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Rx Thudc ban theo don

CINOD 10
(Vién nén bao phim cilnidipin 10 mg)
THANH PHAN:
Mot vién nén bao phim chua:
Cilnidipin. .............. 10mg

Ta dugce: Cellulose vi tinh thé, Croscarmellose Natri, Colloidal Silicon Dioxid, Magnesi Stearat,
Instacoat SOL IC-5-3104,

DUQC LUC HQC

Co ché tic dung:

Céc dit liéu thue nghiém di cho thiy cilnidipin gan két vai cée vi tr gan dihydropyridin cua kénh
calci phu thude dién thé loai L va tre ché dong Ca®” di vao mang té bao cua co tron mach mau
qua kénh nay (in vitro irén tho). Do d6 co tron mach méau gidn ra, giy giin mach. Qua co ché
nay, cilnidipin duge xem 14 6 tac dung lam ha huyét ap.

Cilnidipin @c ché dong Ca™ vao kénh calci phu thude dién thé loai N & mang té bao thin kinh
giao cam. Sur e ché dong Ca™ vao kénh calci phu thude dién thé loai N da dwoc quan sat thdy
trong mét pham vi ndng dd thude trong tw nhu ndng dd tre ché kénh Ca’” phu thudc dién thé loai
L (in vitro trén chudt cong).

Do do, sy phong thich norepinephrin tir dAu tin cling ddy than kinh giao cam bj ¢ ché.
Cilnidipin duge cho 1 trc ché su gia tang nhip tim do phan xa ¢6 thé qua trung gian su hoat hoa
giao cam sau khi giam huyét 4p va trc ché tang huyét dp do cing thing qua co ché nay.

DUQC PONG HOQC:

Nong do thubc trong huyét tirong.

Khi ding mét liéu don cilnidipin 5 mg, 10 mg hodc 20 mg dudng udng cho 6 ngudi nam tinh
nguyén khée manh, néng d6 dinh trong huyét tuong (Cua) duge ghi nhin twong (mg 1a 4,7
ng/mL, 5.4 ng/mL va 15,7 ng/mL, va dién tich dudi duong cong nf’mg do-thdi gian (AUCh.04)
twong \mg 14 23,7 ng.gio/mL, 27,5 ng.gid/mL va 60,1 ng.gid/mL. Nhir vy ca hai thong sb déu
tang phu thudc lidu ding. Khi ding lap lai mét lidu don cilnidipin 10 mg, 1 1dn/ngay cho 6
ngudi nam tinh nguyén khée manh, céc thong sé duoe dong hoc cua cilnidipin duge biéu thi
nhu dudi dav.

Néng d6 trong huye ét twong dar duge & trang thai én dinh tir ngay thir 4 khi dung thude va
khéng c6 dau hiéu tich liiy thude

Thong s6 Corix Tinax Tz (@) Tin (B AUCqo

Ngay dung thude {ng/mL) {ng/mL) (£10) (g10) (ng.gidmlL)

Ngay thit nht 5.541.6 2,8£1,0 1,0+0.2 5.2+ 2.0 3l 4+12.7

Ngay thir 4 13,5+ 5,0 3,7+0,8 - - 101,8 +29.0

Ngay thi 7 16,5+ 7,9 30+£1,3 1.1+£06 8.1%27 05,5+ 34,5
(Gia tr1 trung binh + D6 Iéch chuin)

Duorc dong hoc cua cilnidipin cling da duge danh gia & nhimg bénh nhén bi suy chuc ning than
(creatinin huyet thanh: 1,5-3,1 mg/dL} sau khi dung mdt liéu don 10 mg duong udng & bénh
nhdn ting huyét 4p, va khéng thdy su khéc biét c6 v nghia théng ké vé dir lidu duge déng hoc
cua thuéc nay so vai dir liéu ¢ bénh nhan cd chie ndng than binh thuong. Viée dung lap lai
cilnidipin duong ubng v6i lidu 10 mg, 1 lan/ngay trong 7 ngay & bénh nhan bi suy giam chrc
nang thin khéng giy ra su khéc biédt vé dit liéu duoc ddng hoc so véi dir lidu & bénh nhan ¢é
chirc ndng than binh thudng.

Chuyén héa va thai trie: Dua vio cic chit chuyén héa d3 duoc nhin dang trong huyét tuong va
nudc tieu cla nhitng ngudi nam tinh nguyén khée manh, con dudng chuyén héa chinh cia
cilnidipin duoc cho 14 su khir methv] ciia nhom methoxyethyl, tiép theo 13 su thiy phin ester
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cinnamyl va oxy héa vong dihydropyridin. CYP3A4 dwoc cho 1a lidn quan c¢hi yéu va
CYP2CI19 lién quan mét phan vao su khit methyl ctia nhém methoxyethyl (i vitro).

Tac dung chen kénh calci cia cha-it chuyén héa ¢6 nhém methoxyethyl bi khir methyl chi bang
1/100 tac dung cua hop chit gbe (trén thd). Khi ding 1ap lai mot lidu don cilmidipin 10 mg, 1
larv’ngaw duomg udng trong 7 ngdy cho nhitng ngudi nam tinh nguyen khoe manh, khong ¢é hgp
chat cilnidipin dang khong d6i dwoc thai trir nhung 5,2% lidu dong duoc dao thai trong nudce
tiéu dudi dang cac chét chuyén héa (lidu sir dung cilnidipin dwoe chip nhan 12 | lin/ngay ding
dudmg udng sau bita dn sang).

Mot thi nghiém in vitre di cho thiy cilnidipin gin két 99,3% voi protein huyét thanh.

CHI PINH L= ,
Cilnidipin duogc chi dinh Gé diéu tri tang huyét ap.

LIEU DUNG VA CACH DUNG:

Neudi 16n: 5-10 mg, 1 lan/ngdy sau bita 4n sing. Liéu ding c6 thé dugc diéu chinh theo tudi va
trién chimg clia bénh nhan. C6 thé ting liu 1én 20 mg/lan/ngay néu dap tng dbi voi thude la
khong du.

Ngudi tang huyét 4p nghiém trong: 10-20 mg duong udng, 1 lAn/ngay sau bira an sang.

CHONG CHI PINH: : ' ) ,
Bénh nhdn qua man vo1 hoat chat hodc bat ky thanh phan nao cha thube.
Khoéng dung CINOD che phu nit mang thai hodc phu nir ¢6 kha ning mang thai.

CANH BAO VA THAN TRONG
Can than trong khi dfln“ cilnidipin & nhirng bénh nhan sau day:

— Bénh nhan bj rbi loan chitc ning gan ning (ndng dd trong huyét tuong c6 thé tang 1én);

— Bénh nhan ¢d tién sir tac dung phu nghiém trong vol thude chen calei.
Vi di c6 bao céo ve viée ngimg dot ngdt thude chen calel 1am trdm trong thém mét sb tridu
chimg. Do d6 néu cin nglmg cilnidipin. phdi giam lidu dan duéi su theo ddi chit ché. Néu ngimg
cilnidipin tir liéu 5 mg/ngay, nén tién hanh céc bién phép thich hop nhu thay thé bing cac thude
diéu tri ting huyét 4p kkac. Khuyén cdo bénh nhan khéng ngimg cilnidipin ma khéng c6 su
huéng din cua bac si.
S dung & tré em
Chua x4c¢ dinh duge sy an toan cua cilnidipin & bénh nhan tré em (chua cé kinh nghiém 1am
sang).
Sir dung & ngudi cao tubi
Cilnidipin can duge ding cin than dudi sw theo d&i chit ché tinh trang cia bénh nhan va tién
hanh céc bién phap nhur khéi dau didu tri voi mot lidu thdp (vi du 5 mg). Viée st dung & nguoi
cao tudi nén tranh tac dung ha huyét 4p qua muc. Do do, cac tac dyng khong mong mudn (ké ca
céc bat thudmg vé két qua x<€t nghieém) & ngudi cao tudi tir 65 tudi tra 1én & 152 trong s6 2.863
bénh nhan ¢ giai doan tié 1am sang vao thoi didm thude duge duyét va trong cdc nghién ciru hdu
mii (vio cudi giai doan tai kiém tra).

TUONG TAC THUOC

Cilnidipin chit yéu dwgce chuvén hoa boi enzym chuyén héa thube CYP3A4 va mot phin béi
CYP2C19.

Can thén trong khi két hop:
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Tén thude

A A A . . A .
Dau hi€u, triéu chirng va diéu tri

A A - A A
Co cheé va cac yeu to nguy co

Céc thube
diéu tri tang
huyeét &p khac

Ha huyét 4p qua mirc

Co thé do tic dung cdng thém hodc
hiép dong

Digoxin

Di 6 bdo céo vé vice mit sd thude
chen calei (vi du nifedipin) lam tang
ndng d6 digoxin trong huyét tuong.
Néu quan sat thdy nhimg triéu chimg
ngd doc cua digoxin (vi du budn non,
nén, nhirc dau, thi luc bat thuong,
loan nhip), phai tién hanh cc bién
phép thich hop nhu diéu chinh lidu
digoxin ho#@c ngimg dung CINOD,
tuy theo tinh trang cua bénh nhén

Co ché chua hoan toan séng to, nhung
dugc cho 1a do giam thanh thai than
va ngoai than

Cimetidin

Pi ¢6 bdo cao vé su tang tac dung
cua mot sO thuodce chen calci khac (vi
du nifedipin)

Cimetidin lam gidm luu lugng mau
qua gan, ngan chan su chuyén hoa cua
cac thubc chen calci do enzym o
microsom gan, dong thoi cimetidin
lam giam lugng acid da day, vi vay
lam tang su hdp thu cac thudc chen
calci

Rifampicin

D3 c6 bdo cao vé su giam tic dung
cua mot sO thude chen calei khac (vi
du nifedipin)

Cac enzym chuyén hoéa thudéc & gan
(cytochrom P450) dugc cam img boi
ntampu:m do do thuc day su chuyen
héa céc thude chen calci, vi vay lam
tang su dao thai cdc thude nay

Nhém  azol
khiang nam:
itraconazol

miconazol, ...

fo_}ng dé cua CINOD trong mau cé
thé tang 1én

Nhom azol khang nam dugc cho la G
ché’CYP3A4, mot enzym chuyén hoa
thudc doi véi CINOD

Nuéce €p budi
chum

D3 ¢6 chimg minh la nong o CINOD
trong huyét tuong ting lén

CINOD

Chi tiét vé co ché van chua duqc sang
to, nhung moét s6 thanh phin trong
nude budi co thé e ché CYP3A4 la
enzym chuyén hoéa thudc dbi véi

MANG THAI VA CHO CON BU
Sir dung o phu nit mang thai hodc phu nit co kha ndng mang thai: Khong nén ding cilnidipin cho
phu nit mang thai hodc phu nir ¢6 kha nang mang thai. Pa c6 bdo cdo vé viée cilnidipin kéo dai
thoi ky thai nghén va thoi gian sinh san ¢ dong vat thi nghiém (trén chudt cbng).

Sir dung o phy nit cho con bii: Nén tranh ding cilnidipin ¢ phu nir dang cho con bu. Tuy nhién,
néu viéc ding thuoc la bat budc thi bénh nhan nén dwoc hudéng din dé ngung cho con bu.
Cilnidipin bai tiét qua sira me da duoc bao cdo trong cac thi nghiém trén dong vat (trén chudt

cong)

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Céc triéu chimg nhu chéng mit ¢ thé xay ra do tic dung ha huyét 4p cua cilnidipin.
Can phai canh béo khi thuc hién cdc cong viée cin su tinh tdo nhu lam viéc trén cao, van hanh
may moc hodc lai xe.

A f} p)
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TAC DUNG KHONG MONG MUON:

D4 quan sét thiy céc tac dung khong mong mudn, ké ca cac bét thuomg vé két qua xét nghiém, &
414 bénh nhan (6,95%) trong s6 5.958 bénh nhan & giai doan tién lam sang vao thoi diém thube
duoc duyét va trong cac nghién ctru hdu méi (vao cudi giai doan tai kiém tra).

Cic tac dung khong moug mubn ¢6 y nghia 1am sang:

R6i loan chire ndng gan va vang da (khong rd tin suat) Réi loan chic nang gan va vang da di
kém voi tang AST (GOT), ALT (GPT) va y-GTP co thé xay ra. Vi vdy, can phai theo d3i chac
ch&, néu quan sat thay bat ky bat thuong nao cin tién hanh cac bién phap thich hop nhu ngimg
dung cilnidipin.

Giam tiéu cau (ty 1€ <0,1%): Vi giam ti éu cau c6 thé xay ra, can phai theo ddi chic ché, néu quan
sat thiy bat ky bat thuong ndo thi cin tién hanh céc bién phap thich hop nhu ngimg dung
cilnidipin.

Cac tic dung khong mong mubn kha:

Néu xay ra bat ky tic dung khong mong mudn nao sau ddy thi can tién hanh cac bién phap thich
hop tuy theo triéu chimg

oAy ‘ P'ﬂ‘o:

0,1 dén <5% <0,1% 'L Khéng rd tAn SuAt
) Tang AST (GOT), ALT Tang ALP '
Gan (GPT), LDH, ... |
Tang creatinin hoic nito, | Cé can lang trong nudc
Thén uré, protein niéu duong tiéu
tinh ]
Nhitc dau. nhirc ddu 4m Buon ngu, mat ngu, run | Té
Than kinh | i, chéng mat khi dimg ngon tay, hay quén
lén, cimg co vai
Do bimg mat, danh trong | Pau nguc, ty 1é tim- Ngoai tam thu
nguc, cam giac nong, nguc tang, nhip tim
Tim mach | dién tim d6 bét thuong nhanh, block nhi that,
(ST ha, song T dao cam gidc lanh
nguoc), huyét ip giam P
[ Budn nén. ndn, dau bung | Téo bdn, chudng bung, /..
Tiéu hoa khat. sung o, @ néng, _f/\r'r‘\N '
tiéu chay i
Qué min® Nbi ban Do, ngtra Nhay cam vd{ anh™
sang
Tang hoac giam bach cau | Tang hodc giam hong
By fthoe | (WBC), bach cau trung cc?tu, hematocrit, bach
: tinh va hemoglobin. cdu ai toan va té bao
lyrapho
Phu (maét, chi duai, ...), Cam gidc yéu, co clmg
kho chiu toan théan, tiéu co sinh doi cang chén,
gét, ting cholesterol kho quanh mit, sung
huyét thanh, tang hozic huyét mit va cam giac
Téc dung khong| giam CK ( CPK), acid kich tmg, rdi loai vi
mong mudn uric, kali va phospho giac, duong tinh véi
khic huyét thanh tiéu duong, ting hoac
giam dudmng huyét lic
déi, protein toan phﬁn,
calci va CRP huyét
thanh, ho II

(1): Bénh nhan nén dwrgc theo doi can thdn nhiing triéu chimg nay, néu thay bat ky sw bat thuong
nao thi phai ngimg dung CINOD
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(2): Néu xudt hién bat ky iridu chim ¢ nao nhw vay, phai ngirmg dung CINGD

QUA LIEU:

Qua lidu cilnidipin ¢6 thé lam giam huyét ap qua murc. Néu giam huyét ap r6 rét, cin tién hanh
cac bién phap thich hop nhu néng cao chi dudi, truyén dlbh va dung cac thude tang huyét ap.
Loai bo thude bang tham phan wwdu khong hiu qua do ty 18 gin két protein cao.

HAN DUNG: 24 thang ké tir ngay san xuét.

BAO QUAN: Bao quan dudi 30° C.

PONG GOI: Hop 3 vix 10 vién.

Thuéc chi ding theo doa.

Pé xa tim tay tré em

Doc kj hwong din swr dung trudce khi dung

Hoiy kren bdc st néu cin thém théong tin

San xuat béi:

AJANTA PHARMA LIMITED,

Plot no. B-4/5/6, MIDC, Paithan, Aurangabad 431148 Maharashtra State, An Dd.
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