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THANH PHAN: M3i vin nén bao phim chia:

Hoat chat Clopidopral.......oooovoeeiers 75 mg

T4 duge Lactose, tinh bOt lifn h8 hda, cellilose wi tinh IhE,
croscarmellose nald, magnesi stearat, oxyd s4t db, opadry Il white.
pugc LYC HOC:

Clopidogre! 13 thulic Oc ch# kEt t4p tifu cdu manh va dic higu. Vai
trty ¢lia tifu cdu 03 dupe xac Ajnh trong sinh Iy bénh cla bénh xg
vila dng mach v cdc trung hop huygt khdi. Clopidogrel ¢ ché
chon lgc vite pn adenosine diphosphate (ADP) vio thy thé & tidy
cdu, v he qud clia vite gdn ndy 14 s hoat hda trung gian ADP clia
phic hgp GPIb/ANE, & 85 dc chE sy ket tip tifu clu.

pugc NG HOC:

- Sau khi ding dubng wing KAp I3i lify 75 mgngdy, clopidogrel
nhanh chbng duyc hip thy, Tey nhign, nfng df trong huyEl tuong
ciia phén tif me i3 rdt thip vi dudi gifi han xdc dinh (0.00025
mg/L) sau 2 gity tit khi ding thubic, Hp thu t8i thiflu 13 50%, dya
trén sy thai triy qua nufic tifu cha chdl chuyén hoa clopidogrel.

- Clopidogre! duyc chuyén héa chil y8u & gan va chat chuyén hoba
khtng hoat tinh 1a din xuflt acid carboxylic chifm khodng 85%
thinh phén thudc v hanh trong huyét tiwsng, Chat chuyén héa nay
dat nling 49 dinh trong huySt tuang (xfp xi 3 mofl sau khi ding
|ifu 13p lai 75 mg biing dising ulng) khodng 1 gitt sau khi wing.

- Khl 50 s4nh vbi ngudi finh nguyin khde manh tré wéi, néng db
trong huyt luong clia chat chuyn hiia chinh dang luu hanh cao hon
déng k& & ngudl cao tdi (= 75 i), Tuy nhign, ndng 69 cao hon
trong huy&1 tudng ndy khdng gdn wii sy khdc nhau vE sur kEt @p
i cdu v& thdl gian chdy mau. Khding cAn difu chinh lifu cho nguii
140 tudi.

CHI BINH:

Clopidogrel dupc chi dinh a€ m gidm cic bifn of do xa vila ddng
mach nhu nh8i mdu co tim, 60t quy vA t vong do mach méu &
bénh nhin vig méi bj ddt quy, vira méi b nhdi méu co tim, hodc
bgnh ding mach ngogi vi vira dugc xdc dinh.

CACH DUNG - LIEU DONG:

Nhdi médu cd tim gdn 0dy, 861 quy gdn d8y, hodc bénh ddng mach
ngoai vi via dugc xéc dinh:

Lifu khuyfn cdo 13 75 mg. vling ngdy 1 14n trong hodc ngodi bda
an.

HGi ehumg mach vanl cfp:

- B&nh nhan hgl chimg mach vanh cdp kndnp cd séng ST chénh
18n (dau th&l nguc khdng Bn dinh/nhdi mau e lim khing cb séng
), clopldogre! n&n duye khEl ddu vai fidu tA1 don 300 mg va rfl 1IEp
tuc val 1ifu 75 mg ngdy 1 Mn. Aspirin (75 mg-325 mg npay 1 1dn)
nén duglc khdi d4u va tifp tuc trong sy k€t hop vii clopidogrel.

- Bénh nhin nhdi mau oo tim cdp b sdng ST chénh én, lidu
khuyén cdo clopidogrel 1& 75 mg ngdy 1 1n, ding k&t hgp vii
aspirin, kém hodc khdng kim thefic tan huy8t khi. C6 the khdi ddu
clopidogrel vdi (i8u tai hodc khong.

CHONG CHI BINH: :

- M3n cim woi bat ky thinh phdn ndo cla thulc.

- Chiy mau do blnh Iy dang hoat déng nhu chily mdu da day-rut,
udt huyft vEng mac hodc ndl 50.

LUU Y VA THAN TRONG:

- Ding thin trgng cho banh nhin b nguy co bj chiy mdu do chén
thuang, phiu thudt hodc 14 nhing bdnh Iy chdy mau khic (nhy
hod 1}

- N&n ngung clopidogrel 7 ngky tntic phlu thult.

- Kinh nghi#m difu tr| cho bénh nhin cd bénh pan ning kém theo
cbn han ché, nén thin trong ding clopidogrel cho nhitng bénh

hon binh thuling khi ding clopidogre! (don djc hodc kEL Mhpums o
aspirin), va ngubl binh nén thdng bio cho bac <7 bigt bt cir chomi ..,
chiy mdu bat thudng ndo (v] tri hodc thdi gian). .
- Phy 2 cd thai: KhBng cb cdc nghién edu ddy ad v cb dbi ching

16t trén phy nQ cd thai. Buve bigt clopidogrel vaModc cac chdl
chuygn hta cla nd di qua nhau thai & chudt v thd cb mang thai,
mac di trong cAc nghien clu khiing cb bing ching nio duge phét
hi#én vé ngf d6¢ phdi thai hodc sinh qudi thal trén chuft va thd d
cic lifu ulng 18n 0€n 500 mg vA 300 mo/kg/npdy. Vi cdc nghién
(% rn khd nng sinh s3n & dhng vat khong phii ludn 14 oo sd a8
1ién dodn dnh huling trén ngubi, nén clopidogrel khbng duyc khuyln
dizng trong thiri gian mang thai.

- Phy ni? dang nudl con bing sBa me: Nghign ciu rén chudl cho
thiy clopidogrel vi/hodc chdt chuy8n hda dugc bai 1t trong sila.

Vi vay. khiing nén diing clopidegrel cho phy nll dang nwdi con bing
sila me.

- C4n than khi dang 14i xe hodc vin hinh may méc cho dén khi
ban biét clopidogrel 4nh hudng 1&n ban nhy thé nao,

- Tinh an t0an vA higu qua cia clopidogrel  iré em chua duge thigt

l8p.

Tfr: DUNG KHONG MONG MUON:

Chiy miu da diy-rudt, dau byng. tidu chly, tio bin, nbn &I, ting
men gan, rdi loan dong miu-chly miu, ban da, npifa.

Thong bio cho bac si ahing téc dyng khOng mong mudn gdp
ph&l kbl sif dynp Ihufic.

TUONG TAC THUOC:

- Clopidogrel tAng hidu qud t4c dung cla aspirin afi vii ¢ ngung
t4p 116u cdu trén coliagen. Tinh an todn khi diing dfng 1hdi 1au dai
asplrin v clopidogrel chua dugc thi€t 13p.

- Thin trong ding thubc khang viém khong stercid cho bénh nhdn
dang ding clopidogrel do ¢b nguy co tim n3ng chdy méu da
day-rufl

- Nguy co chdy méu tang néu ding dfing thdi clopidogrel vii cac
thulic co tac dong Iren sy cm mau nhy thulc e ché tifu cdu,
thudc tan huy&t khol, thudic chiing ddng miu va cdc thulc ply gidm
tifu cdu cb ¥ nghifa trén 13m sdng.

- Digoxin, theophylline, thuSc trung hba acid: Khdng cd sy thay dfi
dugc ddng hoc clia digoxin hodc theophylline khi ding déng thi vii
clopidogrel. Thudc trung hba acid khdng 1m thay adi sy hdp thu
cla clopldogrel.

auA LIEw:

Qu lifu clopidogrel cb thé din @&n kéo dii thisl gian chiy méu vi
philng bifn ching chay méu t8p theo. Nén xem xét diéu trj thich
hgp nu cb chiy méw Chia of thuc gii ddc hoat tinh dugc Iy cla
clopidogrel. NEu cin hifu chinh ngay thai gian chdy méu cla
clopidogrel, truyén tifu cdu co thé€ gidi han dupc tdc dyng cla
clnridugrei,

TRINH BAY:

- Hip 3 vi x 10 vitn nén bao phim,

< Hip 4 vi x 7 vien nén bao phim

BAO QUAN: Bdo quin & nhigt db tir 15°C a8n 30°C, nal kb réo.
HAN DUMNG: 36 thing ke 1l npdy sdn xudl Khing ding thulc khi
qud han sl dung.

THUGC BAN THED BON

DE XA TAM TAY TRE EM. ‘

DOC KY HUGNG DAN SU DUNG TRULIC KHI DUNG.
NEL CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC ST

ANAN ndy, o n

- Chimg ban xuft huy8t gidm tidu cdu huy8t kbl (TTP) dupc bdo :f m %

céo 4t hifm khi ding clopidogrel, 081 khi xdy ra sau thdi gian | "%ﬂ“

ngén, dugc biEu hin bAl ching gidm tiéu cdu vi thisu mau tan % i

huyEl mao mach kém theo nhing dfu hifu vE thén kinh, suy gidm Mo

chiic nang than hojc s&t. Chiing ban xudt huyt gidm tiu cu huyét cONG Tv off PHAN DUTC PHAM 0PV
khdi c6 khd ndng gdy bif vong cdn phdl difu tr ngay, bao gbm WHO-GMP

phugng phédp difu trj blng loc huy8l tudng.

- Kinh nghi#ém ding cho bénh nhan suy thin nang cdn gidi han. VI
thE, nén than trong khi ding clopidogrel cho nhilng benh nhén nay.
- Bnh nhan c6 the df bj bdm tim v thdi gian chdy méu kéo dii
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