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Mau nhan h” > 2 vi x 10 vién

Thanh phan: Mi vién nén bao phim chira; SBK/Reg. No:
—=Trimetazidin dihydroclorid 20 mg. TAdwec: viradli 1 vien.  Ngay SX/Mig.date:
-7/ Chidinh, Cach diing, liéu ding, Chéng chi dinh va cdc S5 16 SX/Batch.No:
o “théngtinkhac: Xin doc trong & hwéng dan st dung. HD/Exp.date: BIPHA. -CNC
: Baoquan: Noi kho, nhiét do duéi 30°C, tranh anh séng.
Tiéu chudn: TCCS. TR
£ n Xu 2
Thuoc uong.o \} CONG TY CO PHAN uqo.nwi: CONG NGHE
Be xatam tay tré em; ’ CAO ABIPHA
7 hirant i 5c khi du Bia chi: L6 @4t CN-2, KCN Phi Nghta, X& Phu Ngh'a,
UOO _Aw...Jr.wQ:n n_m_._ Sk sungieoeknliding. 2 ,Ic@mz Chuong My, ._._._r_u_.__._mn_._mm Ha z_w_ﬂ s

Rx Thudc ké don %

Abizidin 20 BmL

Trimetazidin dihydroclorid 20 mg
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Hép 2 vi x 10 vién nén bao phim

Ingredients: Each film-coated tablet contains:

Trimetazidine dihydrochloride 20 mg. Excipients: q.s 1 tablet.
Indication, Contraindication, Dosage - Administration, !

Other information: Manufacturing at

. ABIPHA HIGH-TECH PHARMACEUTICAL JOINT
Please read the leafletinside STOCK COMPANY
Storage: Ata dry place, below 30°C, protectfrom light. Address: Lot CN-2, Phu Nghia Industrial Park, Phu
m_umnmmnmzo:" Manufacturer's, Nghia Commune, Chuong My District, Hanai, Vietnam.
Oral route :

Keep out of reach of children
Read the instruction carefully before use
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Trimetazidine dihydrochloride 20 mg

Abizidin 20 mg
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Mau rhan hdp 6 vi x 10 vién
Thanh phan: SBK/Reg. No:
M3Gi vién nén bao phim chira: 3 .
Trimetazidin dihydroclorid 20mg zm_me_ mE____G.nw.m..
Tadwoe: vira di 1 vién. 0 16 SX/Batch.No:
Chi dinh, Cach ding, liéu diing, Chdng chi HD/Exp.date:

dinh va cac thong tin khac: Xin doc trong to

_hwéng dén st dung.

Baaquan:

Noikha;nhigt 36 dwdi 30°C, tranh &nh sang.
Tiéuchuin: TCCS.

Thudcudng.

Dé xatamaytré em;

Boc ki hudng dan st dung tredc khi diing.

Rx Thuoc ké don

nm\,_m..___u._:,_._ .CNC

. San xuét tai:
CONG TY CO PHAN DUPQIC PHAM
CONG NGHE CAO ABIPHA
Dia chi: L5 dat CN-2, KCN Phi Ngha,
Xa Phu Nghia, Ickm_.. Chuong My,
Thanh pho Ha Nai.

Abizidin 20 mgummm—

Trimetazidin dihydroclorid 20 mg

Hép 6 vi x 10 vién nén bao phim

Ingredients: Each film-coated tablet contains:
Trimetazidine dihydrochloride 20 mg

Excipients: g.s 1 tablet.

Indication, Contraindication, Dosage -
Administration, Other information:

Please read the leaflet inside

Storage: At a dry place, below 30°C, protect
from light.

Specification: Manufaclurer's.

Oralroute *

Keep out of reach of children

Read the instruction carefully before use

ABIPHA. -CNC

Manufacturing at:
ABIPHA HIGH-TECH
PHARMACEUTICAL JOINT
STOCK COMPANY
Address: Lot CN-2, Phu Nghia
Industrial Park, Phu Nghia
Commune, Chuong My District,
Hanoi, Vietnam.
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MAau nhan hAp 10 vi x

10 vién

Thanh phan:

M&i vién nén bao phim chiva:
Trimetazidin dihydroclorid 20mg
Té dwec: vira dl 1 vién.

Chi_djnh, Céach ding, liéu ding, Chéng chi
|=dinh va céc théng tin khac: Xin doc trong to
huéngdan stdyng.

Bdo quan: )
Noikhé, nhiét do dwéi 30°C, trénh &nh séng.

Tiéu chuan: TCCS.

Thuéc udng. I
Béxatamtaytréemn; . ||

Boc kihuong din st dyng trieére khi dang.

SPK/Reg. No:
Ngay SX/Mfg.date:
$6 16 SX/Batch.No:
HD/Exp.date:

Mau nhan vi 10 vién
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" San xudt tai: .—nw—.ﬂ rocotd 2 T 20
CONG TY CO PHAN DIFQ'C PHAM g oY
CONG NGHE CAO ABIFHA ST

Bia chi: La dét CN-2, KCN Phi NghTa, w%:
Xa Phu Nghta, Huyén Chuong My, =

Thanh phé Ha Nai.
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Ingredients: Each film-coated tablet contains:
Trimetazidine dihydrochloride 20 mg
Excipients: g.s 1 tablet.

Indication, Contraindication, Dosage -
Administration, Other information:
Please read the leaflet inside

Storage: At a dry place, below 30°C, protect
from light.

Specification: Manufacturer’s.

Oral route

Keep out of reach of children

Read the instruction carefully before use
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Manufacturing at: fc. - AW =
ABIPHA HIGH-TECH
PHARMACEUTICAL JOINT
STOCK COMPANY

Address: Lot CN-2, Phu Nghia
Industrial Park, Phu Nghia
Commune, Chuong My District,
Hanoi, Vietnam.
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Abizidin 20 mg

Trimetazidine dihydrc

Rx Prescriptio
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HUONG DAN SU DUNG THUOC

Rx
: AbiZidiH‘}ZO mg Vién nén bao phim

\

DE XA TAM TAY TRE EM. ’ ‘
\BOC K¥ HUONG DAN SU DUNG TRUOC KHI DUNG.
THUOGNAY.CHI DUNG THEO PON THUOC.

THANH PHAN CONG THUC THUOC: cho 1 vién:

Thanh phin dugc chét: Trimetazidin dihydrochlorid 20 mg.

Thanh ph?m t4 duge: Microcrystallin Cellulose, Tinh bdt mi, Lactose monohydrat, Croscarmellose natri, Povidon
K30, Magnesi stearat, Colloidal silicon dioxid, Hypromellose (606), Hypromellose (615), Macrogol 6000, Talc,
Titan dioxyd, Pham mau Ponceau 4R lake, Phdm mau Sunset yellow lake.

DANG BAO CHE: Vién nén bao phim mau dé, hinh tron, canh va thanh vién lanh Ign.

CHI PINH ) . ’
Dang cho ngudi 16n trong ligu phap bd sung/ho trg vao bign phap tri liéu hién c6 dé diéu tri triéu chimg & bénh nhan
dau thit nguc on dinh khéng dugc kiém soat ddy du hofic bénh nhén khéng dung nap véi cdc bién phap di€u trj dau

thit ngue khéc.

CACH DUNG - LIEU DUNG:

Liéu ding:

Ubng 1 vién/lan x 3 1An/ngay, udng ciing bita &n.

Loi ich cia viéc ding thudc cin duge danh gia sau 3 thang diéu tri, néu bénh nhan khong dap tmg véi diéu trj thi
nén dimg trimetazidin

Céc dbi tugng dic biét:

Bénh nhén suy than mirc dd trung binh (Cler tir 30 - 60 mI/phut):

Lidu dung khuyén cdo Ia 1 vién 20 mg/lin x 2 lin/ngay, sdng va t6i, ding clng bita an.

Bénh nhén cao tudi: Bénh nhan cao tudi c6 thé ¢c6 mirc dd nhay cam trimetazidin cao hon binh thudng do sy suy
giam chirc nang thén theo tudi tac. Can than trong khi tinh toén litu dung ddi véi bénh nhéan cao tudi.

Tré em: Mirc do an toan va hidu qua cia trimetazidin dbi voi bénh nhan dudi 18 tudi chua dugc danh gia. Hién
khéng c6 dif ligu trén déi twgng bénh nhén nay.

Céach dung:

Ding dudng udng, udng cling bira in.

CHONG CHI DINH:

Qué mn dbi véi trimetazidin hogic bit ctr thanh phan nao cia thude.

Bénh nhén Parkinson, cé tri¢u chimg Parkinson, run, hdi chimg chin khong nghi va céc r6i loan vén dong c6 lién
quan khéc.

Suy than ning (Cler < 30 ml/phat).

CANH BAO VA THAN TRONG KHI DUNG THUOC: i

Khong dung thudc nay cho bénh nhan khi dang 1én con dau théit ngyre, hodic khong dugce chi dinh d& diéu tr ban dau
con dau thét nguc khéng 6n dinh. Thudc nay ciing khéng ding diéu trj nhdi mau co tim.

Khi Ién con dau thit nguc, hdy béo ngay cho béc si. Co thé can 1am cdc xét nghiém va cé thé phai thay dbi phac dd
diéu tri cho ngudi bénh.

Trimetazidin c6 thé gdy ra hojc lam trdm trong thém triéu chitng ctia bénh Parkinson (run, viin dong cham va khé
khan, ting truong lyc co). Do d6 bénh nhén, nhét 13 bénh nhén cao tudi, cén dugc kiém tra va theo ddi thudng
xuyén. Trong cac truong hop nghi ngd, bénh nhan can duge dua dén céc béc st chuyén khoa thn kinh dé dugc kiém
tra thich hop.

Khi gip phai cac ri loan van dong nhu triéu ching Parkinson, héi chimg chén but rit, dang di khéng vimg cin
ngay l4p tirc ngimg sir dung trimetazidin.

3

Céc trudng hop nay it xay ra va thuong hoi phuc sau khi ngimg thudc. Phan 16n bénh-nhan hdi phuc sau khi nglmg

thudc khoang 4 thang. Néu céc tri¢u chimg Parkinson tiép tyc xdy ra qua 4 thang sau khi dirng thude, can tham vén
céc béc si chuyén khoa than kinh.

M001_BSI 13




https://trungtamthuoc.com/

C6 thé gap biéu hién ngi, dang di khong vimng hogc tut huyét 4p, diic biét & cac bénh nhén dang ding céc thude didu
trj tang huyét 4p. Trimetazidin c6 thé gay céc tridu chimg nhu chéng mit, lo mo, do viy c6 thé anh huéng dén kha
nang 14i xe va van hanh may. Do d6, khong nén ding cho nhimg déi tuong nay.

Cin than trong khi ké don trimetazidin cho dbi trong bénh nhédn c6 mirc do nhay cém cao nhu bénh nhan suy thén
mire d trung binh, bénh nhén trén 75 tudi.

Trimetazidin khong duoc khuyén khich ding cho phu nir mang thai hay cho con bu.

Thudc ndy c6 thé gy ra phan (mg duong tinh trong céc xét nghigm dwgc thyc hién trong qua trinh kiém tra doping &
vén dong vién.

Thude c6 chira latose nén cén than trong v6i bénh nhan khéng dung nap lactose (nhing ngudi ¢6 bénh sir di truyén
hiém gZip vé khong dung nap galactose, thiéu hut men Lapp lactase hoiic kém hép thu glucose-galactose)

SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU:

- Phy nir ¢6 thai:

Nhimg két qua nghién ciru trén dong vt chua khang dinh chiic chén c¢6 hay khéng téc dung gy qudi thai cia
trimetazidin. Chwa c6 di bing chimg ldm sang dé loai trir nguy co gdy di tat thai nhi. T6t nhit khong ding
trimetazidin trong khi mang thai.

- Phuy nir cho con bu:

Chua co bﬁng chirng v& sir ¢6 miit cla trimetazidin trong sita me, do dé lya chon t6t nhit 12 khong nén cho con bu
trong sudt thai gian didu trj bing trimetazidin.

ANH HUONG CUA THUOC LEEN KHA NANG LAI XE, VAN HANH MAY MOC:
Trimetazidin c6 thé gy triéu chimg chéng mit va lo mo: do d6 c6 thé anh huong deén kha ning l4i xe va vin hanh
mdy méc.

TUONG TAC, TUONG KY CUA THUOC:

Hién nay chua thay ¢6 tuong téc véi thude ndo. Trimetazidin khéng phai 1a mdt thudc gdy cam tng cling nhu khéng
phai 14 mdt thude gy ché enzym chuyén héa thudc & gan va nhu vy c6 nhiéu kha ning trimetazidin khong
turong tac vai nhiéu thudc chuyén héa & gan.

Dii sao van cin thén trong theo di khi phdi hop véi mét thuée khéc.

TAC DUNG KHONG MONG MUON (ADR):

Tlmo’ng gdp, ADR > 1/100

Thén kinh: Chéng mit, dau dau

Tiéu héa: Dau byung, tiéu chay, khé tiéu, budn nén, nén.

Toan than: Suy nhugc.

Ngoai da: Mén ngira, may day.

Hiém gap, ADR < I/1 000

Céc roi loan trén hé tim mach: Danh tréng ngure, ngoai tam thu, hoi hop, tim dap nhanh. Ha huyet ap dong mach, tut

huyet &p tu thé co thé dfin dén kho chiu, chéng mit hodc ngd, dic bigt & cdc bénh nhén dang diéu trj bing cac thude

chéng ting huyet ap, do birng mét.

Khong ré tan sudt ADR;

Triéu chimg Parkmscn (run, van dong chdm va khé khan, tang truong lue co), dang di khong virng, hi chiing chén
( khdng nghi, cac rdi loan vén dong c6 lién quan khac, thudng cé thé hoi phuc sau khi dimg thudc.
: R&i loan glac ngu (mét ngu, lo mo).

Tdo boén.

Ngogu ban mung mu toan than cép tinh, phu mach.

M4t bach cdu hat, gidm tiéu cdu, ban xuét huyét giam tiéu cau.

Viém gan

Huwéng déin cich xtr tri ADR:

Uébng thudc vio bita &n.

Théng bdo ngay cho bdc st hodic duwge sT nhitng phan ing c6 hai gdp phai khi sir dung thuée.

QUA LIEU VA CACH XU’ TRIi:
Thong tin cho qua lidu véi trimetazidin con han ché. Didu tri triéu chimg va hd tro.

PAC TiINH DUQC LUC HQC:

Mi ATC: CO1EBIS.

Nhém duge Iy: Thude chéng dau that nguc/Chéng thiéu méu co tim cyc bd.

Tnmetaz;dm {rc ché qué trinh beta oxy héa cac acid béo bing cach irc ché cdc enzym 3- -ketoacyl-CoA thiolase chudi
dai & té bao thiéu mau cuc bd, ning lugng thu duoc trong qué tr}nh oxy héa glucose can tiéu thy oxy it hon so vé&i
qué trinh beta oxy héa. Viéc thiic ddy oxy héa glucose s& gilp t6i wu céc qué trinh ning lugng té bao, do d6 duy trl
dugc chuyén héa ning lugng thich hop trong thoi gian thiéu mau.

M001_BSI § 2/3




https://trungtamthuoc.com/

O nhimg bénh nhan thiéu méu co tim cyc bo, trimetazidin hoat dong nhu mot chét chuyen héa, gitip bao tdn mirc
ning lwong phosphat cao ndi bao trong t& bao co tim. Trimetazidin cé tac dung chdng thiéu mau co tim cuc b
nhung khéng anh huéng dén huyét dong.

PAC TiNH DUQC PONG HQC:

Trimetazidin khi ung dugc hip thu rat nhanh va dat ndng dé dinh trong huyét twong 2 gid sau khi udng. Nong do
t6i da cua thudc trong huyét twrong, sau khi ding mét liéu duy nhat trimetazidin 20 mg, dat khoang 55 nanogam/ml.
Trang thai can bi‘mg ciia thudce trong méau dat dwoc vao khoang tir 24 - 36 gidr sau khi nhéc lai mé_it lidu va rit én dinh
trong thoi gian didu tri. V6i thé tich phan b6 4,8 lit’kg cho thay mirc dé khuéch tan tdt ciia thudc dén cdc mo. Ti 1é
gén protein thép, gid tri do dugc in vitro 1a 16%. Thoi gian ban thai cia trimetazidin-1a 6 gid. Thube duge dao thai
chii yéu qua nuéc tiéu dudi dang chua chuyén héa.

QUY CACH PONG GOI: Hép 2 vi x 10 vién. Hop 6 vi x 10 vién. Hop 10 vi x 10 vién.
PIEU KIEN BAO QUAN: Noi kh, nhigt d6 khong quéa 30°C, tranh 4nh séng.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG: TCCS.

TEN, PIA CHI CUA CO SO SAN XUAT:

Cong ty C4 phin Dugc phim Cong nghé cao Abipha
L6 ddt CN-2, Khu cong nghiép Phi Nghta, Xi Phi Nghia, Huyén Chmmg My, Thanh ph6 Ha Nai
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