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Rx: Thuéc bén theo don
MGi vién nén bao phim co chira:
Trimetazidin Hydrochlorid..... 20 mg
Liéu dung & Cach ding:
Theo chi d&n cla thay thube.

CHI BINH, CHONG CHI BINH, — KINXEM TO
THAN TRONG, TAC DUNG NGOAI Y | HUGNG DAN
VA CAC THONG TIN KHAGC SUDUNG

Bdo quan noi khd thoang, dudi 30°C.
Trénh &nh séng va 3m.

Tiéu chuln; Nha san xuét

Béng gcnl hop 3 vix 10 vién

DNNK: .
Bia chi:

\isa No (S6 DK).. VN--##
Mfg. Lic. No.: #HhHHE

Batch No (S0 16 SX). #HHEE
Mfg. Dale (Ngay SX): dd/immiyyyy
Exp. Dale (Han ding): dd/mmiyyyy
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ARMACEUTICALS LTD
34l Floor, Marol Clulreh Road,
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CHORSAMINE 20

{Vién nén bao phim trimetazidin hydrochlorid 20 mg}

CANHBAO DACBILT:

Chi sit dung thudc nay theo dom cita bdc st.

Poc ky hudng din sit dung tritde khi ding,

Hay tham khdo ¥ kién bdc sT dé c6 thém thong tin.
Khéng dimg qud lidu 43 dugce chi dinh.

Xin théng bdo cho bdc st biét cdc tdc dung khéng mong mudn trong qud trinh sit dung.
Khéng sit dung thude 43 qud han ding.

DPéE thud'c ngodi tdm vii ciia tré em.

Near Le

THANH PHAN: ,_«;}j/
M§i vién nén bao phim c6 chifa:

Hoat chdt: Trimetazidin hydrochlorid.... et .20 mg

Td dutge: Calei phosphat dihydrat, cellulose vi [mh thé Imh b(’)t ngo, mr(’jc tinh khi€t*, natri starch
glycolat (Type A), silic keo khan, talc tinh ch&, magnesi stearat, hypromellose (5 cps),
dichloromethan®, methanol*, aceton®, titan dioxid (E171), t4 dugfe miu (Colour lake erythrosine),
diethyl phthalat.

* Bay hoi trong qud trinh sdn xudt, khéng tham dy vao thanh phdn cuéi cita vién,

PUGC LUC HOC:

Cd ch€ tdc dung: Trimetazidin (¢ ch€ qu4 trinh beta oxy héa cdc acid béo biing cdch e ch€ cic
enzym long-chain 3-ketoacyl-CoA thiolase & € bio thi€u méu cuc b, ning lugng thu duge trong
qu4 trinh oxy héa glucose cin tiéu thu oxy it hdn so v&i qué trinh beta oxy héa. Viée thic ddy
oxy héa glucose s& gifip tdi wu cic qud trinh ning lugng t&€ bio, do 86 duy tri dude chuyén héa
ning lugng thich hop trong thisi gian thi€s mdu.

Tic dung duge luc hoe: O nhitng bénh nhin thi€u mdu tim cyc bd, Trimetazidin hoat déng nhu
mit chdt chuyén héa, giip bio tér mic niing lugng phosphat cao ndi bio trong 1€ bao ¢d tim,
Trimetazidin ¢6 tic dung chéng thi€u mdu cuc bd nhung khéng dnh hudng dén huyét dong.
DUYC PONG HOC:

Trimetazidin hydrochlorid khi uéng duge hip thu rdt nhanh v dat ndng dinh trong huyét trtng
trude 2 giy k€ r khi ufng. Nong 49 t8i da cda thude trong huy€t tuong, sau khi ding mot iBu =, .
duy nhat Trimetazidin hydrochlorid 20 mg, dat khodng 55 ng/ml. Trang thdi cin bing cilia thudc , w1t
trong méu dat duge vio khodng tir 24 dén 36 git sau khi nhic lai mét liéu va rd't 6n dinh trong

th&fi gian diéu tri. Vdi thé tich phin bd 4,8 livkg cho thdy mifc d§ khuy&ch tin t5t cia thudc dén

cdc mb. Ti 1& géin protein thdp, gid tri do dudc in vitro 14 16%. Nita dosi thii trir cia Trimetazidin
hydrochlorid 13 6 gid. Thudc duge dao thai chil yéu qua nude tidu dudi dang chwa chuyén héa,

CHI PINH:

Chorsamine 20 duige chi dinh cho ngudi 1dn trong lidu phdp b sung/hd trg vaoe bién phép tr lidu

hién c6 @€ diéu tri triéu chitng & bénh nhin dau thit nguc 6n dinh khong duge ki€m soit ddy d

hogic bénh nhén khong dung nap vdi cic liéu phip diéu tri dau thit ngyc khic.

LIEU LUGNG VA CACH DUNG:

Thudc diing dudng udng. Ding theo chi dinh clia bac si diéu tr.

Liéu théng thirding: 1 vién/dn x 3 lAn/mgay diing ciing bita 4n.

Céc d6i tudng dic bigt

Bénh nhdn suy thdn nukc d8 trung binh (do thanh thdi creatinin [30-60] mi/phiit):

Liéu ding Xhuyén cdo 13 1 vién/Mn x 2 1dn/ngdy, sang va 181, ding clng bita dn (xem thém phin

chdng chi dinh va phdn khuyén c4o vi thin trong).




Bénh nhéan cao tudi:
Bénh nhén cao tudi cé thé ¢6 thé ¢6 mdce dd nhay cdm Trimetazidin cao hon bink thudng do su
suy gidm chifc niing than theo tdi tdc. P61 vdi bénh nhin suy thin mic d6 trung binh (46 thanh
thdi creatinin [30-60] ml/phtr), liéu ding khuyén cdo 14 1| vién/ldn x 2 1dn/ngay, sdng vi (6,
ding clng bita dn.
Cén thin trong khi tinh todn liéu diing d6i vdi bénh nhin cao wdi (xem thém phdn chéng chi
dinh va phin khuyén cdo va thin trong).
Tré em:
Mite d6 an toan va hiéu qui cda Trimetazidin d6i vdi bénh nhan dudi 18 wdi chua duge dénh
gid. Hién khéng c6 dif liu trén ddi tugng bénh nhin nay.
CHONG CHi PINH:
Qud min cdm vdi thanh phin hoat chdt hodc bat et t4 dude ndo dudc liét ké trong cdng thic bio
ch& sin pham.
Bénh nhén Parkinson, ¢6 triéu chitng Parkinson, tun, héi chitng chin khéng nghi va cdc r6i loan
van ddng cd lién quan khdc.
Suy thin niing (d0 thanh thdi creatinin < 30 ml/phit). :}h/
KHUYEN CAO VA THAN TRONG: '
Trimetazidin ¢6 thé gdy ra hojc Am trAm trong thém triéu chitng Parkinson (run, vin déng chdm
vi kho khin, ting trudng Iuc ¢g), do d6 bénh nhin, nhit 1a cdc bénh nhin cao tudi cin duge ki€m
tra va theo d6i thudng xuyén. Trong cdc trudng hgp nghi ngd, bénh nhdn cin duge dua t8i cde
b4c s¢ chuyén khoa thdn kinh d€ dugc ki€m tra thich hgp.
Khi gip phdi cde rdi loan vin dong nhu cdc triéu chitng Parkinson, hoi chitng chin bt ritt, run,
ddng di khéng vitng cdn ngay l4p tic ngitng sit dung Trimetazidin.
Cic trudng hgp nay it xdy ra va thudng hdi phuc sau khi ngitng thuSc. Phin 16n bénh nhin hdi
phuc sau khi ngirng thudc khodng 4 thang. N&u cdc triéu chitng Parkinson ti€p tuc x3y ra qué 4
thdng sau khi ditng thudc, cin tham vdn cdc bac s7 chuyén khoa thin kinh.
C6 thé gap bi€u hién ngi, ding di khéng vitng hodic tut huyét dp, dit biét & cdc bénh nhin dang
ding cic thudc diéu tri ting huyét d4p (xem thém phén tdc dung khéng mong mudn).
Cén thin trong khi k& don trimetazidin cho d6i tugng bénh nhdn ¢é mdc d6 nhay cdm cao nhu
(xem thém phén liéu diing va cdch ding):

- Bé&nh nhén suy thin miic d6 trung binh.

- Bénh nhan trén 75 tuéi.
SUDUNG G PHU NU MANG THAI VA CHO CON BU:
Nhitng k&t qui nghién ctu trén ddng vt chua khing dinh chic chin c6 hay khéng tdc dung giy
quéi thai cia Trimetazidin hydrochlorid.
Chura ¢6 dd bing ching 1dm sing d€ loai trlt nguy cd gy di tit thai nhi.
T6t nhit khong diing Trimetazidin hydrochlorid trong khi mang thai. _
Chura c6 bing chitng vé sy ¢6 mit clia Trimetazidin hydrochlorid trong sita me, Do d6, lua chon
t6t nhét 1A khéng nén cho con bii trong sudt thifi gian diéu tri bing Trimetazidin hydrochlorid.
ANH HUGNG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC :
Trimetazidin ¢é thé giy cdc triéu ching nhu chéng mat va 10 md, do viy c6 th€ dnh hwdng dén
khad ning 141 xe va vin hanh mdy mdéc.
TUGNG TAC THUOC:
Hién nay chira thiy ¢6 twong tdc vdi thudc nao. Trimetazidin hydrochlorid khéng phéi 12 mot
thudc gy cdm dng ciing nhv khdng phai 12 mot thude gdy e ch€ enzym chuyén héa thude d gan
vi nhi viy c6 nhiéu kha ning Trimetazidin hydrochlorid khong twdng tdc véi nhidu thude chuyén
héa & gan, Dit sao van cin thin trong theo d&i khi phdi hgp véi mét thude khic,



TAC DUNG KHONG MONG MUON (ADR)

Nhém cd quan Tén suit Biéu hién
R&i lean trén hé thdn kinh | Thutng gip Chéng miat, dau ddu.
Khong 1o Triéu chitng Parkinson (rin, vin déng chdm va

khé khin, ting trudng lyc cd), ding di khéng
ving, hdi ching chin khdng nghi, cdc rdi loan
vin dong c6 lién quan khdc, thuding cé (hé hdi

phue sau khi dirng thudc.
Khéng 18 R&i loan gidc ngd (mAt ngi, 1d ma)
R&i loan trén tim Hi€m gip Pinh trong ngye, hdi hop, ngoai tim thu, tim
dip nhanh.
R@&i loan trén mach Hi€m gip Ha huy&l 4p dng mach, tut huy&t 4p thé ding,

c6 thé din dén khd chiu, chéng mit hodc ngi,
dic biét & cdc bénh nhin dang didu i biing céc
thudc chéng ting huyét dp, do bitng mit,

R&i loan trén da day — | Thuding gip Pau bung, tiéu chdy, khé tiéu, budn ndn. ;

rudt Khong 1o Tao bén «."I

R6i loan trén da va mé | Thudng giip M4n, ngifa, may day.

dudi da l Khéng rd Ngoai ban mun mt toan thdn c&p tinh (AGEP),
phit mach.

R&i loan toan thin va tinh - Thuting gap Suy nhudc.
trang st dung thudc

R&1 loan mdu va hé bach | Khong 13 M4t bach cdu hat
huyét Gidm tiéu cdu
o Ban xuat huyét gidm tiéu cdu

R&i loan gan mit Khéng rd Viém gan
Théng bdo cho bic s§ ciia ban bt ki tdc dung khéng mong mudn nio gip phiilién quan tdi vige
ding thube.
QUA LIEU: \
Chua th&y c¢6 bdo cdo v& ddc tinh khi ding qué lidu. Trong triting hap qud 1idu, nén X tei rira da
day, sau dé 1a didu tri triéu ching va hd trg nhiim duy tr} ede du hidu sinh tda. /

Khéng c6 thudc gidi ddc ddi vdi Trimetazidin hydrochlorid.

TIEU CHUAN CHAT LUGNG: Tiéu chudn ¢ sd.

HAN DUNG:

36 thdng k€ tir ngay sdn xuit.

S6 16 sdn xudt (Batch No.), ngay sdn xuft (Mfg. date), han dang (Exp. date): xin Xem trén nhin
hop va vi.

BAO QUAN:

Bdo quén thudc & ndi khé thoéng dudi 30°C. Trinh 4nh séng va 4m. =JTicaL
DANG BAO CH_E YA QuUYy CACH PONG GOI: . . .,
Hdp chita 3 vi x 10 vién nén. _Qc - 400 ggg
Sdn xudt béi:

MACLEODS PHARMACEUTICALS LTD.

Plot No, 25 - 27, Survey No. 366,

Premier Indusirial Estate,

Kachigam, Daman ~ 396210 (U.T.), An Bg.



