TO HUGNG DAN SUDUNG

VASTAZIDIN 20

THUOC NAY CHi DUNG THEO DON THUGC.

DEXA TAM TAY TRE EM.

DOC KV HUONG DAN SU DUNG TRUGC KHI DUNG.

THANH PHAN: Mdi vién nén bao phim chifa:

Thanh phdn dugc chdt:

Trimetazidin hydroclorid..........cccoeveuuc. 20 mg.

Thanh phdn td dugc: Lactose monohydrat, microcrystalline cellulose 101, copovidon, natri
starch glycolat, colloidal silicon dioxyd, magnesi stearat, hydroxypropyl methyl cellulose 6¢ps,
talc, titan dioxyd, allura red lake, polyethylen glycol 6000.

DANG BAO CHE:

Vién nén bao phim. Vién nén bao phim hinh tron, mau do, khum, hai mat tron.

CHi DINH DIEU TRI:

- Chi dinh cho ngu®i I6n trong liéu phap b& sung/bé trg vao bién phép tri liéu hién c6 dé diéu
tri triéu chiing & bénh nhan dau that nguc 6n dinh khong dugc kiém sodt ddy dd hoac bénh
nhan khong dung nap véi céc liéu phap diéu tri dau that nguc khac.

LIEU LUONG VA CACH DUNG:

- Dudng udng.

- Mgt vién 20 mg/lan x 3 1an/ngay, dung trong bia an.

Cac d6i tugng dac biét:

- Bénh nhan suy than miic @ trung binh (d6 thanh thai creatinin [30 - 60] ml/phdt): Liéu
dung khuyén cdo la 1vién 20 mg/lan x 2 1an/ ngay, sang va tdi, dung cting bita an.

- Bénh nhan cao tudi:

+ Bénh nhan cao tudi ¢d thé c6 muic d6 nhay cdm trimetazidin cao hon binh thugng do su suy
giam chiic ndng than theo tudi tac.

+ Dai vdi bénh nhan suy than mitc do trung binh (d6 thanh thai creatinin [30 - 60] ml/phdt),
liéu dung khuyén cdo la 1 vién 20 mg/lan x 2 1an/ngay, sdng va téi, dung cling bita an.

+ Can than trong khi tinh toan liéu dung ddi véi bénh nhan cao tugi.

-Tré em: An toan va hiéu qua clia trimetazidin d6i véi bénh nhan dudi 18 tudi chua dugc danh
gid. Hién khong cd dif liéu trén d6i tugng bénh nhan nay.

-Trong tdt cd cdc trudng hop, can tuan tha nghiém theo toa thudc clia bac si.

CHONG CHI DINH:

Khdng dung vién bao phim Vastazidin 20 trong nhiing truéng hop sau:

- Qud man cam vdi hoat chat hodc bat ky thanh phan nao cia thudc.

- Bénh nhén Parkinson, c6 triéu chiing Parkinson, run, hgi chiing chan khong nghi va cac ri
loan van ddng cd lién quan khac.

- Suy than ndng (d6 thanh thai creatinin < 30 ml/phut).

CANH BAO VA THAN TRONG KHI SU DUNG:

(an ddc biét than trong khi dung vién nén bao phim Vastazidin 20 trong cac trudng hgp:

- Thudc nay khdng phai la thudc diéu tri dit diém cac con dau that nguc, ciing khong dugc chi
dinh 13 thudc diéu tri ban dau cho ching dau that nguc khong 6n dinh hodc nhéi méau co tim

cling nhu trong giai doan tién nhap vién hodc trong nhiing ngay dau nhap vién.

-Trong trudng hgp c6 con dau that nguc, bénh Iy mach vanh nén dugc danh gid lai va can nhac
diéu chinh phuong phap diéu tri (diéu tri bang thudc va c6 thé |a tai thong mach mau).

- Trimetazidin c6 thé gay ra hodc lam trdm trong thém triéu chiing Parkinson (run, van dong
cham va khé khan, tang truong luc ca), do d6 bénh nhan, nhét 1a céc bénh nhan cao tudi can
dugc kiém tra va theo ddi thutng xuyén. Trong cac trudng hgp nghi ngd, bénh nhan can dugc
dua tdi cac bac si chuyén khoa than kinh dé dugc kiém tra thich hgp.

- Khi gdp phdi cac r6i loan van dong nhu cac triéu ching Parkinson, hi chiing chan bt rit,
run, déng di khong viing can ngay lap tdc ngling st dung trimetazidin.

- Cac trudng hop nay it xay ra va thuong hoi phuc sau khi ngling thudc. Phan In bénh nhan
hoi phuc sau khi ngling thudc khoang 4 thang. Néu cac triéu chiing Parkinson tiép tuc xay ra
qua 4 thang sau khi ding thudc, can trao ddi lai véi cac bac si chuyén khoa than kinh.

- (6 thé gap bi€u hién nga, dang di khong viing hodc tut huyét ap, dac biét & cdc bénh nhan
dang dung cac thudc diéu tri tang huyét ap.

- Can than trong khi ké don trimetazidin cho d6i tugng bénh nhan c6 mdc do nhay cam
cao nhu:

+Bénh nhén suy than mdc do trung binh.

+Bénh nhén trén 75 tudi.

- (anh bao ta dugc:

+ Vién nén bao phim Vastazidin 20 ¢ chia lactose, than trong khi st dung trén nhiing bénh
nhan ¢6 tinh trang khdng dung nap véi galactose, vi du galactoza huyét, thiéu men lappalactase
hoac hap thu kém glucose-galactose do yéu td di truyén.

+ Vién nén bao phim Vastazidin 20 ¢6 chia allura red lake c6 thé gay phan ting di ting.

- DGi vdi van dong vién: Thudc nay ¢d thé gay phan (ng duong tinh trong xét nghiém doping.
TRUGNG HOP CO THAI VA CHO CON BU:

Phu nii ¢é thai

Tot hon la khong dung thudc nay khi dang mang thai. Néu phét hién c6 thai trong thdi gian
dang dung thudc, can héi ngay bac sivi chi c6 bac s méi ¢o thé danh gia dugc su can thiét cia
viéc tiép tuc diéu tri.

Phu nii cho con b

Hién khong c6 dif liéu vé su bai tiét cta thudc qua siia me, khong nén cho con b trong thai
gian diéu tri.

Nguyén tac chung la bao cho béc sThoac dugc si trudc khi dung bt ky thudc nao trong truong
hgp dang mang thai hodc dang cho con bu.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Trimetazidin ¢4 thé gay cac triéu chiing nhu chéng mét va lo ma, do vay cd thé gay anh hudng
dén kha nang li xe va van hanh méy mdc.

TUGNG TAC, TUONG KY VGI CAC THUGC KHAC VA CAC DANG TUONG TAC KHAC:

Tuong tac clia thudc: Khong ¢ tuong tac thudc dugc xac dinh.

Tuong ky ctia thudc: Do khong ¢ cac nghién ctiu vé tinh tuong ky ctia thudc, khong tron lan
thudc nay véi cdc thudc khac.

TAC DUNG KHONG MONG MUON:

Céc téc dung khong mong mudn dugc thong ké, phan loai theo toan thén - co quan va ty Ié
mac phdi nhu: rdt thudng gap (= 1/10), thudng gap (= 1/100, <1/10), it gp (=1/1000,
<1/100), hiém gap (=1/10000, <1/1000), r&t hiém gap (<1/10000), chua biét (khong thé
udc lugng tir di liéu san ¢6).

Hécoquan | Thuonggip |itgap Hiém gap h?eértn Chua biét
Réiloan hé | Dau dau, Triéu chiing Parkinson (run,
thankinh. | chéng mét. van dong cham va khé
khan, téng truang luc co),
déng di khong viing, hoi
chting chan khong nghi, cac
16i loan van dong cd lién
quan khdc, thuong ¢6 thé
hoi phuc sau khi dung
thudc. Réi loan gidc ngu
(mdt ngd, lo ma).
R6i loan tai Chéng mat.
va mé dao.
Rdi loan tim. Danh trong ngutc, héi hop,
ngoai tam thu, tim dap
nhanh.
Rai loan mach. Tut huyét ap dong mach,
tut huyét ap thé ding, c6
thé dan dén khé chiu,
chéng mat hodc nga, ddc
biét & cdcbénh nhan dang
diéu tri bang cic thudc
chéng tang huyét ap, do
bling mat.
Réiloan Dau bung, tiéu chay, Téo bon.
daday-rudt. |kho tiéu, budn non
va non.
Réiloanda | Mén, ngda, Ngoai ban mun md toan than
vabiéumo. |may day. cap tinh (AGEP), phi mach.
Rdi loan toan |Suy nhugc.
than va tai vi
tridung thudc.
Réi loan méu va Mt bach cau hat. Gidm tiéu cu
hé bach huyét. Ban xudt huyét giam tiéu cau.
Réiloan gan mgt. Viém gan.

Huéng dén cdch xir tri ADR

Udng thudc vao bia an.

THONG BAO NGAY CHO BAC ST HOAC DUOC ST NHUNG PHAN UNG CO HAI GAP PHAI KHI SU
DUNG THUGLC.

QUA LIEU VA CACH XU TRI:

Thong tin vé qua liéu Trimetazidine con han ché. Nén diéu tri theo triéu ching.

DACTINH DUGC LUC HOC:

Nhom dugc Iy: Thudc chéng dau that nguc/chéng thiéu mau co tim cuc bd.

Ma ATC: CO1 EB15

(o ché tac dung:

Bang céch duy tri qua trinh chuyén héa nang lugng trong cac t€ bao tiép xtic véi tinh trang thiéu oxy
hodc thiéu méu cuc b, trimetazidin ngan chan sy giam nong do ATP ndi bao, do d6 gidm hoat dong
binh thuting ctia cac bom ion va dong natri — kali xuyén mang trong khi vén cn bang ngi moi té bao.

Trimetazidin Gc ché qud trinh beta oxy hda cac acid béo béng cach (c ché cac enzym long-chain 3
ketoacy! - CoA thiolase, kich thich s oxy hoa glucose. G t& bao thiéu mau cuc b, nang luong thu

dugc trong qud trinh oxy hoa glucose c6 nhu cu tiéu thu oxy it hon qud trinh beta oxy hda sé gitp
t6i uu cdc qud trinh ndng lugng té bao, do d6 duy tri dugc chuyén hda nang lugng thich hgp trong
thdi gian thiéu mau.

Tac dung dudc luchoc:

( nhitng bénh nhan thiéu mau cuc bo, trimetazidin hoat dong nhu mét chét chuyén hoa, gitip bao
ton mic nang lugng phosphat cao ndi bao trong té bao co tim. Trimetazidin c6 tac dung chéng
thiéu mau cuc b nhung khong anh huéng dén huyét dong.

Do bdo ton chuyén hoa nang lugng 6 cac t€ bao bj gidm oxy mé hay thi€u mau, trimetazidin ngan
viéc giam muic ATP ni bao, do d6 dam béo hoat dong cta bom ionic va dong natri-kali qua mang,
d6ng thoi duy tri cén bang ndi mo.

( dong vat, trimetazidin:

- Gidip duy tri chuyén hoa nang lugng 6 tim va cac c quan than kinh cdm gidc trong céc con thiéu mau
cucbo.

- Gidm nhiém acid (toan) ndi bao va thay déi dong chay ion qua mang gay ra do thiéu mau cuc bo.
- Giam di chuyén va tham nhiém bach cau trung tinh da nhan vao mé tim thi€u mau cuc b va vao
mo tim tdi tudi mau. Ciing gidm kich thudc viing nhoi mau thuc nghiém.

- (6 tdc dung ndy ma khdng c6 hiéu ting huyét dong truc tiép nao.

G nguai, cac nghién ciiu 6 ddi chiing vé bénh nhan dau thét nguc cho théy 13 trimetazidin:

- Tang luu lugng mach vanh, do d lam cham khi phat thi€u mau cuc bo gay ra do gang stic ké tir
ngay diéu tri thd 15.

- Gi6i han nhitng dao ddng nhanh clia huyét ap ma khéng lam bién thién dang ké chi s6 tim.

- Lam gidm déng ké tan s con dau that nguc.

- Dua dén lam gidm dang ké viéc st dung trinitroglycerin.

DACTINH DUGC DONG HOC:

- Hap thu: Sau khi ung, trimetazidin dugc hdp thu nhanh va nong do dinh trong huyét tuong dat
dugc trong vong dudi 2 gio.. Trong khi dung I3p lai, trang thai 6n dinh dat dugc sau 24 gio t6i 36 gio
va van 6n dinh suét thoi gian diéu tri.

- Phén bé: Thé tich phén bé 12 4,81/kg, ggi § rdng sy khuyéch tén tét & mé. Ty 1é gan protein thap,
ty 1& gdn in vitro 1a 16%.

- Thai trir: Trimetazidin dugc thai trir chd yéu qua nudc tiéu, & dudi dang khdng d6i. Thai gian ban
thai khoang 6 gid.

Déi tugng ddc biét:

- Ngudi cao tudi: Nguoi cao tudi cé thé tang ndng do trimetazidin do chiic ndng than suy giam do
tudi tac.

- Suy than: Ngudi suy than muic d9 trung binh (d thanh thai creatinin [30 - 60] ml/phit) tang tiép
x(c v6i Trimetazidin 1,7 1an va 6 bénh nhén suy thdn ndng (d6 thanh thai creatinin <30 ml/phat) la
3,11an.

- Tré em: Chua c6 s6 liéu nghién cGu dugc dong hoc cla trimetazidin 6 tré em nhé hon 18 tudi.

QUI CACH DONG GOI: Hop 2 vi x 30 vién.

BAO QUAN: Nhiét do khdng qué 30°C, tranh &m.

HAN DUNG: 36 thang ké tif ngay san xuét.

TIEU CHUAN: TCCS.

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA
Dia chi: 56 18, Duing L& Thi Soc, Ap 2A, Xa Tan Thanh Tay, Huyén Cii Chi, Thanh Phd H6 Chi Minh, Viét Nam.
Moi thdc mdc va thong tin chi tiét, xin lién hé s dién thogi: 02822538854
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