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| IR PRESCRIPTION DRUG

10 blisters x 10 tabs | ‘

For angina pectoris

ANPECTRIVAS

(Trimetazidine Hydrochloride 20mg)

Film coated tablet

Manufactured by:
) UNION KOREA
/) PHARM.CO.,LTD.

59, Bangye-i, Moonmak-eup.
Wanju-s Gangwon-da, Korea

CAREFULLY READ THE ACCOMPANYING INSTRUCTIONS BEFORE USE

¢§~> COMPOSITION: Each film coated tablet contains:
Trimetazidine Hydrochloride...........ccccovvinnnns 20.0mg

¢~ INDICATIONS:
Agina pectoris, choroid, tinnitus.

DOSAGE and ADMINISTRATION
Please read the enclosed package insert for use instruction.
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R PRESCRIPTION DRUG 110 blisters x 10 tabs |

For angina pectoris

ANPECTRIVAS

(Trimetazidine Hydrochloride 20mg)

Film coated tablet

Manufactured by
& JUNION KOREA
K@ L/ PHARM.CO.,LTD.
T 5.9, Bangyei, Moonmak-eup,
Waonju-si, Gangwaon-do, Korea

db STORAGE
Store in well-closed container at room temperature

ﬁ QUALITY SPECIFICATION ‘
In-House. VISA NO. :

| LOTNO : K001
MFG.DATE: 12/06/2008
EXP. DATE: 11/06/2011
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Rx Thube ké don
ANPECTRIVAS Tab.

¢MO TA: Vién nén bao phim hinh tron mau dé.

+ THANH PHAN: M3i vién nén bao phim cha:
Trimetazidine Hydrochloride ...........ccc..... 20 mg
Td duoc: Lactose, Corn Starch, Povidone, Carboxymethylcellulose Calcium, Magnesium
Stearate, Hydroxypropylmethylcellulose 2910, Polyethylene Glycol 6000, Titanium Oxide,
Talc, Tar coloring matter (Red No. 3 and Red No. 40).
Poc k§ hutong dén sit dung trude khi ditng, néu cdn thém thong tin xin héi § kien bdc st

+DUQC LUC HQC:

Cd ché tdc dung: Trimetazidin c ch€ qud trinh beta oxy héa cdc acid béo bing cdch e
ché& cdc enzym long-chain 3-ketoacyl-CoA thiolase & t€ bao thi€u mdu cuc bd, ndng lugng thu
dugc trong qud trinh oxy héa glucose cdn tiéu thu oxy it hon so vdi qué trinh beta oxy hoa.
Viéc thiic diy oxy héa glucose s& gilip t8i wu cdc qud trinh ning lugng &€ bio, do dé duy tri
duge chuyén héa ning lugng thich hgp trong thdi gian thi€u mau.

Téc dung dugc luc hoc: g nhitng bénh nhan thi€u mdu tim cuc bé, trimetazidin hoat déng
nhu mét chit chuyén héa, gitip bio tdn mitc ning lugng phosphate cao ndi bio trong t& bio cd
tim. Trimetazidin ¢6 tdc dung chdong thi€u mdu cyc bd nhung khéng dnh hudng dén huyét
dong.

+DUGC PONG HOC:
Thuée dude hdp thu nhanh, véi dinh trong huyét wwong dat duge khodng 2 gids sau khi udng
thudc. Pg kha dung sinh hoc tuyét dai cia thudc hon 85%. Néng d6 15i da trong huyét tuong
khoang 85 ng/ml sau khi ding liéu duy nhit 40mg trimetazidine. Thé tich phin phdi biéu
ki€n 12 4,8 I/kg; gdn k&t vdi protein huyét twong thip, khodng 21%. Trimetazidine dugc thdi
trir chiil y&u qua nudc ti€u; thdi gian bdn thai trung binh 12 5,5 gid.

« CHI PINH:
Chi dinh cho ngui 1n trong liéu phdp bd sung/hd trg vao bién phdp tri liéu hién cé dé diéu
tri triéu chiing & bénh nhén dau thit ngye 6n dinh khong duge kifém sodt ddy di hodc bénh
nhén khong dung nap véi cdc liéu phap diéu tri dau thit nguc khdc.

+LIEU DUNG VA CACH SU DUNG:
Thudc nay chi diing theo sy ké don ciia thdy thudc.
- Mt vién 20mg/lin x 3 1in/ngay, diing ciing bita in,
Céc déi wong dic biét:
Bénh nhdn suy thdn muc do trung binh (do thanh thdi creatinin [30-60]ml/phiit):
- Dang vién 20mg: Liéu ding khuyén cdo Ia 1 vién 20mgAdn x 2 lin/ngay, sdng v 18],
diing cling bita in (xem thém phin Chong chi dinh va phdn Cdnh bdo va thédn trong).
Bénh nhan cae tudi: Bénh nhin cao tdi ¢é thé ¢é mifc d6 nhay cdm trimetazidin cao han
binh thuting do sy suy gidm chifc ning thin theo tudi téc.
- V@i dang vién 20mg: P6i vdi bénh nhin suy thin mic dd trung binh (d0 thanh théi
creatinin [30-60] ml/phiit), liéu diing khuyén cdo la 1 vién 20mg/lan x 2 ldn/ngay, sing va
181, ding ciing bita dn.
CAn thin trong khi tinh todn liéu diing d&i vdi bénh nhin cao wdi (xem thém phin Chong
chi dinh va phﬁn Céanh bdo va thdn trong).




https://trungtamthuoc.com/

Tré em: Mifc d6 an todn va hiéu qua cla trimetazidin d6i vdi bénh nhin dudi 18 wdi chua
dugc ddnh gid. Hién khong c6 dit liéu trén d6i tudng bénh nhin nay.

+ CHONG CHI DINH:
- Qu4 min dbi vdi thanh phin hoat chit hoidc bt cif td dudc nao dudc liét ké trong céng
thiic bio ché san phim.
- Bénh nhan Parkinson, ¢6 triéu chifng Parkinson, run, hdi ching chidn khong nghi va cdc
161 loan van ddng cd lién quan khéc.
- Suy thin ning (dd thanh thii creatinin < 30 ml/phit).

+THAN TRONG:

Trimetazidin cd thé gdy ra hodc lam trdim trong thém triéu ching Parkinson (run, van
déng chim va khé khin, ting truong e cd), do d6 bénh nhin, nhit la cdc bénh nhédn cao
tudi cin dudc ki€m tra va theo déi thudng xuyén. Trong cédc trudng hgp nghi ngd, bénh nhin
cin dudc dua t6i cde bdc s§ chuyén khoa thin kinh d€ dugc kiém tra thich hgp.

Khi gap phai cdc réi loan van ddng nhy cic triéu chiing Parkinson, hdi chitng chan birt nit,
run, ddng di khéng vitng cin ngay lap tic ngiing st dung trimetazidin.

Céc trudng hdp nay it xdy ra va thuding hdi phuc sau khi ngitng thudc. Phdn 16n bénh nhén

( hdi phuc sau khi ngitng thudc khodng 4 thing. Néu c4c triéu chitrng Parkinson ti€p tuc xdy ra
' qué 4 thdng sau khi dimg thudc, cdn tham van cdc béc si chuyén khoa thdn kinh,

Ca thé gip biéu hién ngi, ding di khéng vitng hodc tut huyét dp, dic biét & cdc bénh nhin
dang diing c4c thubc diéu tri ting huy€t 4p (xem thém phan Tédc dung khong mong mudn).

Can thén trong khi ké don trimetazidin cho d6i tugng bénh nhin cé midc dd nhay cdm cao
nhit (xem thém phén Liéu diing va cich dung):

- Bénh nhan suy thin mic d§ trung binh.
- Bénh nhan trén 75 wéi.

¢+ SUDUNG CHO PHU NU CO THAI, PHU N CHO CON BU:
Liic ¢6 thai: Nén tranh diing trimetazidine dac biét 1a trong 3 thdng ddu thai k¥ trif khi thét
cén thiét; tuy nhién, khéng ¢é nghién ctu nao trén sic vit cho thiy thudc ¢é tdc dung gay
qudi thai hay dgc tinh vdi phoi.
Liic nudi con bii: Khéng c6 s6 liéu vé sy bai tiét trimetazidine qua sita me. Tuy nhién, nén
ngung cho con bd néu cdn thi€l phdi ding rimetazidine.

+ ANH HUGNG TGI KHA NANG LAI XE VA VAN HANH MAY MOC:
Trimetazidin c6 thé gy cdc triéu chiing nhu chéng mit vi 1o md, do vy c6 thé dnh hudng

( dén kha ning l4i xe v vin hinh m4dy méc.
#TAC DUNG KHONG MONG MUON:
Nhém cd quan Téin suit Biéu hién
R6i loan trén hé than | Thudng gip Chéng mit, dau dau.
kinh Khong ro Triéu ching Parkinson (run, vdn dong cham va kho

khin, tang truong luc cd), ddng di khéng vitng, hoi
chitng chan khéng nghi, cdc réi loan van déng cé
lién quan khdc thudng c6 thé héi phuc sau khi ditng

thudc
Khéng rd R4i loan gidc ngd (mat ngd, ld ma)
R&i loan trén tim Hi€m gip Diénh trong nguc, hdi hop, ngoai tam thu, tim dip
nhanh
R&i loan trén mach Hiém gip Ha huyét 4p déng mach, tut huyét dp thé difng, ¢

thé din dén khé chiu, chéng mit hodc ngi, dic biét
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| & cdc bénh nhan dang diéu tri bing cdc thudc chéng
ting huyél dp, do birng mit.
R&i loan trén da day- | Thudng gap Pau bung, tiéu chdy, khé tiéu, budn ndn va nén.
rudt Khéng r§ Tédo bén
R&1 loan trén da vad mod | Thudng gap Min, ngita, may day.
dudi da
Khéng 1 Ngoai ban mun mi todn than cip tinh (AGEP), phu
mach
RS loan toan thin va | Thudng gip Suy nhudc
tinh trang st dung thudc
R&1 loan midu vd hé | Khong rd Mat bach ciu hat
bach huyét Giam ti€u cu
Ban xudt huyét gidm ti€u cdu
R&i loan gan mat Khéng rd Viém gan

Théng bdo cho bdc sy ciia ban bt ky tdc dung khdng mong muén nao gip phdi lign quan tdi

viée ding thuée.

+ TUONG TAC THUOC: i
Bdi vi suf tudng tdc vdi cde thubc e ché MAO chua dude xdc minh, do dé khong nén ding i {/
déng thisi trimetazidine vdi nhitng thudc nay. /
Cho dén nay khéng ¢6 tuong tdc thudc nao duge ghi nhin, Cu thé khong tudng tdc nio duge
ghi nhin gitta trimetazidine vdi cdc thude chen beta, thude de ché€ calci, nitrate, heparin,
thudc ha lipid hoic digitalis.

+QUA LIEU:
Cho dén nay khéng cé nhitng biu hién clia sit dung qud liéu dudc ghi nhén. Trong trudng
hgp xdy ra qud lidu véi trimetazidine, rifa da day, diéu i triéu ching va diéu tri hd trg dugce
chi dinh.

+BAO QUAN: Bio quén trong bao bl kin & nhiét dé phong,

+ HAN DUNG: 36 thing k€ Lir ngay sdn xvil.

+DONG GOI: Hop 100 vién nén bao phim (10 vi x 10 vién)

+TIEU CHUAN CHAT LUGNG: Tiéu chuén nha san xuat.

San xudlt béi:
UNION KOREA PHARM. CO., LTD.
5-9, Bangye-ri, Moonmak-eup, Wonju-si,
Gangwondo, Han Qudc.
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