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1 ml contains 10 mg rocuronium bromide.
Each vial with 5 m! contains 50 mg rocuronium bromide.

Excipients:
Sodium chloride, sodium acetate trihydrate, glacial acetic
acid, water for injections.

Manufactured by

Fresenius Kabi Austria GmbH

A-B055 Graz, Austria

Thude bén theo dan, D& xa thm vai va Bm nhin cda tré em, Doc kj hudmg ddn sd
dyng inedrc khi ding,

Rocuronium Kabl 10 mgiml - Dung dich tiém tinh mach hodc truyén finh mach
+6p 101 5 mi, méi I chira 50 mg rocurenium bromide.

Ding 84 tiém finh mach hodc truyén finh mach. Thude chi diing 1 1n. Prédn thufc
khéing ding hit nén bé i Bdo quan thube trong 1l lanh & nhiét 88 2°C-8°C. Chidinh, |
cach ding, ching chf dinh va céc thang tin khdc: doc trong tr hudmg din sir dung |
“"NSX, HD Sb 18 SX™ xem Manufact. Date, Expiry date, Batch No® tren bao bi

SBK:
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® Fantane 325C
® Pantone 293C

® Schwarz

50 mg/5 ml ' ,

mi containa 50 mg rocuronium bromide.

Intravenous use. m fa
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THUGC BAN THEQ DON.
DOC KY HU'ONG DAN S DUNG TRUOC KHI DUNG.

HU'ONG DAN SU DUNG

Rocuronium Kabi 10 mg/ml
dung dich tiém tinh mach hoic truyan tinh mach

Mo TA
Dung dich tiém tinh mach hodc truyén tinh mach.
Dung dich trong suét, khdng mau hodc ¢é mau ndu-vang nhat.

THANH PHAN
M8i ml dung dich chika 10 mg rocurenium bromid,
Wi lo 5 m! chira 50 mg rocurenium bromid,

Ta duwgce: Nude cét pha tigm, axit acetic (d& digu chinh pH),
sodium chlorid, sodium acetat trihydrat

pH cua dung dich: 3.8- 4.2
Ap suft thdm théu: 271- 312 mOsmolikg

CHi BINH

Rocuronium bromid duge chi dinh ding cho nguwéi 1ém va tré
em {bao gém tré se sinh dén thiéu nién duwéi 18 tudi} trong gay
mé tdng quat aé glup dat ndi khi quan trong qua trinh khdi mé
théng thudng, gilp gidn co xuwong trong qua trinh phéu thuét
O ngui lon, thube con dugce chi dinh & giGp dat ndi khi quan
trong qua trinh kh&i mé nhanh va dat ndi khi quan cho bénh
nhéan thé may trong cham s6c dac biét (ICU).

LIEU LLPONG VA CACH DUNG

Ciing nhw cac thubc gian co khéc, lidu lwong & dung cha
racuronium bromid cén Suoc ap dung riéng cho ting bénh
nhan. Phuong phap gy meé va thai gian dy dinh phiu thudt,
phwong phap an thdn va théi gian dy dinh thong khi, kha nang
twong tac voi cac thude slr dung ciing lic va tinh trang coa
bénh nhan 1§ nhivng yéu té giup xac dinh lidu lwong st dung.
Can ap dung phuong phap theo di thuéc gidn co thich hop dé
danh gia mérc dé (rc ché than kinh-co va mirc 48 phue hoi.

Céc thubc gay mé duong ho hép lam ting tac dung gidn co
cua rocuronium bromid. Biéu nay xay ra trén 1am sang trong
qua trinh gy mé khi néng 4o cda thubc mé trong mbt s& mé
nhét dinh d4 dat dén nguéng. Vi thé, cén digu chinh liéu lygng
duy tri mé thdp han voi tin sudt gian doan it hen, hodc truyén
rocurcnium bromid & téc 44 cham trong nhimg quy trinh kéo
dai {trén mét gi&) trong didu kién gdy mé qua dudng hé hép.

& bénh nhan ngwdi 1ém, lidu lvgng khuydn cao sau day co thé
gidp huéng dan st dung rocurenium trong &t ndi khi guan,
gidn co 4p dung cho cac quy trinh phiu thuat khéc nhau vé thei
gian, va ap dyng trong cham soc dac hiét.

Thuéc nay chi stk dyng mét 1an.

Cac guy trinh dac biét

Dat ngi khi quan.

Liéu tiéu chudn khi dat ndi khi quan trong géy mé thdng thuang
cla rocuronium bromid 1a 0.8 mg/kg, dd higu lwe dé dat ndi khi
quan trong vong 60 gidy sau khi st dung thubc & hiu hét cic
bénh nhan. Lidu 1.0 mg/kg duwoc khuyén cao st dung trong dat
ndi khi quan trong qua trinh khéi mé nhanh, sau dé thu thuat
dét néi khi quan ciing tién hanh trong vong 60 gidy sau khi st
dung thube & hau hét cac bénh nhan, Néu si dung lidu 0.8
mg/kg cho quy trinh khdi mé nhanh, can dat ndi khi quan cho
bénh nhdn sau khi si¥ dung rocuronium bromid 90 gidy.

Lidu duy tri:

Lidu duy tri khuyén cdo 12 0,15 mgikg rocuronium bromid.
Trong treérng hop gy mé bang dudong hd hdp kéo dai, cin
giam lidqu rocuronium xudng con 0,075 — 0,1 mglkg.

Lidu duy tri nén st dung tét nhét vao lic phan xa co giat co g3
phuc héi @&n mic 25% cla mirc ban dAu hodc khi c6 2-3 dap
trng trong kich thich chudi 4 {TOF).

Truyén lién tuc:

Néu rocuronium bromid dugc truyén lién tuc, nén siy dung liéu
ban dau 1a 0.6 mgfkg va khi su (¢ ché than kinh co bat ddu hdi
phuc thi bat ddu truyén rocuronium, Cén didu chinh liéu truyin
sao cho c6 thé duy tri dwot dap dng co gidt co & mirc d6 10%
$0 v&i mire do ban dau hodc duy tri tlr 1 dén 2 dap rng trong
TOF.

Gay mé nguéi [én qua dudng tinh mach, tée da truyén cin dé
duy tri sw (e ché than kinh-cor & mire d6 trén vao khoang 0.3 -
0,6 mg/kglgier. Dbi véi gay mé qua dudng hé hip, the dé truyén
12 0.3 — 0.4 ma/kg/gidr.

Thuéng xuyén theo di s (e ché than kinh-co' do the Gdc
truyén co thé khac nhau trén tling bénh nhan va phueng phap
gay mé sir dung.

P L%

Ligu fwong & phu nir c6 thai:

© bénh nhan dwgc phdu thudt Caesa, lidu lwong khuyén cao
duy nhat la 0,6 mg/kg rocurenium bromid, vi idgu 1.0 mg/kg
chira dwoc nghién ciru trén nhom d6i twgng nay.

Sw dao nguge tac dung ché than kinh-co do cac thude gidn
¢ b thé bj e ché hodc khong thé hién nhw mong mudn &
bénh nhin da si¥ dung mudi magnesium cho tinh trang tiang
huyét ap do mang thai, do mubi magnesium [am ting su ¢
ché than kinh-co. Vi thé & nhing bénh nhan nay, lidu lwong
rocuronium cén giam xudng va diéu chinh theo dap ung co giat
ca.

Liéu juong & bénh nhi:

90| vl tré se sinh {durdi 1 thang tuﬁl) tré nhd {1 dén 24 thang
tudiy, tré em (2-11 tu0|) va thidu nién (12-17 tudi), lidu khuyén
cao khi dat ndi khi quan trong quy trinh gy mé théng thutng
va lidu duy tri la twong tw nhuwy & ngu‘orl Ién. Tuy nhién, thei gian
truyén ligu don khi dat ndi khi quan & tré duoi 2 tudi dai hon so
voi truyén cho tré em (2-11 tudi. Khi truyén lién fyc & bénh nhi,
tdc db truydn 13 twong tw nhe & ngudi lon, tri tré em (2-11
tudi). BAI v tré em {2-11 tudi) the d6 truyén cAn cao hon.

£28i v tré em (2-11 tudi}, tdc a6 truyén khédi ddu trong ty nhw
& nguadi 1o, va cn diku chinh §& cd thé duy tri dap trng co gidt
co & mirc 10% hodc cb thé duy tri tr 1 dén 2 dép (rng TOF
trong qua trinh gay mé.

Kinh nghiém s dung rocuroniurm bromid trong khei mé nhanh
& bénh nhi van con han ché. Vi thé khéng khuyén cdo sir dung
rocuronium bromid dé gilp dat ndi khi quan trong didu kién khéi
mé nhanh & bénh nhi.

Lidu frong & bénh nhan cao fudi va bénh nhdn o6 bénh & gan
hay mat, hodc bénh nhan suy thén:

Liéu st dung dé dat ndi khi quin & bénh nhan cao tudi va bénh
nhén ¢ bénh & gan, mat hoac bénh nhan suy thén trong qua
frinh gady mé théng thu’c‘mg la 0,6 mg/kg rocuronium bromid.
Liéu 0,6 mgfkg cling s dung cho quy trink khdi mé nhanh &
bénh nhan cin co tac déng kéo dai, tuy nhién didu kign cén
thiét & g4t ndi khi quan van khong dat dugc sau 90 gidy. Bét
ké& dang st dung phuong phap gay mé nao, lidu lwong khuyén
cao trong duy tri & cac bénh nhan nay la 0,075 — 0,1 mg/kg
racuronium bromid va the @6 truydn 1a 0.3 — 0.4 mg/kg/gie’ (xem
muc Truyén lién tuc).
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Liéu hrong & bénh nhan qua ¢én va béo phi:

Khi sir dung & bénh nhan qua can hay bénh nhén béo phi
{bénh nhan <6 thé trong vurot qué 30% hodc hon so vl thé
trong ly twéng) cln phai gidm liéu theo khéi lwong khong tinh
phén mé&:.

Quv trinh ch3m soc dac biét
Dat ndi khi quan

Pé dat ndi khi quan, cin si» dung cac li&u tvong tw nhi lidu da
mé ta trong phdn quy trinh gay mé.

Céach dung
Rocuronium bromid duwoc st dung qua dwéng tinh mach &
dang tiém tinh mach hodc truyén tinh mach.

CHONG GHi BINH

Chéng chi dinh st dung rocurenium bromid & bénh nhin man
cam v&i rocurchium bromid hod¢ vdi ion bromid hay bat ky
thanh phdn ta dwoc nao caa thube.

CANH BAO VA THAN TRONG

Rocurenium bromid phai dwgc stk dung bdt cac chuyén vién ca
kinh nghiém st¥ dung thube gidn co. Can cé di phuong tién va
nhan lpc khi dat nai khi quan va cin cé hé théng théng khi
nhan tac dé st dung ngay khi cin.

Do rocurenium bromid gay liét co hé hdp, hd tro théng khi 13
bét bufic cho nhitng bénh nhan duee didu tri véi thubc nay cho
dén khi hé hap tw phat dwoc phuc hdi. Clng gidng nhw nhivng
thudc gian co khac, cln tién lwong cac khé khin gdp phai khi
dat ndi khi quan, dac biét khi s(r dyng trong quy trinh khéi mé
nhanh.

Twong ty nhw cac thubc gidn co khac, suy hé hép ciing da
duwge ghi nhan vai rocuronium. B& ngan ngra bién chitng suy
hé hép. chi ldy Ang néi khi quan ra sau khi bénh nhan d3 phuc
héi mat phéin tir tac dung (¢ ché thdn kinh oo, Ngodi ra, cac
yéu t khac cling 6 thé anh hudng 6én suy hd hdp sau khi ly
ong ndi khi quan ra sau phﬁu thuét (chéng han do sy twong tac
thudc hodc do tinh trang cla bénh nhan). Vi thé trong thuc
hanh 14m sang, cn can nhic vige st dung thubc phyc héi suy
hé hdp. dic biét trong nhivng treedng hep cd thé xdy ra bién
chidng suy hé hap.

Cén dam bdo bénh nhan thd duge mét cach tw phat, sau va
déu dan trudc khi chuyén ra khai phong mé.

Cac phan (ng phan vé {x gem phén trén) c6 thd xay ra sau khi
st dyng thudc (o ché than kinh-co. Can co dl phwong tién dé
X ly cac phan (rng trén, dac blet trong trudeng hep da tieng cd
phan Gng phan vé twde do voi thubc gidn co. Can than trong
vi cé thé xay ra phan (g di irng chéo giGa cac thubic gidn co.

Khi sl dung liéu frén 0,9 mg/kg thé trong, rocurohium bromid
c6 thé gay tang nhip tim. diéu nay cé thé trung hoa v tac dung
gay cham nhip tim do cac thudc mé gay ra hodc do kich thich
than kinh phé wi.

Théng thudng, khi siv dung thudc gidn co kéo dai trong ICU,
hién tuong ligt co kéo daifyéu co da duoe ghi nhan. Bé co thé
loai iy kha nding nguy co ndy xdy ra, ludn phai theo déi qua
trinh (rc ché thén kinh-cor trong subt thévi gian sir dung thude
gidn co. Ngoai ra, bénh nhan can dugce chi dinh dd thude giam
dau va thufc an thdn. Mat khac, cdn theo ddi tdc déng cua
thudc gidn co trén tirng bénh nhan riéng biét, Bidu nay can co
Stk giam sat cda chuyén vién [am sang ¢6 kinh nghiém st dung
cac ki thuat theo déi tac dung trén co cia thude,

Co rocuronium bromid luén dugc st dung voi cac thude khac
va do cé the xay ra nguy co tng than nhiét a¢ tinh trong qua
trinh gy mé, tham chi trong ca quy trinh gay mé khéng sl
dung cac tac nhan gay khoi phat sw tdng than nhiét ac tinh, cac
bac 7 [dm sang cdn ndm rd cac diu hiéu khéi diu, chin doan
xac dinh va cach didu tri tdng than nhidt ac tinh treec khi bt
dAu gay mé. Trong cac nghién clru trén déng vat, rocuronium
bromid khdng phai 14 tac nhan gay kh&i phat sy tang than nhiét
ac tinh.

Bénh & co cling d4 dugc bao cao sau khi str dung thube gidn
co loai khong khir cire trong mét thdi gian dai cing lic véi
corticosteroid. Vi thé cln giam théi gian s& dung cung lic 2
thudc nay cang ngdn cang tot.

Rocuronium chi sir dyng sau khi d3 phuc héi hoan toan tac
dung trc ché thin kinh-co' gay béi suxamethonium,

Cac trwdng hop sau cb thé anh hwdng dén duoce déng hoc va
dwoc Iie hoe cla rocuronium bromid:

_/-"r‘}
Bénh & gan/mat va suy than

Rocuraniurn bromid dugc dao thai trong nuwoc tidu va trong
mat. Vi thé cAn than trong khi str dung rocuronium bromid &
bénh nhan cd bénh lam sang & gan hay mat va/hodc suy than.
Déi véi cac bénh nhén ndy, tic dung gidn co clia rocuronium
bromid Gé thé bj kéo dai & liéu 0,6 mg/ky.

Kéo dai thoi gian tudn hoan trong méu

Cac tinh trang gy kéo dai thei gian twdn hoan trong mau,
chang han nbwe bénh tim-mach, tudi cao va pha néd co thé lam
tang thé tich phan phéi va cé thé Iam cham khoi phat tac dung
cua rocuronium bromid.

Bénh thén kinh-co

Tuong ty nhw céc thude gidn co khac, cln dic biét than trong
khi st dung rocuronium bromid & cac bénh nhin ¢é bénh thén
kinh-cor hodc sau khi bi viém co bai liét, do dap (ng cla thube
gidn co ¢ thé bi thay dbi & nhirng bénh nhén nay. M dé thay
déi dap tng kha khac nhau. O bénh nhan bj bénh nhugc co
hodc c¢ hdi chirng nhuwec co (hoi chirng Eaton-Lambert), mét
libu nha rocuronium bromid ciing ¢ thé gay tac dung rit manh
va vi thé cdn chinh lidu rocuronium theo dap Gng cla bénh
nhén,

Ha than nhiét

Khi phlu thuat trong didu kién ha than nhidt, tac dung (¢ ché
than kinh-co cOa rocuronium bremid ting va thei gian tac déng
s& keo dai.

Bénh nhan béo phi

Tweng tw nhuw cac thuéc'gién co khac, théi gian tac dyng cda
rocuronium bromid co thé bj kéo dai va thoi gian phuc héi tw
phat ciing twong ty & bénh nhan béo phi, ndu tinh liéu lvong
rocuronium theo theé trong that s cla bénh nhan.

Bénh nhén bdng

Cac bénh nhan bi bdng co thé dé khang voi cac thufic gidn co
loai khéng khiy cue vi thé cén didu chinh lidu theo dap tng.

Céc tinh trang ©d thé dnh hudng dén tac ddng cda rocuronium
bromid

Ha kali huyét (vi du nhu sau khi b non mdra, tiéu chay nang
hodc st dung thudc Igi tiéu), tang magnesium huyét, ha canxi
huyét (sau khi truyén dich qua nhiéu}, giam protein huyét, mét
nwée, nhidm a xit, tang anhydnd carbonic huyét, suy kiét déu
&6 thé Anh hudng dén tac déng cla rocuronium bromid.

Cén digu chinh lai tinh trang mét can bing dién gidi ndng, thay
d6i pH mau hodc mat nute néu co thé.
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Thuéc n&y chiva khdng qua 1 mmol natri (23 mg) trong méi lidu,
nén cé thé xem nhw "khéng chira natri”,

S(P DUNG ¥ PHU N CO THAI VA CHO CON BU

Phuy nir ca thai

Cé rat it 86 lidu v& kinh nghiém st dung rocuronium bromid &
phy ni¥ co thai. Cac nghién ciu trén déng vat khéng cho théy
tac dong d6c hai trrc tiép hay gian tiép cla rocuronium trén
sinh sdn. Tuy nhién, chi st dung recuronium bromid & phy niy
cd thai néu that sy can thiét va didu nay tiy thubc vao lgi ich
chia didu tri so vadi nguy co. S dung recuronium bromid trong
phdu thuit Caesar & lidu 0,6 mg/kg khéng gay anh hudng Gén
chi 56 Apgar, treong Iy co cla thai hodc dap wng thich nghi
clia hé tim mach-hd hap.

Khi I4y mau ttr nhau thai va dinh lweng thi chi cé 1 lwong rat
nhé rocuronium qua nhau thai va wgng nay khing gay tac
dung bat lgi quan sat duge trén tré so sinh.

Lwu y: Lidu 1,0 mafkg d8 dwoc nghién ciru trang quy trinh khéi
mé nhanh, nhuwng chua duwgc nghién clru & phiu thuit Caesar.

Phu nik cho con ba

Khéng co sé lieu vé& viéc sir dung rocurenium bromid & phu ni
cho con bi. Cac thudc khac trong nhém ndy cho théy ¢6 rét it
thudc bai tiét qua sira me va tré b0 sia hap thu rat it. Cac
nghién cleu trén ddng vat cling cho théy rocuronium bromid bai
tidt khang dang k& qua sia.

Quyét dinh tiép tuc hodc ngung cho con bu cin duec can nhic
dwra trén viéc danh gia tgi ich tr viée cho con ba v nguy cor
frén tré dang bl stra.

ANH HFONG BEN KHA NANG LAl XE VA VAN HANH MAY
Rocuronium bromid gay anh hudéng dang k& dén kha nang lai
xe va van hanh may. Vi thé khdng khuyén cdo van hanh cac
loai may nguy hiém hodc 1ai xe trong ving 24 gid sau khi phyc
héi hoan toan tlr tdc dung (e ché thédn kinh-co cla rocuronium
brormid.

TUONG TAC THUOC

Céc thubc sau day c6 thé dnh hirdng Gén mikc 09 va theri gian
tac dung cla cac thude gidn co.

Lam tang fac dung:

*  Thudc mé dwérng hé hép nhom halogen hoa

*  S(rdung lidu cao cac thudc: thiopental, methohexital,
ketamin, fertanyl, gammahydroxybutyrat, etomidat va
propofol

' Cac thudc gidn co khdng khir circ khac

*  Pa st dung suxamethonium tredc do

=S¢ dung lau dai cing luc voi corticosteroid va rocurenium
trong ICU co thé kéo dai thdi gian tac ddng cla
rocuronium va bénh & co.

Céc thudc khéc:

& Khang sinh: aminoglycosid, lincosamid  (nhw
lincomycin  va clindamycin), khang sinh  nhém
polypeptid, acylaming-penicillin, tetracyclin,
metronidazol liéu cag

" Thube loi tiéu, thiamin, thubc Ge ché MAS, quynidin
v déng phan cla quynin, protamin, thudc ¢ ché
adrenergic, muéi magnesium, thubc chen canxi, lithium
va thudc té (lidocain, bupivacain gay t& ngoai mang

cirng).
Lam giam fac @ng:
= Neostigmin. edrophonium, pyridostigmin, cdc din chét
aminepyridin

= Sl dyng kéo dai corticosteroid trwde do, phenytoin hodc
carbamazepin

=  Noradrenalin, azathioprin (chi gay tac déng thoang gua va
han ché), theophyllin, Call., KCI

*  Thubdc tre ché protease

Lam thay &6i tac dong.

Phéi hop st dung cac thudc gidin co khéng kh cuc khac véi
rocuronium bromid c6 thé lam giam hoac 1am tang tac déng e
ché than kinh-co cla rocuronium, ty thude vao thir tw khi sir
dung cac thudc trén.

Suxamethonium s dung sau rocuronium bromid cé thé lam
tang hodc lam gidm tac déng gidn co' cua rocuronium bromid.

Tac dong ctia rocuronium tén cac thude ihac:

S dung phéi hep véi lidocain oo thé 1am téng nhanh tac déng
gay té cua lidocain.

Su gidn co da xdy ra sau phlu thuat khi s dung cac khang
sinh nhém aminoglycosid, lincosamid, polypeptid va acylamino-
penicillin, quynidin, quynin va mudi magnesi.

Stk dung & bénh nii:
Chua cb nghién ciru chinh thire v8 twong tac thubc dugec tign
hanh & nhém bénh nhan nay. Khi s dung thu_éc cho bénh
nhdn nhi, nén lvu y dé&n twong tac thubc cé thé gap phai &
ngudi lon clng nhw cac canh bao, than trong khi st dung da
néu.

TAC DUNG KHONG MONG MUON

Tén sudt cac tac dung khéng mong mudn duroc dinh nghia theo
bang dugi day:

Rét thwong xay | 2 1/10
ra

Thwirng xay ra | 2 1/100 dén < 1/10
it khi xay ra = 1/1.000 Fén < 1/100
Hiém khixav ra | = 1/10.000 &n < 1/1.000

Rét hiém khi xay | < 110.000
ra

Khing xac dinh | Khdng thé woc fuong dupe tr s lidu
dwerc cg san

Cac tac dung khéng mong muén thwéng gép nhat 1a dau/phan
{rng quanh ving tiém, thay d5i chirc ndng guan treng va kéo
dai thei gian gién co.

Réi loan hé mién dich

RAt hidm khi xay ra.

¢ Phan trng phan vé va sbc phan va
« Phan Ung gidng phan va*

¢ Phan tng gua mén

Réi loan hé thén kinh

Rat hiém khi xdy ra:

o Li&t

Réi loan tim-mach

RAt hiém khi xay ra:

« Nhanh nhip tim

Réi loan mach mau

RAt Wi khi xay ra:

¢ Ha huyét ap

+ Suy sup tudn hoan va séc

Réi loan ho hép, 1éng ngwe va trung md
RAt hidrm khi xay ra:

+ Co thit phé quan

Chura xdc dinh duoc:

e
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e Kho thé

e Suy ho hép

Réi loan da va mé duwéi da
RAét hiém khi xdy ra:

o N6i mén, ban do

* Phu mach

o Nbi mé day

* Ngtra

« Ngoai ban

Réi loan co-xwong

Chura xéc dinh duge:

e Yéu co-xuong

« Bénh co do steroid *

Réi loan chung va tinh trang tai vi tri tiém
Rat thuong xdy ra:

« Dau/phan (rng* tai vi tri tiém
Trén nghién ciru

RAt hiém khi xay ra:

e Tang ndng dé histamin*

Tén thwong, ngd doc va bién chirng thude quy trinh
Rt hiém khi xay ra.

« Uc ché than kinh-co kéo dai*

*Théna tin bé sung vé cac phan (na cé hai:

Phan (rng phan vé

Phan (ng phan vé nghiém trong déi voi thubc gian co da duoc
ghi nhan gay t& vong trén mét vai truong hop. Do kha nang
phan rng nay co thé xay ra & mirc d6 nang, luén cin thin
trong va san sang dé x(r tri.

Phan (eng tai vj tri tiém

Trong quy trinh kh&i mé nhanh, dau tai vi tri tiém da dwgc ghi
nhan, d4c biét khi bénh nhan chwa hoan toan mét y thirc va
dac biét khi propofal dwoc sir dung 1am thuéc khdi mé. Trong
cac nghién ctru 1am sang, dau tai vi tri tiém da dugc bao cao
v&i ty 1& khoang 16% bénh nhan dwoc khéi mé nhanh béng
propofol va dudi 0,5% bénh nhan kh&i mé nhanh béng fentanyl
va thiopental.

Tang néng dé histamin

Do céc thuéc gidn co co thé gay phong thich histamin tai chd
ho&c toan than, vi thé co thé bj nglra hodc ban do tai vi tri tiém
valhoac phan (ng di (¢ng toan than (phan (ng gibng phan vé)
chéng han nhu co that phé quan, thay d@di tim mach, ha huyét
ap va nhanh nhip tim. N&i man, ngoai ban, ndi mé day, co thit
phé quan va ha huyét ap rat hiém khi xay ra véi rocuronium
bromid.

Trong cac nghién cleu 1am sang, ndng dd histamin trong huyét
twong chi ting rdt nhe sau khi tiém tinh mach liéu 0,3-0,9
mg/kg rocuronium bromid.

c ché thin kinh-co kéo dai

Phan (tng c6 hai thwéng gép nhét d6i véi thubc gidn co khdng
khr curc la gay (rc ché than kinh-co kéo dai hon thoi gian can
thiét. Didu nay co thé thay déi tir yéu co-xwrong cho dén liét co
manh va kéo dai, gay suy hd hap va khé thé.

Phan trng & bénh nhi

Theo phan tich ti¢ 11 nghién ciru lam sang trén bénh nhi
(n=704) str dung rocuronium bromid (lidu to1 1 mg/kg thé trong),
phan (*ng c6 hai xay ra voi tAn xuét 1,4% la chirng mach
nhanh.

Théng bao cho béc si cac tac dung khéng mong muén xay
ra khi dung thudc.

DUQC LIFC HOC
Nhom dwec ly fri liéu: gian co, tac dong ngoai bién, thudc din
chét amoni bac 4.

Ma ATC: MO3ACO9

Rocuronium bromid 1a thubc gidn co khéng khir curc co thdi
gian tac ddng trung binh, kh&i phat tac déng nhanh va co tit ca
cac dac tinh dugc ly cla thudc thudc nhém nay. Thube tac
ddng bang co ché canh tranh véi nicotinic cholinacepter & tan
cling than kinh van ddng. Tac dung nay bi dbi khang voi thubc
trc ché acetylcholinesterase nhw neostigmin, edrophonium va
pyridostigmin.

EDx; (liu can thiét dé& (e ché 90% dap (rng co giat co ngon cai
khi kich thich than kinh khuyu) trong giai doan mé Ia khoang 0.3
mg/kg.

Str duna théna thudna

Trong vong 60 gidy sau khi tiém tinh mach rocuronium bromid
lidu 0,6 mg/kg (2 x EDg, duwdi diéu kién gay mé én dinh) diéu
kién du dé dat noi khi quan dat dwoc & hau hét cac bénh nhan.
Khoang 80% bénh nhan c6 tinh trang dat ndi khi quan & mlc
rdt tét. Trong vong 2 phut tinh trang liét co chung dé co thé
thue hién cac quy trinh phau thuat da dat duoc. Thoi gian co
tac dung trén 1&m sang (th&i gian cho dén khi phuc hdi tu phat
25% phan xa co giat co) voi lidu Ivong trén 1a khoang 3040
phut. Téng théi gian (thdi gian cho dén khi phuc hdi 90% dap
rng co giat co) 1a 50 phut, Théi gian trung binh d& phuc hoi
dap (ng co giat co tir 25% dén 75% (chi so héi phuc) sau liéu
0,6 mg/kg rocuronium bromid la 14 phat.

Véi céc lidqu thdp tir 0,3 — 0,45 mg/kg rocuronium bromid (1 -
1% x 2 x EDq), tac ddng kh&i phat chdm hon va thoi gian tac
dgng ngan hon (13-26 phat). Sau khi str dyng liéu rocuronium
bromid 0,45 mg/kg, diéu kién dat ngi khi quan dat dwoc sau 90
gidy.

Dét ndi khi auan cAp ciru

Trong qua trinh khéi mé nhanh bang propofol hodc
fentanyl/thiopental, diéu kién di d& dat ndi khi quan dat dugc
trong vong 60 gidy twong (ng trén khoang 93% bénh nhan
(propofol) va 96% bénh nhan (fentanyl/thiopental), sau khi st
dung lidu rocuronium bromid 1,0 mgikg. Trong sé nhitng bénh
nhan nay, 70% dwoc danh gia la rét tét. Thoi gian trén 1am
sang & liéu nay dai khoang 1 gidr, trong d6 thoi gian (e ché
th&n kinh-co' c6 thé dwoc phuc héi an toan,

Sau khi st dung liéu 0,6 mg/kg rocuronium bromid, diéu kién
d0 d& dat noi khi quan trong vong 60 gidy dat dwoc twong rng
trén 81% va 75% sb bénh nhéan trong ky thuat khéi mé nhanh
béng propofol hay fentanyl/thiopental.

Liéu cao hon 1,0 mg/kg khéng cai thién thém didu kién dat néi
khi quan, tuy nhién thdi gian tac déng kéo dai hon. Liéu cao
hern mire 4 x EDgo chira duerc nghién clru.

Cham séc dac biét

Viéc str dung rocuronium dwec nghién clru trong 2 thir nghiém
mo. Co tong sé 95 bénh nhan ngudi lon duoc didu tri véi lidu
kh&i dlu rocuronium bromid 0.6 mg/kg, sau do truyén tinh
mach lién tuc liéu 0,2 — 0,5 mg/kg/gi& trong gi& dau tién cho
dén khi dap rng co gidt co phuc hdi dén mirc 10% hodc cho
dén khi xuat hién 1 dén 2 dap (rng co gidt co trong kich thich
TOF. Liéu lwong dwoc didu chinh trén tieng bénh nhan. Trong
cac gid tiép theo, lidu lvgng dwgc giam xubng qua sy theo dbi
TOF. Nghién clru da s(» dung thubc trong thdi gian kéo dai dén
7 ngay.
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Su (¢ ché thdn kinh-co dy di dat dwoc & cac bénh nhdn
nhung c6 sy dao ddng Ién vé the dé truyen trong mai gity gitka
cac baénh nhan va thévi gian phuc hdi kéo dai hon.

Théx glan phuc héi chudi kich thich 4 dén ty sb 0.7 khdng tucng
quan cd ¥ nghfa vdi tng thdi gian truyén rocuronium. Sau khi
truyén trong tng cong 20 gié hodc hon, thoi gian trung binh
gitra tre lai mire T2 dén kich thich TOF va thdi gian héi phuc
TOF dén miee 0,7 dao dng tir 0.8 dén 12,5 gir & nhitng bénh
nhén khdng bi suy da co quan va tir 1,2 dén 25,5 gi¢ & nhivng
bénh nhan bi suy da co quan.

Nhém a6i trona dac biét

Théi gian tac déng cha liéu duy tri 0,15 mgikg rocurenium
bromid ¢ the kéo dai hon khi gdy mé bang enfluran va
isofluran & bénh nhan cao tudi va bénh nhan ¢ bénh & gan
hay thén (khodng 20 phut) so v&i bénh nhan khéng bi suy giam
chirc néng c4c ¢o quan bai tidt khi gdy mé qua dudng finh
mach (khodng 13 phdt). Khang cé s tich ty tdc dgng (thoi gian
tac déng tang dan) khi st dung liéu duy tri I&p lai @ mirc dé lidu
khuyén cac.

Bénh nhi

Théi gian khéi mé trung binh & tré em va tré nhé dét ndi khi
quan ding liéu 0.6 mg/kg nhanh hom mét chit so véi & ngui
lgn. So sanh khi si¥ dung & cac nhoém bénh nhi d5 tudi khdc
nhau cho théy thevi gian khéi mé trung binh O tré so sinh (dudi
1 thang tuog va thidu nién (12-17 tudi) (4 1 phat, [du heon so véi
& tré tiv 1 dén 3 thang tudi — 0.4 phut, tré tr 3 dén 24 thang tudi
— 0,6 phit va tré tr 2 dén 11 tudi - 0.8 phat. Qua trinh gisn co
va thovi gian phuc hdi & tré tir 2 dén 11 twdi ngdn hon so v tré
tlr 3 dén 24 thang tudi va ngudi 1én. So sanh cac nhdm bénh
nhi d tudi khac nhau che thAy théi gian tai lap T3 & tré so sinh
(dwsi 1 thang tudi) va tré tr 1 Gén 3 thang tudi kéo dai hon
(56,7 va 60,7 phut, twong (ng) so v&i nhém banh nhi tiy 3 dén
24 thang tut‘.n 45,3 phit; tir 2 @én 11 tudi — 37,6 phit; va thidu
nién tir 12 tudi trér 16n— 42 9 phat).

Thin gian kh&i mé trung binh va thd gian 14m sdng sau liéu ban
dau 0.6 mg/kg rocuronium khi dat nGi ki quan®. duy tri mé
bdng sevoflurane/nitrous oxid va isofluran/itrous oxid.

Nhom bénh nhi Thai gian datkhéi | Thei gian tai lap
t6i da ** (phif) T3** (phut)

Tré so sinh (< 1 0,98 (0,62) 56,89 (37.04)

thang tudi) n=9

n=10

Tré tir 1 thang dén 0.44 (0,18) 80,71 (16,52}

<2 b n=10 n=11

n=11

Tré tir 3 thang dén 0,59 {0.27) 45,46 {12,94)

<2 bl n=28 n=27

n=30

Tré em (2 -11 tudi} 0,84 {0,29) 37,58 (11,82}

n=34 n =34

Thiéu nién (12-17 0,98 (0,38} 42,90 {15,83)

tudi) n =30

n=31

* Lidu rocuronium ding trong véng 5 gidy
** Tinh tir khi tiém xong liéu recuronium dat ndi khi quan

Phau thudt tim mach

O nhirng bénh nhan chudn b cho phiu thudt tim-mach, tac
dung bt Igi thudng x3dy ra nhat trén tim-mach trong qua trinh
trc ché than kinh-co’ thi da sau khi str dung rocuronium bromid
0.6-0.8 mg/kyg 1a lam tang nhip tim nhe, khing ¢ y nghia trén
Iam sang (ting khoang 9%) va lam ting huyét ap djng mach
trung binh I&n khoang 16%.

Thudc déi khana

S&r dung cac thudc (e ché  acetylcholinesterase nhu
neostigmin, pyridostigmin hay edrophonium sé& &bi khang tac
déng cua rocuronium bromid.

DU'Q'C BONG HOC

Sau khi tiém tinh mach lidu don rocurenium bromid, nﬁng dé
thudc trong huyét twong thé hién & 3 pha khac nhau. O ngudi
Ion binh thuéng, thoi gian ban théi trung binh (95%C1) la 73
phiit {66-80 phut), thé tich phan phdi biéu kién & néng dé dn
dinh trong mau 1a 203 mlkg (193-214) va su thanh thai tl
huyét trarng la 3.7 (3.5-3.9) mitkg/phut.

Sw thanh thai thubc tir huyét tvong & bénh nhan cao tudi va va
bénh nhan réi loan chire nang than cb giam nhe so véi bénh
nhan tré tudi hon hodc bénh nhan cd chie ndng than binh
thuéng. O bénh nhan cé bénh & gan, thai gian ban thai trung
binh bi kéo dai khoang 30 phdt va ¢ thanh thai trung binh khéi
huyet trng giam khoang 1 mikg/phut.

'ﬁhl sif dung & dang truyén tinh mach lién tuc dé tro gidp cho
n ang khi co hoge trong théi gian tlr 20 gio trd 1én, thoi gian ban
thai trung binh va the tich phan phéi fhidu klén) trung binh &
ndng d6 én dinh trong huyét tu’ong co gia tédng. Co sw dao
déing lon vé dueore ddng hoc gilra cac bénh nhan khi nghién cteu
trén 1am sang, va didu nay lién guan dén ban chat va mic 46
suy co quan {suy da GO quan) va ddc diém cla ting bénh
nhan. & bénh nhin suy da co quan, thai gian ban thai trung
binh |a 21,5 (+ 3,3) giér (+ SD}, thé tich phén phéi (bidu kién) &
néng d& dn dinh trong mau 12 1,5 (+ 0,8) kg va d§ thanh thai
khéi huyét twong 1a 2.1 { 0,8) mlfkg/phat.

Rocuronium bromid duoe bai tiét qua nude tidu va mat. Bai tiét
trong nuére tiéu dat khoang 40% frong vang 12-24 giér. Sau khi
tiém rocuronium bromid cé danh diu phéng xa, s dao thai
chét danh dau phdng xa trong nuwdc tiéu 1a khoang 47% va
trang phan 1a 43% sau 9 ngay. Khoang 50% bai tiét & dang
rocuronium bromid. Khéng coé chét chuyén héa nao dugc tim
théy trong huyét tweng,

Bénh nhi

Banh gia dugc dong hoc cla rocuronium bromid & bénh nhi ti
0-17 tudi (n=146) bang cach phan tich di¥ lidu dwge dong gop
cla 2 thir nghiém lam sang duy tri mé bang sevoflurane/nitrous
oxid va isofluran/nitrous oxid. Cac chi s8 duoc phat hign cd ty 1@
tuyén tinh vi thé trgng, thé hién béng dé thanh thai treng ing
{L.gi¢-1kg-1). Thé tich phan phdi (l.kg-1) and thei gian ban thai
(gi&r) gidm di theo tudi {nam). Cac chi 86 droc déng hge nhi
khoa tiéu bieu theo tirng nhom tudi dwge tom Iwge trong bang
sau:

Cac chi sé dupe ding cda rocuronium bromid woc chung ¢ cdc
bénh nhi tiéu biéu khi duy tri mé bing sevofiurane/itrous oxid
vé [soflurane/mitrous oxid.

Chi s6 Khoang tudi bénh nhan

deecddng | e | Tré1- | Tré3- | Tré2- | Thiu

hipe 50 23 23 11| nién
sinh thang thang tudi 12-17

<1 tudi

thang

£d thanh 0,3 0,30 0,33 0,35 0,29

thai (0,07} | (©,08) | (010} | (0,09) | {0,14)

{Lika/qir}

Thé tich 0,42 0,31 0,23 0,18 0,18

phinphéi | (0,08 | (0.03) | (0.03) | (0,02) | (0.01}

(Likg)

T1728 (gio) | 1.1 0.9 0.8 07 08
(0.2 {0.3) (0.2) (0.2, | 0.3

ol



QUA LIEU

Trong trweéng hep qua lidu, va Gc ché co kéo dai, bénh nhan
cén dwgrc tiép tuc théng khi va an thin. Khi vira cé si phuc héi
hé hdp tw phat, cdn sir dung mot thubc (¢ ché
acetylcholinesterase {nhw neostigmin, edrophonium,
pyridostigmin) v&i mdt liéu lwong vira dd. Khi thubc (o ché
acetylcholinesterase khéng c6 tac dung phuc hbi tac dung trén
than kinh-co cla rocuronium, can ap dung thdng khi nhan tao
cho dén khi hd hap t phat phuc hdi. Khong str dung 13p lai cac
lidu thubc (rc ché acetylcholinesterase vi ca thé gay nguy hiém.
Trong cac nghién clru trén dong véat, suy giam chlrc nang tim-
mach nang chua xay ra khi siv dung liéu tich Iy dén 750 x EDy
(135 mg/kg).

LUuY

Rocuronium Kabi ¢6 thé twong thich véi cac dung dich tiém
truyén: NaCl 0,9%, gluco 5%.

Néu rocuronium bromid dwoc truyén trong cling dwéng truyén
voi cac thubc khac, cAn dam bao rdng dwong truyén da duoc
rira sach (bng dung dich tiém truyén NaCl 0,9%) gitra cac 14n
truy&n rocuronium bromid va céc thubc da duge chimg minh 1a
gay twong ky hodc chwa duge chirng minh |a khdng gay twong
ky.

Tuwong ky vé mat vat ly da dwoc ghi nhan d8i véi rocuronium
bromid néu thém vao dung dich thuéc nhitng hoat chét sau:
amphotericin, amoxicillin, azathioprin, cefazolin, cloxacillin,
dexamethason, diazepam, enoximon, erythromycin, famotidin,
furosemi, hydrocortison sodium succinat, insulin, intralipid,
methohexital, methylprednisolon, prednisclon sodium succinat,
thiopental, trimethoprim va vancomycin.

Phai kiém tra dung dich badng mét thwong trwdc khi str dung.
Chi str dung néu dung dich thuéc trong suét va khdng cé cac
phén tr la. Loai bd t4t ca phan thubc thira khong st dung.

Dé thubc xa tAm véi va tm nhin cua tré em.

Boc ky hwong dén st dung trivde khi ding. Néu cin thém
théng tin, xin héi y kién bac si.

BAO QUAN
Bao quan trong td lanh (& nhiét @6 2°- 8°C).

Truwonag hoo bao quan nagdi td lanh:

Rocuronium Kabi c6 thé bao quan & nhiét 46 dudi 30°C trong
thoi gian téi da 12 tuln, sau d6 phai bo di. Khdng nén dé thuéc
lai vao td lanh, néu truwdc dé thubc da duoc bao quan bén
ngoai. Khdng bao quan thuéc qua han stz dung.

Lo thubc da mé: phai str dung thuéc ngay sau khi 33 mé lo
thudc.

Sau khi pha lodna:

B¢ én dinh v& mat hoa hoc va vat Iy ctia dung dich 5.0 mg/ml
va 0,1 mg/ml (pha lodng v&i dung dich tiém truyén NaCl 0,9%
va gluco 5%) da dugc chirng minh én dinh trong 24 gi¢r & nhiét
dé phong, anh sang binh thudng néu dugc chira trong bao bi
béing chat ligu thay tinh, PE hodc PVC.

V& mat vi sinh, thubc phai dwoc st dung ngay lap tirc. Néu
khéng str dung ngay, phai dam bao thdi gian va diéu kién bao
quan khong vugt qua 24 gid & 2-8°C, trir khi quy trinh pha
lodng duwgc tién hanh trong didu kién cé kiém soat vi sinh va
dwoc thdm dinh didu kién vé trung.

HAN DUNG
3 nam ké tir ngay san xuét.

QUY CACH BONG GOI
Hép 10 o x 5 ml.

San xuét boi: Fresenius Kabi Austria GmbH.
Hafnerstrasse 36, AT-8055, Graz, Ao

(€2]
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