R THUOC KE BON TO HUONG DAN SU DUNG THUOC
Vién nén bao phim

METAZREL

Thudc nay chi dung theo don thudc
Dé xa tAm tay tré em
Poc ky hwong dan sir dung truéc khi ding
Thong b&o ngay cho bac sy hoiic dugc sy nhirng tac dung khéng mong mudn khi sir dung thudc

1.  THANH PHAN CONG THUC THUOC

MJi vién nén bao phim chua:

Thanh phdn dwec chat:

Trimetazidin dihydroclorid.............ccccccevenen. 20 mg

Thanh phén td dwoc:

Cellactose 80, silicon dioxyd, magnesi stearat, hydroxypropylmethylcellulose, talc, titan dioxyd,
polyethylen glycol 6000, mau allura red, mau carmoisin red, mau black PN

2. DANG BAO CHE
Vién nén tron, bao phim mau dé, mot mat co dap logo £, mat kia cé dap gach ngang.

3. CHI PINH

Chi dinh cho ngudi 16n trong liéu phap bo sung/ hd trg vao bién phap tri liéu hién c6 dé diéu tri
triéu ching & bénh nhén dau thit nguc 6n dinh khong duoc kiém soat day du hoac bénh nhan
khong dung nap vaéi céc liéu phap diéu tri dau that nguc khac.

4. CACH DUNG, LIEU DUNG

Cach dung:

Thudc dung duong udng, udng thudc ciing bira an.

Liéu dung

Li€u thong thuong: 1 vién 20 mg/ 1an x 3 1an/ ngay.

Cic doi twong diic bigt

Suy than:

Bénh nhan suy than trung binh (Clcr 30 - 60 mL/ phat): Liéu khuyén céo 14 1 vién x 2 1an/ ngay,

sang va toi, uong cung bita an.

Nguoi cao tuoi:

Nong do trimetazidin c¢6 thé ting ¢ ngudi cao tudi do su suy giam chirc ning than theo tudi tac.

O bénh nhan suy than trung binh (Cler 30 - 60 mL/ phut), liéu khuyén cdo 1a 1 vién x 2 1an/ ngay,
sang va toi, udng cing bira an.

Can than trong khi tinh toan liéu cho bénh nhan cao tudi.

Tré em:

Mtic d6 an toan va hiéu qua cua trimetazidin d6i v6i bénh nhan duéi 18 tudi chua duoc danh gia.
Hién khong c6 dir liéu trén dbi twong bénh nhan nay.

5. CHONG CHI PINH

Qua min dbi vai trimetazidin hydroclorid hoic bat ky ta duoc nao duoc liét ké trong cong thac
bao ché san pham.

Bénh nhan Parkinson, c6 triéu chang Parkinson, run, hoi ching chan khéng nghi va cac réi loan
van dong lién quan khéc.

Suy than nang (d6 thanh thai creatinin < 30 ml/ phat).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Trimetazidin khong phai 1a mot liéu phéap diéu tri con dau that nguc, khong dung trimetazidin dé
khoi ddu diéu tri dau thit nguc khéng 6n dinh hodc nhdi mau co tim va giai doan trudc khi nhap
vién hodc trong ngay dau nhap vién.

Trong truong hop xdy ra con dau that nguc, nén tién hanh d4nh gia lai bénh mach vanh va sy
thich tmg véi diéu tri dugc can nhic (diéu tri bang thudc va c6 thé tai thong mach mau)
Trimetazidin c6 thé gdy ra hodc 1am ning thém triéu ching Parkinson (run, van dong cham va
khé khan, ting truong lyc co), do d6 bénh nhan, nhét 1a cac bénh nhan cao tu01 can duge kiém
tra va theo doi thuong xuyén. Trong céc truong hop nghi ngo, bénh nhan can dugc dua t6i cac
bac sy chuyén khoa than kinh dé duoc kiém tra thich hop.
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Khi gdp phai céc roi loan van dong nhu céc tri€u ching Parkinson, hoi chung chan but rut, run,
déang di khong Vlrng can ngay lap tac ngimg su dyng trimetazidin.

Céc truong hop nay it xay ra va thuong hoi phuc sau khi ngung thudc. Phan 16n bénh nhan hoi
phuc sau khi ngimg thudc khoang 4 thang. Néu cac tridu chimg Parkinson tiép tuc xay ra qué 4
thang sau khi ngung thudc, can tham vén cac bac sy chuyén khoa than kinh.

C6 thé gap biéu hién nga, dang di khong virng hodc tut huyét ap, dic biét & cac bénh nhan dang
dung céac thubc diéu tri ting huyét ap.

Can than trong khi ké don trimetazidin cho ddi tuong bénh nhan ¢6 muc do nhay cam cao nhu:
—  Bénh nhéan suy than muc do trung binh.

—  Bénh nhan trén 75 tudi.

Canh bio lién quan dén ta dwgc

METAZREL c6 chtra cellactose 80 (c6 chua lactose). Bénh nhan bi bénh di truyén hiém gap
kém dung nap galactose, thiéu hut Lapp lactase hoic rdi loan hap thu glucose-galactose khong
nén st dung.

METAZREL c6 chira mau allura red, mau carmoisin red, mau black PN c6 thé gay di ung.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Sir dung thuéc cho phu nir c6 thai

Chua c6 dir liéu vé viéc dung thube cho phu nir mang thai. Nghién ctru trén dong vat khong thiy
¢6 tac hai truc tiép hodc gian tiép lién quan doc tinh sinh san.

Dé phong ngira cac nguy co c6 thé xay ra, tot nhat khéng dung trimetazidin trong khi mang thai.
Sir dung thuéc cho phu nir cho con bu

Chua rd trimetazidin/ chat chuyén hoa c6 bai tiét vao sira hay khong. Nguy co ddi véi tré so
sinh/ tré nho khdng thé loai trir. Khong nén cho con bu khi dang diéu tri vai trimetazidin.

Kha nang sinh san

Céc nghién ciru doc tinh sinh san cho thay khdng c6 anh hudéng dén kha ning sinh san cia chudt
cai hoac chuot duc.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Trimetazidin c6 thé gay cac triéu ching nhu chong mat va lo mo, do vay c6 thé anh huong den
kha nang lai xe va van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Hién nay chua thiy co twong tac véi thudc nao. Trimetazidin khong phai 1a 1 thudc gdy cam ng
cling nhu khong phai 12 mot thube gay trc ché enzym chuyen hoa thudc & gan va nhu vy c6
nhiéu kha ning trimetazidin khong tuong tac véi nhiéu thue chuyén hoa ¢ gan.

DU sao van can than trong theo ddi khi phdi hop vai mét thude khéc.

Twong ky: Khong ap dung.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Phén mg c6 hai xay ra chi yéu trén da, dudng tiéu hoa va thudng gip khi dung liéu cao, kéo dai.
Thuong gap, 1/100 < ADR < 1/10

Than kinh: Chéng mit, dau dau.

Ti€u hoa: Dau bung, ti€u chay, kho tiéu, budn nén va ndn.

Da va mé dudi da: Man, ngira, may day.

Toan than va tinh trang st dung thubc: Suy nhuge.

Hiém gdp, 1/10.000 < ADR < 1/1.000

Tim: Danh trong nguc, ho6i hop, ngoai tim thu, tim dap nhanh.

Mach: Ha huyét 4 ap dong mach, ha huyet ap thé du’ng, ¢6 thé dan dén kho chiu, chong mit hodc
nga, dic biét 1a & cac bénh nhan dang diéu tri bang céc thubc chdng ting huyét ap, do bing mat.
Chura ré tan sudt

Than kinh: Triéu chimg Parkinson (run, van dong chdm va kho khan, tang truong luc co), dang
di khong vimg, hoi chimg chan khong nghi, cac roi loan van dong co lién quan khac, thuong c6
thé hoi phuc sau khi ngimng thudc; Rbi loan gidc ngi (mét ngi, 1o mo).

Tiéu hoa: Tao bon.

Da va m6 dudi da: Ngoai ban mun mu toan thén cap tinh (AGEP), phu mach.

Mau va hé bach huyét: Mat bach cau hat, giam tiéu cau, ban xut huyét giam tiéu cau.

Gan - mat: Viém gan.
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Thudc c6 thé gay ra cac tac dung khong mong mudn khac, khuyén bénh nhan thng bao cac tac
dung khdng mong muaon gap phai khi dung thuoc.

11. QUALIEUVACACHXUTRI ‘
Thong tin quéa liéu trimetazidin con han ché. Biéu tri triéu ching khi xay ra qua lieu.

12. PAC TINH DUQC LUC HQC

Nhém duwoe Iy: CAc thude tim mach khéc.

Ma ATC: CO1EB15.

Co ché tac dung: Trimetazidin ¢ ché qua trinh beta oxy hoa cac acid béo bang cach e ché cac
enzym long-chain 3-ketoacyl-CoA thiolase & té bao thiéu mau cuc bd, ning luong thu duoc
trong qua trinh oxy hoa glucose can tiéu thy oxy it hon so voi qua trinh beta oxy hoa. Vi€e thic
day oxy héa glucose s& gitip t6i wu cac qué trinh ning luong té bao, do d6 duy tri duoc chuyén
hoa niang lugng thich hop trong thoi gian thiéu mau.

Téc dung duroc luc hoc: O nhiing bénh nhan thiéu mau tim cuc b, trimetazidin hoat dong nhu
mot chat chuyén hoa, giup bao ton mic nang luwgng phosphat cao ndi bao trong té bao co tim.
Trimetazidin c6 tc dung chng thiéu méu cuc bo nhung khéng 1am anh hudng dén huyét dong.

13. PAC TINH DUQC PONG HQC

Hdp thu

Sau khi uéng, trimetazidin duoc hép thu nhanh va hoan toan, dat néng d6 dinh trong huyét
tuong trudc 2 gio ké tir khi udng. Nong do t6i da ciia thude trong huyét twong, sau khi ding mot
lieu duy nhét trimetazidin 20 mg, dat khoang 55 ng/ ml. Trang thai can bang cua thudc trong
mau dat duoc vao khoang tir 24 dén 36 gio sau khi nhic lai mot liéu va rat 6n dinh trong thoi
gian diéu tri.

Phan bé

Véi thé tich phan bd 4,8 lit/ kg cho thay mic do khuyéch tan tét cua thude dén cac mé. Ti 18 gan
protein thap, gia tri do duogc in vitro 1a 16%.

Chuyén hoa va thdi trir q q

Thuoc dugc thai trir chi yéu qua nudc tiéu dudi dang chua chuyén hoa. Thoi gian ban thai cua
trimetazidin la 6 gio.

Tuyén tinh

Duoc dong hoc cua trimetazidin tuyén tinh sau khi ung liéu duy nhat 100 mg. Liéu lap lai cho
thay dap ung duge dong hoc tuyén tinh theo thoi gian.

Duge dong hgc trén ddi twong dic biét

Nguwoi cao tuai:

Nong d trimetazidin & ngudi cao tudi cé thé ting 1én do sy suy giém chtrc nang than theo tubi.

Mot nghién ctru duoc dong hoc dugce thyc hign voi trimetazidin vién bao phim giai phong kéo
dai 35 mg & nguoi cao tudi (75 - 84 tudi) hodc ngu:(n rat cao tudi (> 85 tu01) bi suy giam chuc
nang than trung binh (Clcr 30 - 60 mL/ phut) ndng do trimetazidin ting lan luot gap 1,0 va 1,3
1an so v&i nguoi tré tudi (30 - 65 tudi) suy giam chirc ning thén trung binh.

Mot nghién ciru 1dm sang dugc thuc hién trén ngudi cao tudi (> 75 tu01) dung trimetazidin vién
nén bao phim giai phong kéo dai lidu 35 mg x 2 1an/ ngay, cho thiy nong do trimetazidin huyet
tuong & bénh nhan suy than nang (Cler < 30 mL/ phit) ting trung binh gap 2 lan so véi nguoi co
Cler> 60 mL/ phat.

Chua c6 béo cao lién quan an toan & ngudi cao tudi so véi dan sé chung.

Suy than

Nong do trimetazidin ting gap trung binh khoang 1,7 1an & bénh nhan suy than trung binh (Cler
30 - 60 mL/ phit), va khoang 3,1 1an ¢ bénh nhéan suy than niang (Clcr < 30 mL/ phut) so véi
nguoi tinh nguyén khde manh c6 chirc nang than binh thuong.

Chua c6 béo cao lién quan an toan & bénh nhan suy than so véi dan sé chung.

Tré em

Chua c6 nghién ctru duge dong hoc dugc thyuc hién & tré em dudi 18 tudi.

14. QUY CACH PONG GOI
Ho6p 10 vi x 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC
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biéu kién bdo quan:

Gitr thudc trong bao bi goc ciia nha san xuat, day kin.

Dé thudc noi kho réo, tranh anh sang, nhi¢t do khong qua 30°C va ngoai tam vai cua tré em.
Han dung: 36 thang ké tir ngay san xuat.

Tiéu chuan chét lwong: TCCS.

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xudt tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi x4 Bén Cat, Tinh
Binh Duong, Vi¢t Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

17. NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUGONG DAN SU DUNG
THUOC
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