Rx Thudc bén theo ddn

75 mg

Doe ki hutdng dén sit dyng trudc khi ding

D€ xa tdm tay tré em

Thdng béo ngay cho béc sT hodic dugc sT nhiing téc dyng khing mong mubn gdp phai khi ﬂ dyng
thude

Khong sit dyng thudc qua han ding ghi trén vi/hp

Thufc ndy chi dilng theo don ciia bic s§

THANH PHAN, HAM LUGNG: cho mot vién nén tron bao phim chia

- Clopidogrel (Dang Clopidogrel DISUIAL. ..........cc..cieiumsinsiiimes it sisssassiisssnsss s asssdesdibiss 76mg
- T4 duge ( Lactose, Avicel 101, PVP K30, Disolcel, Acid stearic, Aerosil 200, DST, Avicel 102, HPMC
E6, PEG 6000, Talc, Titan dioxyd, N oxit 5&t, DO OXitSHt)......c..covccesnssersaersssnsces vita il 1 vién

MO TA SAN PHAM: Vién bao phim tron, mau héng, mot mat tron, mot mét cé s6 “75".
QUY CACH BONG GOI: Ep vi nhdm - nhom. Hop 03 vi x 10 vién; hop 10 vi x 10 vién; hop 20 vi x 10
vién.
THUGC DUNG CHO BENH 6i:
- Giam cc bign cf huy8t kh6i do xo vita § bénh nhan o tién sif xo vila ding mach bidu hign bdi dot quy
thigu méu cyc b (til 7 ngay d8n it hon 6 thing), nhi méu co tim (tir vai nody dén it hon 35 ngay) hodc
bénh Ij ding mach ngoqi bien da thanh Idp.
- K&t hop voi acetyl salicylic acid o8 didu trj cho bénh nhan bj hoi chiing mach vanh cip tinh ma khong
cd doan ST chénh |&n (dau thit ngyc khong 6n dinh hoiic nhdi mau catim khong co séng Q).
- Phang ngifa cac bifn cf huyst kh&i xo vita huy@t khdi va rung tim nhi
=0 nhilng b&nh Ahan nguii 16n co rung tam mhi v it nht 1 y&u 16 nguy ca bign ¢f mach mAu, khitng
phil hop cho viée didu tri bing thudc khing vitamin K va nhiing ngubi cd nguy co chay méu thap,
clopidogre! dugc chi dinh ding a8 k&t hgp véi aspirin 1idu thdp d phang chiing xd vita huyt khdi va
huy8t khdi, bao gbm ddt quy.
NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG:
Ding dubng ubng. Uling theo chi ddn clia bac sThodc theo lidu sau:

~ Nguii 16n: lifu khuy8n diing 75 mg /ngay. Khong cdn gidm lidu & ngubi gia va benh nhan ¢6 bénh
thin.

- K&t hgp véi acetyl salicylic acid 08 diéu tri cho nguisi c6 hoi chitng mach vanh cdp khoing cf doan

ST chénh: ngay ddu tién 300 mg clopidogrel. Nhiing ngay tifp theo 75 mg clopidogrel/ngay, két hop
vdi acetyl salicylic acid 75 - 325 mg/ngay.

KHI NAD KHONG NEN DUNG THUGC NAY:

Khdng diing thudc nay khi ngubii bénh o nhilng vin dé sau:

- Mn cdm voi bt ky thanh phén ndo clia thufic.

- B&nh gan ndng.

- Bénh nhan bj bénh loét dubng tigu hoa tigh trién, chiy mau ndo.

= Phy nid cd thai, phy nif cho con bi.

TAC DYNG KHONG MONG MUGN:

Giting nhu tt ¢ cdc loai thudc, thuic nay c6 thé gy ra tic dung phy, mdc di khong phai x3y ra trén
t4t c& ngudi sii dung.

Tén suit clia cdc tac dyng phy ligt ke duoi day dugc dinh nghia theo qui wic sau:
- Rét thuting gép (anh huling hon 1 ngudi trén 10 nguli ding)

- Thuting gap (4nh hudng 1 dén10 ngubi trén 100 ngudi ding)

- [t gp (Anh huiing 1 d&n 10 ngubi trén 1000 ngulsi diing)

- Higm g&p (anh hung 1 d&n 10 nguds trén 10,000 ngubi ding)

- Rét hiém (anh huing dudi 1 nguisi trén 10,000 nguisi ding)

- Khéng rd (khéng thé ubic lugng tn sust tir s& liu hién c6).

Bénh nhén hdy lién h§ ngay véi bac sTnéu cé:

- S6t, céc ddu higu nhidm khudn hodc hét siic mét moi. DAy b thd 1A nhing du higu do gidm mot sh 18
bao méu.

= C4c du higu clia bEnh gan nhu ving da va/hodc vang mét, co hodc khong k&t hop val r:héyrq!uthﬂ!
da dudi dang nhilng chdm dé nhu ddu kim, va/hodc la ma.

- Sting miéng hoc c4c rdi loan ngoai da nhundi mén va ngifa, bong nudc trén da. DAy cd thé A nhitng
ddu higu cla phin dng di dng.

Téc dyng phy thubing g3p nhét da duge nhan thay vdi Daklife 75mg |4 chiy mau.

Chéy méu cb thé xdy ra dudi dang chdy mau trong da day hodc trong rugt, bdm mau, fu mau (xudt
huy&t khic thuting hoic bdm mau dudi da), chdy mau cam, tifu ra mau. Trong mot s8 it trubing hap,
chiy mau trong mdt, trong so, hodc trong khép cling da dugc bio céo.

N&u bénh nhan bj chAy méu kéo dai khi diing Daklife 75mg:

Néu bj dirt tay hay ty gay thuong tich, mdu sé chiy lau han thuiing 18 méi cdm dugc. DG 14 do tc djng
clia thufic vi né ngén chin kha ning hinh thanh cyc mau ddng. BB vai nhiing vét cit hodc vEt thuong
nhe, vi dy dit tay, cao rdu, thi thubing khdng déng lo. Tuy nhién, néu b&nh nhan lo ngai vé tinh trang
chdy mau, hiy dén gip ngay bic si.

Céc tic dyng phu khic dd dugc nhdn thdy vai Daklife 75mg Ia: _

* Tédc dyng phy thuding gdp: Tibu chdy, dau bung, khé tiéu hodc ¢ ndng.

* Tdc dyng phu ft gdp: Dau ddu, loét da day, 6i mita, bubn nbn, tao bon, ddy hai trong da ddy hodc
trong rut, ni mén, ngifa, chodng véna, c&m gidc t8 rén hodc kigh ba.

* Tdc dung phu hiém gap: Chéng mat,

* Téc dung phy rt hiém gap: Vang da; dau byng df dgi kém hoic khong kém dau ling; s, kho thé
dbi khi két hgp vdi ho; cac phén (ng dj dng toan than; sung miéng; da ndi bong nudc; dj ing da; viém
miéng; gidm huy8t 4p; Id md; Ao gidc; dau khdp; dau cd; thay ddi vi gidc, viem mach méunhd.

* Tdc dyng phy khéng rd tdn sudt: thiing 8 loét, i1 tai, m4t thinh lyc, phan (ng dj Gng Aot ngft de doa
tinh mang, bénh than, ha duding huy8t, git (tilc thdng phong, mdt bnh dau va sung khp do cac tinh
thé acid uric gy ra) va dj ing thiic an dién bign xdu.

* Ngoai ra, bac sTcé thé phét hién théy nhing thay ddi trong céc xét nghiém méu hodc nubc tiu.

NEN TRANH DUNG THUGC HAY THYC PHAM GI KHI SU/ DYNG THUGE NAY

Mot s thuc co thé dnh huling d&n viéc sif dyng Daklife 75mg hoc ngugc lai.
* Bic bigt, bénh nhdn nén bdo cho bdc sTbiét néu dang ding:

- Thubic khéng dng dang uiing, thuie duge sif dyng 8 lam gidm dbng mau.

dung thub t : ¢ thufic khéng viém khting-steroid khac, thuting dugc sii dung dé diéutr dau vi/hodc viém co
4 ng d I#&pﬂn!ﬁ} llﬁ ot\lQQInA!!n‘ac dé gidm dong mau, i

- Ticlopin, thudc khang ti€u cdu khéc.

- Thudc ic ché bom proton (i dy omeprazole) dé didu tri bénh da day.
- Methotrexat, mot thudc ding dé diéu trj bénh khop néng (vigm khop dang thdp) hodc bénh da (vay
nén)
- Probenecid, benzbromarone, hodc sulfinpyrazone, nhiing thudc diing dé trj bénh gt (thdng phong)
- Fluconazole, voriconazole, ciprofloxacin, hode chioramphenicol, nhiing thudc ding dé tri nhiém tring
vé nhiém ndm
- Cimetidin, thufic diing dé trj loét da day
- Fluoxetin, fluvoxamin, hodc moclobemide, nhitng thudic ding dé tri trdm cam
- Carbamazepin, hodc oxcarbazepin, nhilng thudic diing dé trj mot 56 thé bénh ding kinh
* Bénh nhén cdn ngung didu tr clopidogrel khdc trong khi ding Daklife 75mg.
* Néu thinh thodng dung ASA (khBing qué 1.000 mg trong 24 gids) thi thubng khong cd van dé gi, nhung
sif dung ASA kéo dai trong nhilng truting hep khéc thi bénh nhdn nén thao ludn voi bac sT hodc dugc si.
* Diing Daklife 75mg clng i thilc 4n hodc thic udng: Daklife 75mg co thé ding khi dang an hojc
Kkhdng dn.
* Daklife 75mg cf chita lactose. N&u b&nh nhan khong dung nap vai mét & loai dubing (vi du nhu duiing
lactose), lién hé véi bc sTtrudc khi ding thudic nay.
GAN LAM Gi KHI MOT LAN QUEN KHONG DONG THUGC:
- Néu quén ulng mot liéu clopidoarel, nhung bénh nhan nhd ra trong vdng 12 gid sau gids ubng thudc
thubing 18, hiy uing ngay mft vién va ubng ke tiép véo gids thuing 18.
« NEu quén uSng thudc hon 12 gid, don gin chl cdn udng lidu k& tiép vao gits thubng J2. Khdng tang gdp
dbilidu thudc d8 bil vao lidu quén uing.
- \M6i céc vi thulic 14, 28 va 84 vién, bénh nhan ca thé kim tra ngay uing vién Daklife 76mg cui cing
biing cdch ddi chiguvdi lich dugc in trén vi thudc.
CAN BA0 QUAN THUGC NAY NHU THE NAO: -
- Bdo qudn & nhiét 4o phong (khdng qué 30°C), trong vi/ PVDC / nhdm nru.ra PVC, Ir&nh 4nh s*.ing

- D& thuic ra khoi tdm nhin v tdm tay clia tré em.
NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU
Oud ligu clopidagrel co thé din tai chiy mau kéo di va bién chimg cla chdy mé&u. Thue nghigm trén
dong vat da cho thdy cdc bidu hién clia qué liu. C4c tridu ching cla qué lidu clopidogrel 13 ndn, mét1d,
khé thé, chay mdu tiéu héa. Thic nghigm cho thiy mdt liéu udng clopidogrel 1500mg hodc 2000mg/kg
a4 gdy tir vong cho chubt nhdt va chudt coing; liéu3000 mg/kg gay tit vong cho khi ddu ché.
CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN Cho
Khi diing qué liu khuy8n cdo phi bdo ngay cho bac ST hoic duge si (ngay ca khi ngudi bénh cam thay
) va dua ngudi bénh dén banh vién gdn nhitcing sém cang 18, vi nfu uling qud liéu Daklife 75mg
s& lam tang nguy cd chay méu.
NHING BIEU CAN THAN TRONG KHI DUNG THUGC NAY
- Khong nén bit d4u diéu trj véi clopidogrel trong vai ngay ddu sau khi bj nhdi méu ca tim cdp tinh.
- Thén trgng khi ding thudc cho bénh nhdn ting nguy cd chéy mau do chén thuong, phiu thuft hodc
cdc tinh trang bénh Iy khéc.
- Than trong khi disng cho bénh nhan c6 sang thuong c6 khd ndng chay médu (nhat 1a da day rubt va ndi
nhan).
- B&nh nhan cdn duge thdng bdo phii bdo cdo cho béc s7 tinh trang chiy méu khi dang dung
clopidogrel, hodic trong truding hop sdp c6 phu thuat.
-~ Than trong khi diing cho bénh nhan suy than.
- Than trong khi ket hop clopidogrel véi cdc thude: wafarin, NSAID, heparin, acetyl salicylic acid vi c6
khd ndng tang nguy cd chdy mau.
- Daklife 75mg chifa lactose. Nhilg bénh nhdn c6 ven aé 'di truyén hi€m gip khong dung nap
galactose , thi€u lactase hodc kém h&p thu glucose-galactose khong nén ding sén phdm thuc ny.
* 8 dyng thudc cho phy nif ¢6 thai va phy nif cho con bi:
Khing diirig cho phy ni ¢6 thai, phy nii cho'can bd vi' thigu c4c dT ligu nghién ciu trén cdc ddi tugng
nay.
* Tdc djng cia thudc khi 1l xe va vin hanh mdy mdc:
Sii dyng duge cho ngudi 141 xe, van hanh may méc.
KHi NAG CAN THAM VAN BAC S, DUGC ST
Ngudi bgnh cn hdi y kidin bdc sT, duge sTkhi:
- §6t, cdc d4u hibu nhiBm khudn hodc hét sic mét moi. Bay cd thé 13 nhiing ddu higu do gidm mot s6 t&
bao mau. ¥

- Céc d4u higu ciia bénh gan nhu vang da vi/hodc vang mét, cd hodc khng két hop vdi chay méu dudi
da dutii dang nhiing chdm dd nhu ddu kim, va/hodc lg ma.

- Sung migng hodc cAc rii loan ngodi da nhy ndi mn vé ngda, bong nudc trén da. Day cd thé 1 nhﬂnu
d&u higu clia phdn (ng dj tng.
“Né&u cdn thém théng tin xin hdi § kién béc sThode duge sT"
HAN DUNG CUA THUGC: 36 thang ké tif ngay sdn xuit

CONG TY CO PHAN DUGC PHAM TV.PHARM
('E‘ 27 Nguyén CNI Thanh - K.2 - P.9 - Tp. Tra Vinh = Tinh Tra Vinh
T PHARM BT: (0294) 3753121, Fax: (0294) 3855372

NGAY XEM XET SUA BGI, CAP NHAT LAI NOI DUNG HDSD THUGC

Hudng ddn si dung thude eho CBYT:

CAC DAC TiNH DUUC LUC HOC, DUGC BONG HOC

* Pic tinh duge lyc hoc

Nhém due 1y: Thubc Gc ché ket tap tiu cdu.

Mi ATC: BO1AC04 .

- Clopidogrel 12 mdt ddn chat thienopyridin c6 odu trilc va tac dung dugc Iy tuang by ticlopidin, 14 chat

{ic: ch k&t tp tifu cdu. Clopidogrel 14 tién chat (prodrug) vdi tic dung trc ch¥ ket tap tiéu cdu phy thube

véo chuyén héa & gan thanh chét chuyén hoa thiol co hoat tinh.

- Chuyén héa sinh hoc xay ra qua 2 butic: Clopidogrel bj axy hoa ban déu thanh cht chuyén héa trung

gian 1a 2-oxo-clopidogrel; sau d6 chuyén héa tiép thanh chdt chuyén hoa thiol co hoat tinh. Gon duling

chuyén hoa lién quan mdt s& isoenzym cytochrom P450 (vi du nhu CYP3A4, GYP2C19, CYP1A2,

CYP2P8). Ciling do tc dyng ciia thudic cd duge nhds chat chuyén hoa nén & nhiing bénh nhan c6 da hinh

g‘mHﬂ&tﬁcmnﬁaﬂuﬂuﬂmyddldodﬂmmékhﬁnnoﬂwﬂcchﬁmmmutﬂnhmw
ucdu.



- Clopidogrel 14 mdt chdt tic ché thy thé adenosin dlphos
tinh clia clopidogrel gn chon lpc va khong canh tranh

trén bé mat tidu cdu, do do sécrcchufsugénwaADPﬂammdmmchﬁmtm ﬁ%

GPIIb/llla tiu cdu, phitc hgp ndy cdn thigt a8 gén fibrinogen — tifu cdu lAm dc ché ket 1ap tidu cdu.
Clopidogre! con (ic ch# gidi phdng hat d3c (chita ADP, calci va serotonin) tifu cdu qua trung gian ADP
v hat alfa (chifa fibrinogen va thrombospondin), cac hat ndy chia cdc chét cf téc dung téng cuing
ngung tap ti€u cdu. Tidu cdu ti€p xic vai clopidogrel duy tri dnh hubing d&n hét doi sbing clia tidu cdu
(7-10 ngay). Khong giGng nhu aspirin, clopidogrel v4 ticlopidin (¢ ché ngung tp tidu cdu khong bat
hoat cyclooxygenase 48 ngdn chin tng hop prostaglandin va thromboxan A.

- Khi uBing liéu hling ngay clopidogrel 75mg, tic dung (c ché ngung tép tifu cdu xudt hign trong ngay
difutri ddu tign va dat dugc itc ché 40-60% & mite 6n dinh khodng 3-7 ngay. Sau khi ngiing thubc, sy
ngung t3p tifu cu va thdi gian chdy médu trd vé mic ban d4u trong vdng 5 ngay.

* Dugle ddng hpe:

- Hép thu va Phan bf: Clopidogrel dugc hép thu nhanh chéng sau khi udng liéu 1ap fai 75 mg
Clopidogre!, vi néng df dinh trong huy8t tuong (khodng 3 mg/l) clia chit chuyén hod chinh trong tudn
hodn dat dugc trong khodng 1 gitf sa khi udng. Dugc dbing hoc clia chdt chuyén hod chinh trong tudn
hoan thi tuy#n tinh (nding @4 trong huydt tuong ting tuang dng vai 1iéu ding) & day liéu bign thién tir
50 dén 150 mg Clopidogrel. Sy hdp thu dat it nh&t 50% can clf theo sy bai tiét trong nudc tidu clia cic
chétchuy8n hod clia Clopidogrel.

- Thitc &n khdng lam thay d6i dang ké sinh kh& dyng clia Clopidogrel.

- Chuyén hod va Thai tril; In vitro va in vivo, Clopidogrel duc thuy phén nhanh chéng thanh cac dén
xudt acid carboxylic. D&n xudlt glucoronid cla acid carboxylic cling quan sét dugc trong huy8ttuong va
trong nudc tidu.

+ Clopidogrel va cht chuyn hod chinh trong tudn hoan gdn k&t thudn nghich véi protein huy#t
tugng nguii in vitro (Clopidogrel 88% va chat chuyéin hod 84%). GAn k&t vin chua béo hod & néng do
1Bn d&n 100 meg/ml in vitro.

+ Clopidogrel |4 tién chét va dugc chuy@n hoa qua gan, phdn 16n thanh din chat carboxylic acid 1
chat chuyén hoa khong hoat tinh. Chuyén hoa qua gan bdi isoenzym cytochrome P450 bao gbm
CYP3A4, CYP2019, CYP1A2, CYP2B6. Chét chuyén hoa c6 hoat tinh l-mit ddin chat thiol, nhung rat
khaing 8n dinh néu tdch ra khdi huyét tuong. Clopidogrel va chét chuyén hba chinh gdn véi protain huyst
tuong ty 18 cao (98% va 94%).

+ Clopidogrel v c4c chédt chuyén hda dugc théi trir qua nubc tiéu va phan. Khodng 50% liéu udng
dugic thai trir qua nubic tidu va 46% thai trir qua phan. Thai gian ban théi cia chat chuyén hoa chinh 1
8 gid sau khi uSng lifu don va idu lap lai.

CHI DINH, LIEU DUNG, CACH DUNG, CHGNG CHi nuu

Chi djnh:

- Gidm cdc bidn cd huyt khdi do xd vila d bnh nhan cd tién wmﬂadonu mach bifu hign bdi dot quy
thigu méu cyc b (tir 7 ngay d&n it han 6 théng), nhdi méu ca tim (i vai ngay d&n it hon 35 ngay) hodc
bénh Iy ddng mach ngoai bién da thanh I3p.

- KBt hgp voi acetyl salicylic acid d8 didu tri cho b&nh nhdn bj hoi chitng mach vanh cdp tinh ma khdng
cd doan ST chénh 1&n (dau that ngyc khdng Gn dinh hodic nhdi méu catim khong cd séng Q).

= Phing ngila c4c bisn cf huy8t khoi xo vila huy&t khdi v rung tim nhi

@ nhing benh nhan nguisi I6n ¢6 rung tAm nhT voi it nhat 1 y8u 1 nguy co bién c§ mach méu, khong
phix hyp cho vidc diéu trj bing thudc khdng vitamin K va nhiing ngubi c6 nguy ca chdy méu thdp,
clopidogrel dugc chi dinh diing d8 k&t hop véi aspirin li§u th&p d8 phng chéing xd vila huyét khdi va
huy6t khdi, bao gdm it quy.

Céch diing va lifu lvgng:

Noubi truing thanh va nguii gid: Clopidogrel dugc khw&n diing vdi lidu duy nhat 75 mg/ngay ding
trong hay ngoai bira an.

@ bénh nhan bi hoi ching mach vanh cép tinh:

- Hoi chiing mach vanh c&p tinh khoing ¢d doan ST chénh Ién (dau thit ngyc khong dn dinh hodc hodc
nhéi mau ca tim khang ¢ song Q), nén bt ddu diéu tri bing clopidogrel vdi lidu nap 300 mg ding mot
18n duy nhét va sau d6 tigp tyc voi liu 75 mg mt 1n/ngay (k& hop voi ASA 75mg-325mg hang ngdy).
Do lidu ASA cang cao thi nguy coxudt huyét cang cao, do vdy khdng diing ASA vi liéu vugt qué 100mg,
Thi gian difu trj t8i vu chua duge xéc dinh chinh thifc. DI lidu thit nghiém 14m sang hd trg vide ding
d&n 12 théng, v Igi ich 15i da dugc ghi nhan tif thang thit 3 (tham khao Dugc Iyc).

- Nhi mu catim cép tinh c6 doan ST chénh 1n: dng liéu nap kt hop vai ASA sau d6 diing 75mg mi
ngay ket hp voi ASA. & bénh nhan trén 75 tu8i, khong diing liéu nap loc khdi ddu didu tri. Lidu phip
ket hop nén duic khdii ddu cang som cang t6t sau khi b4t ddu c6 triu ching va tiép tyc duy tri dén t
nhat 4 tudn. Lgi ich clia sy k&t hgp gilla clopidogrel vii ASA ding sau 4 tudn chua dugc nghién ciu.

Tré em va thigu nién: Chua cb di ligu vé sy an todn va higu qué clia thubc 461 voi b&nh nhan tré em.
Ch@ng chi djnh:

- MAn cAm véi bdt ky thanh phdn nao cia thudic.

- Bénh gan néng.

- B&nh nhan bj bénh loét duting tigu hoa tign trifn, chay méu ndo.

- Phy nif c6 thal, phy nit cho con bi.

CAC TRUONG HUP THAN TRONG KHI DUNG

- Do clopidogre! Iam kéo dai théi gian chdy méu, cdn than trong khi s dung cho nhitng bénh nhin c6
nguy cd chay méu do chn thudng, phiu thudt, hofic chay méu bdnh I nhitloét da day t4 trang, chiy
mau ndi nhan, chiy méundi so. NEub&nh nhan cdn phiu thudt, phii ngung thudc trudc 5 ngdy,

- Khi nghi c6 xuflt huy&t hofic rGi loan vé huy8t hoc trong qud trinh didu trj biing clopidogrel phai xét
nghiém sf lugng héng cdu va cdc xét nghiém thich hop khic.

- Xult huyét gidm tiéu cu (trong vong 2 tudn didu trf d4u tien) aa xAy ra @ mot st truing hop dAn t6i tr
vong, tmnum!;nupxﬁymmﬁt huy#t gidm tifu cdu cdn thay huy8t tuong cp ciu.

- 0§ nhiing bénh nhan c6 tién sif can thidu mau néo cyc b, néu két hop dibu tri dy phong bling aspirin
phdi hop véi clopidogre! ting hiéu qua so véii ding clopidogre! dan thusn ma con lAm ting nguy co chay
méu dn.

- Nguy cd chay mau tiéu hoa ting khi si dung clopidogrel, do @6 phai than trong khi diing cho binh
nhdn cb tn thuong & dubing tiéu hba cb xu hubng chdy méu nhu bj loét. Trong thaii gian diu tri bing
clopidogrel cing cén thn trong néu s dyng cac thudic khdc co nguy cd gdy loét dubing tidu hoa.

- Nhitng b&nh nhan cb suy gan hodic suy thin cling cdn sif dung than trong. Cho dén nay, cd rit it cic
thdng tin lién quan dén tinh an toan cla clopidogrel ddi vdi cdcddi tugng nay.

- Cdn thding b&o cho banh nhan biét ho d& bj bdm tim va ch3y mau, thti gian chiy mau kéo dai trong
thisi gian st dyng clopidogrel. Bénh nhan ciing c4n thong bdo cho thdy thuBc vA nha sirling hodangstr
dung clopidogre! trubc khi ho phdi phiu thudt hodc diing thulic khdc.

- 0 b&nh nhn dang diing thulic khang tifu cdu 2 thudc (clopidogrel v aspirin) sau dat stent gidi phong
thudc cham, oo mot s§ bing chiing cho thay ty 18 huyét khdi mudn trong stent (thubng din ti nhdi
méu cotim va/hodic tif vong) ting cao sau khi ngiing clopidogrel, ngay ci & nhilng bénh nhén d& didutri

ucdu cbn chua duc biét, co thé tip tyc v han dinh
ﬁm i thuting id;luyﬁn cdo ngling clopidogrel trufic dy dinh
ph thuat nén can nhin dya trén nguy 60 chay méu cha timg bdnh nhan dé quyét dinh.
- Daklife 75ig chia lactose. Nhiing bénh nhdn ©6 vdn dé di truyén him gap khong dung nap
galactose , thifiu lactase hodc kém hap thu glucose-galactose khdng nén diing sin phdm thudc ndy.
* §i dyng thudc cho phy nit mang thai va cho con bi:
- Thifi kj mang thai: Thyc nghiém trén thd va chuft khdng thdy dnh hubing clia clopidogrel gdy dic tinh
cho thai nhi. Tuy nhién chua c6 nghién ctfu nao ti§n hanh trén phy n c6 thai. Do do, chl s dung
clopidogrel cho nhiing phy nif co thai khi that cdn thit.
- Thoi &y cho con ba: Thite nghiem trén ddng ¥4t cho thdy clopidogrel va chit chuyén hoa dugc bai tift
qua slfa. Cho d&n nay, chua cé théing tin cho bigt clopidogrel ¢ bai tiét qua sifa me hay khéng. Do d6
cdn can nhic viéc ngimg cho con bi trong thii gian ding clopidogrel hodic noimg t:lnmdourul tiy thube
vio mifc d¢ cdn thigt phai diing thudc & ngudi me dang cho con b,
* Tdc dfing cia thudc khi 141 tau xe vé vin hanh mdy mdc:
Clopidogrel khiing c6 hodc anh huling khaing ddng ké d&n khi ning I4i xe vA vin hinh mdy méc.
TUONG TAC CUA THUGC V01 CAC THUGC KHAC VA CAC LOAI TUONG TAC KHAC
- Acetyl salicylic acid: c6 thé xdy ra ting nguy cd chiy méu khi ket hap acetyl salicylic acid 500 mg x 2
1dn / ngay voi clopidogrel 75 mg /ngay. Thantrong khi k&t hgp hai thudc trén.
- Heparin: ding k&t hgp vdi clopidogrel c6 thé gia ting nguy cd chdy méu.
- Thudic khéng viém khong steroid (NSAID): ¢6 hién tugng gia tang xudt huyét da day dn khi diing phoi
hap naloxon vii clopidogrel cho ngubi khde manh, chia c6 k&t qui nghién ci vé sy phdi hop gida
clopidogrel vi cédc NSAID khéc. Gdn thin trong khi phdii hop clopidogrel visi NSAID.
-Thubc ching ddng dubing wing: Ding déng théi clopidogrel duting uing vai thuic chBing dong mau
khong dugc khuy&n khich vi né 6 thé lam tang cubng d§ chay méu. Mac di dubng uing clopidogrel
75 mg/ngay di khong thay d6i dudc ddng hoc clia S-warfarinhodic t 58 binh thuing héa quic t8 (INR)
@ nhiing b&nh nhan dugc difu tri bing warfarin dai han, viéc ding chung clopidogrel vai warfarin 1am
téng nguy cd chiy méu i tic dyng ddc 1p trén quéd trinh ddng méu .
- Thuc dic ché thy thé glycoprotein Ib/lila: thin trong khi-dung k&t hdp voi clopidogrel vi c6 thé lam
tang nguy co xudt huy&t do chan thuong, phiu thuat hay céc bénh Iy khic.
- Thulic tigu sgi huy8t; Tinh.an toan khi diing phdi hop clopidogrel vii céc thudc tidu sgi huy&t dac hidu
hay khong ddc higu fibrin va heparins dugc ddnh gid & bénh nhan nhii mau co tim cdp tinh. TV 1@ chdy
mau ddng ké vé mit IAm sang tuong tf khi chi ding thudic tidu sgi huy8t va heparin dugc diéu tri phéi
hop véii ASA.
- Cdc thudc dnh hubng hodc chuyén hoa bi cytochrom P450 cb thé gly tuong téc duoc ddng hoc, do
clopidogel dc ché chuyén hoa cla isoenzym CYP2G19 lam ting néng df cc thuc sau: Phenytoin,
tamoxifen, tolbutamid, warfarin, torsemid, fluvastatin, thudc chdng viém khéng steroid. Cic thuic dc
ché CYP2C19 (vi dy: Omeprazol, cimetidin, fluconazol, ketoconazol, etravirin, felbamat, fluoxetin,
fluvoxamin) c6 thé lam gidm néng dd chit chuyén héa cb hoat tinh trong huyét tudng clia clopidogrel va
lam gidm tac dung khéng tifu cdu.
- Thudic dic ché bom proton cf thé gdy tuong tc duge dgng hoc vai clopidogrel (Am gidm néng dj chat
chuyén hoa cd hoat tinh clia clopidgrel) va tuang tac dugc liyc hoc (1Am gidm téc dyng khéng tidu cdu),
do thudc e ché bom proton dc ché CYP2C19 1Am cho gidm tic dung cla clopidogrel. Tic dyng cla
clopidogrel c6 thé gidm di khi diing kém cdc thubc sau: Cdc thubc chen kénh calci, khang sinh nhém
macrolid, thuc ching viem khong steroid, thudc dc ché& bom proton, cic thudc (ic ché CYP2C19,
- Nghi#n ciiu duge ddng hoc clia chit chuyén héa chinh cho thy sinh khd dyng clia clopidogrel khing
bj &nh hubing bdi thic &n.
TAC DUNG KHONG MONG MUGN:
Chdy méu la ADR thuiing gdp nhét cila clopidogrel, chiy mau c6 thé xdy ra & bt ky vi tri ndo. Nguy co
chdy mau phy thudc nhidu y&u t8, bao gdm cd nhilng thudc diing kém cd thé dnh huing d8n tinh trang
ddng mau va tinh nhay c&m ciia bénh nhdn,
* Rét thuding gdp, 3/100 < ARD < 10/100
- Tiéu hoa: RGi loan tiéu hoa co thé d&n 27%, c6 thé gdp dau bung, non, chén an, viém da day, tdo bon.
- Tim mach: Bau ngue (8%), phis mach (4%), ting huy8t ap (4%).
- Hé thdn kinh trung wong: Dau ddu (3-8%), chdng mat (2-6%), mét mdi (3%), dau mdi ngudi (6%).
- Da: Ngtfa (4%), ban 48 (3%).
- N tiéit va chuy@n hoa: Tang cholesterol mau (4%).
- Tit nigu: Nhiém khudn ti€t nigu (3%).
- Huy#t ho: chdy méu (16n 4%, nhd 5%), ban dd (5%), chdy méu cam (3%).
- Gan: Bat thubing chiic nang gan (<3%).
- o va xuong: Bau khdip (6%), dau lung (6%).
- Hor hdlp: Khé thil (5%), viém mii (4%), viem phé quin (4%), nhiim tring ho hdp trén (9%).
- Hoi chig gid cim (8%).
* Thuidng gdp, 1/100 < ADR < 3/100
- Tim mach: Rung nhi, suy tim, nhjp nhanh, ngd1.
- Thén kinh: S6t, m4t ngll, chéng mat, o Au.
- Da: Cham.
- Npi tigt va chuy@n hoa: Tang uric mdu, goute.
- Tiu héa: Téo bon, chiy méu tiéu hda, ndn.
- Tiét nigu: Viém bang guang.
- Huy#t hoc: Thigu méu, chiy méu.
- Thén kinh co xuong: Chudt rist, dau ddy thdn kinh, y&u co.
- Mét: Byc thily tinh thé, viém k&t mac.
* ft gdp, 1/1000 < ADR < 1/100
Céc ADR ndy ft gdp nhung trdm trong, co thé de doa tinh mang: Suy gan c&p, m4t bach cdu hat, dj iing,
phan vé, phét ban, phii mach, thifu mau, ting bilirubin mdu, co thét ph# qudn, hdng ban da dang
nhidm séc, chiy méu mang phdi, viém gan, viem phdi k&, chdy méu ndi so, hoai ti thigu méu cuc b,
chdy méu ndi nhan, viém tuy, hdi chiing Stevens-Johnison, gidm tiu cdu, xust huyét gidm tiéu cdu,
hogi tir da nhi¥m ac, viem mach, gidm mcn clutring tinh trém trong.
QUA LIEU VA CAcH XU TRi
Trigu ching qud lifu:
Qu lidu clopidogrel co thé din t6i chdy mau kéo dai va bién ching cla chdy mdu. Thyc nghi@m trén
d6ng vat da cho thdy céc bifu hign clia qué lidu. C4c trigu ching clia qud lidu clopidogrel 1 ndn, mét 14,
kht thd, chdy méu tieu héa. Thyc nghigm cho thdy mot liu ubng clopidogrel 1500 mg hodic
2000 mg/kg dd gdy tif vong cho chudt nhit va chudt coing; liéu 3000 mg/kg gaywwng cho khi ddu
ché.
Xir trf qud lidu:
Xi trf qud liu clopidogrel bAng truyén tifu cfu 48 Am d8i khdng tdc dyng duge Iy cha clopidogrel.




