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i saey Cilnidipine 20 mg

Boxof 3 blister 10 coated tablets

g&:" Each coated tablet contains: Storage: Keep in a dry place, protected from
Cilrid e 0 mg light, temperature below 30°C,
indications,  cantraindications, dosage, KEEP OUT OF REACH OF CHILDREN
administration and other information: READ THE FOLLOWING INSTRUCTIONS BEFORE USE
See the leaflet enclosed, Manufactured by: Ha Nam Medicines JSC
Specification: In-House, Hoang Dong Industrial Zone, Duy Tien, Ha Nam
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Thinh phin: Méi vién nén bao phim chira: Bibo quin: Nai kho rdo, trdnh 4nh sing, nhigt do
Gilnidipin... 20mg dudi 30°C.
Chi dinh, chéng chi dinh, cach ding, lidu DE XA TAM TAY TRE EM
diing vi cdc thong tin khic: Xem 14 hudng DOCKY HUONG DAN SUf DUNG TRUGC KHI DUNG
déin st dung thudc, Sdn xuit tal: Cty CP Dugtc VIYT Ha Nam
Tidu chudn: TCCS, Cum CN Hoang BAng, Duy Tién, Hi Nam
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5616 SX/ Lot.No-
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" Cilidamin20

Bow of 10 blfster 10 coated tablets

Composition: Fach coated tablet contains:
| i 20 mg
Indications,  contraindicaf ons,  dosage,
deinistration and other inf, :
See the lzaflet enclosed.

l_llgnh.l:_ In-House,

Cilnidipine 20 mg

Storage: Keep in 3 dry place, protected from
light, temperature below 20°C

KEEP OUT OF REACH OF CHILDREN

READ THE FOLLOWING INSTRUCTIONS BEFORE USE
Manufactured by: Ha Nam Medicines Jsc

Hoang Dong Industrial Zane, Duy Tien, Ha Nam
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Hop 10 10 Wién nén Bao nhim

Thanh phdn: Mi vién nén bao phim chia:
LT T 20mg
Chi 8ink, chéng chi dinh, cich ding, fidy
ding vi cic thang tin khic: Xem i hutdng
dén 31 dung thudc,

Tiéw ehudn: 1CCS,

Cilnidipin 20 myg

Bho quin: Noi kha rds, tranh dnh sdng, nhiét do
dudi 30°C

DE XA TAM TAY TREEM

BOCKY HUONG DAN 5L DUNG TRUGKC KHI DUNG
S&n xust tal; Cty CP Dugc VTYT HA Nam

Cum €N Haang Bang, Duy Tién, M3 Nam
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k§ hwdng din sir dung trude khi ding,
Thube nay chi dung theo don thubc.

THANH PHAN

Mai vién nén bao phim ¢é chira:

IHoat chit:

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

T 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 trang, hai mit vién 15i, canh va thanh vién lanh lan.

DANG BAO CHE

Vién nén bao phim

QUY CACH PONG GOI

Hop 2 vi, 3 vi, S vi, 10 vi = 10 vién.

PAC TINH DUGC LUC HOQC

Biic tinh duge hre hoce

Nhom duge 1y: Thude 6 tac dung diéu tri cao huyét ap.

Ma ATC: CO8CA14

Ut ché dong Ca*" di vao qua méng & bio cta co tron mach mau, do dé co tron mach mau gian

ra gdy gidn mach, ha huyét 3 ap.

1. Tdc dung ha huyét ap

= rong, mé hinh vé tang huyét ap trén dong vt (chudt Long, tank, huyét ap tu phat, chudt

cdng va cho tang huyct ap do bénh mach mau thin, chudt cdng tang huyét dp do mubi
DOCA va chudt cong tang huyét ap tr phat dé dot quy), mat liéu don cilnidipin ding
dudmg ubng cho thiy tac dung ha huyét ap tir tir va kéo dai phu thube liéu Img/kg hodc
cao hon. Nguoe lai, no cho thiy tée dung ha huyét 4p yéu & chuét ¢bng ¢6 huyét ap binh
thuomg. Thoi gian tde dung khong kéo dai khi dung mat liéu cao qua mac. G ché tang
huyét ap do bénh mach mau thén, cilnidipin cho thay tic dyng tang Ién khi duge dung
déng thoi véi mat thude chen B hodic thude tre ché men chuyén angiotensin.
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O chudt cong ting huyét ap ty phat d& dat quy va & cho tang huyét ap do bénh mach méu
thén, cac lieu cilnidipin lap lai ding dudng udng c6 tac dung lam ha huyét dp én dinh ma
khong cho thdy sy giam ddn. Ngimg ding cilnidipin khéng gdy hdi g vé huyét ap.

O chudt cong tang huyét dp tr phat tinh tdo va khong bi kiém ché, cilnidipin khong lam
tang nhip tim trong khi ha huyét ap. Cilnidipin khéng lam tang ndng dé noradrenalin
huyét twong trong khi ha huyét ép, cling khong lam giam dang ké nong dé nay nhu da
gdy ra do thudc phong bé adrenergic guanethidine sulfat). Cilnidipin khong gy ha huyét
a0 tu thé dimg, méc do thube phong bé hach (pentolinium) da gdy ra trong nghiém phap
bin nghiéng (tilt test) sir dung & tho.

O nhimg bénh nhan tang huyét dp vé ciin, mot lieu don cilnidipin mi ngay ding dudng
udng cho thay tac dung ha huyét ap duge duy tri trong 24 gir va van con rd rét vao sang
som hdm sau. Phén tich phé nang luong cua cic khoang R-R trong dién tam d6 24 gior di
phat hién la cilnidipin khong lam tang hoat tinh giao cam hogc nhip tim & dang dap img
phan xa déi véi su giam huyét 4p.

2. Tde dung tre ché irén dap vng tdng huyét dp gdy ra do stress

- O chudt eéng tang huyét 4p tw phét tinh tdo va khong bi kiém ché, cilnidipin trc ché sy

ting huyét ap va néng dé norepinephrin trong huyét tuong gay ra do stress lanh.
Cilnidipin con tre ché su ting huyét ap gdy ra do stress phan lyc khong khi (stress tinh
thén) & chugt cong,

O nhimng ngudi nam tinh nguyén truéng thanh khoe manh 6 huyét ap ting 20% hoidc cao
hon trong thir nghiém stress lanh, cilnidipin di e ché su tang huyét ap gdy ra do stress
lanh.

3. Tdc dung tre ché rén ddp ung gay ra do kich thich giao cam

O chudt cdng tang huyét ap ty phét duge choe tiy song, cilnidipin irc ché sy tang huyét
ap gdy ra do kich thich giao cam bing dién.

O chubt chng tang huyét 4p ty phat véi dong mach mac treo rudt -dl.rqc ¢ 1ap va truyén
dich, cilnidipin cling @rc ché sy phéng thich norepinephrin gdy ra do kich thich giao cam
dién.

4. Tde dung trén tuan hoan néo

O chudt céng tang huyét ap tu phat, cilnidipin khong lam giam luu lrong mau ndo ngay
ca khi dung li¢u lam giam huyét ap 30 — 40% & chudt cong. Co ché tr diéu hoa luu lurong
méu ndo van duoc duy tri ngay ca khi huyét ap giam thude.

O bénh nhén ting huyét ap c6 kém thém bénh mach mau ndo, luu lvong mau ndo vin
duoc duy tri trong khi huyét dp duoe giam xubng.

5. Tdc dung trén chite néing tim
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- O ché. cilnidipin lam giam nhip tim va co co tim & cac lidu cao hon géy tang luu luong
mau dong mach.

- Oché duge gy mé mé nguc, cilnidipin lam giam sur tiéu thu 0Xy clia co tim & lidu gay
ha huyét ap. Tai thei diém nay, cilnidipin khéng gay nhip tim nhanh, ciing khong anh
hudéng dén s co bop cia tim.

- O nhitng bénh nhin tang huyét ap vo can, cilnidipin khéng anh hudémg dén nhip tim trong
khi huyét ép giam, va & nhitng bénh nhén c6 ty 1¢ tim ngue (CTR) bt thuong,
cilnidipin lam cai thién ty 1é tim — ngye.

6. Tde dung trén chire ndng then

- O chudt cong tang huyét ap tu phét duge gay mé, cilnidipin lam tang thé tich nudc tiéu,
lvu lrong mdu qua thin va tde d8 loc cia ciu thin & liéu gay ha huyét ap. Cilnidipine
cling lam tang thé tich nuéc tiéu, luu luong mu qua thin va tée dd loc clia ciu than khi
chire niing than bi giam do endothelin.

- B nhimg bénh nhan ting huyét 4p vo can, cilnidipin lam giam chi s6 xo vira dong mach
va lipid peroxid trong huyét thanh.

7. Tde dung trén roi loan tim mach lién quan véi ting huyét ap

- O chudt cong ting huyét dp tu phat dé dot quy, mot lidu don cilnidipin hang ngay da ngin
chiin su xudt hién dot quy va cai thién ty lé séng sOt. Ngoai ra, cilnidipin con lam giam su
phi dai tim (trong luong tim ting), day thanh thét trai, xo héa co tim va céc tén thuong ¢
thin. Hon nira, cilnidipin con lam giam sy day 16p giira cua thanh dong mach vanh va
lam giam ham luong calci trong ddng mach chu.

s nhimg bénh nhan ting huyét ap v can, cilnidipin lam giam chi s6 xo vita dong mach va
lipid peroxid trong huyét thanh.,

8. Co ché tac dung

Cac dir ligu thue nghiém cho thiy cilnidipin gin két voi cac vi tri gin dihydropyridin cta kénh
calci phu thude dién thé type L va trc ché dong Ca?* di vao mang té bio clia co trom mach mau
qua kénh nay (in vitro trén thé). Do do co tron mach mdu gian ra, gdy giin mach. Qua co ché
nay, cilnidipin dge xem I4 ¢6 tic dung lam ha huyét ap.

Cilnidipin tc ché déng Ca®* di vao qua kénh calei phy thuge dién thé type N & mang (¢ bao than
kinh giao cam. Su tre ché dong Ca®* di vao qua kénh calei phu thude dién thé type N da duoc
quan sat thiy trong mdt pham vi ndng do thude twong ty nhu néng d tre ché kénh Ca®t phu
thuge dién thé type L (in vitro 1rén chugt cong).

Do do, su phong thich norepinephrin tir déu tdn cing day than kinh giao cam bi trc ché.
Cilnidipin duge cho 1a te ché sy ting nhip tim phan xa c6 thé qua trung gian sur hoat héa giao
cam sau giam huyét ap va te ché tang huyét ap lién quan véi stress qua co ché nay.

DAC TINH DUGC PONG HQC
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1.Néng dj thuice frong huyét twong

Khi dung mét liéu don Cilnidipin 5 mg duong uéng cho 6 ngudi nam tinh nguyén khoe manh,
nong d cao nhét trong huyét twang (Cmax) duge ghi nhin twong tmg 13 4,7 ng/mL, va dién tich
dudi dudmg cong (AUCO0-24) twong (mg 14 23,7 ngegio/ml.

Khi ding lip lai mét licu 10 mg Cilnidipin trong vong 7 ngdy, | lan/ngay cho 6 ngudi nam khoe
manh, cdc théng s duoc déng hoe duge biéu thi dudi bang dudi day:

Théng sb Com Timax (2i0) Tia() | Tiz(B) AUCg.0
Ngay dung thude (ng/ml) (gi0) (gid) (ngegit/ml)
Ngay thir nhat 9,5¢1,6 | 28+10 1,0£0,2 5,242.0 51,4£12,7 |
* Ngay thir ur 13,5:45,0 3,740,8 - ; 101,8429,0
| Nedy thit bay 16,5:7.9 3,013 1,1£0,6 8,1+2,7 95,5634,5 |

Duge ddng hoc cia thude cling duoc danh gia trén nhig nguoi suy giam chire nang than
(creatinin huyét thanh: 1,5-3,1 mg/dl) sau khi dung mét lidu don 10mg dudng udng & bénh nhan
tang huyét ap, va khong thiy sy khac bigt ¢6 y nghia thong ké vé dir liéu duogc dong hoc cuia
thude so véi dir liéu & bénh nhan co chire nang than binh thuong. Viéc dung lap lai thube nay
dudng uémg vai licu [0mg, 1 Iém’ngﬁy trong 7 ngay & bénh nhan suy giam chiic nang than
khong gdy ra su khac biét vé di liéu duge dong hoc so vai dir li¢u & bénh nhan ¢ chie nang
thén binh thuong.

2. Chuyén héa va thii trir

Ngudi ta cho rﬁng duwromg chuyén héa chinh cia Cilnidipin 1a si khir héa nhém methyl cia nhom

methoxyethyl, tiép theo la su thily phédn ester cinnamyl va oxy hoa vong dihydropyridin.
CYP3A4 duogce cho 13 lién quan chi yéu va CYP2C19 lién quan vao mét phin su khir methyl cua

nhom methoxyethyl.

Khi ding 1ap lai mét liéu don Cilnidipin 10 mg, 1 lan/ ngay trong 7 ngay cho nhirng nguol nam
tinh nguyén khoe manh, khong co hop chit Cilnidipin dang khéng chuyén hoa duoc thai trir

nhung 5.2% liéu ding duge dao thai ra ngoai dudi dang céc chét chuyén hoa.

M@t nghién ciru in-vitro cho thay luong Cilnidipin lién két véi protein huyét thanh 1a 99,3%.

CHI BINH

Diéu trj tang huyét ap.

CACH DUNG

Thube dimg dudmg udng.

LIEU DUNG

Ngudi 1on: théng thueng ding liéu 5-10 mg Cilnidipin dudng uéng_, I lz'"mfngay sau bita an sdng.

Liéu diing ¢6 thé duoc didu chinh theo tudi va triéu chimg cua bénh nhan. C4 thé tang lidu lén 20

mg/lan/ngay néu dap img dbi voi thude 1a khéng du.

Ngudi cao huyét ap ning: dung liéu 10-20 mg dudmg ubng, | lfinfngﬂy sau bita 4n sdng.

f
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CHONG CHI PINH

Phy ni¥ ¢6 thai hodc dang cho con b,
Bénh nhén min cam véi bat ky thanh phin nao cia thube.

THAN TRONG

L. Thén trong khi ding thude cho nhig bénh nhin sau:

(1) Bénh nhan suy gan nang [néng do thudc trong mau cé thé tang Ién|

(2) Bénh nhdn ¢6 tién sir phan tmg phu nghiém trong do chat chen kénh Calci.

(3) Nguoi cao tudi [xem phan “Su dung thube cho ngudi cao tubi”)

2. Thin trong quan trong

(I) Khi ngimg str dung thude chen kénh calci ddt ngdt, cac tridu chimg (ré nén x4u di.

c6 sy chi dan cua bac sy.

(2) Cac bicu hién ha huyét dp ¢6 thé xuét hién nhu chong mat,

dung thudc cho bénh nhan 1am viéc lién quan dén van hanh may moc,

to.

Ché pham ¢6 chira duong lactose, thdn trong trén cac bénh nhan ¢6 1di lo

duong.

dc. Ngoai ra, khéng nén ngimg thube ma khéng

.. Vi vy ¢in than trong khi sur

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

Thude nay chu yéu chuyé én hoa boi cde enzym cua cytochrome CYP3A4.
Than trong khi diing két hop (hily thin trong khi ding két horp thue véi céc thube sau day):

Thube

Déu hiéu, triéu chimg va diéu
tri

Co ché va cac yéu té nguy co

Vi thé néu
can ngumg str dung thube, cin phai giam liéu tir tir va duoc theo doi chit ché. Néu lidu dang 1a 5
mg, co thé sir dung thay thé hang: cach thube kh

lam viée trén cao, lai xe 6

an chuyén hoa, dung nap

Thudce ha huyét ap

Ha huyét ap qua murc

Tac dyung hiép dong

Digoxin

Céc thude chen kénh Calci
lam tang nong do dlgoxm
trong mau. Néu cac triu
chimg ngd doc digoxin (budn
non, nén, dau diu, rbi loan
nhlp tim, hat thudng vé thi
gidc..) xudt hi¢n, cach xir ly
thich hop la diéu chinh liéu
digoxin hodc ngung sir dung
thude nay.

Co ché chua duoc sang to
ddy du

Cimetidin

Co bdo cdo ring nonpb do cac
chit chen kénh calei khéc
nhu nifedipin ting lén.

Cimetidin lam giam luu
[urcm;, mau tGi gan va trec ché
chuyen héa enzym microsom
gan d6i véi thude chen kénh
canxi va lam tang hip thu
thude

R
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Rifampicin

Giam tac dung cua thude
chen kénh Calei.

Rifampicin giy cam tmg
enzym gan (CYP450), thiic
day chuyén hoa cac cht chen
kénh Calci

Céc thude chong nam nhom
azol, itraconazol, miconazol

Non;: dj thude trong mau clia
thude chen kénh Calci tang
Ién

Thube khang ndm (rc ché
CYP3A4 enzym chuyén héa
thude - nay

Nuée ép

Nong d¢ trong mau coa thube
nay tang Ién 2 lan

Co ché chua o rang, thanh
phan trong nude trai cdy (e
ché CYP3A4 enzym chuyén

hoa thube nay

TAC DUNG KHONG MONG MUON VA CACH XU TRi
Céac phan tmg phy (bao gdom ca cée bt thudng vé két qua x¢ét nghi¢m) da duoce quan sat thiy &

414 bénh nhin (6,95%) trong 0 5.958 bénh nhdn trong cac nghién ciru vao thoi diém thude duoc

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

(1) Tac dung khong mong mudn nghiém trong

1) Rdi loan chire ‘nang gan va vang da (khong ro tan sudt): Réi loan chuc nﬁm, gan va vang da
kém véi tang, AST (GOT), ALT (GPT) va y-GTP ¢6 thé xdy ra. Vi viy, cin phai theo doi
chiit ché, néu thiy bat ky bit thurdng nao thi cin tién hanh cac bién phdp thich hop nhu ngimg

dung thude.

2) Giam tiéu cau (dudi 0,1%): Do gam tiéu cdu c6 thé xay ra, vi thé can phai theo dai chat

ché, néu quan sat thiy bét ky bat thudng nao thi cin tién hanh cac bién phap thich hgp nhur

ngimg ding thudc.

(2) Céc tac dun&, khdong mong muédn khéc: Néu xdy ra bat ky tac dung khéng mong muén nao

sau ddy thi ¢an tién hanh cdc bién phép thich hop tiy theo triéu chimg:

0,1 -<5% <0,1% Khong ré tan sudt
Gan" Tang AST (GOT), | Tang ALP
ALT (GPT), LDH,
V.V...
Thén Taing creatinine hodc | C6 can lang trong
nito ure, protein niéu | nude tidu
duong tinh
Tam than kinh Nhire déu, nhire ddu | Budn ngti, mat ngu, |Té
am i, chong mat, run ngon tay, hay
chong mat khi dimg | quén
Ién, clg co vai
Tim mach D6 bimg mat, danh | Dau ngue, ty 16 tim- Ngoai tdm thu
tréng ngic, cam giac | ngue tang, nhip tim
nong, dién tam do nhanh, block nhi
bit thudng (ST ha, that, cam gide lanh
L song T dao ngugrc),

'
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huyét ap giam

Tiéu héa

Budn ndn, nén, dau
bung

T4o bon, chudng
bung, khat, sung loi,
¢ nong, tiéu chay

Qué méan ®

Noi ban

b, nglra

Nhay cam véi anh
sang

Mau

Tang hodc giam
bach ciu (WBC),
bach chu trung tinh
va hemoglobin.

Phan (mg phu khac

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

Phu (mat, chi dudi,
v.v...), khé chiu toan
thén, tiéu dat. tAng
cholesteral huyét
thanh, tang hoac
giam CK (CPK),
acid uric, kali va
phospho huyét thanh

Cam gidc yéu, co
ctmg co sinh doi
cing chan, kho
quanh mit, sung
huyét mat va cam
gidc kich img, rdi
loan vi gidc, duémg
niéu duong tinh,
tang hodc giam
dudng huyét lic déi,
protein toan than,
calci va CRP huyét
thanh, ho

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

thdy bét ky bat thuomg ndo thi phai ngimg ding thube.

thudc

(2) Néq xuit hién bét ky trigu chimg nao nhu vy, phai ngimg dung

Thong bio ngay cho bic si hodic dwge s nhirng tic dyng

PHU NU'CO THAI VA NUOI CON BANG SUA ME
(1) Khéng ding cho phy nif ¢6 thai hodc chuén bi mang thai. Trong cac thi nghiém dong vat
(chudt), ddc tinh trén thai nhi da duoe bio céo.

(2) Tranh ding cho phu nir cho con b, néu khong tranh khoi vige sir dung thude, nén ngung cho
con bt trong thoi gian sir dung thude [thi nghigm trén dong vat (chuét) da cho thay thudc co thé

Vao sira me.

LAI XE VA VAN HANH MAY MOC

Céc biéu hién ha huyét ap ¢6 thé xudt hién nhur chéng mat, ...Vi vay cin than trong khi sir dung

khong mong mudn gap phai khi sir dung thudc.

A - - 5 "4 - s - . . . y “a - . A oA
thude cho bénh nhén 1am vige lién quan dén van hanh may mac, 1am viée trén cao, 14i xe 6 6.

QUA LIEU VA CACH XU TRi

y
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Qua liéu Cilnidipin gay ha huyét dp qua mirc. Néu ha huyét &p rd rét, cin tién hanh céc bién phap
thich hop nhu ning cao chi duéi, diéu tri truyén dich va ding céc thude tang huyét ap. Do thude
co ty 1¢ lién két voi protein cao nén khé xir tri qua liéu bang tham phan méu.

Theo doi ngudi bénh lién tuc.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Khéng co.

BAO QUAN | -
Noi kho rdo, tranh anh sang, nhiét dé dudi 30°C.
Pé xa tam tay tré em.

HAN DUNG
24 thang ké tir ngay san xudt.

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

CO SO SAN XUAT i
CONG TY CP DUQC VAT TU' Y TE HA N
Cum CN Hodng Dong, Duy Tién, Ha Nam. /3
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TUQ.CUC TRUONG
PTRUGNG PHONG
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