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Dé xa tim tay tré em
Bpec ki hirdng din sir dung triece khi dimg
Néu cdn thém thong tin, xin héi ¥ kién bdc si

Rx Thudc bdin theo don

NOKLOT
SDK: R

THANH PHAN: Mdi vién nén bao phim chia:

Hogt chit: Clopidogrel bisulphat

tiong duong vdi clopidogrel ... 75 mg .

Td dwpe: Lactose, tinh bot ngd, oxyd sit 4o, tinh bt di gelatin héa, silicon dioxyd dang keo khan, magnesi stearat, cellulose vi
tinh thé, diu thiu diu 43 hydro héa, hydroxyl propyl methyl cellulose, polyethylen ghycol 6000, talc, titan dioxyd, nudc tinh khiét.

DANG BAO CHE: Vién nén bao phim.

DUGC LUC HOC

Clopidogrel la mdt tién dugc, mit trong cic chit chuyén hoa cha clopidogrel méi o tic dyng e ché két tip tifu cu. Clopidogrel
dugc chuyfn héa béi enzym CYP450 thanh chit chuyén héa cb hogt tinh dc ché két tip tifu ciu. Chit chuyén hda cd hoat tinh clia
clopidogrel iic ché chon loc viéc gin adenosin diphosphate (ADP) [&n thy the cia nd & tifu cdu va sau d6 hogt hda qua trung gian
ADP cia philc hop glycoprotein GPITbIlla, do do i ché syt ngung tip cia tiéu ci. Sinh chuyén hoa cta clopidogrel I cin thiét cho
viéc gdy Uc ché ngung tip tiéu cliu, nhung chit chuyén hoa cé hoat tinh cia thude chua duge phin lip. Clopidogrel ciing tic ché sy
ngung tip tifu ciu giy ra bi cic co ché chi vin khic hon ADP bing cich ngan chin sy khuéch dai qua trinh hoat hda tifu ciu tif
sy gidi phéng ADP. Clopidogrel khong fic ch€ hoat djng cia phosphodiesterase. Tic dyng cia clopidogrel 1 do lim bién d8i khing
héi phyc thy thé ADP & tifu cdu. Két qua la tifu cdu gin clopidogrel sé tic ddng lén giai dogn sau clia dii sdng tidu ciu. Sy dc ché
ngung tip tiéu cdu phy thudc vio lidu, cb thé quan sit duge sau 2 gidr ding lifu don clopidogrel. Liu ljp lai 75 mg clopidogrel mdi
ngiy c6 tic dyng dic ché sy ngung tap tidu ciu do ADP tit ngay ddu tién, vi sy dc ché dat miic én dinh vio trong khodng ngay thi 3
vi ngay thii 7, (I trang thii én dinh, miic dc ché trung binh véi lidu 75 mg mbi ngay la trong khodng 40% va 60%. Sy ngung tip tiéu
cdu vi théi gian mén chiy timg budc trd vé gid tri gidi han sau khi ngiing difu trj, thudémg trong khoing 5 ngay. :

DUGC BONG HOC

Hép thu:

Clopidogrel nhanh chéng duge hip thu sau khi dang dudng udng lidu lip lai 75 mg/ngiy (co ban), véi ndng db dinh trong huyét
tueng (khodng 3 mg/L) ciia chit chuyén héa chinh xiy ra khoing 1 giér sau khi ding thudc.

Phdn ba. .

Trén in vitro, clopidogrel va cic chit chuyén héa chinh gin két thuin nghjch véi protein huyét thanh nguei (98% vdi clopidogrel va
94% vdi chit chuyfn hod). Trén in vitro, sd gin két niy khing bio hba trong mdt dii ndng 46 ring.

Chuyén hoa: ;

Clopidogrel dugc chuyén héa manh & gan. Chit chuyén hda chinh 1i diin xudt acid carboxylic, cd hop chit ban diu va dédn xudt acid
carboxylic khdng cé tde dung ching két tip tifu ciu. 3

Thai trir:

San khi ufng mot lidu clopidogrel ¢6 danh diu “C & ngudi, c6 khodng 50% lugng thudc duge thai trif qua nudc tiéu, khodng 46%
thii trit qua phéin trong 5 ngiy sau khi diing thufe. Thisi gian bin thii cia chit chuyén héa chinh la 8 gidy sau khi ding lifu don
vi liéu lp lai.

Sif dung clopidogrel cung vdi thic in khong lam thay ddi ding ké sinh khd dyng cia clopidogrel khi tién hanh dinh gid qua dugc
déng hoe clia chit chuyén héa chinh.

CHEPINE, o, . wipe i L Sl L O Ul R | |
Moklot duge chi dinh 42 phéng ngifa cic tai bifn do xo vita ddng mach (nhdi mdu co tim, 4t quy, tai bifn mach mdu nio) &
nhitng bénh nhin xo vila ddng mach méi bj 46t quy, méi bi nhédi miu cd tim hojc bénh Iy ddng mach ngoai bién d3 duge xic dinh.

LIEU DUNG VA CACH DUNG
Liéu diing khuyén cdo clia Moklot 12 75 mg, ngay 1 lin, c6 the ding trong hodc ngodi bila in. Khong cin difu chinh lifu ding cho
ngudi gid hay bénh nhin méic bénh thin.

CHONG CHI DINH

Noklot chéng chi dinh vi nhiing truéng hgp sau:

1) Min cim véi clopidogrel hodc bét ki thinh phin nio cla thudc.

2) Bénh nhin c6 chiy mdu bénh Iy nh loét tiéu hda hodic chiy mdu nji sg.
3) Bénh nhin suy gan njng

CANH BAO VA THAN TRONG 3 : A 5 A A '
Clopidogrel duge chuyén héa béi CYP2C19 thanh chit chuyén héa cd hoat tinh. $& dyng ddng théi clopidogrel vdi cic thude dc
ché hoat tinh clia enzym CYP2C19 lam gidm néng 44 chit chuyén héa cb hogt tinh cia clopidogrel giy gidm tic dung chdng két
tip tifu cdu.

Kinh nghiém sit dung clopidogrel cho ngudi suy thin con han ché, do 46 cin thin trong khi ding thudc cho bénh nhin suy thin.
Ciing nhu cic thudc khing tifu clu khic, Noklot phii dugc ding thin trong & nhilng b¢nh nhin c6 nguy ca ting chiy mdu do chin
thuang, phiu thuit hodc cic tinh trang bénh Iy khéc. Néu mét bénh nhin trii qua phiu thujt chon loc va khing mong mudn cé
inh hudng khing tidu cdu, nén ngitng dang clopidogrel 7 ngay trude khi phiu thude, -
Thin trong khi diing clopidogrel cho bénh nhin ¢é tén thueng cé khi niing din d&n chiy méu (nhu viém loét). Cic thude cé kha
nang giy ra cdc thuong tén nay nhu aspirin va cic thudc khing vitm khong steroid nén dugc sif dung thin trong & nhidng bénh
nhin dang diing clopidogrel.

Chuta cé nhidu kinh nghiém ding clopidogrel & nhiing bénh nhin mic bénh gan ning, 12 nhing ngudi cd thé cd tang bi chiy mau.
Thin trong khi diing clopidogrel cho nhitng bénh nhin nay.

P an todn v hidu qud ciia thudc khi diing cho tré em chua duge xic dinh. Chi dung clopidogrel cho phy nif mang thai va cho
con bi khi thit cin thiét. - : ' ' .

TUONG TAC THUOC :

Céc chit dc ché bom proton: Trinh diing déng thii clopidogrel vdi omeprazol hojc esomeprazol. Trong cdc nghién ctiu lim sing,
omeprazol giy gidm tdc dung chéng ket tip tifu cdu clia clopidogrel khi sif dyng dong thai hodc cach nhau 12 gid. Sy gidm tic dyng
chéng két tip tifu clu tuong by ciing duge quan sét thiy khi sit dung déng thai esomeprazol va clopidogrel.

Thin trong khi sii dung déng thii clopidogrel cling véi aspirin, cde thude chiing viém khéng steroid khic, heparin va warfarin do c6
thé lam tang nguy co xudt huyét. Khing c6 tuong tic dugc luc hoe ddng k€ c6 ¥ nghla lim sing khi diing déng théi clopidogrel véi
atenolol, nifedipin, digoxin hodc theophyllin. Tic dung dugc If cita clopidogrel ciing khong bi dnh huéng ding ké khi ding déng
thdi wdi phenobarbital, cimetidin hodic estrogen. '

Clopidogrel co thé anh hutdng dén sy chuyén hoa clia phenytoin, tamoxifen, tolbutamid, warfarin, torsemid, fluvastatin, va nhifu
thudc chéng viém khang steroid, nhung chua cé dit liéu nao dy bio vé dnh hudng clia cic tuong tic nay. Nén thin trong khi si
dyng déng théi cic thudc nay véi clopidogrel. Ngoai cic nghién ofu tudng tic di néu trén, nhiing b{nh nhin tham gia nghién ciiu
CAPRIE diing ciing lic vdéi nhidu logi thudc bao gém thude lgi tify, thude chen beta, thudc dc ché men chuyén angiotensin, thudc
d5i khéng calei, thuic ha cholesterol, thudc gidn mach vanh, thudc ha duémg huyét, thudc ching dong kinh va li¢u phdp thay thé
hocmon khéng cho thiy bing ching nio vé tuong tic khéng mong mudn cé § nghia vé mit lim sing.

PHU NI CO THAI VA CHO CON BU

Phuy nir cd thai :

Chuta cé nghién citu ddy dii va co kiém sodt khi diing thude cho phy nit mang thai. Vi viy, khéng ding clopidogrel cho phy nif cé
thai trif triding hop cin thift va ¢b sif chi dinh cha bdc si.

Phy nir cho con b

Chuia biét liéu clopidogrel c6 dugc bai tift qua siia me hay khong, cin thin trong khi ding clopidogrel cho phy nd cho con bu.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC
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Clopidogrel khong lim dnh huéng dén khi ning 14i xe vi vin hinh miy mdc.

TAC DUNG KHONG MONG MUON
Cic téc dyng khong mong mudn xiy ra trong cdc thit nghiém lim sing hojc dugc béo céo trong qui trinh sif dung thude dugc
liét k& trong bang sau. Tén suft xudt hién clia cic tic dung khing mong mudn duge phin logi nhu sau: thudng gip (>1/100 dén
<1/10); it gip (21/1.000 dén <1/100); hiém gip (=1/10.000 dén <1/1.000); rét hiém gip (<1/10.000), chua bit (khéng thé udc tinh
tif céc dit lidu hidn cd). Trong mdi phiin loai hé co quan, cic tic dyng khdng mong mudn duge sip xép theo thit ty miic d nghiém

trong ghim din.

[H§ co quan Thwomg gip |1t gap Hiém gip Rit hiém gip, chua biét*
Réi logn midu va hé bach Gidm bach cllu, gidm |Gidm bych cdu Ban xudt huyét gidm tifu clu, thifu
huyét tifu ciu, ting bach | trung tinh, bao gém | miu bt sin, gidm todn thé huyét ciu,
cfiu ufa eosin cd gidm bach ciu | mift bach ciu hat, gidm tifu ciu njng,
trung tinh trim thifu miu.
trong
Réi logn hé mién djch Bénh huyét thanh, phin dng phin
vé, phiin iing min cim chéo gila
céc thienopyridin (nhu ticlopidin,
prasugrel) *
Réi logn tdm thin Ao gidc, lin 16n
Rdi logn hé thin kinh Chiy mdu ndi s Rdi logn vi gidc
(mdt vai trudng hgp
gy tif vong), dau ddu,
dj cim, ching mjt
R&i logn milt Chay méun mit (két
mic, nhin clu, ving
mac)
Réi logn tai vi mé dao Chdng mdt
Rdi loan mach U miu Chiy mau trim trong, chdy mdu vét
thuong, viém mach, ha huyét ip
R&i logn hé hip, nguc | Chiy méiu cam Xudt huyét duong ho hip (ho ra miu,
va trung thit chiy mdu ding mach phéi), co thit khi
quin, viém phéi ké
R&i loan tidu héa Xudt huyét tifu |Loét da diy vi td Xudt huyét sau Xudit huyét tign hda va xudt huyét sau
héa, tidu chiy, |tring. viémdaday, |mingbung ming bung cé th€ giy 1l vong, viém
dau bung, khé |ndn, bubn ndn, tio tyy, viem dai tring (bao gdm loét hojc
tidu bén, ddy hoi viém dai tring lympho bio), viém
migng.
Rii logn gan mit Suy gan cdp, viém gan, xét nghiém chic
ning gan bit thuding
Rii logn da vi mb Thim tim Ban da, ngita, chiy Viém da rop (hogi 1l nhidm dbc bidu
duidi da . méu da (ban xudt bi, hdi chiing Stevens Johnson, ban dé
huyét) da dang), phix mach, héi ching qud
min cim do thudc, phit ban do thubc
kém ting bgch ciiu wa eosin va hii
chiing toan thin, ban 46, ngia, eczema,
; liken phing
Rdi loan xdong vi mb Chay méu co xuong (tu mdu khip),
lidn két viém khdp, dau khip, dau co
Rii logn thin va dudng Tiéu tién ra miu Viém tifu cdu thin, ting creatinin mdu
it nidu
R loqn todn thin vi tai | Chay mdu tai 56t
vj tri diing thudc vij tri chge kim
tiém
Kift qui xét nghiém Kéo dai thii gian
chiy mdu, gidm bach
cdu trung tinh, gidm
tifu ciu.

* Thong tin lién quan dén clopidogrel véi tin sudt “chua bigt"
Chii yi Théng bdo cho bée sj nhing téc dung khong mong mudn gip phdi khi ding thude.

-QUA LIEU

Mot truding hop qui lifu clopidogrel ¢ chi ¥ di duge bdo cdo. Mt phy ni 34 tubi di diing clopidogrel véi lifu don 1050mg
clopidogrel (tuong duong vdi 14 vién 75mg). Khong quan sét thiy c6 tic dyng khong mong mudn nio xdy ra. Bénh nhin khong
duge difu trj d3c bidt v hii phyc khéng d€ lai di ching.
Tuy nhitn, difa trén ca s& sinh hoc, truyén tifu ciu c6 the thich hop &€ dio ngugc tic dung duge Iy cia clopidogrel néu cin thiét.

BAO QUAN: Bio quin & nhiét 6 dudi 30°C, trinh dnh sing

HAN DUNG: 2 ndm k& tii ngay sin xudt.

* Khéng ding thudc qud théi han sic dung.

PONG GOI: Hp 3 vix 10 vién nén bao phim.

Sdm xudt bt
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