RX THUOC BAN THEO PON

Dorodipin®
10 mg

THANH PHAN: M3i vién nén chua
- Amlodipin (dudi dang Amlodipin besylat) ... 10mg
- T4 dugc: Microcrystallin cellulose PH102, Calci hydrogen phosphat khan, Natri starch glycolat, Magnesi stearat.

DANG BAO CHE: Vién nén, ding udng.

QUY CACH PONG GOI:
- Hop 1 vi x 10 vién, hop 10 vi x 10 vién.
- Chai 90 vién.

CHI PINH:
- Didu tri tang huyét ap.
- Dy phong dau thit nguc 6n dinh man tinh hoidc con dau that nguc do co thit mach vanh prinzmetal.

LIEU LUQNG VA CACH DUNG:
* Céch dung: Dung udng, thude khong phu thudc vao bita an, ¢6 thé dung trude hodc sau khi an.
* Liéu dung:
- Nguoi 16n: Liéu khoi dau 1a 5 mg/lan/ngay va co thé tang liéu tily theo dp g ctia bénh nhan dén toi da 10
mg/lan/ngay.
- Bénh nhan suy giam chtic ning gan: Nén dung liéu khai dau thip hon (2,5 mg/1 lan/ngay).

- Bénh nhan suy than: Nhiing thay doi vé nong d¢ cua amlodipin trong huyét twong khong twong quan voi mirc do
suy than, do d6 khong can diéu chinh liéu doi véi bénh nhan suy giam chirc nang than.

- Ngudi l6n tudi: Khong can diéu chinh liéu, khong can thay doi liéu khi phdi hop vai thude loi tiéu thiazid, chen
beta giao cam hoac ¢ ché enzym chuyeén angiotensin.

- Tré em > 6 tudi bi ting huyét 4p: Thudc khong phi hop chia liéu cho tré em.
- Tré em dudi 6 tudi: Khong co di liéu.
* Luu y: Chon thudc ¢6 ham lwgng phu hop véi liéu dung cia bénh nhan.

CHONG CHIi PINH:

- Man cam véi bat ky thanh phan nao cua thudc.
- Qua man véi dihydropyridin.

- Ha huyét &p nang, sbc tim, nghén that trai.

- Suy tim chua dugc diéu,tri 6n dinh sau khi bi nh6i mau co tim cap tinh; hep dong mach chi c6 triéu chimg dang ké
trén 1dm sang, con dau that nguc khéng 6n dinh (trir con dau that nguc prinzmetal).



THAN TRONG KHI SU DUNG:

- Loan chuyén héa porphyrin cap.

- Bénh nhan bi suy tim sung huyét: Amlodipin cd thé lam tang nguy co tai bién tim mach va ty I¢ tir vong.

- Bénh nhan suy chirc ndng gan: Thoi gian ban thai cua amlodipin kéo dai ¢ nhitng bénh nhan suy gan va Iié,u khuyé,n
cao chua duoc thanh lap. Do d6, nén dung thén trong ¢ nhirng bénh nhan nay. Amlodipin nén dung lieu thap khi bat
dau trong khodng lieu dung va can than trong khi dieu tri, cho ca khi ban dau di€u tri va khi tang licu. Cham dicu chinh
lieu va theo doi can than ¢ bénh nhén suy gan nang.

- Bénh nhan I6n tudi: Can theo di khi tang liéu & bénh nhan I6n tudi.

- Tinh an toan va hi¢u qua cua amlodipin ¢ tré em duci 6 tudi chua dugc danh gia. Tinh an toan va hiéu qua cia
amlodipin khi két hop vai aliskiren (c6 hoac khong co6 hydroclorothiazid), atorvastatin, benazepril, olmesartan (c6 hoac

khdng cd hydroclorothiazid), perindopril, telmisartan hoac valsartan (c6 hoac khong c6 hydroclorothiazid) chua dugc
danh gia ¢ tré em.

PHU NU CO THAI VA CHO CON BU:
*Thoi ky mang thai:

An toan trén phy nix c6 thai chua dugc danh gia. Thudc ¢6 thé doc tinh trén thai ¢ liéu cao. Chi sir dung cho phy
nix c6 thai khi khéng co6 thuoc thay thé khac an toan hon.
* Thoi ky cho con bu:

Chura c¢6 théng bao nao danh gia sy tich lity ciia amlodipin trong sira me, khdng nén sir dung thudc trén phu nit
dang cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thubc c6 thé gay tac dung khdng mong mudn nhu budn ngu, chdng mit, nhirc dau. Can than trong khi ding cho
nguoi dang 1ai xe va van hanh may mac.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Amlodipin dugc dung an toan véi cac thude lgi tiéu thiazid, chen alpha, chen beta,’thuéc rc ché men chuyén,’céc
nitrat cd tac dung kéo dai, vién ngam dudi ludi glyceryl trinitrat, thuoc khang sinh, thuoc ha duong huyét duong uong.
- Tranh ding nudc ép busi khi diing amlodipin: Ding nhiéu nudéc ép budi c6 thé dan dén tang nong d6 amlodipin trong
huyét turong, lam tang tac dung ha huyét ap.

- Céc chat irc ché CYP3A4: Sir dyng dong thoi amlodipin véi cac thude e ché manh hogc vira CYP3A4 (thuéc tic ché

protease, thudc khang nam nhém azole, macrolides (erythromycin, clarithromycin), verapamil hogc diltiazem) c6 thé
dan dén gia ting dang ké amlodipin din dén ting nguy co ha huyét ap.

- Thubc gay cam ing CYP3A4: Viéc str dung dong thoi cac thude gay cam ung CYP3A4 (rifampicin, hypericum
perforatum) c6 thé lam giam nong d6 cua amlodipin trong huyét twong. Amlodipin can than trong khi dung cting véi
cac thude nay.

- Dantrolen (tiém truyen) Trén dong vat, rung that gy chét ngudi va truy tim mach duoc quan sat lién quan véi ting
kali mau sau khi uong verapamil va tiém tinh mach dantrolen. Do nguy co tang kali mu, nén khuyen céo khi dung
dong thoi vai cac thude chen kénh calci nhu amlodipin can duoc tranh & bénh nhan nhay cam véi sét cao &c tinh va
trong kiém soét sbt cao 4c tinh.

- C6 nguy co ting ndng do tacrolimus trong mau khi diéu tri phdi hgp véi amlodipin nhung co ché duge dong hoc cua
tuong tac nay chua duoc hiéu rd. Bé tranh ngd doc cua tacrolimus, bénh nhan diéu tri tacrolimus véi amlodipin can
dugc gidm sat nong d6 tacrolimus trong mau.



- Simvastatin: Str dung dong thoi nhiéu liéu amlodipin 10 mg véi simvastatin 80 mg din dén mot sy gia tang 77 %
nong do cua simvastatin so véi simvastatin don liéu. Gidi han liéu simvastatin ¢ nhitng bénh nhan ding amlodipin 20
mg hang ngay.

- CAc thude gay mé lam tang tac dung chdng ting huyét ap cua amlodipin va cé thé 1am huyét 4p giam manh hon.
- Lithi: Khi dung cuing véi amlodipin, c6 thé gay doc than kinh, budn ndn, non, tiéu chay.

- Thuéc chéng viém khong steroid, dc biét la indomethacin c6 thé lam giam tac dung chong ting huyét ap cia
amlodipin do uc ché tong hgp prostaglandin va/hoac git natri va dich.

- Cac thudc lién két cao voi protein (nhu dan chat coumarin, hydantoin...) phai diing than trong véi amlodipin, vi
amlodipin ciing lién ket cao véi protein nén nong do cua cac thuoc noi trén ¢ dang tu do (khong lién ket), cd the thay
doi trong huyet thanh.

TAC DUNG KHONG MONG MUON:

Phan tng phu thudng gap nhat cia amlodipin 1a phi ¢d chan, tir nhe dén trung binh, lién quan dén liéu ding. Trong
thir nghiém 1am sang, co6 doi chirng placebo, tac dung nay gap khoang 3 % trong so6 nguoi bénh diéu tri vai licu 5
mg/ngay va khoang 11 % khi dung 10 mg/ngay.

Thuong gap, ADR > 1/100

- Toan than: Phii ¢6 chan, mét moi, suy nhugc.

- Tuan hoan: Panh tréng nguc.

- Than kinh: Budn ngu, chong mat, nhirc dau (dic biét 1a vao ldc bat dau diéu tri), chudt rt.

- Tiéu héa: Budn nén, dau bung, kho tiéu, thoi quen di cau thay doi (bao gdm tiéu chay va tao bon).
- H6 hap: Khd the.

- Thi gi4c: Réi loan thi giac (song thi).

- Mach mau: D6 birng mat va c6 cam giac nong.

it gap, 1/1000 < ADR <1/100

- Tuan hoan: Ha huyét 4p qua mirc, dau nguc, ching loan nhip tim (bao gom nhip tim cham, nhip nhanh that va rung
nhi).

- Da: Ngoai ban, ngira, rung toc, ban xuét huyét, sy d6i mau da, ting tiét md hoi, mun do, phi mach.
- Co, xuong: Pau co, dau khop, dau lung,

- Tam than: Réi loan giac ngu, thay doi tam trang (bao gém ca lo au), tram cam.

- Than kinh: Run, réi loan vi giac, ngit, t&, di cam.

- Thinh giac: U tai.

- H6 hap: Ho, viém miii.

- Tiéu hoa: N6n, khd miéng, tang hoac sut can.

- Tiét niéu: R4i loan tiéu tién, tiéu dém, ting tan sé tiét niéu.

- Sinh dyc: Bt lyc, vl to & nam gidi.

Hiém gap, ADR <1/1000

- Tuan hoan: Ngoai tdm thu, nhdi mau co tim.

- Tiéu hoa: Tang san loi, viém tuy, viém da day.

- Da: Noi may day, viém mach, viém da tréc vay, hoi chirng Stevens-Johnson, phil Quincke, nhay cam anh séang.
- Gan: Tang men gan (transaminase, phosphatase kiém, lactat dehydrogenase), viém gan, vang da.

- Chuyén hoa: Tang glucose huyét.

- Tam than: LG Ian.



- Than kinh: Tang truong lyc co, bénh than kinh ngoai bién.
- Mién dich: Hong ban da dang, phan tng di ung.
Thang béo cho béc si nhitng tac dung khéng mong mudn gap phai khi sir dung thudc.

QUA LIEU VA CACH XU TRI:

- Nhiém doc amlodipin rat hiém.

- Trong truong hop qué lidu véi thude chen calci, cach xir tri chung nhur sau:

- Theo ddi tim mach béng dién tam d6 va diéu tri triéu ching cac tac dung Ién tim mach ciing véi rira da day va cho
uong than hoat. Neu can, phai dieu chinh cac chat di¢n giai. Truong hop nhip tim cham va bloc tim, phai tiém atropin
0,5 - 1 mg vao tinh mach cho nguoi l6n (véi tre em, tiém tinh mach 20 - 50 microgram/1 kg the trong). Neu can, tiém
nhac lai. Tiém nho giot tinh mach 20 ml dung dich calci gluconat (9 mg/ml) trong 5 phut cho nguoi lon; thém
isoprenalin 0,05 - 0,1 microgam/kg/phut hoac adrenalin 0,05 - 0,3 microgam/kg/phat hoac dopamin 4 — 5
microgam/kg/phat.

- Vi ngudi bénh giam thé tich tuan hoan can truyén dung dich natri clorid 0,9 %. Khi can, phai dat may tao nhip tim.

- Trong trudng hop bi ha huyét ap nghiém trong, phai tiém tinh mach dung dich natri clorid 0,9 %, adrenalin. Néu
khéng tac dung thi dung isoprenalin phdi hop véi amrinon. Biéu tri tridu ching.

DUQC LUC HQC:

- Amlodipin la din chat cua dihydropyridin c6 tac dung chen dong vao calci qua mang té bao. Amlodipin ngan chan
kénh calci loai L phu thudc dién thé, tac dong trén cac co tron mach mau va tim.

- Amlodipin c6 tac dung chdng tang huyét ap bang cach tryc tiép 1am gidn co tron quanh dong mach ngoai bién va it
co tac dung hon trén kénh calci co tim. Vi vay thuoc khong lam dan truyen nhi that ¢ tim kém di va cling khong anh
hudng xau den lyc co co tim. Amlodipin ciing c6 tac dung tot la giam sic can mach mau than, do d6 lam tang luu
lwgng mau ¢ than va cai thién chirc nang than. Vi vay thuoc ciing c6 thé dung dé diéu tri ngudi bénh suy tim con bu.

- Amlodipin khong c6 dnh hudng xau dén sy chuyen hoa ngugc hoic thay ddi ndng do lipid trong huyét tuong hoac
chuyén héa glucose, phit hop str dung amlodipin dé diéu tri tang huyet ap ¢ nguoi bénh dai thio duong, hen suyén va
bénh gut. Vi amlodipin tAc dung cham, nén it c6 nguy co ha huyét 4p cip hoic nhip nhanh phan xa.

- Téc dung chong dau that ngwc: Amlodipin lam gian céc tiéu dong mach ngoai bién, do d6 lam gidm toan bo luc can
& mach ngoai bién (hau ganh giam). Vi tan so tim khong bi tac dong, hau ganh giam lam cong cua tim giam, cing voi
giam nhu cu cung cip oxy va nang lugng cho co tim. Diéu nay lam giam nguy co dau that nguc. Ngoai ra, amlodipin
ciing gdy gian dong mach vanh ca trong khu vuc thiéu mau cuc bo va khu vue duoc cung cap mau binh thuong. Su
gian mach nay lam tang cung cap oxy cho nguoi bénh dau thit nguc thé co that (dau that nguc Kiéu prinzmetal). Diéu
nay lam giam nhu cau nitroglycerin va bang cich nay, nguy co khang nitroglycerin ¢ thé giam. Thoi gian tac dung
chdng dau that nguc kéo dai 24 gio. Nguoi bénh dau that nguc 6 thé dang amlodipin phdi hop véi thude chen beta va
bao gio ciing diing cling Véi nitrat (diéu tri co ban dau that nguc).

DUQC PONG HOQC:

- Sinh kha dung cua amlodipin khi uong khoang 60 — 80 % va khang bj anh huong boi thirc an. Nong do dinh trong
huyet tuong dat duoc sau khi uong lieu khuyén cao 6 den 12 gio. Thoi gian ban thdi trong huyet tuong tir 30 - 40 gio.
Nong d¢ on dinh trong huyég tuong dat duoc 7 den 8 ngay sau khi uong thuoc mdi ngay mot lan. Thé tich phan bo xap
Xi 21 lit/kg the trong va thuoc lién ket vai protein - huyet tuong cao (trén 98 %). D thanh thai trong huyet tuong t6i
mirc binh thuong vao khoang 7 mi/phit/kg thé trong do bai tiét chu yéu théng qua chuyén hoa trong gan. Céc chat
chuyén hda mét hoat tinh va bai tiét qua nuéc ticu.

- O nguoi suy gan, thoi gian ban thai ciia amlodipin ting, vi vay c6 thé can phai giam liéu hoac kéo dai thoi gian giira
cé4c licu dang.



BAO QUAN: Noi khé, nhiét d6 dudi 30 °C, tranh anh séang.
HAN DUNG: 36 thang ké tir ngay san xuat.

THUOC NAY CHI DUNG THEO PON CUA BAC SI.
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.
DE XA TAM TAY TRE EM.



