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NHAN HOP ZETAMED

Kich thudc: (HOP 1Vix 10 VIEN)
Dai:  95mm
Rong: 17 mm
(ao: 48 mm
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NHAN HOP ZETAMED

Kich thudc: (HOP 3Vix 10 VIEN)

Dai:  95mm
Rong: 22 mm
Cao: 48 mm
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NHAN HOP LETAMED (op 1ovix1ovien

Kich thudc:

Dai:  95mm
Rong: 48 mm -

Cao:  55mm -
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|
THANH PHAN: Z e'tdmed |
Mai vién nén chua Ezetimibe 10 e (D | s
CHI BINH, LIEU LUONG, CACH DUNG, [
CHONG CHI DINH VA CAC THONG TIN KHAC VE SAN PHAM: Xin do 5

BAO QUAN: £ o, tranh

DE XA TAM TAY CUA TRE EM.

DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
TIEU CHUAN: TCC SPK

3N kUt bdi: CONGTY CO PHAN DUCQC PHAM GLOMED
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HUONG DAN SU DUNG THUOC
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Ezetimibe
Vién nén

1- Tén thube va thanh phén
M3i vién nén chira:
Hoat chdt: Ezetimibe 10 mg.
Té duwpe: Lactose monohydrat, cellulose vi tinh thé, croscarmellose natri, natri lauryl sulfat, povidon K30, magnesi stearat
| 2- Duge lwe hoc va duge djng hoc

Co ché tic djng
Ezetimibe lam giam cholesterol trong méau bang céch (re ché sy hdp thu cholesterol & rudt non. Ezetimibe khong trc ché téng hop
cholesterol & gan, hodc lam tang bai tiét acid mat. Thay vao do, ezetimibe dinh vi tai bor ban chai cla té bao rudt non va trc ché sy hip
thu cholesterol, din dén lam giam lugng cholesterol tir rudt t6i gan. Diéu ndy 1am giam dy trir cholesterol ¢ gan va ting d0 thanh thai |
cholesterol trong mau; co ché khac biét nay bd sung cho co ché ciia céc statin va fenofibrat. '
Dugce djng hoc
Ezetimibe dugc hép thu nhanh chéng sau khi uéng va phén 16n dugc lién hop thanh chét chuyén héa glucuronide c6 hoat tinh. Hon o154
90% ezetimibe va glucuronide gén véi protein huyét tuong. Ezetimibe duge bai tiét chu yéu trong phan qua mat va chu trinh gan-rudt; 749
sau liéu ung, khodng 78% thudc duge dao thai qua phin, chi yéu & dang ezetimibe, va khoang 11% duge bai tiét trong nu6e tidu, chy
yéu ¢ dang glucuronide. Nira dvi thai trir cia ca ezetimibe va glucuronide la khoadng 22 gid.

3- Chi dinh

Ezetimibe dugc chi dinh trong diéu trj tang cholesterol mau nguyén phat va rdi loan lipid mau hén hep.
Ezetimibe dung hd trg trong diéu trj tang cholesterol mau gia dinh kiéu dbng hop tir.

Ezetimibe ding hd trg trong didu trj ting Sitosterol (phytosterol) méau gia dinh kiéu dong hop tir.

4- Liu ding va cich ding | XY AN
Li¢u dung

Nguoi Iom va ré em > 10 tudi: Lidu khuyén cdo 12 10 mg, ubng ngdy 1 ldn, dung mdt minh hay két hop véi statin hodc véi fenofibrat.

Tré em < 10 tudi: Ezetimibe khéng duge khuyén cdo.
Nguwvi gia (= 65 tuéi): Khong cin didu chinh lidu, /@’/
Bénh nkdn suy than tie nhe dén vira: Khong cén diéu chinh lidu. -

Bénh nhdn suy gan nhe: Khong cin diéu chinh liéu,

Cich dung

Nén udng thube khong cing véi bira an.

5- Chdng chi djnh

Bénh nhan qua mn véi bét ky thanh phin nao cua thuée.

Suy gan vira dén niing.

Két hop ezetimibe véi statin & bénh nhan b bénh gan hoat dong hoic némg d{ transaminase cao lién tuc khong giai thich dugce, phu nir
¢0 thai, cho con ba.

6- Lwru ¥ va thin trong

Phan tmg qud mdn: Sc phan vé, phit mach, phét ban, ndi mé day da dugc béo cdo.

Men gan: !35: thudng men gan ¢6 thé xay ra khi ding ezetimibe véi statin. Theo ddi men gan trude va trong sudt qué trinh diéu trj nhu
theo khuyén cdo khi ding statin riéng 1&.

Co xuong khop: Céc bénh vé& co va globin co nigu kich phat da dugc bio céo ¢ bénh nhan ding ezetimibe don 1€ hay dung phédi hop )
Vi statin. Nguy co doc tinh trén co ting ddi voi statin lidu cao, ngudi 16m tudi (> 65 tudi), giam chirc nang tuyén gidp, suy thén.

Phy nir ¢6 thai: Chua c6 nghién ctru diy di vé sir dung ezetimibe cho phy nir mang thai. Chi nén ding ezetimibe trong thai ky khi lgi g
ich mang lai l6n hon nguy co cho bao thai. ’

Phu nir cho con bii: Khéng biét ezetimibe c6 bai tiét vao sira me hay khdng. Chi nén ding ezetimibe cho phu nit cho con bui khi loi ich
mang lai 16n hon nguy co cho tré b me. 1

Anh huéng 1én khd niing ldi xe va viin hinh mdy: Ding phéi hop ezetimibe va statin c6 thé gdy chong mat. Khong 14i xe, sir dung
mdy moc hay lam bét ky cong viéc ndo doi héi sy tinh to trude khi ban chéic chiin ring ban c6 thé thyc hién nhimg cong viéc d6 mét
cdch an toan. |

| 7- Twong téc ciia thude véi cde thube khic va cic dang twong tic khic

Cyclosporin: Nén thn trong khi bit du ding ezetimibe cho bénh nhin dang dung cyclosporine. Nén theo ddi ndng do cyclosporine &
nhimg bénh nhin ding ezetimibe cling cyclosporine.

Cholestyramin: Ding phéi hop ezetimibe vai cholestyramin lam giam néng d§ trung binh dui dudng cong cta ezetimibe tong khoang
55%.

T?mffg khdng acid: Lam giam ndng do ezetimibe huyét twong nhung khéng énh huong dén dién tich dudi dudng cong.
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Thuéc chong déng mdu nhdm coumarin: Ding phdi hop ezetimibe voi warfarin, th‘uéc chdng déng mau nhém coumarin lam tang chi
| s6 binh thudmg héa qudc té (INR). Nén theo ddi chi sé INR trong sudt qua trinh diéu trj.
8- T#c dung khong mong mudn

Ezetimibe don tri ligu: Pau lung, dau khdp, tiéu chdy, viém xoang, dau bung, ho, viém hong, nhiém virus, mét moi, phit mach, ban da,

héng ban da dang.

| Ezetimibe phéi hgp véi statin: Nhigm khuin dudng hé hép trén, nhirc diu, dau lung, ctim, dau co, dau byng, viém xoang, dau khop,
tiéu chay, viém hong, dau tr chi, dau nguc, chéng mat.

| Thong béo cho béc si nhirng tic dung khdng mong mubn giip phii khi sir dyng thubc. ﬁ —
9- Qua lidu va xir tri .

Triéu chimg: Thong tin v& qué liéu ezetimibe con han ché,
Xt tri: Trong truomg hop qud liu, chi yéu diéu trj triu chimg va hd trg.
10- Dang bao ché va dong goi
Hop 1 vi x 10 vién nén.
Hop 3 vi x 10 vién nén.
Hop 10 vi x 10 vién nén.
11- Béo quan
Dé noi khd rdo, trdnh 4nh sang, nhiét 49 khong qué 30°C.
12- Tiéu chudin chit lugng: TCCS.
13- Han ding: 36 thang ké tir ngdy san xudt.
THUOC BAN THEO PON
PE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI

' San xuit bsi: CONG TY CO PHAN DUQC PHAM GLOMED ;
Dia chi: $6 35 Pai L Ty Do, KCN Viét Nam — Singapore, thj xa Thuin An, tinh Binh Duong. |

DT: 0650.3768823 Fax: 0650.3769095 |
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