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Kffi gui:

Hd NOi, n7dyg thdng4//. ndm 2012

- S& Y td c6c tinh, thenh ph6 trqrc thuQc trung ucmg;

C6c @nh viQn, vi6n c6 grudng b€nh tn;c thudc BO Y td.

C6c cOng ry danC kf, san xudt thu6c lur hanh qi Vi0t Nam.

Ngay 09/42012, Cuc Quan lf Duoc d6 c6 cOng van sd 4995/QLD-DK thong
b6o vd vi€c tam ngtng cdp s6 dlng kf ldn ddu vi ding ky l+i d6i v6i c6c thu&
chria hoat clrJt trimetazidin vd d€ nghi SA Y t€ cdc tinh, thanh phd tn;c thu6c trung
ucrng, c6c b(rnh'viqn, viQn c6 giuirng bQnh trUc thuQc BQ Y td vi c6c don t didu tri
cdn thln trgrig; ain nhic lgi ich-nguy co khi k€ {ctn st dgng trimetazidin ductng

u6ng cho. b€.ntrrrhan, d{c biet le benh nhAn c6 tidn sr} Parkinson, d6ng thdi tang
cucrng viQc theo d6i, ph6t hi0n xrl tri vi b6o c6o cho co quan li€n quan theo quy
dinh trong tnlimghqp xiry racic phan rlng c6 h4i cria thu6c.

Tr0n co s& khuydn c6o gi'n dAy cta Co quan quan lf Duo. c phdm ChAu Au,
ngiLy O7ltU2O12, Cuc Quan lf Duo.c d6 c6 c6ng vin s6 17176/QLD-DK vd vigc
khuydn c6o gi6i h4n chi dinh vh th6ng tin cAnh b5o ADR cria thu6c chfa
trimetazidin;

cdn crl kdt luan cria HQi ddng x6t duyQt thudc - B0 Y td ddi v6i thu6c chfa
ho4t chdt trimetazidin; nhem dam bAo mgc ti€u srl dung thu6c hSp lf, an tod,n vh
hi€u qui, Cqc QuAn lf Duo. c thOng b6o nhu sau:

1. Tidp nh{n tr& lqi cdc hd so deng kf ldn ddu, dang kf lai vi ti6p tUc x6t
duyQt hd so d6ng kf ddi vdi c6c thu6c c6 chfa ho4t chdt trimetazidin sau khi hd so

dang kf d6 c{p nh{t ddy dfi cdc nQi dung thay ddi7b6 sung d6i v6i c6c thu6c chrla

hoat chdt trimetazidin theo hu6ng dAn t4r Phg lgc kdm theo cOng vdn niy vio td
hu&rg d5n sft dung vi c6c phdn hd so c6 li0n quan.

2.Huang dAn thuc hiQn:
2.1. D6i vfi c6c thu6c chrla ho4t chdt trimetazidin d6 duo.c cdp ph6p luu

henh tren thi truong:

- Trong thdi h4n 03 th6ng kd tU ngny kf c6ng vdn niy, yOu cdu c0ng ry dang

kr, nha s6.n xudt thqrc hiQn vi€c: CAp nhft c6c nOi dung thay ddi&d sung d6i v6i
thudc chrla ho4t ch6't trimetazidin theo hudng d6n t4i Phq lqc kBm theo c6ng v6n

niy vtro td hu&rg dan srl dgng thu6c vi c6c phdn h6 so c6 liOn quan.

- tfinh thrlc cflp nh{t thong tin: NQp hd so thay ddiAd sung thong tin td
huong ddn st dgng vi c6c phdn h6 so c6 li6n quan theo hudng den t?i phg lgc tr -
ThOng tu s622DA09ffT-BYT ngiy 24fiLf2009 cfia BQ Y td quy dinh viec dang kf
thu6c.
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2.2.D6ivor cic hd so dang kf thudc chfa ho4t chdt.trimetazidin dang chd x6t
duyQt t+r CUc Quan lf Duo. c:

CUc Quan lf Dugc chi xem xdt cdp sd dang kf luu ha1rh sau khi c0ng ty d6
nQp tdi li0u bd sung/sta ddi c6c nOi dung thay ddi&d sung ddi vdi c6c thudc chrla-
hoat chdt trimetazidin theo hu&rg d6n t4i Phg luc kbm theo c0ng vin nhy (vdo cdc
phdn c6 liLn quan cia hd so) vd,duo. c thdm dinh dat yOu cdu.

Crlc Quan lf Dugc th6ng b6o dd c6c dcrn vf bict vd thgc hign./. ' !

Noi nhSn:
- Nhutron;
- BT. NguyEn Thi Kim Ti6n (dd b/c);
- TT. Cao Minh Quang (dd b/c);
- CUc QLKCB, Thanh tra BYT (dd ph6i hqp);
- Tdng c6ng ty Duo.c VN;
- Qc Quan Y - BQ QP; CUc Y t€- BQ CA; Cuc Y tdGTW-
BO GTW;
- Bio hidm )GIVN;
- TT DI & ADR Qudc gia; TT DI & ADR KV (BV Chq
RIY);
- Thenh vien HD XDT; Chuyen gia PC, DL thdm dinh hd so;
- C\rc QLD: Phbng QLKDD; Phbng QLTTQC thu6c; TC
Duo.c & MP; Van phbng CUc (dd dang tii Website);
- Lur VT, DKT (2b).

KT. CUC TNUdNC



Phg lgc

Cdc nQi dung thay tl6i/b6 sung tl6i v&i cic thu6c chfa hoqt ch6t trimetazidin

(Dinh kim theo c6ngvdn tii ln6$..tgto-DK, ngdyp$/|1/2012 cda Cltc Quin ry Duqc)

.1. Chi tlinh
[cin loqi bd cdc chi dinh dugc phA duyQt tntdc ddy vd thoy thd nhtt sauJ

Chl dinh cho ngudi l6n tong liQu ph6p b6 sung/h6 trg vio biQn ph6p tri liQu hi€n
cO d6 di€u tri ni€u cht?ng d benh nhan diu th6t nggc 6n ttinh kn6ng dugc ki6m so6t diy
driho{c benh nhan khdng dung n4p v6i c6c liQu ph6p di€u tri dau thdt nggc kh6c.

2. Li6u dirng vA cich drlng
piy theo timg d4ng bdo chii ui ha* htgng, cdc th6ng tin sau ihtgc stb dqtng dii ghi mltc
liiu dilng fi cdch dimg cho phil hqpJ

- MOt vi6n 20mgll6n ho{c lml (20 giqt) dung dich uSng di5m gigtnan x 3 Dn/ngiy,
dung ctng bfra 6n.

- Ho{c: MQt vi6n 35mg/len x2lUngdy,dung cung bta 6n.
Cdc dtii tuons tt[c bi6t

BQnh nhdn suy thdn mtc dQ trmg binh @A thanh thdi *eatinin [j0-60] mUphilt):

- Dang vi€n 20mg hoflc dung dich u6ng diSm giqq I-iAu dqlg khuy6n c6o li I vi6n
Z.Omgnan ho{c lml (20 eiqt) dung dich u6ng ttiim giqt/lAn x-2 lUngny, s6ng vd
tOi, aung ctrng bta 6n (xem th6m phAn Chdng chi tlinh vi ptrin Cant b6o vi thin
trAng).

- Vrit dang vi€n 35mg: LiAu dung khuyrin c6o ld I vi€n 35mg dung bu6i s6ng, ding
- ctng btla trn (xem th6m phAn Ch6ng chi tlinh vn ph6n CAnh b6o vi th6n trqng).

B€nh nhdn cao rudi: Benh nhan cao tu6i c6 thii c6 mfc tlQ nh4y c{m trimetazidin cao hon
btnh thudng do sg suy giim chrlc ntrng thfn theo tu6i tdc.

- Vdi dang vi€n 20mg vi d6ng dung dich u5ng d6m gipt: D5i v6i bQnh +an sly
thfln mrlc tlQ trung binh (dg thanh thai creatinin [30-60] mVphtlQ, li€u d3ng
khuyi5n c6o li 1 vi6n 2}mgnhho{c lurl (20 gigt) dung dich uSng diim gigUl6n x
2lilngdy, s6ng vi t6i, dung cirng btain.

Can than trong khi tinh to6n li€u dung C6i vci benh nhen cao tu6i (xem
th€m phdn Ch5ng chi tlinh vA phAn Cdnh b6o vA th0n trqng).

- Vdi dang vi€n 35mg: O5i vOi benh nhen suy thfln mtc ttQ trung binh (dO thanh
thii creitinin [30-60] mVphnt), [Au dung knuy6l c6o li I vi6n 35mg, dung bu6i
sing, tong bta 6n.

cAn thAn trqng khi tinh to6n fi6u dnng atii voi benh nhen cao tui5i (xem
th6m ph6n Ch6ng chi ttinh vd ph6n C6nh b6o vi thfn trgng).

Trd em:

Mrlc tlQ an tolur vi hiQu qu6 cria trimetazidin a6i vOi Ue*r nhin dufi 18 tu6i chua
tlu-o. c ddnh gi6. HiQn khdng c6 d(l liQu tr6n d6i tuqmg bQnh nhAn ndy.



3. Ch6ng chi tlinh
[cin toqi b6;han cit*ng chi d;nh dd duqc phA duyQt truhc ddy vd thay thd nhu sauJ

Qu6 mdn a6i v&i thanh nlAn hoat ch6t ho{c a[t ctr tadugc nio tlugc liQt k6 trong

c6ng thric bio ch€ san ph6m.
- Benh nh6n Parkinson, c6 triQu chfmg Parkinson, nrn, hQi chfmg chin kh6ng nghi

t..vi c6c r6i lo4n vfn tlQng c6 li€n quan kh6c.

- Suy thfn n{nC (dO thanh thai creatinin < 30mVphft)'

4. Cinh b6o vt thfn trqng tl{c biet khi sir dgng

[cdn bd sung nhimg th6ng tin sau]

Trimeta2idin c6 thii g6y ra hoac hm trAm trgng them triQu chqne Parkinson (run,

van rl04g chfm vd kh6 kh[n, tiing truong lyc co), do tl6 b€nh nhan, nhat li c6c b€nh nhAn

cao tuiSi cAn dugc ki6m ha vi theo d6i thuong xuy€n. Trong c6c trudng hqP nghi ngd,

benh nhan cen dugc tlua toi c6c b6c si chuyen khoa thin kinh de tlugc ki€m ta thich

hqp.

Kni gflp phii c6c r6i lo4n vfn tlQng nhu c6c triQu chimg Parkinson, hQi ch(mg ch6n

but nrt, .*, aeog tli khdng vfng c6n ngay lflp trlc ngimg sl dlrng trimetazidin.

C6c trudng hgrp niy it xby ru vi thulng trdi ptrgc sau khi ngirng thu5c. Phen 16n

benh nhan n6i ptiuc iuo mi ng-,ing thu6c k}roing.4 Oang. I.I6u c6c triQu chfmg Parkinson

tilp tr;c *ay ru qi + 111lang sari Uri atmg thu6c, can tnarn vfln c6c b6c si chuy€n khoa thin
kinh.

C6 th6 g{p bi6u hiQn nge, 46nC di kh6ng virng hoflc tut huv.it 6p, df;c biet 0 cAc

bQnh nhen <tan! iftrg c6c thu6ic tti6u ti teng huy6t 6p (xem th€m phin T6c dsng kh6ng

mong mu6n).

Cen than trgng khi k6 don trimetazidin cho A6i tuqng b€nh nhen c6 mrtc d0 nhay

cAm cao nhu (xem th6m 6An I,idu ding vd c6ch dirng):

Benh nhen suy thin mrlc tlQ trung btnh.

- Benh nhan tr€n 75 tu6i.

5. Arh hu0ng t6'i khl ntrng l6i xe vl v$n hinh m6y m6c

[cin toqi b6 phin th6ng tin dd dtgc phA duyQt trudc ddy vd thay thA nht sauJ

Trimetazidin c6 th6 giy c6c tri€u chrlng nhu ch6ng m{t vi lo mo, do vfy c6 th6

6nh hudm! di5n khn n[ng l6i xe vd v{n hinh m6y m6c.
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.6. Tdc dgng kli6ng mong mu6n:
[cdn b6 sung nhiing th6ng tin sauJ

Nh6m co quan T6n suAt Bi6u hi€n

loan tr0n hQ

kinh
Thuong g{p Ch6ng m4t, dau tlAu

Khdng rd TriQu ch(mg Parkinson (run, vfn tlQng
chgm vd kh6 khen, t6ng truong lyc co),
dring di khOng yiing, hQi chung chdn
kh6ng nghi, c6c r6i lo4n vfln dQng c6 li€n
quan kh6c, thudng c6 the h6i phgc sau

khi dung thu6c

Kh6ng 16 R6i loan gi6c ngu (mAt ngu, lo mo)

R6i loan tr€n tim Hi0m c4p Drinh tr6ng ng1rc, h6i hQp, ngo4i t6m thu,
tim tl4p nhanh

R6i lo4n tr6n m4ch Hi6m gfp H4 huy6t 6p dQng m4ch, t1t huyet 6p th6
tt(mg, c6 tnd O6n e6n kh6 chlu, ch6ng m{t
hoic ng6, tl4c biQt d c6c b$nh nh6n tlang
di6u tri bang c6c thuiic chiSng tlng huy6t
6p, tt6 brmg m{t

R6i
ruot

lo4n tr€n d4 ddy- Thuong g{p Dau bgng, ti6u chAy, kh6 ti6u, bu6n nOn

vi n6n

Kh6ng 16 Trio b6n

R6i lo4n tr6n da vi m6
dudi da

Thudng g{p MAn, ngua, miy day

Kh6ng 16 Ngo4i ban mgn mt toan thdn c6p tinh
(AGEP), ph[ m4ch

R6i lo4n toan th6n vi
tinh tr4ng sri dpng thulic

Thu&ng g{p Suy nhugc

R6i loen m6u vi hQ b4ch, ,,-
nuyet

Kh6ng 16 tvtAt bech cau het
-.: :uram ueu cau

Ban xuAt huyiit gi6m tiiiu ciu

R6i loan gan m4t Kh6ng rd Vi6m gan

cua tilc nioTh6ng b6o cho b6c si cria b4n b6t tcy tec dung kh6ng mong mu6n nio g{p ph6i

li6n quan toi viQc dirng thu6c.

7. Duqc lgc hgc

[cin ghi lsi theo nhiing th6ng tin sauJ

Cs chai t6c dung: Trimetazidin ric ch6 qua !!lr leta 9x1 h6a c6c acid- b6o bing
c6ch rlc ch6 c6c enzym long-chain 3-ketoacyl-CoA thiolase & t6 bdo thi€u m6u cuc b0,
ntrng lugng thu ttugi trong [u6 trinh oxy h6a glucose cAn ti€u thu oxy it hcm so vdi qu6

rtntr teta oxy h6a. Viec ttlic aAy oxy h6a glucose sE girip tiii uu c6c qu6 trtnh n6ng lugng
ti5 bao, do tl6 duy tri tiugc chuy6n h6a nEng luqng thich hqp trong thli gian thi6u m6u.



T6c dgng dugc lgc hgc: d ntrtrng benh-nhen thiiiu m6u tim cuc b0, trimetazidin

ho4t ctQng nftu mQt ch6t chuy6n h6a, girip b6o tiin,mtc nlng tugng phosphate cao nQi bdo

hong te ia" co.tim. Trimetazidin c6 teCaUng chiSng thiiiu m6u cgc b0 nhtmg kh6ng 6nh

huong d€n huy6t <lQng.


