RXTHU()'C BAN THEO BON
TO HUONG DAN SU DUNG THUOC
PFERTZEL

(Vién nén bao phim Clopidogrel 75 mg, aspirin 75 mg)

boc k§y huéng dan sir dung truéc khi ding
Chi dung thuoc nay theo su ké don cua thay thuoc
Neéu can thém thong tin xin héi y kién thay thuoc

THANH PHAN:

MJi vién nén bao phim chira:

Clopidogrel bisulfat

Tuwong duong Clopidogrel .. 15mg

Aspirin .. . 75 mg

Ta duogc: CeIIquse vi tlnh the BHA HPMC crospovidon, talc, PEG 600, titan dioxyd, mau oxyd
satvang... vira dit mot vién.

PAC TiNH DUQC LUC HQC:

Clopidogrel:

Clopidogrel la t1en chat, dugc chuyén héa bdi CYP450 thanh chat chuyen hoa c6 hoat tinh wc
ché két tap tiéu cau. Chat c6 hoat tinh nay trc ché chon loc sur gén két cua adenosin diphosphat
(ADP) véi receptor P2Y 12 tiéu ciu va sy hoat hoa trung gian ADP tiép theo ciia phuc hop
glycoprotein GPIIb/ Illa, do d6 uc che két tap tiéu cau. Vi sy gin két nay Ia _khong thuan nghich,
tiéu cau nay duy tri dugc tudi tho t01 da (khoang 7 - 10 ngay) va su phuc hdi chirc - nang tleu cau
binh thudng xuét hién khi luong tiéu cau thay thé ¢ ti 1¢ nhat dinh. Su e ché két tap tiéu cau
cam Lrng boi tac nhan khac ADP ciing bi (rc ché boi sy ngan chin viée khuyéch dai hoat héa tiéu
cau do giai phéng ADP.

Vi chat chuyen héa ¢6 hoat tinh dugc tao ra boi enzym CYP450, mot s6 dang thu hinh enzym
nay bi trc ché boi cac thude khac, do d6 khong phai tt ca bénh nhan déu co su trc ché két tap tiéu
cau thich hop.

Aspirin:

Aspirin uc ché cyclooxygenase bang phan ang acetyl hoa, do d6 wc ché tong hop prostaglandin.
Tiéu cau la té bao khong c6 nhan, khong cd khd ning tong hop cyclooxygenase méi, do do
cyclooxygenase bi i ché khong thuan nghich, cho téi khi tiéu cau méi duoc tao thanh. Nhu vay
aspirin ¢ ché khong thuan nghich két tap tiéu cau, cho téi khi tiéu cau moi duoc tao thanh.

Str dung két hop clopidogrel va aspirin 1am ting hiéu qua so véi ting thudc don 1& d6i véi su
ngung tap tiéu cau trén collagen. Tuy nhién ciing cé sy ting tac dung phu xuat huyét néu dung
chung hai thudc nén can phai than trong khi sir dung.

PAC TiNH DUQC PONG HQC:

Clopidogrel: Sau khi uong liéu don va liéu lap lai 75 mg/ ngay, clopidogrel nhanh chéng dugc
hép thu va chuyén hoa chi yéu tai gan thanh hai dang: Co hoat tinh (dan chat thiol) va khong
hoat tinh (dan xuét acid carboxylic). Chét chuyen hoa thiol gin két nhanh chong va khong phuc
héi véi cac thy thé ADP cua tiéu cau. Chét chuyén hoa nay khong phat hign duge trong huyét
tuong. Dan xuat acid carboxylic chiém 85% thanh phan thudc luu hanh trong huyét twong. Thoi
gian ban thai cta chat chuyén héa chinh lyu hanh trong huyet tuong la 8 gio sau khi dung lidu
duy nhét hodc lidu 1ap lai. Khoang 50% thudc duoc bai tiét trong nudc tiéu va 46% trong phan
sau khi udng 120 gio.

Aspirin: Sinh kha dung duong uong la 68 + 3%. Khoang 49% thanh phan thudc gan véi protein
huyét twong. Tang uré mau lam giam kha ning gan voi proteln huyet ‘urong cta thuc. Do thanh
thai: 9,3 £1,1 ml/ phat/ kg. D6 thanh thai thay doi ¢ ngum cao tudi, ngudi xo gan. The tich phan
b6: 0,15 + 0 ,03 1it/ kg Thoi gian ban thai 0,25 + 0,03 gid. Dao thai qua thin chu yéu dudi dang
acid salicylic tur do va cac chat chuyén hoa lién hop.
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CHI PINH:

Dy phong nguyén phat cac rdi loan do nghén mach huyét khdi nhu nhdi mau co tim, dot quy va
bénh dong mach ngoai bién. Kiém soat va du phong tht phat ¢ bénh nhan xo vira dong mach
moi bi dot quy, moi bi nhdi méau co tim, hodc bénh dong mach ngoai bién da xac dinh.

CHONG CHI PINH:

Qua man véi clopidogrel, aspirin hodc bat ky thanh phan nao cua thude.

Phu nir ¢6 thai va cho con bu. ) ) )
Dang c6 chéy mau bénh 1y nhu chdy mau/ loét da dély ta tra‘lng, xuat huyét V{)ng mac hodc xuat
huyét noi soi. Suy gan nang. Suy than ndng. Suy tim vira va nang Giam tiéu cau.

Lién quan dén aspirin: Do nguy co di tmg chéo, khong ding aspirin cho ngu01 da co6 triéu ching
hen, viém miii hodc may day khi ding aspirin hodc nhimng thudc chong viém khéng steroid khac
trude day.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Thubc lam ting nguy co chay mau do chin thuong, phau thuat hoac cac bénh ly khac. Nén
ngung thudc trude khi phau thuat 7 ngay. Kinh nghiém diéu tri cho bénh nhén bi bénh gan ning
kem theo con han ché, nén than trong dung thubc cho nhing bénh nhan nay.

Can than trong khi diéu tri dong thoi voi thude chéng dong méau hodc khi c6 nguy co chay mau
khac. Khong két hop voi cac thude khang viém khong steroid va cac glucocorticoid. Khi diéu tri
cho nguorl bi suy tim nhe, bénh thdn hodc bénh gan, déac biét khi dung dong thoi véi thude loi
tiéu, can quan tim xem xét can than nguy Co gilt nudc va nguy co giam chue nang than.

O tré em khi dung asp1r1n da gy ra mot sd truong hop hoi chung Reye, vi Vay da han ché nhiéu
chi dinh dung aspirin cho tré¢ em. Ngudi cao tudi co thé d& bi nhiém doc aspirin, c6 kha ning do
giam chure nang than. Can phai dung liéu thap hon liéu théng thuong ding cho ngudi 16n.

Dé xa tam tay tré em.

SU DUNG CHO PHU NU’'CO THAI VA CHO CON BU:
Thudc chong chi dinh cho phu nit c6 thai va cho con bu.

TAC DUNG KHONG MONG MUON (ADR):

Xuéat huyét, tang thoi gian chady mau, dau bung, r01 loan ti€u héa, viém da day, tdo bon, ngoai
ban va cac r61 loan da khac. Giam bach cau, giam tiéu cau, mét moi, mat ngu, bon chon, cau git,
sdc phan vé, c6 thé gy suy glam chue nang gan, than, co thit phé quan, kho tho. .

Théng bdo cho thdy thudc cdc tic dung khéng mong muon gdp phdi khi sir dung thuoc

LIEU LUQNG - CACH DUNG: ,

Du phong thiéu mau cuc bo (do nhoi mau co tim, tai bien mach mau ndao, bénh mach vanh...):
Ngudi 16n: 1 vién x 1 1an / ngay

Hoi chimg mach vanh cap:

Nguoi 16n: Liéu tAn cong 4 vién/ngay, lidu diéu trj duy tri: 1 vién/ ngay.

Khong dung thudc ¢ bénh nhan suy gan, suy than ning.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Lién quan dén clopidogrel: Dung chung clopidogrel véi thudc NSAID c6 thé 1am téng nguy co
loét da day va chdy mau duong rudt. Tang nguy co chay mau khi dung chung vé6i coumarins,
agatroban, dasatinib, heparin, gingko biloba va lloprost. Gia tang nguy co chay mau neu
clopidogrel va drotrecogln alfa dugc dung cach nhau trong vong 7 ngay. Co thé lam ting ndng
do Bupropion va tac dung khong mong mudn (choang vang, khé chiu duong tiéu hoa).

Lién quan dén aspirin: Noi chung nong do sahcylat trong huyet tuong it bi anh hudng boi cac
thuéc khac, nhung viéc dung dong thoi véi asp1r1n lam gidm ndng d) cua indomethacin,
naproxen, va fenoprofen. Tuong tac cua aspirin voi warfarin 1am tdng nguy co chay mau, va voi
methotrexat, thuéc ha glucose mau sulphonylurea, phenytoin, acid valproic lam ting n6ng do
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thudc nay trong huyét thanh va ting doc tinh. Twong tac khac cta aspirin gdm su d6i khang vai
natri niéu do spironolacton va su phong bé van chuyén tich cuc cua penicilin tir dich ndo - tuy
vao mau. Aspirin 1am giam tac dung cac thudc acid uric niéu nhu probenecid va sulphinpyrazol.
Tuong tac c6 kha nang gay tr vong: Aspirin va clopidogrel lam tang nguy co chdy mau néu dung
chung véi dabigatran.

QUA LIEU - XU TRI:

Qua lidu co thé dan dén kéo dai thoi gian chay mau va bién chimg chay méu kém theo. Can diéu
tri thich hqp néu quan sat thay chay mau.

Khéng co6 thube giai doc dic hidu cho clopidogrel. Gay bai ni¢u béng kiém hoa nudc tiéu dé tang
thai trir salicylat. Tuy vy, khong nén dung bicarbonat uong, vi ¢6 thé 1am tang hap thu salicylat.
Néu dung acetazolamid, can xem xét ki ting nguy co nhiém acid chuyen héa nghiém trong va
ngd doc salicylat (géy nén do tang thdm nhap salicylat vao néo vi nhlem acid chuyén hoa).

Thuc hién truyén thay mau, thim tich méu, tham tach phtic mac néu can trong truong hop qua
liéu nghiém trong.

Theo doi phu phdi, co giat va thuc hién liéu phap thich hop néu can.

Truyén mau hodc dung vitamin K néu can dé diéu tri chay méu.

PONG GOI: Hop 3 vi x 10 vién.

BAO QUAN: Noi kho rao, tranh anh sang, nhiét d¢ khong qua 30°C.
TIEU CHUAN CHAT LU’ONG Tiéu chUan nha san xuat.

HAN DUNG: 36 thang ké tir ngay san xuét.

San xudttai: o

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Thai Hoa, Thi x4 Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
Tén san pham: PFERTZEL
M4 sb toa: 0222.T1

- Chuyeén file in theo mau nhan Cuc Quan Iy Duoc cap
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