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Doc ky hudng diin slidyng trude khi ding
D& xatdm tay tréem
Théng bao cho bic si céc tdc dyng khéng mong mudn
gdp phal khisidyng thudc
Thanh phdn, ham lugng cua thubc:

- Trimetazidin dihydroclorid 20 mg

- T4 duge: Laclose, linh byt ngd, PVP K30, talc,
magnesi stearal, eudragit, HPMC, PEG 6000, titan
dioxyd, db erylhrosin, ponceau lako viradd 1 vién
Mé 1a sén phdm: Vién nénnhd, hinh trén, hai mal tron I6i,
bao phim mau do. Bén trong mau trdng, khéng mi.
Quicdchddng gdl:

-Hép 2 vl, mbivi30 viénnén bao phim.

HUGNG DAN SU DYNG THUGC CHO NGUOI BENH

Thude ding cho bénh gi:

Chi dinh cho ngudi Idn trong liéu phép b8 sung/ hd trg
vao bign phdp trj liéu hidn c6 dé diéu trj riéu chung & bénh
nhan dau thét ngye 8n dinh khdng dugc kidm soat ddy du
hodc bénh nhiin khong dung nap véi cédc ligu phap diéu tr|
dau thi1 ngyc khéc.

Nén ding thuéc nay nhuthé nao va liéu lugng:

Usng mdi I&n 1 vién x 3 I&n/ngay, dung cung bia
an.

*Cdc di tugng diic biét:

- Bénh nhdn suy thdn muc dé trung binh (d§ thanh thai
creatinin [30-60] mi/phut): Usng m&il&n 1 vién x 2 14ningay,
sang va18i, dingcing blaan.

- Bénh nhén cao tu6r BEnh nhan cao tudi cé th c6 muc
dd nhay cam Irimetazidin cao hon binh thudng do sy suy
gidm chuc nang than theo tudi téc. BAi vai bénh nhén suy
than muc dé trung binh (4§ thanh thai creatinin [30-60)
| | mUphi), liéu dang khuyéin céo Ia 1 vién x 2 1dn/ngay, séng
| | vatéi, dingcung bila &n,

- Tré em: MC¢ d§ an 10an va hiéu qua cba trimetazidin
dédi vdi b&nh nhan dudi 18 tufi chua dugc danh gid. Hién
khéng cd di ligu trén dbi tugng b&nh nhéin ndy.

Khinao khéng nén ding thuéc nay:

- Qua m&n vai b&t cu thanh phén nao clia thudc.

- Bénh nhan Parkinson, ¢6 triéu ching Parkinson, run,
héi ching chan khéng nghlva cac rdiloan van dong cé lién
quan khac.

- Suy Ihan nang (@ thanh thai creatinin < 30 mUphut),
Téc dyng khéng mong muén:

Thudng gap,1/100 < ADR < 1/10:

- Thén kinh: Chéng mat, daudiu

- Tiéu héa: Dau bung, tigu chay, kho tidu, budn ndn va
ndn,

- Toanthan: Suynhuge.

- Ngo#ida: M4n ngda, may day.

Hiém gap, 1/10.000 < ADR < 1/1.000:

- Réiloan trén hé tim mach: Danh tréng nguc. ngoai tam
thu, héi hjp, tim d3p nhanh. Ha huyét 4p édng mach. tut
huy8t 4p thé, c6 thé din dén khé chiu, chéng mat hodc nga.
dac biél & cac bénh nhan dang didu trj bing cc thudc
chdng lang huyét 4p, dd biing mat.

Khéng rd t4n sudl ADR: €

- Trléuw ching Parkinson (run, vin déng chim va khd
khan, tang lruong Ivc cd), dang di khdng wing, hdi ching
chan khong nghl, c4c i loan vin d4ng cb lién quan khic,
thudng 6 thé héi phyc sau khidung thutic.

- Réllogngific ngl (mAtngu, lo mo).

- Téobdn,

- Ngoai ban mung mii todn thiin ¢dp tinh (AGEP). phu
magch.

- M4t boch clu hat, gibm tidu cu, ban xulit huydt gidm
tiéu cu.

-Viémgan.

Théng bdo cho Bdc s cdc tde dyng khing mang mudn gap
phdi khi s( dung thude

Nén trdnh ding nhdng thudc hode thye phim gl khi dang
sirdyng thude ndy:

Hién nay chua thdly cd tuang 14c véi thudc ndoe, do sao
van cén th@n trong theo ddi khi phi hgp vai mdt thude
khac.

Trénh ding déng thai véithusc cchd MAO.

Cénlam gl khimgtldn quén ding thudc:

Khi mét Idn quén ding thudc, hay udng thuéc ngay khi
nhd ra, cang s6m cang 1ot va liép tyc lai lich udng thudc
binh thudng. Tuy nhién, néu nhu gén dén théi gian udng
liéu k& 1iép. th bd qua liéu da quén. Khdng dugc uéng lidu
gép ddi d8 bl cho mot liéu 42 quén.

Cénbao quéan thude ndy nhuthé nao:

Bdo quan thudc & noi khd, nhigt dd khong qua 30°C,
tranh anh sang.

Nhing ddu higu va trigu chung khi ding thudc qua ligu:

Khéng cé théng tin,

Cén lam gi khi ding thudc qué liéu khuyén céo:

Trong trudng hgp didu tri qua liéu, phai rifa da day va

ti&n hanh cac bién phap nang do toan than.
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Nhing diéu cdn thin trong khi ding thudc ndy:

- Trimetazidin co thé gdy ra hode lam trdm trong thém
tnéu chung Parkinsen (run, van ddng chim va khd khan,
1ang tniong Iy co), do 46 bénh nhiin, nhat 1 cdc bénh nhin
cao tuéi cdn dudc kiém tra va theo déi thudng xuyén. Trong
cdc trudng hop nghi ngd, bénh nhin cdn dude dua tdi cac
bac sichuyn khoa thin kinh dé dudc kiém tra thich hgp.

- Khi g3p phai c4¢ rdi loan van ddng nhu céc triéu ching
Parkinson, hdi ching chan but nit, run, ddng di khdng viing
cén ngay l4p Wit ngUng sd dung timetazidin.

- Céc trudng hgp nay it xdy ra va thudng hdi phuc sau khi
nging thudc. Phdn Idn bénh nhdn héi phuc sau khi ngiing
thudc khodng 4 thang. Néfu cdc tridu chung Parkinson tidp
tuc xdy ra qua 4 thang sau khi ding thudc, clin tham vin cdc
béc sichuydn khea thdn kinh.

- C4 1hé gdp bidu hidn ngd, dang di khdng vidng hodc Iyt
huydt dp. ddc idt @ cac bdnh nhdn dang ding cde thudc
¢idutritdng huydt dp

« Cdn thin trong khi ké don trimatazidin cho ddl tugng
bénh nhda cd mue dd nhay ¢dm cao nhu: Bdnh nhin suy
thinmuc dd trung binh_bdnh nhintrdn 75 wd),

+ Do thanh phdn cda thudc ¢d chita lactose, ndn khdng
ndn s tung cha bdnh nhin khdng dung ngp galactose,
tiduhyt Lapplactase. rdiloan hilp thu glucosa-galactose.

- Thin ang do thanh phiin 1 duge mau (46 orythrosin,
ponceay laka) treng thude cd thé gdy phiin (ng dj Ung.

* Phy nd mang thal cho con bu;

- Thdliky mang thal

Nhdng két qud nghidn cdu trdn ddng vt chua khdng
dinh chdc chin cé hay khdng tie dyng gy qudl thal cia
inmatazdin,

Chua cé di bdng ching ldm sdng a4 logl tr nguy cd gay
djtatthai nhi.

T8tnhdl khdng ding trimetazidin trong khi mang thal.

- Thdi ky cho conbu

Chua cd bang ching vé sy c6 mat cla trimetazidin trong
sUa me, do d6 Iya chon 18t nhit 12 khdng nén cho con bi
trong sudt thai gian diéu rj bang trimetazidin.

* Téc déng cua thude Ién khd ndng Iéi xe va vin hinh may
mog;

Trimetazidin ¢6 thé gay cac triéu ching nhu chéng mat
va lg ma, do vay ¢o thé anh hudng d&n kha ning 4i xe va
van hanhmdy méc.

Khinaocan thamvén Béc si, Duge si:

Néu ban c¢am thdy bat thuang trong khi diing thudc, nén
lién lac vdibac sicliaban,

Néucdn thém théng tin xin hoi y kién Béc sihodc Duge si.
Han ding cda thude: 36 thing ké tU ngay sdn xust.

HUGONG DAN SU DUNG THUSC GHO CAN BO Y TE

Duye lyc hge:

Trimetazidin Uc chd qui trinh beta oxy hoa cdc acid boy
bdng cach Uc ché enzym long.chain 3-ketoacyl-CoA thiolase
& 1€ bao thidu mau cue b, nang lugng thu duge trong qud
trinh oxy hoa glucose cdn tidy thy oxy it han so véi qua krinh
beta oxy hda. Vide thuc ddy oxy hoa glucose sé giup 10i uu
cdc qud trinh nang lugng 1d bao, do do duy Il duge chuydn
héa nang lugng thich hop trong thai glan thidu mau.

@ nhing bdnh nhan thidu mdu tim cyc b, rimetazidin
hoat ddng nhu mdt chil chuydn hoa, glup bdo 18n mic nang
lugng phosphate cao ndi bao lrong & bao cd lim.
Trimetazidin ¢6 tdc dyng chéng thidu miu cyc bd nhung
khang dnh hudng dén huydt dong
Duge dgng hoc:

Trimetazidin khiuGng duge hip thu rit nhanh va dat ndng
dd dinh trang huydt luong trudc 2 gid ké 1 khi udng, Néng 00
18i da cia thubce trong huyéittudng, sau khi dung mt lidu duy
nhdt trimelazidin 20 mg, dat khoang 55 ng/ml. Trang thal can
bling clia thudc trong mdu dal duge vao khodng It 24 ddn 36
gi¢ sau khi nhéc lai moL 18u va rdt 6n dinh trong thal gian
didu Ir|. VOI thé tich phan bd 4.8 livkg cho thdy muc do
khuydch tan 161 cla thufic dén cac md. T118 gan protein thip
glé I do dugc Invitro 1a 16%. NUa ddi thai tels cha \rimelazidin
14 6 glt. ThuBc duge dao thal chi ySu qua nudc Yidu dudi
dang chua chuyén hod.

Chidnh:

Chldinh cho ngudi 1dn trong lidu phap b sung/ hé Irg véo
bién phap irf lidu hién cé dé didu tr 1ridu ching & bdnh nhan
dau thdt ngye 6n dinh khéng duge kidm soat ddy di holic
bénh nhan khéng dung nap véi cac lidu phap didu tri dau thit
ngyc khéc.

Lidulugng va céch ding:

Uéng mdi &n 1 vidn x 314n/ngay, ding cing bira an.
* Cc d6i tugng dic biét:

- Bénh nhan suy than mue d§ trung binh (d9 thanh thai
creatinin [30-60] mlsphdit): Udng mdi 14n 1 vién x 2 ldn/ngay,
s&ng va18i, dung cing bita &n.

- Bénh nhan cao tu6r. Bénh nhan cao tudi c¢é thé c6 muc
dd nhay cam trimetazidin cao hon binh thudng do sy suy
gidm chudc nang than theo twéi tac. BEi vai banh nhan suy
than mdc 4o trung binh (dd thanh thai creatinin {30-60)
mU/phut), liéu dung khuyén c401a 1 vién x 2 1dn/ngay, sang va
13i, ding cung bda an, '

- Tré em: Mdc 6 an toan va hidu qua clia trimetazidin d¢” |
Vi bénh nhan dudi 18 1udi chua duge danh gi4. Hign khér
cadi lidu trén ddilugng bénh nhan nay. '
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Chéing chidinh :

- Qué min véi bt cur thanh Phén nag ca thudc.

- Bénh nhan Parkinsan, €0 tréu chung Parkinson, run,
hoi chiing chén khang nghi v 64¢ i logn vén dong c6 lién
quan khéc. )

- Suythan néing (d¢ thanh thai creatinin < 30 mi/phut).
Thantrgng:

- Trimetazidin co thé gay ra hodc lam tr&m trong thém
triéu chiing Parkinson (run, ¥an déng cham va khd khan,
t4ng trudng lic cg), do d6 bénh nhan, nhat 14 cac bénh
nhan cao tudi cAn dugc kiém tra va theo doi thudng xuyén.
Trong cdc trusing hap nghi Ng8, banh nhéan cdn dugdc dua
16i c&c bac sTchuyén khoa than kinh d8 dugc kiém tra thich
hap.

- Khi g&p phai céc r8i loan van déng nhu céc triéu
shing Parkinson, héi ching ché&n bt rdt, run, dang di
<héng viing c4n ngay lap tic nging st dung trimetazidin.

- Cac triidng hgp nay t xdy ra va thudng hai phyc sau
«hi ngitng thude. Phan Idn b&nh nhan héi phuc sau khi
ngiing thudc khodng 4 thing. Néu céc triéu chidng
Parkinson tiép tuc xay ra qué 4 thang sau khi diing thude,
cdn tham v&n cdc bac sTchuyén khoa than kinh,

- C6 thé gap biéu hién nga, dang di khang viing hoc
tut huyét dp, ddc biét § cac bénh nhan dang diing cac
thudc diéu tritang huyétap.

- C&n thén trong khi ke don trimetazidin cho d&i tugng
bénh nhé&n c6 mdc dd nhay cdm cao nhu: Bénh nhan suy
than muc dg trung binh, bénhnhan trén 75 tudi.

- Do thanh phan ciia thudc c6 chia lactose, nén khong
nén sl dung cho bénh nhan khéng dung nap galactose,
thi€u hut Lapp lactase, 8iloan h&p thu glucose-galactose.
- Than trong do thanh phan ta dugc mau (db erythrosin,
ponceau lake) trong thudc ¢ thé gay phan ting dj ing.

* Phu nit mang thai cho con bui:

- Thdi ky mang thai:

Nhing k&t qua nghién ciu trén déng vat chua khing
dinh chéc chin ¢o hay khong tac dung gay quai thai clia
trimetazidin,

Chua c6 dii bdng ching 1am sang d& loai trif nguy cg
gay ditatthainhi,

Tétnhétkhdng ding trimetazidin trong khi mang thai.

- Thdi ky cho can bu:

Chua cé bang ching vé sy co mat clia trimetazidin
trong sia me, do d6 lya chon tt nhat la khang néncho con
bU trong sut thai gian diéu tribing trimetazidin.
L@MGM—LA_MMM@
méy mée:

Trimetazidin ¢6 thé gay céc trigu chiing nhu chéng mat

vald md, do vay ¢6 thé anh huéing dén kha nang lai xe va
o =
e ——

v&n hanh may maéc.
Tuong téc thude:

Hién nay chua thdy ¢g uong tac vdi thude nao.
Trimetazidin khdng phai la mat thuéc gay cam ing ciing
khong phai la mét thude gay (¢ ché enzym chuyén héa
thude & gan va nhu vay cg nhidu kha nang trimetazidin
khéng tudng téc vdi nhiéu thuge chuyén héa d gan.

Du sao van can than trgng theo ddi khi phdi hdp v6i mat
thude khac.

Tranh ding déng thdi vai thude teché MAO.

Tac dyng khéng mong mudn:

Thuong gdp, 1/100 < ADR < 1/10:

- Than kinh: Chéng mét, dau dau

- Tiéu héa: Pau byng, tiéu chay, khé tiéu, budn ndn va
nan,

- Toan than: Suy nhuge.

- Ngoaida: Man ngda, may day.

Hiém gap, 1/10.000 < ADR < 1/1.000:

- Rdiloan trén hé tim mach: Danh tréng ngye, ngoai tam
thu, héi hgp, tim dap nhanh. Ha huyét ap ddng mach, tut
huyétap thé, c6 thé déin d8n kha chiu, chong mat hodic nga,
d&c bigt § cac bénh nhan dang diéu trj bing cdc thudc
chdng tang huyétép, dé bing mit.

Khéng 16 tan suét ADR:

- Trigu ching Parkinson (run, van ddng cham va khé
khan, tang truong lyc ca), dang di khdng vitng, hdi chiing
chén khdng nghl, cac rdi loan van déng c6 lién quan khac,
thudng ¢4 thé héi phuc sau khi ditng thudc

- Roi loan gi&c ngti (mé&t ngd, lo md).

- Taobon.

- Ngoai ban mung md toan than cap tinh (AGEP), phu
mach.

- Mét bach cdu hat, gidm tiéu cdu, ban xut huyét gidm
tiéu céu.

-Viémagan.

Thang béo cho Béc sT céc tic dung khong mong muéhn
9ap phai khi st dung thudc
Qué liéu va céch xtrtri:

Qud liéu:

Khéng cé théng tin.

Xirtri:

Trong truding hgp diéu tri qué ligu, phai rija da day va
tién hanh cac bién phap nang da toan than.
Ngay xem xét sila doi, cép nhat Iai ngi dung hudng din
sirdyung thudc: 22/6/2017
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