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TO HUGNG DAN SU DUNG THUOC |
RATEREL

A. HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Tén sian phim: RATEREL.
2. Cic cdu khuyén cdo:

Poc ky hwéng din sir dung trwée khi diung

Dé xa thm tay tré em
Thong bido ngay cho béc sy hoiic dwge si nhirng tic dung
khong mong mudn gip phai khi sir dung thudc
Thudc nay chi dung theo don cia béc sy

3. Thanh phén: Cho 1 vién:

Trimetazidin dihydroclorid 20 mg
Ta duoc vd 1 vién

(Ta duoc gém: Microcrystalline cellulose, Tinh bt mi, Lactose, Croscarmellose
sodium, Povidon K30, Magnesi stearat, Colloidal anhydrous silica, Hypromellose,
Bot tale, Macrogol §000, Titan dioxyd, Phdm mau Ponceau 4R lake, Phdm mau
Erythrosin lake, Pham mau Sunset yellow lake)

4. Mo ta san phﬁm: Vién nén bao phim hinh tru det, hai mét viim, mau do, canh va thanh
vién lanh lan.

5. Quy cidch déng géi: Hop 2 vi x 30 vién nén bao phim.

6. Thudc ding cho bénh gi:

Chi dinh cho ngudi 16n trong liéu phéap bd sung/hd trg vao bién phép tri liéu hién c6 dé diéu
tri triéu chimg & bénh nhan dau thit nguc on dinh khong duge kiém soat day du hodc bénh
nhan khong dung nap véi cac liéu phap diéu tri dau thit nguc khac.

7. Nén dung thube nay nhw thé nao va liéu lwong:

- Ubng 1 vién/lan x 3 lan/ngay, udng cuing bira an.

- Déi v6i bénh nhén suy thdn mirc do trung binh (A6 thanh thai creatinin 30 - 60 ml/phiit):
Liéu dung khuyén céo 1a 1 vién/lan x 2 lan/ngay, sang va tdi, diing ciing bia an.

- D6i voi bénh nhan cao tudi:

+ Bénh nhan cao tudi c6 thé c6 mirc dd nhay cam Trimetazidin cao hon binh thuong do sy
suy giam chirc nang than theo tudi téc.

+ Déi véi bénh nhéan suy thdn mirc d6 trung binh (d6 thanh thai creatinin 30 - 60 ml/phut),
lidu dung khuyén céo 1a 1 vién/lan x 2 14n/ngay, sang va t6i, dung cling bira an.

+ Cén than trong khi tinh toan lidu dung déi v6i bénh nhan cao tudi.

- Tré em: Mitc d6 an toan va hiéu qua ctia Trimetazidin di véi bénh nhan dudi 18 tudi chua

duge danh gia. Hién khong c6 dir lidu trén dbi tugng bénh nhén nay.
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8. Khi nao khong nén ding thude nay:

- Qua man dbi v6i thanh phén hoat chét hoic bat cir ta dugc nao duorc llet ké trong cong thire

bao ché san pham.

- Bénh nhén Parkinson, ¢6 tri¢u chimg Parkinson, run, hoi ching chan khong nghi va céc rbi

loan van dong c6 lién quan khéc.

- Suy than néng (d9 thanh thai creatinin < 30ml/phut)

9. Tdc dung khong mong muén:

Nhém co quan Tan suat Bi¢u hién
Thudng gip | Chéng mit, dau dau.
Tri¢u chimg Parkinson (run, van dong chdm va khé khin,
R&i loan trén hé tang truong luc co), dang di khong vimng, hoi chimg chén
i Khong r6 ;
than kinh khong nghi, cic roi loan vin dong c6 lién quan khic,
thuomg c6 thé hoi phuc sau khi dirng thubc
Khong r6 R6i loan gidc ngt (mat ngt, lo mo)
R6i loan trén L : . ) o
) Hiém gdp | Danh trong nguc, hoi hdp, ngoai tdm thu, tim dip nhanh.
tim
Ha huyét ap dong mach, tut huyét ap thé dimg, c6 thé dan
R6i loan trén " dén khé chiu, chong mat hodc ngd, dac biét & céac bénh
Hiem gdp &y oesle . z B o B . aw
mach nhéan dang diéu tri bang cac thudc chong tang huyét ap, do
birng mat.
ROi loan trén da | Thuong gip | DPau bung, tiéu chay, khé tiéu, buon ndn va non.
day - rudt Khong rd Tao bon
Ro6i loan trén da | Thudng gip | Man, ngira, may day.
va mé dudi da Khéng 16 | Ngoai ban mun mu toan than cap tinh (AGEP), phii mach.
R6i loan toan
thdn va tinh .
Thuong gap | Suy nhuge.
trang s dung
thude
Roi loan mau va Mat bach cau hat.
hé bach huyét Khong rd | Giam tiéu cau.
Ban xuit huyét giam tiéu cau.
R6i loan gan . n
Khoéng rd | Viém gan.
maét

Théng bao cho bac sy ctia ban bat ky tac dung khéng mong mudn nao gap phai lién quan téi

viéc dung thuoc.
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10. Nén trdnh ding nhirng thue hodc thwe phim gi khi dang dung thuoc nay

Hién nay chua thdy c6 twong tic véi thube nao. Song van cin than trong khi phdi hop
Trimetazidin véi mot thube khac.

11. Can lam gi khi mt lan quén khong dung thubc:

C6 thé udng lai theo dtng liéu da chi din, khong dugc udng gép dm licu d& bo vao liéu da
quén.

12. Can bio quin thudc nay nhw thé nao: Noi kho, nhiét do khong qua 30°C, tranh 4nh
sang.

13. Nhirng diu hiéu va trigu chimg khi diing thudc qui lidu:

Chua c6 thong tin.

14. Cin phii 1am gi khi ding thuéc qua lidu khuyén cdo:
Can t&i bénh vién gin nhét hoic thong bao ngay cho béc sy.

15. Nhirng diéu cin thin trong khi ding thudc nay:
a. Cdc finh trang can than trong khi ding thuéc:
- Trimetazidin c6 thé gdy ra hodc lam trdm trong thém triéu ching Parkinson (run, vin dong
cham va khé khin, ting truong luc co), do d6 bénh nhan, nhit 1a cac bénh nhan cao tudi cin
dugce kiém tra va theo ddi thuong xuyén. Trong cac truong hop nghi ngd, bénh nhan can duge
dua téi cac bac sy chuyén khoa than kinh dé dugc kiém tra thich hop.
- Khi giip phai cic roi loan van dong nhur cac triéu chimg Parkinson, hdi chimg chan but rit,
run, dang di khong vimg can ngay 1ap tirc ngimg st dung Trimetazidin.
- Céc trudng hop nay it xay ra va thuong hdi phuc sau khi ngirng thubc. Phan 16n bénh nhan
héi phuc sau khi ngimg thudc khoang 4 thang. Néu cac triéu chimg Parkinson tiép tuc xay ra
qua 4 thang sau khi dimg thudc, can tham vén cac bac s chuyén khoa than kinh.

- C6 thé gap biéu hién nga, dang di khong vimg hodc tut huyét 4p, dic biét & cac bénh nhan
dang dung cac thudc diéu trj ting huyét ap.

- Can than trong khi ké don Trimetazidin cho d6i tugng bénh nhén cé mirc d6 nhay cim cao
nhu: Bénh nhén suy than & mirc d6 trung binh, bénh nhan trén 75 tudi.

- San phdm nay c6 chira lactose, do d6 bénh nhan khong dung nap galactose, thiéu hut lactase
hodc kém hap thu glucose-galactose khong nén ding thudc nay.

b. Cic khuyén cdo ding thuéc cho phu nit c6 thai va cho con bii:

Thoi ky mang thai: Nhitng két qua trén dong vat chua khing dinh chic chiin ¢6 hay khong
tic dung gy quai thai ctia Trimetazidin. Chwa c6 di bing ching 14m sang dé loai trlr nguy co
gdy di tat thai nhi. Tét nhit khong ding Trimetazidin trong khi mang thai.

Thoi ky cho con bii: Chua c6 bing chimg vé su ¢6 mit ciia Trimetazidin trong sita me, do d6

Iwa chon t6t nhét 12 khong nén cho con bu trong sudt thoi gian diéu tri bing Trimetazidin.
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c. Anh hwong ciia thube déi véi cong vige (Ngwoi vin hanh mdy méc, 'drm'g ldi tau xe,
nguwoi lam viéc trén cao): Trimetazidin c6 thé gdy cdc triéu ching nhu chéng mit va 10' mo,
do vy ¢6 thé anh huong dén kha nang lai xe va van hanh may méc. |
16. Khi nio cin tham vén béc sy: :
Khi gip bat ki tac dung khéng mong muédn hoic qué lidu can dén gip ngay bac si'"fié tham
van.
Néu can thém thong tin xin hoi ¥ kién béc sy hodc dugc si
17. Han ding ciia thude: 36 thang ké tir ngay san xuit.
18. Tén, dia chi ciia co sé san xuit:
CONG TY CO PHAN DUQC - VAT TU Y TE THANH HOA
Viin phong: 232 Trin Phii - Phuong Lam Son - TP. Thanh Héa
C& 56 sin xudt: S6 04 - Quang Trung - TP. Thanh Héa
Dién thoai: (037) 3852.691 -Fax: (037) 3724.853
19. Ngity xem xét sira ddi lai to thong tin cho bénh nhan:
B. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE
1. Cac dic tinh dwoe lue hoc:
- Nhém duoce ly va mda ATC cua Trimetazidine:
+ Nhém: Céc thudc tim mach khac.
+Ma ATC: CO1EBI15
- Co ché tdc dung: Trimetazidin trc ché qua trinh beta oxy héa c4c acid béo bing céch e ché
cic enzym long-chain 3-ketoacyl-CoA thiolase & té bao thiéu mau cuc b, nang luong thu
dugc trong qua trinh oxy héa glucose cin tiéu thu oxy it hon so véi qua trinh beta oxy héa.
Viée thic ddy oxy héa glucose s& gitip tdi wu cic qua trinh ning lugng té bao, do d6 duy tri
dugc chuyén hoéa ning lwgng thich hop trong thoi gian thiéu méu.
- Tde dung duoe luc hoc: O nhimg bénh nhan thiéu méu tim cuc b, trimetazidin hoat dong
nhu mdt chit chuyén hoa, gitp bao tdn mirc nang luong phosphate cao ndi bao trong té bao
co tim. Trimetazidin c6 tic dung chdng thiéu mau cuc bd nhung khéng anh huong dén huyét
dong.
2. Cac dac tinh dwge dong hoc:
Trimetazidin khi uéng duoc hép thu rat nhanh va dat ndng d6 dinh trong huyét tuong trudc 2
gidr ké tir khi uéng. Nong do ti da cua thude trong huyét twong, sau khi diing mot lidu duy
nhét Trimetazidin 20 mg, dat khoang 55 ng/ml. Trang théi cin bang cta thudc trong méu dat
dugc vao khoang tir 24 dén 36 gid sau khi nhéc lai mdt liéu va rit én dinh trong thoi gian diéu
tri. Vi thé tich phan bd 4,8 lit/ kg cho thiy mirc do khuyéch tan tét ctia thudc dén cac mo. Ti
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1é gan protein thap, gia trj do duogc in vitro la 16%. Nira doi thai trir cia tnmeta:r,ldm*la 6 gio.
Thube duge dao thai chu yéu qua nuée tiéu dudi dang chua chuyén héa. \-o\

3. Chi dinh, liéu dung, cich dung, chong chi dinh:

a. Chi dinh: Chi dinh cho ngudi 16n trong liéu phép bd sung/hd trg vao bién phap tri hf;u hién
c6 dé diéu trj triéu chimg & bénh nhan dau thit ngyuc én dinh khong duoe kiém sot diy du
hodc bénh nhan khong dung nap véi céc liéu phép diéu tri dau thit nguc khac.

b. Liéu dung, cdch dung:

- Ubng 1 vién/lan x 3 lan/ngay, uéng cuing bita an.

- Doi v6i bénh nhan suy thdn micc do trung binh (dé thanh théi creatinin 30 - 60 ml/phiit):
Liéu ding khuyén céo 1a 1 vién/Ian x 2 lan/ngay, séng va téi, dung cung bita an.

- Déi v6i bénh nhédn cao tuéi:

+ Bénh nhén cao tudi c6 thé c6 mirc dd nhay cam Trimetazidin cao hon binh thudmg do sy
suy giam chire ning thén theo tudi tac.

+ D&i v6i bénh nhan suy than mirc d9 trung binh (d¢ thanh thai creatinin 30 - 60 ml/phut),
liéu ding khuyén céo 1a 1 vién/lin x 2 lan/ngay, sang va tdi, diing ciing bita an.

+ Can than trong khi tinh toan liéu ding ddi véi bénh nhén cao tudi.

- Tré em: Mirc d9 an toan va hiéu qua ciia Trimetazidin d6i véi bénh nhan duéi 18 tudi chua
dugc danh gia. Hién khong c6 dir ligu trén di tugng bénh nhén nay.

c. Chong chi dinh:

- Qua mén d6i vé6i thanh phan hoat chét hodic bat cir t4 duge nao duogc liét ké trong cong thirc
bao ché san pham.

- Bénh nhén Parkinson, c6 triéu chig Parkinson, run, hoi chimg chan khong nghi va cac réi
loan véan dong c6 lién quan khac.

- Suy than ndng (d6 thanh thai creatinin < 30ml/pht)

4. Cic trweomg hop thin trong khi ding thube

a. Cic tinh trang cin thin trong khi ding thudc:

- Trimetazidin c6 thé giy ra hodic 1am trAm trong thém triéu chimg Parkinson (run, vén dong
cham va khoé khén, ting truong luc co), do d6 bénh nhan, nhét 12 céc bénh nhan cao tudi cin
dugce kiém tra va theo ddi thudong xuyén. Trong cac truong hop nghi ngd, bénh nhan can dugc
dua t6i céc bac s§ chuyén khoa than kinh dé dugc kiém tra thich hop.

- Khi gap phai cac rdi loan van dong nhu céc tridu chimg Parkinson, hdi chimg chén but rit,
run, dang di khong virng cin ngay 1ap tirc ngimg sir dung Trimetazidin.

- Céc trudng hop nay it xay ra va thuong hdi phuc sau khi ngimg thudc. Phan Ién bénh nhén
hdi phuc sau khi ngimg thude khoang 4 thang. Néu cac triéu chimg Parkinson tiép tuc xay ra

qué 4 thang sau khi dimg thudc, cAn tham van céc béc sy chuyén khoa than kinh.
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- C6 thé gap biéu hién ngd, dang di khong vimg hogc tut huyét ap, dic b1¢t & cac bénh nhan
dang dung cac thudc diéu trj tang huyét ap.

- Cén than trong khi ké don Trimetazidin cho di tuong bénh nhan c6 mirc do nhay cadm cao
nhu: Bénh nhéan suy than & mirc d§ trung binh, bénh nhén trén 75 tubi.

- San phdm nay c6 chira lactose, do d6 bénh nhan khong dung nap galactose thiéu hut lactase
hodc kém hap thu glucose-galactose khong nén dung thudc nay.

b. Céc khuyén cdo ding thube cho phu nir ¢6 thai va cho con bi:

Thoi ky mang thai:
Nhimng két qua trén dong vat chua khing dinh chic chin c6 hay khong tac dung gy quai thai
cua Trimetazidin. Chua ¢ di bang chimg 1am sang dé loai trir nguy co gay di tat thai nhi. Tét
nhét khéng dung Trimetazidin trong khi mang thai.
Thoi ky cho con bii: Chua c6 bing chimg vé sy c6 mit cia Trimetazidin trong sita me, do do
lwra chon tét nhét 1a khong nén cho con bu trong subt thoi gian didu tri bé‘mg Trimetazidin.
c. Anh hwéng cia thudc d6i véi cong viée (Ngwoi van hanh mdy méc, dang l4i tau xe,
ngudi 1am viée trén cao): Trimetazidin c6 thé giy céc triéu chimg nhu chéng mat va lo mo,
do vdy c6 thé anh hudng dén kha naing 14i xe va van hanh may maoc.
5. Twong tic ciia thude véi cdc thude khic va cdc loai twong tac khac:
Hién nay chua thdy c6 tuong tac véi thude nao. Trimetazidin khong phai 1a mot thude gay
cam {mg ciing nhu khong phai 1a mot thude gy ire ché enzym chuyén héa thude & gan va nhu
vdy c6 nhiéu kha nang Trimetazidin khéng tuong tic voi nhiéu thude chuyén héa & gan. Song
van can than trong theo di khi phdi hop véi mot thude khc.
6. Téc dung khong mong muén:

. A s A . A
Nhém co quan Tan suat Biéu hién

Thuong gap | Chéng mit, dau dau.

Triéu chimg Parkinson (run, van dong cham va kho khan,
Réi loan trén hé tang truong lyc co), dang di khong virng, hdi ching chan
i Khoéng rd ‘. p 5 :
than kinh khong nghi, céc roi loan vén dong c6 lién quan khéc,

thudmg c6 thé hdi phuc sau khi dimng thude

Khong rd Rbi loan gidc ngl (mat ngu, lo mo)

ROi loan trén . 2 % i o ; A
Hiém gdp | Pénh trong nguc, hoi hdp, ngoai tdm thu, tim dap nhanh.

tim
Ha huyét ap dong mach, tut huyét ap thé dimg, c6 thé dan
R6i loan trén y dén khé chiu, chong mat hodc ngi, dic biét & cic bénh
Hiém gap T , £ £ £ . "
mach nhén dang di€u tri bang céc thudc chong ting huyet ap, do
birng mat.
6
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Roi loan trén da Thudng gip | Pau bung, tiéu chay, khé tiéu, buén ndn va non.

day - rudt Khéng rd | Tao bon

R&i loan trén da | Thudng gip | Man, ngua, may day.

va mo dudi da Khong rd Ngoai ban mun mu toan than cép tinh (AGEP), phu mach.

Roi loan toan

thin wva tinh
Thuong gap | Suy nhuogc.
trang su dung

thuéc
R6i loan méu va M3t bach cau hat.
hé bach huyét Khoéng 16 | Giam tiéu cau.

Ban xuat huyét giam tiéu cau.

Roi loan gan )
Khoéng rd Viém gan.

mat

Théng béo cho bac s§ cta ban bét ky tac dung khong mong mudn nao gép phai lién quan t6i
viéc ding thudc.
7. Qué liéu va cich xir tri: Chua co thong tin vé qua liéu Trimetazidin.
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