 hay lam réng
xilanh va thir lai

Budc 3: Dat xilanh vao miéng tré va nhe nhang xit mot lugng nhoé thudc vao gitra ludi tré vai
g6c miéng. Khéng xit thudc vao tan cé hong vi cé thé khién tré bj sic

Budc 4: Vé sinh sach sé xilanh sau khi st dung

Déi tuong ddc biét

- Ngudi cao tudi: nén can nhéc gidm liéu moét lan dua thuéc dua trén chic nang gan than
va thé trang.

- Suy than:

- Suy than giai doan cudi (D6 thanh thai creatinin < 15ml/phat): nén gidm liéu hang ngay
xuéng 75%.

- Suy than nang hodac trung binh (D6 thanh thai creatinin 15-60 ml/phut): nén gidm liéu
dung xudng 50%.

-Suy gan

- Suy gan nang: nén giam liéu dung xuéng 50%.

- Tré em: Chéng chi dinh metoclopramid cho tré dudi 1 tudi (xem muc Chéng chi dinh).
Céach dung

Metovomit dugc dung bang dusng udng. C6 thé udng truc ti€p dung dich Metovomit hodc
pha loang vai nudc hodc udng nudc sau khi uéng thudc.

Chéng chi dinh

- Qua man véi metoclopramid hodc bat ky thanh phéan nao cda thudc.

- Chay mau tiéu hoa, tdc nghén co hoc hodc thiing da day ruét do thudc lam téng nhu déng
rudt va cé thé khién tinh trang bénh nhan ning né hon.

- U thy thugng than hodc nghi ngd u tdy thugng than do nguy co gay cac con ting huyét
ap kich phat.

- C4 tién st r8i loan van dong do metoclopramid hodc réi loan van déng do thudc an than.
-Dong kinh (véi mat do va cudng dé con dong kinh tang dan).

- Parkinson

- Dung phéi hgp véi levodopa hodc cac thudc chi van dopamin (xem muc Tuong tac, tuong
ky ctia thuéc)

- C6 tién sir methemoglobin huyét do metoclopramid hoac thiéu men NADH cytochrome
b5 reductase.

- Tré duéi 1 tudi do nguy cd xdy ra réi loan ngoai thap tang trén déi tugng nay (xem muc
Canh bao va than trong khi dung thudc)

Canh bao va than trong khi dung thuéc

Réi loan than kinh

C6 thé xay ra cac triéu chung réi loan ngoai thap, thudng gdp trén tré em va ngudi tré tudi
va/hodc khi st dung liéu cao. Nhiing phan ting nay thudng xay ra trong giai doan dau dung
thudc, c6 trudng hop xay ra sau khi dung mét liéu duy nhét. Nén nging thudc ngay khi
c6 biéu hién réi loan ngoai thap. Trong da s6 cac trudng hop, nhiing triéu ching nay mat
hoan toan sau khi ngting thudc. Tuy nhién, mét sé trudng hgp can dung thudc diéu tri triéu
chiing (benzodiazepin trén tré em va/hoac cac thudc khang cholinergic diéu tri parkinson
trén ngudi I6n).

Khodng cach dua liéu it nhat 12 6 gid, ké ca trong trusng hgp nén hodc khéong dung hét mot
liéu thuéc dé tranh nguy co qua liéu (xem muc Liéu dung va cach dung).

Diéu tri kéo dai bdng metoclopramid c6 thé gay réi loan van dong muédn, nhiéu trudng hop
khong phuc héi, dic biét trén ngusi cao tudi. Do d6, khdng nén kéo dai thai gian diéu tri
qué 3 thang (xem muc Tac dung khéng mong mudn clia thudc). Can ngiing dung thudc
ngay khi cé cac biéu hién r8i loan van déng muén trén 1am sang.

Hoi chiing an than kinh ac tinh da dugc bdo cao véi metoclopramid dung don déc cling nhu
phéi hgp vai cac thude an than khac (xem muc Tac dung khéng mong muén clia thudc).
Bénh nhan can ngiing thudc va cé bién phap diéu tri thich hgp ngay khi xay ra cac biéu hién
cla hoi chiing an than kinh ac tinh.

Can than trong theo déi nhiing bénh nhéan cé bénh than kinh nén va bénh nhan dang dugc
diéu tri bang cac thudc c6 co ché tac dung trung uong (xem muc Chéng chi dinh).
Metoclopramid c6 thé lam ndng né thém céc triéu ching parkinson.

Methemoglobin huyét

Mét s6 trudng hgp methemoglobin huyét c6 thé c6 lién quan véi thi€u N ADH cytochrome
b5 reductase da dugc béo cdo. Khi bénh nhan c6 biéu hién methemoglobin huyét, can
duing ngay thudc va cé céc bién phap diéu tri thich hgp nhu dung xanh methylen. Véi cac
truong hap nay, khéng bao gio dung lai metoclopramid cho bénh nhan.

Réi loan tim mach

Mét s6 trudng hop géap cac phéan tng bat Igi nghiém trong trén tim mach da dugc bao cao
bao gém truy tuan hoan, nhip tim cham nghiém trong, ngiing tim va kéo dai khoang QT
sau khi tiém metoclopramid, dac biét tiém tinh mach (xem muc Tac dung khéng mong
mudn cla thudc).

Cén than trong theo déi bénh nhan st dung metoclopramid, dac biét trudng hgp dung
thuéc dudng tinh mach cho ngusi cao tudi, bénh nhan cé réi loan dan truyén tim (bao gém
cé kéo dai khodng QT), bénh nhan c6 réi loan dién gidi, nhip tim cham va nhiing bénh nhan
dung kém cac thudc khac c6 nguy co gy kéo dai khoang QT.

Suy thdn hodc suy gan

Khuyén cdo gidm liéu trén nhimg bénh nhan suy than hodc suy gan nghiém trong (xem
muc Liéu dung va cach dung).

S dung thuéc cho phu nir ¢6 thai va cho con bu

Thai ky mang thai

Nhiéu dir liéu trén déi tugng phu ni c6 thai (véi trén 1000 chi tiéu dau ra) cho thdy meto-
clopramid khéng gay quai thai hodc gay doc tinh cho thai nhi nén cé thé dung trong thai
ky néu can thiét. Do nhiing dac tinh dugc ly cia metoclopramid tuong tu nhu céc thuéc an
than khac, viéc dung thuéc vao cuéi thai ky c6 thé gay nguy ca xay ra hoi chiing ngoai thap
trén tré. Do do, tranh dung metoclopramid vao cuéi thai ky; trong trudng hgp dung thuéc,
can theo déi chit ché cac biéu hién trén tré sinh ra.

Thdi ky cho con bu

Metoclopramid bai tiét mot lugng nhé vao sita me nén tré bi me cé nguy co gap phai cac
phén Uing bt lgi cta thudc. Do d6, khéng khuyén cao dung metoclopramid trong thai ky
cho con bu. Trén d6i tugng phu nit cho con bu ¢6 st dung metoclopramid, can can nhac
viéc nguing thudc.

Anh huéng dén kha nang lai xe, van hanh may méc

Metoclopramid c6 thé gay lo mo, chodng véng, réi loan van dong, loan truong luc co va
c6 thé anh huéng dén thi gidc va kha ning lai xe cling nhu van hanh may méc clia ngudi
dung thudc.

Tuong téc, tuong ky ctia thudc

Phéi hop chéng chi dinh

Chéng chi dinh phéi hgp metoclopramid véi levodopa hoac cac thudc chi van dopamin do
c6 d6i khang tuong tranh (xem muc Chéng chi dinh).

Phéi hop nén trdnh

Rugu cé thé lam tdng tac dung dc ché than kinh trung uong ctia metoclopramid.

Phéi hop cdn cén nhdc

Do metoclopramid lam tdng nhu dong dudng tiéu hoa nén cé thé lam thay déi su hap thu
clia mét s6 thuébe.

- Thuéc khdng cholinergic va dan xudt morphin: Cac thudc khang cholinergic va dan xuat
morphin cé thé cé di khang tuong tranh véi metoclopramid vé dnh hudng trén nhu déng
dudng tiéu hoa.

- Cdc thuéc giam dau trung uong (ddn xudt morphin, thuéc chéng lo du, thuéc an théan khdng
histamin H1, thuéc an thdn chéng trdm cdm, barbiturat, clonidin va cdc thuéc lién quan): Viéc
phéi hgp cac thuéc gidm dau trung uong va metoclopramid cé thé lam téng anh hudng
trén tam than.

- Thuéc an thdn: Metoclopramid c6 thé lam téng tac dung clia cac thuSc an than kinh va
gay rdi loan ngoai thap.

- Thudc hé serotonergic: Viéc phdi hgp metoclopramid va cac thuéc hé serotonergic nhu cac
thudc tai thu héi chon loc serotonin (SSRI) c6 thé lam tdng nguy ca gdp hdi chiing serotonin.
- Digoxin: Metoclopramid cé thé lam gidm sinh kha dung ctia digoxin. Khi duing phéi hop,
can theo déi chat ché néng do digoxin huyét tuong.

- Cyclosporin: Metoclopramid lam tang sinh kha dung cla cyclosporin (tang Cmax |én 46%
va tang phoi nhiém lén 22%). Khi dung phdi hgp, can theo déi chat ché ndng dé cyclosporin
huyét tuong. Chua rd hau qua ctia tuong tac nay trén 1am sang.

- Mivacurium va suxamethonium: Metoclopramid tiém c6 thé lam kéo dai téc dung chen
than kinh cd ctia mivacurium va suxamethonium (théng qua Uc ché cholinesterase huyét
tuong).

- Cdc thudc tic ché CYP2D6 manh: cac thudc tic ché CYP2D6 manh nhu fluoxetin va paroxetin
lam tang muc d6 phoi nhiém metoclopramid trén bénh nhan. Tuy hau qua trén lam sang
clia tuadng tac chua dugc biét rd, can theo doi chit ché bénh nhan dé phat hién cac phan
ung bat lgi.

Tac dung khéng mong muén ciia thuéc

Céc tac dung khdng mong muén duéi day dugc liét ké theo phan loai t6 chic.

Tan suat gap dugc quy udc nhu sau: rat thudng gap (= 1/10), thudng gap (= 1/100, < 1/10),
it gap (= 1/1000, < 1/100), hiém gdp (= 1/10000, < 1/1000), rat hiém gap (<1/10000), khéng
16 (khong udc tinh dugc dua trén nhiing di liéu hién co).

Phan loai t chiic | Tan suat Tac dung khéng mong muén

R&i loan tao mau va hé bach huyét

Khéng ré Methemoglobin huyét, c6 thé do thiéu NADH
cytochrome b5 reductase, dac biét trén tré
so sinh (xem muc Canh bao va than trong khi
dung thudc) Sulfhemoglobin huyét, cht yéu
do dung doéng thoi véi cac thude gidi phong
luu huynh liéu cao

R&i loan tim mach

ftgap Nhip tim cham, déc biét véi cac ché pham
dung dudng tinh mach

Khoéng ro Ngung tim, xay ra trong thai gian ngan sau khi
dung dudng tiém, cé thé xdy ra sau khi bj cham
nhip tim (xem muc Canh bao va than trong khi
dung thuéc); block nhi that, ngiing xoang, dac
biét véi cac ché phdm dudng tinh mach; kéo
dai khoang QT trén dién tam d6; xodn dinh

R&i loan ndi tiét *

ltgap Mat kinh, tang prolactin huyét
Hiém gap Tiét nhiéu sita
Khong ro Vi to & nam

R&i loan tiéu héa

Thuodng gap Tiéu chady

R&i loan toan than va phan ung tai noi tiém

Thuong gap Suy nhugc
R&i loan mién dich
it gap Tang man cdm
Khéng ré Phan tng phan vé (bao gém s6c¢ phan vé, déc

biét véi cac ché phdm dung dudng tinh mach)

R&i loan than kinh

Rat thudng gép | Budn ngy, lo mo

Thudng gép R&i loan ngoai thap (dac biét & tré em va ngusi
tré va/hodc khi dung qua liéu, ké ca sau khi
dung moét liéu duy nhat) (xem muc 4), hoi
chiing parkinson va chiing ding ngéi khéng
yén

ft gap Loan truong luc co, réi loan van déng, gidm kha
nang nhan thic

Hiém gap Co giat, dac biét trén bénh nhan déng kinh

Khéng roé R6i loan van dong muén cé thé khéng héi
phuc, trong hodc sau khi diéu trj kéo dai, dac
biét & bénh nhan cao tudi (xem muc Canh bao
va than trong khi dung thuéc), héi ching an
than kinh ac tinh (xem muc Canh béo va than
trong khi duing thuéc)

R&i loan tam than

Thudng gap Tram cdm

it gap Ao giac

Hiém gap Lu lan

R&i loan mach mau

Thuong gdp Tut huyét ap, dac biét khi dung dudng tinh
mach

Khong rd Séc, ngat sau khi tiém, con tdng huyét ap cap

tinh & bénh nhén co6 u tly thuong than (xem
muc Chéng chi dinh)

* R&i loan ndi tiét trong qua trinh diéu tri kéo dai bang metoclopramid c6 lién quan dén
tang prolactin huyét (mat kinh, tiét nhiéu sira, va to & nam).
Cac phan ting c6 méi lién quan hodc thudng xay ra khi dung liéu cao bao gém:
- R&i loan ngoai thap: réi loan truong lyc ca hodc réi loan van dong cdp tinh, héi ching
parkinson, ching dimng ngéi khéng yén, tham chi sau khi dung mét liéu duy nhat, dac biét
& tré em va ngudi tré (Xem muc Canh béo va than trong khi dung thudc).
- Lo mo, gidm kha nang nhan thuc, 14 1an, do giac.

Théng bdo ngay cho bdc si hodc du'gc si nhiing tdc dung khéng mong muén gdp phdi

khi sit dung thuéc

Qua liéu va cach xir tri

Triéu ching

R&i loan ngoai thap, 1o mo, gidm kha nang nhan thuc, 10 1an, o giac, ngling tim nging thé.
Xotri

Trong trudng hgp xay ra réi loan ngoai thap, cé thé do qué liéu hodc khéng, can ngling
metoclopramid va st dung cac thudc diéu tri triéu chiing gém benzodiazepin & tré nhé va/
hoéc cac thudc khang cholinergic diéu tri parkinson & ngudi I6n.

Can diéu tri triéu ching va theo déi lién tuc cac chiic ndng tim mach va hé hap tuy theo tinh
trang lam sang ctia bénh nhan.

Daéc tinh duogc luc hoc

Nhom dugc ly: Chéng budn nén/ nén

Ma ATC: AO3FAO1

Metoclopramid 1a chat phong bé thu thé dopamin, déi khang véi tac dung trung uong va
ngoai vi ctia dopamin, 1am cho cac thy thé & dudng tiéu héa nhay cdm véi acetylcholin.
Thudc lam tang nhu déng clia hang vi, ta trang, héng trang. Metoclopramid giam do gian
phén trén da day va tang do co bdp clia hang vi: khi d6 két hgp 2 tac dung trén lam da day
réng nhanh va gidm trao ngugc tur ta trang va da day lén thuc quan. Cac téc dung nay quan
trong khi dung metoclopramid nhu mét thuéc tang nhu dong. Tinh chat chéng nén cla
metoclopramid la do tac dung khang dopamin truc ti€p Ién viing phat déng hoéa thu thé va
trung tdm nén va do tac dung déi khang 1én thu thé serotonin - 5HT3.

Pac tinh dugc dong hoc

Metoclopramid hap thu nhanh va hoan toan sau khi uéng; kha nang hap thu cia metoclo-
pramid c6 thé bi cham hoac gidm & ngudi bénh bj r da day. Thuéc chuyén héa lan dau qua
gan gay ra su bién thién I6n vé sinh kha dung dudng uéng gilia cac ca thé. Sinh kha dung
tuyét déi trung binh dudng uéng khoang 80% (dao déng tir 30 - 100%) Chuyén héa qua
gan lan dau lam gidm kha dung sinh hoc ctia thudc con khodng 75%. Metoclopramid it lién
két véi protein huyét tuong chi khodng 13 - 30%, chli yéu lién két véi albumin. Thai gian dé
thudc dat dinh trong huyét tuong la 1 - 2 gi& sau khi udng. Thuéc phan bé nhanh vao hau
hét cac mé va dé dang qua hang rao mau - ndo va nhau thai. Thé tich phan bé biéu kién trén
ngudi 16n khoang 2,2 - 3,5 I/kg va trén tré em 1a 1,92 - 4,4 1/kg . Néng do thudc & trong sita
c6 thé cao hon trong huyét tuong.

Metoclopramid dugc bai xuat theo 2 pha vdi thai gian ban thai pha cudi khoang 4 - 6 gid.
Suy than kéo dai thai gian ban thai, lam tdng néng dé metoclopramid trong huyét tuong.
Thudc thai trir cht yéu qua nudc tiéu, khodng 85% lugng thudc dugc dao thai sau 72 gid,
trong d6 20% thudc dugc thai trir & dang khéng déi qua nudc tiéu, s6 con lai thai trir dudi
dang lién hgp véi sulfat hodc acid glucuronic la dang chat chuyén héa bat hoat. Khodng 5%
dugc dao thai qua phan va mat. Khi tiém bap, thudc bat dau tac dung sau 10 dén 15 phat,
khi tiém tinh mach sau 1 - 3 phut va khi udng, sau 30 - 60 phut. Tac dung dugc ly chinh ctia
metoclopramid kéo dai khoang 1 - 2 gi& sau khi st dung liéu don.

Quy cach déng goi:

Hoép 11030 ml.

Bao quan: Noi khé rdo, tranh anh sang, trong bao bi kin, & nhiét do dudi 30°C.

Han duing: 24 thang ké tir ngay san xuét.

Tiéu chuan chét lugng: Tiéu chuén co sé.

Nha san xuat

cPC1HN
Céng ty C6 phan Dugc pham CPC1 Ha Noi
Cum c6ng nghiép Ha Binh Phuaong, xa Van Binh, huyén Thudng Tin,
thanh phé Ha Noi

T2-24-210725-T03990-NC01362

Kich thudc 190 mm x 265 mm, mat 1
Stra phan chi dinh va liéu dung

Kich thudc 190 mm x 265 mm, mat 2
Stra phan chi dinh va liéu dung




