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AGUETTANT

Doe Ky huéng dﬁn sir dyng trwde khi ding.

Pé xa tam tay va tam mat tré em.

Thudc ndy chi ding theo don thude.

Xin gitr Ign to hu'é'ng dan str dung nay, ban ¢6 thé cin phai doc Im
Néu c6 thic mic hay can thém thong tin, xin tham khao ¥ kién

béc si.
Thong bao cho bac si ciia ban nhimg tac dung khong mong mMuon

giip phai khi sir dung thuoc, ké ca céc tic dung chua duoc ké dén
trong toa nay.

THANH PHAN CONG THUC THUOC

Thanh pha:n hoat chat: Cho moi 6ng 10 mL

Nicardipin AR T s R R et e A o ek A 10 mg
Thanh phan ta dwge: sorbitol, acid citric monohydrat, natri citrat,
acid hydrocloric, natri hydroxid, nude pha tiém.

Moi mL dung dich tiém chira 0,039 mg twong dwong véi 0,0017 mmol
natri. Mdi ong 10mL chira 0,39 mg tuwong duong vai 0 ,017 mmol natri.

Moi mL dung dich tiém chira 50 mg sorbitol. Mdi 6ng 10 mL chira
500 mg sorbitol.

DANG BAO CHE
Dung dich tiém

CHI PINH PIEU TRI

Dung dich tiém NICARDIPINE AGUETTANT 10 mg/10 mL dugc

chi dinh trong diéu trj ting huyét 3 ap 4c tinh de doa tinh mang, cu thé

la cac truong hop: |

« Tang huyét ap dong mach 4c tinh/ Bénh Iy ndo do ting huyét ap

. Boc tach dong mach chu, khi diéu tri bang thube chen beta tac dung
ngan to ra khong thich hop, hodc dung phcn hop v6i mdt thude chen
beta khi su trc ché thu thé beta don thuan to ra khong c6 hiéu qua

- Tién san giat ning, khi cac thudc ha huyet 4p dudng tinh mach
khéc khéng dugc khuyén nghi hoic chdng chi dinh

Nicardipin ciing dugc chi dinh trong diéu tri ting huyét 4p sau m.

LIEU DUNG VA CACH DUNG

Liéu dung

Tac dung chong tang ap phu thuge liéu dung. Liéu lugng dé dat
huyét 4p mong muén co thé thay d6i tuy theo huyét 4p muc tiéu, dap
{mg ctia bénh nhan, tudi tac va tong trang cuia bénh nhan.

Tru khi dugc tiém truyén qua catéte tinh mach trung tam, can pha
loang thudc dén nong do 0,1 dén 0,2 mg/ml tru'érc khi dung (xem
muc Twong ky va Han diing dé biét thong tin vé cac dung dich khong
trong thich).

I_ngm lon

Liéu ban diu: Phai bit dau diéu tri bang cach truyen nlcardlpm lién
tuc & tbe dd 3-5 mg/gid trong 15 phut. C6 thé tang toc d6 truyén
timg bac 0,5 hoic 1 mg moi 15 phut. Téc dQ truyén tinh mach khong
duorc qua 15 mg/gio.

Liéu duy tri: Khi da dat dugc huyét 4p muyc tiéu, phai giam liéu dén,
thuorng la con khoang 2 dén 4 mg/glb dé duy tri hiéu qua diéu tri.
Chuyén sangdungmug_c_b_ahl_llgt_ap_d_a.l_lgm_u& ngung dung mcar—
dipin ho4c giam liéu khi bat dau dung dong thdi véi mot thude uong
thich hgp. Khi bit dau dleu trj bang thudc ha huyét ap dang uéng,
can luu § ¢ dén viéc thude uong bi cham khai phat. Tiép tuc theo d01
huyét 4 ap bang monitor cho dén khi c6 dugce tic dung mong mubn.
Co thé chuyen sang diéu tri bang dudng uong vo1 nicardipin vién
nén 20 mg & liéu 60 mg/ngay chia 1am 3 lan, hofc mcardlpm 50 mg
vién phong thich kéo dai & liéu 100 mg/ngay chia 1am 2 lan.

Bénh nhdn cao tudi

Cac nghién uru lam sz\ng Ve nicardipin kh(mg thu nhan du 50 b¢nh

nhan tir 65 tudi trer 1én dé xac dinh li¢u ho c¢6 dap (rng mot cach khac
hon so véi ¢ m doi mqng 1 con tré hay khéng,

Ngudi cao tudi co thé nhay cam hon vé&i cac tac dung cia nicardipin
vi su suy giam chirc ning lhan vA/hnac gan. Nén ding nicardipin
|IllyL|\ tinh mach lién tuc bat dau vai lidu 1 dén 5 mg/gid, tay theo
huyet 4p va tinh trang 1am sang. Qau 30 phut tiry theo tac dung quan
sat thily, co thc ting hodc giam toc d6 truyén tirng bac 0,5 mg/gid.
Tde d6 truyén tinh mach khong durge qua 15 mg/gid.

Phu nir co thai

Nén dung nicardipin truym tinh mach lién tuc véi the do 1Gce ban
dau 1 dén 5 mg/gi¢r tuy theo huyét 4p va tinh trang lam sang. Sau
30 phut tiy theo tac dung quan sat thay, c6 thé ting hodc giam toc
do truym tirng bac 0,5 mg/gl(r
'lmng y dicu tr; tién san gidt, liéu ding thudng khong viegt qua 4 mg/

gity. Toc do t6i da khong dugce qufn 15 mg/gid. (Xcm cac muc Cdnh
hao va Than trong khi dimg thuoce, Sie dung thuoc cho Phy niz c6 thai

va cho con bu, va Tac dung khong mong muon)
Suy gan

Phai thén trong khi dung nicardipin trén nhirng be;nh nhan nay
Nlcardlpm duge chuyén hba & gan, nén ding liéu theo phéc 46 duge
khuyén cdo cho bénh nhin cao tubi bj suy gan hodc ¢6 giam luu
lrgng mau qua gan.
Suy than

Phai than trong khi diing nicardipin trén nhirng bénh nhan nay. Trén
mot sO be;nh nhén suy than trung binh, da quan sat thay d6 thanh thai
toan than thap hon va dién tich dudi duong cong (AUC) cao hon mat
cach ¢6 y nghia. Vi vay, nen dung liéu theo phac 46 duqc khuyén
c4o cho bénh nhén cao tudi bi suy than.

Tre em

Tinh an toan va hiéu qua trén tré nhe can lac sinh, tré so sinh, tré con
bl me va tré em chua duge chirng minh. :

Chi sir dung nicardipin trong trudng hop tang huyét ap de doa tinh
mang tai phong cham séc tich cuc nhi khoa hoidc trong phong hau phau.
Liéu ban dau: Trong trudng hop khan cap, liéu ban dau dugc khuyén
dung 1a 0,5 dén 5 meg/kg/phit

Liéu duy tri: Liéu duy tri dugc khuyén dung 1a 1 dén 4 mcg/kg/pht.
Phai than trong khi dung mcardlpm trén tré em b1 suy than. Trong
truorng hop nay, chi du'qc dung liéu thap nhét c6 hiéu qua.

DUNG THUOC PUNG LIEU CHI BINH

Cach dung |

Nicardipin chi dugc ding bang cach truyén tinh mach lién tuc.
Nicardipin chi dugc sir dung bai cac bac si chuyén khoa trong mét
moi trudng y khoa dugce kiém soat tét, nhu bénh vién va don vi cham

soc tich cyc, theo doi huyét ap lién tuc bang monitor. Toc dd truyén
thudc phai dugc kiém soat chinh xac bang cach sir dung bom tiém

dién hodc bom ti€m ty dong. Phai theo doi huyet 4p va tan s6 tim

bang monltor 1t nhat mdi 5 phut trong khi truyén cho dén khi cac diu
hiéu sinh ton dn d;nh va it nhat trong 12 gi¢ sau khi ding nicardipin.

Lwu y diic biét vé xir ly thudc truée va sau khi sir dung
Huo*ngdan mao on ﬂhuoc

1. Gitr 6 ong thudc c¢6 ndt mau thang dimg. Néu con dung dich thuoc &
dau & ong thudc, go dé phan dung dich nay chay xudng than & ong

2. Sau do, gnr dau 6ng va 4n dé bé & ong thude.

Tat ca san pham khong dung dén hodic chit thai phai dugc tiéu huy
theo dling qui dinh.

CHONG CHI DINH

Qua man véi thanh phan hoat chét hoiic véi mot trong cac thanh
phén ta duoc clia thude

Hep van dong mach chii niing

Tang huyét ap bu trir, nhur truomg hop shunt dgng-tinh mach hoic
hep eo dong mach chu

Dau thit ngyc khong dn dinh

Trong vong 8 ngdy sau nhdi mau co tim.




CANH BAO VA THAN TRONG KHI DUNG

THUOC

Than trong

Thén trong khi sir dung nicardipin d€ tranh ha huyct ap qué mire,
Giam huyét ap nhanh dudi tac dung ctia thude ¢d the dan dén ha
huyét &p toan thin va nhip tim nhanh phan xa. Néu xuét hién mot
trong hai trudng hop trén khi dung nicardipin, can nhic g1am mot
nira lidu ding hodic ngung tmyéq.

Viée tiém tinh mach trye tiep (Iicu bolus) hodc ding dudmg tinh
mach khong dugc kiém soat bang bom tiém dién hodc bom tiém
dong khong dugc khuyén nghi va ¢6 thé 1am ting nguy co ha huyét
ap nang, dic bict 1a trén ngudi cao tudi, tré em, bénh nhan suy than
hodic suy gan va phu nir mang thai.

Suy tim

Phai than trong khi ding nicardipin trén bénh nhéan suy tim sung
huyét hodic phi phé)i, dic biét 1a bénh nhan duoc dicu tri dé)ng thon
véi thude chen beta, vi nguy co lam cho suy tim ndng thém,

Bénh tim mach thiéu mau cuc bg

Nicardipin bj chéng chi dinh trong dau thit ngyc khong 6n dinh va
trong thoi ky ngay sau nhoi mau co tim (xem muc Chong chi dinh)
Phai than trong khi dung nicardipin trén b¢nh nhan nghi ¢6 thiéu
mau cuc bg do nguyen nhan dong mach vanh. Dadi khi, bénh nhan bj
ting tan suat, kéo dai thoi gian hojc ting dd ning cua dau thit ngue
khi khoi dau diéu tri hodc khi tang licu, hoiic trong khi diéu tri véi
nicardipin.

Phu nir mang thai

Vi nguy co ha huyét ap ning & ngudi me va nguy co tir vong do
thicu 6xy & bao thai, viéc ha ap phai dién ra tir tir va luén luén dugc
theo ddi chit ché bing monitor. Do ¢6 thé ¢6 nguy co phu phoi hodc
ha 4p qua murc, phai thin trong khi st dung dong thdi voi magne-
sium sulfat. ‘ '

Céc trudng hop phu phdi cap di dugce béo céo trong thai ky, do d6
nén than trong khi dung nicardipin ¢ phu nir mang thai, can theo doi
chit ché dé phat hién phu phéi cip. Néu xay ra phu phoi cap, phai
ngirng diéu tri bang nicardipin ngay lap tirc va bat dau mot diéu tri
thich hop. , -

Bénh nhdn cé tién si réi loan chirc nang gan hodc suy gan

Pi ¢6 b4o céo vé mot so hiem trudong hop bat thudng chirc ning gan
c6 thé lién quan véi viée sir dung nicardipin. Céc nhoém c6 nguy co
cao 12 bénh nhan c6 tién st roi loan chirc ning gan hoic bénh nhan
c6 suy gan khi bat dau diéu tri nicardipin. Phai thin trong khi sir
dung nicardipin trén bénh nhan suy gan. |

Bénh nhan suy than R

Phai than trong khi sir dung nicardipin trén bénh nhén suy thin (xem
muc Pac tinh dugc dong hoc).

Bénh nhan tang ap luc tinh mach cira

Cé bao céo cho thay nicardipin liéu cao dung dudng tinh mach c6
thé lam ning thém tinh trang ting 4p luc tinh mach cira va chi sO
tuin hoan bang hé cira-chu trén bénh nhin xo gan.

Bénh nhén san cé tang dp luc néi so , _

Phai than trong khi sir dung nicardipin trén bénh nhan cé nguy co
tang ap luc ndi so. Phai theo ddi ap luc ndi so dé c6 thé tinh ra ap luc
turdi mau nao. ;

Bénh nhén tai bién mach mdu nao |

Phai than trong khi dung nicardipin trén bénh nhéan nho6i mau nio
chp tinh. Céc con ting huyét dp thuong di kém vdi tai bien mach
méu nio khong phai 1a mét chi dinh dé diéu tri chong ting ap khan
cap. Viéc sir dung thude ha huyét ap khong dugc khuyén dung trong.
truong hop tai bién mach mau nio thiéu méau cuc b, trir khi con ting
huyét ap can tro viéc sur dung mot diéu trj thoa dang (vi du thudc tan
huyét khoi) hodc trong truong hgp co ton thuong co quan dich khac
cb nguy co gly tir vong trude mat.

Than trong khi dung

Phoi hop vdi thuoc chen beta : ’
Can than trong khi ding nicardipin phoi hgp vdi thuoc chen beta trén

AN Ry . ! Y
bénh nhdn bi suy gidm chire nang tim, Trong trudmg hop ay, phai
chinh licu thube chen beta tiy theo tinh hinh lam sang cla tirng bénh

5 £ N ot P ’
nhan. (Xem muc Twong tac thuoe va cac dang teong tac khace),
Phan tmg tai cho tiem Ly Bl r Wi O :
ai cho truycen, dic bigt 14 khi dung thuoc

C6 thé xay ra cac phan \'mgI o y '
kéo dai va dung duong truyen tinh mach ngoai bién. Ncn :hay do61 vi
'y kich (g tai cho tiém., Sy

trf tiém truyén trong truromg hop nghi nge . :
dung dudmg tinh mach trung tam hodc mot dung dich lodng hon c6

A 3 s ’ ‘ X 4:n
thé 1am giam nguy co xay ra phan ung (g1 cho tiem.
I'a duoc: :
Thude ndy c6 chira sorbitol. B
lmyén (HFI) khong dugce dung t

1h nhan khong dung nap fructose di
hubc nay trir khi thye sy can thiét.
Ire em AR £ g

Tinh an toan va hiéu qua cia nicardipin dung dudong t’uph mach chua
4¢ thir nghiém 1am sang cO doi chirmg trén

diroc nghién clru trong ¢ \ (e 4
(ré con bi hodc tré em, vi vy can than trong dic bigt & cac doi tugng

ndy (xem muc Liéu ding va cach dung).

SU' DUNG THUOC CHO PHU NU CO THAI VA

CHO CON BU

Phu nir co thai : i * i
Cac nghién ciru trén dgng vét cho thay khong co tic dung gay quai

thai, do d6, khong c6 tac dung gdy di tat nao dugc cho la xay ra trén
ngudi. Trén thye té. cho dén nay, cac chat géy ra di tat ¢ nguai luén
duoe chimg minh 14 giy qudi thai & dong vit trong céc nghién ciru
duoc tién hanh ¢ ca hai loai. Nicardipin chi nén dugc sir dung néu
loi ich vuot troi nguy co vi giam trong lugng & tré so sinh di dugc
béo cdo khi st dung nicardipin két hop véi thuoc chen kénh calci.
Céc dir li¢u duge dong hoc han ché cho thay nicardipin diung dudng
tinh mach khong bi tich lty; thudc it di qua hang rao nhau thai..
Trong thuc hanh 1am sang, sir dung nicardipin trong 6 thiang dﬁ}l thz;i
ky & mot s6 it tnrong hgp mang thai cho dén nay khong cho thay bat
ky anh huéng dic biét ndo vé tinh sinh quéi thai hodc dgc cho thai.
Str dung nicardipin dé diéu tri tién san giat ning trong 3 thang cuoi
thai ky c6 thé c6 tiém nang giy ra tac dung giam co tir cung cé thé
can tr&f sy chuyén da tur nhién.

Phu phéi cAp di duoc ghi nhan khi ding nicardipin nhu mét thuoc
giam co tir cung trong thai ky (xem muc Canh bdo va than trong khi
dung thuoc va Tac dung khong mong muén), nhat 1a trong truong
hop da thai (song thai hodc nhiéu hon), bang dudng tinh mach va/
hodc khi dung dong thdi véi thude chu van beta-2. Khong dugc dung
nicardipin trong trudng hop da thai cling nhu trén thai phu c6 van dé
vé tim mach, trir khi khong c6 bt ky thudc thay thé ndo khac ¢ thé
dung duoc. | |

Phu nir cho con bu
Khong dugc dung nicardipin trong thoi gian nudi con bang stra me
(xem muc Dir lieu an toan tién lam sang).

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

Aph huong cua thudc 1én kha ning 14i xe va van hanh may moc thay
doi tuy theo dap img ciia moi ¢4 nhan. Dic biét hon, khi bit dau hodc
trong truong hop c6 bat ky thay d6i nao trong qua trinh diéu tri va
két hop vc:yi alcohol. Qﬁn than trong vi tac dung ha huyét 4p cua san
pham thudc nay c6 thé gdy chong mat. ‘

TUONG TAC, TUONG KY CUA THUOC

Twong tic thudc va cic dang twong tiac khac

Cac phoi hop khong nén dung:

Dantrolen

Su dung Dantrolen dudng tiém truyén.,

Trong cac nghién ciru trén dong vat, sir dung verapamil va dantrolen
duong tinh mach dan dén rung that gy tu vong. Vi vdy, viéc phoi
hgp thudc e che kénh calci va dantrolen ¢6 nguy hiém tiém tang.
Tuy nhién, mét s6 bénh nhan da duoc diéu tri déng thoi nifedipin va
dantrolen ma khong c¢6 bat ky tuong téc nao.




Cic phdi hop cin thin trong:

Idelalisib
Tang tac dung phu cua nicardipin, th{'mg. han nhu ha huyu ap thé

du‘ng df‘lt blU 8] bgﬂh nhan cao thl
Cén thco do1 1am sang va didu chinh lidu cua nic ardipin mmg qua
trinh dicu tri Ph(“ hm* v idelalisib va sau khi ngirng thuoe,

Cac ¢ hm we (h(’ m:cn dich (Ciclosporin, everolimus, sirolimus,

acmhmm va tcmﬂlrohmm)
Téang mmg do chat e ché mién dth trong mau, bfing v cach tre ché

qué trinh trao dbi chét cua (cdc) chat ndy. Xéc dinh nong d6 chat \rc
ché mién dich trong méu, theo ddi chire ndng thin va diéu chinh lidu
lrgng trong qué trinh dicu trj va sau khi ngimg thude.

Chat cam img va Char tec ché cytochrom CYP3A4

Ntcardtpm duroc chuycn héa boi cytochrom P450 3A4. Vige sir dung
ddng thoi cac chat cam img CYP 3A4 (nhur carbamazepin, phenobar-
bital, phenytoin, fosphenytoin, pnmldon va rifampicin) ¢d thé lam
giam nong d¢ nicardipin tmng huyét tuong do tang chuyén hoa & gan.
Can theo ddi 1am qang va diéu chinh lidu cua nicardipin trong qua
trinh didu tri bing thudc chong co giat va sau khi ngimg thuoc.

Sir dung dong thai cac chat \re ché enzym CYP3A4 manh (nhur ci-
metidin, clarithromycin, cobicistat, erythromycin, itraconazole, nudc
ép buoi, ketoconazol, nelfinavir, posaconazol, ritonavir, telaprevir,
tehthromycm voriconazol) ¢6 thé 1am ting ndng do nicardipin trong
huyét tuong. |

Tang tac dung phu cua nicardipin ha huyét 3 ap. thé dimg thucmg gap
hon, ddc bi¢t & bénh nhan cao tudi. Sir dung dong thdi céc thude e
ché kénh calci va itraconazol cho thay tang nguy co tac dung ngoai
A dac bi¢t la phu do giam chuyen héa thudce e ché kénh calci ¢ gan.
Can theo ddi 1am sang va diéu chinh lidu cua nicardipin trong qua
trinh diéu tri bang thudc (rc ché enzym CYP3A4 manh va sau khi

ngimg thudc.

Céc phdi hop nén luu v

Nguy co cong lyc tac dung ha huyét ap

Nhirng thudc ¢ kha ning tang cuong tac dung chéng ting 4p cua ni-
cardtpm khi dugc sir dung ddng thoi, cing véi nguy co tang huyét ap
thé dimg, gdm cb baclofene, thudc chen alpha (alfuzosin, doxazosin,
prazosin, silodosin, tamsulosin, terazosin), tac nhan chong tang ap
chen alpha (doxazosm prazosin, urapidil), thudc chong tram ¢am ba
vong, thubc chong trim cam imipramine, thudc an than kinh, thude
ho a phién va amifostin.

Dan xuat nitrat va cdc tac nhan lién quan ,

Tang nguy co ha huyet ap, dac biét 1a ha huyét ap thé dtmg

Cac thube gay ha huyet ap thé dimg
Tang nguy co ha huyét ap, dac biét 12 ha huyét ap thé dimng,

Thuoc mé > dang hit
Str dung dong thdi nicardipin vai thudc mé dang hit c¢6 thé gay ra

mot tac dung ha ap cong luc hoac hiép luc, thudc mé ciing (rc ché sur
gia tang tan so tim do phan xa thy thé ap luc lién quan voi cac thude
gian mach ngoat bién. Dir liéu 1am sang han ché goi y rang anh
hudng ciia thudc mé dang hit (vi du isofluran, sevofluran va enfluran)

trén nicardipin dudng nhu chi ¢ mirc trung binh.

Tang tac dung giam co co tim

Nicardipin co thé lam ting tac dung giam co co tim cua thudc chen
beta (bisoprolol, carvedilol, metoprolol, nebivolol) trén bénh nhan
suy tim va din dén ha huyét ap, suy tim trén bénh nhan c6 suy tim
tiém an hoic khong dugc kiém soat (xem muc Canh bdo va thin
rong khi dung thuoc) Hon nira, su hién dién cua thudc trc ché beta
c6 thé lam giam phan {mg giao cim phén xa trong truong hop hau
qua huyét dong qua murc.

Nicardipin co thé tang cudng tac dung giam co co tim cua thudc
chen beta (trur esmolol) va co thé gay ha huyet ap, suy tim ¢ bénh
nhan suy tim tiém 4n hogc khong kiém soat dugc (xem muc Canh
bdo va than trong khi dung thuéc) (them cac tac dung gtam CO CO
tim). Hon nira, sy hién dién cua thude (rc ché beta c6 thé 1am giam

phén irg giao cam phan xa trong truong hop hiu qua huyét dong
qué mirc,

-~ —— g——— B - 3
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Magnesium

Do ¢6 nguy ¢o cao giy phu ph(‘n va g1am huyct ap quéi mire, phai
thiin trong khi sir dung dong thoi vai magnesi sulfat (xem muc Canh
bdo va thin trong khi ding thuoc).

l)zgmm

.‘u nghién ciry duge dong hoc chimg minh rﬁng mmr(hpm [am ting
nong dd dlg«mn trong huyét tirong. Phai theo déi nong dé digoxin
khi bt dau didy tri dong thori véi nicardipin.

Giam tdc dung ¢ /mng tang ap

Nicardipin dung phé; hgp vai céc corticosteroid dudmg tinh mach
(glucocorticoids vi mnmralncnrtlundq) va tetracosactid (trir hydro-
cortison duqc ding nhur mot diéu tri thay thé trong bénh Addison) ¢6
the din dén giam téc dung chdng tang ap.

Thuoc ize ché thin kinh-co canh tr anh

Céc dir ligu han ché goi ¥ ring mcardlpm gmng nhu céc thude (rc
ché kénh calci khac, lam ting bloc dan truyén thin kinh-co, ¢6 I€ qua
mQt tac dong trén vung sau xi- nap Str dung dong thor mcardlptn cO
thé lam g1am hcu vecuronium can tiém tuyén. Tac dung doi khéng
bloc dan truyén than kinh-co cua neostigmin dudng nhu khong bi
anh hudng bai vige tiém truyén nicardipin. Khong can bat ky mot su
theo ddi bo sung nao.

Xin vui long bdo cho bac si ctia ban biét néu ban vira hodc dang
dimg cdc thuoc khdc, ké ca cac thuoce khong ké don va thuoe cé
nguon goc duwgce li¢u.

Tuong ky

Nguy co thudc bj tia trong nhimg dung dich ¢6 do pH 16n hon 6
(nhu dung dich bicarbonat, Ringer, dtazepam furosemide, natri
methohexital, thmpental)

Nguy co mcardtpm bi hap phu 1én bé mdt nhyra cua nhu'ng dung cu
tiém truyén khi c6 mit cic dung dich muoi.

TAC DUNG KHONG MONG MUON

Tém tat dac tinh an toan

Pa s6 céac tac dung khong mong muén 1a hau qua cia tac dung gtan
mach cia nicardipin. Nhing tac dung thudng gap nhat la nhirc dau,
chong mat, phu ngoai bién, danh trong nguc va cac con do phirng

Bang danh muc céc tic dung khong mong muén
Céc tac dung khéng mong mudn dugc liét ké dudi diy da dugc ghi
nhin trong cac nghién ciru lam sang va/hodc sau khi thudc duge ban
trén thi truorng va dya trén dir ligu tir cac thir nghlem lam sang, va
duoc xep theo hé co quan MedDRA. Céc loai tan suat dugc qui dtnh
theo qui udc sau day: Rat hay gap: (= 1/ 10) hay gip: (= 1/100 dén
<1/10); it gap: (2 1/1.000 dén < 1/100); hiém gip: (= 1/10.000 dén
< 1/1.000); rat hiém; (< 1/10.000), va khong dugc xac dinh (khong

thé wdc lugng dia trén co s& dir liéu hién co)

Hf; co' quan Tan suat

Tan sué"tt khong dugc xac dinh —

R&i loan huyét hoc va hé bach
giam tiéu cau

huyét

Tan suét 'khﬁng duoc xac dinh —
phan ing phan v¢

R6i loan hé mién dich

Roi loan hé than kinh Rét hay gdp — nhuc dau

Hay gédp — chong mit

Hay gdp — phu chi duéi, danh
trong nguc

Hay giip — ha huyét 4p, nhip tim

RO1 loan tim  Hanh

Tan suat khong dugc xac dinh -
bloc nhi-that, dau that ngyc

R6i loan mach mau Hay gip — ha huyét ap thé ding

Tan suat khong duge xdc dinh —

R&i loan hé hap, 16ng ngye va ‘
phu phoi*

trung that
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ki X ¥ Thn suét khong duoe xac dinh -
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R&1 loan toan thin va cic bit Tan suat khong dwge xédc dinh -
thudmg & chd tiém viém tinh mach
. Tan suit kh °
Xét nghiém hong duge xac dinh —
men gan tang

*céc trurdmg hop cling duge ghi nhin khi ding nhu mdt thude giam
co tir cung trong thai ky (xem muc St dung thuée cho Phu nit ¢6
thai va cho con bu).

Bio céo phin irng bat 1¢i nghi ngd

Bao cédo cac phan (mg bat g1 nghi ngd sau khi thude duoc cap phép
liru hanh 14 rat quan trong. Bao cdo ndy giup glém sat lién tuc cén
bang 1¢1 ich/ nguy co cia thuoc Nhan vién y té ¢b thc béo cdo le

phan {mg bat 1¢i nghi ngd vé Trung tdm qudc gia vé thong tin thude
va theo ddi phén g c6 hai cua thudc.

QUA LIEU VA CACH XU TRI

Iriéu chimg

Qua liéu nicardipin hydrochlorid c6 thé dan dén cac triéu chimg ha
huyct 4p dang ké, nhip tim cham, danh trong nguc, con do ph&ng,
budn nga, truy tim mach, phu ngoai bién, lo mo, roi loan dién dat

va t{mg duong huyét. O dong vt nghién ciru, qua licu cling dan dcn
cac bat thuong chirc ning gan co the hox phuc, hoai tir gan dang & S lic
dac va bloc dan truyén nhi-that tién trién.

Xur tri

Trong trudng hop qué lidu, nén 4p dung céc bién phap thudng qui
bao gom theo ddi chirc ning tim va ho hap. Ngoai nhimng bién phap
nang d& toan thén, cac dung dich calci dung duong tinh mach va
thudc vén mach duge chi dinh trén 1am sang dm v bénh nhan co
biéu hién cua tac dung chen dong calcn di vao té bao. Ha huyét 4p
nang co the diéu tri bing cach truyén tinh mach mot dung dich bu lai
thé tich tuin hoan va tu thé nim ngira ké chén cao. <
Khéng thé loai trir nicardipin bing cach thim phan mAu.

PAC TINH DUQC LUC HQC

Nhom duge 19-tri liu: THUOC Uc CHE CALCI CHON LOC CO
TAC DUNG MACH MAU mai s6 ATC: COSCA04 (hé tim mach)

Co ché tac dong
Nicardipin la thudc trc ché kénh calci chim thé hé thir hai thugc,

nhém phenyl-dihydropyridin. Nicardipin c6 tinh chon loc cao doi VO
kénh calci typ L cua co tron mach mau hon 1a d6i véi té bao co tim.
O nhirng nong do rat thap, thude 1rc che su thAm nhdp calci vao trong
té bao. Tac dong nay dugc thé hién noi tI'Ql & co tron d(,mg mach.
Piéu nay dugc phan 4nh boi nhimg thay doi fuong d6i quan trong

va nhanh chong cua huyét 4p, véi nhimg thay d6i khong dang ké cua

sirc co co tim (tac dung phan xa thuy thé ap luc).

Tac dong dugc luc hoc

Khi ding duong toan than, nicardipin 1a mot thude glan mach manh
lam giam tong khéng lyc ngoai bién va ha thap huyét 4p. Tan s6 tim gia
ting thodng qua; cung lugng tim tang cao va kéo dai vi giam hau tai.
Trén ngudi, khi thudc duge ding cap thoi ciing nhu kéo dai, tdc dong
gisn mach xay ra trén cac than dong mach nho va lén, lam tang cung
luong va cai thién do chun gidn dong mach. Khéng lyc mach méau

thén giam.
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DAC TINH DUQC DONG HOC

Phan bo

Nuardtpm gﬁn vai cée protein huyét tirong véi ti 1¢ cao, trén mot dai

nong d(} rong.
Chuyén héa

Nicardipin dwoe chuyén hoa b cylochmm P450 3A4. Céc nghién
ciru trén ng\r(‘n & liéu duy nhat hofic liéu lip lai 3 lAn/ngay trong

3 ngt\y cho tlmy durdn 0 03% mcar(hpm & dang khnng thay A6 (hrqc
tim thay trong nurée tiéu sau khi ubng hodc truyén tinh mach. C hat
chuyén hoa chinh trong nurée tidu & ngudi 1a mét glucuronid cia
dang hydroxy, dugc hinh thanh do phan (mg 6xy-hoa tich nhom
N-mcthylbcnzyl va Oxy-hoa vong pyridin.

Bai tiet

Trong 96 gu‘v sau khi dung dong thdi mot licu tinh mach mcardlpm
duge danh déu dong vi phong xa va mot licu ubng 30 mg céch mm
8 gidy, 49% lugng hoat tinh phong xa duge tim thiy trong nude tiéu
va 43% trong phan. Khong tim thdy san phiam dd ding ndo trong
nude tiéu dudi dang nicardipin khong thay ddi. Sau mot licu tinh
mach, thude duge thai trir qua ba pha, véi thdi gian ban thai lan luot
la: alpha 6,4 phut, beta 1,5 gi¢, gamma 7,9 gio.

Suy than

Dugc dong hoc cua nicardipin dung dudng tinh mach da duge
nghién ciru trén ngudi bi suy thin ning cin thim phén méu (thanh
thai creatinin < 10 ml/phit), suy thin nh¢/trung binh (thanh thai
creatinin 10 - 50 ml/phut) va chire ning thgn binh thuong (thanh thai
creatinin > 50 ml/phit). O trang théi cin bing, Cmax va AUC cao
mot cich ¢d y nghia va thanh thai thdp c6 ¥ nghia trén cac d6i tugng
suy than nh¢/trung binh so vdi d6i tugng ¢6 chirc ndng than binh
thudng. Khong c6 su khéac bi¢t co y nghia trong cac thong s6 dugc
ddng hoc chinh giira nguoi ¢b roi loan chirc ning than ndng va nguén

c6 chirc ndng thin binh thuong.

DU LIEU AN TOAN TIEN LAM SANG

Trén dong vat, nicardipin dugc chitng minh la duge tiét vao sira cia
con vat ci cho con bu. Cac nghién ciru trén dong vét bao céo sy bai
tiét san pham trong sita me. Trong cac nghién ciru trén dong vat dung
liéu cao trong giai doan cudi thai ky, bdo cdo cho thay ting ti 1 tir
vong bao thai, cdc roi loan sinh d¢, nhe can nang lic sinh va cham tang
can sau sinh. Tuy nhién, khong c0 bao cao nao vé doc tinh sinh san.

QUY CACH PONG GOI
Hop 10 6ng, ong 10 mL. |

PIEU KIEN BAO QUAN, HAN DUNG, TIEU
CHUAN CHAT LUQONG CUA THUOC

Bao quan
O nhiét do dudi 25°C.

Bao quan 6ng thudc trong bao bi cua nhé sén xuat, trénh 4nh sang.

Han dung

Trudc khi md 6ng thude: 2 nim ké tir ngdy san xuat. -

Sau khi mé 6ng thudc: d6 6n dinh 1y hoa ctiia dung dich thudc khong
pha loang hodc da pha loang trong dung dich glucose 5%, chira trong
ong tiém polypropylene, da dugc chung minh la 24 210 ¢ 25°C va

tranh 4nh sang.

Tuy nhién, theo quan diém vi sinh hoc, nén dung thudc ngay sau khi

mé Ong,
Tiéu chudn chat lwgng: TCCS

NHA SAN XUAT
LABORATOIRE AGUETTANT

1, rue Alexander Fleming, LYON, 69007
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