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Rx

THANH PHAN: MBi vien nang cing chira
Duge chat: Amlodipine besilate tung ding
Amlodipine 5mg

T4 duge: Microcrystalline cellulose, maize starch, magnesium
stearate.

CHIDINH

Tang huyét 4p

Dau thdt ngue 8n dinh man tinh

Dau thit ngue do co that mach (Dau thit ngye Prinzmetal)

LIEU DUNG, CACH DUNG

Lidu dang

Ngui lon

D3 voi tang huyt 4p va dau thdt nguc, liéu khdi ddu thong thubing 1
5 mAdn/ngay, co thé tang 1én dén liéu 61 da 1a 10 mg/Adn/ngay tiy
theo d4p (g cila mdi bénh nhén,

0 bénh nhan bj tang huy8t 4p, amlodipine da due sif dyng déng this
voi céc thudc Igi tiéu thiazide, cdc thude chen alpha, cc thudc chen
beta hodc c4c thudc e ché men chuyén dang angiotensin (ACE). B
VOi dau thit ngyc, amlodipine 6 thé duge sir dung trong don tri ligu
hodic d8ng thdi voi céc thude chdng dau thit ngye khac trén bénh
nhan bi dau tht ngyc khang cdc din chat nitrat va/hodc cdc lidu
thudc chen beta thich hgp.

Khong cdn thiét phai diéu chinh liéu amlodipine trong trudng hop
ding d8ng this voi céc thudc Igi tiéu thiazide, cac thulc chen alpha,
céc thudc chen beta hay cdc thuSc dc ché men chuyén dang
angiotensin.

Céc doi wgng dic bigt

Nguoi cao tui

Khd néing dung nap ciia bénh nhan cao tui va tré tudi 1 nhy nhau
khi sif dung mitc liéu amlodipine tuong ty. Khuyén céo sir dyng liéu
thong thuding va nén than trong khi tang liéu.

Bénh nhdn suy gan

Liéu ding khuyén cdo chua dugc thiét 13p & bénh nhan suy gan mic
0 tir nhe d&n trung binh; do do, nén chon lidu mot cdch than trong
va diu tri bt ddu voi liéu thap nht c6 higu qud. Dc tinh duge dong
hoc ciia amlodipine chua dugc nghién citu trong cic truding hop suy
gan ndng. Nén bit ddu ding amiodipine i liéu thdp nhat va ting
cham & bénh nhan suy gan nang.

Bénh nhan suy than

Sy thay d6i néng do amlodipine trong huyét tuong khong lién quan
dén mic df suy than; do d6, khuyén c4o sif dyng liéu thong thudng.
Amlodipine khong thé thdm tach duge.

Tré em va thiéu nién

Tré em va thiéu nién tir 6 - 17 tu6i bj ting huyét 4p

Liéu khdi ddu chdng ting huy8t 4p ding dudng uSng duge khuyén
cdo & tré em tir 6 - 17 tudi 12 2,5 mg/dn/ngay, sau d6 c6 thé duge
téng Ién dén 5 mg/idn/ngay néu chua dat dugc huyét 4p mong mudn
sau bdin tudn. C4c liéu cao hon 5 mg/idn/ngay chua dugc nghién ciu
atréem.

Tré em < 6 tudi

Khong c6 dit ligu.

Céch diing: Thudc ding dubng ung.

CHONG CHI BINH

Chdng chi dinh sif dung amlodipine trén cc bénh nhan sau:

- Nhay cim voi céc ddn chdt dihydropyridine, amlodipine hodc bat
ky thanh phdn ndo clia thudc.

- Ha huy8t 4p nghiém trong.

- 86¢ (bao gbm s6c tim).

- Téc nghén dubing ra that tréi (vi dy hep dng mach chil ning).

- Suy tim huy€t ddng khong 6n dinh sau nhéi mau ca tim cp.

CANH BAO VA THAN TRONG KHI DUNG THUGC

84 dyng @ bénh nhan suy tim

Trong mdt nghién cu dai han ¢ kiém ching bling gid duge (nghién
cliu PRAISE-2) si dyng amlodipine trén nhiing bénh nhan bj suy tim
Khong do ngudn gBc thidu mAu, do 11l va IV theo phan logi clia Higp
hoi tim mach New York (New York Heart Association - NYHA),
amlodipine dugc b4o c4o 1a c6 lién quan i sy gla tang ty 18 phis phéi,
Tuy nhién, khong c6 sy khac bigt ddng k& vé ty 1§ bénh nhan bj suy
tim trém trong han & nhom amlodipine so voi nhém gid duge,

S dyng & bénh nhan suy gidm chue ndng gan

Ciing giing nhu tat c& cac thuSc chen kénh calci khéc, thai gian ban
thai clia amiodipine bj kéo dai & bénh nhan suy gidm chic ning gan
va libu khuyén cdo cho c4c bnh nhan nay viin chua dugc thiét 13p.
Do d6, amlodipine cn phél dugc sl dyng thin trong & cdc bdnh

nhén nay.

TUONG TAC, TUONG KY COA THUGC

Amlodipine da dugc chng minh 14 sl dyng an toan voi cdc thudc I
tiéu thiazide, G ché thy thé alpha-adrenergic, Gc ché thy thé beta-
adrenergic, chc thudc Gc ché ACE, céc nitrat tc dung kéo dal,
nitroglycerin ngdm dudi i, cdc thusc khang viem khong sterold,
e khng sinh va céc thuic uing ha duing huy@t.

Céc o0 Whu In vitro tis ¢ nghibn clu trén huydt ung ngubi 0a cho
thdy rling amlodipine khong gdy dnh hubng dén sy gdn ket voi
protein huyft twong cia cdo thudc nghién clu (digoxin, phenyloin,
warfarin hay Indomethacin),

Simvastatin

Ding nhibu liéu 10 mg amlodipine d6ng thol vol B0 mg simvastatin
lam téng 77% 1y W phot nhibm voi simvastatin 0 voi ohl ding
simvastatin. VoI bonh nhan ding amiodipine, giol han Iy clia
simvastatin 14 20 mg/ngay,

Nude budi chom

Knong nén ding amlodipine cing voi bubl chim hodio nude budi
chim vi sinh kh dyng co thé tang & mot & bdnh nhan din ddn lam
tang tc dyng hg huyét &p,

Chdlt uc chd CYP3A4

Ding dbng thoi 180 mg liu hang ngdy clia diltiazem voi 5 mg
amlodipine trén ngubi cao tudi (69 - 87 tudi) bj tang huydt 4p lam
tdng 57% 1y 1 phai nhim hg théng voi amlodipine. Disng déng thi
véi erythromycin trén ngudi tinh nguyén khde manh (18 - 43 tudi)

HUGNG DAN SU DyNg THUGC

Amlodipine

(Amlodipine 5 mg)

khong 1am thay d6i dang k6 t 1§ phoi nhibm he théng voi
amlodipine (tAng 22% dibn tich dusi dubing cong cia dubng bidu
diin ndng d0 thudc trong méu theo thei glan [AUC]). M3c di lien
quan 1am sang ciia cdc nghien ctu ndy chua chic chdn, sy thay ddi
duge d0ng hoc oo the sa 16 rdt hon & banh nhan cao tué,

Cdc chdt dc chd manh CYP3A4 (ahy ketoconazole, itraconazole,
fitonavir) c6 thé 1Am tang nbng do amlodipine trong méu Kn hon
nhidu so véi diltiazem. Nen than trong khi sir dyng amlodipine cing
voi cdc chift (e ch CYP3AA,

Clarithromyein

Clarithromycin 1 mdt chdt (o ché CYP3A4. Nguy cd ha huyst 4p
tang & bénh nhan ding clarithromycin ciing véi amlodipine. Nén
theo ddi b&nh nhan chat ché khi sif dung déng thi amlodipine vl
clarithromycin.

Cdc chat cdm ung CYP3A4

Hign khdng co di ligu vé dnh hubing clia céc chdt cdm (ing CYP3A4
1en amlodipine. Sif dung déng thoi véi cac chdt cdm (ng CYP3A4
(nhu r Hyp per ) c6 thé 1am gidm néng do
amlodipine trong huy8t tumg. Nén than trong khi sif dung
amlodipine ciing véi céc chat cdm (ing CYP3A4.

Trong nhilng nghién clu duti ddy, khong c6 sy thay ddi déng ké vé
duge dong hoc clia amlodipine hay clia cdc thubc khédc trong nghién
cfiu khi diing két hgp.

Céc nghién cdu d3c bigt: Anh hudng cia cae thudc khic lén
amlodipine

Cimetidin

Diing déng thdi amlodipine va cimetidin khdng lam thay d8i dugc
dong hoc clia amlodipine.

Mudi nhém/Mudi magnesi (Thudt trung hoa acid da day)

Sif dyng déng thdi céc thulc khang acid 14 musi nhom va mubi
magnesi vdi mt liéu duy nht amlodipine khong gdy dnh huiing
d4ng ké 1en duc dong hoc clia amlodipine.

Sildenafil

Sif dyng liéu duy nhdt 100 mg sildenafil & cac d6i tugng b tang huyét
4p v0 cin khong 1am dnh hubng aén céc thong s& duge dong hoc
cda amlodipine. Khi sif dyng phdi hop amlodipine va sildenafil, mBi
thuSc déu c6 riéng tac dung ha 4p clia chiing.

Céc nghién citu d3c bigt: Anh hulng cila amlodipine Ién céc
thulic khic

Atorvastatin

Diing ddng thisi nhiéu liéu 10 mg amlodipine véi 80 mg atorvastatin
khong 1am thay d6i dang ké céc thong s§ dugc dOng hoc clia
atorvastatin & trang thai néng do 6n dinh trong huyét tuong.

Digoxin

Si dyng déng thasi amlodipine v digoxin khdng lam thay a8i néng
0 digoxin trong huy#t tuong hodc 40 thanh thai qua than clia digoxin
@ nhiing ngubi tinh nguyén khde manh.

Ethanol (Rugu)

Sit dung don liéu hay da liéu 10 mg amlodipine khong gay dnh hubing
déng k& 1én dugc dong hoc ciia ethanol.

Warfarin

Diing d8ng thdi amlodipine vi warfarin khong 1am thay a8 thaj gian
iic ché prothrombin ciia warfarin,

Cyclosporin

Chua c6 cdc nghién ciu vé tuong tic thudc gida cyclosporin va
amlodipine & nhiing ngudi tinh nguyén khde manh hojc nhém d6i
tugng khdc ngogi trir cdc b@nh nhan ghép than. Cac nghién cdu khic
nhau & bgnh nhan ghép than cho thdy vige ding déng thdi
amlodipine véi cyclosporin &nh hubng dén nbng do ddy cla
cyclosporin tif khdng thay ddi dén tang trung binh 40%. C4n xem xét
dé theo ddi mdc cyclosporin & bénh nhan ghép than ding
amlodipine.

Tacrolimus

€0 nguy catdng ndng do tacrolimus trong mau khi sit dyng ddng thdi
véi amlodipine. D tranh doc tinh clia tacrolimus, khi sit dyng
amiodipine & bgnh nhan diéu trj bing tacrolimus thi cdn phi gidm
sdt néng 00 tacrolimus trong méu va diéu chinh liéu tacrolimus néu
thich hgp.

Myc tiéu cd hoc cda cdc thudc de ché rapamycin (mTOR)

Céc thudc dc ché mTOR chdng han nhu sirolimus, temsirolimus va
everolimus 12 co chdt CYP3A. Amlodipine 1 mt thuSc ilc ché CYP3A
yéu. Khi ding dBng thai voi cdc thudc e chd mTOR, amiodipine o6
thé lam tang phoi nhidm cia céc thudc dc ché mTOR.

Cde tuang tdc gida thude vdi cde xét nghigm sinh hda: Chua duge

bigt.

80 DYNG THUGC CHO PHY N CO THAI VA CHO CON B

D0 an toan clia amlodipine & phy nil o6 thal va cho con bl chua duge
thidt 1ap. Amlodipine khong gdy doc trong cdc nghién cdu trén h
sinh sdn ciia dOng vat, ngoai trir vige Am chim qud trinh chuyén dg
va kéo di thdi gian dé & chudt voi mic lidu cao gdp 50 Wn lidu
khuy@in cdo slf dung 161 da & ngudi. Do do, chi nén st dung
amlodipine trong thdi ky mang thal khi khdng oo bign phdp thay the
ndo an todn han va khi bdn than bynh chisa dyng sy i ro Kn han
cho ba mg va phoi thal. Khong oo dnh hubng ndo ddn khd nang thy
thal trén chudt sit dyng amlodipine.

Kinh nghigm sir dyng trdn ngudi cho thdy ring amlodipine cd di qua
slia mo. T§ 19 ndng d9 trung v clia amlodipine trong sda/huy®t tuang
81 phy nt dang cho con b bf cao huyt dp do thai ky 1A 0,85 sau
Kkhi sif dyng amiodipine O idu khdt ddu 1 5 mg/Ad/ngdy, liéu ndy
duge didu chinh ndu cdn (lidu ding trung binh hang ngdy VA lidu
ding hing ngdy theo thé trong tdn lugt 1A 6 mg va 98,7 mog/kg).
Liéu ding hling ngdy ube tinh clia amlodipine ma trd sa sinh nhan
duge qua sla m 14 4,17 meg/kg.

ANH HUONG COA THUGC LEN KHA NANG LAI XE VA VAN HANH
MAY moC

Amlodipine c6 thé gay dnh huing nhe hodc vita t6i kha ndng I4i xe va
vdn hanh mdy méc. Néu b§nh nhan ding amlodipine bj chéng mat,
nhic ddu, mgt mdi hoc budn non, khd nng phdn ing clia ho 6 thé
bi suy gidm, Bgnh nhan cdn duge cnh bdo than trong, dic bigt lic




Il

bt ddu didu tr.

TAC DUNG KHONG MONG MUGN COA THUC

Amlodipine duge dung nap 181, & cde nghien ctu 1Am sang cd Kifm
ching bAng gid dwe trdn cde benh nhan 1ang huyfit 4p hodo dau
thit nvte, tc dyng khdng mong muin hay gdp nhat Ia:

vao trong c4c 6 bao catron & tim va mach méu.

Co ohif hg huy8t dp clia amlodipine 1A do tdc dung gidin tryc tiép co
tron mach méu. Co ché chinh xdc clia amlodipine 1Am gidm dau thit
ngye vn chua duge xéc dinh ddy dd, nhung amiodipine [Am gtém
g4nh ndng thidu méu tng cdng do hal tac dyng sau:

Phan fogl theo hQ co quan theo | Tae dyng khdng mong mudn
MedDRA
R0) loan hg thin kinh Dau ddu, chong mat, ngl
Ro logn tim |Danh tréing ngye
ROi logn mach M3t dd bimg
ROi loan he tiéu hda Dau byng, budn non
RO1 fogn todn thin va tai chd Phi, mt mdi

Trong cdc nghibn city 1Am sang ndy, khong thy bt ky su bt
thudng 6 y nghia 1m sang ndo 1én cdc ket qud xét nghiém sinh hba
o0 lién quan d&n amlodipine.

Cc tac dung khong mong mudn it g3p hon ghi nhan duye sau khi
thudc duge dua ra thi tnidng bao gdm:

Phan logl theo h¢ co quan theo |  Tée dyng khong mong mudn
MedDRA

R6 logn mdu va hach bach huyét _|Gidm bach cdu, gidm tidu cdu

Ro loan chuyén héa va dinh dudng | Tang dudng huydt

RO loan tAm thén M4t ngl, thay d8i tam tinh

RGi loan hé thin kinh Tang trung e co, gidm xic
0idc/dj cdm, bénh thdn kinh ngoa
bien, bt tinh, r6i loan vi gidc, run
rly, 161 logn he ngogi thép

R loan thi gide Suy gidm thj gidc

R6i logn thinh gidc va taitrong | U tal

R loan mach Ha huyét 4p, viem mach mdu

R6i loan ho hdp, ngyc va trung that|Ho, kho thd, viem mii

RO loan hé tiéu hoa Thay d8i thoi quen di ngodi, khd
migng, kho tiéu (bao gdm cd viem
da ddy), tang sin lgi, viem tyy, 6i
mila

Rl loan da va mé dudi da Rung toc, tang tiét md hali, ban xudt

huyét, thay d6i mau da, may day
RGi loan h§ co xuong va mo lién|Daukhdp, dau lung, co cd, dau cd
ket

R0 loan thin va h¢ tiét nigu Tang tiéu nht, rGi loan tiéu tign, di
tiéu ban dém

R0i loan he sinh san va tuyén v V0 to & nam gidi, r8i loan cuong
duong

R loan toan than va tai chd Suy nhuge, kho chiu, dau

(Cédc chi s6 xét nghigm Tang can, gidm can

Hiém gap cdc phan g dj img bao gdm ng(a, ban da, phis mach va

héng ban da dang.

Viém gan, vang da va ting enzym gan cing da duyc bdo céo vdi ty 1§
4t it (chi y8u di kém véi tic mat). Co mot s& truing hap ndng cdn
phi nhdp vign da dugc bdo cdo lién quan dén vigc sii dyng
amlodipine. Trong nhiéu trudng hgp, mdi quan h¢ nhan qud gida cdc
tac dyng khdng mong mudn néu trén vdi viéc sif dyng amlodipine 1
khong rd rang.

Cling gi6ing nhuvdi c4c thudc chen kénh calci khac, c4c tac dyng bat
Igi sau dy r&t hiém khi dugc béo cdo va khong thé phan bigt dugc
Voi tién trinh ty nhién clia céc bénh dang mic: nhdi méau cotim, logn
nhip tim (bao gdm nhip cham, nhip nhanh that va rung nhi) va dau

ngyc.

Bnh nhan nhi (6 - 17 tufi)

Amlodipine dung nap t6t & tré em. Céc tac dyng khong mong mudn
ndy tuong ty nhu nhiing tac dyng khong mong mudn quan sét thiy &
ngudi 16n, Trong mdt nghién ciu voi 268 tré em, nhilng tac dung

khdng mong mudn thudng gap nhat 1a:
Phan logl theo hy cd quan theo | Tdc dyng khong mong mubn
MedDRA
R logn hé thdn kinh Dau ddu, chong mat
R6i loan mach Gidn mach
%lo;n ho hp, ngye va trung Chdy méu cam
ROI logn hé téu hda Dau byng
[ 1oan toan than va tai chd___[Suy nhuge

Phén I6n cdc tc dyng khong mong mudin co mic df nhe hogc trung
binh. C4c tac dyng khong mong mudn nghiém trong (chi yéu I dau
ddu) duge quan sét thdy §7,2% bénh nhan ding amlodipine 2,5 mg;
4,5% dung amlodipine 5 mg va 4,6% dng gid duge. Ly do phd bign
nhdt clia vigc nging tham gia nghién clu 1a tang huy@t &p khong
Kifm sodt duge. Khong co trung hgp nging tham gia nghién clu
n4o c6 lién quan d8n cdc ket qua xét nghigm bat thubing. Khong co
sy thay a6 d4ng ké nao vé nhip tim.

Thong béo ngay cho béc s7 hogc duge sTnhiing phan (ng ¢ hai gap
phéi khi sl dyng thubc,

UA LIEU VA CACH XU/ TRI

Trubng hop qué libu voi lugng 16 co th gay gidn mach ngogi vi va
¢6 thé kbm theo nhip tim nhanh. C6 bo cdo vé sy tyt manh huyét
4p, o6 thé ko dal v bao gbm s6c 6 tl vong.

Sy hilp th amlodipine gldm ddng ké khi chl djnh than hogt ngay sau
hodc trong vong 2 gl sau khi udng amiodipine 10 mg & nhiing noudi
tinh nguyhn khbe manh. Trong val tribing hgp o thé cdn ddn rira da
dhy. VoI cae trutng hop 1t huyBt 8p nging do vibe sir dung qud lidu
amlodipin, cAn phai c6 cdc bign phap B 1rg tim mach tich cyc bao
90m vige theo do) thubing xuydn cdc chie ning vé tim mach va ho
hap, kb cao tay chan va chl § A6n thé tich twdn hodn va lugng nudc
1ifu. Co thé sir dyng mdt thuse co mach dé phye hdl tring lye mach
méu va huyét dp, milin 14 bnh nhan khong co chdng chi dinh sif
dyng thuc do. C6 thé tiem inh mach calci gluconat dé ddo ngug lal
tdc dyng chen kénh calci. Do amlodipine gdn két nhidu vol protein
huy8t tuong nén thdm phan khong mang lal ket qud trong tnaing hgp

nay.

DAC TINH DUC LYC HOC

Amlodipine 13 1 thudc chen dong o calci (thudc chen kénh chym
hay chat d6i vin ion calci) va (e ché dong lon calci qua mang t§ bag

1A 1am gidn céc tiéu dong mach ngoal vi va do d6 lam
0i4m st cn ngoal vi tng cong 061 voi tim (gidm hdu gdnh). Do
nhip tim khong thay d6i, nén sy gidm gdnh ndng ndy cho tim Am
gldm tiéu thy nang lugng va nhu cdu oxy clia co tim.

2. 00 ohé tac dyng cia amlodipine cling co thé bao gbm vide gidn
cdc ddng mach vanh chinh va cde tifu dong mach vanh, ¢4 b ving
thilfu méu va viing binh thubing. Sy gidn mach ndy 1am gia ting viée
cung cdp oxy cho cd tim & nhitng bénh nhdn bj co thit dong mach
vanh (dau thdt ngye Prinzmetal hay dau tht ngye bidn thidn) va lam
giam c4c con co thdt mach vanh do hit thudc 14

{ bénh nhan tang huyét 4p, liéu 1 An/ngdy cho thiy c6 su gidm
huy8t 4p déng ké vé mat lam sang & cA t thé ndm va ddng trong
sut khodng c4ch liéu 24 giv. Do d3c diém kndi phat tc dyng cham,
1am ha huy€t 4p nhanh khong phai 14 mot trong nhilng téc dyng cia
amlodipine.

¢ bénh nhan bi dau thét nye, sir dyng amlodipine 1 lén/ngay lam
tang thai gian gdng stc tdng cdng, thei gian khoi ddu con dau thit
ngyc va thoi gian cho dén lic dc ché doan 1 mm ST va lam gidm cd
tén s6 con dau thit ngyc va gidm lugng vién nén nitroglycerin phai
st dyng.

Chua phat hién thdy amlodipine c6 lién quan 0én bt ky dnh hubing
bat Igi ndo vé chw‘nhﬂahaymaydﬂvllip(d huyét twng va
amlodipine phi hgp 06 sif dyng & bénh nhan hen, ddi thio dubing va

glt.

$il dyng trén bnh nhi (6 - 17 tudi)

Hidu qud clia amlodipine trén b@nh nhi bj ting huyét 4p tif 6 - 17 i
duge chimg minh trong mot thif nghiém ding thuc ngdu nhién, d6i
ching gid duge, mis doi, trong 8 tudn trén 268 bénh nhan bj ting
huyét 4p. T4t ca cdc bgnh nhan dugc phan nhém ngdu nhién vao
nhdnhﬂléumblngzjmqhﬂc.’irrmvadwcmeodoimlhln,
sau d6 ho dugc chon ngdu nhién dé tiép tyc dung 2,5 mg hodc 5 mg
amlodipimhnacgiémtrqundnti(pmw.SovﬁMdi‘mban
ddu, didu tri 1 n/ngdy bing amlodipine 5 mg lam gidm huyét 4p
tam thu va tam truong c6 § nghia thing ke. Mic gidm trung binh
huyt 4p tam thu & tu thé ngdi diéu chinh theo gid dugc duc ubc tinh
12 5,0 mmHg d6i voi liéu amlodipine 5 mg v 3,3 mmHg dGi vdi liéu
amlodipine 2,5 mg. Phan tich phan nhém cho thiy higu qud trén cic
bennnmms-mt.ﬂlammva’dcbonnnnnmmﬂnmn
14-17 wéi.

DAC TINH DUJC BONG HOC

Hdp thu

Sau khi Bng céc liéu diéu tri, amlodipine dugc h&p thu tGt vdi ndng
dodlnhumqhyflqualmkhdngs-ﬂuﬂswmm
Sinh kha dyng tuyét d8i duge uic lugng vao khodng 64 - 80%.

Phan bd'

Thé tich phan bd 12 khodng 21 Lkg. Sy hdp thu amlodipine khong bj
4nh hudng bdi thirc an. Cc nghién ciu in vitro cho thdy khodng
97,5% amlodipine trong tudn hoan g&n voi protein huyét tuong.
Chuyén héa va théi tr

Thisi gian ban thii trong huyét tuong cia amlodipine khodng 35 -
50 gid va phis hgp véi liu ding thudc 1 n/ngay. Ndng dd 3 trang
théi hiing dinh trong huyét tuong dat dugc sau 7 - 8 ngdy diing thudic
lién tyc. Amlodipine dugc chuyén hda phdn I6n tai gan thanh cc
ch4t chuyén hoa khong cd hoat tinh, véi 10% chdt ban ddu va 60%
chit chuyén hoa duge dao thai qua nudc tiéu.

Si dung & nguai cao tudi

Thoi glan dat ndng do dinh trong huyét tuong clia amlodipine giding
nhau gilla ngubi cao twdi va ngudi tré. Tuy nhién, d thanh thi clia
amlodipine c6 khuynh hudng gidm kéo theo sy gia ting clia dign tich
dudi dudng cong (AUC) va thoi gian bén thi & cac bénh nhan cao
tui. AUC va thasi gian ban thi & bénh nhan suy tim sung huyét (CHF)
ciing tang 1én nhu dy kién & nhom twdi duge nghidn clu.

Sur dyng 0 bénh nhi

Trong mdt nghién cilu Iam sang ding thudc dai han, 73 bénh nhi b
ting huyét dp tir 12 thing tudi dén <17 i duge cho ding
amlodipine voi liéu trung binh mdi ngdy 0,17 mg/kg. DY thanh thii §
cdc ddi tugng cd can ndng trung binh 45 kg In lugt 1A 23,7 Ligiy va
17,6 L/gity & nam gidi va nl gioi. Khodng chi s& ndy tuong tyf voi cac
mifc ubc tinh da cong ba 1a 24,8 L/gid & ngudi on 70 kg. Thé tich
phan bd wic tinh trung binh cho mdt benh nhan 45 kg 1A 1130 L
(25,11 Lkg). Quan sat thdy tac dyng trén huyét ap dugc duy tri trong
sudt khodng cach liéu 24 gib, voi chénh Igch nhd vé tac dung bisn
thién & dinh va ddy. Khi so sanh véi cac thong tin dd cd vé duyc ddng
hoc & ngudi 10n, cdc thdng s@ quan sat duge trong nghién cdu ndy
cho thdy liéu dang 1 1dn/ngdy 1A thich hp.

HAN DUNG 36 thang ké tir ngdy sdn xudt.
BAO QUAN Dubi 30°C. Tranh 4m va dnh séng.
TIEU CHUAN 10CS.
QUY CACH DONG GOI  Hop 3 vi, vi 10 vien.

HOp 10 vi, vi10 vidn.
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