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amlodipine

5 mg

SPK: 300110025623 Co sd dang ky:
Tiéu chuin: Nha san xust Cong ty TNHH Viatris Viét Nam

VIATRIS

Thanh phan hoat chit:
Amlodipine.............. Smg
Thudc nay la thude gi
Chéng dau thit nguc, chdng tang huyét ap, chat chen kénh calci.
Chi dinh diéu tri:
Diéu trj tang huyét ap.
biéu tri dau thét nguc
Liéu ding va cach dung:
-Céch dung: ding duong udng
-Liéu dung:
Dé diéu trj tang huyét ap va dau thit nguc, liéu phai phu hop cho timg nguoi
bénh. N6i chung, khoi dau véi lidu binh thuong 14 2,5 - 5 mg/lan/ngay. Liéu
c6 thé ting dan, cach nhau tir 7 - 14 ngay cho dén 10 mg/lan/ngay.
Trén bénh nhéan cao tudi, bénh nhan suy giam chirc ning gan: Nén dung licu
khoi dau thip hon (2,5 mg/lan/ngay).
Tré em > 6 tudi: Liéu thong thuong co hiéu qua 1a 2,5 - 5 mg/lan/ ngay.
Chua xac dinh dugc an toan va hiéu qua véi liéu vuot qua 5 mg/ngay.
Chong chi dinh:
Qué man véi dihydropyridin.

Tac dung khéng mong mudn



Toan than: phil ¢o chan, nhtc dau, chong mat, dé bimg mit va co cam giac

néng, mét mai, suy nhugc.

Tuan hoan: danh trong ngyc.

TKTW: chuot rut.

Tiéu hoa: budn ndn, dau bung, kho tiéu.

H6 hap: kho tho.

Twong tac thude

Céc thudc gy mé 1am ting tac dung chéng ting huyét 4p ctia amlodipin va

c6 thé 1am huyét ap giam manh hon.
Lithi: Khi dung cung v&i amlodipin, c6 thé gay doc than kinh, budn non, non, ia
chay.
Thudc chong viém khong steroid, dic biét 1a Indomethacin c6 thé lam giam tac
dung chong ting huyét ap cta amlodipin do trc ché tong hop prostaglandin
va/hodc gitt natri va dich.
Cac thudc lién két cao véi protein (nhu dan chit coumarin, hydantoin...) phai
dung than trong v6i amlodipin, vi amlodipin ciing lién két cao véi protein nén
ndng do cta cac thude noi trén & dang tu do (khong lién két), ¢ thé thay doi

trong huyét thanh.

Duwgc dong hoc:

Sinh kha dung ctia amlodipin khi udng khoang 60 - 80% va khong bi anh
huong boi thirc an. Nong do dinh trong huyét twong dat dugc sau khi uéng
liéu khuyén céo 6 - 12 gio. Nira doi trong huyét twong tir 30 - 40 gid. Nong
d6 6n dinh trong huyét twong dat duoc 7 - 8 ngay sau khi udng thuéc moi
ngay mot lan.

Thé tich phan bd xap xi 21 lit/kg thé trong va thudc lién két voi protein
huyét twong cao (trén 98%).

Do thanh thai trong huyét twong téi muc binh thudng vao khoang 7
ml/phit/kg thé trong do bai tiét chii yéu thong qua chuyén hoa trong gan.
Céc chét chuyén hoa mét hoat tinh va bai tiét qua nudce tiéu.

O ngudi suy gan, ntra doi ctia amlodipin ting, vi vay c6 thé can phai giam
lidu hodc kéo dai thoi gian gifta cac lidu dung.

Tai liéu tham khao:

T& huéng dan st dung thude

Dugc Thu Qudc Gia Viét Nam



Che d ligy gy vir', ™ € nghién cin trin huyét teomg
ngudi A1 chy ey M8 AMlodipin khing gay anh hrimg
dén sw ghn kdp ye o' huydy wrmg ciia che thude nghidn
cin (digoxin, pheny M Warfarin hay indomethacin).

R AMLOR®
CANH BAO DAC RIFT:
Thube nity chi diing theo dom thudbe.
A thm tay ré om.
Doc k§ hirdmg diin sit dyng trirde khi ding.
Thiing béo ngay cha hic 5§ hoe dirge s§ nhimg phin
{mp c6 hai piip phal kbl sit dyng thude.

Simvastatin
Ding nhidu Jidu 10 Mg amlodipin dn\n‘g thivi vai 80 mg
simvastatin lam 40€ 77% ty 1§ phai nhidm véi simvastotin
so v chi dang Simvastaiin. Véi bénh nhin ding
amlodipin, gici han lidu ciia simvastatin 14 20 mg/ngdy.
Nreve buecri chivm
Ding d;‘mg thiri 240 ml nurde busi chim véri mit lidu ubng
HANH PHAN CONG THUC duy nhit 10 mg amlodipin & 20 ngudi tinh nguyén khoé
L ke Wopt chit: Amtodipin besilat manh khang gay dnh huimg ding ké én durge dgng hoe
M vién nang cimg chira amlodipin besilat fuong duong - coa amlodipin. Nghién cini ndy I:Iu\ng_:hn phép kiém tra
vé1 § mg amlodipin. inh huéng cia dang da hinh di truyén cia CYPIA4, enzym
Thnh phin th duge: xem muc 6.1 Danh myc th duge.  chinh chiu tréch nhigm chuyén héa amlodipin; vl thé khdng
nén ding amlodipin cing véi budi chim hojc nuéc budi
3. DANG BAO CHE chim vi sinh kha dyng cé thé tang & mdt s bénh nhin din
\ién nang cimg

: . dén 1am 13ng tde dyng ha huydt 4p,
Nang s& 3 véri thin nang méu tring dyc, nip nang mau ving < L s cpng g
duc. c6 in ch AML 5 vé logo Pfizer mbu den, m""“g Diing déng thi 180 mg liéu hing ngdy cia dilliazem véi §
chim bt dong nhat miu tring dén hoi ving nhal. khong €6 0 510 dipin trén ngurdi cao tudi (69-87 tudi) bi ting huyét
chit tap nhiém nhin duge bang mat thitmg. 4p lam gng 57% 1y 18 phoi nhiém he théng véi amlodipin.

- s Dang dong thai véi erythromycin trén ngudn tinh nguyén
:— DAC ““!ih"t‘ SANG Khoe manh (18-43 tudi) khéng lam thay déi ding kg‘:y 1§
f:ln gl'-‘-u ?lc"ﬂ; :- u tri phai nhiém hé théng vai amlodipin (ting 22% di¢n tich
Dbt b b A ) : dudi duimg cong ciia dudmg bidu dién ndng dd thube trong
Dau that ngue do co thit mach (Pau thiit ngye Prinzmetal)

miu theo thai gian [AUC]). Mc dii lién quan lam sing cia
42 Liéu ding vi cich dung
Liéu duns

1. TEN THUOC
AMLORY

cic nghién ciry nity chua chile chiin, sy thay d6i duge dong
hoe €6 thé 52 rd rt hon @ bénh nhin cao wéi.

Céc chit Gc ché manh CYP3A4 (nhu ketocomazol,
itraconazol, ritonavir) ¢6 thé lim ting ndng 43 amlodipin
trong huyél tuomg Iém hon nhidu so véi diltiazem. Nén
than trong khi sir dung amlodipin ciing véi cde chit e ché

Newdi l6m . .
D1 v tang huyét dp va dau thit ngyc, liéu khoi diu thong
g amlodipin m3i ngay mdt lin, c6 thé ting

thuomg la X a 0 c
Jén dén liéu 101 da la 10 mg mdi ngay mot lin tiy theo dap  Cyp3A4,
img cua mdi bénh nhin Clarithroagicin

Clarithromycin 13 mgt chiit irc ché CYP3A4. Nguy co ha
huyét p tang & bénh nhin ding clarithromycin cling véi
amlodipin. Nén thco ddi bgnh nhin chjt ché khi sir dyng
déng thai amlodipin véi clarithromycin,

Cic chdt cam vmg CYPIA4

O bénh nhin bj ting huyét ap. amlodipin 43 dwge sir dyn,
démg thoi vai cic thude g tiéu thiazd, céc thuoe be ch
thy the a-adrenergic, cic thudc irc ché thy the }ndrv;nergm_
hodc cac thude e ché men chuyén dang angiotensin. Déi
von dau that ngue. amlodipin cé thé g‘lurxgi:duns uhc;ngcan
: 5 5 i 8 thit
Fhah:::nn:::: “ngléd‘notl“vzuc;:ﬂ?r::::h:nggd::c din":g!:’i: Hign khing cé dit Iiélu yé anh huéng :.;:n cic :_:nuh cim
A ¢ & beta thich hop. img CYP3A4 kin amlodipin. Sir dyng dong théi véi cic
'ﬂ;u:.::.:km?: I;\‘T::h:?:ucmnh Iuéumlmlgynn trong chat cdm img CYP3A4 (nhu rifampicin, Hypericum

huyél iip do thai ky 1d 0,85 sau khi sir d(tmg amlodipin &

lidu khiri du 14 § mg mot lin méi ngay, |i

u niy duge didu

chinh néu cdn (lidu ding trung binh hing ngdy vi licu diing
hiing ngay theo thé trong Idn lugt 14 6 mg vA 98,7 meg/kg).
Lidu diing hiing nghy udc tinh ciia amlodipin ma tré so sinh
nhin duge qua sita mg 14 4,17 meg/kg.

4.7 Anh hufmg 1én khil niing 141 xe vh viin hinh mdy méc
Amlodipin c6 thd giy anh hiimg nhe hofic vira tdi kha
nang 16i xe vi vin hinh miy moc. Néu bénh nhin ding
amlodipin bj chdng mit, nhirc ddu, mét mdi hode bubn
ndn, khd nang phin img ca hg cé thé bj suy gidm. Bénh
nhin cin duge canh bio thin trong, diic bigt tir lde bat ddu

didu trj,

4.8 Tée dyng khBng mong mubn

Amladipin duyc dung ngp (0L, & cdc nghién cir lim sing
6 di chimg gid duge trén cde bénh nhin ting huyét dp
hojc dau thit ngye, tdc dyng phy hay gip nhit 1A:

Phiin loal h§ co quan cin [ Tde dyng khing mong
MedDRA mubn

Rdi logn h¢ than kinh dau ddu, chéng m3!, ngii ga
Roi logn tim dénh trong ngyc

Roi logn mach mit dd bimg

R3i logn h¢ ticu hod dau byng, budn nén

Réi logn todn than v tinh | phi, mét méi

trang tai nai

sii dung thide

Trong cic nghién cinu 13m sang nay, khong thiy cé bit ky
si bit thuémg ¢6 ¥ nghia 1im sang ndo 1én cic két qua xét
nghiém sinh hod c6 lién quan dén amlodipin,

Cic tic dyng phy it gip h«nﬂ:l:i nhfin dugc sau khi thube

duge dua ra thj trudmg bao g

Phiin logi h§ co quan cia
MedDRA

Tdc dyng khing mong
mudn

Roi loan mdu va hach bach
huyét

gidm bach clu, gidm tidu cau

Roi loan chuyén hoa va ing dudmg huyét

dinh dheimg

Roi loan fdm than mit ngd, thay ddi tim tinh
Rdi logn hé than kinh ting tnrong lyc co, giam xic

gidc/dj cam, bénh kinh
ngogi bién, bt tinh, réi loan
vi gidc, run rly, rdi logn h¢
ngoai thip

R o SO bc Igi uéu thiazid, perforarum) 5 thé lim gidm ndng d¢ amlodipin trong
21‘1?.&1"3!‘5&‘.:5 ':rfelzze:‘n:;icm;‘: thube e ché thu  huyt tuomg. Nén MEYWEQE khi sir dung cing
, £ e o ) vén cac chit cim (mg g
the - adrencryic hay cic thudc irc ché men chuyen deng  FRlC R B B ) dubi diy, khong <6 sy thay d8i
angiotensin, dang ké vé duge dgng hoc ciia amlodipin hay cia céc thube
A khic trong nghién ciru khi ding két hep.
wbi va tré i 1 Cdc nghién cirn a‘wﬂ.— Anlt Incing cia cde thude khdc
1én amlodipin.
Cimetidin >
Dung ddng thari amlodipin va cimetidin khdng lam thay ddi
duge dgng hoc ciia amlodipin.

Benk nhdn cao tuoi y
Kha nang dung nap cua b{nh nhin cao tu .
nhy nhau khi su dung mic liéu amlodipin twamg v Céc
liéu thong thuomg duge khuyén cdo sir dung cho ngudi cao
1uii, va nén than trong khi ting liéu (xem muc 5.2 D3¢ tinh

“,’“ ai?‘ = Mudi nhm/Mudi magnesi (Tﬁm:r trung hoa acid da day)
Bénk hire ndng gan . 3 4 : : a.ad
ik ahdn suy giam chic ning g & lip 6 nhin suy SU dung dong théi cée thudc khing acid 13 muoi nhom va
Liéu dung khuyen cdo chua duge thiet 1gp & oe iy moy  mudi magnesi v6i mot lidu duy nhgl amlodipin khong gy
can misc 86 t nhe dén trung binh; do do, nén chon liéu mgt ey Y N ho
ek than trong va diéu tr) bat dau véi liéu thip nhat <6 hicu anh huong ding k& Ién duge dong hoc cua amlodipin.
Gus (xem cic myc 4.4 Canh bio vi thin trong diic bift  Sildenafil - :
khi sur dyng va 5.2 Djc tinb duge 8hng boc) Dic tinh - Si dung lidu duy nhilt 100 mg sildenafil & cdc ddi trgng bj
dugc dimg hoc cua amlodipin chua duge nghién ciu rong — ang huyét &p vé cin khéng 1am anh huémg dén cée théng
cac trsimg hop suy gan nfing. Nén bal diu ding amlodipin 5§ dugc dong hoe cia amlodipin. Khi sir dyng phéi hﬂ,
112 licu thisp nhit va ting chim & bénh nhin suy gan ning -mlodlp-: va :-ldtmﬁl- mdi thudc déu cé the dung ha huyét
Beénh nhdn suy thin " 4p mit cdch dge lip i
S thay don nbng 86 amlodipin trong huyét wong KNONE  Cdc nghién civn dé¢ bigt: Anh lncing ciia amlodipin 1én
lién quan dén misc 4§ suy thén; do d6, khuyén cho sir dung  cgc thube khdc
liéu dung thing thuomg. Amlodipin khong thé thim tich Atorvastatin P o g
dugc Ding déng thiri nhiéu lidu 10 mg amlodipin véi 80 mg
2 atorvastatin khong 1m thay ddi dang ké cac thong s6 duge
Tre em va thiéy nién tic 6 dén 17 méi bj tng huyél dp déng hoc cia ptorvastalin & trgng théi dn dinh trong huyét

Liéu kheri diu chéng tang huyét dp ding duing ubng duge  1V0TE:

khuyén céo o te em tu 6 8én JTJ;M;? 25 mg ma?i!h :3,' gtg:m U bkl e e
ngay. sau 00 ¢6 the duyce ting lén dén 5 mg m: S dyng dong thai a ipin vai digoxin khong lam thay
gy néu chua dgt duge huyét bp mong muén sau tu‘l‘m- adi ndng 40 digoxin trong huyét thanh hofic d¢ thanh thii
“ac liéu cao hom 5 mg mét lin mdi ngdy chua duge nghién  gua thin cia digoxin & nhimg ngudi tinh nguy@n khoe
“ru o bénh nhi (xem che mye 5.0 Dje tinh duge lye hoe  ggnh,
7h 5.2 Dic tinh duye dag bec). e dos Ethanol (Riry)
g e o L i 23 o 0 e S0 G o 0 i 10 mg sl g sty
che nay, 8¢ xua 9 4 e dhng hye © nnol.
thé. Vien nén amlodipin § mg o6 thé duge chia 86) dg cung *W"h}'"l’"" ding ke lén duye dong

ap i arferin
Elnas Diing dbng thésd amlodipin vai warfurin khdng lm thay dabi
thiri giun (e ché pmlhmmhin cin warfirin,

Nhoom i v

Tré em duiri & tudi

¥himg cb 60 hiéu
Cyclusporin

Chura ¢ e ng)ién el v turomg tie thube gloa eyelosporin

v umlodipin & nhimg neutl tnh nguyén khde manh hofe

Vién nang ¢ i imy ubn
en g clmg dung qua dudny uing.
nhoim dbi i, y khic pgoyl irir cde bénh nhfin ghép thin,

4.3 Chbng chi ajah

Roi logn thi gide

suy gidm 0] giae

Rdi loan thinh gidc va
tai trong

U tai

Rol loan mach

ha huyét 4p, viém mach mau

RG1 loan hd hdp, ngwe va | ho, khé tha, viem mai

trung that

R6i logn tiéu héa thay i théi quen di ngoai,
khé migng, kho tiéu (bao
20m cd viém dg ddy), ting
sin lgi, viém tyy, 6i min

Réi logn da va mé dieiri da | rung tde, Uing tiét md hdi,

ban xuit huyét, da bién miu,
miy day

Rl loan hé co xuomg va
ma lién két

dau khdrp, dau himg, co co,
dau ca

.R:;l loan then va dwimg

tiét nigu

1ang tidu nhit, roi logn tidy
1ién, di tiéu ban dém

RO logn hé sinlr san va vii

vii 1o & nam gidn, rdi logn
cuong duong

Roi logn toan than va finh
trang tal nai sic dung thube

suy nhuge, khé chiu, dau

Cdc chi s6 xét nghi¢m
(nghién ciny)

| tang/gidm cin

Ciic bién cb hidm khi duge bio cio 1A phin img dj img
bao gbm ngim, phdt ban, phit mach va ht'mg ban da dang.
Viém gan, “\“ﬁ da vi ting enzym gan cling dd duge bio

cho vai 1y 1§ r

Lt (chi yeu di kém véi tde mjt). C6 mdn

sb trudng hop ndng cdn phai nhip vign d duge bio cdo
lién quan dén vige sie dung amlodipin. Trong nhidu tnrimg
hgp, mbi quan h¢ nhin qud gitl cic te dyng khang mong

ndy trén v vide si d\lxnmludirin 13 khdng rd ring.

Cing gidng nhu vii cfe thy

chen kénh calei khie, cic

bidn cd bl Igi snu ddy i hidm khi duge bdo cdo vit khang
hd phitn bt duge vt tidn telnh 1 nhidn ean cie b¢nh hign

mic: nhdi

mdu ca tim, logn nhip tim (bao gdm nhip chim,

nhip nhanh thit va rung nh va dau ngyre,

Nuh nhl (6-17 tadi)

Anlodipin dung ngp 181 & e em. Cée bidn c8 bt Igi ndy

L

te b nhomg bidn ¢ bAtIgi quan sdt thly & ngui
Idm, Trong mdt nghlén ciru vl 268

em, nhimg hidn cd

il 1 duge bio edo thrdmg xuyén nhdi 1:

Chbag chi dinh st dyng amlodipin teén che bgnh nhin suu:  Che nghién cu khe nhuu @ bénh nhin ghép thin cho = - >
. Nf.,, cian voi cic diin chibt dibydropyridm, amlodipin by vige dong abng tharl umlodipin vél ciulmpmlu Al ::'vld"l:a.,: I o quan eia :I“i‘:i:‘loug khdng mong
hode bl kY th duye nbo duge i€t kE trong mye 6.0 lwimg dén nhng 4 day cin ?"""’l‘“‘"" 1t khong thiy 461 T T v dh e
Danh myc 14 duye, dén tang trung binb 40%, Chi xem xét ad A0 myive | Rall faan B thidn Kinh u dilu, chdng myt
= My huyét p ndng, cyclosporin & biah nhin ghép thin dimg amlodipl Rl toun moch gidn mach
« Sbe (bao ghin ‘./,{: tim); oy i .'mm‘nl I, mgnc v chity mdu cam
« Tac ngh€n dudng ra it tdi (v1 dy hep hng mgch chs (5 Uy £ Wi nbig 09 tucryf imus trong mau ki s dung |24 hil
ngngl. . Abig thisl vin nlmlrnln. 1';3 ik fuer Al da by
= Suy im huyé @ng Khting bn @iah seu nhibi 6 € 0n 5 SG dong amdodipli 6 1y, pl u trf bl lnerols 14 [ Togaes fodm thiley W 7l Wiy nhine
chp. il ¢ |l; il i ;Jﬂ Ad" d?ll“ an trong i vl A0 | prgug fal mal sik dung thude
cialniy 161 v nbu feh hop: Pl 1ém o bidn 8 bt Igi c8 mic dd nhe hogie trung

4.4. Chnh bko vh thin trgng dc BIEH kil sG dyng ;
Siz dung & bénh nhdn suy tim < . MLJMWM; mi cde 1 ' g Mﬂlﬂmﬁw
Trong mt nghién clru dai hgn 6 Kikem ching bing gl duye  Che th e oy m.l.o“‘k‘u ‘.hi,‘,' hon s wirollmus,
(nghitn clu PRAISE-2) wir dyng amlodipin trén ih0nE  emsiralimus evgrofimus 18 co r‘ il con C YI"JNA.
bEnh nhin bj suy tim khong do nfnn‘m gbe thibu mbu, 40 Amlodipin 18 MmO e gre ¢ ”PMT u. Khl ding dbing
111 vh 1V theo phén logi cta Higp hoi tim mpch New York ] v6i ce thube ag cyf mTOR mlulg:(pin cd thé lam 1ang
(New York Heart A + NYHA), pin dugc  pliol nhilm €00 che tude G ehd mTOR.

bho cho 1 c6 1ién quan Wi sy gin Bng 15 16 phi L. Toy oo e gl de vl ede xét nghigm sini hod:
nhikn khong c6 sy khbe bigt dlng ké vé 1§ 1¢ benh nhin Il:.I S ao bidl.

: @i nhim
suy tim trhm tryng hon & nhom smlodipin so v0i nl [ AT nl:‘i"" L (B M v chif b bl
K

i (xin xem myc 5.1. Dje tinh duye lye hyc). "
w:, . ':’tbhrll nhén suy gldm chiee nang gon 2'0 -ndwhn o |ap'.‘::'::'|'|' D:Ima I:'l?of.: w mnsmn;ndc
it e p Wt ¢ chc thube chen kénh calci khc, thol € s duge Ay st g
cong gibng nhu Ut ¢4 cdc U " kéo dbi & bénh nhin suy nghién ctu t:bn hé sinh sin cia dong vit, ngoy bivvs
gian bin théi coa ”"'”d?' J:’b' An cio cho cic bénh nhin Him cham qud l:lél"h :huién d al:f'lllén!omtll.fn ggM"ﬁs“pd
gidm chic ning gan vb licu khuyen co €00 B8 Fb b chut voi mile lidu cao gdp 50 1n litu khuyn cho it dung
nay vin chua duge thiét Igp. Do d6 amlodip 16i da & ngudi. Do d6 chi nén s dyng mnlodlgm trong thiri
duoc sir dyng thin trong & céc bénh nhiin ndy. ky mang thai khi lh::x hﬁdhb@ﬂdpllﬁp lme‘lh I:’?o'nn |th:
i ban thin bénh chira dymg sy rui ro lém hon cly
4.5 Twong the véi chc thube khic vi che dang trong m :‘vth.:hai [ Khingc b g 0 ik “:n;
Amll::ikil:n‘si duge chimg minh 1 sir dung an todn vGi hy thai trén c‘hutoll‘nhi'w;% :m)fudmm (xin xem mye 5.3,
ol ik 1ot 8t G, ch, thy " a-adrcnc!glc_."l: e M |.n‘ & n : trén ng:t‘;i cho thily ring amlodipin
gndre filimagic, ok ol g6 Ché‘ ACI':. '-"ﬁc l?llu Ki""- nghiém s llll?B [ néng d§ trung vj cia amlodipin
tic dung kéo dii, nitroglycerin ngim duéi Iud cic dohg COdiqm £ g, ’a 31 phy nit dang cho con bi bj cao
chéng viém khéng steroid, cic khang sinh va cdc thube ha oo sgahuyét twong p

duimg huyét duémg udng. 3 .

binli, Che bidn ¢8 bt lgi ndng (chi ydu 1a duu ddu) gip
phail & 7,2% bénh nhin dong amlodipin 2,5 mg; 4,5% din,

umlodipin 5 mg va 4,6% ding gid duge. LI do phd

bi!-'-

whlll cdu vige ngimg tham gia nghidn ciu 14 tang huyét 4p
khong kidm soft duye. Khong €6 tnrimg hop n Bw’m“

iu nghlén ciru ndo ¢6 lién quan

dén cde ki qua xét nghiem

{ thuong. Khong cé sy thay dd1 ddng ké nio vd nhip tim.

4.9 Qud 1ibu vh cieh xir tri

Céc do ligu hidn ¢ gol ¥ ring vide qud lidu mae 49 Ion

€6t

By gidn mgch ngogi vi va cd 4

kém theo nhip tim

nhanh, C6 béo cdo vé sy tyt mgnh huyét dp, 6 thd kéo dai

va bao gdm sdc c6 ur vang.

Sy hilp thu amladipin giam ding ké khi chi dinh than hogt
ngay sau hofe trong vdng 2 gid sau khi udng amlodipin
10 mg & nhimg ngudi tinh nguyén khie manh. Trong vai
trudmg hgp c6 thé cin dén rira &g ddy. Véi cic trumg h
tyt huydt dp ndng do vic sir dung qud liéu amlodipin, ¢

phai ¢6 cdc bién phip hd trg tim mgch tich
viéc theo ddi thudmg xuyén céc chic nin

cyc bao gom
v\? tim mach

vA hd hdp, ké cao tay chin va chi y dén thé tich tuin hodn
va lugng nude tiéu. C6 thé sir dyng mdt thude co mach dé
phuc hoi truong lye mach mau va huyét dp, mién 14 bénh
nhin khéng c6 chéng chi dinh sir dung thude d6. Co thé



wém tinh mach ealei gluconat d& dio ngurec lai tic dyng
chen kénh ealei. Do amlodipin gin k&t nhidu véi protein
huydt tiemg nén thilm phiin khing mang lai k&t qui trong
truimg hop iy

& PAC TINN DUQC LY
&1 Djc tinh durge lye hoe
Nhom duge 1y thube chen kénh ealci chon loc the dong chiy
yéu trén mach mau, md ATC: COR CAO1,
Amlodipin 1a | thude chen ding ion ealci (Mude chen
Kénh cham hay chit A viin jon ealen) v e ché dong ion
caler qua ming 1& bao vao trong cac (& kao oo tom o lim
v mach mau
Co ché ha huyét ap cin amlodipin 1a do &
1iép co trom mach man. Co ché chinh x mlodipin
Jam gim dou that ngue viln chun diroe A iy do,
nhimg amlodipin lim giam ganh nang thidu man thng cong
do hay 1ac dung sau
1) Amlodipin lam gitn coc néu ddng
o do Tam gidm sire can ngoal Vi 1dng
(gram hiu ganh). Do nhip m khang ih
giam ganh ning niy cho im lam gam
L & nhu cAn oxy cila co um.
'.'T:“-f :‘ll\r‘ e dung cua amlodipin ciing ¢ hé bao gl\m
Tide gilin che JOng mach vanh <hinh v cic ) dong
mnch sanh, cd & vang thidu mau v ving binh thiomg.
Sy giin mach nidy lam g 1Ang vide cung edp oxy cho
cer m & nhimg hénh nhin b co thar ddng r!l_nk‘h \'.A.I'I'I
(dau thit ngye Prinzmetal hay dau thit ngire bién thién)
via lam giam che com co thit mach vanh do hit thude 4.

@ bénh nhin ting huyét ap, Tidu mdt lin/ngiy cho thity cd
su giam huyét p dang k& v& mdt 1am sang & ca wr 1hé nim
va dimg trong sudt khoang cach lidu 24 gidr. Do dic Bidm
khan phat tac dung cham. lam ha huyét &p nhanh khing
phai la mdt trong nhimg tic dung cua amlodipin.

O bénh nhin bj dou that ngyc, viée su dung amlodipin mét
lanmgay lam ting thn gian ging sire tong cng, thér gian
khén diu com dau thiit ngye va thin gian cho dén lue de ché
doan 1 mm ST vi lam giam ca tin sé con dau thil ngyc va
gram s dung vién nen nitroglycerin.
Chum phat hién thiy amlodipin c6 lién quan dén bt ky dinh
huomng bat Igi nao vé chuyén héa hay thay ddi vé lipid huyét
tremg va amlodipin pha hop d¢é su dung & bénh nhin hen,
dai thao dudmg va gut.
Sur dung & bénh nhan mdc bénh mach vanh
Tac dong cua amlodipin dén ti sufit benh va 1i 1§ 1r vong
do bénh um mach, dien bién cia bénh xo vira dgng mach
vanh va xo vila dong h canh duge nghién ciru trong
Thu nghiém tén cinw ngiu nhién danh gia anh huimg cua
Norvasc wén hé mach (nghién ciu PREVENT). Nghién
ciru da trung tam. ngdu nhién, mi déi. c6 d6i chimg véi gia
duge niny theo ddi 825 bénh nhin bj bénh dgng mach vanh
(CAD) duoc xac dinh biang cich chyp dong mach vanh
trong vong 3 nam. Quan thé nghién ciu bao gém nhimg
bénh nhin d3 ¢o uen su nhoi mau co tim (MI) (45%),
tao hinh mach vanh qua da (percutancous transluminal
coronary angioplasty - PTCA) tai lan khim ban dau (42%),
hodc uén su dau that ngye (69%). D ndng cua bénh déng
mach vanh (CAD) ndm wong khoang 1o benh 1 nhinh dong
mach (45°%) dén wén 3 nhanh déng mach (21%). B¢nh
nhin bj ting huyet ap khéng kiém soat duge (huyét ap
tim truemg [DBP] > 95 mmig) bj loai khoi nghién cin,
Cac bien €6 um mach chinh duge dinh gid bai mot hji
dimg van cac uéu chi danh g1 duge giir kin. Mac du khong
thay co tic dong rd rang nao den Ui 1¢ dién tién cua cic 16n
thwromg domg mach vanh, amlodipin 83 ngin chin dién tién
cia viéc mang trong mach canh by day len. Nhimg b¢nh
nhén dieu 1 bang amlodipm dugc quan sat thay co giam
@ang ké (-31%) vé éu chi danh gid két hgp bao gdm tir
vong do bénh tim mach. M1, 8t quy, PTCA, phiu thujt bac
cau &omg mach vanh (CABG). nhip vién do dau thit ngyc
khimg on dinh va suy tim sung huy€t (CHF) trdm wrong 1én.
Clng quan sat thiy 1y 1€ thyc hién tha we i thong mach
(FTCA va CABG) giam dang ké (-42%) o bénh nhin duge
@icu tr1 bang amlodipin Cac truong hop nhip vién do dau
that nguc khimg én dinh cling it hon (-33%) & bénh nhin
dicu | bang amiodipn o vin nhom gis dugc.
Hiky qus cus amiodipn rong ngin ngim cac bién cb 1am
sang 0 bénh nhian b benh ding mach vanh 43 duge danh
g1 trong mot nghién ciru dic 1gp. da trung tim, nglu nhién,
mi din, ¢ dor chumg von gia duge wén 1997 bénh nhin,
so sanh Amlodipin voi Enslapnl wrong viée han ché xubt
hsen thuyén tac huyer khén (CAMELOT). Trong sb nhimg
bénh nhan nay, <0 663 nguoi dupe dicu trj bang amlodipin
S mg dén 10 mg vs 655 bénh nhin duye diéu rj bing gid
dugc. ngoal cic dieu tr GEu chulin bao gom cac thube
statin. thuix e ché thy thé p-adrenergic, thube lyi tiéu va
aspirin, wong vong 2 nam. K& qua chinh vé higu qua cus
thuix Gugc trinh bay wong Bang 1. Céc két zuu cho thiy
rang dicu 1 bang amlodipin ¢ lién quan dén vige gidm
cac wruemg bop nhgp vign do dau thst ngyc v thye hign tho
thult U thing mgch ¢ bénh nhin b) bénh djng mach vanh,

ung @idn e

mach ngoat vivi
cong ¢ vin tim
av ddi, nén syt
¢u thy nAng

Bang 1. 11 0f kit qua lam sang c6 § nghla cus Nghitn
clrw CAMELOT

CAMELA]
74 qus lam Amlodipin  Gia duyc  Til§ glam
sang Dguy €
(n=663) (n~655) (gidtr)p)

N(%)

Tiéu chi danh gid 1o 151 3%
két hup vé tum (16.6) (23,1) (0,003)
mach

Nﬁp vien do 5T B4 42%
dau that ngyc (7,7) (12,8) (H,002)
T thong mach 78 T3 27%
vanh (11.8) (15,7) (0,033)

+ 1) Duye dinh nghla trong nghién ciu C AMILOT 1a ce truimg bup
tér vong do bénh tim mach, nhibi miu co tum khong ghy W vong, ngung
tim khi hbi tinh, i thong mech vanh, nhip vién do deu that ngye.
nhp vign vi béah suy tim sung huy & (CHE), 80t quy gdy 1 vong hode
khding gdy ir vong hode thidu mdu nilo cyc b thodng qua (TIA), Dbl k§
chén dodn nao v& cic bénh mach méu ngogi bién (PVD) & b¢al nhin
tnube dfiy chua tung duoc chiln dodn PV boge bt ky nhang trutmg
hop ahip vién nso 88 ik in FVD.
2) Tiku chi ddnh b by hop wb tum mach (CV) 18 tiéu hi danh gis
chuinh vE higu qui cGa nghién ciu CAMELOT.
Thie nghiém vé Diéu ir] dé ngan ngiea dau tim (ALLIAT)
MOt nghién cini nghu nhitn, mi doi vé U sult benh va 1l 1¢
Al wong mang En This nghigm vé Didu tr tang huyét ép va
glam Nipid mbu & ngan ngia nhdi maw co im (ALLITAT)
43 dugc thye hitn dé so stnh nhamg li¢u phip sir dyng
thube moi hom. amlodipin 2,5 m/nghy én 10 my/oudy
(chen kénh 1 maryes e atLﬁ i/
b

nway (G o 1) Busge bl
Ve Grahe LA Ul Bunsia evnortelinn 113 E:Jnuny'a 9

28 mi/ngdy O DM €a tAng huydy 4 o6 dén trung binh,

Thng cong €6 33357 bénh nhan tang Dyt AP i e S5 teir
1én diroc phin b ngdi nhién vy e d0 trong thin gian
trung binh 14 4.9 ndm. Chc binh phyy oo thém it ahdi 13 mt
yéu 1 nguy co 001 v bénh mach y gnh (C111), bao gdm
M1 hode dot quy trong > 6 thing hoge o hd so ghi nhin
vd che binh xo v ddng mach (Cyp) Khde (ufnp cdng
$1.5%%), dAi thio dirlmg tayp 2 (16,1%;), lipoprotein - C 1
trong eao (11DL-C) < 38 me/dl. (11,6%). phi dai tdm thit
trill duge chiin doin bing dign 1am 48 hode sicu dm tim
(20,9%), hode hidn tai dang bt thude 14 (21,0%),
Tidas chi danh gid chinh 18 tiga chi kée b .
mach vimh (CHD) gdy r I\"ﬂl!p hose m ';1‘:4‘;.‘.':':";&::
vong. Khing ¢6 sy khie bigt dang k& fren 1i¢u ohl dinh
gid chinh gi0a ligu phap chim amlodinin v o phap chim
chlorthalidon: RR 0,98, 9s% €1 [0,90. | 7], p = 0,68,
Ngodi ra, khong o sy khie biét JA0R kd nag o 11 18t vong
do 181 ca coe nguydn nhin gitm 1i¢U phap chim amlodipin
v lign phip chita chlonthalidon: RR 0,96, 9594 C1 [0.89-
1.02). p = 0,20 2T
-("_';:ﬁ'nﬁ trén M”s nhdr‘{.l stev tim ik
c nehidn cinu vé huydt dong VA cde thy o
B 088 Shimg tham tress 264 WS Bhng e o s b
nhin suy tim 49 11-1V theo NIYA cho thdy ring amlodipin
Khiang ddn adn suy giam vé mdL1am sang, dya vio khi ning
chiu dymg cdc hoat ddng gAng sirc, phin sudt 1dng miu cia
tam thit trdi va tn¢u chimg hoe 1Am sing
M@t nghién i cé d4i chimg dung gid duge (PRAISE)
duge thiét ké dé danh gid cic bgnh nhan suy tim dg 111-1V
theo NYHA sir dung digoxin, thude Igi tiéu v cic thude e
ché ACE cho thiy ring amlodipin khong din dén vige ting
ti 1§ tir vong hodic chi s két hgp gitr 1i 1§ 1r vong va tinh
trang bénh & nhimg b¢nh nhin suy um
Trong nghién ciru ké tiép cé dbi chime dung gid dugc theo
ddi dai han (PRAISE-2) vé amlodipin @ nhimg bénh nhin
suy tim 4§ 111 va IV theo NYHA ma khong €6 tri¢u t:lu'mi
1am sang hay khong cd cic ket qui kl:ﬂcl] quan ggi y v
bénh thicu méu cuc b tiém dn, véi hicu on dinh cua cic
thube tre ché ACE, thude diu trj suy tim, va thude lgi tidu,
amlodipin khong 1am thay ddi tong 1i 1§ 1 vong hodc ti
1¢ tir vong do b¢nh tim mach. Trén cung qudn thé nghién
cini ndy, amlodipin €6 lién quan dén vide 13ng ghi nhin cic
tnrémg hep phi phoi miic di khang cé sy khdc bigt dang ké
vé 1l 1§ cdc truimg hop suy tim ndng hon gita nhom ding
amlodipin so véi ahém ding gia duge.

Sir dung trén bénh nhi (6 dén 17 i)

Hiu qua caa amlodipin trén bénh nhi bj ting huyét 4p ur 6
dcﬂx 17 m,t'li duge chimg minh trong mdt thir nghiégm ding
thude ngdu nhién, doi chimg gia duge, mu doi, trong 8
tuin trén 268 bénh nhian by ting huyét dp. Tat ca cdc binh
nhin duge phan ahém ngdu nhién vao nhanh ditu trj bing
2.5 mg hojc § mg va duge theo ddi trong 4 tudin, sau d6
ho duge chon ngsn nhién dé |i¢.'-p e r.h‘m& 2,5 mg hodc
Smg n,nlodlpin*hnac gid duge thém 4 twin tiep theo. So vii
thivi diém ban diu, di¢u tri mét lin mdi ngdy bang amlodipin
S mg lam giam huyét dp tim thu va tm truong 6 ¥ nghia
thong ké. Mirc gidm trung binh huyét 4p tim thu & r thé
ngoi diéu chinh theo gid duge duge ude tinh 1a 5.0 mmig
i véi liéu amplodipin 5 mg va 3.3 mmilg doi véi lidu
amplodipin 2.5 mg. Phan tich phan nhém cho thay hi¢u qua
trén cic bénh nhi nho wdi hem 1 6 dén 13 wii la wong
duong voi cic bgnh nhi l6m tudi hon 1r 14 dén 17 tudi.

5.2 Dic tinh dugc djng hoc

Hap thu -

Sau khi uéng céc liéu di¢u tri, amlodipin dugc hip thu tt
v&i nong dé dinh trong huyét twong dat dwge khodng 6 dén
12 gio sau khi udng. Sinh kha d!ns tuyt ddi duge wde
lugng vio khoang 64% - 80%. Thé tich phan b I3 khoing
21 L/kg. Sy hiip thu amlodipin khong bj anh hudng bai
thirc an.

Cée nghién cin in vitro cho thily khoing 97,5% amlodipin
trong WwAn hoan gin véi protein huyét tuong.

Chuyén hoatthai iric E
Thiri gian ban thai trong huyét wong cia amlodipin ndm
wong khoang 1i 35 dén S0 gidr vh phit hp véi lidu dang
thube mét lin hang ngdy. Nong d) & trgng théi hiing dinh
trong huyét tumg dgt duge sau 7 dén 8 ngly dung thude
lién tyc. Amlodipin duge chuyén héa phiin 16m tpi gan thinh
che chit chuyén hda khong c6 hogt tinh, véi 10% chiit ban
diu va 60% chit chuydn héa duye dio thdi qua nurde tidu,

Sir dung & nguil cao il

Thisi gian dgt_nbng d§ dinh trong huiél rong cdn
amlodipin 1a gibng nhau gitn nguin cao woi vh ngudi ire.
Tuy nhién dj thanh thai s amlodipin €6 khuynh lnrdng
giam kéo theo sy gin tang cun di¢n tich dudl dudmg cong
CAUC) vb thai gian ban thal & cae bnh nhin cao wibl. Dign
tich dudn duimg cong v thil gian bin thai & bnh nhiin suy
im sung huyét (CHI) €0ng 1ng 180 nhu dy kidn ¢ nhém
tubi duge nghién clu.

Sie dung & léul nhi
Trong mit nghién ey lam shng ding thube dal hon, 73
bénh nhi by ng huydl ﬂfl 1 12 thang Wi déx It han hoBie
bang | 7 i duye cho dung amlodipin vm‘ll 1 (rung binh
mén npay 0,17 gk DO hanh thai & cae 461 tugng €6 chn
ngog trang vi 435 kg Mo Lot 10 20,7 1 /7giin v 17,6 1/gi0 &
nam gidl vi nl gidn Khoing chi ) niy timg Iy vol cie
mire ude ol da cong b 18 24,8 1 /gl i ngadil 1on 70 kg,
Thé ik phan b uone tnh trung binh cho mot hgnh nhiln
48 ky la 11301 (25,00 1./kg). Quan shi thily tde dyng trén
lmyd Gp duye duy el tong sudt khoang cheh 1ibu 24 yio,
vin chénh 1geh nho vé tde dyng bidn thidn @ dinh v ddy,
Kl s stnh voi che thong tin di co v duge dOng hoe @
nguoi am, che thimg ) IHHII] st duye trong nghién einindy
cho thity lidu diang im0t 1in mdl ngay 1 tileh hop.

8.3 D Nigu un toda (dn 10m Iﬁl:r

Kk mang gy umg the, geby dit hidn vi sty ghdm el ndng
sinly san 4
Khong thily c6 ddu higu ung thu & chudi chng vi chudt nhilt
duge didu trj vai amlodipin trong cly dj i trong 2 ndm,
voi ndng d duye nh toin dé mie lidu dang hing ngdy 13
0,5; 1,25 vi 2.5 mg/kp/ngdy. | itu dung cao nhdt (& chudt
nhit vi twong ty ¥6i chudt cbng la gip dgl® llé'll chi djnh
1am sing 181 0 my tnh thea mg/m?) @4 voi mire eng
Jibu duge dung nep véi chudt nhit nhumi hong phil v
cho chudt cONg. . 3
Che nghién ciru v& kha nbing gay dot "".';'a-tvl.‘“ic‘,‘,’,’,, thude
khong ghy anh huong (rén i gen hope ! m- e Mg e
Khong e6 anh huong 101 chire nong sin “va l.,:.;:‘?f:jm‘:
dang amlodipin (chudt dye diing 64 nﬂ:,’, 10 M/ ginpdy (8
trude khi giao phdi) & lidu mnm‘ulnln hea mg/m?).
Ihn * lidu 1di ds chi dinh cf ériy 10
'lll-“ﬂb-.ll‘lbﬂm

6. DAC TINI DUGC HOC
6.1 Danh myc (4 d )

Cellulose vi tinh tl‘:g‘lmh bt ngd, magnesi stearat. \{o
nang chira gelatin, quinolin vilng. titan dioxid. Myc in chim

shellac glaze va oxyd s den.
6.2 Twong ky,

Khing dp dung

6.3 1gn ding

36 thing ké tir ngdy <an xudt

6.4 Thin trgng ddc bift khi biko quin

Iao quin dudn 307 C, tranh dm.

6.5. Quy chch déng g6l

113p 3 ¥1 % 10 vién nang cimg

6.6 Luu § dje bige khl logl bd vA che xir I§ khic
Khing dp dyng.

6.7 Titu chufin chiig |
Titu chulin nha sin -uﬂ"

7. TEN, DIA CHI CUA €O SO SAN XUAT THUOC
Fareva Amboise, Zonc Industriclle, 29 route des Industries
37530 Poce Sur Cisse, Phap,

* Nhan higu da dang ky
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