"Abhigrel 75|

Clopidogrel Tablets USP 75mg

& Prescription Drug

Abhigrel 75

Clopidogrel Tablets USP 75mg

B( Prescription Drug

Abhigrel 75

Clopidogrel Tablets USP 75mg

B( Prescription Drug

Abhigrel 75

Clopidogrel Tablets USP 75mg

B( Prascription Drug

Abhigrel 75

Clopidogrel Tablets USP 75mg

B( Prescription Drug

Abhigrel 75

Clopidogrel Tablets USP 75mg

Batch nol S6 16 SX:
Exp.D/HD:

Manufacturer/ Nha san xuat:
Medlblos Laboratories. Pvt.Ltd.
Plot Na: J-76, M.1.D.C . Tarapur, Boisar, Dist.

Thare-401506, Maharashira state, India (An £¢).

|
|

Brug uonduosaig X:l

Bwg, 4sn sielqey (eibopidoln
G/ 12461yqy



https://trungtamthuoc.com/

BO Y TE NN.N\ 50 vl

CUC QUAN LY DUGC
PA m.mm Ecﬁwﬂ

3 Blisters x 10 Film coated tablets

Brug uonduosaid %

Abhigrel 75

Clopidogrel Tablets USP 75mg

Bwg/ 4sn sielgel jeibopidol)

G/l |2461yqy

Kot Abhigrel 75
Clopidogrel Tablets USP 75mg

R Thuée ke don 3 Vix 10 vién nén bao phim

Abh m@ rel 75 Thainh ph&n: M&i vién nén bao phim chira: _

T Clopidogrel bisulphate USP
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R X Thubc ké don
Vién nén bao phim ABHIGREL 75

(Poc k¥ hudng dén sit dung trudc khi ding

Néu cdn thém thong tin xin hdi y kién bdc sy)

[CONG THUC]
Hoat chdt: Clopidogrel bisulphate twong duong 75mg Clopidogrel

Td dugc: Lactose, Microcrystalline cellulose, Croscarmellose sodium, Sodium Lauryl Sulphate, Zinc
Stearate, Colloidal anhydrous silica, Purified talc, Hypromellose (5 CPS), Diethyl Phthalate, Titanium

dioxide, Ponceau 4R.

[MO TA] Vién nén bao phim hinh trdn, 2 mit 18i, mau dd.

[DUGC LUC]

Clopidogrel 1a mét chit itc ch€ chon loc viéc gdn cia adenosine diphosphat (ADP) 1én thu thé clia n6 &
ti€u cdu va din dén sy hoat héa qua trung gian ADP clia phitc hdp glycoprotein GPIIb/I11a, do viy ma wc
ché su ngung tip clia ti€u cau. Sinh chuyén héa ciia Clopidogrel cin cho viéc tao ra sy rc ché ngung tap
ti€u cdu, nhung chit chuyén héa cé hoat tinh cla thudc da khéng duge phan lip. Clopidogrel con e ché
sU ngung tap ti€u ciu do sy déng van & ndi khdc ngoai viéc chen sy khuéch dai qud trinh hoat héa ti€u
cau tir sy phéng thich ADP. Clopidogrel khéng e ché€ hoat dong ciia phosphodiessterase.

Clopidogrel tic d6ng biing sy bi€n d6i khong hdi phuc thu thé ADP ti€u cAu. Hiu quai 1a tifu cdu gidn
clopidogrel sé& tac dong I&n giai doan sau clia d&i sdng ti€u ciu.

Su e ché két tap ti€u cau phu thudc liéu, c6 thé thiy sau 2 gid dung liéu don tri. Liéu lap lai cia
clopidogrel 75mg mdi ngay e ch€ dang k€ su k&t tap ti€u ciu trong ngay dau, va su ifc ché nay dat mifc
do trong khodng ngay 3 va ngdy 7. Sau khi dat mifc d6 8n dinh, mitc ¢ ch€ trung binh vdi liéu
75mg/ngdy 12 khodng 40-60%. Sy k&t tdp ti€u cAu va thdi gian chdy mdu titng budc trd vé& gid tri cd bin,
thuding trong khodng 5 ngay sau khi ngung diéu tri.

(DUGC DONG HOC]

Clopidogrel dugc hdp thu nhanh chéng nhung khéng hoin toan sau khi u6ng, sy hip thu it nhit 50%.
Clopidogrel 12 mdt tién cha't va chuyén héa chi y&u & gan, chit chuyén héa chi y&u dang khdng hoat
dong 12 dén xuit cla acid carboxylic. Chat chuyén héa c6 hoat tinh 1a mét din xuat ciia thiol nhung
khéng phdt hién dudc trong huyé€t twong. Clopidogrel va dan xudl cla acid carboxylic gdn k&€t manh véi
protein huyét twong. Clopidogrel va chat chuyén héa cia né dugc thai trir qua nudc tiéu va phan, sau khi

i, s W



[CHI DINH]

Clopidogrel Bisulphate dugc chi dinh d€ gidm chitng huyé&t khéi do xo vita déng mach nhusau;

- Nhéi mdu cd tim gan ddy (M1}, dot quy hoiic bénh dong mach ngoai bién dd thanh 14p:

V8i bénh nhdn c6 1ién st nhdi mdu co tim gin day, dot quy gdn day hodc bénh déng mach ngoai
bién dii thanh lap, Clopidogrel bisulphate dugc thdy 1a gidm ti |& tdi phat d6t quy thi€u mdu cuc b
mdi, nhéi mdu cd tim mdi, va 1f vong do mach mdu.

- Hdi chitng mach vanh cip tinh:

Bénh nhin bi héi chitng mach vanh cdp tinh khéng ¢6 doan ST chénh 1én (dau thit ngyc khong &n
dinh hoiic nhdi mdu cd tim khéng cd séng Q) bac gém cdc b&nh nhin ¢é dat gid d6 mach vanh
(stent) trong qud trinh can thiép ddng mach qua da, Clopidogrel bisulphate dugc thay |4 gidm 1y 1é
cha Y vong do tim mach, nhdi mau cd tim hodc dét quy ciing nhu d€ phdng thi€u mdu cuc bé.

V@i bénh nhén bi nhdi mau co tim cap tinh c6 doan ST chénh 1&n, Clopidogre! bisulphate ciing dudc

thdy 13 gidm 1lf 1€ ¥ vong do bat k¥ nguyén nhdn ndo va ty 1€ nhdi mdu tdi phdt va dét quy.

[LIEU LUONG VA CACH DUNG]

Nhdi madu cd tim gan div. dét quv gdn div hodc bénh déng mach ngoai bién di thanh lap:

Liéu khuyén cdo hang ngay clia Clopidogrel 14 75mg m6t 1dn mdi ngay.

Héi chitng mach vanh cdp tinh:

V@i bénh nhan bi hdi chitng mach vanh cdp tinh khéng ¢6 doan ST chénh 1&n (dau thit nguc khong
&n dinh hoic nhdi mau cd 1im khéng co séng Q), Clopidogrel bisulphate duge bit diu vdi liéu don
300mg, sau 46 G€p tuc vdi liéu 75mg mét 1an mbi ngdy. Aspirin (75mg-325mg mét lan mbi ngay)
ciing nén duge bat ddu va ti€p tuc trong k&t hgp vdi Clopidogrel bisulphate.

V4&i bénh nhin bi nhéi mdu cd tim cdp tinh ¢6 doan ST chénh lén, lidu khuyén cdo ciia Clopidogrel
bisulphate 12 75mg mot 1an mdi ngay, st dung k€t hdp véi aspirin, kém hoic khong kém thudc tan

huy&1 khdi. Clopidogrel bisulphate ¢6 thé bat ddu véi hodc khéng véi liéu nap.

[CHONG CHI DINH]
Clopidogrel bisulphate dugc chdng chi dinh @ nhirng truting hdp sau:
- Min cdm vdi bat k¥ thanh phin nao cla thude

- Pang ¢6 chdy mdu bénh Iy nhu loét tiéu héa hodc chdy m4u trong nio.

[THAN TRONG]

& nhirng bénh nhan bi nhdi mau cd tim cAp tinh, khéng nén bit diu didu tri véi clopidogrel trong vai
ngay diu sau khi bi nhdi mau cd tim.

Gidng nhi cdc thude khdng tu€u ciu khde, clopidogrel nén duge ding than trong vdi nhitng bénh
nhin tang nguy cd chdy mau do chén thuong, phau thuit hodc cdc tinh trang bénh 1§ khic. N&u mot
bénh nhin chudn bi dvde phiu thudt ma khéng mudn c6 4nh hudng khang tiéu cdu, nén ngirng ding
clopidogrel 7 ngay trude khi phdu thuit.

Clopidogrel k€o dai thdi gian chdy mdu va nén dugc ding thin trong vdi nhitng bénh nhin cé sang
thirdng ¢6 khd ning chdy mau (nhat 1a da day rudt va ndi nhan). ;{f )



Ngudi bénh nén biét riing khi ding Clopidogrel dii han hdn binh thudng phdi ngirng diing khi xui't
hién chdy mdu va nén thdng bdo nhitng chdy mdu bat thudng cho bdc sy. Ngudi bénh nén thong bdo
cho bac s¥ va nha sy biét [ dang ddng Clopidogrel trude khi hen lich phdu thudt va trude khi ding
ba't k¥ loai thudc mdi nio.

Chira ¢6 nhiéu kinh nghiém diing clopidogrel d nhitng b&nh nhin suy thin. Do dé nén thin trong khi
diing clopidogrel cho nhirng bénh nhdn nay.

Chira ¢6 nhiéu kinh nghiém dung clopidogre! & nhitng bénh nhan ¢6 bénh gan vira Ii nhitng ngudi cé
thé cd tang bi chdy mdu. Thin reng khi ding clopidogrel cho nhifng bénh nhin nay.

Khdng nén diing k&t hgp clopidogrel vdi warfarin vi né ¢d thé laim ting mifc dé chdy miu, nén thin
trong khi diing phéi hop clopidogrel vdi Aspirin, thude khdng viém khdng steroid, heparin, hodc
thudc tan huyét khat.

Cic thudc ¢ thé gy cdc sang thuong da diy rudt (nhu thudc khang viém khéng steroid) nén duge
duing thin trong d8i véi bénh nhan dang dung clopiddogrel.

[SU DUNG CHO PHU NU CO THAI VA CHO CON BU|

Phu nif ¢d thai;

Chua ¢6 nghién ctfu diy dit vi ¢6 ki€m sod( trén phu nit mang thai, clopidogrel chi st dung trong
thdi k¥ mang thai khi thit cin thiél,

Phu ni cho con bi:

Khdng biét thude ¢ bai ti€l qua sita ngudi hay khong. Nén ngitng cho con bd hodc ngirmg thude bdi
vi nhitng nguy cd phdn 1tng ¢6 hai trdm trong ddi vdi tré.

[ANH HUGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC]
Khéng dnh hudng,

[TUGNG TAC THUOC)

Vi clopidogrel dugc chuyén héa thanh chit chuyén héa cé hoat tinh bdi CYP2CI9, sit dung cdc thude
mé (e ch€ hoat tinh cla enzyme nay s& 1am gidm ndng d6 thudc cda chit chuyén héa ¢ hoat tinh
ctia clopidogrel va gidm hi€u qud |dm sang. C§ ging trdnh st dung ddng thdi clopidogrel vdi cic
thudc rc ché CYP2C 19 (vi du omeprazole).

Céc nghién cifu vé wrdng tdc thude cd két qua cu thé nhu sau:

Aspirin:

Aspirin khéng [Am thay ddi su (e ché€ gidn i€p cla clopidogrel 18n sit k&t tp 1i€u cAu gdy nén bdi
ADP. Sl dung dong thdi 500mg aspirin, 2 1dn mdi ngdy cho mét ngdy khdng lam ting ddng k€ su
kéo dai thdi gian chdy mdu gdy ra bdi clopidogrel bisulphate. Clopidogrel bisulfate ¢é kha nang dnh
hudng 1di tic dung cdia aspirin 18n su k&t tip ti€u ciu gdy nén bdi collagen. Clopidogrel bisulfate va
aspirin di dugc sit dung ddng thdi (di | nam. '
Heparrin: H%



Trong mdt nghién cifu & ngudi tinh nguyén khée manh, clopidogrel bisulphate E di khdng doi hdi
phai thay d&i liéu cla heparin hoac thay d&i hiéu qua clia heparin trén sy déng mdu. St dung déng
th&i véi heparin khéng dnh hudng 1én sy (e ché két tap ti€u cdu gay ra bdi clopidogrel bisulphate.
Thudc chéng viém nonsteroid (NSAIDs).

O ngudi tinh nguyén khde manh dang ding naproxen, st dung déng thdi Clopidogrel bisulphate c6
lién quan tdi viéc ting su che 1dp viéc mat mdu da day-rudt. Nén than trong khi sit dung ddng thdi
NSAIDs va clopidogrel bisulphate.

Warfarin:

Bdi vi st dung déng thdi warfarin vdi clopidogrel bisulphate 1dm ting nguy cd chdy mdu nén phai
than trong khi st dung két hop.

Cdc tri liéu k&t hop khéc:

Khéng ¢6 twong tdc duge luc hoc ddng k€ trén 1dm sang dugc quan sit thidy khi Clopidogrel
bisulphate dugc st dung dong thdi véi atenolol, nifedipine hodc cd atenolol va nifedipine. Hoat tinh
duge luc cia Clopidogrel bisulphate ciing khéng dnh hudng ddng k€ khi st dung ddng thdi vdi
Phenobarbital, cimetidine hoédc estrogen.

Pic tinh dudc dong hoc ciia digoxin hodc theophylline ciing khéng thay d&i do st dung ddng thdi vdi
clopidogrel bisulphate.

Trén 6ng nghiém & ndng do cao, clopidogrel e ché P450 (2C9). Theo d6, Clopidogrel bisulphate ¢é
thé can thiép vao sy chuyén héa cla phenyltoin, tamoxifen, tolbutamide, warfarin, torsemide,
fluvastatin va nhiéu thu6c chéng viém nonsteroid, nhung chua ¢6 dif liéu dé€ ma du dodn mitc d6 clia
céc twdng tdc ndy. Thén trong khi sit dung bt ky cdc thude nay vdi Clopidogrel bisulphate.

Ngoai cdc nghién citu tuong tac cu thé trén, bénh nhin ciing da tham gia vao cdc cudc thit nghiém
l&m sang st dung dong thdi Clopidogrel bisulphate véi rit nhiéu cdc thudc khac nhau gdm thudc Igi
ti€u, thudc e ché béta, thuSc e ché€ men chuyén angiotensin, thudc ddi khdng calci, thuée ha
cholesterol, thuéc ti€u dudng bao gdm cd insulin, thudc lam tan huy&t khdi, heparin (khdng cit phan
doan va LMWH), thudc d6i khdng GPIIb/IIIa, thude chdng dOng kinh va tri liéu thay thé hormone
ma khong thay biing chitng clia wong tdc thudc ddng k€ trén ldm sang.

Chua c6 dir liéu vé sir dung déng thdi véi thudc chdng dong dudng udng, chua ¢6 nghién citu sit dung
dbng thdi thudc chéng k&t tap tiéu cau dang uéng va NSAIDs man vdi clopidogrel.

[TAC DUNG PHU]

Céc tdc dung phu ma bénh nhin nén bdo cho bdc sy hodc dugc s§ ngay khi ¢6 thé:
R4t phd bién:

- Phin den, dinh

- N6n ra mdu

- Ti€u ra m4u hodc phin ra miu

- Chdy mdu cam

- D6 hodc vét tim trén da

- Ban da hodc ngia

Hié€m:



- Khé thd, khé nudt, khan ti€ng hodc thit chit ¢6 hong
- S61
- Dot ngdt yéu
- Sung mit, méi, ludi, ban tay hodc ban chin.
- Chdy mdu bt thudng hodc bam tim hodc v€t dé trén da
- Ban bit thudng, phdn ng di wng
- Chdy mdu kinh nguyét bat thudng nang
Cdc phdn ifng phu sau thudng khong can chim séc y € (bdo cho bdc sy hodc nhan vién y t& néu ti€p
tuc dung thudc hodc cdc tdc dung phu nay giy khé chiu):
- Tiéu chdy
-0 néng
- Bau bung nhe.
Thong bdo cho bac sy nhitng tdc dung phu gip phai khi sit dung thude

[QUA LIEU]

Qud liéu clopidogrel ¢6 th€ din dén thdi gian chdy mau kéo dai va kéo theo bi€n chitng chiy mdu.
Triéu chitng ngd doc cap tinh 1a nén (3 khi dau cho), kiét sifc, khé thd va xud't huy€t tiéu héa dién ra
& tat ca cdc loai.

Diéu tri: Dya trén tinh hgp 1y vé sinh hoc, truyén ti€u cdu cé thé thich hgp d€ ddo ngudc lai nhitng
tdc dong dudc ly clda Clopidogrel n€u su ddo nghich nhanh 1a cin thiét.

[BAO QUAN] Bdo quan thuéc & ndi khd va mét (dudi 30°C), trénh 4nh sdng.

P& xa tim véi tré em
[PONG GOI] 10vién/vi, 3vi/hop.

[HAN DUNG] 36 thang k€ tif ngdy sdn xuat
Khéng dung thude qua han sif dung

[TIEU CHUAN] USP

NHA SAN XUAT
) | MEDIBIOS LABORATORIES PVT. LTD.

OT NO I-76, M.1D.C. TARAPUR, BOISAR, DIST. THANE-401506,
MAHARASHTRA STATE, AN bO
TEL. 02525-271339




