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Cilnidipin 20 mg

SDK/ Reg No:
5616 SX/ Lot.No:
NS5X/ Mfg. date:
HD/ Exp. date:

Thanh phén: M&i vién nén bao phim chia; Bdo quin: Nai khé rao, trinh dnh sang, nhiét d6

Cilnidipin. 20mg dudi 30°C.

Chi dinh, chéng chi dinh, cach dung, liéu DEXATAMTAY TRE EM )
ding va céc théng tin khic: Xem t&r hudng DOCKY HUONG DAN 5U' DUNG TRUGC KHI DUNG
dén sir dung thugc. San xudt tal: Cty CP Dugc VTYT H3 Nam

Tiéu chudn: TCCs.

Cum CN Hoang Béng, Duy Tién, HA Nam
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READ THE FOLLOWING INSTRUCTIONS BEFORE USE

Manufactured by: Ha Nam Medicines JSC
Hoang Dong Industrial Zone, Duy Tien, Ha Nam
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HEp 3 vi 10 vién nén bao phim

Thanh phén: Méi vién nén bao phim chifa:
Cilnidipi 20mg
Chi dinh, chéng chi dinh, cich ding, lidu
diing va cic thang tin khac: Xem t& hudng
dan st dung thuée,

Tiéu chudn: TCCS.

Cilnidipin 20 mg

Bdo quan: Nai khé rédo, tranh 4nh sdng, nhigt dé
dudi 30°C,

BEXATAM TAY TREEM
BOC KV HUGNG DAN 517 DUNG TRUGKC KHI DUNG

Sdn xuat tai: Cty CP Duge VTYT Ha Nam
Cum CN Hoang Déng, Duy Tién, Ha Nam
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Hop 10 vi 10 vién nén bao phim
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ILIDAMIN 20

Cilnidipin 20 mg

Pé xa tAm tay tré em.
0C ki hwéng din sir dung trwde khi ding.
Thuée nay chi diing theo don thuébe.

THANH PHAN

M&i vién nén bao phim ¢é chira:

Hoat chét:

Cilnidipin.......... 20 mg

Ta duge: povidon K30, lactose monohydrat, avicel PH101, natri croscarmellose, magnesi stearat,

hydroxypropyl methyl cellulose E6, hydroxypropyl methyl cellulose E15, polyethylen glycol

6000, titan dioxid, talc.

MO TA SAN PHAM

Vién nén bao phim mau tréng, hai mit vién 16i, canh va thanh vién lanh lan.

DANG BAO CHE

Vién nén bao phim

QUY CACH PONG GOI

Hop 2 vi, 3 vi, 5 vi, 10 vi x 10 vién.

PAC TINH DUQC LUC HOC

Dic tinh dwge e hoce

Nhom dugce ly: Thude co tac dung diéu trj cao huyét ap.

Ma ATC: CO8CA14

Ut ché dong Ca®* di vao qua mang té bao cua co tron mach méu, do dé co tron mach mau gian

ra gy gidn mach, ha huyét ap.

1. Tdc dung ha huyét dp

- Trong md hinh vé ting huyét ap trén dong vat (chudt cong ting huyét ap tu phat, chuot

cdng va ché tang huyét ap do bénh mach mau than, chudt cbng ting huyét ap do muébi
DOCA va chudt cong tang huyét ap tu phat dé dot quy), mot liéu don cilnidipin ding
dudmg ubng cho thdy tac dung ha huyét ap tr tir va kéo dai phu thude liéu Img/kg hodc
cao hon. Nguoc lai, né cho thdy tic dung ha huyét ap yéu & chudt cong co huyét 4p binh
thuomg. Thoi gian tic dung khong kéo dai khi ding mét liéu cao qua mirc. O ché tang
huyét ap do bénh mach mau than, cilnidipin cho thiy tac dung tang lén khi duoc dung
dong thoi voi mét thude chen B hodc thude tre ché men chuyén angiotensin.
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O chudt cbng tidng huyét ap tu phat d& dot quy va & ché tang huyét 4p do bénh mach mau
than, cac lidu cilnidipin lap lai dung dudng uéng ¢6 tac dung 1am ha huyét 4p én dinh ma
khong cho thay su giam dan. Ngimg ding cilnidipin khong gay hdi ing v& huyét ap.

O chudt céng tang huyét ap tw phat tinh tdo va khong bi kiém ché, cilnidipin khong 1am
tang nhip tim trong khi ha huyét ap. Cilnidipin khéong lam ting ndéng dé noradrenalin
huyét tuong trong khi ha huyét 4p, cling khong lam giam dang ké nong do nay nhu da
gdly ra do thude phong bé adrenergic guanethidine sulfat). Cilnidipin khong giy ha huyét
4o tu thé ding, mic du thube phong bé hach (pentolinium) da géy ra trong nghiém phéap
ban nghiéng (tilt test) sir dung & tho.

O nhing bénh nhan tang huyét 4p v cin, mot liéu don cilnidipin mdi ngay dung dudng
udng cho thiy tac dung ha huyét p duge duy tri trong 24 gi¢r va van con rd rét vao sang
som hém sau. Phén tich phd nang luong cia cic khoang R-R trong dién tam dd 24 gio da
phét hi¢n 1a cilnidipin khéng 1am tang hoat tinh giao cam hodc nhip tim & dang dap tng
phan xa dbi voi su gidm huyét ap.

2. Tdc dung irc ché trén ddp teng tdng huyét ap gay ra do stress

O chudt cbng tang huyét 4p tu phét tinh tdo va khong bi kidm ché, cilnidipin trc ché sy
ting huyét dp va néng do norepinephrin trong huyét tuong gdy ra do stress lanh.
Cilnidipin con tic ché sy tang huyét ap gdy ra do stress phan luc khong khi (stress tinh
than) & chudt cdng,

0] nhitng ngudi nam tinh nguyén truong thanh khoe manh c6 huyét 4p tang 20% hoic cao
hon trong thir nghiém stress lanh, cilnidipin dé e ché su tang huyét ap gay ra do stress
lanh.

3. Tac dung tre ché trén ddp irng gdy ra do kich thich giao cam

O chudt cng tang huyét ap tu phat dugc choe tuy séng, cilnidipin rc ché su ting huyét
ap gy ra do kich thich giao cam bang dién.

O chuét cong tang huyét ap tu phat v6i dong mach mac treo rudt .duc,rc ¢ 1ap va truyén
dich, cilnidipin cling trc ché su phong thich norepinephrin gay ra do kich thich glao cam
dién.

4. Tdc dung trén tudn hoan néo

O chut cong tang huyét ap tu phat, cilnidipin khéng lam giam luu lwgng méu ndo ngay
ca khi dung liéu lam giam huyét ap 30 — 40% & chudt cong. Co ché tw diéu hoa luu luong
méu ndo van duoc duy tri ngay ca khi huyét ap giam thude.

O bénh nhan ting huyét ap c6 kem thém bénh mach mau nio, luu lurong mau ndo van
dugc duy tri trong khi huyét ap duoc gidm xudng.

3. Tdc dung trén chire nding tim




- O che, cilnidipin lam giam nhip tim va co co tim & céc lidu cao hon gdy tang luu luong
mau dong mach. ‘

- O ché dugc gdy mé mo nguec, cilnidipin lam giam sy tiéu thu oxy cia co tim & liéu gy
ha huyét ap. Tai thoi diém nay, cilnidipin khoéng gay nhip tim nhanh, ciing khong anh
hudng dén su co bop cia tim.

- 0 nhitng bénh nhén tang huyét ap vo cin, cilnidipin khéng anh huéng dén nhip tim trong
khi huyét ap giam, va & nhing bénh nhan cé ty I¢ tim — nguc (CTR) bat thudng,
cilnidipin lam cai thién ty 18 tim — ngue.

6. Tdc dung trén chirc ning thdn

- O chudt cong tang huyét ap ty phat duge gay mé, cilnidipin lam tang thé tich nuéc tiéu,
luu lugng mau qua than va téc do loc coa cdu than & liéu gay ha huyét ap. Cllmdlpme
cling lam tang thé tich nudce tiéu, luu luong méau qua than va téc d6 loc coa ciu than khi
chire ning thén bi giam do endothelin.

= 0 nhimg b¢nh nhén ting huyét 4p v ciin, cilnidipin lam giam chi sb xo vita dong mach
va lipid peroxid trong huyét thanh.

7. Tdc dung trén réi loan tim mach lién quan véi tdng huyét ap

- O chudt cong tang huyét 4p tu phat dé dot quy, mét lidu dom cilnidipin hang ngay da ngin
chiin su xudt hién dot quy va cai thién ty 1& séng sot. Ngoai ra, cilnidipin con lam giam su
phi dai tim (trong luong tim tang), day thanh that trai, xo hoa co tim va céc tén thuong &
thén. Hon nita, cilnidipin con lam giam sy day 16p giita cua thanh dong mach vanh va
1am gidam ham lugng calci trong dong mach chu.

-0 nhitng bénh nhén tang huyét ap vé can, cilnidipin lam giam chi sb xo vita dong mach v
lipid peroxid trong huyét thanh,

8. Co ché tic dung

Céc dit liéu thuc nghiém cho thay cilnidipin gin két v6i cac vi tri gén dihydropyridin cua kénh
calei phu thude dién thé type L va (rc ché dong Ca** di vao mang té bao cua co tron mach mau
qua kénh nay (in vitro trén thé). Do dé co tron mach mau gian ra, gdy gidn mach. Qua co ché
nay, cilnidipin duge xem 14 ¢6 tic dung lam ha huyét ap.

Cilnidipin tc ché dong Ca?* di vao qua kénh calci phu thuge dién thé type N & mang té bao thn
kinh giao cam. Sy trc ché dong Ca?* di vao qua kénh calci phu thudc dién thé type N di duoc
quan sat thiy trong mét pham vi nong d6 thude tuong tu nhu noéng do e ché kénh Ca?* phu
thude dién thé type L (in vitro trén chuét cong).

Do d6, su phéng thich norepinephrin tir dau tdn cung day thin kinh giao cam bi trc ché.
Cilnidipin dugc cho 1a trc ché su tang nhip tim phan xa c6 thé qua trung gian su hoat héa giao

cam sau giam huyét 4 ap va trc ché ting huyét ap lién quan véi stress qua co ché nay.
DAC TINH DUGC PONG HOC
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1.Nong dj thuic trong huyét tirong

Khi dung mét lidu don Cilnidipin 5 mg duong udng cho 6 ngudi nam tinh nguyén khoe manh,
ndng dé cao nhét trong huyét tuong (Cmax) dugc ghi nhén tuong ung 1a 4,7 ng/mL., va dién tich
dudi dudng cong (AUC0-24) twong mg la 23,7 ngegid/ml.

Khi ding 1dp lai mot liéu 10 mg Cilnidipin trong vong 7 ngay, 1 lan/ngay cho 6 ngudi nam khoe
manh, cic thong sb duoc dong hoc dugce biéu thi dudi bang duéi day:

Théng sb e Tinax (gidy) Tz (@) Tin (B) AUC).0
Ngay dung thude (ng/ml) (gio) (gioy) (ngegio/ml)
Ngay thir nhét 9,5+1.,6 2,8+1,0 1,0+0,2 5,242.0 51,4+12,7
Ngay thir tu 13,5+5,0 3,7+0,8 - : 101,8429,0
Ngay thir bay 16,5+7,9 3,0+1,3 1,140,6 8,142,7 95,5+34,5

Duge dong hoc cua thude cling duoc danh gia trén nhiing nguoi suy giam chie nang than
(creatinin huyét thanh: 1,5-3,1 mg/dl) sau khi ding mot lidu don 10mg duomg udng & bénh nhan
ting huyét ap, va khong thiy su khac biét ¢6 y nghia thong ké vé dir liéu duge dong hoc cuia
thude so véi dir liéu & bénh nhan co chic nang thén binh thuong. Viéc dung l3p lai thude nay
dudmg ubng véi lidu 10mg, 1 lé‘m/ngéy trong 7 ngay ¢ bénh nhan suy giam chirc ning than
khong gdy ra su khac biét vé diy liéu duge dong hoc so véi dit liéu & bénh nhan cé chie nang
thén binh thuong.

2. Chuyén héa va thii triv

Nguéi ta cho rang dudng chuyén héa chinh cta Cilnidipin 1a su khir héa nhéom methyl ctiia nhom

methoxyethyl, tiép theo la su thuy phan ester cinnamyl va oxy héa vong dihydropyridin.

CYP3A4 dugce cho 1a lién quan chu yéu va CYP2C19 lién quan vao mdt phan su khir methyl cua

nhom methoxyethyl.

Khi dang ldp lai mét lidu don Cilnidipin 10 mg, 1 1an/ ngay trong 7 ngay cho nhirng nguoi nam

tinh nguyén khée manh, khong ¢6 hop chét Cilnidipin dang khéng chuyén hoa duoc thai trir

nhung 5,2% lidu dung duoc dao thai ra ngoai dudi dang cic chat chuyén hoa,

Mat nghién ctru in-vitro cho thiy luong Cilnidipin lién két véi protein huyét thanh 1a 99,3%.

CHI PINH

Diéu tri tang huyét 4p.

CACH DUNG

Thube dung dudng udng.

LIEU DUNG

Ngudi 16n: thong thuong dung lidu 5-10 mg Cil'nidipin dudng udng, 1 lén/ngéy sau bira dn sang.

Liéu ding c6 thé dugce diéu chinh theo tudi va triéu ching ctia bénh nhan. C6 thé tang liéu 1én 20

mg/lén/ngay néu dap ing dbi v6i thude 1a khong du.

Ngudi cao huyét ap ning: dung liéu 10-20 mg dudng uéng, 1 lén/ngéy sau bita an sang.
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CHONG CHI PINH

Phu nit ¢6 thai hodc dang cho con bu.

Bénh nhan mén cam véi bét ky thanh phin nao ciia thuédc.

THAN TRONG _

1. Thiin trong khi ding thude cho nhirng bénh nhin sau:

(1) Bénh nhén suy gan ning [néng do thuéc trong mau c6 thé ting 1én]

(2) Bénh nhén 6 tién str phan ing phu nghiém trong do chat chen kénh Calci.

(3) Nguoi cao tudi [xem phan “Str dung thube cho ngudi cao tudi”]

2. Thén trong quan trong

(l) Khi ngimg sir dung thube chen kénh calci dot ngdt, cac triéu chimg tré nén x4u di. Vi thé néu
can ngung sir dung thubc, cin phéi giam liéu tir tir va dugc theo ddi chit ché&. Néu lidu dang 1a 5
mg, ¢o thé sir dung thay thé bang cach thuée khac. Ngoai ra, khong nén ngimg thude ma khong
¢6 su chi dan cua bac sy.

(2) Céc biéu hién ha huyét ap co6 thé xuét hién nhu chong mit, ... Vi vy cin than trong khi st

dung thuoe cho bénh nhan lam vige lién quan dén van hanh may moc, lam viée trén cao, l4i xe &

to.

Ché pham ¢6 chira duong lactose, than trong trén céc bénh nhan c6 1di loan chu

duong.

TUONG TAC THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC

Thubc nay chu yéu c,huyen hoa boi cac enzym cua cytochrome CYP3A4.
Thén trong khi duing két hop (hiy than trong khi ding két hOp thude véi cac thude sau day):

yén hoa, dung nap

Thude

Dau hiéu, triéu chimg va diéu
tri

Co ché va cac yéu td nguy co

Thudc ha huyét ap

Ha huyét 4p qua mirc

Tac dung hiép dong

Digoxin

Céc thude chen kénh Calci
lam ting ndng do digoxin
trong méau. Néu cac triéu
chung ngd doc dig goxin (budn
nén, ndn, dau dau, rdi loan
nhip tim, bat thuong vé thi
gidc. )xuat hién, cach xir ly
thich hop la diéu chinh lidu
digoxin hodc ngung sir dung
thude nay.

Co ché chua duoc sang to
day du

Cimetidin

Co bao cao rang, nong do cac
chit chen kénh calci khac
nhu nifedipin tang 1én.

Cimetidin lam giam luu
lu(ng mau toi gan va tc ché
chuyen hoa enzym microsom
gan dbi véi thude chen kénh
canxi va lam ting hip thu
thude
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Rifampicin

Giam tac dung cua thude
chen kénh Calci.

Rifampicin giy cam ting
enzym gan (CYP450), thuc
day chuyén héa cac chit chen
kénh Calci

Céc thuoc chong nam nhom
azol, itraconazol, miconazol

Nong d6 thude trong mau cua
thudc chen kénh Calci tang
I1én

Thude khang nim trc ché
CYP3A4 enzym chuyén héa
thude ndy

Nudce ép

Nong do trong mau cua thude
nay tang 1én 2 lan

Co ché chua rd rang, thanh
phan trong nudc trai cay e
ché CYP3A4 enzym chuyén
héa thude nay

TAC DUNG KHONG MONG MUON VA CACH XU TRi

Céac phan ung phy (bao gdm ca cac bt thuong vé két qua xét nghi¢m) da dugc quan sét thiy &
414 bénh nhén (6,95%) trong s6 5.958 bénh nhan trong cdc nghién ctru vao thoi diém thude duge

phé duyét va trong cac nghién ciru vé sau (vao cubi gia doan tai kiém tra).

(1) Tac dung khong mong muédn nghiém trong

1) Réi loan chirc ndng gan va vang da (khéng rd tan suat): Réi loan chure néng, gan va vang da
kem vai tangD AST (GOT), ALT (GPT) va y-GTP ¢6 thé xay ra. Vi vy, cin phai theo doi
chat chg, néu thiy bét ky bit thuong nao thi can tién hanh cac bién phép thich hop nhu ngimg

dung thube.

2) Giam tiéu cau (dudi 0 ,1%): Do g glam tiéu ciu c6 thé xay ra, vi thé cin pha1 theo doi chit

ché, néu quan sat thiy bét ky bt thudmg nao thi cin tién hanh cac bién phap thich hgp nhu

ngirng ding thude.

(2) Cac tac dung khong mong mudn khac: Néu X4y ra bt ky tac dung khong mong mudn nao

sau ddy thi can tién hanh cac bi¢én phap thich hop tuy theo triéu chimg:

ViV

0,1 - <5% <0,1% Khéng rd tin sudt
Gan! Tang AST (GOT), | Tang ALP
ALT (GPT), LDH,

Thén

Téang creatinine hoiic
nito ure, protein niéu
duong tinh

C6 cén lang trong
nuoc tieu

Tam than kinh

Nhire dau, nhirec du
am i, chong mat,
chong mat khi diung
Ién, cling co vai

Budn ngu, mat ngu,
run ngén tay, hay
quén

Tim mach

Do bing mit, danh
trbng ngirc, cam giac
nong, dién tdm do
bt thuomg (ST ha,
song T dao nguoc),

Dau ngure, ty 1€ tim-
ngue tang, nhip tim

nhanh, block nhi

that, cam giac lanh.

Ngoai tam thu




huyét 4p giam

Tiéu héa

Budn non, non, dau
bung

Téo bon, chudng
bung, khat, sung loi,
o nong, tiéu chay

Qua man @

Noi ban

Do, ngtra

Nhay cam véi anh
sang

Mau

Téang hoac giam
bach ciu (WBC),
bach cau trung tinh
va hemoglobin.

Tang hodc giam
héng ciu (RBO),
hematocrit, bach cau
ua eosin va té bao
lympho

Phan ung phu khac

Phu (mat, chi dudi,
v.v...), khé chiu toan
than, tiéu dit, tang
cholesterol huyét
thanh, tang hoac
giam CK (CPK),
acid uric, kali va
phospho huyét thanh

Cam giac yéu, co
cimg co sinh doi
cing chan, kho
quanh mat, sung
huyét mit va cam
giac kich tng, roi
loan vi gic, duomg
ni¢u duong tinh,
tang hodc giam
dudng huyét lic doi,
protein toan thin,
calci va CRP huyét
thanh, ho

(1) Bénh nhén can dugc theo ddi can than vé cac triéu chimg nay, néu

thiy bat ky bét thuong nao thi phai ngimg dung thude.

thuodce

(2) Néu xuit hién bat ky tri¢u chimg nao nhu viy, phai ngung dung

Théng bio ngay cho bic si hodc dwge st nhirng tic dung

PHU NU CO THAI VA NUOI CON BANG SUA ME
(1) Khong ding cho phu nit ¢6 thai hodic chuédn bi mang thai. Trong cac thir nghiém dong vit
(chudt), doc tinh trén thai nhi da duoc bdo cio.

(2) Tranh dung cho phu nit cho con bu, néu khong tranh khoi viée str dung thude, nén nging cho
con bu trong thoi gian str dung thude [thi nghiém trén dong vat (chudt) da cho thiy thude cé thé

vao sita me.

LAI XE VA VAN HANH MAY MOC

Céac biéu hién ha huyét ap ¢6 thé xuét hién nhu chong mat, ...Vi vy can than trong khi sir dung

khong mong muén gip phii khi sie dung thudc.

thudce cho bénh nhéan lam viéce lién quan dén vén hanh may maoc, lam viéc trén cao, lai xe 6 to.

QUA LIEU VA CACH XU TRi
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Qua liéu Cilnidipin gay ha huyét ap qua mirc. Néu ha huyé't &p rd rét, can tién hanh cac bién phéap
thich hgp nhu nang cao chi dudi, didu tri truyén dich va dung cac thudce tang huyét ap. Do thudc
c6 ty 1¢ lién két véi protein cao nén kho xir tri qua liéu bang thim phan mau.

Theo déi ngudi bénh lién tuc.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Khong cé.

BAO QUAN .
Noi kho rdo, tranh anh sang, nhiét do dudi 30°C.
Dé xa tam tay tré em.

HAN DUNG
24 thang ké tir ngay san xudt.

TIEU CHUAN CHAT LUQNG: TCCS A ‘
KHONG DUNG THUOC KHI QUA HAN SU DUNG IN TREN BAO Bi

CO SO SAN XUAT o >
CONGTYCPDUQC VAT TU Y TE HA N
Cum CN Hoang Dong, Duy Tién, Ha Nam. /&
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