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Rx Prexrlptlon drug

NifeHEXAL@ 30 LA
]ilnr - coctcd toblcts

NIFE DIPINE

3 Uist".., I0 film-coted toblets

s SA!|DOZ

llilcHEXALo 30 LA
Eoch enended releose lilm-cooled toblet contoins 30 mg of nr{edrpine

Store below 3@C. Store in the original package.

s tAllDOit

Rx Thud< b6n theo tlon

NiIeHEXAL@ 30 tA
M6i vien ch0a 30 mg nifedipine.
Hop 3 vi x 10 vien n6n bao phim tiic dung k6o dii
Chi dinh, cdch dirng, ch6ng chi tlinh va cdc th6ng tin kh6c: xin doc to hrldng din
sir dr,rng.

Sd 16 SX, NSX, HD: xem "Lot No.", "Mnf. Date", "Exp.Date" tren bao bi.

Gir thu6c d nhiet d0 drJdi 3dc. Gio thuSc trong bao bi d6n9 g6i.
Dd xa tim tay tre em. Dgc kV hudng d5n sr? dung tnjdc khi dtrng.

u

!
!o

5xoO:a;--E(Iri

IJ
co
@J(:
xu
T
or}
2

------ ii i,
!EE
_9 ;,r

t
HEXAL AG i

lndustriestr. 25 t

83607 Holzkirchen 
I

T€1. O E0 2,1 - gtr8 ''.r i

Numb,Name: 46129407 ZL NIFEHEXAL LA 30MG 30PRT VN 238
Mat Nr,: /

Ycr.io: 'l A Pedoratis: NO
5.

I pus zrsc
m PMs3Tsc

238

Zlate
Romana

Otu olbxtrd d..!n a C@ rydilty

c QuAru Lf Duqc
pA Pu0 ouY

t An oAu : i/.3;' ....h,,,, t d#.

CU
pr

B0vrd

SAirDOZ

--

SAlrDOZ

E
-

L

r'{rbhebfitu
#&bfrhol-rd.Ha dksh

Ngo Thi Thu

COUNTRY APPROVAT

1

a- . t.lMa..urkrBd-d.
{QPr.x v.@*or rr.U6trLb6b

ERI L SPECIFI(ATION

-

https://nhathuocngocanh.com/



oaaoaooaooooaoaoaooooaoaoaooaooo

llit liut' 3l)l.rl llihHUlL' 30.1
Nildrpin! 30m0 Xfldipin. 30m0

t.E itE

LEX Phrhrddcrh d.d, Slovdh

lliLHElll-'3ou til*lEllL'3&l
flild,oin.3ho tddun.3ho
rG rE
LE( Pn.m6folr d,4 slGlt

t{il.llEllL'301 IildlEUI'3d.I
Xildipin. 30mg ilitdipine 30m0

rE sE
LEK Ph.mreudcdr dd, Shr.rl.

ffi!HEIll'30.1 ltihHEX r'30t
ilildip,nc Smg Nild,pn. Smg

sg rE
LEX Phrma.ailc.lt d.d, Slovala

irdEru.30u lir*tEul.3u,l
iliid{in!30m0 ifdipin,30m!
rE rG

LEK Phrmlddcrb d.d, Slouh

tlildlElll'l0t tlitr,lEtAl'3llu
Nildipin.30m0 Xilldipin!30mq

sN rlE
LEK Ph.6rddc.l! d.d, g@nla

Nit{lEI t.30LA

rrc

ilitdiErlL.3t-l
l{ediprn. 30m0

SE

tli,rHEnl'30.1
ilildirn. SmO

rE

IihflEx L.30u
{ildDm. Smo

1E

IitrtiEltl' 30U
Niid,pi. tu0
rE

ilil.liEIll. iou
ililcdqnc 30m0

!tE

ilihHEIlLo 30r-l
N td[me 30m9

'.re

liillUEUL'30t4
N tdDrne 30mq

rE

tliLHEXrJ-'30Ll
ti,ediDinc 30mo

src

lill.HEXII.3oLt
N td.phe 30mq

iN

IiLHEUL'3fl.1
ilfadipiie Smg

'E

iliLHEru'30U
ilahdDme Smg

AE

LE( Pham.c.ullctl. d.d, Slovdh

LE( Ph.m.c.ullcd6 d.d, Slovdlr

ilil.HEx^ro30LA llirrllElll,'3011-l{ihllEllL'301 t{ih}lEllL'30t4
Nitdrpai.30mg Ntdiph!30mg 

=lrcdipinr30mq 
fltdiDin!3OmO

.rre rE !.m rrc
LEX Phamrddc.lr dd, Sloorlr E LEK Ph.m,.edcd. (d, Slorcnlt

-

XiftdlElll.30L lliLll€UL.lot
lldidn. ffio Hddpn.3hO
tE !E

l"EK PhmHdcil d.4 SlNri.
E4.h E{.k

taihlrEul' 3lr.l

5E

[il*tEltl.3d.t
lil.dion. 30il!

-rc

l{ihtlExtl'3ll iiLHEuL'30l
l(duma Smg flild4me Smq

5rc tE
LEX Phrmftrutlcd. d.d, Slovaia

te.oir'

mtdiEllt 30u

sG

raihttul.30t1
iilldpn.3h!
5E

taidtExAF 30u
idadipine 30m0

iN

l{ildtEut .30tr

rt&

ilf.HEUL'3oU lill.+IEIlL'30U
flihdiph.30m! ilihdipin.30m!

3.rE s.E
LEX Pham.cldicdr d.d, SlMi!

tlii.HEnl'30l'^
Nradipina $m0
$M

XltlHEItL.3OU
[ildilin. Smo

sW

lllLtlElll.XIU
ilil.drpini 30m0

src

tllLHEIlL' 30U
ill1idilii6 30no

rffi

Nif.tlEXAL6 SOLA

Niledpine 3onr!

iffi

LilrtlExtL.30U
Nrldiph. 30mo

5E

t{ilrHEuL'30.1
Nredipne 30m9

sE

t{ihtiEx t-6301

Nild pne 30mg

JM

xxjtEnl.tc.l ilfltEllt.t!'t
tildldn,hc iild&tr.h!-..-,.*,.-,.,-_ _ _,
sE rE
,.Expim.EncJrd4lqfr\ *lll l3

LEX Ph,rm,ceuticals d.d, Sleni,

LEX Ph.m.Nlic.b d.d, Sb$ni.

NileHExAL'3014 t{ilrHEXAL'301A-IihNEIALo30LA liihNEXAt'3014
Xiled,Drie 30nr! NdcdLpme 3onrg 

=NledErne 
30no Nredrprne 30mq

5re sq@ !.tM rffi
LEK Ph.madicds d.d, Slov.nia 

- 
LEK Ph.rn,cdtiel. d,d, SloEnit

LEX Phrm.eutir. d.d, Sd.ni.
t4.oft

LE( Pt.mBli:.lr d.d, Sov.nh LEX Ftm.illhd. d.d,llEL. -.*--,*td& hr(
44. M( a!.0*. ta h.' t., h:

taitdtEut.Itu t{itdtExtl.30ul
ililldprn. 30n! ilildpinc 3hg
rG itE

LEX Pirm.dlic.lr d.d, SlMl,

lil{,lElAl'3fl.l liil!,lEuL.flI't
ii.drone 30mq t[!dipn! 30fi!
:E IE

LEX Ph.m.cdh$ d.d, gotil.

iiLtlEUl' 1fl.^

rN

t{itdtEl t 30u
Ud[mc Smq

5rc

titdttxtt Sou
[iid,pi..3hq
sE

tiihli€Ill. q,u
ilIcdigD.30m!

s.E

Nir#EI[.q,u
ifldiBne 3hq
i.&

iitcrEtlL.30u

5.E

Itif.tlEllL. 30Ll
Nihdph. 30m!

src

llit.tiExAl. 30U
Nrldpm. 3hq
rE

niflrtulltd.l ili,ctEuL.3fl.t
iddqn? 30m0 idldipn! SmO

rE rE
LEX Pim.aticd. d-d, Slroi.

ilil.HEUL'3fl,1

!rc

ilibHEuL.30u

sG

tlt llElll.3oLl
ldrdrom. 3h!
!G

]liLllElll.30U
NdcdBm 30m!

!ru

tiif*tExat 30Ll

5N

NifltiEUL'30t4

:t&

/
I

:

::

\

iibHErlt.30u
Niladphe 30nr!

rtM

llihHErlt.30t
nEpmc 30n0

rE

xit*tr[.3ltu

rre
ilitdtErlt . 3lr.r
Itdrprie 30mg

5rc

ilillHEuL'3d,1
Nddipne $m0
!rc

ilibHErlt 30u
Nild pne 30m0

sM

liLHElll'3{,tl },lil.liElll'30u iliLll€Xll'3ou llifdiEru'3oll
[iledDm! 30m0 Nilldiph! 30m! Ndediph.30ru illdfrne 30m0

rrc !rc aM .tE
LEX Phlm,euticl. dd, Shv.nb LEX Phrm...utici. d.d, Slovffir LEX Ph,mreuticrl. d.d, Sloy.nir

tarr*rEllt otl itr*tEul,.rflr
flildirn! hC iilditn! mC
iry rG
tEX Phmstob d4 Slml.

ilitdtEur. llll
tilrdipn? 30n0

rW

tairdtErlL. 3!.1
titdidn! mmo

sg

rn.llExll.3{r-^
Nildipin. Smo

aE

IitflEx t-.tou
[idipine Smg

1E

ilih8Eut .301

niidpa..3h0
rE

t{ifr}iElAl' 30U
ili.didrc 30m0

r.E
LEX Phrm.c.u{cdrd.d, gd.nh LEXPhrh.cailolt d.d, Slovdh LEK Ph.mrddcal.d.d, Sld.nl.

taifdtEnL.Sltu talfdtErtl.3!.1
irhtin! 3h0 iildidn. 30m9

iE rtE
tIX Ph.m.6r{cCr d.d, Sloilcnh

E4 0r!

E
3

€;Er-e
E@.6-?: i9:v
lsE i *!

o(J=-);o
5d]
Oc

i

{ !"a s

i :il :

i:i Ei:I:
oc

gE
!oN(r

I

I

)Y
ooNz
FG
d
(9

o
)
J

xU
IU
+z
r
Y
N
@€ooo$

E

:!
!
tiIaoooaaaaaaoaaooo

ilrrdrEuL.30u ilir*tEuL.3d.a
ilrrdipii? 30m0 ilildipii? 30mg

ere src
LEX Ph.m.edcdr d"d, gov.nh

lllf.ltElAL' 30LA Nil.llEXlL' 3d.A
I iadipmr 30mq I iodipin! 30m0

sM sM

LEX Ph!?Drc.didls d.d, Sldrnit

tl

il

tliLtiEuL' 30t1 llihf EUt' 3fl.A
ildedDh, 30mO Nt.diDine 30mg

rE r@
LEX Ph.m.auticd. dd, Slor.ni.

I

ooaooooaooaaooo

https://nhathuocngocanh.com/



Rx Thudc bfn theo don
HUONG NAN StI DUNG

NIFEHEXAL 30 LA
Vi6n n6n bao phim tric dgng k6o dii

1. TNN SAN PHAM
NifeHexal30 LA

suc do co thit d6ns mach vdnh (dau thit neuc Prinzmetal)

ngdl.
huv€lapdrcLhilh

G

/

4.2 Lidu dtng vi cfch dtng
Tl,r6ne tin, chune 

.
N6u c6 th6 viQc di6u tr! n6n duoc bat rtAu tr6n ttrng bQnh nh6n dga theo mric dQ nghiOm trong
cria bQnh vh mric d6p tmg ctra timg ngucri.
PhU thuQc vdo tinh trang l6m shng cria b6nh nhAn, liOu khuyr5n cilo cin d4t dugc m6t c6ch tir
tir. Benh nhAn c6 bQnh vC m4ch miiu n6o nghiCm trong cAn dugc di6u triv6i li6u th6p.
Dau th6t neuc man tfnh 6n dinh.
10-20 mg nifedip in x 2 l6n/ngny.
Ntiu cAn thitit phii dtng li6u cao hcrn, c6 th6 tang li6u ttmg bu6c l6n 20 di5n 40 mg nifedipin x
2ldn/ngity
Dau thdt n
10-20 mg nifedip in x 2 l6n/ngny.
N,5u cAn thitit phai dung li6u cao hon, c6 th6 tnng li6u ttmg bu6c l6n 20 d6n 40 mg nifedipin x

n

2ldn/
Tdng.
10-2}mg nifedipin x 2 lin/ngdy.
N6u cdn thi6t phai dirng li6u cao hon, c6 th6 tdng li6u timg bu6c l€n20 d6n 40 mg nifedipin x
2l,iln/ngdy.
NOn khoi dAu li6u hing ngdy bing 30 mg nifedipin. Phg thu6c vdo mric dQ nghiCm trong cira
bQnh vd d6p ung cua bQnh nh6n, li6u hdng ngiry c6 th6 tlng l6n 60 mg nifedipin. 30-60 mg
nifedipin/lAn/ngdy.

C6ch dtug
Nu6t nifedipin v6i m6t lugng l6n nu6c (mQt c6c nu6c, kh6ng dtng nu6c buoi). tOt nh6t n6n
u6ng vdo budi siing, nria gid tru6c khi 5n.

Thu6c cAn duoc u6ng v6i khoing c6ch ld 24 gid, nghia ld trong ctng 1 thoi dii5m trong ngdy.
U6ng vi6n ph6ng thich k6o ddi vio ngay sau bira dn c6 hdm lugng ch6t b6o cao c6 th6 din

l4*i\\ HEXAL AG

1l
t--*---.--

d6n tdm tdng n6ng dO trong huy6t tucrng.

2. THANH PHAN
M5i vi6n n6n bao phim chria 30 mg nifedipin

3. DANG BAO CHE
Vi6n n6n bao phim tric dgng k6o ddi

4. DaC DrEM r,AVt SANG
4.1 Chi ilinh

- Dau th6t ngWc man tinh 6n tlinh
- Dau thlt ngyc do co thit d6ng m4ch vdnh (dau thit ngyc prinzmetal)

- Tdng huy6t rip ttiOn hinh
- HQi chimg Raynaud

- Tdng huytit 6p cdp

H EXAL
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N ifed i p i n e_o r al _02 _20 1 3

Vi ho4t ch6t nifedipin nhay cdm v6i 6nh s6ng, kh6ng n6n chia nho vi6n ph6ng thich k6o ddi.
NCu kh6ng lop bao phim c6 t6c dung bAo vQ hoat chAt kh6i 6nh siing sE kh6ng dugc rl6m b6o.
B6nh nhdn suy gan

O bqnh nh6n suy giim chuc ndng gan cAn theo d6i c6n th4n vi c6 th6 gi6m lii:u ntlu cAn thiot.
B6nh nh6n suy th6n
Dua tr€n dt liQu dugc tlQng hoc, kh6ng y6u cAu thay it6i li6u o nhirng b6nh nhdn bi suy
chric ning th6n.
Nguoi cao tu6i
Dugc. d6ng
tri thdp hon

hoc cira nifedipin b! thay d6i o nguoi cao tu6i cho n6n c6 th6 phii dtng dry
so v6i nhirng b€nh nhAn tre tu6i.

D6i tuons b6nh nh6n nhi
An toin vd hi6u quA cria nifedipin d trd em du6i 18 tu6i chua duoc thii5t lap. HiQn tai m6i c6
dfr li6u v6 viQc sri dpng nifedipin trong diAu tr! tdng huytit 6p (Xem -u. C,i. d{c tinh dugc
lyc hqc)

43. Ch6ng chi ilinh
- MAn cim v6i nifedipin hoac b6t cri thdnh phAn ndo cria thu5c
- S6c tim mach

- Hep d6ng mach chri trOn l6m sdng mric d6 ndng

- Dau thit nggc kh6ng 6n dinh
- NhOi m6u co tim c6p tinh (trong vdng 4 tudn tIAu tiOn)

- Dang su dr,rng rifampicin (xem muc Tuong t6c v6i c6c thu6c khric vi c6c d4ng tu<rng

t6c khric)

- PhU nir mang thai o 20 tuAn dAu ti6n vd trong thdi gian cho con bri.

- ROi lopn chuy6n h6a porphyrin.

4.4. Cinh b6o vir thin trgng il[c biQt khi sfr d]rg
Sau khi bit dAu cli6u tr!, n6u th6y ccrn dau do thi6u m6u cuc bQ xu6t hi6n hodc c<yn dau hiQn c6
ndng l6n nhanh ch6ng, cAn phdi ngimg thu6c.
PhAi dtng th4n trgng nifedipin khi ngucri benh bi suy tim ho{c chtc ndng th6t tr6i bi suy vi
suy tim c6 thd ndng l6n. Phii ngtmg thu6c.
Ph6i gi6m li6u khi c6 t6n thuong gan, d6i th6o ducrng.

Trrinh dr)ng nu6c 6p bucri vi c6 th6 6nh hucrng d6n chuydn h6a thudc.
Nifedipin c6 th6 fc ch6 chuy6n da d6.

Chri ],
DE c6 bdng chring vE vi6c gia tdng le thuQc 1i6u trong ctlc bi6n chimg o hQ tim m4ch (vi dg
nh6i m6u co tim) vir tdng ti le tft vong 0 bQnh nhdn tang huyt5t 6p di6n hinh ho4c dau thit
nglrc man tinh dugc di6u tri bing nifedipin vi6n ph6ng thich nhanh.Vi v4y, nifedipin chi duoc
sir dung o nhirng bQnh nh6n ndy khi nhirng thu6c kh6c kh6ng duqc chi d!nh.
O nhimg bQnh nhdn c6 thAm t6ch miiu bi tang huy6t 6p 6c tinh vd gi6m th6 tich mriu, c6 th6
xu6t hiQn giim huy6t 6p mQt c6ch 16 rQt.

Thfn trgng cr nhirng bQnh nhdn huy6t 6p th6p vi nguy co gidm huy6t ap yd n6n chim s6c

rrtirng bQnh nh6n c6 huy6t itp r6,t thAp (huy6t 6p thdp nghiOm trong vdi huy6t 6p tAm thu nh6
hon 90 mm Hg).
CAn chSm s6c nhirng bQnh nh6n c6 bi6u hi6n suy tim.

4.5. Tuong tric vrfi cfc thu5c khric vir crlc d4ng tucrng tfc khfc
Nhirng thu6c t6c d6ne lOn nifedipin:
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N ifed i p i n e_o ral _02 _20 1 3

Nifedipin ducrc chuy6n h6a bcrj hQ th6ng cytochrom P45O 3A4,nim o ci gan vd ni6m mac
ru6t. Nhirng thu6c duqc biist d6n gdy ric ch6 hodc hoat h6a hQ th6ng enzym ndy do d6 co th6
lim thay d6i chuy6n h6a budc dAu (sau khi u6ng) ho4c dQ thanh thii cta nifedipin (xem muc
Cinh b6o vd th6n trong ddc biQt khi sri dqng).
Mfc d0 cfrng nhu thoi gian tuong tiic n6n dugc d6nh gi6 khi su dung nifedipin v6i nhirng
thu6c sau ddy
Cdc thudc gdy cdm *ng Cytochrom P450 3A4:
Rifampicin
Rifampicin gdy c6m img m4nh h6 cytochrome P4
sinh kh6 dung ctra nifedipin gi6m mQt c5ch 16 r6t
d6, ch6ng chi <linh sir dqng d6ng thoi nifedipin vd
Phenl,toin. carbamazepin vd phenobarbital

50 3A4. Khi dung ddng thoi v6i ri
vd do il6 hiQu qud cira thu6c bi gi6m di. Do
rifampicin (xem mgc Ch6ng chi dinh)

Phenytoin g6y c6m tmg hq th6ng cytochrom P450 3A4. Khi dung <l6ng thoi v6i phenytoin,
sinh khd dung cua nifedipin bl gi6m vd do d6 hipu qud cira thu6c b! gi6m di. Khi ci hai thu6c
dugc dtng ddng thoi, d6p tmg l6m sdng cira nifedipin n6n duo. c theo ddi vd, n6u cAn thi6t, c6n
nhic viQc tdng li6u nifedipin. NCu liA\ cta nifedipin tdng l6n trong su6t qu6 trinh dtng d6ng
thdi 2 thu6c, n6n cAn nhic viQc gidm li0u nifedipin khi ngmg viQc di6u tribing phenytoin.
Dtng nifedipin d6ng thoi v6i c6c thu6c ch6ng dQng kinh nhu phenytoin sE ldm tdng n6ng <IQ

phenl.toin trong huy6t tucrng, do d6 tdc dgng vd dQc tfnh cira phenytoin (nhu dau dAu, rung
gi4t nhdn cAu, run, rdi lo4n v{n ng6n, tr6m cim ...) dOu tdng l6n.
Khdng c6 nghiCn cr?u chinh thric ndo ducv. c thuc hiQn vA nguy co tuong t6c gita nifedipin vd
carbamazepin ho[c phenobarbital. Do cA 2 thu6c ddu cho th6y lim gi6m n6ng <lQ huyi5t tucrng
ctra thu6c chen k6nh calci nimodipin c6 c6u trirc tuong tg do gdy cim img enzym, do d6 vi6c
gidm n6ng dQ nifedipin huytit tuong ldm giim t6c dgng kh6ng th6 bi loai trir.
Cric thudc ftc chi! Pls| 3A4
Khi su dpng.d6ng thoi.v6i.c6c thu6c.dugc cho ld ric ch6 h6 th6ng cytochrom P450 3A4, cAn

theo ddi huy6t 6p, vir n6u c6n, cdn nhdc gi6m liOu nifedipin.
Nh6m kh6ne sinh macrolid (vi du er),thromycin)
Nhirng kh6ng sinh macrolid dugc bitlt lam ric chti circ chdt chuy6n h6a trung gian qua

cy,tochrom P450 3A4 cira c6c thudc kh6c. Do d6, kh6ng th6 loai trir nguy co tdng n6ng rlQ

huytit tucrng cira nifedipin khi sri dung d6ng thoi hai thu6c (xem muc Cdnh b6o vd th4n trong
d{c biQt khi sir dung).
Azithromycin mf,c du c6 li6n quan vA c6u truc v6i nh6m kh6ng sinh macrolid nhmg kh6ng
ric ch6 CYP3A4.
Thu6c khrine HIV dane ric chtl protease (vi du amprenavir. indinavir. nelfinavir. ritonavir

3

A\l

5

5

i
"l

hoas raqrtaayu)
Chua c6 nghi6n cuu l6m sirng niro drinh giri nguy co tuong tric giira nifedipin vd c6c thu6c
khdng HIV d4ng ric ch6 protease dugc thuc hiQn. C6c thu6c thu6c nh6m ndy dugc bi6t g6y ric
cfrti hC th6ng cytochrom
in vitro c6c chdt chuy€n

P450 3A4. ThCm vdo d6, c6c thu6c niy cho thdy 6c dung g6y r?c chr5

h6a trung gian qua cytochrom P45

kh6ng th6 lo4i trir vi€c
0 3A4 cria nifedipin.

Khi dung d6ng thoi v6i nifedipin, tdng d6ng k6 n6ng dQ huytit tucrng

cta nifedipin do gi6m chuy6n h6a bu6c dAu vd gi6m thii trtr
vt ketoconazol

Chua thric niro vd nguy co tucrng t6c

ch6ng thu5c thuQc nh6m niry dugc bitft gdy

P450 3A4. Khi dtng d6ng thdi v6i
dgng hQ th6ng cria nifedipin do gi6m
Fluoxetin
Chua c6 nghiOn.cuu l6m sdng vd nguy co tucrng
Fluoxetin cho th6y t6c dqng tic ch6 in vitro v6i ch6t

oai trt viOc tdng d6ng kO sinh khA
vd gi6m thdi trt.

t6c thu6c giira nifedipin vd fluoxetin.
trung gian chuy6n h6a qua cytochrom

c6 nghiCn criu chinh
ndm nhom azol.Cdc

gita nifedipin vir c6c thu6c
ric ch6 hQ th6ng cytochrom

nifedipin, khdng th6 I
chuy0n h6a bu6c ddu
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P450 3A4 cira nifedipin. Do il6 kh6ng th6 loai tru kha ndng tdng n6ng dQ nifedipin huytit
tuong khi dirng it6ng thoi 2 thu6c (xem muc C6nh b6o vd Th4n trong ddc biet khi su dpng).
Nefazodon
Chua c6 nghi6n ct?u l6m sdng vd nguy, co tuong t6c thu6c gifra nifedipin vd nefazodon.
Nefazodon cho th6y t6c dung ric ch6 ch6t chuy6n h6a trung gian qua cytochrom P450 3A4
cira c6c thu6c kh6c. Do d6 kh6ng lo4i tru khd ndng tlng n6ng tlQ nifedipin trong huy6t tuong
khi dtng d6ng thoi hai thu6c (xem muc C6nh brio vi th4n trgng d{c biqt khi sir dgng).
Ouinupristin/ Dalfopristin
ViQc sir dpng rl6ng thcri quinupristin / dalfopristin vh nifedipin c6 th6 d6n dtin tang n6ng dQ

huy6t tucrng cria nifedipin.
Acid valproic
Chua c6 nghiCn criu chinh thric ndo vA nguy co tucrng t6c giira nifedipin vd acid
acid valproic cho thdry ldm.tdng 16.,9 itQ huytit tuong

do ric chO enzym, kh6ng th6 lo4i trir
cria thu5c chen k6nh calci nimodipin c6

c6u tnic tucrng tg
tuong d6n d6n t5ng t6c dung.
C6c thu6c khring thu_th6 Hz-histamin
Do cimetidin ric ch6 l0n cytochrom n6n n6 ldm 16ng n6ng. dQ huytit tuong ctra

6p, do vdy cAn gidm li6u nifedipin khi ph6inifedipin vir c6 th6 lem tdng tric dung h4 huytit
hqp. Tuy nhi6n v6i ranitidin thi chi c6 tucrng tirc it, cdn famotidin thi kh6ng tuong titc voi
nifedipin.
Nhfiug thuilc khtic tric itQng lAn ndedipin:
Cisapri4:
Dung d6ng thoi cisaprid vd nifedipin c6 the ldm tdng n6ng tlQ huy6t tuong cria nifedipin.
Diltiazem:
Ditiazem ldm giim d0 thanh thii ctra nifedipin, do d6.lim tdng ndng dQ nifedipin huytil
tuong. Do d6, cin th4n trgng khi dung d6ng thcvi hai thu6c vd viOc gidm li6u nifedipin c6 th6
ld cdn thi6t.
Tdc ilQng cyta ntfedigin tAn cdc thudc khdc:
Nhirne thu6c hq huy6t 6p

Nifedipin c6 th6 ldm tdng t6c dgng ha huy6t 6p khi dung d6ng thdi v6i ciic thu5c di6u tri tdng
huy6t 6p nhy:

- Thu6c loi ti6u,

- Chgn B: m4c du nifedipin cfing hay dirng phOi hq,p v6i c6c thu6c chgn B vir thucrng

dung nap t6t, nhrmg phai than trgng vi c6 th6 ldm h4 huytit 6p qu6 mfc, tdng con dau
, !.

thdt nggc, suy tim sung huy6t vd lo4n nhlp tim, dic biqt hay g{p tr nguoi bQnh chric

ndng tim giim. Tuy nhi6n, lgi ich cia nifedipin mang l4i v6n vuot xa cdcbdtlqi c6 thC

xiy ra.

- IJc chti ACE,

- E6i kh6ng AT-1,
- Circ cfr6t dOi kh6ng calci khSc: n6ng d6 trong huytit tuong cira ci nifedipin vd

diltiazem dAu tang khi dung phOi nqp 2 thu6c ndy v6i nhau. Di6u niy c6 th6 le do c62
thu6c ddu dugc chuy6n h6a boi ctng 1 enzym gan n6n ldm gi6m chuy6n h6a cua m6i

thui5c.

- Chen k6nh o-adrenergic: c6c thu6c chen alpha, d4c biQt ld prazosin c6 th6 lirm tdng t6c

dgng h4 huyt5t 6p do nifedipin ric chti chuy6n h6a prazosin, phii thQn trong.

- tIc chti PDE5,

- o-methyldopa.

4

vi6c tdng n6ng dQ nifedipin trong huy6t

P450 3A4,

,-

-
.1

,l

.{
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CAn phAi theo d6i b6nh nhAn mQt c6ch cdLn than khi dung cI6ng thoi v6i thu6c chen k6nh p, vi
trong m6t viri ca cti bi6t ph6t hi6n th6y sy ti6n tri6n cria suy tim.
Digoxin
viQc su dpng tl6ng thoi nifedipin vd digoxin c6 th6 dan d6n giim
th6 tang n6ng dQ huy6t thanh cua digoxin kho6ng l5-45%. BQnh
c5c tri6u chimg. qu6 li6u digoxin, vd n6u cAn thi6t viQc gi6m li6u
hdnh dya tr€n n6ng dQ digoxin trong huy6t thanh.
Ouinidin

d6 thanh th6i digoxin vd vi
nhdn n6n duoc ki6m tra k!
glycosid c6 n6n duoc

nifedipin v6i magie sulphat duong ti6m tinh
gAy nguy hi6m cho cA me ve thai nhi

Tacrolimus
Tacrolimus dE dugc chring minh ld duoc chuy6n h6a th6ng qua hQ cytochrome P450 3A4. Dir
li6u c6ng b6 gAn ddy chi ra ring trong ciic ca ri6ng biet;6ih6 ndn-gi6m li6u tacrolimus khi
dung d6ng thoi v6i nifedipin..Khi dtng d6ng thoi hai thu6c, n6ng d6 huytit tu<rng cria
tacrolimus n6n duoc theo d6i, n5u cA., thi6t, cdn nhic viQc gi6m li6u taciolimus.
Vincristin
Gi6y gidm bdi ti6t vincristin, ndn giAm li6u.
Maeie sulphat
Huy6t iip n6n duoc theo d6i cAn th6n khi dtrng
m4ch, do nguy ccr gi6m huy6t iry qudmric c6 th6
C6c cephalosporin
Tdng mric cephalosporin huy6t tucrng
Fentanyl
Ha huy6t 6p m4nh xtty ratrong khi ph6u thu4t d cric ngudi bQnh dirng d6ng thdi nifedipin vd
fentanyl. C6c nhd sdn xu6t thu6c khuy6n n6u trong ph6u thuat phii dung li6u cao fentanyl thi
phii t4m ngirng nifedipin it nh5t 36 gio trudc khi phSu thuat, n6u tinh tr4ng ngudi bQnh cho
ph6p.
Theophylin
Nifedipin ldm giAm n6ng dQ cira theophylin trong huy6t tuong. Dtng nifedipin cirng voi
theophylin ldm thay aOi n6m soilt hen.
C6c thu6c ch6ng ki5t t6p titiu cAu

T6c dpng ch6ng ktit tU titiu cAu tdng l6n n6u phOi hqp nifedipin v6i aspirin hodc ticlodipin.
Circ chdtric ch6 miSn dich
Cyclosporine ldm gi6m chuyCn h6a cua nifedipin th6ng qua ric ch6 c4nh tranh enzyme chuy6n

i
:l

h6a cytochrome P450.

C6c thu6c ch6ng vi6m phj stergid kh6c , 7 . . . , _

Indomethacin vir c6c thu6c ch6ng vi6m phi steroid kh6c c6 thC d6i kh6ng v6i t6c dung ch6ng

tdng huy6t 6p cua ciic thu6c chgn calci th6ng qua tic chi5 t6ng hqp prostaglandin O than, ho{c
g6y ri mudi vd nu6c.
Nhirng dane tuoqg t6c kh6c:
Nifedipin c6 thC ldm sai lQch gi6 tr! ph6 cira acid vanillyl-mandelic ducrng niQu. Tuy
nhi6n,d6nh gi6 bdng HPLC kh6ng bi anh huong.
Thdn trong tfri amg d6ng thcri .,if.dipi., v6i c6c thu6c sau: c6c thudc ch6ng d6ng mriu (d6n

ch6t coumarin vir indandion), c6c thu6c chiSng co gift (hydantoin), quinin, c6c salicylat,
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sulfinpyrazon, estrogen, amphotericin B, cric thu6c ric chti enzym carbonic anhydrase, c6c
corticoid, c6c thu6c lcvi tiiSu tAi kali (nhu bumetanid, furosemide, acid ethacrynic), natri
phosphate ...
Trong tdc thuiic-ththc dn
Nu6c bucvi

6

Nu6c budi ric ctrti ne cytochrom P450 3A4. Vi6c dung d6ng thcri nifedipin ctng v6i nu6c
buoi c6 th6 gdy ra ki5t qu6 ldm tdng n6ng <16 huy6t tucrng va16o dei thdi gian t6c dung cira
nifedipin dolam gidm.chuy6n h6aiu6.ii, hoic giam Ig thanh thai. Nh; m6t hp qua, t6c
dgng h4 huy6t rip c6 th6 tdng l6n.
Th6ng thuong t6c dQng cria nu6c buoi c6 thd keo ddi ft nh6t 3 ngiy sau khi u6ng.
Do d6 nOn tr6nh ding nudc budi khi dang dirng nifedipin (xem mgc Li6u luqng vd
dirng).
Rucru

Nifedipin di vdo sta me. Do thi6u kinh nghiQm

nu6i con bdng sira mg n6n dugc dimg n6u c6n

do4n cho con bri.

4.7.Tic ilQng l6n khi nEng l6i xe vdr vin hirnh miy m6c
Sg phin rmg lai v6i thu6c tuy thuQc vdo ttmg c6 nhdn, c6 th6 ldm dnh.h"qg
xe vd v4n hdnh m6y m6c. Nhirng di6u ndy d{c biet hay xiy ra khi bdt d6u di0u

thu5c hay khi dtng chung vdi rucru.

"ru
Ldm ting sinh kh6 dung vh r?c chti chuy6n h6a cria nifedipin. K6t qui ld n6ng dQ trong huytit
thanh vir t6c dung cfra nifedipin tdng l6n.

4.6. C6 thai vi cho con bri
KhA ndng sinh s6n

Trong nhirng ca thq tinh nhdn t4o don 16 c6c thu6c aOi mrang calci nhu nifedipin c6 m6i li6n
hQ v6i thay d6i sinh h6a c6 h6i phgc o phAn dAu cria tinh trirng d6n di5n gidm chric ndng ctra
tinh trung. O nhirng nguoi ddn 6ng md vi6c thp tinh nh6n tao kh6ng thenh c6ng l4p tli l4p l4i,
vd kh6ng tim ra duoc nguyCn nhdn, thi nhirng thu6c aOi nrang calci nhu nifedipin n6n duoc

^ ,i
c6n nhdc ld nguyCn nhdn c6 th6.
Mang thai
Ch6ng chi dinh nifedipin cho phu nir mang thai trong 20 tuAn dAu tiOn (xem mgc Ch6ng chi
dinh).
Trong nghidn cuu <v d6ng v6t, nifedipin cho th6y gAy tlQc ph6i, dQc thai nhi vd qurii thai.
Kh6ng c6 nghidn cuu mQt c6ch il6y dt vd c6 ki6m so6t tr6n phu nt mang thai.
Tri c6c bing chrmg tr6n ldm sdng hiQn c6, nhirng nguy co tidn sin cp thd chua dugc xric dinh,
m4c dt dd c6 b6o c5o v6 tdng ngat chu sinh, mO t6y thai cfrng nhu sinh non vd ch4m ph6t tri6n
trong ttr.cung. Chua 16 nguy6n nhAn gdy ra ld do bQnh nhdn cao huy6t 6p hay do vi6c di0u tr!
cao huy6t 6p, ho{c t6c dQng cria mQt thu6c cu th6.
Th6ng tin hiQn c6 ld khdng dt dC lo4i tru t6c dgng phg cira thu6c d6n thai nhi vd tr6 scv sinh.

Do d6 viQc dtng thu6c o phu nft mang thai sau 20 tuAn y6u cAu phii cdn nhic r6t cAn thfn
nguy co lqi ich v6i tring c6 nh6n vd chi n6n c6n nhic khi t6,t cbc6c liQu ph6p diOu tri kh6c d6u

kh6ng duoc dtng ho{c kh6ng c6 hiQu qud.

N6u sir dqng nifedipin cho php nir c6 thai sau 20 tuAn, vi6c ndy chi n6n dugc thr;c hiQn cr bQnh

viQn v6i c6c thitit bi theo d6i tuong img (theo d6i huy6t 6p cira mg vir li6n tuc theo d6i tinh
mAng ctra thai nhi).
Cho con bir

vA c6c t6c dung tiAm tdng trdn tre so sinh,
thi6t phai di6u tri bing nifedipin trong giai

t

t6i kha nang l6i
tri, khi thay d6i
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Khuy6n c6o thfn trong khi Lii xe vir vAn hdnh m6y m6c vi thu6c c6 th6 gdy ra cric t6c dung
h.ong mong mupn (vf du dau dAu, ch6ng m{t (xem phAn T6c dung kh6ng mong mu6n)), c6
th6 anh huong d6n khd n[ng ltii xe vi vdn hdnh m6y m6c.

7

4.8. T6c dgng kh6ng mong mu6n
TAn s6 t6c dpng kh6ng mong mu6n dugc biio c6o vdi c6c s6n phdm c6 nifedipin
o bang sau d6y.
Vdi m6i nh6m tAn s6, t6c dgng kh6ng mong mu5n dugc trinh bdy theo mric dQ

giim dAn. C6c tAn s6 dugc xdc dinh nhu sau:

Rdt thulng gap (>l/10)
Thudng g{p (Zll100 tltin <1/10)
it e1p (>l/1,ooo d6n <li loo>
HiCm g4p (21/10,000 d6n <1/1,000)
Rat hiCm gap (<1/10,000)
Chua bi6t fthOng xric dfnh dugc tir dfi liQu hiQn c6)
R6i toSn m6u vi hQ b4ch huy6t
Chua bi6t: m6t b4ch cdu h4t, giim b4ch c6u
R5i to4n hQ mi6n dich
it gap' phin img di.ong,.di img dang phu/ phu m4ch (bao g6m c6 thanh quinr)
Hi6m g{p: Ngria, n6i mC day, ph6t ban
Chua bi6t: phin img phin vQ/ phin vQ

'co the g6y nguy hi6m tltin tinh m4ng
R5i logn tim thAn
It g4p: phan ung lo 6u, r6i lo4n giAc ngir
R5i togn chuy6n h6a vi dinh duong
Chua bi6t: tang duong huy6t
R5i loan hO thin kinh
Thu<rng g{p: dau ddu
It g4p: ch6ngmdt, dau nta ddu, hoa mdt, run
Hi6m g{p: mdt cdm giiic
Chua bi6t: gi6m cim gi6c, bu6n ngri
R6i to4n thigi6c
It g4p: r6i lo4n th! gi6c
Chua bi6t: dau m5t
R5i lo4n tim mlch
it gapr thip tim nhanh, tt6nh.tr6ng ngyc
Chua biOt: dau nggc (dau thdt nggc)
R6t hi6m: nh6i meu ccv tim
R6i lo4n mqch miu
Thuong g{p: pht, gidn.mach
It g4p: hp huy6t 6p, ng6t
Riii lo4n h6 hip, nggc vir trung thdt
it g4p: ch6y m6u mfri, nghgt mfri
Chua Uii5t: rhO tno
Rdi logn ti6u h6a
Thudng g[p: T6o b6n
it g4p: dau da ddy-ruQt vd bung, bu6n n6n, kh6 ti0u, dAy hoi, kh6 miQng

Hitim: tlng sin nudu
Chua bitlt: kho ti6u, kh6 nu6t, t6c ruQt, lo6t ruQt, n6n, kh6 chiu d co vdng da ddy

n6i toqn gan mft

duoc t6m tit

nghidm trong

(

1
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[t gip, tho6ng tdng men gan
Chua bi6t: Vdng da
Da vi cric r6i logn m6 du6i da
It gap: Ban do
chua bitlt: dQc ho4i tu bii5u bi, phan tmg di img vdi 6nh s6ng, ban xu6t huy6t so th6y
Riii to4n ctr xuong vi m6 li6n k6t
it g{p: chuQt rut co bip, stmg khdp
Chua bi6t: Dau khop. dau co

a ',

R6i lo4n thin vir ti6t niQu
It gdp: da ni6u, ti6u kh6
Mang thai, h$u sin vi tinh tryng tr6 so sinh
Chua bi6t: hQi chtmg suy thai nhi
R5i lo4n hQ thiing sinh sin vir tuy6n vri
It g4p: r6i loan chric nlng cuong ducrng
R5i lo4n chung vi phin tfrng t4i noi dtng thuiic
Jhuong g4p: C6m th6y kh6ng kh6e, rry nhuo"
It g4p: dau kh6ng d4c hi6u, on lanh
Loc m6u d benh nhdn tdng huytlt 6p 6c tfnh vd giim thd tich m6u 16 rQt o giim huyi5t 6p c6 the
xdy ra nhu ld ktit quA cira su gidn mach.

Hfly th6ng b6o cho bfc si nhiing tic dgng phu gap phii khi sir dgng thu5c

4.9. Qur[ li6u
Tri6u chime
Cric triQu chimg sau ddy duoc quan s6t trong trucrng hqp .,g0 rlQc n{ng v6i nifedipin:
GiAm nh4n thric d6n h6n m6, gi6m huytit rip, lo4n nhip tim nhanh/Cham, tdng d*ong huy6t,
toan chuy6n.h6a, giAm oxy m6u, s6c tim di kdm phir ph6i.
Xt l:i quS li6u
Li6n quan d6n vi6c di6u tri, viQc dAu ti6n ld lo4i bo cilc hoat ch6t vd phpc h6i sy 6n dinh ctra
tim mach.
Sau khi chi dinh rua d4 ddy, n6u can tni6t c6 th6 k6t hqp rira ru6t non.
E4c biQt lir trong c6c trudng hqp nhi6m dQc c6c d4ng bdo ch6 ph6ng thfch ch{m viQc lo4i bo
ciic ho4t chdt c6n ph6i hoin chinh nh6t c6 thO, bao g6m rira ru6t non, d6 ng[n ch{n sg h6p thu
cric ho4t chdt.
ThAm phAn miiu kh6ng dem l4i loi ich, vi nifedipin kh6ng bi th6m phAn, ntrmg khuy6n c6o
th6m phAn huy6t tucrng (li6n k6t protein huy6t tuong cao, 1i6n quan d6n th6 tich ph6n b6 th6p).
R6i loan nhip tim ch6m c6 th6 dugc di6u tri trieu chring vdi B - giao cirm, vir trong r6i loan
nhip tim ch4m de.dga tinh m4ng khuytln c6o dirng mdy di6u chinh nhlp tim t4m thdi
Ha huy6t rip do s6c tim vd giSn dQng m4ch c6 th6 dugc di6u tri bing calci (ti6m tinh m4ch 10-
20 ml dung dich calci gluconat 10%o,vir l{p di lap l4i n6u cAn thitiQ. Ktit quild lucrng calci
trong huytlt thanh c6 th6 dat ngu0ng tr6n binh thucrng d6n mric hoi cao. Ni5u viQc dtng calci
kh6ng dri ldm tdng huy6t 6p, n6n sri dung c6c thu6c giao cim co mach. Lidu luqng cira c6c

thu6c niry duoc x6c dlnh dua tr6n hiQu qud thu dugc.
86 sung dich ho4c th6 tfch cAn duoc thgc hiQn du6i su cAn trgng vi nguy co qu6 tii tim.

s. cAc DAc riNn DUgc HQC
5.1. Cric il{c tinh dugc lgc hgc
Nh6m dugc llf: d6n xu6t 1,4- dihydropyridin, cfr6t dOi kh6ng calci
Md ATC: C08CA05
Nifedipin ld thu6c aOi khang calci lo4i 1,4- dihydropyridin .

8
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Tlong hOi cJ

ffiffi
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ffi,:x,.-,r,x,il#;:xllf 
iffi ifl **:;lff ,?,#ffi l_i;:..::il:xcon thi6u.

5'2' Cdctlic tfnh rrrpru^ rr 

--vrr' I rrarr IIsu cho bgnh nhan nh'

H6n thu fnh du-oc tlQng hgc 
- -"" '"'*'Ziii-

Nifedipin ducn / *--"-'

ru{rud+*fffft*"snl*di*krirrfr;i,r*
rnrune qs % nifedipinLi.n k6t ,r, ;::.;_.:.:'* 

kh6 dsng sau crng chi bing 4s-7s%.
sau khi ti6m tinl

ffi ;j,:;,;;;ililxiff",f 
,;H?fifr 

:+;!,;H?;,ilT",,a:Ilii,?it:,ts

#,ffi Tilfai'I'.',r'.' 
duoc chuv6n h6a d rhanh ru6r vd ,l:re. gan, chr y6u rd do quii trinhi9l r,"a,,irr,l"irffi* h6a gin nhu r,oa, ,;;il d'i ;" ,r,a,ir,'J# .i,X,r.'n,r,n h6a kh6ngYoi citc aunn Ufn .tFtn:rq jh.,r*r, thoi gian brin hriy le tu I ,7 d6n 3,4 gid.

|[fr';l*6',lii ::I a#i ai,e".j1 .{1-.i,i?, i,.,.".* n6, ch, ytiJ q,u th6n, c6 khodns
,i 

nuoc ;il (ffi;'tr,fi;mdt trong phdn. Nir.aipi, .i,I" ir,,ru, h;; J#J;f,u u,,o. . phrit hi€i
ffl 

ch'ic ndng gan' than gi6m thi do thanh thdn cfrng nhu nria doi thdi trir cria thuric s6 k6oDdc di€n tuAn cdc bQnh nhdn;
Kh6ng c6 khdc uier aang I(6 oorg dugc. dQng hgc cria nifedipin giDa c:ic.d6i rucrng kh6e m4nh
,ir:': 

c6i tuqng c6 suv-thsn vi?a" ru,;ffiffi,:1 ffi aieu thinh rie, o,iure bQnh nh6no bQnh nh6n suy gan' thdi gian brin th6i k6o ddi mot ciich 16 rdng vd t6ng dQ thanh th6i gi6m.
6.D4c riNn nAo cHE
6.1. Danh sr{ch tri ducrc
Povidon, Natri laurilsurfat, Hypromeilose, Ludipress, Ta.r1,^ 

lfagie stearat, 
.Hypromerose

phtalat, Triethyl citrat,Hyar".ip'."d.",ri"r", dr.r"L"i ooo, Titan aioxia, sat oxid (vdng)

https://nhathuocngocanh.com/
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6.2. Tuong ky
Kh6ng 6p dsng

6.3. Hgn dtng
24 thang

Nhir sin xu6t: Lek Pharmaceuticals d.d.,
Verovskova 57 , 1526 Ljubljana, Slovenia.

6.4.Bio quin
Bio quin du6i 300C. Giir thu6c trong bao bi il6ng g6i.

DO xa tfim tay tr6 em.

, . Dgc ki hurimg din sir dgng trufc khi dtng.
N6u cin th6m thdng tin, xin h6i f ki6n b6c si ho{c dugc si.

10

HEXAL AG
lndustriestr.25
83607 Holzkirch€n
TeI.08024-908-0

0

r'UQ. C.UC TRL-X3NG
..TRLONG PHONG

4fr"yin ,floy ili*,

H EXAt.
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