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Metoclopramtd hydroclorid

Thudc ban theo ddn '
DE xa tdm tay tré em |
Doc ky hudng dén sit dung tm‘é‘c khi ding

Théng bao ngay cho bac sy hodc dugc sy nhitng tdc dung khng mong mudn gap phai khi sir
dung thuéc

1. THANH PHAN CONG THUC THUGC: M&i vién nén chifa:
Hoat chat: Metoclopramid hydroclorid...............ccovvevu...... 10 mg
T4 dugc: Lactose dap thdng, cellulose vi tinh thé PH 102, tinh bot tién hé héa, natri starch
glycolat, silic oxyd dang keo khan, magnesi stearat.

2. DANG BAO CHE: Vién nén

3. QUY CACH PONG GOI:
HOp 2 vi x 20 vién nén.

4. DUQC LUC HOC
Nhém duge Iy: Thubc chBng nén. Thubc chen thu thé dopamin. Thudc kich thich nhu dong da
day — rudt phén trén.
M3 ATC: AO3FAOQ1
Dugc Iy cla metoclopramid phifc tap va co ché tic dung chua biét ddy dl. Tac dung dugc Iy
chinh & dudng tiéu héa va hé than kinh trung uong.
budng tiéu hoa: Metoclopramid kich thich nhu dong dudng tiéu héa trén, nhung khéng kich
thich bai tiét dich vi, mat va tuy. Thudc lam cdc md nhay cdm véi tic dung clia acetylcholin. /-
Tac dung clia metoclopramid d6i véi nhu dong khong phu thudc vao thdn kinh ph& vi, nhung

cac thudc khang acetylcholin lam mét tac dung cla thubc nay. Metoclopramid 1am téng co bop "

da day (ddc biét ving hang vi), lam thu dodi co thdt mdn vi va hanh t4 trang, va lam ting
nhu dong t4 trang va hdng trang, din d&n lam t6ng nhanh thic An ra khoi da day va rudt.
Thudc 1am ting truong lyc co lic nght clia co thit dudi cha thyc quan. Thudc khong cé tac
dung d&n nhu dong cla dai trang hodc tli mat.

Hé than kinh: Metoclopramid 1a mdt thudc d6i khang thy thé dopamin trung uong manh. Thudc
cd tAc dung chdng ndn va an thdn. T4c dung chdng ndn clia metoclopramid 1a do tinh dGi
khang clia thudc véi cac thy thé dopamin trung uong va ngoai bién. Dopamin gy budn non va
ndn do kich thich ving khdi déng héa thy thé & tly (CTZ), va metoclopramid chen kich thich
ving nay do cac thudc nhu L-dopa hodc apomorphin dugc biét 12 nhiing thudc 1am ting ndng
dd dopamin hodc c6 tic dung gibng dopamin. Metoclopramid kich thich gidi phéng prolactin
va gdy ting nhét thdi néng do aldosteron trong méu, c6 thé gay gilf nudc trong co thé.

5. DUQOC BONG HOC
Hap thu: Metoclopramid hdp thu nhanh va hoan toan sau khi udng. Khd ndng hép thu cla

metoclopramid co thé bj cham hodc gidm & ngudi bénh bi (r da day. Thdi gian dé thubc dat
néng do dinh trong huyét tuong 12 1 — 2 @id sau khi udng. Khi udng, thudc bt ddu tac dung
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https://tru@Q%WHRQE‘EQJJQ@MC ly chinh clia metoclopramid kéo dai khodng 1 - 2 gits sau

khi st dung liéu don.

Phan bo: ThuGc phan b nhanh vao hdu hét cac md va d& dang qua hang rao méu - ndo va
nhau thai. Thé tich phan bd biéu kién trén ngudi I6n khodng 2,2 — 3,5 lit/kg va trén tré em I3
1,92 - 4,4 lit/kg. Nong do thudc & trong sifa c6 thé cao hon trong huyét tuong. Metoclopramid
it lién két voi protein huyét tuong (chi khodng 13 — 30%), chii y&u lién k&t véi albumin.
Chuyén hda: Thusc chuyén héa 14n ddu qua gan gay ra sy bién thién 16n vé sinh kha dung
dudng ubng gilla cdc c4 thé. Sinh kha dung tuyét ddi trung binh duding ubng khodng 80% (dao
dong tir 30 — 100%). Chuyén héa qua gan I14n ddu lam gidm sinh kha dung clia thudc con
khodng 75%.

Thai trd: Metoclopramid dugc bai xudt theo 2 pha véi thdi gian ban thai pha cudi khoéng 4 - 6
gid. Suy than lam kéo dai thoi gian bén thdi, lam tang ndng do metoclopramid trong huyét
tuong. Thudc thdi trit chil y&u qua nutc tiéu, khodng 85% Iugng thudic dugc dao thai sau 72 gio,
trong d6 20% thudc dugc thdi trir & dang khong ddi qua nudc tifu, s6 con lai thai trir dusi
dang lién hgp véi sulfat hodc acid glucuronic 12 dang chdt chuyén héa bat hoat. Khodng 5%
dugc dao thdi qua phan va mat.

. CHi DINH
- Diéu trj triéu ching budn ndn va ndn do dau niia d4u c4p.

- Diéu tri budn ndn va ndn mudn (nhung khong cap tinh) do héa trj liu, do xa tri.

- Dy phdng buén ndn va nén hau phiu.

- Tré em tir 1 d&n 18 tudi: Thudc dugc lya chon hang hai d& dy phong budn ndn va nén mudn
do hoa tri ligu va dé diéu tri bubn non va nén sau phiu thuit.

. CACH DUNG, LIEU DUNG

Cach ding: Dung dudng udng. Ding trudc biia dn 30 phdt va lic di ngl. Chi dung cho ngudi

Bn.

Liéu dang: Khuyén cdo sif dyng dang bao ché c6 ham lugng thich hgp véi céc liéu dung

dudi 5 mg.

Nguoi I6n: Trong tdt cd cdc chi dinh, 10 — 30 mg/ngay, chia 1am 1 - 3 I4n; t6i da 30

mg/ngay hodc 0,5 mg/kg/ngay.

Tré em 1 — 18 tudi: Dy phong ndn va budn ndn xut hién mudn do héa tri ligu: 0,1 - 0,15

ma/kg, ti da 3 14n/ngay. Liéu t6i da 0,5 mg/kg/ngay, thdi gian diéu tri t6i da 1a 5 ngay.

Bang tinh liéu cho tré em ding dudng udng:

Tudi Can n#ng (kg) Li€u ding (mg) S6 I4n dung t6i da/ngay
1-3 10 - 14 1 3
3-5 15-19 2 3
5-9 20 - 29 2,5 3
9-18 30 - 60 5 3
15 - 18 > 60 10 3

Ngudi cao tudi: Can nhic gidm liéu dya trén thé trang cu thé.
Suy thdn: Suy than giai doan cudi (Cl,; < 15 ml/phat): Nén giam liéu hang ngay xudng 75%.
Suy than trung binh hodc ning (Cl. 15 — 60 mli/phit): Nén gidm liéu xudng 50%.
| 2/6
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8. CHONG CHI DINH

- Mn cdm v6i bdt ky thanh phdn nao clia thusc hodc c6 tién sit khéng dung nap véi thudc.

- Téc cd hoc, thiing dutng tiéu héa hodic chéng non sau phdu thudt dudng tiéu héa méi duoc
3 - 4 ngéy do thudc gay ting nhu dong dudng tiéu hoa. Xudt huyét dudng tidu hoa.

- Ngudi bénh c6 tién sl dong kinh vi thudc c6 thé lam con dong kinh nang hon va mau han.

- HOi ching Parkinson.

- Bénh nhan dang ding cic thuSc c6 khd ning gdy ra phdn @ng ngoai thap nhu
phenothiazin, butyrophenol vi metoclopramid c6 thé 1am téng céc phan ng nay.

- Ngudi bi u t&€ bao ua chrom, vi thudc co thé gy con ting huy&t 4p & nhiing ngudi mic
bénh nay.

- (6 tién sit methemoglobin huyét do metoclopramid hodc thi€u enzym NADH cytochrom b5
reductase.

- Ph6i hgp metoclopramid véi levodopa hodic céc thubc chd van dopamin.

- U tly thugng than hodc nghi ngd u tlly thugng than do nguy co gdy céc con ting huyét 4p

-’ kich phét.
- Ca tién si r6i loan van dong do metoclopramid hodc ri loan van dong do thuSc an thin.
- Tré nhd dui 1 tudi.
9. LUU Y VA THAN TRONG

Thudc c6 thé 1am téng téc dung clia rugu, barbiturat hodc céc thudc (ic ch& hé thdn kinh trung

uong khac.

Phdi thong bdo thudc nay dugc khuy&n céo chi dung cho ngudi I6n. Phdn itng ngoai thap co

thé xdy ra trong khi diéu trj metoclopramid, dac biét & trd em va ngudi I6n dudi 30 tudi, hodc

khi dung liéu cao nhu dung dy phong bubn nén va ndn do héa trj liéu trong diéu trj ung thu.

Nguy co tic hai v& thdn kinh nhu tdc dung ngoai thdp va loan ddng mudn nguy hai hon lgi ich

diéu tri 14u dai hodc diéu trj li€u cao. D& gidm thi€u nguy cd xdy ra c4c ADR thin kinh c6 tiém

ndng nghiém trong, céc han ché sau ddy vé chi dinh, lifu lugng va thoi gian dung thuSc da

- dugc khuyén céo:

- Tré em 1 - 18 tudi, chi dung metoclopramid nhu thuéc hang hai d& dy phong bubn nén va
ndn mudn do héa tri liéu va dé diéu tri budn ndn va ndn hau phiu.

- Chi dung metoclopramid ngin ngay (t6i da 5 ngay).

- Liéu khuy&n cdo 100 — 150 microgam/kg (t6i da 10 mq), c6 thé cho 1&p lai t6i 3 1&n/ngay.

Khéng khuy&n céo dung metoclopramid trong cdc bénh man tinh nhu da day gidm co bop

(gastroparesis), khé tiéu va bénh trdo ngugc da day - thyc quan va lam thudc bd trg trong

cac thi thuat ngoai khoa hodc dién quang.

Phai ngiing metoclopramid & ngudi c6 triéu chiing loan ddng mudn. Phai dung than trong hodc

t6t nh4t khong dung metoclopramid cho ngudi c6 hoi chitng Parkinson, vi thuc co thé 1am

nang thém hdi chiing nay. N&u c6 hdi chiing 4c tinh do thubc an thdn kinh, phai ngling ngay

metoclopramid. Thuéc nay ciing khéng dung cho ngudi c6 tién st bénh trdm cam.
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https://truﬂ@mmy@%ﬁjméclopramid dé dy phong bubn ndn va ndn sau phiu thudt, vi vé

ly thuyét, thudc c thé kich thich nhu dong dudng tiéu hoa lam tdng ap lyc trén dudng khau
ndi hodc dong rudt.
Ngudi b&nh c6 t6n thuong gan hodc than hodc ngudi suy tim c6 nguy co gill nuc hoic giam
kali huy€t, nén phai theo doi khi diéu tri. NEu co triéu chiing gilt nudc, phai ngimng thudc ngay.
Ngudi suy gidm NADH cytochrom b5 reductase c6 nguy co ting methemoglobin va/hoic
sulfhemoglobin  huyét khi dung thuSc. Ngudi bénh thi€u enzym glucose-6-phosphat
dehydrogenase bj methemoglobin huyét do dung metoclopramid khong khuy&n cdo dung xanh
methylen dé diéu tri.
Thubc ndy c6 chifa lactose. B&nh nhan c6 van dé vé di truyén hi€m gdp khdng dung nap
galactose, thiéu hut lactase Lapp hodc kém hédp thu glucose-galactose khéng nén dung thudc
nay.
Thoi ky mang thai: Metoclopramid qua dugc nhau thai vA metoclopramid c6 thé an toan cho
phu nit mang thai. Tuy nhién, khi dung thudc vao cudi thai ky cé thé xuat hién triéu ching
ngoai thap & tré sd sinh. Do do, cdn theo doi than trong tré sau khi sinh néu dung thudc trong
" 3 thang cudi thai ky.
Thoi ky cho con bi: Metoclopramid bai ti€t qua sita me nén tré ba me ¢ thé gip cic tac
dung khdng mong mudn do thudc. Do d6 khong khuy&n cdo ding metoclopramid trong thdi ky
cho con bd. Trén ddi tugng phu nit cho con bl c6 sif dung metoclopramid, cd4n can nhic
ngimng thudc.
Anh hudng ciia thuéc déi vdi céng viéc: Metoclopramid co thé gy budn ngll, chong mit,
loan van dbng va rBi loan truong Iuc. Nhilng tdc dung khong mong mubn ndy c6 thé &nh
huéng dé&n tdm nhin va gy trd ngai d&n khd ndng lai xe va van hanh may moc, ngudi lam
viéc trén cao va céc trudng hgp khac.

10. TUONG TAC THUDC

Chéng chi dinh phdi hgp céc thudc dopaminergic bao gém ca thudc khdng chdng Parkinson

va levodopa v6i metoclopramid vi c6 tinh ddi khang 1an nhau. Dung mdt thuSc chéng non

khac khéng c6 téc dung ngoai thap.

Rugu c6 thé |am ting tic dung (c ch& thdn kinh trung uong clia metoclopramid, nén trénh

phdi hop.

Do metoclopramid 1am ting nhu dong duding tiéu héa nén cé thé 1am thay d6i hép thu cla

mot s8 thudc, cAn can nhic khi phdi hop, cu thé 1a:

- Thubc khang cholinergic, din xudt morphin: Co doi khang tuong tranh vé anh hubng trén
nhu dong dudng tiéu hoa.

- Thudc giam dau trung uong (din xudt morphin, thudc chdng lo au, thudc an than khang
histamin Hs, thudc an than chdng trdm cam, barbirurat, clonidin va céc thudc lién quan):
Lam tdng anh hubng trén tdm thén.

- Thubc an thdn: Co thé 1am ting tdc dung cla cc thudc an thin kinh va gdy ri loan
ngoai thap.

- ThuBc hé serotonergic: Co thé ting nguy co gap hoi chitng setoronin.
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httpSi//thﬂgB@&W&HQ@@%Ogm( sinh kha dung cla digoxin, cdn theo doi néng do digoxin khi
' dung phdi hap.
- Cyclosporin: Lam ting sinh khd dung clia cyclosporin, cin theo ddi néng dd cyclosporin
trong huyét tuong khi dung phdi hop.
- Céc thudc Uc ché CYP2D6 manh, nhu fluoxetin va paroxetin, 1am t&ng mdc dd phoi nhidm
metoclopramid trén bénh nhan. C4n theo doi bénh nhdn d€ ph4t hién cdc ADR.

11. TAC DUNG KHONG MONG MUON
Metoclopramid c6 thé gdy cdc phan (ng loan truong Iyc cip nhu co thdt co mit hoic co
xuong va con van nhan; tré em (ddc biét nt va ngudi can ning dudi 10 kg) dé bi. Phan (ng
loan truong Iyc thuong xdy ra ngay sau khi bdt ddu diéu tri va hét trong vong 24 gid khi
ngting thudc.
- Thudng gédp, 1/100 < ADR < 1/10
Tiéu héa: Tiéu chdy, bubn non.
Cd xuong: Mét moi va yéu co bat thudng.
Thén kinh trung wong: Gdy ra trang thdi ngl ga (i 18 gdp phai tir 10 — 70% va co lién
" quan dén liéu dung), rdi loan truong luc cd cip tinh (ti 18 mic phai nhd hon 1% dén 25%)
dic biét & nhilng ngudi bénh nit tré, bbn chdn (10%), rdi loan ngoai thdp, hodi chiing
Parkinson va chiing diing ngbi khong yén, trdm cam.
Khac: Suy nhugc, tut huyét ap
- It gdp, 1/1000 < ADR < 1/100
Da: Ngoai ban.
Tiéu hoa: T4o bon, budn nén, khd miéng bat thudng.
Noi tiét: Mat kinh, tdng prolactin huyét.
Thén kinh: R&i loan truong luc co, r8i loan van ddng, gidm khd nang nhén thic, do gidc.
Khéc: Nhip tim cham, cAdm giéc sung v, ting man cam.
- Hiém gép, ADR < 1/1000
M4u: M4t bach cdu hat, mét bach ciu trung tinh.
Gan: C6 thé gay ddc cho gan.
Thén kinh: Hdi chiing an than kinh 4c tinh, co giat (ddc biét trén bénh nhan ddng kinh), Id
I&n.
Da: Phu né loan th4n kinh mach, phét ban, may day.
Ho h&p: Gay ph thanh qudn
NGi tiét: Tdng tiét siia
- ADR chua x4c dinh dugc tan suét gap:
Tim mach: Block nhi that, cham nhip tim, kéo dai khodng QT, xodn dinh, ( nu6c, tang
huy&t 4p hay mach nhanh.
Than kinh: Chéng mit, nhiic d4u, mé&t ngd, hoi ching Parkinson hay r6i loan van dong
mudn va thudng & ngudi cao tudi diéu tri kéo dai.
Noi tiét va chuyén hoa: Vi to & dan ong va c6 thé ting ndng do aldosteron trong mau.
Bai tiét: Tiéu nhiéu hodc khéng tu chil.
M&t: R&i loan tdm nhin
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Khac: Di ing, phén ing phan v&, methemoglobin huyét hay sulfhemoglobin huyét.
Cach xu tri ADR: Nguy co triéu chiing ngoai thdp c¢6 thé gidm bing cdch ding liéu hang
ngay dudi 500 microgam/kg c&n nang. NEu triéu chiing khdng gidm, nén nglng thudc.

12. QUA LIEU VA CACH XU TRi

Trigu chiing: RGi loan ngoai thap, lo mo, 10 14n, tinh trang ngll ga (n@ing), ngifng tim, ngiing
thd. Céc trigu chiing nay ciing c6 thé gip khi dung liéu binh thudng nhung hiém, dic biét hay
gdp & tré em va ngudi tré tudi khi sif dung liéu cao dé diéu tri ndn va budn ndn do thudc
chdng ung thu.

XU trl: Khong c6 thuBc giai doc dac hiéu. Diéu tri triéu chiing va hé trg. NEu xay ra rdi loan
ngoai thap, st dung céc thudc di€u tri triéu chiing gbm benzodiazepin 6 tré nhd va/hodc céc
thudc khang cholinergic diéu tri Parkinson & ngudi 16n. Néu ngd doc cip va chua mé, c6 thé
rifa da day. Néu hon mé, dit ndi khi co bong chén trude khi rira da day.

13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Khdng ding qua liéu chi dinh.

e 14. DIEU KIEN BAD QUAN: ( nhigt do dusi 30°C, nai kho rdo, trinh 4nh sang.
15. HAN DUNG cUA THUOC: 36 thang ké ti ngay san xut. Khong dung thudc khi qua han ding.
16. TEN, DIA CHI, BIEU TUGNG CUA cO SG SAN XUAT:
(ca)
Pharmaceuticals
WHO-GMP ,
cONG TY ¢80 PHAN DUGC PHAM OPV .
S 27, Buong 3A, Khu Cong Nghiép Bién Hoa II, Phudng An Binh, Tp. Bién Hoa, Tinh Bdng Na’
DT: (061) 3992999 Fax: (061) 3835088

17. NGAY XEM XET SUA pd1, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC

TUQ.CYC TRUGNG
P.JRUONG PHONG g/g
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