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¢ na\chi ding theo don thudc

i CADIVASTAL

;(Mn U SA
Trimetazidin dihydroclorid 20 mg
Doc ky hwdng din sw dung trudc khi ding
Dé xa tim tay tré em

1. Thanh phin céng thire thude

M&i vién nén bao phim cha:

Thanh ph'?m duoc chat: Trimetazidin dihydroclorid 20 mg.

Thanh phén ta dugc: Lactose, Tinh bt ngd., Polyvinyl pyrrolidon K30, Magnesi stearat, Aerosil,

Hydroxypropylmethyl cellulose 606, Hydroxypropylmethyl cellulose 615, Talc, Titan dioxyd, Diu

thau dau, Mau Red 4R Ponceau, Mau Carmoisin dye.

2. Dang bao ché

Vién nén bao phim.

M0 ta san phfim: Vién nén tron bao phim, mau do, thanh va canh vién lanh lan.

3. Chi dinh

CADIVASTAL duoc chi dinh trong céc truong hop sau:

Chi dinh cho nguoi 16n trong li¢u phap b6 sung/hd trg vao bién phap tri liéu hién co dé diéu tri trigu

chimg & bénh nhan dau thit nguc 6n dinh khong dugce kiém soat ddy dii hozc bénh nhan khong dung

nap véi cac liéu phap diéu trj dau that ngue khac.

4. Cach dung, liéu ding

Cach dung: Dung duong udng, dung cung bira an.

Liéu ‘dung: Licu dung va thoi gian dung  thude cho timg trudng hop cu thé ty theo chi dinh cua bac

sT diéu tri.

Li¢u ding: 1 vién 20 mg/lin, 2 - 3 lan/ngdy.

Cdc doi twong dic biét:

Bénh nhdn suy than mitc do trung binh (d¢ thanh thai creatinin [30-60] ml/phat): Li iéu dung khuyén

cdo 1 vién 20 mg/lan x 2 lin/ngay, sdng va tdi, dung cung bira an (xem thém phén “Chéng chi dinh”

va phan “Céanh bdo va thén trong khi ding thuic”).

Bénh nhdn cao tuéi: Bénh nhan cao tudi ¢o the ¢ mire do nhay cam trimetazidin cao hon binh

thudmg do su suy giam chire nang than theo tudi tac.

D&i voi bénh nhan suy than miac do trung binh (d¢ thanh thai creatinin [30- -60] ml/phit), li¢u dung

l\huyen cdo la 1 vién 20 mg/lan x2 l;m/ngay sang va toi, dung cung bira an.

Cén thén trong khi tinh toan liéu dung déi voi bénh nhén cao tudi (xem thém phan “Chéng chi dinh

va phan “Canh bdo va thin trong khi ding thuic”).

Tre em: Mirc o an toan va hi¢u qua cua trimetazidin di v6i bénh nhan dudi 18 tudi chua dugc

danh gid. Hién khong ¢6 di li¢u trén doi tuong bénh nhan nay.

5. Chong chi dinh

- Qua min véi bat ky thanh phén nao dugc liét ké 6 muc "Thanh phan cong thicc thuoc"
- Bénh nhan Parkinson, co triéu chimg Parkinson, run, hdi chimg chan khéng nghi va cac roi loan
van dong ¢o lién quan khac.

- Suy than nang (do thanh thai creatinin < 30 ml/phuat).

6. Cinh bio va thn trong khi dung | thude

Trimetazidin ¢6 thé gay ra hodc lam trim trong thém triéu chimg Parkinson (run, van dong chdm

va kho khin, tang truong luc co), do do bénh nhén, nhat la cac bénh nhan cao tudi can duge kiém

tra va theo doi thuong xuyén. Trong cac truong hop nghi ngo, bénh nhin can duoc dua tdi cic bac

sy chuyén khoa than kinh dé dugc kiém tra thich hop.

Khi gap phai cac roi loan van dong nhu cac triéu ching Parkinson, hdi ching chan but rut, run,

dang di khong vimg can ngay lap tire ngimg sir dung trimetazidin. Cac trudng hop nay it xay ra va
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thudng hoi _phuc sau khi ngimg thude. Phdl‘l Ién bénh nhén hdi phuc sau khi ngtmg thude khoang
4 thang. Néu céc triéu chimg Parkinson uep tuc xay ra qua 4 thang sau khi dung thude, can tham
vén cac bac s chuyén khoa thin kinh. C6 thé gap biéu hién nga, dang di khong vitng hodc tut huyét
ap, dac bi¢t ¢ cdc bénh nhan dang ding cdc thudc didu tri tang huyét 4p (xem thém phin "Tdc
dung khong mong mudn ciia thuoc”).
Cén than trong khi ké don trimetazidin cho déi twgng bénh nhan ¢6 mac do nhay cam cao nhu
(xem thém phan “Cdch diing, lidu ding”):

- Bénh nhén suy thdn mirc do trung binh.

- Bénh nhan trén 75 tubi.
Canh bao ta dugc:
Thube niy ¢6 chira lactose, khong khuyén céo st dung ¢ nhimg bénh nhén khong dung nap galactose.
thiéu lactase hodc hdi chimg kém hip thu glucose hodc galactose (bénh di truyén hiém gip).
Thude nay ¢o chira Mau Red 4R Ponceau, Mau Carmoisin dye ¢6 thé gy nén cac phan tmg di img.
7. Sit dung thubce cho phu nir ¢6 thai va cho con bu
Than trong cho phu nir mang thai, phu nit cho con bu. Tt nhat khong nén dung trimetazidin trong
khi mang thai va khong nén cho con bu trong sudt thoi gian didu tri bing trimetazidin.
8. Anh hwéng cia thude 1én kha ning 14i xe, vin hanh may méc
Trimetazidin ¢ thé gay cc tri¢u chimg nhu chong mat va lo mo, do vy co thé anh huong dén kha
nang lai xe va van hanh may moc.
9. Twong tic, twong ky, cia thude
Hién nay chua thay co twong tac véi thude nao. Trimetazidin khong phai la mot thude gay cam ng
ctung nhu khong phai la mét thude gay e ché enzym chuyen ho4 thudc & gan va nhu vy ¢o nhiéu
kha néng trimetazidin khong twong tac v6i nhiéu thude chuyén hoa & gan.
Du sao vén can thin trong theo doi khi phéi hop thube khac.
Do khong ¢6 cac nghién ctru vé tinh tuong ky cua thube, khong tron 14n thude ndy véi cdc thudc
khac.
10. Tic dung khéng mong muén ciia thube )

Nhom co quan Tin suat Bicu hién
Thuong gip Chong miit, dau dau
Triéu chimg Parkinson (run, van dong
chim va kho khian, tang trwong luc co),
dang di khong vimg, hoi chimg chan

R Lo e b i Ikt Kbz khong nghi, céc rdi loan van dong cé lién |
quan khae, thuong c6 thé hoi phyc sau
khi ngung thuéc
Khong rd ) RO loan oidc ngu (Hldt ngu, lo mo)
R&; _— o Panh trong nguc, hoi hop, ngoai tim thu,
01 loan trén tim Hi¢m gap

tim ddp nhanh

Ha huyét ap dong mach, ha huyét ap thé
dung, ¢6 thé din dén kho chiu, chong mat
Rdi loan trén mach Hiém gip hodc ngd, dac biét ¢ cac bénh nhan dang
didu tri bang cac thude chdng ting huyét
ap, do bung mat

Dau bung, tiéu chay, kho ticu, budn nén

£ n \ : Thuong ga
RA4i loan trén da day-rudt gg P va non
Khong rd Tao bon 5
£ . - Thuong ga Man, ngtra, may day
R6i loan trén da va mo & 8dp , LAl y ,) 3 s
. B Ngoai ban myn mu toan thén cap tinh
dudi da Khong 16

(AGEP), phu mach
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R6i loan toan than va tinh

trang sur dung thude Thu’“ﬂg gap | Suy nhuoc

% T T MAat Dd{,h cau hat '
Ro1 loan mau va hé bach

x Khong ro Giam tlcu ciu
huyét o K
B Ban xudt huyét giam tiéu cau
R&i loan gan mét Khéng ro Vlem gan

Théng bdo cho bdc sT nhitng tdc dung khong mong muén gap phai khi sir dung thuéc.

11. Qua liéu va cach xir tri

Qud liéu: Khong c6 dir liéu vé st dung thude qua liéu, khong dung qué lidu chi dinh cua thude.

Cdch xir tri: Tich cuc theo doi dé ¢6 bién phéap xir tri kip thoi.

12. Dic tinh dwoc lwe hoe

Nhom dwege Iy: Thubc chéng dau thit nguc /Chong thiéu méu cuc bd.

Ma ATC: COIEBIS.

Co ché tac dung: Trimetazidin e ché qua trinh beta oxy hoa cac acid béo bang céch tc ché cac
enzym long-chain 3-ketoacyl-CoA thiolase ¢ té bao thiéu mau cuc bd, nang lugng thu duge trong

qud trinh oxy hoa glucose cin tiéu thu oxy it hon so vOi qud trinh beta oxy hoa. Viée thuc day oxy

hod glucose s& gitp toi u cée qua trinh nang lugng té bao, do do duy tri duoc chuyén hoa nang

luwong thich hop trong thoi gian thiéu mau.

Tac dung duoc luc hoe: O nhiing bénh nhan thiéu mau tim cuc b, trimetazidin hoat dong nhu mot

chét chuyén hoa, giup bao ton chirc ning lugng phosphat cao ndi bao trong té bao co tim.

Trimetazidin ¢6 tic dung chéng thiéu mau cuc by nhung khong anh hudng dén huyét dong. ;

13. Déc tinh dugc djng hoc )
Trimetazidin khi uong duoc hép thu rit nhanh va dat nong do dinh trong huyét tuong truge 2 glgr o

k& tir khi udng. Nong do tdi da cua thude trong huyét tuong, sau khi ding mot liéu duy nha} b

trimetazidin 20 mg, dat khoang 55 ng/ml. Trang thai cén bang cua thude trong mau dat duoc vaos AS*

khoang tir 24 dén 36 gid sau khi nhéc lai mot liéu va rét 6n dinh trong thoi gian diéu tri. / 8

Ti 1& gén protein thap, gia tri do dugc in vitro 1a 16 %. Nira doi thai trir cua trimetazidin 1a 6 g,lo Ny
Thude duge dao thai chu yéu qua nude tiéu dudi dang chua chuyén hod.

14. Quy cich dong goi: [op 2 vi x 30 vién.

15. Piéu kién bio quan Bao quan thude ¢ noi kho, thodng, nhi¢t do dudi 30°C, tranh anh séng.

16. Han dung caa thude: 36 thang ké tir ngay san xuét.

17. Tiéu chuin chat lwong cua thude: Tiéu chuan co sd.

Tén, dia chi cia co s¢' san xuiit thude:
CONG TY CO PHAN US PHARMA USA
1.0 B1-10, Buong D2, Khu cong nghiép Tay Bic Cu Chi, 4p Bau Tre 2, x4 Tén An Hoi, Huyén Ca
Chi, Thanh phd Hd Chi Minh.

US PHARMA USA
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