“DOZIDINE MR 35 mg

o Thuécnay chidung theo don thudc.

¢ Docky huéng dan sitdung truéckhi dung.

eDéxatamtaytréem.

o Tohuéng dan sirdung néu tém tat cac thong tin quan trong cia thuéc.
Néu can thém thongtin, xin hdiy kién bacsy hodc dugcsy.

THANH PHAN CONG THU'C THUGC: Mbi vién nén bao phim phong thich

cham chua:

Thanh phan dugc chat: Trimetazidin dihydroclorid 35 mg

Thanh phan ta dugc: Avicel PH 102, 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 phong thich cham.

M ta dic diém bén ngoai ctia thudc: Vién nén tron bao phim, mau héng

nhat, trén vién cé khdc vach, hinh ngéi sao va s6 4618, canh va thanh vién

lanhlan.

CHIiPINH:

Chidinh cho ngudi I6n trong liéu phap bé sung/hé trg vao bién phép triliéu

hién c6 dé diéu tri trieu ching & bénh nhan dau that nguc 8n dinh khéng

dugc kiém soat day di hodc bénh nhan khéng dung nap véi cac liéu phap

diéutri dau that nguc khac.

LIEUDUNG, CACHDUNG:

Liéudung:

Ludn dung thudc dingliéulugng trong don thuéc.

Liéudung: 1vién/lanx21an/ngay.

Lgiich cGaviéc dung thuéc can duge danh gia sau 3 thang diéu tri, néu bénh

nhan khéng dép ting véi diéu tri thi nén ngiing trimetazidin.

Cacdéitugng dacbiét

Bénh nhan suy than miic dé trung binh (@6 thanh thdicreatinin 30-60 ml/phat):

- Liéu khuyén cao 1 vién/lan x 1 Ian/ngay vao buéi sang, udng cung bra an

(xem phan Chéng chidinh; Canh bdo va thdn trong khi dung thudc).

Bénhnhan cao tudi:

-Bénh nhan cao tudi cé thé c6 muic dd nhay cdm trimetazidin cao hon binh

thudng do su'suy gidm chiic ndng than theo tudi tac.

- B8i vai bénh nhan suy than muc dé trung binh (d6 thanh thai creatinin

30-60 ml/phut), liéu khuyén co 1vién/lanx 11an/ngay vao budi sang, uéng

cungbaan.

- Can than trong khi tinh toan liéu dung déi véi bénh nhan cao tudi (xem

phan Chéng chidinh; Canh bdo va than trong khi ding thuéc).

Tréem:

- MUic d6 an toan va hiéu qua ctia trimetazidin &bénh nhan dudi 18 tudi chua

dugcdanh gia. Hién khong co dirlieutrén dditugng bénh nhan nay.

Cach dung: Dung uéng, uéng thudc cling bita an, khéng dugc bé doi, nhai

hay nghién vién thudc.

Trudng hop quén udng mét liéu dung: Hay udng ngay khi nhé ra. Néu thai gian

gan vdi lan dung thudc tiép theo, bo qua liéu da quén va hay dung liéu tiép

theo vao thai gian thudng 1&. Khéng dung liéu gap doi dé bu vao liéu da quén.
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Trudng hgp uéng qua nhiéu vién thuéc: Hay gap ngay bac sy hoac téi khoa
Hoi stic- Cap cru clia bénh vién gan nhat.

CHONG CHiDINH:

- Qua mdn vdi trimetazidin hodc cac thanh phan ta dugc trong céng thiic
bao ché ctiasan pham.

-Bénh nhan Parkinson, cé triéu ching Parkinson, run, héi chiing chan khéng
nghiva cacréiloanvandéng célién quankhac.

-Suy than nang (d6 thanh thai creatinin <30 ml/phut).
CANHBAOVATHANTRONG KHIDUNGTHUOC:

-Thudc nay thudng khong dugc khuyén cao trong thai ky cho con bd (xem
phén Srdung thuéc cho phu nircé thaiva cho con bu).

-Thuéc nay khong dung dé diéu tri dut diém cac con dau thét nguc, ciing
khéng dugc chi dinh la dé diéu tri ban dau cho chiing dau that nguc khéng
6n dinh, hodc nhéi mau co'tim, khong dung trong giai doan truéc khi nhap
vién cling nhutrong nhiing ngay dau tién nhap vién.

-Trong trudng hgp xuat hién con dau that nguc, can danh gia lai bénh dong
mach vanh va thao luan vé phuong phap diéu tri thich tng (diéu trj bing
thudc va c6 thé taithong mach).

- Trimetazidin c6 thé gay ra hodc lam tram trong thém triéu chiing Parkinson
(run, van dong cham va kho khan, tang truong luc co), do dé bénh nhan,
nhat la cdc bénh nhan cao tudi can dugc kiém tra va theo déi thudng xuyén.
Trong céc trudng hgp nghi ngd, bénh nhan can dugc dua téi cac bac sy
chuyén khoathan kinh dé dugc kiém tra thich hgp.

- Khi gdp phai céc réi loan van déng nhu céc triéu ching Parkinson, hoi
chiing chan khong nghi, run, dang dikhéng viing can ngay 1ap tdc ngling st
dung trimetazidin.

- Cactrudng hop nay it xy ra va thudng héi phuc sau khingiing thuéc. Phan
16n bénh nhan héi phuc sau khingiing thudc khoang 4 thang. Néu cac triéu
chiing Parkinson tiép tuc xdy ra qua 4 thang sau khi ngiing thudc, can tham
van cac bac sy chuyén khoa than kinh.

- C6thé gdp biéu hién nga, ddng di khéng viing hodc ha huyét ap, dic biét &
c4c bénh nhan dang dung cac thudc diéu tri tang huyét ap (xem phan Tdc
dung khéng mong muén ctathudc).

- Can than trong khi ké don trimetazidin cho d6i tugng bénh nhan cé muc
d6 nhay cdm cao nhu (xem phan Liéu diing, cdch diing): Bénh nhan suy than
muc d6 trung binh, bénh nhan trén 75 tudi.

-Van dong vién: Thudc c6 thé gay phan ting duong tinh véi xét nghiém dugc
thuchién trong qué trinh kiém soat doping.

-Thudc cé chitamau Ponceau, mauTartrazin lake, c6 thé gay cac phan iing di
ung.

Sitdung thudc cho phu nitcé thaivacho conbu:

- Théi ky mang thai:Khong cé dirliéu vé viéc strdung trimetazidin & phu ni
6 thai. Cac nghién cdu trén dong vat khong thay tac dong khéng mong
mudn truc tiép hodc gian ti€p nao dai véi su sinh san. Dé phong nga, t6t
nhatkhéng nén sirdung trimetazidin trong thai ky mang thai.

- Théi ky cho con bu: Khong rd trimetazidin/céc chat chuyén héa cé dugc
bai tiét vao sita me hay khéng. Khéng thé loai trir nguy co déi vai tré so
sinh/nha nhi.Trimetazidin khong nén sitdung trong thaiky cho conbu.

Anh huéng ctiathuéclén kha nang laixe, van hanh maymoc
Trimetazidin c6 thé gay cac triéu ching nhu chong mét va lo ma, do vay co
théanh hudng dén kha nang lai xe, van hanh may moéc.

TUONGTAC, TUGNGKY CUATHUOC:

Tuong tacchathudc:

DE tranh cac tuong tac thudc co thé xdy ra giia cac thudc, can phai thong
béo cho bac sy dodc dugc sy néu dang diéu tri bat cirthudc nao khac.

Tuong ky ctia thuéc:

Do khéng cé cac nghién cu vé tinh tuong ky clia thuéc dung dudng uéng,
khongtronlanthudcnay vai cacthuéckhéc.

TACDUNGKHONG MONG MUON CUATHUGC:

Béang tom tit cac phan ing khéng mong muén:

Co quan Tansuat (x)| Cac phan iing khéng mong muén

R&i loan hé than | Thuong gdp | Chéng mat, nhiic dau.

kinh Khéngré |Céc triéu chiing Parkinson (run, van déng

cham vakho khan, tang truong luc co), mat
6ndinhtuthé, hoiching chan khéng nghi,
r8i loan van dong cé lién quan khac,
thudng héi phuckhingting diéu tri.
Réiloan giacngi(matngd, buén ngu).

RGi loan taivatai| Khéngré |Chongmat.
trong

Réiloantim Hiém gdp |Déanh tréng nguc, ngoai tam thu, nhip tim

nhanh.

Réiloan machmau | Hiém gdp |Ha huyét ép dong mach, ha huyét &p tu thé
c6thé két hop vdi tinh trang khé chiu, chéng
mat hodc nga, dac biét & nhiing bénh nhan
dang diéu trj ha huyét ap, dd bimng mat.

Réiloantiéuhoa | Thuong gdp |[Pau bung, tiéu chay, khé tiéu, buén nén va
non.

Khéngré |Taobon.

Réiloan davamé | Thuong gdp |Phatban, ngira, may day.

duéida Khéng ré - [Ngoai ban mun mu toan than cap tinh (AGEP),

pht mach.

Réiloan toan than | Thuoing gdp | Suy nhugc.
va tai ché dung
thudc

RGi loan mau va| Khéngré |Matbach cauhat.
hé bach huyét Gidm tiéu cau.
Ban xu&thuyét gidm tiéu cau.

Réiloangan-mat| Khéngré |Viémgan.

(*) Tan suat tac dung khéng mong muén dugc dinh nghia nhu sau: Rat
thudng gap (ADR = 1/10), thuong gép (1/100 < ADR < 1/10), it gép (1/1000 <
ADR < 1/100), hiém g&p (1/10000 < ADR < 1/1000), rat hiém gap (ADR <
1/10000), khéng rd (khéng dugc udc tinh tirdiliéu c6 san).
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QUALIEUVA CACH XU TRi:

Triéu chiing va biéu hién khistitdung thuéc qua liéu:

Khéng co dir liéu vé sirdung thudc qua liéu, khéng dung qué liéu chi dinh
ctathuéc.

Cachxutrikhidung thuéc qualiéu:

Tich cyctheo d6i dé cé bién phap xttrikip thai.

PACTINHDUGCLUCHOC:

Nhém dugcly: Thudc tim mach c6 téc dung chéng dau that nguckhéc.
MaATC:CO1EB15.

Ca ché tac dung: Trimetazidin tic ché qua trinh beta oxy héa céac acid béo
bang cach Uc ché cac enzym long-chain 3-ketoacyl-CoA thiolase & té€ bao
thiéu mau cuc bg, nang lugng thu dugc trong qué trinh oxy héa glucose can
tiéu thu oxy it hon so véi qua trinh beta oxy héa. Viéc thuc day oxy héa
glucose sé gitp téi uu cac qua trinh nang lugng té bao, do dé duy tri dugc
chuyén héa ning lugng thich hgp trong thai gian thiéu mau.

Tac dung dugc luc hoc: & nhimng bénh nhéan thiéu mau tim cuc bo,
trimetazidin hoat ddng nhu mét chat chuyén héa, giip bdo tén mic ning
lugng phosphat cao néi bao trong té bao co tim. Trimetazidin c6 tac dung
chéng thiéu mau cucbd nhung khéng anh hudng dén huyét dong.
PACTINHDUGCHDONGHOC:

Sau khi uéng thuéc, ndng dé téi da dat dugc sau 5 gid. Sau 24 gid, néng do
huyét tuong gilr & muc 16n hon hoéc tuong duong véi 75 % ndng do téi da
trong vong 11 gi&. Trang thai n dinh dat dugc cham nhat 1a sau 60 gid.
Dactinh dugc ddng hoc thudc khdng bidnh hudng bédi thic an.

Thétich phan phéila 4,8 1/kg. Ty 1& gan protein huyét tuong cla trimetazidin
thap: Gia trj do dugc tronginvitrolakhodng 16 %.

Trimetazidin dugc dao thai cht yéu qua nudc tiéu, chl yéu & dang khong
d6i. Thai gian béan thai trung binh 7 git & ngudi tré tinh nguyén khée manh
va 12 gid & ngudi cao tudi (trén 65 tudi). Do thanh thai toan phan cta
trimetazidin 1a két qua cht yéu do d6 thanh loc thén, truc tiép lién quan dén
do6 thanh thai creatinin, mét phan nhé lién quan dén dé thanh thai qua gan
bigiamtheo tudi.

M6t nghién ctiu lam sang déc biét 8 bénh nhan cao tudi, st dung liéu 2 vién
motngay, chialam 21an dugc phan tich bang cach tiép can ddong hoc clia cac
daitugng nay, cho thay su gia tang néng d¢ huyét tuong ma khong can thiét
chinhliéu.

QUY CACHPONGGOl:

Hoép 6vix 10vién.

DIEU KIEN BAO QUAN: Noi kho, nhiét do dudi 30°C, tranh anh sang.
HANDUNG: 36 thang ké tirngay san xudt.

TIEU CHUAN CHAT LUQNG: TCCS.

CO SG SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO
Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phd, Thanh phé
Caolanh, TinhDongThap

poMEsco Diénthoai: 1800.969.660
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