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HUGNG DAN SU DUNG

Rx-Thuéc nay chi diing theo don ciia
Doc ki hudng din sit dung truée khi diing
Néu cdn thém théng tin xin héi y kién bdc sy
DE xa tdm tay tré em

TEN SAN PHAM
ARDUAN (tm)

TEN HOAT CHAT VA HAM LUGNG
Mdi lo thudc Arduan chita 4 mg pipecuronium bromid

CAC THANH PHAN KHAC 2z _-
Chifta trong lo thude bot dong kho: mannitol
Trong Gng dung mdi pha tiém: natri chlorid, nudc cdt pha tiém.

DANG BAO CHE
BGt dong kho mau trdng hodc gén nhy mau tring.

MO TA SAN PHAM

Bt ddng khd mau tring hodc gin nhy miu iding.

Lo thudc bt dong khé: lo thuy tinh khdng mau, trong sudt chifa 4mg bot thude, ndp cao su
danh cho thuGe tiém va ndp bing FLIPP-OFF combi.

Ong dung mdi: Ong tiém khong mau trong sudt dung tich 2 ml.

QUY CACH PONG GOI
Hép carton chira 25 lo thudic + 25 Gng dung moi.

CAC DAC TINH DUQC LUC HOC

Nhém duge hoc trong didu tri: Thude gidn cg, tdc dung ngoai bién

Mi ATC: MU3A CO6

Arduan (pipecuronium bromid) 13 mdt thudc phong b€ thin kinh ¢o khong khit cuc vdi thisi
gian tic dung kéo dai.

Arduan phong b€ qud trinh din truyén gira ddu thin kinh vin ddng va co vin bing cich lién
k€1 canh tranh vdi acetylcholin tai nhitng thy thé nicotinic nim trén nhilng tdm vin déng ctia
e van. Viée sit dung cdc chit e ¢h€ acetylcholinestcrase nhy neostigmin, pyridostigmin,
hodc edrophonium s& lam mat tdc dong phong b€ cd than kinh cia Arduan.

Khidc vdi nhitng thudc phong bé thin kinh ¢d khir cife nhy succinylcholin, Arduan khong gay
co cifng ¢d cuc b,

Arduan khéng cd hoat tinh hormon.



Arduan khéng ¢6 cdc hoat tinh nhu: phong bé hach, phin ly day than kinh ph& v\
giao cim, ngay cd vdi liéu cao gap nhiéu lin liéu EDy clia thudc (liéu cén thiét d&
ché 90% luc co cd).

Tit nhitng nghién cttu ddp dng — liéu ngudi ta thdy rd rang liéu EDs, (liéu can thiét dé tao sy
e ché 50% lic co cd) vi EDy, cho Arduan dudi diéu kién gdy mé phdi hop la 0,03 va 0,05
mg/kg thé trong, theo thi w wong ing. Liéu 0,05 mg/kg thé rong tao ra sy gidn cd vira di
cho hidu hét cdc qui trinh phdu thudt kéo dai trung binh 40-50 pht.

Thai gian 1 lie ding thude cho t6i lic xudt hién tde dung phong bé thin kinh cd 151 da (thdsi
gian xudt hién tdc dung) phu thude vao liéu ding, thudng tif 1,5 - 5 phiit. Thifi gian xudt hién
tic dung ngin nhét gip vdi liéu lén dén 0,07 - 0,08 mg/kg thé trong. Liéu cao hon nita lam
gidm rdt it th¥i gian xudl hién tdc dung, nhung lai kéo dai tic dong.

CAC PAC TINH DUQC PONG HOC

Sau khi tiém pipecuronium bromid trong tinh mach cdc théng s6 duge déng hoc do duge nhu
sau: \

Thé tich phin bd ban ddu (Vd,): 110ml/kg

Thé tich phan bd & trang thédi 6n dinh (Vd.,): 300+ 78 ml/kg
DG thanh thdi huyét wdng (Cl): 2,4+0,5 ml/phit/kg

Thdi gian bdn thadi trung binh (t2:): 121 245 phiit

Thdi gian con lai trung binh (MRT): 140 phat

Cidc tdc dong tich lidy cia nhitng liéu duy i lap lai 12 khong ding ké hoac khong c6 néu
nhitng téc dung ndy duge cho & mie hdi phuc 25% Iuc co ¢d dbi chiing, n€u nhimg liéu duy
tri nay 1ir 0,01 - 0,02 mg/kg.

Pipecuronium chi y€u duge thii trir qua thin, 56% trong 24 gidr ddu tién. 75% duge thii trir
1a pipecuronium & dang khong di, con lai la 3-desacetyl pipecuronium. Theo cdc nghién ctru
trén dng vil, gan cling tham gia viio qud trinh thdi trir pipecuronium.

| %

CHI DINH

Arduan ducc chi dinh 1a mdt thanh phdn ciia gdy mé toan thin, dé tao thuin lgi cho viéc luén
Ong ndi khi quin va tao ra su gidn ¢ xudng. Arduan ¢6 thé duge sit dung trong qua trinh
phdu thudt khi can gidn co nhiéu han 20-30 phiit.

CHONG CHI PINH
Man cém vdi hoat chit hodc bit ky thanh phin nao ciia thube.

CACH DUNG -LIEU DUNG

Nhuf td1 i cdc thude phong b€ thin kinh ¢d khdc, liéu Arduan dude chi dinh ty theo tirng cd
thé. Khi xdc dinh liéu, phdi lwu ¥ dén phuong phdp giy mé, thifi gian phiu thuat dy ki€n,
nhitng wdng tic 6 thé gap véi nhitng thude di diing trudc va trong khi giy mé, cdc bénh
dang mic phdi va tinh trang ngudi bénh. Nén ding thudc kich thich thin kinh ngoai bién dé
gidm sdt sy phong bé va hdi phuc thin kinh cd.



Arduan chi dugc ding theo duing tiém tinh mach.

Nguisi Idn;
Li¢u khdi ddu Arduan diing dé dt 6ng thing va phau thugt sau do:
Liéu khuy€n cdo: 0,06 - 0,08 mg/kg thé trong. NN
Vai mic lidu ndy, diéu kién dat Gng thong tir 161 d€n rdt 16t xudt hién trong voRg L
gidy va sif gidin cd s€ kéo dii khodng 60-90 phuit.
Liéu kheri ddu Arduan dé phéu thudr sau khi ddt éng théng blng succinylcholin:
Liéu khuyén cdo: 0,05 mg/kg thé rong.
Vdi nhitng liéu ndy sy gidn co xuong kéo dai trong vdng 30-60 phuit.
Liéu Arduan dé duy tri sy gian co:
Liéu khuyén cdo: 0,01 - 0,02 mg/kg thé wong.
Nhirng liéu duy tri ndy s& kéo dai sy gidin co, di d€ phiu thufit rong khoang 30-60 pht.
Vdi nhitng nguivi bénh suy thdn khong nén ding liéu cao hon 0,04 mg/kg thé rong (¢6 thé
giap s kéo di tdc dung).

¥ h hap v h ' Iy n kink i i_
O nhitng ngudi thita cin (nén dang li¢u theo thé rong 1y wdng). f_,
Khi phéi hgp vdi nhitng thude gay mé hit (phdi gidm liéu Arduan).
Khi dit &ng thong ndi khi qudn bling succinylcholin (chi duge ding Arduan sau khi hét nhitng
téc dung lam sing cla succinylcholin, vi ¢6 thé gip sy k€t hop hai téc ddng phong bé€ thin
kinh cd khit cye v khong khit cye. Ciing nhy nhifng thude khong khir cyc khic duge ding sau
khi dat Ong thdng bling succinylcholin, thdi gian xuat hién tdc dong phong b€ thin kinh co
gdy bdi Arduan ¢6 thé ngin lai, nhumg tdc dung t5i da va 1dng thisi gian téc ddng kéo dai).
Déo ngutge tde dung:
Trong tnsing hgp phong bé B0-85% (duge do bling thude kich thich thin kinh ngoai bién),
hode phong b& mét phdn (xdc dinh rén cic diu hi¢u 1am sang). ¢6 thé ddo nguge 1dc dung
gidn cd bling sif phdi hgp cde chit khing cholinesterase (1-3 mg neostigmin vdi 0,5-1,25 mg
atropin hojc bing 10-30 myg galantamin),

CANH BAO VA THAN TRONG

Vi Arduan gy gidin ¢o hd hap nén cdn phdi ho hap nhin 1ao cho d€n khi phuc hdi hd hap
nhién cho ngudsi bénh diéu tri thudc ndy.

Chi dugc ding Arduan khi d3 6 sdin ddi chuyén gia va nhifng phuong tién dat dng thong,
thong khi phéi nhin tao, liéu phdp oxy va nhitng thudc d6i khing.

Da gép nhitng phin @ng phin vé vai nhing thudce phong b€ thin kinh o néi chung. Mic di
chua ¢ bdo cdo nhirg phdn dng ndy véi Arduan nhung phdi luén luon dé phong diéu tr
nhifng phin (ng dé néu xdy ra.

Arduan khong ¢ tdc ddng 1én hé tim mach trong day liéu li¢t co, nhip tim chim do phin xa
diy thin kinh ph€ vi khang xay ra.

Cén cin nhilc vi¢c st dyng cdc thudc phiin ly day thin kinh ph€ vi va liéu sit dung cla ching
trde khi gdy mé (thong thuding cdn lwu ¥ 1di cdc tic dung kich thich day thdn kinh phé vi cia
cdc thude giy mé dung ciing lic va hinh thifc can thiép phiu thudt).



D& wdnh sy qud liéu wiong di va d€ Iugng gid thoa dang sy phuc hdi din vy
cd va trudng lIyc cd, nén gidm st téc dong phong b€ thin kinh cd cia Arduan biag.
kich thich thdn kinh ngoai bién.
Nhifng bénh sau diy cé thé anh hudng duge ding hoc va/hoiic tie dyng phong hé' thin
kinh cd ctia Arduan:

Suy thin

Théi gian tdc dung phong b€ thin kinh c¢d va thii gian hdi phuc cla Arduan ¢ thé bi kéo dai
d nhifng bénh nhin suy thin.

Nhirng bénh thin kinh cd

O nhitng bénh nhén ¢6 bénh thin kinh co, phdi ding Arduan mdt cdch thin trong vi cd sy
ting lin gidm téc dyung phong b¢ thin kinh co déu ¢6 thé gip d nhitng ngudi nay. G nhitng
bénh nhin nhuye ¢o nding hodc ¢d hdi chirng nhuge cd (hdi ching Eaton Lambert), ¢6 thé gap
nhifng ddp Ung ngodi dy kién ngay cd vdi liéu thdp. O nhimg bénh nhin nay, khuyén cdo sit
dung liéu Arduan thdp hon vai ldn, sau khi c¢dn nhdc k§ luong.

Chi diing Arduan cho ngudsi bénh gan, khi I¢i ich hon hiin nguy co tiém tang. =
Thin nhiét cao dc tinh

Chua gép thin nhiét cao dc tinh & nguisi khi diing Arduan. Vi Arduan khéng bao gid duge
diing don dc va vi bi€u hién thin nhiét cao dc tinh trong khi gdy mé c6 thé gap ngay ca khi
khong cd nhirng thudce gay sot, béc sy phai quen vdi nhifng ddu hi¢u s6m, chin dodn xdc dinh
vi didu tri thin nhiét cao dc tinh trude khi bdt ddu ddng bit ki thudc giy mé nio. Cing
khong thay sy xuit hién thin nhiét cao dc tinh khi diing Arduan trong cdc nghién ctfu vdi
ddng vat.

Nhifng bénh khdc

Ciing nhu vdi nhitg thude phong bé& thin kinh co khdc, phdi diéu chinh r8i loan chit dién
gidi, thay ddi tinh trang pH méu hoac mit nude ngay khi ¢ thé.

Sy ha nhiét ¢6 thé kéo dai tac dung.

Chung gidm kali huy€t, didu i digitalis, thude lgi tiéu, chimg tang magnesi huyét. ching
gidm calei huy€t (truyén mdu), khit nude, nhiém acid, chiing gidm protein huy€t, ching tang
carbon dioxid huy€t vi sy suy modn ¢6 thé 1am ting hodc kéo dii tdc dung.

Tuong w nhy nhimg thude gidn co khong khit cuc khic Arduan ¢é thé lam gidm
thromboplastin tifmg phin v thisi gian prothrombin.

Chi duge sit dung cdc dung dich mdi duge pha ché.

hu nif ¢ i va cho con bui
Khong c6 dii diT li¢u vé viéc sit dung thudc cho phu nif mang thai nén khong ddnh gis duge
14¢ dung ¢6 hai cda thude 1€n bao thai. Chi nén ding Arduan cho phy nir mang thai khi béc
s§ thiy rling lgi ich vugt trdi nguy cd.
Vi cdc mudi magnesi ting cuting tde dung phong b& thiin kinh o, viée dio nguge e dung
phong b€ thin kinh co cla thude gidn cd ¢6 thé khong thda ddng d nhitng bénh nhin ding



thich lhﬁn kinh ngoai bién.
M4 13y thai - =
Trong cdc nghién cifu 1im sang ¢6 sit dung Arduan trong phiu thudt mé 1dy thai cho thdy
ring Arduan khong dnh hudng 16i gid tri Apgar, truong lve ¢d va ddp ung tim mach cida thai
nhi, Khong thiy ¢6 bing chimg nao vé tic dung khdng mong mudn ciia thudc 1€n tré sd sinh.
Nghién citu duge déng hoc cia thude chimg minh rling ¢6 mdt lugng nhd pipecuronium
bromid vifgt qua hing rdo nhau thai va vdo médu cudng ron.

Khong ¢6 dif liéu vé viéc sit dung Arduan trong thifi k¥ cho con bu.

Kha ning Idi xe va vin hinh mdv mdc
Khong duge 14i xe hay van hanh mdy mdc nguy hi€m sau trong vong 24 gits sau cudc phiu

thuft do tdc dung gidn co cia Arduan, l
| A

TUGNG TAC THUGC VA CAC DANG TUGNG TAC KHAC |
Nhing thudic sau diy cho thily ¢6 anh hudng dén cuding dj va thisi gian hiéu lyc cla Arduan
1. Tang cung va/hodc kéo dai tdc dung
- Thude giy mé dang hit (halothan, metoxyfluran, diethylether, enfluran, isofluran,
cyclopropan);
- Thude gdy mé dudng tinh mach (ketamin, fentanyl, propanidid, barbiturat, etomidat,
gammahydroxybutirat);
- Cic thufic gidn cd khdng khit cuc khic, succinylcholin dd ding trude d6;

MGt sd khdng sinh va thudc héa tri liéu (aminoglycosid va khéng sinh polypeptid,
imidazol, metronidazol....);
- Thudc 1gi ti€u, thudc chen beta-adrenergic, thiamin, thude e ché MAO, guanidin,
protamin, phenytoin, thudc chen alpha-adrenergic. thudc dai khdng calci, cic mudi magnesi,
lidocain dang tiém tinh mach.
Il Gidam tdc dung
Dung corticosteroid man tinh, neostigmin, edrophonium, pyridostigmin, noradrenalin,
azathioprin, theophylin, KCI, NaCl, CaCl; trude khi phiu thudt lam gidm tdc dung cida
Arduan.
Il. Ting hodc lam giam tic dung
Viée dung thudc gidn cd khit cyc trude khi ding Arduan c6 thé lam ting hodc gidm tic dung
phong bé than kinh ¢¢ (phy thude vao liéu, thisi gian dung v tinh nhay cim & titng cd thé)

QUA LIEU VA CACH XU/ TRI

Trong truding hgp qud lidu va sy phong b€ thin kinh ¢o kéo dai, ngudi bénh vin phdi duge
théng khi nhdn tao cho dén khi phuc héi hé hdp binh thutmg. Ding chit ¢ ché
cholinesterase (neostigmin, pyridostigmin, edrophonium) vdi liéu vira dd nhu nhitng thudc
gidi djc trong qud trinh phuc hdi dudi sy gidm sdt va ddnh gid thin trong khi ning hé hip w
nhién.

/
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TAC DUNG KHONG MONG MUON RETTS
Thong bdo cho bdc si nhitng tdc dung khéng mong muén gap phdi khi sit dnﬂg l‘hu&?: j \_._," Y.
Tén suit xuat hién tic dung khéng mong mudn dugce xdc dinh nhu sau: . x2S
Rat hay gap (=1/10)

Hay gip (21/100 dén <1/10)

[t gap (2171000 dén <1/100)

Hiém gap (>1/10000 dén <1/1000)

R4t hi€m gap (<1/10000), chua bi€tl (khdng thé udc tinh duge tir sd ligu hién c6)

Nhitng tic dung khong mong mudn dudi diy dugc bdo cdo lién quan dén pipecuronium

bromid rat hi€m gap (<1/10000). 2
1 .‘*‘ |
Hé§ cd quan Rét hay | Haygap | it gap Hi¢m | Rat hi¢m gap
gap gap
R loun hé mién djch | Phin dng phin vé’
Réit foan dinkh dudng va Co ciing
chuvén hiu |
Rdi loan tam thin Ngd gd
Rdi Foan hé thdn kinh | Lidt
Rai loan mdt Viém mi mil1, sa mi mdt
Rai Toun tim | Loan nhip tim, nhip tm ¢hdm,

nhip tim nhanh. suy tim, rung thi
| v nhip nhanh thit **

R loun mach | Tang huyét dp, ha huy€l 4p, giin
mach

RaE loun ki hdp, nguc, Negirng thd., khé thd, giam thing

trung thdi khi, co thill phé quan, ho

RGT logn oo xucemg va mé | Y&u cd xudng

lién kér

Thim kham Gidm nhe mie K, Mg, Ca, tdng
muc glucose, Tang carbamid.

- Giam nhip tim

*Di ¢6 bdo cdo vé cdc phin iing phdn vé vdi thude phong bé than kinh cd khong khif cife néi
chung. Mic db rong nhifng bdo cdo ndy thi€u nhitng bling ching lién quan dén Arduan va
chi ¢6 1 trng hdp phdn dng phin vé (ho, co thit ph€ qudn, phti mat, dd mit, sung min)
duge bdo cdo, nhung ludn thdn trong trong diéu tri cic phin dng nay néu chiing xuit hién.
V@i nhitng truéng hgp da timg bi phdn tng phdn vé vdi thude phong bé thin kinh cd, phai
dic biét than wong khi ding Arduan vi di c6 bdo cdo vé phan tng di ¥ng chéo gilta cic
thudc phong b€ than kinh co.

Gidi phéng histamin va phén (ing gidng histamin: Arduan khong giy gidi phéng histamin.



** Arduan 1am ting nhe huy&t dong hoc, ¢6 thé do tac dung phong bé& thin kln ﬂ{:hnrt /
loc trén tim nhe cla pipecuronium bromid. Dung tdi liéu 0,10 mg/kg thé wrong ma k

téc dung phong b€ hach hoac phin ly day than kinh phé vi, chi anh huong nhe trén hé hm
mach (giam huyét 4p hodc nhip tim chim) ¢ nhimg bénh nhin dung dbng théi véi halothan
hodc fentanyl ¢ giai doan khdi mé.

PIEU KIEN BAO QUAN
Bdo quan noi khé réo, nhiét d6 tir 2'C dén 8'C trong bao bi géc, trdnh dnh sdng.

'@"‘

HAN DUNG
3 nam k€ 1r ngay sdn xudt. Khong ding thude qud han sir dung ghi trén bao bi.
Dung dich vira pha cén duge sit dung ngay.

TEN VA BJA CHi CUA NHA SAN XUAT VA ]
CHU SG HU'U GIAY PHEP LUU HANH SAN PHAM

Gedeon Richter Ple.
Gyomréi at 19-21, Budapest, 1103, Hungary

Ngay duyét néi dung ldn cudi: 27.04.2015

TUQ. CUC TRUONG
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