RX THUOC BAN THEO BPON

DOZIDINE MR 35 mg

THANH PHAN:
Mai vién nén bao phim phong thich cham chra:
- Trimetazidin dihydroclorid ..., 35 mg

- Ta dugc: Avicel PH102, Hydroxypropyl methylcellulose 2208, Magnesi stearat, Colloidal silicon dioxid
A200, Hydroxypropyl methylcellulose 15cP, Hydroxypropyl methylcellulose 6¢P, Polyethylen glycol
6000, Talc, Titan dioxid, Mau Ponceau, Mau Tartrazin lake, Mau Patent blue.

DANG BAO CHE:

Vién nén bao phim phdng thich cham, dung udng.
QUY CACH BONG GOI: Hop 6 vi x 10 vién.
CHI DINH:

Chi dinh cho ngudi 16n trong liéu phéap bd sung/hd tro vao bién phép tri liéu hién co dé diéu trj triéu
chang & bénh nhan dau that nguc 6n dinh khong duoc kiém soat day du hodc bénh nhan khéng dung nap
Vvéi céc liéu phap diéu tri dau thit nguc khac.

LIEU LUONG VA CACH DUNG:

Dung udng, udng thudc cling bira an, khong duoc bé d6i, nhai hay nghién vién thuéc.
Liéu dung: 1 vién/lan x 2 lan/ngay.

Bénh nhan suy than mirc d6 trung binh (d6 thanh thai creatinin 30-60 ml/phat):

Liéu khuyén céo 1 vién/lan x 1 lan/ngay vao budi sang, udng cing bita an (xem thém phan Chéng chi
dinh va phan Than trong).

Bénh nhan cao tudi: Bénh nhan cao tudi cd thé c6 mac do nhay cam trimetazidin cao hon binh thudng do
su suy giam chirc niang than theo tudi tac.

Déi vai bénh nhan suy than mie do trung binh (46 thanh thai creatinin 30-60 ml/phut), liéu khuyén céo 1
vién/lan x 1 1an/ngay vao budi sang, udng cuing bira an.

Can than trong khi tinh toan lidu dung ddi voi bénh nhan cao tubi.

Tré em: Miic d6 an toan va hiéu qua cua trimetazidin & bénh nhan dudi 18 tudi chwa duge danh gia. Hién
khéng c6 dit liéu trén dbi tugng bénh nhan nay.



Truong hop quén mét hozc nhiéu lan ding thudc: Ché do didu tri thong thuong, khong ding lidu gap doi
dé bu vao liéu da quén udng.

CHONG CHI PINH:
Quéa man vai trimetazidin hoac cac thanh phan ta duoc trong cng thic bao ché caa san pham.

Bénh nhan Parkinson, c6 tri¢u chimg Parkinson, run, hgi chimg chan khong nghi va cac rbi loan van dong
cé lién quan khéc.

Suy than nang (d6 thanh thai creatinin < 30 ml/phdt).
THAN TRONG KHI SU DUNG:
Khi diing cho phu nit ¢6 thai hodc dang cho con bu, nén can nhac giira hiéu qua va hau qua.

Trimetazidin c6 thé gay ra hoac 1am tram trong thém triéu chang Parkinson (run, van dong cham va kho
khan, ting truong luc co), do d6 bénh nhan, nhat Ia cac bénh nhan cao tudi can duoc kiém tra va theo ddi
thudng xuyén. Trong cac truong hop nghi ngd, bénh nhan can dugc dua téi cac bac si chuyén khoa than
kinh dé duoc kiém tra thich hop.

Khi gap phai cac rdi loan van dong nhu cac triéu chirng Parkinson, hoi chiing chan khéng nghi, run, dang
di khong viing can ngay lap tac ngirng st dung trimetazidin.

Céc truong hop nay it xay ra va thuong hdi phuc sau khi ngirng thudc.Phan 16n bénh nhan hdi phuc sau
khi ngung thudc khoang 4 thang.Néu cac triéu chiing Parkinson tiép tuc xay ra qua 4 thang sau khi nging
thudc, can tham vén cac bac si chuyén khoa than kinh.

C6 thé gap biéu hién ng4, dang di khong virng hoic ha huyét ap, dic biét & cac bénh nhan dang dung cac
thudc diéu tri tang huyét 4p (xem thém phan Tac dung khdng mong muén).

Can than trong khi ké don trimetazidin cho d6i tuong bénh nhan c6 mirc do nhay cam cao nhu (xem thém
phan Liéu luong va cach ding): Bénh nhan suy than muc d6 trung binh, bénh nhan trén 75 tubi.

PHU NU cO THAI VA CHO CON BU:
* Phu ni c6 thai:

Nhiing két qua nghién ctru trén dong vat chua khing dinh chac chin c6 hay khdng tac dung gay quéi thai
cua trimetazidin.

Chua c6 dii bang chimg 1am sang dé loai trir nguy co gay di tat thai nhi.
Tét nhat khdng dung trimetazidin trong khi c6 thai.
* Cho con ba:

Chua c6 bang chang vé sy ¢6 mat cua trimetazidin trong sita me, do dé lua chon tét nhét 12 khong nén
cho con bu trong suét thoi gian diéu tri bang trimetazidin.



ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Trimetazidin c6 thé gay cac triéu chimg nhu chong mit va lo mo, do vay c6 thé anh hudng dén kha ning
lai xe va van hanh may mac.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

Hién nay chwa thdy co6 twong tac v6i thudc ndo. Trimetazidin khdng phai 12 mot thudc gy cam Gng ciing
nhu khong phai 12 mot thuée gay we ché men chuyén hoa thudc & gan va nhu vay c6 nhiéu kha ning
trimetazidin khong twong tac véi nhiéu thudc chuyén héa o gan.

DU sao van can than trong theo ddi khi phéi hop véi mot thube khéc.
TAC DUNG KHONG MONG MUON:

Thudng gap: Chong mit, dau dau, dau bung, tiéu chay, kho tiéu, budn non va nén, man, ngira, may day,
suy nhugc.

Hiém gip: Panh trong nguc, hdi hop, ngoai tim thu, tim dap nhanh, ha huyét ap dong mach, ha huyét &p
thé dang, c6 thé din dén kho chiu, chdng mat hozc nga, dic biét ¢ cac bénh nhan dang diéu tri bang cac
thudc chdng tang huyét ap, do birng mat.

Téc dung phu khong rd tan suat: Triéu ching Parkinson (run, van dong cham va kho khan, ting truong
luc co), dang di khong virng, hoi ching chan khong nghi, cac rdi loan van dong c6 lién quan khac, thudng
c6 thé hdi phuc sau khi ngirng thuéc. Réi loan giac nga (mat ngu, lo mo). T4o bén, ngoai ban mun mu
toan than cip tinh (AGEP), phti mach, mit bach cau hat, giam tiéu cau, ban xuét huyét giam tiéu cau,
viém gan.

Théng bao cho béc si bét ky tac dung khdng mong mudn nao gip phai lién quan téi viéc ding thuée.
QUA LIEU VA CACH XU TRI:

Chua c6 tai liéu ghi nhan vé qua liéu cua thude.

DUQC LUC HOQC:

Co ché tac dung: Trimetazidin tc ché qua trinh beta oxy hoa cac acid béo bang cach wc ché cac men long-
chain 3-ketoacyl-CoA thiolase ¢ té bao thiéu mau cuc bo, ning lugng thu dwoc trong qua trinh oxy hoéa
glucose can tiéu thu oxy it hon so voi qua trinh beta oxy hoa. Viéc thiic ddy oxy hoa glucose sé& gip ti
wu cac qua trinh ning luong té bao, do dé duy tri duoc chuyén hoa ning lwong thich hop trong thoi gian
thiéu mau.

Téc dung duoc luc hoc: O nhitng bénh nhan thiéu mau tim cuc b, trimetazidin hoat dong nhu mot chit
chuyén héa, gitp bao ton mirc nang lugng phosphat cao noi bao trong té bao co tim. Trimetazidin co tac
dung chéng thiéu mau cuc bd nhung khong anh hudng dén huyét dong.

DUOC bONG HOC:



Sau khi udng thuéc, ndng do ti da dat duoc sau 5 gio. Sau 24 gid, ndng do huyét twong giit & muc 16n
hon hoic twong dwong véi 75% ndng do tdi da trong vong 11 gio. Trang thai 6n dinh dat dwoc cham nhit
la sau 60 gio.

Pac tinh dugce dong hoc cia Dozidine MR 35 mg khdng bi anh hudng boi thie an.

Thé tich phan phdi la 4,8 I/kg. Ty 1& gén protein huyét tuong cua trimetazidin thap: Gia tri do dugc trong
in vitro la khoang 16%.

Trimetazidin dugc dao thai chii yéu qua nuéc tiéu, chu yéu ¢ dang khong doi. Thoi gian ban thai cua
Dozidine MR 35 mg trung binh 7 gio & nguoi tré tinh nguyén khoe manh va 12 gio & ngudi 16n tudi (trén
65 tudi). Do thanh thai toan phan cua trimetazidin 1a két qua chu yéu do d6 thanh loc than, truc tiép lién
quan dén do thanh thai creatinin, mot phan nho lién quan dén d6 thanh thai qua gan bi giam theo tudi.

Mot nghién ciru 1am sang dac biét & dan s 16n tudi, sir dung lidu 2 vién mot ngay, chia lam 2 lan dugc
phan tich biang cach tiép can dong hoc cua dan s, cho thiy su gia ting ndng d6 huyét twong ma khong
can thiét chinh liéu.

BAO QUAN: Noi kho, nhiét d6 duéi 30 °C, tranh &nh sang.
HAN DUNG: 36 thang ké tir ngay san xuit.

THUOC NAY CHI DUNG THEO PON CUA BAC SI.
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

PE XA TAM TAY TRE EM.



