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Thanh phan hoat chat:
Amlodipine.............. Smg

Thubc 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.
Diéu tri dau that ngyuc
Liéu dung va cach dung:
-Céch dung: dung dudng ubng
-Liéu ding:
Dé diéu trj tang huyét ap va dau thit nguc, liéu phai phu hop cho timg nguoi
bénh. Noi chung, khoi dau véi liéu binh thudng 13 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 nhén cao tudi, bénh nhan suy giam chirc ning gan: Nén dung liéu
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.
Chéng chi dinh:

Qua méan 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
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HUGNG DAN SU pyyg THUOC

Amlodipine smgS2P

(Amlodipine 5 mg)

Thudc ndy chi ddng theo don thudc. Poc ki nudng adn sit dyng trudc khi dong.
Néu cdn thém thong tin xin héi y kién bic s B8 xa tim tay cda tré em.

THANH PHAN: M&i vién nang cing chia
Duge chat: Amlodipine besilate tudng dudng
Amlodipine .. ...5mg
Td duge: Microcrystalline cellulose, maize starch, magnesium
slearate,
CHI DINH
Tang huyét 4p
Dau thdt ngyc 6n dinh man tinh
Dau thdt npuc do co that mach (Pau thit ngyc Prinzmetal)
LIEU DUNG, CACH DUNG
Lidu dang
Nguailon
D vai ting huy&t 4p va dau thit nouc, liéu khai ddu thdng thuding 1a
5 mg/idn/ngay, c6 thd tang 18n d&n 1idu 151 da 1a 10 mg/idn/ngay tiy
heo dap ing clia m3i bdnh nhan,
U bénh nhan bj tang huy€t &p, amlodipine d3 duge sir dung déng thal
Vi cac thugc loi tiéu thiazide, cac thudc chen alpha, cac thude chen
beta hodc cic thuc e chi men chuyén dang angiotensin (ACE). bal
V6i dau that ngyc, amlodipine c6 thE duge sif dung trong dan trj lIgu
hodc déng thoi vai cac thusc chBing dau thit ngyc khac trén begnh
nhan bj dau thit ngyc khang cac din chat nitrat va/ho3c cac lldu
thudc chen beta thich hgp.
Khong cdn thigt phai diéu chinh lidu amlodipine trong trudng hgp
diing déng thai val cac thube 1gi 8y thiazide, cac thulc chen alpha,
cac thubc chen beta hay cic thuSc irc chd men chuyén dang
angiotensin,
Céc do7 twgng dac bigt
Ngudi cao tudt
Khad nang dung nap cia bgnh nhan cao Wi va tré wdl 1d nhu nhau
khi st dung mic liu amlodipine tuong ty. Khuy&n cdo sir dung lidu
thdng thuding va nén than trong khi tang lidu.
Bénh ahdn suy gan
Ligu diing khuy&n cae chua dugc thist 1ap & banh nhan suy gan mirc
d tir nhe dén trung binh: do d6, nén chon lidu mdt cach than trong
va diéu tri bit d4u vai lidu thap nhat cé higu qud. Dac tinh dugc dong
hoc ciia amlodipine chua dugc nghiBn cifu trong céc truing hgp suy
gan niing. Nén bit dfu ding amiodipine tif li6u thdp nhat va tang
chdm & bénh nhan suy gan nang.
B¢nh nhan suy thdn
Sy thay d8i néng do amiodipine trong huy8t tuong khéng lién quan
dEn mifc dd suy thin; do dé, khuy&n céo sil dung lidu thong thudng.
Amlodipine khdng thé thim tach dugc.
Tré em va thigu nién
Tré em va thiéu nién U 6 - 17 tudi bj ting huyét 4p
Liéu khéi ddu chdng ting huy&t dp diing dubing ulng dugc Khuygn
cdo & tré em tir 6 - 17 twdi 12 2,5 mgAdn/ngay, sau dé cé thé duge
ting 18n d&én 5 mo/M4dn/npay néu chua dat dugc huy&t 4p mong mubn
sau bn tudn. Cac liéu cao hon 5 maAdn/ngay chua dutc nghién ciu
Gtré em.
Tré em < 6 tui
Khong cé dil ligu.
Céach ding: ThuSc diing dubing udng.
CHONG cHI DINH
Chéng chl dinh sir dung amlodipine trén cac bénh nhan sau:
- Nhay cim vbi cac odn chit dihydropyridine, amlodipine hojc bat
k¥ thanh phin nao clia thuc,
- Ha huy€1 4p nghigm trong,
- S6¢ (bao géhm s6¢ tim).
- TAc nghén dudng ra that irdl (vi du hep dong mach cho nang).
- Suy tim huy&t aGng khong 6n djnh sau nh6l mau colim cdp.
CANH BAO VA THAN TRONG KHI DUNG THUGC
Su dyng & bdnh nhdn suy tim
Trong mot nghlén ciu dal han co kidm ching bAng gl duge (nghion
cilu PRAISE-2) sii dyng amlodiplne trén nhng bonh nhAn bl suy tim
khong do ngudn gbc thifu mau, 40 111 v IV theo phan logh cha HIgp
WGl um mach New York (New York Hearl Assoclation - NYHA),
amiodipine dugc bao cdo ld co 18n quan a1 sy gla 1Ang ty 10 phis phdi,
Tuy nhign, khong o6 sy khic bIOL dang kd vd 1§ 19 bOnh nhan b guy
tin e trgng hon O nhéam amiodipine so val nhom gld dugo,
Su dyng & bOnh nhldn suy gidm chide nang gon
Clng gibng nhy 1t cd cac thude chgn kAnh calol Khde, thisl glan ban
thil clha amiodiping bl k6o dal d bnh nhdn suy gldm olie ndng gan
vit ibu khuy@n cdo cho cdc bgnh nhan ndy vin chiua dugo thig 1p.
Do a6, amlodipine cn phil duge s dung thgn trgng O cdc hnh
nhfin niy.
TUONG TAC, TUONG KY COA THUOC
Amlodiping a8 duge ching minh 16 80 dung an loan vol cdoe thudo ol
1y thiazide, Go chd thy thi alpho-adronoigle, (o chi 1hy i bota-
adrenorgie, cac e O chd ACE, cho nilral 1de dung koo dal,
nitroglycorin nghm duol ol, cdc i Kidng vibim knong sterold,
Ghe khang sinh v che thuSc wing hy duting huyd!.
Cac du i dn vitro W o nghibn ciu b6 Ny (ong nyuol di uho
thily thng amlodipine khong gy doh huong dan sy gdn ket vol
protuin huy6t Wwong cha cde (idc nghion oiu (digoxan, phenytoln,
warlarin hay Indomethacin)
Slivagtatin
DOng nhibu 16u 10 my amlodiping déng hol vol B0 mg slmvastatin
lam g 77% 19 10 phol ahibim val slimvastatin so vol bl ding
simvastatin. Vol bOnh nhan ding amiodipine, glol hen 8y ciia
simvastatin Id 20 mg/ngay.
Nude bud! chim
Khong nbn ding amlodipine cong voi bubl chim hodc nuc bui
chbm vI sinh khd dyng c6 th6 tang & mot s6 benh nhan din dan 1am
tang tac dung ha huy81 4p.
" sy

e

W eaasy

7 Gl b
g B B phwen o D Ui val minkodiy
UL a A G R UL Rl g kit Tie s

itiia b

khong lam thay dfi ddng k€ ty & phai nhifm hé thdng véi
amlodipine (tang 22% dign tich dudi dubing cong cia duting biéu
dién néng do thudc trong mau theo thai gian [AUC]). Mic di lién
quan 13m sang cda cdc nghign ciu ndy chua chdc chén, su thay dadi
duge ddng hoc cb thé s& ré rét hon & bgnh nhan cao tudi.
Cdc chdt Gc chg manh CYP3A4 (nhu ketoconazole, itrdconazole,
ritonavir) cé thé Iam tang ndng d amlodipine trong mau lén hon
nhiéu so vai diltiazem. Nan than trong khi sif dyng amlodipine cing
véi cdc chat dc chf CYP3AA4.
Clarithromyein
Clarithromycin 12 mQ! chdt (c ch& CYP3A4. Nguy co ha huy&t ap
ting & b@nh nhan ding clarithromycin cung v&i amlodipine. Né&n
theo d@i bénh nhan chit ché khi sir dung dng thai amlodipine vai
clarithromycin.
Cde chat cdm dng CYP3A4
Hign khdng c6 dif lidu vé dnh hubng clla cdc chdt cdm (ng CYP3A4
I&n amlodipine. Sir dyng déng thdl vai cdc chdt cAdm dng CYP3A4
(nhu rifampicin, Hypericum perforatum) c6 th8 lam gidm ndng 49
amlodipine trong huy8t twong. Nén thin trong khi s dung
amilodipine ciing vi c4c chdt cdm ng CYP3A4.
Trong nhidng nghién citu dudi day, khdng cé sy thay ddi dang k& vé
dugc ddng hpc cla amlodipine hay cita cdc thufc khidc trong nghién
ciru khi diing k€t hop.
Cac nghlén cdu d3c bigl: Anh huiing ciia céc thulic khic ien
amlodipine
Cimetidin
Dung déng thal amlodipine va cimetidin khéng lam thay ddi dugc
dong hoc clia amlodipine.
Mu6i nhém/Mu6i magnesi (Thudc trung hoa acid da day)
Sif dyng déng thdi cac thufc khdng acid 1A mudi nhdm va mubi
magnesi v6i mt lifu duy nhdt amlodipine khdng gay dnh huding
dang ké 12n dugc dng hoc ciia amlodipine.
Sildenafit
Sir dyng liéu duy nhat 100 mg sildenafil 8§ cic 481 tugng bj tang huydt
4p vd cdn khdng lam Anh huding dén cac thong sd dugc ddng hoc
clia amlodipine. Khi sif dung phdi hgp amlodipine va sildenafil, mdi
thudic déu c6 rigng tac dung ha 4p clia ching.
Cdc nghidn cdu ajc bigr: Anh hudng cia amlodipine I8n céc
thufc khéc
Atorvastatin
Dung déng thoi nhiéu liéu 10 mg amiodipine vai 80 mg atorvastatin
khong lam thay adi déng ké cdc thong s6 dugc ddng hoc cia
atorvastatin & trang thai néng do dn dinh trong huy&t tuang.
Digoxin
Sit dung déng thai amiodipine vai digoxin khang 1am thay d8i néng
d0 digoxin trong huy&t tuong hozc do thanh thai qua than ciia digoxin
& nhitng ngudi tinh nguy@n khde manh.
Ethanol (Rugu)
Sif dyng don lifu hay da ll§u 10 mg amlodipine khong gay dnh huwing
déng ké I2n dugc ddng hoc coia ethanol.
Warfarin
Dung déng thsi amlodipine véi warfarin khang 1am thay dai thai gian
tic chd prothrombin cira warfarin.
Cyclosporin
Chua c6 cac nghién civ vé Wwong tac thudc gida cyclosporin va
amiodipine & nhOng nEudl tinh nguydn khée manh holic nhém d&i
tugng khdc ngoal trif cdc bdnh nhan ghép than. Gac nghiédn ciu khic
nhau & b8nh nhan ghép than cho thay vige ding ddng \hai
amlodiping \.IOI cyciosporin &nh hwding den néng do day cha
cyclosporin lir khOng thay d61 doin tang trung binh 40%. C4n xem x&t

dd theo dBl mitc cyclosporin & banh nh, 3
nmiodipino. enh ohdn ghép than ding

Tacrallmus

C6 nguy cd thng ndng o

val amlodiping, Dd
4]

amiodiplng & bonh nhan didu 1) bAng tacrolimus th cdn phai glam

n?.:::?:::,’] 40 tacrolinmys trong mau vd didu chinh lidu tacrolimus ndu

Mue tidu ca oy

ctla cie thude ie cha'r.

Gao thudo e oha mI0R ahAng han n-ff“..'.'.'.ur' n:‘.”l:fl)lnlfmlmuu va
ovorolimus 1A o ohat CYPaA Amodiping 1 mot hude (v chd GYP3A
yaiu, Kk ding ddng \hal val che thudo e ol mTOR, ambodiping co
e 1m tang phot ohibm cis edo e ue ohd mTOA.

Gae fuang e gida thude vai cde xar nghigm sinh hoa' Ciua duge
o,

81 DYNA THUGE GO PUY NT GO THAI VA GHO con By

DO an todn aba amlodipine & phu o cd thai v ehio con by chig duige
thiat fap. Amlodipine khang gay age long vde nghidn con won ho
sinh 840 ol d0ng v, nooal i vige ChAm qud tnh ahuydn do
v ko dal Ihal glan 8 & Ghudt vol miw lidu cao gap 50 14n Ny
Kiy@in cao s dung 101 da & ngul. Do do, ol ndn s dung
amlodiptne trong il ky mang thal kit kg cé bidn phap thay tha
N0 an dn han v kil bAn an benh ahua dung sy i o lon hon
oho b me vA phol thal. Kndng cé Al ding odo ddn khd nang thy
thal tron ohudt 80 dung amlodiping,

Kinh nghlm sir dyng won nguisl cho thy ring amlodiping co di qua
sa my. 15 10 ndng 40 trung v| cita amlodipina trong sa/Muy§t Wong
091 phy nl dang cho con bi bi cao huy6t dp do thal ky 1 0,85 sau
Khi st dung amlodipine & 116y khal ddu 1A 6 mg/dn/ngdy, Iidu nay
duyc didu chinh nGu cdn (I1du ding trung binh hing ngay va lidu
ding hAng ngay theo 1he tgng 1en lugt 13 6 mg vh 98,7 meg/kg).
Lidu diing hAng ngay wic tnh coa amlodipine ma tré so sinh nhin
dugc qua slia mg 13 4,17 meg/kg.

ANH HUGNG COA THUOC LEN KA NANG LAI XE VA VAN HANH
MAY méc
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bat d4u difu tri.

TAC DUNG KHONG MONG MUBN clA THUBC

Amlodipine dugec dung nap 61, 8 cadc nghién cfru 1am sang co kidm
chifng bAng gld dUoc trdn cic binh nhan tang huy@t 4p hodc dau
that ngve, tac dung khBng mong mudn hay g3p nhat 1a:

Phan logl theo hQ cd quan thoo

Tée dyng khong mong mubn
ModDRA

Ll

RV loan ho thin kinh Dau adu, chéng mat, noi o2

Adl loan tim

Rdi loan mach

R4l logn hd tidu hda

R&1 logn toAn than va tai chd

(u 1Am sAng nay,

l:f:;:g f:&cynn‘:;:iaanlaf:{.sa ng@ ndo 18n cac kit qui xat nghlom si
lodiping.

gt;:i::cq::;:ﬂ::‘;r:uﬂm:"g mudn It gap hon ghl nhan duge sau khi

thut'c dugc dua ra th] tring bao gbm:

Phan loal theo h§ co quan theo Tac dyng khong mong muln
ModDRA

| Rt ioan maw va hach bach huyet

| A0 toan chuydn noa va dinh dudng

| Rt ioan tam thdn

RET foam ho than kinh

BDanh \rdng nguc
M3t dd bimg

Bau bung. budn non
Phit, mat mai

v At
Ay bat ky su B
khang thiy nh héa

Glam bach cdu. gldm tifu clu

Tang dung huydt

Ma1 ngo, thay ddi tam tinh

Tang truong Iyc co. gidm xdc
glacsd] cdm, bgnh thin kinh ngoal
bign, bat tinh, r8i loan v| glac, run
rdy, r8i loan h@ ngoal thap

1 Rdiloan thj gidc Suy glam thj gidc

\ R&i 1oan thinn gisc va tal trong {Oai

ﬁra’: loan mach |.'Ha huy &1 &p, viem mach mau

\ R 1oan ho haip, nguc va trung that|Ho, kho tha, vigm mil

R&iloan h tidu hda Thay ddl thél quen di ngoal, khd
miéng, khd tidu (bao gdm cd viem
da day), tAng san lgi, viem tuy, 6i
mifa

Rung 16c, tang tift mb hoi, ban xudt
hury&t, thay dfi mau da, may day
ROi loan h¢ co xuong va mo lién|Baukhop, daulung. co cd. dauco |
Kot

A&7 loan than va he it nigu

R4l loan da va mé dudi da

Tang lifu nhal, rdl loan tidu LGN, di
tifu ban d8m

Vi to & nam gidl. r8i loan cuong
duong

Suy nhugc, khé chju, dau

R&T logn hé sinh sdn va tuyén vi

RA&7 loan toan than va tai chd

Cdc chisd xél nghi@m Tang can, gidm can

Hi&m ga&p cac phdn Ung dj ing bao gém ngia, ban da, phi mach va
héng ban da dang.
Viém gan, vang da va tang enzym gan ciing da dugc bao cdo vai ty 18
At it (chi y&u di kém vai tic mat). C6 mot s truding hgp ning cin
ph3i nhap vién da dugc bdo cdo lién quan d€n vigc sit dung
amlodipine. Trong nhiéu trudng hgp, mal quan hé nhan qua gida céc
tic dung khong mong mudn néu trén voi vige s dung amlodipine 14
khong rd rang.
Ciing gi6ng nhu wdi cac thudc chen k&nh calci khac, cac tac dung bat
Igi sau day r&t hi€m khi duge bdo cdo va khong thé phan bigt duge
vdi ti€n trinh ty nhién cia cac b@nh dang méc: nhdi mau cd tim, loan
nhip tim (bao gém nhjp cham, nhip nhanh that va rung nhi) va dau
ngyc.
Bénh nhan nhi (6 - 17 tudi)
Amlodipine dung nap 10t & tré em. Cédc tdc dyng khéng mong mudn
nay tugng ty nhu nhidng tdc dung khdng mong mudn quan sat thiy &
nguii 16n. Trong Mot nghién cliu vai 268 tré em, nhdng téc dung
khong mong modn thudng gap nhat la:
Phan o3l theo h§ co quan theo Téc dyng khdng mong muln
MedDRA

A& togn he thdn kinh

Bau ddu, chéng mat

Ri logn mach

Gidn mach

RIY foan ho hdp, ngyc vd trung
thiat

Chay miu cam

Rl logn hé tidu ida

BPau byng

vao trong c4c t&€ bao co tron & tim va mach mau.
Co chil ha huydt 4p edin amiodipine 1A do t4c dung gidn tryc tigp co
tron mach mau. Ca chl chinh xdc cha amlodipine 1am glam dau it
nouc vAn chua duge xac gdinh ddy di, nhung amlodipine 1am gidm
g4nh nang thifu maw tng cdng do hal tac dung sau:
1. Amiodipine l1am gidn cac U8u dOng mach ngoai vi va do db lam
pldm soc cin ngoal vl 16ng cdng ABI val um (gidm h3u ganh). Do
nhip tim khong thay d6l. nén sy gidm ganh nang nay cho tim lam
glam tidu thy nang lvong va nhu cfu oxy cia ca tim.
2. Co chi tac dung cia amlodipine cing cé thé bao gém vigec gidn
cac dong mach vanh chinh va cdc tfu ddng mach vanh, ca & viing
thiu mau va viing binh thuting. Sy gian mach nay lam gia ting vigc
cung cdp oxy cho ca lim & nhiing bénh nhan bj co th4t ap
vanh (dau thdt noyc Prinzmetal hay dau th4t nave bidn thia sy i
u];m céc can co thiy mach vanh do hot thubc 14 BNl
¢ b@nh Nhan @Wng huydtr 4p, lidu 1 Mn/npay cho th
huyft 4p déng ké v mat 1am sang b ca lu'!l'rlﬁ ..am’:a":c.i: ?,i::;
subt khodng cach liéu 24 git. Do dac difm khai phat 1ac dung cham
1am ha huy8t &p nhanh khong phai 1 MOt trong nhitng tac dung cia
amilodipine.
@ b@nh nhan bj dau th4t ngye, sir dung amlodipine 1 1dn/ngay 1am
tang thai gian gdng sdc 1ng cng, thai gian khdi ddu can dau thit
nguc va thtl gian cho a6n loc gc ch doan 1 mm ST va lam Qiam ca
tdn s6 con dau thit ngyc va gidm lugng vién nén nitroglycerin phai
sl dung.
Chua phat hign thdy amlodipine ¢6 lign quan d&n bAl ky anh hudng
bat lgi ndo vé chuyén hba hay thay d8i vé lipid huy&t tuong va
amlodipine phi» hgp d€ sir dung & bgnh nhan hen, dai thio duwing va
gat.
Sir dyng trén b@nh nhi (6 - 17 tudi)
Hi¢u qud clra amlodipine trén bgnh nhi bj ting huy8t 4p tir 6 - 17 twdi
dugc ching minh trong mt thir nghig¢m diing thudc ngdu nhign, do|
ching gid dugc, mis doi, trong 8 tudn trén 268 beénh nhan bj ting
huy8t 4p. T4t cd cdc bgnh nhan dugc phan nhém ngdu nhién vao
nhédnh difu tri bdng 2,5 mg hodc 5 mg va dugc theo doi trong 4 tudn,
sau do ho dugc chon ngdu nhién dé ti&p tyc ding 2,5 mg hoac 5 mg
amlodipine hodc gid dugc trong 4 tudn ti&p theo. So vai thai difm ban
ddu, diduw tri 1 I4n/ngay bing amlodipine 5 mg 1am gidm huydt 4p
1am thu va tam trugng c6 § nghfa thGng k&. Mic giam trung binh
huyd&t &p tdm thu @ s th& ngdi didu chinh theo gi4 duge dugc wac tinh
12 5.0 mmHg ddi véi liéu amlodipine 5 mg va 3,3 mmHg d6i voi lidu
amlodipine 2,5 mg. Phan tich phan nhém cho thdy higu qui trén cac
bénh nhi tif 6 - 13 wéi 1a twong duong véi cac bénh nhi 16n 1WEi hon tir
14 - 17 wéi.
DAC TINH DUgC DONG HOC
Hap thu
Sau khi uBng cic lidu didu tri, amlodipine dugc hdp thu 16t vai ndng
do dinh trong huy€t tuang dat dugc khodng 6 - 12 gity sau khi uing.
Sinh kha dyng tuy@t dfi dugc udc lugng vao khodng 64 - B0O%.
Phdn bo
Thé tich phan b 1 khodng 21 Ukg. Sy hdp thu amilodipine khdng bi
dnh hudng bol thic dn. Cdc nghieén cdu in vitro cho th&y khoang
97.5% amlodipine trong tudn hoan gén voi protein huy&t tuong.
Chuyén hda va thii trir
Thai gian b&n thai trong huy&t tuong ciia amlodipine khoing 35 -
50 gid va phit hop vai liéu ding thudc 1 1En/ngay. Néng a9 & trang
thai hing dinh trong huyét tvong dat dugc sau 7 - 8 ngay diing thudc
lign tyc. Amlodipine dugc chuy€n héa phin 16n tai gan thanh cac
chdt chuyén héa khdng c6 hoat tinh, vl 10% chat ban diu vi 60%
chdt chuy&n h6a dugc dao thai qua nudc tidu.
Si¥ dung 6 ngudi cao tubi
Thoi gian dat ndng do dinh trong huy8t tuong cira amlodipine gifng
nhau gita ngudi cao tudi va ngudi tré. Tuy nhign, dd thanh thii cioa
amiodipine cé khuynh hudng gidm kéo theo sy gia tang ciia dién tich
dudi dutng cong (AUG) va thai gian bdn thai & cdc bénh nhan cao
tugi. AUC va thoi glan ban thdi @ b&nh nhan suy tim sung huy&t (CHF)
ciing tang 18n nhu dy kign & nhém wdi duge nghién cins.
S dyng @ bénh nhi
Trong mot nghign ciu 1am sing ding thulic di han, 73 banh nhi bj
tang huyBt 4p tir 12 thdng wdl d6h <17 W6l duge cho dung

Adi fogn 1odn than va tai chd

Suy nhuge

Phin 6n céc tic dung khong mong mudn cé mdc dd nhg hodic lrung
binh. Cic tac dung khéng mong mudn nghld@m trong (chi ydu 1a dau
ddu) dugc quan sal thdy & 7,2% bOnh nhan dung amlodipine 2,6 ma;
4.5% dung amlodipine 6 mg vA 4,6% ding gl duge. Ly do phd bldn
nhdt cha vigc nging tham gia nghlon cou 1a 1ang huy8t 4p khong
kifm so&t duge. Khong co truting hop ngirng tham gla nghion cliu
nao b lien quan dén cac kAl qud x4t nghligm bt thubng. Khong co
sy thay dfi dang k6 nao v8 nhip tim.
Thong béo ngay cho bac sThodc duge sTnhiing phin tng cé hol gop
phél khi sl dyng thuwdc, =
QUA LIEU vA CACH X TRI
Truing hop qué By vol lugng 16n c6 thd gay ginn mach ngoal vi va
4 thé kém theo nhip tm phanh. C6 biio cdo v8 sy Wl mgnh huydl
dp, b Il kéo dal va buo gbm s8c c6 I vong,
Sy hilp thu amiodipine glhm dang kd kil ehi ginh than hogl ngay sou
hodc rong vong 2 glo sau kil wdng amiodipine 10 g & ahiing NGWI
u nguyhn khde menh. Trong val truong hgp o thd cdn adn rim do
day. VoI cac trung hop Wi huydt ap nong do vigo i dyng qua lidu
amlodipine, cn phil co cio BION phap b trg thn mgah teh cye oo
90m vibs 1heo dbl thung xuybn oo ohitc nBng vé tm myoh vh ho
hiflp, k6 cuo tay chon vb cha ¥ din I toh twdn hoay v lsyng nuao
Uy, Co il sl dung mol thude co meoh dd phue Le) trung lyo mgoh
mau va huy8 ap, mibn 16 bONH NN KKONY €6 chdng chi dinh sir
dung thuSc do. Co thd 1o m tnh mach calel gluconal dd aae nguge gl
tac dyng chen kénh calel. Do amiodiping gdn kat nhidu vol protein
huy@t twong non thdm phan khong mang 1gl k@t qud trong truting hgp
nay.
DAcC TINH DUJC LUC HQC
Amlodipine 14 1 thu6c chen dong ion calci (thudc chen kénh chdm
hay chat a61 van lon calcl) va (e ché dong ion calcl qua mang t& bao

an wdl lidu trung binh m8I ngay 0,17 mg/kg. PO thanh thai &
cdc dfl twgnp €6 cdn ndng trung binh 45 kg 14n lugt 1a 23,7 L/gity va
17.6 L/glt & nam gi6l va nl glal. Khodng chl s& Nay twang ty vii cic
miic udc tinh dii cng bl 14 24,8 L/gld & ngual 16n 70 kg. Thd tich
phiin b woo tinh trung binh cho MOt bnh nhan 45 kg 1A 1130 L
(26,11 L/kp). Quan sdl tha'y tc dung tron huyai dp dugc duy trl trong
sudl khodng cdch 118u 24 gly, vol chanh 10ch nhd v tac dung bidn
thion & dinh va ddy. Khl so sanh val cdc thong tin 03 cé vé duge dong
oo 8 nowdl 1an, edc thdng s6 quan sAt duge trong nohlan ciu nay
gho iy ldu ding 1 Mn/nady 1a ihich hgp.

HAN DUNG a6 thang kd 1 ngay sdn xual,
pAo auAN Dul 30°C. Tranh dm v dnh sdng.
TiEU GHUKN TCOS,
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