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Rx PRE-LER

Thudc nay chi dimg theo don thuéc
Dé xa tam tay tré em. Doc kjf hudng dan sir dyng trudce khi dimg

THANH PHAN CONG THUC
Moi vién nén bao phim chita:
Thémh phdn hoat chdt: Lercanidipine hydrochloride 10 mg

Thénh phan td dwoe: Sodium starch glycollate, colloidal anhydrous silica, magnesium stearate,
ready mix white colour, yellow oxide of iron.

DANG BAO CHE
Vién nén bao phim
M@ t&: Vién nén bao phim mau vang nhat, hinh tron, ¢é vach ké & mgt méat, mét con lai tron.

C CHI PINH |
pd Diéu tri ting huyét ap vd can tir nhe dén vira. '

LIEU DUNG VA CACH DUNG

Liéu diing

Liéu khuyén céo 1a mgt lan 10 mg méi ngay udng it nhat 15 phut trude bira 4n; c6 thé tang lidu
dén 20 mg, tuy theo dap ung cua bénh nhéan.

Viée xac dinh li€u diing cén tir tir, vi thc dung ha huyét ap cua thude cé thé dat dugce hiéu qua
101 da sau 2 tuan.

O mét s6 ngudi néu khong kiém soat dugc bing thudc ha ap don ¢ thi c6 thé phbi hop

lercanidipine vo1 mét thude chen PB-adrenoceptor, thude lgi tiéu (hydrochlorothiazide) hodc
mét thudc re ché men chuyén angiotensin.

Vi dudng cong Iié}l luong - dap tmg la dudng ddc, dat su on dinh voi cac liéu tir 20 dén 30 mg,
nén khéng chéc rang hi€u luc s& duoc cai thién khi dung lidu cao hon, trong khi nhimg tac
dung khoéng mong mudn co thé tang 1én.

Ngudi Iém tudi

Mic du dir liéu vé dugc dong hoc va kinh nghiém lam sang cho thiy khong cén dleu chinh
liéu hang ngay, nhung can than trong dac biét khi khai dau diéu tri cho ngudi lén tudi.

Tré em va tré vi thanh nién

Chua ¢6 kinh nghiém 1am sang voi bénh nhan dudi 18 tudi, khong khuyén cdo ding thudc nay
cho tré em va tré vi thanh nién.

Roi loan chire niing thdn

Cén thén trong dac biét khi khoi dAu diéu tri cho ngudi bj réi loan chirc ning thén nhe va vira.

Mac du cac doi ‘tugng nay co tI:_nue dung nap & liéu khuyén cdo thong thuéng, nhung can thin
trong khi tang liéu dén 20 mg moi ngay.

Khong dung thuée cho bénh nhén suy suy thén néng (d6 loc cia ciu than GFR < 30 ml/phut),
bao gdm bénh nhan dang tham phan mau.

R6i logn chite nang gan

Can thén trong dic biét khi khai dau didu tri cho ngudi bi réi loan chire nang gan. Mac du cdc

déi twong nay co the dung nap & liéu khuyen cdo thong thudng, nhung can than trong khi téng
liéu dén 20 mg mdi ngay. Tac dung ha huyét 4p co thé manh hon & bénh nhén suy gan, vi vy
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cin cin nhic khi diéu chinh liéu ding. Chdng chi dinh ding thudc cho bénh nhén suy gan
nang.

Cich ding:

Nén ding thude trirée bita dn véi lugng nude vira du.

CHONG CHI PINH
- Qua man cam v&i lercanidipine, vai bat ki thube thudc nhém dihydropyridine hodc voi
bat ky thanh phén ta dugc nao cia thube.
- Ngudi cé tic nghén dong chay & tim that trai.
- Suy tim sung huyét chua didu tri.
- Pau that nguc khong dn dinh.
- Nhéi méu co tim trong vong 1 théng,
- Suy gan hodc suy than nang.
- Phu ni¥ ¢6 thai va cho con bu.
- Phu nir trong do tudi sinh dé ma khéng sit dung bién phép trénh thai.
- Phéi hop véi chat e ché manh CYP3A4
- Cyclosporin
- Nudc ép buoi.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Cén thin trong ddc biét khi ding lercanidipine cho ngudi ¢6 hdi ching suy nit xoang (néu
khong c¢6 may tao nhip tim tai chd). Mac du nhitng nghién ciru co kiém soat vé huyét dong hoc
cho théy khong c6 suy giam chirc nang tam thét, nhung can thin trong & ngudi ¢6 roi loan
chire nang that trai. Vai dihydropyridine tac dung ngan cd thé gy ting nguy co tim mach &
bénh nhan bi bénh tim do thidu mau cuc bd. Mic du lercanidipine c6 tac dung dai nhung van
cAn thén trong & nhimg bénh nhan nay.

Vai d]hydropyndme co thé gay dau ving trudc nguc hay dau thit ngue, nhung hiém gip. Rt
hiém bénh nhan ¢6 tién st dau thit ngue thiy cé tang tan s6, sy kéo dai hodc mire dd nghiém
trong cua cac con dau.

C4 biét c6 gap trudong hop bi nhdi mau co tim.

Bénh nhin roi logn chirc ning gan hodc thin

Cén than trong dic biét khi khoi diu didu tri cho bénh nhan bi rdi loan chiic ning gan hodc
thdn nhe hogc vira. Méac du cac dbi tugng nay c thé dung nap ¢ liéu khuyén céo thong thuong
10 mg/ngay, nhung can thin trong khi ting lidu dén 20 mg moi ngay. Téc dung ha huyét ap cd
thé manh hon & bénh nhin bi suy gan muc do vira, vi vay cin can nhic khi diéu chinh liéu
dimg. Khong khuyén cédo ding lercanidipine cho bénh nhén bi suy gan hodc suy thén ning
(GFR < 30 ml/phut).

Cén tréanh ubng rugu vi ruou ¢6 thé 1am tang tdc dung gidn mach cua thudce diéu tri tang huyét
ap.

Nhimg chit gay cam Gng CYP3A4 nhu thubc chdng co giat (phenytoin, carbamazepine) va

rifampicin ¢6 thé lam giam ndng @6 lercanidipine trong huyét twong va do dé hiéu qua cta
lercanidipine ¢6 thé thip hon mong doi.

SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU

Phu nit ¢o thai

Chua cé dit liéu phi hop cho vige st dung lercanidipine & phu nir mang thai. Cac nghién ctru
tién 1am sang khong cho thay tic déng gdy quai thai trén chudt va tho va kha nang sinh san
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cua chudt khong bi anh hudng. Vi céc tdc dong gy quai thai trén dong vét dugc quan sat théy
voi cac hop chat dihydropyridine khac, khéng nén dung lercanidipine trong thai ky hodc cho
phu nit ¢6 kha ning mang thai ma khong sir dung bi¢n phap tranh thai hiéu qua.

Phu niv cho con bu

Do ¢6 tinh than diu cao nén lercanidipine cé thé phan bd vao sita. Vi vdy, khong nén sir dung
lercanidipine cho phu nit dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Lercanidipine khong co hodc anh huong khong dang ké dén kha nang l4i xe va van hanh may

moe. Tuy nhién, can than trong vi thuée nay cé thé giy chong mit, suy nhuge, mét moi va
budn ngi (hiém khi).

TUONG TAC CUA THUOC

Tuwong tdc trong chuyén héa

Lercanidipine duoc chuyén hoa boi enzym CYP3A4, do d6 ding dong thoi véi cae thude e
ché CYP3A4 ¢6 thé anh hudng dén chuyén hoa va thai trir ciia lercanidipine.

Thude tic ché CYP3A4

Tranh ké don lercanidipine ciing v&i céc thude @c ché CYP3A4 (nhu ketoconazole,
itraconazole, ritonavir, erythromycin, troleandomycin).

Mdt nghién ciru vé tuong tac thudc v6i ketoconazole, mdt chét (rc ché CYP3A4 manh cho
tha} ¢6 su tang déng ké nong do lercanidipine huyét tuong (AUC ting 15 14n va Crax ting 8
lan déi vai dang S-lercanidipine).

Cyclosporin

Dung phdi hop véi cyclosporin lam tang néng do clia ca lercanidipine va cyclosporin huyét
tuong. Mot nghién clru trén nguoi tinh nguyén khoe manh cho thiy ding cyclosporin 3 gio
sau khi dung lercanidipine, nong d6 lercanidipine khong d6i trong khi AUC cuia cyclosporin
ting 27%. Tuy nhién, ding déng thoi lercanidipine va cyclosporin gy ting nong do
lercanidipine huyét twong 1én 3 lan va AUC ctia cyclosporin tang 21%. Khong nén ding phdi
hop lercanidipine véi cyclosporin.

Nudre ép buoi

Gibng nhu cac dihydropyridin khac, lercanidipine nhay cam d6i voi su e ché chuyén hoa do
nude ép budi, do lam tang sinh kha dung toan thidn va ha huyét ap. Khéng nén ubng
lercanidipine voi nude €p budi.

Midazolam

Véi lidu 20 mg udng cling midazolam & nguoi tinh nguyén lon tudi, su hép thu lercanidipine
tang 1én khoang 40% va toc do hép thu gidm (tmax kéo dai tir 1,75 - 3 gid), nong dd cua
midazolam khéng thay dbi.

Chat cam tmg CYP3A4

Phéi hop véi cac thube gdy cam ung CYP3A4, nhu thubc chdng co giat (phenytoin,
carbamazepine) va rifampicin cAn phéi cin nhic cin than vi ¢6 thé lam giam tac dong ha huyét
ap va ciing cén theo doi huyét 4p thudng xuyén hon.

Digoxin

Nguoi tinh nguyén khoe manh dung digoxin sau khi udng 20 mg lercanidipine lic bung doi
lam tang trung binh 33% Cuax cua digoxin, trong khi AUC va do thanh thai thdn khong thay
d6i déng ké. Can theo dai chit ché vé mit 14m sang cac déu hiéu ddc tinh clia digoxin khi phoi
hop véi lercanidipine.

Phéi hop 20 mg lercanidipine & bénh nhén phai didu tri 14u dai véi B-methyldigoxin khéng gip
tuong tac vé duogc ddng hoc.
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Cimefidine
Phéi hop 800 mg cimetidin mdi ngay v6i lercanidipine khong lam thay dbi ham luong

lercanidipine trong huyét twong, nhung cén thén trong néu ding lidu cao hon vi sinh kha dung
va tac dung ha ap cua lercanidipine cé thé ting.

Fluoxetine

Nghién ctru trén ngudi tinh nguyén tubi 65 + 7 vé tuong tac thude véi fluoxetin (mot chit irc
ché CYP2D6 va CYP3A4) khong thay cé thay dbi gi trén 1dm sang vé duogc dong hoc cua
lercanidipine.

Warfarin

Sir dung dong thoi lercanidipine 20 mg luc déi v6i warfarin & nguoi tinh nguyén khoe manh
khong lam thay déi duge dong hoc cua warfarin.

Co cht ciia CYP3A4

Céq than trong khi ké don cung céc co chét khac cia CYP3A4 nhu terfenadine, astemizole,
thude chéng loan nhip tim nhém III nhu amiodarone, quinidine.

Ruou

Tranh ding rugu vi ¢6 thé 1am ting téc dung gidn mach cta thude ha 4p.

Metoprolol

Khi phéi hop lercanidipine véi metoprolol, thubc chen P duoc dao thai chii yéu qua gan, sinh
kha dung ctia metoprolol khéng thay dbi trong khi cia lercamdlpme giam 50%. Tac dong nay

co thé do céc thude chen B 1am giam luu lugng mau den gan. Vi vay, co thé phdi hop an toan
lercanidipine véi thude chen B-adrenoceptor, nhung cin chinh lieu.

Simvastatin

Khi 1ap lai phm hop lercanidipine 20 mg v6i simvastatin 40 mg, thiy AUC cua lercan1d1pme
Khong thay dbi dang ké, trong khi AUC cua simvastatin lai ting 56%, va AUC cua chét
chuyén héa cua simvastatin con hoat tinh la f-hydroxyacid tang 28%. Khong thdy c6 twong
tac khi udng lercanidipine budi sang va simvastatin lic chiéu, nhu chi dinh déi véi céc thube
nay.

Thudc lgi tidu va cde thudc tie ché men chuyén angiotensin

Cé thé phéi hop an toan lercanidipine véi cdc thudc loi tiéu va thube irc ché men chuyén
angiotensin.

TAC DUNG KHONG MONG MUON
Céac phan trng khong mong muén duoc bao cdo tir cac thir nghiém 14m sang va tir kinh nghiém
sau khi dua thuoc ra thi truong:

Pénh gia tin suét xudt hién cac tdc dung khong mong mudn: rit thuong gip 1/ 10), thuémg
gap (>1/100, <1/10), it gap (>L‘l 000, <1/100), hiém gip (>1/10.000, <1/10.00), rat hiém gap
(<1/10.000), chwra biét (khang thé wéc tinh tir dir liéu hién cd).

Két qua xét nghiém

Rét hiém gdp: tang men gan trong huyét thanh c6 héi phuc

Réi loan tim

[t gdp: nhip tim nhanh, danh tréng ngue, phil ngoai bién

Hiém gap: dau thit nguc

Rét hiém gap: dau nguc, nhdi mau co tim, ha huy &t ap

Vai dihydropyridine ¢é thé gay dau ving trudc ngyc hay dau thit ngue, nhimg hiém gap. Rét

hiém bénh nhan 6 tién st dau thit nguc thiy cd ting tan s6, su kéo dai hoac mic d9 nghiém
trong cua cac con dau.

Réi loan than kinh
it gap: dau dau, chéng mat
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Réi loan tiéu héa

Hiém gdp: bubn ndn, kho tiéu, tiéu chay, dau bung, nén
Rat hiém gap: phi dai loi

Réi loan thdn vi tiét nicu

Hiém gap: da niéu

Rét hiém gap: tiéu lit nhat

Réi loan da va mé dudi da

Hiém gip: ngira

RGi loan co xicong va mo lién két
Hiém giip: dau co

Roi loan mach

It giip: Do bimg

Réi loan chung va toan than
Hiém gap: suy nhuge, mét moi
Réi loan hé mién dich

(:_ Rét hiém gap: qua mén
Réi logn hé than kinh
Hiém giip: budn ngi
Lercanidipine khong cho thiy tac dong bét loi dén lwong duong trong méu hodic mic lipid
huyét thanh.
Théng bdo cho bdc st hode duwgc st nhitng tac dung khong mong muébn gdp phai khi st dung
thudc.
QUA LIEU VA CACH XU TRi
Theo kinh nghiém sau khi thude dugc luu hénh, mét vai truong hop qua liéu da duge bao cao
& céc liéu 150 mg, 280 mg va 800 mg bao gém céac bao cao v6i y dinh tu van.
Liéu Déu hiéw/triéu ching | Xir tri Hiéu qua
150 mg phdi hop lrong | Budn ngt Rira da day Hbi phuc
chua xéc dinh rugu Than hoat tinh
( 250 mg phéi hop 5.6 Sdc tim Catecholamine liéu cao Hoi phuc
- mg moxonidine Thiéu méu co tim Furosemide
nghiém trong Digitalis
Suy théan nhe Truyén dung dich keo
800 mg NoOn mitra Than hoat tinh Hoi phuc
Ha huyét ap Rira ruot
Dopamine truyén tinh
mach

Tuong tu cac dihydropyridine khac, qua liéu lercanidipine gy ra gidn mach ngoai qua mirc
kém ha huyét 4p ré rét va nhanh nhip tim do phan xa.
Xur tri

Trong trudong hop ha huyét ap nang, nhip tim chdm va bt tinh, hd trg tim mach co thé hitu ich,

béng céch tiém tinh mach atropine.
Do tac dung dugc ly kéo dai cua lercanidipine, can thiét phai theo déi tiph trang tim mach cua
bénh nhén trong it nhat 24 gi¢r. Chua c6 théng tin v& hiéu qua cla sy thim tdch méau. Vi thuce
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¢6 tinh than diu cao, nén ndng d6 huyét twong khong chi ra khoang théi gian clia giai doan
nguy hiém va thdm tach méu co thé khong co hiéu qua.

PAC TINH DUQC LUC HQC

Nhom duge 1§ Thude Gc ché calci ¢6 chon loc, tic dung chi yéu trén mach méu, dan chét
dihydropyridine.

Mz ATC: CO8CA13

Lercanidipine thude nhém dihydropyridine, 1a chit dbi khang calci va trc ché dong calci xuyén
mang di vao co tim va co tron. Co ché téc dung chéng téng huyét 4p clia thube 1a do tac dyng
lam glan true tiép co tron mach méu nén lam giam toan the khéang lyc ngoai bién. Mac déu co
thoi gian ban thai duoc dong hoc trong huyét twong ngén, lercanidipine lai c6 tic dung ha ap
kéo dai do hé s6 phan bé cua thude trén thanh mach cao hon trong long mach mau va do tinh
chon loc mach mau cao nén khong cé tac dung bét lgi trén stic co bop co tim.

Vi tac dong gian mach cua lercanidipine 1a dan dan khéi phat, nén hlem gap tinh trang ha
huyét &p cip tinh kém nhip tim nhanh do phan xa & bénh nhan tang huyét ap.

Tuong tu céc 1.4-dihydropyridine bt dbi xtmg khéc, tic dung ha ap cla lercanidipine chu yéu
la do chat ddi hinh (S).

Ngoai cac nghién ctru 14m sang duoge tién hanh dé ho tro cho cdc chi dinh didu tri, mét nghién
cuu nhd Kkhac, khong kiém soat nhung chon ngau nhién trén bénh nhin ¢6 ting huyét ap
nghiém trong (huyét 4p tim truong trung binh 114.5 = 3, 7 mmHg) cho thdy huyét ap tro vé
binh thuémg & 40% trong 25 bénh nhan véi lidu 20 mg mdi ngay mdt lan va 0 56% trong 25
bénh nhan voi liéu 10 mg mdi ngay 2 lan. Trong mét nghién ctru mu d6i, ngau nhién, co kiém
sodt, so vai gia duge ¢ bénh nhén tang huyét 4p tim thu don doc, lercanidipine co hi¢u qua

lam giam huyét p tim thu, tir s6 liéu trung binh ban déu 1a 172,6 + 5,6 mmHg xudng 140,2 +
8.7 mmHg.

PAC TINH DUQC DPONG HQC

Hap thu

V6i liéu ubng 10 - 20 mg, lercanidipine dugc hap thu hoan toan va dat ndng d6 dinh tuong
(mg trong huyét twong 12 3,3 £ 2,09 ng/ml va 7,66 + 5,9 ng/ml, sau 1.5 - 3 gio.

Hai chit doi hinh cta lercanidipine cho thiy c¢6 ham lugng _tuong duong trong huyel twong:
thei gian dat ndng d6 dinh trong huyét tuong l& nhu nhau, nong d¢ dinh trong huyét tuong va
AUC, tinh trung binh, cao hon 1,2 lan d6i voi chit déi hinh (S), nhung thoi gian ban thai cia
ca 2 chét nay co ban 1a nhu nhau. Khong thdy ¢6 su chuyén ddi qua lai giita 2 chét nay trong
co thé.

Do su chuyén hoéa ldn ddu cao nén sinh kha dung tuyét dbi cua lercanidipine ubng khoang
10% & bénh nhan khi dn no, ty 1€ nay giam 1/3 & ngudi tinh nguyén khoe manh udng lic bung
déi.

Néng dé lercanidipine trong huyét tuong khi diing duong ubng khong ty 1€ thuan voi liéu dung
(duoc dong hoc khong tuyén tinh). Sau khi dung liéu 10, 20 va 40 mg, ndng dp dinh dat theo ti
I¢ 1:3:8 va dign tich dudi duong cong dat ti 1& 1:4:18, két qua nay la do chuyén hoa lan dau
cta thude. Didu nay chl.mg t6 sinh kha dung ting lén khi tang liéu.

Sinh kha dung sau khi uéng lercanidipine s€ tang lén 4 14n khi ubng lercanidipine 2 gid sau
mdt bita in giau chit béo. Vay cin udng lercanidipin trude bita dn.

Phin b

Lercanidipine phén bd nhanh va nhiu tir huyét tuong vdo céc md va co quan. Ty 1€
lercanidipin gin két véi protein huyét thanh 16n hon 98%. Vi ham luong protein trong huyet

tuong giam di & bénh nhan réi loan chire ndng gan/than ning, nén dang tu do cua thudc c6 thé
ting 1én.
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Chuyén héa
Lercanidipine bi chuyén hoa manh boi CYP3A4; va khong tim thay lercanidipine trong nudc

tiéu hodc phan. Lercanidipine bj chuyen d6i chu yéu thanh cac chét chuyén hoa bat hoat va
khoang 50% lidu ding bi thai ra nude tidu.

Thi nghi¢m in vitre v6i microsom gan ngudi cho thiy lercanidipine ¢6 tac dung e ché mdt
phin CYP3A4 va CYP2D6, v6i nong do gip 160 va 40 lan cao hon nbng dé dinh trong huyé &t
twong v&i liéu 20 mg. Hon nira, nghién ciru vé tuong tic trén ngudi cho thiy lercanidipine
khong lam thay ddi ham luong trong huyét trong ciia midazolam ho#ic ctia metoprolol. Vi vay,
véi heu dIeu tri, lercanidipine khong ¢o tac dung tre ché su chuyén hoa sinh hoc ctia cac thudc
bi chuyén hoéa bai CYP3A4 va CYP2D6.

Thai trir

Thude duoe dao thai chi yéu nho chuycn hoa sinh hoc. Thai gian ban hiy trung binh 12 8 - 10
gi0, nhung tac dung diéu tri kéo dai 24 gid, do tinh gin két manh v6i mang lipid. Khong thay
c6 tich luy thudc khi lap lai lidu ding nhiéu lan.

Nguwoi lon tudi, bénh nhin suy gan va suy thian

( bénh nhan 16n tudi va & bénh nhin c6 rdi loan chite ning gan/thin nhe dén trung binh, dugc
= ddng hoc cua lercamdlpme cho thdy twong duong so véi khi quan sét trén dén so bénh nhan;
= nhung & bénh nhén c6 roi loan chic nang thin niang hoac bénh nhan phu thudc vao tham tach
mau cho thdy ham lwong thude trong mau cao hon (khoang 70%). V6i bénh nhan tén thuong
gan trung binh hodc nang, sinh kha dung toan thén cta lercanidipine tang 1&n, vi thude thuomg
chuyén hoa manh qua gan.

———

QUY CACH PONG GOI: Hép 1 vix 10 vién
PIEU KIEN BAO QUAN: Bao quan & nhiét d6 du6i 30°C. Tranh anh sang va do am.
HAN DUNG: 24 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG: Tiéu chuén co so.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC
= San xuét tai: PRECISE CHEMIPHARMA PVT. LTD.

Bia chi: Gut No. 215/1 & 215/2, Khatwad Phata, At Post Talegaon,
Taluka Dindori, Nashik 422202, Maharashtra State, An D9.

) R _dc?u)

; .danh Pho glam dbe
CONG TY TNHH Y TE CANH CUA VIET
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