RX - Thugc nay chi dung theo don thuéc Oién nén

KAVASDIN 10

DE THUGC XA TAM TAY TRE EM.
BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

THONG BAO NGAY CHO BAC SY HOAC DUGC SY NHUNG TAC DUNG
KHONG MONG MUGN GAP PHAI KHI SU DUNG THUGC.
THUGC NAY CHI DUNG THEO BON CUA BAC SY.

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

THANH PHAN CONG THUC: 1 vién
Thanh phan dugdc chat: Amlodipin...............c.......... ...10 mg
(dudidang amlodipin besilat ....13,87 mg)
Thanh phén ta dugc gém: Avicel M112, Mannitol, DST (Sodium starch
glycolat), Magnesistearat..............ccccocuenee.. L'V (- Vo [V NONRERRR—— 1viénnén
DANG BAO CHE: vién nén

QUY CACH PONG GOI: Hop 10 vi x 10 vién nén

CHIDINH:

Diéu tri tang huyét ap (8 ngusi bénh cé nhiing bién chiing chuyén héa nhu dai
thao dudng).

Biéu tri dy phong 8 ngudi bénh dau thit nguc 8n dinh.

LIEU DUNG, CACH DUNG:

Céch duing: Thudc ké don. Dung theo chi dinh cla thdy thudc, dung dudng
uéng.

Liéu dung:

Liéu khdi ddu thudng dung cho diéu tri ting huyét 4p va dau that nguc cla
Amlodipin 14 5mg, mét lan cho 24 gig, t6i da 10mg cho mat lan trong ngay.
Né&u tac dung khéng hiéu qua sau 4 tudn diéu tri c6 thé ting lidu.

Khéng cén diéu chinh liéu khi ph&i hgp véi thudc Igi tiéu thiazid.

Khong c6 yéu cau dac biét vé xi Iy thuée sau khi st dung.

CHONG CHi BINH:

Khéng dung cho nhiing ngudi suy tim chua dugc diéu tri 8n dinh.

Qua mén véi dihydropyridin.

CANH BAO VA THAN TRONG KHI DUNG THUGC:

Si dung than trong cho ngudi gidm chiic ning gan, hep déng mach ch, suy
tim sau nh&i mau cd tim cap.

SUDUNG CHO PHU NUCO THAI VA CHO CON BU:

Phu nii ¢6 thai: Amlodipin c6 thé tic ch& con co tif cung sém. Tuy nhién, thudc
khéng c6 tac dung bat Igi cho qua trinh sinh d&. Phai tinh dén nguy cd thiu
oxy cho thai nhi néu gay ha huyét &p & ngudi me. Pay la nguy co chung khi
dung thudc diéu tri ting huyét ap, ching c6 thé lam thay d6i luu lugng mau do
gidn mach ngoai bién. G dong vat thi nghiém, thudc chen kénh calci c6 th
gay quéi thai & dang di tat xuong. Vi vay, tranh dung Amlodipin cho ngudi
mang thai d&c biét trong 3 thang dau thai ky.

Phu nit cho con bu: Chua cé thong bao nao danh gia sy tich luy cia Amlodipin
trong stia me. Nén véi su than trong nén ngiing cho con bu khi diéu trj bing
Amlodipin.

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

Thudc thudng gay tac dung khdng mong mudn nhu nhiic diu, chéng mat, mét
moinén khong st dung dugc cho ngudi l&i xe va van hanh may méc.

TAC DUNG KHONG MONG MUGN:

- Thudng gap, ADR > 1/100

+Toan than: Phu c8 chan, nhic du, chéng mat, dé biing mt va c6 cam giac
néng, mét mdi, suy nhugc.

+Tudn hoan: Danh tréng nguc.

+Than kinh trung uong: Chuot rut.

+Tiéu hdéa: Budn non, dau bung, khé tiéu.

+Ho6 hdp: Khé thé.

- ltgap, 1/1000 < ADR < 1/100:

+Tuén hoan: Ha huyét ap qua muic, nhip tim nhanh, dau nguc.

+Da: Ngoaiban, ngua.

+Cog, xuong: Pau cd, dau khdp.

+Tam than: Réi loan gidc ngd.

- Hiém gap, ADR < 1/1000

+Tuén hoan: Ngoaitam thu

+Tiéuhoa: Tang sanlgi

+Da: N&i may day

+Gan: Tang enzym gan.

+Chuyén héa: Tang glucose huyét

+Tamthan: Lulan

+Mién dich: Héng ban da dang

Luu y: Théng béo cho béc sy nhiing téc dung khéng mong muén gap phai
khi strdung thuéc.




TUONG TAC, TUONG KY CUA THUGC:

Céc thudc gay mé lam tang tac dung chéng tang huyét ap clia Amlodipin va c6 thd
lam huyét &p giam manh han.

Khoéng dung déng thdi véi Lithi vi c6 thé gay doc than kinh, budn ndn, ndn, fa chay.
Khéng dung déng thai véi thudc khang viém khong steroid, dac biét 1a
Indomethacin cé thé lam giam tac dung chéng tang huyét ap ctia Amlodipin
do tic ché téng hgp prostaglandin va/ hoac gil Natri va dich.

Cac thudc lién két cao véi protein (nhu dan chat coumarin, hydantoin, ..) phai
duing than trong véi Amlodipin, vi Amlodipin lién két cao véi protein nén néng
d6 cia cac thudc néi trén & dang tu do c6 thé thay ddi trong huyét thanh.

Do khéng c6 cac nghién ctiu vé tinh tuong ky, clia thudc, khéng tron 1an thudc
nay véi cac thuéc khac.

QUA LIEU VA XU TRi:

Qua liéu: Nhiém doc Amlodipin rat hiém.

Dung 30mg amlodipin cho trd em 1 tudi rui chi gay nhiém doc “trung binh”
X tri: Trudng hgp qua liéu thi x{ tri nhu sau: Theo ddi tim mach b&ng dién
tam dé va diéu trj triéu chiing céc tac dung Ién tim mach ciing véi rita da day
va cho uéng than hoat, trong trudng hop bi ha huyét ap nghiém trong phai
tiém finh mach dung dich Natri clorid 0,9%, Adrenalin. Néu khéng tac dung thi
diing Isoprenalin phdi hgp v6i Amrinon. Diéu tri triéu chiing.

THONG TIN VE DUGC LY, LAM SANG:

1.DPac tinh dugc luc hoc:

- Amlodipin 12 dan chét ctia dihydropyridin c6 tac dung chen calci qua mang
t€ bao. Amlodipin ng&n chén kénh calci loai L phu thudc dién thé, tac déng
trén cadc mach mau &tim va co.

- Téc dung chéng tang huyét ap bang céach tryc tiép lam gian co tron quanh
doéng mach ngoai bién va it c6 tdc dung hon trén kénh calci co tim. Vi vay
thuc khéng lam dan truyén nhi that & tim kém di va ciing khéng &nh hudng
x&8u dén luc co cd. Amlodipin ciing ¢6 tac dung tét 1a gidm stic cadn mach mau
than, do dé lam téing Iuu lugng mau & than va cai thién chiic nang than. Vivay
thuéc cling c6 thé dung dé diéu tri ngudi bénh suy tim con b,

- Amlodipin khéng c6 &nh hudng x&u dén néng do lipid trong huyét tuong
ho#c chuyén héa glucose, do dé c6 thé ding amlodipin dé diéu trj tang huyét
4p & ngudi bénh dai thao dudng. Tuy nhién, chua c6 nhiing thit nghiém lam
sang dai ngay dé chiing to riing amlodipin c6 tac dung giam ti vong. & nhiéu
nudc, diéu tri chuén dé bo vé ngudi bénh tang huyét ap khdi tai bién mach
méau ndo va t vong van la thudc chen beta va thudc Igi tiu, cac thudc nay
dugc chon dAu tién dé diéu tri. Tuy vay, amlodipin c6 thé ding phdi hgp véi
thudc chen beta ciing véi thiazid ho#c thudc Igi tiu quai va cung vdi thudc uc
ché& enzym chuyén d8i angiotensin. Amlodipin c6 tac dung t6t ca khi ding,
ndm ciing nhu ngdi va trong khi lam viéc. Vi amlodipin tac dung cham, nén it
c6 nguy cd ha huyét ap cdp hodc nhip nhanh phan xa.

- Tac dyng chéng dau thét ngyc: Amlodipin lam gidn céc tiéu dong mach
ngoai bién, do dé6 lam gidm toan bd Iuc can & mach ngoai bién (hu ganh
gi&m). Vi tan s6 tim khéng bj tdc déng, hau ganh gidm lam céng cla tim giam,
cung v6i gidm nhu cdu cung cdp oxy va nang lugng cho cd tim. Diéu nay lam
gidm nguy co dau thit nguc. Ngoai ra, amlodipin cling gay gian déng mach
vanh ca trong khu vuc thi€u méu cuc b va khu vyc dugc cung c8p mau binh
thudng. Sy gian mach nay lam téng cung cap oxy cho ngudi bénh dau that
nguc thé co thit (dau that nguc kidu Prinzmetal). Diéu nay lam gidm nhu cau
nitroglycerin va bang cach nay, nguy cd khéng nitroglycerin c6 thé giam. Thai
gian tac dung chéng dau that nguc kéo dai 24 gid. Ngusi bénh dau that nguc
c6 thé dung amlodipin phdi hgp véi thudc chen beta va bao gi¢ ciing ding
cling vdi nitrat (diéu tri co ban dau that nguc)

2. Dac tinh dugc dong hoc:

Kha dung sinh hoc ctia Amlodipin khi uéng kho&ng 60 — 80% va khdng bi &nh
hudng bdi thiic an. Néng do t8i da trong huyét tuong dat dugc sau khi ung
trong vong 6 — 12 gid. Amlodipin cé thé tich phan b 16n va hon 95% két hgp
vdi protein huyét tuong. Thai gian ban thai tuong déi dai 30 — 40 gi&. Néng do
8n dinh trong huyét tudng dat 7 dén 8 ngay sau khi udng thudc méingay 1 1an.
Thé tich phan bé xap xi 21 lit/kg thé trong va thudc lién k&t véi protein — huyét
tudng cao (trén 98%). Do thanh thai trong huyét tuong tdi mic binh thudng
vao khoang 7ml/phdt/kg thé trong do bai tiét chi yéu théng qua chuyén hoa
trong gan. Céc chét chuyén hoa mat hoat tinh va bai tigt qua nudc tidu. &
ngudi suy gan thdi gian ban thai cia Amlodipin téng, vi vay c6 thé can phai
giam liéu hodc kéo dai thai gian gitta cac liéu dung.

BAOQUAN -HAN DUNG:

Bdao quan: Dudi 30°C. Nai khd rdo, tranh anh sang.

Han diing : 36 thang ké tir ngay san xuét.

Tiéuchudn:TCCS.

San xuat tai: ) R
CONG TY CO PHAN DUGC PHAM KHANH HOA

WHO - GMP budng 2-4, P. Vinh Hoa, TP. Nha Trang, T. Khanh Hoa




