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Zilamac 100

Cilostazol Tablets 100 mg

MACLEODD

5 x 10 Tablets

ArA B
{ Tuv U539

Composition: Each uncoated tablet contains:
Cilostazol ........coovvvveieiiieeee. 100 mg
Dosage: As directed by the Physician.
Indication, Contraindication, Side effect
and other information: See the leaflet inside.
Storage: Store in a cool dry place, below 30°C.
Specification: In-House

Keep out of reach of children.

Read carefully the leaflet inside before use
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Manufactured in India by:
MACLEODS PHARMACEUTICALS LTD.
Plot No 25-27, survey No. 366, Premier
Industrial Estate, Kachigam, Daman-396 210 (U.T.), India.
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Zilamac 100

Vién nén Cilostazol 100 mg

MACLEODD

Hoép 5 vi x 10 vién
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Thanh phan: M3i vén nén khong bao cé chira:
100 mg

Cilostazol ..................... T —
Liéu lwong: Theo chi din clia thay thuéc

Chi dinh, Chéng chi dinh, Tac dung ngoai y va
cac théng tin khac: Xin xem t& hwéng dan bén trong hop.
Bao quan: Bao quan noi khé mat, dwéi 30°C.

Tiéu chudn: Nha san xuét
Dé xa tém tay tré em.
BDoc ky hudng dan st dung trude khi dung

[DNNK

San xuét tai An D6 bdi:

MACLEODS PHARMACEUTICALS LTD.
Plot No 25-27, survey No. 366, Premier
Industrial Estate, Kachigam, Daman-396 210 (U.T.), India.
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Ry - Thubc ban theo don
ZILAMAC 100

(Vién nén khong bao cilostazol 100 mg)
CANH BAO
Thuéc bdn theo don.
Doc ky hudng dan sir dung trudc khi diung.
Néu can thém théng tin, xin héi y kién bdc si.
Xin thong bao véi bdc st biét cdc tdc dung khong mong muon xay ra trong qud trinh sir dung.

Pé thudc xa tam lay tré em.
Khong ding thuoc da qua han sir dung.

THANH PHAN

MBbi vién nén khong bao c6 chua:

Durgc chdt: CHLOStAZOL ... 100 mg

Ta duoc: Cellulose vi tinh thé, croscarmellose natri, silic dioxid keo khan, nudc tinh khiét#,
magnesi stearat.

# Bay hoi trong qua trinh san xuat, khong tham gia vao thanh phan cudi cua thude.

DUQC LUC HQC

Nhém duge Iy hoc: Tac nhan chéng huyét khéi, tre ché két tap tiéu cau.

Dir liéu tir 9 nghién ctru c6 kiém soét gia duge (1634 bénh nhan dung cilostazol), da chimg

minh rang cilostazol ting cudng kha ning van dong danh gia bdi su thay dbi trong khoang

cach dau cach hdi tuyét d6i (ACD — Absolute Claudication Distance, hay khoang cach di bd

t6i da) va khoang cach dau cach héi dau tién (ICD — Initial Claudication Distance, hay

khoang cach di bd dugc ma khong bi dau) sau khi thir nghiém trén may chay bg. Sau khi didu

tri 24 tudn, cilostazol 100 mg x 2 l4n/ngay lam ting ACD trung binh tir 6,4 — 129,1 m, va

ICD trung binh tang tir 47,3 — 93,6 m.

Mot phén tich dya trén su khac nhau c6 y nghia gifta 9 nghién ctru cho thiy khoang cach di

b6 tdi da tang 1én 42 m khi dung cilostazol 100 mg x 2 lan/ngay so véi gia duge. Cho thdy su

ting truéng twong dbi so vai gia duge 1a 100%. O ngudi tiéu duong c6 hiéu qua thap hon so MACLEODS Bi
v&i nguoi khong bi tieu duong. Atlanta Arcade, -
Cac nghién ctru trén dong vat cho thdy cilostazol ¢6 tac dung gidn mach va da dugc ching Nea' L@@ i
minh trong cac nghién ctru nho trén ngudi c¢6 luu luong méau mit c4 chan do bang phuong

phap ghi bién ddi thé tich. Cilostazol cling trc ché su ting sinh té bao co tron & chudt va té

bao co tron & ngudi in vitro, va trc ché phan tmg giai phong tiéu cau ciia yéu t6 ting truong

tiéu clu va PF-4 & tiéu ciu nguoi.

Céc nghién ciru trén dong vat va ngudi (in vivo va ex vivo) cho thiy cilostazol gdy su tic ché

két tap tiéu clu co hdi phuc. Su tc ché ¢ hiéu qua trén mot loat cac chit giy két tap (bao

gdm ca umg suét cét, acid arachidonic, collagen, ADP va adrenalin); & nguoi su trc ché kéo

dai téi 12 gio, va khi dimg cilostazol, su két tap hdi phuc trong vong 48 — 96 gity, ma khong

bi tai két tdp qua mirc. Tac dung trén lipid huyét tuong tudn hoan di duogc xem xét & bénh

nhan ding cilostazol. Sau 12 tudn, cilostazol 100 mg x 2 ldn/ngay lam giam triglycerid 0,33

mmol/L (15%) va tang HDL-cholesterol 0,10 mmol/L (10%) so v&i dung gia dugec.

Mot nghién cir phase IV ngiu nhién, mu d6i, c6 kiém soat gia duoc da duogc tién hanh nhim

danh gia hiéu qua l4u dai cua cilostazol, tip trung vao ti 1¢ tir vong va d6 an toan. Tong cong,
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1439 bénh nhan dau cach hdi & chdn ma khong bi suy tim da duoc diéu tri v6i cilostazol hodc
gia duoc trong vong 3 nam. D4i véi ti 18 tir vong, trong 36 thang quan sat ti 1€ bién cb
Kaplan-Meier vé tir vong dbi véi thuc nghién ctru voi trung vi thoi gian cta thue nghién
ctru 18 thang 1a 5,6% (khoang tin cay 95%, 2.8 - 8,4%) dbi voi cilostazol va 6,8% (khoang tin
cly 95%, 1,9 - 11,5%) dbi véi gia duoc. Diéu tri dai han véi cilostazol khong 1am anh huéng
dén d6 an toan.

DUQC DONG HQC

Sau khi ding cilostazol 100 mg x 2 1an/ngay & bénh nhan bi bénh mach ngoai bién, trang théi
6n dinh dat dugc trong vong 4 ngay.

Cmax cua cilostazol va chit chuyén héa buéc dau tang ti 1€ thuan va it hon so véi tang lidu.
Tuy nhién, AUC cua cilostazol va chit chuyén hoa tang xap xi ti 1 thuan véi liéu dung.

Thoi gian ban thai biéu kién cua cilostazol 1a 10,5 gid. C6 2 chat chuyén héa chinh, dehydro-
cilostazol va 4’-trans-hydroxy cilostazol, ctia 2 déu c6 thoi gian ban thai biéu kién tuong
duong nhau. Chét chuyén héa dehydro héa cé dic tinh chéng két tap tiéu cAu gip 4 — 7 lan
thubc gbc va chit chuyén hoa 4’-trans-hydroxy chi bang 1/5 thude gbc. Nong do thude trong
huyét tuong (tinh theo AUC) cuia chat chuyén héa dehydro va 4°-trans-hydroxy bang khoang
41% va 12% ndng d cilostazol.

Cilostazol bi thai trir chinh boi su chuyén héa sau d6 bai tiét chat chuyén héa qua nudc tiéu.
Isoenzyme chinh tham gia vao su chuyén hoa la cytochrome P-450 CYP3A4, va it hon 1a
CYP2C19, va it hon nira la CYP1A2.

Puong thai trir chinh 12 qua nudce tiéu (74%) va phan con lai thai trir qua phan. Khong thy
cilostazol dang khong déi dugce dao thai qua nudc tiéu, va dudi 2% thudc dao thai dudi dang
chét chuyén hoa dehydro-cilostazol. Khoang 30% lidu duoc dao thai qua nudc tiéu dudi dang
4’-trans-hydroxy. Phén con lai 1a cac chat chuyén héa ma chiém dudi 5%.

Cilostazol lién két v6i protein 95 — 98%, chi yéu 14 albumin. Chat chuyén héa dehydro héa
va 4’-trans-hydroxy lién két véi protein twong (g 1a 97,4% va 66%.

Khéng c6 bang chimg vé cilostazol gdy cam tmg enzyme gan.

Duoc dong hoc cua cilostazol va chét chuyén héa khong bi anh hudng r6 rét boi tudi tac va
gi6i tinh & nhitng ngudi khoe manh tir 50 — 80 tudi. AR
O nguoi suy than ting, phan cilostazol tu do cao hon 27% va ca Cpax va AUC déu thap ho?l ":gh:"
tuong tng 29% va 39% so voi ngudi cé chire nang thén binh thuong. Chrax va AUC cua chat '
chuyén hoa dehydro thip hon tuong tmg 41% va 47% & nguoi suy than ning so véi ngudi ¢6
chitc nang than binh thuong. Cpax va AUC cua 4’-trans-hydroxy cilostazol cao hon 173% va
209% so v&i ngudi suy than ning. Khong nén dung thude & ngudi c6 d6 thanh thai creatinin
<25 ml/phut.

Khong c6 dit liéu trén bénh nhan suy gan trung binh d&én ning va do cilostazol bi chuyén héa
manh boi enzyme gan, khong nén ding thubc & nhitng bénh nhan nay.

CHIi PINH

Cilostazol dugc chi dinh cai thién khoang cach di lai t6i da va di lai khong dau & bénh nhan
bi dau cach hdi & chén, khong bi dau khi khong van dong va ngudi khong cé tridu chimg vé
hoai tr m6 ngoai vi (bénh dong mach ngoai vi giai doan II theo Fontaine).

LIEU LUQNG VA CACH DUNG

%
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Liéu khuyén cdo ctia cilostazol 1a 100 mg x 2 lan/ngay. Nén udng thubc trude khi an sang
hodc téi 30 phit hodc sau an 2 gid. Udng thude clng véi thire an da cho thdy lam ting nong
d6 dinh trong huyét tuong (Cmax), 6 thé dan t6i ting ti 1& cac bién cb ngoai .

Xem xét dung liéu 50 mg x 2 1dn/ngay khi ding ddng thoi véi cac chit gay tc ché CYP3A4
nhu ketoconazol, itraconazol, erythromycin va diltiazem, va khi ding ddng thdi véi cac chat
{rc ché CYP2C19 nhu omeprazol.

Didu tri trong vong 16 — 24 tudn c6 thé dan t6i cai thién déng ké vé khoang di bd. C6 thé
quan sat thdy mot sb hiéu qua sau khi diéu trj trong 4 — 12 tuén.

Béc si can can nhic phuong phép diéu tri khac néu cilostazol khong cé higu qua sau 6 thang
diéu tri.

Nguoi cao tuéi: Khong c6 yéu cau dic biét vé liéu lugng & ngudi cao tudi.

Tré em: An toan va hiéu qua & tré chua duge cong bb.

Suy than: Khong can chinh lidu & cac bénh nhan c6 do thanh thai creatinin > 25 ml/phit.
Cilostazol chng chi dinh & bénh nhén c6 d6 thanh thai < 25 ml/phut.

Suy gan: Khong can chinh liéu & bénh nhan c6 bénh gan nhe. Khong c6 dir liéu vé bénh nhan
suy gan trung binh dén ning. Do cilostazol chuyén h6a manh boi enzyme gan, chéng chi dinh
diing & bénh nhan suy gan trung binh dén ning.

CHONG CHI PINH

Man cam d biét vai cilostazol hoic bat ky thanh phan nao ctia thude.

Suy thin ndng: do thanh thai creatinin < 25 ml/phut.

Suy gan trung binh dén nang.

Suy tim sung huyét.

Cé¢ thai

Bénh nhan ¢6 khuynh huéng chay mau (vi du loét da day ta trang hoat dong, dot quy xut
huyét gin day (trong vong 6 thang), bénh vong mac déi thao duong tang sinh, cao huyét ap
kiém soat kém).

Bénh nhan c6 tién sir bi nhip nhanh that, rung thit hodc nhip phat ngoai vi da 6 & tdm thét, c6
hodc khong duoc diéu tri triét dé, va nhitng bénh nhan c6 khoang QTc kéo dai.

Khong str dung cho nhimng bénh nhén rdi loan nhip nghiém trong (nhip tim nhanh, réi loan
nhip), dau thét nguc khong 4n dinh, c6 con dau tim, bénh nhan da phau thuat béc ciu dong
mach vanh hodc bénh nhan dang sir dung tir hai thubc chéng dong mau hoac thube chéng két
tap tiéu cAu trd 1én nhu aspirin va clopidogrel.

KHUYEN CAO VA THAN TRONG

Cén khuyén cdo bénh nhan théng bao néu cé chay mau hozc d& bi bAm tim trong khi diéu tri.
Trong truong hop chay méau véng mac, cin ngung diéu tri véi cilostazol. Tham khao phan
Chéng chi dinh va Twong tdc thuoc.

Do dic tinh trc ché két tap tiéu cau, nén d& ting nguy co chay méu khi phiu thust (bao gém
ca cac can thiép nho nhu nhé rang). Néu bénh nhan tién hanh mot phiu thuat khong bét bude
va tac dung chdng két tap tiéu cdu 1a khong cin thiét, nén ngimg thubc 5 ngay trude phau
thuat.

Hiém hodc rat hiém c6 cac béo cdo vé bit thuong vé huyét hoc bao gém giam tiéu clu, giam
bach cdu, mét bach ciu hat, giam huyét cu, va thiéu mau bat san. Hau hét cac bénh nhan hdi
phuc sau khi ngung thudc. Tuy nhién, mot sé truong hop giam huyét cdu va thiéu mau bit
san c6 thé dén t6i tir vong.

I
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Ngoai bo cdo vé chidy mau va dé bim tim, bénh nhéan can duge khuyén céo bio céo ngay bat
ky triéu ching co thé dan t&i phat hén sém cla rdi loan tao mau nhu sét va dau hong. Nén
tién hanh xét nghiém cong thirc mau néu phat hién nhiém khuén hodc ¢6 triéu chimg 1am
sang vé rbi loan tao mau. Can ngung thudc ngay néu c6 tridu chimg 1am sang hodc can 1am
sang v& bat thuong vé huyét hoc.

Cén than trong khi dung ddng thoi cilostazol v&i mot thudc tre ché hodc cam vmg CYP3A4 va
CYP2C19 hogc co chét CYP3A4.

Can than trong khi ké cilostazol & bénh nhan lac vi that hoic nhi va bénh nhén rung nhi hoic
cudng dong nhi.

Cén than trong khi dung cilostazol ddng thoi 6i bét ky tac nhan nao gay giam huyét ap do kha
ning gay ha huyét 4p kém nhip nhanh phan xa.

Can than trong khi dung cilostazol vé&i cac tic nhan trc ché két tap tiéu cau khac. Tham khao
phan Tiwong tdc thuéc.

Chi str dung cilostazol & nhitng bénh nhan da thuc hién bi¢n phép thay dbi 161 séng (luyén
tap, &n udng diéu do va ngimg hut thudc) nhung van khong cai thién bénh.

Khong st dung cho nhitng bénh nhén réi loan nhip nghiém trong (nhip tim nhanh, réi loan
nhip), dau thit nguc khong on dinh, c6 con dau tim, bénh nhan d4 phiu thust béc cau dong
mach vanh hodc bénh nhan dang sir dung tir hai thudc chéng dong mau hoic thude chéng két
tap tiéu cau trd 1én nhu aspirin va clopidogrel.

TUONG TAC THUOC

Chdt tre ché két tdp tiéu cau: Cilostazol 1 chat trc ché PDE III (phosphodiesterase IIT) c6 tac

dung trc ché két tap tiéu ciu. Trong mot nghién ciru trén ngudi khoe manh, ding cilostazol

150 mg x 2 l4n/ngay trong vong 5 ngay khong thay c6 kéo dai thoi gian chay mau.

Aspirin: Ding ddng thoi cilostazol va aspirin trong thdi gian ngin (< 4 ngay) cho thiy tac

dung e ché két tap tiéu cau do ADP ex vivo ting 23 —25% so v&i chi dung aspirin. s
Khong c6 xu huéng 1o rang dbi véi ti 1é chay mau cao hon & bénh nhan dung cilostazol cling

aspirin so v&i bénh nhén ding gia dugc va lidu aspirin tuong duong.

Clopidogrel va cdc thudc chong két tdp tiéu cdau khdc: Dung dong thoi cilostazol va .
clopidogrel khong anh hufmg dén sb luong tiéu ca‘i’u, thoi gian prothrombin (PTT) hay thoi ;:-r:
gian thromboplastin timg phan hoat hoa (aPTT). Tat ca nguoi tinh nguyén khoe manh trong ast),
nghién ctru c6 kéo dai thoi gian chay mau khi chi dung clopidogrel va khi dung dong thoi véi

cilostazol khong gay tac dong dang ké trén thoi gian chay mau. Can than trong khi ding déng

thoi cilostazol voi véi cac thude gy e ché két tap tiéu cau. Can can nhic theo doi dinh ky

thoi gian chay mau. Pac biét chi y d6i voi bénh nhan dang dung nhiéu bién phap chéng két

tap tiéu cau.

Cdc thudc chong dong duong uéng giong wafarin: Trong mot nghién ciru 1am sang ding lidu

don, khong thiy trc ché su chuyén hoa wafarin hay tac dong trén céc thong s6 dong mau (PT,

aPTT, thoi gian chay mau). Tuy nhién, can than trong & bénh nhan dung ca cilostazol véi cac

tac nhan chéng déng khac, va yéu cau theo ddi thudong xuyén nguy co chay mau.

Cdc chdt trc ché Cytochrome P-450 (CYP): Cilostazol bi chuyén héa manh boi cic enzyme

CYP, cu thé 1a CYP3A4 va CYP2C19 va it hon 1a CYP1A2. Chét chuyén hoa dehydro, chét

¢6 hoat luc trc ché két tap tiéu cau gip 4 — 7 lan cilostazol, c6 vé duoc hinh thanh chu yéu la

nhd CYP3A4. Chét chuyén héa 4’-trans-hydroxy c6 hoat luc bang 1/5 cilostazol hinh chi yéu

nhd CYP2C19. Do d6, cac thube gy trc ché CYP3A4 (vi du, cac macrolid, azol, khang ném,
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trc ché protease) hay CYP2C19 (nhu céc thudc e ché bom proton - PPIs) 1am ting duoc luc
hoc tuong ung 32 va 42% va cé thé tang cudong cac tic dung khong mong muén cia
cilostazol. Can xem xét giam liéu cilostazol xudng 50 mg x 2 lan/ngay dua trén 1dm sang
timg ca thé va dap ung dung nap.

Dung cilostazol 100 mg vao ngay thr 7 dung erythromycin 500 mg (chét tc ché trung binh
CYP3A4) x 3 lan/ngay dén tdi ting AUC cua cilostazol 74%, clng v6i giam 24% AUC cta
chét chuyén héa dehydro nhung AUC ctia ciia 4’-trans-hydroxy cling ting dang ké.

Dung dong thoi 1 lidu ketoconazol (chét trc ché manh CYP3A4) va cilostazol 100 mg din t6i
ting AUC cua cilostazol 117%, ciing v6i giam AUC ctia chit chuyén héa dehydro 15% va
tang AUC cua chét chuyén hoa 4’-trans-hydroxy 87%, dén t6i tong hoat luc ting 32% so véi
dung cilostazol don ddc.

Dung cilostazol 100 mg x 2 lan/ngay cung véi diltiazem 180 mg x 1 lan/ngay (chit wc ché
CYP3A4) dan t6i AUC cua cilostazol 44%. Dung dong thoi khong anh huong sinh kha dung
ctia chét chuyén hoa dehydro numg AUC ciia chét chuyén hoa 4°-trans-hydroxy tang 40%. O
cac bénh nhén trong cac thir nghiém 14m sang, ding dong thoi véi diltiazem cho thiy lam
tang AUC cua cilostazol 53%.

Dung lidu don cilostazol 100 mg véi 240 nuée ép qua budi chim (e ché CYP3A4 trong
rudt) khéng anh huéng dang ké dén duoc dong hoc cua cilostazol.

Dung liéu don cilostazol 100 mg vao ngay thir 7 ding omeprazol (chat c ché CYP2C19) 1
lAn/ngay lam ting AUC cua cilostazol 26%, dong thdi AUC cua chét chuyén hoa dehydro
ting 69% va AUC cua chat chuyén hoéa 4’-trans-hydroxy giam 31%, dan t&i tong hoat luc
tang 42% so vai dung cilostazol don ddc.

Co chdt Cytochrome P-430: Cilostazol cho thiy lam AUC cua lovastatin (co chat nhay cam
d6i véi CYP3A4) va acid B-hydroxy cua thudc ting 70%. Can than trong khi dung cilostazol
dbng thoi v6i co chat CYP3A4 c¢6 khoang diéu tri hep (vi du cisaprid, halofantrin, pimozid,
dan xu4t ndm cua ga). Can than trong trong trudong hop ding dong thoi voi simvastatin.

Chdt cam vmg enzyme Cytochrome P-450: Tac dong clia cua cac chét giy cam tmg CYP3A4
va CYP2C19 (nhu carbamazepin, phenytoin, rifampicin va St. John’s wort) trén dugc dong
hoc cta cilostazol chua duoc danh gia. Trén 1y thuyét, téc dung chdng két tap tidu cau c6 thé

bi thay ddi va can theo d&i bénh nhan chit ch& khi ding cilostazol véi cac thude giy cam umg JT}'
CYP3A4 va CYP2CI9. :‘::

Trong céc nghién ctru 14m sang, hut thudc (gdy cam tmg CYP1A2) lam ting ndng do
cilostazol trong huyét tuong 18%.

SU DUNG TREN PHU NU CO THAI VA CHO CON BU

Phu nit ¢6 thai: Khong c6 du dir liéu vé sir dung cilostazol trén phu nit c¢é thai. Cac nghién
clru trén dong vat da cho thdy doc tinh trén sinh san. Chua 18 nguy co trén ngudi. Khong nén
dung thudc khi dang mang thai.

DPang nudi con bii: i ¢ bao co vé cilostazol tiét vao sita trong cac nghién ctru trén dong
vat. Su bai tiét cilostazol & nguoi chua rd. Do tac dong nguy hiém trén tré so sinh bu me,
khong khuyén céo sir dung thudc khi dang nuéi con bu.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Cilostazol c6 thé gdy chéng mat, cin canh bdo bénh nhén nén than trong trude khi 1ai xe va

I

van hanh may moc.

TAC DUNG KHONG MONG MUON
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Phan (mg ngoai ¥ hay gap nhét trong cac thir nghiém 1am sang la dau dau (> 30%), tiéu chay
va bat thuong phan (> 15%). Nhimg phan tmg nay thuong nhe dén trung binh va déi khi giam

bot khi giam liéu.

Céc phéan ung ngoai y da bdo cdo trong cac nghién ctru 1dm sang va trong khi luu hanh trén

thi truong bao gdm trong bang bén dudi.

Tan sb gap duoc dinh nghia: rat hay gip (> 1/10), hay gép (> 1/100 - < 1/10), it gdp (> 1/1000
- < 1/100), hiém gp (= 1/10000 - < /1000), rat hiém gip (< 1/10000), khong 15 (khong ude
tinh duoc tir cac dit liéu co san).

R6i loan méau va hé | Hay gip Bam tim
bach huyét it gap Thiéu mau
Hiém gip Kéo dai thoi gian chay mau, ting tao tiéu cau
Khong rd Co6 xu hudng chay mau, gidm tiéu cau, giam bach
cau hat, mét bach cdu hat, giam bach cAu, thiéu mau
bat san
Réi loan hé mién dich | It gap Phan tmg di img
R&i loan dinh dudng va | Hay gap Phu (ngoai bién, mét)
chuyén héa it gap Téang glucose mau, dai thao duong type II
Khong 16 Chén an
R&i loan tAm than it gap Lo au
R&i loan hé than kinh Rét hay gap | Pau dau
Hay gap Chéng mat
It gip Mit ngu, di mong
Khong 16 Liét, giam xuc giac
R&i loan mét Khong ro Viém két mac
R&i loan tai va tai trong | Khong 18 U tai
R&i loan tim Hay gap Trdng nguc, tim nhanh, loan nhip, ngoai that
it gap Nhoi mau co tim, rung nhi, suy tim sung huyét, tim
nhanh trén that, nhip nhanh thét, ngat
R4i loan mach it gap Xuit huyét & mét, chay mau cam, xuat huyét tiéu
hoa, xudt huyét khong xéac dinh, ha huyét ap tu thé
Khong 16 Noéng bung mit, ting huyét ap, ha huyét ap, xuét
huyét ndo, xuit huyét phdi, xudt huyét co, xuit
huyét dudmg ho hap, xuat huyét dudi da
R&i loan hé hap, nguc | Hay gép Viém miii, viém hong
va trung thit it gap Kh6 thd, viém phoi, ho
Chua biét | Viém phdi k&
R&i loan tiéu hoa R4t hay gap | Tiéu chay, bit thuong phan
Hay gap Budn ndn va ndn, kho tiéu, day hoi, dau bung
Khong rd Viém da day
R&i loan gan mat Khoéng 16 Viém gan, bat thuong chirc ning gan, vang da
Réi loan da va ciu trac | Hay gap Phat ban, ngtra
dudi da Khong rd Cham, phat ban da, hoi ching Steven-Johnson, hoai
ttr thuong bi nhiém doc, nbi mé day
Réi loan co xwong, md | It gip Dau nhuc co
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lién két va xuong
RGi loan than va tiét Hiém gap Suy than
niéu Khong r6 Dai ra mau, dai rat
R&i loan toan than va tai | Hay gap Dau nguc, suy nhugce
vi tri ding thude it gap On lanh
Khong o S6t, kho &, dau
Xét nghiém Khong 1o Tang acid uric, tdng ure mau, tang creatinin mau

Su gia tang vé ti 1é gdp tim ddp nhanh va phu ngoai bién quan sat thdy khi ding cilostazol

phéi hop véi céc thude tim mach khac gay phan xa nhip tim nhanh nhu cac dihydropyridin

chen kénh calci.

Bién cb ngoai ¥ duy nhit cin phai ngung thubc & > 3% bénh nhéan dung cilostazol 1a dau dau.

Céc bién cb khéac bao gdm nhip tim nhanh va tiéu chay (déu 1a 1,1 %).

Cilostazol thuc chit gdy ting nguy co chay mau va nguy co nay ting lén khi ding cing cac

yéu t6 nguy co khéc.

Nguy co chady mau ndi nhan cao hon ¢ nhitng bénh nhan dai thdo dudng.

QUA LIEU VA XU TRi KHI QUA LIEU

Han ché thong tin vé& qué lidu cép tinh trén nguoi. Dau hiéu va triéu ching c6 thé du doan la

dau dAu, tiéu chay, nhip tim nhanh va c¢6 thé 13 loan nhip tim.

Can theo ddi bénh nhén va diéu tri hd trg. Lam rdng da day bz“mg cach giy non hodc rra da

day néu thich hop.

BAO QUAN

Bao quan ¢ noi khé mat, dudi 30°C.

DANG BAO CHE VA QUY CACH PONG GOI

Hop 5 vi x 10 vién nén khong bao. i
TIEU CHUAN CHAT LUQNG

Tiéu chudn co s

HAN DUNG o
24’ thang. ’ ’ : o:: ‘i 0.
S6 16 san xudt (Batch No.), ngay san xudt (Mgf. date), han dimg (Exp. date): xin xem trén 409 059
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