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Rx
TOROPI 20

(Vién nén bao phim Lercanidipin hydroclorid 20 mg)
CANH BAO DAC BIET:
Chi sir dung thude néy theo don
Doc kyf luing déin sit dung trieée khi ding
Khing ding qud liéu chi dinh,
Néu can thém théng tin, xin hoi § kién béde st
Xin théng béo cho béc sT biét néu xay ra bt ky
tdc dung khéng mong mudn nao trong qud trink st ding.
Khing ding thude dé aquect han sie dung.
Dé thude ngodi tdm vdi cvia tré.
THANH PHAN:
M&i vién nén bao phim ¢6 chira:
Hoat chiit: Lercanidipin hydroclorid..........occviemienncciniiciiiinnns 20 mg
Ta dwuge: Cellulose microcrystalline (pH 112), tinh bt ngd, natri starch glycolate (Type A),
colloidal silicon dioxide, cellulose microerystalline (pH 113), povidon (K-30), natri stearyl fumarat,
macrogol 6000, hypromellose 6 cps, sit oxyd dé (E 172), Titan dioxyd (E 171). {[Q P
DUQC LYC HQC: ( . .
Lercanidipin 1 mét chit chen kénh calci trong nhom dihydropyridin. Lercanidipin trc ché ¢ -;&r/ §
lpc dong calei di xuyén qua mang vio trong cdc co trom mach méu va tim, trong dé tic dung 1én ¥
co tron mach mdu manh hom co tron tim. Lercanidipin ¢6 tic dung chéng ting huyét 4p 12 do
thudic lam gifin tnye tiép co tron, 1am gidm sirc can ngoai bién todn phin vi vy lam giam huyét '{
4p. Lercanidipin chéng ting huyét 4p kéo dai do nd ¢6 ¢6 tinh than diu cao. Do tic dung giin
mach tir tir ctia Lercanidipin, hiém giip truéng hop ha huyét ap cp tinh v&i phan xa nhip nhanh
& nhiing bénh nhin ting huyét dp.
Nhur cic thube trong nhém 1,4 —dihydropyridin khac, tic dung chéng tang huyét dp cia
Lercanidipin chii yéu 12 ddng phin déi quang (S). Khong thiy anh hudmg ding ké cia thue trén
dién tim db.
DUQC PONG HOC:
Hap thu:
Lercanidipin duge hp thu hoan toan sau khi uéng. Néng d dinh 1n lugt dat 3.30 ng/ml + 2,09 \__
SD va 7,66 ng/ml + 5,90 SD trong thivi gian 1,5 1Gi 3 giir sau khi uéng lidu 10 mg va 20 mg. \;&
Sinh kha dung dudng udng khoang 10% do thudc bj chuyén hoa cao & lin ddu. Sinh kha dyung
ting gip 4 lén khi Lercanidipin dwge uéng hom 2 giér sau khi dn nhiéu chét béo va cao gép 2 lin
néu udng ngay khi vira in nhiéu carbonhydrat. Vi viy, Lercanidipin nén dugc ubng it nhét 15
phit trude khi bira in,
Khi diing dudmg udng, duge déng hoc ciia Lercanidipin la khéng tuyén tinh, Sau khi diing liéu
10, 20 va 40 mg, néng di dinh dat theo ti 1€ 1: 3:8 va dién tich dudi dudmg cong dat ti 1¢ 1:4:18,
két qua ndy 12 do chuyén héa Kin diu cia thude. Diéu nay chimg t6 sinh kha dung ting lén khi
ting lidu.
Hai déng phin d6i quang ciia Lercanidipin ¢d clng thai gian dé dat ndng d dinh. Trung binh,
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ning 46 dinh vi AUC ciia dong phin S cao gdp 1,2 lin. Khéng thiy si chuyén dbi qua lai giira
cic dong phin & in vive,

Phén bi:

Lercanidipin dugc phin b nhanh va rjng tir méu vio cic mé va t chie, Thude lién kit trén
98% vii protein huyét thanh. Néng do Lercanidipin tir do ¢6 thé ting Ién & bénh nhin suy thn,
suy gan vinOng d§ protein huyét thanh giam véi nhimg bénh nhén nay.

Chuyén héa:

Giémg‘ céic dlin chit ctia dihydropurin, Lercanidipin duge chuyén héa chinh béi CYP3A4, thude
chit yéu duge chuyén thanh cic chit khdng ¢6 hogt tinh, khéng tim thiy chét me trong phin vi
nuée tidu, Gin 50% thude duge bai tiét vio nirde tidu,

Thai trie:

Thai gian ban thai trung binh ciia dng phin S va R lin lugt 12 5,8 + 2,5 va 7,7 + 3,8 gidy. Khong
thily tich I8y thude khi ding lidu nhiic lai. Tic dung cia thude kéo dii 24 i 1a do thude lién két
cao véi lipid mang 1€ bao,

CHI PINH:

Biéu trj ting huyét ap.

LIEU LUQNG VA CACH DUNG:

Thube ding dudmg uéng. Diing theo chi dinh cia bac s7 diéu tri. /i@

- Ngweai lim:

Liéu khéi ddu 12 10 mg x 1 1/ | ngay, it nhit 15 phit truée bira an, néu cin thiét thi tang lén
20mg, 1 Kn/ 1 ngay sau it nhét 2 tudn. Trén mt vii trudmg hop khi ding mdt thude chéng ting
huyét ap nhr thude chen beta, thude Igi nigu, thube tre ché enzym chuyén angiotensin ma khong
dat hiéu qua didu trj thi ¢6 thé ding thém Lercanidipin véi liéu nhu khi diing mét minh.

- Tré em, ngudi cao tuoi, ngiedi suy gan, suy thin: xem phin “khuyén cdo va thin trong”
CHONG CHi DINH:

Miin cam véi cde thude nhém dihydropyridin hofic bit ki thanh phén nao ciia thude.

Hep ddng mach chi, dau thiit ngye khéing dn dinh, suy tim khéng kiém sodt, trong vong 1 thing
sau khi méic nhéi mdu co tim, réi loan chuyén héa porphyrin cip tinh.

Suy gan ning.

Suy thin nng (GFR < 30 ml/phat/1,73m?)

Khéng phdi hgp Lercanidipin véi cyclosporin.

Phy nir ¢6 thai va cho con b

KHUYEN CAO VA THAN TRONG:

Bénh thiéu méu cue bg o tim: cic thube nhém dihydropyridin tic dung ngiin ¢6 thé lam ting
nguy co tim mach cho bénh nhin bi bénh thifu mau cyc bd co tim. Mic di Lercanidipin téc
dung kéo di, nlumg ciing cin phai thin trong khi diing & nhimg bénh nhén nay. Thin trong khi
ding cho bénh nhén 6 hdi chimg niit xoang. Mic dit nhimg nghién ciru huyét déng ¢ kiém
soét cho thay khéing giy suy giam chirc niing thit, nhumg cfin thiin trong khi diing & nhimg bénh
nhiin rdi logn chirc ning thit trdi. Céc thube nhém dihydropyridin hiém khi gay dau ving
thugng vi holic dau thit ngye. RAt hiém khi gdy gia ting tn sudt, thdi gian vA mirc 9 trim
trong cia bénh & nhimg bénh nhin da timg ¢6 con dau thit ngye. Rat hiém gip nhdi méu co tim,
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.S_'.-:y tim sung huyét: thong thuimg, cin dimg thin trong ¢dc thude chen calei vai bénh nhan suy
tim. Miic di che nghién ciru trén dong viit va cde ddnh gid huyét dong cip tinh & bénh nhin con
chch bio ton chirc ning tim thit trai khong cho thiy Lercanidipin gay giam co bop co tim trye
ti€p, d an todn vai bgnh nhin suy tim xung huyét khdng duge thidt lp.

Vi vily, gifng nhwr cée thude chen calei khic, cin ding Lercanidipin thin trong véi céc trurdmg
hop trén.

Lercanidipine khdng duge khuyén cdo sir dung cho nhimg bénh nhin suy gan hay suy thin niing
(GFR< 30ml/phat/1,73 m)

Naeai suy thin: mijc di duge dong hoe cia Lercanidipin & bénh nhin suy thin nhe i vira 13
twong e i ngudi binh thudmg, cin theo dai chit khi dimg thude véi nhimg bénh nhin nay.
Liéu 10 mg hang ngay duge dung ngp 16t nhung cin than trong khi ting lidu lén 20 mg hang
ngay.

Ngredi sty gan: duge dong hoe & ngudi suy gan nhe khéng khic véi ngudri binh thudmg. iy
nhién khéng c6 nghién ciru oy thé trén ngudi suy gan trung binh va liéu khuyén cdo chia duge
thiét ldp. Vi viy cin ding Lercanidipin thin trong véi nhém bénh nhin suy gan vi gidm sat chiit
chi trong suot qué trinh didu trj. Vi sinh kha dung va téc dung ha huyét dp c6 thé ting lén. Chi
dimg cho bnh nhin suy gan trung binh khi lgi ich mang lai nhiéu hon nguy co. Chéng chi djn
Lercanidipin v6i bénh nhén suy gan niing. /(
Nguaid cao tuoi: ¢in thin trong khi sir dung mic di cic nghién elru duge déng hoe v lim sing
che thily khing ¢an hi¢u chinh liéu Lercanidipin véi ngwdi cao tudi,

Tré em: khong ding cho tré em dudi 18 twdi do higu lye va tinh an toan cho tré em chua duge
thiét lip.

ANH HUONG DEN KHA NANG LAI XE HOAC VAN HANH MAY MOC:

Clin thin trong vi thude ¢6 thé gay hoa mét, mét moi, suy nhuge, hiém gip ngd gi.

SUDUNG CHO PHU NU CO THAI VA CHO CON BO :

Phy nit ¢6 thai: Mirc C chua e6 nghién cir cu thé khi dimg Lercanidipin cho phy nir mang thai.
Nhung khéng duge ding céde dihydropyridin cho phy nir ¢6 thai do céc nghién cfru trén déng vit
cho thiy thude gay dj tat khong héi phue. Do viy khing duge dimg Lercanidipin cho phy nir
mang thai vi phy nit ¢6 thé mang thai trir khi d3 c6 bign phip tranh thai an toan.

Khi cho chugt mang thai ubng Lercanidipin & liéu Iém hom holic biing 2,5 mg/kg/ngiy trrde khi
giao phéi hojic 12 mg/kg/ ngay bit diu tir diu thai k¥ thiy chudt sinh khé hon, ting nguy co thai
chét luu, lam gidm sire sbng cia chugt non. Khang thiy anh hutmg 1én kha ndng sinh san va
sbng s6t cia chudt non khi ding lidu 0.5mg/kg/ngdy trude khi bit diu mang thai hofic liéu
2,5mg/kg/ngay vao giai doan diu cia thai ky. Ding liéu 2,5 mg/kg/ ngay trong sudt thai ky ciing
lam ting nguy co dj tit ndi tang thai nhi, dj tit xueng & 1t ¢ cde mire lidu. Chua c6 mire lidu
nio khéng giy anh hwéng cho phy nir mang thai.

Phy nit cho con bii: Khéng ¢é nghién ciru day di ding Lercanidipin cho phy nir nudi con bi.
Thude ¢6 thé bai tift vio sita me do ¢6 tinh thin diu cao. Vi viy, khang duge ding Lercanidipin
cho phy nir cho con bi.

TUONG TAC THUOC:

Lercanidipin an todan khi ding ciing cdic thude lgi nidu v che chit e ché enzym chu}rén
angiotensin, Lercanidipin cling ¢6 thé phdi hgp vai cic thube chen beta ma duge thai trir dudi
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dang khéng ddi (nhur tremolo),

Vai cde thude ik ché hodc edm img cytochrome CV 344:

Vi con dudmg chuyén héa chinh cia Lercanidipin thong qui enzym CYP3A4, cie thude (o ché
hojie cdm mg enzym niy cé thé anh hudmg t6i ndng d§ trong mau ciia Lercanidipin.

Do vy, cin thin wong khi phdi hop véi cdc thude e ché CYP3A4 (nhur ketoconazol,
itraconazol, erythromyein, ritonavir vi fluoxeting vi ¢6 thé gy ting ndng dj ctia Lercanidipin,
Khi phdi hop véi che thude cim tmg CYP3A4 nhu cie thube chng déng kinh (phenytoin,
cal‘ba.mifchirt]. rifampicin, tic dung ha huyét dp cita Lercanidipin b giam di. Vi viy edn theo
51 huyet dp khi da diing phdi hop Lercanidipin véi céc thudc nay.

Co ché_l CYP3A4 va CYP2D6: & in vivo, tic dyng ire ché CYP3A4 cia Lercanidipin 14 khéng
ding ke, diéu ndy dd duge chimg minh trong nghién ciru twomg téc voi midazolam & ngudi tinh
nguyén khoe manh. Sau khi ding phdi hop nhic lai vi Lercanidipin, midazolam (mét chét thie
clia CYP3A4 thé hoat dong) twong dwong sinh hoe véi khi dimg mét minh. Tuy nhién, cin thin
trong khi phdi hop Lercanidipin véi cdc co chill cila CYP3A4 ma c6 tic dung didu trj hep nhur
eyelosporin va thube chdng logn nhip nhém 1T (nhu amiodaron va quinidin), trir phi ¢ cde dit

lidu dic tnmg khéc. i /{ :

Phéi hgp Lercanidipin véi eyclosporin Jam ting glp 3 lin ndng d§ trong mdu v ting 21% sinh ~

kha dung cta Lercanidipin. Tuy nhién khi eyclosporin duge ding cich 3 gior sau khi ding
Lercanidipin thi sinh kha dung ciia cyclosporin ting 27%. Vi viy, khong duge phdi hop hai
thude nay véi nhau,

Hom nifa cde nghién cfu trong te & ngudi thay Lercanidipin khéng 1am thay dbi néng dg cia
metoprolol, (mdt co chét dién hinh cia CYP2D6). Vi viiy, & liéu didu tri, Lereanidipin khéng tre
ché chuyén héa ciia céc chit duge chuyén héa bai CYP2D6.

Piéu db chimg 10 & in vitro sy ire ché cic enzym isoenzym cylochrom P450 cia Lercanidipin li
khong cé ¥ nghia v& miit lim sang. Cic nghién ciru in vitro véi cde vi lap thé gan nguivi cho thiy
Lercanidipin ire ché CYP3A4 va CYP2D6 {1C 50 lin lugt 1d 2,6 va 0,8 meg). Néng dg 1C50 cia
CYP3A4 va CYP2DG6 cao hon 160 v 40 lin so voi cde nong 4o dinh niy sau khi dang lidu 20
mg.

Vi thude chen beta: khi diing Lercanidipin vai metoprolol, mit thude chen beta duge thii trir
chii yéu qua thin, sinh kha dung cia metoprolol khong bi thay déi, trong khi sinh kha dung ciia
Lercanidipin bi gidm 50%. Vi vdy. cin ting liéu Lercanidipin khi phdi hgp vdi metoprolol. Téc
dung ndy ciing c6 thé xay ra twomg tr khi ding Lercanidipin ciing propanalol.

Vi glveosid tim: phili hop Lercanidipin vai bénh nhiin ding kéo dii cic beta-methyldigoxin
(tién chit ciia digoxin) khong thiy wong tic dirge diing hoe ndo xay ra. Tuy nhién, c¢in theo dbi
chit bénh nhan khi pht'si hop Lercanidipin vii cde glycosid tim,

Vi cimetidin: ding liéu cimetidin 400 mg x 2 lin/ ngay khong anh hudng 167 ndng o cia
Lercanidipin. AUC v Cyu ting trung binh 11%. Tuy nhién sinh khi dyng va tdc dung ha huydt
ap cia Lercanidipin ¢é thé tAng lén khi ding 1iéu cao hon.

Vi simvastatin: phdi hgp Lercanidipin 20 mg véi simvastatin 40 mg khéng lam ting sinh kha
dung ctia Lercanidipin. Tuy nhién phéi hgp ndy c6 thé lam sinh kha dung cia simvastatin ting
56% vi chit chuyén héa c6 hoat tinh beta-hydroxyacid ctia nd ting 28%. Sy thay dédi nay khing
thire sir 6 v nghfa lim sang. Tuy nhién, 16t nhit nén ding Lercanidipin vio budi sing va
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simvastatin vio budi ti.

Vi thire éin: (xem phin duge déng hoc) sir chuyén héa cia dihydropyridin 6 thé b ire ché do
nudic ép budi, diin dén lam ting néng do va tic dung ha huyét dp. Tranh udng nrgu khi ding
Lercanidipin vi ¢6 thé lim ting tdc dung cta thube ha huyét dp giy giin mach.

TAC DUNG KHONG MONG MUON (ADR):

Lercanidipin duge hip thu ét. Trong chin nghién ciru lim sing so sénh véi gia duwge véi thasi
gian kéo dai it nhit 4 tdn, 582 bénh nhin ding Lercanidipin, 292 bénh nhin ding gia duge.
Hiu hét céc tdc dung xay ra déu lién quan 14 tic dyng gidin mach ctia Lercanidipin va chi véu 13
nhe tdi vira,

Bing | sau ddy li¢t ké cic tic dyng khdng mong mudn, liét ké theo cic co quan, duge bdo cdo
khi diing Lercanidipin va gid duge cho bénh nhin bi téing huyét 4p, trong dé cdc truimg hop xay
ra déu Ién hon hogc biing 1% & it nhit mét nhém ding thude. (Tham khdo bang 1)

Bang 1:
Cic téc dyng khong mong muén véi tin sudt >1% & it nhit mjt nhém ding thube
Nhom diing Nhom diing
L D Nhém
Lcmamdnpm‘lmu Lercanidipin li¢u 20 T
Tac dung khing mong mudn 10 mg x 1 lan/ mg x 1 lin/ ngay (da P

ngiy higu chinh) ik

(%) (%) )" 7]
Trén um mach:
- Do bimg (da mit, nguc) 2,6 22 1,6
- Dénh tréng ngue/ nhip nhanh 1,5 1,1 0,3
Todn thin:
- phil ngogi bién 1,0 1,1 0,9
Thén kinh trung vong:
- Hoa mét chding mit 1,0 0,0 0.6
~ Dau déu 44 43 25
Gan:
- Tang GGT 0,0 1,1 0,3

Ngodi ra, trong m{t nghién ctru véi 15500 bénh nhin diéu trj bing Lercanidipin (bao gdm céc
nghién ciru trude ky kinh nguyét) véi lidu tir 2,5 mg hing ngay 161 lidu 40 mg hing ngay v thii
gian diéu trj co thé 1a ding don liéu t&i kéo dai hon mdt ndm. Cée tic dung khéng mong mudn
khong chiic chiin do thude va xay ra dudi 1% nhung Ién hon hofic biing 0,1% di duge tdng hop
vi bdo cdo (theo cée co quan ctia co thé).

- Tim mach: d4nh tréng ngwe/ nhip nhanh,

- Théin kinh trung wong: hoa mét, chéng mit.

- Hé tiéu hda: budn nén, kho tidu, dau bung, ticu chay.

- Tam thiin: ngu ga

- Todn thin: dé bimg mit, suy nhuge (mét mdi va yﬁu co).

Hiém glip cée tic dung sau:

- ‘Tim mach: ha dp, ha dp tr thé dimg, phii quanh héc mit, dau nguc, nhdi mau co tim, suy tim.

- Hé hiip: kho the,
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- H¢ thin kinh trung wong va ngoai bién: dau nira ddu, di cam, 1é chin.

- X gide: thay dbi vj gidc.

- Hé tiéu hba: non, roi loan tiéu héa khong dic trimg

- Gan vi mjt: tang GGT

- Tiét ni¢u sinh dye: da niéu, tiéu nhiéu, bét luc.

- Co xuong: dau co.

- Da va phiin phu: ban da, ngira, viém da dj tmg, ndi mé day, ting tiét md héi.

- Tam théin: lo ling, ngu gi.

- Chuyén héa: ting cholesterol huyét.

- Toan thén: dau ngye, khé chju.

Cic tic dung khing mong muén ning duge béo cio dudi 0,002% trong cdc nghién ciru lim
sang. Héu hét cic trirdimg hop xdy ra déu nhe 16 vira.

- Thir nghiém lam sang: khong ¢ bdo cdo ting ddo nguge néng do transaminase gan. Khong

thiy Lercanidipin gy ra cdc két qua xét nghiém bét thudmg nao. Lercanidipin khong lam anh
hwéng téi ndng do dudmg huyét hodic lipid huyét. / ._/Z
QUA LIEU: / /
- Triéu chimg: ¢6 it bio cdio qué liéu khi ding Lercanidipin. Gidng nhur céc dihydropyridin khac,

tri¢u chimg khi qué liéu c6 thé 1a giin mach ngoai bién qua mire din téi ha huyét 4p déng ké va

giy phan xa nhip nhanh.

- X trf khi qud liéu: khi bj ha huyét 4p nghiém trong, bi chiim nhip va bit tinh, ¢in theo ddi tim
mach vé ho hip va cin ¢6 bién phap hd trg kip thisi. Vi Lercanidipin cé tinh than diu cao, khong

thé diing thim tich méau dé thai trir,

TIEU CHUAN CHAT LUQNG: Nha san xuft

HAN DUNG:

24 thang ké tir ngay san Xudt,

$6 16 sdn xudt (Batch No.), ngiy sin xut (MIg.). han ding (Exp.): xin xem trén nhin bao bi
BAO QUAN:

Giir thube & nhigt 49 duéi 30°C. Trénh dnh sang,

DPONG GOI:

Hop 10 vi x 10 vién nén bao phim

San xudt bai:




