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POC KY HUONG DAN SU DUNG TRUGC KHI DUNG THUOC
DE CO THEM THONG TIN, XIN HOI Y KIEN BAC SI
THUOC NAY CHi DUNG THEO PON CUA BAC Si

VASTAREL M

Vién bao phim gidi phéng cé bién déi
Trimetazidine dihydrochloride 35 mg

Rx

THANH PHAN cho mdt vién bao phim giai
phéng ¢6 bién ddi.

Hoat chét: Trimetazidine dihydrocloride
35mg.

Ta dwege: calcium hydrogen phosphate
dihydrate, hypromellose, magnesium stearate,
povidone, anhydrous colloidal silica, glycerol,
red iron oxide (E 172), titanium dioxide (E
171), macrogol 6000,

TRINH BAY
Hop 30 hodic 60 vién bao phim gidi phéng co
bién ddi, dugc dung trong vi.

CHi PINH:

Chi d|nl1 cho ngudi 16n trong liéu phép bd
sungr‘ hé trg vao bién phép trj liéu hlén c6 dé
dn:u Iri tri¢u chimg & bénh nhan dau that ngire
on dinh khong duge kiém soat ddy du holic
benh nhan khéng dung nap véi cac liéu phap
diéu trj dau thit nguc khac,

CHONG CHI DINH:

Khong ding VASTAREL MR, vién bao;
phim gidi phéng cé bién dbi trong triwdng
hop:

- Quéa min di v6i thanh phén hoat chét
hoiic hoiic bit e t4 duoc nao duoc liét
ké trong céng thirc bao ché san phim.

- Bénh nhén Parkinson, c6 triéu chimg
Parkinson, run, hdi chiimg chén khéng
nghi va céc rdi loan van déng c6 lién
quan khac,

- Suy thin nang (d§ thanh thai creatinin
< 30ml/phut).

Néu con nghi ngai gl, xin hoi y kién bac si
hoiic duge si.

THAN TRONG VA CANH BAO DPAC
BIET

Cin dic bi¢t thin trong khi ding
VASTAREL MR, vién bao phim gidi phéng
¢6 bién ddi trong cic truimg hop:

Hay béo v6i bac si hodc duge si trude khi
uong Vastarel MR, vién bao phim giai phéng
c6 bién dbi.

Nhin chung, khéng khuyén ding thubc nay
trong thoi ky cho con bt (xem myc C6 thai va
cho con bi).

Khong dung thube nay cho bénh nhan khi
dang 1én con dau thét nguc, hodc khén,g dugc
chi dinh dé diéu tr khai tri con dau that nguc
khong 6n dmh Thudc nay ciing khéng ding
diéu trj nhéi mau co tim,

Khi 1én con dau thét ngye, hdy bdo ngay cho
béc si. C4 thé can lam cic xét nghiém va co
thé phai thay ddi phac dd diéu tri cho ban.
Trimetazidine c6 thé gdy ra holic lam trdm
trong thém tri¢u chimg Parkinson (run, van
dong chdm va khé khin, ting truong lyc co),
do d6 bénh nhan, nhat la cic bénh nhén cao
tudi cAn dugce kidm tra va theo ddi thudng
xuyén. Trong cac inromg hgp nghi ngd, bénh
nhén can duqc dua 161 cic bice sy chuyén khoa
thén kinh dé duge kiém tea thich hop.

Khi gip phai cac rdi loan vin dong nhu céc
triéu chimg Parkinson, hi chimng chén bt rit,
run, dang di khéng vimg can ngay lap tirc
ngirng str dung trimetazidine.

Cic trudmg hop nay it xay ra va thuéng hoi
phyc sau khi ngimg thube. Phan Ién bénh nhan
I16| phue sau khi ngimg thube khoang 4 thang,
Néu céc triéu chimg Parkinson tlep fuc xay ra
qua 4 théng sau khi dimg thubc, cin trao ddi
lai vdi cdc béc s chuyén khoa thin kinh.
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C6 thé gip biéu hién nga, dang di khéng vimg
ho#c tut huyét ap, ddc biét & cic bénh nhén
dang ding cic thude didu tri ting huyét ap
(xem théem phan ‘l4c dung khéng mong
muon]
Can than trong khi ké don trimetazidine cho
d6i tugng bénh nhén c¢6 mirc d6 nhay cam cao
nhur (xem thém phén Liéu ding va cach dung):
- Bénh nhan suy thin mic d6 trung
binh,
- Bénh nhan trén 75 tudi.

TUONG TAC THUOC VA CAC TUONG
TAC KHAC

Dé tranh cic tuong tic thude c6 thé xay ra
gita céc thudc, can phéi théng bdo cho béc st
hotic duoge sT néu ban hién dang dwoc diéu tri
bét cir mot thude ndo khic.

CO THAI VA CHO CON BU

Co thai:

Tét hon la khéng nén dung thubc nay khi
mang thai. Néu ban phat hién ra minh mang

thai khi dang diing thudc, hiy hoi y kién bac s

vi chi cé bac sT mdi danh gide duge su cin
thiét ¢é nén tiép tuc ding thude ndy cho ban
khoéng.

Cho con bi: Hién khéng c6 dir ligu vé sy bai
tiét coa thube qua sita me, khéng nén cho con
ba trong thoi gian diéu tri.

Phai hoi ¥ kién bde sT hode dige sT triece khi
diing bt ky thuée nao.

LAI XE VA VAN HANH MAY MOC
Trimetazidine ¢é thé gy (riéu chimg chong
mat va lo mo: do do c6 thé anh huéng dén kha
nang l4i xe va van hanh may moc.

LIEU LUQNG VA CACH DUNG

Puing udng.

Liéu ding 14 mdt vién 35mg trimetazidine, 2
Jan m&i ngay, diing ciing bita &n.

Lgi ich cta viée ding thude cin duge danh gid
sau 3 thing diéu tri, néu bénh nhan khéng dép
trng voi diéu tri thi nén dimg trimetazidine.
Cic déi twong diic bijt:

Bénh nhan suy than trung binh

Bénh nhéan c¢6 mire d§ suy thdn trung binh (dd
thanh thai creatinin [30 — 60] ml/phat) (xem
muc Canh bdo dic biét va thin trong va Tinh
chat duge dong hoc): lidu ding khuyén céo 1a
1 vién 35mg/ ngay, vao bubi sang, ding cing
bita sdng.

Bénh nhan cao tubi:

Bénh nhan cao tudi c¢6 thé ¢6 mic do nhay
cam trimetazidine cao hon binh thutmg do su
suy giam chue ning thén theo tudi tac (xem
muyc Tinh chat duge dong hoc).

Doi véi beénh nhén suy thidn mirc dg trung binh
(d6 thanh thai creatinin [30 — 60] ml/phut),
Liéu dung khuyén céo 1a 1 vién 35mg/ ngay,
vao budi sang, ding cing bita sang.

Céin thén trong khi tinh toan liéu ding dbi vai
bénh nhén cao tudi (xem thém myc Canh bdo
dac biét than trong).

Tré em:

Mirc d6 an toan va hi¢u qua cia trimetazidine
dbi véi bénh nhin dudi 18 tudi chua duge
danh gi4. Hién khong c6 dir liéu trén dbi twong
bénh nhén nay.

Néu thdy hiéu quda ciia Vastarel MR gud manh
hodic qud yéu, phdi thong bdo cho bdc sT hode
duge st

QUA LIEU
Phai hoi y kién bac s7 hodic duge sT ngay.

LAM Gi KHI QUEN MQT HOAC NHIEU
LAN DUNG THUOC

Tiép tuc ché do diéu tri théng thudmg. Khong
tang lidu dung 1én gdp dbi dé quén lidu.

TAC DUNG KHONG MONG MUON

Ciing nhu tit ca cac thude khac, Vastarel MR,

vién bao phim giai phéng cé bién dbi co thé

gy ra tic dung Khéng mong mudn, mic di

khong phai ai cling gap.

Tan suét cia cac tac dung khong mong muén

¢6 thé giip duge djnh nghia theo cac quy uée

sau

Rit thudng gip (nhi]‘ng tac dung khéng mong

mudn anh huéng dén hon 1 ngusi trong s 10

ngudi ding thube).

Thuong gp (nhimg téc dung khong mong

mubn anh huéng tir 1 dén 10 ngudi trong sb

100 ngudi dimg thube).

Khong thwong gip (nhimg tic dung khong
A - N 5 £ PR

mong mudn anh huong tir 1 dén 10 nguoi

trong s6 1000 ngudi ding thudc).

Hiém gip (nhitng tic dung khéng mong muén

anh huong tir 1 dén 10 nguoi trong sé 10.000

ngudi ding thudc).

Rét hiém gip (nhiing tc dung khéng mong

muon anh hudmg it hon 1 dén 10 ngudi trong

s6 10.000 nguai dung thudc).
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Chua duge biét dén (thn suat xay ra khong thé
danh gia duoc bing cac dir liéu hién c6).

Nhém co | TAn suét | Biéu hién

quan

R loan | Thudng Chéng mit, dau

trén hé than | gdp déu

kinh Khéngrd | Triéu chimg
Parkinson (run,
van dong chim va
khé  khan, ting
truong luc  co),
ding di khéng
viimg, hdi chimg
chén khéng nghi,
cac r6i loan vin
dong co6 lién quan
khée, thudmg co
thé hdi phuc sau
kbi dimg thube

Khéng r& | Roi loan giac ngn

(mét ngu, lo mo)

Roi  loan | Hiém gap | Danh trdng nguc,

trén tim haoi hép, ngoai tAm
thu, tim dip nhanh

R6i  loan | Hiémgap | Tang huyét 4p

trén mach déng mach, tt
huyét ép thé dimg,
6 thé din dén kho
chiu, chong mat
hodc ngi, dic biét
& cdc bénh nhén
dang didu tri b:ing
cic thube chéng
tang huyét ap, do
bimg mit

R6i  loan Thudng Pau  bung, tiéu

trén da day- | gap chay, kho tiéu,

rudt budn noén va nén

Khong rd | Téo bon

Ré6i  loan | Thudng Man, ngira, may

trén da va | gip day

mé dudida | Khéng rd | Ngoai ban mun mu
todn than cép tinh
(AGEP), phii mach

R6i  loan | Thuong | Suy nhuge

toan  thén | gdp

va tinh

trang  sir

dung thude

R6i  loan | Khong rd | Mat bach chu hat

mau va hé Giam tiéu cau

bach huyét Ban xudt huyét
giam tidu cdu

R6i  loan | Khéngrd | Viém gan

gan mét

Théng bdo cho bdc sy cuia ban bat ky tdc dung
khong mong mudn nao gdp phdi lién quan 167
viée diing thudc.

TiNH CHAT DUQC LUC HQC
THUOC TIM MACH CO TAC
CHONG PAU THAT NGUC

Mia ATC: COEBI15

(C: hé tim mach)

Cor ehé tde dung:

Biing cdch bao toan chuyén héa nang lugng &
té bio bj thiéu oxy hay thiéu mau cuc bd,
trimetazidine phong duge gidam ATP ndi bao,
do d6 dam bao chuc nang bmu ion va kénh
K/Na xuyén mang trong khi vin duy tri cén
bang ngi mé té bao.

Trimetazidine e ché qua trinh béta oxy hoa
céc acid béo bing cich tic ché cic enzyme
long-chain 3 ketoacyl - CoA thiolase & té bo
thiéu mau cuc bd, ning lugng thu duge trong
qua trinh 6 xy hoa glucose s& giup tbi wu cdc
quéa trinh ning luong 1é bao, do d6 duy tri
dugc chuyén héa nang lugng thich hop trong
thoi gian thiéu mau.

Tdc dung duoce hiee hoc:

O nhimg bénh nhan thiu mau cuc ba,
trimetazidine hoat déng nhu mot chét chuyén
héa, gitip bdo tén mirc ning lugng phosphate
cao ndi bao trong té bao co tim. Trimetazidine
¢6 tac dung chéng thiéu mau cuc bé nhung
khéng anh hudng dén huyét dong.

Hiéu qua ldm sang va dé an toan

Cac nghién ciru lam sang dd chimg minh hi{_‘:u
qua va d6 an toan cia trimetazidine trong diéu
trj bénh nhén dau thit nguc, dudi dang don trj
ligu hodic dang phdi hop khi cac tri liéu dau
that nguc khac chua du kiém soat dau thit
ngue.

Trong mét nghién ctru ngu nhién, mu déi, déi
chimg gia dugec trén 426 bénh nhan
(TRIMPOL — 11), ‘Irlme‘razndlne (60mg/ngay)
dugc ding phéi hop véi  metoprolol
IOOmgfngély (‘iﬂmg!lan 2 lan/ngay) tmng 12
tudn. Két qua cho thiy cic thong s6 vé kha
ning ging sirc vi cdc tneu chimg lam sang
duge cai thién dang ké: Tong thori gian ging
stre +20,1 gidy, p=0,023, tong cong géng sirc
+0,54 MET, p=0,001, thoi gian cho dén khi

DUNG

(UL



xuéit hién doan ST chénh xuéng lmm 12 + 33,4
gidly, p~0,003, thoi gian khoi phat con dau thit
ngye + 33,9 giay, p<0,001, s6 con dau thét
ngirc/tudn -0, 73, p=0,014 va sO vién nitrate
duge diung/ tudn da gidm — 0,63, p=0,032,
khong kém thay déi vé huyer dang.

Trong nghién cfru ngau nhién, mu déi, dbi
chiimg gid duge trén 223 bénh nhédn (Sellier),
mdt vién trimetazidine 35mg dang giai phéng
c6 bién dbi (2 lAn/ngay) duoc ding phéi hop
cling véi atenolo] 50mg (1 Mn/ngay) trong 8
tudn gilp tang déng ké thei gian xudt hign
doan ST chénh xubng Imm (+34.4 gidy,
p=0,03) trong thir nghiém géng ste, & phan
nhom bénh nhén dugc danh gia 12 gio sau khi
dimg thuée (n=173), khi so véi nhdm chimg.
C6 sir khide hiét dang ké vé thai gian khoi phét
con dau thil ngyc (p= 0049) Khong co sur
khac bigt giira cac nhdm ve l\ct cye thir phal
khéc (16ng thai gian ging sirc, tong cang ging
stre, v cde két cude 1am sang).

Trong mét nghién ctu nghu nhién, mb déi
khéc trén 1962 bénh nhin (nghién ciru Vasco)
trén nén didu trj atenolo! SOmg/ngay, hai loai
ligu trimetazidine (70mg/ngay va
140mg/ngay) duoc kidm ching so voi gia
duge. Trén tit ci cac nhém dén s6, bao gom
bénh nhdn khéng cd triéu chimg va cé triéu
chimng, trimetazidine I\honq «chimg minh mang
lai loi ich trén thang sd g.’ing sire (thng thoi
gian gang stc, thoi gian xudt hién doan ST
chénh xudng lmm va thii gian khai phat con
dau thit nguc) va cic két cuc Jam sang. Tuy
nhién, trong phdn nhém bénh nhén ¢d trigu
ching (n= 1574) trong phén tich vé sau (post
hoc analysis), trimetazidine (140 mg) gitp cai
thién dang ké tdng thoi gian ging stre (+23,8
gidy so véi +13,1 gidy & nhém chimg;
p=0,001) va thoi gian cho dén khi khéi phat
con dau thit nguc (+46,3 gidy so voi + 32,5
gidy & nhom chirng; p=0,005).

TINH CHAT DUQC BONG HOQC
- Sau khi uéng, ndng @6 tbi da dat dugc
sau 5 gid. Sau 24 gitr ndng dd thube
trong huyét tuong vﬁn'ct‘m ] muc trén
hay tuong duong 75% nong Eq thi da
trong 11 gid.

. /M

S

PHO CUC TRUONG

Trang thai dn dinh dat dwoc mudn
nhét sau khoang 60 gid,

Dic tinh duwge déng hoc ciia Vastarel
MR khéng bi anh hudng bai thire an.

- Thé tich phén bd 1a 4 Slfkg, afn
protem huyét trong thip, do in vitro
cho gia tri 16%.

- Irimetazidine dugc thai trir cht yéu
qua nudc tidy, & dudi dang khéng déi.
Théni gian ban thai ciia Vastarel MR
trung binh 7 pid & nguoi tré tinh
nguyén khoe manh va 12 gitr & nguai
trén 65 tudi. Thanh loc hoan phin cia
Trimetazidine phdn ién qua thédn ma
true tiép lién quan dén 4o thanh thai
creatinine, & mac d¢ it hon la thanh
loc qua gan, viéc thanh lpc qua gan
giam theo tudi.

- M4t nghién ciru 1am séng dac biét &
dan s6 lén tuo], str dung lidu 2 vién
mét ngay, ubng chia 2 ln, duge phan
tich hang phuong phat dan s6 dong
hoe, ¢ha (hdy co sy gia ting néng do
trong huyét tuang ma khang cén chinh
liéu.

BAO QUAN

Pé thubc xa tdm tay va tAm véi cla tré em.
Khong dimg thubc déd qua han in trén hap.
Thubc nay khdng duge virt vao nude thai va
rac thai sinh hoat. Hay hoi duoc sT cdch virt bo
thude néu khang ding dén. Nhiing bién phap
ndy s& gidp bao vé mdi trudng.

Diéu kién bao quan: duéi 30°C.

HAN DUNG: 3 nzm ké tir ngay san xuat.
TIEU CHUAN: Ciia nha san xudt

Les Laboratoires Servier — France / Phap
Nha san xudt / Manufacturer:

Les Laboratoires Servier Industrie
905 route de Saran

45520 GIDY — France / Phap / 4
Website address: www.servier.vn ,'r ’
et
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