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TO THONG TIN THUOC-DLS Poc 1ap- Tw do- Hanh phuc

Gié Rai, ngay 28 thang 04 nam 2020

THONG TIN THUOC THANG 04/2020
(V/v théng tin thuéc méi CILOSTAZOL)

Kinh giri: Cac khoa, phong diéu tri Trung tam Y té Thi X4 Gia Rai.

Nham muc dich st dung thudc an toan- hop Iy va kip thoi cho diéu tri, don vi
Théng tin thubc xin tém tit thdng tin vé thuéc CILOSTAZOL c6 trong danh muc
thuéc Trung tam y té nhu sau:
1.Tén thwong mai: Crybotas 50
2.Dang thudc va ham lwong:

Vién nén:

- Cilostazol: 50 mg

-Ta dugc: Manitol, Tinh bot ngd, Calci carboxy methyl cellulose,
Hydroxypropyl methyl cellulose 606, Natri lauryl sulfat, colloidal silicon dioxid,
Magnesi stearat.
4 Duge ly va co ché tac dung:

- Cilostazol 1a mét dan chat quinolinon tc ché phosphodiesterase té bao, chon
loc hon 1én phosphodiesterase III, gay tac dung tc ché két tap tiéu cau va gian
mach. Cilostazol tac dung Ién ca long mach va chirc nang tim mach. Ngoai ra,
cilostazol con c6 tac dung lam tang nhip tim, co co tim, tang luu Iwgng mau mach
vanh, tang tinh tu dong cua tdm that, cd thé gay ra ngoai tdm thu that hoic nhip
nhanh that. Cilostazol con c6 tac dung lam thay doi nong do lipoprotein, giam nong
do triglycerid va ting nong do lipoprotein ty trong cao (HDL).
5.Dwgc dong hoc

- Cilostazol dugc hap thu qua duong uéng. Khi udng mét liéu don 100 mg
cilostazol cing bira dn c6 nhiéu m& s& lam ting hap thu cilostazol, Cmax sé& tang
khoang 90% va AUC tang khoang 25%. Cilostazol gan véi protein huyét tuong 1a
95 - 98%, cha yéu gan véi albumin. Phan cilostazol ty do trong huyét trong cua
cilostazol & nhiing bénh nhén suy than cao hon 27% so v&i nguoi binh thuong.

- Cilostazol chuyén hoéa manh & gan bai enzym cytochrome P450, chu yéu 1a
CYP3A4, phan nho do CYP2C19 thanh chat chuyen hoa thai trir chi yéu qua nudc
tieu.

- Cilostazol thai trir cha yéu dudi dang chat chuyén héa cé va khéng c6 hoat
tinh qua nuéc tiéu (74%) va qua phan (20%). Nua doi thai trir cua cilostazol va
chat chuyén hoa c6 hoat tinh 1a 11 - 13 gio. Nhiing bénh nhan diéu tri kéo dai,



cilostazol va chét chuyén hda c6 hoat tinh tich lily trong mau gap 2 lan va dat nong
d6 béo hoa trong mau sau vai ngay.
6.Chi dinh:

- Diéu tri con dau cach hdi do bénh déng mach chi dwdéi man tinh dé cai thién
khoang cach cho ngudi di bo; thude chi han ché dung hang hai dé diéu tri con dau
cach hoi khi thay doi 16i sbng va cac can thiép thich hop khéc that bai.
7.Liéu lwong va cach dung

- Céch dung: Cilostazol ubng 2 Ian/ngay, udng xa bira an, trudc bira &n chinh it
nhat 0,5  gi0, hodc sau bira dn chinh it nhat 2 giod. Khdng nén udng thubce luc doi.

- Liéu lwong: Diéu tri giam triéu chimg di khap khiéng cach héi do bénh dong
mach chi dudi: Liéu thuong ding cilostazol & nguoi 16n 1a 100 mg/lan, 2 lan/ngay.
Néu sir dung cilostazol cing véi cac thude tc ché CYP2C19 (omeprazol), CYP3A4
(clarithromycin, diltiazem, erythromycin, itraconazol, ketocotazol) can giam liéu
dén 50 mg/lan, 2 lan/ngay.

Téc dung cua cilostazol khéng xuat hién ngay, thuong biéu hién tac dung sau
khi bit dau diéu tri tir 2 - 4 tuan. Thoi gian tir khi bat dau diéu tri dén khi c6 tac
dung c6 thé 1én dén 12 tuan.
8.Chéng chi dinh

- Di ing vai cilostazol hoac bat ky thanh phan nao ciaa thudc.

- D& xuat huyét (nhu viém loét da day ta trang dang hoat dong, dot quy do xuat
huyét ndo trong 6 thang trudc, bénh véng mac ting sinh do dai thao duong, ting
huyét ap chua kiém soét tot).

-Tién str loan nhip nhanh ning; khoang QT kéo dai; dau that nguc khdng on
dinh; nhéi mau co tim trong 6 thang trudc; can thiép vao dong mach vanh trong
vong 6 thang. Suy tim sung huyét.

- Phu ntr ¢6 thai

- Suy gan vira hoac nang

- Suy than nang: B0 thanh thai creatinin dudi 25ml/pht.

- Bénh nhan duogc diéu tri ddng thoi voi 2 hoac nhiéu hon thude e ché két tap
tiéu cau hoac céac thudc chong dong (nhu acid acetylsalicylic, clopidogel, heparin,
warfarin.
9.Than trong

- C4c van dong vién thé thao can luu ¥ vi loai duoc pham nay cé chira mot hoat
chat co thé cho két qua dwong tinh cac xét nghiém khi kiém tra cac chat bi cam sir
dung.

10. Thei ky co thai va cho con bu

- Cilostazol duoc bai tiét vao sira trén dong vat thuc nghiém, do dé can nging

cho con bu khi ding thubc hozc dirng thue do nguy co d6i vai tré bu me.



11. Twong tac thudc

- Cilostazol sir dung dong thoi véi cac thude te ché CYP3A4 (clarithromycin,
diltiazem, erythromycin, itraconazol, ketocotazol) va CYP2C19 (omeprazol) s€ lam
thay doi nong do thudc trong huyét tuong, hodc gay ra tac dung khéng mong mudn.
Diltiazem phéi hop cuing cilostazol cé thé 1am giam thanh thai cilostazol tgi 30%,
Cmax tang 30% va AUC tang 40%. Cilostazol lam tang tac dung/doc tinh cta cac
thudc tc ché chire ning tiéu cau khac.

- Cilostazol c6 thé lam ting tac dung cua cac thudc chdng dong mau, thudc
khang tiéu cau, chat chong huyét khéi. Tac dung cua cilostazol cé thé ting 1én néu
ding cung céc thudc chdng nam (dan chat azol duong toan than), thudc wc ché
CYP12C19, CYP3A4, khang sinh nhém macrolid, cac thuéc chéng viém khéng
steroid, omeprazol,

- Cilostazol s& bi giam tac dung bai thude kich thich CYP3A4, thubc chdng viém
khong steroid
12.Tac dung khdng mong muén:

- Thuong gap, ADR > 1/100: Pau dau, hoa mat, chéng mit, tiéu chay chan an,
budn nén. Viém mii, viém hong, phd ngoai bién, nhip tim nhanh, hdi hop, danh
trong nguc. Pau lung, dau co, may day, ting creatinin, ting lipid mau, tang acid
uric mau.

- it gap: Giam bach cau hat, thiéu mau tan méu, giam cac dong té bao mau.
Xoan dinh, QT kéo dai, suy tim. Chay mau tiéu hoa, chay mau ndi so, chay mau
dudi da, tai bién mach ndo, tu mau ngoai mang ctng va dudi mang cang sau chan
thuong. R&i loan chire ning gan, vang da. Hoi ching Steven-Johnson, viém da do
thuoc.

CHU TICH HPT & PT KHOA DUQC PV THONG TIN THUOC

TLTK: To hudng dan st dung thude, Duoc thu quéc gia 2018.



