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rO HUONc oAN srloqNc rnu6c
* fnudc ndy chi dilng theo eton thu6c

Amlodipin 5 mg

DO xa tdm tay trd em

Dgc k! hrdng ddn sft dqtng trrdc khi dilng
rtN rgu6c: Amtodipin 5 mg

THANH PHAN:

Thinh phAn ho4t cndt: Vt6i vi6n n6n Amlodipin 5 mg chria:

Amlodipin (dudi d4ng amlodipin besilat) 5 mg

Thirnh phAn tf du-oc: Manitol, era-tab, avicel l02,magnesi stearat.

DANG BAO CHE: Vi6n n6n mdu trhng, hinh elip, mQt m4t c6 mQt vach ngang, c4nh ve thanh

vi6n ldnh l4n

cni oryn:
Di6u tri tdng huy6t 6p

Di6u tri dau thlt ngyc 6n clinh

Di6u tr! dau th6t nggc kitiu Prinzmetal

LIEU DUNG VA CACH NUNC:

Ngwdi ldrn:

Tdng huy6t 6p vit dau thit ngyc, li6u khcri dAu th6ng thucrng ld 5 mg/lanlngity, c6 th6 tang l6n

d6n HEu tOi cla li l0 mg/l6n/ngdy tuy theo d6p rlmg cira m6l Uenfr nhan.

Kh6ng cdn phii diOu chinh li6u amlodipin trong trucmg hgp dung k6t hgrp vu cic thu6c lqi tieu

thiazid,c6c thuOc ric ch6 beta hay cric thu6c ric chti men chuy6n angiotensin.

Sfir dEtng 0 trd em:

Tri 6 - t7 tu6i diAu fi cao huydt dp: 2,5 - 5mg/lar/ngdy. Li6u vugt qu6 5 mg m5i ngdy chua

<lugc nghiCn ciru 6 benh nhan dO tu6i nay (xem mpc "DQc tinh duqc l+ec hpc" vd mltc "Ddc tinh

duqc dQng hQc").

Trd dwdi 6 tuiii: Chua c6 d[ liQu nghiOn cr?u

Sft dyng 0 ngtdi cao ndi:

Amlodipin dugc dung n4p t6t nhu nhau o ci bpnh nhdn cao tu6i vd tr6 tu6i khi mi sri dgng thu6c

vdi [Au lugng nhu nhau d ngudi cao tu6i vd tr6 tu6i. NCn c6 thii dtng ph6c AO nAu th6ng thudng

l.
cho nguol cao tuol.

Sir dqtng 0 bQnh nhhn b! suy chfic ndng gan:

Li6u dung khuytin c6o khdng dugc thiiit lpp o nhiing benh nh6n suy gan nhe dtin trung binh;

Dugc dQng hqc ctra amlodipin chua clugc nghiOn cuu d benh nh6n suy gan nAng. Amlodipin n6n
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duqc b8t dAu voi mric li6u th6p nh6t vd n6n thfn trgng sri dpng thu6c khi bat dAu di6u tri vd khi

tdng li6u o nhirng bCnh nhan bi suy gan n{ng.

S{r dqrng fiAn bQnh nhdn b! suy thQn:

Sg thay d6i ndng dQ amlodipin trong huy6t tuong kh6ng tucrng quan voi mric dQ suy thfln. M4c

du khuytin ciio c6 th6 sir dpng amlodipin voi li6u binh thudng cho nhimg bQnh nhdn ndy.

Amlodipin kh6ng b! loai kh6i huytit tuong bang thAm t6ch.

Lnu !,: Khhng cd y1u cdu drtc biQt vi xir lj, thudc sau khi sft dyng

cHoNG Cni UlNn:
Ch6ng chi dinh trong nhirng truong hqp sau:

- Benh nhdn c6 ti6n su qu6 m6n cim v6i c6c dihydropyridin, amlodipin, hoac b5t k! thdnh

phAn ndo cria thu6c ndy.

- Benh nhdn tut huytit 6p n{ng, s5c tim

- Benh nhAn bi tdc ngh6n ddng chiy ttr tdm thdt trdi (nhu hgp dQng m4ch chri).

- Benh nhAn suy tim huyiSt cl6ng kh6ng 6n dfnh sau nh6i mdu co tim c6p.

CAXTT NAO v.q. THAN TRoNG KHI SII DUNG THU6C:

Can tnan trgng khi k0 thu6c cho nguoi bi r6i lo4n dung n4p mQt s6 lo4i duong do san phAm c6

chria manitol.

SU an toiur vir hiQu qui cta amlodipin trong ccrn t[ng huyi5t 6p ld chua duqc thi6t lfp

Sfr dqtng 0 bgnh nhin suy tim:

Trong mQt nghi0n cuu dii h4n c6 ki6m chung bing gi6 duqc (nghi6n cr?u PRAISE - 2) sri dgng

amlodipin tr6n nhirng bQnh nhdn bi suy tim kh6ng do ngu6n g6c thitiu m6u, dQ III vd IV theo

phdn loai cria NYHA (HiQp hQi tim m4ch New York - IUy), amlodipin tlugc b6o c6o li c6 liOn

quan t6i sg gia tdng tf lQ phu phOi. fuy nhi6n kh6ng c6 sg kh6c biet <lang ke ve tg lq benh nhan

bf suy tim trAm trgng l€n o nh6m amlodipin so voi nh6m gid dugc (xem phdn "Ddc tinh duqc

lryc hgc").

Sft dyng 0 bQnh nhAn suy gidm ch*c ndng gan:

Cfing gi6ng nhu t6t cit cic thu6c chgn kOnh calci khiic, thdi gian b6n th6i cira amlodipin bi k6o

dai d benh nhdn bi suy gi6m chric ndng gan vd li6u khuytin c6o cho c6c bpnh nh6n ndy v6n chua

<lugc thitit l{p. Do d6 amlodipin cdn ph6i tluqc sri dgng th4n trgng d benh nh6n ndy.

NguN cao tudi:

Can tnan trgng khi tdng liAu o nguoi cao tu6i (Xem mltc "liiu dilng", ffiuc "dttqc ilQng hpc")

BQnh nhAn suy thQn:

C6 thC sri dgng amlodipin v6i HAu binh thucvng cho nhfing benh nhan niy. Sp thay d6i n6ng dQ

amlodipin trong huy6t tuong kh6ng li6n quan <llin mfc <tQ suy th6n. Amlodipin kh6ng bi loai

khoi huytit tuong bEng thdm t6ch.
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rAc ogNc cu.q. rnu6c of,N ruA NANc lAr xrc vA v+N HANH vtAy vr6c:
Amlodipin c6 th6 c6 anh hucmg nh6 ho4c vila phii it6n kh6 ndng kli xe vd van hnnh m6y m6c. O

nhirng benh nhan bf ch6ng m{t, nhric dAu, mQt moi hoflc budn ndn c6 th6 gdy anh hucrng khi l6i

xe vd vdn hanh m6y m6c. Can tnan trgng str dpng thu6c cho nguoi l6i xe vd vfn hanh m6y m6c

vio thdi gian dAu

sr} uqxc cHo PHU NrI MANG THAr:

E0 an toin cira amlodipin cr ngudi mang thai chua duo. c thi6t l6p. Amlodipin kh6ng gdy dQc

trong c6c nghiCn cr?u tr6n hQ sinh s6n cira dQng v{t, ngoai tru viQc ldm chQm qu6 trinh chuyiSn d4

vd k6o dAi thoi gian d6 o chuQt v6i mQt li6u cao g6p 50 lAn [0u khuytin c6o sri dgng tdi tla o

ngudi. Do d6 chi n6n sri dpng amlodipin trong thdi k) mang thai khi kh6ng c6 biQn ph6p thay

thti nio an todn hcrn vd khi ben than bQnh chria tlpg s1r rui ro l6n hryn cho bd m9 vi phdi thai.

SII DUNG CHO PHU NTI CHO CON BU:

Chua c6 tdi lieu nghiOn criu niro khAng dlnh amlodipin c6 bdi tii5t vdo sta mg hay kh6ng. C6n cir

vdo loi ich cta vi6c cho con bri sira mg vd lgi ich cria liQu phrlp rli6u tri amlodipin cho nguoi me./
dO quy6t dinh viQc sri dsng amlodipin. N (
TUor{G TAc, TrIOr{c Ky cuA THUdc: \\
Amlodipin d6 dugc chimg minh ld su dgng an todn voi cdcthudc lqi ti6u thiazid,ric\ch6 thU th6

alpha, ric chti thp th€ beta, cdc thu6c fc chi5 men chuy6n angiotensin, cdc nitrat t6c dgng k6o dii,

nitroglycerin ng4m ducyi lu0i, cric thu5c ch6ng vi6m phi steroid, c6c kh6ng sinh vd c6c thui5c

u6ng h4 dunng huy6t.

C6c dfi liQu tr6n in vitro tir c6c nghiOn ciru tr6n huyiit tuong nguoi dd cho th6y reng amlodipin

kh6ng g6y 6nh huong it6n sg gan t6t vdo protein huytit tucrng cria c6c thu6c nghiOn cr?u

(digoxin, phenytoin, warfarin hay indomethacin)

Trong ntrirng nghiOn cr?u duoi d6y, kh6ng c6 nhirng thay d6i dring ke ve dugc dQng hgc ctia

amlodipin hay cdcthudc kh6c trong nghiOn criu khi dung ktit hqrp.

Cric nghiAn cftu ttfic bifi: Anh hr6ng cfia cric thuiic khric tln amlodipin:

Thudc ftc chd CYP3A4: Sri dgng amlodipin <l6ng thcri vli citc thu6c ric ch6 CYP3A4 m4nh ho4c

trung binh (c6c ch6t r?c ch6 protease, thu6c ch6ng n6m nh6m azol, kh6ng sinh nh6m macrolide

nhu erythromycin ho{c clarithromycin, verapamil ho4c diltiazem) c6 th6 lem tdng d6ng kO sU

xu6t hign amlodipin d6n Aen nguy co ha huytit 6p tdng l6n. Sy bi6n dOi l6m sang ctncdcthay d6i

dugc dQng hgc ndy c6 th6 dugc th6y 16 hon o nguoi cao tu6i. Do d6 c6 th6 ph6i theo d6i lam

sing vd diAu chinh li6u.

Clarithromycin ld ch6t ric cfr6 Cyp:e4. Di6u d6 hm t6ng nguy co hq huyiit 6p o nhiing bgnh

nhdn dung clarithromycin ctng voi amlodipin. Cdn theo d6i ch{t chE benh nhan khi dung il6ng

thoi voi amlodipin voi clarithromycin.

I
t
/

\
\

\
(J

\\,,

t,:

.s'v

J

https://vnras.com/drug



Thudc cdm ftng CYP3A4:

Kh6ng c6 dir lieu vO anh huong cta thu6c g6y cim tmg CYP3A4 lOn amlodipin. Vi€c st dgng

tl6ng thoi thu6c gdy cim rmg CYP3A4 (vi dp: rifampicin, hypericum perforatum) c6 th6 hm

gi6m n6ng dQ amlodipin trong huytlt tuong. Amlodipin n6n dugc st dgng thQn trgng ctng voi

thu6c gdy cim ung CYP3A4.

Dantrolene (truyin): O dQng v{t, rung th6t vd trgy tim m4ch th6y c6 li6n quan den t6ng kali

huy6t sau khi dtng verapamil vi dantrolene ti6m tinh m4ch. Do nguy co tdng kali huytit, n6n

khuytin c6o rdng tr6nh dtng tl6ng th<ri c6c thui5c chgn k6nh calci nhu amlodipin d benh nhan d6

bf tang than nhiQt 6c tinh vd trong diOu tri tdng thdn nhiQt Ac tinh.

Cimetidin: Dung d6ng thcri amlodipin vd cimetidin kh6ng ldm thay dOi duqc dQng hgc cira

amlodipin.

Nwdc ip brhi chilm: Kh6ng nOn sri dpng amlodipin d6ng thoi v6i bucvi chtrm ho{c nu6c 6p

buoi chtm vi sinh kh6 dgng c6 th6 tdng l6n o mQt sO Uenn nhan d6rr diin tlng trlc dung ha huytit

try.

SildenaJil: Sir dpng liOu duy nfr6t tOO mg sildenafil b cdc ddi tuqng b! t6ng huytit rlp v6 c6n

kh6ng lam enh huong <ttin c6c th6ng s5 duo. c <tQng hgc cta amlodipin. Khi sir dgng phOi hqtp

amlodipin vd sildenafil m5i thu6c tt6u c6 ri6ng t6c dung ha iip cta chfng. \a
ruudf nhbm/mudi magiA @dc thudc khdng acid): \
Sri dgng d6ng thoi c6c thu5c khang acid ld mu6i nh6m vd mu6i magi6 voi mQt li6u duy nh6t ctra

amlodipin khdng gdy 6nh huong dring kO l6n dugc tlQng hgc cria amlodipin.

Crtc nghi1n cftu itfic biQt: Anh hrhng crta amlodipin toi cric thudc khric:

Thuilc hq huydtrip; Amlodipin t6ng tric dgng ha huytlt 6p ctra c6c thu5c h4 huy6t 6p kh6c

Simvastatin Dung cl6ng thoi da li6u 10 mg amlodipin v6i 80 mg simvastatin ki5t qud ldm tang

77% ndngdQ simvastatin so v6i chi dtrng don 16 simvastatin. Gi6i hpn liOu simvastatin 6 benh

nhdn dtng amlodipin ld 20mg m6i ngiy.

Atorvastatin Dung d6ng thoi da liOu l0 mg amlodipin v6i 80 mg atorvastatin kh6ng lim thay

AOi aang ki3 c6c th6ng s6 dugc ttQng hgc cta atorvastatin o tr4ng th6i n6ng <10 hlng dinh trong

huyiSt tucrng.

Digoxin: Sri dgng <16ng thoi amlodipin vcri digoxin kh6ng ldm thay AOi nOng <tQ digoxin trong

huy6t tuong ho4c <10 thanh thdi qua thfln cta digoxin o nhirng ngu<ri tinh nguyQn binh thuong.

Ethanol (rwgu): Su dgng <Ion li6u hay da li6u 10 mg amlodipin kh6ng gdy anh hucrng ttang kC

l6n dugc dQng hgc ctra ethanol.

Indomethacin: Circ dt liQu trOn in vitro til c6c nghiOn cr?u tr0n huyi5t tuong nguoi d5 cho th6y

rang amlodipin khdng gdy nnh hucrng <llin sg gan ti5t vdo protein huy6t fiong indomethacin
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Phenytoin: Amlodipin kh6ng g6y 6nh hucrng dtin su gin t6t vdo protein huytit tuong cria
phenytoin

ll/arfarin: Dtng d6ng thoi amlodipin vdi warfarin kh6ng ldm thay Aoi ttroi gian ric chti
prothrombin cia warfarin.

Cyclosporin: CLc nghi0n cr?u vd duqc dQng hoc voi cyclosporin dd cho th6y rang amlodipin
khdng ldm thay aOi armg k0 duqc <lQng hgc cria cyclosporin. Chua c6 tucrng t6c niro duo. c biio
b6o gifra amlodipin vd clyclosporin tr6n ngucri tinh nguydn khoe manh vd nhirng b6nh nh6n kh6c

trir bQnh nhdn c6y gh6p than.

Tauolimus.'C6 nguy co tdng n6ng dQ tacrolimus khi ph6i hgp v6i amlodipin. E6 tlinh doc tinh
cria tacrolimus, dtrng amlodipin e benh nhAn dung tecrolimus cAn theo d6i n6ng d6 tacrolimus

trong miiu vd <Ii6u chinh li6u tacrolimus cho thich hgp.

cric twong tdc gifra thuiic vti,i cric xdt nghiQm sinh hda: chua duqc biist.

rAc nqNG KHONG MoNG MUoN (ADR):

Phan ung phq thucmg gap nh6t cira amlodipin ld bu6n ngt, ch6ng mdt, dau dAu, drlnh tr6ng nggc,

<16 bung mdt, dau bung, bu6n n6n, smg m6t cdchdn,pht n6 vd mQt moi.

TAn su6t xtty rac6c phan ung phu dugc phdn loai nhu sau:

R6t thucrng gap (ADR > 1/10)

Thuong gap (Ul0 > ADR > 1/100)

it e?p (1/l00> ADR > I / 1000)

Hitim g{p (1 / 1000> ADR Z I / 10000)

n6t ni6m g?p (ADR <1 / 10000)

Kh6ng x6c dlnh tdn su6t

'r.

\

Phffn lo4i theo hQ ctr quan TAn suAt gip Tdc dgng kh6ng mong mu6n

R6i lo?n miiu vi he b4ch
-!
huyet

RAt hi6m g4p Giam b4ch cAu, giAm luqng ti6u cAu

C6c r6i lo4n hQ mi6n dich R6t hi6m gap Phan ung ditmg

C6c r6i lo4n nQi ti6t Kh6ng x6c tlinh

t6n su6t

HQi chimg ti6t hormon ch6ng bii nieu

kh6ng thich hgp

C6c r6i lo4n chuy6n h6a vi
dinh du0ng

Rat hiem gap Tdng glucose huy6t

C6c r6i lo4n tdm th6n It gap Rdi loan gi6c ngri, thay <t6i tdm tr4ng (bao

g6m ci lo ldng), trAm c6m

Hi6m gap Lri l6n

Cdc r6i loan he then kinh

trung uong

Thucrng g?p Bu6n ngri, ch6ng mdt, dau dAu (ttac biet h
vdo hic bit dAu tti6u tri)

It g4p Run, r6i lo4n v! gi6c, ngilt, git.rii, cim gi6c,

5
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di cdm

RAt hi6m gap Tdng trucrng lgc co,

ngo4i bi6n

chimg kinh

Kh6ng xtic dlnh

tdn su6t

lo4n ngo4i th6p

C6c r6i loan v6ffi Thucrng g4p lo4n thf gi6c (bao c6 chimg nhin
d6i)

Crlc rdi lo4n tai vd tai trong It gap tai

C6c r6i lo4n vO tim Thuong kh4p Danh tr6ng nguc

It gap Chtmg loan nhlp tim (bao g6m nhip tim

chflm, nhfp nhanh th6t vd rung nhi)

Hi6m g4p Nh6i mriu co tim

C6c r6i lo4n v6 m4ch Thuong gpp D6 btmg mdt

It gip Huy6t 6p th6p

RAt hi6m g4p Vi6m mach

C6c r6i loan hQ h6 hdp, nggc

vd trung th6t

Thuong gpp Kh6 thd

It gip Ho, vi6m mfii

Cric r6i lo4n tiOu h6a Thucrng g4p Dau bpng, bu6n ndn, kh6 ti6u, r6i lo4n ti6u

hod (bao g6m ia chdy, trio b6n)

It gip N6n, kh6 miQng

Rat hiCm gap Vi6m tgy, vi6m da diry, tdng san lqi

C6c r6i lo4n gan - mft RAt hi6m g4p Vi6m gan, vdng da, men gan tdng'

C5c r6i lo4n tr6n da vd md

dudi da

It gap Rung t6c, ban xuAt huytlt, bi6n mdu da, tlng

ti6t m6 h6i, ngria, ph6t ban, ngo4i ban, n6i

mdy day

RAt hi6m g4p Pht m4ch, h6ng ban da d4ng, vi6m da tr6c

ytty, hQi chimg Stevens-Johnson, phir

Quincke, tdng nh4y cdm voi anh sang

TAn xudt kh6ng

x6c dinh

HQi chung ho4i tu bi6u m6 nhi6m <tQc

C6c r6i lo4n co xuong vd m6
, i.

llen Ket

Thuong g4p Srmg m6t cichdn, chuQt rut

It gap Dau khdp, dau co, dau hmg

Cric r6i lo4n th4n tiet nieu It gip R6i loan ti6u tiQn, ti6u dOm, ti6u tiQn nhi6u

hn

C6c r6i lo4n hQ sinh sin vd vri It gap chimg vri to d nam gicri

'2
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Cric r6i loan chung vd t4i noi

dreu trr

Rdt thucrng g4p Pht

Thuong gAp MQt m6i, suy nhugc

It s4p Dau ngyc, dau, kh6 chiu

Cqn mm sang It sap T[ng c6n, gi6m cdm

*Thulng kdm theo voi trudng hgp f mft

Ghi chtfr: Thfing brio cho btic sj hofic dwqc sj nhfrng ttic dqtng khilng mong mudn gqp phrti

khi sit dEtng thu6c.

QUA Lmu vA cAcH xtl rni:
Qui [6u: Ctic dir liQu c6 gqr y rAng vi0c qu6li6u voi sO luqng l6rn c6 th6 gdy gi6n m4ch ngo4i vi

vi c6 th6 kdm theo nhlp tim nhanh. DE c6 b6o c6o vC sy tut manh huyi5t rip c6 thC k6o ddi vd bao
XIgom soc co tu vong.

Xri tri: SU h6p thu amlodipin gidm dang kC khi chi dinh than ho4t ngay lfc tl6 ho{c cho d€'n2

gid sau khi u6ng amlodipin l0 mg cr nhimg nguni tinh nguyQn khoe manh. Trong vdi truong hgrp

c6 th6 can A6n rua d4 ddy. Voi c6c trudmg hgrp tqt huy6t 6p nang do amlodipin, cAn phii c6 cric

biQn phrip h6 trq tim mach tich cpc bao giim viQc theo ddi thuong xuyOn c6c chric nlng vO tim

m4ch vd h6 h6p, k0 cao tay chdn vd chri f iltin thd tich tudn hoan vd luqng nu6c titiu. C6 thti sri

dgng mQt thu6c co m4ch dO phgc h6i truong luc m4ch m6u vd huy6t 6p, mi6n h bQnh nhdn

kh6ng c6 ch6ng chi dinh sri dgng thudc d6. C6 th6 tiOm tinh m4ch calcium gluconat Oe Aao

nguo. c lpi t6c dgng chgn kOnh calci. Do amlodipin gin t6t nnieu voi protein huytit tuong n6n

thAm phdn kh6ng mang lai ktit qu6 trong truong hgp ndy.

DAC TiNH DUqC LUC HQC:

Nht6m dugc lf: Thu6c chgn kOnh Calci

Mi ATC: C08CA01

Amlodipin ld mQt thu6c chgn dong ion calci (thu6c chgn k6nh ch{m hay ch6t Otii van ion calci)vd ric ch6 ddng ion calci qua mang t6 bdo vdo trong c6c t6 bao co tim vd co tron m4ch miiu.Co chti hp huytit rip cria amlodipin ld do tric dgng gi6n tr.uc tii5p co tron mpch mriu. Co ch6 chfnhxiic cta amlodipin ldm ginm dau th6t nggc v6n chua dugc x6c drnh diy dri, nhrmg amlodipin ldmgi6m grffi nang thitiu mriu t6ng cQng do hai tric dprg sau:
l. Amlodipin ldm gi6n cric tiiiu tlQng m4ch ngopi vi vd do d6 lam gidm sric can ngoa vi t6ngcQng d6i vdi tim (giam hfu grinh). Do nhip tim kh6ng thay <16i, n6n su gi6m grinh ning niy chotim ldm gi6m ti6u thg ndng luq,ng vd nhu cAu oxy cria co tim.2. Co ch€ t6c dprrg cria amlodipin cfing c6 thri bao g6m viQc gifln ciic dQng mpch vanh chfnh vdcdc tii3u dQng m4ch vdnh, c6 d vung thi6u m6u vd vtng binh thuong. Sg gidn m4ch ndy ldmtdng vipc cung c6p oxy cho co tim d rhirng benh nh6n bi co th6t dQng mpch vanh (dau th6t

gla

nggc bi6n thi6n) vd ldm gihm c6c
ngucpnnzmetal hay dau th6t
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A cdc benh nhan tdng huytit 6p, li6u mQt l6n hang ngdy ldm gi6m ttring kC huytlt 6p tr6n l6m sang

c6 d tu thti nim vd tlimg trong su6t 24h. Do <Iac tinh khoi dAu tric dUng ch{m, n6n amlodipin

triffi duoc sg tgt huytit 6p c6'p khi sri dUng.

O benh nhan bi tlau th6t nggc dtng mQt l6n hing ngiy amlodipin ldm tdng thoi gian ging sric

t6ng cQng, t6ng thcri gian khoi dAu ccrn dau thit ngpc vd ting thcri gian <1o4n ST ch6nh xu6ng I
" ,lmm,lim gi6m cA tdn su6t con dau thdt nggc vi s6 vi6n nitroglycerin phii sri dpng.

Amlodipin kh6ng li6n quan toi b6t k! tric dpng b6t loi ndo tr6n chuyi5n h6a hay nhiing thay d6i

vC npia m6u vd c6 th6 sir dgng dugc o c6c bQnh nhan bi hen, d6i duong vd bi bQnh gout.

Sft dqrng 6 cdc bQnh nhAn b! bgnh tlQng mgch vdnh (CAD):

HiQu qu6 cira amlodipin trong vi6c ngdn ngira c6c bi6n c6 tr6n l6m sdng o nhirng benh nhan bi

bQnh m4ch vdnh (CAD) dd duqc drinh gi6 trong mQt thri nghiQm dQc lfp, da trung tAm, ng6u

nhi6n, mir d6i, c6 ki6m chimg bing gi6 dugc v6i 1.997 bQnh nhdn. Nghi6n cftu so s6nh gita

amlodipin vd enalapril trong vi6c hqn ch6 c6c bi6n c6 do huyi5t kh6i (CAMELOT). Trong s5 c6c

bQnh nhdn niry, 663 benh nhin duo. c di,iu tri b6ng amlodipin 5 - l0 mg vd 655 benh nhdn dung

gi6 dugc, ngodi ra bQnh nhdn sE dugc dtng thu6c statin, thudc chen beta, thu6c lqi ti6u vd aspirin

theo ph6c d6 chu6n ftong2 n6m. Nhirng k6t qud chinh vC triCu qui duoc trinh biy trong bing 1.

C6c ki5t qu6 cho th6y viQc ili6u tri amlodipin c6 li6n quan d6n sg gi6m c6c trucrng hqrp phii nhQp

vi6n do ccyn dau th6t nggc vir cdc qu5 trinh t6i t4o m4ch o bQnh nhdn bi bQnh m4ch vdnh (CAD).

Bimg t: Tj,t€ cdc kiit qua l6m sdng cd !,nghia trong th* nghiQm CAMELOT

CAMELOT

C6c ktit qu6 l6m sang

N (%)

Amlodipin

(N:663)

Gi6 dugc

(N:655)

Giam nguy co

(gi6 trf p)

Di6m ktit t6 hqp (*) 110

(16,6)

151

(23,1)

3t%

(0,003)

Nhflp vien do c<vn dau

thit ngwc

51

(7,7)

84

(12,8)

42%

(0,002)

T6i t4o mach vdnh 78

(1 1,8)

103

(t5,7)

27%

(0,033)

*1/ Dugc rlinh nghia trong nghidn cuu CAMELOT lir tir vong do bpnh tim m4ch, nhdi m6u co

tim kh6ng gdy tu vong, ngdn ngtra tim mAch t6i phat, t6i t4o m4ch vhnh, nhap viQn do con dau

thit nggc, nhap viQn do suy tim xung huy6t, dQt quy gdy tri vong ho{c dQt quy khdng tir vong

hoflc thi6u mdu cgc bQ tho6ng qua. B6t k] chan do6n c6 bQnh m4ch m6u ngo4i vi trOn <tOi tuqng

:!
-lAFI
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trudc ddy chua dugc chAn do6n ld c6 benh mach miiu ngoai vi ho{c U6t ty mQt sg didu tri ndo

aOi vOi bQnh m4ch m6u ngoai vi.

2lDi€m td hqp kdt qu6 v6 tim m4ch ld ktit qui ban dAu vA di6m k6t hiQu qud trong nghiCn ciru

CAMELOT

Thfr nghiQm itiiu tr! phbng ngira itau tim (Treatment to Prevent Heart Attock Trial -
ALLHAT):

MQt nghiCn cuu mir d6i, ngSu nhi6n vO tj, lQ mac bOnh - ti lq tir vong dugc goi le Thri nghiQm

phong ngtra dau tim bing c6ch ch6ng tdng huy6t rip vd ha lipid (ALLHAT) dd tluo. c thgc hiQn

nhim so siinh c6c liQu ph6p sri dqng thu6c moi hcrn: Amlodipin 2,5 - l0 mglngity (thu6c chgn

k6nh canxi) hoac lisinopril 10 - 40 mg/ngdy (thudc ric chtl men chuy6n) dugc dung nhu liQu

ph6p dAu tay cung v6i thu6c lqi ti€u thiazid, chlorthalidon 12,5 * 25 mglngdy tr6n benh nhan

tdng huyiSt 6p vira vh nhe.

T6ng cQng 33.357 bQnh nhdn cao huy6t 6p tu6i tu 55 trd l6n dugc chgn ngiu nhi6n vd theo ddi

trung binh trong 4,9 ndm. Nhirng bQnh nhdn c6 it nh6t th6m I y6u t6 nguy co bQnh m4ch vdnh,
. : . i.
bao g6m nhdi mau co tim ho4c dQt quy > 6 th6ng hoac d6 dugc ghi nhdn ld co cdc bqnh tim

mach li6n quan d6n vira xo dQng m4ch (t6ng cQng ld,5l,5yo), ti6u duong t!,p 2, HDL - C < 35

mg/dl (11,60/0), phi dai thdttai dugc chAn do6n boi diQn tdm dO hoec chup vang siOu dm tim

(20,9o/o), hiQn t4i <lang hrit thu6c lA (21,9%).

Ktit qui ban dAu la tO hqp cira bQnh m4ch vdnh (CHD) gdy tir vong holc nh6i m6u co tim kh6ng

gAy tu vong. Khdng c6 su kh6c bigt c6 f nghia trong k6t qui ban dAu gifra nh6m <ti6u tri

amlodipin vd nh6m di6u trf chlorthalidon: RR 0,98 95yo CI [0,90 - 1,07] p = 0,65. Ngodi ra,

kh6ng co sU kh6c biQt v0 tu vong do moi nguy6n nhdn giira nhom diOu tri amlodipin vir

di6u tri chlorthalidon: RR 0,96 95yo CI [0,89 - 1,02) p : 0,20

Sfr dqrng 0 bgnh nhdn suy tim:

C6c nghi$n cr?u v6 du-o. c lgc hgc vir c6c thri nghiQm tr6n lAm sdng c6 ki6m chimg, dga tr6n ho4t

itQng gang sfc o c6c bQnh nhan bi suy tim tt dq II ilen d0 IV theo phdn loai cira NYHA (Higp

hQi tim m4ch New York) dd cho th6y rdng amlodipin kh6ng gdy citc thucrng t6n tr6n l6m slurg,

dugc do bdi kha nlng dung npp cdc ho4t dQng ging sric, phdn xu6t t6ng m6u cria th6t tr6i vd c6c

triQu chimg l6m sdng.

Mqt nghi6n cuu c6 ki6m chimg bang gi6 dugc (nghi6n cr?u PRAISE) iluqc thi6t k6 nhim <I6nh

giir cttc benh nhfln suy tim tt dg III dOn dg IV theo phdn lo4i cira NYHA, dang dugc di6u tri

blng digoxin, lgi ti6u, vd fc ch6 men chuy6n, dd cho th5ry ring amlodipin kh6ng ldm t6ng nguy

co tri vong hay tf le kiit hqp tir vong vd benh tat o c6c bQnh nhdn suy tim.

Trong mQt nghi$n cuu ddi h4n c6 ki6m chtmg bing gii dugc titip theo (nghi6n cuu PRAISE -2)
su dgng amlodipin trOn c6c benh nhdn bi suy tim tir d0 III vd IV theo phdn lo4i cira NYHA, c6c
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bQnh nhdn ndy kh6ng c6 c6c triQu chrlmg l6m sdng hay c6 c6c ktft qui x6t nghiQm kh6ch quan ggr

y c6 bQnh thi6u m6u di kdm vd dang dung c6c li6u c5 dinh cria c6c thu6c ric chti men chuy6n, tro

tim digitalis vd lgi tii5u, k6t qu6 <16 cho th6y ring amlodipin khdng c6 6nh huong l6n tj, le tir

vong t6ng cdng hay ti le tt vong do cric bQnh tim mach. Vdi ctng nh6m il6i tuqng nghiCn cuu

niy, amlodipin duo. c brio c6o c6 li6n quan tdi sg tdng l6n ciic trudng hqp pht phOi mac du ngudi

ta kh6ng th6y c6 sg khric biQt d6ng ke vC tj' lQ c6c bQnh nhdn bi suy tim trAm trgng l6n gifra

nh6m dtng amlodipin vd nh6m bOnh nhdn dung gi6 dugc

Sfr dEtng 0 bQnh nhhn nhi (6 - 17 tubi):

HiQu luc cira amlodipin tr6n nhirng bqnh nhi cao huy6t 6p til 6 d,5n 17 tu6i duo. c chfmg minh

trong 8 tuAn o mQt trudng hqp mi d6i vd thir nghiQm dugc ki6m chimg boi gi6 dugc dugc l6ry ra

ngSu nhi6n trong268 bQnh nhi bi cao huytit ap. Tdt cd cic benh nhi dugc chi <linh dAu tay ng6u

nhi0n 2,5 mghodc 5 mg trong 4 tudn vd sau d6 ti6p tr,rc dugc chi dinh ng6u nhi6n 2,5 mgho4c 5

mg amlodipin ho{c gi6 dugc 4 tuAn titip theo. So v6i ranh gi6i, k6t qu6 gi6m huyi5t 6p tdm thu vd

huy6t iry tdm truong khi di6u tri mQt lAn mQt ngdy vdi amlodipin 5 mg c6 f nghia th6ng kC. O

truong hqp di6u chinh b[ng gi6 dugc, huytlt rip tdm thu tu thti ng6i giAm trung binh ld 5,0 mmHg

v6i amlodipin li6u 5 mg vd 3,3 mmH

th6y nhirng b6nh nhdn nhi nh6 hcrn (6

nhAn nhi lon hcrrr (la cl6n 17 tu6i).

DAC TINH DTIqC DQNG HQC:

g voi li6u amlodipin 2,5 mg. Nghi6n cuu tir c6c nh6m

di5n 13 tu6i) c6 nhimg ktit qu6 kh6 quan hon 6 benh

Hdp thu: Sau khi u5ng c6c liOu <1i0u tri, amlodipin dugc h6p thu tOt vOi n6ng dQ dinh trong

huyrit tu<rng d4t dugc khoang 6 dtin 12 gitr sau khi u6ng. Sinh kha dgng tuyQt di5i tlugc u6c

lugmg vdo khoang 64 - 8O%. N6ng d9 dinh trong miiu d4t sau 6 -l2h dtng thu6c. Sp h6p thu

amlodipin kh6ng bi anh hucrng boi thfc 6n.

PhAn b6: Th|tich ph6n AO nZt fitkg,khoang 97,5o amlodipin trong tuAn hoan gAn v6i protein

huytit tucrng.

Chay\n hdo: Amlodipin dugc chuyi5n h6a phdn lon t4i gan thanh c6c ch6t chuytin h6a kh6ng c6

ho4t tinh v6i l0% ho4t ch6t g6c.

Thfii trir: Thoi gian b5n thdi trong huy6t tucrng ctra amlodipin nlm trong khoturg ttr 35 d6n 50

gio vdr phi hgrp v6i liOu dtng thu6c t lan hang ngity. 60% ch6t chuy6n h6a ilugc ddo th6i qua

nuoc ti6u.

Sft dyng 0 trd em: Trong mQt nghiOn cuu 16m sang titip c4n thudrng xuyOn, 73 benh nhi tt 12

thang tu6i cho d6n nh6 hon ho{c bang 17 tu6i cO cao huy6t 6p, chia li6u amlodipin trung binh

m6i ngdy le 0,17 m/kg. Dq thanh thei d c6c bgnh nhan nhi ndy vdi th6 trgng trung binh 45 kg

Hn tuqt lil23,7liVgid vit lT,6liVgio OOi vOi nam vd nt. E0 thanh thii ndy cfing nim trong gi6i

h4n tucrng t.u nhu danh gi6 dugc c6ng b6 o ngucri lon ttr6 trgng 70 kgld24,8lit/gid.
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the tich phan b6 dugc u6c tinh trung binh h 1130 lit (25,11litlkg) d benh nhdn the trgng 45 kg.

HiQu luc duy tri huytit 6p tr6n 24 giit voi liAu dung c6ch quang dugc quan s6t th6y c6 r5t it sg

kh6c nhau trong dao dQng cgc tl4i vi cgc tiiiu. Khi so voi dugc dQng hqc & nguoi lon, c6c th6ng
A

s6 trong nghiCn cuu niy cho th6y li6u dtng mQt l6n m6i ngdy ld thich hqp.

Sft dqtng d nguoi cao tuili: Thdi gian d4t n6ng dO dinh trong huy6t tuong cira amlodipin ld

gi6ng nhau gita ngudi cao tu6i vd ngudi tr6 tu6i. Tuy nhi6n dO thanh th6i cira amlodipin c6

khuynh huong gi6m k6o theo sg gia tdng cira diQn tich dudi <ludng cong (AUC) vd thoi gian ban

thai d c6c bQnh nhdn cao tu6i. piQn tich dudi duong cong vA thdi gian b6n th6i cfing tlng 16n 0

cric bdnh nh6n b! suy tim sung huydt.

QUY cAcu D0NG c6l: vi 10 vi6n, hQp 3 vi, h6p l0 vi, h6p 50 vi.
gAO QUAN: Noi kh6 m6t, trffi rffi sang, nhiQt d0 duryi 300C.

TrEU CHUAN Ar nqNC: TCCS

HAN UUNC: 36 th6ng k6 tu ngdy sin xu6t.

Co s& ilrng kf: cONc TY Co PHAN DUQC PHAM TRTIONG THg
Dia chi: 93 Linh Lang - Phucrng C6ng Vi- Qufln Ba Dinh - Thdnh pnO Ua NEi

DiQn tho4i: 024.37 666912

Co s& sin xuAt: CHI NHANH CONG Ty Co rHAN DLIqc rHAM TRI/Ol{c THe
Dia chi: LO Ml - Dudng N3 - Khu C6ng nghiQp Hda Xrl - Xd LQc Hda - Thdnh ph6

Nam Dlnh - Tinh Nam Dinh

DiQn tho4i: 0228.367 07 33

TUQ.CUC TNUdNC
P.TRUdNG PHONG

Jgrrye*Jw.il,nt
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