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| Marksted & distibuted by Read the package insert carefully before use. l I .P
: MINH VIET PHARMA INTERNATIONAL CO.. LTD 3 blisters x 10 film coated tablets US PHARMA USA
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Storage:
In a cool and dry place, below 30°C, protect from direct sunhight.
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Vién nén bao phim Clopidogrel 75mg
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h‘dtﬁ%ﬁ%’#‘h i chifa: P
] ﬁﬁf‘m\du )ﬁ g Clopidogrel bisulfat) 75 mg
actos%: sPolyvinyl pyrrolidon K30 , Avicel pH 101, Natri starch glycolat, Magnesi stearat,
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ypropylmethyl cellulose 606, Hydroxypropylmethyl cellulose 615, Titan dioxyd, Talc,
ed, P6 oxyd sit, Polyethylen glycol 6000.

Phén log
Clopidogrel thugc nhém thudc tim mach.

Dugc lu'e

Clopidogrel 1a thuGc chdng k&t tip tiéu cdu, tic dong biing cdch e ché chon loc qud trinh gin ADP
(Adenosine diphosphate) 1én thu thé & ti€u cdu va din dén sy hoat héa trung gian ciia phic hgp
glycoprotein GPIIb/ Illa, vi vdy tic ch€ qué trinh ngung tdp ti€u cdu. Nhd vao tdc dung ngin ngiXa sy
két dinh tiéu cdu, Clopidogrel 1am gidm nguy cd thanh 1dp cuc mdu déng trong 10ng mach mdu bi xd
ciing, tit d6 1am gidm cdc bi€n ¢ do huy€t khdi nhu: nhdi mdu co tim, tai bi€n mach mdu nio, ti

0 vong,
; Du¢c dong hoc
Clopidogrel 1a dang tién chat, sau khi ding liéu uéng lip lai 75 mg/ngay Clopidogrel nhanh chéng
dugc hdp thu va chuyén héa chii yéu & gan thanh hai dang 1a dang c¢6 hoat tinh (c4c din chat thiol) va
dang khéng c6 hoat tinh (cdc din xudt ciia acid carboxylic). Chdt chuyén héa thiol gdn két nhanh
chéng va khong hdi phuc v6i cdc thy thé ADP ti€u cdu. Cdc din xuit acid carboxylic chi€m khodng
85% thanh phan thuSc chuyén héa lvu hanh trong huyé&t twong. Thdi gian bén thai ciia chit chuyén
héa Iuu hanh chinh la 8 gid sau khi diing liéu duy nhat va liéu lap lai. Clopidogrel va chit chuyén héa
ctia n6 bai ti€t qua phin va dudng ti€u, 50% liéu ding dugc giit lai trong nudc ti€u va 46% dudgc giit
lai trong phén.
Chi dinh
CLOPIDOGREL 75-MV dudc chi dinh trong cdc trudng hgp:

- Lam gidm hay dy phong cdc bi€n cd huyét kh6i do xo vita ddng mach (nhdi mdu cd tim, dt
quy, tai bi€n mach mdu ndo) & bénh nhin c6 tién sit xd vita dong mach biéu hién bdi nhdi
mdu cd tim (trong thdi gian vai ngdy dé€n dudi 35 ngay), dot quy, thi€u mdu cuc bd (tir 7 ngay
dén dudi 6 thing) hay bénh dong mach ngoai bién di dudc x4c dinh.

0 - Dung k&t hgp véi Aspirin & bénh nhan bi hgi chitng dau thit ngyc khong 6n dinh hay nhdi m4u
cd tim khéng c6 s6ng Q.
Doc kj hudng déin sit dyng trudc khi ditng. Néu cén biét them thong tin, xin héi ¥ kién béc si.
Thudc nay chi ditng theo su ké don ciia thdy thuée.
Liéu Iuwgng va dudng diing
Ngudi trudng thanh va ngudi gia : 1 vién (75 mg/lin/ngay).
Bénh nhén dau thdt nguc khong &n dinh hay nhdi méu cd tim khong c6 s6ng Q : khéi ddu 4 vién (300
mg)/ ngdy dau tién, sau d6 ti€p tuc lidu 75 mg/ngay (két hdp v6i Aspirin 75-325mg /ngay) 3 nhitng

ngay ti€p theo.
Chua ¢6 dif liéu vé sy an toan va hiéu qua clia thudc d&i véi bénh nhin dudi 18 tudi.
Céch diing

Dang dudng udng, c6 thé uéng trong hoic ngodi bita in.

Chdong chi dinh

Qud man v4i bat ky thanh phdn nio cla thude.

Chdy mdu do b¢nh 1y dang hoat dong nhv chdy m4u da day t4 trang, xuit huyét vong mac hoic trong
ndi so.




Phu nir dang cho con by.

Bénh nhén suy gan ning.

Thén trong

Bénh nhén ¢6 nguy cd chdy mdu do chan thudng, phdu thuit hoic cdc bénh 1y chdy mdu khdc. Nén

ngung sif dung thudc 7 ngay trwdc khi phiu thuat. k/
Ngudi bénh dang thude dai han hon binh thudng phdi ngung dung thudc khi ¢6 chdy m4u bat thudng

va bdo ngay cho Béc si diéu trj.

Can than trong khi dung cho bénh nhan suy thdn, suy gan va phu nit mang thai.

Ldi xe va vin hanh mdy méc

Clopidogrel khong dnh hudng dén kha ning l4i tau xe hay vin hanh mdy méc.
Tudng tdc thudc

- Cén than trong khi dang Clopidogrel phdi hgp véi Asipirin, thudc khdng viém khong steroid,
heparin, thuc tan huy&t khéi vi c6 khi ning lam ting nguy cd chdy m4u.

- Khéng nén diing két hgp Clopidogrel véi Wafarin vi n6 ¢6 thé 1am ting mitc o chdy m4u.

- Clopidogrel tc ché cytochrom P450 CYP2C19 nén s& 4nh hudng dén nhitng thuSc chuyén héa bdi
enzym nay: Phenylyoin, Corticoid, Propanolol,...

- M6t 56 nghién cifu gdn diy cho thdy cdc thudc e ché bom proton (PPIs) 1am gidm tdc dung ngin
cdn sy két tap ti€u cdu cla Clopidogrel, tuy nhién vin chua cé bing chitng 5 rang vé si twong tdc
nay, do d6 chi nén két hop 2 loai thudc nay khi thit sy cin thiét.

Téc dung phu

Xuat huyét tiéu h6a, tu mdu, chiy mdu cam, xuat huy€t néi s, ti€u ra mdu, chdy mau mit, dau bung,
chdn in, tiéu chdy, budn nén, viém da day, n8i min, ngita.

Thong bdo cho Bdc s§ nhiing tic dung khong mong muén gap phai khi sit dung thuéc..

Qui liéu va cich xif tri 176555, 2

o] ngudi khée manh tinh nguyén, khong thiy c6 tdc dung phu nio dudc bdo cdo klzjtN ,_L\Eluy
nhat 600 mg Clopidogrel (twong dudng vdi 8 vién 75 mg). Thoi gian chdy mdu tang Iq{p”v- ilfi%ﬂ* 0] \ﬁ{di

)

dung liéu 75 mg/ngay. IARHA USA )l
Céc bi€u hién ngd doc cip tinh: Nén mita, kit sic, khé thd va chdy mdu dudng tiéu h(lfl%f ' /555”
Céch xif tri: hién chua c6 thudc gidi doc Clopidogrel, dua trén cd sd sinh hoc ddng tin q@xa—{i;f@_‘j:‘éﬁ/tiéu
cau kip thdsi ¢6 thé 1am ddo ngugc téc dong dudc hoc ciia Clopidogrel. S
Dang trinh bay
Hop 3 vi, vi 10 vién nén bao phim.
Tiéu chuéin
Nha sdn xuit.
Han ding
36 thang ké tiY ngay sin xuat
Béo quin
Bdo quédn thudc & noi khé thodng, nhiét do dudi 30°C, trénh 4nh sdng. 2
Dé thuéc xa tdm tay tré em. JVPHO CUC TRUGNG
Nha san xuét wyon 15

CONG TY TNHH US PHARMA USA F4yon Vin Ghon
Dia chi: L6 B1- 10, Pudng D2, KCN Tay Bdc Cii Chi, TP.HS Chi Minh
Moi thdc mdc va thong tin chi tiét, xin lién hé vé s& dign thoai 08 37908860 — 08 37908861, Fax: 08
37908856




