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Doc ky hudng dén sw dung true khi ding

Néu cin thém thong tin xin hoi y kién thay thuéc
Chi ditng thudc nay theo su ké don cuia thiy thuéc

PASQUALE

(Vién nén Cilostazol 100 mg)

THANH PHAN

M&i vién nén chira:

Cilostazol .........oooveiiiiiii s 100 mg

T4 dugc: Lactose monohydrat, cellulose vi tinh thé, povidon, nairi lauryl sulfat, silicon dioxyd,
magnesi stearat.

Dic tinh dwgc Iy hoc: ) ) ’
Cilostazol 14 mét dan chat quinolinon c6 kha nang rc ché phosphodiesterase té bao (cu thé 1a
phosphodiesterase I11). _ . 1

Co ché tac ddng cua cilostazol 1én tri¢u chimg cua bénh khip khi€ng cich héi chira duge hicu 16
hoan toan. Cilostazol va mét vai chit chuyén héa ciia né 13 nhitng chat ic ché cAMP
phosphodiesterase III, u:c che hoat tinh ciia phosphomestemse va giam bct s phan hiy cAMP
lam ting cCAMP trong tiéu cau va mach mau, dan den {tc ché sir két tap tiéu cu va co mach.

Tac dong wrc ché thuin nghich sir két tip tibu cAu cua cilostazol giam bai nhiéu tic nhan, bao
gdm thrombm ADP, collagen arachidonic acid, epinephrin va stress (shear stress). Hidu qua
trong tuAn hoan lipid huy &t twong di dlIO'C thir nghlem trén bénh nhén sit dung cilostazol. Sau 12
tuan, sit dung cilostazol 100 mg x 2 141/ ngdy giam hrong triglicerid 29.3 mg/ dL (15%) va ting
HDL-cholesterol 4.0 mg/ dL (~10%) so v&i gia duoc.

Tac dong 1én tim mach

Cilostazol ¢6 anh huéng dén mach mau va chirc ning tim mach. Né gdy gidin mach khong dong
nhat £ian mach & mach mau xirong dui nhiéu hon so voi mach mau dét song, dong mach mac
treo trang canh hoic dong mach mac treo trang trén. Pong mach thin khdng dap ing vdi cac tac
ddng cua cilostazol.

Dic tinh dwge dong hoc: , . ' ]

Cilostazol duge hap thu tot sau khi uong. Bira dn nhiéu chit béo lam ting sy hap thu, khoang
90% Cmax va 25% AUC. Sinh kha dung tuyét doi chua biét 18. Cilostazol chuyén hoa manh boi
emzym gan cytochrom P450, chii yéu 12 béi 3A4, va it hon béi 2C19. Hai chat chuyén héa ¢6
hoat tinh, trong d6 1 chat chuyén hoa cho it nhat 50% hoat tinh dwgc Iy (irc ché PDE III) ciaa
thudc sau khi udng thudc. Dugc dong hoc ty 1€ thudn voi liu. Cilostazol va chat chuyén hoa co
hoat tinh ¢¢ thdi gian ban thai khoang 11 - 13 gi¢, Cilostazol va chat chuyén hoa cé hoat tinh tich
lity khoang 2 14an khi st dung dai ngay va dat dén trang thai 6n dinh trong mau trong vong vai
ngay.

Duong thai trir chinh 13 qua mude tiéu (74%), phan con lai dwoc bai tiét qua phan (20%). Khong
tim thay cilostazol khong chuyén hoa trong nuc’rc tiéu, va it hon 2% liéu ding dlI’O’C dao thai dudi
dang 3,4-dehydro-cilostazol. Khoang 30% liéu ding dugc bai tiét qua mwc tiéu dudi dang 4'-
trans-hydroxy -cilostazol. Phin con lai dwoc dao thai dudi dang chat chuy én hoa khac, ching déu
it hon 5%. Khong ¢6 bang chimg cia cam fmg cua men gan cia thudc.

CHI PINH: , ,

Diéu tri cac triu chimg thi€u mau cuc bo: Loét, dau, lanh cac chi trong chirng nghén tic dong
mach man tinh (b¢énh Buerger, xo cimg dong mach tic, bénh mach mau ngoai bién do dai thao
dudng). Phong ngira nhdi1 mau ndo tai phat (ngoai trir ngh&n mach ndo do timy).

CHONG CHi PINH: , ‘ ,
- Man cam cilostazol hoic bat ky thanh phan nao cia thude.
- Suy thin ning: P§ thanh thai creatinin < 25 mL/ phit.
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- Suy gan trung binh hoic ning.

- Suy tim sung huyét.

- Phu nit ¢é thai va phu nit cho con bi.

- Bénh nhén d4 biét ¢6 khuynh huong chay mau (vi du nhir viém loét da day ta trang ¢ giai doan
hoat ddng, bi dét quy do xuat huy€t gan day (trong vong sau thang), bénh vong mac dai thao
dudng téng sinh, ting huyét 4p kiém soat kem).

- Bcnh nhan ¢6 tién sir nhip nhanh thét, rung that hodc da 6 phat nhip ngoai vi tim that, du duoc
diéu tri day du hay chua, bénh nhan kéo dai khoang QTc.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:
Chi sir dyng cilostazol & nhimg bénh nhan da thyc hi¢n bi¢n phép thay d6i 161 sbng (luyén tap, an
udng diéu dd va ngimg hut thudc) nhung van khong cai thi¢n bénh.
Khéng sir dung cho nhitng benh nhan rdi loan nhip tim nghi€ém trong (nhip tim nhanh 11 loan
nhip), dan thit ngwc khong én dinh, c6 con dau tim, b¢nh nhén di phau thuat bic cau dong mach
vanh hodc bénh nhin dang st dung tir hai thudc chéng dong mau hodic thudc chong két tip tidu
cau tror 1€n nlnr aspirin va clopidogrel.
Khuyén cio benh nhan thong bao cho bac s§ néu cé bat ky dau hiéu chiay mau hoic dé bam tim
trong khi diéu tri. Trong truomg hop ché} mau vong mac nén ngimg sir dung cilostazol. Than
trong ¢ bénh nhin dang dung | thuoc chéng déng, thudc giy huy tiéu ciu, thudc 1Am tan huyét
kh01 prostaglanclm El hoic din mat Bénh nhan dang cd kinh nguyét; Bi gidam tidu cau co xu
hucmg chay mau; Hep dong mach vanh, dai thao dwdng hodic co bat thuong ve dung nap glucose
Do tic dung uc che két tAp ticu cau, cilostazol co thé gia ting nguy co chay mau khi phau thuit
(bao gom ca cac tiéu phiu nhy nhé ring). Nén ngung cilostazol 5 ngay trudc khi phiu thuit.
Hiém hodic rat hlem co bao cao bt thuo’ng vé hu{yet hoc bao gdm glém tiéu cau, giam bach cau
giam toan thé huyét cAu, mat bach ciu hat va thi¢u mau bat san. Hau het cac bénh nhin phuc hdi
khi ngung cilostazol. Tuy nhién, mot sd trrmg hop gidm toan bd huyét ciu va thiéu mau bat sin
da gy tir vong.
Bénh nhén nén duoc canh bao kip thei bao cdo bat ky dAu hiéu sém cua loan tao mau nhu sot va
dau co hong. Cong thirc man day du nén duge kiém tra néu nghi ngd bi nhiém tning hoiic cd bét
ky bang chirng 1am sang khac caa loan tao. Cilostazol nén nging kip théi néu ¢6 bang chimg 1am
sang hoéic can lam sang ciia cac bat thudng huyét hoc. g .
Nén can than trong khi chi dinh cﬂostazol cho bénh nhan bj 6 phat xung ngoai tam that hodc tim
nhi, hay bénh nhin nng nhi hojic cudng nhi.
Theo ddi sat triéu chirmng dau thit (nhe dau nguc), vi viée diéu tri ¢6 thé 1im ting nhlp mach.
Than trong & bénh nhin suy gan nang, suy thin ning; tang huyét 4p ning voi hu; €t 4p cao lién
tuc. Khong ding cho bénh nhAn bi nhoi mau ndo cho dén khi tinh trang bénh di on dinh. Ngudi
cao tudi.
Pé xa tim tay tré em.

SUDUNG CHO PHU NU' CO THAI VA CHO CON BU:
Khéng diing thuoée cho phu nit ¢6 thai va phu nit cho con ba.

TAC BONG TREN KHA NANG LAIXE VA VAN HANH MAY MOC:
Cilostazol c6 thé gay chong mit va bénh nhin nén dll'O’C canh bao thin trong tnrdc khi 1ai xe hay
van hanh may méc

TAC DUNG KHONG MONG MUON:

Raét thwong gdp: Nhirc diu. Tiéu chay, phan bat thuo’ng

Thwong gdp: Bam da. Phi. Chong mat Panh trong ngyc, nhip tim nhanh, dau thit nguc, loan
nhip tim, loan nhip ngoai tim thy that. Viém miii, viém hong. Budn nén va non, kho tiéu, diy
hoi, dau bung. Phat ban, ngita. Dau nguc, suy nhuorc.

It gap Bénh tlneu mau, phan tng di trng, ting dudng huyet, dai thao duong, lo au mat ngi, mo
bat thudong. Nhoi mau co tim, rung nhi, suy tim sung huyét, nhip tim nhanh trén that, nhip nhanh
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that, ngat. Xuat huyet mau, chdy miu cam, xuat huyét dudng tiéu hoa, xuat huyét khong xac
dinh, ha huyet ap tir thé du'ng Khé thé, viém phéi, ho. Viém da day. Pau co. On lanh.

Hiém: Thoi gian chay mau kéo dai, tlu*ombocythaemla

Chua ro: Xu hudéng chay mau, gidm tiéu céu, glﬁm bach cu hat. mit bach ciu hat, giAm bach
cau glam huyet cau thiéu mau bat san. An mat ngon. Liét, giam cam gidc (khi tiép xuc). Pau
mit. Tleng 1 tai. RO loan chirc ning gan, vang da.

Thong bdo cho thay thuidc cde téc dung khong mong mudn gdp phéi khi st dung thudc.

LIEU DUNG - CACH DUNG:

Liéu khuyén cdo cuna cilostazol 13 100 mg x 2 ln/ ngay. Cilostazol nén dugc udng 30 phit trude
hodc 2 gid sau bita in sang va bira dn t6i. Udng cilostazol chung véi thirc in s& 1am ting ndong do
dinh trong huyét arong (Cmax ) cua cilostazol, do dé c¢6 thé lam tic dung phu. ( q
Diéu tri tir 16 - 24 tuan cb thé s& thién dang ké trong khoang cich di bd. Mbt sd 1 ich cb thé
dugc quan sat thiy sau khi diéu tri 4 - 12 wén. . )

Bac sy nén xem xét cac lwa chon phwong phap diéu tri khac néu cilostazol 12 khéng hiéu qua sau
6 thang.

TU()’N G TAC THUOC CAC DANG TUONG TAC KHAC:

Chat e ché két tAp tiéu cau

Cin thin trong khi dung chung cilostazol véi bat k¥ loai thudc trc ché két tip tiéu cau ndo. Can
xem xét dé theo doi thoi gian chay mau tai tirng thoi ky. Béc biét chu y v6i bénh nhan dang diroc
ap cll,mg phu:cmg phap diéu tn chong tidu ciu.

Thutc chéng dong duong nong nh warfarin ) )

Trong mot nghién ciru 1Am sang, véi lidu duj,r nhat cilostatin khc“mg cd sir e ché qud trinh trao
d6i chat cia warfarin hofic anh hwdng tén cic thong s6 dong mau (PT, APTT, thei gian chay
mau) Tuy nhién, nén thin trong & nhu:ng bénh nhan dung chung cilostazol va thudc chong dong
mau, can theo d6i thudng xuyén dé 1am giam kha niing chay mau.

Chét irc ché enzym cytochrom P-450 (CYP)

Cilostazol dugce chuyép héa manh béi cac enzym CYP, dic bi¢t la CYP3A4 va CYP2CI9 va it
hon béi CYPIAZ Chat chuyén hda dehvdro héa, chat c6 4 - 7 1an hiéu h,rc cua cilostazol trong
irc ché két tap tiéu cAu, droc tao thanh ¢ yéu qua CYP3A4. Chat chuyén hda 4’ -trans- hydrox;,

véi hiéu hwc 1/5 cﬂostazol duwdng nhe durgc hmh thanh cha yéu qua CYP2C19. Viviy, cac thude
e ché CYP3A4 (mdt ) macrohd khang nAm nhém azolg cac chat e ché protease...) holc
CYP2C19 (nhu: thude e ché bom proton, PPIs) lam ting tong hoat tinh dwoc ly khoang 32 va
42% trong mg va co thé ving cudong tic dung khong mong muén cna cilostazol. Giam liéu
cilostazol 50 mg c6 thé dwoc xem xét dyra trén dap g 1am sang va dung nap ctia ¢4 nhan.

Chét nén enzym cytochrom P-450

Ci]ostazol ting AUC cua lovastatin (chat nén nhay cam cho CYP3 Ad) va B-hy droxy acid cia nd
70%. Can thin trong khi cilostazol dugc > dung chung véi Chat nén cia CYP3A4 ¢6 khoang dién
tri hep (cisaprid, halofantrin, pimozid, din xuat ergot...). Can thin trong trong trudng hop ding
chung vol1 simvastatin,

Chit cam \mg Cytochrom P-450

Hiéu qua ciia chit cam ing CYP3A4 va CYP2C19 (carbamazepln, phenvtom rlfamplcm va St
John wort...) trén cilostazol chlra dugc danh gla Téac dung chéng két tip tién ciu vé mit Iy
thuyet ¢6 thé bi thay ddi va can diroc theo dbi cAn than khi cilostazol duoc ding chung véi chat
cam ung CYP3A4 va CYP2C19.

QUA LIEU VA XU TRi:

Théng tin vé qua liéu cp tinh & ngudi con han ché. DAu hidu va triéu chimg ¢6 thé du dosn 13
nhirc diu ning, tiéu chay va 06 the 6 loan nhip tim. B¢nh nhén nén dugc theo ddi va diéu tri ho
tro. Nén 1am sach da day bing cach thich hop nhw giy ndén hodc sic rudt.

DONG GOI Hop 10 vi x 10 vién,
BAO QUAN: Noi khé rdo, trinh 4nh sang, nhiét d6 khong qua 30°C.
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TIEU CHUAN CHAT LUQNG: Tiéu chuAn nha san Xuét.
HAN DUNG: 36 thang ké tir ngay san xuét.

San xuit tai:

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Pudng D17, Khu Coéng nghiép Mg Phuée 1, Phirdng Théi Hoa, Thi x4 Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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