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Bé€ xa tém tay tré em THANH PHAN - Mi éng 2 ml chiro

Boc k§f hudng dén sif dyng trudc khi ding Metoclopramide hydrochloride rong duong
Metoclopramide ydrochloride khan  10mg
Té duoe: sodium chloride, nute ot pha tigm via db 2ml

CHI BINH, CHONG CHI BINH, LIEU DUNG,
— CACH DUNG - Xem # hutng dén s dyng. :
CTY ¢6 PHAN PYMEPHARCO BAO QUAN - Noi kha, mét (dusi 30°C). Trénh énh sing, | j
166-170 Nguydn Hué - Tuy Hoa - Phi Yeén - VN TIEU CHUAN - TCCs. | .

' PRALMEX i
| g = ini @ |
‘ : E Metoclopramide HCI 10mg / 2ml

a g | Solution for intramuscular, intravenous injection
! M Box of 12 ampoules of 2 ml
| 5| € |
g @ /4

Keep out of reach of children COMPOSITION - Each ampoule 2 ml contains
Read the leaflet carefully before using Meh:iaprmid- hyclmd-ulmda eg ko

’ II.J_J.II1%
JS 43

INDICATIONS, CONTRA-INDICATIONS, DOSAGE
ADMINISTRATION - Read the 5

STORAGE - In adry, coal p

Excig ‘sudium“ icde, water for injection 2ml
3601415

TONG GIAM BOC

-




https://trungtamthuoc.com/

dx3/aH
q907/Xs

PRALMEX inj.
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Solution for intramuscular,
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HUGNG DAN SU DUNG THUGC
Rx

Thudc bdn theo don. Néu cén thém théng tin, xin hdi y kién bdc si
boc ky hudng ddn s dung trude khi ding. PE xa tim tay cua tré em.

PRALMEX inj.

(Metoclopramid hydroclorid khan 10mg)

THANH PHAN: M3i 6ng 2m| chira

Metoclopramid hydroclorid khan 10 mg

Td duge: Natri clorid, nudc c4t pha tiém.

DUGC LYC HOC

Metoclopramid Ia cht phong bé thy thé dopamin, d6i khdng v4i tac dyng trung uong va ngoai vi clia dopamin, 1am c4c thy thé & dubing tidu hoa nhay
cam voi acetylcholin. Thudic lam ting nhu dong ciia hang vi, ti trang, héng trang. Metoclopramid 1am gidm do gian phén trén da day va tang d9 co bop
clia hang vi. Vi véy ket hgp 2 téc dung trén lam da day rbng nhanh va gidm trao nguyc tir ta trang va da day Ién thyc quan. Cac tic dung nay quan trong
trong sif dyng metoclopramid nhu mot thudc ting nhu dong. Tinh chdt chding ndn clia metoclopramid 12 do tac dyng khdng dopamin tryc tiép I&n viing
phat djng hoa thy thé va trung tam chng nén va do tic dung ddi khang 1&n thy thé serotonin-5HT,.

DUGC BONG HOC

Metoclopramid dugc hdp thu nhanh va hoan todn sau khi udng, nhung chuyén hoa qua gan 14n ddu lam gidm khd dyng sinh hoc clia thudc con khoang
75%. Thudc phan b nhanh vao hdu hét cdc md va dé dang qua hang rao mau nao va nhau thai. N6ng d¢ thudc trong sifa c6 thé cao hon trong huyét
tuong. T6i 30% thudc thai trir & dang khdng ddi qua nudc tiu, s6 con Iai théi trir qua nudc tiéu va mét sau khi lién hop véi sulfat hodc acid glucuronic. Nifa
dai sinh hoc ciia thudc trong tudn hoan vao khong 4 - 6 git, nhung ciing c6 thé 1&n d&n 24 gt & ngudii b&nh suy gidm chilc nang than hoic xo gan.
Khitiém bap, thudc b4t ddu tac dung sau 10 dén 15 phat, khi tiem finh mach sau 1-3 phit.

CHI BINH

Nguei Ién:

- Dy phong nbn va bubn ndn hau phiu.

- Dy phdng nén va bubn nén do xa trj.

- Diéutri céc chitng ndn va bun ndn, bao gém ca n6n na bun nén do dau nifa diu cdp tinh,

Tréemtir 1- 18 tudi

- L& thuGc Iva chon hang hai (second-line) dé dy phong non va bubn ndn xust higén mugn do héa trj.

- La thudc lya chon hang hai (second-line) d€ diéu trj n6n va bubn non hau phiu.

LIEU DUNG VA CACH SU DUNG

Tiém bdp hogc tiém tinh mach cham trong vong it nh4t 3 phit.
Nguei 6n: o
- Dy phong ndn va bubn ndn hau phiu: khuyén céo diing lidu 10 mg. J
- Dy phdng ndn va budn ndn do xa tri: khuy&n céo diing liéu 10 mg x t6i da 3 1dn/ngay.

- Diéu tri trigu ching ndn va bun ndn, bao gém ca ndn va bubn ndn do dau nira ddu cép tinh: khuy&n cdo dung liéu 10 mg x t6i da 3 lAn/ngay.

- Liéut6i da khuyén céo: 30mg/ngay hoic 0,5mg/kg/ngay.

- Thoi gian diéu tri: diing thudic theo dubing tiém trong thdi gian ng4n nhat, sau dé chuyén sang dung thudc theo dubing udng hoic dudng dat tryc trang.
Tréem tir 1- 18 tudi

- ViGi tdt ca céc chi dinh: khuy&n céo dng liéu 0,1 - 0,15 mg/kg x t6i da 3 1dn/ngay, diing duding tinh mach.

- LiBut6i da: 0,5mg/kg/ngay.

Tir 15 -18 tudi: 10 mg x t6i da 3 14n/ngay (v6i cdn nding > 60 kg).

T 9 - 18 tudi: 5 mg x t6i da 3 14n/ngay (v6i can nding 30 - 60 ka).

T5-9 tudi: 2,5 mg x t6i da 3 14n/ ngay (vdi can ndng 20 -29 k).

Tir 3 -5 tudi: 2 mg x t6i da 3 14n/ngay ( v6i can ndng 15 -19 k).

Tir 1- 3tu6i: 1 mg x t6i da 3 14n/ngay ( véi can ning 10 - 14 kg).

- Thdi gian diéu trj;

Dy phong n6n va buGn ndn xudt hién mudn do hoa tri: t&i da trong vong 5 ngay.

Digutr nbn va budn ndn hau phiu: t8i da trong vong 48 gid.
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D67 tugng dic bigt:

- Ngudi cao tudi: nén can nhic gidm liéu mot In dua thusc dya trén chilc ndng gan than va thé trang.

- Suy thén:

Suy thén giai doan cudi (d9 thanh thai creatinin > 15 mI/phit): nén gidm liéu hdng ngay xung 75%.

Suy thdn nding hoc trung binh (d§ thanh thai creatinin 15 - 60 ml/pht): nén gidm liéu ding xudng 50%.

- Suy gan: suy gan nng nén gidm liéu xudng 50%.

- Tré em: chGng chi dinh metoclopramid cho tré du6i 1 tudi.

CHONG CHI BINH

Qué man v6i metoclopramid hodc bat ky thanh phdn nao clia thudc.

Chdy méutiéu héa, tc nghan co hoc hodc thiing da day rugt do thudc 1am ting nhu d6ng rudt va co thé khién tinh trang bénh nhan ngng né hon,

Utdly thugng than ho¥ic nghi ngd u tily thugng than do nguy ca gdy cc con ting huyét 4p kich phat.

Ca tién s rGi loan van ding do metoclopramid hogc rdiloan van d6ng do thudc an thin.

Bong kinh (v6i m3t do va cuting dg con ddng kinh ting dén).

Parkinson.

Duing phdi hgp vi levodopa hodc cac thusc chil van dopamin.

Co tién sit methemoglobin huy&t do metoclopramid hogc thigu men NADH cytochrome b5 reductase.

Tré em dudi 1 tudi do nguy co xy ra rBi loan ngoai thap tang trén dsi tugng nay.

THAN TRONG

R&iloan th4n kinh

C6 thé xay ra c4c trigu ching rdi loan ngoai thép, thuting gép trén tré em va ngudi tré tudi va/hodc khi sl dyng li€u cao. Nhiing phan iing nay thuting
xdy ra trong giai doan d4u dung thudc, ¢6 trudng hop x4y ra sau khi dung 1 liu duy nhét. N&n ngiing thud'c ngay khi co biéu hién r6i loan ngoai thp.
Trong da s& céc trudng hgp, nhiing trigu chitng nay m4t hoan toan sau khi ngiing thudc. Tuy nhién, mot s6 truding hop cdn diing thudc diéu trj trigu
chiing (benzodiazepin trén tré em va/ho¥c céc thudic khang cholinergic diéu tri parkinson trén ngubi Idn).

Khodng cdch dua liu it nhat 12 6 gid, ké c trong trung hop nén hodc khdng diing h&t mot liu thudc dé tranh nguy cd qua liéu,

Diéu tri kéo dai bing metoclopramid c6 thé gay r6i loan van dong mudn, nhiéu truding hop khdng phyc héi, dc biét trén ngubi cao tudi. Do do, khdng
nén kéo dai thdi gian diéu trj qué 3 thang. C4n ngimg diing thudc ngay khi c6 cdc bidu hign r6iloan van dong mudn trén 14m sang.

HQi chiing an thdn kinh &c tinh da duoc bdo cdo vai metoclopramid dung don dgc cing nhu phdi hgp véi cac thudc an thdn khdc. Bénh nhan cdn ngung
thugc va c6 bign phap diéu trj thich hgp ngay khi xay ra céc bidu hién clia hoi ching an thén kinh 4c tinh.

Cén than trong theo ddi nhiing b&nh nhan ¢6 bénh thdn kinh nén va bgnh nhan dang dugc diéu tri bing céc thudc c6 ca ché tac dyng trung uong.
Metoclopramid c6 thé 1am n¥ing thém céc trigu chiing parkinson.

Methemoglobin huyét

MOt s6 truiing hgp methemoglobin huy&t c6 thé lign quan v6i thigu NADH cytochrome b5 reductase da dugc béo cdo. Khi bénh nhan c6 biéu hign
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methemoglobin huyét, cdn ditng ngay thudc va c6 cc bign phép diéu trj thich hgp nhu ding xanh methylen, véi céc trubing hgp nay, khdng bao gid gé___‘;l__-_/?}l

dung lai metoclopramid cho b&nh nhan.

R6iloan tim mach

Mot s6 trudng hgp g3p cdc phan ng bt Igi nghiém trong trén tim mach da bao cdo bao gém tryy tudn hoan, nhip tim cham nghiém trong, ngiing tim
va kéo dai khodng QT sau khi tiém metoclopramid, ddc bigt tiém tinh mach.

Cén than trong theo ddi bénh nhan st dung metoclopramid, dc bigt trudng hgp dung thubc dubing tinh mach cho ngudi cao tudi, bénh nhan cd r5i loan
dén truyén tim (bao gém c4 kéo dai khodng QT), bénh nhén c6 r6i loan dign gidi, nhip tim chdm va nhiing bénh nhan ding kém cac thudc khic cd
nguy cd gdy kéo dai khodng QT

D6i v6i truing hgp ding thudc dubng tinh mach: tiém tinh mach cham trong vong it nhat 3 phit dé gidm nguy co g2p cac phan dng bAt Igi nhu tut
huy&t 4p va chitng ngdi niim khong yén.

Suy th@n hodc suy gan: Khuy&n céo giam liéu trén nhitng b@nh nhan suy than ho¥c suy gan nghiém trong.

TUONG TAC THUOC

Ch&ng chi dinh phdi hgp metoclopramid véi levodopa hogc céc thudc chii van dopamin do ¢6 d6i khéng tuong tranh.

Rugu co thé 1am ting tic dung dc ché thdn kinh trung uong clia metoclopramid.

Do metoclopramid lam tdng nhu dfng dudng tidu hoa nén c6 thé 1am thay d6i sy h&p thu clia m6t s8 thudc,

- Thu6t khang cholinergic va dn xuat morphin: Céc thudc khdng cholinergic va d&n xut morphin c6 thé c6 ddi khang tuong tranh vai metoclopramid
v& dnh hudng trén nhu djng tidu hoa.

- Cdc thudt gidm dau trung uong (din xudt morphin, thu6c chéng lo 4u, thudc an thdn khdng histamin H1, thu6c an thén chéng trdm cam,
barbiturat, clonidin va cdc thudc lién quan): Viéc phéi hgp cdc thubc gidm dau trung uong v metoclopramid c6 thé lam tdng anh huéng trén tam
thdn.

- Thuc an thdn: Metoclopramid c6 thé 1am ting tac dung ctia thubc an thdn kinh va gy r6i loan ngoai thp.

- Thudt hé serotonergic: Vigc ph6i hgp metoclopramid va céc thudc h¢ serotonergic nhu céc thudc tai thu hi chon Ioc serotonin (SSRI) c6 thé tdng
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nguy cd gdp hdi chiing serotonin.

- Digoxin: Metoclopramid c6 thé lam gidm sinh kha dung cla digoxin. Khi diing ph6i hgp, c4n theo doi chat cha nbng d9 digoxin huyét tuong.

- Cyclosporin: Metoclopramid 1am tang sinh khd dung cta cyclosporin (ting Cmax I&n 46% va ting phoi nhim 18n 22%). Khi diing ph6i hop, cdn
theo ddi chat ché néng do cyclosporin huygt tuong, Chua ro hdu qua clia tuong tac nay trén lam sang.

- Mivacurium va suxamethonium: Metoclopramid tiém c6 thé lam kéo dai tac dung chen thdn kinh co clia mivacurium va suxamethonium (thdng qua

e ché cholinesterase huy#t tuong).

- Cdc thudt e ché' CYP2D6 manh: C4c thudc tc ché CYP2D6 manh nhu fluoxetin va paroxetin Iam ting mdc dg phoi nhi§m metoclopramid trén bénh
nhan. Tuy hdu qué trén 1am sang clia tuong téc chua dugc biét rd, cdn theo dai chdt ch& bnh nhan dé phét hién cac phan iing bat Igi.

PHY NU €0 THAI VA CHO CON BU

Thai ky mang thai: Nhiéu dit liéu trén d6i tugng phy n c6 thai (vdi trén 1000 chi tidu d4u ra) cho thdy metoclopramid khdng gay qudi thai hodc gay doc
tinh cho thai nhi nén c6 thé dung trong thai ky néu c4n thigt. Do nhitng ddc tinh dugc Iy cla metoclopramid tuong ty nhu céc thudc an thin khic, viéc
diing thudc vao cudi thai ky c6 thé gdy nguy co xy ra hdi chitng ngoai thap trén tra. Do d6, tranh diing metoclopramid vao cudi thai ky; trong truting
hgp diing thudc, cdn theo ddi chit cha cac bidu hién trén tré sinh ra.

Thai ky cho con bu: Metoclopramid bai tiét mot lugng nhd vao siia me nén tré b me c nguy co g4p phi cdc phan ding bat Igi cia thudc. Do dé khong
khuy&n cdo diing metoclopramid trong théi ky cho con bii. Trén dgi tugng phy nit cho con b ¢6 sif dung metoclopramid, cdn cAn nhéc viéc ngiing
thudc.

ANH HUGNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Metoclopramid c6 thé gdy Io mo, chodng véng, r6i loan van dong, loan truong lic ca va cd thé dnh hubing dén thj gidc va kha nang lai xe cling nhu vén
hanh mdy méc clia ngudi diing thuc.

TAC DYNG KHONG MONG MUGN

Tén sudt gip duge quy udc nhu sau; rat thudng gdp (=1/10), thuting giip (=1/100, <1/1 0), it gdp ((=1/1000, <1/100), hiém gap (=1/10000, <1/1000),

rét hiém gdp (<1/10000), khdng 15 (khong u6c tinh dugc dya trén nhiing di ligu hign c6.

- Rat thuding gp: Budn ngl, Io mo.

- Thung gdp: Tieu chdy; suy nhugc; rGi loan ngoai thap(dic biét & tré em va ngudi tré va/hogc khi dung qua liéu, ké ca sau khi ding 1 liéu duy nhét),

hoi ching parkinson va ching ditng ngdi khong yén; trdm cam; tyt huy&t ap, dic bigt khi dung dubng tinh mach.

- It g&p: Nhip tim cham, dic biét véi céc ch& phdm dung duding tinh mach; mét kinh, tang prolactin huy&t; ting m&n cam; loan truong Iyc co, r6i loan
van dong, gidm kha nang nh4n thirc; 4o gidc.

- Higm gap: Tiét nhiéu sifa; co giat, d3c biét trén bénh nhan dong kinh; IG 1dn, 5

- Khong ra: Ne
Methemoglobin huyét, c6 thé do thigu NADH cytochrome b5 reductase, ddc bigt trén tré so sinh. Sulfhemoglobin huyét, chil y&u do diing déng thoi vﬂii'N
céc thudc gidi phong luu huynh liéu cao.

Ngurng tim, xdy ra trong thai gian ngdn sau khi ding dubing tiém, ¢ thé xay ra sau khi bj chdm nhip tim; block nhf that, ngitng xoang, dic bigt vai cac'j &
ché phdm dubing tinh mach; kéo dai khoang QT trén dign tm d6: xodn dinh. &
Vi to 8 nam.Phan (ing phén vé (bao g6m s6c phan vé, dic biét véi cac ché phdm diing dung tinh mach).

R loan van ddng mugn c6 thé khdng hdi phyc, trong hodc sau khi diéu trj kéo dai, ddc bigt & bénh nhan cao tudi, hoi chang an thdn kinh 4c tinh.

Sc, ngdt sau khi tiém, con tang huyét ap c4p tinh & b&nh nhan cd u tly thugng than.

- Cac phdn dng c0 mdi lién quan hoc thudng xy ra khi dung liéu cao bao gém:

RGi loan ngoai thap: rdi loan truong Iifc co hodc r6i loan van ddng cdp tinh, hdi chitng parkinson, ching diing ngdi khdng yén, tham chi sau khi ding
mot liéu duy nhat, d4c bigt d tré em va ngudi tra.

Lomoa, gidm khd nang nhan thic, 10 14n, 4o gidc.

Thong béo cho thdy thudc tic dung khdng mong mudin g2p phai khi sir dung thudc,

QUA LIEU VA CACH XU TR

Trigu chizng: RGi loan ngoai thap, lo ma, gidm kha niing nhan thifc, I 1&n, 40 gidc, ngimng tim, ngiing thé. .
X tri: Trong trudng hgp xy ra r6i loan ngoai thap, c6 thé do qua liéu hoic khong, cdn ngiing metoclopramid-vaA dung cac thudc diéu tr triu chifn
g6m benzodiazepin & tré nhd va/hoic cic thusc khang cholinergic diéu trj Parkinson & ngubi I6n.
Cén diéu trj trigu chitng va theo ddi lién tuc céc chic nang tim mach va hd hdp tiy theo tinh trang/3
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HAN DUNG 36 thang ké tif ngay san xudt

BAO QUAN Noi kh6, mat (dudi 30°C). Trénh dnh séng.
TIEU CHUAN TCCS

TRINH BAY H6p 12 8ng.

CONG TY c6 PHAN PYMEPHARCO
166 - 170 Nguy&n Hug, Tuy Hoa, Pha Yén.
WHO - GMP TUQ.CUC TRUONG
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