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R- thudc bdn theo don

AMLODAC 5
(Vién nén bao phim Amlodipin 5 mg)

Xin thdng béo cho bac s7 bidt cac tac d / xdy ra trong qué trinh st dung
Dé thubc xa tAm tay tré em Bl el o’ b

Boc ky hudng ddn sir dung trude khi st dung

Khéng dung thubc da qué han sir dung.

THANH PHAN:

M&Viennénbaopnmmch(ra

Hoat chat: Amlodipin besylat USP twong 4 ' iDi
' « wong viri Amlodipin........... Mg -
Ta duoe: Dibasic calci phosphal, ce"u.ie vi tinh thé. oxid &, 83, tinh b3t ngd, magnesi stearat, talc tinh chd, tinh bt natri glycolat, silic dioxid keo khan, polyethylen glycol 6000, t4 dure bao mau nau Wincoal

DUQC LI’C HOC:
Amiodipin 14 d3n chét clia di din o the dung chen cald qua mang té bao. Amlodipin ngan chan kénh calci loai L phy thuge dién thé, téc ddng trén céc mach mau & tim va co. e
Amiodipin c6 tac dyng m:gmam&m cach tryc tidp lgm gsa:g co trom quanh d&)gnr?\gm ngoai bién va it c6 tac dung hon trén kénh calci cor tim. Vi vay thudc khong am dn truyén nhi "‘5'_" tim "é’z
m‘Vﬁu'mgM\gAnhmbnnguaénmoooo. Amlodipin ciing cd tac dung tt 12 gidm sirc cAn mach mau than, do d6 1am tang luu lrong méu & thén va cdi thién chirc ndng thn. Vi vdy thubc cling c6 th
ding 68 gy tr nguyi bénh suy tim cdn bi |
Amlodipin khdng o6 anh hudmg xbu 8én ndng 69 lipid trong huyét trong hoac chuyén héa glucose, do d6 ¢d thé ding amlodipin 88 didu trj tang huyét 4p & ngudi bénh dai thao duromg. Tuy nhién, chua 0
nhimg thir nghiém [&m sang dai ngay dé chimg 1 ring amlodipin c6 tac dyng gidm tlr vong. & nhibu nurérc, dibu tri chudn 8 bo vé ngudi bénh tang huyét ap khdi tai bién mach méau nao vétyvongyén 14
thubc chen beta va thubc ki tidu, cac thube ndy duoc chon dAu tién a8 didu tri. Tuy vay, amlodipin ¢ thé ding phéi hgp véi thubc chen beta cing véi thiazid hodc thubic loi tidu quai va cling véi thudc rc ché
enzym chuyén dbi angiotensin.
Amiodipin c6 tac dyng t,btcékmamg.némwngnhuno&vamngm lam viéc. Vi amlodipin tac dyng cham, nén it cd nguy co ha huyét p cap hoac nhip nhanh phan xa.
Téc dyng chéng dau thét ngyc: amlodipin 1am gian cac tiéu ddng mach ngoai bién, do 86 1Am gidm todn bd lc cdn & mach ngoai bien (hau ganh giam). Vi tAn sé tim khdng bj tac dong, hdu ganh giam lam cong
clia tim gidm, clng véi gidm nhu cAu cung cap oxy va nang lugng cho co tim. Didy nay 1am gidm nguy co dau tht ngyc. Ngoai ra, amlodipin cing gy gian dong mach vanh ca trong khu vire thiéu mau cye b
va khu wre dugc cung cap mau binh thirdmg. S gian mach nay lam tang cung cAp oxy cho ngudi bénh dau thét ngyc thé co thét (dau thét ngyc kiéu Prinzmetal). Diu ndy 1am gidm nhu cau nitroglycerin va
bang cach ny, nguy co khang nitroglycerin co thé gidm. Thi gian tac dyng chéng dau thit ngve kéo dai 24 gidr. Ngudi bénh dau thét ngye cb thé dung amlodipin phéi hop véi thuoc chen beta va bao gio ¢ing
dung ciing v nitrat (didu trj co ban dau thét ngye).
DUQC DONG HOC:
Hap thu
Sau khi ubng liu ibu tri, amlodipin durgre hép thu 1t véi ndng 69 dinh trong huyét twong dat dugc khodng 6 dén 12 gior sau khi ubng. Sinh kha dyng tuyét 66i duge wéc lrgng vao khodng 84% - 80%.
Thé tich phan bd 14 21 Likg
Sy hép thu cia amiodipin khong bi anh hurdmg bdri thirc &n.
Chuyén hoatthai trr
Wmmmmmm@ammm%“ﬂwgbﬂpht‘lhqpvdiliéudﬁngthu&mouénm&ngéy.angdbbtrangthéihéngdqnhtronghuyéttuangdatdwcsau704"8"93)'
dung thudc lién tyc.
Am:od‘m duoc chuyén hoa phn I tai gan thanh cic chét chuyén héa khdng c6 hoat tinh, 10% chét ban du va 60% chét chuyén héa dugc dao thai qua nude tiu.
CHI DINH:
Diéu tr tang huyét 4p
Didu tr) dau thét ngye bn dinh man tinh.
Dau dau that ngyc kiéu Prinzmetal.
LIEU LUONG VA CACH DUNG:
Thubc diing duwdmg udng. Dung theo sy chi dan clia bac sT didu tr.
Amiodipin besylat o6 thé ubng khdng ké 8én bira an.
Tang huyét &p |
U&JMM&UMWG&MHSW,M1Iénlngaycﬁéutéidaléwmg.d&nylénlngéy.Bénhnhéngéy,nhbhoacbénhnhanmotu&'hoécbénhnhénwygancbthébétdéuvdiliéu |
2.5 mg, 1 lan/ngay.
Dau that ngyc
D kibm soét dau thét nguc do co thét 8ng mach vanh hoc dau thét ngye 6n dinh mén tinh, liéu thudng ding & ngudi ko 1a 5 - 10 mg, ding 1 1an/ngay.
Khbng cn thiét phai diéu chinh libu amlodipin trong truémg hop diing két hop voi cAc thudc loi tidu thiazid, cAc thudc (rc ché thy thé beta hay cac thubc rc ché men chuyén angiotensin.
:ghfmﬁ'ﬁmd#biﬂ

o1 gia:
Amiodipin sir dung v&i liéu gibng nhau cho ngudi gia v ngudi tré 6u duge dung nap tbt nhu nhau. Do do, lidu lugng thdng thudng ciing 6 the dung cho ngudi gia, tuy nhién can cham séc ddc biét néu ting liéu.
Bénh nhan suy gan:
Chira cb khuyén cao liku diing cho nhirmg bénh nhén suy gan nhe dén trung binh; do 46 nén lyra chon liéu dung thdn trong va nén bt dau véi liéu thap nhat. Dugc ddng hoc cla amlodipin chira dugce nghién
ciru & bénh nhén suy gan néng. Amlodipin nén dugc bét dau & libu thp nhét v tang idu tir tir cho nhing bénh nhan suy gan ngng.
Bénh nhéan suy than:
Nhimg thay 8bi vé néng 85 trong huyét tromg clia amiodipin khdng tromg quan voi mirc 4§ suy than, do d6 libu lugng thong thuwtmg dugc khuyén cdo. Khdng thé tham phan duge amiodipin.

Tré em:
Tré em v thanh thiéu nién bj ting huyét ap tir 6 tubi 8én 17 tubi
Libu ubng 6é ha huyét ap & bénh nhi tir 6-17 tudi 14 2,5 mg mi ngay mit Lan nhu mot libu khér dAu, tang lidu dén § mg mdi ngdy mot ldn néu huyét 4p myc tiéu khong dat dugc sau 4 tudn. Lidu vugt qua 5 mg
hang ngay chura dugc nghién ciru & bénhnhi.
Tré em duoi 6 tudi
Khéng cb dir iéu cb sén
CHONG CHI DINH:
Amiodipin chéng chl dinh & nhimg bénh nhén cb tién sir qua mAn véi céc dihydropyridin, amlodipin, hodic bat ky thanh phan nao clia thudc nay.
Suy tim, sbc (bao gbm sbc tim), dau thét ngyc khong bn dinh, ha huyét 4p, tc nghén duong ra clia that tréi (nhu hep van d9ng mach chll ndng), suy tim huyét dong khong On dinh sau nhdi méu co tim clp.
Phy nz cho con b Tré duéi 6 tubi.

KHUYEN CAO VA THAN TRONG:

Sy an loan va hiéu qua clia amlodipin trén con téng huyét 4p chura dugc thanh (3p.

Sir dyng ¢ bénh nhén suy tim.

Bénh nhén b suy tim can dugc didu tri cAn thén. Trong mdt nghién clru dai hgn c6 kiém chimg bang gid dugc slr dyng amlodipin trén nhmg bénh nhén bj suy tim khdng do ngudn gdc thiéu mau (NYHA d§ I
va V1), amlodipin dugc béo céo 1 c6 lién quan 161 sy gia tang ty 18 phu phoi

Thubc chen kénh canxi, bao gbm amlodipin, nén dugc sir dyng than trong & bénh nhan suy tim sung huyét, vi ching c6 thé lam tang nguy co tai bién tim mach trong turong lai va ty 18 tr vong,

Sir dyng & bénh nhén bj suy gidm chirc néng gan.

Thii gian ban thai clia amlodipin kéo dai va gi trj AUC cao hon & nhimg bénh nhan co chirc néng gan bj suy gidm; khuyén nghj lidu dung chura dugre thanh Iap. Amlodipin do d6 nén dugc bat dau véi liéu thap
nhét vé cin phél duoc sir dyng than trong, ca vé didu irj ban dAu va khi tang liéu. Do libu tir 1(r va theo dGi can than cd thd dugc yéu cau & bénh nhan suy gan ning

Sir dung cho bénh nhén suy thén:

Cac thay 85I vé nbing 89 trong huyét trrong clia amlodipin khng lién quan dén mirc df suy than, Amlodipin co thé s& dyng cho nhimg bénh nhan nay véi lidu thang thudng. Amlodipin khong thé thdm phén dugre.
St dung cho ngudr gia:

Amilodipin sir dung vér lidu gibng nhau cho ngui gia va nguén tré dbu dugce dung nap 1ot nhu nhau. Do d6, lidu lwgng théng thiramg ciing cb thé ding cho ngui gid, tuy nhién can cham séc dac bigt néu tang lieu.




Str dung cho tre em:

Chua duoc bidt higu qu ciia amiodipin trén b
TUONG TAC THUOC:

Céc chét U ché CYP3A4 | ‘ _

Sir dung d3ng thir amlodipin Vi CAC chilt rc ché CYP3A4 manh hodc vira (c4c chat ure ché protease, thubc khang ndm nhém azol macrolid nhur erythromycin hogc clarithromycin, verapamil hodc diltiazem) c6

thd dlin dén gia ting aang ké sy ép xuC Vo1 amlodipin dAn 8én tang nguy co ha huyét ap. CAc thay 84 duge agng hoc 6 thé s rg r8t hon & nqudr gia. Theo ddi [Am sang va diéu chinh lidu c6 thd due yéu cAu

uyét ép & nhimg bénh nhan dudi 6 tudi

Cac thudc cam img CYP3A4 , -
i - ‘ cam (g CYP3A4 1én amlodipin. Viéc sir dyng dd ' : - . |
Khang o6 dir liu san o6 lién quan 8én tac dyng cua CéC thubc gay . ung dong thiri cac thude CYP3M (vi dy: rifampicin, cAy cd ban) c6 thé 1am gidm nd
b cla amlodipin. Amlodipin cAn thén trong khi dung Cung véri cac thubc gay cam umg CYP3A4, gAy cam (mg ) gidm ndng

Ubng amlodipin v&1 budi hodc nurdre buoh khdng dugc khuyén cdo do sinh kha dyng c0 thé tang I&n & mOt s bénh nhan dAn dén tac dung ha huyét 4p tAng

Dantrolen (tiém truyén) _ | | |
thit gy chét va tryy tim mach dugc quan sal gén v tiing kali mau sau khi udng verapamil va dantrolene dutmg finh mach, Do nquy €0 ting kall méu, khuyén c4o ring khéng diing cing thuc

O dong val, nu | | | ‘
d:g‘;génh wggnh = amlodipin thé tranh duoc bénh nhan d8 bj tAng than nhig! ac tinh va trong viéc quan ly tAng than nhidt 4c tinh.

Amlodipin hiép 83ng tc dyng ha huyét &p khi dung

gmm co ting nling 80 trong méu cUa tacrolimus khi iu trj phéi hop véri amlodipin nhung co ché duge ddng hoc clia trrong tac nay khdng dugce hidy day du. Dé tranh ngd ddc tacrolimus, khi dung dén
théri amlodipin cho cAc bénh nhan duroc Gidu tj véi tacrolimus cAn ydu cAu gidm sat ndng d§ tacrolimus trong mAu va didu chinh liu tacrolimus khi thich hop. | !
Khéng cb nghién ciru turong tac thubc da duoc tibn hanh véi cyclosporin va amlodipin & ngui tinh nguyén khoe manh hodc céc ddi teong bénh nhan khac ngoai trir & bénh nhan ghép than, & d6 ndng 65 day
% qddnospwmw thé bién ddi tang (trung binh 0% - 40%) da dugc quan sat Can xem xét d4 theo ddi ndng 49 cyclosporin & bénh nhan ghép than khi diing amlodipin va giam liBu cyclosporin nén duoge thire
hién khi '

Simvastatin |

Lidu 10 mg amiodipin. 80 mg simvastatin dan dén mdl sy gia tang 77% tac dung cUia simvastatin so véi dung simvastatin mt minh. D6 I4 khuyén c4o d& han ché libu simvastatin 20 mg mdi ngay & nhirmg bénh

nhan ding amiodipin.
Trong céc nghién olru twong tac trén 18m sang, amiodipin khong anh hudmg dén d cla atorvastatin, d -
SU DUNG O PHU NI MANG THAI VA CHO CON BL’::khong pitntior 55t b st
Phu niz co thai
Sy an toan cla amlodipin khi dng cho phy nir c6 thai da khong dugc thanh |4p.
mecngmdmoqgvanaocummsanaaamqmsatméyouéum
gdw_\gdtzﬂgﬂ\:!ak‘yd\ldmdémmkhbngobthuécmaythéantoanhonvékhibénthénbenhmangnguyooldnhanchongudimevathainhi.
u niz cho con
m;%%a’::rg :;a'o mua ":ramehay khdng. M&t quyét dinh vé vidc oo nén tiép tuc / ngung cho con bl hodc tiép tuc / ngung diéu trj véi amlodipin nén dugc thyc hién dya trén nguy co cho tré
ANH HUON(::EN KHA NANG LAI XE HOAC VAN HANH MAY MOC:
Amiodipin o6 thé gy cac tac dung khdng mong mudn nhur: nhirc dau, t, mé&t moi...can than trong khi diing cho ngudi l4i
arpge s b e ION'?';UON DR chong mat, mé an trong ng gui lai xe hodc van hanh may moc.
Phan (mg phy thudmg gap nhét clia amlodipin 1 phl o) chén, tir nhe dén trung binh, lién quan dén liéu dung. Trong thir nghiém | ch : 0 |
e e ool v Hikag 11% k4 ding 10 gl trung q 9. Trong thir nghiém Iam sang, ¢6 déi chirng placebo, tic dung nay gap khodng 3% trong s6 ngud
Thuong gép, ADR >1/100
Toan than: Phi cb chan, nhirc 84u, chong mét, 69 bimg mat va ¢ cam gidc nong, mét mai, suy nhugc.
Tuén hoan: Danh tring ngyc.
Thén kinh trung wong: Chudt rit.
Tiéu hoa: Budn ndn, dau byng, khd tidu.
Hb hép: Kho tho.
It gap, 1/1000 < ADR <1/100
Tuln hoan: Ha huyét ap qué mirc, nhip im nhanh, dau ngyc.
Da: Ngoai ban, ngura.
Co, xuvong: Dau co, dau khop.
Tam thin: Ri loan giac ngl.
Hiém gép, ADR <1/1000
Tuén hoan: Ngoai tam thu.
Tiéu héa: Tang san lon.
Da: Nbi may day.
Gan: Tang enzym gan (transaminase, phosphatase kiém, lactat dehydrogenase).
Chuyén héa: Tang glucose huyét
Tam thén: La lan.
Mi&n dich: Hong ban da dang.
QUA LIEU:
Nhiém ddc amlodipin rét hiém.
Dung 30 mg amlodipin cho tré em 1 tudi rwdi chi gay nhiém ddc “trung binh™
Trong trromg hop qué libu vor thube chen caldi, cach xir tr chung nhu sau:
Theo ddi tim mach bng dién tam db va didu trj igu chimg cac tac dyng Ién tim mach cung voi rva da day va cho ubng than hoat. Néu cdn, phai didu chinh cac chat dién gidl. Tredng hop
dmtind#nvéblbch,phﬁb&nabopho.s-imv'aoﬁnl\nwd\d!ongtrﬁbn(v&ivém.Mmﬁnhmda?O-SOungglhétrwg).Néucﬂn.ﬁémnh&clai.mmwgio(ﬁnhm
20 mi dung dich caldi gluconat (9 mg/mi) trong 5 phit cho ngudr Im; thém isoprenalin 0,05-0,1 pg/kg/phit hogc adrenalin 0,05 - 0,3 pg/kg/phut hodc dopamin 4 -5 pg/kg/phut.
vawmmuummhmménwmmmmmom.mmphmaatmaytaonmpum.
Tmmvabimwémmmm.mﬂﬁémﬂnhmdrdungdidmtﬁdoddoﬁ%admlh-Néukwwcdunothldungiswrenaﬁnm&hvpvmmnnon.oiéuuimeudmg.
TIEU CHUAN CHAT LUQNG:
USP
HAN DUNG:
36 thang ké tir ngay san xuét.
S 16 san xuélt (Batch No.), ngay sén xuél (Mfg. date), han ding (Exp. date): xin xem trén nhan hjp va vi.
BAO QUAN:
Béo quéan dud 30°C. Tranh 4nh sang.
DANG BAO CHE VA QUI CACH BONG GOL:
Hop 1 vix 10 vién;
 hdptox 10 hdp nhd x 1 vi x 10 vién nén bao phim.
Hop 10 vi x 10 vién nén bao phim

adng ther v&i cac thubc chbng cao huyét &p khac.

San xuat boni:
ZYDUS LIFESCIENCES LIMITED,
Kundaim Industrial Estate, Plot No. 203-213, Kundaim, Goa-403 115, An D).

2092048




