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Cordaflex’

Vién nén bao phim gidi phong cham 20 mg
Nifedipine

= =

Xin doc ki hiing diin sif dyn trude khi ding. N&u cin thim
thdng tin, xin héi y kién bac si.
Thudc nay chi ding theo don eda thily thudc.

THANH PHAN

Hoat chit; Trong mdi viéin nén bao phim gidi phong ehgm cd 20 mg

nilediping.

Ta durge:

o LG vién thude; microcrystalling collulose. lactose monohydrate,
eroscarmeliose sodiom, telo, polyacrylate, magnesium stearato,
hydroxypropylcellulose,

« Vi bao phim: hypromellose, titanjum dioxide £ 171,
iran oxide red E 172, iton oxide black E 172, magnesium stearate.

L

DANG SAN PHAM

Vién fén biao phim gidi phong chim ding 08 udng.

M3 t8: Vien nén bao phim mau hoa cé, dang hat ddu ling, hai mit |6i,
ma hay hoi bong, khdng cd 16i v Iy hay tgp chét co hoc.

CAC DAC TINH LAM SANG
Chi dinh didu ri:
« Phing ngira ching dau that ngite man tinh dn dinh va dau thit ngye
da'co that mach [Prinzmatal).
» Tang huyét ap.

Liéu ligng va cach ding:

Lidu khdi diu duge khuyén c4o khi ding Cordaflex 1 1 vién nén bao phim
gidi phong chm Cardaflex ngdy ung 2 1dn (2 x 20 mg). NEU cin cd thé
téing lidu lén 2 vi&n nén bao phim gidi phdng chim ngay udng 2 [dn. Ligu
nifediping 1di da trang ngay 13 80 mg. Nén chia liéu vién nén bao phim
gidi phong cham trang ngay ra 1am 2 1dn, uing cach nhau 12 gid.
Nifedipine chi yéu duge chuyén hoa 1gi gan, do dd cén didu chinh g
cho phil hep vdi chic nang gan cia bénh rhan.

Khing cén phai diéu chinh iéu niledipine khi bj suy thén.

génh nhdn mac béah mach méu nio njng cin duyc cho héu thip hon
(6ang thudc cd hém lugng thép han).

Duge d4ng e civa nifedipine c6 thé thay 8 & nguii cao wdi do dd figu
nifedipine thdp han ciing co thé cho hifu ud diéu 1 thda ding.

Phii uding nguydn vidn nén bao phim gidl phong chim vdi motin nude
{50-100 mi). Khdng dugc nhai hay bé vidn thudc. Phii gidm lifu thudc
dén dén, nhat 13 khi dang ding liéu cao.

Khding didng vién nén bao phim gidi phong chm Cordaflex cho Iré em.

Chiing chi dinh:
Qué man vdi hoat ehit (vA vdi cac hgp chit khic thude nhdm
dibydropyridine). hay véi bt k§ thanh phin nde khac cua thude,
Chodng do tim.
Tuén hoén khdng dn dinh.
Hep dgng mach chi,
Bau that ngyt khing dn dinh,
Nndi mdu 0 tim cp va wong ving 1 théng sau do.
 Bénh phén dang dang rifampicin.
L4 thal wong 3 théng ddu.
Bang cha con bu.
~ Khéng ding thudio a8 didu trj can dau that ngye cdp tinh,

Canh bao va thin trong khi si dyng:
Thén trong dac bidt khi ding thudc cho bénh nhdn ed hy huyét 4 nfng
[yt & tam thu dudi 80 mmHg) hodc khi cd suy tim xung huydt. Téc dyng
: chdnyg 1ang huydt dp cla thudic & 1ang ki oo tinh trgng gidm Ly lugng méu.

I Cén pha theo ddi chdt chd bénh nhén néu ding chung nifedipine vili cde

thudt chgn béta i cd the xdy ra giam huyét 3p dang ké; thim chi cd thé
audt hifin suy Um & mGt vl tnsdng hop.

Khing cdn phai thay ddi liéu nifedipine khi cd cdc bénh than. Téc dung
um: ufie e thé 1ang khi oo gidm dp sudi @ phii va khi c6 gidm hru
 lygng méu sau khi duge tham phén, do A6 nén dang lidu thap han,

L thin wong dfc biét khi ding thude cho bénh nhin co cdc b§nh gan.
041 phai gidm li6u kil ¢6 tang dp Iy tinh mach olta va xa gan.

I bat déu dit tr) bing nifedipine hay khi ting idu cd 1hé x8y ra twy
;,hLEnjjﬂmn"ﬁnu"nuu; {dau that ngye do thidu mau eye bo nghich 1Y) ngay
‘sau khi udng thude. Ngung thude ndu cd mdi fign hi nhdnqud gilia chitng
dau nigue vé vide udng thudc,
binh ddi thao duing en duge theo doi cht ché khi ding

,_ugjiijnh_ﬂﬁn chigm Cordaflex 20 my cd chua laciose.

it ndy eho nhitng bénh nhan e nhing viin d8 hiém gdp
ung nap dinge galectose, mae ching thidu hyr
1 hip thu glucose-galactose.

¢ thuc khc va cic dang teng tic khic:
ch thin trong Lordallex vdi:

ediping v rifampicin vi khi 06 1rong méu sé

ng 9 nitediping cd hitu qud diéu 1. do rifampicin

= Khi dlng chung v cc thude trj tng huyfy dp (thede de chit ACE.
thufic Igi 18y, v.v.). cde nitrate, cac thudc co 1dc dung vé tam thin
vh cdc thuic co chita magid, cd the cd 1de dyng cdng lirc ching 1éng
huydr dp;

» Ding chung vdi cde thude chen béta tuy cho tde dung cdng liye ehong
g huyft dp va dau thit ngye nl chung I 16t, nhing vi co khé néng
huydt 8p gidm qud mie, ha huygt 4p va xuft hién suy 1im cho nén
vide phoi hop cn phal dic bigy thiin rong;

« Diing chung vii prazasing cd the ghy ha huyét dp 10 thé trdm tgng;

« Diing chung vdi digoxin ca thé dfn dn tng ndng 49 digoxin trong
huyl ntong;

« Ding chung voi theophylline co 1hé lam 1ing ndng 49 theophylline
rong huy@t tuomig: _

» Bic bift thin trong khi ddng ehung vei quinidine i nfing a4 quinidine
rong huyét wung c6 thé gidm frang khi déng nifedipine vi sau 0o
ting khi ngung nifediping: phdi hap hai thufic ndy 6 thé din dén
[oan nhip thit ac tinh (khodng OT trong ditn tam 06 kéo dai mor cach
tidnh 1)

« Diliazem 14m ting néng d nifedipine trong huygt thanh;

« Nifadipine co the lam téng tac dung chbing dang mau cila cac din
xuft coumaring;

« Do viéic nifedipine duge chuyén hoa qua men CYP3A4 ndn eac thude
e chit hay gdy cdm tng men nay ed thé Lam thay ddi sy chuyén ha
cia nifedipine;

« Nude i buiti chim (grapefruit), erythromyein, thudc tr nam nhom
agble [luconazol, ivaconazole, kmoconazola) mon &6 khéng sinh nham
iluoraquinolone (norfloxacine. ciptalinxacing) g thudc ngira thai dang
uiing e6 chita gestagen va cac thudc de ché men protease cla HIV
{nhut indinavir, ritonavir) e thé itc ché sty chuyén hoa cla nilediping
va 1am ting 1ac dyng cda nitedipine. Tuung W nhu vy, dung chung
nifedipine vt cimetiding 58 1am tang ndng 09 thudc trong huyel
wung vé do 06 tang téc dyng cia nifediping, tuy nhign néu dung
chung nifediping viti tanitidine thi khing gdy tang 19 rét nding dd cua
nifedipine trong huyét nfong;

« Rifampicin v4 phenytoin - qua viéc gdy cém Ung men - s& lam giam
dang ké ndng 6 nifedipine 1rong huyét twng: cing khang loai T
duge sy ueng e wong 1y vdi barbiturate va cathamazepine;

= Cyclosporine ciing 13 chat ndn cia men CYP3A4, do d6 ding chung hai
thute ndy 6 thé kéo dai thdi gian téc dyng cda cd hat

» Nifedipine lam gidm sy thi 1nt cia vineristine, do 06 lam tng tac
dyng phy cia thudc ny. Pht xem xét dén viée gidm liéu vincristing.

» Ding chung cisapride vdi nifediping co thé lam tang ndng 84
nifedipine trong huyft womg. Trong twing hop nay phai theo doi huyét
4p via nfu cén thi phai gidm liu nifediping.

» Ding chung quinupristine/dalfopristing vii nifedipine cd thd 1am tang
ndng d{ aifedipine 1rang huyst wang. Trang waimg hyp ndy phai theo
dii huyérép vé néu cén thi phai gidm lifu nifedipine.

Tru#ng hap co thai v cho con ba:

Cac nghi@n ciru tién [&m séing cho thay nifedipine gy qudi thai, dic vii
phoiva thai nhi @ liéu cao humnhidu so vdi liéu ddng 88 diéu 1rj cho
ngui.

Nifedipine cd thé di qua nhau thal va duye thai vao sia me,

Chéng chi dinh ddng nifedipine trong 3 théng ddu cda thai ky, Viée ding
thutic khi co thai phdi duge gidi han cho ba thang gida va ba thing cudi
ot thal kj vé cho nhing tning hop ma vie s dung khing han ché cic
thude kiidc 16 ra khdng thich hap.

Nifedipine liu can 5@ e ché can dau 06, do do thufic cd hidu qud lam
thet idn W cung khi chia dén ky han ma cd dga sanh,

Khaing ddng nifediping khi ed cho con bu, hay phéi ngung cho bi trang
thai gian dang thude.

Trang mot 6 trrng hap thy tinh in vitro, 8@ nhin thily 1& nifedipine va
cat thudc chen kénh canxi khac cung ahom €6 géy nhing thay ddi thujn
nghich vé sinfi hda d ving ddu cla tinh wing. Do dé chie néing cia tinh
trionig ¢ thé bi 18n hi khi ding cde thudc ndy, cd thé ddn din hat by
lién tidp khi thy tink in vitro.

Tic dyng ddi vdi kha ning ldi xe v vin hanh may moc:
Khng dirge 141 xe hay vin hinh may mde & gial dogn ddu diéu uj, trong
m{t thiri gian duge xée dinh cho timg g hyp mgt: Sau o, mie dd
qidi hanihay ngan cdm ndy phéi duge xde dinh cho wing cd nhdn binh
nhin

Tac dyng khdng mong mudn:

Ty 18 xély ra tée dyng phi duge phdn theo cdc nhdm sou ddy:

Rt thuting gép (21/10): thiténg.03p (217100 diin <1/10); Khaing thutng
gép (2171000 dén <1/100); hiém gdp (=1/10000 dén <1/1000);

(it hidm gip (<1/10000); khang 1@ (khang thé ude lugng dugc b céc
s igu hidn ca).

Rd7 logn vé meu vd b thing bach huyét

Réit hiém gap: thifu may, gidm biach cdu, 9idm 1igy céu hoge ban xuft
hisyét do gidm 1iéu cdu.

Adi loan ngi tiét:

Rét hidm gdp: 1ang udng huydt 1gm thal.

Rdi logn tim than:
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Thugng gip: ngd fim,

Khiing thung oip: mdt ngd. kich dang.

Hidm gap: 16 Joan gidc ngd, thay ddi tém trang,

A1 loan bi thin kink:

Thitbing gap: ching ma1, nhite ddu.

Khang thuing ga: di cdm, ngl gd, ching mat

Higm gdp: 18ng cdm, run.

Rdi iogn vé mat:

Hidm gap: 16l loan thj e, dau ¢ mét.

Ba1 logn d tim:

Thudng adp: hdi hop.

Khidng thiing gdp: ngat, nhjp tim nhanh.

Rdi logn d maeh mau,

Thutng gdp: giin mgch, phil ngoi bién.

Khdng thing odp: huyét dp thilp, ho huyét ap 1ir thé.

Rit hidfim gip: nhoi méu ca tim cd hé xdy ra @ vhi tnarng hgp tidng lé,
\uy t¥ng hdu nhr (8 do hju qui coa bénh ban (IEI

Réi logn & hd hép. npue v tring tht;

Khing thutmg gip: khd th.

Hidim gdp: chiy méu 8 mal.

Rt higm gip: phan ing di g vdi phd thaoh man, co thiy phé quén vl
khd th de doa dén 1inh mang trong nhing trimg hifp néng, s mét sau
khi ngung thudc,

Rdi loan v téw hia:

Thutng G3p: 1do bin,

Khong thidng gap: tiéu chiy, midng khd, kho tiéu, déy hal, budn ndn.
Higm gap: ndn, biéng an, trdo nguyc, vidm loi, téng sén @ g,

Rt higm gap: vim thy quan, 1ac rugt, loér

R logn d gan-mat

Hiém gip: thay d6i chifc néng gan (ving GGT].

A&t hidém gdp; vang da, vigm gan.

fidt logn o da vé md dudi da;

Thuting gép: mat da bimg voi cam gide ndng.

Khdng thutng gdp: ngda, ban & da.

Higm gdp: phu than kinh mech, ban dar sén, myn mu, ban héng nide, dd
mb hoi, mady day. '
Rt hiém gip: co the xdy ra phan tng qua mén, vigm da 1rde, Ca th bj
vigm da dnh sang khi ra dnh séng mt trdi hoge tia UV.

Rdi loan d co-xvang vé mé lién k€

Khng thugng gdp: co nit bap chin.

Hifim gdp: dau & khdp va co.

Rd7 loan o thin vé dedng 1L

Khang thirtng gap: tidu dém. tiu nhify,

Hiém gép: khd tiéu tgn.

R4t hiém gap: chitc ndng thén cb thé 1am thir xiu di dudi tdc dyng cua
nifediping & nhifng bénh nhén suy than.

g1 fogn o hé sinh san va vi:

Hiém gdp: bat lyc.

R#t hiém gp: co the xdy 1a ching to vd dan dng chd yéu i ngudi cao
wii v& ki ding thufic 18y d&i. S8 binh thudng trd 131 khdng £6 ngogi 1§
m1 khi ngung thudc.

Céc rdr loan tdng qudt va d nai ding thude:

Khéng thutng gép: dau (byng, ngye, chan), yéu ngudi.

Hiém gap: phan tmg di dng, dau dudi xuong Ce, lsnh run, phi 8 mat, st
Can dau thit ngye cd thé xdy ra khi mdi bar ddu didu 11 hodc d bénh
hdn ¢ tidn sit bi dau thEt ngue, vdi tén sudr, thii gian v muc dg néng
of the tiing.

Trong bénh tiing huyét &p hay cac bénh ddng mach vanh, néu ngung
‘nifedipime dGt npgt thi co thé gy ra cam 1ang huyét dp hay thifu méu cyc
1o ca i (igu Ung 60,

Théng bio cha bic s7nhing tic dyng khéng mong mudn gip
phii khi stk dyng thudc.

Qud lidu:
Ngodi cae tac dyng phy di nibu  trén. céc tifu ching sau dy od thé
:]‘q_it'hiin 10y then mite 4 ngd dgc: ha huyst 4p ndng, nhip tim nhanh,
‘dau ngyfc (dau that ngye), truy mach, mét § thife; ngoai 1m thu not hay
thit - nhip tim ch§m va/hadc ngt do ndt xoang bj de ché va sy dén
{ruyén nhitht bi kéo dai; gc ché 18t insulin. Trang tnaing hyp ngng hon
5 | 100 dén d&n hon me, ting kalihuy@, nhifm kifm chuyén hoa,
© giim sy khdng khi thd vao va chadng do tim vdi kha nang bi ph phil.
X tri qué ligu:
Khang c6 thudc gifi ddc déc higu cho nifediping, o d6 phdl vu tign tha
it pifediping va phyc hdi sy dn dinh oa tim mach.
- Nu phat hign ngd ddc sdm thl bign phap chira tr diu tidn 18 rra dg day
 wdi than hogt tinh va néu cén thi phdi hyp vdi thyt nfa gt non.
Vige logl i hodn todn liyng nifedipine khong duye hap thu biing cdch
Ao dg dhy vis thyt nba rigt non o6 1ém quan trong dac bidt d6i vii cic
- thudie £ tae dyng gidi phong chdm ahdm ngdn khang eho hip thu thude
- 1iip. Cd th cho thudc nhudn trang, tuy ahign d6i v cdc thube chen
-~ kiinh canyi thi phil i 18 sy e ché cée nhu ddng cia tudt 6 the dén
1. bf mét arumg e Kndng 1he logi b nifedipine bng thém phan,
m phin méu 1 v (ch, wy ahikn nén dp dung phuung phidp thay
o i tinh (Vi nifedipine i hidu véo protein vi cd thi
g diil nh. '
e v fhode cap thude ed e dung gifng giao cdm béa
4m. Nhiptim chdm co de doa dén tinl
ch difiu nhip tim tgm thi.
ng do tim vé gi&n ddng mach, phai duye
gluconate tism finh mach vi sau 06 cho
25 mictogram/kg can ndng/ahut).
ana/phidy), va epinephrine hay
phai ditge xée dinh 1y 1o sy

Néing 0 can trong huydt thanh 4 th binh thuing hay hoi ting.
Lurgng dich thém vio phai duye cho mdt cdch thin trong dudi sy kiém
sodt huydt ddng hoc i wdnh qué 14i cho tim.

cAc DAC TINH DUOC LY

Dic tinh diwe lve hoe:

Nhom thube: Thudc chen kénh canxi vdi tac dyng chi yéu trén mach
mau, thude nhdm dén xudt dibydropyridine; mé ATC: COBCAOS,

Hoat chdt nifediping, mgt cht lam gidn ach cd tinh chen kénh canxi
thutic nhm ditiydropyridine, €6 1éc dyng ehdng dau thit ngye va lam

g huydt p. Thube ngan cae ion canxi di xuyén qua mang dé vao cde

1 b co 1an cda Adng mach va vio 18 bao to tim, lam gidm sy phong
ihich canxi ni 18 bao, do d6 1hubc thm gidn cae ddng mach ngogi bign
v ding mach vanh.

Cdc tac dyng 1rén oo tim |8 khing dang ké d fiu diéu 1.

Biing cach [am gién cac dgng mach, nifedipine lam gidm sie gan ngogl
bidn, vi do 06 gidm cong eda tim, gim nhu cdu oxy va gidm hau 18
Nifadipine tam gidn cd ddng mach vanh binh thuing 18n ddng mach vanh
i xf vita, do 08 thude bao vé tim chdng lgi céc co thiit mach vinh va

cai thign vide tudi mau cho ca tim dang bj thifu méu cye b, U nguoi o
huyét 4 binh thdng, nifedipine khding £6 téc dung hay tac dyng (a1 It
Ién huyé dp.

Viéc Im gidin céc mach vanh va e ché sy co thit cos ching sé cai thién
vidn cung cAp oxy cho co fim.

Biic tinh dinge ding hoc:

Nifedipine gén nhu duge hp thu hodn toln 1 dutng tiy hod. Sinh kha
dyng tuydr d6i thay di trong khodng 40 dén 70%. Nifediping chiu 1ac
dgng virgt qua tn diu manh (40-60%).

Sau khi ugng mt vitn nén bao phim gidi phang chim 20 mg. niing dd €d
higu qud didu 1 @ huydt wwng dat dutfe tong vong 1 gid. Ndng 9 thudc
dn dinh wrang mdu trong khodng 1,6 dén 8 tigng ddng ho, sau do gidm
din ur gidr thit 30-36 1r di.

94:97% nifedipine dingc gin vén protein huy8t nrung alburminl.

Hoat chét thudc cd thé di qua nhau thai v duye théi véo sia me. it hon
5% ligng thudc dira vao co thé cd 1he diqua hang réo miu-nao.
Niledipine chi i duge chuyén hda thanh 3 chét chuyén hoa khdng co
haat tinh duge I, vé khodng B0-80% lugng thudc dua vito ot thé duge
thai trong nude tifu & dang ndy. Phin thudic can 1ai Bute thai qua m3t
va phan,

S ligu an toan tién lim sdng:

Trang nghién ity vé tinh gdy ung ths kéo dai trong 2 nam d chudt, khang
thiy nifediping gay ung th:

Céc thit nghiém in vitro va in vivo khong cho théy nifedipine cd tinh gy
ot hién.

Trong cdc nghiéin cuu tién [8m sang, thdy nifedipine oo gdy guaithar. dge
cho phét v& thal nhi & lidu cao hen nhidu so voi lidu diéu i & nguin.

cAC DAC TiNH DUDC HOC
Tueng ky:
Khang 4p dung.

Han ding:
48 thang ké tir ngay sin xuft.
Han diing duge in tén hip thude. Khing duge ding thude sau ngay nay.

Canh bio dic bidt vé bao quan:
Bao quan thude d nhigt do khing qua 30°C, 1rong bao bi ode.
Da thudc nof an todn, trdnh xa tdm tay cla tré em.

Quy cich ding goi:
Tiong mdi hipied 6 vi thude (vi nhom), mdi vi co 10 vilin nén bao
phim gidi phang chim.
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