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Vién nén bzo ph
KNG TiEu chu .

THANH PHEAN: MBI vitn nén bao phim chia:

Hoat chit: Clopidopral. .....ooveveeneriomimmn: 75 mg

T4 duge: Laciose, tinh b0 tién h8 hda, celiulose vi tinh thé,
croscarmellose natri, magnesi stearat, oxyd st dd, opadry Il white.
OUgc LYC HoC:

Clopidopre! 12 thuSic (c chE ket t3p tifu cfu manh v d3c higw. Vai
irdy clia tifu cdu 03 dupe x4c djnah trong sinh Iy bénh cla bénh xg
via dfng mach vi cic trudng hop huyBL khdi. Clopidogrel Jc ché
chon lgc vibe p&n adenosine diphosphate (ADP) vao thy thé B tidu
cdu, v he qud clia vigc gan ndy 13 sy hoat hda trung gian ADP clia
phic hop GPIIb/NIA, tr 66 e chE sy k&t tp tifu cu.

pUgC QNG HQC:

- Sau khi diing dudng uling 13p I3i lidu 75 mp/ngdy, clopidogrel
nhanh chdng duge hip thu. Tuy nhign, nbng 80 trong huygl tuong
ciia phén ti me 13 rdt hdp v dubi gidi han xdc dinh (0,00025
mg/L) sau 2 gid 1 khi ding thuBc. HEp thu 18 thifu | 50%, dya
trén sy thil trlf qua nufic tiEu cfia chat chuyén héa clopidogrel.

- Clopidogre! dupe chuyén hda chil yiiu & gan v& chit chuydn hoa
knéing hogt tinh 12 din xSt acid carboxylic chifm khodng 85%
thanh ph&n thudc lu hanh trong huyEt tng. Chat chuyn hba ndy
dat nbng €9 dinh trong huyst tiong (xfp xi 3 ma/l sau khi ding
i€ 13p lai 75 mg bing duling ulng) khodng 1 gidl sau khi ving.

- Khi 5o sénh voi ngubl finh nguyBn khde manh tré wéi, néng 60
trong huyEt uong clia chét chuyBn hoa chinh dang huu hanh cao han
dang kE & ngutll cao tudi (= 75 Wwdi). Ty nhign, nfng d9 cao hon
trong huy&1 tuong ndy khiing gdn wii sy khdc nhau vE sy kEt @p
{iu c4u va thill gian chiy mau. Khong cn difu chinh lifu cho nguti
14n tudi.

CHI BINH:

Clopidogrel duge chi dinh d& Am gidm cAc bifn of do xa vila ddng
mach nhy nh8i miu ¢g tim, 40t quy vA tif vong do mach méu &
b&nh nhan via méi bj Adt quy, vira méi bj nh8i mau co tim, hojc
bgnh ddng mach ngoqi vi vina dupc xéc dinh.

CACH DUNG - LIEU DONG:

Nhgi mdu ed lim gdn diy, 861 quy gin ddy, hodc bdnh ding mach
ngoal vi vida duge xde dinh:

Lifu khuyEn co 14 75 mg. Wing ngdy 1 1én trong hodc npoal bla
an.

Héi ehing mach vanh c8p:

- Binh nhan hYl ching mach vanh clp khong cb s6ng ST chénh
18n {dau th&l nguc khong Gn dinh/nhdi méu co tim khdng cb séng
Q), clopldogre! nEn duye khil ddu vii 1i6u 141 don 300 my v rbi tiEp
tuc vl lifu 75 mg ngdy 1 n. Aspirin (75 mg-325 mg ngay 1 14n)
nén dugc khil 0du v L8p tue trong sul kEt hop vii clopidogrel.

- Bénh nhin nhfi mau cd tim cdp cb sdng ST chénh 18n, iy
khuyén cdo clopidogre! 18 75 ma ngdy 1 Wn, ding %8t hgp vdi
aspirin, kém hodc khing kdm thulc tan huyEt kh6i. C4 thé khdi ddu
clopidogrel wii 1%y tai hod¢ khdng.

CHONG CHI BINH: :

- Min cim vOi bt ki thanh phén ndo clia thulc.

- Chdy méu do blnh Iy dang hoat ddng nhu chily miu dg day-rudt,
xuft huy€t ving mac hodc ndl 5.

LUU ¥ VA THAN TRONG:

- Ding than trong cho bénh nhin of nguy cd bj chdly méu do chin
thugng, phiu thudt hodc 13 nhilng bdah Iy chdy miu khic (nhy
ot}

- N&n ngung clopidogrel 7 ngdy tntic phiu thujt

- Kinh nghi#m difu trj cho bEnh nhén cd bénh gan ndng kém theo
obn han ché, nén thin trong ding clopidogre! cho nhing bénh
nhan nay,

- Ching ban xuft huy8t gidm tidu cu huy8l khdi (TTP) dupc bio
cdo L hifm khi ding clopidogrel, 081 khi xdy ra sau thdi gian
ngdn, duge biBu hikn bl ching gidm tiBu cdu vd thify mau tan
huyEl mao mach kém Iheo nhing ddu higu v& thin kinh, suy gidm
chilc niing thin holic sit, Ching ban xut huy8t gidm tifu cdu huyét
Khgi co khd ndng gdy n¥ vong cdn phdl difu tr ngay, bao gbm
phugng ohdp difo tr bing loc huy8l tudng.

- Kinh nghiém diing cho bénh nhan suy th3n njng cdn gidi hgn. Vi
the, nén than trong khi ding clopidogrel cho nhiing bénh ahin nay.
- BBnh nhan e the df bj bdm tim v thai gian chiy mAu kép dii

Ty

hon binh thuling khi ding clopidogre! (don ddc hodc kEl hy, =
aspirin}, va ngudl benh nén thdng bao cho béc &7 bist bt cif chu.
chdy mdu bal thuding ndo (v] tri hodic thdi gian).

- Phy ni od thai: KhBng cb cdc nghign clu ody all vé cb a6l ching
tt 1r8n phy nd co thai. Buvc bigt clopidogrel viModc cac chidl
chuygn hta cla nb di qua nhau thai & chudt va thd cb mang thai,
mic di trong cAc nghitn cins khiing c6 bing chiing ndo dugc phit
hién vé ngd d6c phdi thai hodc sinh qudi thal trén chuft va thd @
cdc lifu ving 1&n dén 500 mg va 300 mo/kg/ngdy. Vi cdc nghign
¢l trén khi ndng sinh sin & ddng vat khong phii 1w 14 oo sb 08
tién dodn dnh hufing trén ngudi, nén clopidogrel khiing duyc khuydn
ding trong thii gian mang thai.

- Phy ni dang nudl con bing s0a me: Nghidn ciu rén chudl cho
thiy clopidogre! vi/hode chdt chuyBn hda dupc bal 1ift trong sla.
V1 vay. khdng nén ding clopidogrel cho phy nil dang nudi con bing
sia me.

- €40 thin khi dang |4i xe hodc vin hinh mdy méc cho dén khi
ban bigt clapidogre! Anh hubng 180 ban nhu thé nio,

- Tinh an to3n va hifu qud cia clopidogrel & fré em chua duge thigt

Iap.

'r}:e DYNG KHONG MONG MUGN:

Chiy miu da diy-rudl, dau byng, tidu chdy, tdo bin, nbn &i, ting
men gan, rdi loan dang méu-chdy méu, ban da, ngifa,

Thong bao cho bac 57 nhilng téc dyng khdng mong mubn gip
phil khi sif dynp Ihufc.

TUONG TAC THUOC:

- Clopidogrel tAng higu qud tc dyng cla aspirin ¢8i vai sy ngung
t4p 1fu cfu trén collagen. Tinh an todn khi ding dfng thoi 4u dai
asplrin vi clopidogrel chia dugc thift 13p.

- Than trong ding thulc khing viém khong steroid cho biah nhan
dang ding clopidegrel do cd nguy co tifm ndng chdy méu da
day-nL

- Nguy o chdy mau tang néu dimg dfng Whdi clopidogrel vol cic
thulic ¢ tac d0ng Irén sy cim mau nhy thufc Gc ché tifu clu,
thudc tan huy8t khdi, thudc chiing ddng mau va cdc thulc gy gidm
tifu cdu cb ¥ nghia trén 13m sing.

- Digaxin, theophyliine, thulic trung hba acid: Khang b sy thay ddi
dugc dding hoc ciia digoxin hodc Iheophylling khi ding déng thii vai
clopidogrel, Thudc trung hba acid khong Bm thay adi sy hip thy
cia clopidogrel.

QuA LIEL:

0ul Kéu clopidogrel cb thé din ¢n kéo dai thii gian chdy miu va
nhilng bifn chitng chay méu 11€p theo. Nin xem xét diéu trj thich
hgp nbu c6 chly méw Chua cd thulc gidi doc hoat tinh duge Iy cha
clopidoorel. NEu cn hifu chinh ngay thai glan chdy mdu cla
clopidogrel, truyén tifu cdu oo thé gidi han duge tdc dyng clia
clopidogrel.

TRINH BAY:

- Hip 3 vi x 10 vikn nén bao phim,

- HOp 4 vi x 7 vién nén bao phim

BAQ QUAN: Blo quin & nhigt 60 tir 15°C a8n 30°C, nal khd rio.
HAN DUNG: 36 théng k& tif npdy s3n xufl Khing ding thulc khi
qud han sir dung.

THUGC BAN THEQ DON

0E XA TAM TAY TRE EM. i

DOC KV HUONG DAN SU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAG ST,
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CONG TY cff PHAN DUTC PHAM OPY
WHO-GMP

Lo 27, 3A, KCN Bifn Hba 11, Dbng Nai, Vigt Nam
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