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NOI DUNG THONG TIN M
THANH PHAN:

Adalat® LA 20: 1 vién phong thich kéo dai chia 20 mg nifedipine.
Adalat® LA 30: 1 vién phong thich kéo dai chida 30 mg nifedipine.
Adalat® LA 60: 1 vién phong thich kéo dai chira 60 mg nifedipine.

CHi BINH: Adalat® LA 20mg: E}ié‘u tri tdng huyét dp. Adalat® LA 30mg & Adalat® LA 60mg:
1. Diéu tri tdng huyét ap tdt ca cac cap dg. 2. Dung don ddc hodc phdi hgp v6i mot thude
chen beta dé du phong con dau that nguc dn dinh man tinh.

LIEU LUGNG VA CACH DUNG: Adalat® LA 20mg udng mdi ngay mat Ian (1 x 20mg/ngay):
Liéu ban dau khuyén céo trong ting huyét ap nhe dén trung binh la mot vién_nén 20mg mot
lan moi ngay. Néu can thiét, co thé tang liéu Ien miic t6i da 90mg madt 1an moi ngay tuy theo
cac y8u cau doi vai ting bénh nhan. Adalat® LA 30mg & 60mg: 1. Cho ting huyét dp: Ligu
ban dau khuyén cdo cho tang huyét ap nhe dén trung binh |a mot vién nén 20mg mot lan moi
ngay. D3i véi tang huyét ap ndng, liéu ban dau khuyén cdo la mot vién nén 30mg mot Idn moi
ngay. N&u cdn thiét, c6 the téng liéu 1én mic t6i da 90mg mot lan moi ngay tly theo cac yéu
cau doi véi ting bénh nhan. 2. Cho phong ngua con dau that nguc: Liéu ban dau khuyén cao
la mdt vién nén 30mg mot Idn moi ngay. Ligu cé thé ting tuy theo cdc yéu cau doi véi tling
bénh nhan I&n mc t6i da 90mg mot lan moi ngay. Nhiing bénh nhan dugc kiém soat tang
huy&t dp hodc céc triéu ching dau that ngyc bdng vién nang Adalat hodc Adalat retard c6 thé
chuyén sang dung Adalat® LA mot cach an toan. Higu qua phong ngifa con dau that nguc dugc
duy tri khi chuyén tir diltiazem hay verapamil sang Adalat® LA. Nhiing bénh nhan chuyén tu
cac thubc d6i khang calci khac sang Adalat® LA nén khdi dau diéu tri voi Adalat® LA 30mg
mot lan mbi ngay. Sau d6 c6 thé diéu chinh liéu cao hon bdo dam higu qua vé 1dm sang. Viéc
dung thudc cung v6i cdc chét e ché CYP 3A4 hay cam (ing CYP 3A4 co thé dan dén khuyén
c40 didu chinh lidu hoic ngling sif dung nifedipin. Thai gian diéu tri c6 thé ti€p tuc khong han
dinh. D9 an toan va hiu qud clia Adalat® LA trén tré em dudi 18 tudi chua dugc thiét lap.
Khong cdn chinh liéu doi v6i ngudi gia trén 65 tudi va bénh nhan ton thuong than. Cach uong
thudc: Thusc dugc udng nguyén vién voi mot coc nude, khong tuy thudc vao bira dn. Cac lan
udng thudc nén cach nhau khodng 24 gid, tic la udng vao G cung mot thai diem moi ngay,
nén udng vao budi sang. Nén tranh udng cung nudc ép qud budi. Khdng dugc can, nhai hay
bé vién thudc.

CHONG CHi BINH: Khong dugc st dung Adalat® LA trén nhiing bénh nhan ¢o tién s qué man
v6i nifedipine hay bat ci thanh phan nao clia thudc. Adalat® LA khong dugc su dung trong
nhitng trudng hgp shock do tim, hep dong mach trén lam sang, dau that nguc khdng on dinh,
dang bi hodc mdi bi nhdi méu cd tim trong vong 1 thang. Adalat® LA khong dugc dung dé dieu
tri cac con dau that nguc cép tinh. DY an toan cua Adalat® LA trong tdng huyetap ac tinh cti]ua
dudc thiét ap. Adalat® LA khong dugc dung dé du phong thit cdp bénh nh6i mau co tim.
Adalat® LA khc‘mg dugc dung cho bénh nhan suy gan. ﬁdglatﬁGLAdﬁ%%ngk?gﬁcg%gngu%rrll% br?Jg?
Rgi?at%%ﬁeﬁnhaﬁg gﬁgcn(?uhnegnadghggé {)%O[}h tnh#gn qc%a?ﬂi t?[jr?g Kc?clg. Adglat® LA chdng chi dinh
5 banh nhan bj béph viém rugt hodc benh Grohn. Adalat® LA khong dugc dung phoi hgp vai

rifampicin Vi c0 thé khong dat dugc nong dd nifedipine higu qua trong huyét tuang.
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NOI DUNG THONG TIN MAU THIET KE

ching tac ngheén co the §éy ra. Hién tugng di vat da day c6 thé xay ra trong céc trudng hop
rat hiém gdp va cd thé can can thiép bang phau thuat. Adalat® LA c6 thé tao hinh dnh dudng
tinh gia khi chup X- quang vGi chat can quang barium. 0 bénh nhén c6 ton thuong chic néng
gan nhe, vira phai hogc ndng, can theo doi ky, va co thé giam liéu. N&n can nhdc t6i viéc
kiem soat lugng natri dua vao cd thé bénh nhén khi tdng lieu nifedipine.

TQ’UNG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC: Thudc anh hubng
dén nifedipine: Nifedipine dugc chuyén hoa qua hé théng cytochrome P 450 3A4, c6 0 ca
niém mac rut va gan. Do d6 nhiing thudc cg tac dung hodc {ic ch& hodc cam (ng hé thong
enzyme nay cd thé lam thay doi buGc chuyén héa d4u tién tai gan (sau khi uéng) hodc do
thanh thai nifedipine. Nén tinh dén mic do cing nhu thdi gian tudng tac khi st dung
nifedipine cung v6i cac thudc sau: Rifampicin, khang sinh macrolide (vi du erythromycin),
thudc khang HIV Gc ché protease (vi du ritonavir), thuoc khang nam nhom azole (vi du
ketoconazole), fluoxetine, nefazodone, quinupristin/dalfopristip, = cisaprid, acid valproic,
cimetidine, diltiazem, phenytoin, carbamazepine, phenobarbital. Anh huéng cla nifedipine dén
céc thudc khéc: Cac thugc ha huyét ap: Nifedipine co thé lam tang tac dung ha huyét &p khi
dung dong thai cac thudc diéu tri tang huyét ap khac nhu thudc Igi tiéu, thudc chen B, thudc
(ic ché men chuyén, thudc chen thu thé angiotensin 1 (AT-1), thudc chen kénh calci khdc,
thudc chen e-adrenergic, chat lic ché PDE5, va a-methyldopa. Khi dung nifedipine dong thai
vGi thydc chen B, bénh nhan phdi dugc theo doi can than vi su ha huyét &p kha nghiém trong
c6 thé xay ra. Digoxin, Quinidine, Tacrolimus: Nén than trong khi phoi hgp vdi cac loai thudc
trén. Tuong téc thudc — thic dn: Nudc ép qua budi dc ché hé thong cytochrome P450 3A4
do dé c6 thé 1am ting tac dyng ha huyét dp. Nén tranh udng nuéc ép qua budi khi udng
nifedipine. Tuong tic thudc khac: Nifedipine co the 1am ting gia tao gia tri quang phd clia acid
vanillyl-mandelic trong nuéc tiéu. Tuy nhién do bang phudng phap HPLC khdng bi anh hubng.

s DUNG G PHU NO €O THAI VA CHO CON BU: Khong nén sif dung Adalat® LA trong thoi
gian mang thai tr khi finh trang lam sang clla ngudi phu nt cdn phai dugc diéu tri bang
nifedipine. Khong khuyén céo si dung Adalat® LA trong thdi ki cho con ba vi nifedipine dugc
béo céo |a co tiét vao sita me va anh hung clia phai nhiém nifedipine d6i v6i tré nho chua
dugc hiét.

TAC DUNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC: Phan tng d6i voi thudc thay
déi tuy theo timg bénh nhan, c6 thé lam giam kha ndng I&i xe hodc van hanh may moc. Pidu

nay dac biét xay ra khi bat dau diéu tri, thay doi thudc va khi udng rugu kém theo.

TAC DUNG KHONG MONG MUON: Thuang gap (=1% dén <10%): Dau dau, pht, gian mach,
ta0 bon, cam thdy khong khoe. It gdp (=0.1% dén <1%): Phan tng di tng, phu di Ging/phu
mach (bao gdm cé& phu thanh qudn), cac phan (ing lo au, rdi loan gidc ngu, chong mat, dau
niia du, chodng vang, run, rdi loan thj gidc, ching mach nhanh, hoi hop, ha huyet ap, ngat,
chay mau cam, xung huyét mti, dau bung, da day-rudt, budn non, kho tiéy, day hai, kho
miéng, téng cac men gan thodng qua, ban dd, chudt rit, sung khdp, tiéu nhiéu, t|%u kho, roi
loan cudng duong, dau khong dac higu, lanh run. Hiém gap (=0.01% dénn <0.1%): N%ua:
may day, noi man, di cam/ loan cam, tang san lgi. Rat hiém (>0.001% dén <0.01%):
Chitng mét bach cu hat, gidm bach cau, phan (tng phan vé/dang phan vé, tang duong huyet,
giam cam giac, budn ngd, dau mat, dau nguc (con dau that nguc), kho thd, phu phoi, di vt
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tieu hod, kho nuot, tic rudt, loét dudng tiéu hoa, non, suy co vong da day-thuc guén, yang
da. hoai tf thugng bi gay doc, nhay cgm véi 4nh sang, phan ng di (ng, ban xuat huyét co
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thé s§ thay dugc, dau khdp, dau co.

NHA SAN XUAT: Bayer Pharma AG, D-51368 Leverkusen, Buc.

NHA DANG KY: Bayer South East Asia Pte., Ltd.

TAI LIEU THAM KHAO: : Thong tin san ph&m dugc Bo Y T& chép thuan







