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Lercastad 10

Tén thubc
Lercastad 10
hiéu lwu y va khuyén cao khi dung thudc
Pé xa tam tay tré em
boc ky hu'c:rng dan st dung trréc khi dung
Thanh phan cong thirc thudc
Thanh phan hoat chét:
Lercanidipine hydrochlonide'....c.ci...cidbiuin il cidaiiiamsmsmiiiions sessases
Thanh phan ta duorc:
Lactose monohydrat, tinh bdt ngé tién hoé héa, croscarmellose natri,
hypromellose, colloidal silica khan, magnesi stearat, opadry vang.
Dang bao ché
Vién nén bao phim.
Vién nén hinh tron, bao phim mau vang, hai mat 16i, mot mat khac vach, mot
mat tron. '
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Diéu tri tAng huyét ap nguyén phat tlir nhe dén trung binh.

Cach dung, lieu dung

Cach dung

Lercastad 10 dugc udng trirdc bira an it nhat 15 phit:

Liéu dang

Liéu chi dinh la 10 mg 1 lan/ngay, liéu c6 thé tang dén 20 mg phu thudc vao
dap trng cua tirng bénh nhan.

-~ Do tac dung ha huyét ap t6i da chi biéu hién sau 2 tuan nén viéc hiéu chinh

lieu dung nén ti€én hanh tir tir.

Piéu tri cho ngudi I6n tudi: Can theo doi can than khi bat dau diéu tri.

Diéu tri cho bénh nhén réi loan chire nang than hodc gan: Can theo doi can
than khi bat dau diéu tri d6i véi bénh nhan rdi loan chirc ndng gan va than
nhe dén trung binh. Liéu chi dinh thong thuong c6 thé durrge dung nap bo
nhom d6i trgng ndy, nén phai than trong khi diéu chinh tang lidu 1én 20 mg
moi ngay. Tac dog ha huyét ap & bénh nhan suy gan tang dn dé can xem xét
viéc diéu chinh liéu dung.

Chéng chi dinh

Qua man véi lercanidipine, nhém dihydropyridin hay bat ky thanh phan nao
trong céng thirc.,

Phu nir co thai va cho con bu.

Ph; nir c6 kha nang mang thai trir khi sir dung phurong phap tranh thai hiéu
qu

Tac nghén dwdng ra tam that trai.

Sw&m&mﬁ%ghmmmu chinac I dalmatnct Bl dvie i
Pau that nguwc khéng 6n dinh.

Trong 1 thang sau nhoi mau co tim.

Dﬂ;tl_:; dong thdi v&i cac thudc rc ché manh CYP3A4, cyclosporin, nuoc

buéi.

Bénh nhan suy gan hay suy than tram trong (hé s& GFR < 30 ml/phdt).

Tré em durdi 18 tdi.

Canh bao va than trong khi dang thudc

Nén theo ddi can than khi lercanidipine dugc chi dinh cho bénh nhan co hdi

chirng nlt xoang bénh ly (trvdng hop khdng sir dung may tao nhip tim), bénh

nhan rdi loan chirc nang tam that trai. Tang nguy co tim ¢ bénh nhan
thi€u mau cuc b khi sir dung dihydropyridin tac dong ngan. Lercanidipine

&»g&tﬁﬂ dung kéo dai nhirng ciing ¢an than trong khi stp “dung cho doi

twong nay

Lercastad 10 co chira ta dwoc lactose. Khong nén dung thudc nay cho bénh

nhan co cac van de vé di truyén hiém gap khong dung nap galactose, thiéu

hut enzym lactase toan phan hay kém hép thu glucose-galactose.

Str dung thudéc cho phu ni? cé thai va cho con bu

Phu ni¥ c6 thai

Chura c6 kinh nghiém str dung lercanidipine trén [am sang cho phu ni¥ c6 thai

va cho con bu nhung nhirng thudc khac thuéc nhém dihydropyridin duoc biét

la gay quai thai trén dong vat, do d6 lercanidipine khéng nén chi dinh cho phu
ni¥ co thai hay co kha nang mang thai trir khi cé str dung nhirng bién phap
tranh thai c¢6 hiéu qua.

Phu n cho con bu
Do co tinh than dau cao nén lercanidipine cé thé phan bé vao sira. Vi vay,

thuﬁc khéng nén dwoec chi dinh vé&i phy ni cho con ba.

Anh hwéng cuia thudc 18n kha ning lai xe, van hanh may méc

Duwa vao kinh nghiém |am sang, lercanidipine khéng lam _giam kha nang lai

xe va van hanh méy moc. Tuy nhién, can dwoc theo doi can than bdi cac tac

dung khﬁng mong mudn c6 thé xay ra nhw chéng mat, suy nhwgc, mét moi,

va ngu gat nhwng hiém gﬁp .

Twong tac, twong ky cua thudc

Twong tdc cua thuéce

Rwou: Tranh dung dong thai vi regu c6 kha ndng anh hudng dén thuéc ha

huyét ép do lam gian mach.

Nhom (rc ché va cam tvng enzym CYP3A4: Lercamdlpme duoc chuyen

héa bdi men CYP3A4 do do dung dong thai véi cac thube gay tkc.ché va cam

trng men CYP3A4 sé gay twong tac dén chuyén héa va th&i trir cda
lercanidipine.

+ M6t nghién clru vé su tirong tac voi chat ke ché manh CYP3A4 nhuw
ketoconazol cho thay co6 sy tang nong dd cta lercanidipine trong huyét
twong.

+ Than trong khi ding déng thoi lercanidipine véi cac chat cam (rng
CYP3A4 nhu thuéc chdng co giat (phenytoin, carbamazepin) va
rifampicin vi ¢6 thé lam giam tac dong ha huyét 4p nén can theo doi huyét
ap thueong xuyén hon.
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Midazolam va cac chét nén ctiia CYP3A4: Dung dong thoi lercanidipine liéu
20 mg va midazolam dwdng udng cho ngwoi tinh nguyén Ién tudi, néng dd
hap thu lercanidipine tang (xap xi 40%) va téc do hap thu giam (tmax giam
tlr 1,75 dén 3 gio’). Nong dd midazolam khong bi thay déi. Nén than trong khi
chi dinh dong thoi lercanidipine va cac chat nén cua CYP3A4 nhu terfenadin,
astemizol, thuéc chéng loan nhip nhém Il nhw amiodaron va quinidin.
Thudc lgi tiéu, thubc trc ché enzym chuyén va thuéc chen beta: Khi st
dung dung thf.'l'l lercanidipine véi metoprolol, mét thuéc chen beta duoc thai
trtr chi yéu qua gan, sinh kha dung metoprolol khéng thay déi nhwng
lercanidipine giam 50%. Tac déng nay ciling xay ra v@i cac thudc khac thudc
nhém nay do thuéc chen beta lam giam luvu lwgng mau téi gan. Do vay,
lercanidipine st dung an toan khi dung dong th&i véi thuée chen beta nhung
phai diéu chinh liéu,

Cimetidin: Can phai than trong khi sir dung cimetidin liéu trén 80 mg vi sinh
kha dung va tac dong ha huyét ap cta lercanidipine co thé tang.

‘Digoxin: Diéu tri dong théi digoxin va lercanidipine 20 mg, nong do Cmax

cua dtgnxm tang 33% trong khi AUC va do thanh thai than khong co su thay
doi c6 y nghia. Bénh nhan duwoc diéu tri dong thoi digoxin nén dugce theo doi
lam sang chat ché cac dau hiéu nhiém doc digoxin.

Cyclosporin: Nong dd cua lercanidipine va cyclosporin trong huyét thanh
déu tang khi dung dong thoi. PP NS S
Nwée buwdi: Lercanidipine dé bj tre ché chuyén héa béi nwéc budi dua dén
két qua lam tang sinh kha dung va tac dong ha huyét ap.

Twong ky cua thuéc

Do khong c6 cac nghién ctru ve tinh tuong ky cua thudc, khung trdn lan
thudc nay véi cac thudc khac.

Tac dung khéng mong muén ctia thuéc

It gdp (1/1000 < ADR < 1/100): Bau dau, chéng mat, pht né ngoai bién, tim
dap nhanh, héi hop, do bung.

Hiém gap (1/10.000 < ADR < 1/1000): Ngu gét, dau that ngwrc, budn non, khé
tiéu, tiéu chay, dau bung, ndn, phat ban dau co, suy nhugc, mét moi.

Rat hiém gap (ADR < 1/10.000): Phi dai nuéu, tang thuan nghich ndng do
cac transamlnase huyét thanh, ha huyét ap, di tiéu nhiéu, dau nguwc, tang

Mﬁt s% rop dln hlém I-Eﬁ gay dau vt'mg n m: phTa tn.réc um hay dau
that nguch)éinh man dau thét ngrc c6 san T’ltél‘ﬁ khi tang tan suét, thoi gian
va tinh tr&m trong ctia con dau. Mot vai triedng ho'p. b nhm mau co tim duoc
quan sat thay.

Qua liéu va cﬁch XU tri

Triéu chirng
Tuong tu cac thude khac thudc nhom dihydropyridin, qua lieu co thé gay ra

gian mach qua mirc vGi triéu chirng ha huyét ap ro rét va phan xa tim dap
nhanh.

Diéu trj
omg hop ha ht vﬁbﬁtﬁnh trg tim bang

Snh B m%mpm ch&m
DD tac dnng dLﬂ;l"C Iy kec: dai cua Iercamdlplne nén theo ddi tinh trang tim
mach cua bénh nhan bj qua liéu it nhat 24 gio. Chura co thong tin vé hiéu qua
ctia su tham tach mau. Vi thubc co tinh than dau cao, nén nong dd huyét
trrong khong chi ra khoang thoi gian cta giai doan nguy hiém va tham tach
mau co thé khdng cd hiéu qua.
Péc tinh dwoc e hoc
erjm duwoc ly: Thudc chen calci chon 1oc ¢0 tac dung chinh trén mach;
Dan chat dihydropyridin.
Ma ATC: CO8CA13.
Téac dong hahuyétépmalema:mm%ul&duchalm hinh (S).
Lercanidipine la thudc chen kénh calci thugc nhém dihydropyridin, trc ché

'qua ' mang té'bao dén co' tron mach mau va co' tim. Co

ché ha huyét ap la do tac dong gian co tron mach mau trure ti€p nén lam giam
~src can ngoai vi. Tuy thoi gian ban thai ngan, lercanidipine cé tac dung ha
huyét ap kéo dai do c6 hé s6 phan bd trong mang cao va khong gay tac dong
huwéng co @m tinh do cé tinh chon loc cao trén mach. Vi lercanidipine
hydrochloride gay gian mach tir tir ac khoi dau nén hiém gap cac triéu chirng
ha huyét ap cap voi tim dap nhanh do phan xa trén bénh nhan cao huyet ap.
Pac tl’nh dworc déng hoc

Lercanidipine duoc hap thu hoan toan qua duwdng tieu héa sau khi udng
nhwng chiu sw chuyén héa lan dau dang ké. Sinh kha dung cta thubc thap
tuy nhién tang khi c6 s hién dién cta thirc an. Nong do dinh trong huyét
trong dat dwgc sau khi udng thubc 1,5 = 3 gi. Lercanidipine phanbd rong
rdi va nhanh. Trén 98% lercanidipine gén két véi protein huyét twong.

Lercanidipine chuyén hoea manh, chu yéu bdi 1soenzymCYP3A4 cua
cytochrom P450, thanh céac chat chuyén hoéa khong hoat tinh, khoang 50%

lieu dung dwoc bai tiét qua nwoc ti€éu. Thoi gian ban thai cubi cung khoang
2 -5 gio nhwng cac nghién ciu khac str dung phuong phap dinh Iu't;rng nhay
hon da dwa ra gia tri tir 8 —= 10 gio.

Quy cach doéng goi |

Vi 10 vién. Hop 3 Vi.

Vi 10 vién. HOp 6 vi.
Piéu kién bao quan, han dung, tiéu chuan chét lwong cua thuﬁc

ap ram trong, ohip tim cham
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17.1. DPiéu kién bao quan

Bao quan trong bao bi kin, noi kho, tranh anh sang. Nhiét dﬁ khﬁng qua
30°C.

17.2, Han dung

. '36thang ké tr ngay sAnxuét. - Fivaaitn
17.3. Tiéu chuan chat lwong |
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Tén, dia chi cua co’ s& san xuéat thudc
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