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Huéng dan su dung thudc

Dang bao ché: Dung dich tiém.
Hinh thirc: Ché pham 13 dung dich trong, khdng mau, dugc déng trong 6ng thiy tinh, han

kin, khéng ran nurt, khéng den dau.

- Chay méu tiéu héa, tic nghén cor hoc hodc thiing da day ruét do thudc 1dm ting nhu dong

- R6i logn théin kinh

C4 thé xdy ra céc triéu chimg r6i loan ngoai thap, thudng gap trén tré em va ngudi tré tudi
va/hoic khi str dung lidu cao. Nhimg phan (mg nay thutng xay ra trong giai doan dau dung
thubc, c6 trdmg hop xdy ra sau khi dung mét liéu duy nhat. Nén ngirmg thudc ngay khi c6

< Rx
B rudt va cd thé khién tinh trang bénh nhin ndng né hon.
;' Vl N CO M ' D éuth thugng than hodc nghi ngdr u ty thugng than do nguy co gdy cic con ting huyét .
\ p kich phat. f
“Thudc nay chi dung theo dm: thudc” - C4 tién sir r6i logn van ddng do metoclopramid hodc réi loan van dong do thuéc an thian.
“Dé nﬂnjtzvtréem -DOng kinh (véi mat d6 va curdmg d6 con dong kinh ting dan).
“Doc k hurémg dan sir dyng trwrére khi dung” - Parkinson, -
1. Thanh phan Oﬂm thirc alia thudc: - DUng phéi hop véi levodopa hodc cic thubc chii van dopamin.
Cho 01 6ng 2 mi chira: - (0 tién sir methemoglobin huyét do metoclopramid hojc thiéu men NADH cytochrome
Thanh phéin duor chat: Metoclopramid hydrodorid.... ... 10 mg. bS reductase. ,
Thanh Mn ta d(m Natri dOdd, nudc dé pha thu& tiém wra N i 2ml. 2 Tré d[réi 1 tudL do nguy co xéy ra r6‘ 'oan ngoai thép téng trén d6i tuong néy’
2. Dang bao ché: 7. Canh béo va thin trong khi diing thubc:

pH=3,0+5,0 |
3. Quy cich déng gbi: Hop 2vix 5 6ngx 2 ml. biéu hién réi loan ngoai thap. Trong da s6 cac truéing hop, nhimg triéu chimg nay mat é
4. Chi dinh: hoan toan sau khi ngirng thudc. Tuy nhién mét s6 truémg hop can ding thudc diéu trj triéu ;
Ngur lon: chirg (benzodiazepin trén tré em va/hodc cic thudc khdng cholinergic diéu trj parkinson
- Dy phong ndn va budn ndn hiu phau. trén ngun I6m). :
- Dy phong ndn va budn ndn do xa tri. : Khoang cach dua liéu ft nhét |a 6 gioy, ké ca trong truting hop ndn hodc khong dung hét =
- Didu tri triéu chimg ndn va budn ndn bao gdm cd ndn va budn nondo daunuradaucdp  mét lidu thuc dé tranh nguy co qué lidu. e
tinh. pidu tri kéo dai bang metoclopramid cé thé gay réi loan van ddng mudn, nhiéu truemg hop 5
Tré em tir 1 - 18 tudi: khéng phuc hdi, ddc biét trén ngudi cao tudi. Do d6, khdng nén kéo dai thdi gian diéu tri E

- 12 thuic lra chon hang hai (second - line) dé dy phong ndn va budn non xuat hién muén

qua 3 thang. Can ngirng dung thudc ngay khi cé céc biéu hién r6i logn van ddng mudn trén
lam sang.

do héa tri.
- L3 thudc lyra chon hang hai (second - line) dé diu trj nn va budn ndn hau phau. Hoi chimg an thin kinh 4c tinh d3 duge bdo cio véi metoclopramid dung don déc cling
5. Lidu dung - cdch dung: nhu phéi hgp véi cac thude an than khéic. Bénh nhan can ngirng thudc cb cac bién phap

Céch diing: Tiém bip hoic tiém finh mach cham trong vong it nhat 3 phut.

Khong c6 yéu cau dac biét vé xr ly thubc sau khi sir dung.

Liéu ding:

Nguon lon:

- Dy phong ndn va budn ndn hau phau: khuyén cio dung liéu 10 mg.

- Dy phong ndn va budn ndn do xa tri: khuyén cao dung liéu 10 mg x toi da 3 [an/ngay.

- Didu trj triéu chimg non va budn ndn, bao gdm ndn va budn ndn do dau nira dau cap
tinh: khuyén cdo dung lieu 10 mg x t6i da 3 [an/ngay.

- Lidu t5i da khuyén cao: 30 mg/ngay hodc 0,5 mg/kg/ngay.

- Théi gian didu tri: dung thudc theo dudmg tiém trong thai gian ngan nhét, sau d6 cd thé
chuyén sang dung thudc theo durdmg udng hodc duomg dat tryc trang.

Tré em tir 1 - 18 tud:

- Vi tat ca cac chi dinh: khuyén céo dung lieu 0,1-0,15 mg/kg x tdi da 3 [an/ngay, dung

+ Dy phong nén va budn nén xuat hién mudn do héa tri: téi da trong vong 5 ngay.

+ Digu tri ndn va budn nén hau phau: tdi da trong vong 48 gior.

Déi tuong dac biét

- Nguoi cao tudi: nén can nhac gidm lieu mt [an dua thude dyra trén chire nang gan than
va thé trang.

didu trj thich hop ngay khi xdy ra cic biéu hién cia hdi chimg an than kinh 4c tinh.

C3n than trong theo di nhirng bénh nhén ¢ bénh than kinh nén va bénh nhan dang dugc
diéu trj bang cac thudc ¢b co ché tac dung trung uong.

Metocopramid cé thé 1am n3ng né thém céc triéu chirng parkinson.

- Methemoglobin huyét

Mét s8 truding hop methemoglobin huyét c6 thé cd lién quan téi thiéu NADH cytochrom
b5 reductase d3 duoc bdo cdo. Khi bénh nhén c6 biéu hién methemoglobin huyét, can
ngirng ngay thudc va cd cac bién phép diéu trj thich hop nhu dung xanh methylen. Véi cac
trudng hop nay, khéng bao gior dung lai metoclopramid cho bénh nhan.

- Réi loan tim mach

M&t s6 trudmg hop gip cac phan Ung bat lgi nghiém trong trén tim mach da dugc bdo cdo
bao gdm: Truy tudn hoan, nhip tim chdm nghiém trong, ngimg tim va kéo dai khoang QT
sau khi tiém metoclopramid, d3c biét tiém tinh mach.

Cin than trong theo ddi bénh nhan sir dung metoclopramid, ddc biét truomg hop dung

khac vé co ban 13 "khéng chira natri”.

8. Str dung thudc cho phy nir cd thai va cho con bu:

Str dung thuéc cho phy nir co thai:

Nhiéu dir liéu trén doi trong phy nir ¢d thai (voi trén 1000 chi tiéu dau ra) cho thay
metoclopramid khdng gy quai thai hodc gay dc tinh cho thai nhi nén c¢o thé dung trong

duong tinh mach.
- Lieu t6i da: 0,5 mg/kg/ngay. thuc dudng tinh mach cho ngudi cao tudi, bénh nhan c6 réi loan dan truyén tim (bao
Bang tinh liéu cho tré em gdm ca kéo dai khoang QT), bénh nhan cd réi logn dién gidi, nhip tim chdm, va nhirng bénh
Tubi | Cénndng Liéuding |  S6lin ding/ngay nhan dung kém céc thudc khéc cd nguy co kéo dai khoang QT.
1-3tubi | 10-14kg 1mg Téi da 3 [an/ngay PGi véi trudng hop dung thudc dudng tinh mach: Tiém tinh mach cham trong vong it nhat
3-5tudi 15-19kg 2mg |  Téida3lan/ngay 3 phut dé gidm nguy co gip cic phan (mg bt lgi nhu tyt huyét dp va chimg ngdi nam
5-9 tudi | 20-29kg 2,5mg T6i da 3 [an/ngdy khéng yén. :
9- 18 tudi 1 30-60kg 5mg T6i da 3 [an/ngay - Suy thdn hodc suy gan
15 - 18 tudi >60 ke 10 mg T6i da 3 [3n/ngay Khuyén cao giam liéu trén nhimg bénh nhan suy thdn hodc suy gan nghiém trong.
" Thoi gian diéu tri Y
Thudc nay chira it hon 1 mmol natri (23 mg) trong moi dng 2 ml dung dich tiém, néi cach

| -Suythin: g e o . |
' +Suythdn giai doan cui (d6 thanh thai creatinin < 15 mi/phdt): nén giam liéu hang ngay thai ky néu‘can thlet.. Vo nhimg d?c tf“h dtro'c ly cua met‘oclopramnd tuong ty nhu cac
xudng 75% thubc an than khac, viéc dung thudc vao cudi thai ky co thé gay nguy co xay ra hgi chirng
+ Suy than ning hoic trung binh (d thanh thai creatinin 15 - 60 mi/phut): nén giam liéu ngoal thaf ren tre. Do:lo, Eranh dung rPetoclopramid vao cudi thai ky; trong trudmg hop
diing xubng 50% dung thudc, can theo doi chat ché céc biéu hién trén tré sinh ra.
- Suy gan: ' St dung thudc cho phu ni¥ cho con bu:
: Metoclopramid bai tiét mgt lugng nhd vao sira me nén tré bl me cd nguy co gap phai cac

+ Suy gan nang: Nén giam liéu dung xudng 50%.
- Tré em dudi 1 tudi- Chéng chi dinh metoclopramid cho tré dudi 1 tudi.

6. Chong chi djnh:
- Qué min véi metoclopramid hodc bit ky thanh phan nao cla thudc.

phan (g bat lgi cla thude. Do dd, khong khuyén cao dung metoclopramid trong thoi ky
cho con bu. Trén déi tugng phuy nit cho con bu ¢é str dung metoclopramid, can can nhac
viéc ngurng thudc.
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9, Anh hurérng clia thudic 1én kha ndng 14i xe, van hanh mdy méc:
Metoclopramid o6 thé gdy lo mo, choang vang, réi loan van dong, loan truromg lyc oo va o6
thé anh hudmg dén thj gidc va kha nang l3i xe cling nhur van hanh mdy mdc cla ngudi dung
thudc.
10. Tuong téc, turong ky thudc
Tuong téc
- Phéi hgp chbng chi dinh.
Chdng chi dinh phéi hgp metoclopramid véi levodopa hodc cac thude chii van dopamin do
6 d6i khang tuong tranh.
- Phé6i hgp nén tranh:
Rurou 06 thé 1am ting tac dyung Urc ché than kinh trung wrong cua metoclopramid.
- Phéi hop ciin cdin nhac:
Do metoclopramid [3m tang nhu ddng dudmg tiéu hda nén cd thé lam thay dbi sy hdp thu
cua mdt s thudc
+ Thudc khdng cholinergic v déin xulit morphin: Cac thudc khang cholinergic va dan xust
morphin cé thé cd d&i khang tuong tranh véi metoclopramid vé anh hudng trén nhu dong
dudmng tiéu hda.
+ Coc thubc giom dau trung vong (dén xuGt morphin, thube chéng lo bu, thubc an than
khdng histamin H1, thubc an than chéng trdm cdm, barbiturat, donidin va cdc thude lién
quan): viéc phdi hop cac thube giam dau trung urong va metodopramid cé thé lam tang
anh huong lén tam than.
+ Thuéc an than: Metoclopramid c6 thé lam ting tac dung clUia cic thudc an thin kinh va
gay rdi loan ngoai thap.
+ Thudc hé serotonergic: Viéc phdi hgp metodopramid va cic thudc hé serotonergic nhur
cac thudc tai thu hoi chon loc serotonin (SSRI) ¢6 thé lam ting nguy co gip hdi chimg
serotonin.
+ Digoxin: Metoclopramid ¢6 thé lam giam sinh kha dung ctia digoxin. Khi dung phéi hop,
can theo ddi ch3t ché ndng dd digoxin huyét tuong.
+ Cydosporin: Metoclopramid lam tang sinh kha dung clia cyclosporin (ting Cmax lén 46%
va tang phoi nhiém Ién 22%). Khi dung phdi hop, cin theo ddi chit ché ndng dd
cyclosporin huyét tirong. Chura rd hu qua clia tuong tac ndy trén 13m sang.
+ Mivacurium va suxamethonium: Metoclopramid tiém c6 thé lam kéo dai tac dung chen
than kinh co' clia mivacurium va suxamethonium (thdng qua (rc ché cholinestearase huyét
+ Cdc thube uc ché CYP2D6 manh: Cac thubc (rc ché CYP2D6 manh nhu fluoxetin va
paroxetin lam tang mirc 4 phoi nhiém metoclopramid trén bénh nhan. Tuy hju qua trén
Idm sang clia tuong tac chura dugc biét rd, cin theo doi chit ché bénh nhan dé phat hién
cac phan (mg bat loi.
Tuong ky:
Do khéng c6 céc nghién clru vé tinh trrong ky clia thudc, khdng trn lan thude nay véi cic
thudc khac.
11. Téc dung khdng mong mudn clia thudc (ADR):
Cac tac dung khong mong mudn dudi day duorc liét ké theo phan loai to chirc.
Tan xust gap duoc quy wdc nhu sau: Rat thuong gap (2 1/10), thuong gap (21/100, <
1/10), it g3p (21/1000, <1/100), hiém gip (21/10000, <1/1000), rat hiém gip (<1/10000),
khong ré (khéng udrc tinh dugc dyra trén nhimg dir liéu hién cd).
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Ting man cam.
“Iphan (g phan vé (bao gdm s6c phan vé, dac biét

khi dung dudmg finh mach).
—

RGi loan mién dich i‘ iy
Khong ré

i loan than kinh “[Rat thuomg gégﬁubn ngu, lo mo. G
it RGi loan ngoai thap (ddc biét & tré em va ngudi tré

Thutrng gap an
va/hodc khi diing qué liéu, ké ca sau khi dung mot
lidu duy nht), hdi chimg parkinson va chimg dimg
ngdi khdng yén.

Ttgép kLoan truong lye co, r6i loan van dong, giam kha
nang nhan thirc.

(Hiémgsn | Cogiat, dc biét trén bénh nhan dgng kinh.

T(hbng ro [Réi loan van dong mudn c6 thé khéng hoi phyc,

trong hodc sau khi diéu tri kéo dai, dac biét & bénh

nhan cao tudi, hi chimg an than kinh ac tinh.
RGilogn tamthan | Thuong gap Tram cam, ‘
It gdp Ao gi4c.
* Hiém gdp Eu lan.
RGiloan machmdu |Thudmnggdp  [Tut huyét ap, dac biét khi dung dubn% tinh nlach.
Khong rd 56c, ngat sau khi tiém, con tang huyét p cap tinh
& bénh nhan ¢6 u tly thugng than.

Phén logi té chire | Tén xuét Téc dung khéng mong muén
Roi loan tao mau va|Khéong ro Methemoglobin huyét, ¢6 thé do thiéu NADH
hé bach huyét cytochrome b5 reductase, dac biét trén tré so sinh.

Sulfhemoglobon huyét, chi yéu do dung dong thoi
voi cac thudc giadi phong luu huynh liéu cao.

Nhip tim cham, d3c biét vdi cic ché pham dung
duong tinh mach.

R&i logn tim mach Tlftgiip

e —

phan (mg tai noi
tiem

Khong rd Ngimg tim, xay ra trong thoi gian ngan sau khi
dung dudng tiém, ¢ thé xay ra sau khi bj cham
nhip tim; block nhi that, ngirng xoang, dic biét vdi
cac ché pham dudng finh mach; kéo dai khoang
& | QT trén dién tam do; xoan dinh.
Roi loan ndi tiét* It gap M3t kinh, ting prolactin huyét.
Hiém gap Tiét nhiéu sira. #
Khong ro V(i to @ nam.
RGi loan tiéu hoa ”Thu'fmg gap  |Tiéu chay.
ROi loan toan than va|Thuonggip  |Suy nhuoc.

(*) R&i loan ndi tiét trong qua trinh diéu trj kéo dai bing metoclopramid c6 lién quan dén

ting prolactin huyét (mét kinh, tiét nhiéu sira, vi to & nafn). - 4

Céc phan (mg c6 méi lién quan hogc thuong Xay ra khi dung Iue.u caogdm:

- R6i loan ngoai thap: r6i loan truong lyc co’ hodc roi Ioan‘ van t{ong cap tmh,dhou fhung
parkinson, chimg dirmg ngdi khong yén, tham chi sau khi dung mét liéu duy nhat, dac biét

& tré em va ngudi tré.
- Lo mo, gidm kha ndng nhan thur, I |3n, 3o giac.
“Théng bdo ngay cho béc s§ hodic dugc sy

nhiimg phén img c6 hgi géip phéi khi sir dung thuéc”
12. Qué lidu va cach xtr tri: S :
Triéu chimg: RGi loan ngoai thap, lo mo, gidm kha nang nhan thirc, I 1an, 3o giac, ngung
tim, ngirng tha.
Xt y: Trong trudng hop x3y ra réi loan ngoai thép, cb thé do qua liéu hodc khong, can
ngung metoclopramid va sir dyng cac thudc diéu trj triéu chirng gdm benzodiazepin O tré
nho va/hoic cic thube khang cholinergic diéu trj parkinson & ngudi lom.
Cin diéu trj triéu chirng va theo ddi lién tyc cic chirc ndng tim mach va hd hap tuy theo
tinh trang 1am sang clia bénh nhan. Tich cyc theo ddi dé c6 bién phép xr tri kip thoi.
13. Ddc tinh dugc lychoc:
Nhém duoc ly: Chéng nén. Thude chen thy thé dopamin. Thudc kich thich nhu dong da
day - rudt phan trén.
M3 ATC: AO3FAO1
Metoclopramid la chat phong bé thy thé dopamin, d6i khang véi tac dung trung wong va
ngoai vi cua dopamin, lam cdc thy thé & dudmg tiéu héa nhay cdm véi acetyicholin.

Tinh chat chéng ndn clia metoclopramid 13 do tac dung khang dopamin tryc tiép 1én ving
phat dong hda thy thé, trung tdm ndn va do tic dung ddi khang 1én thy thé serotonin -

SHT;.
14. Pac tinh durge dong hoc:

Sau khi tiém bap, thudc bat dau tic dung sau 10 dén 15 phat, khi tiém tinh mach sau 1 - 3

phit. Chuyén hda qua gan [an dau lam gidm sinh kha dung clia thudc con khoang 75%.
Thudc dé dang qua hang rao mau - n3o va nhau thai.

Thdi trir. T6i 30% thudc thai trir & dang khdng chuyén hdéa qua nudre tidu, s6 con lai thai trir

qua nudrc tiéu va mat dudi dang lién hop véi sulfat hodc acid glucuronic.
Thoi gian ban thai clia thudc vao khodng 4 - 6 gi&y, nhung cling cd thé tdi 24 gier & ngurdi
bénh suy giam chirc nang than hodc xo gan.
15. Bidu ki¢n bao quan: Noi khd rdo, nhiét d§ dudi 30°C, tranh dnh sing.
16. Han dung: 36 thang ké tir ngay san xuat.
17. Tiéu chudn chat lwgng: TCCS.
18. Tén, dja chi co’ s& san xuét:
CONG TY €O PHAN DUQC PHAM VINH PHUC
S8 nha 789, duting Dinh Am - P, Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc - Viét Nam
DT:02113861233 Fax: 02113 862774

Dja chi nha mdy: Thon Mgu Thdng - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuic
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