CLOPIMED copisoa rsmo

Thanh phin:

MG@i vién nén bao phim chifa: Clopidogrel bisulphate
tuong duong voi 75 my Glopidogrel

T4 durge: Lactose anhydrous, Microcrystalline Cellulose,
Colloidal Silicon Dicxide, Sodium Lauryl Sulphate,
Croscarmellose Sodium, Zinc Stearate, Hypromelose,
Diethyl Phthalate, Purified Tale, Titanium Dioxide, Iron
Oxide Red, |sopropyl Alcohal, Methylene Ghioride

Chi dinh didu Irj;

= Clopidogrel bisulphate dugc chi dinh d& gidm céc
bih c6 do vila xd — tic nghn djng mach nhu bénh
nhan nhdl mau cd tim (MI), vita mdi dot quy hodc bénh
1y dong mach ngoai bién da dugc xdc dinh.

=Y/gi bénh nhan c6 tién st vifa moi nhdi mau ca tim,

* A6t quy hodic bénh Iy dong mach ngoal bién da dudc

xac dinh, Clopidogrel bisulphate 1am giam ty I8 bién
chiing do xay radot quy thiéu méu cuc by mdi, can nhéi
mau ¢d fim ma| va cac tif vong khac do bién cb tim
mach.

= Hi chitng mach vanh cap:
- Vi b&nh nhan bj hi chiing mach vanh cip khéng c6
doan ST chénh Clopidogrel bisulphate gidm ty 18 x3y ra
fit Uong do bién ed tim mach, nhdi mAucd tim hodc dot
quy cling nhu gidm bign ching dotai thifu mdu cuc bd
- Vdi bénh nhén nhdi méu co tim cdp c6 doan ST
chénh, Clopidogrel bisulphate lam gidm ty I8 tf vong do
bét cd Ii do gi va 1y 1§ bi6n ching diin dén tif vong, ti
nhdi mau hodc dot quy. Hiéu qud clia thuic chua dugc
bigt véi bgnh nhin vila xd dong mach nguydn phat.

Ligu diing va cdch diing:, -

Bénh nhin vita nhdi my g tim (M), vira mdi dgi
djng mach ngoai bién da
dinh:

Liéu ding hang ngay khuyén céo cla Clopidogrel
bisulphate 12 75 mg 1 Iin/ngay.

Bénh nhan hii chitng mach vanh ¢8p:

- Véi bénh nhan bj héi chiing mach vanh cap khong co
doan ST chénh (dau thit nauc khang 6n dinh hodc nhéi
mau cd tim khang séng Q), Clopidogrel bisulphate nén
duge khoi ddu 300 mg va tiép tuc sau db véi lidu 75 mg
1 Idn/ngay. Aspirin (75 -325 mg 1 lAn/ngay) nén dudc
dung khéi ddu va tiép tuc k&t hop véi Clopidogrel
bisulphate.

- Vi b&nh nhén bj hi ching mach vanh cip cd doan ST
chanh, liéu Clopidogrel bisulphate 12 75 mg 1 an/ngay,
diéu trj két hop v6i Aspirin, c6 hodc khong kem thudc
lam tan cyc méau dong.

Khdng cén thigt phai diéu ehinh liu ding cho bénh
nhdn ngudi gia hodc suy chiic nang than.

Cach diing: Vién nén duge nudt ca vien, khong nhai.
C6 thé ding cling hoiic khdng cling vdi thirc an.

Ching chi dinh

Bénh nhn dang c6 b@nh Ij c6 thé gay chay mau nhu
~“loét duing tiéu hda hoic chiy méu ndi so.
Cénh bdo:

toidm tidy e3u hoyel kidi -

TTP hiém khi dugc bao c4o sau khi sir dung Clopidogrel
bisulphate, doi khi xdy ra sau tich Iy ngén (< 2 tudn).
TTP Ia mit tinh trang nghiém trong c6 thé gdy tir vong
va yéu cdu didutri khdn cdp bao gom trich huy&t tuong
(thay huyét tuong). TTP duge mb 14 bing gidm tigu cdu,
thigi mdu tan huyét do bdnh mao mach (vo t& bao (W
RBCs) da gdp § kinh phét ngoai bién), rdi loan chic
ndng than, va sét.
Than tronyg:
Clopidogrel bisuphate kéo dai thii gian chay méau va do
véy nén duge sif dung than trong cho bénh nhan co
nguy cd ting chdy mau nhu chén thuong, phiu thudt
hodc cdc trang thai bénh Iy khic (d4c bit 13 chay mau
da day va xuat huy&t ndi nhin). Clopidogrel bisulphate
nén dugc ngimg 5 ngay trude khi phau thudt.

Xugt buygt tiéw héa: Trong nghién ctu CAPRIE,

Clopidogre! lidn quan d&n ty 18 xuft huyét tidu hda
khodng 2% so vdi aspirin 2,7%. Trong nghién ciu
CURE, tV 18 xuft huyét tidu héa nguy hi#m 12 1,3 % so
véi 0,7% (1dn lugt véi Clopidogre! bisulphate + aspirin
va gid dugc + aspirrin).

Bénh nhdn suy gan va g? thdn: Clopidogrel
bisulphate nén duge sif dyng hét sic than trong cho
nhiing bénh nhan nay.

Tré em: S\t an todn vi hiBu qua chua duge thist 1ap.
Phy nir ¢é thai va nubi con bi;

Phu nit cd thai:

Clopidogrel bisulphate chi nén st dung trong khi mang
thai néu that sy cdn thigt.

Nguii nudi con bi:

Clopidogrel va/ hojic céc chat chuyén héa clia n dude
béi tiét qua sfia. N&n cin nhic quyét dinh nging cho
con bl hode ngimg thudc.

Tuang fac thudic:

Cdc nghién cuu vé cdc tudng tée thusic dic hidy thu
duge céc két qud sau diy:

Aspirin: Phdi hgp st dung aspirin va clopidogrel ¢ khd
nang 1am tang nguy cd chidy miu, dic biét khi bénh
nhdn bj céc ton thudng c6 nguy cd gdy chay mau (vi du
nhuloét).

Heparin: St dyng k&t hop heparin khéng &nh huding
dén tac dung tap k&t tifu cdu cba Clopidogrel
bisulphate.

Cde thudt chong viem steroid (NSAIDs) si
dung naproxen, két hgp véi Clopidogrel bisulphaie c6
lien quan dén tang su che Idp tinh trang xuat huyét tisu
héa. Cdc thudc NSAID va Glopidogrel bisulphate nén
dugc phoi hop het sifc than trong.

Warlarin: Do 1am tang nguy co chiy mau, sir dung két
hgp warfarin va Clopidogrel bisulphate phai hét st than
trong.

Cdc g%f hop khde: Khong ¢6 tuong tic duge Iuc hoc
dang duge ghi nhin khi k&t hop Clopidogrel
bistdphate voi atenolol, nifediping (hodc ¢& dang phdi
hgp atenclol va nifedipine), phenobarbital, cimetidine
hodc estrogen, digoxin hodc theophylline.

Céc thit nghi¢m fAm sang vdi Clopidogrel bisulphate sir
dung két hop vdi cdc thudc nht thudc Igi tiéu, thudc tc
ché beta, thudc fc ch& men chuyén angiotensin, thudc
ddi khdng can-xi, thudc gidm cholesterol, thudc gidn
mach vanh, thufc chdng déi théo dubng (bao gém ca
insulin), thudc tan huy&t khoi, heparin (heparin khong
phan manh v& heparin trong lugng phéan tr thdp
(LMWH)), thudc doi khdang GPIIb/lla, thudc chéng
ding kinh va ligu phép céc hormon thay th&, khong cho
thay co tuong tac c6 hai dang ke nao trén lAm sang.
Tdc dung phy:

Co 1hé xdy ra: rfi loan than kinh trung tAm va ngoai
bién, rdi loan tiéu hoa, ri loan tiéu cAu, mau chay, mau
ddng, phat ban, ngifa, gidm bach edu, gidm bach ciu
trung tinh va ting bach c4uua eosin
Rélloan xusit huyst:

Trong nghién ciiu CAPRIE, bénh nhin difu tri vdi
Clopidogrel va ASA, t 1§ xuit huygt ciing 12 9.3%.

@ bénh nhan sit dung Clopidogrel, xudt huyét da day
Xay ra vai ty 18 2,0% va ty 18 xuat huyt da day cdn dibu
tri tal bénh vién 1a 0,7%. U bénh nhan sif dung ASA,
cac ty 18 tuong (ng 12 2,7% va 1,1%.

TV 18 cc xut huyét khdc cao hon & bénh nhén st dung
Clopidogre! so sinh voi bgnh nhéan sif dung ASA (7,3%
so vii 6,5%). Cdc bdo cdo thudng adp nhat & ¢ 2
nhém 1a: ban xudt huy&t, tham tim, ty huy@t, va chay
mau cam. C4c bdo cdo it gZp 1 tu huyét, huyét nicu va
xudt huy&t & mat (chiiy&u d ket mac).

Ty B xudt huy8t ndi sp 1a 0,4% bénh nhin sit dung
Clopidogrel bisulphate va 0,5% bgnh nhin sif dung ASA.
Trong nghién ctiu CURE, sit dung Clopidogrel + ASA so
sanh vdi sit dung gid dugc +ASA khéng co sy ting xudt
huyét nghiém trong, khéng gy tf vong cd ¥ nghia
thoing k& (ty 18 xdy ra 2,2% so véi 1,8%) hodc xult
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huyBt gdy tif vong (0/2%50 ¢
cdc xudt huyét khic/oan /hoy
ASA: xuft huyét nfing

nhe (5,1% Clopidogret: +ASA
+ASA). Ty I8 adt huyét nd
Nguy cd xuat huy&t gidm troy
thdng (Clopidogrel: 599/6259 bgnhv fifid

dugc 413/6303 bnh nhdn (6,6%)). 1-3 thing
{Clopidogrel: 276/6123 bgnh nhan (4,5%), gia dugc
144/6168 bénh nhan (2,3%)). 3-6 thing (Clopidogrel:
228/6037 benh nhan (3,6%), gid dugc 99/6048 bénh
nhan (1,6%)}. 6-9 thang {Clopidogrel: 162/5005 bénh
nhan (3,2%), gia dugc 74/4972 bénh nhan (1,5%)1. 9-
12 théing (Clopidogrel: 73/3841 bénh nhan (1,9%), gid
duyc 40/3844 bénh nhéan (1,0%))

Khéng c6 chdy mdu nghiém trong trong ving 7 ngay
sau khi phiu thut cdy ghép mach vanh & bénh nhin
ngiing thudc nhiéu hon 5 ngay trudc khi phiu thuat
(4,4% Clopidogrel + ASA so véi 5,3% gid dugc + ASA).
Trong nghién ciu CLARITY, khdng ¢6 t3ng nguy co
chdy mau & nhém st ding Clopidogrel + ASA 17,4%)
50 vdi nhdm sitdunp gia dugc + ASA (12,9%).

Trong nghién ¢ty COMMIT, 1y 18 xudt huyét nghiém
trong khéng c6 xuit huyét ndo hodc néu co xudt huyst
ndothi ty I8 rdtthap va gitng nhau & ca 2 nh6m (0,6%
Clopidogrel + ASA sovdi 0,5% gid duge + ASA)

Roi loan huyél hoe:

Trong nghién ciu CAPRIE, gidm manh bach cdu trung
tinh (<0,45 x 10°/1) dd duge ghi nhdn & 4 bénh nhén sir
dyng Glopidogrel (0,04%) va 2 bénh nhan (0,02%) si!
dung ASA. 2 trong sG 9599 bénh nhin sl dung
Glopidogrel va knong bénh nhan nao trong sd 9586
bénh nhan st dung ASA c6 s lugng bach cdu trung
tinh bang 0. MOt trudng hop thigu mau bat san xdy ra
khi sif dung liéu phap Clopidogre!.

Ty 18 gidm tiéu cdu trung tinh manh (<80 x 10%) 12
0,2% vdi Clopidogrel va 0,1% ASA.

Trong nghién cifu CURE va CLARITY, sd lugng bénh
nhén gidm tifu edu hodic gidm bach cdu trung tinh
tuong dudng nhau & c& 2 nhom.

Céc tdc dung khbng mong mufn ed lién quan trén
lam

Roiloan thdn kinh trung t4m va ngoal bign:

- Khong thudng xuyén: dau ddu, hoa mét va dj cim.

- Hi€m khi: chong mt

Réiloan tiBu hda:

- Thuing xuyén: tiéu chay, dau bung, kho tigu.

- Khong thuing xuyén: leét da day va loét ta trng,
viém da day, bubn nbn va non, tdo bon, ddy hai,

Rdilloan tidu 6du, mdu chdy, mau dong:

- Khong thudng xuyén: ting thdi gian chiy méu va
gidm ti€u caun.

Da va phén phy:

- KhOng thuting xuyén: phét ban va ngifa.

Bach cdu va Iudi ngi mé ( RES):

- Khong thuting xuyén: gidm bach cdu, gidm bach ciu
trung tinh va ting bach cdu ua eosin.

0ué lidu:

Qué lidu Clopidogrel ¢ thé ddn dén ting thdi gian chiy
mau va sau d6 co thé xay ra cdc bifn ching chdy mau
khéc. Khong c6 giai ddc dic hiéu vdi Clopidogrel. Néu
cdn truyén tidu cdu co thd gidm bét dnh huling clia

Clopidogrel. 7

Han ding: 36 thang k& tir ngay sén xuat
Bdo quan: -

Bao quan nhigtdo dubi 25°, noi kho mat.
Bé thudc tranh xa tdm voi cia tré em.

B6ng gk Vi PYC/Aluminum, vi 10 vign, hop 3 vi.

Nha sdn xudi: MEDIBIOS LABORATORIES PVT. LTD.
Piot No-J 76 MIDC, Tarapur, Dist-Thane, india.
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