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| RxPRESCRIPTION DRUG
10 X 10 Tablets

AMLODAC 5

Amlodipine Tablets
USP 5mg

Thanh phan hoat chit:
Amlodipine.............. S5mg
Thudc nay la thude gi
Chéng dau thit ngyuc, chdng ting huyét ap, chat chen kénh calci.
Chi dinh diéu tri:
Diéu trj tang huyét ap.
biéu tri dau thét nguc
Liéu diing va cach ding:
-Cach dung: dung dudng udng
-Liéu dung:
Dé diéu trj ting 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 thap 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:
Qu4 man véi dihydropyridin.

Tac dung khong mong mudn



9.

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 xtr dung
Duogc Thu Viét Nam
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R, thudc bin theo don
AMLODAC 5
(Vién nén bao phim Amlodipin 5 mg)

CANH BAO DAC BIET:

Chi ding theo sy ké dom cua béc i,

Néu cAn thém théng tin, xin hly kidn bac si.

Khéng dung qué liéu chi dinh.
mebéngmochoucsfﬁélmrécdungngoaihéym trong qud trinh sir dyng.
Dé thubc xa tAm tay tré em.

DPoc kj huong din sir dyng trude khi st dyng.

Khéng dung thudc da qué hen st dyng.

THANH PHAN:
M3i vién nén bao phim cb chira:
Hoat chét: Amlodipin besylat USP trong dirang véi Amlodipin........S mg
T# duoe: Dibasit calci phosphat, cellulose vi tinh th, oxid s&t 8, tinh bt ngd, magnesi stearat, talc tinh chd, tinh bt natri glycolat, silic dioxid keo khan, polyethylen glycol 6000, t4 durgc bao méu ndu Wincoat
WT AQ-1255.
DUGC LYT HOC:
Amiodipin 14 d3n chét clia dinydropyridin o6 tc dyng chen calci qua mang té bio. Amlodipin ngan chan kénh caldi logi L phy thudc dign thé, tac ddng trén céc mach mau & tim vé co.
Amlodipi o4 tAc dyng chéng ting huyé! 4p bing cAch tryc tiép 1m gian car tron quanh déng mach ngoai bién vA ft 8 tic dyng hom trén kénh calci co tim. V1 vay thubc khdng 14m din truyén nhi that & tim kém
@i va ciing khding &nh humg xbu 8én lirc co cor. Amlodipin cling cb téc dyng 18t 14 gim sirc cAn mach méau than, do 88 14m tng luu lugng méu & thin vé cai thign chirc néing than, V1 viy thubc ciing c6 thd
ding 6 diu trj ngueri bénh suy tim cdn bi.
Amiodipm khong o anh huremg xbu 8én nbng 4 ipid trong huyét hromg hoc chuyén héa glucose, do 66 ¢6 thé diing amlodipin 64 Giu tj ting huyét 4p & ngudi bénh déi thao @irdmg. Tuy nhitn, chura b
himg thir nghiém 13m s3ng dai ngay & chimg 13 rang amlodipin ¢4 A€ dUng gidm tir vong. O nhidu nut, didu b chuln 64 bao v nguii binh tang huyét &p knai tal bién mach méu ndo va tir vang vAn 13
thubc chen b.etaczlamu&cbiﬂu. cac thubc ny dugc chon du tién 68 didu b Tuy vay, amlodipin co thd dung phdi hgp véi thubc chen beta cing véi thiazid hodic thubc loi t8u quai va cing véi thude trc ché
enzym chuyen doi angiotensin.
Amiodipm cb tac dung tt ca khi 8mg, ndm cling nhu ngdi va trong khi 1am viéc. Vi amlodipin tAc dyng cham, nén it ¢ nguy cor ha huyét 4p cAp hodic nhip nhanh phan xa.
Téc dung chéng Gau thit ngvc: amiodipin lm gign c4c tiéu adng mach ngoai bién, do d6 lam gidm todn b lye cin & mach ngoal bién (hau ganh gidm). V1 tAn s6 tim khang bj tc ddng, hau g4nh gidm IAm céing
i tm geim, cimg vBi gidm nhu chu cung cAp oxy vA Rang lugmg cho co tim. Bidu nay 13m gidm nguy oo dau thét ngyee. Ngai ra, amiodipin cing gay gidn Gng mach vanh c3 bong khu wye thidu méu cyc b
V& khu vire durgre cung cip méu binh thuomg. Sir gidn mach ndy lam tang cung cAp oxy cho nguéi bénh dau thét ngye thé co thét (dau thét ngue kidu Prinzmetal). Diku nay 1m giam nhu cAu nitroglycerin va
bing cach ndy, nguy co khang niroglycenin o6 thé gidm. Thar gian tc dyng chéng dau thél ngyc kéo déi 24 it Ngudri binh dau that ngyc o6 thd ding amlodiin phdi h véi thude chen beta v bao gt ciing
ding cimg van nitrat (diéu tr e bin dau thét ngye).
DUOC DONG HOC:

Hép thu
Saumutmi&uaéum,amamhépmmvmm'mgfmdinhmgm:yémvngaasauqckmangsaén12gioaaumuéng.Shhkvﬁdungmyem&awwacmvaokhmu%-uo%.

Thé tich phén b 1 21 Likg.
Sir hip thy ciza amiodipin khdng bj &nh hudmg béi thirc &n.

Chuyén hod/thii trr
MmﬁlIrémmwnahmmnnmwﬁdénﬁﬂgibvﬂpht'JhvpvmIiéudt'mgMmﬂﬁnnﬂméy.medﬁémngmihimmrhlrunghuyéimdalwvcsaﬂdénsngay
dung thube lien tyc.
heniodipm B chuykn h6a phdn ki t3i gan thanh céc chét chuyén hoa knhng o8 hogt tinh. 10% chét ban dAu va 60% chdt chuydn héa durgc 840 théi qua mede iy,
CHI BINH:
Dibu ) ting huyét 8p
Diéy i, dau thét ngye bn dinh man tinh,
Dau Gau it ngye kiéu Prnzmetal,
LIEU LUONG VA CACH DUNG:
Thube dung duamyg ubng. Diing theo sy chi din cila béc sT didu b,
Amiodipn besylat o6 thé ubng khong ké dén blra &n.
Liéu thing thiromg:
B s ktivbrgsdesilkl
s s thing 145:mg, ding 1 lanngay; libu 161 da 14 10 mg, dung 1 IAningay. Bénh nhan ghy, nhé hoac bénh nhan cao tubi hodc bénh nhan suy gan o thé bt ahu v iku
T
e Gau B rgye 6o co thist 69ng mach vianh hodc dau tht ngyrc bn ajnh man Unh, by thyt, &
e A ) ng ding & Ngus| 4 14 § - 10 mg, dang 1 Aningdy.
mmo;‘w muuMvmmmmmmmmmiﬂﬂﬁumm,MG"\“TClircuthulhlbolnhnycumuzcgt‘:ccﬂmmﬁmﬂnmgblm.
togrr gio
It £l1 Gy vt s gy thau o gt w6 aby
Bt nihén suy gan 4 v nguth 8096 dung nap 41 W Ahat. Do 66, idu kegND g thuryng o0ng o8 1hd ding cho ngudi gid, tuy ahié cAn cham sé ddc bigt du ting Bbu.

Crura o Wrnglen coos Wby 90 ch ahmeg beih ihgin 5
Girs s Vot 0, g g g Aadion oo e i ¢ o,mmmh"‘"-“’“"‘“""Wlﬂudﬁnn"“" 1190 v i b1 dAu varl 1B hAp nhAL. Duge ddng hoc cla amlodipin chira duge nghidn

Rt e i VA tang W ir s cha it gl BN auy g e
Nnlrmg tiay 04 vong huglt Wong ol :
s L] L] ) Cha wrkodipin Wbng Lrung quan v mire 4 suy thin, do a6 by ugng ey Wrbmg durge Khaybn cdo, Kndng thd thAm phan duge amiodipin.

Tré em vis thanh thibu run b 1ng huybt bp 10 € Wb abn 17 whi
Libu ung 04 ha huybt dp & bloh it &2 6-17 ubi 18 2,6 meg bl nghy mit e nbwe it b ke g
hang ngéy chura dugc nghién clru & b nhi
Tré em dwti 6 lubi:
Khng b die ligu c6 e4in
cuonecgﬂuu; ubn sl qui mbn vl cbe dihyd
Amlodipin chl dinh & nhimg bgnh nhéin 06 qué mbn Opyridin, armladipin, hogo bA ky hnh phn nag ¢,

" she (ba0 gbm sbc L), Gau It nguc knéng bn dinh, b huyt 8p, e nghan gyt Al (o a Uudo nay,
g”wmw;\wﬂ“riamgw- - 7 10 oo 1 Ul (b 1 Van 8000 moc;ch) g sy i hupbt 69 Nnéng 8n o sau ahdi mu co tm .
KHUYEN CAO VA THAN TRONG:
Svmwviﬁeuqu!w:mﬂodlp\nvlnmnmmyhtpmmawcwhup.
S dyng & bgnh nhén suy tm.
B"’m"'"”""'""WW“d"'"‘"'T"’“’""°"‘°’."'"‘f""'"‘"'”m'“""““"“‘ﬂﬂ"“""“"’“vf'ﬂwlnd'wnlmnnhwuem.mmblwrnmwngmngudnpdumumuwmaem
vavn.mmnamuamuwunqummwnf-wnulvlaphunh& .
Thubcchoﬂkénhmxl,baopbmamlodfpm,ndndwcwwnum‘nlrwd'ﬂm"hhmWﬂlUWhWM-VIChUWwﬁiﬁlhmﬂnnnwymﬂbiénummgchmmmquvmwwwv
Sty dyng ¢ bgnh nhdn bj suy gidm chirc néing gan. ’
Thtgn bin i amodiin kbod v g HAUC cao han  ningbh o b chic g gan b g Hhuydn g W ding cha g hanh o, Amiodiin do 8 nn g bt ahu v thkp

U,Ilrlalliuall'lanmﬂrm,mmlhnn‘uhwﬂlumwﬁmhmngdnld\vvcunihlhmﬂwwsm

nhdt vadnp{ﬁlamwdummanuw,dvﬂﬂu tf ban ddu v ki Ling idu. D iu 1 1 vA theo d can than o thé durge ydu chu & bénh nhan suy gan ndng
Sir dyng cho bénh nhan suy thén: ) ) ) )
i thay 641 vA nbing 8 rong huyé romg ciia amlodipi khng in quan dén mirc 49 suy thgn. Amlodipn o8 thd sirdyng cho ahtmg binh nhan ndy v6i ibu théng thutmg. Amlodipin khdng thé thim phan durge

Sir dyng cho nqur gia:
Amlodipin si dyng v lidu gibng nhau cho gt ia v& ngui i dbu dirge dung nap 1 nhu nhau. Do 63, u e thng thurong cing o8 hd ding cho ngurr gia, tuy nhién cn cham séc a3 biét néu tingibu.




Sir dung cho Iré em
Chua duge bidl hidu qua cia amlodipin trén huyt p & nhimg bdnh nhan duréi 6 1),

TUONG TAC THUOC:

Céc chdl irc ché CYP3A ) cla

O i g o 4 8 e 1y 5 o . 1P o AP L g T RS
Céc thude cdm img CYPIA4 ng abng thél cAc thube g4y cim img CYPIM (v dy: rifampicin, cdy ¢4 ban) c4 thé 1am gism ndng

KMn.g 0 d) lidu sAn co lidn quan aén tAc dyng clia cn.c thube gly dlzlc imng CYP.‘!.M Ién amlodipin. Viéc str 9V

?ﬁr m mmlma?m"&"m:%mmcgm s:fm}:mgem?w \én & mdt s8 bénh nhan d3n dén tac dyng ha huyét &p 14ng.

gg;:: :-:T!m"-ru%néay chdi v ruy tim mech 8 quan s ghn v ing kall mé sau khi uing verapamil v dantrolene durbng inh mach. Do nguy < téng kali mau, khuyén cdo ring khang diing cing thudc
chen kénh calo nhu amiodipin th tranh dugr bénh nhan 6B bj tng théin nhigt &c tinh vA trong vigc qudn i ting than nhigt &c Uinh.
dung ha huydt &p khi dung 88ng thr véi céc thubc chéng cao huyét 4p khac,

trong méu cila tacrolimus khi dibu tr phél hgp vé amlodipin nhumg co ché dugc dgng hoe cia tuang LAc ndy khang dugc hiéu aby ai. BA tranh ngg 84 tacroimus, khi ding dbng

Amiodipin higp ddng tc
Ta
e didu trf véi tacrolimus cAn yay cAu gidm sét ndng A9 tacrolimus trong mAu va didu chinh liéu tacrolimus khi thich hgp.

acrolrmus

Co mdt nguy co ting ndng 68
thén amiodipin cho cac bénh nhan
Cyvolosponn .
Kntng o nghién cn hromg tic thudc: 8 durg tin hanh ves cyciosporin va amlodipin & ngu tinh nguydn khée manh hodc ¢4 881 ugng bénh nhan khc ngoai s & bénh nhan ghép than, & 46 nbng 60 day
aiia cydlospor oo thé bién 881 tang (trung binh 0% - 40%) 8 dupc quan sat. CAn xem xét 8 theo doi ndng 04 cyclosporin & bénh nh&n ghép than khi dung amlodipin va gidm lidu cyclosporin nén duge thye

hién kh cdn thidt.
Srvaststn
Liéu 10 mg amiodipin, 80 mg simvastatin din dén mot sy gia ting 77% tac dyng cua s in $0 vé1 diing

;mmmw s uromg tAc trén [4m sang ¢

rong cac n ol n , amlodipin khng anh hurdng dén n v i

SU DYNG O PHY nms THAIVA CHO CONB: e s s

Phu niz co thai

Su an toan clia amlodipin khi ding cho phy nir cb thai da khong duge thanh 13p.

Trong cac nghién ciru dgng VAL ddc tinh sinh sin 3 dugc quan st thy & lidu cao.

Sir dung trong thai ky chi due 8 nghj khi khding o6 thubc thay thé an toan han va khi bin than bénh mang nguy cor ki hon cho ngudri me va tha nhi.

Phu nir cho con by
Knéng biét liéu amiodipm co bai tiét qua sira me hay khong. Mt quyét dinh v& vige cb nén tiép tyc / ngung cho con b hodc tidp tyc / ngung didu tr véi amlodipin nén dugc thyc hién dva trén nguy co cho tré
bu me v kn ich clia diu trj cho nguin me.
ANH HUONG DEN KHA NANG LAI XE HOAC VAN HANH MAY MOC:
Amiodipm co thé gay cic tc dyng khdng mong mubn nhur: nhirc 8hu, chéng mat, mt méi...cAn than trong khi ding cho ngué 14] xe hojc vén hanh mdy méc.
TAC DUNG KHONG MONG MUON (ADR) i
Pran g phy turimg gap nht cia amiodipin 1 phi o ch, tir he dn trung binh, 180 quan @4n iu ding, Trong thir nghiém I4m sdng, cé a4i chiig placebo, Lic dung ndy g3p khodng 3% trong s nguti
bénh Gy tn var lidu § mgingay va khodng 11% khi ding 10 mg/ngay.
Thueng gép. ADR >1/100
Toan tnén Phu cb chéin, nhirc @u, chéng mat, 85 bimg mét va cb cam gidc ndng, mét méi, suy nhugre.
Tudr hoan' Bénh trbng ngue.
Thén knh trung wong: Chudt nit
Tiéw noz Bubn ndn, Gau byng, kho tibu.
Hé ndp Knt e
r gp. /1000 < ADR <1100
Tudr noan Ha huylt &p qud mirc, nhip tm nhanh, Gau ngye.
Oz Ngoa ben. ngrz
Co xwong Dau oo, Gau kKnop
Téem b R ioan gibe ngll.
Habem gisg ADF <1/1000
Tubn hoan Ngog thm thy
Tibu hz Tang sén kg
Dz Nb may day.
Gan Téng enzym gan (wransaminase, phosphatase kibm, lactat dehydrogenase).
Cruykn hz Téng glucose huybt
Tém mén LU ln
Mikn gien Hong ban da dang

QuA LIEV:
Hriéem. 84 amiodipn o him
m%mmmmumm&mwmmm@cmhw,
}m :aw: m“u:: &hﬁwmﬁ mm“m x ::cum n tm mach cing vl rira dg ddy vh cho ubng than hoat. Néu dn'NXTI @idu chinh cAc cht dign gidl. Treromg hop

mm crm v e Um, phé tem atropin 05 - 1 mg vao Gnh mach cho ngutd len (vé1 bd om, ubm (inh moch 20 « 60 pg/tkg hd trong). Néu cn, iém nhdc lal. Tiém nhd giot inh mach
;J‘"'* 0“"9 dﬂl o w.mnl! (9 mg/ml) trong § phCﬂ cho ngut kim; thém Isoprenalin 0,05 -0,1 pkg/phot hode adrnalln 0,05 0.3 Jokg/phot hodc dopamin 4 - § pg/kg/pht.

s gt chn dich natri dlorid 0,6%. Khl cAn, phal 43t may tgo nhjp tim.

;z;a:vmw:\;:n t:‘h:;l! :::rn lwr:\.’ mm nﬁm dung dich natr lorid 0,9% adrenalin, Néu khong o dyng thi dyng lsoprenalin phdi hp vél amrnon. Didu tr tridu chimg.

TIEU CHUAN CHAT LUQNG:

in mdt minh. B4 1 khuyén c4o 8 han ché libu simvastatin 20 mg mdi ngdy & nhimg bénh

usp
HAN DUNG:

46 tridng kb Wi ngay o rubd
4 16 s rubl (Baich No.), ngay edn xull (Mg, dale), han ding (Exp. dale): xin xem rén nhan hp v vl,
BAO QUAN:

B0 quén dutn 30°C. Trénh énh dng

DANG BAO CHE VA QUI CACH BONG GOI:

Hip 17 10 vién,

r«b-wmm:\m\omm-uun
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