. AMLODIPIN 5mg

THUGC BAN THEO BON VIEN NANG CUNG

THANH PHAN: M3i vién nang cting chifa:
+ Hoat chat chinh:

Amlodipin, my

(D dang amlodipin besilat).

T duge: Calci phosphat dibasic, D.5.T, microcrystalline cellulose, aerosil, magnesi stearat.
CHI DINH:
Tang huyét dp:

Amlodipin duge chi dinh diéu tri déu tay trong bénh tang huydt ap va c6 thé duge it dung don doc m sot huyét ap & phan lon
céc benh nhan. Nhing bénh nhan khong co dap dng 16t vai mot thudc diéu tr tang huyét ap don doc khac (ngoai amlodipin) c6 thé c6
dap ing 16t han khi b sung thém amlodipin, sit dung véi thudc lgi tiéu thiazid, thusc dc ché thu thé a-adrenergic, thudc dc ché thu thé
pradrenergic hodc thudc de ché enzym chuyén dang angiotensin (ACE).

Amlodipin ciing dudc chi dinh dé giam nguy cd ciia bénh mach vanh (CHD) gay tif vong, va gidm nguy cd dot quy.

Bénh mach vanh:

Amlodipin dugc chi dinh dé giam nguy co tai phat bénh mach vanh va sy cin thiét phai nhap vién do dau thit ngyc & bénh nhan bj
bénh mach vanh (CAD).

Pau thit ngyc 6n dinh man tinh:

Amlodipin duge chi dinh dau tay trong banh thiéu mau co tim, do su tdc nghen 6n dinh (dau thit nguc 6n dinh) va/hodc do su co thiit cila
dong mach vanh (dau thit nguc Prinzmetal hay dau thilt ngyc bién thién). Amlodipin 6 thé ducc sii dung ngay cé K

hi c6 nhiing tricu
ching lam sang ggi y kha nang c6 co that mach hay khong. Amlodiopin c6 thé dugc sit dung don déc nhu la don tri liéu, hoac phéi hop
Vi cac thudc chéing dau thit nguc khac & nhiing bénh nhan bi dau thit nguc ma da khang i vai nitrat vahoac vai cac thuc dc ché thy
thé p-adrenergic da dang di liéu.

CHONG CHi DINH:
Chéng chi dinh ding amlodipin & nhing bénh nhan o tién st qua man v

* Amlodipin Ia thudc chen kénh calci diydropyridin.

LIEU LUGNG VA CACH DUNG:

Déi vai tang huy@t ap va dau thit nguc, liéu khdi dau thong thuiing 1a Smg amlodipin méi ngay mot Idn, c6 thé tang lén dén liéu t6i da la

T0mg mdi ngay mot 1an twy theo dap ing ciia mdi bénh nhan

Vai cic banh nhan mdc bénh mach vanh thi lidu khuyéh cdo 13 5mg dén 10mg méi ngay mat 1an. Cac nghién ciu lam sang cho thily phin

Ién bénh nhan cén liéu 10mg (xem muc Duigc dang hoc - Sif dung trén benh nhan méc bénh mach vanh).

c dihydropyridin hosc bt cd thanh phin nao ciia thudc.

Khong can thiét phai diéu chinh liéu amlodipin trong truiing hop dung dong thii vai cc thusc lgi
cac thudc dc ché men chuyén angiotensin.

Siit dyng 6 ngubi cao tudi:

Nén dung theo liéu binh thuting. Khi dang liéu amlodipin nhu nhau d6i vai cd bénh nhan cao i va ré wéi, quan sat thdy thudc c6 kha
nang dung nap tot iong dudng nhau & ca 2 nhom tudi.

St dyng 6 tré em:

Liéu chi dinh diéu trj tang huyét ap dang dudng udng trén bénh nhan nhi tif 6 dén 17 twéi 1a 2,5mg dén 5mg mét 1dn méi ngay. Liéu vuot
qué 5mg mdi ngay chua dugc nghién cdu & bénh nhan nhi (xem muc Pac tinh duge e hoe va muc Duge dang hoc).

Chua bit 16 higu qua cia amlodipin tren huyét ap ddi vi benh nhan dudi 6 i

Siidung & bénh nhin suy giim chiic nang gan:

Xin xem muc Canh béo va than trong dac biét khi s dung.

i dyng & bénh nhan suy thin:

C6 thé stt dung amlodipin véi liéu binh thuting cho bénh nhan suy than. Sif thay ddi ndng do amlodipin trong huyét ufong khong lién quan
déin mic do suy than. Amlodipin khong thé thim tach duge.

TAC DUNG KHONG MONG MUON:

+ Amlodipin duoc dung nap 18, & cac nghién ciu lam sang c6 kiém chiing biing danh gia dugc trén cac bénh nhan ting huyét ap hodc dau
that nguc, tac dung khéng mong muén hay gap nht la:

éu thiazid, cac thudic dc ché beta hay

Phan loai theo hé thing/cs quan (theo MedDRA)
RGi loan h¢ thin kinh

Tic dyng khong mong mudn

Pau dau, chéng mat, ngli ga

RGi loan tim Panh tring nguc

R loan mach Mat d3 biing

RGi loan hé tiéu hoa Dau bung, budn non

Rdi loan toan than va tai chd Phil, mét moi

+ Trong cic nghién ctu lam sang nay, ngui ta khong thay ¢6 bit ky su bit thung c6 ¢ nghia lam sang nao len cac két qua xét nghiem
sinh héa ¢ lién quan dén amlodi
+ Cac tac dung khong mong mudn

8ap hon ghi nhan dugc sau khi thusc dugc dua ra thi triing bao gom:
Phan loai theo h¢ thing/co quan (theo MedDRA)

Roi loan mau va hé bach huyét

Téc dyng khong mong mudn

Gim bach cdu, gidm tiéu ciu

RGi loan chuyén hoa va dinh duong Tang duimg huyt

RGi loan tam thin Mt ngd, thay ddi tam tinh

RGi loan hé than kinh “Tang tidng i co, giam xiic tac/di cam, benh thin
kinh ngoai bién, bét tinh rdi loan vi giac, run rdy,
1 loan ngoai thip

Suy giam thi giac

RGi loan thi gisc

RGi loan thinh giac va tai trong Utai

RGi loan mach Ha huyét ap, viem mach mau

Ho, khé thi, viem mai

R6i loan ho hip, nguc va trung that

RGi loan tiéu hoa Thay déi théi quen di ngoai, kho miéng, kho tieu,
(bao gom ca viem da day), tang san loi, viem ty,

non

RGi loan da va mb dudi da Rung long toc, tang tiét mo hoi, ban xudt huyét,

sam da, mé day

R6i loan hé cd xudng va mé lien két Dau khap, dau hing, co o, dau co

R loan than va tiét niéu Tiéu 14t nhat, rdi loan tiéu tién, di tidu vé dem

Rai loan hé sinh sin va v Vii 1o & nam, i loan cudng duong,

R3i loan toan than va tai chd Suy nhuge, kho chiu, dau

Chi 5 xeét nghiém/do luing Tang can/giam can

Hiém gap cac phin ting di ting bao gdm ngtia, ban da, phii mach, va héng ban da dang.

Viém gan, vang da va tang men gan cing d dudc bao cao voi ty 18 rat it (chis yéu di kem vdi tac mat). Co mot s6 truting hop nang cén phai
nhap vién da duge bao co lién quan dén viéc st dung amlodipin. Trong nhiéu truang hgp, méi quan hé nhan qua gidia cac tac dung khong
mong mudh néu trén voi viéc sii dung amlodipin 1a khong 1o rang.

Cang gidng nhu véi cac thudc chen kenh calci khac, cac tac dung khong mong mudh sau day rét hiém khi dugc bao cao va khong thé phan
biét dugc véi tién trinh t nhién clia cac bénh dang mac: Nhéi mau co tim, loan nhip tim (bao gdm nhip cham, nhip nhanh & tam that va
rung nhi) va dau nguc.
B¢nh nhén nhi (6 - 17 tudi)
Amlodipin dung nap 5t & tré em. Cac tac dung khong mong mudn nay tuang tu nhu nhiing tac dung khéng mong mudn quan sat thy &
ngudi Ian. Trong mot nghién cdu véi 268 tré em, nhiing tac dung khong mong mudn thuong gap nhat la:

Phan loai theo hé théng/co quan (theo MedDRA)
RGi loan hé thin kinh

Téc dyng khong mong musn

Pau diu, chong mat, ngt g

RGi loan mach Gian mach

Rdi loan ho hdp, nguc va trung thilt
Rai loan hé tiéu hoa

Chiy méu cam

Dau bung

RGi loan toan than va tai chd Suy nhuige

Phén Ion muc do ciia cic tac dung khong mong mudi 1a nhe hodc trung binh. Cic tac dung khong mong muin nghiém trong (chi yéu a
dau diu) duge quan sit thiy & 7,2% bénh nhan dang amlodipin 2,5mg; 4,5% ding amlodipin Smg v 4,6% dung gid duge. L do phd bién
nhat clia viéc ngling tham gia nghién ciu 1a tang huyét ap khong kiém sodt duge. Khong c6 tridng hgp nao ngimg tham gia nghién ctu 13
ting huyét ap khong kiém soét duge. Khong c6 su thay ddi déng ké nao vé nhip tim.
THAN TRONG:
S dung & bénh nhan suy tim:
Trong mdt nghién cdu dai han co kidm chiing bing gia duoc (nghién cu PRAISE-2) sif dung amlodipin trén nhitng bénh nhan bi suy
tim khong do ngubn goc thiéu mau, d 11l va IV theo phan loai ctia Higp hdi tim mach New York (New York Heart Association, NYHA),
amlodipin dugc bao cao la ¢ lién quan tGi su gia tang 1 1 phi phéi. Tuy nhién khong co su khac biét dang k& vé 1y 1é bénh nhan bi suy
tim trdm trong lén & nhém amlodipin so vi nhom gia dugc (xem muc Duge lic hoc)..
St dyng & bénh nhn suy giam chic nang gan:
Cang giting nhu tat ca cac thudc chen kenh calci khac, thii gian ban thai ctia amlodipin bi kéo dai & benh nhan suy gidm chic nang
gon va lidu khuyén cdo cho cac benh nhan nay vin chua dugc thict 1ap. Do d6, amlodipin can phai dugc st dung than trong & cac
bénh nhan nay.
PHU NU CO THAI:
Do an toan ciia amlodipin & phy ni 6 thai chua dugc thiét 1ap. Amlodipin khong gay doc trong cac nghién ciu trén hé sinh san ctia
dong vat, ngoai trif viéc lam cham qua trinh chuyén da va kéo dai thoi gian dé & chudt vai mot liéu cao gap 50 1an liéu khuyén cdo sif
dung t6i da & ngudi. Do d6 chi nén sit dung amlodipin trong thai ky mang thai khi khong c6 bién phap thay thé nao an toan hon va
khi bin than bénh chiia dung su rii ro 1n hon cho ba me va phoi thai. Khong thay c6 tac dong lén kha nang sinh sin ciia chudt cting
duge diéu tri biing amlodipin (xem muc Cac dif liéu an toan tién lam sang).
PHY NU NUOI CON BU: Do an toan cia amlodipin & phu nii cho con bii cing chua dugc thiét 1ap.
XE VA VAN HANH MAY MOC:
Cc kinh nghiém lam sang vai amlodipin da cho thdy ring thudc hau nhu khong lam suy gidm kha nang Iai xe va van hanh may moc cia
benh nhan.
TUONG TAC THUGC:
Amlodipin da dugc chaing minh 12 sif dung an toan v cac thudc lgi tiéu thiazid, te ché thu thé alpha, dc ché thu thé beta, cac thudc e
ché men chuyén angiotensin (ACE), cdc nitrat tac dung kéo dai, nitroglycerin ngam dudi Iudi, cac thutic chding viem khong steroid, cac
thudc khang sinh va cdc thudc ha duding huyét, duong udng.
Cac di ligu in vitro tr cac nghién ciu trén huyét tong ngubi da cho thdy riing amlodi
huydt twong ciia cac thudc nghién ciu (digoxin, phenytoin, warfarin hay indomethacin).
Simvastatin:

khong gay dnh hudng dén suf gin ket véi protein

Ding nl éu 10mg amlodipin dong thai véi 80mg simvastatin 1am tang 77% ty 1 phdi nhiém vai simvastatin so vai chi ding simvastatin.
V6i bénh nhan diing amlodipin, giéi han lidu ciia simvastatin la 20mg/ngay.

Nutc budi:

Ding déng thai 240ml nude budi vi mot liéu udng duy nhit 10mg amlodipin 20 ngudi tinh nguyén khoé manh khong gay anh hudng
dang ké lén duge dong hoc clia amlodipin. Nghién ciu nay khong cho phép kiém tra anh hugng ciia dang da hinh di truyén cia CYP3A4,
enzym chinh chiu trich nhiém chuyén hoa amlodipin; vi thé khong nén dung amlodipin cing vi bui hoac nuéc b vi sinh kha dung
<6 thé tang & mot s& bénh nhan dan dén 1am tang tac dyng ha huyét ap.

Chat iic ché CYP3A4:

Diing déng thoi 180mg liéu hang ngay ctia diltiazem vGi 5mg amlodipin cho ngudi cao tudi (69 - 87 tudi) b tang huyét ap lam ting 57%
1y lé phai nhiém hé théng véi amlodipin. Ding déng thai véi erythromycin trén ngudi tinh nguyén khoé manh (18 - 43 tuéi) khong lam
thay ddi dang ké ty 1& phai nhiém hé théng vai amlodipin (tang 22% dién tich dubi duting cong clia duaing bidu dién ndng do thudc trong
mau theo thi gian JAUCI). Mac dii lién quan lam sang ciia cic nghién ciu nay chua chic chdn, su thay déi duoc dong hoc c6 thé dugc
thng bao nhiéu hun & bénh nhan cao tdi.

Cac chift Ge ché manh CYP3A (nhut ketoconazol, itraconazol, ritonavi) c6 thé Iam tang ndng do amlodipin trong méu I6n hon nhiéu so
Vi diltiazem. Nén than trong khi sif dung amlodipin cing voi cac chat dc ché CYP3A4.

Clarithromycin:

Clarithromycin la mot chdt tc ché CYP3A4. Nguy co ha huyét 4p tang 1én & bénh nhan dung clarithromycin cing vai amlodipin. Nén theo
dai bénh nhan chat che khi sir dung déng thoi amlodipin véi clarithromycin.

Cc chat cam ting CYP3A4:

Hién khong co d liéu vé dnh hudng ciia cic chit cam tng CYP3A4 Ién amlodipin. St dung ddng thii véi cac cht cam tng CYP3A4
(nhu rifampicin, Hypericum perforatum) 6 thé 1am gidm ndng do amlodipin trong mau. Nén than trong khi s dung amlodipin cung voi
cac chit cim tng CYP3A4.

Trong nhting nghién ciiu dudi day, khong c6 nhiing thay ddi dang ké vé dugc dong hoc ciia amlodipin hay ciia cac thude khac trong nghién
citu khi ding két hop.

Céc nghién ciu dic biét: Anh hudng cia cic thusc khic lén amlodipin:

Cimetidin:
Ding déng thasi amlodipin va cimetidin khong lam thay déi duge dong hoc ctia amlodipin.

Mudi nhom/Mudi magnesi (cic thud khng acid):

St dung déng thsi cac thusc khang acid la mudi nhom va mugi magnesi véi mot lidu duy nhat cda amlodipin khong gay anh huéng dang
K len duge dong hoc ciia amlodips




Sidenafil:

it dung liéu duy nhit 100mg sidlenafil & cac doi wang b tang huyét ap vo can khong lam anh hung dén cac thong s dugc dong hoc ciia
amlodipin. Khi sif dung phdi hop amlodipin va sidenafil, mdi thudc déu co riéng tac dung ha ap.

Ciic nghién civ dgc bigt: Anb hung cia Amlodipin ti cic thusc khdc:

Atorvastatin:

Diing déng thoi da liéu 10mg amlodipin v6i 80mg atorvastatin khong lam thay dGi dang k& céc thong s dugc dong hoc ciia atorvastatin
khong lam thay ddi dang ké cac thong s6 dugc dong hoc clia atorvastatin khong lam thay ddi dang ké cac thong s6 dudc dong hoc clia
atorvastatin & trang thai ndng do 6n dinh trong huyét wong.

Digoxin:

Sit dung ddng thoi amlodipin véi digoxin khong lam thay ddi néing do digoxin trong huy&i wiang hodc do thanh théi qua than cia digoxin &
nhiing ngudi tinh nguyén khoé manh.

Ethanol (rugu):

St dung don liéu hay da lidu 10mg amlodipin khang gay anh hugng dang ké én dugc dong hoc cia ethanal.

Warfarin:

Diing déng thoi amlodipin v warfarin khong lam thay d6i thas gian dc ché porthrombin clia warfarin.

Cyclosporin:

Chua 6 cic nghién cu vé tuang tac thudc gida cyclosporin va amlodipin & nhing ngudi tinh nguyén khoé manh hogc nhom déi
twong khic, ngoai trir cic bénh nhan ghép than. Cic nghién cu khac nhau & bénh nhan ghép than cho thay viec ding dong thii
amlodipin véi cyclosporin anh huing dén ndng do day ciia cyclosporin tir khong thay déi dén tang trung binh 40%. Can xem xét
& theo doi mic cyclosporin & bénh nhan ghép than ding amlodipin.

Tacrolimus:

C6 nguy co tang néng dd tacrolimus trong mau khi stf dung déng thai vii amlodipin. DE tranh déc tinh cda tacrolimus, cin theo doi nong
d6 tacrolimus trong méau va diéu trj bang tacrolimus, can theo dai ndng do tacrolimus trong mau va diéu chinh liéu tacrolimus khi thich hgp.
Cac tuong tic gida thubc vi cic xét nghi¢m sinh hod: Chua duge biét.

DUQC LYC HOC:

+ Amlodipin Ia 1 thuSc chen dong ion calci (thuSc chen kénh cham hay chdt ddi van ion calci) va dc ché dong ion calci qua mang t€ bao
Va0 trong cac 1€ bao ca tim va cd tron mach mau.

Co ché ha huyét dp cta amlodipin 1a do tic dung gian try tié co tron mach mau. Ca ché chinh xdc cta amlodipin lam gidm dau thit
ngue vin chua dugc xéc dinh ddy dd, nhung amlodipin lam gidm ganh nang thiéu mau tong cong do hai tac dung sau:

1. Amlodipin lam gian cac tiéu dang mach ngoai vi va do d lam giam siic can ngoai vi tdng cong ddi vai tim (giam hau ganh). Do nhip tim
khong thay ddi, nén su giam ganh nang nay cho tim lam giam tiéu thy nang lugng va nhu ciu oxy cila ca tim.
2. Cochétac dung cia amlodipin ciing c6 thé bao gom viéc gian cac dong mach vanh chinh va cac tiéu dong mach vanh, ca & viing thiéu

mau va ving binh thuiing. Su gian mach nay lam tang viéc cung cdp oxy cho co tim & nhiing bénh nhan bi co tht dong mach (dau that

nguc Prinzmetal hay dau that nguc bién thién) va lam giam cac con co that mach vanh do ht thudic Ia.
& benh nhan tang huyét ap, liéu mot 1an/ngay lam gidm dang k& huydt ap trén lam sang & c tu thé ném va ding trong sudt 24 gits. Do
dac tinh khai dau tac dung cham, nén amlodipin tranh duc su tut huyét ap c&p khi st dung.
& bénh nhan bi dau thilt ngye, dung mat 1an/ngay amlodipin lam ting thoi gian géng st téng cong, thi gian khdi diu con dau thit nguc
va thai gian doan ST chénh xudng 1mm, lam gidm ca tan sudt con dau thét nguc va lam giam Iugng nitroglycerin phai sir dung,
Amlodipin khong lién quan tGi bt ky tac dung bt 1gi nao vé chuyén hoa hay nhing thay ddi vé lipid mau va thich hop dé sif dung & bénh
nhan b hen, dai thao duong va bi benh gt (gout).
it dyng & bénh nhan mic bénh mach vanh (CAD)
Tac dung cia amlodipin trén ty 1& mac bénh va ty 1é tif vong do bénh tim mach, su tién trién ciia qua trinh xo vifa dong mach vanh va
dong mach canh da duoc nghién cdu trong thif nghiem danh gia tiéh cdu, ngau nhien tac dong trén mach mau ciia Norvasc (biét duge
Alor” ciia Piizer - M) (Nghién cu PREVENT).
Nghién ciu da trung tam, ngau nhién, mu ddi, 6 dai ching bing gid dugc nay bao gém 825 bénh nhin CAD dugc xéc dinh bing phuong
phap chup mach vanh trong vong 3 nam. Nhom ddi tugng nghién ci bao gém céc bénh nhan da c6 tién st b nhdi mau co tim (M1, 45%),
cdc bénh nhan da duge nong mach vanh qua da (PTCA) & 13n kham ddu (42%), hoic cac bénh nhan da c6 tién sir cia bénh dau thit ngyc
(69%). Mdc df trim trong ctia benh mach vanh dudc phan loai tr 1 mach méu bi nh hudng (45%) dén 3 mach mau trd len bi anh hudng
(21%). Céc bénh nhan bi tang huyét ap ma khong duge kiém soat (huyéi ap tam truong |diastolic blood pressure, DBP > 95mmHg) bi
loai ra khéi nghién ciu. Cac bién 6 tim mach dugc danh gia béi mot hai déng vai cac tiéu chi danh gia duoc gid kin. Mac dir khong c6
tac dang ro rang Ién suf tién trién clia cac tn thuang & dong mach vanh, amlodipin lai kidm ché sy tién trién do day 16p 4o gitta clia dong
mach canh. O nhom bénh nhan diéu tri bang amlodipin quan st thdy c6 sy gidm déng ké (-31%) trén tiéu chi danh gia két hop vé tir
vong do cac benh tim mach, nhdi mau co tim, dot quy, nong mach vanh qua da, phiu thuat bic ciu mach vanh, nhap vien do con dau
that nguc khong 6n dinh ciing it hun (:32%) & bénh nhan diéu tri bang amlodipin so vai nhom ding gid dudc.
Hiéu qui ciia amlodipin trong viéc ngan ngiia cac bién c& trén 1am sang & nhing bénh nhan bi bénh mach vanh (CAD) da duge danh gia
trong mot s nghién ctu doc 1ap, da trung tam, ngdu nhién, ma doi, ¢ i ching bing gid dugc trén 1997 bénh nhan. Nghién ciu nay so
Vi gitta amlodipin va enalapril trong viéc han ché cic biéh ¢ do huyét khai (CAMELOT). Trong s§ cc bénh nhan nay, 663 bénh nhan
g i v bing amlodipin 5mg déh 10mg va 655 bénh nhan dang g dute, ben canh cac didu i éu chudn bao ghm i thuse st
thudc chen beta, thudc Iyi tiéu va aspirin trong 2 nam. Nhiing két qua chinh vé hiéu qua ciia thudc duge trinh by trong bing 1. Cac et
qua cho thy rang viéc diéu tri bing amlodipin c6 lién quan dén su gidm cac trong hap phi nhap vien do con dau thit nguc va gidm
thyc hién thi thudt tai théng mach & bénh nhan bj bénh mach vanh (CAD).
Bang 1: Ty 1 cac két qud 1am sang c6 y nghia trong thif nghiém CAMELOT

CAMELOT
Cac két qua lam sang Amlodipin Gia duge Gidm nguy co
N (%) (n =663) (n = 655) (gié tri p)
Tiéu chi danh gia két 110 151 31%
hop vé tim mach* (16,6) (23,1) 0,003)
Nhap vién do con dau 51 84 42%
thit nguc 7.7 (12,8) (0,002)
78 103 27%

Tai tho hvanh

1 (hong mach van (11,8) 15,7) 0,033)

*1) Buigc dinh nghia trong nghién cdu CAMELOT 12 tii vong do bénh tim mach, nhéi mau c tim khong gay tii vong, ngan ngiia tim mach
tai phat, tai thong mach vanh, nhap vién do con dau thit ngue, nhap vién do suy tim sung huyét, dot quy gay tit vong hodc dt quy
Khong tdr vong hodc thicu mau cuc b thoang qua (transient ischemic attack, TIA), bt ky chdn doan nao vé bénh mach mau ngoai
bién (peripheral vascular disease, PVD) & bénh nhan truc day chua ting duge chdn doan 1 co bénh mach méu ngoai bien hogc
bat ky st diéu tri nao ddi vai bénh mach mau ngoai bién.

2) Tiéeu chi danh gia két qua két hap vé tim mach (cardiovascular, CV) Ia tiéu chi danh gia chinh trong nghién ciu CAMELOT.

Thi nghi¢m diéu trj phong ngiia dau tim (Treatment to Prevent Heart Attack Trial - ALLHAT):

Mot nghién cdu ngdu nhién, mis doi vé 1 18 mac bénh-ty 1¢ tit vong mang ten Thit nghiem Diéu tri tang huyét ap va gidm lipid mau

& phong ngia dau tim (ALLHAT) da duge thyc hién nham so sanh cac liéu phap s dung thudc 1on hon: Amlodipin 2,5mg/ngay dén

10mg/ngay (thude chen kénh calci) hoac lisinopril 10mg/ngay dén 40mg/ngay (thudc e ché men chuyén) dudc ding nh liéu phap

dau tay so v6i thudc li tidu thiazid, chlorthalidon 12,5mg/ngay dén 25mg/ngay trén bénh nhan tang huyét ap vita va nhe.

Téng cong 33357 bénh nhan tang huyét ap t 55 wdi tré lén duge chon ngdu nhien va theo doi trong thi gian trung binh 1 4,9 nam.
Cac bénh nhan nay déu o thém it nhat mot yéu 1 nguy co ddi voi bénh mach vanh, bao gdm nhéi mau co tim hodc dot quy trong >
6 thing hodc da dugc ghi nhan 13 ¢6 cac bénh tim mach lién quan dén vita xg dong mach (t8ng cong la 51,5%), tiéu duting tugp 2,
HDL-C < 35mg/dL (high-density lipoprotein, HDL-C) (11,6%), phi dai that trai dudc chén doan béi dién tam dé hoac chup vang siéu
am tim (20,9%), hién tai dang ht thudc 14 (21,9%).

Tiéu chi danh gia chinh 12 tiéu chi két hop ciia bénh mach vanh (CHD) gay i vong va nhdi méu co tim (MI) khong gy tf vong. Khong
€6 su khac biét ¢6  nghia trong tiéu chi danh gia chinh gida nhom diéu tri amlodipin va nhom diéu chlorthalidon: RR 0,98; 95%
C10.90-1,07] ,20.

i dyng & cdc bénh nhan suy tim:

Cac nghién ciu vé huyét dong va cic thit nghiém lam sang cia déi ching, dya trén hoat dong gang sdc & cac bénh nhan suy tim tirdo I
dén do IV theo phan logi ctia NYHA (Hiép hdi tim mach New York) da cho thdy riing amlodipin khong gay ra sy suy giam trén lam sang,
duge do bai khi nang dung nap céc hoat dong gang stic, phan sud tng mau thi tréi va cac tridu ching 1am sang.

Mot nghién ciiu ¢6 d6i ching bling gia duge (nghién ctu PRAISE) dugc thiét k& nhim danh gia cac bénh nhan suy tim do -V theo phan
loai clia NYHA, dang duge didu tri biing digoxin, thudc lgi tiéu, va cic thudc tic ché men chuyén, da cho thiy ring amlodipin khong lam
tang nguy cd tir vong hay 1§ 12 két hop tif vong va bénh tat & bénh nhan suy tim.

Trong mét nghién ciu dai han 6 ddi ching biing gia dugc tiép theo (nghién cu PRAISE-2) sit dung amlodipin trén cac bénh nhan suy
tim do 11l va IV theo phan loai cia NYHA, cac bénh nhan nay khong co cac triéu chiing lam sang hay co két qua xét nghiém khach quan
80 § 6 bénh thiéu mau cuc bo tiém dn va dang dang céc liéu 6n dinh clia cac thudc de ché men chuyén, trg tim digitalis va thudc loi tiéu,
Két qué cho thay riing amlodipin khong c6 anh huting dén 1y 18 1ir vong t8ng cong hay 1y 16 ti vong do céc bénh tim mach. Vi ciing nhom
d6i wgng nghién ciu nay, amlodipi &n quan tGi suftang cac tning hop phis phdi, mic di khong thily c6 su khac biet
dang ké vé ty 1& cac bénh nhan bi suy tim trdm trong lén gita nhom ding amlodipin so v6i nhom diing gid ducc.

Sii dyng & bénh nhan nhi (tudi tir 6 dén 17):
Hiéu lyc ciia amlodipin trén bénh nhan nhi tang huyét ap c6 do wdi 6 dén 17 da duoc ching minh trong mot nghién et ngdu nhién,
m doi, kéo dai & wén, c6 ddi ching biing gid dugc trén 268 bénh nhan nhi bi ting huyét ap. Tat ¢a cac bénh nhan duge chi dinh
ngdu nhién vao nhom diéu tri 2,5mg hodc 5mg va theo doi trong 4 tudn, rdi sau db duge chon ngu nhién dé tiép tuc dung 2,5mg
hogc 5mg amiodipin hodc gia duc trong 4 twin tidp theo. So sénh vGi Idn kham ban ddu, diéu trf mit l&n mit ngay vGi amlodipin
5mg lam giam huyét ap tam thu va huyét ap tam trong co ¥ nghia thang ké. G truong hop ding gia dugc, huyét ap tam thu o the
ngdi giam trung binh 1a 5,0mmHg véi amlodipin liéu 5mg va 3,3mmHg vai liéu amlodipin 2,5mg. Nghién ciu tif cac nhom cho
thay bénh nhan nhi nhd hon (6 dén 13 i) c6 két qua twong duong nhu bénh nhan nhi tir 14 dén 17 wdi.

DUGC DONG HOC:

Hap thu:
Sau khi udng cac liéu diéu tri, amlodipin dugc hdp thu t6t véi ndng do dinh trong huyét wong dat duge vao khodng 6 dén 12 gio sau
khi uding. Sinh kha dung tuyét déi dugc oc Iugng vao khoing 64% - 80%. Thé tich phan bg xdp xi 21Lkg. Su hap thu amlodipin
khang bi anh hudng béi thic an.

Cac nghién ctu in vitro cho thily khodng 97,5% amlodipin trong tén hoan gdn v protein huyét wong.

Chuyén hod/thdi trir:

Trong thisi gian ban thai trong huyét tuong cia amlodipin nam trong khodng tir 35 dén 50 gio va phi hgp véi lidu ding thudc mot lan
hang ngay. Néng do & trang thai hing dinh trong huyét tang dat duoc sau 7 dén 8 ngay dang thudc lién tyc.

Amlodipin dudc chuyén hoa phan 16n tai gan thanh cac chat chuyén hoa khong c6 hoat tinh, vGi 10% chit ban dau va 60% chit chuyén
hoa duge dao thii qua nutc tié.

St dung & ngudi cao tudi:

This gian dat néng do dinh trong huyét tudng ctia amlodipin 1a giting nhau gitia ngudi cao twdli va tré em. Tuy nhién, do thanh thai cila
amlodipin c6 khuynh hutng giam kéo theo s gia tang ciia dién tich dusi duing cong (AUC) va thas gian ban thai & cac benh nhan cao tudi
Dién tich dusi dong cong va thoi gian ban thii ciing tang Ién & cac bénh nhan bi suy tim sung huyét (CHF).

i dyng G tré em:

Trong mot nghién cau lam sang tiép can thuong xuyén, 73 bénh nhan nhi 12 thang wéi cho dén nhd han hodc bing 17 wéi bi tang
huyét 4p ding amlodipin trung binh méi ngay 13 0,17mg/kg. O thanh thai 8 cac banh nhan nhi nay véi thé trong trung binh 45kg Iin
luot 1a 23,71/gits va 17,6L/gids dGi vai nam va nt. D thanh thai nay caing nam trong gidi han tuong t nhu danh gia duge cong b & ngubi
16n thé trong 70kg 1a 24,81/gio. Thé tich phan bd duoc wdc tinh trung binh 1a 1130L (25,11L/kg) & bénh nhan thé trong 45kg. Hidu i
duy tri huy@t ap trong khoang thai gian 24 gid gitda cac liéu duoc quan sat thiy c6 rdt it sy khac nhau vé dao dong cuc dai va cuc tiéu.
Khi so sanh vdi duge dong hoc & nguii I6n, cac thong s6 trong nghién ciu nay cho thily liéu dung mot 1n mbi ngay 1a thich hp.

QUA LIEU - XU TRi:
Cac dd liéu hién c6 goi y ring viéc qud lidu vai mic do 1an co thé gay gian mach ngoai vi va co thé kem theo nhip tim nhanh. C6 bao
cdo vé sy tyt manh huyét ap, co thé kéo dai va bao gém séc co tif vong.

S hap thu amlodipin giam dang ké khi chi dinh than hoat ngay liic do hodc trong vong 2 gio sau khi uong amlodipin 10mg & nhiing
ngudi tinh nguyén khoé manh. Trong vai truong hop 6 thé cdn rifa da day. Vi cac trubng hop tut huyét ap nang do viéc si dung qua
lidu amlo cin phdi c6 bién phap hé trg tim mach tich cuc bao gdm viéc theo doi thudng xuyén cac chiic nang vé tim mach va
ho hip, ké cao tay chan va chii  dén thé tich wan hoan va lugng nuGc tiéu. Co thé sit dung mot thudc co mach dé phuc hdi tniong
Iyc mach mau va huyét ap, mién la bénh nhan khong co chéng chi dinh sif dung thusc do. C6 thé tiem tinh mach calci gluconat dé
dio ngugc lai tac dung chen kénh calci. Do amlodipin gdn két nhiéu véi protein huyét tiiong nén thim phan loc mau khong mang lai
Két qua trong truding hop nay.

‘QUI CACH PONG GOI:

+ Hop 3 vi x 10 vién nang ciing.

+ Hop 10 vi x 10 vién nang cling.

+ HOp 50 vi x 10 vién nang cng.

BAO QUAN: Nui kho, nhiét d khong qua 30°C, tranh anh séng.

HAN DUNG: 36 thang ké tt ngay san xudl.

TIEU CHUAN: TCCs.

CHU ¥: THUGC NAY CHi DUNG THEO BON CUA BAC SV.

Khong sii dung thusc néu:

Vién thudic bj bién mau, mdp méo, it vo.

Vi thudc bj rich.

Phii ngung dung thudc ngay va thong bo cho bic sy khi gap nhing trigu chiing di ing.

Dé xa tdm fay tré em.

Doc ky hudng din sit dyng trudc khi ding. Néu can thém thong tin, xin héi y kich bac sy.
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