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To Hr.rCNC pAN StI ogNC THUOC

RATEREL
a. HUoNc UAN srl uqnc rnu6c cHo NGrIol n[Nn
1. TGn sin phim: RATEREL.

2. CAc ciu khuy6n crio:

Egc ki hu6,ng d6n sfr dgng trufc khi dtng

D6 xa tim tay tr6 em

Thdng brlo ngay cho b{c si ho{c dugc si nhitng tric dgng

khdng mong mu6n gip phni khi sfr dBng thu5c

Thu6c niry chi dtng theo dorr cria bric si
3. Thinh phffn: Cho 1 viOn:

Trimetazidin dihydroclorid 20 mg

T6 dugc vd I vi6n

(fd duqc g,im: Microcrystalline cellulose, Tinh b\t mi, Lactose, Croscarmellose
sodium, Povidon K30, Magnesi stearat, Colloidal anhydrous silica, Hypromellose,
BQt talc, Macrogol 6000, Titan dioxyd, Phiim mdu Ponceau 4R lake, Phdm mdu
Erythrosin lake, Phdm mdu Sunset yellow lake)

4. MO ti sin phim: Vi6n n6n bao phim hinh trr,r dgt, hai m{t vfim, miu d6, c4nh vd thanh

vi6n ldnh l{n.

5. Quy c6ch d6ng g6i: HQp 2 vix 30 vi6n n6n bao phim.

6. Thu6c dtng cho bQnh gi:

Chi dinh cho ngudi lcm trong liQu ph6p b6 sung/h6 trg vdo biQn phdp tri liQu hiQn c6 aC AiCu

tr! triQu chimg d benh nhdn dau thit nglrc 6n ttinh kh6ng duqc ki6m so6t dAy dtr ho{c bQnh

nhdn kh6ng dung nap vcri c6c liQu phdp diAu tri dau thit nggc kh6c.

7. NOn dtng thu6c niy nhu th6 nlro vir li6u tugng:

- U6ng I vi6n/lAn x 3 lfu/ngdy, u6ng cing bira 6n.

- OAi voi benh nhdn suy thgn m{rc dQ trung binh (d0 thanh thdi ueatinin 30 - 60 ml/philt):

LiAu dung khuytin c6o ld I vi0n/lAn x 2 lAn/ngdy, s6ng vi t6i, dtng cung bira dn.

- OAt vdi bAnh nhdn cao tu6i:

+ BOnh nh6n cao tuOi cO th6 c6 mric dQ nh4y cim Trimetazidin cao hcrn binh thucrng do sg

suy gi6m chric ndng thfln theo tu6i t6c.

+ OOi v6i benh nh6n suy th{n mric <IQ trung binh (d0 thanh thii creatinin 30 - 60 ml/phrit),

liAu dtrng khuyiSn c6o li 1 vi6n/l6n x2ldn/ngity, s6ng ve t6i, dtng ctng bta dn.

+ CAn thfn trgng khi tinh to6n li6u dung <16i voi bqnh nhdn cao tu6i.

- Tri em: Mfc ttQ an todn vi hiQu qu6 cira Trimetazidin ttdi vdi bQnh nhdn dudi 18 tu6i chua

dugc d6nh gi6. HiQn kh6ng c6 dfi liQu trdn il6i tuqng bQnh nhdn niy.
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8. Khi ndro kh6ng nOn dtng thu6c niry:
- Qu6 m6n d6i v6i thdnh ph6n hoat ch6t ho4c bet cu ta
bdo ch6 san phAm.

- Benh nh6n Parkinson, c6 triQu chimg parkinson, run,
lo4n vfln tlQng c6 li6n quan kh6c.

- Suy thfln nang (dQ thanh thii creatinin < 30ml/phrit)

9. Tfc dgng kh6ng mong mu6n:

duoc ndo

hQi chtmg

thrlc

ror

Nh6m co quan Tin sudt hiQn

R5i lo4n tr6n hQ

thAn kinh

Thuong gAp Ch6ng mdt, dau dAu.

Kh6ng 16

TriQu chimg Parkinson (run, vdn <lQng chpm vd kh6 khin,

t6ng truong lgc co), dang tli kh6ng ufrng, hQi chfmg chdn

kh6ng nghi, c6c r6i lo4n v4n dQng c6 li6n quan kh6c,

thucrng c6 th6 h6i phpc sau khi dimg thu6c

Kh6ng rd R6i lo4n gi6c ngri (mAt ngri, lo mcr)

R6i loan tr€n

tim
Hi6m gap DAnh tr6ng nguc, h6i hgp, ngoai tdm thu, tim dap nhanh.

ROi lo?n tr6n

m4ch
Hi6m gap

Ha huy€t 6p dQng m4ch, tgt huyOt 6p th6 dirng, c6 th6 d6n

d6n kh6 chiu, ch6ng mAt ho{c ng6, dac biet d c6c bQnh

nhin <tang <ti6u tri blng c6c thu6c chi5ng tlng huytit 5p, d6

btmg m{t.

R6i lo4n trdn d4

ddy - ruQt

Thuong g4p Dau bpng, ti6u chdy, kh6 ti6u, budn n6n vi n6n.

Kh6ng 16 T6o b6n

R6i lo4n trdn da

vd m6 dudi da

Thuong g4p Mdn, ngria, mdy day.

Kh6ng 16 Ngo4i ban mun mt toAn thdn c6p tinh (AGEP), phu m4ch.

R6i lo4n todn

thdn vd tinh

tr4ng sri dUng
,,4
tnuoc

Suy nhucr. c.

R6i loqn m6u vd

he bach huytit Kh6ng rO

MAt bach cAu hat.

Gi6m ti6u cdu.

Ban xu6t huy6t gidm ti6u cAu.

R6i lo4n gan

mat
Kh6ng 16 Vi6m gan.

J

.1

tt't
rt.l

\,4
\

Thdng b6o cho b6c s! cria ban Uat ry t6c dpng kh6ng mong mu6n ndo g{p phii li6n quan toi

viQc dtng thu6c.
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10. NOn trdnh dtng nhirng thudc ho{c thgc ph6m gi khi rlang dtng thuiic niy.
HiQn nay chua th6y c6 tucrng tdc voi thu6c ndo. Song vAn cAn thfln trgng khi phoi hqp
Trimetazidin v6i mQt thu6c kh6c.

11. Cin tim gi khi mQt tAn qu6n kh6ng dirng thu6c: :

C6 thc u6ng l?i theo dring li6u tla chi d6n, kh6ng duoc u6ng g6p d6i lieu dc bt vdo li6u da
qu€n.

12. CAn bio quin thu6c niry nhu th6 nio: Noi kh6, nhiet dO kh6ng qu6 300C, tr6nh 6nh

s6ng.

13. Nhfrng ddu hiQu vi triQu chrfrng khi dtng thu5c qu6 lidu:

Chua c6 th6ng tin.

f4. Cin phii lim gi khi dtng thu6c qu6 fidu khuy6n c6o:

CAn t6i bQnh viQn gan nhdt hodc th6ng brio ngay cho b6c s!.

15. Nhirng tlidu cin thgn trgng khi dtng thu5c niry:

o. Ctic tinh trgng cdn thQn trgng khi dilng thuiic:

- Trimetazidin c6 th6 gdy ra hodc hm tram trong th6m triQu chimg Parkinson (run, vdn d6ng

ch4m vd kh6 kh6n, tlng trucrng lgc co), do tl6 bQnh nh6n, nh6t ld c6c bQnh nhdn cao tudi cAn

dugc ki6m tra vd theo d6i thudng xuy6n. Trong c6c trucrng hqp nghi ngo, bQnh nhdn c6n duoc

dua tdi cdcbic s! chuyOn khoa thAn kinh dd duoc ki6m tra thich hgrp.

- Khi gAp phdi c6c r6i lo4n v4n dQng nhu c6c tri6u chimg Parkinson, hQi chung chdn but nrt,

run, d6ng di kh6ng virng cAn ngay lfp tric ngimg sir dung Trimetazidin.

- C6c trudng hqp ndy it xtry ruvd thudng hOi phpc sau khi ngung thu6c. PhAn lcrn bQnh nhdn

hdi phqc sau khi ngirng thudc khoang 4 thang. Ni5u c6c triQu chimg Parkinson ti6p tpc xtry ra

qu64 th6ng sau khi dimg thu6c, cAn tham v6n c5c b6c s! chuy6n khoa thdn kinh.

- C6 the gap bi6u hiQn ng6, d6ng <li kh6ng virng hoflc tpt huytit 6p, d{c biQt o c6c bQnh nhdn

dang dtng c6c thu6c di6u tritdng huyiit rip.

- CAn th4n trgng khi kC dcrn Trimetazidin cho d6i tugng bQnh nhdn c6 mric iIQ nh4y c6m cao

nhu: BQnh nhdn suy th?n d mirc dQ trung binh, bQnh nhdn tr6n 75 tu6i.
,A- SAn phdm ndy c6 chria lactose, do d6 benh nhdn kh6ng dung nap galactose, thi6u hqt lactase

hoflc kdm h6p thu glucose-galactose kh6ng n6n dung thu6c ndy.

b. Cric khuyiin ctio ding thudc cho phqt nft cd thai vd cho con brt:

Thli ky mang thai: Nhtng ktit qud tr6n dQng vdt chua khing dinh chdc chin c6 hay khOng

t6c dirng g6y qu6i thai cria Trimetazidin. Chua c6 dt bing chimg ldm sirng d6 loai tni nguy co

gdy dit4t thai nhi. T6t nh6t kh6ng dirng Trimetazidintrong khi mang thai.

Tht i ki, cho con bti: Chua c6 bAng chimg vO sg c6 mdt cta Trimetazidin trong sfta m9, do d6

lga chgn tOt nhAt ld kh6ng n6n cho con bri trong su6t thdi gian di6u tri bing Trimetazidin.
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c' inh htrong cfia thudc aiii vdi cing viQc (Ngadi vQn hdnh mdy m6c, itang ldi tdu xe,
ngudi ldm viQc tr€n cao): Trimetazidin c6 th6 gdy cac tri6u chimg nhu ch6ng mdt vd Io mo,
do vay c6 th6 6nh huong d6n kh6 ndng l6i xe vd vdn hanh m6y m6c.

16. Khi nio cAn tham vdn b{c s}:

Khi gap b6t ki t6c dgng kh6ng mong mu6n hodc qu6 [Au cdn <I6n g{p ng ay birc si d6 tham
vAn.

Ntiu c6n th0m th6ng tin xin hoi f ki6n b6c s! ho{c duoc si

17. H3n dtng cria thudc: 36 th6ng k6 tt ngdy s6n xu6t.

18. TGn, tlia chi cria co s& sin xu6t:

cONc ry co rHAN DUqc - vAr rtl y rr rH,q.NH HoA
Vdn phbng: 232 Trin Phrt - phtdng Lam Son - Tp. Thanh H6a

Cd s0 sdn xudt: Sd Ol - euang Trung - Tp. Thanh Hda

DiQn tho4i: (037) 3852.691 -Fax: (037) 3724.953

19. Ngny xem x6t sfra tl6i [i td th6ng tin cho bQnh nhffn:

B. HT.IONG OAN SrI DUNG THUOC CHO CAN ng y TE

1. Cr[c tl{c tinh dugc lgc hgc:

- Nh6m duqc li,vd md ATC cila Trimetazidine:

+ Nh6m: Cric thu6c tim mach khrlc.

+ Ma ATC: C01EBl5

- Co ch€ tac dqmg: Trimetazidin ric ch6 qu6 trinh beta oxy h6a c6c acid b6o bing c6ch tc ch6

cdc enzym long-chain 3-ketoacyl-CoA thiolase d t6 bdo thitiu m6u cuc bQ, ndng lugng thu

dugc trong qu6 trinh oxy h6a glucose can tiCu thu oxy it hon so voi qu6 trinh beta oxy h6a.

Vigc thric dAy oxy h6a glucose sE giirp t6i uu c6c qu6 trinh ndng lugng t6 bao, do d6 duy tri

duoc chuy6n h6a ndng luqng thich hqp trong thoi gian thi6u m6u.

- Tdc dung duqc ltrc hoc: 6 nht'ng bQnh nhdn thi6u m5u tim cgc bQ, trimetazidin ho4t dQng

nhu m6t ch6t chuy6n h6a, girip b6o tdn mric ndng lugng phosphate cao nQi bio trong t6 bao

co tim. Trimetazidin c6 tiic dpng ch6ng thitiu m6u cuc bQ nhrmg kh6ng dnh huong diin huyiit

d0ng.

2. Cic ilic tfnh dugc ilQng hgc:

Trimetazidin khi u6ng dugc h6p thu r6t nhanh vi d4t n6ng dQ dinh trong huy€t tuong truoc 2

gio k€ tt khi u6ng. N6ng dO t6i da cta thu6c trong huytit tuong, sau khi dung mQt li6u duy

nhAt Trimetazidin2} mg,tI4t khoang 55 ng/ml. TrAng th6i cdn bing cria thu6c trong m6u d4t

dugc viro khoang tt 24 di5n 36 gio sau khi nhic lai mQt li6u vd r6t 6n dinh trong thdi gian diAu

tri. Vdi thC tfch phdn bO 4,8litlkg cho th6y mtc dQ khuytich t6n t6t ctia thu6c d6n c6c m6. Ti

1
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lQ gin protein thdp, gi|tri do dugc in vitro ld 16%. Nria doi th6i tru cta trimetazidin la 6 gio.
Thu6c duoc ddo th6i chri y.iu qua nu6c ti6u du6i d4ng chua chuy6n h6a. .:

3. Chi tlinh,li6u dtng, c6ch dtng, ch6ng chi dinh:
a. Chi tlinh: Chi dinh cho ngutri ltm trong liQu phrip bd sungzhS tr<y vdo biQn phrip tr! ligu hiQn
c6 d6 diAu tri triQu chimg d benh nhdn dau th6t nggc 6n itinh kh6ng duo. c ki6m sodt dAy dri
hoic bcnh nhin kh6ng dung n4p v6i cric liQu ph6p diAu tr! dau thit nggc kh6c.

b. Lidu dirng, cdch dtng:
- U6ng I vi6n/l6n x 3 lAn/ngdy, u6ng cing bta dn.

- p1i vdi bQnh nhdn suy thQn m*c clQ trung binh (d0 thanh thdi creatinin 30 - 60 ml/philt):
Li6u dung khuy6n crlo ld 1 vi6n/lAn x 2ldn/ngiry, siing ve t6i, dung cung bta in.
- OAt vAt b€nh nhdn cao tu6i:

+ BOnh nh6n cao tudi c6 thti c6 mric dQ nhay cim Trimetazidin cao hon binh thuong do su

suy giim chric ning thfln theo tu6i tdc.

+ OOi v6i bQnh nhdn suy thqn mric clQ trung binh (dQ thanh thAi creatinin 30 - 60 ml/phrit),

li6u dirng khuy6n c6o li 1 vi6n/lAn x 2 lAr/ngdy, s6ng va t6i, dirng ctng bta dn.

+ C6n th4n trgng khi tinh to6n li6u dung ddi voi bQnh nhdn cao tu6i.

- Trd em: Mric dQ an todn vd hieu qui cria Trimetazidin d6i v6i bQnh nhdn dudi 18 tu6i chua

dugc d6nh giri. HiQn kh6ng c6 dt liQu tr6n dtii tuqng bQnh nhdn ndy.

c. Ch6ng chi ilinh:

- Qu6 m6n AOi vdi thanh phdn ho4t ch6t hoflc b6t cri t6 ducr. c ndo dugc Uet kC trong c6ng thric

bdo ch6 sin phAm.

- Benh nhdn Parkinson, c6 triQu chimg Parkinson, run, h6i chimg chdn kh6ng nghi vd cdc r6i

loan vdn dQng c6 li6n quan khilc.

- Suy th4n nang (dQ thanh thii creatinin < 3Oml/phtt)

4. Cic trudng hqp th$n trgng khi dtng thuSc

a. C{c tinh trSng cin th$n trgng khi dirng thu6c:

- Trimetazidin c6 th6 gdy ra ho{c lam trAm trgng th6m triQu chimg Parkinson (run, vfln dQng

ch4m vi kh6 khdn, t6ng trucrng lgc co), do tt6 benh nhan, nh6t le c6c bQnh nhdn cao tudi can

duo. c kitim tra vir theo ddi thucrng xuy6n. Trong c6c trudng hqrp nghi ngd, bQnh nhdn cAn dugc

dua t6i c6c biic s! chuy6n khoa thAn kinh de dugc kiiSm tra thich hgrp.

- Khi gAp phii crlc r6i lo4n v4n tlQng nhu c6c triQu chimg Parkinson, hQi chtmg ch6n btrt rtrt,

run, diing di kh6ng virng cAn ngay lfp tric ngimg su dr,rng Trimetazidin.

- C6c truong hqp ndy it xiy ra vd thucrng h6i phUc sau khi ngtmg thu6c. Phan l6n bQnh nhdn

hOi phpc sau khi ngtmg thudc khodng 4 thing. N6u c6c triQu chimg Parkinson titlp tgc xtty ru

qu6 4 th6ng sau khi dtmg thu6c, cin tham v6n c6c b6c s! chuy6n khoa thin kinh.

&
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- C6 th6 gip bi6u hi6n ngd, dring di kh6ng virng hodc tpt huy6t dp, d{c bict d c6c bQnh nh6n

dang dirng c6c thu6c di6u trf tdng huytit rip.

- CAn thfn trqng khi ke don Trimetazidincho t16i tuqng bQnh nh6n c6 muc d0 nhay c6m cao

nhu: Bgnh nhdn suy than d mfc tlQ trung binh, bQnh nh6n trOn 75 tuOi.

- Sin ph6m ndy c6 chria lactose, do d6 benh nhan kh6ng dung nap galactose, thi6u hut lactase

hodc k6m h6p thu glucose-galactose kh6ng n6n dtng thu6c ndy.

b. Cic khuySn crio dtng thu6c cho phg nir c6 thai vir cho con bri:

Thcri ky mang thai:

Nhirng k€t qud tr6n d6ng vit chua khing dinh chic chin c6 hay kh6ng tiic dpng gdy qu6i thai

cfra Trimetazidin. Chua c6 ttri b5ng chtmg l6m sang dC loai trir nguy co g6y di tgt thai nhi. T6t

nh6t kh6ng dirng Trimetazidin trong khi mang thai.

Thoi ki' cho con bri: Chua c6 bing chung ve slr c6 mdt cira Trimetazidintrong sta me, do d6

lua chon t6t nh6t li kh6ng n6n cho con bir trong su6t thdi gian iti6u tri bdng Trimetazidin.

c. Anh hu&ng cfia thu6c a5i v6,i cdng viQc (Nguli vfn hinh mdy m6c, ilang tii thu xe,

nguli lim viQc trOn cao): Trimetazidin c6 th€ g6ry citc triQu chimg nhu ch6ng m4t vd lo mo,

do v6y c6 thti 6nh hucrng <I6n kh6 nlng l6i xe vd v6n hdnh m6y m6c.

5. Tucrng t6c cria thu6c v6,i cic thu6c khic vir c:lc lo4i tucrng tr[c khdc:

HiQn nay chua th6y c6 tuong t6c v6i thu6c ndo. Trimetazidin kh6ng ph6i ld mQt thu6c gdy

cim img ctng nhu kh6ng phii ld m6t thu6c gdy ric ch6 enzym chuy6n h6a thudc o gan vd nhu

v4y c6 nhi6u khi ndng Trimetazidin kh6ng tucrng t6c v6i nhi6u thu6c chuy6n h6a d gan. Song

v6n cAn th4n trgng theo ddi ktri ph6i hgrp vdi mQt thu6c kh6c.

6. T6c dgng kh6ng mong mu5n:

)
:"{

ej

4
Nh6m co quan TAn suAt Bi6u hi6n

R6i loan tr6n hQ

thAn kinh

Thuong g4p Ch6ng m{t, dau diu.

Kh6ng 16

TriQu chimg Parkinson (run, vdn <lQng chfm vd kh6 khdn,

tlng truong luc co), d6ng tli khdng rtug, hQi chimg chdn

khdng nghi, c6c r6i lo4n v4n dQng c6 li€n quan kh6c,

thuong c6 thd h6i phpc sau khi dtmg thu6c

Khdng rO R6i loan gi6c ngt (mAt ngu, lo mo)

ROi loAn tr6n

tim
Hitim gap Denh tr6ng nggc, h6i h6p, ngo4i tim thu, tim dap nhanh.

R6i loen tr6n

m4ch
Hii5m gap

Hp huyi5t 6p dQng m4ch, tpt huytit 6p th6 dimg, c6 th6 din

ittin kh6 chiu, ch6ng m{t ho{c ngd, dic biet o c6c bQnh

nhdn <lang di6u tri bing c6c thu6c ch6ng tdng huy6t 6p, d6

bung m4t.
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R6i loqn trdn da

ddy - ru$t

Thucmg g4p Dau bgng, ti6u chiy, kh6 ti6u, budn n6n vd n6n.

Kh6ng 16 T6o b6n

R6i lo4n tr€n da

vd m6 dudi da

Thucrng g4p Mdn, ngria, mdy day

Kh6ng rd Ngo4i ban mgn mir todn thdn cdp tinh (AGEP), phtr m4ch.

ROi loan toin

th6n vd tinh

trpng sri dUng
.,i
thuoc

Thunng g{p Suy nhucrc.

R6i lo4n m6u vd

h0 bach huytit Kh6ng rd

MAt bach cAu h4t.
..4 I

uram tleu cau.

Ban xu6t huytit gidm ti6u cAu.

ROi lo4n gan

mat
Kh6ng 16 Vi6m gan.

\

Th6ng b6o cho b6c s! cta b4n b6t k}, t6c dgng kh6ng mong mu6n nio g{p ph6i li6n quan toi

viQc dtng thu6c.

7. Qui li6u vir cr[ch xfr tri: Chua c6 th6ng tin v0 qu6li0u Trimetazidin.

NgevC.?..th6ng. J..ndm 2017
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