R VINCOMID

“Thudc ndy chi dling theo don thufic”
“DE xa tam tay tré em”
“froc k§f hwréng dan sir dung trurdc khi ding”
1, Thinh phin oing thite ola thude;
Cho 61 8ng 2 mi chira:

Thanh phiin duoe chit: Metoclopramic Aot 10me.
Thank phin td duge: Natri clorid, nuée d8 pha thusc 88m vira @l.............. 2l
2, Dang bdoché:

Dang bae ¢h&: Dung dich tiém,

Hinh thizc: Ch& pham 13 dung dich trong, khéng miu, duoc déng trong 8ng thiy tink, hin
Kin, khéng ran nuit, khbng den d3u.

pH=30+50

3. Quy cich déng g6iz Hop 2vix 5 6ngx 2 ml.

4, Chi dinh:

Nt fon:

- Dy phong ndn vé budn ndn hiu phiu.

- Dty phong ndn va budn nén do xa tri,

- BB ] tridu chirng ndn va bubn nén baa gm ca ndn va budn ndn do dau niva dau cip
tinh,

Tréemfir1- 18 tugi:

- La thue lira chon haing hat {second - fine) d€ du pharg nén va budn ndn xudt hién muén
do hoatri

-13 thudic [a chon hang hai {second - line) 4 & trj nér va budn nén hiu phiu.

5, Litu dlng - cach ding:

Céich diing: Tidm bip hodc tiém tinh mach cham trong vong it nhit 3 phit.

Kkhéng cé yéu cau dic bigt v& xir i thuic sau khi sir dung.

LiBuding:

oty ign:

- Dyt phéng ndn vi bun ndn hau phiu: khuyén cie dimg fidu 10 mg.

- Dy phong ndn vi budn ndn do xa tri: khuyén céo dimg liBu 10 mg x t8i da 3 Bn/ngay.

- BiBu tr trigu chiing nén vi bubn ndn, bao gdm nbn v3 budn ndn do dau nira dau cip
tinh: khuyén cdo ding ligu 10 mg x 181 da 3 [An/ngay.

- Lidu t8i da khuy@h cdo: 30 mg/ngay holic 0,5 mg/ke/ngay.

- Thor gian digs trj: ding thutic theo dudmg tiém trang thiv gian ngin nhat, sau dd cf thé
chuyén sang dung thudc theo duding udng holic duting d3t tryc trang.

Tréemtiri- 18 tudi;

- Vi 1t cA cic ol dinh: khuyén cdo ding fidu 0,1-0,15 mg/fkg x 61 da 3 fin/ngay, ding
dutyng finh mach.

- LiBu i da: 0,5 mg/ke/ngay.

Bang tinh fiu cho tré em

Tudi Can ndng Ly ding S8 ln déng/ngay
1-31udi 10- 14k 1lmg Tdida 3 fn/ngay
3-Stuli 15-19ks 2mg Toida 3 Bn/ngdy
5-9tudi 20-29kg 25mg 7dida 3 lin/ngay
9-18tudi 30-60kg 58 T6ida 3 [En/ngdy

15- 18 wdi >60kg 10mg Tdi da 3 Fn/ngay

- Thei gian didu tri:

+ Dy phong nén va budn ndn xust hién mudn do hoa tri: 461 da trong vdng 5 ngay.

+ Py tr ndn v budn ndn hiu phiu: 15i da trong vang 48 gidr.

D8i tuong ddchigt

- Ngtetd cao tudi nén can nhie gidm lidu mat i3n dua thude diya trén chiic ndng gan than
va thé trang.

- Suy thin:

+ Suy thén giai doan cubi (66 thanh thd creatinin £ 15 mi/phdt): nén gidm iy hang ngay
Audng 75%.

+ Suy than niing hodc trung binh (¢ thanh thai creatinin 15 - 60 mi/phiit): nén gidm gy
dung xudng S0%.

- Suy gon:

+Suy gan ning: Nén gidm KBu diing xudng 50%.

- Tré em dudi 1 tudi Chdng chi dinh metociopramid cho tré duwdi 1 tudi.

6. Chéng chi dinh:

- Qi man véi metoclopramid hodic bét iy thanh phiin ndo ca thudc.

- Chiy méu tidu hoa, to nghén cohoc holic thiing da day rudt do thudc lam ting nhu déng
rudt va ¢ thé khién tinh trang bénh nhan ndng né hon,
- Uty thugng thin hodc nghi ngdr u thy thugng than do nguy cor gdy cac com ting huyét
ap kich phat.

- CotBn st réi loan vén ddng do metoclopramid hodc réi loan van déng do thudc an thin,
-Déng kinh (vdi mat 60 va cudng 45 con déng kinh ting din).

- Parkinson.

- Bling phéi hop véi levodopa hodc cac thuBt chi van dopamin.

- 4 tién sl methemoglobin huyét do metoclopramid hodc thigu men NADH cytochrome
b5 reductase.

~Tré dudi 1 tud, do nguy co' %3y r2 i ioan ngoai thip ting trén &6i tromg ndy.
7. Canh bao va than trong khi diing thudc:
- Réi logn thiin kinh

6 thé xdy ra cic tridu chibng rél loan ngoai thap, thutg glp trén tré em vi ngudi tré tudi
wafhodc khi sl dung [Bu can. Nhing phin tmg ndy thuémg xdy ra treng giai doan dau ding
thudc, ¢d trudmg hop xdy ra sau khi dung mét [Bu duy nhat. Nén ngirng thudc ngay khi cé
bigu hign réi loan ngoai thap. Trong da s8 cic truéing hop, nhimg trigu chirng ndy mdt
hoan todn sau khi ngime thudc Tuy rhiga mit 56 trudmg bop cin ding thude du ti trigu
chitng (benzodiazepin trén tré em vi/hodc cic thuc khdng cholinergic digu trf parkinson
trén ngudi lon).

Khodng céch dua ligu it nhét 3 6 gity, k€ cd trong truding hop ndn hoiic khang dimg hét
mét liBu thudc détrénh nguy co qud ligu.
BiBL t] kéo di biing metoclopramid cd thé gay rdiloan viin ding mudn, nhidu trudnghop
khong phuc hdi, dic bigt trén ngudi cao i Do 66, khing nén kéo dai thir gian ddu
U 3 thang. Cin ngirng ding thusc ngay khi ¢ cac bigu hign r8i loan vin ddng mudn trén
lAm sang.

Hai chitng an than kinh c tinh 83 duge bio cio vdi metoclopramid diing don ddc cling
nhw phéi hop v céc thude an thin khdc. Bénh nhdn cin aging thudc cd cic bign phdp
didy tr thich hop ngay khi xdy ra cic bidu hign cia hdi chiing an thin kinh detinh,

Can than trong theo di nhirng bénh nhan <6 bénh than kinh nén va bénh nhan dang duoc
didu tr] bing céc thudc o co ché tie dung trung vong.

Metacopramid o6 thé am ning né thém cic triéu chiing parkinsen.

~ Meathemoglobin huyét

Mét 58 trudmg hop methemoglobin huyét ¢6 thé ¢6 lidn quan t6i thisu NADH cytachrom
b5 reductase d8 dugc béo cdo, Khi bénh nhin ¢d hidu hign methemoglobin huyét, cin
nging ngay thudc vh ¢d cac hién phap didu tr{ thich hop nhi diing xanh methylen. Véi eéc
truéng hop nay, khong bao gicz diing lai metoclopramid cho bénh nhan.

- R fagn tim mach

Mt s8 trurdmg hop gip cdc phan gng bt loi nghiém trong trén tim mach da dugrc bio cio
bac gdm: Tryy tudn hoan, nhip tim chdm nghigm trong, ngimg tim va kéo dai khodng QT
sau khi tiBm metoclopramid, dic biét t8m tinh mach.

Ciin than trong theo déi bénh nhan st dung metaclopramid, déc biét truéng hop ding
thusc duing finh mach che ngudi cao tubi, bénh nhan cd r&i loan din truyén tim (bao
gdm ¢a kéo dai khodng G, bénh nhin cb i loan dign gidl, nhip tm cham, v nhitng bénh
nhan diing kém ¢dc thufic khédc cd nauy co kéo dai khedng QT.

i vai trutmg hop ding thude dubmg tinh mach: Tiém tinh mach chdm treng vong ft nhét
3 phiit dé gidm nguy oo gdp céc phan tmg bat loi nhu tut huyét #p va ching ngd! nim
khdngyén.

- Suy thiin hodic suy gon

Khuyén cdo giam liBu trén nhitng bénh nhan suy thin hedc suy gan nghidm trong,

Cdnh héo td dwgrc:

Thufic niy chia ft hen 2 mmol natri {23 mg) trong m&i 8ng 2 mi dung dich tidm, ndi cich
khdcvé co bén 13 "khéng chia natri".

8. Si¥ dung thufic cho phu nil od thai va cho con b

St dung thudc cho phu nir oo thai:

Nhigu dit figu én dal trong phu it o6 thal vdi trén 1000 chi tidu du ra) cho thiy
metoclopramid khéng gdy quai thal holic gdy ddc tinh cho thai nhi nén cé thé ding trong
thai ky néu can thi€t. Do nhitng déc tink duge iy clia metoclopramid twong ty abur céc
thudc an than khdc, vige ding thudt vao cud] thai ki ¢d thé gdy neuy oo xdy ra héi ching
ngoai thép trén té. Do do, trénh diing metoclopramid vao cudi thai kj; trong trirding hop
ding thudc, cin theo dBi chit ché cdc bidu hién trén tré sinh ra.

i dung thudc cho phy né cho con bui:

Metoclopramid bai tigt mot leong nho vao sira me nén tré b me ¢d nguy co gip phdi céc
shén ing kit Ipi oia thudc. Do d6, khdng khuyin cio ding metociopramid trong thir ky
cha con b Trén d6i tweng phu nit cho con bi c6 st durg metoclopramid, c3n cin nhic
vidc ngirng thudc.




b

9, Anh huémg cira thudc 13n kha nding 14 xe, vin himh may méc

Metoclopramid c6 thé gly lor may, chodng vang, réi logn van @dng, loan truong lyc oo va <
th &nh huding dén thi gidc v khd nding 14l e cling nhw van hanh mdy mac clia ngudr diing
thufc.

10, Tworng tc, arong loy thudc:

Tuong tic:

- Phéi hop chdng chif dinh:

Chéng chi dinh phéi hop metocopramid véi levodopa hoic céc thudc chil van dopamin do
6 d8i khang tuong tranh.

-Phéi hop nén trdnk:

Rurgrs ¢ thé Fam tiing tc dung (e ché than kinh trung wong clia metodlopramid.

- Phdi hop cin cdn nhde:

Do metocopramid Bm ting nhu dong dudng tidu hoa nén cd thé fam thay 48 su hdp thu
cda mot 50 thuéce:

+ Thudc khdng cholinergic v dén xudt morphin: Cac thudc khéng cholinergic vi din xust
morphin ¢d thé c6 ddi khdng tuong tranh véi metoclopramid vé anh huéng trén nhu dang
dudng tigu hoda.

+ Cdc thudic giam dou trung vong {din xudt morphin, thudc chdng fo du, thudc an thin
khéng histamin Hi, thude an thin chéng trim cim, barbiturat, clonidin va céc thudc lidn
quan): viée phii hop céc thudc gidm dau trung Uong va metoclopramid ¢d thé 1am ting
Anh hudmg [2n tim than.

+ Thude an thin: Metoclopramid 6 th [3m ting tac dung ciia cic thudc an than kinh va
gay rdi loan ngoai thép,

+ Thudlc hé serotonergic: Vigc phdi hop metoclopramid v cae thudc hé serotonergic nhu
cée thufic t3i thu hdi chon loc serctonin [SSRY) <o thé Bm ting nguy oo gip hol chivng
seratonin.

+ Digoxin: Metadiopramid ¢& thé 1am gidm sinh khd dung ca digoxin. Khi diing phé&i hop,
cin theo dBi chit ché nding dd digoxin huyét tueng.

+ {yclosporin: hMetoclopramid [am tang sinh kha dung cla cyclosporin (t8ng Cmax iBn 46%
va ting phoi nhifm n 22%). Khi dung phdi hop, <in theo d&) chit ch& ndng do
cyclosporin huygt tuong, Chira & hiu qud cla tuong téc nay trén [am sang,

+ Mivacurium vé suxamethonium: Metociopramid ti8m cd thé fam kéo déi téc dung chen
than kinh cof clia mivacurium va suxamethonium (théng oua (e ché cholinestearase huyét
wong).

+ (dc thudc ve ché CYP2D6 manh: Cac thudc (e ché CYP2D6 manh nhu fluoxetin va
paroxetin lm tEng mukc dd phoi nhidm metodopramid trén bénh nhan. Tuy hiu qua trén
|am sang cla tuong tac chua duge biet o, cin theo dii chidt ché bénh nhan dé phat hign
cac phén Gng bat loi.

Twong ky:

Do khéing c6 cac nghién clra v& tinh tuong ky cla thudc, khéng trén Bn thudc ndy vdi cic
thudc khac.

11, Tac dung khéing mong muén cla thude (ADR):

Céc téc dung khong mong mudn dudi diy dugc lit ké theo phin loai 18 chikc.

Tan wudt gip dwgc guy wic nhw sau: REE thubmg gap (2 1710}, thubng gip (217100, <
1/10), it gip (2171000, <1/100), hidin gip (1/10000, <1/1000), 3t hidm gip (<1/10000),
khéng 18 (khang wde thhh duec dya irén nhirng di [i8u hién cd).

Riloan midndich  |ltglp Tang mén cam.

Khéng rd Phan (ng phan vé (bao gbm séc phan vé, dc bigt
khi diing duéng tinh mach).

Railoan thankinh | Rét thudng gép | Bubn ngl, lo ma.

Thuanggip | RE! loan ngoai thap (dic bigt & tré em va nguditré
va/hodc khi dimg qué By, k& ca sau khi ding mat
litu duy rhdt), 1di chitng parkinsor va chimg ddng
ngbl khong yén.

{tgip Loan trwong lyc oo, rBi loan van ddng, gidm kha
nang nhan thirc.

Hidm gap Co gidt, dic biét trén bnh nhin ddng kinh,

Khong 1 R8i logn van déng mudn co thé khang hdi phuc,

trong hode sau khi digu tri kéo dai, dc bidt & bénh
rhan cac tudi, hgi chime an thin kinh &c tinh,

Roiloantarathan  [Thubngeip  |Trimcim.

ftgip Ao gidc.
Higm gip LG #n.

Rilloan mach may  [Thudmgedp | Turhuydtdp, dic bigtihi ding dubdmg finh mach.
Khéing rs S8c, ngdt sau khi tiém, con ting huyét p cip tink

& bénh rhin 26 u ty thugng thin,

Phinfooi td chic | Ton xudt Tdc dung khdng mong muén
RAi foan tao médu vi|Khing rd Methemeglobin huyét, c6 thé do thigu NADH
hé bach huyét cytachrome b5 reductase, ddc bidt trén tré sosinh.

Sulfhemoglobon huyét, chl véu do diing dong thai
Vi céc thufic gidi phong leu huynb By cao.

Nhip tim cham, ddc biét v6i c&c ché phém ding
Juding tinh mach.

Rélloanimmach  [itgip

Khéng 8 Ngimg tim, @y ra trong th&l gien ngan seu khi
diing dudng tidm, c6 thé xdy ra sau khi bj cham
nhip tim; block nki thit, ngiing xoang, d3c bide vdi
céc chd phdm dudng finh mach; kéo dai khoang
QT trén dién tim d8; xodn dinh.

R&i loan ndi tiét* ftgip M3t kinh, téng prolactin huyét,

Hifm gip Tiét nhidu sira.

Khng r3 Vijto & nam.

R&i foan tiéu hda Thudnggip  |Tifuchy.

R& loan toan than va i Thudnggip | Suy nhuoe,
phédn dng tal noi
tiém

{*) R&i loan ndi tiEt trong qua tinh &idu el kéo o bang metoclopramid cé fin quan dén
ting prolactin huyEt (mat kinh, HE nhitu 53, wi to & nam).
Céc phan g ¢ mdilién quan hodc thudmg xdy ra khi diing liéu cao gbm:
- R&i Joan ngoai thap: réi loan trzang ke co' hoic réi loan vn @éng cdp tinh, hi ching
parkinson, ching ding ngdi khéng yén, thim chi sau khi diing mdt liBu duy nhat, déc bigt
& tré em vi ngerdi tré.
- tor ma, gidm kh ring nhin theke, ) ¥n, 3o gidc.
“Fhéng bdo ngay cho bdc s7 hodc drgc sf
rhiing phan tmg cé hai goip phai khi sty dung thude”
12. Qud By v cdch xir tri
Trigu chidng: R foan ngoal thap, lor mo, gidm kha ndng nhin thirs, ki 18n, 30 gidc, nglrng
tim, nglrng thér.
Atk by Trong triréng hop dy ra rdi loan ngoal thap, o thé do qud Bu hodc khdng, cin
ngitng metoclopramid va st dung céc thudic didu tr tiéu chitng gbm benzodiazapin & tré
nhé va/hodc cic thubc khdng chalinergic didu tr] parkinson & ngudi lén.
Can dibu tri triéu ching vA theo déi lién tuc cac chirc ndng tim mach va hd hip tiy theo
tinh trang l4m sang cla bénh nhén. Tich cyre theo déi 48 6 bign phip xdt t Kip thi.
13, Bactinh dwgc luchoc:
Nhdm duoc i Chong pén. Thudic chen thy thé dopamin, Thude kich thich nhu déng da
day - rudt phan trén.
M3 ATC: AQ3FADT
Metoclapramid B chdt phong b& thy thé dopamin, d6i khang véi tac dung trung wong va
ngogi vi clta doparin, Jam cic thy thé & duing tiéu hoa nhay cam voi acetylcholin,
Tiah chét chéing nén clia metoclopramid [ do tic dung khéng dopamin trye tip Bn viing
phit 8éng hda thy thé, trung tAm ndn va do tic dung d8i khdng ién thy thé seratonin -
5HT,.
14. Dic tinh dug'c dong hoc:
Sats khi tiém bép, thusic bat d5u tée dung sau 10 dén 15 phdt, khi 88m tihh mach sau 1- 3
phtit. Chuyén héa qua gan [n diu lm gidm sinh kha dung cda thudc cdn khodng 75%.
Thudc dé dang qua hang rao méu - ndo va nhau thai.
Thii trir. T61 30% thufic thai triy & dang khdng chuyén héa qua nudc 1i8u, s5 con igi thai trir
qua nurde tBy vi mat dudi dang in hop véi suifat hodc adid glecuronic.
Thé# gian ban thai clta thudc vao khodng 4 - 6 gity, nhung cling c6 thé ti 24 gidr & ngudi
bénh suy gidm chiic ndng than hodc xo gan,
15, Ditu kién bdo quan: Noi khd rc, nhidt 83 dudi 30°C, trénh dnh sing.
16. Han diing; 36 thang k& tir ngay sAn xuft.
17. Tiéu chudn chat lwgng: TCCS.
18, Tén, dia chi oo s& sdn xudt:
CONG TY 08 PHAN DUCIC PHAM VINH PHUC
58 777 Pyng W@ tinh - P. Khai Quang - TP. Vinh Y&n - Tinh Vinh Phiic
DT: 02113861233 Fax: 02113 862774
Dia chi nhi mdy: Thén Mau Théng - P. Khal Quang - TP. Vinh Yén - Tinh Vinh Phiic




