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HU'ONG DAN SU DUNG THUOC

Rx_ Thube nay chi diing theo don th uoc

VIEN NEN BAO PHIM YSPPULIN
(Metoclopramid HCI 10mg)

PE XA TAM TAY TRE EM
POC KV HUONG DAN SU DUNG TRUOC KHI DUNG

THANH PHAN: -

Mdi vién chira:

Hoat chiit: Metoclopramid hydroclorid ......... 10 mg

T4 duge: Lactose monohydrat, cellulose vi tinh thé, carboxymethylcellulose calci,
polyethylen glycol, colloidal silicon dioxid, magnesi stearat, hydroxypropyl
methylcellulose, sunset yellow, titan dioxid, dimethylpolysiloxan, nuéce tinh khiét

DANG BAO C HE: Vién nén bao phim mau vang cam nhat.

CHI PINH:
Newoi 1om: ‘ )

- Du phong ndn va budn ndn xuat hién muén do hoa tri.

- Dy phong nén va budn nén do xa tri.

- biéu tri triéu chimg ndn va budn nén, bao gém ca ndn va budn nén do dau nira dau
cip tinh. Trong trudmg hop dau nira déu cép tinh, metoclopramid lam ting do hép thu
ctia cac thude giam dau dudng ubng khi ding phéi hop

Tré em tir 15-18 tudi:

- La thudc lua chon hang hai (second-line) dé du phong non va budn

n6n xuét hién mudn do hoa tri

CACH DUNG, LIEU DUNG:
Ngudi lén:
Ap dung cho tat ca céc chi dinh:
- Khuyén cdo dung liéu 10 mg x toi da 3 lan/ngay.
- Thoi gian didu trj t6i da: 5 ngay.
Tré em tir 15-18 tudi: , ! \
Du phong nén va budn ndén xudt hién mudn do hoa tri: khuyén cdo dung liéu 0,1-0,15
mg/kg cAn ning x toi da 3 lan/ngay.
Liéu ti da: 0,5 mg/kg/ngay.
Thoi gian diéu tri tdi da: 5 ngay.
Bang tinh liéu cho tré em:

Tudi Can nang Liéu ding S5 lan str dung
15-18tudi > 60 kg | 10mg Téi da 3 lan/ngay
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Lidu ding trong bang khong thich hop cho tré em cin nang dudi 60 kg.
Céc dang bao ché khac ¢ thé thich hop hon cho cée doi tugng nay.

Pii twong dic biét:
- Ngudi cao tudi: nén gidm lidu mét 1an udng thude dya trén chirc ndng gan than va thé
trang
- Suy than:
e Suy thin giai doan cudi.(Pd thanh thai creatinin < 15 ml/phat): nén giam licu
hang ngay xudng 75%
e Suy thin niing hodc trung binh (D§ thanh thai creatinin® 50 — 60 lan/phit): nén
giam lidu xudng 50%
- Suy gan ning: nén giam lidu dung xudng 50%

CHONG CHI BINH , ‘ f

- Qua man voi metoclopramid hoge v bat ky thanh phan nao cua thude

- Chay méu dudng tiéu hoa, tic nghén co hoc hodc thung da day - rudt do thude 1am ting
nhu déng rudt va cé thé khién tinh trang bénh nhin niing né hon.

- U tay thuong thén hodc nghi ngo u tiy thugng thén, do nguy co gy cic con tang huyét
ap kich phat

- (o tién st rbi loan vin dong do metoclopramid hodc rbi loan vin dong do thubc an
thén.

- Déng kinh (v6i mat d6 va cudng do con dong kinh ting dan)

- Parkinson

- Dung phdi hop véi levodopa hoie céc thube chu van dopamin.

- C6 tién si methemoglobin huyét do metoclopramid hodc thiéu men NADII
cytochrome-b5 reductase

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Thin trong:

Néu tinh trang ndn van liép didn, bénh nhin cin duge danh gia lai dé loai trir kha nang
méc chimg r6i loan tiém 4n, vi dy: kich thich ndo.

R&i loan than kinh:

C6 thé xay ra céc triéu ching rdi loan ngoai thap, thuong gip trén tré em va nguoi tré tudi
vivhodc khi str dung liéu cao. Nhitng phan (mg nay thudng xay ra trong giai doan diu ding
thude, ¢o trudong hop xay ra sau khi dung mét liéu duy nhét. Nén ngimg thube ngay khi ¢
bidu hién réi loan ngoai thap. Trong da s cac trudmg hop. nhing triéu chimg nay mt
hoan toan sau khi ngimg thude. Tuy nhién, mét sb truong hop cin diéu tri triéu chimg
(benzodiazepin & tré em vivhodc céc thube khéng cholinergic didu tri parkinson trén ngudi
lém).

Khoang cach dua liéu it nhat 13 6 gio, ké ca trong trudmg hop ndén hodc khéng dung hét
mot liéu thude dé tranh nguy co qua lidu.

Y.S.P INDUSTRIES (M) SDN BHD
(Compeny NO. 192593 U)
Lot3,5&7, Jalan P/ 7, Section 13
Kawasan Perindustrian, Bandar Bary Bangi
43000 Kajang, Selangor Darul Ehsan
TEL. 03-89251215 (5 lines)
TEL: 03-89251267/8/9
FAX: N3-8025120p



https://trungtamthuoc.com/

HU'ONG DAN SU’ DUNG THUOC

Diéu tri kéo dai voi metoclopramid co thé gay rbi Joan van dong mudn, nhiéu trudmg hop
khong hdi phuc, diic biét & ngudi cao tudi. Do do, khong nén kéo dai thoi gian diéu tri qué
3 thang. Cin ngimg dung thude ngay khi ¢6 céc biéu hién roi loan vin dong trén 1im sang.

Hoi chimg an thin kinh 4c¢ tinh dd duge béo cdo vioi metoclopramid ding don ddc cling
nhu phdi hop véi cac thude an than khéc. Bénh nhén can ngimg thude va c6 bién phap didu
tri thich hop ngay khi xdy ra cac bicu hién cua hdi chirng an thén kinh 4c tinh

Cén thén trong theo ddi nhimg bénh nhén ¢6 bénh thdn kinh nén va bénh nhan dang duge
didu tri biing cac thudc c6 co ché tac dung trung wong.

-

Céc triéu chimg cua bénh Parkinson cé thé bi tram trong thém do metoclopramid.

Methemoglobin huyét

Mot s6 truong hop methemoglobin huyét ¢6 thé ¢6 lién quan dén thiéu hut men NADH
cytochrome b5 reductase da duoge bdo cdo. Khi bénh nhin ¢6 cac bidu hién methemoglobin
huydt, cin dimg ngay thudc va cé cdc bién phap diéu tri thich hop nhu ding xanh
methylen. Vi cde truong hgp ndy, khéng bao gior ding lai metoclopramid cho bénh nhén

Réi loan tim mach

Mot s& trudmg hop gap cdc phan (mg bét loi nghiém trong trén tim mach da duoc bao cio
bao gdm truy tudn hoan, nhip tim chim nghiém trong, ngimng tim va kéo dai khoang QT
sau khi tiém metoclopramid, dac biét tiém tinh mach.

Cén than trong theo doi bénh nhén sir dung metoclopramid, dic biét truomg hop ding
thude qua duong tinh mach cho nguoi cao tudi, cho bénh nhén rdi loan dn truyén tim (bao
gbébm ca kéo dai khoang QT), bénh nhén cé rdi loan dién gidi, nhip tim chim va nhimg
bénh nhan dung céc thude khic ¢6 nguy co gy kéo dai khoang QT.

Suy thin hofc suy gan
Khuyén cdo giam liéu trén nhitng bénh nhén suy than hodc suy gan nghiém trong.

Thanh phin lactose trong thude: -
Bénh nhén c6 cic van dé di truyén hiém gap khong dung nap galactose, thiéu hut lactase
toan phin hogic kém hip thu glucose-galactose khong nén dung thude nay.

Phiam méu sunset yellow:
C6 thé gy cac phan (g di (mg.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Phuy nir ¢6 thai:

Nhiéu dir liéu trén ddi twong phu nit mang thai (v6i trén 1000 chi tiéu diu ra) cho thiy
metoclopramid khong gdy qudi thai hodc gdy déc tinh cho thai nhi nén co thé dung trong
thai ky néu cén thiét. Do nhimg dic tinh duge 1y clia metoclopramid tuong ty nhu cic
thude an thin khdc, viéc dung thube vao cudi thai ky ¢6 thé giy nguy co xiy ra hoi chimg
ngoai thap trén tré. Do do, tranh ding metoclopramid vao cudi thai ky; trong trudmg hop
ding thude, cin theo ddi chit ché cac biéu hién trén tré so sinh.
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Phu nir cho con bi: i

Metoclopramid bai tiét mdt hrgng nhé vio sita me nén tré bl me ¢ nguy co gip phai cac
phan tng bt loi ctia thude. Do do, khong khuyén cdo ding metoclopramid trong thoi ky
cho con bu. Trén dbi tuong phu nit cho con bu ¢6 st dung metoclopramid, ciin cAn nhic
viée ngimg thude.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
MOC:

Metoclopramid cé thé giy lo mo, choang vang, réi loan vin dong, loan trurong luc co va co
thé anh hudng dén thi gidc va kha ning lai xe ciing nhir vin hanh may méc ctia ngudi ding
thude.

TUONG TAC VOI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC:
Phéi hop chdng chi dinh: ‘

Chéng chi dinh phdi hop metoclopramid véi levodopa hodc cae thude chii van dopamin do
c6 su dbi khang tuong tranh

Phdi hop nén trinh:

Ruou ¢ thé 1am ting tac dung (re ché than kinh trung wong ctia metoclopramid.
A A ~ Z

Phoi hop cin ¢in nhic:

Do metoclopramid 1am ting nhu dong dudng tiéu hoa nén ¢6 thé lam thay doi su hip thu
ctia mot s6 thude:

- Thudc khdng cholinergic va dan xudt morphin: Cac thude khang cholinergic va din
xuét morphin ¢é thé cé ddi khang twong tranh véi metoclopramid vé anh huéng trén
nhu dong dudng tiéu hoa.

- Cdc thube giam dau trung wong (dan xudr morphin, thuoe chong lo du, thuoe khing
histamin HI1 co tdc dung an than, thuéc an than chcfng tram cam, cde barbiturat,
clonidin va cdc thuoc lien quan): Viée phoi hop céc thuéc giam dau trung vong va
metoclopramid ¢6 thé 1am ting anh hudng trén tim than.

- Thudc an than: Metoclopramid c6 thé 1am tang tac dung cia cac thude an thin kinh va
gay ri loan ngoai thap

- Thudc hé serotonergic: Viée phdi hop metoclopramid va cac thude hé serotonergic nhu
cdc thude tai hip thu chon loc serotonin (SSRI) ¢6 thé lam ting nguy co méc héi chimg
serotonin.

- Digoxin: Metoclopramid ¢ thé lam giam sinh kha dung ciia digoxin. Khi ding phéi
hop. cin theo ddi chit ché ndng d6 digoxin trong huyét tuong.

- Cyclosporin: Metoclopramid lam tang sinh kha dung cua cyclosporin (Cmax tang lén
46% va ting phoi nhiém 1én 22%). Khi dung phdi hop, cin theo di chit ché ndng dd
cyclosporin trong huyét trong. Chua 18 hiu qua cua tuong tic nay trén lim sang.

- Cdc chdt ke ché manh CYP2D6: Céc chit i ché CYP2D6 manh nhu fluoxetin va
paroxetin lam ting mic d6 phoi nhiém metoclopramid trén bénh nhan. Tuy hau

ua
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trén 14m sang cua tuong tac chua duoc biét rd, can theo doi chit ché bénh nhan dé phat
hién cdc phan timg bat loi.

TAC DUNG KHONG MONG MUON (ADR)
Cac tac dung khong mong mudn dudi diy duoc liét ké theo phin loai 16 chire.

Tan suat gdp dwoc quy wée nhu sau: rai thieong gap (=1 / 10), thuong gap (=1 / 100,
<1/10), it gap (=1 / 1000, <1/100), hiém gdp (=1 / 10000, <1/1000), rét hiém gdp
(<l ()()()U) khung rd (khong wdc tinh diege dra rren hhamg dir J:eu hién co).

Phén loai td chire Tan suiit lTsic: dung khong mong mu\gg MMMMMMMM
Réi loan tao mdu va hé bach huyét w
Khoéng ro Methemoglobin  huyét, ¢6 thé do ‘thiéu NADH

cytochrome b5 reduuabe ddl. biél la ¢ tré¢ so sinh
Sulihumog,lobm huyét, chi yéu khi dung dong thoi
véi cac thube gidi phong luu huynh lidu cao

R&i loan tim mdch

It gap Nhip tim chim, dic biét vdi cdc ché pham ding
duong tinh mach

Khoéng ro Nging tim, xay ra trong thm gtan nge’m sau khi dung
duomg tiém, c6 thé xay ra sau khi bi chdm nhip tim;
block nhi thit, ngimg xoang, dic biét véi cac ché
pham dung duong tinh mach; kéo dai khoang QT trén
dién tam dd; xoan dinh;

R&1 loan ndi tiét*

It gap IMit kinh, tang prolactin huyét
S— Liém gdp liétnhidusta

o . Khong rd Vi to & nam glm

R&i logn tiéu hoa -
Thuong gap Tiéu chay

Rbi loan toan than va phan g tal noi tiém |

Thudng gap Suy nhuge -

R&i loan mién dich o
it gap Tang mgﬂnﬂ cim
Khong ro Phan ng pﬁan vé (bao gdm sbc phan vé, dac biét vai

céc ché phim dung dudng tinh mach)

R&i logn h¢ thén kinh o
Rét thuong gip Budn ngn, lo mo
Thudng gip R&i loan ngoai thap (dac b1et & tré em va ngudi tré
va/hodc khi dung qua lidu, ké ca sau khi ding mot
11e1\1 duy nhat), hoi chimg Parkinson va chimg dimg
ngoi khéng yén

Y.S.P INDUSTRIES (M) SDN BHD
(Company NO. 192593 U)

Lot3,5& 7, Jalan P/ 7, Section 13
Kawasan Parlndustdan Bandar Baru Bangi
43000 Kajang, Selangor Darul Ehsan
TEL. 08-89251215 (5 lines)

TEL: 03-89251267/8/9
FAX: 03-8925129p




https://trungtamthuoc.com/

HU'O'NG DAN SU’ DUNG THUOC

{ T . i A ~ ~ vy -:
" It gép Loan truong lire co, roi loan van dong, giam kha
nang nhan thirc
Hiém gap Co gidt, dac bi¢t & cac bénh nhan dong kinh.
Khong 18 Ro6i loan van dong mudn c¢6 thé khéng héi phue,

trong hoidic sau khi diéu tri kéo dai, dic biét & bénh
nhéin cao tudi, hdi chimg an thin kinh éc tinh

R&i loan tdm thén

Thuong gap = |lrim cam ]
it gdp | ] Ao gidc "
Hiém gip  |Lu lgnm
R loan mieh miu o
____________________ Thuong ggp _|Ha huyét dp, dic biét khi dang dudmg tinh mach
.......................................................... Khong 10 Sée, ngét sau khi tiém, con ting huyét apcﬁptmhé'
Joeutvi e B0 TV Ui .

* R&i loan ndi tial trong qua trinh didu trj kéo dai bang metoclopramid ¢ lién quan dén
ting prolactin huyét (mét kinh, tiét nhiu sita, vl to & nam).

Céc phéan (mg ¢6 mdi lién quan hoc thuong xdy ra hon khi sir dung liéu cao bao gdbm:

- Réi loan ngoai thép: r6i loan truong lyc co hoic ri loan van dong cfip tinh, hdi chimg
parkinson, ching ding ngdi khong yén, thim chi sau khi ding mét lidu duy nhét, dic biét
O tré em va nguoi tré.

- Lo mo, gidam khi nang nhén thire, 14 1an, 4o giac.

Thong bdo cho bic sy hodc dwoc sy cdc tic dung khong mong muén gip phai khi diing
thuoc. '

QUA LIEU VA XU TRi:

Tri¢u chirng:

Réi loan ngoai thap, lo mo, giam kha nang nhin thir, 14 13n, do gide va ngimg tim, nging
tho.

Xir tri:

Trong trudng hop xay ra rdi loan chitng ngoai thdp, ¢6 thé do qua lidu hodic khong, ¢in
ngtmg metoclopramid va sir dung cac thube diéu tri triéu chimg gdm benzodiazepin & tré
nho vashodc thude khang cholinergic diéu tri parkinson & nguoi 16n.

Cén didu trj triéu chimg va theo ddi lién tuc cac chirc ning tim mach va hé hip tiy theo
tinh trang 1dm sang ctia bénh nhén.

DUQC LUC HOC

Nhém tae dung dicoe Iy: Thube chdng nén nhém chen thy thé dopamin

Ma ATC: AO3F AO01

Duoc ly ctia metoclopramid phure tap va co ché tac dung chua biét day du. Thude tac dung

chinh & dudng tiéu hoa va h¢ TKTW. Y.S.P INDUSTRIES (M) SDN BHD
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Trén dudng tiéu héa, metoclopramid kich thich nhu, dong dudmg tiéu hoa trén nhung khong
kich thich bai tiét dich vi, mat va tuy. Thudc lam cho c4c md nhay cam voi tac dung cia
acetylcholin. Tac dung cliia metoclopramid dbi véi nhu dong khong phyu thude vao than
kinh phé vi, nhung céc thuéc khang acetylcholin ¢6 lam mét tic dung cua thude.
Metoclopramid 1am ting co bop da day (ddc biét la ving hang vi), lam gian co that mén vi
va hanh ta trang, 1am ting nhu dong té trang va hong trang, dan dén 1am tong nhanh thirc
in ra khoi da day va rudt. Thude lam ting truong lee co that dudi ctia thye quan luc nghi.
Thube tac dong true tiép vio ving khoi dong thy thé héa hoc cia trung tAm ndn, thdng qua
- dbi khang thu thé dopamin tai ddy. Metoclopramid lam tang ngudng ddp Ung cta ving
khéi dong thu thé hoa hoe va lam giam do nhay cam cla than kinh ndi tang tham gia din
truyén xung ddng tir dudng tiéu hoa dén trung tim nén. Thube ciing 1am tang théo rdng da
day. Ngoai ra, thude 6 thé chéng non nhor tac dung ire ché thu thé serotonin 5-H13 quan
sat duoc & lidu cao
Metoclopramid kich thich gian tiép giai phong prolactin tir thuy trude tuyén yén nho (e
ché thu thé dopamin va tuyén yén & ving dudi dbi.
Metoclopramid gdy ting nhit thoi nong do aldosteron trong mau, do ting bai XUt
aldosteron & md thugng thin, mac du kha ning gy gift nude va ha kali ¢6 thé xay ra dac
biét trén bénh nhin suy tim, xo gan, tuy nhién hau hét ndng do aldosteron trd vé binh
thuong sau khi ding thude kéo dai.

DUQC PONG HQC

Metoclopramid duge hép thu nhanh va hoan toan sau khi ubng; kha ning hip thu cia
thudc ¢6 thé bi chdm hodc giam & ngudi bénh bi 1iét da day. Thube chuyén hoa ldn dau qua
gan, ¢6 su dao dong lon vé sinh kha dung dudng udng giira céc cd thé. Thai gian dé thude
dat ndng do dinh trong huyét twong 1a 1-2 gid sau khi udng. Sinh kha dung tuyét dbi trung
binh dudmg ubng khoang 80% (dao déng tir 30-100%) va tiém bép 1a 74-96%.

Thoi gian khoi phat tac dung sau khi udng 1a 30-60 phit. Tac dung dugce ly chinh cua
metoclopramid kéo dai khoang 1-2 gitr sau khi str dung liéu don.

Metoclopramid lién két véi protein huyét twong, chil yéu la albumin, véi ty 1é thép khoang
13-30%. Thude phan bé nhanh vao hau hét cac mo, dé dang qua hang rao miu - ndo va
nhau thai. Thé tich phan b biéu kién & ngudi 16n khoang 2,2 - 3.5 lit/kg va & tré em la
1,92 - 4.4 lit’/kg. Metoclopramid qua hang rio mau - nfio vao TKTW, ndng dd tap trung
cao tai trung tim ndn, noi c¢é vung khoi dong thu thé hoa hoc. Thube phén bé trong sira,
ndng do ¢o thé cao gép 2 lan so véi ndng do trong huyét trong sau 2 gics ubng thube.
Metoclopramid duoe bai xuit theo 2 pha véi nira doi thai trir cudi khoang 4-6 gid. Suy
than lam kéo dai nira doi thai trir. 1am tang ndng dé metoclopramid trong huyét tuong.
Thudc thai trir ch yéu qua nude tidu, khoang 85% lugng thude duge dao thai sau 72 gid,
rong d6 20% thude dugc thai trir & dang khong ddi. phan con lai théi trir dui dang lién
hop vai sulfat hode acid glucuronic ia dang khong con hoat tinh. Khoang 5% dugc dao thai
qua mat vao phan.
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TiINH TUONG KY CUA THUOC:
Khang ¢6 thong tin ¢o gia tri

QUY CACH PONG GOI:
Lo 1000 vién
Hop 10 vix 10 vién

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC: 5

Bio quén: O nhiét do dudi 30°C, tranh dnh séng va Am.

Han dimng: 36 thang ké tir ngay san xudt.

Tiéu chuén chit lwgng: TCCS

®
‘ Nha sin xudt: Y.S.P. INDUSTRIES (M) SDN. BHD.

Dia chi: Lot 3, 5 & 7, Jalan P/7, Section 13, Kawasan
Perindustrian Bandar Baru Bangi, 43000 Kajang,
Sclangor, Malaysia.
Y.S. P. Tel: 03-89251215 (4 Lines) Fax: 03-89251298.
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