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Tai ligu thdng tin thudc
Thuc k& don

@ Adalat' LA kiém soat huyét ap hiéu qua sudt 24 gio
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Trudc khi phong thich thudc Trong khi phong thich thuéc

@ Adalat’ LA c6 nhiéu ham luong 20mg, 30mg, 60mg
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" Tai ligu thong tin thuic
Thudc ké dan

@ Adalat’LA giam cac bi€n cé vé tim mach va mach mau néo
tuang duong vaéi phoi hop cac thudc |gi tiéu
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Ty 1é bién cd tim mach
va mach mau nao (%)*

Nam 1 Nam 2 Nam 3 Nam 4

Nghién cu tién clu, ngdu nhién, mu déi, va da quéc g|a bao gom 6321 benh nhan tang huyet ap 6 thém it nhat mot yeu to nguy co duac theo
dai trén 3 dén 4,8 nadm, nifedipine (Adalat LA) cho thay gidm cac bién c6 vé tim mach va mach mau ndo cd thé so sanh vai diéu tri phdi hop cac
thudc lgi tiéu chuan.

@ Adalat’ LA cai thién 13% tleu chi chinh vé hiéu qua diéu tri
trén bénh nhan mac con dau that nguc c6 kém tang huyét ap

tan tat, tai phan bd mach ngoai bién (%)

Ty 1& chét phéi hop bai bat ky nguyén
nhan nao, nhdi mau ca tim, dau that
neuc dai dang, suy tim mai, dét quy gay

Adalat LA (n = 1995) Gia dugc (n=2002)

Nghién ciu ACTION ngau nhién, mu déi, cd déi ching vdi g|a dugc va da trung tam theo doi dén 5 nam bao gom 7665 bénh nhan méc ching
dau that nguc 6n dinh qua dIEU tri chuan trong thuc hanh t6t nhat, hiéu qua ket cyc lam sang cUa Adalat LA so vdi gia dugc da duoc khao sat.
Tiéu chi danh gia chinh yéu vé hiéu qua diéu tri (ti 1& chét phdi hop bai bat ky nguyén nhan nao, nhdi mau co tim, dau that nguc dai dang suy
tim mai, dt quy gay tan tat, tai phan bé mach ngoai bién) khang khac biét gita nhom bénh nhan dugc chi dinh Adalat LA (n = 3825) va bénh
nhan s dung gia dugc (n = 3840) (p = 0,54).

Trong mot phan tich phan nhom dugc xac dinh truac gém 3997 bénh nhan mac con dau thét neuc ¢d tang huy8t ap luc ban dau, sU dung Adalat
LA dan dén gidm cd v nghia 13% tiéu chi chinh vé hiéu qua diéu tri.
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@ Adalat’' LA

20mg,30mg,60mg

THANH PHAN:

Adalat® LA 20: 1 vién phdng thich kéo dai chita 20 mg nifedipine.
Adalat® LA 30: 1 vién phdng thich kéo dai chita 30 mg nifedipine.
Adalat® LA 60: 1 vién phdng thich kéo dai chita 60 mg nifedipine.

CHi BINH: Adalat® LA 20mg: Diéu trj ting huyé't ap. Adalat® LA
30mg & Adalat® LA 60mg: 1. Diéu tri ting huyét ap tat ca cdc cip
d. 2. Dung don doc hodc phdi hgp véi mot thubc chen beta d€ dy
ph?ng con dau that ngyc 6n dinh man tinh.

LIEU LUQNG VA CACH DUNG: Adalat® LA 20mg udng mdi ngay
mot Ian (1 x 20mg/ngay): Liéu ban ddu khuy&n céo trong ting huyét
ap nhe den trung binh Ia mot vién nén 20mg mat lin moi ngay. N&u
can thiét, cé thé ting ligu I&n mifc t6i da 90mg mat 1an mbi ngay
tily theo cdc y8u cdu ddi véi ting bénh nhin. Adalat® LA 30mg &
60muy: 1. Cho tang huyét 4p: Liéu ban ddu khuyén cdo cho ting
huyét dp nhe dén trung binh 12 mot vién nén 20mg mét 1an moi
ngay. B6i vdi ting huyét dp ndng, liéu ban dau khuyén cdo la mot
vién nén 30mg mat Ian mdi ngay. NEu cin thiét, cd thé tang liéu 1&n
mic t6i da 90mg mét 1dn mdi ngay tly theo cac yéu ciu ddi vdi ting
bénh nhan. 2. Cho phong ngiia can dau that nguc: Liéu ban ddu
khuy&n cdo 12 mdt vien nén 30mg mot 1&n mdi ngdy. Lidu c6 thé
ting tly theo cdc yéu cdu ddi vi ting bénh nhan I&n miic t6i da
90mg mat ldn méi ngay. Nhiing bénh nhin dugc kiém sodt tang
huyét dp hodc céc triéu ching dau that ngyc bang vién nang Adalat
hodc Adalat retard c6 thé chuyén sang dung Adalat® LA mét céch an
toan. Hiéu qui phong nglfa con dau that nguc duge duy tri khi chuyén
tir diﬂ!tiazem hay verapamil sang Adalat® LA. Nhitng b&nh nhdn
chuyén tir cc thudc doi khdng calci khac sang Adalat® LA nén khdi
d4u diéu tri vGi Adalat® LA 30mg mdt 14n mdi ngay. Sau dé co thé
diéu chinh liéu cao hon bdo dam higu qud vé 1dm sang. Viéc ding
thudc_cling véi cac chat tc chd CYP 3A4 hay cam (g CYP 3A4 co
thé din dén khuy&n cdo diéu chinh liéu hodc ngiing sif dung nifedip-
in. Thai gian diéu tri co thé tiép tuc khong han dinh. B§ an toan va
higu qud clia Adalat® LA trén tré em du6i 18 tudi chua dugc thigt Iap.
Khdng can chinh liéu d6i véi ngudi gia trén 65 tudi va bénh nhan ton
thuong than. Cach udng thudc: Thude dugc ubng nguyén vién vdi mot
cdc nudc, khong tly thugc vao bifa dn. Cac Ian udng thudc nén cich
nhau khoang 24 gid, ttic 1a udng vao & cung mot thai diém mdi ngay,
nén ubng vao budi sing. Nén tranh udng cung nudc ép qud budi.
Khong dugc can, nhai hay bé vién thudc.

CHONG CHI BINH: Khéng dugc sif dung Adalat® LA trén nhitng bénh
nhén co tién sif qud man véi nifedipine hay bt ¢l thanh phdn nao
clia thudc. Adalat® LA khdng dugc sif dung trong nhiing truing hdp
shock do tim, hep ddng mach trén l1am sang, dau that nguc khong
6n dinh, dang bj hodc méi bj nhéi mau co tim trong vong 1 thang.
Adalat® LA khong dugc ding dé diéu tri cdc can dau thdt ngyc cip
tinh. B§ an toan clia Adalat® LA trong ting huyét dp dc tinh chua
dugc thiét 1ap. Adalat® LA khéng dugc diing dé dy phdng thd cip
b&nh nhdi mau cd tim. Adalat® LA khdng dugc ding cho b&nh nhin
suy gan. Adalat® LA khéng dugc dung cho b&nh nhan ¢é bénh sif
tic nghén da day-rudt, thic quan hodc hep dudng kinh clia dudng
rut. Adalat® LA khong dugc diing & nhiing bénh nhin cd tii cing
Kock. Adalat® LA chéng chi dinh & b&nh nhan bi b&nh viém rudt
hodc bénh Crohn. Adalat® LA khdng dugc dung phoi hop véi rifampi-
cin vi ¢ thé khdng dat dugc ndng dd nifedipine hiéu qué trong huyét
tuang.

CANH BAO VA THAN TRONG: Nguy cd lam gidm them huyét 4p. Cdn
than doi véi bénh nhan c6 huy€t dp rét thép (ha huyét dp trm trong
vi miic huy&t 4p tdm thu thdp han 90 mmHg). Nén dé danh Ada-
lat® LA cho phy nif bj ting huyét d&p ndng khéng dap Gng véi cic
diéu tri chudn. Theo doi cdn than khi dung nifedipine véi magnesium
sulfate tiém finh mach. Can luu ¥ d&n kha ning tic dung hiép déng

Tai ligu thong tin thudc
Thuic k& don

khi ding Adalat® LA phdi hgp v6i céc thudc diéu tri ting huyét ap
khdc. Than trong khi sit dung Adalat® LA trén b&nh nhédn cé duy trit
tim kém. C6 th& cdn phai diéu chinh kiém soat dudng huyét doi véi
bénh nhn dai thao duong ding Adalat® LA. 0 nhiing bénh nhan thdm
tach mau bj ting huyét dp 4c tinh va gidm thé tich mau, cd thé xay
ra giam huy&t dp ro rét. Nén can than khi dung Adalat® LA cho bénh
nhan vi cdc trigu chiing tac nghén co thé xay ra. Hign tugng dj vat da
day cé thé xay ra_trong cdc trudng hdp rdt hi€ém gdp va c6 thé can
can thiép bang phau thudt. Adalat® LA co thé tao hinh anh duong tinh
gid khi chup X- quang véi chdt cin quang barium. U bénh nhan cd ton
thuong chic nang gan nhe, vita phai hodc ndng, can theo doi ky, va
cd the giam liéu. Nén can nhdc tdi vigc kiém soat lugng natri dua vao
cd thé bénh nhén khi tang liu nifedipine.

TUONG TAC V01 CAC THUOC KHAC VA CAC DANG TUONG TAC
KHAC: Thudc anh hubing dén nifedipine: Nifedipine dugc chuyén héa
qua hé thdng cytochrome P 450 3A4, ¢6 & cd niém mac rujt va gan.
Do d6 nhiing thudc ¢6 tac dung hodc (c ché hodc cam (ng hé thdng
enzyme nay cd thé lam thay d6i budc chuy&n hoa dau tién tai gan (sau
khi udng) hodc do thanh thai nifedipine. N&n tinh d&n mic df cling
nhu thai gian tudng tac khi st dung nifedipine cung véi cac thudc sau:
Rifampicin, khang sinh macrolide (vi du erythromycin), thudc khang
HIV dc ché protease (vi du ritonavir), thuéc khdng ndm nhém azole (vi
du ketoconazole), fluoxetine, nefazodone, quinupristin/dalfopristin,
cisaprid, acid valproi¢, cimetidine, diltiazem, phenytoin, carbamaze-
pine, phenobarbital. Anh hung cua nifedipine dén céc thudc khéc:
Cdc thuoc ha huyét ap: Nifedipine cd thé lam tang téc dung ha huyét
ap khi dung dong thi cdc thudc diéu trj tang huyét dp khac nhu thudc
Igi tieu, thudc chen B, thudc dc ché men chuyén, thudc chen thu thé
angiotensin 1 (AT-1), thuc chen kénh calci khac, thudc chen a-adren-
ergic, chat (c ché PDE5, va e-methyldopa. Khi dung nifedipine ddng
thai véi thudc chen B, bénh nhin Bhéi dugc theo ddi cdn than vi sy ha
huy€t dp khd nghiém trong cd thé xay ra. Digoxin, Quinidine, Tacroli-
mus: Nén than trong khi phoi hgp vai cac loai thude trén, Tudng tic
thudc - thifc an: NuGc ép qua budi ¢ ché hé théng cytochrome P450
3A4 do d6 c6 thé l1am ting tc dung ha huy&t ap. Nén tranh udng
nudc ép qua budi khi udng nifedipine. Tudng tac thudc khac: Nifedipine
¢ théﬂ!&m tang gia tao gia trj quang phd clia acid vanillyl-mandelic trong
nudic tiéu. Tuy nhién do bang phudng phdp HPLC khdng bi anh hudng.
sU DUNG G PHU N cO THAI VA CHO CON BU: Khdng nén sif dung
Adalat® LA trong thoi gian mang thai trir khi tinh trang ldm sang ciia
ngudi phu nit ¢in phai dugc diéu tri bing nifedipine. Khong:khuyé&n
cdo sif dung Adalat® LA trong thi ki cho con bu vi nifedipine Gydc ba
cdo | co tigt vao slfa me va anh huéng clia phoi nhiém nifedipf
véi tré nho chua dugc biét. At
TAC DUNG TREN KHA NANG LAI XE VA VAN HANHYMAY
Phan tng ddi véi thudc thay ddi tly theo tling bénh nhan, co th
gidm kha nng l4i xe hodc van hanh mdy méc. Diéu ndy dic bi
ra khi bat ddu diéu tri, thay doi thudc va khi udng rugi’kegitpeo.
TAC DUNG KHONG MONG MUON: Thudng gdp (=1% 881 <10%):
Pau dau, phu, gidn mach, téo bén, cdm thdy khéng7knhoe. It gdp (=
0.1% dén <1%): Phan ung dj dng, phu dj Ung/phu mach (bao gbm
c& phi thanh quan), cdc phan ng lo au, rdi loan gidc ngu, chdng mit,
dau nifa dau, chodng vang, run, rdi loan thj gidc, chiing mach nhanh,
hdi hop, ha huyét ap, ngdt, chdy mau cam, xung huyét mui, dau bung,
da day-rudt, budn ndn, kho tigu, ddy hoi, khd miéng, tdng cdc men
gan thodng qua, ban do, chudt rut, sung khdp, tiéu nhiéu, tiéu kho, rdi
loan cuong duong, dau khong dac hiéy, lanh run. Hiém gdp (20.01%
dén <0.1%): Ngifa, may day, ndi man, dj cdm/ loan cam, ting san
lgi. Rat hiém (=0.001% dén <0.01%): Chiing mat bach ciu hat,
gidm bach cdu, phan {ng phin vg/dang phan vé, ting dudng huyét,
gidm cam gidc, budn ngil, dau mat, dau ngyc (con dau that nguc), kho
thd, phii phdi, di vt tiéu hod, khé nudt, tac rudt, loét dudng tiéu hoa,
ndn, suy co vong da day-thic t}iuﬁn, vang da, hoai tIf thugng bi ga
ddc, nhay cdm vai 4nh sdng, phan (ng di tng, ban Xuit huyét co th
s thdy dugc, dau khdp, dau co.

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

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

TAI LIEU THAM KHAO: ; Thong tin san phdm dugc Bo Y T& chdp thuan







