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scored tablets
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phu tiéng Viét dan trén hop thubc

Ry Thubc tan thee don

PRIMPERAN"10mg

metociopramide hydrochlcrde khan 10 mg.
Vignnén Hip2vix20vién
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Chidinh, cachding, ch &
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| Rx- Thudc ban theo don

PRIMPERAN"10 mg -
metoclopramide hydrochloride khan 10 mg.
Viénnén. Hop 2 vix 20 vién.
Bocky huong dan st dung trude khi dt‘mg
Chidinh, cach diing, chong chidinhva cacthong
tin khac: xem t& HDSD thudc. S6 16 SX, NSX, HD
xem “Lot/Batch”, “Fabr‘Mfg" “Exp”intrénbao bi.
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San xuat tai: SANOFI WINTHROP INDUSTRIE,
 6boulevard de I'Europe, 21800 Quétigny, Phap
Nhap kh&u bdi: Congty TNHHMTV Duoc Saigon
(SAPHARCO),18-20 Nguyén Trueng T6,Quén 4,
Tp.HO Chi Minh, ViétNam
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PRIMPERAN®10mg /o —cicov o0
metoclopramide Il Cfai

vién nén [ 2lg , 4
.1| '..- X . i i il

Thuéc ban theo don. | _
Boc ki huéng dan st dyng trude khi dung: Néu-cAn thém thongin xin
hdi y kién bac si hodc dugc si. s 7 o

- Théng bdo cho bac si hodc dwgc sT nhirng tdc-dung-khong mong
mudn gdp phai khi st dyng thudc.

- Thudc nay dwec chi dinh riéng cho ban, ban khéng dwgc khuyén
ngudi khac ding ngay ca khi ho cé triéu chieng giéng ban, vi cé thé
gay hai cho ho.

- Hay gil t& hudng dén si¥ dyung thude nay. Ban c6 thé can doc lai.

THANH PHAN

Hoat chéat chinh: Metoclopramide hydrochloride khan 10 mg

Ta duwoc Lactose monohydrate, cellulose vi tinh thé, tinh bt ngd,
silica colloidal khan, magnesi stearat, cho mt vién nén.

DANG BAO CHE VA TRINH BAY
Vién nén. Hop 40 vién (2 vi x 20 vién)

CHI BINH

Naw&i lon:

Primperan 10 mg dwoc chi dinh cho ngwi 1én dé:

~ Diéu trj triéu chirng ndn va budn ndn, bao gdm ca nén va budn ndn
do dau ntra dau cép tinh.

— Dy phéng nén va budn nén xuét hién muén do héa tri.

- Dy phang nén va budn nén do xa tri.

Tré em:

Primperan 10 mg dwoc chi dinh cho tré em tir 15-18 tudi va can nang

trén 60 kg:

— Thuédc dugc ding nhw Iya chon hang hai (second-line) dé dy phong
ndn va budn ndn xuat hién mudn do hoa tri.

LIEU DUNG, CACH DUNG

Liéu dung

Nawdi lén

Ap dung ddi voi tat ca cac chi dinh:

- Liéu khuyén dung 132 10 mg (1 vién)/lan, toi da 3 lan/ngay.
- Liéu tdi da khuyén cao: 30 mg/ngay hozc 0.5 mg/kg/ngay.
- Th&i gian dieu trj toi da: 5 ngay.

Tré em tir 15-18 tudi va can ning trén 60 k

Dy phdng nén va budn ndn xut hién mudn do héa tri:

- Liéu khuyén ding 13 10 mg (1 vién)/lan, téi da 3 lan/ngay; hodc
- Liéu khuyén dung Ia 0,1-0,15 mgrkg/ldn, t6i da 3 Ian/ngay.

- Liéu téi da khuyén céo: 30 mg/ngay hodc 0,5 mg/kg/ngay.

- Thoi gian diéu tri toi da: 5 ngay.

- u tdy thwegng than hodc nghi ngé u tly theeng than do nguy co gay
cac con tang huyét ap kich phat;

- co tién st réi loan van dong do metoclopramide hodc do thudc an
than;

- ddng kinh (vé&i mat 6 va cwérng dé con dong kinh tang dan):

- Parkinson;

- dung phéi hop véi levodopa hodc cac thuéc chi van dopamine;

- cé tién s methemoglobin huyét do metoclopramide, hodc thiéu men
NADH cytochrome b5 reductase;

- tré dwoi 1 tudi do nguy co xdy ra réi loan ngoai thap tang trén dbi
tweng nay,

NEU CON NGHI NGO, CAN HO! Y KIEN BAC STHOAC DUQC 7[@

CANH BAO VA THAN TRONG

R6i loan thén kinh

C6 thé xay ra cac triéu chirng réi loan ngoai thap, thudng gap trén tré
em va ngudi tré tubi va/hodc khi st dyng liéu cao. Nhirng phan tng
nay thuéng xdy ra trong giai doan dau dung thuéc, ¢é truéng hop xdy
ra sau khi ding mét liéu duy nhat. N&n ngirng thubc ngay khi cé biéu
hién réi loan ngoai thap. Trong da sb cac trwéng hop, nhikng triéu
chirng nay mét hoan toan sau khi ngizng thuéc. Tuy nhién, mét sé
trwérng hop can dung thuée diéu tri triéu chieng (benzodiazepine trén
tré em va/hoac cac thudc khang cholinergic diéu tri Parkinson trén
ngudi lén).

Khodng cach ding gitra cac liéu it nhat 1a 6 gie, ké ca trong truéng
hop ndn hodc khdng ding hét mét liéu thudce dé tranh nguy co qua liéu
Piéu tri kéo dai bang metoclopramide co thé gay rdi loan van déng
muén, nhiéu treéng hep khéng phyc héi, d4c biét trén ngwéi cao tudi.
Do d6, khong nén kéo dai thei gian didu tri qua 3 thang. Cén ngung
dung thudc ngay khi cé cac biéu hién rdi loan van dong mudn trén [am
sang.

Hoi chirng an than kinh 4c tinh da dwoc bao cdo voi metoclopramide
dung don ddc cling nhw phéi hgp véi céc thube an than khac. Bénh
nhan cin ngwng thudc va co bién phap diéu trj thich hop ngay khi xay
ra cac biéu hién clia hdi chibng an than kinh ac tinh. )

Can than trong theo ddi nhitng bénh nhan cé bénh than kinh nén va
bénh nhan dang dwoc diéu tri bing cac thudc cd co ché tac dung
trung wong. .

Metoclopramide cé thé |1am nang né thém cac triéu chirng Parkinson.
Methemoalobin huyét

Mot sé trdng hop methemoglobin huyét cé thé cé lién quan véi thiéu "

NADH cytochrome b5 reductase da dwoc bao cdo. Khi bénh nhan cd
biéu hién methemoglobin huyét, cin dirng ngay thubc va cé cac bién
phap diéu trj thich hgp nhw ding xanh methylen. Véi céc treéng hop
nay, khéng bao gidr dung lai metoclopramide cho bénh nhan.

Roi loan tim mach

M6t b trvéng hop gap cac phan (ng bat lgi nghiém trong trén tim 1Al

mach da dwgc bao cdo bao gom tryy tuan hoan, nhip tim cham nghiém
trong, nglrng tim va kéo dai khodng QT sau khi tiém metoclopramide,

dac bigt tiém tinh mach. 5
Cén than trong theo dbi bénh nhan s& dung metoclopramide, dac biét.--;:.\
trng hop dung thube dwong tinh mach cho ngudi cao tudi, bénh
nhan co rdi loan dan truyén tim (bao gdm ca kéo dai khoang QT), bénh

Primperan 10 mg khdng thich hop cho tré em duti 15 tudi va cén ndng
tir 60 kg trd xudng do dang béo ché khéng thich hop.

Nhirng déi twrong ddc bigt:

Ngudi cao tudi Nén can nhic giam liéu mot lan dung thudc dwa trén
chirc nang gan-than va thé tang.

Suy than: Suy than giai doan cudi (d§ thanh thai creatinine < 15
mL/phat) nén gidm 75% lidu hang ngay. Suy than ning hodc trung
binh (40 thanh thai creatinine 15-60 mL/phit) nén gidm liéu ding
xudng 50%. . :

Suy gan: Suy gan nang nén giam liéu dung xudng 50%.

Tré em: Khong khuyén ding Primperan 10 mg cho tré dwdi 15 tudi va
can nang tir 60 kg trer xuéng do dang bao ché khang thich hop.
THUOC NAY BUQC CHI PINH CHO RIENG CA NHAN NGUOI
BENH TRONG TRUGNG HOP DAC BIET NAY:

- khéng thich hep trong nhirng tinh hudng lam sang khac;

- khong trao thudc cho ngui khac dung.

Cach dung

Buwong udng.

S6 1an va thei gian dung thude:

Khoang cach gira cac lan ding thudc it nhat 1a 6 gie.

Théi gian diéu tri:

Thoi gian diéu tri téi da: 5 ngay.

HAY TUAN THU THEO CHI DAN CUA BAC SI.

Néu quén diing thuéc:

Khong dwoc ding gap dai liéu dé bl cho liéu d quén,

CHONG CHI BINH

Khéng dung vién nén Primperan 10 mg trong nhikng trwérng hop sau

day: )

- qua man véi metoclopramide hoac bat ky thanh phin nao cua thudc;

- xuét huyét tiéu hoa, tic nghén co hoc hodc thing éng tiéu héa do
lhéuéc lam téng nhu déng rudt va co thé khién tinh trang bénh ning
ne hon,

nhan c6 réi loan dién gidi, nhjp tim cham va nhirng bénh nhan ding
kém céc thuéc khac cé nguy co gay kéo dai khodng QT

Suv thdn hodc suv gan

Khuyén cdo giadm liéu trén nhirng bénh nhan suy than hoic suy gan
nghiém trong (xem Liéu dung). )
Khéng nén dung thudce néu bét dung nap gaclactose, hodc thiéu men
lactase ho#c bj hdi chirng kém hép thu glucose hodc galactose (bénh
chuyén hod hiém gap).

NEU CON NGHI NGO, BUNG NGAN NGAI HOI Y KIEN BAC sl
HOAC DUQ'C ST TRUOC KHI DUNG BAT KY LOAI THUOC NAO.

C6 thai - Nuéi con béng siva me

Théi ky mana thai

Nhiéu di¥ liéu trén ddi twong phy ni ¢é thai (v&i trén 1000 trudng hop
phoi nhiém) cho thdy metoclopramide khéng gy quai thai hodc gay
ddc tinh cho thai nhi nén c6 thé dung trong thai ky néu cén thiét. Do
nhitng dac tinh dwoc ly cﬁq metoclopramide twong tw nhu cac thubc
an than khac, viéc dung thudc vao cudi thai ky co thé gay nguy co xay
ra hoi chirng ngoai thap trén tré. Do dé, tranh ding metoclopramide
vao cubi thai ky; trong trwéng hep dung thude, cin theo di chit ché
c4c biéu hiégn trén tré sinh ra.

Thoi kv nudi con béna siva me

Metoclopramide bai tiét mét lwgng nhd vao siva me nén tré bu me cd
nguy co gip phai cac phan (ng bt Igi cia thubc. Do d6, khong
khuyén cao dung metoclopramide trong théi ky nudi con bang stra me.
Trén phy nir nudi con béng s(ta me co st dung metoclopramide, can
can nhéc viéc ngirng thuée.

NHU MOT QUY TAC CHUNG, NEU DANG CO THAI HOAC DANG
TRONG THOI GIAN NUOI CON BANG SU*A ME, PHAI LUON HOI Y
KIEN BAC ST HOAC DUQC SI TRUOC KHI DUNG BAT KY MOT
LOAI THUOC NAO.
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Lai xe va van hanh may méc

Metoclopramide cé thé gay lo me, choang véng, réi loan van déng,
loan trwong Iyc co va cé thé anh hwéng dén thi giac va kha nang lai
xe cling nhw van hanh may méc clia ngudi ding thudc

Ta dworc cua thube cé tac dung dac biét: lactose

TUWONG TAC THUOC VA CAC TUONG TAC KHAC

Phéi hop chéna chi dinh

Chaéng chi dinh phdi hop metoclopramide véi levodopa hoac cac thuéc
chd van dopamine do cé do6i khang twong tranh.

Phéi hop nén tranh )
Rugu cé thé 1am tang tac dung e ché than kinh trung wong cla

metoclopramide. )

Phéi hoo cén cén nhdc

Do metoclopramide lam tang nhu déng dwéng tiéu héa nén cé thé 1am
thay déi sy hap thu clia mét sé thude,

- Thubc khéng cholinergic va dén xuét morphine: cé thé dbi khang
twong tranh vé&i metoclopramide vé anh huéng trén nhu dong dwéng
tieu hoa.

Céc thubc gidm dau trung uong (dan xuit morphine, thuéc chéng lo
&u, thubc an than, thubc chdng trdm cém, thubc khéng histamine Hs,
barbiturate, clonidine va cac thuéc lién quan): Viéc phdi hop céac
thudc gidm dau trung wong va metoclopramide c6 thé 1am tang anh
hwéng trén tam than.

Thudc an thdn: Metoclopramide co thé lam tang tac dung clia cac
thuéc an than kinh va gay réi loan ngoai thap.

Thudc hé serotonergic: Vliéc phbi hgp metoclopramide va cac thuéc
hé serotonergic nhy céac thude tai hap thu chen lgc serotonin (SSRI)
c6 thé l1am tang nguy co gép hdi chirng serotonin.

Digoxin: Metoclopramide c6 thé lam gidm sinh kha dung cta digoxin.
Khi dung phdi hop, can theo ddi chat ché néng dd digoxin huyét
twong.

Cyclosporin. Metoclopramide [am ting sinh kha dung cla
cyclosporin (tding Cmax |én 46% va ting phoi nhiém 1én 22%). Khi
dung phéi hop, cin theo déi chat ché néng dd cyclosporin huyét
twong. Chuwa ré hau qua cla twong tac nay trén lam sang.
Mivacurium va suxamethonium: Metoclopramide tiém cé thé lam kéo
dai tac dung chen than kinh co clia mivacurium va suxamethonium
(théng qua (rc ché cholinesterase huyét treng).

Céc thubc i ché CYP2D6 manh: nhw fluoxetin va paroxetin lam
tang murc 6 phoi nhiém metoclopramide trén bénh nhan. Tuy hau
qua trén 1am sang cla twong tac chwa dugc biét 6, can theo dbi
chat ché bénh nhan dé phat hién cac phan (ng bét loi.

Trong trwéng hop dau nira dau cép tinh, c6 thé s dung phdi hep
metoclopramnde véi céc thude gidm dau dwérng udng vi lam tang d§
hép thu cla cac thude gidm dau nay.

PHAI BAQO CHO BAC STHOAC DUQ'C STBIET VE TAT CA CAC LOAI
THUOC DANG DUNG.

TAC DUNG KHONG MONG MUON
Nhu mgi loai thude, vién nén Primperan 10 mg c6 thé gay ra céc tac
khéng mong muén & mét sé nguei. Cac tac dung khéng mong
6gn duéi day duoc ligt ké theo phan loai to chire. Tan sudt gap
duofc quy wérc nhw sau: rat thwdng gap (2 1/10), thwdng gap (2 1/100,
< 1/10), it g&p (2 1/1000, <1/100), hiém gap (= 1/10000, < 1/1000), rét
hiém g&p (<1/10000), khéng ré (khéng wéc tinh dugc dwra trén nhitng

di liéu hién co).

Réi loan tag méu vé hé bach huyét:

- Khéng rd: Methemoglobin huyét, cé thé do thiéu NADH cytochrome
b5 reductase, dc biét trén tré so sinh. Sulfhemoglobin huyét, chd
yéu do dlung déng thai véi cac thube gidi phong lwu huynh lidu cao.

ROi loan tim mach:

- It gap: Nhip tim cham, d&c biét v&i cac ché pham dung duidng tinh
mach.

- Khong rd: Ngirng tim. xay ra trong théi gian ngén sau khi ding
dudng tiém, co thé xay ra sau khi bj cham nhip tim; block nhi-that,
ngirng xoang, dac biét véi cac ché pham dugngr t‘lnh»r.gach kéo dai
khodng QT trén dién tam ad; xodn dinh. " ¢

RGi loan nbi tiét trong qué trinh diéu trj Iséo dél béng melddmr‘amlde

co lien quan tang prolactin huyeét. i, :
- It gap: Mét kinh, tang prolactin huyét. (

- Hiém g&p: Tiét nhiéu sa. G e

- Khéng 6: Vi to & nam.

Réi loan tiéu héa:

- Thwéng gap: Tieu chay. -

RGi loan toan thén va phén ung tai nor tismM .4~

- Thwéng gdp: Suy nhuee.

Réi loan mién dich:

- It gap: T&ng man cam.

- Khéng 16: Phan ing phan vé (bao gbm séc phan vé, d4c biét véi cae
ché pham ding duéng tinh mach).

ROi loan thén kinh:

- Rat thwérng gap: Budn ngd, lo mo:.

- Thwéng gap: Réi loan _ngoai thap (dac biét & tré em va nguoi tré
va/hodc khi dung qua ligu, ké c& sau khi dung mét liéu duy nhat), héi
chirng Parkinson va chirng divng ngdi khdng yén.

- It g&p: Loan trvong Iyc co, rdi loan van dong, gidm khad ning nhan

thire.

Hiém gap: Co giat, d&c biét trén bénh nhan dong kinh.

- Khéng ré: Réi loan van dong mudn c6 thé khong hdi phyc, trong
hodc sau khi diéu tri kéo dai, dic biét & bénh nhan cao tudi, hdi
chirng than kinh ac tinh. 9

RGi loan tam thén:

- Thuwéng gép: Tram cam.

- It gap: Ao gi4c.
- Hiém gap Lu 13n.
RGi | m

- Thuo'ng gdp: Tyt huyét ap, ddc biét khi dung duwéng tinh mach.

- Khéng ré: Séc, ngét sau khi tiém, con tang huyét ap cap tinh & bénh
nhan cé u tdy thweng than.

Céc phdn tma c6 méi lién quan hodc thuvna x3v ra khi dung ligu cao

bao abm:

- Rél loan ngoai thap: Réi loan trwong Iy cor hodc rdi loan van déng
cap tinh, hgi chirng Parkinson, chiing dung ngdi khéng yén, tham
chi sau khi diung mét lidu duy nhét, dac biét & tré em va nguei tré.

- Budn ngd, gidm kha nang nhan thirc, 10 1&n, do giac.

THONG BAO CHO BAC SI NHUNG TAC DUNG KHONG MONG

MUON GAP PHAI KHI SU DUNG THUOC.

DAC TiNH DUQC LUC HQC

Phan loai dwgc ly: Thube lam téng nhu déng da day-ruét,

Phan loai ATC: AD3FAO1 (A: hé tiéu hoa va chuyén héa)
Metoclopramide, mét thudc thudc nhom déi khang dopamine, co tac
dong trén nhu dong rudt. Thuéc chdng nén bang cach we ché thy thé
dopamine.

A\

PAC TiNH DUQC BONG HOC 5
Hép thu: metociopramide hap thu rit nhanh qua duéng tiéu
chung, sinh kha dyng 12 80%; nhu'ng tuy thuéc mdi nguori
quan dén con dwong chuyén héa cla thudc qua gan.

Phén bd: metoclopramide phan bé rong réi & cac md. Thé ti
1a 2,2-3,4 /kg. Ty 1& gén két protein huyét twong rét th
thé qua hang rao nhau thai v bai tiét qua siva me. y 4
Chuvén héa: metoclopramide rét it dwgc chuyén héa.
Bai tiét: metoclopramide thai trlr chl yéu qua nuéc tidu dwéi dang
khéng bién ddi hoac dang lién hep véi nhém sulfo. Thoi gian ban thai
la 5-6 gio. Thei gian nay tdng I&n khi bénh nhan bi suy gan hodc than.

. Nhin
co lién

phan b
huéc co

QUA LIEU
Triéu ching

Réi loan ngoai thap, lo me, gidm kha nang nhén thirc, |0 13n, do gidc,
ngirng tim, ngieng tho. A
X tri
Trong treong hop xay ra réi loan ngoai thap, cé thé do qua lidu hoac ']
khong, can ngung metoclopramide va st dyng cac thudc diu tri triéu |
chirng gdm bezodiazepin & tré nhd va/hodc cac thudc khang /
cholinergic diéu trj Parkinson & nguéi Ién. Can diéu tri triéu chirng va/
theo dbi lién tyc cac chirc ning tim mach va hd hap tuy theo tinh trang
lam sang cla bénh nhan.

BAO QUAN _

Dé thudc ngoai tm nhin va tm tay cia tré em. )
Khong dugc dung thubec qua théi han st dung ¢6 ghi trén hp thuée.
Bao quan thudc & nhiét ¢ khdng qua 30°C.

Khong dugc vit bd thube vao nuwdc thai hodc thung réac thai gia dinh.
Hay héi dwoc sT cach hliy b nhirng thudc khéng dung nay. Cach x
tri nay sé giup bao vé méi trwdng.

Han dung 36 thang ké tir ngay san xuét
Tiéu chuan: Nha san xuét

NHA SAN XUAT

SANOFI WINTHROP INDUSTRIE
6, boulevard. &€ 'Europe

igny, Phap

21800 Q

TUQ. CUC TRUONG NLPHOZF

P.TRUONG PHONG
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