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Kich thudc that: 100 x 50 x 22mm
Ti 1é phdng to: 120%
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3 Blis. x 10 Tabs.
B sold only by prescription
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COMPOSITION: Each fim coted tabe contains  Manufachre by SHBPRRRS MAEWEN PRARMACE_ UL o
- Active ingredient: Lercanidipine HC1 10mg  Bien Hoa Indusiral Zone No_ 2. Dong Nai, Viét Nam -

- Excipients: Under ficense: SHIN PRBNG PHARM. C8_ L TR
mm“ln:?mm 4344, Moknae-dong. Dawwongu, Assan-si, eliol o
See insert. Gyeonggi-do, Korea. T—
STORAGE: In a tight container, at dry place, SOLD OMLY BY PRESCRIPTION
protected from Eght, temperatwre below 30°C  KEEP OUT OF THE REACH OF CHILDREN WD Exp. Dae: \
SPECIFICATION: Mamsactwer READ CAREFULLY THE LEAFLET BEFORE USE
/ a0 ¥
Hop 3 vi x 10 vien —

B Thudc bén theo don

Lercanidipin HCI 10mg | N

NIdIOHI1d5

gl 1Y INHH NP SHINPOONG DAEWDI

www.shinpoong.com.vn

THANH PHAN: M3i vin bao phim chita San xudt bdi: GTY THHH DP SHINPDONG DAEWDD

- Hogt chat: Lercanidipin HC! 10mg S5 13, Bubng 9A KCN Bign Hoa 2, Bdng Nai, Vist Nam

- Téc duyic: ... vita 0 1 vién Nhugng quyén cia: SHIN POONG PHARM. BIL LTI
uiam-%ﬂa-nﬁnuiqm: 434-4, Moknae-dong, Danwon-gu, Ansan-si, Gyeonggi-do, Korea.
Xem ti hubng din sif dyng.

BAO QUAN: Trong bao bi kin, & ndi knd, trinh THUGC BAN THED BON

4nh it 4 dudi 30°C 8E XA TAM TAY TRE EM
rljmw“% BOC KV HUONG DAN SU DYNG TRUGC KHI DONG
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- T dugc: Lactose h gl uvidon, Magnesi
stearat, Natri starch glycolat; fipxid, Natri alginat, Mau
vang Opadry 85F42138

DANG BAO CHE: Vién bao phim
NG GOI: Hop 3 vix 10 vién

CHi DPINH: Diéu trj cao huyét ap nhe dén trung binh.

C6 thé dung lercanidipin don doc hodic phéi hop vdi cac thudc ha

4p khac nhuw: PB-blocker (atenolol), thude lgi tiéu

(hydroclorothiazid), irc ché men chuyén (captopril, enalapril).

LIEU LUQNG VA CACH DUNG

Lidu khuyén céo 12 10 mg x 1 l4n/ ngay.

Luu gﬂ

- Ubng thudc it nhét 15 phat trudc biva &n, nén ubng thubc cing
théri diém mdi ngay.

- Liu c6 thé tang dén 20 mg tiy theo d4p (mg cia bénh nhén.
Chinh liéu din dén vi tic dung ha ap ti da s& thé hién rd sau
khodng 2 tuin.

- Khoéng ding qué liéu quy dinh, ding liéu cao hon s& khong
dem lai hiéu qua cao hon ma lai c6 thé lam tut huyét 4p va ting
thém tic dung ghu‘

- Khu%ng dugc uong nude budi hay dn budi trong thoi gian ding
thuoe

CHONG CHi PINH

- Bénh nhén dj img vdi lercanidipin, cac dihydropyridin hofic
bét ki thanh phén nao cua thudc.

- Séc do tim. L

- Hep ddng mach chu ning. /{'

- Nhdi méu co tim trong vong 1 thén

- Con dau cép trong dau thit ngyc
dau thit nguc khong on dinh.

- Réi loan chuyén hoa porphyrin,

- Bénh nhin dang diéu tri bing cac thudc cyclosporin.

- Suy gan hofic thén n@ing (GFR < 30 ml/ phat).

- Phuy nir c6 thai va cho bu.

- Tré em dudi 18 tudi.

THAN TRONG

- Sau khi bit ddu diéu tri, néu thdy con dau do thiéu méau cyc bo
xuét hién hoic con dau hién c ning Ién nhanh chong, cén phai
ngimg thudc.

- Phai ding thén trong Lercanidipin khi ngudi b¢nh bj suy tim
hoiic chirc niing thét tréi b suy vi suy tim ¢6 thé niing 1én. Phai
ngimg thudc. )

- Phai giam lidu khi c6 ton thuong gan, déi théo dutmg.

- Lercanidipin c6 thé {rc ché chuyén da dé.

- Tré.gch ding nuée ép budi vi ¢6 thé anh huéng dén chuyén hoa
thude.

- Ngutbi gia: than trong khi diéu tri khoi ddu & ngudi gid.

- Phéi hop voi: chét (rc ché men CYP3A4 manh.

PHU NU' CO THAI VA CHO CON BU

- Gibng nhr cac thubc chen canxi khéc, Lecarnidipin khong
khuyin cdo sir dung & phu nir co thai hay nghi ngd c6 thai.

- Lercanidipin ¢6 tinh than dau cao nén co thé bai tiét qua sira
me. Do d6, khong nén chi dinh & phu nir dang cho con by,
hoic khong cho con bii khi dang diing thuéc.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH

MAY MOC

Céc nghién ciru 1dm sang cho lercanidipin khong anh hudm,

dén kha niing 1ai xe va didu khién may méc. Tuy nhién, c6 thi

xdy ra chéng miit, suy nhugc, mét moi. Bénh nhén nén dugc canh
bao khong nén 14i xe hay sir dung méy moc néu thdy mét moi hay
chong mét

TUONG TAC THUOC

- Nu6c budi, rrou: tang tac dung ha huyét 4p.

- Céc chét cam img men CYP3A4 nhu thuée chén,
(phenytoin, carbamazepin) and rifampicin c6 Ih%

gn dinh man, nhét 14 trong

déng kinh
lam giam

ndng do trong huyét tuong va hiéu lyc cia lercanidipin,

- Chc cht wc ché men CYP3A4 (ketoconazol, itraconazol,
ritonavir, erythromycin, troleandomycin) c6 thé tang ndng do
trong huyét idjpin.

cua lercanid
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Thudc tri cao huyét dp

ERDIPIN vién bao phim
ercanidipin HCI 10mg)

- Cyclosporin: ting nong d6 trong huyét twong cia lercanidipin
va cyclosporin.

- Midazolam: tang sy hép thu lercanidipin va giam tdc 46 hip
thu lercanidipin (thoi gian dat ndng d9 t6i da kéo dai).

- Than trong khi ding phéi hgp véi cac thube nhu terfenadin,
astemizol, digoxin, thubc chéng loan nhip nhém II nhu
amiodaron, quinidin.

- Metoprolol : sinh khé dung cua lercanidipin gidm 50%.

- Liu cao Cimetidin (trén 800 mg/ ngay) c6 thé lam tang sinh
kha dyng va tac dung ha ap cua lercanidipin.

TAC DUNG PHU

- Thudng gip: dau ddu, chéng mit, phi ngoai bién, nhip tim
nhanh, danh tréng ngyc, dé bimg.

- Hiém giip: budn ngu, dau thét ngyc, budn noén, rdi loan tidu
hod, tiéu chdy, dau bung, 6i mira, phét ban, dau ca, tiéu nhiéu,
suy nhuge, mét moi. .

- Rt hiém gap: tang huyét ap, nght, phi nuu tang
transaminase méau c6 hdi phuc, ha huyét 4p, tiéu nhiu, dau
thit ngwc, nhdi mau co tim.

Théng bdo cho bdc s cde tdc dung phy giip phdi khi ding thubc.

DUQC LUYC HQC

Lercanidipin 1a thubc chen kénh canxi chon lgc, thude nhém

dihydropyridin.

Co ché tdc dung: e ché dong canxi ngoai bao di vio mang té

bao co tim va co tron mach méu. Sy gidm canxi ndi bo trc ché

qua trinh co co tron tim, gdy gidn mach vanh va dong mach toan

than, tang vén chuyén oxy dén mé co tim dén dén giam toan by

sirc can ngoai bién, 1am ha huyét 4p hé théng, va lam giam hiu
anh.

DUQC PONG HQC

- Lercanidipin HCI dugc hdp thu hoan toan sau khi udng lidu 10
— 20 mg, ndng d§ dinh trong huyét twong twong (mg 1a 3,30
ng/ ml £ 2,09 va 7,66 ng/ ml % 5,90, dat dugc 1,5 dén 3 gitr sau
khi ubng. Tinh kha dyung cta lercanidipin tang gdp 4 lan khi
udng khoang 2 gitr sau bira &n c6 nhidu chét béo. Vi véy, nén
udng lercanidipin trudc bira &n.

- Lercanidipin phan b6 nhanh chong va rong rai dén cic mo va
cdc co quan. Mirc do gin protein huyét thanh trén 98%.
Chuyén hoé nhiéu nho men CYP3A4, khong tim thdy
lercanidipin nguyén ban trong phan va nudc tiéu. Thude duge
chuyén ho4 phén 16n thanh dang chuyén hoa khong c6 hoat
tinh va khodng 50% liéu sir dung duoc thai trir qua nudc tiéu.

- Thai gian ban thai khoang 8 — 10 gid, tac dung trj ligu kéo dai
khoang 24 gidr vi gin két nhiéu véi lipid mang té bao. Khong
tich luy khi laip lai liu chi dinh. Tinh kha dung tang theo liéu
ding.

- O nguti gia, ngubi suy gan hogic than tir nhe dén trung binh,
céc tinh chét dwgc dong khdng ddi so véi ngudi binh thuimg,
con & ngudi suy thin ning hojic dang thim phan thi cao hon
(khoang 70%).

- O ngudi suy gan trung binh dén n@ng, tinh sinh kha dung cia
thubc tang 18n vi thudc dugc chuyén hoa chii yéu qua gan.

QUA LIEU VA XU TRi

- Trigu chimg qud liéu: Qua lidu co thé din dén giin mgch
ngoai bién qué mirc véi biéu hién ha huyét 4p, tim dép nhanh.

- XiF tri: Rira da day, than hoat va ding bién phép h trg. Trong |
truomg hop ha huyét 4p nang, chdm nhip tim va bét tinh, nén
ap dung céc bién phap hd trg tim mach, tiém tinh mach atropin
khi chdm nhijp tim. Nén theo ddi tinh trang tim mach ciia bgnh
nhén bj qué liéu it nhit trong 24 giv. Vi tinh than déu cao nén
viéc thédm phan s& khong c6 hiéu qua.

KHUYEN CAO

- Trénh xa tim tay tré em.

- Thubc nity chi ding theo sy ké don ciia thiy thube.

- ch kxnhu-é'ug diin sir dyng truéc khi diing.

Néu céin thém thong tin, xin héiF-kitrbéc

BAO QUAN: ¥l IR

Trong bao bi kin, & noi khé, trénh énl};éns,nhlet dé

30°C. d (&Y .

HAN DUNG: 36 thing ké tif ngay $4n xut
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Treatment of hypertension

SP LERDIPIN fiim coated tablets
(Lercanidipine HCI 10mg) "

COMPOSITON:

- Active ingredient: Lercanidipin HCI ... 10mg

- Excipients: Lactose hydrate, Propylene glycol, Povidone,
Magnesium stearate, Sodium starch glycolate, Silicone dioxide,
Sodium alginate, Opadry 85F42138 yellow.

DOSAGE FORM: Film coated tablet

HOW SUPPLED: 3 Blis. x 10 Tablets

INDICATION: Treatment of mild to moderate  essential

hypertension.

May be used single or combine with another antihypertension, such

as: beta-blocker (atenolol), diuretic (hydrochlorothiazide) or ACEI

(captopril or enalapril).

DOSAGE AND ADMINISTRATION

- The recommended dosage is 10 mg orally once a day.

Warning:

- Take drug at least 15 minutes before meals at the same time each
day.

- May be increased to 20 mg depending on the individual patient's
response. Dose titration should be gradual, because it may take
about 2 weeks before the maximal antihypertensive effect is
apparent.

- Do not take higher dose, efficacy will not be improved by higher
doses; whereas side effects may increase and make lower blood
pressure.

- Patients should avoid drinking grapefruit juice or eating grapefruit
during treatment.

CONTRAINDICATION

- Hypersensitivity to lercanidipine, any dihydropyridine or any
components of the product.

- Cardiogenic shock

- Advanced aortic stenosis

- Within 1 month of myocardial infraction

- Unstable or acute attacks of angina

- Porphyria

- Patient be treated with cyclosporin

- Severe renal or hepatic impairment (GFR < 30ml/min)

- Pregnancy and breast - feeding.

- Children under 18 years old.

PRECAUTION

- Withdraw of ischaemic pain occurs or existing pain worsens
shortly after initiating treatment,

- Withdraw of heart failure or significantly impaired left ventricular
function (heart failure deterioration observed)

- Reduce dose in hepatic impairment, diabetes mellitus

- May inhibit labour

- Avoid grapefruit juice (may affect metabolism)

Elderly: special care should be exercised when initiating treatment

in the elderly.

- Co-administration with strong inhibitors of CYP3A4,

PREGNANCY AND BREAST - FEEDING

- Like most calcium channel blockers, Lercanidipine is not
recommended for use during prenancy or expected pregnancy.

- Because of high lipophilicity of lercanidipine, distribution in milk
may be expected. Therefore, it should not be administered to
nursing mothers or should not breast feed during treatment.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

Clinical experience indicates that lercananidine doesn’t affect ability

to drive or use machinery. However, dizziness, asthenia, fatigue and

rarely somnolence may occur. Patients should be warned not to drive
or use machines if they feel tired or dizzy.

INTERACTION

- Grapefruit juice, alcohol: increase hypotensive effect,

- Inducers of CYP3A4 like anticonvulsants (e.g. phenytoin,
carbamazepine) and rifampicin may reduce plasma levels and
efficacy of lercanidipine.

- Inhibitors of CYP3A4 (e.g. ketoconazole, itraconazole, ritonavir,
erythromycin, troleandomycin) could increase plasma levels of
lercanidipine,

- Cyclosporin: increase plasma levels of both lercanidipine and
cyclosporin,

- Midazolam: increases lercanidipine's absorption and decreases
lercanidipine’s rate of absorption.

- Caution with other substrates of CYP3A4 such as terfenadine,
astemizole, digoxin, class III antiarrhythmic drugs such as
amiodarone, quinidine,

- Metoprolol (a B-blocker eliminated mainly by the liver) reduces
lercanidipine’s bioavailability by 50%,

- Cimetidine at higher doses (over 800 mg daily) may increase the
bioavailability and the hypotensive effect of lercanidipine.

SIDE EFFECTS

- The most common adverse drug reactions reported are headache,
dizziness, peripheral oedema, tachycardia, palpitations, flushing,

- Rarely somnolence, angina pectoris, nausea, dyspepsia, diarrhoea,
abdominal pain, vomiting, rash, myalgia, polyuria, asthenia,
fatigue. Vemry rarely hypersensitivity, syncope, gingival
hypertrophy, reversible increases in serum levels of hepatic
transaminases, hypotension, urinary frequency and chest pain.

- Very rarely patients with pre-existing angina pectoris may
experience increased frequency, duration or severity of these
attacks. Isolated cases of myocardial infarction may be observed.

Inform the doctor about the side effects when using the drug.
PHARMACODYNAMIC PROPERTIES
Lercanidipine is a selective calcium channel blocker, a calcium
antagonist of the dihydropyridine group.
Mechanism of action: Lercanidipine inhibits the flux of extra cellular
calcium across the myocardial and vascular smooth muscle cell
membranes. The decrease in intracellular calcium inhibits the
contractile process of the myocardial smooth muscle cells, causing
dilation of the coronary and systemic arteries, increased oxygen
delivery to the myocardial tissue, decreased total peripheral
resistance, decreased systemic blood pressure, and decreased
afterload.

PHARMACOKINETIC PROPERTIES

= Lercanidipine HCI is completely absorbed after 10-20 mg oral
administration and peak plasma levels, 3.30 ng/ml + 2.09 s.d. and
7.66 ng/ml + 590 sd. respectively, occur about 1.5-3 hours after
dosing. Oral availability of lercanidipine increases 4-fold when
ingested up to 2 hours after a high fat meal, Accordingly,
lercanidipine should be taken before meals.

- Distribution from plasma to tissues and organs is rapid and
extensive. The degree of serum protein binding exceeds 98%.
Extensively metabolised by CYP3A4, no parent drug is found in
the urine or faeces. It is predominantly converted to inactive
metabolites and about 50% of the dose is excreted in the urine.

- A mean terminal elimination half life of 8-10 hours and the
therapeutical activity lasts for 24 hours because of its high binding
to lipid membrane. No accumulation was seen upon repeated
administration. Availability increases with dosage elevation.

- In elderly, mild to moderate renal dysfunction or mild to moderate
hepatic impairment patients, the pharmacokinetic behaviour of
lercanidipine is similar to that observed in the general patient
population; patients with severe renal dysfunction or dialysis-
dependent patients showed higher levels (about 70%) of the drug.

- In patients with moderate to severe hepatic impairment, the
systemic bioavailability is increased since the drug is normally
metabolised extensively in the liver.

OVERDOSE AND TREATMENT

- Symptom of overdose: Overdosage may cause excessive peripheral
vasodilatation with marked hypotension and reflex tachycardia.

- Treatment: The stomach should be emptied promptly by lavage,
using activated charcoal and supportive treatments. In case of
severe  hypotension, bradycardia and unconsciousness,
cardiovascular support could be helpful, with intravenous atropine
for bradycardia. It is essential that the cardiovascular status of
patients who take an overdose is monitored for 24 hours at least.
Since the drug is highly lipophilic, dialysis may not be effective.

RECOMMENDATION

- Keep out of reach of children.

- This drug is used only by doctor’s prescription.

= Read carefully the leaflet before use.

- Contact your doctor for further information.

STORAGE:

Store in a tight container, at dry place, protected from light,

temperature below 30 °C,

EXPIRY DATE: 36 months from the manufacturing date

SPECIFICATION: Manufacturer.

SHINPOONG DAEWOO PHARMA Co., Ltd.
Factory: No. 13 - Street 9A Bien Hoa Industrial Zone No. 2, Dongnai Province, Viet Nam
Office: Room 05 - 07, Floor 09, Building Everrich, Tower RI,
\ 968 3/2 Str., Ward 15, Dist. 11, Ho Chi Minh City

Tel : (08) 22250683
Email : shinpoong@spd.com.vn

Fax : (08) 22250682




