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Mbi vién nén chira 35 mg trimetazidine

dihydrochloride va ta durgc vira da dihydrochloride and excipients
Hop 6 vi x 10 vién nén Box of 6 blisters x 10 tablets
THUOC DUNG PUONG UONG ORAL USE

Chi dinh, chéng chi dinh, cach ding va cac Indications, contra-indications, administration
théng tin khac xin doc to HDSD kém theo.
Bdo quan dwdi 30°C, tranh 4nh sang tnec tiép  Store below 30°C, in original packing in order

Thubc ké don

"Trimpol MR

(Trimetazidini dihydrochloridum)
35 mg, vién nén giai phdng cham
Each tablet contains 35 mg trimetazidine

and further information - see package leaflet.

va 36 &m cao. to protect from the light and moisture.
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E— . Bso
THUOC KE DON HUGNG DAN SU DUNG THUOC
TRIMPOL MR
Vién nén gidi phéng chim
Thanh phin
Hoat chat: trimetazidine dihydrochloride
Ma4i vién nén gidi phong chdm chita 35 mg trimetazidine dihydrochloride
Td dwoc: calcium hydro phosphate dihydrate, glycerol dibehenate, povidone, magnesium stearate.
Mang bao: kollicoat SR 30D, macrogol 6000, talc, titanium dioxide (E171).
Duoc lue hoc
Nhom dugce 1y: Nhém thube tim mach.
Mi ATC: CO1EBIS.
Co ché tac dung: Hoat chat trimetazidin {rc ché qué trinh beta oxy héa céc acid béo bang cich
trc ché cac enzym long-chain 3-ketoacyl-CoA thiolase & té bao thiéu mau cuc bg, ning lugng
thu dugc trong qua trinh oxy hoéa glucose can tiéu thu oxy it hon so véi qua trinh beta oxy hoa.
Vigc thic day oxy hoa glucose s& gitp t6i ru céc qua trinh ning luong t& bao, do d6 duy tri
dugc chuyén hoa nang luong thich hop trong thoi gian thiéu mau.
Tac dung duoc luc hoc: O nhimg bénh nhan thiéu mau tim cuc bg, hoat chit trimetazidin hoat
dong nhu mdt chit chuyén hoéa, giup bao tdn mirc ning luong phosphate cao ndi bao trong té
bao co tim. Thubc chira hoat chét trimetazidin ¢6 tac dung chéng thiéu mau cuc bd nhung
khong anh hudng dén huyét dong. :'?
Dwoc dong hoe @7
Hap thu
Sau khi ubng, Trimetazidin dugc hap thu qua duong tiéu hoa da day rudt. Néng dg cyc dai cla
thudc trong huyet tuong dat duoc khoang 5 gi¢ sau khi dung thude. Nong d6 bén vimg cua
thube trong huyet tuong dquc dat dugc sau 60 gio va duy tri trong subt qué trinh diéu tri. ‘*
Chura thy tuong téc giita thube véi thuc pham
Phin bé pol
Ty 1é cta Trimetazidine gén véi protein huyét tuong khoang 16%. Thudc phan bd rong rii vao ’(-)-6"‘
céc md, thé tich phén bd ctia thude 14 4,8 Ikg. 99'::’2‘ 5
Chuyén héa -
Thuoc khéng chuyén héa qua gan.
Thai trie

Trimetazidin dugc bai tiét cha yéu la trong nudc tleu duéi dang khong ddi. Thoi gian bén thai
trung binh 1a 7 gi. O bénh nhén cao tudi (trén 65 tudi) thoi gian ban thai tang 1én dén 12 gio.
Vién nén giai phong chdm Trimpol MR c¢é khung matrix. Déac diém cua vién nén giai phong
cham la khung matrix ctia chiing dugc thiét ké nhu chat mang khdng bi hoa tan, chi cac hoat
chét c6 kha ning hoa tan. Vién nén giai phong chim khong tan rd va khong hap thu qua duong
tiéu hoa, va hoat chat duge phat hanh bang cach khuéch tan. Phan voé ao cua vién nén cung voi
céc thanh phan tao nén khung khéng hoa tan dugc loai bo khoi co thé, nén doi khi thiy trong
phan vét ¢6 hinh dang giéng nhu vién thude.

Chi dinh

Trimpol MR duogc chi dinh cho ngudi 16n trong liéu phap bo sung/hd trg vao bién phap tri ligu
hién ¢6 dé diéu tri triéu ching & bénh nhén dau thit nguc 6n dinh khong dugc kiém soat day
du hoic bénh nhan khéng dung nap véi cac liéu phap diéu tri dau thit nguc khac.
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Li¢u lwong va cdch dung ‘

Ngudi 16n: mét vién 35 mg/lan x 2 lan/ngdy, dung cung bita an.

Céc dbi twong dic biét

Bénh nhan suy than mirc dj trung binh (dg thanh thai creatinin [30-60] ml/phut): ‘

Liéu diing khuyén cdo la 1 vién 35 mg ding budi sang, ding cung bira &n (xem thém phan Chdng chi
dinh va phan Canh bao va thén trong).

Bénh nhdn cao tudi:

Bénh nhén cao tudi ¢é thé c6 mirc do nhay cam véi hoat chét trimetazidin cao hon binh thudmg do sy
suy giam chirc ning than theo tudi tac.

D6i véi bénh nhan suy thdn muc dé trung binh (d¢ thanh thai creatinin [30-60] ml/phat), liéu dung
khuyén cdo 1a 1 vién 35 mg, ding budi séng, trong bira an.

Cén than trong khi tinh toan liéu dung d6i v&i bénh nhan cao tudi (xem thém phan Chdng chi dinh va
phan Canh béo va than trong).

Tré em:

Mirc d6 an toan va higu qua cia thudc chira hoat chét trimetazidin d6i voi bénh nhén dudi 18 tudi chua
dugc danh gia. Hién khong c6 dir lidu trén dbi tugng bénh nhén nay.

Dwing dung ' :

Thudc dung duong udng, ngay 2 lan, vao bita sang va bira tdi. {D7

- Qué man ddi voi thanh phan hoat chét trimetazidin hoac bat cir ta duge nao duge liét ké
trong cong thirc bao ché san phim.

- Bénh nhén Parkinson, c6 triéu chimg Parkinson, run, hoi chimg chan khéng nghi va céc rbi
loan vén ddng cd lién quan khac.

- Suy thén nang (d9 thanh thai creatinin < 30ml/phut). *

Cénh bdo va than trong:
Thude thudng duge khuyén céo khong dung trong thoi ky cho con bu.
Tnmpol MR khéng dugc chi dinh dé diu tri con dau thit nguc ciing nhu dé diéu trj dau tay !
nh6i mau co tim hogc con dau thét nguc khong én dinh trong giai doan tién bénh vién va trong
nhirng ngay dau nhap vién. .
Trong truong hop xudt hién con dau thit nguc, phai danh gié lai bénh tim mach vanh va xem o
xét lai sy thich hop clia phuong phap diéu trj (diéu tri bang thudc va c6 thé phai tai thong farm
mach mau). utno,
Trlmpol MR c6 thé gdy ra hodc lam trdm trong thém triéu chimg Parkinson (run, van dong 1 44 44,
chim va kh¢ khan, ting truong luc co), do d6 bénh nhan, nhét 12 c4c bénh nhan cao tudi can P 7754
dugc kiém tra va theo dai thudng xuyén. Trong céc truong hop nghi ngd, bénh nhan cén dugc
dura tdi cac bac st chuyen khoa than kinh dé dugc kiém tra thich hop.
Khi gap phai cac rdi loan van dong nhu céc tri¢u ching Parkinson, hoi chimg chan but rit,
run, déng di khong vimg can ngay lap tirc ngung sir dung Trimpol MR.
Cac truong hop nay it xay ra va thuong hdi phuc sau khi ngimg thudc. Phin 1ém bénh nhan héi
phuc sau khi ngimg thubc khoang 4 thang. Néu c4c triéu chimg Parkinson tiép tuc xay ra qua 4
thang sau khi dimg thudc, can tham vin cac bac s chuyén khoa than kinh.
C6 thé gap biéu hién ngé, dang di khong vimg hofc tut huyét ap, dac biét & cac bénh nhén
dang dung thube diéu tri ting huyét ap (xem thém phén Tac dung khéng mong muén).
Cén than trong khi ké don Trimpol MR cho dbi tuong bénh nhin ¢6 muc d6 nhay cam cao
nhur (xem thém phén Liéu lugng va cach dung):

 Bénh nhan suy thn mic d¢ trung binh.

e Bénh nhéan trén 75 tudi.




DPéi véi phu niv mang thai

Khong ¢6 dit li¢u v€ vi¢e sir dung trimetazidin cho phu nir ¢6 thai. Cac nghién ciru trén dong
vét khong cho thay tac dung c6 hai truc tiép hay gian tiép 1én kha nang sinh san. Dé phong
ngua t6t hon hét 13 khong dung trimetazidin trong thei ky mang thai.

Doi voi phu nie cho con bii

Chuwa 5 1idu trimetazidin cé bai tiét qua sira me hay khéng nén khng thé loai trir nguy co gay
ra cho tré so sinh. Trimetazidin khdng nén dung trong thoi ky cho con bu.

Anh huéng 1én khi niing I4i xe va vin hanh miy méc

Trimpol MR c6 thé gay céc triéu chimg nhur chéng mit va lo mo, do vay ¢6 thé anh huémg dén
kha néng 141 xe va vén hanh méy moe.

Tac dung khéng mong mudn

Nhitng tac dung khdng mong muén, duoc dinh nghia la nhimg tdc dung phu cé lién quan den
viée didu trj trimetazidin, duoc list ke dudi day bang cach sir dung cdc tin sudt quy wéc: rét
thudng gép (= 1/10), thuong gip (= 1/100 dén <1/10); it gap (> 1/1000 dén <1/100); hiém gép
(> 1/10 000 dén <1/1000); rat hiém gap (<1 /10 000), khong t& (khéng thé wdc tinh duge tir 56

ligu hién ¢6).

' Nhém co quan Tén suat Biéu hién
" R4i loan trén hé than | Thuong gap | Chéng mit, dau ddu
kinh Khéng r6 Triéu chimg Parkinson {run, van ddng chdm va kho
khin, ting truong luc ¢o), dang di khong ving, hoi
chiing chén khoéng nghi, cic roi loan van dong cé
lidn quan khéac, thuong co thé héi phuc sau khi
dirmg thube
: Khéng rd Ré&i loan gide ngt (mét ngi, lo mo)
- Réi loan trén tim Hiém gip Danh tréng nguc, héi hop, ngoai tam thu, tim dép |
nhanh
~ Réi loan trén mach Hidm gap | Ha huyét ap déng mach, tut huyét dp thé dimg, ¢6
thé dan dén kho chiu, chong mit hodc nga, dic biét
¢ cac bénh nhin dang didu trj béng cac thube
| chéng ting huyét 4p, d6 bimg mit i
Roi loan trén da day - | Thudng gip | Dau bung, tiéu chay, kho tiéu, budn non va nén |
rudt Khéng 13 Téo bon |
R6i loan trén da va | Thudng gip | Mén, ngira, may day E
- md dudi da Khéng 16 Ngoai ban mun mu todn than cip tinh (AGEP), phi |
' mach i
~ ROi loan toan than va | Thuong gip | Suy nhuge -
| tinh trang s dung G}T
- thude = {
" Ri loan méu va hé | Khéngrd | MAt bach cdu hat
bach huyét Giam tiéu céu' . |
Ban xuat huyét giam tiéu cau
R6i loan gan mat Khéng rf Viém gan

Théng bdo cho bdc s cua ban bét ky tac dung khdng mong mudn néo gdp phdi lién quan 16i

viéc dung thuoc.
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Twong tic th ube ' ]
Khong c6 tai li¢u vé tuong tac gifta Trimetazidin v&i cac thudc khéc hodc thuc pham.

Trimetazidin c6 thé duoc su dung dong thosi v6i heparin, calciparine, thude chong dong dudng
ubng, thubc diéu trj cac réi loan chuyén héa lipid, acid acetylsalicylic, thudc chen B, thudc
chen kénh canxi, digitalis glycoside.

Qui liéu va xir tri , ‘
Khéng cé truomg hop ngd doc thuoe da duge béo céo vi dung Trimetazidin qua liéu.

Trinh bav: Hop 6 vi x IO vién
Han dung 30 théang ké tir ngay san XUuét.
Tiéu chuén: Nha san xuit

Bdo quian: Bao quan dudi 30°C. (I)T

DE XA TAM TAY CUA TRE EM I
POC KY HUGNG DAN TRUGC KHI DUNG
_KHONG DUNG QUA LIEU CHI PINH
o ~ THUOCNAY CHI DUNG THEO BON CUA BAC SI
NEU CAN BIET THEM THONG TIN VE THUOC HAY HOI BAC STHOAC DUQC SI.

Nha sin xuit:
POLFARMEX S.A.
Jozefow 9 Street, 99-300 Kutno, Ba Lan

Folfarmex s.a.
00.900 Kutno, ul. Jozefow 9

tel. 24 357 44 44, fax 24 357 45 45
NIP 775-000-17-11
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