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* KAFEDIPIN
(Lercanidipine hydrochloride 10mg)
“Pé xa tim tay té em”
“Poc ky hudng din sit dung trude khi ding”
“Thong bdo ngay cho bdc sy hodc duvc sy nhiing tic dung khéng mong mudn
£ap phdi khi sit dung thuéc”
“Néu can thém thong tin, xin hoi y kién bic sy

1. THANH PHAN, CONG THUC THUGC:

Moi vién nén bao phim chira:

Thanh phan dugc chat: Lercanidipine hydrochloride 10mg

Thanh phin ti duge, Lactose monohydrate, Microcrystalline cellulose M101, Sodium starch
glycolate, Povidon K30, Magnesium stearate, Hydroxypropyl methylcellulose 2910, Polyethylen
glycol 6000, Tale, Titanium dioxide, Mau vang oxyd sit.

2. DANG BAO CHE:
Vién nén bao phim.
M0 td sdn phdm: Vién nén tron, bao phim mau vang, hai mét trdn, canh va thanh vién lianh lin.

3. CHI PINH:
Diéu tri ting huy&t d4p vo ciin tir nhe dén vira & ngudi 1dn.

4. CACH DUNG, LIEU DUNG:

- Cdch dung: Ding dudng uong. T8t nhi't nén udng thudc trude bita sing it nhat 15 phit. Khong
nén dang chung vdi nude ép budi chiim (grapefruit juice).

Khong ¢6 yéu cau ddc biét vé xit 1y thudc sau khi sit dung.

- Liéu dung:

Liéu khuyén cdo: 10mg x 1 lan/ngdy trude bita dn it nhit 15 phiit, lidu ¢6 thé ting 20mg iy
thudc vao ddp tng cia tiing bénh nhan.

Nén chudn do li¢u diung t ¥, vi tic dung ha huy&t dp c6 thé dat hiéu qué t5i da sau 2 tuin.
mot s6 bénh nhan, n€u khong ki€m sodt huyét 4p diy di bing thudc ha huyét dp don 1€, ¢6 thé
phdi hgp lercanidipin véi mot thudc chen beta (atenolol), thude 1di tiéu (hydroclorothiazid) hodc
mdt thudc te ché enzym chuyén angiotensin (captopril hay enalapril).

Vi dudng cong liéu dung — ddp tng 1 duding doc, dat sy 6n dinh & midc liéu tir 20 — 30mg, nén
khong chic riing s& cdi thién hiéu qud cta thudc & liéu cao hon, trong khi d6 tic dung khong
mong mudn cé thé ting.

Ngudi cao tdi: mic dit duge dong hoc va kinh nghiém 14m sang cho thd'y khéng cin chinh lidu,
tuy nhién nén dac biét thin trong khi bit dau diéu tri ¢ ngudi cao tudi.

Tré em: hi€u qud va an toan ctia thudc & tré em dudi 18 tudi chua dude thiét lip.

Bénh nhan suy gan hodc suy thin: thin trong khi diéu tri cho bénh nhén suy gidm chic ning
gan hodc than t nhe dé€n vira. Mic du cdc ddi tugng nay ¢6 thé dung nap & liéu thong thudng,
nhung nén than trong khi ting liéu 1én dé€n 20mg/ngay. Tdc dung ha huyét dp ¢6 thé ting &
bénh nhin suy gan, vi viy cin cin nhidc diéu chinh liéu ding.
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5. CHONG CHI PINH:

Qud min vdi lercanidipin hay bat ky thanh phan nao ctia thudc.

Ngudi ¢6 tic nghén dong chdy & tam that trdi.

Suy tim sung huyét chua diéu tri.

Pau thdt ngwe khong 6n dinh hay nhéi mdu ¢d tim gin day (trong vong 1 thang).
Suy gan nang.

Suy thin ning (GFR < 30 ml/phiit) bao gdm bénh nhin dang thim phéin mau.
Dung ddng thdi vdi thude e ché manh CYP3A4, cyclosporin, nude ép budi chuim.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Nén than trong khi ding lecardinipin & bénh nhéan ¢6 hdi chiing suy nidt xoang (khong ¢6 mdy
tao nhip) hay bénh nhin suy giam chdc ning thit trdi.

Bénh nhdi mdu ¢d tim: mdt vai thude dihydropyridin tic dung ngin ¢ lién quan dén viéc ting
nguy ¢d tim mach & b&énh nhan nhéi mdu ¢d tim. Mic di lercanidipin tdc dung kéo dai, nhung
van nén thin trong khi ding thudc cho nhitng doi tugng nay.

. Mot vai dihydropyridin ¢6 thé hi€m khi gay dau viing trude nguc hay dau thit nguc. R4t hi€m P
bénh nhin c6 tién si dau thdt nguc bi ting tin 3, thdi gian hodc dd ning cla con dau. Mot vai :%
trung hgp ¢6 lién quan dén nhdi mdu cd tim. 4
Bénh nhén suy gan hodc suy thin: thin trong dic biét khi diéu tri cho bénh nhan suy thin nhe (,j
dén trung binh. Mic d liéu thong thuding khuyén cdo 1a 10mg/ngay c6 thé dung nap, cin thin “:{lﬂ

trong khi ting liéu dén 20mg/ngay.

Chong chi dinh dung lercanidipin & bénh nhin suy gan ning hay suy than ning (GFR < 30

ml/phit), bao gdm bénh nhin dang thim phin m4u.

Alcohol: nén tranh sif dung alcohol khi diing lercanidipin vi ¢6 thé lam ting tdc dung giin mach

clia tri ting huyét dp

Cédc chdt cdm ng CYP3A4 nhu thudc chdng co gidt (nhu phenytoin, carbamazepin) va

rifampicin ¢6 thé lam gidm ndng d6 trong huyét wong ciia lercanidipin va do dé ¢6 thé 1am

giam hiéu qud lercanidipin.

Tré em: do an toan va hi¢u qua cta lercanidipin chua duge chitng minh & tré em.

* Canh bdo (4 duge: Thude ¢6 chifa td duge lactose monohydrate, bénh nhin bi mic cic roi
—. loan di truyén hi€m gip vé dung nap galactose, chitng thi€u hut lactose lapp hoic r6i loan hap

thu glucose-galactose khong nén st dung thudc nay.

7.SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢o thai: Khong ¢6 dit liéu vé viée sif dung lercanidipin & phu nif ¢6 thai. Nghién c(fu trén
dong vat khong thdy c6 nguy cd gy qudi thai, nhung quan st thd'y & nhitng thude nhém
dihydropyridin khdc. Khong khuyén cdo ding lercanidipin trong khi mang thai hoiic phu nif ¢6
khd ning mang thai ma khong sit dung bién phdp tranh thai.

Phu nir cho con bi: Khong biét liéu lercanidipin va chat chuyén héa ¢ thdi trit qua sita me.
Khong thé loai trlr nguy ¢d cho tré sd sinh v tré nhd. Khong nén sit dung lercadinipin khi dang
cho con bu,

Khd nang sinh sdn: Khong c6 dit liéu lam sang thich hgp. Nhitng thay ddi sinh héa ¢6 thé dio
ngude & dau cta tinh tring ¢6 thé 1am suy gidm khd ning sinh sdn di duge bdo cdo d mot so
bénh nhin dugc di€u tri bing thudc chen kénh calci. Trong trudng hgp lip lai thy tinh trong Ong
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nghiém khong thanh cong va khi khong thé tim thdy 1di gidi thich khédc, cé thé xem xét khi
nang chen kénh calci 1a nguyén nhén.

8. ANH HUGNG PEN KHA NANG LAI XE, VAN HANH MAY MOC
Lercanidipin it 4nh hudng dé&n khd ning ldi xe va vdn hanh mdy méc. Tuy nhién, cin thin trong
vi lercanidipin ¢ thé gdy chéng mit, suy nhuge, mét méi va hi€m khi gay budn nga.

9. TUONG TAC, TUONG KY CUA THUOC:

Tuong tac chia thuée

Chdng chi dinh dung ddng, thdi:

Chat ie ché” CYP 3A4: Lercanidipin dugce chuyén héa bdi enzym CYP 3A4 va do d6 cdc chil e
ché CYP3A4 khi dung dong thdi ¢6 thé tuong tic vdi qud trinh chuyén héa va thii trir ciia
lercanidipin. Mot nghién citu vé tuong tic vdi mot chit e ch€ manh CYP 3A4, ketoconazol,
cho thdy ¢6 thé lam ting ndng dj trong huyét tuong ciia lercanidipin. Nén tranh ding dong thisi
lercanidipin véi cdc chdt dc ché€ CYP 3A4 (ketoconazol, itraconazol, ritonavir, erythromycin,
troleandomycin, clarithromycin).

Cyclosporin: khi dung dong thdi lam ting ndng d6 trong huy&t tuong ciia ci lercanidipin va
cyclosporin. Do d6, khong nén dung dong thdi hai thudc nay.

Nude ép budi chinr: nhu cdc thude dihydropyridin khéc, lercanidipin rit nhay cim vdi su tic ché
chuyén héa do nude ép budi chiim, 1am ting tdc dung ha huyét d4p. Do d6, khong nén uéng nudce
ép budi chum khi dang diing thudc.

Khong khuyén cdo diing ddng thdi:

Chat cim ung CYP 3A4 nén thin trong khi diing ddng thdi lercanidipin v6i chit cdm ttng CYP
3A4 nhu thude chong co gidt (nhu phenytoin, phenobarbital, carbamazepin) va rifampicin vi ¢6
thé 1am gidm hiéu qui ha huy&t d4p va nén theo ddi huyét dp thudng xuyén hon.

Alcohol: nén tranh dung dong thdi vdi alcohol vi ¢6 thé lam ting tic dung gidin mach ciia thude
ha huyét 4p.

Thén trong bao gdm diéu chinh lidu:

Co' chit cia CYP3A4: thin trong khi ding ddng thdi lercanidipin v6i cdc cd chat khéc ciia
CYP3A4 nhu terfenadine, astemizole, cdc thudc chong loan nhip nhém III (amidarone,
quinidine, sotalol)

Midazolam: Khi dung dong thdi lercanidipin liéu 20mg véi midazolam & ngudi tinh nguyén cao
tudi, sut hap thu lercanidipin ting (khodng 40%) va t¢ d6 hap thu gidm (tmex bi chdm tir 1,75 — 3
gi®). Nong do midazolam khong thay ddi.

Digoxin: ding ddng thdi 20mg lercanidipin & bénh nhan min tinh diéu tri véi B-methyldigoxin
cho thily khong c6 biing chitng vé tudng tic duge dong hoc. Tuy nhién, quan sat thi'y Cpay ting
33%, trong khi AUC va dj thanh thdi qua thin khong thay d6i ddng ké. Bénh nhin diéu tri dong
thdi vi digoxin nén dugc gidm sat chit ché ldm sang va cdc ddu hi¢u ddc tinh clia digoxin.
Metoprolol: khi ding dong thdi lercanidipin v3i metoprolol, mat thude chen beta thii trit chi
y€u qua gan, sinh khd dung clia metoprolol khong thay ddi trong khi lercanidipin gidm 50%.
Tuong tic ndy c6 thé xdy ra vdi cdc thude khic cing nhém. Do dé, lercanidipin ¢6 thé an toan
khi ding ddng thdi vdi thude chen B-adrenoceptor, nhing c¢é thé cin phai diéu chinh lidu.

St dung phdi hop véi cde thude khic:

Fluoxetine: mQt nghién citu twong tdc vdi fluoxetine (mdt chit e ch€ CYP2D6 va CYP3A4) &
ngudi tinh nguyén ¢6 d§ wdi tr 65 + 7 nim cho thiy khong c6 thay ddi ding ké vé duge dong
hoc cta lercanidipin.
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Cimetidine; dung dong thdi vdi liéu 800mg cimetidine/ngay khong lam thay déi ding ké ndng
dd trong huy€t twdng cia lercanidipin, nhung nén thin trong khi diing liéu cao vi sinh kha dung
va tdc dung ha huyét dp cia lercanidipin ¢ thé ting.

Simvastatn: khi ding mot liéu 20mg lercanidipin dong thdi vdi 40mg simvastatin, AUC cila
lercanidipin khong thay ddi ddng k€, trong khi AUC ciia simvastatin ting 56% va chit chuyén
hoa ¢6 hoat tinh cia né 1a B-hydroxyacid 1a 28%. Khong chdc nhitng nguyén nhéin nhi viy cé
lién quan dén lam sang hay khong. Khong ¢6 tuong tdc khi lercanidipin duge ding va budi sang
va simvastatin dugc ding vao budi chiéu.

Thuoe Igi tiéu va thude e ché” men chuyén ACE: lercanidipin sit dung an toan khi diing déng
thdi vdi cdc thudce nay.

Cic thuéc khdc dnh hudng dén huyét dp: Nhu tat cd cdc thudc tri ting huyét dp, ting tic dung
ha huy€t dp da duge quan st khi ding dong thdi lercanidipin vdi cic thude khac dnh hudng dén
huyét dp, nhu thudc chen alpha d€ diéu tri triéu chiing dudng i€t ni¢u, thude chong trAm cim
ba vong, thudc an than. Ngude lai, gidm tdc dung ha huyé&t dp da duge quan st khi ding ddng
théi véi corticosteroids.

Tuong ky cda thude

Do khong c6 cdc nghién citu vé tinh twong ky cda thude, khong tron 1in thude nay vdi thude
khdc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Cdc tan sudt duge phin loai nhu sau: Rdr thwdrng gip (ADR > 1/10), thwirng gip (17100 < ADR
< I/10), it gip (1/1.000 < ADR < 1/100), hiém giip (1/10.000 < ADR < 1/1.000), it hiém edip
(ADR < 1/10.000) va khong r6 tin sudt (khong wéc tinh dwoe fin sudt tr cdc div liéu sin cd).

Hé co quan TAan suit Téc dung khéng mong muén
R&i loan hé mién dich Hiém gip Qud min cim
Rai loan hé than kinh Thudng gap Pau diu
| It gip Chéng miit
| Hi€m gip Ngét, budn ngi
RGi loan tim Thudng gip Tang nhip tim, ddnh trGng nguc
Hiém gip Pau thit ngyc
' R61 loan mach mdu Thudng gap D6 birng
It gip Ha huyét dp
RGi loan hé tiéu hoa [t gap Khé tiéu, budn ndn, dau bung trén
Hi€m gip Non mifa, tiéu chdy
Khong rod Phi dai nuGu
RGi loan da va md dudi da | It gip Ngita, ban da
Hi€m gip May day
Khong ro Phu mach
RGi loan c¢d xuong va mo | It gap Pau co
lién két
RGi loan thin va hé tét | It gap Tiéu nhiéu
niéu Hiém gip Tiéu rat
' RG1 loan toan than va tai | Thudng gip Phil ngoai bién
' chd It gip Suy nhuge, mét mdi
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|

| Hi€m giip | Pau nguc |

* Théng bao ngay cho bdc sy hodc dupc sy nhitng tic dung khéng mong muén gdp phai khi
sif dung thuée.

11. QUA LIEU VA CACH XU TRi

Triéu chifng: Nha cdc thude nhém dihydropyridin khdc, qué liéu lercanidipin ¢6 thé din dén
din mach ngoai bién qui mdc kém theo ddu hiéu ha huy€t 4p va nhip tim nhanh phan xa. Tuy
nhién, & liéu rat cao, c6 thé giy mit chon loc ngoai bién, giy nhip tim chim va hiéu g co ¢d
am tinh. Tdc dung khong mong mudn phé bi€n nhat lién quan dén qud liéu bao gdbm ha huyét
dp, chong mit, dau dau va ddnh trong nguc.

Xt tri: Tut huy€t dp c6 ¥ nghia 1dm sang ddng k€ doi hdi cin hd trg tim mach bao gdm thudng
xuyén theo déi chifc ndng tim mach va ho hap, ké cao chan va chi ¥ thé tich dich tudn hoan va
lugng nude ti€u. Vi lercanidipin ¢6 tdc dung dude 1y kéo dai, cin thiét phdi gidm sdt tinh trang
tim mach ctia bénh nhan trong it nhat 24 gid. Vi lercanidipin lién k&t vdi protein huyét tudng
cao, thim phan mdu hiu nhu khong c6 hiéu qua.

12. THONG TIN Vi DUGC LY, LAM SANG:

a. Péc tinh duge luc hoc:

Nhom duge 1y: ThuGe chen kénh calci ¢6 chon loc, tic dung chi y&u 1én mach mdu — Din xuét
dihydropyridin. Ma ATC: CO8CA13.

Cof ché tdc dung: Lercarnidipin 12 mot chat doi khdng calci thuée nhém dihydropyridin va e
ché& dong calci xuyén qua mang di vao cd tim va cd tron. Cd ché tic dung chéng ting huyét 4p
la do tdc dung lam gidn mach tryc ti€p cd tron mach mdu nén 1am gidm toan thé khang luc
ngoai bién.

Tdc dung dude luc hoc: midc du thdi gian ban thdi duge dong hoc trong huyét twong ngin,
lercanidipin ¢6 tdc dung ha huy&t 4p kéo dai do hé s phan bd clia thude trén thinh mach cao
hon trong 1ong mach mdu va do tinh chon loc mach mdu cao nén khdng ¢6 tdc dung bit 1di trén
suf co bép cd tim. Vi tdc dong gidn mach cila lercanidipin khdi phat tir tir, ha huy€&t 4p c¢ap tinh
kém theo nhip tim nhanh phén xa hi€m khi quan sdt thd'y ¢ bénh nhan ting huyé&t dp

b. Dic tinh dugc dong hoc:

Hip thu: Vi licu udng 10 - 20mg, lercanidipin dugc hip thu hoan toan va dat ndng do dinh
twong Wng trong huy€t tudng 1 3.3 + 2.09ng/ml va 7.66 + 5.9ng/ml, sau 1,5 - 3 gid.

Hai chdt d6i hinh clia lercanidipin cho thdy ¢6 ham lugng tuong duong trong huyét rudng: thdi
gian dat ndng d6 dinh trong huy€t twong 1a nhu nhau, ndng dé dinh trong huy&t wong va AUC,
tinh trung binh, cao hon 1,2 ldn ddi vdi chat d6i hinh (S), nhung thdi gian bdn thdi clia ¢4 2 chat
ndy co bdn la nhu nhau. Khong thdy ¢6 sy chuyén ddi qua lai giita 2 chat nay trong co thé. Do
su chuyén héa lan ddu cao nén sinh khd dung tuyét ddi cda lercanidipin uéng khodng 10% &
benh nhédn khi dn no, ty 1& nay gidm 1/3 & ngudi tinh nguyén khde manh udng lic bung déi.
Sinh khd dung sau khi uong lercanidipin s& ting 1&én 4 lan khi uéng lercanidipin 2 gid sau mot
bira dn giau chdt béo. Vay cAn udng lercanidipin trude bita in.

Phan b6: Lercanidipin phan b& nhanh va manh tir huy€t tdng vao cdc md va cd quan. Ty 1é
lercanidipin gdn két véi protein huy€t thanh 16n hon 98%. Vi ham lugng protein trong huyét
wiong gidm di ¢ bénh nhin rdi loan chic ning gan/thin ning, nén dang w do (khéng gin k&)
ctia thude ¢6 thé ting 1én.
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Chuyén hoa: Lercamchpm bi chuyén héa manh bdl CYP3A4, va khong tim thiy lercanidipin
trong nudc tiéu hoac phin. Lercanidipin bi chuy(.n ddi chii y&u thanh cédc chat chuyén héa bat
hoat va khodng 50% liéu diing bi thii ra nude tiéu.

Thdi tri: Thude duge dao thdi chd y&€u nhd chuyén héa sinh hoe. Thdi gian bdn hiy trung binh
la 8 - 10 gid, nhung tic dung diéu tri kéo dai 24 gid, do tinh gin k&t manh vdi mang lipid.
Khong thay c6 tich luy thudc khi lap lai lidu diing nhiéu lan.

Tinh tuyén tinh/ khong tuyén tinh: Khi ung, him ludn g lercanidipin llon;, huy€t tdng khong ty
Ié thudn trye tiép vdi liéu lugng (dong hoc khong tuy€n tinh). Sau khi uéng 10, 20 hoic 40mg,
nong do dinh trong huyét tuong theo ty 1¢ 1:3:8 va AUC dat ty 1& 1:4:18, gdi y mot su bido hoa
tang dan ctia chuyén hod ban ddu. Nhu de sinh kha dung tang khi ting liéu.

Durge dong hoc trén do1 twong dic biét: o] bénh nhén cao tudi va d bénh nhan ¢6 roi loan chire
ning gan/thdn nhe dén trung binh, dudgc dong hoc cia lercamchpm cho thiy wong dudng so vdi
khi quan sdt trén dan s6 bénh nhin; nhung & bénh nhin ¢6 rdi loan chife ning thin ndng hoic
bénh nhin thdm tich than cho thdy ham lugng thudc trong mdu cao hon (khodng 70%). Vi
bénh nhan tdn thuong gan trung binh hodc nang, sinh khd dung toan thin cia lercanidipin ting
[€n, vi thude thudng chuyén hod manh qua gan.

13. QUY CACH PONG GOI:
Hop 1 vi x 20 vién, Hop 5 vi x 20 vién, Hop 10 vi x 20 vién, Hop 1 vi x 30 vién, Hop 2 vi x 30
vién, Hop 10 vi x 30 vién.

14. PIEU KIEN BAO QUAN: Dui 30°C, ndi kho réo, trdnh dnh sdng.

15. HAN DUNG CUA THUOC: 36 thing k€ tif ngay sin xuit.

16. TIEU CHUAN CHAT LUQGNG CUA THUOC: Tiéu chuin cd sé (TCCS).

17. TEN, BIA CHI CUA €O SG SAN XUAT THUGC:
CONG TY CO PHAN DUgC PHAM KHANH HOA
Dia chi: Budng 2/4, Khém Pong Bic, Phudng Vinh Hoa, Thanh phd Nha Trang, Tinh Khdnh Hoa,

Viét Nam.
- Nha Trang, ngay ot thangb‘%nam 2024
CONG TY AM KHANH HOA
GNG GIAM DOC
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