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Re hele ne res eo 

BECOTAREL 

Ty chef TOSS 

Doc ky hudng dan su dyng trudc khi dung 
Dé xatdm tay tréem 
Théng bao cho bac si cac tac dung khéng mong muén 

gap phai khi sidyng thudée 
Thanh phdn, ham lugng cua thuée: 

- Trimetazidindihydrociorid 20mg 

- Ta duge: Lactose, tinh bét ngé, PVP K30, talc, 

magnesi stearat, eudragi, HPMC, PEG 6000, tian 

dioxyd, dé erythrosin, ponceau lake vwa du 1 vién 
Mé ta sdn pham: Vién nénnhd, hinh trdn, hai mat tron I6i, 
bao phim mau do. Bén trong mau trang, khéng mui. 
Quicdchdéng gdl: 

-Hép 2 vi, mi vi30 vién nén bao phim. 

HUGNG DAN SU DUNG THUOC CHO NGUOI BENH 

Thude ding cho bénhgl: 

Chi dinh cho ngudi Ién trong liéu phap bd sung/ hd trd 
vao bién phap tr lidu hién cd dé diéu tr triéu ching 6 bénh 
nhan dau that naye én dinh khong duge kiém sodt ddy di 
hoac bénh nhan khéng dung nap vdi cdc liéu phap diéu tr] 
dau thatngyc khac. 

Nén dung thudc nay nhuthé nao va lléu lugng: 
Udng moi ln 14 vién x 3 lan/ngay, ding cling bia 

an. 

*Cacd6itugng dac biét: 
~ Bénh nhan suy than mie dé trung binh (d6 thanh thai 

creatinin [30-60] ml/phut): Uéng mai lan 1 vién x 2 lan/ngay, 
sang va tél, dung cing bdaan. 

- Bénh nhén cao tdi. Bénh nhan cao tudicd thé cé muc 
46 nhay cam trimetazidin cao hon binh thudng do sy suy 
giam chic nang than theo tugi tac. Béi vdi bénh nhan suy 
than muc 46 trung binh (46 thanh thai creatinin [30-60] 

| | mphat), iu ding khuyén cdo la 1 vidnx 2 lan/ngay, sang 
| | vatéi, ding cing bia an. 

- Tré em: Muc 46 an toan va hidu qua cila trimetazidin 
di véi bénh nhan dudi 18 tuéi chua dude danh gia. Hién 

khong co di ligu trén déitugng bénh nhan nay. 
Khi nao khéng nén ding thuéc nay: 

- Qua man voi bat cu thanh phan nao cia thuéc. 
- Béah nhan Parkinson, cé triéu ching Parkinson, run, 

hdi chung chan khéng nghlva cdc réiloan van déng célién 
quan khac. 

~ Suy than nang (6 thanh thaicreatinin < 30 ml/phut). 
Tac dyng kh6ng mong muén: 

Thudng gap, 1/100 < ADR < 1/10: 
-Th4n kinh: Chong mat, dau d4u 
- Tiéu héa: Dau bung. tiéu chay, khé tiéu, buén nén va 

non. 

- Toan than: Suy nhugc. 

- Ngoaida: Man ngwa, may day. 
Hiém gap, 1/10.000 < ADA < 1/1.000: 

- Réiloan trén hé tim mach: Banh tréng nguc. ngoai tam 

thu, héi h6p, tim d3p nhanh. Ha huyét ap déng mach. tut 
huyél 4p thé, c6 thé din dén khé chiu, chong mat hoc nga, 
dc biét 6 céc bénh nhan dang diéu tr) bang cdc thudc 
chéng tang huyét 4p, 46 bing mat. 

Khéng r6 (én suat ADR: . 
- Triéu chiding Parkinson (run, van déng cham va khé 

khan, tang trudng Ic co), dang di khong ving, hdi chung 

chan kh6ng nghl, cdc réi loan van déng c4 lién quan khac, 
thudng cé thé hdl phyc sau khi ding thuéc. 

- Rélloan gidc ngb (mat ngu, lomo). 
- Tao bon. 

- Ngoai ban mung mi ton thin ip tinh (AGEP). phu 
mach. 

- Mat bach cu hat, gidm tidu cu, ban xudt huydt gdm 
ligucdu. 

-Viém gan. 

Théng bao cho Bae si cdc tae dyng khéng mong mucin gap 
phal khi su dung thuée 

Néntranh dong nhdng thudc hode thye phdm gi khi dang 
si'dung thudc nay: 

Hién nay chua thay cé tuong tac vdi thudc nao, du sao 
van can than treng theo ddl khi phdi hgp vdi mot thude 
khac. 

Tranh ding déng thai vdi thuéc Ueché MAO. 

Can lam gl khi m@tlanquén dung thude: 
Khi mét lan quén ding thude, hay udng thude ngay khi 

nhé ra, cang sém cang t6t va tiép tuc lai lich udng thudc 
binh thudng, Tuy nhién, néu nhu gan dén thdi gian udng 
liéu ké tip, thi bd qua ligu da quén. Khong duge udng liéu 
gap ddidé bd. cho mot liu da quén, 
Can bao quan thude nay nhuthé nao: 

Bao quan thuéc 6 noi khd, nhiét dé khdng qua 30°C, 
tranh anh sang. 

Nhdng dau hiéu va trigu chung khi ding thudc qua lieu: 
Khéng cé théng tin. 

Can lam gikhidong thudc qua liéu khuyén cao: 
Trong trudng hgp diéu tri qua liéu, phai rita da day va 

tién hanh cac bién phap nang dG toan than. 

Cee 
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Nhung diéu edn than trong khi dung thude nay: 
- Trimetazidin co thé gay ra hodc lam trdm trong thém 

tru chung Parkinson (run, van ddng cham va khd khan, 
lang trvdng luc ca), do dé bénh nhdn, nhat la cdc bénh nhan 
cao tudi cdn dude kigm tra va theo ddi thudng xuyén. Trang 
cac truéng hep nghi ngd. bénh nhan cdn duge dua tdi cae 
bac sichuyén khoa thn kinh dé dugc kiém tra thich hop. 

- Khi gap phai cac rdi loan van dong nhu cac triéu ching 

Parkinson, hdéi chung chan but rut, run, dang di khdng ving 

can ngay lap tue ngiing su dung trimetazidin. 
~ Cac truding hop nay it xdy ra va thudng héi phye sau khi 

ngung thuéc. Phan Idn bénh nhan héi phuc sau khi ngting 
thude khoang 4 thang. Néu Cac tri¢u ching Parkinson tiép 
tuc dy ra qua 4 thang sau khi dung thudc, cdin tham van cdc 
bac sichuydn khoa than kinh. 

+ Cé thé gap bidu hidn nga, dang di khong vOng hodc tut 
huydt dp. dic bidt 4 cde banh nhan dang ding cde thudc 
dy triting huydt dp 

- Cdn thin trong khi k6 dn trimetazidin cho ddl tugng 
bénh nhan e¢ mule dO nhay cdm cao nhu: Bénh nhan suy 
than me dd trung binh, bénh nhdn tron 75 tudl, 

- Do thanh phn cia thude ed chia lactose, ndn khong 
nan sd dung cho bénh nhdn khong dung nap galactoso, 
thidu hy! Lage lactase. ri loan hip thu glucose-galactoso. 

+ Than trong do thann phan ta duge mau (dé orythrosin, 
ponceay lake) trong thude 66 thd gay phan ting dj ting. 

“Phy nd mang (hal cho con bu; 
+ Thai ky mang thai 

Nhdng kat qué nghidn cilu trén dong vat chua khang 
dinh chde chan ¢6 hay khéng tae dyng gay qual thal cua 
tnmatazidin. 

Chua ¢6 du bang ching ldm sang dé loal tr nguy co gay 
Gj tt thai nhi. 

Tétnhat khang dung trimetazidin trong khi mang thal. 
+ Thdi ky cho con bu 

Chua cé bang chung vé sy cd mat cua trimetazidin trong 

sUa me, do dé Iya chon tét nhdt la khdng nén cho con ba 
trong sudt thdi gian diéu tr bang trimetazidin. 
* Tac d6ng cuia thuée lén khd ndng ldl xe va van hanh may 

moe: 
Trimetazidin c6 thé gay cdc trigu ching nhu chéng mat 

va ld mo, do vay 6 thé anh hudng dén kha nang lai xe va 
van hanh may moc. 

Khinao can tham van Bae si, Duge si: 
Néu ban cam thay bat thuéng trong khi ding thudc, nan 

lién lac vdi bac siclia ban. 

Néu can thém théng tin xin hdiy kién Bac sihode Duge si. 
Han ding cua thude: 36 thang ké ti ngay san xuat. 

HUONG OAN SU DUNG THUGC CHO CAN BOY TE 

Dude lye hee: 

Trimetazidin Uc ché qua trinh beta oxy hda cdc acid bev 

bing cach ue ché enzym long-chain 3-kotoacy!-CoA thiolase 
& té bao thidu mau cuc bd, nang lugng thu dude trong qua 
trinh oxy héa glucose cdn tidy thy oxy Ithan so vdi qué trint 
bela oxy hda. Vide thuc day oxy hda glucose sé giup tdi uu 

cdc qua trinh nang lugng té bao, do dé duy trl duge chuydn 

héa nang lugng thich hgp trong thdl gian thidu mau. 
6 nhdng bénh nhan thidu mau tim cyc bd, Irimotazidin 

hoat dng nhu mot chat chuyén hoa, glup bdo tén mute nang 
lugng phosphate cao ndi bao trong té bao co tim. 

Trimetazidin 6 tac dyng chéng thiéu mau eye bo nhung 
khéng anh hudng dén huyét déng 
Duge déng hoe: 

Trimotazidin khiuéng duge hdp thu rat nhanh va datndng 
d9 dinh trong huydt tong trude 2 gid kd IW khi udng, Néng db 
téi da cia thude trong huyéttudng, sau khi ding mét lidu duy 
nhat trimetazidin 20 mg, dat khoang 55 ng/ml, Trang thal can 

bing cia thud trong mau dal dude vao khodng WW 24 dén 36 
gid sau khi nhac lai mot tiéu va rt én dinh trong thdl gian 
didu tr), Vdi thé tich phan bé 4,8 livkg cho thy muc dd 
khuyéch tan t6t cla thude dn cdc mé. T114 gan protein thap 
gla tr) do duge In vitro la 16%, NUja ddi thal tri cia trimetazidin 

ld 6 gid. Thude duge dao thai ch yéu qua nude tidu dudi 
dang chua chuyén hoa. 
Chidinh: 

Chl dinh cho ngudi ldn trong lidu phdp bé sung/hé tr¢g vao 

bidn phdp tr] lidu hidn cé dé diéu tr] tridu chung & bénh nhan 
dau that ngye 6n dinh khéng duge kiém soat ddy du hotc 
bénh nhan khong dung nap vdi cdc liu phdp didu tr] dau that 
nguc khac. 

Liéulugng va cach dung: 

Uéng mdi ldn 1 vién x3 4n/ngay, dung cing bla an. 

* Cic-d6i tong déc biét: 
- Bénh nhan suy than muc dé trung binh (d6 thanh thai 

creatinin [30-60] mlphut): Ung mAi lan 1 vién x 2 laningay, 
sdng va t6i, dung cung bifa 4n. 

- Bénh nhan cao tuét Bénh nhan cao tudi cé thé 6 mulc 
6 nhay cam trimetazidin cao hon binh thudng do sy suy 
giam chic nang than theo tudi tac. Oi vdi bénh nhan suy 
than mie d6 trung binh (66 thanh thai creatinin (30-60) 
mi/phit), lidu diing khuyén cdo 14 1 vién x 2 lan/ngay, sang va 
14i, ding cing bila An. ] 

- Tré em: Mic 46 an toan va hiéu qua cia trimetazidin dé” | 

v6i bénh nhan dudi 18 tudi chua dude danh gid. Hién kher) 

c6 dif liéu trén di tugng bénh han nay. 
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Chéng chidinh: ; 

- Qua man vai bat cu tha") Phan nao cia thuéc. 
- Bénh nhan Parkinson, © tigu ching Parkinson, run, 

hdi ching chan khéng nghiva cac rdi loan van déng célién 

quan khac. ; : 
- Suy than n&ng (d6 thanh thai creatinin < 30 ml/phut). 

Than trong: 

- Trimetazidin co thé gay T@ hoac lam trdm trong thém 
irigu ching Parkinson (run, Yan déng chdm va khé khan, 
tng truong luc ca), do dé bénh nhan, nhat la cdc bénh 
nhan cao tudi can dugc kiém tra va theo dai thudng xuyén. 
Trong cac truding hdp nghi ngd, bénh nhan can duge dua 
tdi cac bac sichuyén khoa than kinh 46 dugc kiém tra thich 
hop. 

- Khi gap phai cae réi loan van déng nhu cac triéu 

shting Parkinson, hdi chting chan bift rut, run, dang di 

<héng ving can ngay lap tic nguing su dyng trimetazidin. 
- Cac truéng hp nay it xay ra va thu@ng héi phyc sau 

shi ngting thuéc. Phan Idn bénh nhan héi phuc sau khi 
ngiing thuée khoang 4 thang. Néu cac triéu chting 

Parkinson tiép tuc xay ra qua 4 thang sau khi diing thuéc, 
can tham van cac bac sichuyén khoa than kinh, 

- C6 thé gp biéu hién nga, dang di khéng ving hodc 

tut huyét Ap, d&c biét 6 cdc bénh nhan dang ding cac 
thudc diéu tri tang huyét ap. 

- Can than trong khi ké don trimetazidin cho déi tugng 
bénh nhén cé muc d6 nhay cam cao nhu: Bénh nha suy 
than mic d6 trung binh, bénhnhan trén 75 tudi. 

- Do thanh phan cilia thuéc cé chifa lactose, nén khong 
nén si! dung cho bénh nhan khang dung nap galactose, 
thiéu hut Lapp lactase, réiloan hap thu glucose-galactose. 

- Than trong do thanh phan ta dude mau (dé erythrosin, 
ponceau lake) trong thude c6 thé gay phan ting dj ting. 
* Phu nimang thal cho con bi: 

- Thai ky mang thai: 
NhGing két qua nghién cuu trén déng vat chua khang 

dinh chdc chan c6 hay khéng tac dung gay quai thai cla 
trimetazidin. 

Chua c6 dil bang ching lam sang dé loai trit nguy ca 
gay dj tat thai nhi, 

Tétnh&t khong ding trimetazidin trong khi mang thai. 
- Thi ky cho con bu: 

Chua 6 bing ching vé sy co mat cia trimetazidin 
trong sila me, do dé Iva chon tét phat la khong néncho con 
bu trong suét thai gian diéu tri bang trimetazidin. 
“Tae déng cia thuée Ién kha nang Idi xe va van hanh 
may moe: 

Trimetazidin c6 thé gay cdc trigu chUing nhu chong mat 

van hanh may moc. 

Tuong tac thude: 
Hién nay chua thay og tudng tac vdi thude nao. 

Trimetazidin khéng phai la mat thuéc gay cam ting cling 
khéng phai la mét thude gay ic ché enzym chuyén héa 
thudc 6 gan va nhu vay c6 phidu kha nang trimetazidin 
khéng tudng tac vdi nhiéu thud chuyén héad gan. 

DU sao van can than trong theo dai khi phdi hdp vai mat 
thudc khac. 

Tranh diing déng thdi vdithuée tie ché MAO. 
Tae dung khéng mong muén: 

Thudng gap, 1/100 < ADR < 1/10: 
- Than kinh: Chong mat, dau dau 
- Tiéu hda: Bau bung, tigu chay, khd tiéu, budn nén va 

nén, 

- Toan than: Suy nhuge. 

- Ngoai da: Man ngtia, may day. 
Hiém gap, 1/10.000 < ADR < 1/1.000: 

- Réiloan trén hé tim mach: Danh tréng nguc, ngoai tam 
thu, hdi hép, tim dap nhanh. Ha huyét ap dng mach, tut 
huyétap thé, c6 thé dain dén khd chiu, chong mat hoac nga, 
dac biét 6 cdc bénh nhan dang diéu tri bang cac thudc 
chang tang huyét ap, dd bitng mat. 

Khéng ré tan suat ADR: 
~ Trigu chuing Parkinson (run, van déng cham va khé 

khan, tang trudng lye cd), dang di khong ving, hdi ching 
chan khéng nghi, cae réi loan van déng cé lién quan khac, 
thudng cé thé héi phuc sau khi ding thuéc 

- Rdi loan gide ngui (mat ngi, lo ma). 
- Tao bon. 

~ Ngoai ban mung md toan than cap tinh (AGEP), phi 
mach. 

- Mat bach cau hat, giam tigu cdu, ban xuat huyét giam 
tigu cau. 

- Viém gan. 

Théng bao cho Bac si cdc tac dung khéng mong muén 
gap phai khi su’ dung thuée 

Qué liéu va cach xirtri: 
Qué liéu: 
Khéng co théngtin. 

Xitri: 
Trong trudng hgp diéu tri qua ligu, phai ra da day va 

tién hanh cdc bién phap nang dé toan than, 
Ngay xem xét sila déi, cép nhat lai ngi dung hudng dan 
sudung thude: 22/6/2017 
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