https://trungtamthuoc.com/

4 | A

i e o j ST ;—.-:.-u.-”_' o v e ey .l -
o i e B
= (2 TS TOBAD AR 1o @] res]
v @mﬁﬁﬁ '!QJ. e | IR R |
NOAT L0069
a|d lapuexaly ani |

i ez Ao anbyiuaiag 2Jed

e INVLIINDY JHIOLYHOaYT

L1694

-lLL’ DL ﬂﬂﬂwl.:.[ iNVLLINEY
sw ol /F{

DA A | B0 ) B g yun eplnag
s LT ED A NN

BT -T-T]

on
E
=

an, soqum B CRE
FE Bk TV ST
AT OrEs OO0 B 2O DOm0, BN 1% Nd a5 L0 500

Continuaus LV, Infusion
10 byt ampouies

RO 7
hnmnm-mo:::m:hqmmum:mnmu
P ey i il i e g e s 8 el g m-wn-qm
-

P SIPND S PR B A e el ey BASG S3 Ay e

i e s Spten Duter iy 0Ny A sy el il e e, o ST AR A DAL

£ OB 0E B b Bt SAAG §P e RASLBLEN wif e Bt 150 A VR0 DB R

mhqmpmmmnm e Brm e pg dy g o pp PELTRES

mmmnum-mmu-mum SWEL i i RS

B A el S B e B B BB DT BN B s VI

Ty S RS S v SO

ey b b

N g A F o Baden o1 Bt S0 i syt § sl ek 684 de) Vi bl

“hamers witagy e et b es Bung G i s Bagen wiemg

: -
—

i

i

]

i

¥

1
08 s wonNs THLG) -8 0}
ANVLLINOY INIJIYVIIN

Traydn tinh mpch lda tye

XX

3

2006
2000
o008

NOLLIAMNI 4O NOLLTIOS '|u1 01~ - 8w 0}
“INVLLINOY
ANIdIGUVDIN

éllll‘l;‘%-%“.

ke g Bt W T el g Baanl).
i T O Bamdien 0 /9 50 0% 04 Bug h'lalw m-cnlhm
e s AT TR “jwummamm
mmnmuuwm-mnl

UOFEIU ‘AT SOONUILO
3¢y gy e g i

qu gl
8w o}

sanodue fug )

B ey g ety R
Wq.mhiw\u\bwrhw\ et
s *(“Hﬂﬂ“ﬂ&!"m[

e Ty AN I T e SRR a8

mﬂuunumm D AL umr;mn
D e 4

-Mﬂu-ﬂruulw'r-m —I—er—qM:

NICARDIPINE .AGUE'I'I'AN'II"_

Bt

|10 mg - 10 mL, socumon ros muecTion
) &
L ]

[ 11 KK

NICARDIPINE AGUETTANT




https://trungtamthuoc.com/

THUOC CHI DUNG TRONG BENH VIEN
DOC KP HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC 8T HOAC puoc ST
Thudc nay chi dimg theo deom ciia Bc st

NICARDIPINE AGUETTANT 10 mg/10 ml, dung dich ti¢m

CONG THU'C cho mdi éng 10 mL

Hoat chét; Nicardipin hydrochlorid.... .10 mg
Td degre: Sorbitol, acid citric monnhydrat sodtum curat acid hydm-chlorlc. sodlum hych-o:ucl
nude pha tiém.

DANG BAO CHE

Dung dich tiém chira trong dng 10 mL.
Quy cdch déng gbi: hjp 10 ong.

CHI DINH DIEU TRI

Dung djch tiém NICARDIPINE AGUETTANT 10 mg/10 mL duge chi djnh trong didu trj tAng
huyét dp de tinh de doa tinh mang, cu the li cde truémg hop:

» Tang huyét dp dong mach dc tinh/ Bénh 1y ndio do ting huyét dp

= Boc tach ding mach chil, khi diéu trj biing thudc chen beta thc dyng ng%’m 16 ra khéng thich
hop. hoific ding phm hep véi mt thude chen béta khi syr tre ché thu thé béta don thudn t6 ra
khéng ¢d higu qua

+ Tién sin gift niing, khi cdc thube ha huyét dp dudmg tinh mach khic khng duge khuyén nghi
hodic chéng chi dinh

Nicardipin ciing duge chi dinh trong didu tr] ting huyét dp sau mb.
LIEU DUNG VA CACH DUNG
Nicardipin chi duge ding bing céch truyén tinh mach lién wye.

Nicardipin cln duge sir dyng béi ede bac si chuyén khoa trong mét mdi trudmg y khoa dm;m
kiém sodt tét, nhu bénh vién va don vi chiim séc tich cye, theo doi huyét 4p lién tye bing
monitor. Tde 4§ truyén thude phai duge kiém soit chinh xic bﬁng cach sir dyng bom ucm
dién hodc bom tiém ty dgng. Phai theo doi huyét dp va lan sb tim hing menitor it nhit mai 5
phit trong khi truyén cho dén khi cdc diu hi¢u sinh tdn dn dinh, va it nhdt trong 12 gir sau khi
dung nicardipin.

Téc dung chiing ting dp phy thuje lidu diing. Liu lrgng dé dat huyct 4p mong mudn ¢o thé
thay ddi tiy theo huyét 4p muc tiéu, ddp img ciia bénh nhdn, wdi tic vi tdng trang cla bénh

nhén.
LABORATOIRE AGUETTAN]
Parc Seientifique Tony Garnier 110
1 rue Alexander Fleming
£9007 LYON
Tel. 04 78 61 51 41
Fax 04 78 61 51 21
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Trir khi duge tiém truyén qua catéte tinh mach trung tim, cén pha lodng thudc dén nng dé 0,1
dén 0,2 mg/ml truede khi ding (xem muyc Tuong ki dé biét thing tin vé cdc dung dich tuomg
thich).

Negeedi lém

Lidu ban diu: Phai bit diu diéu trj bing cdch truyén nicardipin lién te & tbe d¢ 3-5 mg/giés
trong 15 phit. Co thé ting tée d truyén timg bic 0,5 hodic | mg méi 15 phat . Tde d§ truyén
tinh mach khdng duge qua 15 mg/gidn.

Liéu duy tri : Khi da dat duge huyét 4p muc tiéu, phai gidm liéu din, thudmg 14 con khodng 2
dén 4 mg/gid, de duy tri hi¢u qua dieu tri.

Chuvén sang ding thude chéng ha huvét dp dang uéng: ngumg ding nicardipin hoge gidm ligu
khi bit diu ding déng thai véi mot thude wdng thich hop. Khi bit diu didu e bing thude ha
huyét ép dang ubng, cgk_n hru ¥ dén vige thude udng bi chiim khoi phit. Tiép tyc theo doi huyét
dp biing monitor cho dén khi ¢é duge téc dung mong mudn.

Co thé chuyén sang diéu trj bing dudmg ubng voi nicardipin vién nén 20 mg & liéu 60
mg/ngay chia lim 3 lin, hogic nicardipin 50 mg vién phéng thich kéo dai & lidu 100 mg/ngay
chia lam 2 lan.

Bénh nhén cao tudi

Cic nghién ciru lam sing vé nicardipin khong thu nhin di sb bénh nhan tir 65 twdi wé& 1én dé
%dc dinh ligu ho cé dap g mt cich khic hon so véi cde doi trgng con tré hay khing.

Nguéi cao wdi ¢ thé nhay cim hon véi cdc tic dung ciia nicardipin vi sir suy gidm chirc nang
thin vivhode gan. Nén ding nicardipin truyén finh mach lién e bit diu véi lidu 1 dén 5
mg/gidy, tiy theo huyél dp vi tinh trang [Am sdng. Sau 30 phit, thy theo tic dung quan st lllﬁy,
¢6 thé ting hodic giam tde d§ truyén timg bic 0,5 mg/gitr. Tde df truyén tinh mach khéng duge
qua 15 mg/giér.

Phu niz co thai i

Neén diing nicardipin truyén tinh mach lién tyc v&i the d§ lic ban ddu | dén 5 mg/gits thy theo
huyét dp va tinh trang 1am sdng. Sau 30 phiit, tiy theo tic dung quan st thay, cé the ting hojic
gidm toc 4 truyen timg bic 0,5 mg/gid,

Trong diéu trj tién san gidt, lidu ding thuong khéng vugt qua 4 mg/gid. Tde 49 16i da khéng
duge qua 15 mg/gid. (Xem cdc myc Cinh bdo dic bi¢t va Thin trong khi ding, Phy nik ¢6 thai
va cho con bii vi Tac dyung khéng mong muon)

S! v gan

Phai thin trong khi ding nicardipin trén nhimg bénh nhin nay. Nicardipin dwge chuyén hoa &
gan, nén ding li¢u theo phic dd duge I-:huyén cdo cho bénh nhin cao tudi bj suy gan hodc cb
gidam hru lugng méu qua gan.

LABCRATGIRE AGUETTANT
Parc Scientifique Tony Garmier 2710
1 rue Alexander Fleming
69007 LYON
Tél. 04 78 61 51 41
Fax 04 78 61 51 21
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Suy thdn

Phii thiin trong khi ding nicardipin trén nhimg bénh nhan ndy. Trén mét s bénh nhin suy thin
trung binh, dd quan sdt thiy do thanh thai toan thin thap hom va dign tich dudi dudmg cong
(AUC) cao hom mét cidch ¢d ¥ nghia. Vi vily, nén ding li¢u theo phic db duge khuyén cdo cho
bénh nhin cao wdi bj suy thin.

Tré em

Tinh an todn va hiéu qua trén tré nhe can lic sinh, té so sinh, tré con bl me va tré em chua
duge chimg minh.,

Chi sir dung nicardipin trong truémg hop ting huyét dp de doa tinh mang tai phong chim soc
tich cire nhi khoa hofic irong phing héu phau,

Lidu ban diu: Trong trrimg hop khin cdp, lidu ban diu duge khuyén ding la 0,5 dén 5
meg/ke/phit

Liéu duy tri: Liéu duy tri duge khuyén ding la 1 dén 4 meg/kg/phit.

Phai thin trgng khi ding nicardipin trén tré em bj suy thin. Trong trudémg hop ndy, chi duge
ding liéu thap nhat ¢ hi¢u qua.

DUNG THUOC DUNG LIEU CHI DINH
CHONG CHI PINH

‘Tién sir qud min véi nicardipin hofic véi mét trong céc thanh phén thude

Hep van dfng mach chi ning

Ting huyét dp bil trir, nhur tnrom_!, hep shunt dgng-tinh mach hode hep eo djng mach chia
Pau thit ngye khong o &n din

Trong vong 8 ngdy sau nhoi médu co tim.

LUU ¥ DAC BIET VA THAN TRONG KHI DUNG THUOC

Thin frpng

Gidm huyet dp nhanh dudi tic dung clia thude ¢6 thé din dén ha huyét ap toan thin va nhip tim
nhanh phin xa. Néu xudt hién mat trong hai truémg hop wén khi ding nicardipin, cin nhiic
gidm mit nira lidu diing hofic ngumg truyén,

Vige tiém tinh mach trire tiép (liéu bolus) hoge ding duimg tinh mach khong duge kiém sodt
biing bom tlem dién hodic bom tiém ty dimg Lhon%dum khuyén nghi va 6 thé lam ting nguy
co ha huyét ap nang, dic biét 14 wén ngudi cao tudi, tré em, bénh nhin suy thin hojic suy gan
vi phuy nit mang thai.

Suy tim

LABORATOIRE AGUETTANT
Fare Scientifigue Tony Garnier
1 rue Alexander Fieming 3/10
69007 LYON
Tel.04 7861 51 41
Fax 04 78 A1 51 21
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Phai thin trong khi ding mcardmm trén b¢nh nhin suy tim sung huyél hodc phi phm, dic biét
ld bénh nhin duge dicu tr dung thai véi thude chen béta, vi nguy co lam cho suy tim ning
thém.

Bénh tim mach thi¢u médu cuc bé

Nicardipin bi chéng chi dinh trong dau thiit ngye khong dn dinh va trong thivi ki ngay sau nhéi
miu cor tim (xem myc Chéng chi dinh)

Phii thin trong khi ding nicardipin trén ba;nh nhin nghn ¢6 thiéu mdu cyc by do nguyén nhin
ding mach vanh. D61 khi, bénh nhan bj ing tin suat kéo dai thin gian hofic ting d§ niing cia
dau thiit ngye khi khoi déu diéu trj hofic khi tang lidu, hoge trong khi diéu trj véi nicardipine.

Phu nir mang thai

Vi nguy o ha huyét 4p ning & ngudi me va nguy co tir vong do thi¢u dxy & bao thai, viée ha dp
phai dién ra tir tir va ludn ludn duge theo doi chit ché bang monitor. Do ¢6 thé ¢6 nguy co phil
phéi hosic ha 4p qua mire, phai thin trong khi sir dung dong thivi véi magnesium sulfat,

Bénh nhén ¢ tién sir rdi loan chire ning gan hodic suy gan
Pi ¢6 bio cao vé mit s6 hiém trudmg hop bit thudmg chire ning gan co Ihc lién quan vdi vige

sir dung nicardipin. Céc nhém co nguy co cao 14 bénh nhén ¢b tién sir 18 loan chire ning gan
hodic bénh nhin c6 suy gan khi bit dau diéu tri nicardipin.

Bénh nhén ting dp hee tinh mach cira CPV

Cé bio céo cho thiy mcardlp:n lleu cao ding dudmg tinh mach ¢é thé 1am ning thém tinh trang
ting dp lye tinh mach cira va chi 6 tuén hoan bang hé cira-chii trén bénh nhin xo gan,

Bénh nhén sin ¢6 tang ap luc ndi so
Phdi theo doi dp lyc ndi sp dé ¢6 thé tinh ra dp lyc twéi méu ndo.

Bénh nhén tai bién mach méu ndo

Phai thén trong khi ding nicardipin trén bénh nhin nhéi mau ndo cdp tinh. Céc con tang huyét
dp thuémg di kém vdi tai bién mach méu niio khong phai 1a mt chi dinh dé diéu tri chéng ting
4ap khiin cip. Viée sir dung thube ha huyét 4p khéng duge khuyén ding trong truémg hop tai
bién maeh méu ndo thifu mau cyc bd, trir khi con ting huyét ap can & viée sir dung mit diéu
tri thoa ddng (vi dy thude tan huyét khéi) hodie trong tridmg hop ¢b tn thuong co quan dich
khde c6 nguy co giy 1 vong trurde mét,

Thin trong khi dimg
Phii hon véri thude chen

Ciin thin trong khi diing nicardipin phéi hop véi lhuoc chen béta trén bénh nhin bi suy gidm
chirc ning tim. Trong truémg hop 4y, phai chinh lidu thude chen béta tiy theo tinh hinh lim
sing clia timg b¢nh nhan. (Xem myc Tuong tic thude va cic dang twomg tac khic).

LABOCRATOIRE AGUETTA
i
Pare Scientifique Tony Garnier i “n
1 rue Alexander Fleming
69007 LYON
TEL 04 78 61 51 41
Fax N4 7R A1 81 21
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Phén {mg tai chd tiém

Cé thé xdy ra céc phin img tai chd truyén, dic bigt 1a khi dimg thude kéo dii vi ding dudmg
truyén tinh mach ngoai bién. Nén thay d&i vi tri tiém truyén trong truémg hop nghi ngés kich
img tai chd tiém. Sir dung dudmg tinh mach trung tim hojc mt dung dich lodng hom ¢6 thé lim
gidm nguy co xdy ra phan img tai chd tiém.

Tré em

Tinh an todn vi hi¢u qui cia nicardipin ding dudmg tinh mach chura duge nghién ci trong cic
thir nghiém lam sang c6 dbi chimg trén tré: con bi hodic tré em, vi vay cin thin trong diic bidt &
cde di tugmg niy (xem mye Liu ding va duémg ding).

Wi ¢o s hign dign cia sorbitol, thude ndy bi cht‘:’mg‘chi dinh trong tridmg hep khdng dung nap
fructose (mdt logi 161 logn chuyén hoa cé tinh di truyén).

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC

Tang tac dung gidm co co tim

Nicardipin ¢ thé lam ting tic dyng gidm co co tim cla thuéic chen béta va din dén suy tim trén
bénh nhin cd suy tim tiem an hofic khéng duge kiem sodt (xem myc Luu ¥ dic bi§t va thin
trong khi sir dung).

Dantrolene 'q‘/

Trong cdc nghién ciru trén ding vill, sir dyung verapamil va dantrolene dudmg tinh mach din dén

rung thit giy tir vong. Vi vy, viée phéi hop thude e ché kénh calei va dantrolene ¢6 nguy
hiém tiem tang.

Magnesium

Do e6 nguy co cao gy phit phéi va gidm huyét dp qua mire, phai thin trong khi sir dung déng
thér véi magnesi sulfat (xem myc Luu § dde bi¢t v thin trong khi it dung).

Chit cim ime va chit ite ché evtochrom CYP3A4

Nicardipin duge chuyén héa béi cytochrome P450 3A4. Vide sir dung dong théi cée chit cam
img CYP 3A4 (nhu carbamazepin, phenobarbital, phenytoin, fosphenytoin, primidone va
rifampicin) ¢6 thé lam gidm nong d¢ nicardipin trong huyét tuemg,

Sir dung déng théi cde chit de ché enzym CYP3A4 (nhu cimetidin, itraconazole vi nude ép
budi) ¢6 thé lam ting ndng 4§ nicardipin trong huyét twemg. Sir dung ddng thiv cdc thude ire
ché kénh calei vi itraconazole cho thiy tng nguy co tic dung ngogi ¥, diic biét 1 phit do gidm
chuyén hoa thube (e ché kénh ealei & gan.

LABORATOIRE AGUETTANT
Parc Scientifigue Tony Garnier
1 rue Alexander Fleming S/10
69007 LYON
Tél. 04 7861 51 41
Fax 04 78 61 51 21
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Sir dung déng théri nicardipin vai cyelosporin, tacrolimus hodic sirolimus |:_I§n dén tang ning di
cyclosporin/tacrolimus trong huyét twong. Phai theo doi nong d§ cde thude trong méu, vi néu
cén phai giam lidu thude ire ché mién dich vivhode nicardipin.

Digoxin

Cic nghién ciru duge dfng hoc chimg minh rﬁn; nicardipin lam ting ning di digoxin trong
huyét twomg. Phéi theo di ndng dd digoxin khi bit ddu didu trj ddng thi véi nicardipin.

Neuv co cing luc tic dung ha huvét dp

Nhimg thudic ¢6 kha nang ting ewémg tée dung chér!g mnp dp cia nicardipin khi duge sir dyng
démg thiri g?)m cd baclofene, thude chen alpha, thudce chéng trdm cam ba vong, thude an thiin
kinh, thube ho 4 phién va amifostin.

Giam tic dunp ching ting p

Nicardipin ding phéi hgp véi cic corticosteroid duémg tinh mach va tetracosactide (trir
hydrocortisone durge ding nhur mét diéu trj thay thé trong bénh Addison) c6 thé din dén giam
the dyng chong ting ap.

Thude mé dang hit

Sir dung déng thisi nicardipin véi thude mé dang hit ¢6 thé gy ra mit tic dung ha dp cong luc
hogc hiép lye, thube mé cling ire ché sy gia tang thn sb tim do phén xa thy thé dp le lign quan
vl céc thude gidn mach ngoai bién. Dir liéu ldm sang han ché ggi ¥ ring dnh huémg ciia thude
mé dang hit (vi du isofluran, sevofluran va enfluran) trén nicardipin dudmg nhr chi & mire trung

binh. gi/
Thuée dre ché thiin kinh-co canh tranh

Céc dir li¢u han ché goi ¥ ring nicardipin, ging nhu edc thude e ché kénh calei khée, lam
tang bloc din truyén thin kinh-co, ¢d & qua mjt tic ding trén viing sau xi-nap. Sir dung ddng
thosi nicardipin ¢4 thé 1am gidm liéu vecuronium cin tiém tuyén. Téc dyng ddi khing bloc din
truyén than kinh-co chia neostigmin duémg nhu khong bi dnh hudimg béi vige tiém truycn
nicardipin. Khéng cin bit ki mt sy theo ddi bd sung nao.

Xin vui long bdo cho béc T ciia ban bi.-,‘-_rf mfgr ban vita hodic dang dimg ede thude khde, ké cd
céc thude khing ké don va thude ¢6 ngudn géc dige ligu.

PHU NUMANG THAT VA CHO CON BU
Phu nit mang thai

Cic dir liéu duge dong hoc han ché cho thiy nicardipin ding dudmg tinh mach khéng bj tich
Iily; thube it di qua hang rio nhau thai.

Trong thye hinh Jam sing, sir dung nicardipin trong 6 thang du thai ky & mot b it trutmg hop
mang thai cho dén nay khéng cho thiy bat ky dnh hudmg dfic bit nao v tinh sinh quéi thai
hodic djc cho thai.
LABORATOIF‘.E AGUETTANT
Pare Scientifique Tony Garnier 6/10
1 rue Alexander Fleming
69007 LYON
Tel. 04 78 61 51 41
Fax 04 78 61 51 24
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Sir dung nicardipin dé didu tri fién sdn gifdt ning trong 3 thing cudi thai ky cd thé ¢ tiém nang
gy m tic dung gidm co tir cung ¢6 thé can trd sy chuyén da we nhién.

Phii phdi cdp di duge ghi nhin khi dimg mca:dn!:-m nhir mét thude giim co tir cung trong thai
ki (xem muye Téc dung khéng mong mudn), nhit 1A fromg, trudmg hop da thai (song thai hofic
nhi¢u hon), bing duimg tinh mach vihode khi ding dbng thi véi thude chii vin_ béta-2.
Khéng duge ding nicardipin trong trémg hop da thai cling nhur trén thai phy ¢6 vin dé vé tim
mach, trir khi khéong ¢6 bit ki thude thay thé ndo khic c6 thé dimg duge.

Nitdi con b(ing Sita mg

Micardipin va nhimg chdt chuyén héa cha nd duge bai tiét rong stta me & ndng d§ it thip.
Khong ¢6 du théng tin v dnh hudng cua nicardipin trén tré s sinh/iré con bi. Khéng duge
ditng nicardipin trong thoi gian nubi con bany sira me.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Khong 4p dung.

TAC DUNG KHONG MONG MUON
Ciing nhuw mei thude khic, thude ndy eling c6 thé giy cde tac dyung khdng mong mudn, mic di
Khéng phii ai ciing méc phai,

Tom tit dic tinh an todn

Da sb cic tac dung khdng mong mudn cia nicardipin 12 hiu qui cda tic dung gidn mach ciia
Nicardipine. Nhimg tde dyng thuimg gip nhdt la nhite ddu, chong mjt, phit ngoai bién, dinh

trong ngyre va ¢iac con dd phimg
Bing danh mue ede tde dung I_:,héng mong muon (X?/
Céc tae dung khang mong mudn duge 1iét ké dudi day da duge ghi nhdn trong che dghién cim
lém sang, vivhofic sau khi thude duge bén trén thi tnudmg va dua trén dir ]1¢u ur che thir nghlém
ldm siing, vA duge xép theo hé co quan MedDRA. Céc loai tin sudt duge qui dinh theo qui ude
sau diy: Rit hay giip: (=1/10); hay gip: (.‘-: 1/100 dén <1/10): it gap: (= 1/1,000 dén <1/100);

hiém gip: (= 1/10,000 dén <1/1,000); rit hiém: (<1/10,000), va khéng dirge xde dinh (khéng
thé wée Iugng dya trén cor sd dit li€u hign co).

HE¢ v quan Tiin suiit
R6i logn huyét hoe va hé bach huyét Tiin suit khing duge xdc dinh — piam ticu ciu
R&i logn hé thdn kinh Rat hay gap — nhire dau
Hay gap — ching mat
Roi loan tim Hay giip — phii chi dudi, dénh tréng ngue

Hay gdp — ha huyét ap, nhip tim nhanh
Tan suat khong duge xdc dinh — ble nhi-thit,

dau thiit ngye
R logn mach méu Hay gap — ha huyét dp thé dimg
R4i loan ha hip, 1ong ngye va trung thit | Tén suit khéng duge xdc dinh — phi phéi*
Roi loan tién hoa Hay giip — bubn nén, 6i mira

Tiin sudt khong duge xde dinh - [iét rudt

LABORATOIRE AGUETTANT
Pare Scigntifique Tony Garnier 70
1 rue Alexander Fleming
G2007 LYON
Tel 04 78 61 51 41
Fax N4 78 A1 51 21
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R6i logn gan mét | Téin suit khong duge xde dinh — ting men gan

Roi logn da va mé dudi da Hay gfip = con d6 phimg
| Tin sufit khing duge xde dinh — dd da

R&i Toan toan thin va cae bt thutmg & | Tén suat khang durge xdc djnh — viém tinh
chd tiém mach

* cic trudmg hop ciing diroe ghi nhin khi ding nhw mét thude gidm co tr cung trong thai ky
(xem muc Phy nit ¢d thai va cho con bu).

Théng bdo cho bdc s nhitg tdc dung khing mong mudn giip phai khi dimg thude, ké cd nhimg
tédc dyng khing mong mudn chiea dege Tigt ké frong dom nay,

QUA LIEU
Trigu chiing

Qua liu nicardipin chlorhydrat ¢6 thé din dén céc wigu chimg ha huyét ap ding k&, nhip tim
chém, danh tréng ngue, con dé phimg, budn ngd, trpy tim mach, phit ngogi bién, lo mo, roi
loan dién dat va ting dwdmg huyet, O déng vt nghién ciru, qud licu ciing diin dén cae bat
:héuang_ chitc niing gan c6 thé hbi phuc, hoai tr gan dang & lic dac va blée din truyén nhi-that
tien trién.

Xirtri

Trong truémg hop qud liéu, nén ap dung cée bign phap thuimg qui bao gdm theo dai chirc ning
tim vi hé hﬁg. Ngodi nhimg bi¢n phap ning ¢ todn thin, cic dung dich calci ding dudmg tinh
mach va thube vin mach dwge chi dinh trén 1dm sang dbi vai bénh nhin e bicu hi¢n cia tic
dung chen dong calei di vio 1€ bao. Ha huyél. dp ning co the dieu trj bing céch truyén tinh
mach mét dung dich b lai thé tich tuéin hoan v tu thé nim ngira ké chin cao

Khang thé logi trir nicardipin bing cdch thim phin mau. qu/
TINH CHAT DUQC LUC HQC

Nhom duge 1¥-trf ligu: thude tre ché calei chon loe ¢é tic dyng mach mau, mi s ATC:
CO8CAD4

Nicardipin 4 thudc tre ché kénh calci chim thé h¢ thir hai thuge nhom phenyl-dihydropyridin,
Nicardipin ¢6 tinh chon lgc cao déi véi kénh calei typ L ctia cor tron mach mau hon 13 déi vai 1é
bio co tim. O nhimg nu."mg 4§ rét thip, thude irc che sy thim nhip calei vao trong 1€ bao. Tie
déng niy duge thé hién ndi trdi & co tron ding mach. Didu niy duge phan dnh bai nhimg thay
dgi twomg dbi quan trong va nhanh chéng cta huyét 4p, véi nhimg thay doi khong déng ké ciia
sire co o tim (tde dyng phin xa thy thé 4p luc).

Khi ding dwimg toan thin, nicardipin 12 mgt thude gian mach manh lam giam tong khing lye
ngoai bién va ha thip huyét dp. Tén s6 tim gia tang thoang qua; cung hrgmg tim tang cao va kéo
dai vi giam hdu tai.
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Trén ngudi, khi thufc duge diing cip thin cling nhur kéo dii, tc ddng gidin mach xay ra trén cic
thiin dong mach nho vi 1om, 14m timg cung lugng va cai thign d§ chun gidin dgng mach. Khing
lye mach mau thin giam.

TINH CHAT DUQC DONG HQC

Phiin b

Nicardipin giin véi cde protein huyét trong voi ti 1¢ cao, trén mét déi nong 49 ring.
Chuvén hoa

Nicardipin duge chuyén héa boi cytuci:.mm P450 3A4. Céc nghién cinu trén ngudi & lidu duy
nhét hode liéu lap lai 3 lin/ngay trong 3 ngiy, cha thiy dudi 0,03% nicardipin & dang khing
thay déi duge tim thay trong nude tiéu sau khi ucng hoiic truyén tinh mach. Chit chuyén hoa
chinh trong nude tidu & ngudi 1a mt glucuronide cia dang hydroxy, duge hinh thanh do phan
img oxy-hoa tich nhom N-methylbenzyl va dxy-hda vong pyridin,

Bai tiét

Trong 96 gu‘.‘s sau khi dung déng thivi mol liéu tinh mach nicardipin dwge dinh diu déng Vi
phong xa va mit lidu udng 30 mg cich méi 8 gid, 49% Iuc;rng hoat tinh phéng xa duge tim thiy
trong mrde tiéu va 43% trong phin. Khing tim Ihﬁy sin phim da dimg nio trong nude tidu
duéi dang nicardipin khéng thay dbi. Sau mit lidu tinh mach, thudc duge théi trir qua ba pha,
v&i thisi gian bin thai lin lugt 14: alpha 6,4 phit, béta 1,5 gid, gamma 7,9 gidn.

Suy than

Duge ding hoe cha nicardipin ding duimg tinh mach da duge nghién eiru trén ngudi bi suy
thin ning cin thim phin mau (thanh thii creatinin < 10 mUphut), suy thin nhe/trung binkh
(thanh thai creatinin 10 - 50 ml/phiit) va chire ning thin binh thuéng (thanh thai creatinin >50
ml/pht). & trang thii can bing, Cmax va AUC cao mt cach ¢6 § nghfa vi thanh thi thip c6 ¥
nghia trén cde dbi twgmg suy thin nhe/trung binh so véi dEn trgmg b chire ndng thin binh
thudmg. Khong cod sir khac biét o ¥ nghia trong cic théng s0 duge dong hoe chinh giira ngudi
¢ rdi loan chire niing thin ning va ngudi ¢6 chire ning thin binh thudmg (xem myc L § dic
bigt vi Than trong khi diing).

DU LIEU AN TOAN TIEN LAM SANG

Trén dgng vit, nicardipin duge chimg minh la duge liq..l vio slra cia con vit cdi cho con bi,
Cie nghién ciru trén déng viit bo cdo sy bii tiét sin phim trong sira me. Trong cic nghicn ¢l
trén dijng val diing lidu cao trong giai doan cudi thai k¥, bio cdo cho thiy ting ti 1¢ tir vong bio
thai, cac réi loan sinh ¢, nhe ¢in ngng lic sinh va chim tang cin sau sinh. Tuy nhién, khéng
€6 bito cdo nio vé dje tinh sinh sin,

TUONG KY

Theo cée nghién eiru chua diay da vé tinh twong hop 1y hia, khéng dm;rc pha thude nay véi bit
ky thude nao khic ngoai trir nhimg dung dich duge dé cap trong myc Lidu dang va Cich ding.
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HAN DUNG

Trudre khi mé dng thude: 2 nam ké tir ngdy san xudt.

Sau khi més dne thude: dd én dinh 1y héa cia dung dich thude khéng pha lodng hofic di pha
lodng trong dung dich glucose 5%, chira trong dng 1iém polypropylene, da duge chimg minh 1
24 gidr & 25°C va trinh dnh sing.

Tuy nhién, theo quan diém vi sinh hoe, nén ding thude ngay sau khi mé dng,

BAO QUAN

O nhiét 4§ dudi 25°C.

Bao quan dng thudc trong bao bi ciia nhi sin xudt, weinh dnh sing.

LUU ¥ PAC BIET KHI SU DUNG VA TIEU HUY

Huémg din mer éng thube: ) ) ) o
. 1. Giir éng thude cé ndt mau thing dimg. Néu cdn dung dich thude & diu éng thudc, gb dé phan
dung dich niy chiy xudng thin éng.

. 2. Saudo, giir diu éng va dn dé bé dng thude. q?/
(Fra-

[\l

/

Nguy ca thude bi tha trong nhimg dung dich thubc ¢ d pH 1én hon 6 (nhu dung diphsetiuii KING
bicarbonate, Ringer, diazepam, furosemide, methohexital sodium, thiopental), th‘.TRL"(}NI(i PHONG

; 5 ) / ﬁ'i;géﬁ. -)':"rg;r S tung
Nguy co nicardipin bi hip phy [én bé mit nhyra ciia nhimg dung cu tiém truyénckhi'cd mdt céc
dung djch muoi.

Tuomg kv chinh:

NHA SAN XUAT
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