HE co quan Tan suft

Réi loan tim Hay gip — pht chi duéi, danh

tréng nguc

Hay gap — ha huyét ép, nhip tim
nhanh

Tén sut khéng duoc xac dinh —
bléc nhi-thét, dau thit nguc

Hay gip — ha huyét ap thé dimg

R6i loan mach méau

Tén suét khong dwoc xac dinh —
phti phbi*

Réi loan ho hip, 1dng nguc va
trung thét

RO1i loan tiéu hoa Hay gdp — budn nbn, 6i mura

Tén sut khong dwgc xac dinh —
liét rudt

Tén sut khéng duoc xac dinh —
tdng men gan

R6i loan gan mét

Réi loan da va mé dudi da Hay gip — con d6 phung

Tén suét khong dwoe xac dinh —

do da
R&i ‘loan toan than va cac bat Tén suét khong duoc xac dinh —
thuong & cho tiém: viém tinh mach

*céc truong hop cling duge ghi nhén khi dung nhir mot thubc giam
co tix cung trong thai ky (xem muc 5% dung thuée cho Phy nit ¢6 thai
va cho con bii).

Théng bdo cho bdc si nhitng tac dung khéng mong muon 2dp phdi khi
ding thudc, ké ca nhitng tdc dung khéng mong mudn chua dugc liét
ké trong don nay.

QUA LIEU VA CACH XU TRI

Triéu chung

Qua lidu nlcardlpln chlorhydrat ¢ thé dan dén céc tridu chimg ha
huyet ap dang k&, nhip tim cham, danh tréng ngyce, con do phimng,
budn ngy, truy tim mach, pht ngoai bién, lo mo, 16 loan dién dat v
tang duong huyét. O dong vat ngh1en clu, qua lidu ciing dan dén cac
bét thu'ong chirc nang gan co the hdi phuc, hoai tir gan dang 0 b lac dac
va blbe dén truyén nhi-thét tién trién.

Xt tri

Trong tredng hop qua lidu, nén 4p dung céc bién phap thuong qui bao
gbm theo d&i chirc ning tim va ho hép. Ngoai nhimg bién phap nang
d6 toan than, cac dung dich calci dung duong tinh mach va thudc van
mach dugc chi dinh trén 1am sang d6i v6i bénh nhén c6 biéu hién clia
tac dung chen dong calci di vao t& bao. Ha huyét ap nang c6 thé didu
tri bing cach truyén tinh mach mét dung dich bu lai thé tich tuan hoan
va tu thé nim ngira ké chan cao.

Khong thé loai trir nicardipin béng cach thim phan mau.

PAC TINH DUQC LYC HQC

Nhém duoc Iy-tri lidu: thudc trc ché calci chon loc ¢6 tac dung mach
mau, mi s6 ATC: CO8CA04 (he tim mach)

Co ché téc dong

Nicardipin 13 thudc trc ché kénh calci chdm thé hé thir hai thuoc nhém
phenyl-dihydropyridin. Nicardipin c6 tinh chon loc cao d6i v6i kénh
calci typ L cia co tron mach mau hon 1a d6i véi té bao co tim. O
nhitng ndng d6 rét thip, thubc te che sy thdm nhap calci vao trong té
bao. Tac dong niy dugc thé hién néi trdi & co tron déng mach. Piéu
nay duoc phan 4nh béi nhimg thay d6i tuong d6i quan trong va nhanh
chéng cta huyét ap, véi nhiing thay ddi khong dang ké ciia sirc co co
tim (tac dung phan xa thu thé ap lyc).

Tdc dong duwoc lyc hoc

Khi dung duomg toan thin, nicardipin 1d mot thude glan mach manh lam
giam téng khang Iuc ngoai bién va ha thép huyét 4p. Tén s tim gia ting
thoang qua; cung luong tim ting cao va kéo dai vi giam hau tai.

Trén ngudi, khi thube dwge ding cAp thdi ciing nhu kéo dai, tac dong
gidn mach xdy ra trén céc thn dong mach nhé va 16n, lam tang cung

lvong va cai thién d6 chun gidn dong mach. Khang lyc mach méaun
than giam.

PAC TINH DUQC PONG HQC

Phén b6

Nicardipin gén v&i céc protein huyét twong véi ti 18 cao, trén mdt dai
ndng d6 rong.

Chuyén héa

Nicardipin duge chuyén hoa béi cytochrom P450 3A4. Céc nghién
ctru trén ngudi 6 liéu duy nhat hodc lidu 1p lai 3 lan/ngay trong 3 ngay,
cho thiy du0’1 0,03% mcard1p1n 4] dang khong thay d6i duoc tim thiy
trong nuée tidu sau khi uong hodc truyen tinh mach. Chét chuyén héa
chinh trong nudc tiéu & ngudi 1a mot glucuronid cla dang hydroxy,
duoc hinh thanh do phan tmg 6xy-hda tach nhém N-methylbenzyl va
Oxy-hoa vong pyridin.

Bai tiét

Trong 96 gi& sau khi ding ddng thdi mot lidu tinh mach nicardipin
duoc danh diu ddng vi phong xa va mot lidu ubng 30 mg cach mbi
8 gi0, 49% lugng hoat tinh phéng xa dugc tim thiy trong nuéc tidu va
43% trong phan. Khong tim thdy sin phim d3 ding ndo trong nudc
tidu du6i dang nicardipin khong thay dbi. Sau mét lidu tinh mach,
thubc dugc thai trlr qua ba pha, vi thoi gian ban thai 14n luot 13: alpha
6,4 phut, beta 1,5 gio, gamma 7,9 gio.

Suy thdn

Dugc dong hoc cia nicardipin ding duong tinh mach d8 duge nghién
clru trén ngudi bi suy thén ning cin thim phan méu (thanh thai
creatinin < 10 ml/phut), suy than nhe/trung binh (thanh théi creatinin
10 - 50 ml/phut) va chitc ndng than binh thudng (thanh thai creatinin
> 50 ml/phut). ¢} trang thai cin bang, Cmax va AUC cao moét cich co
¥ nghia va thanh thai thip c6 ¥ nghia trén céc d6i tugng suy than nhe/
trung binh so véi dbi twong c6 chirc niing than binh thuong. Khong c6
su khac biét c6 ¥ nghia trong céc théng s6 duge dong hoc chinh gitra
ngudi c6 rbi loan chitc ning thin ning va ngudi c6 chirc ndng thén
binh thuong.

DU LIEU AN TOAN TIEN LAM SANG

Trén d6ng vat, nicardipin dugc ching minh 1a duge tiét vao sira cia con
vt cai cho con bil. C4c nghién ciru trén ddng vat bao céo su bai tiét san
phém trong sita me. Trong cac nghién ctru trén déng vét dung liéu cao
trong g1a1 doan cudi thai k¥, bao cdo cho thiy ting ti 18 tit vong bao thai,
cac roi loan sinh dé, nhe cin ning luc sinh va chdm tdng cén sau sinh.
Tuy nhién, khoéng c6 bao cdo nao vé& doc tinh sinh san.

QUY CACH BONG GOI
Hop 10 éng, éng 10 mL.

BIEU KIEN BAO QUAN, HAN DUNG, TIEU
CHUAN CHAT LUQNG CUA THUOC

Bao quin

O nhiét d6 dusi 25°C.

Bao quén 6ng thuoc trong bao bi cla nha sdn xuat, tranh anh sang.
Han diing

Trudce khi mé dng thube: 2 nidm ké tir ngdy san xuat.

Sau khi m¢ éng thube: d6 6n dinh 1§ héa cla dung dich thudc khong
pha lofing hodc d2 pha lofing trong dung dich glucose 5%, chira trong
ong tiém polypropylene, d3 dugc ching minh 13 24 gi¢ & 25°C va
tranh anh sng.

Tuy nhién, theo quan diém vi sinh hoc, nén dung thu6c ngay sau khi
mé ong.

Tiéu chuin chét lrgng: TCCS

NHA SAN XUAT

Laboratoire AGUETTANT

1, rue Alexander Fleming, LYON, 69007
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R NICARDIPINE AGUETTANT
10 mg/10 ml,
dung dich tiém

107041
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AGUETTANT

Doc ky hwéng dan sir dung trude khi dung
 Déxatim tay va tAm mit tré em. -
- Thuoc ndy chi ding theo don thuoc -
Xin gnr lai t& huong dan sir dung nay, ban co thé can pha1 doc 1a1
Néu c6 thic mac hay can them thong tin, Xm tham khao ¥ klen "
bac si.
Thong bao cho bac si cta ban nhitng tac dung khong mong mubn
gap phai khl s dung thubc, ke ca cac tac dung chua duoc ke den
 trong toandy. ‘ ~

THANH PHAN CONG THUC THUOC

Thanh phén hoat chét: Cho mdi bng 10 mL

Nicardipin hydrochlorid.........coovecevvricnnicicceen 10 mg
Thanh phc”in td duge: sorbitol, acid citric monohydrat, natri citrat, acid
hydrocloric, natri hydroxid, nuedc pha tiém.

M3i mL dung dich tiém chira 0,039 mg twong duwong véi 0,0017 mmol
natri. Mbi éng 10mL chira 0,39 mg twong dwong véi 0,017 mmol
natri. (*)

(%) Sén phdm chira it hon 1 mmol (twong dwong 23 mg) natri trong
mbi dng 10 ml dung dich, do dé c6 thé duwoc xem la “khéng chira
natri”.

M&i mL dung dich tiém chira 50 mg sorbitol. Mdi bng 10 mL chira
500 mg sorbitol.

DANG BAO CHE
Dung dich tiém chira trong bng 10 mL.

CHI PINH PIEU TRI

Dung dich tiém NICARDIPINE AGUETTANT 10 mg/10 mL dugc

chi dinh trong didu tri ting huyét 4p 4c tinh de doa tinh mang, cu thé

1a céc trudng hop:

o Tang huyét 4p dong mach 4c tinh/ Bénh 1y nio do ting huyét ap

» Béc thch déng mach chi; khi didu tri bing thubc chen beta téc dung
ngén t6 ra khéng thich hop, hodc ding phéi hop véi mot thube chen
beta khi s trc ché thu thé beta don thuan t6 ra khdng c6 hidu qui

» Tién san gidt ning, khi cic thudc ha huyét 4p dudng tinh mach khac
khong duoc Kkhuyén nghi hodc chéng chi dinh

Nicardipin cling duge chi dinh trong didu tri ting huyét ap sau md.

LIEU DUNG VA CACH DUNG

Li¢u ding

Tac dyng chong tang ap phu thuéc lidu dung Liéu luong dé dat huyét
4p mong mubn ¢6 thé thay d6i tiry theo huyét &4p muc tiéu, dap img cta
bénh nhan, tudi tac va tong trang cda bénh nhin.

Trr khi duge tiém truyén qua catéte tinh mach trung tam, cén pha
logng thubc dén ndng d6 0,1 dén 0,2 mg/ml truée khi ding (xem muc
Twong ky va Han ding dé bibt thong tin vé céc dung dich tuong thich).

Ngwot Ion L . .
Lidu ban dau: Phai bat dau dieu tri bang cach truyén nicardipin lién

tuc & tc d6 3-5 mg/ glo trong 15 phut Co the ting toc d6 truyén ting
béc 0,5 hodc 1 mg mdi 15 phut. Téc @6 truyen tinh mach khéng dugc
qua 15 mg/gio.

Lidu duy tri: Khi 8 dat duoc huyét 4p muyc tiéu, phai gidm liéu din,
thu'ong 12 con khoéang 2 dén 4 mg/gio, @é duy tri hiéu qua diéu tri.

Chuyén sang ding thuéc ha huyét 4p dang ubng: ngung dung
mcard1p1n hodic gidm Lidu khi bt dau dung dong thm véi mot thube

uong thich hop. Khi bit dau dleu tri bang thudc ha huyet ap dang
ubng, cin luu ¥ @én viée thude uong bi cham khéi phat. Tiép tuc theo
d5i huyét 4p bang monitor cho dén khi c6 dugc tac dung mong mudn.

C6 thé chuyén sang didu tri bang duong uéng véi nicardipin vién nén
20 mg & lidu 60 mg/ngay chia lam 3 14n, hoic nicardipin 50 mg vién
phong thich kéo dai & lidu 100 mg/ngay chia 1am 2 1an.

Bénh nhin cao tudi

Céc nghién ciru 14m sang vé nicardipin khong thu nhén ¢l s6 bénh
nhan tr 65 tudi tré 16n dé xac dinh lidu ho c6 dap tg mot cach khac
hon so véi céc dbi trong con tré hay khéng.

Ngudi cao tudi c6 thé nhay cam hon véi céc tic dung cia nicardipin vi
sy suy giam chirc ning thin va/hodc gan. Nén ding nicardipin truyén
tinh mach lién tuc bit ddu véi lidu 1 dén 5 mg/gid, tity theo huyét 4p
va tinh trang 14m sang. Sau-30 phit, fy theo tac dung quan sat thdy, c6
thé ting hodc giam tdc dd truyén timg béc 0,5 mg/gio. Téc d6 truyén
tinh mach khong dwoc qua 15 mg/gio.

Phu nit ¢é thai

Nén dung nicardipin truyén tinh mach lién tuc véi tbe dd lic ban dau
1 dén 5 mg/gid tiy theo huyet ap va tinh trang 1am sang. Sau 30 phut
tuy theo tac dung quan sat thiy, c6 thé ting hoic gidm tbc @6 truyén
tirng bic 0,5 mg/gio.

Trong diéu tri tién san giat, lidu dung thudng khéng vuot qua 4 mg/gio.
Téc d6 tbi da khong duge qua 15 mg/gis. (Xem cac myc Canh béo va
Thén trong khi dimg thuéc, Sir dung thudc cho Phy nit c6 thai va cho
con bu, va Tdc dung khéng mong muén).

Suy gan

Phai thén trong khi ding nicardipin trén nhiing bénh nhén nay.
Nicardipin dwoc chuyén héa & gan, nén ding liéu theo phac db dugc
khuyén c4o cho bénh nhan cao tudi bi suy gan hodic ¢6 giam luu lugng
méu qua gan.

Suy thédn

Phai thén trong khi ding nicardipin trén nhitng bénh nhén nay. Trén
mdt s6 bénh nhan suy thin trung binh, d quan st thiy d6 thanh thai
toan than thdp hon va dién tich duéi dudng cong (AUC) cao hon mét
cach c6 ¥ nghia. Vi vy, nén ding liéu theo phéc dd dugc khuyén cdo
cho bénh nhan cao tudi bi suy than.

Tré em

Tinh an toan va hi€u qua trén tré nhe can lic sinh, tré so sinh, tré con
b me va tré em chura dugce chirng minh.

Chi st dung nicardipin trong trudng hop ting huyét 4p de doa tinh
mang tai phong chdm soc tich cuc nhi khoa hodc trong phong héu
phiu.

Lidu ban dAu: Trong truong hop khin cip, lidu ban dau dugc khuyén
dimg 13 0,5 dén 5 meg/kg/phut.

Lidu duy tri: Lidu duy tri dwoc khuyén dung 13 1 &én 4 mcg/kg/phut.
Phai than trong khi ding nicardipin trén tré em bi suy thin. Trong
trudng hop ndy, chi dwoc dimg lidu thip nhét c6 hidu qua.

DUNG THUOC PUNG LIEU CHI PINH

Cach ding

Nicardipin chi dugc ding bing céch truyén tinh mach lién tyc.
Nicardipin chi dugc st dung bdi céc bac si chuyén khoa trong mot
mbi truong y khoa duge kiém so4t t6t, nhw bénh vién va don vi cham
séc tich cuc, theo di huyét 4p lién tuc bang monitor. Téc d6 truyén
thubc phai duge kiém so4t chinh xéc bang cach sir dung bom tiém
dién hodc bom tiém tir dong. Phai theo dGi huyét dpva tan s6 tim bang
monitor it nhit m3i 5 phit trong khi truyén cho dén khi céc ddu hiéu
sinh ton én dinh, va it nhét trong 12 gi® sau khi ding nicardipin.

Luwu ¥ die biét vé xit Iy thude trwée va sau khi sir dung

Hurong din mé ong thudc:

1. Giit dng thudc c6 ndt mau thing dimg.
,,,,, Néu con dung dich thubc & du Sng thubc,
g0 dé phan dung dich nay chay xubng than
ong.

g

2. Sau @6, gift ddu dng va 4n dé bé bng

g thude.

Tt c4 sén phim khéng ding dén hoic chit
thai phai dugce tiéu hity theo ding qui dinh.




CHONG CHI BINH

Qua man v6i thanh phin hoat chit hodic v&i mot trong cac thanh phén
t4 duoc cua thube

Hep van ddng mach chii ning

Téng huyét &p b trlr, nhu trudng hop shunt déng-tinh mach hodc hep
eo d6ng mach cha

Dau thit nguc khong én dinh

Trong vong 8 ngdy sau nhdi méu co tim.

CANH BAO VA THAN TRONG KHI DUNG

THUOC

Thén trong

Thén trong khi sir dung nicardipin @& tranh ha huyét 4p qua muc.
" Giam huyét ap nhanh dudi tac dung ctia thudc c6 thé dén dén ha huyét
4p toan than va nhip tim nhanh phan xa. Néu xuét hién mét trong hai
trudmg hop trén khi diing nicardipin, cin nhic giam mét nira lidu ding
hodc ngung truyén.

Viéc tiém tinh mach truc tiép (lidu bolus) hodc dung dudng tinh mach
khong durgc kiém soat bing bom tiém dién hodc bom tiém tw dong
khéng dugc khuyén nghi va c6 thé 1am ting nguy co ha huyét 4p ning,
dic biét 13 trén ngudi cao tudi, tré em, bénh nhén suy thin hodc suy
gan va phu nit mang thai.

Suy tim

Phai than trong khi ding nicardipin trén bénh nhan suy tim sung huyét
hoic phi phdi, d3c biét 13 bénh nhan duoc didu tri ddng thoi véi thube
chen beta, vi nguy co 1am cho suy tim ning thém.

Bénh tim mach thiéu mdu cuc bé

Nicardipin bi chéng chi dinh trong dau thit nguc khong 6n dinh va
trong thoi ky ngay sau nhdi méu co tim (xem muc Chdng chi dinh).
Phai than trong khi dimg nicardipin trén bénh nhan nghi c6 thiéu
mau cuc bd do nguyén nhan ddng mach vanh. D61 khi, bénh nhén bi
tang tan suét, kéo dai thoi gian hodc tang d0 nédng cua dau thit nguc
khi khéi dAu didu tri hodc khi tang lidu, hodc trong khi didu trj véi
nicardipin.

Phu nit mang thai

Vi nguy co ha huyét 4p ning & ngudi me va nguy co tir vong do thiéu
0xy &'bao thai, viéc ha 4p phai dién ra tir tir va ludn ludén duoc theo
ddi chiat ché bing monitor. Do ¢6 thé c6 nguy co phit phéi hodc ha 4p
qué mirc, phai thin trong khi sir dung ddng thdi v6i magnesium sulfat.
Céc trudng hop phu phdi cip da dugc béo céo trong thai ky, do d6 nén
thén trong khi ding nicardipin & phy nit mang thai, cin theo di chit
ché dé phat hién phu phdi cdp. Néu x4y ra phit phdi cp, phai ngimg
diéu trj bing nicardipin ngay 1ap tirc va bit ddu mot didu tri thich hop.

Bénh nhdn cé tién sik réi loan chike ning gan hodc suy gan

P c6 bao céo v& mot sé hiém truong hop bét thudng chitc ning gan
c6 thé lién quan v6i viéc sir dung nicardipin. Cdc nhém c6 nguy co
cao 12 bénh nhan c6 tién st 11 loan chitc ning gan hoic bénh nhan
¢6 suy gan khi bit dau diéu trj nicardipin. Phéi thin trong khi st dung
nicardipin trén bénh nhén suy gan.

Bénh nhdn suy thin
Phéi than trong khi st dyng nicardipin trén bénh nhén suy than (xem
muc Pdc tinh dwgc déng hoc).

Bénh nhin ting dp luc tinh mach cia

C6 béo c4o cho thay nicardipin liéu cao ding dudng tinh mach c6 thé
1am ning thém tinh trang ting 4p lyuc tinh mach cira va chi sb tuén
hoan bang hé cra-chi trén bénh nhan xo gan.

Bénh nhén sdn c6 ting dp lec néi so

Phai than trong khi sir dung nicardipin trén bénh nhén c6 nguy co ting
4p Iyc noi so. Phai theo ddi 4p lyc ndi so @8 c6 thé tinh ra ép lyc tudi
méu ndo. ‘

Bénh nhén tai bién mach mdu ndo

Phéi than trong khi ding nicardipin trén bénh nhan nhdi méu ndo cip
tinh. Cac con ting huyét ap thuong di kém véi tai bién mach mau no
khéng phai 13 mdt chi dinh dé diéu tri chéng ting ap khin cip. Viéc st

dung thubc ha huyét 4 ap khong duoc khuyén dung trong truorng hop tai
bién mach mau ndo thiéu méu cuc b, trir khi con tang huyet ap can
tr& viée st dung mdt didu tri thoa ddng (vi du thudc tan huyét khdi)
ho#c trong trrdng hop ¢6 tén thuong co quan dich khéc c6 nguy co
gly tir vong trudc mét.

Thén trong khi ding

Phéi hop véi thube chen beta

Cén than trong khi ding nicardipin phéi hgp v6i thudc chen beta trén
bénh nhan bi suy gidm chic ning tim. Trong trudng hop 4y, phai
chinh liéu thudc chen beta tity theo tinh hinh 14m sang ctia timg bénh
nhan. (Xem muc Twong tde thudc va cdc dang twong tac khdc).

Phdn img tai ché tiém

C6 thé x4y ra chc phan Tmg tai chd truyén, dic biét 1 khi dimg thude
kéo dai va dung dudng truyén tinh mach ngoai bién. Nén thay dbi vi
trf tiém truyén trong trurdng hop nghi ngd kich éng tai chd tiém. Sir
dung dudng tinh mach trung tim hoic mét dung dich loding hon c6 thé
1am giam nguy co xay ra phan tmg tai chd tiém.

Tré em

Tinh an toan va hiu qué ctia nicardipin ding dudng tinh mach chua
dugc nghién ciru trong céc thir nghiém 14m sang c6 di chimg trén tré
con bu hodc tré em, vi vay can than trong dac biét & cac dbi trong ndy
(xem muc Liéu ding va céch ding).

Vi ¢6 su hién dién cna sorbitol, thude ndy bi chéng chi dinh trong
trudng hop khong dung nap fructose (mot loai rdi loan chuyén héa c6
tinh di truyén).

SU DUNG THUOC CHO PHU NU CO THAI VA
CHO CON BU

Phu ni¥ cé thai

Céc nghién ctru trén dong vat cho thiy khéng cé tic dung gy quai
thai, do d6, khong c6 tac dung gy di tit nao dugc cho la xay ra trén
ngudi. Trén thyc té, cho dén nay, cac chét gy ra di tit & ngudi luén
dugc chimg minh 1a gy quai thai & dong vat trong cic nghién ciru
dugc tién hanh & ca hai loai. Nicardipin chi nén dugc str dung néu loi
ich vuot tréi nguy co vi gidm trong lugng & tré so sinh da duge bao
céo khi sir dung nicardipin két hop v6i thudc chen kénh calci.

Céc dit liéu dugc dong hoc han ché cho thiy nicardipin ding dudng
tinh mach khéng b tich lity; thudc it di qua hang rao nhau thai.
Trong thyc hanh 1am sang, sir dung nicardipin trong 6 thang du thai
ky & mét sb it treong hop mang thai cho dén nay khong cho thiy bat
ky anh huéng dic biét nao vé tmh sinh quéi thai hodc ddc cho thai.
Str dung n1card1pm dé didu trj tién san gist ning trong 3 thang cubi
thai ky ¢6 thé c6 tidém ning gy ra thc dung giam co tir cung c6 thé can
trd sy chuyen da tir nhién.

Phi phdi cdp dd dwoc ghi nhan khi ding nicardipin nhu mot thude
gidm co tir cung trong thai ky (xem muc Cdnh bdo va thidn trong khi
diing thubc va Téc dung khéng mong mudn), nhit 1 trong tradng hop
da thai (song thai hoic nhiéu hon), bing dudng tinh mach va/hodc khi
dimg ddng thoi v6i thude chi van beta-2. Khéng duge dung nicardipin
trong tradmg hop da thai cling nhw trén thai phu ¢6 vin dé v& tim mach,
trir khi khong c6 bét ky thude thay thé nao khac ¢6 thé ding duoc.
Phy nit cho con bu

Khéng dugc ding nicardipin trong thoi gian nudi con bang sita me
(xem muc Di liéu an todn tién ldm sang).

ANH HUONG CUA THUOC LEN KHA NANG
LAI XE VA VAN HANH MAY MOC

Anh huéng ctia thude 1én kha nang lai xe va van hanh may moéc thay
d6i tiry theo d4p tmg ctia mdi c4 nhan. Dic biét hon, khi bit ddu hoic
trong trudmg hop c6 bit ky thay ddi ndo trong qua trinh diéu trj va két
hop v&i alcohol. Can than trong vi téc dung ha huyét 4p ciia san phim
thude nay co thé gy chong mat.

TUONG TAC, TUONG KY CUA THUOC

Tuwong tic thuc vi cic dang twong tac khic

Céc phdi hop khéng nén ding:

Dantrolen

St dung Dantrolen dudng tiém truyén.

Trong céc nghién clru trén dong vAat, sir dyng verapamil va dantrolen
du:cmg tinh mach din dén rung thét gy tir vong. Vi vdy, viée phdi hop
thude e ché kenh calci va dantrolen ¢6 nguy hiém tiéin tang.

Tuy nhién, moét sb bénh nhan da dugc didu tri ddng thoi nifedipin va
dantrolen ma khéng c6 bét ky twong tic ndo.

Céc phdi hop cén than trong:

Idelalisib

Ting tic dung phu cia nicardipin, ching han nhu ha huyét ap thé
dimg, dc biét ¢ bénh nhn cao tudi.

Cén theo ddi 1am sang va didu chinh lidu cua mcardlpm trong qua
trinh diéu tri phbi hop véi idelalisib va sau khi ngimg thudc.
Cyclosporin, tacrolimus va sivolimus

Str dung dong thoi nicardipin va cyclosporin, tacrolimus ho#c sirolimus
din dén ndng &b cyclosporin, tacrolimus hoc sirolimus trong huyét
twong ting cao. Can theo d6i ndng d6 cyclosporin, tacrolimus hodc
sirolimus va giam lidu rc ché mién dich va / hodc nicardipin néu can.
Chdt cdm vmg va chdt tec ché cytochrom CYP3A44

Nicardipin dwoc chuyén héa bdi cytochrom P450 3A4. Vide st
dung ddng thoi cac chit cam img CYP 3A4 (nhu carbamazepin,
phenobarbital, phenytoin, fosphenytoin, primidon va rifampicin) ¢6
thé 1am gidm ndng d6 nicardipin trong huyét tuong do ting chuyén
hoéa ¢ gan.

Cén theo d5i 1am sang va diéu chinh liéu cta nicardipin trong qua
trinh didu tri bing thude chong co glat va sau khi ngimg thubc.

St dung dong thoi cac chat e ché enzym CYP3A4 manh (nhu
cimetidin, clarithromycin, cobicistat, erythromycin, itraconazole, nuwéc
ép budi, ketoconazol, nelfinavir, posaconazol, ritonavir, telaprevir,
telithromycin, voriconazol) ¢6 thé 1am ting ndng d6 nicardipin trong
huyét tuwong.

Ting tac dung phu ciia nicardipin, ha huyét 4p thé dtng thuong gap
hon, dic biét & bénh nhan cao tudi. Sir dung ddng thoi céc thude tre
ché kénh calci v itraconazol cho thdy ting nguy co tic dung ngoai
¥, dic biét 1a phit do gidam chuyén hoa thube e ché kénh calci & gan.
Cén theo ddi 1am sang va diéu chinh lidu cua nicardipin trong qua
trinh diéu tri b@'mg thubc trc ché enzym CYP3A4 manh va sau khi
ngimg thubc.

Céc phdi hop nén luu ¥

Nguy co cong luc tac dung ha huyét ap

Nhitng thudc c6 kha ning tang cuong tic dung chéng ting 4p cua
mcardlpm kh1 duge stz dung dong thoi, cling v6i nguy co ting huyét 4 ap
thé dimg, gdm c6 baclofene, thubc chen alpha (alfuzosm doxazosin,
prazosin, silodosin, tamsulosin, terazosin), tac nhin chong ting 4p
chen alpha (doxazosm prazosin, urapidil), thudc chong trdm c4m ba
vong, thudc chéng trAm c4m imipramine, thudc an thin kinh, thuéc ho
4 phién va amifostin.

Déin xudt nitrat va cdc téc nhén lién quan

Tang nguy co ha huyét ap, dac biét 1a ha huyét ap thé ding.

Céc thubc gdy ha huyét dp thé dimg

Ting nguy co ha huyét ap, dic biét 1a ha huyét ap thé dimg.

Thudc mé dang hit

Sir dyng ddng thoi nicardipin v6i thube mé dang hit c6 thé giy ra
mot tac dung ha ap cong hc hodc hiép Iyc, thubc mé ciing e ché sy
gia ting tAn sb tim do phan xa thy thé &p luc lién quan véi cac thube
giin mach ngoai bién. Dit liéu 1am sang han ché goi ¥ ring anh huéng
ctia thudc mé dang hit (vi du isofturan, sevofluran va enfluran) trén
nicardipin duong nhu chi & mirc trung binh.

Tang tdc dung gidm co co tim

Nicardipin ¢ thé 1am ting tic dung gidm co co tim cua thubc chen
beta (bisoprolol, carvedilol, metoprolol, nebivolol) trén bénh nhén suy

tim va din dén ha huyét &p, suy tim trén bénh nhan c6 suy tim tiém
4n hodc khong duoc kidm soat (xem muc Cdnh béo va thin trong khi
diing thuéc). Hon nita, sy hién dién cta thude Ge ché beta ¢6 thé lam
gidm phan Umg giao cam phan xa trong trudng hop hiu qua huyét
dbng qua mic.

Nicardipin c6 thé ting cudng tac dung gidm co co tim ctia thudc chen
beta (trir esmolol) va ¢ thé gy ha huyét 4p, suy tim & bénh nhan suy
tim tiém 4n hodc khong kiém soat duoc (xem muc Cdnh bdo va thin
trong khi dimg thuéc) (thém céc tac dung gidm co co tim). Hon nita,
sir hién dién cia thubce e ché beta c6 thé 1am gidm phan Ung giao cdm

‘phén xa trong tredng hop hau qua huyét dong qué mirc.

Magnesium

Do ¢6 nguy co cao gdy phit phbi va giam huyét p qua mirc, phai than
trong khi st dung ddng thdi v&i magnesi sulfat (xem muc Cdnh bdo
va than trong khi ding thuoc).

Digoxin

Céc nghién ctru duge dong hoc chimg minh ring nicardipin 1am ting
ndng d6 digoxin trong huyét trong. Phai theo doi ndng d digoxin khi
bét dau didu trj ddng thoi véi nicardipin.

Giam tic dung chong tang dp

Nicardipin dimg phdi hop v6i cac corticosteroid dudng tinh mach
(glucocorticoids va mineralocorticoids) va tetracosactid (trir
hydrocortison dugc ding nhu mét didu tri thay thé trong bénh
Addison) c6 thé din dén giam tac dung chdng ting 4p.

Thubc tec ché than kinh-co canh tranh

Céc dit lidu han ché goi ¥ ring nicardipin, giéng nhw céc thude e
ché kénh calci khéc, 1am ting bléc din truyén thin kinh-co, ¢6 18 qua
mét tic dong trén viung sau x1—nap St dyng dong thoi mcardlpm cd
thé 1am glam lidu vecuronium cin tiém tuyén. Tac dung dbi khang
bléc dan truyén thén kinh-co ctia neostigmin dwdng nhwr khong bi anh
huéng béi vide tiém truyén nicardipin. Khéng cin bt ky mét sy theo
d&i bd sung nao.

Xin vui long béo cho bdc st ciia ban biét néu ban viea hodc d‘ang a’ung
cdc thudc khéc, ké cd cdc thudc khong ké don va thudc c¢6 nguon géc
duoc liéu.

Twong ky

Nguy co thudc bi tia trong nhimg dung dich ¢6 @ pH 16n hon 6
(nhur dung dich bicarbonat, Ringer, diazepam, furosemide, natri
methohexital, thiopental).

Nguy co nicardipin bi hép phu 1én bé mit nhya ciia nhitng dung cu
tiém truyén khi c6 mit cac dung dich mubi.

TAC DUNG KHONG MONG MUON

Da s6 céc tac dung khong mong muébn 13 hiu qua cia téc dung gidn
mach ctia nicardipin. Nhitng tac dung thudng gip nhét 13 nhirc dAu,
chéng mit, phil ngoai bién, ¢4nh tréng ngue va cac con d6 phimg
Béng danh muc céc tac dung khéng mong mudn

Céc tic dung khong mong mubn dwoc liét ké dudi day di duoc ghi
nhan trong cic nghién ctru 14m sang va/hoic sau khi thube duoc ban
trén thi trudng va dua trén dit liéu tir cac thir nghiém 14m sang, va
duoc xép theo hé co quan MedDRA. Cac loai tan suét dugc qui dinh
theo qui wéc sau ddy: Rat hay gip: (= 1/10); hay gip: (= 1/100 dén
<1/10); it gip: (= 1/1.000 dn < 1/100); hiém gip: (= 1/10.000 dén
< 1/1.000); r4t hiém: (< 1/10.000), va khong dwoc x4c dinh (khong thé
udc lugng dua trén co sd dit liéu hién ¢6).

Hé co quan Tén sut

Tan suat khéng dugce xac dinh —
giam tiéu cau

R&i loan huyét hoc va hé bach
huyet

Tén sut khéng duge xac dinh —
phén ¥ng phan vé

R6i loan hé mién dich

R&i loan hé than kinh Rét hay giip — nhirc du

Hay gap — chong mit




