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Rx: Thude ké dom = 3% - 10%: —
[Thanh g:m M4 vién chira: . wﬂs tim mach: Dau ngye (8%), phit né (4%), g m—

. - dp (4%). frm
Clopidogrel hydrogen sulfate ... 97.875 mg Hé théng I!hﬂ:n kinh trung wong: Nhire diu (3-8%), ching  m—
(twomg dwong 75 mg clopidogrel) mit (2-6%), trim cam (4%), mét mai (3%). ——
Ti duoc: Hydroxypropyl cellulose EXF, mannitol 400 ~  Phanimg & da: Phat ban (4%6), ngira (3%).
DC, cellulose vi tinh thé 102, macrogol 6000 PF, diu thiu Endocrin vi h¢ thong trao di chit: ting cholesterol méu
diu hydrogen héa, Opadry 11 31K24280 pink. (4%).
[Dang bio ché] Vién nén bao phim Hé thong tiéu héa: Dan bung (2-6%), khé tiéu (25%), tiéu
[Quy cach dong goi] Hop 2 vi, mdi vi 14 vién nén bao chiy (2-5%), bubm ndm (3%).
ohim. HE théng sinh dyc: nhifm tring duémg tiét niéu (3%).
[Chi dinh] Hé l.hung hu'-'el hoc: Ban xudit huyﬂ (5%), chiy mdu cam
- Dy phéng nguyén phét céc rdi loan do mach hu (3%).
khoi nhar nhéi méu co tim, dit quy vﬁnﬁdﬂmmﬁ* Hé thong gan: rdi logn chire ning gan thir nghiém (<3%).
ngoai bién, g HE !hﬁi'ng xuomg: diu khép (6%:), daw g (6%:).
- Kiém sodt v dy phong thir phat & bénh nhan xo vita ding HE ho hap: khé the (5%), viém milli (4%), viém phé quin
mach méi bj 4t quy, mdi bj nhdi méu co tim hodic bénh {4%}* ho (3%), nhiem tring dwing hd hap trén ($%).
dd0g mach ngogi bién di xéc dinh. Loai khdc: hdi chimg gidng nhw cim (§%).
[Liéu hrgmg va cich ding] - Dundri 1%%: ; .
- Nguir lém: Vién nén bao phim Bilgrel nén ding lidu duy Phin img dj img, phii mach, thiéu miu bit sin, co thit Phé
nhit 75 mg mdi ngiy mit lin. Khéng cin didu chinh liéu quén, sdt, tiéu méu, ho ra méu, viém gan, hogi tir do thiéu
ddi vii bénh nhén lém twdi va bénh nhin bj bénh thiin. méu cyc b, gidm bach cdu, chiy méu sau phiic mac, xuit
- Tré em: Sy an toin vi hi¢u qui chua dwge xdc dinh & huyét gidm tiéu ciu, ndi mé day.
nhimg bénh nhin it hon 18 wéi. Thang bde ngay cho bic si hodec dwge si khi gdp phai cic

| B tic dung phy ciia thude.
- Cic bénh nhin mén cim véi bit ky thinh phin nao i [Twomg the thude] = -
thnde. Vari acid Acetylsalicylic: _ h
- Bénh nhin dang ¢6 chiy miu bénh Iy nhu loét dg diy .~ “5A khong lam thay doi khd ndng e che ngung t5p ticu
tring hodc xudt huyét ndi so. ciu do ADF cia clopidogrel, nlumg clopidogrel gia ting
[Thin trong] higu qui cia ASA trén sy ngumg tip tidu ciu do collagen.
- g dimg cpui Tibe clid b ik i il ciia bl Tuy nhién, vigc két hgp 500 mg aspirin 2 lan/ngay vdi 75
& mg clopidogrel 1 lin/ngdy 43 khéng lam ting c6 ¥ nghia
'Sﬂdl.ﬂElhaﬂ trgng cho ﬂhﬁ“ﬂmmﬂﬂﬂ?ﬂﬂm}'ﬂ“ vifc kéo dii théd gian chiy miu do ding clopidogrel.
ting tir chin thuromg, phiu thujt hodc bénh Iy khic. Nén Twong téc dwge lye hoc gilta clopidogrel va ASA la co thé
ngumg diing thude trrde khi phiu thujt 7 ngay. xdy ra, lam ting nguy co chiy mau. Do dé, cin thin rong
- Bilgrel kéo dii thin gian chiy miu. Do d6 cin thin trong khi diing phoi hop.
khi diing ddng thixi vdi céc thube ¢ thé giy ra cde thn thiremg Ve Heparin
twomg 0 nhur acid salicylic, cdc thudc ching viém khong ~ 17on8 Mt nghién ciru trén ngudi tinh nguyén khoe manh,
sterod. Bilgrel khiing 1dm thay ddi tic dyng ciia heparin déi vai
- Bénh nhin nén thing béo cho béc 5T va nha 57 ring ho dang tinh trang déng mau. Ding dong thén Bilgrel va heparin
diing Bilgrel trude bét ki phiu thuit dir kién va tnde khi khing c6 tic dung e ché sy két tip tiéu ciu giy ra boi
dilng bﬁl|m]m;|j B . Bilgrel. Tuy nhién sy an todn cia sy két hop ndy chua
[Téc dung phy durge xdc dinh. Do d6, nén thin trong khi sir dyung dﬂmg
Nhur v tnﬁeicln@uﬂ:uﬁcénhhm&ngdénkhinﬂng Eiain.
déng mdu, chiy miu c6 thé xuit hign do sir dyng Vai Warfarin g
clopidogrel. Chiy méu 6 thé xdy ra trong bit k:.r phin no Sy an todn cia vige sir dyng d0ng thii warfarin va Bilgrel
ciia co thé. Meguy cor phi.l. thudic vio nhiéu yéu td, bao sg!rm chua duge xic dinh. Do 6, nén thin trong khi ding.
cd vige sir dyng thude va kha ndng nhay cdm cia bénh O ol Mg sierold
nhdn. Trong mdt nghién ciru & ngudi tinh nguyén khoe manh,
- Trén 10%: vige sir dyng dong thdri Bilgrel vd naproxen di lim ting
Hé tiéu hoa: Nhin chung, tj 1§ tic dung phy trén hé tid chiy méu duimg tiéu héa. Vi viy, dé trinh nguy co mit
hoa (bao gbm ci dau bung, khé tiéu, viém da diy va tdo man, NSAIDs vi Bilgrel nén duge ding mdt cich thin
bon) duge ghi nhin 1 27%. trong.
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Vige sir dung ding theri ede 1 ligu khdc

- Khéng thily o6 twomg tic khi sir dyng dong thoi Bilgrel
vini atenolol, nifedipin hodic cd atenolol va nifedipin.

- Duge lye hoc cia Bilgrel bj dnh huémg khing ding ké
khi ding chung véi phenobarbital, cimetidin hodc
estrogel.

= Duge ddng hoc cia theophvlin hofic digoxin l:hung, by
anh hudmg khi dung,dﬂng,lhmw:n HIIEI!‘I:"‘ =

- Céc antacid khing bj anh hwémg mirc d¢ hip thu ban
Bilgrel.

- Céc nghién ciru trén microsomes gan ngui di chi rarin;g
Bilgrel e ché sir hoat dijmg clia mdt trong cic enzym
(CYP 2C59) cua l:ylﬂr.:[‘u'ﬂme P450 {ECEI'} EnEym. Tmh
trang nay co the din dén Sir gia ting nong d¢ trong hu:.-'ét
twromg cia thude, ching han nhu phenytoin va tolbutamide,
duge chuyén héa ban CYP 2C9,

- Khiing ci bﬁng r:hu'ng vié ¥ nghia lim sing tremg tac biit
lgi do sir dyng dong thii Blignﬂ viri thube Igi tiéu, -th:n
beta, thude dbi kh.mg! calei, giam cholesterol, thutc giin
mach vinh, thuﬁcdmumdﬁl H]ﬁnduﬁng,ﬁuﬂcchéng
ding kinh vi cic ngi tiét 1o
|Sir dung thude cho phu nir cd thai va cho con bi]

Phy nir ed thai

Nghién ciru & chugt vi th cho thiy khéng cé bing chimg
vE sir suy gidm kha ndng sinh sin hojic gy dﬁc tinh do
clopidogrel. Tuy nhién, chua co biing chimg diy di vé tic
ddng cia thube 1én phy nit mang thai. Béi vi cde nghién
ciru sinh sén trén dfng vit khing tién dodn duge kha ning
phan img cita con ngudi. Bilgrel chi nén du:;n: &lr dung
trong thiri ki mang thai khi thyre s can thiét

Phy mir cho con bk

ﬂ&cmhléncﬁuuchwtﬂﬁcm thﬁ}rrﬁng clopidogrel va cac
dm'lchuy:nhﬁamnﬁdm;rc bai lmu-;rngm‘m Ngudi ta
khéng biét ligu thube co duge bi tiét trong sira me hay
J-.hqmg, Wi vy, khi sir dyng thudc nén ngimg cho con bi.
[Anh huémg dén khi ning ldi xe vA vin hinh miy mac]
Thute e thé g;].} nhire dau, budn ngn, chémg mdt, mét moi;
gay anhhuungdmkhﬂnﬁ:aglm xe, vin hanh may mic.
Khéng sir dyng thude khi vin hénll mudy mbe, th xe.

[Bic tinh durgre e hoc]

Clopidogre! i mit chat ban dau vi (e ché manh mé srkét. -
tip titu ciu. Clopidogrel e ché chon lpc sy gin két ciia
adenosine diphosphat (ADP) lén thy thé ticu cau cia nd va
kich hoat ADP qua trung gian tiép theo exta GPIIbIla, do do

e ché sy két [..’,ip tifu cin Chuyen dang sinh hgc cun
clopidogrel 13 cin thiét dé 1o ra si i ché két tip tiu ciu.
Clopidogrel ciing irc ché keét tip tiéu ciu gy ra béi cdc chi
viin khic hom ADP bing cich ngin chiin sy khuéch dgi kich
hoat tidu cau do ADP phit dgng. Clopidogrel khiing hgn ché

syF W chr:kct (AP tiéu ciu. Sy fre ché ndf ting din wﬁ.datd&n
trang thii on dinh giira ngay 3 vi ngay 7. Ttang thai on djnh
milre 8§ e ché trung binh quan sat v mat litu 75mg mdi
nga].f & n‘rdﬂ'}{:dai 6%, Kt tip tidu ciu v chiy mdu din
diin trér vé gid trj ban diiu sau khi ngimg diéu tr, thinmgz 14 &
khodng 7 ngdy.

| Durgre djng hoc]

——~Clopidogrel dugc hip thu nhanh chong sau khi uong liéu ¢

liip la: 75mg clopidogrel (base). Hiip thu it nhét 50% dya

trén sy bii tiét e tidu cia chit chuycn hdba cd lién quan
dén clopidogrel. Clopidogrel 14 mét tién thude. Hoat tinh
chinh 14 cia chat chuyén héa cia nd, mit din xudt thiol
viri qui trinh oxy hoa clopidogrel thinh 2-clopidogrel-oxo
vil thiry phin sau d6. Bude oxy hda duge quy dinh chi yéu
vai eytocrom P4350 enzym 2B6, 3A4, 1A1, 1A2 va 2C19.
Chét chuyén hoa thiol lién két voi cic thy thé tidu ciu
nhanh chong, khong bdi phuc va dc ché sy két tip tidu
ciin. Chuyén hoa ndy khdng thé duge xac dinh trong huyét
ur

Duge @ing hoc cia chit chuyén héa li tuyén tinh (ndng

a4 huyét twong ting twong dmg t 1§ voi liéu legng

thudc dra vio) trong pham vi Iuéu tir 50 dén 150mg

clopidogrel.

Clopidogrel chuyén héa & gan, chit chuyén héa chinh 1

diin xuit acid carboxylic vi né khéng con hoat tinh trén
tiéu ciu, Khodng 50% thude durge bi tiét qua nurde tiéu va
khoang 46% bai tiét qua phin. Thii gian ban thai 8h.
Quilﬂ’ll

Biéu hign: _ _

Céc migu chimg cia ngd d6c cip tinh bao ghm ndn mir,
khd ther vl xudt huyét didmg tidu hoa.

Ngumg ding thude, rira da diy trong vong 4 gidr.

Biéu tri tri¢u chimg, 1am thing duémg ther v cim mdu tidu

hia.

[Bao quin] DX neri khé rdo, tranh dnh sang, nhigt 44 dun

30°C.

[Han ding] 36 thing ké tir ngdy sin xuit. Khing ding

thude khi qud han sit dung.
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—— hogt dgng cua phosphodiesterase.

m—Hoat ddng ciia Clopidogrel khing thé phuc hoi thay dfi cic

1 thé ADP tidu chu. Do d6, tifu ciu tifp xic vii

mmm clopidogrel s¢ by dnh hndmg phin con lai cla tuii the v tni

- v chilne niing l:|=u ciu binh thurdmg xdy ra & 1 a6 phil hop

_ wiil chu Ir.} ticu ciu {kha:mg 7 ngdy).

E—— Thmﬂmﬂgim |H-'1.I i ché k:ttapneu cilu €6 thé cb dinge 2
gidr sau khi uong liéu duy nhit cia clopidogrel. Lip di lip lgi
liéu 75mg (clopidogrel bisulfat) méi ngiy lim ting déng ké



