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10mg/50ml

Nicardipin HCI 10mg/50ml
Dung djch tiém truyan

Thanh phén:

M&i 50 mi dung dich cé chua:
Nicardipin HCl ..ovvvrererrmrerarssvarns 10 mg
Taduge vira 80 ....ocoooevevninnens 50 ml

Chi dinh; Chéng chi djnh; Céch ding;
Tde dyng phy va céc théng tin khéc:
Xin doc huéng din stz dung.

Bdo quén:
Nor khé mat, nhiét 48 duéi 30°C,
trdnh anh sdng.

Tiau chuln: TCCS
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SUN-NICAR
10mg/50ml

Nicardipin HCI 10mg/50ml

Dung dich tiém truyén
Hép 1 tdi x 50ml

10mg/50ml

Thinh phin:

MBI 50 mi dung dich ¢ chira:
Nicardipin HCl ,.oveesicnniieniiinnns 10 mg
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Tiéc dyng phy va céc théng tin khéc:
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_ G DAN SU DUNG THUOC DANH CHO CANBOQ Y TE
" X2\ DUNG DICH TIEM TRUYEN

S/ CONGTY
loionmpniuinz)  SUN-NICAR 10mg/50ml

1) Thanh ph U/l dung dich tiém truyén
Nicardipi Mudi miligam 10 mg
Té duge vira du S50 ml

(Sorbitol, Natri clorid, Acid citric khan, Acid hydrochlorid, Natri hydroxid, nudc cét pha tiém)
2) Dang bao ché& Dung dich tiém truyén

3) Cic dic tinh duge lye hoe, duge dijng hoc:

3.1.  Dic tinh dugc lye hoc

Nicardipin 1a thudc chen kénh calci ch@m thé hé thir hai thude nhém pheny] dihydropyridin. Nicardipin c6 tinh
chon loc cao dbi véi kénh calci tuyp 1 ciia co tron mach méu hon 12 véi té bao co tim. Véi co ché tac dung va
cach ding twong tir c4c din chét dihydropyridin khéc (nhur nifedipin,amlodipin...). .

Céc doi khang calci ngiin chin sy xdm nhdp cua ion calci vao té bao trong pha khir cuc ctia dién thé hogt déng,
hdu qud 13 1am gidm lrgng ion calci sin sang dép (mg cho kich thich co co. Co tron thanh ddng mach nhay
cam nhat véi sy tre ché d6. Nicardipin ¢6 tic dung chon lge ddi véi mach vanh hon mach ngoai bién va it lam
giam lyc co co tim hon so vdi nifedipin. Nicardipin it gly tdc dung phy hon nifedipin, vi du nhu hoa mit,
chéng mat nhung ¢6 hidu qua tuong duong chéng dau that ngye. Khi tiém tinh mach, huyét dp tim thu va tim
triwong giam, dong thoi cung lugng tim ting do gidm hau génh va ting tén sb tim, tang phén suit tdng méu.
Nicardipin ciing lam gidm loan ning tdm truong cua thét tréi.

3.2. Ddc tinh dugce dpng hoc:

3.2.1. Hip thu:
Nicardipin duge hap thu gan nhu hoan toan, sinh kha dung 35% do chuyén héa qua gan I4n diu.

3.2.2. Phin bo:
Lién két v6i protein rit cao (trén 95%). Nira doi theo 2 pha: Sém tir 1,5 dén 4 gid, cubi 12 9,6 giv
Thai gian dat ndng d9 dinh trong huyét trong: Tir 30 phit dén 2 gi (trung binh I3 1 gid). Thavi gian dat dinh
tic dung lidu don 13 1 - 2 gid

3.2.3. Chuyén hda:
Nicardipin dugc chuyén héa boi cytochrom P450, trén ngudi liéu duy nhét hoc lidu Iap lai 3 lan / ngay,
trong 3 ngdy, cho thdy dudi 0,03% Nicardipin & dang khong thay ddi duge tim thy trong nuée tiéu sau khi
tiém truyén tinh mach. Chét chuyén héa chinh trong nurde tiéu & ngudi 14 mgt glucuronid cua dang hydroxy,
duge hinh thanh do phan ing oxy héa téch nhém N-Methylbenzyl va oxy héa vong pyridin .

3.2.4. Thii trie:
Thoi gian tic dung kéo dai 8 gio. Thude duge ddo thai qua thin 60% (dang khéng bién ddi dudi 1%), qua
mét va phén 35%.

3.2.5. Ngiwedi suy thiin
Ngudi bi suy thén niing khi tiém Nicardipin cin thdm phin méu (thanh théi creatinin < 10 ml/ phat), suy thén
nhe/ trung binh (thanh thai creatinin 10 — 50 ml/ phit) va chirc niing thin binh thudng ( thanh thai creatinin >
50 ml/ phit). O trang thai cin bing Cmax va AUC cao m{t céch c6 ¥ nghia va thanh thai thip c6 ¥ nghta trén
cac dbi tugng suy thin nhe /trung binh so voi dbi tugng cb chirc ning thin binh thuong. Khéng cé sy khdc
bigt cd y nghia trong céc thong s duge ddng hoc chinh giira ngudi ¢6 rdi loan chire ning than ning v ngudi
¢6 chirc nang thén binh thuong

4) Quy cich dong géi:
Hép 1 lo thuy tinh x 50 ml dung dich tiém truyén
Hop 1 tdi non-PVC x 50 ml dung dich tiém truyén

5) Chi dinh, liéu dung, cich ding, chfng chi dinh:

5.1 Chidinh
Dung djch tiém Nicardipin 10 mg/50 ml duoc chi dinh diéu trj tang huyét 4p 4c tinh de doa tinh mang, cy thé 12
céc trurdng hop sau:
Ting huyét 4p déng mach 4c tinh/ bénh ly ndo do ting huyét 4p )
Tién sén gidt, khi thudc ha huyét dp dudng tinh mach khdc khong duge khuyén nghi hogc chéng chi dinh
Nicardipin cfing dugce chi dinh ting huyét 4p sau md

5.2 Liéu dang, cich ding
Nicardipin duge ding bing cach tiém tinh mach lién tye. ) )
Nicardipin chi dugc sit dung boi Béc si chuyén khoa va dugce kiém sodt tét, theo ddi huyét dp lién tyc bing
monitor, téc dd truyén thube phai duge kidm sodt chinh xac bing céch sir dung bom tiém dién hodc bom tiém

Page 1 of § \é




5.3

UONG DAN SU DUNG THUOC DANH CHO CAN BQ Y TE

7 cinsTy H'N'{-,: DUNG DICH TIEM TRUYEN
e vl ®*SUN-NICAR o

Téc dung chong ting huyét dp phy thuge vao lléu ding. Liéu lugng dé dat huyét 4p mong muén c6 thé thay dbi
tiy theo huyét 4p muyc tiéu, ddp ing cta bénh nhén, tuoi va tdng trang ciia bénh nhan

Trudc khi tiém truyén qua catéte tinh mach trung tdm, can pha lodng thubc dén ndng 4§ 0,1 mg/ml dén 0,2
mg/ml trudce khi ding

Ngu_m lon:

Liéu ban dr‘}u Phal bat déu diéu tri bang céch tiém truyén nicardipin lién tuc & téc do 3-5 mg/ gid trong 15
phiit, ¢6 thé tang téc df tiém truyén timg bic 0,5 hodic 1 mg mdi 15 phut, téc do truyén tinh mach khéng qua
15 mg/ gid.

Liéu duy tri

Khi dat duge huyét 4p myc tiéu, phai giam liéu dan, thudng con khoang 2 — 4 mg/ gid, dé duy tri hiéu qua diéu
tri

Chuyén sang dung thuoc ha huyét 4p dudng uong ngung dung nicardipin hofic giam liéu khi bt diu dung
dong thén véi thude ubng thich hop Khi bat ddu diéu trj bang thudc ha huyét 4p dang ubng, cn luu y dén vzec
thudc udng bi chdm khai phét. Tiép tuc theo ddi huyét 4p bing monitor cho dén khi dwgc tac dung mong muén
Bénh nhén cao tuoéi:

Ngudi cao tudi c6 thé nhay cam véi nicardipin vi su suy giam chirc ning than hoc gan. Nén dung nicardipin
tiém truyén tinh mach lién tyc lidu 1 — 5 mg/gid, tuy theo huyét &p va tinh trang 1am sing, c6 thé tang hoic
giam tdc d9 tiém truyén 0,5 mg/ gidy va khéng qué 15 mg/gitr

Suy gan:

Phai than trong khi dung nicardipin cho bénh nhén suy gan, mcard:pm chuyén héa & gan, nén ding theo phat
db dugce khuyén céo danh cho bénh nhin cao tudi b suy gan hodc cé giam lru lugng méu qua gan.

Suy than:

Phai thén trong khi dung nicardipin cho bénh nhén suy than. O bénh nhan suy than trung binh, dé quan sat thﬁy
dd thanh thai toan than thip hon va dién tich dudi duong cong AUC cao hon mét cach ¢6 y nghia, vi vdy nén
diing theo phat 3 dugc khuyén cdo danh cho bénh nhan bj suy thin

Tré em:

Tinh an toan cho tré nhe cén liic méi sinh, tré so sinh, tré con bl me va tré em chua duge chimg minh,

Chi dugc ding nicardipin trong trudng hgp ting huyét ap, de doa tinh mang tai phong chim séc tich cuc nhi
khoa hoiic trong phéng hau phiu

Liéu ban dau trong truémg hop khén cdp, duoc khuyén céo 12 0,5 — 5 meg/kg/phut

Liéu duy tri: khuyén ding 12 | —4 mcg/kg/phut

Phai than trong khi diing cho tré em bi suy thén, trong trudng hop nay phai ding liéu thip nhét c6 hiéu qua
Phu nit mang thai;

Nén dung nicardipin truyén tinh mach lién tyc véi toc d6 lic ban ddu 1 — 5 mg/ gior tiry theo huyet 4p va tinh
trang 1am sang. Sau 30 phut, tiy theo tdc dung quan sét théy c6 thé tang hodc giam tc do truyén tirng béc
mg/ gidy

Trong diéu tri tién san giat, lidu ding khdng vurgt qué 4 mg/ gid. Tée d¢ téi da khéng duoc qué 15 mg/ gid
Chéng chi dinh

Nhay cam quéa mirc v6i nicardipin hoic bét ki thanh phén nao ciia thubc

Con dau that nguc khéng dn dinh hoic cép tinh,

Séc tim.

Hep van déng mach chu giai doan muén

Tang huyét 4p bu trir nhur trudng hop shunt dong mach hoc hep co déng mach chu

Trong vong 8 ngdy sau nhdi méu co tim

6) Nhing diéu cin thin trong khi ding thudc nay

Giam huyét ap nhanh dudi tic dong ciia thudc c6 thé din dén ha huyét 4p toan than va nhip tim nhanh phan xa.
Néu xuat hién mét trong hai hién tugng trén khi dung nicardipin cén nhéc giam nira lidu hodc ngung truyén
Viée tiém tinh mach tryuc tiép ( liéu lobus) hoic ding dudng tinh mach khéng dugc kiém sodt bing bom tiém
dién hogic bom tiém tr dong duge khuyén nghi, cé thé lam tang nguy co ha huyét dp niing, dac biét trén nguoi
cao tudi, tré em, bénh nhan suy gan, suy than hoc phu nit c6 thai.

Suy tim:

Phai than trong khi ding cho bénh nhén suy tim sung huyét hodc pht phéi hodic bénh nhan dugc diéu trj dong
theri voi thube chen beta, vi nguy co 1am ting tinh trang suy tim

Bénh nhdn tim mach thiéu mau cuc bo:

Nicardipin chdng chi dinh trong dau thit nguc khong 6n dinh va trong théi ky ngay sau khi nhdi méu co tim
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DAN SU DUNG THUOC DANI-I CHO CAN BOYTE
DUNG DICH TIEM TRUYEN

RYSUN-NICAR lOmg/SOml

hodc khl ting liéu, hoac trong khl diéu trj véi nicardipin
Phu nit mang thai:
Vi nguy co ha huyét 4p niing & ngudi me va nguy co tir vong do thiéu oxy & bao thai, viéc ha huyét ap phai
dién ra tir tir va lu6n ludn phai theo ddi chat ch& huyét 4p bing monitor, do c6 thé bj phu phéi hotic ha huyét 4p
qua mirc, phai than trong khi ding déng thoi véi magnesi sulfat
Bénh nhdn c6 tién sit roi loan chirc ndng gan hodc suy gan
Hiém gap bat thudng
Bénh nhadn tdng dp lec tinh mach cira
Nicardipin liéu cao 1am tang tinh trang tang 4p lyc tinh mach cira va céc chi s tufin hoan bang hé cira - ch
trén bénh nhén xo gan .
Bénh nhdn sén cg tang dp lc néi so:

* Phai theo doi ép Iy ndi so dé tinh ra 4p lyc tuéi mau
Bénh nhén tai bién mach mdu nao
Thén trong khi ding nicardipin cho bénh nhan nhdi méu ndo cip tinh. Céc con ting huyét ap thudng di kém
véi tai bién mach mau néo, khong phai 14 chi dinh dé diéu tri chdng tang huyét 4p khén cép. Viéc sir dung
thudc ha huyét 4p khong duoc khuyén dung trong trudmg hop tai bién mach mau ndo thiéu méu cuc bo, trir khi
con ting huyét dp can tré viée sir dung mot didu tri thoa dang hodc trong trudmg hop ¢6 tdn thwong co quan
dich khéc ¢6 nguy co gdy tir vong trudc mit.
Phoi hop véi thude chen beta:
Cén thén trong khi ding nicardipin ph6i hgp véi thuéc chen beta trén bénh nhan suy giam chirc nang tim.
Trong trudng hop 4y phai didu chinh liéu thubc chen beta tiy theo tinh hinh 14m sang cua timg bénh nhan
Phan ting tai cho tiém:
C6 thé xay ra phan Ung tai chd tiém truyén, dic biét khi dung thude kéo dai va dung duong tinh mach ngoai
bién. Nén thay déi vi tri tiém truyén trong trudng hop nghi ngd kich img tai chd tiém. Sir dung dudng tinh
mach trung tim hoc mot dung dich lodng hon ¢6 thé lam giam nguy co phan tng tai chd tiém

Tré em:
Cén than trong dic biét d6i voi dbi tugng tré em
Vi c6 sy hién dién cua sorbitol thudc ndy chéng chi dinh trong trudng hop khéng dung nap frucrose ( la loai
chuyén héa ¢6 tinh di truyén)

LUC CO THAI VA LUC NUOI CON BU
Nicardipin dung duéng tinh mach khéng tich ldy, thude it di qua hang rao nhau thai
Sir dung nicardipin d& diéu tri tién san giat & 3 thang cudi thai ky, c6 thé c6 tiém nang giy ra tic dung gidm co
co tir cung c6 thé can trd chuyén da tu nhién
Phu phéi cip da dugc ghi nhan khi ding nicardipin nhu thudc gidm co tir cung trong thai k¥, nhit la trong
trudng hop da thai.
Nicardipin va chat chuyén hoéa duge bai tiét trong sita me & néng do thap, chua di thong tin anh huéng
nicardipin trén tré so sinh va tré em

NGUOI LAI XE VA VAN HANH MAY MOC .
Do tac dung phu hay giip v6i triéu chimg nhirc dau, chéng miit vi vdy thdn trong doi v6i ngudi 14i xe va vén
hanh méy méc.

7) Tuong tac thude \A
Tdng tdc dung giam co co tim:

Nlcardlpm lam ting tAc dung gidm co co tim cla thudc chen beta va dan dén suy tim trén bénh nhan c6 suy tim
tiém an hodc khdng duoc kiém sodt
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DAN SU DUNG THUOC QANH CHO CANBQ Y TE
DUNG DICH TIEM TRUYEN

RXSUN-NICAR 10mg/50ml

Dantrolen! y
Phéi hop dan! oS mach din dén rung thét gay tir vong, vi viy vige phéi hop thudc e ché kénh
calci véi dantro Buy hiém tiém tang

Magnesi:
Phéi hop v6i magnesi gdy phu phdi va gidm huyét 4p qué mirc
Chdt cam img va chdt vec ché cytochrom CYP 344:

Nicardipin dugc chuyén héa bi cytochrom P450 3A4, vige sir dung déng thdi chét cam img CYP 3A4 ( nhu
carbamazepin, phenobarbital, phenyltoin, fosphenytoin, primidon va rifampicin), lam giam n%)ng dd nicardipin
trong huyét twong.

Str dung dbng thoi cac chét (rc ché enzyme CYP 3A4 ( nhu cimetidin, itraconazol, nu¢c ép budi) lam tang
ndng db nicardipin trong huyét twong

Sir dung ddng thdi chét trc ché kénh calci va itraconazol cho thiy nguy co tac dung ngoai ¥, dic biét phi do
giam chuyén hoéa thudc trc ché kénh calci & gan

Sir dung déng thei nicardipin véi cylosporin, tarcrolimus hogc sirolimus dén dén tang ndng d6 cylosporin
/tarcrolimus trong huyét twong. Phai theo ddi nong dg cac thudce trong mau va néu cén phai giam lidu tc ché
mién dich hoac nicardipin

Digoxin:
Nicardipin lam ting ndng 44 digoxin trong huyét tuong, phai theo doi ndng d digoxin khi didu tri ddng thoi
véi nicardipin

Nguy co cong luc tdc dung ha huyét dp:

Nhirng thude ¢6 kha nang tang cudng tac dung chéng tang huyét 4p cua nicardipin thi dugc sir dung dbng thoi
gom c6: baclofen, thuéc chen alpha, thubc chong trdm cam 3 vong, thude an thén kinh, thubc ho & phién va
amifostin.

Gidm tde dung chong téng huyét dp:

Nicardipin ‘phéi hgp v6i cac corticosteroid dudng tinh mach va tetracosactid trir hydrocortison duoc ding nhu
mot liéu diéu tri thay thé trong bénh nhén Addison) cé the dan dén giam tac dung chong ting huyét ap.

Thudc mé dang hit:

Sir dung déng thdi nicardipin véi thubc mé dang hit c6 thé gy tac dung ha &p cong luc hodc hiép luc, thude
mé ciing trc ché sy gia ting tan so tim do phan xa thu thé ap Iyc lién quan véi cac thudc gian mach ngoai bién.

Thuéc ke ché than kinh co canh tranh:

Nicardipin lam tang bloc dén truyén thén kinh co, c6 12 do téc dfng trén ving sau si-nap, si dung dbng thoi
nicardipin ¢6 thé lam giam liéu vecuronium cén tiém truyén. Téc dong doi khang bloc dan truyén thén kinh co
ctia neotisgmin dudng nhu khong anh hudéng bdi viéc tiém truyén nicardipin

8) Téc dyng khéng mong mudn.

Phén logi hé co quan Rét hay gip Hay gip Tén suéit khong xdc dinh
Réi logn huyét hoc va hé bach huyé: } Giam tiéu ciu
R6i loan hé than kinh Nhire déu Chéng mit
Phii chi dudi, danh tréng|Bloc nhi thét, dau thit ngyc
Roi logn tim ngyc, ha huyét 4p, nhip
tim nhanh
Réi loan mach mdu Ha huyét 4p thé dimg
Rof{ logn hé hdp, ong nguwc va rung Phu phéi
that
Ri logn tiéu hda Budn nén, 6i mira Liét rudt
Réi loan da va mé dudi da Con d6 phimg Do da
R6i loan gan mat T#ing men gan
RGi loan toan than va bt thing o Viém tinh mach
ché tiém |
LY
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Triéu ching:

Ha huyét 4p déng ké, nhip tim cham, dénh trong nguc, con d6 phdng, budn ngu, truy tim mach, phu ngoai bién,
lo mo, r6i loan dién dat va ting dudng huyét

Xir tri:

Ap dung bién phap thudng qui nhu theo ddi chire ndng tim va hd hép. Ngoai nhimg bién phap nang d& toan
than, cdc dung dich calci ding dudng tinh mach va thude vén mach dugc chi dinh trén 1d4m sang doi vdi bénh
nhén c6 biéu hién c6 tac dung chen dong calci di vao té bao

Ha huyét 4p nang c6 thé diéu trj biing céch tuyén tinh mach mot dung dich bl lai thé tich tudn hoan va tir thé
ndm ngira k& chin cao

C6 thé loai trir nicardipin bing cach thim phén mau.
10) Céc déu higu cin lwu ¥ va khuyén cdo
Thuée nay chi sit dyng tiém truyén
11) Didu kién bio quin:
Noi khé rdo, tranh &nh séng, nhiét do khéng qué 30°C
12) Han dung ciia thube:
24 thang ké tir ngay san xuét
13) Tén, dja chi cia co' sé sin xuit
CONG TY TNHH SUN GARDEN VIET NAM
Dia chi: Ld A-1H-CN, Khu Cong Nghiép My Phuéc 3, Phuong Chanh Phi Hoa, Thi Xa Bén Cét,

Tinh Binh Duong, Viét Nam
Dién thoai: 06502221814 - 06502221815

Email: info@allomed.com.vn

14) Ngay xem xét sira ddi, cap nhat lai ndi dung huwéng din sir dung thube
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1)

2)
3)

4)

5)

DUNG DICH TIEM TRUYEN
UN-NICAR 10mg/50ml

ky hudng din str dung trurée khi ding

_ Dé xa tdm tay tré em

ynong bao ngay cho bic s§ hodc duge sy

B#dung khong mong mudn gap phai khi sir dung thubc
Thuéc ndy chi diing theo don ctia béc sy

Thanh phén, hAm hrgng ciia 50 ml
Nicardipin hydroclorid Mudi miligam 10 mg
Té dugce vira da 50 ml
(Sorbitol, Natri clorid, Acid citric khan, Acid hydroclorid, Natri hydroxid, nuéc cét pha tiém)

M3 ta san phim: Dung dich tiém truyén

Quy cach déng gbi:
Hop 1 lg thiy tinh x 50 ml dung dich tiém truyén
Hop 1 thi non-PVC x 50 ml dung dich tiém truyén

Thudc dung cho bénh gi:

Dung dich tiém truyén Nicardipin 10 mg/50 mi dugc chi dinh diu tri ting huyét 4p 4c tinh de doa tinh mang, cu
thé 13 cac trudng hgp sau:

Tang huyét 4p dong mach 4c tinh/ bénh 1y ndo do ting huyét 4p

Tién san gidt, khi thude ha huyét 4p dudng tinh mach khac khdng duge khuyén nghj hodc chéng chi dinh
Nicardipin cling dugc chi dinh ting huyét 4p sau mé

Nén dung thubc nay nhw thé nio va liéu lugng:
Nicardipin dugc ding bing céch tiém tinh mach lién tuc.

Nicardipin chi dugc sir dung boi Béc si chuyén khoa va duge kiém soét tdt, theo doi huyét ép lién tyc bing
monitor, tdc dd truyén thubc phai duge kiém soat chinh xdc bing cdch sir dung bom tiém dién hoZic bom tiém
tu dong. Phai theo ddi tan s6 huyét 4p va tin s6 nhip tim bing monitor, it nhdt m3i 5 phut trong khi truyén cho

dén khi dau hiéu sinh ton én dinh va it nhét 12 gitr sau khi ding nicardipin

Téc dung chéng tang huyét 4p phy thude vao lidu dung. Lidu lugng dé dat huyét 4p mong muén c6 thé thay dbi

tly theo huyét 4p muc tiéu, dép {mg cla bénh nhan, tudi v tdng trang cua bénh nhin

Trudce khi tiém truyén qua catéte tinh mach trung tam, cdn pha lodng thube dén ndng dé 0,1 mg/ml dén 0,2

mg/ml trude khi ding

Nguoi lon:
Liéu ban diu: Phai bat dau diéu tri bing cch tiém truyén nicardipin lién tuc & tdc do 3-5 mg/ gits trong 15

phit, c6 thé ting tdc do tiém truyén tirmg bac 0,5 hosic 1 mg mdi 15 phut, tde d§ truyén tinh mach khong qua

15 mg/ gid.
Liéu duy tri:

Khi dat duge huyét 4p myc tiéu, phai giam lidu din, thudng con khoang 2 — 4 mg/ gid, dé duy tri hiéu qua didu

tri

Chuyén sang dung thubc ha huyét 4p dudng udng: ngung ding nicardipin hofic giam liéu khi bat dau ding
déng thdi vi thude ubng thich hgp. Khi bit ddu diéu trj bing thudc ha huyét 4p dang udng, can luu y dén viée

thu6c uéng bi cham khéi phat. Tiép tyc theo ddi huyét 4p biing monitor cho dén khi dugc tac dung mong muén
Bénh nhdn cao (uéi:
Ngudi cao tudi ¢6 thé nhay cam véi nicardipin vi sy suy giam chirc niing thén hodc gan. Nén dt‘m% nicardipin

tiém truyén tinh mach lién tuc lidu 1 - 5 mg/gid, tiy theo huyét dp va tinh trang 1am sang, c6 thé tang hodc

giam tdc dd tiém truyén 0,5 mg/ gidy va khdng qua 15 mg/gidr
Suy ganm:

Phai thdn trong khi diing nicardipin cho bénh nhan suy gan, nicardipin chuyén héa & gan, nén ding theo phét

db duge khuyén cdo danh cho bénh nhin cao tudi bj suy gan hodc ¢6 gidm luu lugng mau qua gan.
Suy thédn:

Phai thén trong khi dung nicardipin cho bénh nhan suy thin. O bénh nhin suy thén trung binh, d4 quan sat thdy
d6 thanh thi todn than thép hon va dién tich dudi dudng cong AUC cao hon mdt cach ¢6 y nghia, vi vdy nén

diing theo phét d6 dugc khuyén c4o danh cho bénh nhn bj suy than
Iré em:

Tinh an todn cho tré nhe ¢én lic mdi sinh, tré so sinh, tré con bt me va tré em chua duge chimg minh.

Chi duge dung nicardipin trong truomg hgp tang huyét 4p, de doa tinh mang tai phong cham séc tich cuc nhi

khoa hodic trong phong hiu phu
Liéu ban déu trong trudong hgp khén clp, duge khuyén cdo 14 0,5 - 5 meg/kg/phit
Page 1 of §
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WYNG DICH TIEM TRUYEN

Nén dung nicardipin truyén tinh mach lién tuc v6i téc d6 luc ban ddu 1 — 5 mg/ gid tily theo huyét dp va tinh
trang 14m sang. Sau 30 phut, tiy theo tic dung quan sat thdy c6 thé ting hoic giam téc df truyén tirng béc 0,5
mg/ gio .

Trong diéu tri tién san giit, lifu ding khéng virot qua 4 mg/ gidr. Tdc d6 t6i da khdng dugce qua 15 mg/ gid

6) Khinao khéng nén ding thude nay:
Nhay c¢am qué mirc v6i nicardipin hoic bat ki thanh phén no cia thude
Con dau thit nguc khong dn dinh hoic cép tinh.
Séc tim.
Hep van ddng mach chu giai doan mugn
Ting huyét 4p bi trir nhu trudmg hop shunt dong mach hoiic hep co déng mach chi
Trong vong 8 ngay sau nhdi méu co tim

7) Tée dung khéng mong mudn

Phiéin loai hé co quan Rit hay gip Hay giip Tén sudit khdng xdc dinh
Réi logn huyét hoc va hé bach huyért Giam tiéu ciu
Réi logn hé than kinh Nhirc dau Chéng mit
Phii chi du6i, danh tréng|Bloc nhi thét, dau thit nguc
Réi logn tim ngue, ha huyét ap, nhip
tim nhanh
Réi loan mach mdu Ha huyét ap thé ding
Ré'{' logn hé hdp, long nguc va rung Phui phdi
that
Roi logn tiéu héa Bubn nén, 6i mira Liét rudt
Réi loan da va mé dwdi da Con d6 phirng bé da
R6i loan gan mat Tang men gan
Rri::‘_ loan toan thdn va bat thiegng o Viém tinh mach
cho tiém

Théng béo cho Béc S§ hoac Duge S§ biét nhing tic dung khéng mong mudn gap phai khi sir dung thudc.

8) Nén tranh dung nhiing thubc hogic thye phim gi khi dang sir dyng thudc nay

Téng tdc dung giam co co tim:

Nicardipin lam tAng tac dung giam co co tim ciia thudc chen beta va dén dén suy tim trén bénh nhan c6 suy tim
tiém 4n hoic khéng dugc kiém soat

Dantrolen:

~ Phéi hop dantrolen duomg tinh mach din dén rung thit gay tir vong, vi vay viéc phéi hop thudc e ché kénh
calci voi dantrolen gdy nguy hiém tiém tang

Magnesi:
Phéi hop voi magnesi gy phi phdi va giam huyét dp qua mirc

Chdt cam veng va chdl e ché cytochrom CYP 344:

Nicardipin duge chuyén hoa bai cytochrom P450 3A4, viée sir dung ddng thoi chédt cam ung CYP 3A4 ( nhu
carbamazepin, phenobarbital, phenyltoin, fosphenytoin, primidon va rifampicin), 1am giam néng d6 nicardipin
trong huyét tuong.

Sir dung ddng thoi cac chét e ché enzyme CYP 3A4 ( nhu cimetidin, itraconazol, nuéc ép budi) lam tang
ndng do nicardipin trong huyét twong
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XDUNG DICH TIEM TRUYEN

5\

,j SUN-NICAR 10mg/S0ml]

S\ dong thoig irc ché kénh calci va itraconazol cho thiy nguy co tic dung ngoai y, dic biét phu do

Sit dung ddng thdi nicardipin véi cylosporin, tarcrolimus hofc sirolimus din dén ting ndng do
cylosporin/tarcrolimus trong huyét twong. Phai theo d8i ndng d¢ céc thude trong mau va néu cén phai giam
liéu wrc ché mién djch hodc nicardipin

Digoxin:
Nicardipin 1am tang néng dé digoxin trong huyét tueng, phai theo ddi nong d¢ digoxin khi diéu tri déng theri
vdi nicardipin

Nowy co cong liee tée dung ha huyeét dp:

Nhitng thube c6 kha néing ting cudng tac dung chéng tang huyét 4p cua nicardipin thi dugc sir dung dbng thoi
gBm c6: baclofen, thude chen alpha, thudce chong trAm cam 3 vong, thuGe an than kinh, thudc ho 4 phién va
amifostin.

Giam tdc dung chong ting huvét dp:

Nicardipin phdi hop véi céc corticosteroid dudng tinh mach va tetracosactid trir hydrocortison dugc ding nhu
mét lidu diéu trj thay thé trong bénh nhan Addison) ¢6 thé dan dén giam tdc dung chong tang huyét 4p.

Thudc mé dang hit:

Sir dung ddng thdi nicardipin voi thubc mé dang hit ¢6 thé gy tac dung ha &p cdng luc hodc higp lre, thuée
mé ciing tic ché su gia tang tan s tim do phan xa thy thé ap lyc lién quan v6i c4c thube gidn mach ngoai bién.
Thudc ke ché than kinh co canh tranh: _

Nicardipin lam tiing bloc dan truyén than kinh ca, c6 18 do téc dong trén ving sau si-nap, sir dung dbng thoi
nicardipin ¢6 thé 1am giam liéu vecuronium cén tiém truyén. Tac dgng d6i khang bloc din truyén than kinh co
ctia neotisgmin dwdng nhu khong anh hudng béi vige tiém truyén nicardipin

9) Cin lam g} khi mjt 14n quén khong ding thude

- Vi thube nay sir dung trong bénh vién, bénh nhan phai tuan theo chi dinh ctia Bic sf, khong bo liéu trong qua
trinh diéu tri.

10) Cin biio quan thudc nay nhu thé nao
—  Noi khb r4o, tranh 4nh séng, nhiét d§ khdng quéa 30°C

11) Nhirng déu higu va trigu chimg khi dang thudc qué liéu

Triéu c]]irng: ) ) .
Ha huyét ap déng k&, nhip tim cham, danh trong nguc, con do phimg, budn ngi, tryy tim mach, phi ngoai
bién, lo mo, réi loan dién dat va tang dudmg huyét

12) Cin phai 1am gi khi ding thubc qua lidu khuyén cdo

Ap dung bién phép thuong qui nhu theo ddi chirc nang tim va hd hap. Ngoai nhitng bién php néng d& toan
than, céc dung dich calci diung dudmg tinh mach va thude vAn mach duge chi dinh trén 1&m sang d6i v&i bénh
nhan c6 biéu hién ¢6 tac dung chen dong calci di vao t€ bao

Ha huyét 4p ning c6 thé diéu tri bing céch tuyén tinh mach mdt dung dich b lai thé tich tuAn hoan va tir thé
ndm ngira ké chén cao

C6 thé loai trir nicardipin béng cch thdm phan méau

13) Nhimg didu cAn than trong khi diing thubc nay '
Giam huyét &p nhanh du6i tac dong ciia thude c6 thé din dén ha huyét 4p toan than va nhip tim nhanh phan xa.

Néu xuét hién mot trong hai hién tugng trén khi ding nicardipin cén nhic gidm nira lidu hodic ngung truyén
Viéc tiém tinh mach tryc tiép ( liu lobus) hogic dung dudng tinh mach khong duge kiém soat bing bom tiém
dién hoic bom tiém tir dong dugc khuyén nghi, ¢6 thé 1am ting nguy co ha huyét p néing, déc biét trén ngudi

cao tudi, tré em, bénh nhan suy gan, suy thin hogc phy nit ¢6 thai.
Page 3 of 5 \Q




hitps://rungtamthuoc.com/’ . oy pan sty DYNG THUOC CHO NGU'OI BENH

R UNG DICH TIEM TRUYEN
UN-NICAR 10mg/50ml

N4 eal BiL@#o cho bénh nhan suy tim sung huyét hodc phi phdi hoc bénh nhén duoc diéu trj dong
thoi véi thudc chen beta, vi nguy co 1am ting tinh trang suy tim
Bénh nhdn tim mach thiéu mdu cuc bé: )
Nicardipin chdng chi dinh trong dau thit ngue khong én dinh va trong thi ky ngay sau khi nhdi mu co tim
Phai thén trong diing nicardipin cho bénh nhan nghi cé thiéu mau cyc by do nguyén nhén dong mach vanh, Béi
khi, bénh nhén bi ting tin suit, kéo dai thoi gian hofic ting d9 ning ctia dau thit nguc khi khdi dau didu tri
hozc khi tang liéu, hogic trong khi diéu trj véi nicardipin
Phu nit mang thai:
Vi nguy co ha huyét 4p ning & ngudi me va nguy co tir vong do thiéu oxy & bao thai, viéc ha huyét 4p phai
dién ra tir tir va lubn ludn phai theo dai chit ch& huyét &p bing monitor, do c6 thé bi phii phdi hoac ha huyét ap
qua mirc, phai than trong khi ding dong thei v6i magnesi sulfat

Bénh nhdn c6 tién sic réi loan chite ndng ean hodc suy gan
Hiém gap bét thuong
Bénh nhdn tang dp luc tinh mach cira

Nicardipin liéu cao 1am tang tinh trang ting 4p luc tinh mach cira va céc chi s6 tuén hoan bing hé cira -cha
trén bénh nhén xo gan

Bénh nhdn san c6 téng dp lwc néi so:

Phai theo doi 4p lwc ndi so dé tinh ra ap lyrc twéi méu

Bénh nhan tai bién mach mdu néio

Thén trong khi ding nicardipin cho bénh nhan nhdi méu néo cép tinh. Cac con ting huyét ap thudng di kem
v6i tai bién mach m4u néio, khong phai la chi dinh dé diéu trj chéng ting huyét 4p khan cdp. Viéc sir dung
thude ha huyét 4p khong duge khuyén ding trong truong hop tai bién mach méu ndo thiéu mau cuc b6, trir khi
con tang huyét 4p can trd viée sir dung mot didu trj thoa dang holic trong trudng hop c6 tdn thuong co quan

dich khéc c6 nguy co gdy tir vong trude mit.

Phoi hop véi thudce chen beta:

Cén than trong khi ding Nicardipin phdi hgp véi thudc chen beta trén bénh nhan suy giam chirc ning tim.
Trong truomg hop 4y phai diéu chinh liéu thube chen beta tiy theo tinh hinh 14m sang cia timg bénh nhén
Phan ung tai ché tiém:

C6 thé xay ra phan img tai chd tiém truyén, dic biét khi dung thudc kéo dai va ding dudng tinh mach ngoai
bién. Nén thay déi vj tri tiém truyén trong truong hop nghi ngd kich {ng tai chd tiém. Sir dung dudmg tinh
mach trung tdm hofic mét dung dich lodng hon 6 thé 1am gidm nguy co phén img tai chd tiém

Tré em:
Cén thén trong dic biét dbi voi dbi tugng tré em
Vi ¢6 su hién dién cia sorbitol thude ndy chéng chi dinh trong truong hop khéng ding nap frucrose ( la loai
chuyén héa c6 tinh di truyén)

LUC CO THAI VA LUC NUOI CON BU _
Nicardipin ding dudng tinh mach khéng tich lfiy, thudc it di qua hang rao nhau thai
Sir dung nicardipin dé diéu tri tién san gidt & 3 thang cudi thai ky, c6 thé 6 tiém nang gly ra tac dung giam co
ca tir cung c6 thé can trér chuyén da ti nhién
Phu phdi cap da dugc ghi nhdn khi dung nicardipin nhu thudc gidm co tir cung trong thai ky, nhét 1 trong
trudmg hop da thai.
Nicardipin va chat chuyén héa dugc bai tiét trong sira m¢ & ndng do thép, chua di théng tin anh hudng
nicardipin trén tré so sinh va tré em
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may mdc.

14) Khi nao cin tham vén bic si, dugc st
Khi bénh nhén ¢6 nhitng triéu chimg dé ghi & phin téc dung khéng mong mubn hojc triéu chimg khéc chua ghi &
phin tac dung khéng mong mudn

15) Han diing ciia thude: 24 thang ké tir ngdy san xuat.

16) Tén, dia chi ciia co s& sdn xuét:

CONG TY TNHH SUN GARDEN VIET NAM

Pia chi: L6 A-1H-CN, Khu Cong Nghiép My Phuéc 3, Phudng Chanh Phu Hoa, Thi X& Bén Cét,
Tinh Binh Duong, Viét Nam

Pién thoai: 06502221814 - 06502221815

Email: info@allomed.com.vn

17) Ngaty xem xét sira @i, cAp nhat lai ndi dung hwéng din sir dung thube

TUQCUC TRUGNG
PTRUGNG PHONG
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