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THONG TIN KE TOA

1. Tén thude: AMLOR. 2. Hoat chét: Amlodipin besilat. 3. Thanh phan: M3ivién nén chita amlodipin besilat tuang dwtong véi Smq amlodipin. 4. Chi dinh diéu tri: 4.1 Diéu tri
dau tay trong bénh tang huyét ap, cd thé duge it dung dan dac hoac phdi hop véi thudcloi tiéu Thiazid, thudc tic ché thu thé alpha, thudc i ché thu thé beta hodc thudc tc ché men
chuyén angiotensin. Giam nguy ca xdy ra bién ¢ tim mach qay ti vong hoac khong gay tivong, chi yéu [a dot quy va nhdi mau cotim. 4.2 Gidm nquy co téi phat bénh mach vanh
va suf can thiét phai nhap vién do dau that nguc & bénh nhén bi bénh mach vanh, 4.3 Diéu tri dau tay trong beénh thiéu mau catim, hoac do su tac nghén ¢4 dinh (dau that ngucon
dinh) va /hoac do su cothat cla ddng mach vanh (dau that nquc Prinzmetal hay dau thét nquc bién thién). Amlodipin ¢ the dugcstidung ngay ca khi chi cd nhiing triéu ching lam
sang qai y kha nang co co that mach, mac d khi da van chua the khang dinh duoc hoan toan 13 c6 co thét mach hay khong. Amlodipin cd the duc st dung don dac nhu I don tri
liéu, hodc phdi hap vai cdc thudc chang dau that nguckhac & nhiing benh nhan bi dau tht nquc ma da khang tri vdi nitrat va/hoac vdi céc thudc e ché thu the beta da ding dii liéu.
5. Lieu ding va cach dung: Thai gian ban thai cia Amlor dai trong khoang 35 dén 50 gid nén thich hop dung li€u ngay 1an. Tang huyét 4p va dau that nquc: liéu khdi dau
thang thuang [a 5 mg 1an/ngay, cd the tang lén den liéu toi dafa 10 mg 1 lén/ngay tiyy theo dap ting. Bénh nhan mac bénh mach vanh: 5-10mq mdi ngay mat lan. Cac nghién ciiu
lam sang cho thay phan ldn bénh nhan can liéu 10 mg. Khang can diéu chinh liéu Amlodipin trong truang hap dung két hap vdi cac thudcloi tieu thiazid, cac thudc dc ché beta hay
cdc thudc dc ché men chuyén angiotensin. St dung d nuoi cao tudi: Nen diing theo liéu binh thuémg. St dung & tré em: 2,5mq dén 5mq 1 lan/ngay & tré em 6-17 tudi. Chua biet
hiéu qua cia amlodipin trén huyét ap & nhiing bénh nhan dudi 6 tudi. Sirdung trén bénh han suy than: st dung liéu binh thuang. S thay doi nang da Amladinin trang huyét tuong

khang lién quan dén muic dd suy than. Amlodipin khang tham tach duac. 6. Chang chi dinh: Bénh nhén c6 tién sttqua man vdi dihydropyridin, Amlodipin, hodc bat " thanh phan

nao cia thudc. 7. Canh bao va thén trong dac biét khi st dung: St dunq 6 bénh nhan suy tim: Trong mat nghién cifu dai han ca kiem chiing bang gia dirac (nghien  PRAISE
- 2) sit dung amlodipin trén nhiing bénh nhan bi suy tim khang do nqudn qac thiéu mau, o Il va Vi theo phan loai ctia NYHA (Hip ha tim mach New York - My), Amlodip m dugc
bao cao a calién quan t6isirqia tang ty & phit phoi. Tuy nhién khang cd sif khdc biét dang ké vé ty1& bénh nhan bi suy tim trém trang Ién 6 nhdm Amlodipin so vdi nt:dm aiz duac.
S dung & bénh nhan bi suy giam chic nang gan: Cing giong nhu cac thudc chen kénh Calci khc, thi gian ban thai cia Amlodipin bi kéo dai & bénh nhan bi suy giam chic 1ang
gan va liéu khuyén cdo cho cacbenh nhan nay van chia dugc thiet tap. Do do can st dung than trang Amlodipin d cac bénh nhan nay. 8. Tuang téc thudc: Amlodipii da duoc 1ing
minh la st dung an toan vdi céc thudc lgi tiéu Thiazid, tc ché thu the alpha, tic ché thu the beta, cic thudc tic ché men chuyen angiotensin, cac nitrat tac dung kéc dai, Nitroc ycerin

ngam dudi luai, cac thudc chdng viem phisteroid, cac khang sinh va cic thudc udng ha dutang huyét. Amlodipin khong gay anh huéing deén sir gan két vao protein hinve: iong cla
adc thuac nghién i (digoxin, phenytoin, warfarin hay indomethacin). Amlodipin fam tang néng da huyét tuang ctia SIMVASTATIN va CYCLOSPORIN khi dung dana thai. V6i bénh
nhan diing amlodipin, gidi han fiéu cia simvastatin Ia 20mq/ngay. NUOCBUGI: Diing déng thei 240 ml nudc budivei mat liéu udng duy nhat 10 mg Amlodipi:: \ling gay nh huong
dang ké Ién duoc dong hoc ctia Amlodipin. Nghién citu nay khang cho phép kiém tra anh hudng cla dang da this hinh dnfi hutng dén gen trang CYP3A4, enzym chinh chiu trich
nhiém chuyén hoa amlodipin; vi thé khang nén udng amlodipin vai budi hodc nudc budi béi vi sinh kha dung c6 the tang & mot so bénh nhan dan dén lam tang tic dung ha huyét
dp. CHAT UC CHE CYP3A4: Diing dong thai 180 mg liéu hang nqay cla diltiazem vii 5mg amlodipin cho nquasi cao tudi (69-87 tui) bi cao huyét dp lam tang 57%1y lé phoi nhiem
hé thdng vdi amlodipin. Diing dang thai vdi Erythromycin khang lam thay d6i dang k&'ty 12 phai nhigm hé thong vi amlodipin. Cac chat tic ché manh CYP3A4 (nhit ketoconazal,
itracanazol, itonavir) cd thé lam tang nong dd amlodipin trong mau [dn hon nhiu so vdi diltiazem. Clarithromycin |a mot chat tic ché CYP3A4. Nquy ca ha huyét 4p tang lén 6 bénh
nhan ding dlarithromycin ciing vdi amlodipin. Nén theo dai bénh nhan chit ché khisit dung dong thai amlodipinvdi darithromycin. CAC CHAT CAM UNG CYP3A4: St dung ddng thes
i cac chat cam uing CYP3A4 (nh rifampicin, hypericum perforatum) ¢ thé lam giam ndng 6 amlodipin trong mau. CIMETIDIN, MUOI NHOM/MUOI MAGNESI (cc thudc khang
acid), SILDENAFIL: khang lam anh huéng den céc thang s duac dang hoc ctia Amlodipin. Amlodipin khong am thay di dang ké cac thang s dugc déng hoc clia ATORVASTATIN,
DIGOXIN, ETHANOL (rugu), WARFARIN. C6 nquy co tang ndng do tacralimus trong mau khi st dung dang thoi vai amladipin. D& tranh dac tinh cla tacrolimus, khi sit dung amlodipin
chio benh nhan dang diéu tri bang tacrolimus, can theo dai ndng da tacrolimus trong mau va diéu chinh liéu tacrolimus khi thich hop. Céc twong tac gitia thudc vdi cac xét nghiém
sinfthoas ehwa duc biét. 9. €6 thai va cho con bii: B an toin chua duac thiét Iap, chinén stfdung Amlodipin trong thai ky mang thai khi khang c6 bién phap thay thé nao an toan
on: 10:Kh&@nang I3i xe va van hanh may: khong bi anh hung. 11. Tac dung khang mong muan: Amlodipin dung nap tat, & cac bénh nhan tang huyét ap hodc dau that
nguc, tacdung phu hay gap nhat la: dau dav, ching mat, ngu ga, danh trang nguc, mat da bimg, dau bung, budn ndn, ph, mét méi. Cac tac dung phu it gap hen ghi nhan duoc
sal khithuoedugedua ra thi truong: giam bach ciu, giam tiéu cau bt thuong, tang dutng huyét, mat g, thay daitinh tinh, tang truong lyc co, giam cam giac/di cam, bénh than
kinngoal bien, battinhyxdi loan v gic, run rdy, suy giam thi gidc, i tai, ha huyét ap, viem mach mav, ho, kho thé viem mili, thay ddi théi quen di ngoai, kho miéng, khd tiéu (bao
qom ca viem da day), tang san lai, viém tuy, non, rung long toc, nhiéu ma hai, ban xuat huyet, sam da, may day, dau khdp, dau lung, co cd, dau co, tang s 1an di tiéu, rdi loan tiéu
tién, ditiet vé dém, towii @danGng, roi loan cuong duong, suy nhuac, kh chiv, dau, tang/giam can. Hiém gap cac phan ting di ing (nguta, ban da, phts mach, ban do), viém gan,
Vang da, tang men gan (chtl yéw di kém,vdi tac mat), nhéi mau ca tim, loan nhip tim (bao qom nhip cham, nhip nhanh that va rung nhi) va dau nquc. Bénh nhan nhi (6-17 tuéi):
Amiodipin dung niap £6t 6 e em. Cac tac dung phu nay tuong tu nhu & nquailn. 12. Qua lidu: Gic diliéu hién o 0y rang viéc qua liéu vai sa luang Idn ¢ thé gay gian mach
1goaivi va ca the kem thea nhip tim nhanh. Colbdo cio vé s tut manh huyét ap va o thé kéo dai va bao gom sac ¢ fifvong. Su hap thu amlodipin giam dang ke khi chi dinh than
oat ngay luic 6 hoac cho dén 2 qid sau khi udng amlodipin 10mq & nhiing nguai tinh nguyén khoe manh, Trong vai trutang hop ¢ thé can dén ifa da day. Vigi cac truang hop tut
Uyetapnang daamiodipin, can phai cd cachién phap e tim mach tich cuc: theo dai thubng xuyén chitc nang tim mach va ho hap, ke cao tay chan, chi y dén thé tich tuan hoan
valyong nudc tié. €6 the st dung mat thudc comach dé phuc hdi truong luic mach mau va huyet ap, mién Ia bénh nhan khang cd chdng chi dinh st dung thudc da. €6 thé tiém tinh
maich calcium glliconate dé ddo nquoiclai tacdung chien kénh calci. Do Amlodipin gin két nhiéu véi protein huyet tuang nén tham phan khong mang lai két qua trong truang hop
nay. 13. Thai han st dung: 24 thang ke fitngay sanxuat. 14. Bao quan: Baoquan o nhizt do dudi 30°C, tranh am. 15. Daong gai: Hap 3 vi x 10 vién. 16, Nha san xuat: Vién
nén: Pfizer (Australia) Pty., Ltd., 38-42 Wharf Road, West Ryde NSW 2114, Uc. 17. Nha phan phoi: (ang ty Ca phan Duac ligu TW2, 24 Nquyén Thi Nghia, 0.1, TP. HG Chi Minh.
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