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NHAN HOP GLOTAREN 20

Kich thudc: (HoOp 2 vi x 30 vién)
Dai : 118 mm
RO6ng: 15 mm
Cao : 49mm

Glogg.,en‘ 20

THANH PHAN: M vien nén bao phim chifa Trimetazidin hydroclorid 20 mg. Ta dugc vira di 1 vién.
COMPOSITION: Each film coated tablet contains Trimetazidine hydrochloride 20 mg. ExcipMpts q.5. 1 tablet.

CHi BINH, LIEU LUONG, CACH DUNG, CHGNG CHI BINH VA CAC THONG TIN KH SAN PHAM:
Xin doc to hudng dan st dung,

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OT| ORMATION:
Please refer to the package insert, *

BAO QUAN: B¢ nai kho rio, tranh anh sang, nhigt dé khong qua 30 o
tect from light.

STORAGE: Store at the temperature not more than 30°C, in a dry pla

DE XA TAM TAY CUA TRE EM. DOC K¥ HUGNG DAN sUf RUGC KHI DUNG.
TIEU CHUAN: TCCs. SPK:

5an xuit boi: CONGTY €O PHAN DUGC PHAM G
35 Dai Lo Tu Do, KCN Viét Nam-Singapore, Thua inh Duong.

RX Thudc ban theo don lPresc on!y

Hop 2 vix 30 vién nén bao phim
S Box of 2 blisters x 30 film coated tablets

Ngay 419 thang 03 nam 2015
P.Tong Giam Déc

Tnmetazldin hydroclorid 20 mg
e

56 16 5X / Batch No.:

NSX / Mfg. Date:

KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE, F\‘__
SPECIFICATION: Manufacturers. Reg No.: |

Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc. '
35 Tu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, 8ink Duong.

HD [ Exp. Date:




HUONG DAN SU DUNG THUOC

GLOTAREN® 20

Trimetazidin hydroclorid
Vién nén bao phim

1- Thanh phin

M3i vién nén bao phim chira:

Hoat chdt: Trimetazidin hydroclorid 20 mg ST

Td dupc: Tinh bot ngd, manitol, povidon K30, talc, magnesi stearat, opadry 11 red.

| 2- Duge Iy hoe va dwge djng hoc

Co ché tic dung

Trimetazidin trc ché qu4 trinh beta oxy hoa céc acid béo bing céch trc ché enzym 3-ketoacyl-CoA thiolase chudi dai, 4 enzym 1am tang
qué trinh oxy héa glucose. O té bao thiéu méau cuc b, nang lugng thu duge trong qua trinh oxy héa glucose can tiéu thy oxy it hon so

v6i qua trinh beta oxy héa. Vic thic déy oxy héa glucose s gitip t6i wu cac qud trinh nang lugng té bao, do d6 duy tri duge chuyén héa
nang lugng thich hop trong thasi gian thiéu mau.

Tdc dung dwge lirc hpe
O nhing bénh nhan thiéu méu tim cuc bg, trimetazidin tac dong nhu mét chit chuyén hoa, gitp bao ton ndng @9 phosphat ning luong
cao trong t¢ bao co tim. Trimetazidin c6 tac dung chdng thiéu mau cuc bd nhung khéng énh hudng dén huyét dong.

Durge dgng hoc

Sau khi ubng, trimetazidin duoc hip thu nhanh va dat ndng d¢ dinh trong huyét twong trong vong khoang 2 gi¢r. Sau khi ding lidu don
20 mg, ndng do dinh cua trimetazidin trong huyét twrong khodng 55 ng/ml.

| Trimetazidin khuéch tin tét & mé voi thé tich phan b biéu kién 12 4,8 L/kg. Trimetazidin ghn két véi protein huyét twong thip, ti 1é
in vitro 1a 16%. “J\

Trimetazidin duoc thi trir chi yéu qua nuéc tidu dudi dang khong bién déi. Nfr@éi trir khoang 6 gio.
3- Chi djnh ¢
Trimetazidine duge chi dinh cho ngudi 16n nhu mét liéu phép bd sswkr vio bién phép trj lidu hién c6 dé didu tri tridu ¢

bénh nhén dau thit ngyre 6n dinh khong duge kiém soat day di hoic hén khong dung nap véi céc lidu phép didu trj dau th

khéc. "

4- Liéu ding va cdich diing &\'

Udng mdi Ian 1 vién, ngay 3 Iin, diing ciing bira an. &Cb

Cac dbi dic biét

| Bénh nhén suy thdn mirc dp trung binh (49 thanh |J§Qatinin [30-60] ml/phut): Liéu khuyén co 1a 1 vién/lin x 2 lan/ngdy, sang va
t0i, dung trong bi¥a in (xem thém phén Chéng ¢ ( va phén Canh bao va thén trong). [ \

Bénh nhén cao tuéi: Bénh nhan cao tudi cé t mirc d nhay cim véi trimetazidin cao hon binh thudmg do chirc nang than suy giam
theo tudi tic. P6i v&i bénh nhan suy théngn: d trung binh (d¢ thanh thai creatinin [30-60] ml/phut), lidu dung khuyén céo 1a 1
vién/lin x 2 lin/ngay, sang va tbi, din g bra &n. Can thén trong khi tinh toén liéu ding cho bénh nhan cao tudi (xem thém phin
a ‘@1
Ma tri

Chéng chi dinh va phin Canh bdo v ng).
Tré em: Mirc d9 an toan va hiéu qua metazidin & bénh nhén dudi 18 tudi chua dugc danh gia.
5- Chéng chi djnh
Qué mén v6i hoat chit hoic bét cir t4 dugc nio trong thanh phén cua thubc.
Bénh nhén Parkinson, céc tri¢u chimg Parkinson, run, hoi chimg chén khong nghi va cdc réi loan van ddng co lién quan khac.
Suy thdn ning (d¢ thanh thai creatinin < 30 ml/phut).
6- Cinh bdo va thin trong dic biét khi sir dung
Trimetazidin c6 thé gay ra hodc lam trdm trong thém céc tri¢u chimg Parkinson (run, vén dong chdm va khé khan, ting trirong luc co),
do d6 bénh nhén, nhit 1a cac bénh nhén cao tuoi, cén duge kiém tra thudmg xuyén. Trong céc trudmg hgp nghi ngd, nén dua bénh nhén
dén béc si chuyén khoa thin kinh dé dugc kiém tra thich hop.
Khi gip phai cac r6i loan vén dong nhu céc tri¢u chimg Parkinson, hgi chirng chén bt rit, run, déng di khéng virng nén ngimg st dung
thude. Céc truong hop nay it xay ra va thudng hdi phyc sau khi ngimg thuéc. Phan 16n bénh nhan hoi phuc sau khi ngirmg thu ¢ khoang
4 thang. Néu céc tri¢u chimg Parkinson tiép tuc xay ra qua 4 thang sau khi ngimg thudc, cin tham vAn céc bac st chuyén khoa thin kinh, |
C6 thé gdp céc biéu hi¢n ngd, do dang di khong vimg hodic tut huyét ap, dfic bi¢t & nhimg bénh nhén dang dung céc thubc didu trj tang
huyét 4p (xem thém phén Téc dung khong mong muén).
| Cén thn trong khi ké don trimetazidin cho dbi tugng bénh nhan ¢6 mirc do nhay cdm cao nhu (xem thém phén Liéu ding va cich
dung):

- Bénh nhén suy than mirc d§ trung binh.

- Bénh nhén trén 75 tudi.
Sir dyng cho phy ni ¢ thai: Nén tranh ding trimetazidin cho phy nir ¢6 thai, déc biét trong 3 théang dAu thai ky trir khi ¢6 yéu cdu
tuyét doi. Tuy nhién, cic nghién ciru trén djng vit khong cho thiy c6 téc dung nao giy djc cho phéi hodc gy quéi thai.
Sir dyng cho phy nir cho con bi: Chua c6 thong tin vé bai tiét trimetazidin trong sita me. Tuy nhién, nén ngimg cho con bi néu viée
diéu tri 1a cén thiét.

Ad




Anh huéng cia thudc Ién khi niing didu khién tau xe va van hanh mdy méc: Trimetazidin c6 thé gdy chéng mit va lo mo, do vy

| ¢6 thé anh huémg dén kha néng I4i xe va van hanh mdy méc. Khong diing thude khi dang I4i xe hogc vén hanh may méc.

7- Twong tic ciia thudc véi cdc thube khéc va cic dang twong tic khéc
Cho dén nay chua c6 twong tac thube ndo duge ghi nhén.
8- Tdc dung khéng mong muén

Nhém co quan Tién suiit Biéu hi¢n
Thuodng gap Chéng mat, dau diu
;. 2 Tri¢u chimg Parkinson (run, vin ddng cham va khé khan, tang truong | co), dang di
R&i loan trén hé tha : + 708 HUUHE % C0), dang
kinlh opn trén it e Khéng ro khong vimg, hji chimg chan khéng nghi, céc rdi loan vén ddng c6 lién quan khéc, thuomg
¢6 thé hdi phuc sau khi ngirng thudc
Khéng 5 R&i loan gifc ngu (mét nga, budn ngi)
Réi loan trén tim Hiém gip Dinh trong ngwc/hdi hop, ngoai t4m thu, tim dap nhanh
_ Ha huyét dp dong mach, tut huyét 4p thé dimg c6 thé dén dén kho chiu, chong mat hodic
Roi logn trén mach | Hiém gip nga, dc bi¢t ¢ cac bénh nhan dang diéu trj bang céc thubc chéng tang huyét 4p, do birng
mat
Réi loan trén da Thudmg gip Dau byng, tiéu chay, khé tiéu, budn nén va nén
day-rugt Khéng 1o Téo bon
Réiloantréndava | Thuonggdp | Mén, gira, may day
md dudi da Khong rd Ngoai ban mun m toan than cép tinh (AGEP), phii mach
Réi loan toan thin va
tinh trang sir dung Thudmg gip Suy nhuge
thude \
Réi loan mAu va hé — Mit bach cdu hat, giam tiéu cdu, haa @vhuyét giam tiéu cdu
bach huyét .
Réi logn gan mat Khong 15 Viém gan O
Ngung sir dung va hoi kién bdc st néu: gap phai céc rbi loan vin u céc trigu chimg Parkinson, hdi chimg chén but rit, run, déng

di khong virng,
Théng béo cho béc s ciia ban bit ky tic dung khong mol&uﬁn nao gip phai lién quan dén thubec.

9- Qué lidu va xi tri N\
Tri¢u chimg: Chua c6 bio céo vé sir dung qua lidu t@in‘

Xtk tri: Trong trudmg hop qué lidu, chu yéu didu 3& chimg va hd trg.
10- Dang bao ché va déng g6i \
Hop 2 vi, vi 30 vién nén bao phim.

’0
11- Bdo quin \,Q
Bao quén noi khd rdo, tranh anh s{u@hiét do khong qua 30°C.
12- Tiéu chuin chit hrgng: TCCS.
13- Han diing: 36 thang ké tir ngdy san xuét.

THUOC BAN THEO PON
DE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC si
San xuét boi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: S6 35 Pai Lo Ty Do, KCN Vigt Nam — Singapore, thj xd Thudn An, tinh Binh Dwong.
DT: 0650.3768823 Fax: 0650.3769095

CUC TRUONG
PTRUSNG PHONG
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