RX THUGC BAN THEO DON

Dorodipin®
10 mg

THANH PHAN: Mbi vién nén chita

- 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, diing udng.

QUY CACHPONG GOI:

-HOop 1vix10vién, hép 10vix 10 vién.

-Chai90vién.

CHIPINH:

-Diéutritang huyétap.

- Dy phong dau thét nguic 6n dinh man tinh hodc can
dau thit nguc do co thdt mach vanh prinzmetal.

LIEU LUGNG VA CACH DUNG:

* Cach dung: Dung uéng, thuéc khéng phu thudc vao
bitadn, c6 thé dung trudc hodc sau khian.

*Liéudung:

- Ngudi I6n: Liéu khai dau la 5 mg/lan/ngay va c6 thé
tang liéu tuy theo dap Uing clia bénh nhan dén téi da
10mg/lan/ngay.

- Bénh nhan suy gidm chic nang gan: Nén dung liéu
khaidau thdp hon (2,5 mg/11an/ngay).

- Bénh nhan suy than: Nhiing thay déi vé néng dé cta
amlodipin trong huyét tuong khong tuong quan vdi
muc do suy than, do d6 khéng céan diéu chinh liéu déi
vGibénh nhan suy gidm chiic nang than.

- Ngudi 16n tudi: Khéng can diéu chinh liéu, khong can
thay d8i liéu khi phéi hgp véi thudc lgi tiéu thiazid, chen
beta giao cdm hodc tic ché enzym chuyén angiotensin.
- Tré em > 6 tudi bj tdng huyét 4p: Thuéc khéng phu
hgpchialiéuchotréem.

-Tré em dudi 6 tudi: Khong co dirliéu.

* Luu y: Chon thuéc c¢6 ham lugng phu hgp vdi liéu
dungctabénhnhan.

CHONG CHiDINH:

-M&n cdm véi batky thanh phan nao ctia thudc.

-Qua man véidihydropyridin.

-Ha huyétap nang, s6ctim, nghén that trai.

- Suy tim chua dugc diéu tri 6n dinh sau khi bi nh6i mau

co tim cép tinh; hep ddng mach chd c6 triéu chiing
dang ké trén lam sang, con dau that nguc khéng én
dinh (trir con dau thét nguc prinzmetal).
THANTRONG KHISU DUNG:

-Loan chuyén héa porphyrin cap.

- Bénh nhan bi suy tim sung huyét: Amlodipin c6 thé
lamtang nguy cotai biéntim mach vaty lé térvong.
-Bénh nhan suy chiic ndng gan: Thai gian ban thai ciia
amlodipin kéo dai & nhiing bénh nhan suy gan va liéu
khuyén cdo chua dugc thanh Iap. Do d6, nén dung
than trong & nhiing bénh nhan nay. Amlodipin nén
dung liéu thap khi bat dau trong khoang liéu diing va
can than trong khi diéu tri, cho ca khi ban dau diéu tri
va khi tang liéu. Cham diéu chinh liéu va theo déi cdn
than &bénh nhansuy gannang.

-Bénh nhan 16n tudi: Can theo déi khi tang liéu & bénh
nhanléntudi.

-Tinh an toan va hiéu qua ctia amlodipin & tré em dudi
6tudi chua dugc danh gia. Tinh an toan va hiéu qua cla
amlodipin khi két hgp véi aliskiren (c6 hodc khéng co
hydroclorothiazid), atorvastatin, benazepril,
olmesartan (cé hodc khéng c6 hydroclorothiazid),
perindopril, telmisartan hodc valsartan (c6 hodc khong
c6 hydroclorothiazid) chua dugc danh gia gtréem.
PHUNU COTHAIVA CHO CONBU:
*Thaiky mang thai:

Antoan trén phu nt c6 thai chua dugc danh gia. Thuéc
c6thédoctinh trén thai aliéu cao. Chisirdung cho phu
n{ 6 thai khi khong cé thudc thay thé khac an toan
hon.

*Thaiky cho conbu:

Chua c6 théng bao nao danh gid su tich lay cta
amlodipin trong sita me, khdng nén st dung thuéc
trén phunitdang cho conbu.

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

Thudc c6 thé gay tac dung khéng mong mudn nhu
buén ngd, chdng mat, nhic dau. Can than trong khi
dung cho ngudi dang lai xe va van hanh may moc.
TUONG TAC VG1 CAC THUGC KHAC VA CAC DANG
TUONGTACKHAC:

- Amlodipin dugc dung an toan vdi cac thudc Igi tiéu
thiazid, chen alpha, chen beta, thuéc tic ché men
chuyén, cac nitrat c6 tac dung kéo dai, vién ngam dusi
ludi glyceryl trinitrat, thuéc khang sinh, thuéc ha
dudng huyét dusng udng.

-Tranh dung nudc ép budi khi dung amlodipin: Dung
nhiéu nudc ép budi cé thé dan dén tdng néng do

amlodipin trong huyét tuong, lam tang tac dung ha
huyétap.

- Cac chat dc ché CYP3A4: S dung déng thai
amlodipin véi cac thudc tc ché manh hodc vita CYP3A4
(thudc Uic ché protease, thudc khang ndm nhém azole,
macrolides (erythromycin, clarithromycin), verapamil
hodc diltiazem) c6 thé dan dén gia ting dang ké
amlodipin dan dén tang nguy ca ha huyétap.

-Thudc gdy cdm tng CYP3A4: Viéc st dung dong thoi
cacthudc gay cdm ing CYP3A4 (rifampicin, hypericum
perforatum) cé thé lam gidm néng dé ctia amlodipin
trong huyét tuang. Amlodipin can than trong khidung
cung véi cacthude nay.

- Dantrolen (tiém truyén): Trén dong vat, rung that gay
chét ngudi va truy tim mach dugc quan sat lién quan
vdi tang kali mau sau khi uéng verapamil va tiém tinh
mach dantrolen. Do nguy co tang kali mau, nén
khuyén cdo khi dung déng thai véi cac thude chen
kénh calci nhu amlodipin can dugc tranh & bénh nhan
nhay cdm véi s6t cao c tinh va trong kiém soat s6t cao
actinh.

- C6 nguy cd tang ndng do tacrolimus trong mau khi
diéu tri phdi hgp véi amlodipin nhung co ché dugc
dong hoc cla tuong tac nay chua dugc hiéu ré. Dé
tranh ngd doc cla tacrolimus, bénh nhan diéu tri
tacrolimus v&i amlodipin can dugc giam sat ndng do
tacrolimus trong mau.

- Simvastatin: S« dung déng thai nhiéu liéu amlodipin
10 mg véi simvastatin 80 mg dan dén mot su gia tdng
77 % nong d6 clia simvastatin so véi simvastatin don
liéu. Gidi han liéu simvastatin & nhiing bénh nhan
dungamlodipin 20 mg hang ngay.

- Cac thuéc gdy mé lam tang tac dung chéng tang
huyét 4p ctia amlodipin va c6 thé lam huyét ap gidm
manh hon.

- Lithi: Khi dung cung véi amlodipin, cé thé gay doc
thankinh, buén nén, nén, tiéu chay.

- Thu8c chéng viém khéng steroid, dac biét la
indomethacin c6 thé lam gidm tac dung chéng tang
huyét 4p cta amlodipin do Gc ché téng hop
prostaglandinva/hodc gilrnatrivadich.

- Céc thudc lién két cao véi protein (nhu dan chat
coumarin, hydantoin...) phai dung than trong véi
amlodipin, vi amlodipin ciing lién két cao véi protein
nén néng do cla cac thudc noi trén & dang tu do
(khénglién két), cé thé thay d6i trong huyét thanh.
TACDUNG KHONG MONG MUON:

Phan ting phu thudng gap nhat ctia amlodipin la phu

c6 chan, ti nhe dén trung binh, lién quan dén liéu
dung. Trong thd nghiém 1am sang, c6 doi ching
placebo, téc dung nay gap khoang 3 % trong s6 ngudi
bénh diéu tri vdi liéu 5 mg/ngay va khoang 11 % khi
dung 10 mg/ngay.

Thuong gdp, ADR>1/100

-Toan than: Phui ¢ chan, mét mai, suy nhugc.

-Tuan hoan:Danh tréng nguc.

-Than kinh: Buén ngu, chéng mét, nhirc dau (dac biét
lavao lucbétdau diéutri), chudtrat.

-Tiéu hoa: Budn nén, dau bung, khé tiéu, théi quen di
cauthay déi (bao gémtiéu chay vatao bon).

-H6 hap:Kho tha.

-Thigiac: RGiloan thigiac (song thi).

-Mach mau: Do bling mat va c6 cdm gidc néng.

ftgéip, 1/1000< ADR<1/100

- Tuén hoan: Ha huyét ap qua muc, dau nguc, chiing
loan nhip tim (bao gém nhip tim cham, nhip nhanh
thatvarung nhi).

- Da: Ngoai ban, nguia, rung toc, ban xuat huyét, su déi
mau da, tang tiét moé héi, mun dd, phtmach.

- Co, xuong: Dau co, dau khdp, dau lung.

-Tam than: R&i loan gidc ng(, thay déi tam trang (bao
goém calo au), tram cam.

-Thankinh: Run, réiloan vigiac, ngat, té, dicam.

-Thinh giac: U tai.

-H6 hap: Ho, viém mai.

-Tiéuhda:Non, kho miéng, tang hodc sutcan.

- Tiét niéu: RGi loan tiéu tién, tiéu dém, tang tan s6 tiét
niéu.

-Sinh duc: Batlyc, vito §nam gidi.

Hiém géip, ADR<1/1000

-Tuén hoan:Ngoai tdm thu, nhéi mau cotim.
-Tiéuhda:Tang sanlgi, viém tuy, viém da day.

- Da: N6i may day, viém mach, viém da tréc vay, hoi
chiing Stevens-Johnson, phti Quincke, nhay cdm anh
sang.

-Gan:Tang men gan (transaminase, phosphatase kiém,
lactat dehydrogenase), viém gan, vang da.

-Chuyén hoa:Tang glucose huyét.

-Tamthan:Lalan.

- Than kinh: Tang truong luc cg, bénh than kinh ngoai
bién.

-Mién dich: Héng ban da dang, phan tng diing.
Thong bao cho bac si nhiing tadc dung khong mong
mudn gap phai khisirdung thuéc.

QUALIEUVA CACHXU'TRI:

-Nhiém déc amlodipin rat hiém.

- Trong trudng hop qua liéu véi thudc chen calci, cach
xUutrichung nhusau:

Theo dbi tim mach bang dién tam dé va diéu trj triéu
chuiing cac tac dung lén tim mach cung véi rita da day va
cho udng than hoat. Néu can, phai diéu chinh cac chat
dién gidi. Trudng hgp nhip tim cham va bléc tim, phai
tiém atropin 0,5 - 1 mg vao tinh mach cho ngudi I6n (véi
tré em, tiém tinh mach 20 - 50 microgram/kg thé trong).
Néu cén, tiém nhac lai. Tiém nho giot tinh mach 20 ml
dung dich calci gluconat (9 mg/ml) trong 5 phut cho
nguailén; thém isoprenalin 0,05 - 0,1 microgam/kg/phut
hodc adrenalin 0,05 - 0,3 microgam/kg/phuit hodc
dopamin 4 - 5 microgam/kg/phtt.

V6i ngudi bénh gidm thé tich tudn hoan can truyén
dung dich natri clorid 0,9 %. Khi can, phai dat may tao
nhip tim.

Trong trudng hgp bi ha huyét ap nghiém trong, phai
tiém tinh mach dung dich natri clorid 0,9 %, adrenalin.
Néu khong tac dung thi dung isoprenalin phdi hop véi
amrinon.Diéu trjtriéu chung.

DUGCLUCHOC:

- Amlodipin la d&n chat ctia dihydropyridin c6 tac dung
chen dong vao calci quamang té bao. Amlodipin ngan
chan kénh calciloai L phu thudc dién thé, tac déng trén
caccatron mach mauvatim.

- Amlodipin c6 tac dung chéng tang huyét ap bang
céach tryc ti€p lam gian cd tron quanh déng mach
ngoai bién va it c6 tdc dung hon trén kénh calci co tim.
Vivay thuéc khéng lam dén truyén nhi that & tim kém
di va cling khong anh huéng xau dén luc co co tim.
Amlodipin cling ¢6 tac dung tét la gidm stic cdn mach
mau than, do dé lam tang luu lugng mau & than va cai
thién chiic ndng than. Vi vay thudc cling cé thé dung
dé diéu tringudibénh suy tim con bu.

- Amlodipin khéng cé anh hudng xau dén su chuyén
héa ngugc hodc thay déi ndng do lipid trong huyét
tuong hodc chuyén héa glucose, phu hgp st dung
amlodipin dé diéu tri tang huyét 4p & ngudi bénh dai
thao dudng, hen suyén va bénh gut. Vi amlodipin tac
dung cham, nén it c6 nguy co ha huyét ap cap hodc
nhip nhanh phanxa.

- Tac dung chéng dau that nguc: Amlodipin lam gian
céc tiéu dong mach ngoai bién, do dé lam gidm toan
b6 luc cdn & mach ngoai bién (hau ganh giam). Vi tan
s& tim khéng bj tac ddng, hau ganh gidm lam céng clia
tim gidm, cling véi gidm nhu cau cung cap oxy va ndng
lugng cho ca tim. Diéu nay lam gidm nguy co dau that
nguc. Ngoai ra, amlodipin cling gay gian déng mach

vanh ca trong khu vyc thiéu mau cuc bd va khu vuc
dugc cung cdp méau binh thudng. Su gian mach nay
lam téng cung cap oxy cho ngudi bénh dau that nguc
thé co that (dau that nguic kiéu prinzmetal). Diéu nay
lam gidm nhu cau nitroglycerin va bang cach nay, nguy
cokhang nitroglycerin c6 thé gidm. Thai gian tac dung
chéng dau tht nguc kéo dai 24 gid. Ngudi bénh dau
thét nguc c6 thé dung amlodipin phéi hgp véi thuéc
chen beta va bao gi¢ ciing dung cuing vdi nitrat (diéu
tricoban dau that nguc).
DUGCPONGHOC:
Sinh kha dung ctia amlodipin khi ung khoang 60 - 80 %
va khéng bij anh huéng béi thiic an. Néng do dinh trong
huyét tuong dat dugc sau khi uéng liéu khuyén cao 6
dén 12 gi. Thai gian ban thai trong huyét tuong tir 30 -
40 git. Néng do 6n dinh trong huyét tuong dat dugc 7
dén 8 ngay sau khi udng thuéc méi ngay moét lan. Thé
tich phan bé xap xi 21 lit/kg thé trong va thudc lién két
VGi protein - huyét tuong cao (trén 98 %). Do thanh thai
trong huyét tuong tdi muc binh thudng vao khoang 7
ml/phit/kg thé trong do bai tiét cht yéu théng qua
chuyén héa trong gan. Cac chat chuyén héa mat hoat
tinh va bai tiét qua nudc tiéu.
& ngusi suy gan, thai gian ban thai ctia amlodipin
téng, vi vy cé thé can phai gidm liéu hodc kéo dai thai
gian gitia cacliéudung.
BAO QUAN: Nai kho, nhiét d6 dusi 30 °C, tranh anh
sang.
HAN DUNG: 36 thang ké tirngay san xuat.
THUGCNAY CHi DUNG THEO DON CUA BACS.
POCKY HUGNG DAN SUDUNG TRUGC KHI DUNG.
NEUCANTHEMTHONGTIN XINHOIY KIEN BACSI.
DEXATAMTAY TREEM.
NHA SAN XUAT VA PHAN PHOI:
CONG TY CG PHAN XUAT NHAP KHAU
YTEDOMESCO
Bia chi: 66, Qudc 16 30, P. My Phu, TP. Cao Lanh,
Béng Thap
DOMESCO Diénthoai:0277.3851950
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