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Trimetazidin dihydroclorid ........ooeeccrcnnnnne 35mg

TAdUgo VA U oo 1vién 35 MR
Calci hydrophosphat dihydrat, povidon K30, hypromellose, colloidal silicon dioxyd, magnesi stearat, X L . . .
éolyeth;’len giyco?GOOO, talc, titan dioxyd, oxyd sit @), e Trimetazidin dihydroclorid 35 mg

DANG BAO CHE: Vién nén bao phim gidi shong co bign 46i.

QUY CACH BONG GOI: Hop 5 vix 10 vién.

DUGC LUC HOC: Cd ché tac dung: Trimetazidin Gc ché qué trinh beta oxy hoa céc acid béo bing cch tc ché cac enzym long-chain 3-ketoacyl-CoA thiolase & t& bao thigu méau cuc b, ning lugng thu

dugc trong qué trinh oxy héa glucose cdn tigu thu oxy ft han so véi qué trinh beta oxy hda. Vidc thic ddy oxy hoa glucose s& gitp 181 uu cac qua trinh ning ludng t& bao, do d6 duy trl dudc chuyén hda

nang ludng thich hgp trong thoi gian thigu méu,

Téc dung duge e hoc: § nhiing bénh nhan thigu méau tim cuc bo, trimetazidin hoat dong nhu mt chat chuyén héa, gilp bao tbn muc nang ligng phosphat cao ndi bao trong & bao cg tim.

Trimetazidin ¢6 tac dung chang thigu mau cuc bd nhung khdng dnh huding dén huyét dong.

pugc BONG HOG: Sau khi udng, nfng d0 t0i da dat dugc sau 5 gid. Sau 24 git nong do thudc trong huy8t tuong van con & mdc trén hay tucng dudng 75% ndng do toi da trong 11 gid.

Trang théi 6n dinh dat dugc mudn nhat sau khodng 60 giti. Dic tinh dugc dong hoc clia Vastec 35 MR khong bi nh huling bdi thic dn.

Thé tich phan b8 12 4,8 It/ kg, 1118 gdn protein huyét tuong thap, gia tri do dugc in vitro1a 16%.

Trimetazidin dugc thai trlf chll yéu qua nudc tiéu, @ dudi dang khong ddi. Thali gian ban thai clia Vastec 35 MR trung binh 7 git & ngudi tré tinh nguyéh khde manh va 12 gidl § ngudi trén 65 tudi. Thanh

jou 10an phdn clia trituetazidii phan 16n qua than ma tryc tigp lign quan d&n d thanh thai creatinia, 8 mlc GO it hon 12 thanh loc qua gan, vige thanh loc qua gan giam theo tudi.

Mat nghién ciu [Am sang déc bigt & dan so 1on tudi, sti dung liéu 2 vién mét ngdy, udng chia 2 14n, duge phan tich bing phidng phap dan s6 dong hoc, cho théy sy gia ting néng dd trong huyét tuong

ma khong cén chinh lidu.

CHi BINH: Chi dinh cho ngui 16n trong ligu phap bd sung/ h trg vao bign phap tri liu hign c6 dé didu tri tridu chiing & banh nhan dau thit nguc 6n dinh khdng duge kim soat ddy dii hoic bénh nhan

khdng dung nap v6i cac lidu phép diéu tri dau tht nguc khac.

CHONG CHI BINH: - Qua min d6i vi thanh phdn hoat chat hodic bat cif t4 dugc ndo dugc liét ké trong cdng thiic bao ché san phém.

- Bé&nh nhén Parkinson, c6 tridu chiing Parkinson, run, hoi chiing chan khdng nghi va cc réi loan van dong c6 lién quan khag.

- Suy than ndng (do thanh thai creatinin < 30ml/ phat).

CANH BAO VA THAN TRONG BAC BIET KHI su DUNG: Trimetazidin c6 thé gy ra hodc 1am trdm trong thém triéu chiing Parkinson (run, van dong chdm va khé khiin, ting truong lyc o), do d6

bénh nhan, nhét 12 c4c bénh nhan cao tufi cdn dugc kidm tra va theo dai thubing xuyén. Trong céc truding hdp nghi ngd, bénh nhan cdn dugc dua t6i cdc bac ST chuyén khoa thin kinh dé dugc kiém tra

thich hdp.

Khi gdp phai cAc rdi loan vin dong nhu cic tneu chiing Parkinson, hdi chiing chan bit rit, run, dang di khong viing cin ngay lap tic ngiing s{f dung trimetazidin,

Cac trudng hop nay ft xay ra va thuting hdi phuc sau khi ngling thudc. Phan 16n b&nh nhan hoi phuc sau khi ngiing thudc khodng 4 thang. N&u cac trigu chung Parkinson tigp tuc xay ra qua 4 thdng sau

khi ditng thude, can tham van céc bac sTchuyén khoa thén kinh.

€6 thé gap bidu hién ngd, dang di khong viing hoic tut huyét 4p, dic biét & cac bénh nhan dang diing céc thudc didu tri ting huy&t 4p (xem thém phan Téc dung khong mong mudhn).

Can than trong khi ké don trimetazidin cho d6i tugng bénh nhan ¢6 miic d6 nhay cam cao nhi (xem thém phan Lidu ding va cach diing):

- Bénh nhén suy thin mdc dd trung binh.

- Bénh nhan trén 75 tui.

Trimetazidin khong didu tri tan g&c dau thét nguc va khong con duge chi dinh trong diéu tri dau thit nguc khéng 8n dinh, nhéi méu co tim trudc hay trong nhiing ngly dau nhap vién.

PHU N CO THAI VA GHO CON BU: Thi ky mang thai: Chua c6 dii bng chiing 1am s&ng d8 loai trif nguy co gay di tat thai nhi, t5t nhat khéng diing trimetazidin trong khi mang thai.

Thoi ky cho con bi: Chua ¢6 biing chiing vé s c6 mit clia trimetazidin trong slia me, do d6, khdng nén cho con bi trong sudt thoi gian didu tri biing trimetazidin.

LAI XE VA VAN HANH MAY MOGC: Trimetazidin c6 thé gay cac fridu chdng nhu chéng mit va [d ma, do vay c6 thé anh hubng dén kha niing 4i xe va van hanh may méc.

TUONG TAC THUGC: Hién nay chua thdy c6 tuong tac vi thudc ndo. Tuy nhign, vin cdn than trong theo ddi khi phéi hop véi mot thuc khc.

TAC DUNG KHONG MONG MUON:

R67 loan trén hé than kinh:

Thudng gip: Chéng mat, dau dau.

Khong r6 tAn sudt: Trigu chiing Parkinson (run, van dong cham va kh khiin, ting trudng e ¢d), dang di khdng viing, hoi chiing chan khong ngh, cac rdi loan van dong c6 lién quan khac, thuting ¢6

thé hdi phuc sau khi diing thudc. Rai loan gidc ngli (mat ngd, lo ma).

R&i loan trén tim: Higm géip: Danh tréing nguc, hdi hop, ngoai tam thuy, tim dap nhanh,

R0 foan trén mach: Hiém gép: Ha huy8t 4p dong mach, tut huyét ap thé ddng, c6 thé din d&n khé chiu, chéng mit hodic ngd, dac bist & cac bénh nhan dang didu trj biing cac thudc chdng ting huyst

ap, d6 bimg mit.

R&i loan trén da day, rudt: -

Thuding géip: Dau bung, tiéu chay, kho tidu, budn ndn va non.

Khong (G tan sudt: Tao bon.

R61 loan trén da va m6 dudi da:

Thudng gap: Mén, ngiia, may day.

Khong ro tan sudt: Ngoai ban mun mi toan than cép tinh (AGEP), phli mach.

Ré1 loan toan than va tinh trang st dung thude: Thudng gap: Suy nhugc.

R61 foan mdu va hé bach huyét: Khong rd tAn suét: Mat bach cdu hat, giam tiéu cdu, ban xut huy8t gidm tidu ciu.

R0 loan gan mat; Knong ro tan suat: Viém gan.

Théng bao cho bac sTclia ban bat ky tac dung khdng mong mubn nao gép phéi lién quan dén vige ding thudc.

QUA LIEU VA CACH XU TRI: Chua tim thay tai ligu,

LIEU DUNG VA CACH DUNG: Mot vién Vastec 35 MR/ 14n x 2 in/ ngay, dung cling bita &n. C4n danh gid higu qua didu tr] m&i 3 thang va phai ngung trimetazidin néu khong ¢6 dap tng.

Céc 46i tuang dédc bist

Bénh nhan suy than mdc d¢ trung binh (d6 thanh thai creatinin [30 - 60] mY/ phit): Liéu ding khuy&n cdo 12 1 vién Vastec 35 MR ding budi séng, diing cing bita &n (xem thém phan Chdng chi dinh

va phén Canh béo va than trong).

Bénh nhan cao tudi: Bénh nhén cao tudi ¢6 thé c6 miic dd nhay cam trimetazidin cao han binh thudng do sif suy gidm chiic ning than theo tudi tac. 6T véi bénh nhan suy than mic dd trung binh (do

thanh thai creatinin [30 - 60] mi/ phit), liu diing khuy&n céo [a 1 vién Vastec 35 MR, diing budi sang, trong bifa an.

Cén than trong khi tinh toén liéu dung 81 voi bénh nhan cao tudi (xem thém phén Chdng chl dinh va phén Canh bdo va than trong).

Trd em. Mitc 46 an toan va higu qué clia trimetazidin ddi vdi bénh nhan dudi 18 tudi chua dugc dénh gid. Hign khong c6 dit liéu trén d6i tugng béanh nhén nay.

Hoiic theo chi dan clia Thdy thudc.

DE xa tam tay tré em.
Doc kj midng dan si dung frudc khi ding.” Han diing: 36 thang k& tif ngay sn xuét.

" NBu can thém thong tin, Xin hdi ¥ kién béc s7. Diéu kign bdo quan: Noi kh, nhigt do khong qué 30°C, tranh 4nh sdng.
Thud ndy ehi diing theo don cda béc sT. Tigu chuén: TCCS.

~ 2 P .
San xuat tai: Moi théc méc v& san phém,
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Vastec
Trimetazidine dihydrochloride ...... 35mg

EXCIpients 4.5 ..oovveeen e 1 tablet

(Calcium hydrogen phosphate dihydrate, povidone K30, hypromellose, colloidal silicon dioxide, 35 MR
magnesium stearate, polyethylene glycol 6000, talc, titanium dioxide, red ferric oxide). o . .

DOSAGE FORM: Modified release film coated tablet. Timetazidine dihydrochicride 35 mg

PRESENTATION: Box of 5 blisters x 10 tablets.

PHARMACODYNAMICS: Mechanism of action: Trimetazidine inhibits beta oxidation of fatty acids by blocking long-chain 3-ketoacyl-CoA thiolase. In an ischaemic cell, energy obtained during glucose
oxidation requires less oxygen consumption than in the beta-oxidation process. Potentiation of glucose oxidation optimizes cellular energy processes, thereby maintaining proper energy metabolism
during ischaemia.

Pharmacodynamic effects: In patients with ischaemic heart disease, trimetazidine acts as a metabolic agent, preserving the myocardial high-energy phosphate intraceliular levels. Anti-ischemic effects
are achieved without concomitant haemodynamic effects.

PHARMACOKINETICS: After oral administration, maximum concentration is found, on average, 5 hours after taking the tablet. Over 24 hours the plasma concentration remains at levels above or equal to
75% of the maximum concentration for 11 hours.

Steady state is reached by the 60th hour, at the latest.

The pharmacokinetic characteristics of Vastec 35 MR are not influenced by meals.

The apparent distribution volume is 4.8 I/kg; protein binding is low: in vitro measurements give value of 16%.

Trimetazidine is eliminated primarily in the urine, mainly in the unchanged form. The elimination half-life of Vastec 35 MR is an average of 7 hours in healthy young volunteers and 12 hours in subjects
aged more than 65 years. Total clearance of trimetazidine is the result of major renal clearance which is directly correlated to creatinine clearance and, to a lesser extent, fo liver clearance which is
reduced with age.

A specific clinical study carried out in an elderly population using a dosage of 2 tablets per day taken in 2 doses, analysed by a kinetic population method, showed an increase in plasma exposure without
dose adjustment.

INDICATIONS: Vastec 35 MR is indicated in adults as add-on therapy for the symptomatic treatment of patients with stable angina pectoris who are inadequately controlled by or intolerant to first-line
antianginal therapies.

CONTRAINDICATIONS: - Hypersensitivity to the active ingredient or to any of the excipients listed in the composition.

- Parkinson disease, parkinsonian symptoms, tremors, restless leg syndrome, and other related movement disorders.

- Severe renal impairment (creatinine clearance < 30 ml/min).

SPECIAL WARNINGS AND PRECAUTIONS FOR USE: Trimetazidine can cause or worsen parkinsonian symptoms (tremor, akinesia, hypertonia), which should be regularly investigated, especially in
elderly patients. In doubtful cases, patients should be referred to a neurologist for appropriate investigations.

The occurrence of movement disorders such as parkinsonian symptoms, restless leg syndrome, tremors, gait instability should lead to definitive withdrawal of trimetazidine.

These cases have a low incidence and are usually reversible after treatment discontinuation. The majority of the patients recovered within 4 months after trimetazidine withdrawal. If parkinsonian
symptoms persist more than 4 months after drug discontinuation, a neurologist opinion should be sought.

Falls may occur, related to gait instability or hypotension, in particular in patients taking antihypertensive treatment (see Adverse effects).

Caution should be exercised when prescribing trimetazidine to patients in whom an increased exposure is expected (see Dosage & administration):

- Patients with moderate renal impairment.

- Elderly patients older than 75 years old.

Trimetazidine is not a curative treatment for angina attacks, nor is it indicated as an initial treatment for unstable angina or myocardial infarction, nor in the pre-hospital phase or during the first days of
hospitalization.

PREGNANCY AND LACTATION: Pregnancy: In the absence of clinical data, the risk of malformation cannot be excluded. Therefore, for safety reasons, prescription should be avoided during pregnancy.
Lactation: In the absence of data on excretion in breast milk, breastfeeding is not recommended during treatment.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES: Trimetazidine may cause dizziness and drowsiness, which may affect ability to drive and use machine.

INTERACTIONS: No drug interactions have been identified. However, concomitant administration of Vastec 35 MR and other drugs should be monitored.

ADVERSE EFFECTS:

Nervous system disorders.

Common: Dizziness, headache.

Not known: Parkinsonian symptoms (tremor, akinesia, hypertonia), gait instability, restless leg syndrome, other related movement disorders, usually reversible after treatment discontinuation. Sleep
disorders (insomnia, drowsiness).

Cardiac disorders: Rare; Palpitations, extrasystoles, tachycardia.

Vascular disorders: Rare: Arterial hypotension, orthostatic hypotension that may be associated with malaise, dizziness or fall, in particular in patients taking antihypertensive treatment, flushing.
Gastrointestinal disorders:

Common: Abdominal pain, diarrhoea, dyspepsia, nausea and vomiting.

Not known: Constipation.

Skin and subcutaneous tissue disorders:

Common: Rash, pruritus, urticaria.

Not known: Acute generalized exanthematus pustulosis (AGEP), angioedema.

General disorders and administration conditions: Common: Asthenia.

Blood and lymphatic system disorders: Not known: Agranulocytosis, thrombocytopenia, thrombocytopenic purpura.

Hepatobiliary disorders: Not known: Hepatitis.

Inform your physician about any adverse effects occur during the treatment.

OVERDOSAGE: No documents have been reported.

DOSAGE & ADMINISTRATIGN: The dose is one tablet of Vastec 35 MR twice daily during meals. - -

The benefit of the treatment should be assessed after three months and trimetazidine should be discontinued if there is no treatment response.

Special populations:

In patients with moderate renal impairment (creatinine clearance [30-60] mi/min), the recommended dose is 1 tablet of Vastec 35 MR in the morning during meals. (See more in Contraindications,
Special warnings and precautions for use)

Elderly patients: Elderly patients may have increased trimetadizine exposure due to age-related decrease in renal function. In patients with moderate renal impairment (creatinine clearance [30-60]
mi/min), the recommended dose is 1 tablet of Vastec 35 MR in the morning during meals.

Dose titration in elderly patients should be exercised with caution. (See more in Contraindications, Special warnings and precautions for use)

Paediatric population: The safety and efficacy of trimetazidine in children aged below 18 years have not been established. No data are available.

Or as prescribed by the physician.

Keep out of reach of children.

Read the directions carefully before use. Shelf-life: 36 months from the manufacturing date.

Consult the physician for more information. Storage cenditions: Store in dry places, not exceeding 30°C, protect from light.

This drug is for prescription only. Specifications: Manufacturer's.

Manufactured by: Anyquest\or;ss gbc%\:)nh?poduct

DHG PHARMACEUTICAL JOINT-STOCK COMPANY - DHG Pharmaceutical plant branch in Hau Giang @+84 292.3899000

Lot B2 - B3, Tan Phu Thanh industrial zone - phase 1, Tan Phu Thanh commune, Chau Thanh A district, Hau Giang province, Vietham  g_pait dhgpharma@dhgpharma.com.vn

Tel: (+84.293) 3953454 @ Fax: (+84.293) 3953555 www.dhgphkarma.com.vn




