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Ry Thudc bdn theo don.

INFARTAN® 75

.. Clopidogrel 75 mg
2\ Vién nén bao phim.
THANH PHAN: M3i vién cha:

Hoat chat: O Y

Clopidogrel ........ccoovv..... HESA LTS m.

(du6i dang clopidogrel bisulfat)
T4 dugc: Lactose monohydrat, tinh bot tién hd héa, cellulose vi tinh thé PH 102, croscarmellose natri,
magnesi stearat, opadry |l white.

MO TA SAN PHAM:

Vién nén bao phim, hinh tron, mau tring hay trdng nga, hai mit tron, 16i.

DUGQC LUC HOC:

Clopidogrel 1a mét tién chat, thong qua qua trinh chuyén héa & gan thanh dang hoat tinh c6 tac dung
chong ket tap tiéu cdu. Vai tro cla tiéu cAu da duoc x4c dinh trong sinh Iy bénh clia bénh xo viia dong
mach va cac trudng hop huy&t khéi. Clopidogrel Gc ché chon loc viéc gdn adenosin diphosphat (ADP) vao
thu thé & tiéu cdu, va hé qua clia viéc gdn nay Ia su hoat héa trung gian ADP clia phiic hop GP Iib/Illa, tu
d6 tic ché su két tap tiéu cau.

DUQC BONG HOC:

Sau khi dung dudng ubng l3p lai liéu 75 mg/ngay, clopidogrel nhanh chong dugc hdp thu. Tuy nhién, nong
d6 trong huyét tuong clia phan ti me la rat thap va dudi gidi han xdc dinh (0,00025mg/L) sau 2 gid tu khi
dung thudc. Hap thu t6i thidu [a 50%, dua trén su thai trii qua nuéc tiéu clia chat chuyén hoéa clopidogrel.
Clopidogrel 1a mot tién chat, dugc chuyén héa chli yéu 6 gan béng hai dudng: mét phan duoc chuyén héa
bdi cac enzym esterase thanh din xudt acid carboxylic khong c6 hoat tinh, chiém khoang 85% thanh
phan thudc luu hanh trong huyét tuong. Chét chuyén héa nay dat ndng do dinh trong huyét tuong (x&p xi
3mg/L sau khi dung liéu 1dp lai 75mg béng dudng udng) khodng 1 gid sau khi ubng. M6t phan dugc
chuyén héa bdi cytocrom P450 isoenzym CYP3A4, CYP2B6, CYP2C19 va CYP1A2. Budc dau bi oxy-héa
thanh 2-oxo-clopidogrel va tiép tuc duogc chuyén héa thanh chat chuyén hoa hoat tinh 12 dan chét thiol,
khéng tim thdy trong huyét tuong. Chat chuyén héa hoat tinh gdn k&t nhanh chong véi céc thu thé tiéu
cau, do dé chong két tap tiéu cau.

Enzym ch{ yéu trong hé cytocrom P-450 chuyén clopidogrel thanh chét c6 hoat tinh va céc chét
chuyén héa trung gian 2-oxo-clopidogrel 1a CYP2C19. C6 nhiéu gen alen khéc nhau ma hoa su téng hop
enzym CYP2C19. Gen alen CYP2C19*1 ¢6 ddy di chic ndng chuyén héa, trong s& ndy c6 gen alen mang
tén CYP2C19*2va CYP2C19*3 khong c6 chic ning ndy, nén ma héa sy tong hop enzym CYP2C19
khigm khuyét chiic ning chuyén héa clopidogrel. Can thuc hién cac xét nghiém dé xac dinh kiéu gen
CYP2C19 clia bénh nhan.

Khi so sanh véi ngudi tinh nguyén khoe manh tré tudi, ndng do trong huyét tuong clia chat chuyén
héa chinh dang Iuu hanh cao hon déng ké & ngudi cao tudi (khodng 75 tudi). Tuy nhién, ndng do cao hon
trong huyét tuong nay khong gdn véi su khdc nhau vé su két tap tiéu cdu va thoi gian chay mau. Khong
can diéu chinh liéu cho ngudi l6n tudi. o
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Clopidogrel va dan xuat acid carboxylic clia nd gdn k&t v6i protein huyét tuong. Clopidogrel va chat

chuyén héa clia né dugc bai tigt qua nudc tiéu (khodng 50%) va qua phan (46%).

CHI DINH: ,

Clopidogrel dugc chi dinh dé 1am gidm céc bién c6 do xo viia dong mach nhu nhéi mau co tim,
dot quy, hodc bénh dong mach ngoai vi viia dudc xdc dinh, va hoi chiing mach vanh cép.

CACH DUNG - LIEU DUNG:

Nhdi méu co tim gan day, dét quy gan day, hodc bénh déng mach ngoai vi vira dugc xac dinh.

Liéu khuy&n cdo 1a 75 mg, ubng ngay 1 Ian trong hodc ngoai bia an.

Héi chifng mach vanh cép

Bénh nhan hoi ching mach vanh cdp khong c6 séng ST chénh I&n (dau thit nguc khéng 6n dinh/nhoi

maéu ca tim khong ¢ séng Q), Clopidogrel nén dugc khéi dau vdi liéu tai don 300 mg va roi ti€p tuc voi

lieu 75 mg ngay 1 Ian. Aspirin (75 mg-325 mg ngay 1 1an) nén dugc khéi ddu va tiép tuc trong su két
hop véi Clopidogrel.

Bénh nhan nhdi mau co tim cip cd séng ST chénh I8n, liéu khuyén cdo Clopidogrel 1a 75 mg ngay 1 Ian,

dung k&t hop véi Aspirin, kém hodc khong kém thudc tan huyét khoi. Co thé khéi ddu Clopidogrel véi liéu

tai hodc khong.

CHONG CHi DINH:

- Man cam véi bét ky thanh phan nao clia thudc.

- Chay mau do bénh Iy dang hoat dong nhu chay mau da day-rudt, xudt huy&t vong mac hoic noi so.

LUU Y VA THAN TRONG:

- Dung than trong cho bénh nhan c6 nguy co bi chdy mau do chdn thuong, phau thudt hodc |a nhiing
bénh Iy chady mau khéc (nhu loét).

- Nén ngung Clopidogrel 7 ngay trudc phau thuat.

- Kinh nghiém diéu tri cho bénh nhan c¢6 bénh gan ndng kém theo con han ché, nén than trong ding
Clopidogrel cho nhiing bénh nhén nay.

- Chiing ban xuét huyét gidm tiéu cdu huyét khéi (TTP) dugc bdo céo rat hiém khi dung clopidogrel, doi
khi xdy ra sau thdi gian ngdn, duoc biéu hién bdi ching gidm tiéu cdu va thidu méu tan huyét mao
mach kém theo nhiing dau hiéu vé than kinh, suy gidm chic ndng thin hodc sét. Ching ban xuét
huyét gidm tiéu cdu huy8t khoi c6 kha ndng gdy tli vong can phai diéu tri ngay, bao gdm phuong phép
diéu tri bang loc huyét tuong.

- Kinh nghiém dung cho bénh nhén suy than ndng con giGi han. Vi thé€ nén than trong khi ding
Clopidogrel cho nhiing bénh nhén nay.

- Bénh nhéan c6 thé d& bj bdm tim va thoi gian chdy médu kéo dai hon binh thudng khi dung Clopidogrel
(don doc hodc két hgp véi aspirin), va nguoi bénh nén théng bdo cho béc sT biét bat cii ching chay
mau bat thudng nao (vi tri hodc thoi gian).

- Tinh an toan va hiéu qua cla clopidogrel ¢ tré em chua dugc thiét 1ap.

Phu nif ¢d thai: Kndng c6 cc nghién ctu day di va c6 doi chdng tot trén phu ni c¢6 thai. Bugc bigt
clopidogrel va/hodc cac chat chuyén héa clia né di qua nhau thai & chudt va thd ¢é mang thai, mic du
trong cac nghién ciu khong c¢é bang ching nao dugc phat hién vé ngd doc phdi thai hodc sinh quai
thai trén chudt va tho ¢ cac liéu ubng I&n dén 500mg va 300mg/kg/ngay. Vi céc nghién ciu trén khé

o
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ndng sinh san -0 dong vat khong phai ludn 1a co s& dé tién doan &nh hubng trén ngudi, nén
clopidogrel khéng dugc khuyén dung trong thoi gian mang thai.
Phu nif cho con bi: Nghién clu trén chudt cho thay clopidogrel va/hodc chat chuyén hoa dugc bai tigt
trong stia. Vi vay, khong nén dung clopidogrel cho phu nii dang nudi con bang stia me.
Tc déng cia thudc khi 14i xe va vdn hanh may mde: Clopidogrel khéng c6 hodc khong anh hutng
dang ké dén kha ndng lai xe va van hanh may moc.

TAC DUNG KHONG MONG MUON:

Thudng gép (1/100 < ADR < 1/10)

- Mach méu: Tu huyét

- H6 hép, 16ng nguc, trung that: Chay mau cam

- Tiéu hda: Xuét huyét tiéu hoa, tiéu chdy, dau bung, kho tiéu

- Da: Bam tim

- Chung: Chay maéu tai chd thing

It gap (1/1000 < ADR < 1/100)

- M4u va hé bach huyét: Gidm tiéu cdu, gidm bach cdu, ting bach cdu ua eosin

- Hé than kinh: Chdy mau ndi so (m6t so trudng hop da dugc bao cdo ti vong), nhic dau, di cam, chong

mat.

- Mat: Chay médu mat (két mac, nhdn cau, vong mac)

- Tiéu héa: Loét da day va ta trang, viém da day, nbn, budn non, tdo bon, day hoi.

- Da: Phat ban, nglia, xuat huy&t da (ban xuat huyét)

- Thén va tiét niéu: Huyét niéu

- Khac: Kéo dai thdi gian chdy mdu, gidm luong bach cdu trung tinh, gidm lugng tiéu c4u

Higm gap (1/10000 < ADR < 1/1000)

- Tai va tai trong: Chong mat

- Tiéu hoa: Xuét huyét sau mang bung

- Sinh san: Chiing vi to 6 nam gidi

R4t hiém gdp, (ADR < 1/10000)

- Mau va hé bach huyét; Ban xudt huy&t gidam tiéu cdu huy&t khai, thisu mau khong tai tao, gidm toan thé

huyét cdu, mat bach cdu hat, gidm tiéu ciu ndng, r6i loan dong mau A mdc phai, gidm bach cdu hat,

thigu mau.

- Hé mién dich: Bénh huy&t thanh, phan (ng chéo qud man gilia cac thienopyridine (nhu ticlopidin,

prasugrel)

- Tam than: Ao gidc, Ian

- Hé than kinh: Roi loan vi gidc

- Mach mau: Xudt huyét nghiém trong, xudt huyét cla v&t md, viém mach, gidm huyét ap

- Ho6 hdp, 16ng nguc va trung that: Xudt huy&t dudng ho h&p (ho ra mau, xudt huyét phdi), co thit phé

quan, viém phdi ting eosin

- Tidu hda: Xuat huyét tiéu hoa va sau mang bung véi két qua tir vong, viém tly, viém dai trang (bao gém

loét hodc tang lympho bao dai trang), viém miéng

- Gan: Suy gan c&p, kiém tra chiic ndng gan bét thudng

"
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- Da: Viém da béng nuéc (hoai tli biéu bi nhiém ddc, hoi ching Stevens Johnson, ban dé da dang, ngoai
ban mun mi toan than cdp tinh (AGEP)), hoi ching qué méan do thudc, hoi ching phét ban do thubc véi
tdng bach cAu ua eosin va nhiing trigu ching toan than (hoi ching DRESS), hong ban ndi méin hodc troc
vay, n6i may day, cham, liken phang

- Co xuong: Chay mau cd xuong (tran mau khop), viém khop, dau khép, nhic gan

- Than va tiét niéu: Viém cau than, ting creatinin mau

- Chung: Sét '

Théng bdo cho béc si nhiing tic dung khéng mong muén gap phai khi si dung thuéc.

TUGNG TAC THUGC:

- Thudc chéng déng dudng udng. Ding dong thai Clopidogrel véi cdc thudc chdng déng dudng udng lam
tdng cudng do chay mau.

Chét tic ché Glycoprotein I1b/llla: Nguy co chdy mdy tdng khi si dung dong thdi Clopidogrel véi chét dc
ché Glycoproteir I1b/llla.

- Acetylsalicylic acid (ASA): ASA khong lam thay d6i khd ndng ngung tap tiéu cdu do ADP clia clopidogrel
nhung clopidogre! gia ting hiéu qua clia ASA trén su ngung tap tiéu cau do collagen. Tuy nhién, vidc két
hop 500 mg aspirin 2 14n/ ngay véi clopidogrel 1 1an/ ngay khong lam gia ting dang k& viéc kéo dai thoi
gian chdy mau do dung clopidogrel. Tuong tac dugc luc hoc gilia clopidogrel va ASA c6 thé xay ra, lam
tdng nguy co chay mau. Do dd, cin than trong khi phdi hap.

- Heparin: Trong mot nghién ciu 1am sang & nhiing ngudi khoé manh, viéc diing k&t hop véi clopidogrel
d3 cho thdy khong can thay ddi liéu dung clia heparin hodc thay déi téc dung dong mau clia heparin. Viéc
dung dong thdi v6i heparin khong anh hubng dén su ngung tap tiéu cau do clopidogrel. Tuong tac dugc luc
hoc gilia clopidogrel va heparin [a c6 thé xay ra, lam tdng nguy co chdy mau. C4n than trong khi phéi
hop. '

- Thudc tan huyét khér. Tinh an toan khi dung phdi hop clopidogrel, cac thudc tan huyét khoi dic hiéu va
heparin da dugc danh gid ¢ nhiing bénh nhan bj nhdi médu co tim cdp tinh. Ty |18 chdy méu c6 y nghia
trén 1am sang quan sat dugc khi dung thudc tan huy&t khoi va heparin k&t hop véi ASA. Chua c6 di liéu
vé tinh an toan cla viéc dung phoi hop clopidogrel véi cdc thudc tan huy&t khéi, nén than trong khi dung
phéi hap.

- Thubc khdng viém khéng steroid (NSAIDs). Trong mot nghién clu l1&m sang & nhiing khoe manh, khi
dung déng thoi clopidogrel véi naproxen c6 hién tugng 1am gia ting xudt huyét da day rudt 4n. Tuy nhién,
do khong c6 nghién cliu tuong tac gitia clopidogrel véi cdc NSAIDs khédc, hién nay chua rd su két hop nay
cd lam tdng nguy co chdy méau da day ruét hay khong. Do dé, nén than trong khi dung két hop
clopidogrel véi NSAIDs.

- Chét uc ché tdi hap thu serotonin chon loc (SSRIs): SSRIs c6 tac dung hoat héa tiéu cdu va gia ting
nguy co chay mau, ding dong thai clopidogrel vai SSRIs nén dugc than trong.

- Cdc thuéc khdc: Ba c¢6 mot sO nghién clu 1Am sang khac si dung clopidogrel k&t hop voi céc thudc
khdc nhdm quan sat vé sy tuong tac dugc luc hoc va duge dong hoc. Khong co tuong tac cé v nghfa 1dm
sang vé mat dugc luc hoc khi ding clopidogrel dong thoi véi atenolol, nifedipin hodc véi c& hai. Hon nia,
hoat tinh dugc luc hoc cla clopidogrel khong bi anh hu6ng nhiéu khi diing dong thoi v6i phenobarbital
hodc estrogen.
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Duoc déng hoc clia digoxin hodc theophyllin khéng bj thay d6i khi ding déng thoi véi clopidogrel. Thudc
khéng acid khong 1am thay d6i thdi gian hdp thu clia clopidogrel.

D@ lidu tir nghién cdu Caprie cho thdy rang phenytoin va tolbutamid dugc Chuyé°n héa bdi enzym CYP2C19
c6 thé dugc k&t hop an toan véi clopidogrel.

- Két hop diéu tri khdc: tu clopidogrel dugc chuyén héa mot phan thanh cac chat chuyén hda cé hoat tinh
béi enzym CYP2C19, viéc ding céc thudc dc ché hoat dong cla enzym nay sé dan dén lam gidm nong
dd cla cac chat chuyén hoa c6 hoat tinh cta clopidogrel.

Tuong tdc thudc cd y nghia vé mat I&m sang nay chua chdc chdn. Cac chat Gc ché enzyme CYP2C19
manh hodc trung binh bao gbm omeprazol va esomeprazol, fluvoxamin, fluoxetin, moclobemid, voriconazol,
fluconazol, Ticlopidin, carbamazepie va efavirenz.

QUA LIEU VA CACH XU TRI:

Qué liéu Clopidogrel c6 thé din d&n kéo dai thoi gian chdy méu va nhiing bién ching chdy méu ti€p theo.
Nén xem xét diéu tri thich hop néu c6 chay mdau. Chua cd thudc giai doc hoat tinh dugc Iy cla
Clopidogrel. N&u can hiéu chinh ngay thoi gian chdy mau cla Clopidogrel, truyén tiu cdu c6 thé gisi han
duoc tac dung cla Clopidogrel.

TRINH BAY:

- Hop 3 vi x 10 vién nén bao phim.

- HOp 4 vi x 7 vién nén bao phim.

BAO QUAN: Béo quan ¢ nhiét do dudi 30°C, nai kho réo va tranh anh sang.

HAN DUNG: 36 thang k& tir ngay sén xudt. Khong dung thudc khi qué han s dung.

THOI GIAN XET LAI TO HUGNG DAN SU DUNG:

BE XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHi DINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST
Nha sén xuét:

GHE »
et‘ b

’HONC\}\;
CONG TY CO PHAN DUGC PHAM OPV
L6 27, Budng 3A, Khu Cong Nghiép Bién Hoa II, Thanh phd Bign Hoa, Tinh Déng Nai,
DT: (061) 3992999 “Fax: (061) 3835088
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