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Pharma Code

Rx - PRESCRIPTION MEDICINE 2 blisters x 30 tablets
THUOC BAN THEO PON

Metazydyna®

Trimetazidine dihydrochloride

Vién nén bao phim 20 mg

SBK:

CAREFULLY READ THE ENCLOSED LEAFLET BEFORE USE.
KEEP OUT OF THE REACH OF CHILDREN.

Specification: in-house
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Tl}uéc‘ ban theo don. Poc ky huéng dan sir dung trude khi dung. Dé thude xa tam tay tre em.
Néu can thém thong tin, xin hoi y kién bac si.

METAZYDYNA

(Vién nén bao phim trimetazidin hydrochlorid 20 mg)

THANH PHAN
Mai vién chira: @7
Hoat chdt: Trimetazidin hydrochlorid 20 mg -

Ta duwoc: cellulose vi tinh thé, natri croscarmellose, povidon 90, magnesi stearat, hypromellose
E-5, hypromellose E-15, hydroxypropylcellulose, macrogol 4000, td duoc mau: cochineal red
lake (E124), rouge cochenille A.

DANG BAO CHE
Vién nén bao phim

CHI PINH

Chi dinh cho ngudi 16n nhu 1a li¢u phap bd sung/hd trg vao bién phap tri liéu hién c6 dé diéu tri
triéu ching & bénh nhan dau that nguc on dinhr khong dugce kiém soat day du hodac bénh nhan
khong dung nap vdi cac liéu phap di€u tri dau that nguc khac.

LIEU LUQNG VA CACH DUNG:
Liéu thong thuong: 1 vién 20 mg x 3 lan/ngay, dung cing bita an.

Cac dbi tuong dic biét

Bénh nhan suy than
Bénh nhan suy than mue do trung binh (d thanh thai creatinin 30-60 ml/phut): liéu dung khuyén
cao la 1 vién 20 mg x 2 lan/ngay, dung cung bira sdng va toi.

Bénh nhdn cao tuoi

Bénh nhén cao tudi ¢ thé ¢o thé c6 mirc d6 nhay cam trimetazidin cao hon binh thudng do suy
giam chuc nang than theo tudi tac. Can than trong khi tinh toan liéu dung cho bénh nhan cao
tudi.

Tré em
Mirc do an toan va hiéu qua cua trimetazidin d6i v&i bénh nhan dudi 18 tudi chua duoc danh gia.
Hién khong c6 dir liéu trén doi tugng bénh nhan nay.

CHONG CHI PINH

Min cam véi trimetazidin hodc bat ctr thanh phan nao cua thude.

Bénh nhan Parkinson, c6 triéu chimg Parkinson, run, hoi ching chan khong yén va céc réi loan
van dong c6 lién quan khac.

Suy than ning (d¢ thanh thai creatinin < 30 ml/phut).
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CANH BAO VA THAN TRONG
Khong ké don trimetazidin cho cac truong hop bénh nhan c6 chéng mat, U tai, rbi loan thi giac.

Nhirng bénh nhan dang su dung trimetazidin dé diéu tri cac triéu chimg nay can trao ddi vai bac
si dé lua chon thudc thay thé.

Khong ké don trimetazidin cho nhimg bénh nhan Parkinson hodc ¢6 tri¢u chimg tuong tu
Parkinson, run tay, hdi chimg chan khong yén hodc nhimng biéu hién khéc lién quan dén roi loan
van dong, dong thoi khong ké don cho nhitng bénh nhan bi suy than nang.

Can than trong khi ké don trimetazidin cho bénh nhan suy than mic dg trung binh va bénh nhan
cao tudi, c¢6 the xem xét giam lieu & nhirng bénh nhan nay.

Nén ngung han viéc sur dung trimetazidin cho nhirng bénh nhan rdi loan van dong tién trién nhu
hoi chirmg Parkinson. Néu hoi chimg Parkinson kéo dai hon bon thang sau khi ngung thudc, can
xin y kién tu van cua bac si chuyén khoa than kinh. @7

Trimetazidin khong thich hop cho viéc diéu tri cac con dau thit nguc cép hoac diéu tri khoi diu
cho bénh nhan dau that nguc khong 6n dinh hoac nhoi mau co tim.

Trimetazidin khong dugc sir dung trude khi nhap vién va nhiing ngay dau nam vién. Trong lic
c6 con dau that nguc cap, can can nhac thong mach vanh va thay doi phuong phap diéu tri (diéu
tri bang thuoc c¢6 kha nang tai tao mach).

C6 thé gap biéu hién nga, di khong ving hoac tut huyét ap, dat biét & cac bénh nhan dang dung
cac thude didu tri ting huyét ap.

Thudc chira cochineal do, c6 thé gay cac phan tmg di ting.

SU DUNG CHO PHU NU' MANG THAI VA CHO CON BU

Khong ¢6 hién tugng sinh quai thai khi dung trimetazidin dugc quan sat thay trong cac nghién
ctru tién hanh trén dong vat, nhung céc nghién ctru day du va c6 kiém soat chua duoc tién hanh &
phu nir c6 thai. Do d6 chua rd thudc c6 gay di tat cho bao thai hay khong, khéng su dung
trimetazidin cho phu nir ¢6 thai.

Chua c6 nghién ctu vé kha ndng trimetazidin bai tiét vao sita me, nén khong su dung
trimetazidin cho phu nir cho con bu.

TUONG TAC THUOC
Chua c6 béo cdo vé tuong tac cua trimetazidin véi cac thube khac.

ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC
Trimetazidin c6 thé gy cac triéu chimg nhu chéng mat va lo mo, do vay ¢6 thé anh huong dén

kha nang lai xe va van hanh may moc.

TAC DUNG KHONG MONG MUON
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Nhin chung, thudc dugc dung nap t6t. Cac triéu chung ¢ da day rudt thuong nhe (nhu budn nén,
non), dau dau, danh trong nguc, cic phan img qua man (nhu ban da, may day) c6 thé xay ra

nhung hiém.

Nhém co quan

Tan suat

Biéu hién

R&i loan trén hé than kinh | Thuong gap Chéng mat, dau dau.
Khong rd Triéu ching Parkinson (run, van dong cham va
kho khan, tang truong luc co), di khong viing,
@1 hoi ching chan khong yén, cac roi loan van
_ dong co lién quan khac, thuong cé theé hoi phuc
sau khi ding thuoc
Khong rd Rdi loan gidc ngii (mat ngu, lo mo)

R&i loan trén tim Hiém gap Panh tréng nguc, hdi hop, ngoai tdm thu, tim
dap nhanh.

R4i loan trén mach Hiém gap Ha huyét ap dong mach, tut huyét ap thé dang,
c6 thé dan dén khd chiu, chong mat hoac nga,
dac biét & cac bénh nhan dang dicu tri bang céac
thuoc chong tang huyét ap, do bung mat

R&i loan trén da day — rudt | Thuong gip Pau bung, tiéu chay, kho tiéu, budn nén

Khong rd Téo bén

R&i loan trén da va md | Thuong gip Man, ngira, may day

dudi da Khong rd Ngoai ban mun mu toan than cap tinh (AGEP),
phu mach

R4i loan toan than va tinh | Thuong gap Suy nhuoc

trang su dung thuoc

R&i loan mau va hé bach | Khong rd Mat bach cau hat

huyet Giam tiéu cau
Ban xuit huyét giam tiéu cau

R&i loan gan mat Khoéng rd Viém gan

Thong bao cho bic si cac tiac dung khéng mong mudn xdy ra trong qua trinh sir dung

thude.

DUQC LUC HQC

Nhém diéu tri: Nhém thude tim mach, chbng co that

Ma ATC: COIEBI5

Co ché tac dung

Bing cach bao ton chuyén hdéa ning lugng trong té bao bi thiéu oxy hoac thiéu mau cuc b,
trimetazidine ngan chan su suy giam muac ATP trong | té bao, do d6 van dam bao hoat dong bom
ion va luu chuyén natri-kali & mang t¢ bio ma van duy tri can bing ndi mdi cua t& bao.

Trimetazidin trc ché qua trinh oxy hoa beta cac acid béo bang cach tc ché cac enzym 3-ketoacyl-
CoA thiolase chudi dai, thuc ddy oxy héa glucose. O té bao thiéu mau cuc bo. ning luong trong
qué trinh oxy héa glucose tiéu thu it oxy hon so vdi qua trinh oxy héa beta. Oxy hoa glucose
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giup t(‘)i’uu ning luong té bao, do dé duy tri duoc chuyén héa ning luong thich hop trong thoi
gian thiéu mau.

Téc dung duoc luc hoc:

¢} nhirng bénh nhan thiéu mau tim cuc bo, trimetazidin hoat dong nhu mot chat chuyén hoa, giap
bao ton mirc ning luong phosphat cao ndi bao trong té bao co tim. Trimetazidin ¢6 téc dung
chdng thiéu mau cuc bd nhung khong lam anh huong dén huyét dong.

DUQC PONG HQC (D’I

Hap thu =

Sau khi uéng, trimetazidin dwuoc hap thu nhanh chéng tir duong tiéu héa. Sinh kha dung trén
85%. Nong do dinh trong huyet thanh (Tmax) cta trimetazidin xuat hién tir 2 dén 3 gio sau khi
udng. Nong do thude trong huyét tuong 6n dinh tir 24 dén 36 gio sau khi sir dung liéu khuyén
cdo.

Phén bd

Nong do dinh (Crmax) cua trimetazidin sau khi sir dung liéu don (20 mg) 1én dén xap Xi 55 ng/ml
Trimetazidin gan két vai protein huyét trong 6 muc do nhe (khoang 16%). Thé tich phan bb la
4.8 I/kg. Diéu nay cho thdy thudc duoc tham thau tt vao cac mo.

Thai trir
Trimetazidin dugc thai trir chii yéu vao nude tiéu dudi dang thude khong chuyén hoéa. Thoi gian
ban thai (t12) 1a 6 gio.

QUA LIEU
Chua c6 bio cdo vé cac trudng hop qué liéu trimetazidin.

BAO QUAN
Béao quan ¢ nhiét d6 dudi 30°C, trong bao bi kin, dé noi kho mat, tranh anh sang.

HAN DUNG
36 thang ké tlr ngay san Xuat.
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QUY CACH PONG GOI y,
Hop 2 vi x 30 vién nén bao phim

San xuét tai Ba Lan boi:
PHARMACEUTICAL WORKS POLFA IN PABIANICE JOINT-STOCK CO.
5 Marszalka J. Pitsudskiego Str., 95-200 Pabianice, Poland

Ngay cdp nhdt hieong dan sir dung:

C TRUONG
PTRUGNG PHONG
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