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Vién nén SPLOSTAL®

Cilostazol 100 mg
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THANH PHAN: M3i vién chia:

-Hoat chat: Cilostazol i 100 mg.

- T4 'dugc: Lactose 'monchydrat; low-substituted ' hydroxypropy!
cellulose, povidon K30, natri'starch glycolat, crospovidon, magnesi
stearat.

DANG BAO CHE: Vién nén.

QUY CACH PONG GOI: Hop 3 vix 10 vién.

CHi PINH

-'Phong ngtta bi€n chitng huyét khéi sau nong hodc dat stent
mach vanh.

- Caithiéntriéu ching va khodng cach di bd trong chiing khap khénh
cach hdi khong dau ldc nghi va khéng cé du hiéu hoai t&f md ngoai
bién (bénh ly dong mach ngoai bién Fontaine giai doan l1).

LIEULUGNG VA'CACH DUNG

Ngtra huyét khéi sau nong hodc dit stent mach vanh: 100 mg x 2

1an/ngay, don trj hay phéi hgp vdi aspirin.

- Ching khap khénh céch hdi: Liéu khuyén céo 1a 100 mg x 2

14n/ngay.

Luuy:

Usng thudc trudc bita an 30 phat hoac saubtia an 2 gid.

Diéu trj trong 16 — 24 tudn c6 thé cdi thién dang ké khodng céch

di bd va c6 thé quan sat dugc vai hiéu qud cda thudc sau 4 — 12

tuandiéutri. ok I

- Can nhic cac tri lieu khac néu cilostazol khong c6 hiéu qua

sau 6 thang, : ' 3

Khéng can chinh liéu & ngudi gia, & ngui c6 do thanh thai creatinin

(Cl,,) > 25 mL/phat hay ngudi mac bénh gan nhe.

Tinh hiéu qua va an toan clia thudc chua dugc xac dinh & tré em.

CHONG CHi BINH

- Quéaman vdi cilostazol hodc véi bat ky thanh phan nao clia thudc.

Suy than nang: Cl,, < 25 mL/phat.

- Suy gan tif trung binh dén ndng. !

Suy tim sung huyét,

Thai ky mangthai.

Ngudi c6 khuynh huéng dé chdy mau (loét tiéu héa tién trién, xuat

huyét nao trong vong 6 thang, bénh vong mac do déi thdo dudng,

tang huyé&t ap khéng kiém soat tét).

Ngudi c6 tién st nhip nhanh that, rung that hodc c6 khodng QTc

kéo dai. \

SUDUNG THAN TRONG

- Cilostazol cé thé gia tang:nguy co chdy mau khi phau thuat,(ké ca
trong nhiing thii thudt xam 1an nhé nhu nhd rang). Néu bénh nhan
can phau thuat nhung khong c4p thiét va khang cén dén téc dung
ch&ng tiéu cdu thi nén ngung cilostazol tru6c phiu thuat 5 ngay.

- Da c6 nhitng bdo cdo hi€m hoi vé'r3i loan huyét hoc bao gém ting
tiéu cau thi phat, gidm bach ciu, gidm bach ciu hat;gidm hayét
¢autoan thé va thigu mau bat sdn. Hau hét benh nhan héi phuc sau
khi ngung cilostazol.

- Than trong khi xdy ra cc hién tugng chdy mau, dé tham tim hay

bét ky ddu hiéu nao 4m chi sy tién trién sém loan tao mau'nhu'sét,

dau hong:-Nén ngung cilostazol ngay tap tdc khi xuat huyét vong
mac hoac khi c6 bat ki bihg chiing lam sang hodc can 1am sang vé
r6i loan huyét hoc.

Than trong & ngudi bi léch tdm nhi hodc tam that, rung nhi,

cudng nhi.

- Chtsi dung cilostazol & nhiing bénh nhan da thyc hién bién phap

thay déi 18i s6ng (luyén tap, dn udng diéu do va ngiing hat thusc)

nhung van khéng cai thién bénh.

Khong st dung cho nhitng bénh nhan rdi loan nhip tim nghiém

trong (nhip tim nhanh, r8i loan nhip), dau thit nguc khong 8n dinh,

¢6 con dautim, bénh nhan da phiu thuat bdc cau dong mach vanh
hodc bénh nhan dang st dung thudc chéng dong mau hodc thusc
chdng két tap tiéu cau trd 1én nhuaspirin va clopidogrel.

SUDUNG G PHY NU CO THAI'VA CHO CON BU

- Chua c6 du ligu ddy du vé viéc dung cilostazol & phu nd c6 thai.
Khdng nén diing cilostazol khi mang thai. 4

- Chua biét cilostazol c6 tiét vao sfa me hay khong. Khong khuyén
céo dung thuéc trong thdi ky dang cho con b hogc nén ngung cho
con bu khi dang diing thudc. A

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Cilostazol c6 thé gay chéng mit, can than trong khi l4i xe hodc van
hanh may méc.

TUONG TAC THUGC

*

Aspirin, thusc chdng két tap tiéu ciu/(clopidogrel), thudc' chéng

dong/(wafarin): c6 thé gay kéo dai thdi gian chdy mau.

Ph&i hap véi cac thuse co tidm nang gay ha huyét ap c6 thé gay tac

dong ha huyét ap edng gop di kem nhip timnhanh phan xa.

Chat dc ché Cytochrome P-450 (CYP) (cac macrolid, khdng ndm

nhém azol, chat Gc ché protease, chét tc ch& bom'proton, .. ): ¢6

thé lam tang ndng do cilostazol trong huyét tuong. i

Chét nén CYP-450 (simvastatin, cisaprid, halofantrin, pimozid,

dan xudt ndm cua ga,...): ¢’ thé lam' ting ndng 'do'cic

chdt nay trong huyét thanh.

Chat cdm (ing CYP-450 (carbamazépin, phenytoin, rifampicin va

St. John's wort): C6 thé lam thay déi hiéu qua ctia cilostazol.

TACDUNG PHY

- Thudng gap: nhiic dau; tiéu chay, phan bat thuong; vét bam mau;
phtr (ngoai bién, mat); chéng mat; hdi hop, nhip tim nhanh, dau
thit nguc, loan nhip tim, loan nhip ngoai'tam thu that; viém mai,
viém hong; budn ndn, non, khé tiéu, day bung, dau bung; phatban,
mén ngta; dau nguc, suy nhugc.

- It gap: thi€u may; phan dng di Gng; tang dudng huyét, dai'thao
dudng; lo au; mat ngd, 4&c mong; nhdi méu cd tim, rung nht, suy tim
sung huyét, nhip nhanh trén that, ngat; xudt huy&t mét, chdy méau
cam, xudt huyét tiéu héa, xudt huyét khong dac hiéu, ha huyét ap tu

“thé; kh thé, viem phéi, ho; viém da day; dau co; 6n lanh.

- Hiém gap: kéo dai thai gian chdy mau, tang tiéu cau nguyén phat;
suy than cdp, suy than.

Théong béo cho bac si nhimg tic dung phy gip phai khi sir dung

thuéc. .

DUQC LYC HOC

Chua r6 cd ché téc dung cla cilostazol trén cac triéu ching dau

khap khé&nh cach hdi. Cilostazol va mot s6 chét chuyén héa,cé tac

dung tic ch& AMP vong (cAMP) phosphodiesterase 11l (chat tic ch&

PDE Ill), do d6 tc ché& hoat tinh ctia phosphodiesterase va lam gidm

su thodi bi€n cAMP, nén lam tang lugng cAMP trong tiéu cdu va

mach méu, dan dén tc ché két tap tiéu cau va lam gian mach.

Cilostazol tac dong |én thanh mach va ca chic nang tim mach.

Cilostazol gay gian mach khong do h6c,mon, tic dong manh trén

dong mach dui, kém hon trén dong mach dét s6ng, dong mach

cdnh, dong mach mac treo trang trén. Bong mach than khong bi
4nh hudng bdi tac dong nay.

DUGC PONG HQC

- Sau khi dung céc liéu lap lai 100:mg x 2 ldn/ngay & ngudi mdc

bénh dong mach ngoai bién, n6ng dd 6n dinh sé dat dugc trong

vong4 ngay.

Cilostazol g&n 95 ~ 98% vao protein huy&t tuong, chi y&u la véi

albumin./Chét chuyén héa dehydro va chat.chuy@n héa 4'-trans-

hydroxy gdn vao protein tuang ing 1a 97,4% va 66%.

Niia - doi thai trit khodng 10,5 gid. Hai chat chuyén héa chinh la

dehydro-cilostazol va 4'-trans-hydroxy cilostazol déu c6 nita doi

tuong ty: Chét chuyén héa dehydro cé tac dung chéng két tap tiéu
cdu manh gdp 4 - 7 lan chét gbc, ‘con chat chuyén héa4'-trans-
hydroxy thi manh gdp 51an. : PRV ORI

Cilostazol bi chuyén héa gén nhu hoan toan va thai trir qua than

du6i dang chét chuyén héa. Isoenzyme chi yéu trong'qua trinh

chuyén héa la Cytochrom P-450 CYP3A4, mot phdnqua CYP2C19,
varatitqua CYPTA2.

Thudc thdi trif chi y&u qua than (74%), phdn ¢dn lai’qua phan.

Khoang 30% liéu duing thai trir qua than dudi dang chat chuyén héa

4'-trans-hydroxy.

QUA LIEU VA XU TRi

- 'Thong tin vé& qua liéu cdp con'han ché. C4c triéu ching c6 thé xay
ra 1a nhdic diu dit ddi, tiéu chdy, nhip tim nhanh va loan nhip'tim.

- Theo doi ngudi bénh chat ché va diéu tri hé trg. Lam réng da day
bang cach gay'nbn hoac rlia da day. Cilostazol gin nhu khéng bi
thai trir qua thdm phan mau.

KHUYEN CAO

- Déxatim tay tré em.

- Thudcnay chi dung theo su ké don ctiabacsi.

- Pocky huéng din st dung trudc khi ding.

- Né&u can thém thong tin, xin hdi y kién bacsi.

BAO QUAN
Trong bao bi kin, & nai kho, tranh anh sang, nhiét d6 du6i 30°C.

HAN DUNG: 36 thang ké tif ngay sdn xuat.

TIEU CHUAN: USP 35.

CONG TY TNHH DUQC PHAM SHINPOONG DAEWOO

Nha mdy: S5 13, Budng 9A, KCN Bién'Hoa II, P. An Binh,

\
Vin phong: S6 29, Budng Ba Vi, Phudng 04, Quéan Tan Binh, Tp..HCM
DT: 028-2225 0683 Fax: 028-2225 0682

TP. Bién Hoa, Bdng Nai, Viét Nam. Ve

Email: shinpoong@spd.com.vn
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