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Ihinh phln: M6i lQ thu6c chua comPosition: Each vial contains:

Rocuronium bromide 50 mg. Rocuronium bromide 50 mg

Td duoc vira dt. Excipients q s
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thont tin kh6c: xem hudng d5n su dung. tion and further informafion: See package insert.

l(hdnt dirng qui liEu chi ttinh. Do not erceed recommendcd dosage'

ogc ki hrrdng dln st dunt trudc khi dint. Read the package lnsert erefully before use.

Oi E tlm t.y trG em. Keep out ot the reach of children'

B3o quin: d nhi€t tto 2 - 8'c, kh6ng lem d6ng l?nh. storate: store between 2 - 8oc, do not fr€eze. The

to thu6c bio quin d nhi€t d0 phdnB chi si dung vials stored at room temperature should be used

trong 50 ngey. within 60 days.
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THU6C BAN

ruuove o,iu stl

FADA ROCURONIO
Rocuronium bromide 50 mg/5 ml
Dung dich ti6m
Ti6m tinh mqch

THANH pHAN: vfSi q thu6c ti6m 5 mt chfta
Hoat chdt: Rocuronium bromide 50 mg
Td duqc: Natri acetate, natri cloride, acid acetic, natri hydroxyde, nu6c c{t pha ti€m.

CAC DAC TINH DUqC L{,HQC

Co ch6 trlc dgng
Rocuronium bromide ld mQt ch6t chqn thAn kinh co
tdt ctt chc ddc trtmg dugc llf cta nh6m thu6c ddn co.
cholinergic tpi t6m cu6i cria b6n v6n dQng. T6c

khdng khri cuc vdi khi ndng khoi ph6t nhanh, c6
T6c dpng cta thu6c ld canh tranh vdi c6c thq the
dpng ndy bi d6i khrlng boi c6c ch6t fc che

acetylcholinesterase nhu neostigmin hoflc edrophonium.

Dugc lgc hgc
EDe6 cta rocuronium bromide (EDso ld li6u cAn thitit <tO ng6n cii gitm 90% d6p rmg kfch thfch
(twitch response) khi kfch thich thAn kinh trg) khi gdy mC tinh m4ch li khoAng 0,3 mg cho m6i kg th6
trgng. EDe5 o tr6 nh6 thdrp hcrn o ngudi lon vd tr6 em (tuong fng ld 0,25;0,35 vi 0,40).

Thdi gian t6c dgng l6m sdng cria rocuronium bromide v6i li€u 0,6mg/kg khoing 30 - 40 phirt (hdi
gian k6o ddi cho tdi khi h6i phpc 25Yo so v6i chiOu cao ctia kich thich don dtng aC m0m tra). T6ng
thdi gian t6c dgng (thdi gian cho t6i khi phgc trOi qOX so v6i chi6u cao cria kich thich don ki€m tra)
ld 50 phrit. Thdi gian trung binh tU h6i phgc cria kfch thich don ttr 25-75% (chi s6 hdi phpc) sau litiu
don 0,6 mg rocuronium bromide cho m5i t<g c6n n{ng ld 14 phrit. V6i nhfrng li6u th6p hcrn 0,3-0,5
rocuronium bromide cho m6i kg th6 trgng (l-1Yz xEDes), thdi gian khoi ph6t tric dpng chQm hon vd
thdi gian trlc dpng ng6n hon. Vdi crlc lidu cao khoing 2mglkgth6 trgng, thdi gian t6c dpng l6m sing
ln I l0 phrit.

+ffi6mtTnhm1ch0,6mgrocuroniumbromidechom5itgth6tr9ng(2x
EDqo khi g-ay rne tinh m4ch), diAu kiQn diy dt dO dat nQi khi quin c6 th6 d4t dugc o hAu h6t bQnh

nhin, trong d6 80% trulng hqrp diAu kien dAt nQi khi quin du-o. c kC le t6i uu. Tinh tr4ng giSn co n6i

chung dt dC thgc hiQn mgi lo4i phSu thuQt d4t dugc trong vdng 2 phtt. Sau khi ti6m rocuronium
bromide 0,45 mg/kg, c6 th6 d[t nQi khi quin dugc sau 90 gi6y.

Khoi mO chuSi nhanh
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Trong qu6 trinh khoi m6 bing propofol ho[c fentanyl/thiopental, cric diAu kiQn tlAy dt dC tt{t tlugc
n6i khi qudn d4t du-o. c trong khoing 60 gidy tuong tmg ln 93o/o vir 96% O c6c bQnh nhdn vdi li6u cria

rocuronium bromide ld l.0mg/kg th6 trqng. Trong d6,7\o/o trudng hqp dugc ke la t6i uu. Vdi liOu

nhu vfy, thdi d4t dugc lh 1 gio, dugc xem li khoing thdi gian d6 viQc phong b6 thAn

kinh co c6 thc
gian lAm sirng
duo. c phuc h6i an todn.

V6i li6u cta rocuronium bromide li 0,6mglkg, c6c diAu kien dAy ttir AC aAt du.gc nQi khi qu6n d4t

clugc trong khoing 60 gi6y trong ky thu4t khOi mC chuSi nhanh bing propofol hoac

fentanyl/thiopental tuong fng li 8l%ovd75%.
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O t.e nt O, t.. 
"t 4p chirng vi tr6 lcrn vdi lieu dpt nQi khi quin 0,6mglkg th6 trgng, thoi gian khoi ph6t

trung binh ngin hon mQt i.t so v6i nguoi l6n. So rann 
"e 

tnoi giu,iktioi prraitiung binh 0 ciic nh6m
trd em theo dO tu6i cho_ th6y thoi gian thoi ph6t o tr6 so sinh vd thi6u nicn lrp prr,iO ldu hon so v6i
c6c nh6m trd nho-, trd ch6p chirng, vir tr6 l6n tuong ung ld 0,4;0,6 vd 0,8 ptr6i. itrOi'gian gi5n co vd
thoi gian phpc h6i d tr6 em c6 iu huong.ngin hgn so vdi tr6 nho vd nguoi l6n. So srinh gifra c6c
nh6m tu6i cho th6y thoi gian trung binh Ae tZi *u6t hi€n T3 bi k6o ddi dIr6 so sinh vi tr6 ,it, 6A,t
vit 60,7 ph[t) so v6i tr6 chflp chirng, tr6 l6n vd thi€u ni6n (tuong ung ld 45,4;37 ,6 vd 42,9 phrit).

Thtri gian kh&i phrit vir thcri gian tr[c {Ung lim sdrng trung binh vrri lidu kh&i tIAu tI6 il4t nQi khi
quin 0,6mglkg* trong duy tri mG bing sevoflurane/nito oxit vir isoflurane/nito oxit - Nh6m

bQnh nhdn tr6 em

D6i tuong tr6 em

Thcri gian tl4t gi6n c0 cqc
dai..(Phrit)

Thoi gian O6 tai xu6t
hiQn T3.'(Phrit)

Trd so sinh (0 -27 ngiry tu6i)
n: 10

0.e8 (0.62) s6.69 (37.04)
n:9

Trd nho (28 ngdy tu6i - 2 theng)
n: ll

0.44 (0.1e)
n: l0

60.71(16.s2)

T16 chfp chirng (3 -23 th6ng)
n:28

0.5e (0.2e) 4s.46 (r2.e4)
n:27

Trdem(2-lltu6i)
n:34

0.84 (0.29) 37.s8 (1 1.82)

Thi6u niOn (12 - l7 tu6i)
n:31

0.e8 (0.38) 42.90
n:30

* LiAu rocuronium truyAn trong 5 gi6y
** Dugc tinh tit thoi diem cu6i sri dpng rocuronium cho d4t nQi kh( quin

B6nh nhdn cao tu6i vd b6nh nh6n suy gan hodc su), thdn ho6c c6 b6nh vA dulng m6t
O benh nhdn cao tu6i vd nhtng bQnh nhdn c6 b$nh gan vdy'ho{c bQnh th4n, thdi gian thc dung cta

-
.rl
I

u:i
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rocuronium bromide v6i lidu duy tri 0,15 mg/kg (0,l5mg rocuronium tr6n I kg th6 trgng) c6 th6 dugc
k6o ddi hon du6i t6c dgng cria thutic mO enflurane ho{c isoflurane (khodng 20 phtt) so vdi nhfrng
bQnh nh6n kh6ng c6 rdi lo4n chric n[ng bii tii5t dugc gdy mO tinh m4ch (khoing 13 phrit). Kh6ng ghi
nhfn dugc t6c dung tich lfry (gia tdng dAn thoi gian tilc dUng) vdi li6u duy tri lap lai d mric <lQ <tugc

khuy6n c6o.

Don vi ht,i sfc tfch cuc (ICU)
f-ng tlon v! ICU, khi truydn liOn tpc rocuronium thoi gian dO phgc trOi,vOi ti sO TOF tli 0.7 (train of
four) php thuQc vio mric dQ phong bti thAn kinh co vdo thdi di6m cu6i truy6n thul5c. Sau mQt thoi
gian tiuyAn li€n tqc trong 20 iiO noa. nhi€u hon, thdi gian trung binh (khoing) gifia sy t6i xu6t hiQn

iZ"takichthich chuSi b6n (TOF) vir spphpc h6i v6i ti si5 TOF tdi 0.7,xdp xi 1,5 (l -5) gioobQnh
nhdn kh6ng c6 suy da co quan vd 4 (l - 25) gio o bQnh nhdn suy da co quan.

Ph6u thuAt tim mach
T."g thd't gian khOi dAu ctia viQc <l4t t6c dqng,liQt co ttii da v6i li6u rocuronium bromide 0,6-0,9

mg/kg nhfrng bi6n dOi tim m4ch thucrng g6p -ntrAt d nhirng bQnh m6 chucrng trinh vd tim mlch tr6n

lam sang ld ig gia tlng nhe vd kh6ng Aang t<6 nhip tim tli 9yo vi gia t6ng 5p su6t dEng m4ch trung

binh tdil6% so vdi tr! si5 chuAn (tri s6 ki6m tra).

Su ho6 gi6i gi6n co
Nhirng thuiSc ric ch6 acetylcholinesterase (nhu neostigmine, pyridostigmine ho{c edrophonium) c6

khd ndng ho6 gi6i t6c dgng cria rocuronium bromide.
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Dugc ilQng hgc
Sau khi ti€m tinh mach rocyonium bromide, n0ng itQ thu6c trong huy6t tucrng du-o. c di6n ti6n theo
lupt sd mfr qua 3 giai do4n. O ngudi lon kh6em4nh-, thoi gian brin tf,ai i.ung Uinf, ta T i(l6- 80) phrit
(kho6ng tin cfly CI: 95o/o), thti tfch phdn bO (biCu kien) d tr4ng th6i cdn bing ld 203 (tg3 - 214)
ml/kg vd hQ sd thanh th6i trong huy6t tucrng la 3.7 (3.5 - 3.9) mtlt<g/phfit

Rocuronium dugc th6i trir qua iludng nu6c ti6u vi phdn. SU thAi tru qua nu6c ti6u dqt khodng 40%
trong l2 -24 giit. Sau khi ti6m m6t liiiu rocuronium bromide dugc g6n ph6ng x4, cho thAy sy t[ai trir
trung binh khoing 47o/o qua nu6c titlu vit 43o/o qua phdn sau 9 ngdy. U'dc tinh 50% duoc t6i hAp thu 0
dpng kh6ng aOi. fnOng c6 chSt chuy6n h6a nio dugc ph6t hiQn tiong huy6t thanh.

DOi tunng trd em
Dugc dQng hgc cria rocuronium dugc d6nh gi6 tr6n mQt phdn tfch quAn thr5 tr6n dfi liQu dugc dQng
hoc cta 2 nghiOn criu st dgng sevoflurane (ktoi m€) vd isoflurane/nito oxyd (duy tri md) dugc ti6n
hinh tren bQnh nhdn d dQ tu6i O - 17. O benh nh6n c6 cirng hQ s5 thanh thai, k6t qui cho th6ry t6rt ca
c6c th6ng s6 dugc tlQng hgc d6u c6 tj lQ tuy6n tinh vdi th6 trgng. the tinh phdn b6 vd thdi gian biin
thii gi6m theo tu6i (ndm). C6c th6ng s5 duoc tlQng hgc cta c6c nh6m tu6i duoc t6ng k6t nhu bing
dudi ddy:

Th6ng s6 dugc ilQng hgc trung binh cria rocuronium 0 bQnh nhin tr6 em khi sfr dgng ctng
sevoflurane/nito oxit (kh&i mO) vir isoflurane/nito oxit (duy tri mO).

Th6ng s5 dugc tlQng hgc
Khoing tu6i cta b€nh nhfln

Moi sinh -
< 28 nsily

28 ngiy -
< 3 thfne

3 th6ng - <
2 tu6i

2 -<ll
tu6i

ll -=17
.7.tuol

HQ s6 thanh th6i (L/kg/gio)
- Clearance

0.31 (0.07) 0.30 (0.08) 0.33 (0.10) 0.35 (0.0e) 0.2e (0.14)

Th€ tich phdn b6 d tr4ng
th6i cdn blng -Vd 0.42 (0.06) 0.31 (0.03) 0.23 (0.03) 0.18 (0.02) 0.18 (0.01)

Tyz 0 (gid) l.l (0.2) 0.e (0.3) 0.8 (0.2) 0.7 (0.2\ 0.8 (0.3)

B0nh nhdn cao tu6i vi b6nh nh6n suy gan ho6c suy thdn hodc c6 b6nh vA dudng mdt
Trong c6c nghiOn cuu itdi chimg, c6 th6y ginm hQ sd thanh thai d bQnh nhdn cao tu6i vi bQnh nhdn
suy gidm chric ndng thf,n, tuy nhiOn kh6ng c6 1f nghTa thting ke. O bQnh nh6n suy gi6m chric ndng
gan, thdi gian b5n thii trung binh k6o dii th6m 30 phtit vd hQ sti thanh thii trung binh gi6m
lml/kg/ph[t. (Xem phAn Lidu dtng vir crflch dtng).

Don vi chdm s6c tich cuc
Khi dtng truydn li6n tpc ae a6 aang tl4t m6y tho (th6ng khi co hgc) trong 20 gio ho4c ddi hcrn, thdi
gian b6n thii trung binh vi th6 tfch ph6n b6 trung binh (bi6u ki6n) o tr?ng th6i 6n <l!nh tdng l€n. C6
i1r bi6n thi6n lcrn giira c6c bQnh nhdnd c6c nghiCn cftu l6m sing c6 dtii chfng, li0n quan d6n tfnh ch6t
vir mric dQ suy co quan (tla) vd ttic di6m cria timg bQnh nh6n. O bQnh nhdn suy da co quan, thdi gian

b6n thdi trung binh-(+ SD) ld,2l,5 (+ 3,3) gid, thti tich phdn UO (UiCu ki6n) o trpng th6i 6n dinh ld 1,5

(+ 0,8) l/kg vn hQ sd thanh thii huy6t tuong ld 2,1 (+ 0,8 ) mllkg/phrit. (Xem phAn Lidu dtng vi cSch

dtng).

CHi DINH
- HO trg trong giy m6 ae aat nQi khi quAn trong ddn m6 thuong qui vi d6n m6 chu5i nhanh vd

tpo gi6n co trong ph6u thu4t o ngudi lon vi tr6 em (0 - lS tu6i).
- H6 trg trong khoa s6n s6c dflc biet QCU) AC AAt nQi khi qudn vi th6ng khi co hgc o ngudi lon.

LIEU LIIqNG VA CACH DUNG

Rocuronium bromide dugc ti6m tinh m4ch nhanh ho{c truy6n tinh m4ch li6n tpc.
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Gi6ng nhu.ciic thu6c chen thAn kinh co kh6c li0u cia rocuronium ph6i clugc di6u chinh cAn th6n. tirv
1l^* :l'u cAu vd.ttrip img cria tung bQnh nnan. ca" yil ,6;", d6y ph6i a,ro. 

" 
,ini'ie, Iilt ,ul'ailil

treu: Phuong ph'ep gay 
Te dugc srl dgng, thoi gian phau thuft dg [i6n, phuong ph6p gay rgt;; thJigian tho m6y dp kii5n ctng vdi cric tuong tdc cdthe xiy.u roi cric thu6c kh6clt;;?E;;;il ;;i;;

trang cta b6nh nhdn.

NOn sri dgng thi€t bi theo ddi gi6n co thich hqp dC d6nh gir{ sp phong bi! ttrAn kinh co vd sg h6i phuc.
C6c thudc m0 qua tludng ho hdp chdc chin s.6 tdng cudng t6c dung gidn co cria rocuroium. Tuy nhi6n
t6c dr;ng tlng cudng ndy chi tro n6n ttr{ng k€ v6 m4t lAm sdng trong g6y m6 khi thu6c ,e U"v fr"i Oa
dat duoc tpi m6 nhirng n6ngdQ cAn thitii dc gay ra tuong 6; ey.fio"aL n6n di6u .rrrrr, iijri1; ";;rocuronium bing c6ch cho LiAu duy tri nho hJn, O nhirnithoi khoang c6ch nhau xa hcrn ho6c li cho
nho gigt.

Vdi bQnh ngudi lon,.li€u dirng sau ttaV ttu-o. c sri dgng nhu ld m6t hudng d6n chung aC a4t nQi khi qu6n
vi giSn co cho c6c ph6u thupt tt ngin dtln ddi, vi cho sri dgng trong don vi chami6c tich c1rc.

Sfr dgng trong phiu thugt

DAt n6i khi quan

LiAu ti6u chuAn dflt nQi khf quin trong d6n m6 thudng qui li 0,6 mg/kg c6n n{ng, ae aat duoc didu
kiQn dAy dri cho dflt nQi khi quin_trong oo g-i6y cho gA=, nrr.o tdt chi. SOnn nrran]'Lteu i .gltg .a,
nflng dugc chi <t!nh dtng trong d6n.m6 chudi nhanh dt diAu kiQn dC d6t nQi khf quin trong 60 gidy
OOi voi tl,t ctt cric bQnh nhdn. N6u liAu 0,6 mg/kg cdn nflng chi tlinh dtng trong d6n mC .nu6i nnlnn,
n6n d4t nQi khi quin trong 90 gi6y sau khi ti6m rocuronium bromide.

NCn c6 mQt lf do cho viQc lga chgn li6u cao hon so vdi khuy6n c6o d mQt sO benh nhdn cp thr5, kh6ng
c6 bing chrlmg trong c6c nghiCn cr?u l6m sdng cho th6y c6 mOi li6n hQ. gitra viQc su dgng li0u khoi
ddu rocuronium l6n tli 2mglkg th6 trong v6i sy t[ng tAn su6t ve c6c bii5n cO tr€n tim m4ch. St dung
li6u cao rocuronium lim ch6m thdi gian khcri ph6t vi k6o ddi tric dgng cfia thu6c (xem phAn C6c tt{c
tinh duqc lf hqc)

LiAu duy tri
Li0u khuytin c6o 0,15 mg/ kg cdn n[ng; trong trudng hqp g6y mO du]ng hO h6p k6o dii n€n gi6m li6u
0,075-0,1 mg/ kg cdn n{ng. tOt ntr6t chi cho li6u duy tri khi chidu cao cta kich thfch dcrn <15 h6i phuc
dugc 25%o cria kich thich don kiiim tra ho4c khi c6 2-3 d6p ung kfch thich chu6i b6n (TOF - train of
four stimulation).

r ..^
I ruyen llen tuc

dtng rocuronium bromide truyAn tlnh m4ch li0n tgc thi n6n ti6m tru6c mQt li6u ktroi dQng

6 mg/kg rocuronium bromide vd khi gidn co bat dAu hOi phpc thi bit dAu truyAn. T6c d0

UO tdy thai dtng li6u 0,6 mg/kgcdn n6ng, li6u I mg/kg c6n n[ng chua duo. c nghiCn criu d nh6m ttdi
tuong niry.

S[r duns I iAu cao hon

Ni5u mu6n
(liAu t6i) 0,
truyAn cin di6u chinh dC duy tri <l5p ung cta kfih thfch dcrn (twitch) bing l0% chi6u cao cria kich
thich don kiiSm tra ho{c c6 | - 2 ddp ung khi kfch thich chu6i bOn (TOF).

O nguoi l6n, trong g6y mO tinh m4ch, <16 duy tri giSn co d mfc dQ niy, t6c dO truy6n thuong 0 trong
khoing tt 0.3-0.6m g/kg/gitt (300 - 600 mcg/kg/gid) vn trong g6y.m0 hO h6p tt 0.3 - 0.4 mg/kg/gio.
CAn kiem b6o gi6n co li€n tgc boi vi t6c dQ truy6n phii thay OOi ttry tirng bQnh nhdn vd tty theo
phucrng ph6p g6y mO dugc sti dgng.
-.).Lleu 0 tre em
V6'i tre .rn d tdt ctt c5c dQ tuOi 1O ngiy tu6i - <18 tu6i1, liAu khuyi5n c6o dirng dO tlat nOi khf quin
. I ^ . r.X i , t r.l ' \.r,
trong gdy mC vi li6u duy tri tuong tg nhu li€u o ngudi lon.
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Tuy nhi6n, thoi gian t6c dung cria m"Qt li6u tlon cho d{t nQi khi qu6n d tr6 tir 0 ngiy tu6i - Z theng
tu6i s€ dii hon so vdi trb ti 2 - I I tudi (xem phAn Duqc tlQng hqc).

Li6ukaitruydnli6ntgcdtr€emcffngtuongtunhuonguoil6n,ngo4itrirtrefi2-lltu6ic6th€
phii truy€n vdi liAu cao hon n6u cAn. 

-

Do v{y,.d tr€ em tt 2 - I I tu6i, khuy6n ciio dirng li6u khdi dAu tuong tu nhu d ngudi lon vdr n€n di€u
chinh liAu dC duy tri drip ung kich thich don ltwicfr; bing l0% chEu cao kfchlhich don AOi chieu
hoac tt6 duy tri I hoflc 2 ddp img cria kich thfch chuSi b6n tiong sudt qu6 trinh phlu thuft.

Kinh nghiQm srl dgng rocuronium bromide trong gdy mO chudi nhanh o tr6 em cdn hpn ch6. Vi viy,
kh6ng khuy6n c5o sri dgng rocuronium bromide ae a[t nQi khi qudn trong gdy m€ chu6i nhanh 0tre
em.

vN

BCnh nh6n thira cdn vd b6o phi
Khi srl dqng cho
trgng bing ho{c
bdp c0a co th6.

Sir dgng trong phdng chlm s6c tl4c biQt

Det n6i khf quan

Sri dqng li6u tuong tp nhu trong phdu thu$t.

LiCu dC taolh0ne l&ilq haq
LiAu ban dAu 0,6 mg/kg th6 trgng , truyAn li6n tpc cho d6n khi chiAu cao kich thich don da h6i phpc

l0% hoflc xu6t hiQn l4i l-2 d6p ung trong kich
truyAn ban

thfch chu6i b6n. Li6u phdi ttugc tliAu chinh dga theo

quan s6t tr6n m6i bQnh nhdn. Toc <tO diu du-o. c khuy6n c6o duy tri chgn 80-90% thAn kinh

'2 kich thich trong kich thich chuSi b6n) o nguoi l6n la 0,3-0,6 mglklgiir trong gid truyAn

nhirng bQnh nhdn qu6 b6o vd mfp.phi (tluqq dlnh nghia ld nhirng bQnh nhdn c6 th€
lon hon 30% th| trqng l)i tuong) li6u dirng cAn phii giim c6 tfnh d6n kh6i lugng co

d6u ti€n, cAn thi6t gi6m li6u trong 6-12 gio sau, theo d6p ung cira timg c6 nh6n. Sau cl6, I

,t

I

t
I

I
l
I

1
a

co (l-
thu6c leu cua

m6i c6 nhdn ph6i dugc 6n ttinh.

SU bi6n aOi ve t0c itQ truy6n dd dugc ph6t hiQn trong c6c nghiOn criu l6m sing c6 ki6m so6t, c6 nghia

lnt6c <10 truyAn thay il6i iheo gio tir 02 ili5n 0,5 mgftg/giO tu] thuQc vdo tinh ch6t vd mric dQ suy cria

c6c co quan, phg thuQc vdo thu6c dirng tl6ng t-hdi v.a in6 ttAng cta m5i bQnhnhdn. Phii gi6m s6t d6n

truydn tilAn iinh .o ae fi0rn so6t bQnh-nnan tOt nh6t. pa c6 nghiOn criru truy6n trong l6n d6n 7 ngiy.

C6c thdng tin v0 liOu chi ilinh tlat nQi khi quin d tr6 em vir ngudi gii chua duo. c nghiOn ct?u.

CHONG CHi DINH

BQnh nhdn c6 tiAn srl ph6n ung qu6 mdn vdi mQt trong c5c thinh phAn cria thu6c.

CANH BAO VA THAN TRQNG
Vi rocuronium gdy liei co trO tr6p, h5 trg thOng khi la y6u cAu bat buQc OOi vOi c6c bQnh.nhdn sri dpng

thuijc ndy cho ttZn khi su hO h6p iu nhidn auqi hOi phgc. Cfrng nhu t6t cA thutic chgn thAn kinh co, lir

mQt thini phAn quan trgng trong d4t nQi khi qudn, 34" UiOt ta mQt phAn trong k! thu{t giy m€ chu6i

nhanh.
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Gi6ng nhu t6t cit' c6cthu6c chan thAn kinh co, t6n du cria t6c dr,rng ch{n thAn kinh co (si6n co s6t lai)
v6i rocuronium dE tlu-o. c 

-b.a9 
c6o. EC ngdn ch{n cric bi6n cO do-sg-t6n du t6c dpng ch4ithA; il; ;'

gdy ra, chi non rrit 6ng nQi khi qu6n r.a r.rri n oi thAn kinh co bi ciran d;il;hili?iil;,"effi;;;
nhdn cao tuoi (lon hon 65 tu6i; co th€ c6 nguy co cao vA rf to, du gidn co. c6crili5-kil;;;4"
gAy n6n gi6n co s6t lai o.giai doan h4u ph6u cflng n6n dugc cdn nh6c (nhu tuone trlc thuijc ho6c tinh
trang cfia bQnh nhdn). N6u kh6ng su dung quy trinh thao tiic chu6n, viQc sri dunl cric t6c nh6n cl6o
ngugc cfrng n6n dugc cdn nhlc (nhu sugammadex ho{c c6c ch6t fc chi5 u"etyl"fr'oginesterase), dic
bi6t nhirng trudng hqrp md su gidn co s6t lpi nhi6u hon th6ng thudng.

Sp qu6 m5n ch6o gifra c6c ch6t ch{n thAn kinh co dd dugc brio c6o. Vi vdy, n6u c6 th6, tru6c khi sri
dung rocuronium, n6n c6 sg qu6 m5n v6i cric thu5c ch4n thAn kinh co khirc n6n duoc loai trir.
Rocuronium chi n6n du-o. c sti_dgng khi thft cAn thi6t d nhirng bQnh nh6n nhqy c6m. Benh nh6n dd
ttrng c6 mQt phin ung qu5 m6n du6i g0y mO toin th6n n€n duoc thri quri m6n vdi thu6c chen thAn
kinh co kh6c.

Rocuronium c6 th6 gdy t[ng nhip tim.

Nhin chung, sau khi st dung c5c thu6c ch{n thin kinh co trong ICU trong thdi gian ddi, tinh trang tO

liQt valho4c y6u co xuong k6o dii dE du-o. c ghi nhfn. D€ gifip ngin c6n rg teo Aai sU chan thAn kinh
co vdy'hodc qu6 li6u, theo ddi din truy€n thAn kinh co trong su5t qu6 trinh sri dpng c6c thui5c ch{n
thAn kinh co. Ngoii ra, bQnh nhdn n6n dugc dirng phuong ph6p v6 c6m vd an thAn pht hqp. Hon nira,
c6c thu6c ch[n thAn kinh co phii dugc hiQu chinh pht hqp d tirng dOi tuqng bQnh nhdn hodc dudi su
gi6m s6t cria b6c si c6 kinh nghiQm vi c6 k! thuft theo d6i pht hqp.

Dd c5 c6c b6o c6o thudng xuy6n c6c bQnh vA co sau thdi gian dii srl dgng thul5c chgn thAn kinh co
kh6ng khtl cgc trong ICU (<lon vi diAu tritich cyc) ki5t trqp v6i sri dpng corticosteroid. Vi vfly, trong
ciic trudng hqrp bQnh nh6n phdi dtng ci thua5c clren thAn kinh co vi corticosteroid, n6n h4n ctrti ttrOl

gian sri dung thu6c chgn thdn kinh co nhi6u nhat c6 th€.

N6u suxamethonium dugc sti dung cho d?t nQi khi quin, vi€c sri dpng rocuronium nOn dugc tri hodn

cho dtln khi bQnh nhdn dugc phpc h6i l6m sing sy ch{n thAn kinh co gdy ra btvi suxamethonium.

Nhfrng tinh tr4ng sau d6y c6 th6 6nh huong t6i dugc tlQng hgc valho{c dugc lpc hgc cria rocuronium

B0nh vd gan. duong mdt vi suy thdn
Vi rocuronium du-o. c thei tru qua nudc ti6u vd <luong mflt, n6n st dpng cdn thfln v6i bQnh nhdn c6 d6u

hiQu l6m sing v€ bQnh gtn,ttudng mflt vd suy thfn. Tr0n ciic nh6m bQnh nh6n niy, sy k6o ddi t6c

dung dd dugc th6y vdi li6u 0.6mg/kg/1.

ffieithdigianluuhinhnhubQnhv6timm4ch,tuoigiaviphtnA'd6nt6i
tdng the ticn fnan bO, lem chfm khdi phrlt tric dqng. Khoing thdi gian t6c dr,rng cffng c6 th6 bi k6o dni

do giim thanh thii huytit thanh.

BEnh v6 th6n kinh co

Nhu c6c thu6c chgn thAn kinh co kh6c, rocuronium n€n dugc sri-dgng r6t th4n trqng o c6c bQnh nh6n

c6 bQnh vC thAn kinh co ho{c sau bei liQt vi drip img vdi c6c thutic thAn kinh co c6 th6 kh6c so v6i

th6ng thuong. Mftc tlQ vd hudng cta sp tl6p ung kh6c bigt ndy c6 th6 thay eOi r6t rQng. O.cric bQnh

nharibi nhuqc co kinh ni6n ho{c c6 triQu ctrung.nfruqc co (hQi ghung Eaton-Lambert), li0u nho

rocuronium tO tn6 g}ty thc dqng r6t l6n, vi vQy cAn hiQu chinh li€u theo tt6p ung cria bOnh nhdn.

Ha thAn nhi6t
Fh-il thrat t.ng <ti6u kien ha thdn nhiQt, t6c dpng ch{n thAn kinh co b! tdng l6n vi k6o dii.

86o phi
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Gi6ng nhu c6c thu6c chgn thAn kinh co kh6c, rocuronium c6 th6 k6o ddi thdi gian tric dgng vi thdi
gian phuc trOi O Uenn nhdn b6o phi khi li0u dirng dugc tinh trOn trgng lugng thuc cta co th0.

B6ne
BQnh nhdn b6ng dugc bi6t lA tnng iI€ khrlng v6i c6c ch6t chgn thAn kinh co kh6ng khft cgc. Khuytin
c6o n6n hiQu chinh li€u theo d6p ung cria b6nh nhdn.

tdc
kali (vi dp: sau n6n magie m6u, tdng can xi m6u

(sau khi truydn kh5i dich lon),
nhugc min tfnh.

Vi vfy n€n diAu chinh ri5i lo4n iliQn gini n[ng, thay A6i pU m6u, ho6c m6t nu6c kti c6 th6.

stl o1lNc rHUOc cHo pHU NtI c6 rnat vA cHo coN BU

Phu nt c6 thai
Chua c6 tdi liQu vO viQc sri dpng Fada rocuronio trong thai kj AC aanfr gi6ttrc hai <l6n thai nhi. Cho
d6n nay, khdng c6 bing chimg v0 t6c dgng c6 hpi trong cric nghiOntuu agng v6t. Rocuronium
bromide n6n du-o. c sir dpng cho phu nfr mang thai chi khi b6c s! cdn nhic ring loi ich thu duo. c l6n
hon rui ro.

BOnh nhdn mO l6y thai
Rocuronium bromide c6 th6 dugc sri dgng nhu ld mQt phAn cria k! thuAt gdy m6 chuSi nhanh, tao
di6u kiQn dE dang ae AAt nQi khi quin vd dirng <hi li6u thu6c gdy m0 hodc sau khi d{t nQi khi qu6n v6i
succinylcholine. Rocuronium bromide du-o. c truyAn li6u 0,6 mg/kg cdn n{ng, dugc cho li an todn cho
bQnh nhdn mO t6y thai. Rocuronium bromide kh6ng inh huong iti5n di6m sti Apgar, truong lpc co cria
thai nhi, sy thich img cta tim ph6i. Tt m6u m6u r5n, cho th6y rd rdng ring rocuronium bromide qua
ming nhau thai r5t h4n ch6, kh6ng gdy ra t6c dpng b6t lqi tr6n l6m sirng cho trd so sinh.

Luu f l: Li6u I mg/kg dd dugc nghiOn cfru trong quri trinh gdy mO chu6i nhanh, nhmg kh6ng phdi
mO t6y thai. Vi vdy, chi khuyi5n c6o sr} dpng liAu 0.6mg/kg cho nh6m bQnh nhdn ndy.

Luu ;i 2: Sg dio ngugc t6c dr,rng chgn thAn kinh co do t6c nhdn chgn thAn kinh co c6 thiS bi fc chti
ho6c kh6ng d4t y6u cAu cv bQnh nhdn sft dpng mu6i magnesi do nhi6m dQc thai ngh6n boi vi mu6i
magnesi tdng culng phong toa thAn kinh co. Vi vfy, o nhirng bQnh nhdn niy, n6n gi6m li0u
Rocuronium bromide vd xiic dinh luqng tlfi tl6p fng kich thich.

Bi me dang cho con bti
Khdng chac ring liQu rocuronium bromide c6 dugc bdi titit qua sira m9 hay kh6ng. Tuy nhi6n, c6c

nghidn cr?u tr6n dQng vQt cho th6y rocuronium bromide dugc bdi ti6t o mric khdng d5ng kO trong sira.

Kh6ng c6 dfr liQu sft dgng Rocuronium bromide cho ngudi dang cho con b[. Rocuronium bromide
chi duoc dirng cho php nt cho con b[ khi b6c s! tliOu tri quy6t dinh lqi ich lcrn hon rui ro.

ANn urIoNG DEN KHA NANG LAr xE vA vAN HANH rvrAv Moc
Rocuronium bromide inh hu0ng nghiOm trgng di5n khi ndng l5i xe vi.vfn hdnh m6y m6c. B€nh nh0n
dugc khuy6n c6o kh6ng nOn st dgng cii mdy m6c c6 th6 gdy nguy hitim hay l6i xe trong vong 24 gio
dAu sau khi rocuronium bromide kh6ng cdn t6c dgng chgn thAn kinh.

TAC DUNG KHONG MONG MUON
C6ctilcdpng kh6ng mong mu5n thuong g{p bao gdm phin ung t4i vitri ti6m, thay tt6i cric d6u hiQu

sinh t6n vd k6o dei thdi gian giSn co. C6c t6c dgng kh6ng mong mu6n nghiOm trgng dugc b6o c6o

thucrng xuy6n nh6t trong c6c kh6o s6t dfr liQu sau luu hinh ld 'phin img phin vQ vd phdn ung gi6ng

t, tdng carbon dioxit m6u, suy

\
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ph6n vQ vi cric tri6u chimg k6t trqp. Bdng dudi t16y liQt k€ tAn su6t c6c t6c dqng kh6ng mong mu6n
gip phii khi sft dgng rocuronium bromide:

T6c,dgng kh6ng mong
mudn theo hQ ccr quan

(MedDRA sOC)

rd;;u6a
Kh6ng thudng xuy6nniSm gapr

(<1/100, >1/10.000)
ndt[6rn g4p
(<1/r0.000)

ROi lo4n hQ mi6n dich

Qu6 m6n
PhAn img phin vQ

Phin img gi6ng phdn v€
Sdc ph6n vC

S6c gi6ng phdn v€

Rdi lopn hQ thAn kinh LiQt mAm

Ri5i loan tim Nhip nhanh

R6i lo4n m4ch H4 huy6t 6p
Tryy tudn hodn, s6c
D6 m{t

Rdi lo4n h6 h6p, l6ng nggc
vi trung th6t

Co that phti qudn

Rdi lo4n da vd m6 dudi da
Pht m4ch thdn kinh, md day,
ph6t ban ln6i sAn;,

h6ng ban
R6i lopn c0 xuong kaop vd
md li6n ktit

Y6u cd, bQnh co do steroid

R6i lo4n chung vi t4i tli6m
ti€m thu6c

Thu6c kh6ng c6tdc dpng, d6p
ung di6u trl giim, dau 0 vi trf
ti6m, ph6n ung t4i v!trf ti6m,

Phir m{t, tlng thdn nhiQt 6c tinh

Dau, ngQ dQc vi bi6n
chirng trong quy trinh st?

dung thu6c

K6o dii thoi gian ddn co, tri hoSn

su phuc h6i sau md
Bi6n chfng ducrng tho do giy
m6

': C6c khio s6t sau luu hinh kt6ng thrS dua ra mQt dir liQu chfnh x6c. Vi vfy, b6o c6o tin su6t dugc chia thdnh 2 mgc tAn

su6t thay cho 5 mqc nhu thuong lQ.

2: 
Sau thoi gian dii st dpng trong don vi didu tr! tich cgc (ICU)

TIIONG TAC TTTUOC

Crlc thu6c sau ddy dugc bii5t li c6 6nh hucrng t6i cuong ttQ valho4c thdi gian t6c dung cira cdc thu6c

chgn thAn kinh co kh6ng kht cyc.

Anh hu0ng cria cic thu5c khr6c tISi vfi rocuronium bromide
Tdne t6c dune

- C[cthu6c m€ khi halothane tdng cudng t6c dung giSn co cta rocuronium. Anh hucrng ndy chi

xu6t hign kai dirng li6u duy tri (iem phAn C6ch dtng vh li6u dtng). SU d6o ngugc t6c dgng

chgn thin kinh co bing c6c ch6t ric chti acetylcholinesterase c6 th€ bi gi6m.

- Sau khi d6t nQi kAi qudn bing suxamethonium (xem phAn Cinh brflo vit th$n trqng).

- St apng dOng thdi corticosteioid k6o dii ctng v6i roiuronium trong dcrn vi tti6u tritich cuc

(lCU) c6 th6 ddn dtin k6o ddi thdi gian d6n co hoac bi liQt co.

C6c thu6c kh6c:
- KhSng sinh: aminoglycoside, lincosamide vi c5c kh6ng sinh polypeptide, c6c kh6ng sinh

acylamino-penicillin.
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- Thuric loi ti6u,.quinidine vd c6c d6ng phdn cta quinine, mu5i magie, c6c thu6c chgn k6nh
canxi, c6c mu6i lithium, c6c thu6c g6y t6tpi ch6 6idocaine ti6m tinh mpch, thu6c gdy t6
ngodi ming cimg bupivacaine) vi dtng gAp phenytoin ho{c c6c chdtchgn B).

Gidm tric dung
- St dpng thdi gian ddi phenytoin ho{c carbamazepine tru6c d6.
- Canxi chloride, kali chloride
- C6c ch6t tlc ch6 protease (gabexate, ulinastatin)

Bi6n d6i t6c dung
- St dung thu6c chgn thAn kinh co khdng khri cyc kh6c ktit hqrp v6i rocuronium c6 th6 ldm

gi6m hoic tdngtirc dgng giSn co, phg thuQc vdo mpc dfch vd thu6c chen thAn kinh co dang srl
dung.

- Suxamethonium duo. c dtng sau rocuronium c6 thC lem tdng hoflc gitmtdc dgng gidn co cta
rocuronium.

Anh hudng cfia rocuronium bromide voi c6c thu6c khric

Rocuronium khi ktit hgp v6i lidocaine c6 th6 ldm khoi ph6t nhanh t6c dgng cria lidocaine.

D6i tucrng tr6 em
Chua c6 nghiOn cftu nio vA tuong tric thui5c tr6n tr€ em dugc thpc hiQn. C6c tuong t6c thu6c dugc tl6
cfp tr6n cho ngudi lon vd nhirng cinh b6o, th0n trong c6 th6 du-o. c xem x6t khi dirng thu6c cho trd em.

QUA lrpu
Trong trudrng hqp qu6 lGu vi k6o dii sy chgn thAn kinh co, bQnh nh6.n nOn ti6p tqc tlu<y. c hd trg th6ng
khf vi dtng thu6c an thAn. C6 O2lua chon tt6 phqc trOi gian co : (l) O ngudi l6n, sugammadex c6 th€
dugc sri dpng trong trudng hqp sU chgn thAn kinh co 6nh huong diQn sdu, rQng. Li6u cta
sugammadex phU thuQc vdo mfc <I0 bi chen thAn kinh co. (2) Ch6t fc chti acetylcholinesterase (vf dr,r

nhu neostigmine, edrophonium, pyridostigmine) ho{c sugammadex c6 th6 dugc sr} dgng khi sg phgc
nOi Aa d4t du-o. c vi chi n6n dtng liAu pht hqrp. Khi th6t bai trong st dpng c6c ch6t ric ch6

acetylcholinesterase, phdi ti6p tpc th6ng khf cho bQnh nhdn cho d6n khi tluong tho dugc phuc hOi vA

tr4ng th6i tp nhi6n. L[p lpi li0u ch6t r?c ch6 acetylcholinesterase c6 th6 g6y nguy hi6m.
Trong c6c nghi€n ct?u 0 dQng vft, suy gi6m nghiCm trgng chr?c ndng tim m4ch, d6n dtin trpy tim
kh6ng xtry ra cho d6n khi sl dgng mQt li6u tich lfiy l6n toi 750 x EDe6 (l35mg/kg rocuronium
bromide).

rniNn nAY: Hgp 5 le x 5ml

HAN DUNG:24 th6ng kO tir ngiy sin xu6t

TItu GHUAN: Nhd sin xu6t

nAO QUAN: 86o qudn o nhiQt tlQ tt 20C - 80C, kh6ng ldm d6ng lph, tr6nh 5nh sring.

quin o nhiet d0 phdng phii tlugc sri dgng trong 60 ngiy.
Dung dich ti€m sau khi pha lodng: Sir dung trong vdng 24 giir o nhiQt tlQ phdng.

bio

m
Nhir sin xuAt: Laboratorio Internaional Argentino.S.A, Tabar6 l641C.A.B.A/ Av.12
4444, Quilmes, Buenos Aires, Repriblica Argentina (Ac-henti-na)

Nhir tling lcf : Abbott Laboratories (Singapore) Private Limited, I Maritime Square #12-01

Harbourfront Centre Singapore 099253

Ngny ph6 duyQt td Hu6ng d6n st dsng: DD/MI\,I/DD
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