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| Metoclopramide hydrochioride 10mg/Zml (1M-IVI

Re - THUGE BAN THind Do

Thanh phin : Cho méi éng 2mi Chi dinh, Lidu lirong, Cach diing, Chéng chi dinh:
Metoclopramid hydroclond 10mg Xin xem ky trong 1o Hudng dén sir dung
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Ok thang® nam 2015
3IAM BOC




https:?/nhathudcngocanh.com/

HUGNG DAN SU DUNG THUOC - POC KY HUONG DAN SU DUNG TRUOGC KHI DUNG

Rx - thude bén theo don

METORAN

Thanh phén : Cho éng 2 ml

- Metoclopramid hydroclorid .. seevmweas S LUINE
- T4 dugc (Benzyl alcohol, Natrl clorld Dmatrl EDTA Amd 01tr1c Propylen
glycol, Polyethylen glycol 400, nuéc cAt pha tiém) Vira dll .....ocooeereerrenrieencncnnn. :2ml

Duwgec luwe hoe
Metoclopramid 14 chat phong bé thu thé dopamin, dbi khang véi tac dung trung uong va ngoai vi
cua dopamin, lam céc thu thé & dudng tiéu hoa nhay cam vai acetylcholin. Thube lam tang nhu
dong cua hang vi, ta trang, hong trang. Metoclopramid giam do glan phin trén da day va ting d¢
co bop cua hang vi. Vi vay két hop 2 tac dung trén lam da day rong nhanh va giam trao ngugc tir
t4 trang va da day 1én thuc quan. Céc téc dung nay quan trong trong sir dung metoclopramid nhu
mot thuoc tang nhu dong. Tinh chat chong ndn cua metoclopramid 1a do tac dung khang dopamin
truc tiép lén ving phat dong hoa thu thé va trung tdm non va do tdc dung d6i khang 1én thy thé
serotonin - SHT3.

Dwge dong hoc

- Metoclopramid it lién két v6i protein huyét twong (chi khoang 13-30%), chu yéu lién két véi
albumin.

- Thude phén b6 nhanh vao hau hét cic mé va dé ding qua hang rao méu nio va nhau thai. Thé
tich phan bd bicu kién trén nguoi 16n khoang 2,2 - 3,5 lit/kg va trén tré em la 1,92 - 4.4 lit/kg.

Ndng d6 thudc trong sita c6 the cao hon trong huyét tuong.

- Metoclopramid dugc bai xuét theo 2 pha v¢i thoi gian ban thai pha cudi khoang 4 - 6 gid. Suy
than kéo dai thoi gian ban thai, lam tang nong do metoclopramid trong huyét tuong. Thudc thai trir
chu yéu qua nuéc ticu, khoang 85% luong thuoc duoc dao thai sau 72 gio, trong d6 20% thube
duoc thai trir dudi dang khong dcn qua nudc tiéu, sd con lai thai trir dudi dang lién hop véi sulfat
hoic acid glucuronic 1a dang chét chuyén hoa bét hoat. Khoang 5% duoc dao thai qua phan va
mat.

- Khi tiém bip, thude bat dau téc dung sau 10 - 15 phut, tiém tinh mach, sau 1 - 3 phut. Tac dung
dugc 1y chinh ctia metoclopramid kéo dai khoang 1 - 2 gi¢r sau khi str dung liéu don.

Chi dinh

Nguoi lon:

- Du phong nén va budn non hau phiu.

- Dy phong ndn va budn nén do xa tri.

- Didu tri triéu chimg nén va budn ndn, bao gdm ca ndn va budn non do dau nira déu cép tinh.

Tré em tir 1 -18 tudi:

- La thudc lua chon hang hai @ du phong non va budn nén xuét hién muodn do héa tri.

- L4 thudc lua chon hang hai & diéu tri nén va budn ndn hau phiu.

Liéu lwgng - Cach ding

Dung dwong tiém. Tiém bip hoiic tiém tinh mach chim trong vong it nhit 3 phat.

Nguoi lon:

- Dy phong nén va budn non hau phau: khuyén cdo ding lidu 10 mg

- Du phong nén va budn noén do xa tri: khuyen cdo dung liéu 10 mg x toi da 3 lanfngay

- Diéu tri tridu chimg nén va buon nédn, bao gdm ca ndn va budn noén do dau nira dau cép tinh:

khuyen cdo dung lidu 10 mg x t6i da 3 lan/ngay.

- Liéu tdi da khuyen céo: 30 mg/ngay hodc 0 Smg/kg/ngay.

- Thoi gian diéu tri: dung thuoc theo dudng tiém trong thoi gian ngin nhit, sau d6 c6 T,c’guyén
sang ding thude theo dudng udng hodc dudng dit truc trang.

Tré em tir 1 -18 tudi

- Véi tht ca cdc chi dinh: khuyén cdo ding lidu 0,1 -0,15 mg/kg x tdi dap3 lan/ngay, dung duong
tinh mach.

- Liéu t6i da: 0,5 mg/kg/ngay.
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Bang tinh liéu cho tré em:

Tubi CAnning Liéuding S0 lin dang/ngay
1-3 tudi 10-14 kg 1 mg Téi da 3 1an/ngay
3-5 tudi 15-19 kg 2 mg Téi da 3 lan/ngay
5-9 tudi 20-29 kg 2,5 mg Tbi da 3 lan/ngay
9-18 tudi  30-60 kg 5mg Téi da 3 1an/ngay
15-18 tudi > 60kg 10 mg Téi da 3 lan/ngay

- Thoi gian diéu tri:

+ Du phong non va budn ndn xudt hién mudn do hoa tri: tbi da trong vong 5 ngay.

+ Piéu tri nén va buon non hau phau: tbi da trong vong 48 gio.

Ghi chii: D& truyén tinh mach metoclopramid tiém can duge pha loang trong 50 ml dung dich nhu
dextrose 5%, natri clorid 0,9%, dextrose 5% trong 0,45% natri clorid, Ringer hodc Ringer lactat.
Péi tuong dic biét

- Ngudi cao tudi: nén cén nhéc giam liéu mot lan dua thudc dua trén chirc nang gan than va thé
trang.

- Suy thén:

+ Suy than giai doan cudi (D9 thanh thai creatinin < 15ml/phit): nén giam lidu hang ngay xudng
75%.

+Suy than ning hodc trung binh (Dd thanh thai creatinin 15 -60 ml/phut): nén giam liéu
ding xudng 50% .

- Suy gan: Suy gan ndng nén giam lidu ding xubng 50%.

- Tré em: Chéng chi dinh metoclopramid cho tré dudi 1 tubi

Chong chi dinh

- Qua min véi metoclopramid hodc bit ky thanh phan nao ctia thude.

- Chay mdu tiéu hoa, tac nghén co hoc hodc thung da day ruét do thudce lam ting nhu dong rudt va
c6 thé khién tinh trang bénh nhan ning né hon.

- U tay thuong thén hodc nghi ngd u tiy thuong than do nguy co gdy cac con tang huyét ap kich
phat.

- C6 tién st réi loan van dong do metoclopramid hodc rdi loan vén dong do thudc an than.

- Pong kinh (v&i mat do va cuong do con dong kinh ting dén).

- Parkinson

- Dung phm hop véi levodopa hodc céc thude chii van dopamin

- C6 tién sir methemoglobin huyét do metoclopramid hodc thiéu men NADH cytochrome BS5
reductase.

- Tré duéi 1 tudi do nguy co xay ra réi loan ngoai thap tang trén d6i turong nay.

Thén trong khi dung thude

Réi loan than kinh

C6 thé xay ra céc triéu ching rbi loan ngoai thap, thuong giip trén tré em va nguoi tré tudi va/hodc
khi sit dung liéu cao. Nhimg phan ng nay thuong xay ra trong giai doan diu dung thuoc co
truong hop xay ra sau khi dung mét lidu duy nhét. Nén ngimng thude ngay khi co biéu hién rbi loan
ngoaJ thap. Trong da so céc truong hop, nhiing triéu ching nay mat hoan toan sau khi ngimg
thudc. Tuy nhién, mot sé trudng hop can dung thudc diéu tri triéu chimg (benzodiazepin trén tré
em va/hodc cac thude khang cholinergic diéu tri Parkinson trén nguoi 16m).

Khoang cach dua lidu it nhét 1a 6 gid, ké ca trong trudng hop ndn hodc khong dung hét mot licu
thubc dé tranh nguy co qua lidu.

Diéu tri kéo dai bang metoclopramid c6 thé gy rdi loan van déng mudn, nhiéu {trudng hop khong
phuc hoi, ddc biét trén ngudi cao tudi. Do do, khong nén kéo dai thoi gian diéu tri qua 3 thang.
Cén nglmg dung thude ngay khi c6 céc biéu hién roi loan van dong mudn trén 1am sang.

Hoi chtmg an than kinh 4c tinh da duoc bao cdo véi metoclopramid dung don doc cling w
hop véi cac thuéc an than khéc. Bénh nhan can ngung thudc va c6 bién phép diéu tri thi

ngay khi xay ra cac biéu hién ctia hdi chimg an than kinh 4c tinh.

Cén than trong theo doi nhitng bénh nhén c6 bénh than kinh nén va bénl|nhan dang duge diéu tri
bing céc thudc co co ché tic dung trung wong. 0
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Metoclopramid c6 thé lam ndng né thém cac triéu chimg Parkinson.
Methemoglobm huyét

Mot s6 trudong hop methemoglobin huyét c6 thé c6 lién quan véi thiéu NADH cytochrome
B3 reductase dd duoc bao cdo. Khi bénh nhén ¢ biéu hién methemoglobin huyét, cin ding ngay
thubc va c6 cac bién phap didu tri thich hgp nhu ding xanh methylen. Véi céc truong hop
nay, khong bao gi¢r dung lai metoclopramid cho bénh nhén.

Roi loan tim mach

Mot s6 truong hop gép cac phan lng bat loi nghiém trong trén tim mach da dugc bao cdo bao gdm
truy tudn hoan, nhip tim chdm nghiém trong, ngimg tim va kéo dai khoang QT sau khi tiém
metoclopramld dac biét tiém tinh mach.

Can than trong theo ddi bénh nhan sir dung metoclopramid, ddc biét truong hop dung thude
duong tinh mach cho ngudi cao tudi, bénh nhéan c6 rdi loan dan truyén tim (bao gdm ca kéo dai
khoang QT), bénh nhén ¢6 rdi loan dién giai, nhip tim chdm va nhitng bénh nhén ding kém céc
thudc khac c6 nguy co gy kéo dai khoang QT.

Déi véi truong hop ding thudc dudng tinh mach: tiém tinh mach chdm trong vong it nhét 3 phut
dé giam nguy co gip cac phan tmg bat lgi nhu tut huyét 4p va chimg ngdi nam khong yén.

Suy thén hodc suy gan

Khuyén céo giam lidu trén nhitng bénh nhan suy than hoac suy gan nghiém trong.

Sir dung cho phu nir c¢6 thai va cho con bu

Thoi ky mang thai

Nhiéu dit liéu trén db6i tuong phu nit ¢6 thai (véi trén 1000 chi tiéu dlu ra) cho thiy
metoclopramxd khong gy quai thai hodc gdy ddc tinh cho thai nhi nén c6 thé dung trong thai ky
néu can thiét. Do nhitng dédc tinh dugc ly cua metoclopramid tuong tu nhu cac thudc an than khéc,
viéc dung thudc vao cudi thai ky cd thé gay nguy co xdy ra hdi chimg ngoal thap trén tre. Do do,
trdnh dung metoclopramid vao cudi thai ky; trong truong hop dung thude, can theo d&i chit ché
c4c biéu hién trén tré sinh ra.

Thoi ky cho con bu

Metoclopramzd bai tiét mot luong nhéd vao stta me nén tré bu me ¢6 nguy co gap phai cac phan
mg bit lgi cua thude. Do d6, khong khuyén cdo ding metoclopramxd trong thoi ky cho con bu.
Trén ddi tuong phu nit cho con bu ¢6 st dung metoclopramid, cén can nhéc viéc ngimg thudc.

T4c dfng cia thude khi l4i xe va vin hanh may moc

Metoclopramid ¢6 thé gy lo mo, chodng vang, roi loan van dong, loan truong luc co va c6 thé
anh hudéng dén thi gidc va kha ning 14i xe cling nhu van hanh mdy moéc cua nguoi dung thude.
Twong tac thude

Phéi hop chong chi dinh

Chéng chi dinh phdi hop metoclopramid véi levodopa hodc céc thuéc chtt van dopamin do c6 dbi
khéng tuong tranh.

Phéi hop nén trdanh

Ruou ¢6 the lam téng tac dung trc ché than kinh trung wong ctia metoclopramid.

Phéi hop can cdn nhdc

Do metoclopramid lam ting nhu dong dudng tiéu héa nén co thé 1am thay déi su hap thu ctia mot
sb thudc.

- Thube khang cholinergic va dén xuit morphin: Céc thuoc khéng cholinergic va din xuét morphin
c6 thé c6 ddi khang tuong tranh voi metoclopramid vé anh huéng trén nhu dong dudng tiéu hoa.

- Céc thube giam dau trung uong (dan xudt morphin, thubc chdng lo 4u, thudc an than khang
histamin H1, thudc an than ching trdm cam, barbiturat, clonidin va cac thudc lién quan): Viéc phéi
hop cac thuoc giam dau trung uong va metoclopramid c6 thé 1am ting anh huong trén tam théan.

- Thubc an thin: Metoclopramid cé thé lam ting tac dung cla céc thudc an than kinh va gay roi
loan ngoai thap.

- Thudc hé serotonergic: Viéc phdi hop metoclopramid va cac thubc hé serotonergi

- Digoxin: Metoclopramid ¢6 thé 1am giam sinh kha dung cua digogin. Khi dung phdi

thude tai thu hdi chon loc serotonin (SSRI) c6 thé 1am ting nguy co gzﬁj ho6i ching seroton

theo dai chit ché ndng db digoxin huyét tuong.
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- Cyclosporm Metoclopramid lam tang sinh kha dung cua cyclosporin (tang Cmax l1én 46% va
tang phoi nhiém Ién 22%). Khi dung phdi hop, can theo ddi chat ché nong do cyclosporin huyét
tuong. Chua r6 hdu qua ctia tuong tac nay trén 1am sang.
- Mivacurium va suxamethonium: Metoclopramid ti€ém co6 thé lam kéo dai tac dung chen than
kinh co ciia mivacurium va suxamethonium (thong qua trc ché cholinesterase huyét twong).
- Céc thube e ché CYP2D6 manh: cac thude e ché CYP2D6 manh nhu fluoxetin va paroxetin
lam téng murc d phoi nhlem metoclopramid trén bénh nhén. Tuy hdu qua trén lam sang cua tuong
tac chua duoc biét rd, can theo d5i chit ché bénh nhan dé phat hién cac phan tng bt loi.
Téc dung khong mong muon
Céc tac dung khong mong mudn dudi day dugc liét ké theo phén loai t6 chirc.
Tén suét gip dugc quy ude nhu sau: rat thudmg gip (> 1/10), thuong gap (= 1/100, < 1/10), i
gdp (= 1/1000, < 1/100), hiém gip (> 1/10000, < 1/1000), rdt hiém gap (<1/10000), khong
10 (khong ude tinh dugc dua trén nhung, dir liéu hién co)
Phan loai to chire Tan suit Tac dung khong mong muén
Réi loan tao miu Methemoglobin huyét, ¢6 thé do thiéu NADH cytochrom
va hé bach huyét Khéng rd B5 reductase, dic biét trén tre so sinh
Sulfhemoglobin huyét, chu yéu do dung dbng thoi véi
céc thudc giai phong luu huynh lidu cao
R6i loan tim ft o3 Nhip tim chdm, dic biét véi cac ché pham dung
mach gap duong tinh mach
Ngimg tim, xay ra trong thoi gian ngan sau khi dung
dudng tiém, c6 thé xay ra sau khi bi cham nhip tim; block
Khong ro nhi thit, ngimg xoang, dic biét voi cac ché pham
dudng tinh mach; kéo dai khoang QT trén dién tdm do;
xoan dinh
R&i loan noi tiét* it gap Mat kinh, tang prolactin huyét
Hiém gip Tiét nhiéu sita
Khong rd Vi to & nam
Réi loan tiéu héa | Thuong gap | Tiéu chay
R6i loan toan | Thuonggdp | Suy nhuoc
than va phin ing
tai noi tiém
Roi loan mién It gap Tang méan cam
dich Khéne & Phan tmg phan vé (bao gdm sbc phan vé, dac biét voi
g cac ché phdm dung dudng tinh mach)
Ro6i  loan than | Rat thuong Buon ngt, lo mo
kinh gap
R&i loan ngoai thép (ddc biét ¢ trée em va nguoi tré
Thudng gap | va/hodc khi dung qua lidu, ké ca sau khi dung mot 11eu
duy nhét), hoi chimg parkinson va ching dimg ngdi
khong yén
f gip Loan truong luc co, roi loan van dong, giam kha ndng
: nhén thirc
Hiém gip Co giat, dac biét trén bénh nhén dong kinh
Khéng 18 R&i loan vén dong mudn co thé khong hoéi phue, trong
hodc sau khi diéu tri kéo dai, dic biét & bénh nhén cao
tudi, hoi chung an than kinh 4c tinh
R6i loan tAm | Thuong gip | Trdm cam . .
than it gap Ao gidc \\(‘/}/
Hiém ggp | Lulan )
Roi loan mach | Thuong gap | Tut huyet ap, déc biét khi dung duong tinh mach ’
mau Khong 18 Sdc, ngét sau khi tiém, con ting ﬁuyet dp cap tinh &
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| ] | bénh nhan c6 u tay ]
* Rbi loan ndi tlet trong qua trinh didu tri kéo dai bang metoclopramid c6 lién quan dén tang
prolactin huyét (mat kinh, tiét nhiéu sita, v to & nam).

Céc phan ing ¢6 moi lién quan hogc thuong xay ra khi dung liéu cao bao gbm:

- Réi loan ngoai thap: rbi loan trwong lue co hodc rdi loan van dong cap tinh, hoi chung parkinson,
chirmg dirmg ngoi khong yén, thdm chi sau khi ding mot lidu duy nhét, dic biét & tré em va ngudi
tré.

- Lo mo, giam kha ning nhén thirc, 10 14n, do gidc thuong thén.

Thong bdo ngay cho Bdc si nhitng tic dung khong mong mudn gdp phdi khi sir dung thuéc.

Sit dung qua liéu

Triéu chitng

R&i loan ngoai thap, lo mo, giam kha nang nhan thic, la 14n, 4o giac, ngimg tim nging tha.

Xue tri

Trong truong hop xay ra rdi loan ngoai thap, c6 thé do qua lidu hodc khong, cdn ngimg
metoclopram1d va su dung cac thude diéu tri triéu ching gdm benzodiazepin & tré nho va/hodc cac
thudc khang cholinergic diéu tri parkinson & ngudi 1on.

CAn diéu tri triéu chiing va theo ddi lién tuc cac chirc nang tim mach va ho hép tuy theo tinh trang
lam sang cua bénh nhén

Khuyén cdo

- Poc k¥ huéng dan st dung trude khi ding. Néu cin biét thém thong tin xin hiy hoi y kién ctia
Béc si.

- Thudc nay chi dung theo chi dinh ctia bac si.

Trinh bay va bao quan

- Thube dong trong ong thuy tinh 2 ml. Hop 10 6 dng, kém theo t& huéng dan sir dung.
- Dé thudc noi kho thoang, tranh anh sang, nhiét dd dudi 30°C.

PE XA TAM TAY TRE EM.

Han dung : 24 thang ké tir ngay san Xuét Tiéu chudn ap dung : TCCS

ot

Thubc dwoc sin xudt tai
CONG TY CO PHAN DUQC DANAPHA
253 Diing Si Thanh Khé - TP. Da néng
Tel : 0511.3760130 Fax : 0511.3760127 Email : info@dangpha/com
Pién thoai tu van: 0511.3760131
Va dwoc phin phéi trén toan quéc

Da Nang, ngay 2t thang®\ nim 2016
a GIAM POC

TUQ.CUC TRUONG
P. muomc PHONG
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