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(11.5x2x86.5)

Déxatdmtay tré em
Poc ky huéng dén st dung
trudc khidung

Tiéu chudn: TCCS

Nha may san xuat: CONG TY CP DUGC PHUC VINH
L6 CN4-6.2 Khu cong nghiép Thach That - Quéc Oai,
xa Phiing Xa, huyén Thach That, TP. Ha Noi.

Tel: 024 35596583
S6 dang ky:

Rx Thudc ban theo don

VAIASEREN

Trimetazidine dihydrochloride 20 mg

Hop 2 vi x 30 vién nén bao phim

3’
7%
Trimetazidine dihydrochloride 20 mg

Rx Tt.udc ban theo don

Thanh phan:
Trimetazidin. 2HCI: 20 mg
Ta dugc vira du cho mét vién

Cach dung, chi dinh,chéng chi dinh va g
khac: Xem t& hudng dan st dung bén tr
Bao quan:

S6 16 SX/Batch:
NSX/Mfg:
HD/Exp:

Rx Thudc ban theo don

VATASEREN

Trimetazidine dihydrochloride 20 mg

Hop 2 vi x 30 vién nén bao phim
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TO HUONG DAN SU DUNG THUOC

1. HUGNG DAN SU DUNG THUOC CHO NGUOT BENH
1. Tén sin phAm: VATASEREN
2. Cic khuyén cdo
Thong bdo ngay cho bdc sy hodc dwoc si nhitng tic dung khong mong muon
gdp phdi khi sit dung thuéc
Doc kj huéng dan sir dung trude khi dung

Pé xa tim tay tré em

Thuéc bdn theo don
3. Thanh phén: Cho 1 vién:
Trimetazidin dihydroclorid 20 mg
Ta duoc vd 1 vién
(Td duoc gom: Microcrystalline cellulose(101), Mannitol, Povidon K30, Magnesi stearat,
Hypromellose E606, Hypromellose E615, Bot Talc, Macrogol 6000, Titan dioxyd, Phdm

mau Ponceau 4R, Phdam mau Sunset yellow FCF)

4. Mo ta san phfnm: Vién nén bao phim hinh tru, mau do, thanh va canh vién lanh lan

5. Quy ciach dong géi: Hop 2 vi x 30 vién

6. Thudc ding cho bénh gi:

Dung cho nguoi 1ém trong liéu phap bd sung/hd tro vao bién phap tri liéu hién c6 dé diéu tri
triéu chimg & bénh nhan dau that ngye én dinh khong duoc kiém soat ddy du hodic bénh
nhan khong dung nap véi cdc bién phap diéu tri dau that nguc chinh.

7. Nén dung thudc nay nhw thé nio va lidu lwgng:

Liéu diung va cdch ding: S

Udng 1 vién /14n x 3 1an / ngdy, udng cung bita n.
Can danh gi4 lai loi ich cua diéu tri sau 3 thang diéu tri. Néu th \& ong dap tng thi nén
nglmg str dung tiép.

Trén cdc dbi twong ddc biét:

Bénh nhdn suy thdn:

Bénh nhén suy than muc do trung binh (CI tir 30 - 60 ml/phut): Can duoc khuyén cdo liéu 1
vién /lan, 2 1an / ngdy, udng sang va tdi, dung cung bita an.

Ngueoi cao tudi:

O ngudi cao tudi, nong do trimetazidin ¢6 thé tang do chirc nang than bi suy giam. Néu

bénh nhan suy than mitc d6 trung binh (CI tir 30 - 60 ml/phat): Can duoc khuyén cdo lidu 1

alt



vién /1an, 2 14n / ngdy, udng sang va tbi, dung cung bira dn. Khi hiéu chinh liéu & nguoi cao
tudi can thuc hién mot cach than trong.

Tré em:

Murc d6 an toan va hiéu qua cua trimetazidin ddi véi bénh nhan dudi 18 tudi chua duoc
danh gid. Hién khong c6 dit liéu trén ddi tugng bénh nhan nay.

8. Khi nao khong nén ding thuéc nay:

Qué mén ddi véi trimetazidin hogic bt o thanh phin néo ciia thudc.

Bénh nhén Parkinson, ¢6 triéu ching Parkinson, run, hdi chig chan khong nghi va céc rdi
loan van dong co lién quan khac.

Suy than ning (C1 < 30 ml/phut).

9. Tac dung khéng mong mudn:

Thuong gap, ADR > 1/100

Than kinh: Chéng mit, dau diu

Tiéu hoa: Dau bung, tiéu chay, khoé tiéu, budn non, non.

Toan than: Suy nhuoc.

Ngoai da: Méan ngira, may day.

Hiém gép, ADR < 1/1 000

Céc rdi loan trén hé tim mach: Danh tréng nguc, ngoai tdm thu, hdi hop, tim dép nhanh. Ha
huyét ap dong mach, tut huyét ap tu thé c6 thé din dén kho chiu, chéng mit hodc ngi, dic
biét & cac bénh nhén dang diéu trj bang céc thude chdng tang huyét ap, do bung mat.

Khéng ré tan sudt ADR:

Tri€u chung Parkinson (run, vén dong chdm va khé khin, tang t lw¢ co), dang di
khdng vimg, hoi chimg chan khong nghi, cac rdi loan van dong c6 lién quan khéc, thuong
c6 thé hdi phuc sau khi dimng thude,

R&i loan gidc nga (mat ngd, lo mo).

Téo bon.

Ngoai ban mung mu toan than cap tinh, phu mach.

Mat bach cau hat, giam tiéu cdu, ban xuét huyét giam tiéu ciu. Viém gan.

Huéng din cach xir tri ADR

Udng thube vao bita an.

10. Nén tranh duang nhirng thudc hoic thwe phim gi khi dang ding thudc nay?

Hién nay chua thiy c6 tuong tac véi thude nao. Trimetazidin khong phai 1a mot thude gy
cam Ung cling nhu khong phai 1a mot thudce gdy trc ché enzym chuyén héa thube & gan va
nhu vy c6 nhiéu kha nang trimetazidin khong twong tac véi nhiéu thude chuyén hoa & gan.

Du sao van cén thén trong theo d&i khi phéi hop vé6i mot thude khéc.



11. Cén 1am gi khi mét lin quén khong ding thuéc:

Khi quén mdt hodc nhiéu lan dung thube, ngudi bénh nén bo qua liéu da quén va tiép tuc
dung thude véi liéu quy dinh tiép theo. Khong dugce ding gép doi dé bu vao lidu da quén
udng.

12. Cin bio quén thude nay nhu thé nao:

Noi kh, nhiét 6 dudi 30°C, tranh 4nh sang.

13. Nhirng d4u hi¢u va triéu chirng khi dung thubc qua lidu:

Triéu chitng qud liéu:

Céc thdng tin duoc bdo céo khi sir dung qua lidu con rét it.

14. Cin phai lam gi khi ding thuéc qua liéu khuyén cdo:

Xur tri:

Can diéu tri triéu chtmg va hd tro néu can thiét.

15. Nhirng diéu cin thin trong khi ding thuc nay:

15.1. Cdc tinh trang can thin trong khi ditng thuéc.

Trimetazidin khong phai 1a thube didu tri cho con dau thit nguc, thudc ciing khong duoc chi

dinh diéu tri lva chon dau tay cho con dau thit nguc khong 6n dinh hodic nhdi mau co tim

hodc trudce giai doan nhip vién hodc céc ngay dau tién khi nim vién.

Trong trudng hop xuat hién con dau thit nguc khi dang sir dung thudc, can thiét phai déanh
gia lai bénh mach vanh va xem xét sy dép tng diéu trj (diéu tri bang thude va co thé c6 tai
lap mach mau).

Trimetazidin c6 thé gdy ra hodc lam trim trong thém triéu chimg ctia bénh Parkinson (run,
van dong cham va kho khan, tang truong luc co). Do d6 bénh nhén, nhit 12 bénh nhan cao
tudi, can duoc kiém tra va theo dai thuong xuyén. Trong cac trudng hop nghi ngd, bénh
nhan can dugc dua dén cac béc si chuyén khoa than kinh d& duoc kiém tra thich hop.

Khi gip phai cac réi loan van dong nhu tri¢u chimg Parkinson, hdi chitng chan but rit, dang

di khong vimg can ngay 1ap tirc nging str dung trimetazidin. «
Cac truong hop nay it xdy ra va thuong hdi phuc sau khi ngung t A\Won bénh nhan

héi phuc sau khi ngtmg thude khoang 4 thang. Néu cac tridu chiml Parkinson tiép tuc xay
ra qué 4 thang sau khi dirng thudc, cin tham van céc bac si chuyén khoa than kinh.

Khi str dung thudc cé thé gip biéu hién nga, dang di khong vitng hozc tut huyét ap, dic biét
& cac bénh nhan dang dung céc thudc didu tri tang huyét 4p (xem thém phan Téc dung
khéng mong mubn).

Cén than trong khi ké don trimetazidin cho ddi tugng bénh nhan ¢6 mirc dd nhay cam cao
nhu bénh nhan suy thdn mtc do trung binh, bénh nhan trén 75 tudi (xem thém phan Liéu

lugng va cach dung).



Trimetazidin khong nén khuyén cdo st dung cho phu nir mang thai hay cho con bi (xem
phan Thoi ky mang thai va cho con bu).

Trong mdt s trudng hop khi st dung thude, nguoi bénh c6 thé cam thdy bi chéng mat,
nhtrc du, budn ngu, do d6, nén han ché viéc 14ai xe hay sir dung may méc néu thdy co
nhitng d4u hiéu bat thuong nay.

15.2. Cdc khuyén cdio diing thuéc cho phu nit cé thai va cho con bu

Thoi ky mang thai

Nhiing két qua nghién ctru trén dong vat chua khang dinh chéc chén co hay khong tac dung
gdy qudi thai cua trimetazidin. Tuy nhién, chua c¢é du bang chung 1am sang d loai trir nguy
co gy dj tat thai nhi. Vi vay, dé dam bao an toan, tt nhat nén tranh str dung trimetazidin
trong thoi ky mang thai.

Thoi ky cho con bu

Chua co béng chung vé su co mdt cua trimetazidin trong sita me, do d6 lwa chon tét nhat 1a
khong nén cho con b trong sudt thoi gian diéu tri bang trimetazidin.

15.3. Anh hwdng ciia thudc ddi véi cong vige (Nguoi van hanh mdy méc, dang ldi tau xe,
nguoi lam viéc trén cao):

Trong céc nghién ctru thir nghiém 14m sang cho thdy trimetazidin khong anh hudng 1én
huyét dong, tuy nhién thubc duge bdo cdo sau luu hanh c6 thé gay cdc triéu chimg nhu
chéng mit, budn ngt, do do, nén han ché viéc 14i xe hay sir dung mdy méc néu thy c6
nhing d4u hi¢u bat thuong nay.

16. Khi nao can tham v4n bac sy:

Khi gap bét ki tac dung khong mong muén hogc qué liéu can dén gdp ngay bac si dé tham vén.
Néu can thém thong tin xin hoi y kién bac sy hodc duogc st

17. Han dung:

36 thang ké tir ngay san xuét.

18. Tén, dia chi cia co sé san xuat:

Nha san xudt Nha phdn phéi
Cong ty C6 phan Duwgc Phuc Vinh Cong ty CH ph% Phic Vinh
Dia chi: L6 CN4-6.2 Khu cdng nghiép Dia chi: L6 CN4-6.2 Khu cong nghiép

Thach Thét — Qubc Oai, x4 Phung X4, huyén Thach That — Qubc Oai, xi Phung X4, huyén
Thach Thét, thanh phé Ha Nai. Thach Thét, thanh phé Ha Noi.
Dién thoai: 04.35599908 Fax: 04.35592948  Pién thoai: 04.35599908 Fax: 04.35592948

19. Ngay xem xét sira doi, cap nhat lai ndi dung to huwéng din sir dung thude

II. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE
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1. PAC TINH DUQC LUC HQC:

Nhém duoc Iy: Thube hd tro didu tri dau thit nguc.
Ma ATC: CO1EBI15

Co ché tic dung:

Trimetazidin e ché qu4 trinh beta oxy hoa cac acid béo bang cach tc ché cac enzym 3-
ketoacyl-CoA thiolase chudi dai & té bao thiéu mau cuc bd, nang luong thu duoc trong qua
trinh oxy héa glucose can tiéu thu oxy it hon so véi qua trinh beta oxy héa. Viéc thiic ddy
oxy héa glucose s& gitip tdi wu cac qua trinh nang luong té bao, do do6 duy tri dugc chuyén
héa néng lugng thich hgp trong thoi gian thiéu mau.

Tac dung dirgc y:

o) nhitng bénh nhén thiéu mau co tim cuc by, trimetazidin hoat dong nhu mot chat chuyén
héa, gitip bao ton muc nang luong phosphat cao ndi bao trong té bao co tim. Trimetazidin
¢6 tac dung chéng thiéu méau co tim cuc bo nhung khong anh hudng dén huyét dong.

2. PAC TINH DUQC PONG HOC:

Hdp thu: Trimetazidin khi ubng duoc hap thu rat nhanh va dat nong do dinh trong huyét
tuong 2 gi¢r sau khi udng. Néng d6 t6i da cua thube trong huyét tuong, sau khi dung mot
liéu duy nhit trimetazidin 20 mg, dat khodng 55 nanogam/ml. Trang thai can bang cua
thubc trong mau dat dugc vao khoang tir 24 - 36 gi¢r sau khi nhic lai mot liéu va rat dn dinh
trong thoi gian diéu trj.

Phdn b6 Thé tich phan b ciia trimetazidin 1a 4,8 lit/kg, cho thay murc do khuéch tén tét cua
thude dén cac mo. Ti 1¢ lién két thude voi protein huyét twong thap, gia tri do duoc in vitro
la 16%.

Chuyén héa va thdi trir: Nira doi thai trir cia trimetazidin 1a 6 gior. Thude duge dao thai chu
yéu qua nude tidu dudi dang chua chuyén hoéa.
3. Chi dinh

Trimetazidin duoc chi dinh cho ngudi 16 trong lidu phép bd sun

trg/vao bién phap tri
liéu hién c6 d¢ diéu tr triéu ching & bénh nhan dau thit neuc &h dinh khong duoc kidm
soat day du hogc bénh nhan khong dung nap véi cc bién phap diéu tri dau thét nguc chinh.
4. Liéu ding va cich dung

Liéu dung va cdach ding:

Ubng 1 vién /1an x 3 1an / ngdy, udng ciing bita an.
Cén danh gia lai loi ich cta didu trj sau 3 thang didu trj. Néu thuée khong dap tng thi nén
ngung st dung tiép.

Trén cdc déi tuong ddc biét:

Bénh nhan suy than:



Bénh nhén suy thén mic 9 trung binh (CI tir 30 - 60 ml/phut): Cn duoc khuyén cao lidu 1
vién /lan, 2 14n / ngay, ubng sang va tdi, dung cung bita an.

Nguoi cao tudi:

O nguoi cao tudi, nong d6 trimetazidin ¢6 thé tdng do chirc nang than bi suy giam. Néu
bénh nhan suy thin muc d trung binh (CI tir 30 - 60 ml/phit): Can duge khuyén cdo liéu 1
vién /lan, 2 1an / ngdy, udng sang va toi, dung cung bira an. Khi hiéu chinh lidu & nguoi cao
tudi can thuc hién mot cach thén trong.

Iré em:

Mire dd an toan va hi¢u qua cta trimetazidin dbi v6i bénh nhan dusi 18 tudi chua dugc
danh gia. Hién khong c6 dit liéu trén dbi tuong bénh nhéan nay.

5. Chéng chi dinh

Qu4 man dbi véi trimetazidin hosic bt ¢t thanh phin nao cia thude.

Bénh nhéan Parkinson, ¢6 triéu ching Parkinson, run, hdi chirng chan khong nghi va cac roi
loan van dong c6 lién quan khac.

Suy thén nang (Cler < 30 ml/phut).

6. Cic truong hop thin trong khi dung thuée

6.1. Cdc tinh trang can thin trong khi diing thuéc.

Trimetazidin khong phai 14 thudc diéu tri cho con dau that nguc, thude cling khong duoc chi

dinh diéu tri Iva chon diu tay cho con dau thit nguc khéng 8n dinh hoic nhdi mau cO tim

hodc trudce giai doan nhap vién hodc cac ngay dau tién khi nim vién.

Trong trudng hop xuét hién con dau thit nguc khi dang str dung thudc, can thiét phai danh
gid lai bénh mach vanh va xem xét su déap ung diéu tri (diéu tri béng thudc va cé thé co tai
lap mach mau).

Trimetazidin c6 thé gdy ra hodc lam trim trong thém tri¢u chung cua bi Pdrkinson (run,
van dong cham va khoé khan, ting truong luc co). Do d6 bénh nhan, nhét 1a bénh nhan cao
tudi, can dugc kiém tra va theo doi thuong xuyén. Trong cac trudng hop nghi ngo, bénh
nhan cén duoc dua dén céc bac st chuyén khoa thén kinh dé duoc kiém tra thich hop.

Khi gép phai cac réi loan van dong nhur triéu chiimg Parkinson, hoi ching chan but rut, dang
di khéng vitng can ngay 1ap tirc ngung st dung trimetazidin.

Céc trudng hop nay it xdy ra va thudng hdi phuc sau khi ngung thude. Phan 16n bénh nhan
hdi phuc sau khi ngimg thube khoang 4 thang. Néu céc triéu chtng Parkinson tiép tuc xay
ra qud 4 thang sau khi dirng thudc, cin tham van céc bac si chuyén khoa thén kinh.

Khi st dung thude c6 thé gép biéu hién ngd, dang di khong vimg hodc tut huyét 4p, dic biét
0 cac bénh nhan dang dung c4c thudc diéu tri tang huyét 4p (xem thém phan Téc dung

khéng mong muon).



Cén than trong khi ké don trimetazidin cho déi tugng bénh nhan c¢6 mrc dd nhay cam cao
nhu bénh nhan suy thdn muc d9 trung binh, bénh nhan trén 75 tudi (xem thém phz‘?m Lidu
luong va cach dung).

Trimetazidin khong nén khuyén céo st dung cho phu nit mang thai hay cho con bu (xem
phan Thoi ky mang thai va cho con bu).

Trong mét sb truong hop khi st dung thude, ngudi bénh cé thé cam thdy bi chong mat,
nhirc dau, budn ngt, do do, nén han ché viée lai xe hay st dung may méc néu théy co
nhitng ddu hiéu bét thuong nay.

6.2. Cdc khuyén cdo ditng thuéc cho phu nit co thai va cho con bii

Thoi ky mang thai

Nhitng két qua nghién ctru trén dong vat chua khang dinh chic chén co hay khong tac dung
gy quai thai cua trimetazidin. Tuy nhién, chua c6 du bing chimg 1am sang dé loai trir nguy
co gdy di tat thai nhi. Vi vy, dé dam bao an toan, t6t nhit nén tranh st dung trimetazidin
trong thoi ky mang thai.

Thoi ky cho con bu

Chua cé béng chiing vé sur ¢6 mit ctia trimetazidin trong stta me, do d6 lua chon tot nhét 1a
khong nén cho con b trong sudt thoi gian diéu tri bang trimetazidin.

6.3. Anh huéng ciia thube déi véi cong viéc (Nguwoi vin hanh mdy méc, dang ldi tau xe,
nguwoi lam viéc trén cao):

Trong céc nghién ciru thir nghiém 1am sang cho thdy trimetazidi khong a

huyét dong, tuy nhién thudc dugc béo cdo sau luu hanh c6 thé gay-cac #f1¢éu ching nhu
chéng mit, budn ngu, do do, nén han ché viéc 14i xe hay st dunJ may moéc néu thdy c6
nhitng ddu hiéu bét thuong nay.

7. Twong tdc ciia thude voi cdc thude khic va céce loai twong tac khac

Hién nay chua thiy c6 tuong tac v6i thude nao. Trimetazidin khong phai 1a mot thude gay
cam ung cling nhu khong phai la mot thude gy e ché enzym chuyén hoa thubc & gan va
nhu vay cé nhiéu kha nang trimetazidin khong twong tac véi nhiéu thude chuyén héa & gan.
Du sao van can théan trong theo ddi khi phdi hop véi mét thube khac.

8. Tac dung khéng mong mudn

Thuong gap, ADR > 1/100

Than kinh: Chéng mat, dau dau

Ti€u héa: Dau bung, tiéu chay, kho tiéu, budn non, non.

Toan than: Suy nhuoc.

Ngoai da: Mén ngra, may day.

Hiém gdp, ADR < 1/1 000
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Céc r6i loan trén hé tim mach: Panh tréng nguc, ngoai tdm thu, hoi hop, tim dap nhanh. Ha
huyét 4p dong mach, tut huyét ap tu thé c6 thé din dén kho chiu, chéng mat hodc nga, dic
biét & cac bénh nhan dang diéu trj bang céc thude chéng tang huyét 4p, do birng mat.

Khéng ré tan sudt ADR:

Triéu chung Parkinson (run, vin dong chdm va khé khan, ting truong luc co), dang di
khong vimng, hoi ching chan khong nghi, céc rdi loan van dong c6 lién quan khac, thuong
c6 thé hdi phuc sau khi dimg thudc,

Réi loan gidc ngt (mat ng, lo mo).

Téo bén.

Ngoai ban mung mu toan than cip tinh, phu mach.

Mat bach cau hat, giam tiéu cau, ban xuat huyét giam tiéu

9. Qua lidu va cach xir tri
Triéu chitng qud liéu:

Cac thong tin duge béo cdo khi sir dung qua lidu con rét it.
Xuk tri:

Cén di€u tri triéu chirmg va hd tro néu can thiét,
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