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20mg,30mg,60mg
& KIEM SOAT HUYET AP HIEU QUA
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THANH PHAN: Adalat® LA 20: 1 vién pho,nﬁ thich kéo dai chiia 20 m
nifedipine. Adalat® LA 30; 1 vién phong thich kéo dai chda 30 mg nifed-
|é)|ne. Adalat® LA 60: 1 vién phong thich kéo dai,chiia 60 mg nifedipine.
HI DINH: Adalat® LA 20mg: Diéu tri tapg huyét dp. Adajat® LA 30mg
& Adalat® LA 60mg: 1. Diéutrj tang huyét ap tat ca géc céﬁ do. 2. Dung
dop doc hadc phoi hop v6i mot thude chen .beta dé du phong con dau
that ngug on dinh man tinh. LIEU LUGNG VA CACH DUNG: Adalat® LA
20mg udng moi ngay mat Ian, (1 x 20mg/nrqay); Lieu ban dau khuyén
cao frong tang huyet ap nhe dén trung binh fa mot vién nén 20mg mot
I4n mQi ngay. Néu can thiét, c6 thé tdng lieu Ién mic t6i da 90mg mot
lan moi ngay tuy theo cdc yéu cgu doi voi ting hénh nhan. Adalat® LA
30n],? & 60mg: /. Cho tang huyét ap: Lieu ban dau khuyén cao cho tang
huyét &p nhe dén trung binh I3 mot vién nén 20mg mot lan moi ngay.
Doi vei tgn% huy€t ap_nang, lieu ban_dau khuyén cdo la mot vién nén
30mg mot [an mQi ngay. Neéu céan thiét, co thé tdng lieu Ién muc t0i da
90mg mot lan mai ngay tly theo cac yéu cau doi vai ting bénh nhan.
2. Cho phong ngua con dau that nguc: Lieu ban dau khuyén cdo la mot
vién nén 30mg mot lan moi ngay. [ieu co thé tang Uy theo cac yeu cau
doi voi tung benh nhan Ién miic t6i da 90mg mot lan moi ngay. Nhin
bénh nhan dugc kiém sodt tdng huyét dp hodc cac triéu chying dau tha
nguc bang vién nang Adalat hoac Adalat retard co thé chuyén sanv,% dung
Adalat® LA mot cach an toan. Hiéu qua phong ngtia con dau that nguc
dugc dufv) tri khi chuyén ju diltiazem hay vgj_a[l)(ar,ml sang Adalat® LA.
Nhfrn% énh nhan chuyén tu cdc thudc doi khang calci khdc sang
Adalat® LA nén khoi dau diéy tri voi Adalat® LA 30mg mo} lap moi ngay.
Sau dg co thée_dieu chinh lieu cao hon bag dam hiéu qua vé lam sang.
Vigc dyn%ﬁihugc cung voi cac chat tc ché CYP 3A4 hay cam (ng C
3A4 co the dan dén khuyén céo,digu chinh lieu hodc n%UngAsu dung
nifedipin. Thoj gian diéu tri cd the tiép tuc khong han dinh. DO an toan
va higu qua cua Adajat” | A trén tré em dui 18 tudi,chua dudc thiét lap.
Khong can chinh lieu, doi VOI,I’IQ_FGI (gia trén 65 tudi va_bénh nhan ton
thyong than. Cach uong thubc: Thuoc dugc udpg nguyén vién voi mot
coc nudc, khong tuy thudc vao biia an. Cac lan udng thudc ngn cach
nhau khoang 24 gio, tuc la uong vao 6 cung mot thol diem moi ngay,
nén uong vao budi sang. Nén tranh uong cung nudc ép %ADUO'I. Khong
dugc can, nhai hay bé vién thuoc. CHONG ,(?HI DINH: Khong dugc su
dun% Adalat® LA trén nhiing bénh nhan cg tien st qua man voi nifedip-
ine hay bat ct thanh phan nao cta thubc. Adalat® LA khong dudc su
dung frong nhiing trudng hop shock do tim, hep dong mach trén lam
s_angg, dau that nguc khong on dinh, dang bi hodc mal, bi nhoi mau co
tim tropg vong 1,thang. Adalat® LA khong dugc dung dé diéu tri cac con
dau that nguc cdp tinh. DO an toan cla Adalat® LA trong tang huyét ap
ac tinh chua duog thiét 1ap. Adalat® LA khonﬁnduo‘c dung‘de du phon
thii cap bénh nhoi mau co tim. Adalat® LA khong_ dudc dung cho bénk
nhdn suy gan. Adalat® LA khong dudc dung cho benh nhan ¢o bénh su
tac nghén da day-rudt, thuc quan hodc hep dutng kinh cua dutng rudt.
Adalat® LA khong dugc dung 0 nhiing bénh nhan co tdi cung Kock.
Adalat® LA chon%chl dinh 6 bénh nhan_bi bénh viém rudt hoac bénh
Crohn. Adalat® LA khong dudc dung phoi hgp vai rifampicin vi co, the
khong dat dugc nong do_nifedipine hiéu qua_trong huyét tuo‘ng. CANH
BAO VA THAN TRONG: Phdi uong nguyén vién nén Adalat® LA, khong
dugc can, nhai hay bé vién thubc du trong bat cu trudng hop nao. Nén
than trong khi sti dung thudc cho bgnh nhan ha huyét ap vi co nguy cg
lam giam thém huyét ap va phai can than doi vgi bénh nhan co huyét
ap rat thap (ha huyét ap tram trong vGi miic huyét aﬁ\t_am thu thap han
90 mmH [)) Khong nén st dung Adalat® LA trong thai gian mang thai
trii khi tinh trang |am sang cta ngudi phu nii can phai duoc digu tri bang
nifedipine. Nén dé danh Adalat® LA cho phu nu tang huyét ap nang
khong dap Ging vgi cac diéu trj chuan (xem Phu nif c0 thai va cho con
bu). Ngoai ra Phan theo doi can than huyét ap khi dung nifedipine voi
magnesium sulfate tigm tinh mach, do kha nang tut hu%gt ap qua, muc
co the ga¥I hai cho ca ba me va thai nhi. D¢ biét thém thong tin vé viéc
st dung thudc trén phu nf co thai, xem phan Phu ni co thai va cho con
bi. Khong khuyén cao st dung Adalat® LA trong thai ki cho con ba vi
nifediping dudc béo, céo la co tiet vao sitia me va anh huong cua phdi
nhiém nifedipine doi v6i tré nho chua dudc biét (xem Phu nii co thai va
cho con bi). Adglat® LA c6 thé dugc dung phoi hop vai cag thuoc chen
beta va cac thudc diéu tri tang huy€s ap khac, ty%/ nhién can luuy dén
kha nang tac dung hiép dong dan dén giam huyét dp tu thé. Adalat® LA
co thé se khong ngan ngua cdc tac dung hoi (ing lai sau khi ngung ligu
hagJAdleuhtrg tang huyét ap_khac. Nén {h
A trén bénh_nhén c6 du tri tim kém. Doi | thé ] sat’;
tim tr6 nén xau hon vai nifedipine. Co the can phai diéu chinh kiem sodt
dudng huyét doi véi bénh nhan dai thao dugng d,un?, Adalat® LA.
nhiing bénh nhan tham tach mau bi tang huyét ap &c tinh va giam thé

an trong khi sti dung Adalat’
I khi cg thé quan sat thay su
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o Tai liéu thong tin thudc
L Thudc ké dan

tich mdu, co thé xéAv
vién nén Adalat® LA K| ,
thudc nguyén tro'ng\ bon vé sinh hodc tron%
nén_can than khi dung Adalat® LA cho b&énh nhan vi ¢ac triéu chiing tac
nghén co thé, xay, ra. Ijlen‘tuqng% di vat da day co theé xa#ra trong cac
truong hop rat hiém ga&; va c0 thé can can thiép bang phau thuat, Cac
triéu ching tac nghgn da dugc mo ta trong, cac trudng hop riéng le ma
khong co bénh s r6i loan tiéu hoa dugc biét. Khi chup X-quang vgi chat
can quang, barium, Adalat® LA c6 thé tao hinh anh duong tinh gia. O bénh
nhén co ton thiyong, chUQA‘nanRI,?an, nhe, vua phai hodc ndng, can theo doi
ki, va co thé giam lieu. Nifedipin duoc chuyén hoa qua, hé thong
Cytochrome P450 3A4, nhiing thuoc dugc,biét ug ché hay cam ng he
thong enzym nay vi thé co the lam thay goychu¥]qn hoa budc dau hay do
thanh thai cla nfifedipin. Vi vay, cdc thudc (ic ché hé thong Cytoghrome
P450 3A4 c6 thé dan 16i su tang nong do cua nifedipin trongrhuy,et tugng
nhu: - Khdng sinh nhém macrolide (vi du:_erythromycin). - Thugc chong
HIV (ic ché protease (vi dy : ritonavir). - Thudc chong nam nhom azole
vi du: ketoconazole). - Thudc chong tram cam nefazodone va fluoxetine. -
uinupristin/dalfopristin. - Acid valproic, - Gimetidine, Khi dung chung voi
cac thupc nay phai theo doi huyét ap va péu can, phai can nhac dén viéc
giam liey nifedipin. Su tdng liu t6i mic toi da mf ngay la 120mg nifedip-
in ¢6 the dan dén tang hap thu 2 mmol natri mou]%qy. Do vay nén can
nhag t6i viéc kiem soat lugng natri dua vao co thé bénh nhan. Su dung
thudc trén,nhﬁr(lﬁ dai tuong dac hiét: xem muc “Liéu Iuo‘ng va cach dung”.
TUONG, TAC VOI CAC THUOC KHAC VA CAC DANG JUONG TAC KHAC:
Thuoc anh huong dén nifedipine: Nifedipine dudc chuyén hoa qua hé thong
cytochrome P 450 3A4, 60 6 ca niém mac rudt va gan. Do dg nhunc};};huoc
co tac dung hodc (¢ ché hodc cam tng hé thong enzyme nay co thé lam
thay doi budc chuyén héa dau tién tai gan (sau khi uong) hodc do thanh
thai nifedipine. Nén tinh dén mig do cling nhu thoi gian tuong tac khi su
dung nifedipine cung vai cac thudc sau: Rifampicin, khang sinh macrolide
(vi gu erythromycm()J,, thudc khang HIV Gc che protease %w du ritonavir),
thudc khang nam nhom azole (vi du ketoconazole), fluoxetine, nefazodone,
quinupristin/dalfopristin, cisaprid, acid valproic,  cimetidine, diltiazem,
phen*toln, carbamazepine, phenobaybital. Anh huong cua nifedipine dén
cac thuoc khac: Cac thudc ha huygt ap: Nlted:jmne co thé lam, tgnq(tac
dung ha huy&t dp khi dun%;1 dong thoj cac thupc dieu tri tgng huyét ap khac
nhy thudc 10i tieu, thuoc chen g, thuac tc ché men chuyén, thuoc chen thu
thé angiotensin 1A(AT-125, thudc chen kénh calci khac, thuoc chen g-adren-
ergic, chat tic ché PDEDS, va a-methyldopa. Khi dung nifedipine dong thgi
vai thudc chen B, bénh nhan phai dugc theo dai can than vi su ha huyet
ap kha nghiem trong co thé xay ra. Digoxin, Quinidine, Tacrolimus; Nén
than trong khi phoi hop vai cac, loai thudc trén. Tuon%tac thudc - thug an:
Nudc ép qua budi tic ché hé thong cytochrome P450 3A4 do do co thé lam
tang tac dung ha, hu%eg,aﬁ. Nén frdnh udng nybc ép qua budi khi udng
nifedipine., Tuong tac thudc khac: Nifedipine c6 the lam tang ﬂgg tao gia tri
quang pho, clia_acid vanillyl-mandelic trong nudc théu. Tuy nhién do ban
Bhuo‘né; phaé),HPLCA khong bi anh hudng. SU DUNG O PHU'NU CO THAI VA
HO CON BU: Khong nén sk dung Adalat® LA trong thdi gian mang thai
tri khi tinh trang lam sang cua, ndqum phu nii can phai dugc diéu tri bdng
nifedipine. Khong khuyén céo st dung Adalat® LA trong thai ki cho con bu
vi nifedipine_dugc bao cdo Ja cg tiét vao sita me va anh hudng cua phai
nhiém nu‘edlgme doj voi tré nho, chua, dugc biét. TAC DUNG TREN KHA
NANG LAI XE VA VAN HANH MAY MOC: Phan (ng doi voi thuoc thay doi
tuy theo tung bénh nhan, co the lam H!ang kha ndng laj xe hodc van hanh
may moc. Diéu nay dac biet xay ra khi bat dau diéu tri, thay doi thuoc va
khi“udng_rugu kemi theo. TAC DUNG KHONG MONG MUON: Thu;mE gap
&z}% én <10%): Pau dau, phu |%Jgaln,mach, ‘téo bon, cam thay khon
hoe. it gap_ (=0.1% dén <i%): Phan dng di Gng, phu di Gng/phy mac|
(bao gom cd phu thanh quan), cdc phan Gng lo au, roi loan giac ngu,
chon% madt, dau nta dau, choang vang, run, roi loan thi giac, chiing mach
nhanh, hoi hop, ha huyét ap, ngat, ¢ ecl#\ mdu cam, xung huyét mui, dau
bung, da day-rudt, buon nén, kho tiéu, day hai, kho mﬁjentgwtang, cag men
gan thoang qua, ban do, chudt rat, sung khdp, tiéu phiéu, tieu kho, roi logn
cuong duong, dau_khong dgc hieu, lanh run. Hiém gdp (=0,01% dén
<0,1%): N uab may da[Y, noi man, di cam/ loan cam, tang san loi. Rat
hiém (>0.001% dén <0.01%): Ching mat bach cau hat, giam bach cay,
phan Ung phan vé/dang phan vé, tang duding huyet, giam cam giac, buon
ngu, dau maj, dau nguc (con dau that nguc), kho tho, phu phoi, di vat tiéu
hod, kho nudt, tac rudt, loét dudng tiéu hoa, non, suy co von% da day-thuic
d

ra_gidm huyét gp ro rét. Vi 16p_mang bén ngoai clia
khong dugc tleﬁoa, nén co tﬁg‘s nh}r%J théln h(i]nh vién
phédn cua bénh nhdn. Do do

quan, vang da, hoai tu thugng bi gay doc, nhay cam véi dnh séng, phan
di ting, ban xuat huyét co thé so thay dugc, dau khép, dau co. NHA
XUAT" Bayer Pharma AG, D-51368 Leverkusen, Dic. NHA DANG KY:
Bayer South East Asia Pte., Ltd. TAI LIEU THAM KHAO: @: Thong tin san
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