https://trungtamthuoc.com/

MAU NHAN THUOC

2. Bao bi trye tiép: (T (g A . S \ YA N
- Vi 10 vién nén. > P & /ﬂ.@% = @cfc’g/ . ©
iy e o) !

?;:,-v’ © Dﬂ;ﬁ;ﬁ* &4 gﬂ?;d"“ﬁq >

© o
x2° e o
| (s iy “dv’gw X?
I Pc}«‘)n Mﬁﬁ bw‘”ﬁ} @@ (*vogp

00 ) 3 0 00000 24 G s 1
@

AN

2. Bao bi ngoai: o - L
- Hop 3 vi x 10 vién nén.
.Thuéckédm em ‘ (
3
® k3
Crybotas®( 50 ) %
" Cilostazol 50 mg 2 2
mmﬁvnxwm:mmsm E §

mxudr@m*ucn!qam
Buing Vii Trong Phung, K. Thanh An, P. My Thés, TP, Long Xuyén, An Giang

Thanh phan: Mal vien ne Chi dinh - Chéng chi dinh - Tac dung khéng
tazc mong mudn - Than trong - Ligu dung, cach
dung va cac thong tin khac: Xin doc trong ©
Bao quan: Nhigt do« ung can
. o Bé xa tAm tay tré em
Tigu chuan Boc ky hudng dan s dung
trudc khi dung

wieujalp ‘Baupnos Bues uy KD usiny Buo ‘puem 1041 KW JapueH Uy Yueyy teans Bunyg Buol| ng
Hsopey [EpnevuUeyg wieydmw)by

e id . AV JO \puRig -
wiewai ‘Bunalg Bueis uy K0 uadny Guo ‘prem yuig AW 15205 J0H ey uaknby /7
wuerydeawiby

19 S
g g 6w g [0ze1So|1D

5 (05 ).se10qA1) |
s @ WIVHAXIWTY N 6rup uondisasd ) |

Starage: Protect

Specification:

pgay AS. thang AQ. nam .XolK
GIAM BOC

)\ Chét Luong
Luong A

' BO Y TH
CUC QUAN LY DUGC
! DA PHE DUYET

Lan diu:Z2../.02..1.404 =2DS "pisgm Thi Bich Thiy




https://trungtamthuoc.com/

MAU NHAN THUOC

2. Bao bi ngoai:
- Hop 6 vi x 10 vién nén.

'.F @D muscke don £\ AsmexpHanm @
® ', e §
Crybotas“( 50 ) %
Cilostazol 50 mg 2 %
53
e o

Thanh phan: Moi vien nen chua Chi dinh - Chong chi dinh - Tac dung khong
lostaizol {0 mg mong mudn - Than trong - Liéu dung, cach
dung va cac thong tin khac: Xin doc trong t

Bao quan: Nhigt da duo

14 g Peé xa tam tay tre em
: Poc ky hudang dan su dung
Tieu chuan: | trudc khi dung

weLa ‘BuiAalg BUer uy Hr) Uakny Buo) PIEm UL AN TaIWEH Uy Yuey 13205 Bunyd BuoiL nA

¥ =i
% § Bbw g |ozeiso|D

i 4 05 ). Sej0qAi1)

| g@ amoonsy 37 oopuonsorns @

Compasitions Each tablet cantoin Indications - Contraindications -

1o Undesirable effects - Precautions -
Dosage - Administration and other
information: Read the leaflet insert
Keep out of reach of children
Read carefully the instructions

Storage: Protect from
bejow 30 before use

Specification: It

dy . AS. thang A0 nam =018
G GIAM POC

an\Ly Chéat Lvong .#




https://trungtamthuoc.com/

MAU NHAN THUOC

2. Bao bi ngoai:
- Hop 10 vi x 10 vién nén.

1
® |
Crybotas®(50)

Cilostazol 50 mg

Hop 10 vix 10 vién nén

Céng ty CP Dugc phém Agimexpharm

27 Nguyén Thi Hoc, P. My Binh, TP, Long Xuyén, An Glang.

Sdn xudt tal: Chi nhénh Cang ty CP Duge phim

Nha méy sin xust Duge phim Agimexpharm .
Buding Vi Trong Phung, K. Thanh An, P. M§ Théi, TR. Long Xuyén, An Giang

Crybotas (50 ) s,
= HDY Exr st MO0 N
Thanh phan: Mai vién néen chis: Chi dinh - Chong chi dinh - Tac dung
Cilostazol khéng mong muén - Than trong -
Ta dugc vd 1 vie Liéu dung - Cach dung va cac thong
tin khac: Xin doc trong to huang dan

sudung
Dé xa tam tay tré em

ce: - Boc ky hudng dan su dung
Tiéu chuan: TCCS truorc khi dung

weLalA ‘20uiAolg BUerD Uy Ay uakny Bua] uep 1041 Ay ‘1efuser uy yuey aans Bunyg Buciy na

r?

51 %34 Yd uueydiaunby jo yaursg :Aq painonuojy
wewia ‘uinoig buero uy Kt Lakny Guo ‘plem yuig AW 13905 20H tey) uaknbN Lz
D 92005 por |t id ¥

@
<
g' Bw g |0zeyso|D
—+
Y

3 (05 ).sejoqAs)

@ .
@ |
o |

: WIVHDXENSY g upuondisad @)

Crybotas (50)

Composition: Each tablet contains
Cilo r0l

513|qe} 01 X SJ33s1|q 0| JO Xog

Indications - Contraindications -
Undesirable effects - Precautions -
Dosage - Administration and other
Storage: Protect from humidity and light information: Read the leaflet insert
be

50 mg
1 tablet

Keep out of reach of children
Specification: In house Read carefully the instructions
before use




https://trungtamthuoc.com/

HUONG DAN SU DUNG THUOC

Rx ®
Crybotas™ 50

Thube nay chi diing theo don thudc
Poc k§ hwéng din sir dung trwée khi ding
Dé xa tAm tay tré em
Thanh phin cong thirc cho 1 vién:
Thanh phan hoat chét:
M&i vién Crybotas® 50 chira 50 mg Cilostazol.
Thanh phan ta dugc:
Mannitol, Tinh b{t ngd, Calci carboxy methyl cellulose, Hydroxypropyl methyl cellulose 606, Natri
lauryl sulfat, Colloidal silicon dioxid, Magnesi stearat.

Dang bao ché: Vién nén tron mau tréng, duong kinh 6,0 mm, hai mat tron.
Chi dinh:
Diéu trj con dau cach h?)i do bénh dong n]:_icl] chi dudi man tinh dé cai thién kl'!()ér}g c'eich cho ngudi
di bd; thuoc chi han cht} dung hang hai dé diéu tri con dau cach hoi khi thay doi 16i song va cac can
thiép thich hgp khac that bai.
Cich ding, liéu dung:
Cach duang: Cilostaqu uéng 2 lénlngéy, uégng Xa bﬁa an, trude bita dn chinh it nhat 0,5 gio, hodc
sau bira an chinh it nhat 2 gio, khong nén udng thuoc lic doi.
Bénh nhan dang diéu tri cilostazol khi cn chi dinh ngimg thube hogc gidm liéu khong bi hi¢u img
nguoc (tang ket tap tiéu cau).
Liéu dung:
Piéu tri giam triéu chimg di khap khiéng cach hoi do bénh dong mach chi dudi: Liéu thuong ding
cilostazol & ngudi 16n 1a 100 mg/lan, 2 lan/ngay.
Néu str dung cilostazol cung véi cac thude (rc ché CYP2C19 (omeprazol), CYP3A4 (clarithromycin,
diltiazem, erythromycin, itraconazol, ketocotazol) cin giam liéu dén 50 mg/lan, 2 lan/ngay.
Téc dung cua cilostazol khong xudt hién ngay, thuong biéu hién téc dung sau khi bat dau diéu trj tir
2-4 tuan. Thoi gian tir khi bt ddu didu trj dén khi c6 tédc dung c6 thé 1én dén 12 tuan.
Trénh ding khi c6 suy gan vira va nang, hodc c6 suy than véi mirc loc cau than dudi 25 ml/phit/1,73 m”,
Mot s6 lwru ¥ diic biét vé xir Iy thude trwde va sau khi sir dung thude:
Khong cé yéu cau dic biét vé xir ly thude sau khi st dung.

Chéng chi dinh: 1
Dj tmg véi cilostazol hodic bt ky thanh phan nao cua thudc.
Suy than nang: D9 thanh thai creatinin < 25 ml/phat.
Suy gan vira hodc nang.
Suy tim sung huyét.
Phu nir ¢6 thai.

Bénh nhan d& xudt huyét (nhu viém loét da day ta trang dang hoat dong, dot quy do xuat huyet néo
trong vong 6 thang, bénh vong mac ting sinh do dai thao dudng, tang huyét ap chua kiém soét tot).

Bénh nhén co tién sir nhip nhanh that, rung that hodc ngoai tam thu that da 6, da hodc chua dugc
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diéu tri thich hop, bénh nhan ¢6 khoang QT kéo dai.

Bénh nhan ¢6 tién sir ri loan nhip tim nhanh ning.

Bénh nhén dugc diéu tri dong thoi véi hai hodic nhiéu hon thudc (e ché két tap tiéu cau hogc céc
thuéc chong dong (nhu acid acetylsalicylic, clopidogrel, heparin, warfarin, acenocoumarol,
dabigatran, rivaroxaban hodc apixaban).

Bénh nhan dau thit nguc khong 6n dinh, nhdi mau co tim trong vong 6 thang qua, hodc c6 can thiép
mach vanh trong vong 6 thang.

Cinh béo va thén trong khi ding thudc:
Cilostazol dung dé 1am giam di khap khiéng glan cach khi di mot quang dai ¢ ngudi bi bénh mach
ngoai bién khong dau khi nghi va khong c6 md ngoai vi bi hoai tir. Thudc chi dung diéu tri hang hai
sau khi thay doi 16i song va cac can thle;p khéc (nhu bo hut thude kiém soét huyet ap, diéu hoa lipid
huyét, kiém soat bénh dai thdo dudng, giam béo) that bai. Sau 3 thang diéu tri, néu khong d&, c6 thé
can nhic ngimg thudc.
Tranh dung cilostazol khi cé ton thuong gan vira hodc ning, ton thuong than khi eGFR (tbe do loc
cau than udc luong) < 25 ml/phat/1,73 m”.
Su phu hop cua diéu tri véi cilostazol nén duge xem xét cén than cung voi cac lua chon diéu tri khéac
nhu tai thong mach mau.
Dua trén co ché tac dung, cilostazol c6 thé gy nhip tim nhanh, dénh trong nguc, loan nhip nhanh
va/hodc ha huyét 4p. Su gia ting nhip tim lién quan vdi cilostazol la khoang 5 dén 7 nhip/phit; &
nhimg bénh nhan ¢ nguy co nay c6 thé gay ra con dau thit ngye.

Nhimg bénh nhéan cé nguy co cao bi cac bién ¢6 tim mach nghiém trong do tang nhip tim, nhu bénh
nhan bi bénh mach vanh 6n dinh, can dugc theo ddi chat ché trong khi dleu tri bing cilostazol, trong
khi chdng chi dinh sir dung cilostazol & bénh nhén dau that nguc khong 6 on dinh hodc nhdi mau co
tim/can thi¢p mach vanh trong vong 6 thang gan ddy, hodc c6 tién sir rdi loan nhip tim nhanh
nghiém trong (xem phan Chong chi dinh).

Cén than trong khi ké don cilostazol cho bénh nhan bi ngoai tim thu thit hodc nhi va bénh nhan
rung tdm nhi hodc cudng dong tdm nh‘f

Nén canh béo bénh nhén théng bao néu c6 bat ky dau hiéu chay mau hoac dé bi bam tim trong khi
diéu tri. Trong truong hop chiay mau vong mac, can ngung diéu tri vdi cilostazol (xem phan Chong
chi dinh va Tuong tac).

Do tac dung trc che két tap tiéu ciu nén cilostazol c6 thé lam tang nguy co chay mau khi phau thuat
(bao gom céc tiéu phau nhu nhé ring). Néu bénh nhan tién hanh phau thudt va tac dung trc ché két
tap tiéu cau la khong can thiét, nén ngimg cilostazol 5 ngay trudc phiu thuét.

Hiém hodc rit hiém c6 cac béo céo bat thuong vé huyét hoc bao gém giam tiéu cau, giam bach cdu,
mét bach cau hat, giam huyét cau va thiéu mau bat san. Hau hét cac bénh nhan hoi phuc sau khi
ngung dung cilostazol. Tuy nhién, mot sb truomg hop giam huyét ciu va thiéu mau bat san c6 thé
dan i tir vong.

Ngoai béo céo vé chay rpéu va dé bam tim, bénh nhﬁn can duoc canh béo dé kip thoi bdo cao ngay bt
ky tri¢u chung nao c6 the dan t6i phat hién sém cuia r6i loan tao mau nhu s6t va dau hong. Nén tién hanh
xet nghiém cong thirc méau neu phat hién nhiém khuan hoc ¢ triéu chimg 1am sang Ve roi loan tao mau.
Cén ngung thude ngay néu c6 triéu chimg lam sang hodc cén lam sang bat thuong vé huyét hoc.
Trong trudng hop bénh nhan ding dong thoi cac thude e ché manh CYP3A4 hoidc CYP2C19, nong
do cilostazol trong huyét tuong da duge thdy la ting Ién. Trong nhimg truong hgp nhu vay, nén sir
dung liéu cilostazol 50 mg x 2 lan/ngay.

Cén than trong khi dung cilostazol dong thdi véi bat ky thube nao gy giam huyét ap do kha nang
gdy ha huyét dp kém nhip nhanh phan xa (xem phin Tdc dung—khong mong muon).
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Can than trong khi phdi hop cilostazol véi bat ky thude trc ché két tap tiéu cau khéc (xem phan Twong tdc).

Str dung thude cho phu nir ¢o6 thai va cho con bi:
Thoi ky c6 thai:
Cho dén nay, chua c6 nghién ciru vé anh hudng cia cilostazol 1én phu nit ¢6 thai. Trén dong vit
thuc nghiém cho thiy cilostazol 1am giam trong luong thai, ting ty 1¢ bét thuomg vé tim mach, thén,
xuong; (bt thuong vach lién thét, quai dong mach chu, dong mach dudi don; cham cét héa). Do do,
tranh dung cilostazol & phu nir mang thai.
Phu nir ¢6 kha nang mang thai hogdc dang str dung céc bién phap tranh thai nén tham khéo y kién bac
sy can than trude khi diéu tri véi thude nay.
Thoi ky cho con bu:

Cilostazol dugc bai tiét vao sira trén dong vt thuc nghiém, do d6 cin ngimg cho con bu khi dung
thude hodc dimng thude do nguy co déi véi tré b me.

Anh htro’ng ciia thude Ién kha nang lii xe, van hanh may méc:

Vi thude 6 thé gay chéng mit, mét méi, mat ngu, dau dau, than trong lai xe va van hanh may méc
khi sir dung thudc.

Twong tic, twong ky ciia thudce:
Tlrorng tdc ciia thude voi cac thudc khic va cic loai twong tac khac:
Chat ke ché két rap neu cau: Cilostazol 1a chét rc ché PDE I11 (phosphodiesterase 111) ¢6 tac dung
trc ché két tap tiéu cau. Trong mot nghién ctru trén nger khoe manh, dung cilostazol 150 mg x 2
lan/ngay trong vong 5 ngay khéng thiy kéo dai thoi gian chay mau.
Aspirin (ASA) Dung dong thoi cilostazol va aspirin trong thoi gian ngén (< 4 ngay) cho thdy téc
dung trc ché két tap tiéu cau tang 23-25% so véi chi dung aspirin.
Khong thiy rd tin sudt cao hon cua tac dung phu xudt huyét & bénh nhan diung cilostazol cling
aspirin so véi bénh nhan dung gia dugc va liéu aspirin tuong duong.
Clopidogrel va cac thmfc chong kér tap tiéu cau khdc: Ding dong thoi cilostazol va clopidogrel
khéong anh huong dén sb luong tiéu cau, thoi gian prothrombm (PT) hay thoi gian thromboplastm
tirmg phan hoat héa (aPTT). Tét ca ngudi tinh nguyén khoe manh _trong nghién ciru c6 kéo dai thoi
gian chay mau khi chi ding clopidogrel mot minh va khi ding dong thoi véi cilostazol khong gy
tac dong déng ké trén thoi gian chay méu. Cén than trong khi dung ddng thoi cilostazol véi bat ky
loai thudc nao gay trc ché két tap tiéu ciu. Can can nhéc theo ddi dinh ky thoi gian chay mau. Chéng
chi dinh cilostazol d6i v&i bénh nhan dang diéu tri v&i 2 hodc nhiéu hon thude chbng két tap tiéu
cau/yéu t chong dong mau.
Trong thir nghiém CASTLE, ti I¢ cao hon vé chay mau dugc quan sat thiy khi ding dong thoi
clopidogrel ASA va cilostazol.
Cdc thuoc chong dong duong uong nhu warfarin: Trong mot nghién ctru lam sang dung liéu don,
khong thdy trc ché su chuyen héa warfarin hay tac dong trén cac thong sé dong méu (PT, aPTT, thoi
gian chay mau). Tuy nhién, cén than trong & bénh nhan dung ca cilostazol véi bit ky téic nhan chéng
dong khéc, va yéu cau theo doi thudng xuyén nguy co chay mau.
Chdng chi dinh dung cilostazol di véi bénh nhan dang diéu trj v6i 2 hodc nhiéu hon thube chong
két tap tiéu cau/yéu t6 chong dong mau.
Cdc chat trc ché Cytochrom P-450 (CYP): Cilostazol dugc chuyen héa manh bdi cac enzym CYP,
cu thé la CYP3A4 va CYPZC 19 va it hon 1a CYP1A2. Chit chuyén héa dehydro chit c6 hoat luc G
ché két tap tiéu cau gap 4-7 lan cilostazol, dudng nhu dugc hinh thanh chu yéu thong qua CYP3A4.
Chét chuyén hoa 4'-trans-hydroxy c¢6 hoat lyc bang 1/5 cilostazol duong nhu dugc hinh thanh chu

&\
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yeu thong qua CYP2C19. Do dé, cic thudc gay trc ché CYP3A4 (vi du, cac macrolid, azol khing
nam, chat trc ché protease) hay CYP2C19 (nhu cac thudc (rc ché bom proton - PPIs) lam tang tong
hoat tinh dugc ly va cé the tang cuodng céc tac dung khong mong mudn cua cilostazol. Can xem xét
giam lidu cilostazol xu6ng 50 mg x 2 lan/ngay néu nhu bénh nhan diéu tri ddng thoi véi céc thude
{rc ché manh CYP3A4, CYP2C19.

Dung cilostazol ciing véi erythromycin (chét rc ché CYP3A4) dan t6i ting AUC cua cilostazol
72%, kem theo ting 6% AUC cua chat chuyén hba dehydro va tang 119% AUC cua chat chuyén hoa
4'-trans-hydroxy.

Dua trén AUC, tong hoat luc cia cilostazol ting 1én 34% khi dung dong thoi véi erythromycin. Dya
trén nhimg dir liéu nay, xem xét liéu cilostazol 50 mg x 2 lan/ngay néu dung chung véi thude

erythromycin hodc clarithromycin.

Dung dong thoi ketoconazol (chét rc ché CYP3A4) va cilostazol dén t6i tang 117% trong AUC cua
cilostazol, cung v6i giam 15% trong AUC cua chét chuyén héa dehydro va ting 87% trong AUC
ctia chét chuyén héa 4'-trans-hydroxy, din t&i tong hoat luc tﬁng 35% khi phdi hop véi ketoconazol.
Dua trén nhirng dir li¢u nay, xem xét lidu cilostazol 50 mg x 2 lan/ngay néu dung chung véi thude

ketoconazol hodc céc thudc tuong tu (nhu itraconazol).

Dung cilostazol dong thoi voi diltiazem (chat trc ché yéu CYP3A4) dan téi ting AUC cua cilostazol
44%, tang 4% trong AUC cua chat chuyen hoa dehydro va ting 43% trong AUC cua chét chuyén
hoa 4'-trans-hydroxy. Dya trén AUC, tong hoat luc cua cilostazol tang lén 19% khi dung chung voi
diltiazem. Dya trén nhimg dir liéu nay, khéng can phai diéu chinh liéu cilostazol.
Dung liéu don cilostazol 100 mg véi 240 ml nuéce ép qua budi chum (mét chit (rc ché CYP3A4
trong rudt) khong anh huong dang ké dén dugc dong hoc cua cilostazol. Dya trén nhirng dir li¢u
nay, khong can thiét phai diéu chinh lidu cilostazol. Mot sb tic dung lam sang lién quan cia
cilostazol van c¢6 thé xday ra ¢ Iu'cmg cao cua nuéc €ép qua budi chum.
Dung cilostazol cung v6i omeprazol (chét rc ché CYP2C19) lam tang AUC cua cilostazol 1én 22%,
dong thoi AUC cua chat chuyen héa dehydro ting 68% va AUC cua chét chuyén héa 4'-trans-
hydroxy giam 36%, dan tGi tong hoat luc tang 47% khi phdi hqp vé&i omeprazol. Dua trén nhirng dir
liéu nay, liéu khuyén céo cua cilostazol 12 50 mg x 2 lan/ngay néu diing chung véi omeprazol.

Co chdt eytochrom P-450: Cilostazol da dugc cho thdy lam ting AUC cua lovastatin (co chat nhay
cam dbi voi CYP3A4) va acid B-hydroxy ciia n6 bang 70%.

Cén théan trong khi dung cilostazol dong thoi véi co chit CYP3A4 c6 khoang diéu tri hep (vi du
cisaprid, halofantrin, pimozid, din xuat nAm cya ga). Can thén trong trong truong hgp ding dong
thoi véi cac statin duge chuyén hoa bdi CYP3A4 nhu simvastatin, atorvastatin, lovastatin.
Chdt cam img enzym cytochrom P-450: Tac dong clia céc chat gdy cam img CYP3A4 va CYP2C19
(nhu carbamazepin, phenytoin, rifampicin va St. John's wort) trén dugc dong hoc cua cilostazol
chua duge danh gia. Trén ly thuyét, tac dung chdng két tap tiéu cau c6 thé b thay dbi va can theo
ddi bénh nhén chit ché khi ding cilostazol véi cac thuée gdy cam img CYP3A4 va CYP2C19.
Trong céc nghién ciru 14m sang, hit thude 14 (gay cam (mg CYP1A2) Iam giam ndng dé cilostazol
trong huyét twong 18%.

Cdc twong tac khac: Cén than trong khi dung dong thoi cilostazol véi bét cir thude nao c6 kha nang
giam huyét 4p do c6 thé hlep dong tac dung ha ap véi nhip tim nhanh phén xa.

Tuong téc thiee an: Néu udng cilostazol cling voi bira an c6 nhiéu m& ¢6 thé dan toi téng nong do
dinh 1én dén 90% va AUC lén dén 24%. Mot sd thao dugc lam tang tac dung khang tiéu ciu cua
cilostazol: Co linh ling, cdy hdi, qua viét quét, cay dira, hing chanh, diu qua anh thao, toi, nghé,
gung, sadm, bach qua, hat nho, tra xanh, hat dé, cam thao, tayxco ba 4, liéu.

Twong ky ciia thude:
M Trang 4/7
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Téc dung khong mong mubn:

khi giam bét khi giam liéu.

Do khéng ¢6 céc nghién ciru vé tinh tuong ky cua thude, khong tron 1an thude nay véi cac thude khac.

Céc phan (mg c6 hai duge phan nhém theo tan sudt: Rat thuong gip (ADR > 1/10), thuong gép (1/100
< ADR < 1/10), it gap (1/1.000 < ADR < UIOO), hiém gap (1/10.000 < ADR < 1/1.000), rit hiém gap
(ADR < 1/10.000); khong thé uée lugng tan suat duge liét ké "Chua rd tin sudt".

Céc phan ing khong mong mudn thudng gip nhét trong cac thir nghiém 1am sang la nhirc dau (>
30%), tiéu chay va phan bat thuomg (> 15%). Nhing phan (mg nay thudng nhe dén trung binh va doi

Tan sudt phan ung quan sat dugc trong glal doan luu hanh trén thj trudng dugc coi 1a "Chua rd tén
suét" (khong thé udc tinh dugc tir dir liéu c6 sin).

Céc phan (g bét Ic;n dugc bao cao trong céc thir nghiém lam sang va trong khi luu hanh trén thi
truong duge bao gom trong bang dudi day:

R&i loan mau va hé bach huyét

Thu-gng gap Vét bam mau
it gap ~ [Thiéumau o
_Hiém gdp Thoi gian chay mau kéo dai, tang tiéu céu

Chua rd tan sudt

Dé chay mau, giam tiéu cau, giam bach cau

hat, mat bach cau hat, giam bach cau, thicu
- A 5

mau bat san

R&i loan hé mién dich it gap Dj (mg
R&i loan dinh dudng va chuyén héa [Thuong gdgp  [Ph (ngoai bién, mit), biéng an
it gap Ting duong huyét, dai thao dudng
R&i loan tam than it gap Lo au
R&i loan hé than kinh Rt thuong gap Pau dau
Thudong gap Chong mat
it gap Mt ngu, gidc mo bt thuong

Chura rd tin sudt

Liét nhe, giam cam giac

Roi loan mat

Chura rd tan sudt

Viém két mac

Roi loan tai va mé cung

Chua rd tAn suét

U tai

Réi loan tim mach Thuong gap Pénh tr?)ng nguc, nhip tim nhanh, dau that
nguc, roi loan nhip tim, ngoai tdm thu
it gap Nhé,i méu co tim, rung tdm nh, suy tim sung
huyét, tim nhanh trén that, nhip nhanh that,
ngat
R6i loan mach mau it gap Xuét huyét mit, chay mau cam, xuét huyét

tidu hoa, xuét huyét khong xéc dinh, ha huyét
ap tu thé dimg

Chura 16 tan suét

Nong birng, tang huyet ap, ha huyet ap, Xudt
huyet ndo, xuét huyét pho: xuat hu?/et co,
xuit huyét dudng ho hip, xuit huyét dudi da

R&i loan ho hap, nguc va trung that

Thuong gap

Viém miii, viém hong

it gap

Kho tha, viém phdi, ho

Chua ro tan suat

Viém phdi ké

114

M
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R&i loan tiéu hoa Rat thuong gip (Tiéu chay, phan bat thudng
Thuong gap Budn nén va non, kho tiéu, ddy hoi, dau bung
it gap Viém da day
Réi loan gan mat Chura rd tan suat [Viém gan, chirc ning gan bét thudng, vang da
Réi loan da va mé dudi da Thudng gdp  [Phét ban, ngira

Chura rd tan sut Cham, phat ban da, hoi chimg Stevens-
Johnson, hoai tir biéu bi nhiém doc, may day
Réi loan co xuong vamd lién két it gip Pau nhirc co

R&i loan than va tiét nidu Hiém gip Suy than

Chura rd tan suat [Déi ra mau, dai rat

R6i loan toan than va tai vi tri dung Thuong gip Dau nguc, suy nhugc
thude ltggp  Onlanh,khée ]
Chura 13 tn suét S6t, dau

Chua rd tan suat Tang acid uric, ting uré mau, ting creatinin
mau

Xét nghiém

Qua liéu va cich xir tri:
Qua liéu:
C6 rét it théng tin vé qua liéu cilostazol & nguoi. Tridu chlrng qué liéu cilostazol ¢6 thé dy doan
trudc qua biéu hl@n clia tic dung dugc ly qua mirc: Pau du trdm trong, tiéu chay, ha huyet ap, nhip
tim nhanh, c6 thé r6i loan nhip tim. LDs, ctia cilostazol & chudt 1a > 5 g/kg thé trong va & ché 1a > 2
g/kg thé trong.
X tri:

Theo ddi can than va diéu tri hd trg, do cilostazol gan protem huyét tuong ty 1¢ cao nén khong phu
hop vdi loc mau ngoai than. Khi ¢6 biéu hién qué lidu nang can cho bénh nhan ngimg thude ngay va
néu can thiét dua bénh nhan dén bénh vién diéu tri.

Tich cuc theo ddi dé c6 bién phap xir tri kip thoi.

Dic tinh dwge lue hoc:
Nhém duge ly: Thude chéng huyét khéi, chét chéng két tap tiéu clu trir heparin.
M3 ATC: BO1AC23.

Cilostazol 14 mot din chédt quinolinon (rc ché phosphodresterase té bao, chon loc hon lén
phosphodiesterase 111, gay tac dung irc ché két tap tiéu cau va gian mach. Co ché tac dung cua
cilostazol chua dugc biét day du. Thude c6 tac dung e ché phosphodiesterase typ I1I cua té bao,
din tm ngdn chin giang hoa, do d6 lam ting nong do AMP vong trong tiéu cdu va mach mau. Sy
tang nong do AMP vong lam cho gidn mach va e ché két tap tiéu cau. Cilostazol irc ché c¢6 hdi
phuc két tap tiéu cdu gdy ra bdi nhiéu yéu t6 kich thich nhu thrombin, ADP, collagen, acid
arachidonic, epinephrin, stress chan thuong. Nghién ciru in vitro con cho thdy cilostazol ¢6 thé irc
ché sy phi dai ctia té bao co tron.

Cilostazol tac dung Ién ca long mach va chirc nang tim mach. Trén thuc nghiém & dong vit cho thay
cilostazol ¢6 tac dl,mg gian mach khong dong nhit, giy gian dong mach dui nhiéu hon so v&i dong
mach viing d6t séng c6, dong mach céanh, va dong mach mac treo trang trén. Pong mach than khong
dap (ng vai tac dung cua cilostazol. Ngoai ra, cilostazol con ¢6 tac dung lam tang nhip tim, co co
tim, téang luu lugng mau mach vanh, ting tinh tir dong cua tam that, c6 thé gdy ra ngoai tim thu thét
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Dic tinh dwgc dong hoc:

Qui cach dong goi:
Hop 03 vi, hp 6 vi, hop 10 vi x vi 10 vién.

Piéu kién bdo quan, han dung, tiéu chufin chit lwgng ciia thude: \
Piéu kién bao quan: Dé & nhiét do dudi 30°C, tranh dm va anh séng. "
Han dung ciia thude: 36 thang ké tir ngay san xut. )‘

~ . 2 = - - A A
Tén, dia chi ctia co s& san xuat thuoc:

GMP-WHO

hodc nhip nhanh that Cilostazol con ¢6 tic dung lam thay d6i nong do lipoprotein, giam nong do
triglycerid va tang ndng do lipoprotein ty trong cao (HDL), khong lam thay ddi ndng do cholesterol
toan phan, lipoprotein ty trong thap (LDL), lipoprotein (a).

Hap thu: Cilostazol dugc hip thu qua dudng ubng. Khi ubng mét lidu don 100 mg cilostazol cling
bita in ¢6 nhiéu m& s& lam tang hap thu cilostazol, Cmax s& ting khoang 90% va AUC tang khoang
25%. Sinh kha dung tuyet ddi cua cilostazol chwra duoc biét.

Phén phoi: Cilostazol gin véi protein huyet tuong 1a 95 - 98%, chu yéu gin v6i albumin. Ty 1é
trung binh gin protein huyét tuong cua chét chuyén héa 3,4 dehydro-cilostazol la 97,4%; cua 4’-
trans-hydroxy-cilostazol 1a 66%. Phén cilostazol ty do trong huyét tuong cua cilostazol & nhiing
bénh nhén suy than cao hon 27% so vdi ngudi binh thuong.

Chuyén héa: Cilostazol chuyén héa manh & gan boi enzym cytochrom P-450 chu yéu 1a CYP3A4,
phan nho do CYP2C19 thanh chét chuyén héa thai trir cht yéu qua nude tidu. C6 2 chéit chuyén hoa
chinh con hoat tinh: 3,4 dehydrocilostazol va 4’-trans-hydroxy-cilostazol la nhimg chét chuyén hoa
¢6 hoat tinh manh nhat, chiém it nhat 50% hoat tinh duoc hoc. Sau khi udng 100 mg cilostazol cé
gan phong xa, 56% tong cac chat phan tich trong huyét tuong la cilostazol, con lai 15 % la 3,4
dehydro-cilostazol (c6 tac dung hoat tinh trc ché phosphodiesterase III cao gép 4-7 lan so vdi
cilostazol) va 4% la 4’-trans-hydroxy-cilostazol (tac dung duoc Iy bang 1/5 cilostazol).

Thai tru: Cilostazol thai trir chu yéu dudi dang chét chuyén hoa c6 va khong c6 hoat tinh qua nuée |
tiéu (74%) va qua phan (20%). Khong dinh lugng dugc cilostazol dang khong chuyen hoa trong |-
nude tiu, < 2% lidu dugc bai tiét & nude tiéu 1a 3.4 dehydro-cilostazol va 30% liéu duoc bai tiét
trong nudc tiéu 1a 4’-trans-hydroxy-cilostazol. \
Phan con lai dugc bai tiét dudi dang céc chit chuyén hoa khéc. Nira doi thai trir cta cilostazol va chat |/
chuyén héa c6 hoat tinh 1a 11-13 glo Nhimg bénh nhan diéu tri kéo dai, cilostazol va chét chuyén héa |
¢6 hoat tinh tich lity trong méau gip 2 ldn va dat ndng do bio hoa trong mau sau vai ngay.

Dugc dong hoc cua cilostazol & nguoi tinh nguyén khoe manh twong duong nhu bénh nhén bi dau
cach hoi do bénh dong mach chi dudi.

Khong c6 bang chimg vé cilostazol gay cam {mg enzym gan.

Khong c6 dir liéu & nhitg bénh nhan suy gan vira dén nang va vi cilostazol dugc chuyen héa manh
bdi céc enzym gan, khong nén dung thude & nhitng bénh nhén nay (xem phin Chéng chi dinh).

Tiéu chuén chit lrgng: TCCS.

- Cong ty CP Duwgc phim Agimexpharm
‘e 27 Nguvm Thii Hoc, P. My Binh, TP. Long Xuyén, An Giang
' San xuar rgi: Chi nhdnh Cing ty CP Duge ph;’nm Agimexpharm - Nha miy sdn xuit Durge phim Agimexpharm
Pudng Vil Trong Phyng, Khém Thanh An, P. My Théi, TP. Long Xuyén, An Giang
Tel: 0296 3857300  Fax: 0296 3857301
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