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Rx T, &b'”" ). g theo don thube
COPHAN \
“roston )2 JHUGNG DAN SU DUNG THUOC
ET1 CILNIDIPIN BOSTON 20

Poc ki huéng din sik dung trwde khi ding
THANH PHAN
M3di vién nén bao phim CILNIDIPIN BOSTON 20 c6 chira:
—  Thanh phcin hoat chadt:
B T0 T £ 1 (RS RO 20 mg

—  Thanh phan td duwgc: Cellulose vi tinh thé (type 112), natri croscarmellose, povidon K30,
colloidal silicon dioxyd, magnesi stearat, opadry QX white!” .

™): Thanh phdan Opadry OX white: macrogol (PEG) polyvinyl alcohol graft copolymer, talc,
titanium dioxyde, glycerol monocaprylocaprate, polyvinyl alcohol.

DANG BAO CHE
Vién nén bao phim.
MG ta san phém:

Vién nén dai, bao phim mau tring, hai mat khum, mét mét khic chit BOSTON, mdt mit ¢ khéc
gach ngang.

CHI PINH
Diu tri tang huyét 4p
CACH DUNG, LIEU DUNG

Liéu ding

Nguoi lon: Ubng 5 - 10 mg x 1 lAn/ngay sau bita sang. C6 thé hiéu chinh Iiéu tuy vao lira tudi va
triéu ching ctia bénh nhan. Néu khong dat duge du hiéu qua, cé thé tang liéu Ién dén 20 mg x 1

Jin/ngay .

P&i véi trudng hop tang huyét dp trim trong, nén str dung lidu 10 —20 mg x 1 lan/ ngdy, sau bita
sang

Tré em

Chua ¢6 nghién ctru lam sang duge thue hién ¢ déi tuong tré em.

Nguoi cao tuoi

BAt d4u & liu thép, vi du: 5 mg x 1 1an/ngay, sau bita n sing va than trong khi sir dung.
Cach dung

Dung dudng udng. Chi nén sir dung 1 1an duy nhét trong ngay, sau bira séng.

CHONG CHI PINH

Chéng chi dinh cilnidipin & nhitng bénh nhin sau day:

— Phu nit ¢6 thai hodc c6 kha nang dang mang thai

— Bénh nhén bi qua min véi cilnidipin hodc cac thanh phin khac cta thudc (xem Thanh phan).
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CANH BAO VA THAN TRONG KHI DUNG THUOC
Than trong quan trong

PA c6 bao cdo vé vige tneu chiing ¢6 thé trér nén niing hon khi ngtmg str dung s thudc chen kénh calci
dot ngét, do véy, néu can phai ngung thudce nén giam lidu tir tir. Néu can phai ngimg cilnidipin sau
khi ding liéu 5 mg x 1 lan/ ngay, cdn xem xét cdc bién phép khic nhu chuyén sang thudc khéc.

Cén chi din bénh nhén khéng ngimg str dung thudc nay ma khong c6 su hudng din cia bac st
Péi twgng dic biét
Cin thin trong khi sit dung cilnidipin ¢ nhitng bénh nhin sau:

Bénh nhén c6 tién sir ¢6 cdc tdc dung khéng mong mudn nghiém trong véi cdc thuoc chen kénh
calci

Khéng c6 dir 1iéu do bi loai ra khoi nghién ciru lam sang.

Bénh nhan bi roi logn chire ning gan niing

Nong do thudc trong mau c6 thé tang lén.

Tre em

Khéng ¢6 nghién ctru 1am sang thue hién trén d6i tuong tré em.

Nguoi cao tuéi

Nén bt dau & liéu thip va sir dung thin trong do co thé xay ra giam huyét 4p qua miec.
SU DUNG THUOC CHO PHU NU MANG THAI VA CHO CON BU

Phu nii mang thai

Khong sir dung cilnidipin cho phu nit ¢6 thai hodc ¢6 kha nang dd mang thai. Cac thi nghiém & dong
vit (chudt) cho thay ddc tinh trén thai nhi, kéo dai thoi gian thai nghén va thoi gian ltc sinh.

Phu nir cho con bu

Cén chu y xem xét loi ich diéu tri va loi ich cho con bu dé céan nhac ¢6 tiép tuc cho bu tiép hay
khong. Cac thi nghiém ¢ dong vét (chudt) cho thay cilnidipin duoc tiét vao sita.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Cén cén than khi van hanh cdc mdy mdc nguy hiém, lam viéc trén cao, ldi xe vi tdc dung ha huyét
hép cé thé giy chong mat.

TUONG TAC VA TUONG KY CUA THUOC
Twong tic thude
Cilnidipin dwoc chuyén héa chii yéu boi enzym CYP3A4,

Phéi hop cin siv dung than trong

Thude phdi hop Triéu chirng 1am sang Co ché/yéu té nguy co

Céc thude chdng
ting huyét 4p |Ha huyét ap qua mic
khéc

Tuong tdc cong hop hodc hiép dong tac
dung.

Céc thube chen kénh calei khic nhuu
nifedipin di dugce bdo cdo lam ting | Co ché cua tuong tac ndy chua duge giai
ndng do digoxin trong mau. Néu quan | thich day du, nhung cé thé la do lam giam
sat thé}' cac triéu chimg doc tinh cua

Digoxin

|88}
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Thube phéi hop

Triéu chirng lam sang

Co ché/yéu tb nguy co

| digoxin (budn nén, nén, dau dau, bat

thuong trén thi gidce, loan nhip..., tiy
theo triéu chimg can c6 cdc bién phap
thich hop nhur diéu chinh liéu digoxin
hodc nging st dung cilnidipin.

dd thanh thai ctia digoxin ¢ than va ngoai
than.

Cimetidin

Pa ¢d bdo cdo lam gia tang tidc dong
cua céc thude chen kénh calci khac

Cimetidin [am giam luu lugng méu qua
gan va lam tre ché céc enzym chuyén hoa
cdc thude chen kénh calci & microsome &
gan, trong khi dé lai lam giam acid & da
day va 1am ting do hip thu cia cac thube
chen kénh calci.

Rifampicin

D c6 bdo cdo lam giam tdc dong cua
cdc thudce chen kénh calci khac

|_ Rifampicin cam mg enzym chuyén héa
' thude & gan (cytocrom P-450) lam ting qua
' trinh chuyén hoa céc thude chen kénh calci
va ting d¢ thanh thai.

Thuoc khang
nam nhom azol

e [traconazol
¢« Miconazol,

Lam tang néng do cua cilnidipin trong
mau

Céc thubc khang ndm nhém azol Grc ché
enzym chuyén héa CYP3A4 cua
cilnidipin.

Nudc ép budi
chum

Lam ting nong do cua cilnidipin trong
mau

Co ché chi tiét clia tuong tdc nay van con
s A ’ A ’ r g - 3 -
chura biét, c6 the do nudce ép budi chum (e
£ A ’ 5
ché enzym chuyén héa CYP3A4 cua
cilnipidin.

Twong ky, ciia thube

Do khéng cé cdc nghién ctru vé tinh tuong ky ctia thude, khong tron 1an thude nay véi cde thude

khae

TAC DUNG KHONG MONG MUON CUA THUOC

Tan suit cua cdc tac dung khéng mong muén dugce sip xép theo quy dinh sau: Rét thuong gap (=
1/10), thudmg gap (> 1/100 dén < 1/10), it gép (= 1/1000 den < 1/100), hiém gap (= 1/10000 dén <
1/1000), rat hiém gép (<1/10000), chua rd (khéng thé udc tinh tir dit liéu c6 san).

Hé co quan Tén suat Tic dung khéng mong mudn
Chuta 18 Suy giam chirc nang gan kém theo ting nong do
) AST, ALT, y-GTP; vang da.
01 an mat A " A "
Ro1 loan g ’ It gép Tang nong dd AST, ALT, LDH
Hiém gip Ting nong do Al-P.
o Bién dong sb lwgng bach cau, bach cau trung tinh
It gap ’ .
) va hemoglobin
R6i loan mau va hé bach Giam tiby b
hiry&t L idm tiéu cau. ‘ ‘ |
Hiém géap Bién dong s6 luong hong cau, hematocrit, bach
cau ai toan, bach cau lympho.
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R6i loan than va tiet niéu

it gap

Tang creatinin mau, ting BUN (ndng do nito
trong ure), protein niéu, da niéu.

Hiém gép

Nude tiéu lang cdn duong tinh, glucose niéu.

Pau dau, dau dau nang, chong mat, xay xam, dau

; : It g3p ctimg vai
R&i loan hé théng tAm — | . el
than kinh Hiém gap Budn ngu, mat ngu, run, hay quén
Chua r6 Té cong
D6 bung, danh trbng nguc, cam giac nong, dién
It gap tam dd bt thucmg (ST chénh xudng, ddo nguoc
song T), ha huyét ap
R&i loan hé tim mach Hibm o4 Pau nguec, tang chi s6 tim nguc, nhip tim nhanh,
neep block nhi that, cam giac lanh
Chua ro Ngoai tdm thu, cham nhip tim
it gap Budn noén/ non, dau bung
R6i loan tiéu hoa
B Téo bon, day hoi, khé mi¢ng, day nudu, ¢ chua,
Hi¢m gap .
tiéu chay
ft gap Phat ban, phu (pht mat, pht chan),
3{;1 loan da va m6 dudi Hibm i M, 1 i d8
Chua rd Nhay cam énh sang
Ri loan mit Hiém gip Kho mit, kich tng dé mat
Tang cholesterol huy &t thanh, bién dong CK, bién
i o5 dong nong d6 acid uric, bién dong nong do kali
, . &4P huyét thanh, bién dong néng d phospho huyct
Roi loan chuyén hoa va thanh.
noi tiét
Bién dong dudng huyet lic doi, bién dong protein
Hiém gap toan phan, bién - dong ndng do calci huyét thanh,
bién dong chi s6 CRP
it gap Kho chiu chung.
R&i loan toan than
Hiém gip Yéu 6t, vi gidc bét thuong, ho
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Chua r6 U tai

Béo cdao ADR

Viéc bdo cao cdc phan Ging ¢6 hai duge nghi ngd ctia t"huéc sau khi lru hanh rét quan tr{_}flg_._ no6 cho
phép theo doi lién tuc ty 1€ gitia loi ich/ rii ro cta thuoc. Ce:u: chuyén gia y,té duoc‘yéu cau bao C{fo
bat ki phéan {mg c6 hai nao dugc nghi ngd thong qua hé thong bao cdo quoc gia vé thong tin thuoe
va theo d&i phan Gng c6 hai cta thudce (Trung tam DI & ADR Qudc gia).

Théng bdo ngay cho bdc sy hodc dwoc sy nhitng phan trng c6 hai gap phai khi si dung thuéc.
QUA LIEU VA CACH XU TRIi

—  Quad liéu: Khong co thong tin.

—  Cdch xir tri: Diéu tri triéu ching va di &u tri ho tro

PAC TINH DUQC LUC HQC

Nhém duwoe lj: Thube chong tang huyét dp, nhém thude chen kénh calci.

Mi ATC: COSCA14.

Co ché hoat ddng

Cilnidipin gin lén ving trc ché dihydropyridin ctia kénh calci céng dién thé type L c6 mat & man
té bao co tron mach mau va ngan chan dong Ca®" tir kénh calei (Thit n ghiém in-vitro & tho),\
Cilnidipin dugc cho ring lam thu gifin, gidn co tron mach mau va cé tac dung chong tang huyét apn

Ngoai ra, c1lmd1pm con ngin chan dong Ca®* tir kénh calci cong dién thé type N ¢6 méat ¢ mang té
bao cua than kinh giao cam. Hon nita, 2 loai kénh calci type L va type N déu bi chen & ciing khoang
ndng do (nghién ctiu in-vitro & tho).

Két qua cho thdy, thong qua tc ché giai phong noradrenalin tir céc dau tan day than kinh giao cam
s€ gdly ra tang nhip tim trong qud trinh ha huyét ap do ting hoat dong cta than kinh giao cam va
ngan chan su dicu hoa huyét 4 ap khi xuét hién stress.

Téc dung dwee lwe hoe
Tic dung ch z";ng tiing huyét dp

Cilnidipin c6 téac dung phu thude lidu tir khi udng liéu duy 11hat tir 1 mg/kg & nhiéu mé hinh bénh
tang huyét 4p nhur: chuét cong tang huyét ap tu phat, chudt cong va ché tang huyét 4p than, chudt
cbng tang huyét ap do mudi DOCA (Deoxycorticosteron acetat) va chudt cong tang huyét ap dot
quy tw phat (SHRSP) va cho thiy téc dung chdng ting huyét ap cham, kéo dai. Mat khac, tac dung
chéng tang huyét ap yéu trén chudt c6 huyét dp binh thuong. Cilnidipin cho thiy téc dung cdng hop
khi ding chung véi cdc thube chen thu thé B, e ché men chuyén angiotensin & ché tang huyét ap
than.

Cilnidipin cho thiy tic dung chdng ting huyct ap 6n dinh sau khi l3p lai lidu dudng udng & chudt
cbng tang huyét 4p dot quy va ché ting huy ét ap than ma khong cho thiy giam tac dong do uéng
lap lai cling nhu hién tugng ddi nguge huyet 4p lién quan dén viéc ngung thude.

Cilnidipin khong cho 1hay sy gia tang nhip tim khi ha huyét &p trong mot nghién ciru liéu duy nhét
o chudt cong tang huyet ap tw phat khong duoc giy mé, Khong bi kiém ché. Ngoai ra, khong thiy
tang noradrenaline huyét tuong khi ha huyét ap, va khong thiy giam noradrenaline huyét tuong khi
ding thude cudng giao cam (guanethidin sulfat). O tho, khong cho thdy huyét 4p giam do nghiéng
(tw thé nghiéng) khi quan sat véi thude chen hach tu déng (pentolinium).

wn



https://trungtamthuoc.com/

Lidu duomg udng 1 14n/ ngdy & bénh nhan ting huyel ap vO can duy tri duoc tac dung chéng tang
huyét 4p trong 24 gid va quan sat thay ¢6 tac dung chong ting huyet ap tuyét doi ngay ca vao bubi
sang sém. Hon niia, phan tich bién déng nhip tim (khoang RR) trong 24 gi¢r cho thdy khong ting
hoat déng thin kinh giao cam lién quan ha huyét ap ciing nhu khong ting nhip tim.

Ut ché ddp itng ting huyét dp do stress

Cilnidipin ngan chin su tang huyét 4p va su tang néng d6 noradrenalin trong huyét tuong khi xay
ra stress do lanh va ciing ngan chan sy tang huyét ap khi c6 stress do phan luc khong khi (stress tinh
than) & chudt cong.

O ngudi tinh nguyén nam gidi khoe manh co huyet ap tang 20% hoic cao hon dugc gay ra boi stress
do lanh. cilnidipin da trc ché ddp Gmg ting huyét 4p nay.

Tic dung tec ché trén dip veng ting huyét dp do kich thich giao cim bang dién
O chudt cbng tang huyét ap tu phat duge choc tiy séng, cilnidipin tc ché dép (mg tang huyét ap
gdy ra do kich thich giao cam bang dién.

G chudt cdng tang huyet ap tw phat voi dong mach mac treo rudt duge 6 ldp va truyén dich,
cilnidipin cling G ché su giai phong norepinephrin do kich thich giao cam bing dién

Tdc dung trén tudn hoan nio

O chuét cong tang huyét ap tu phat, mlmdlpm khong lam giam luu lwong méau ndo ngay ca khi ding
liéu lam ha huyét 4p 30— 40%. Co ché ty diéu hoa luu lwong mau nao van duge duy tri tot ngay ca
khi huyét ap giam xuéng. O bénh nhan tang huyét ap 6 blen chirng bénh mach mau ndo, luu luong
méu ndo van duge duy tri trong khi huyét 4p duge giam xubng

Tic dung trén chirc ning tim
O chd, cilnidipin lam giam nhip tim va co co tim & cdc liéu cao hon licu gy tang luu lugng mau
dong mach

O ché dugce gdy mé mo nguc, cilnidipin lam giam sy tiéu thu oxy cia co tim & liéu gdy ha huyét
4p. Trong thoi gian nay, cilnidipin khéng gay nhip tim nhanh, ciing khong anh hudng dén su co bép
ctia co tim.

Cilnidipin khong anh hudng 1én nhip tim trong qué trinh ha huyét dp & bénh nhén ting huyét 4p vo
can.

Tdc dung trén thin

O bénh nhan ting huyét 4p vo cin. chirc ning thin khong bi anh hudng trong qua trinh ha huy &t ap.
PAC TINH DUQC DONG HQC

Hap thu

Liéu duy nhét: Nong o t8i da Cmax ctia lidu duy nhét cilnidipin 5 mg, 10 mg, 20 mg & 6 tinh
nguyén vién nam gidi khoe manh lan luot 14 4,7 ng/mL, 5,4 ng /mL, 15,7 ng / mL; dién tich duéi
dudmg cong trong 24 gio AUC 0524 tuong Gng lin luot 1a 23,7 ng gio / mL, 27, 5 ng * gio/ mL,
60,1 ng * gi/ mL . Ca 2 théng s6 déu tang phu thude lidu.

Uang lap lai: Céc thong sb duge dong ctia tinh nguyén vién nam giéi khoe manh dugce theo doi khi
udng liéu cilnidipin 10 mg. Sau 4 ngay, ndng do thudc dat dén trang thai 6n dinh va khong quan sat
thay hién tugng tich lay

C max ‘ T max I tin (OZ) tin (f)) AUCpaw
(ng/mL) | (gio) (gio) (gio) (ng - git/ mL)
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Ngay | 9.5+ 1,6 2,8+ 1,0 1,0£0.,2 52+20 51,4+ 12,7
Neayd 13,550 SEEOS S : Ls+20
Ngay 7 16,5+ 7.9 30+ 1.3 1,1+0,6 8,1+£27 95,5+ 34,5

(Gia tri trung binh = d6 léch CJ]EE")

Phén bé

Ty 18 gén két protein huyét thanh ngudi in vitro 12 99,3%.

Chuyén héa

Dua trén nhitng chét chuyén héa duoc tim thay trong huyét tuong va nuge tiéu & nhitng ngudi tinh
nguyén nam gidi khoe manh, nguoi ta cho rang con dudng chuyén héa ciia cilnidipin 1a demethyl
héa nhém methoxyethyl sau khi thity phdn nhom cinnamyl ester va oxy vong dihydropyridin.
CYP3A4 dugc cho 1a enzym chinh tham gia phan ing demethyl héa nhom methoxyehtyl va
CYP2C19 thi tham gia mdt phan.

Tac dung chen kénh calci cua dang demethyl hoa ctia nhém methoxyethyl chi biang 1/100 hoat tinh
ctia dang khong d6i (nghién ctiru & tho).

Thai trir

Khi dung lip lai mot liéu cilnidipin 10 mg bing dudng udng, 2 lan/ngay trong 7 ngay cho nhimg

nguoi tinh nguyén nam khoe manh, khong c6 hop chét cilnidipin dang khong doi duoc thai trir
nhung 5,2% lidu ding dugc dao thai trong nude tiéu dudi dang cic chét chuyén hoa.

Cac nhom bénh nhin dac biét

Bénh nhdn suy giam chite nang thdn

Sau khi udng liéu duy nhat 10 mg, su thay dbi ndng do thude trong huyét twong khéc nhau khéng
oy nghia gitta bénh nhén ting huyét ap c6 chirc nang thin binh thudng va bénh nhén suy than
(Nbng dé creatinin huyét thanh 14 1,5 — 3,1 mg/dL). Ngay ca khi str dung lap lai liéu 70 mg x 1 1an/
ngdy x 7 ngay & bénh nhéan suy thdn ciing khong c6 sur thay d6i ndng do thude trong huyét tuong
duge ghi nhan.

QUY CACH PONG GOI

Vi AI/AL Hop 03 vi x 10 vién nén kém bao phim theo t& huéng dan st dung.
Vi AIAL Hop 05 vi x 10 vién nén kém bao phim theo t& hudng dan str dung.
Vi Al/AL Hop 10 vi x 10 vién nén kém bao phim theo t& huéng dan sir dung.
PIEU KIEN BAO QUAN

Noi kho, dudi 30°C, tranh danh sang.

HAN DUNG

24 théng ké tir ngay san xudt. Khong ding thude qua thoi han sir dung.
TIEU CHUAN CHAT LUQNG

Tiéu chudn co so.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Co so san xuit thube: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM.

Dia chi: Toa nha sb 2. s6 43 dudmg s6 8, khu cong nghiép Viét Nam - Singapore, phuong Binh Hoa,

thanh phd Thudn An, tinh Binh Dwong, Viét Nam.

WZ\E = £ 55 /6
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DT: 02743 769 606, FAX: 02743 769 601.
Email: boston@bostonpharma.com.vn
NGAY XEM XET SUA POI, CAP NHAT NOI DUNG HUONG DAN SU DUNG

Binh Duong, ngay Z3..thang . .ném 2024
TONG GIAM POC




