https://trungtamthuoc.com/ ,
Rx Thuoc nay chi dung theo don thuéc

LNC 10 TABLET =%

(Vién nén bao phii

Cic dau hiéu lru
Doc ki hieomg dan s
Dé xa tdam tay tré em,
Thong bao ngay cho bdc sT hodc diege sTnhitng tdac dung khong mong muon gap phai khi swr
dung thuoc.

1. Thanh phan céng thire thude
M&i vién nén chira;
Thanh phin hoat chit: Cilnidipin 10 mg.
Thanh phan ta dwge: Lactose. maize starch. sodium starch glycolate. povidone. colloidal
silicon dioxide (Aerosil 200), magnesium stearate, opadry II 85G68918 (White).
Opadry IT 85G68918 (White): Lecithin, macrogol/PEG, polyvinyl alcohol. talc. titanium
dioxide.
2. . Dang bao ché: Vién nén bao phim.
M5 ti dic diém thude: Vién nén bao phim hinh tron. mau trang, hai mat 15i va tron.
3. Chi dinh
LNC 10 TABLET dugc chi dinh dé diéu trj tang huyét ap.
4. Liéu dung - Cach ding
Liéu dung
Thong thuong, déi véi ngudi truong thanh ding 5 - 10 mg cilnidipin duong udng, 1 lan/ngay
sau bita n sang, Liéu dung c6 thé duge didu chinh theo tudi va tridu ching cta bénh nhan.
Co6 thé tang liéu dén 20 mg, | lan/ngay, néu chua c6 dap tng day du. Dbi véi n;__um truong
thanh bi ting huyét ap nang, nén ding cilnidipin 10 — 20 mg. 1 lan/ngay duong uong sau bira
an sang.
Cach dung
Dung dudmng udng.
5. Chéng chi dinh
Bénh nhédn qua man véi hoat chat hodc bat ky thanh phan nao cua thude.
Phu nir ¢6 thai hodc phy nir ¢o kha nang mang dang mang thai (xem muc Sir dung thuée cho
phl_l nir ¢6 thai va cho con bu).

- Canh b4o va than trong khi ding thudc
(an than (rong (can thin trong khi dung cllmdlpm o' nhirng bénh nhan sau diy)
- Bénh nhan bi r6i loan chirc ndng gan nang (nong do trong huyét tuong c6 thé tang lén)
- Bénh nhéan ¢ tién sir tac dung khong mong mubn nghiém trong véi thude dbi khang
calci.
- Bénh nhén cao tudi (xem muyc Sir dung & ngudi cao tudi).
Thén trgng quan trong
Vi da co bdo cdo la nging dot ngot thude doi khang calci 1am nang thém mot s6 tridu chimg,
do d6 néu can nging cilnidipin, pha1 giam liéu dan dudi su theo doi chat ché. Néu ngilmg
cilnidipin tir liéu 5 mg/ngay nén tién hanh cac bi¢n phép thich hop nhu thay thé bang cac
thuéc chong tang huyét ap khac.
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Phai hudng dan bénh nhan khong nglmg thude nay ma khong c6 su huéng dan cua bac si.

Str dung ¢ ngu'm a0 tudi

c Ilmdlpm can dugc sir dyng can than dudi dy theo doi chat ché tinh trang cua bénh nhan va
tién hanh cac bién phap nhu khoi dau voi mot lidu thap hon (vi du 5 mg).

Viée su dung ¢ ngudi cao tudi thudng duoc thira nhan 1a nén tranh tac dung ha huyét ap qua
mitc & ngudi cao tudi.

Vi vdy. da quan sat théy cdc tac dyng khong mong mudn (ké ca cac bt thuong vé két qua xét
nghiém) & ngudi cao tudi tir 65 tudi trd 1én & 152 trong s6 2.863 bénh nhéan trong cac nghlen
clru vao thoi diém thuoce duge duyét va trong cac nghién clru sau khi luu hanh (vao cudi giai
doan tai kiém tra).

Swr dung o tré em

Chua xac dinh duge mic d) an toan cua cilnidipin & tré em (chua cé kinh nghiém lam sang).
Ta dwee

Thuoc ¢6 chira lactose. Bénh nhan c¢é cac van dé di truyén hiém gip vé khong dung nap
galactose, thiéu hut lactase toan phan hodc kém hap thu glucose-galactose khong nén sur dung
thude nay.

7. Sir dung thude cho phu nir c6 thai va cho con bi

Sir dung thuéc cho phu nir ¢6 thai

Khong dugce dung cilnidipin cho phy nir ¢6 thai hodc phu nir c6 kha ning dang mang thai. Da
¢6 bao cao 1a cilnidipin kéo dai thoi ky thai nghén va thoi gian sinh dé ¢ dong vét thi nghiém
(trén chudt cong).

Sir dung thudc cho phu nir cho con bu

Nén tranh dung cilnidipin cho phu nit dang cho con ba. Tuy nhién, néu bat bude phai ding
thudc, can hudng dan bénh nhan ntru‘ng cho con bii. Baco cac bao cdo 1a thude di vao sita me
O dong vt thi nghiém (trén chudt cong).

8. Anh hwéng ciia thudc 1én khi nang lai xe, van hanh may moc

Cac tri¢u chimg nhu chong mat ¢ thé xay ra do tac dung ha huyét ap cua thude. Can phai co
canh bao ngan chdn vig¢c tham gia vao cac hoat ddng nguy hiém can sur tinh tao nhu lam viéc
trén cao, lai xe hodc van hanh may mac.

9. Tuwong tic, twong ky ciia thude

Cilnidipin cha yéu duoc chuyén hoa boi enzym chuyén hoa thuéc CYP3A4 va mot phan boi
CYP2C19.

Than trong khi diing dong thai (cin thén trong khi ding dong thoi cilnidipin véi cac
thude sau day

Tén thuéce Dau hiéu, triéu chimg va diéu tri Co ché va cic yéu to nguy co
Céc thude chong | Huyét ap co thé ha qua mic. Bao gdm kha ning ¢6 tac dung
ting huyét &p cong thém hogc hi¢p dong.
khac
Digoxin B c6 bao cao la mot s thude doi khang | Co ché chua hoan toan sang
calci (vi dy nifedipin) lam ting non;: do | to. nhung dugc cho la trong
d:bo‘\cm trong huyét tuong. pham vi giam thanh thai than
Néu quan sat thay bat ky dau hiéw/triéu | va ngoai than.
chimg doc tinh nao co thé quy cho
digoxin (vi du buén nén. noén. nhirc dau.
thi lyc bét thuong, loan nhip), phai tién
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hanh cac bién phap thich hop nhu diéu
chinh liéu digoxin hodc ngung ding
cilnidipin, tiy theo tinh trang cua bénh
nhan,

ba ¢6 bao cao la cac tac dung cua mot
s0 thuée doi khang calci khac (vi du
nifedipin) tang 1én.

Cimetidin dugc cho la lam
giam luu lugng mau qua gan
voi hdu qua la ngian chan su
chuyén hoa cua thude dbi
kKhang calci do enzym ¢
microsom gan. déng  thoi
cimetidin lam giam lugng acid
da day. vi vy lam ting su hip
thu cac thude ddi khang calci.

Da ¢ bdo céo la tac dung cua thude doi
khang calci khac (vi du nifedipin) bi
giam,

Cac enzym chuyén hoa thude
0 gan (cytochrom P-450) duoc
cho la cam ung badi rifampicin,
thic day sy chuyén hoa cac
thudc ddi khang calci, vi vay
lam tang thanh thai cac thudc
nay.

H ~ . g . , . A
Nong do cilnidipin trong mau co thé
tang 1én.

Nhém azol khang nam dugc
cho 1a e ché CYP3A4. mot
enzym chuyén hoa thude ddi
véi cilnidipin.

Cimetidin
Rifampicin
Nhom azol
khang nam:
itraconazol.,
miconazol, v.v...
Nudc buai chum

ba ¢6 chimg minh la nong d6 cilnidipin
trong huyét tuong tang lén.

Chi tiét vé co ché co ban van
can dugc lam sang 1o, nhung
mdt s6 thanh phin trong nudc
busi chum c¢6 thé e ché
CYP3A4, 1a enzym chuyén
héa thude dbi vai cilnidipin.

10. Tic dung khéng mong muén cua thude

D quan sat thay cdc tac dung khong mong mudn, ké ca céc bét thuang vé két qua xét nghiém
0 414 bénh nhan (6.95%) trong s6 5.958 bénh nhan trong cac nghién cltu vao thoi diém thude
dugc duyét va trong cac nghién ciru sau khi luu hanh (vao cudi giai doan tai kiém tra).

Cic tac dung khéng mong muén ¢6 ¥ nghia laim sang

Réi loan chire nang gan va vang da

(Khang rd tan suat): Rdi loan chitc nang gan va vang da di kém véi ting AST (GOT). ALT
(GPT) va y-GTP c6 thé xay ra.

Vi vay, can phai theo ddi chat ché. néu quan sat théy bat ky bat thuong nao thi cin tién hanh
cac bign phép thich hgp nhu ngimg ding cilnidipin.

Gidm tiéu cau

(Tén suat < 0,1%): Vi giam tiéu cdu co thé Xy ra, can phai theo ddi chat ché, néu quan sat
thay bat ky bét thudng nao thi can tién hanh cac bién phap thich hgp nhu nging ding
cilnidipin.

Cic tic tung khéng mong mudn khae
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Néu xay ra bt ky tac dung khéng mong mudn nao sau day thi can tién hanh cac bién phap
thich hgp tiy theo triéu chang.

0,1-<0,5% <0.1% Khong rd tan suat
Gan"'™¥! Tang AST (GOT). ALT | Tang ALP.
(GPT), LDH. v.v...
Than Tang creatinin hodc nito uré, | C6 ¢an lang trong
protein ni¢u duong tinh. nude tiéu.
Tam  than | Nhuic dau. nhirc dau am i. | Budn ngu. mat ngu, | Té.
kinh chéng mat, chéng mat khi | run ngoén tay, hay
dung Ién, clmg co vai. quén,
Timmach | Do bimg mit, danh trong | Pau nguc, ty 1é tim- | Ngoai tam thu.
nguc, cam giac nong, dién | nguc tdng. nhip tim
tdm do bat thuong (ST ha. | nhanh. block nhi thét.
song T dao nguoc). huyét ap | cam giac lanh.
giam.
Tiéu hoa Buon nén, non, dau bung. Tao bon, chudng

bung, khat. phi dai
loi, ¢ nong. tiéu
chay.

Qua man'™

v2

Néi ban.

Do. ngira.

Nhay cam véi anh
sang,

Huyéthoc | Tang hogc giam bach cau | Tang hodc giam hong
(WBC). bach cau trung tinh | cau (RBC).
va hemoglobin. hematocrit. bach cau

ua eosin va té bao
lympho.

Tac  dung | Phu (mat, chi dudi, v.v..).|Cam giac yéu., co

khong mong | kh6 chiu toan thén, tiéu dat, | cing co sinh  doi

muén khac

tang cholesterol huyét thanh,
tang hodc giam CK (CPK).
acid uric, kali va phospho
huyét thanh,

cang chan, kho quanh
mat, sung huyét mat
va cam giac kich
tng. rdi loan vi giac,
duong niéu
tinh, tang hoac giam
duong huyét lic doi,
protein  toan than,
calei va CRP huyét
thanh, ho.

duong

Luuy 1: Bénh nhan can duge theo ddi can than vé céc tridu chimg nay, néu thay bat ky bat
thudng nao thi phai ngirng dung cilnidipin.
Luu y 2: Néu xuit hién bat ky triéu chimg nao nhu véy. phai ngimg ding cilnidipin.
11. Qua4 liéu va cach xir tri
Qua ligu cilnidipin ¢6 thé lam giam huyét ap qua mirc. Néu huyét ap giam rd rét. can tién
hanh céc bi¢n phap thich hop nhu néng cao chi dudi, diéu tri truyén dich va ding céc thude
tang huyét ap. Loai bo thudc biang tham phan mau khong hi¢u qua do ty 1é gan két cao cua
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thudc véi protein.

12. Dac tinh dwee luc hoe

Nhém dwoe ly: Thude chen kénh calci co chon lgc. tac dung chu yéu trén mach mau.

Mi ATC: C08CAl14.

Téc dung chong ting huyét dp

Trong nhiéu mo hinh khac nhau vé tang huyét ap trén dong vat (chudt con& tang huyét ap ty
phat chudt cong va cho lang huyét 4p do bénh mach mau thén, chue cong tang huyét ap do
mudi DOCA va chudt cong tang huyét ap tu phat dé dot quy). mot liéu don cilnidipin ding
dudémg udng cho thay tac dung ha huyét ap tir tir va kéo dai phu thudc lidu o lidu 1 m;:fkg
hodc cao hon. Nguoc lai, thude cho thay tac dung ha huyét ap yéu ¢ chuot cdng co huyét ap
binh thuong. Thoi gian tac dung khong kéo dai khi diing mét liéu cao qua mirc. O cho tang
huyét 4p do bénh mach mau than, cilnidipin cho thay tic dung cong thém khi duge ding
dong thoi vai mot thude chen B hodc thude trc ché enzym chuyén angotensm

O chuét céng tang huyét ap tu phat dé dot quy va ¢ chd tang huyét 4p do bénh mach mau
than, céc liéu cilnidipin lap lai dung dudmg uong c6 tac dung lam ha huyét ap on dinh ma
khong cho tha} su giam dén. Ngimg dung cilnidipin khong gay hoi tng vé huyét ap.

O chugt cong tang huyét ap tu phat tinh tio va khong bi kiém ché, cilnidipin khong lam tang
nhip tim trong khi ha huyét ap. Cilnidipin khong lam tang nong do noradrenalin huyét tuong
trong khi ha huyét ap, cling khong lam giam dang ké nong do nay nhu da gay ra do thude
phong bé adrenergic (guanethidin sulfat). Cilnidipin khong gay ha huyét ap tu thé ding, mac
du thudce phong bé hach (pentolinum) da gay ra trong nghiém phap ban nghiéng (tilt test) sur
dung tho.

O nhig bénh nhan tang huyét ap vo can. mot lidéu don ulmdlpm moi ngay diing duong udng
cho thay tac dyung ha huyét ap duge duy tri trong 24 gi® va van con 10 rét vao sang som hom
sau. Phan tich pho nang lugng cia cac khodng R-R trong dién tam d6 24 gio da phat hién la
cilnidipin khong lam tang hoat tinh giao cam hoic nhip tim & dang dap Gng phan xa déi véi
sy giam huyét ap.

Tac dung tre ché trén dap rng ting huyét 4p giy ra do stress

O ¢huét cong ting huyét ap tu phat tinh tao va khong bi kiém ché. cilnidipin (¢ ché sy tang
huyét ap va nong, do norepinephrin trong huyét twong gay ra do stress lanh, Cllmdnpm con (¢
ché sur tang huyét ap gay ra do stress phan lyc khong khi (stress tinh than) & chudt cong.

O nhirng ngudi nam tinh nguyén truong thanh khoe manh c6 huyét ap tang 20% hodac cao
hon trong thir nghlf;m stress lanh, cilnidipin da trc ché su tang huyét ap gay ra do sress lanh,
Tiac dung tre ché trén dap ung ting huyét ap gy ra do kich thich giao cam

O chugt cong ting huyét ap tu phat duge choc tuy séng. cilnidipin (e ché su tang huyét ap
gay ra do kich thich glao cam bang dién.

O chudt cong tang huyét ap tu phat vai dong mach mac treo rudt dugce cd 1ap va truyén dich,
cilnidipin cling tc ché sy phong thich norepinephrin gay ra do kich thich giao cam bang dién.
Tac dung trén tuin hoan nio

O chugt (,ong tang huyét ap tu phat, cilnidipin khong lam giam luu lugng mau ndo ngay ca
khi dun;, liéu lam giam huyét ap 30 — 40% & chudt cong. Lor ché ty didu hoa luu lugng mau
ndo van dugc duy tri thoa dang trong khi huyét ap giam xudng.

O bénh nhan tang huyét ap bi 1am phtrc tap thém do bénh mach mau nao. luu lugng mau nio
van duoc duy tri trong khi huyét 4p duge giam xudng.

Tac dung trén chirc ning tim
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O cho cilnidipin lam giam nhip tim va co co tim & cac lidu cao hon lidu gay tang luu luong

mau dong mach.

O ché duge gy mé mo nguec, cilnidipin lam giam sy tiéu thy oxy ctia co tim ¢ lidu gay ha

huyét ap. Tai thoi diém nay. cilnidipin khong gay nhip tim nhanh. cling khéng anh huong dén

su co bop cua tim.

O nhitng bénh nhan tang huyét ap vo can, cilnidipin khéng anh hucmg dén nhip tim trong khi

huyét ap giam va & nhimg bénh nhan c6 ty 1¢ tim-nguc (CTR) bat thuong, cilnidipin lam cai

thi¢n ty I¢ tim-nguc.

Téc dung trén chire nang than

O chujt cong tang huyét ap ty phat dugce gay mé, cnlmdlpm lam tang thé tich nudc tidu, liu

lugng mau qua than va te do loc cta ciu than ¢ liéu gay ha huvet ap. Cilnidipin cling lam

tang thé tich nude tiéu, luu lugng mau qua than va tée do loc cua cau than khi chirc ndng than

bi giam do endothelin.

O nhitng bénh nhan tang huyét ap vo cin, cilnidipin khéng lam anh huong dén chirc nang

than trong khi hLI) ét ap dugc giam xuong.

Tac dung trén rbi loan tim mach lién quan véi ting huyét ap

O chuot COHE ting huyét ap tu phat dé dot quy, mdt liéu don cilnidipin hang ngay da ngan

chin sy xudt hién dot quy va cai thién ty 1& sdng sot. Ngoai ra. cilnidipin con lam giam sy phi

dai tim (trong luong tim tang). day thanh that trai. xo hoa co tim va cac ton thuong o than.

Hon nira, cilnidipin con lam giam sy day 16p gita cua thanh dong mach va lam giam ham

lugng calci trong dong mach chu.

O nhimg bénh nhan tang huyét dp vo can, cilnidipin lam giam chi s6 xo vira dong mach va

lipid peroxui trong huyét thanh.

Co ché tac dung

Cac dir li¢u trén thuc nghiém da cho thay cilnidipin gén két véi cac vi tri gén dlhvdrop\ ridin

cua kénh calci phu thudc dién thé loai L va (e ché dong Ca®" di vao qua mang té bao cua co

tron mach mau qua kénh nay {in vitro trén tho).

Do 46, co trong mach mau gian ra, gay gian mach. Qua co ché nay. cilnidipin dugc xem la co

tac dung lam ha huyét ap.

Cilnidipin trc ché dong Ca®' di vao qua kenh calei phy thudce dién thé loai N ¢ mang té bao

than kinh giao cam. Su tic ché dong C a' di vao qua kénh calci phy thudc dién thé loai N da

duoc quan sat that trong mét pham vi nong do thude tuong ty nhu nong dé te ché kénh Ca®'

phu thudc dién thé loai L (in vitro trén chude cong).

Do do, su phong thich norepinephrin tir dau tan cung day than kinh giao cam bj (¢ ché.

Cilnidipin dugc cho 1 re ché sy tang nhip tim phan xa c6 thé qua trung gian su hoat hoa giao

cam sau giam huyét ap va tic ché tang huyét ap lién quan vdi stress qua co ché nay.

13. Dic tinh dwge djng hoc

Nong d¢ thude trong huyét twong

Khi ding mét liéu don cilnidipin 5 mg, 10 mg hodc 20 mg dudng udng cho 6 ngudi nam tinh

nguyén khoe manh, néng do cao nhat trong huyét trong (Cumax) dugc ghi nhan tuong tng la

4.7 ng/ml.. 5.4 ng/ml. va 15.7 ng/mL va dién tich duéi dudng cong (AUCo-24) tuong (mg la
23.7 ng.gio/mL, 27.5 ng.gio/mL va 60,1 ng.gid/mL.

Nhu vdy, ca hai thdng s6 déu tiang theo cach phu thude lidu ding,

Khi ding 1ap lai mét liéu don cilnidipin 10 mg, 1 lan/ngay cho 6 ngudi nam tinh nguyén khoe

manh, céc thong sé duge dong hoc cua cilnidipin dugc biéu thi nhu dudi day. Nong do trong
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huyét trong dat dugce ¢ trang thai én dinh tir ngay thit 4 khi dung thude va khéng 6 biéu hién

tich Ity thudc.

Thong ) [ G j Tin () Tz (B) AUCoy

Ngay dung thuée | (ng/mL) (gid) (gio) (gioy) (ng.gid/mL.)
Ngay thir nhét 95+1,6 | 28=1.0 1.0+ 0.2 52+2.0 514 £12.7
Ngay thir 4 13,5£50 | 3,7+0.8 . s 101,8 +29.0
Ngay thir 7 165+79 | 30+1,3 1.1 0,6 8.1=27 95,5 + 34,5

(Gia tri trung binh + do 1éch chuan)

Dugc dong hoc clia thude ciing da duge danh gia & nhimg bénh nhan bi suy chirc ning than
(creatinin huyét thanh: 1.5 — 3,1 mg/dL) sau khi dung mot lieu don 10 mg dudng udng o bénh
nhén ting huyét 4 ap va khong thay sy khac biét ¢o vy nghia thong ké vé dir liéu duge dong hoc
cua thude so véi dir liéu & bénh nhan ¢6 chire ndng than binh thudng,

Chuyén héa va thai trir

Dua véao cac chat chuyén hoa da duoc nhan dang trong huyét tuong va nudc tiéu cua nhirng
nguoi tinh nguy¢n nam khoe manh, nguoi ta cho rang dudng chuyén hoa chinh cua cilnidipin
la sy khir methyl ciia nhom methoxyethyl, tiép theo boi su thuy phan ester cinnamyl va oxy
hoa vong dihydropyridin. CYP3A4 duoc cho 1a lién quan chu yéu va CYP2C19 lién quan
mot phan vao su khi methyl cua nhém methoxyethyl (in vitro).

Tac dung chen kénh calci ctia chat chuyén hoa co nhém methoxyethyl bi khir methyl chi bang
1/100 tac dung cta hgp chét gdc (trén tho).

Khi dung 13p lai mét liéu don cilnidipin 10 mg. 1 lan/ngay duong ubng trong 7 ngay cho
nhimg nguoi nam tinh nguyén khoe manh, khong cé hop chat cilnidipin dang khong doi dugc
thai trir nhung 5.2% liéu dung duge dao thai trong nudce tiéu dudi dang cac chat chuyén hoa
(vig¢e su dung cilnidipin da dugce duyét la | lanfnga) dung dudéng udng sau bia an sang).

Mot thi nghi¢m in vitro da cho thay cilnidipin gan két 99.3% vai protein huyét thanh nguoi.
14. Quy ciach déng goi: Hop 3 vi (nhom/nhém) x 10 vién.

15. Diéu kién bao quin, han ding, tiéu chuan chét lwgng ciia thude

Bao quin: Bao quan duéi 30°C, noi khé rdo. tranh anh sang.

Han dung: 24 thang ké tir ngay san xuét.

Tiéu chuin: TCCS,

16. Tén, dia chi co so sian xuét thube

SQUARE PHARMACEUTICALS LTD.

Square Road, Salgaria, Pabna-6600, Bangladesh.
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