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Thuie nay chi diing
B xa tam tay tré em

f}lr!r kit hedmg din siv d'yng frarge khi ding

Néu cin thém thong tin i hoi y kién bic sp

Thing i cho bic si vé cde tiie dung khdng mong mudn gap phii ki sie dung thidc

TEN SAN PHAM
Rocuranium-hameln 10 mg/ml

THANH PHAN CONG THUC THUOC

Mai ml dunig dich thudc tidm chira 10 mg rocuroniim bromide.

Mai 1o 5 ml chira;

Thanh phiin hoat chit: 50 mg rocuronium bromide.

Thinh phin 14 duge: nurde cit pha 1iém. acid acetic bang (dé chitth pH), natri clorid, natei acetate
trihiydrate.

DANG BAO CHI

Dung dich tiém

Dung dich trong sudt, khing méu cho 161 miu ving ndu nhot, pH dungdich: 3.8 16i 4.2
B tham thiu caa dimg dieh: 270 - 310 mOsmaol/kg.

CHI DINH DIEU TR] )

Rocuronium hromide duge chi dinh mhur min thude hd g gdy mé lodn thin 42 di ndi khi quan e
dang 1rong khai mé nhanh v théng thudmy, gidin co trong phiu thudl. Rocuronium bromide ciing
dm;:'c ehi dinh nbur m;}l thude h g trong chillm s6e tich epe (ICLT) {dé dm ndi khi quitn} thisi gian
ngin, Xem myc Lidu liegng va cich ditng va Dae tink dige lice hpe

LIEU LUGNG VA CACH DUNG
Chng nhy ¢cde thude chen than kinh car khie, II§u cle rocuronium bromide nén dwge chi dinh phi
h-;rp vl mol bénh nhin, Khi xéc dinh lidu dﬂng ein | ¥ dén phuong phép gdy mé, thii gian dy Ridn
phiu thudt, phremg phip an thin va thoi gian thong khi co hoe dy kiéu, kha nang | iy khi dimg
phioi hegp voi nhimg thuide khde vi tinh teang ciia binh nhin Nén sirdyng K9 thugt ki o gifin co
thlch I1 dé danh gid vige chen thin kinl co va hid phye.

wdy mé qua dwimg hd hip lim tang Lie dyng chen thiin kinh co ca rocuronium bromide.
hu.. dl,mb ting cuimg nay chi tror lén ding ké vé mat lam sﬁng trong gy mé khi thube mé bay hoi da
dar duge o mo nnng dd cin thiét de o nén sy wromg tic dy. Do dé, nén didu chinh Tidn cia
rocuronium bromide bing edch dimg lidu duy i nho hon, khodng cach gitt cde lin xa hon hoje
truyen vii 10¢ ¢ chim hom trong phau thudt kéo dai (lau hom | gio) dudn tic dung cva thude mé qua
duimyg hd hap.
(‘l nhi‘m bénh nhin ngudin 16n, cde litu khu:.'én a0 sau diy \.o thé sir dl,ulg nhwr migt hodng dan
chung de it noi khi quin va gidin co cho eéc phily thudt tir ngdn dén dai vis dé sir dyng trong chitm
soc tich cyre.
Thude chi sit dung min lin.
Trong pliu thudt
L gl i quacine
Liga tidu chudn rong khid mé thong thutmg dé dq.l dirge didu kign thich hop cho diit ndi khi quin
trong v 60 gidy i hitu hét bénh nhin la 0,6 mg/ kg Ih& trong.
Lide khuyén cio rang khid mé phanh di di dugre didu kign thich hgp cho it ndi khi quan trong
vong 60 gidy O i hét bénh nhdn 13 1,0 mg/ ki the trong.
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cen tl'a I Néu diing 1idu 0,6 mg/kg thé trong trong khoi mé nhah, Khuyén nghi ndn a1t ndi khi quin cho bénh

nhin 90 gidy sau khi ding rocuronium bromide.
Lidu uy tri )
Liéu duy tri duge khuyén cdo 10,15 mg/kg thé trong. ) _
Trong tnrimg hop gdy mé kéo dai vai thube mé qua duimg o hip nén giam lidu rocuronium
bromide xudng 0.075 - 0,1 mg/kg thé trong.

Tt ntidt chi chao liéu duy tri khi ehigu cao ¢oa kich thich don (bwitch) héi phyc duge 23% 5o véi kich
thich den chudin ding dé kiém tra, hay kii xudt hi¢n 2 - 3 ddp dmg dbi voi Kich thich chudi 4 (TOF),
Fruyén tinft mgch lién nye )
Néu mudn ding rocuronium bromide truyén finh mach lidn tye, lidu tin comg duge khuyén edo 0,6
mg' kg thé trong. khi-chen thin kinh co bt dlu bdi phue thi b dilu 1ruyén. Toe db truyén cin didu
chinh U duy 1l dip dmg cia Kich thich don bing 10% chidu cao cia kich thich dom chudin dimg dé
kidm tra hoJe duy 1 | 160 2 dip g ddi véi kich chudi 4,
O nguoi lom rong gy mé tinh mach, tbe ) & truyen cln thigr dé duy 1 gian co & mire d§ nay
khodang tir 0.3 - 0,6 mg/kg/gio. Trong gy mé hé hip, tde di wruvén khoang 0.3 - 0.4 me/kg/gié.
Ciln gidm sit lién tye vige chen thin kinh co vi yéu clu vé the 89 trayén rit Kivdie nhau gifra cae biuh
ahdn vl plivomg phip gdy mé duge sir dung.
Licw dimg o ply niv mang thai )
) nhimyg bénh nhdn sinh mi Cesar, khuyén nghi chi diing lidu 0,6 mg rocuronium bromide/kg the
teong, bai vi licu 1,0 mpfke thé rong viin ehua duge nghién ciu & nhém bénh nhin niy. Vide hii
phuc chen thin kinh co giy m b cic thude chen thin kinh co e the bi ngdn ré hode khong héi
phue liodn todn & nhimg sin phy &3 duge didu i voi nhimg mudi magic do bj nhigm dbe thai nghén
bér vi mudi magié 1am gia 1ng sy 1iét cor (chen thin kinh o). Do d6 & nhimg binh nhin nay, lidu
diing ciia rocuronium ein dupe gidm bt va duge didu chinh my theo dap dmg eua kich thich dem,
Lidu dimg o bénh uhi ) )
D voi tre nhd (28 ngay - 23 thing wdi), we em (2~ 11 mbdi) vir thidu nién (12 = 17 woi) lidu
Khuyén cho dit dng ni khi quan trong khoi mé thong thwimg v lifu duy 11} gidng nhueddi vii nguén
Iém. Khi truyén lidn tue o e em, tbe dd truyén gidng nhir & nguin om, tnir tneemg hop ngogi 1§, DG
vok 1 em, o6 1hé chn tmyén v 1be dd nhanh how, . :
D& vai tré em, Khuyén eio e 46 truyén ban diu gidng nhe ngui lom, i 16¢ 49 truyén phii diege
didu chinh dé duy tri dip img eaa kich thich dom binyg 10% chicu can cha kich thich dom chudn hode
duy uri 11 2 dép g véi kich chudi 4 trong qua trinh phiu thugt. )
Kinh nghi¢m sir dung roguronium bromid irong khdi mé nhanh & bénh nhi con han che, Do dé khdng
nén dimg rocuronium bromid trong khai mé nhanh d¢ digt dupe dicu kifn thich hop cho dat noi khi
Quan o 1ré em
Chura ¢ thing tin ve Khuyen cdo sit dyng rocuronium bromid cho 1né o sinh (0 - | thing i),
.',l'tfn rl'fmg cho bénls nivdn N tudi, bénb nhdn cé binh pan va hode mdt vt hodic sty i
Licu chuan &3 ndi Khi quan c¢ho béah han lom i vi bénh nhin cd bénh gan vivhofe md vivhoge
suy thim trong khoi mé thong thaedmg 1 0.6 mg rocuronium bromidekg 1hé irong. Tuyenhién, phai
cin nhde khi diing lidu 0,6 mg/kg 1hé trong trong khis mé nhanh & bénh nhin 0 thai ﬁ%&ﬂu thudt
kéo dii do vinh trang thich hgp cho dit 6ng ndi khi quin ¢6 the khbng dat Qe trong 90 Midw san khi
ding rocuronium bramide. Bat ké k§ thujt gly mé ndo duye sit dung, licu duy 1A duge khuyén cdo
cho nhimg bénh nhin ndy 10 0,075 - 0,1 mg rocuronium bromide/ kg thé trong, vit the @) tmiyén
dugre khuyén eho 1a 0,3 = 04 mg/kg/gio (xem mye Truvén fink mach [ién tc).
Lodu el rigrecrd thiva odin vé béo phi
Khi s dyng cho rihimyg bénh nhiin thira cin vi béo phi (dugc dinh nghia 13 nhimg bénh nhin cé
trong ligme eor thé bling hode lim ham 30% the trong 15 wome) lidu dimg clin phai gitm o6 tinh dén
kil Legmg oo bip ciu cor thé

i ik i1 s :
B mii khi quecn
Khi dat ndi khi quirn. nén ding ligu gidng shie duge md t nhu khi sie dung trong phiu thidt,

Ciach ding
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Rocuranivm bromide dirge ding qua dudmg tinh mach bang cdch tidm nhanh voi lugng lm thude
{bolus) liodc bing céeh truyén tinh mach lidn tuc (dé c& thim thdng tin xem myc Thin frong dic
bigt ki logi b v xir If thade),

CHONG CHI DINH ;
Recuronium bromide dugy ching ¢hi dinh & bénh nhin mitn ¢im v rocuronium hay vél fon
brommide bay vdi bt ¢ir think phin ndo ¢ia thude.

CANI BAO DAC BIET VA THAN TRONG TRONG SU DUNG

Recuranium bromide chi duge sit dung bén nhiin vién ¥ 6 b Kinh nghigm quen vai vide sit dung
thude chen thin kinh co. Cln chudn bj <in <ing phuong tién v nhin lye cin thict cho vige A1 dng
ndi khi quan vi thang khi nhin tpo.

Vi rocuronium bromide g&gﬂliﬁl ¢de oo hd hidp cho nén cdn hd g thong khi cho thimg benh nhin
dhrge diing thube nay cho dén kin bénh nhin cb the nr the lai binh thuomg. Nhar ti1 e cae thude chen
than kinh co, cdn dir dodn tnede nhimg khé khan trong vide d8 ndi khi gudn, &g hid1 khi dupc s
ddung nhie B mdt phiin cda ke gt khéd mé nhanh

Giong nhnr cie thube chign thin kinh co khic, tinh trung gifin co 16n dir d& duge bio cio khi ding
rocurenium, Dé nglin cde bién chimg do gidn co thn du. chi rit fmg saul khi bénh nhﬁn_dﬂ_l;ﬁ{ phuc
Todn tedn khoi se dung ehen thin kinh co cia rocuronium. Ciing eln xem xét dén cae véu 16 khic co
thé ghy gifn co tdn dw sau khi rit dng & gini dogn hiu phin (nher 1 teomg the vai ede thude khie
hode tinh trang cds bénh nhan), Néu Khimg sie dung heong din Kin shag chubdn thi cin xem xét dén
vige st dung mit thudse d6i khang, dic biét trong eace trutmp hep pidn co tde du c6 nhitu khi nang
xiy m.

Ciin ddm bio binh nhiin th e nhién, o vi bink thuong tneie khi ron phong mo sau ghy mé,

Phim tmg phin vé 6 thé xay rasau khi diing thude chen thin kinh co. Phai ludn thin trong khi dida
irf nhimg plan (mg ndy. Bde bign rrong ruimg hop trude 86 & c6 phan tmge phin vé v che thude
chen thin Kinh co. phai dge bidt thiln trong béi vi 48 ¢d bie cio \'E phin (ma dj imp chéo v cie
thude chen thin kinh cer.

Liéu cao hon 0.9m’ ke thé trong ¢o thé lam ting nhip tim; tae dung n:']jr' ¢a thié lm mit vic dung
chim nhip tim giy ra do thude gy mé khic hay do kich thich thin kinh d6i giao caum. Nii chung, di
<0 ghi nhin vé nhitng inimg hop 1iét o v holie yéu o kéo dii sant khi diuge thuoe thi glan dai
trong khoa chim sée tich cyre. B ngn vide kéo dai tae dyung chen thin Kinh co vy hode qua lidy,
Kkhuyén nghf giam sit su dln ruydn (hin Kinh co' trong subt thii gian i dyng thude giin co. Ngodi
ra, bl nhdn phii duge sif dyng thude giam dau vi an thin phit hop. Hon nita, phii diéu chinh Héu
diing ctia thude gifin cor theo timg bénh nhin, Vige didu chinh litu nay phai dupe thye hién hole
ghim 41 boni cae bic siod kinh nghidm vicd dly & k$ thudt theo 4 ohire ning thin kinh co;
Do rocutonium bromide ludn duge ding cling véi e thude khio v cb thé xay
trong khi gy mé, do d6 du khdng c6 cic thude 3 duge biét rd 6 thé [ nguyén nhin
tinh. triee Khi gy mé, bile si lim sing phai nhin biét rd cie ddu hicu som. bidt cach cluin dodn vi cd
Iién phap diéu 1rj bénh séi cao de tin, o

Trong nhimg nghién el trén ddng vt cho thiy rocuronium bromide khing phii 1 véu 16 gy ra sin
cno e tink,

D ¢ bio cdo vé bénh easau khi =i dung kéo dii dong thii vai elic thube chign thin kink co khing
Khir eyre v eiic thube corticosteraid Thin ginm sir dung chung nay phai duge giam cing nhanh cang
1ic (xem muc Twang tie véi cic thude kliie vi ede dgng neong ric kiic)

Chi duype ding rocuroniom s ki di hbi phye hoan toan khoi tie dymg chen thin kinh co giy ra hai
suxanethonium.

Nhimg tnh wyng sau 38y ob thé dnb huwimg din dupe ding hoe va' holic ‘duge hye hge cia
rocuronium bromide:

Bénh gan va’ hode bénh dwdmg mgt va suy ihin

Recuronium bromide duge dio thai qua nude ticu va mit. Do o, nén st dgng thin trgng rocurnium
cho nhimg binh nhis trén lim sang co bénh yé gan vi/ hofe dudmg midt v hode suy thijn, B v
e nlidm bénh nhin ndy, 38 thiy 1e dung kéo dai cia thude vér nhimg 1idu ding 0,6 mg rocuronium
bromidekg the trong,

Thiri wicon tzdin b bi kéo déi
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-:- Nhitmg finh trgng lign guan 16 thai gian tuin hodn bi kéo dai nhe bénh tim mach. lén n,u:'Ji va phi né
centra ILLE: G:ﬁi syt gia tang thé tich phan bo, ¢6 thé gép phin lam chim thii gian khei phat uie dyng cia

pharm acy Binh thdn kinh ver

Ciibng nhie nhimg thube chen thin kinh co khic, rocuronium bromide phai duge diing thit thin trong

O rthimg bénh nhin ¢6 bénh thiin Kinh co hay sau khi bj bénh byi liér, béi vi dap tmg voi thube chgn

than kinh co co thé bi thay dbi dang ké trong nhimg treimg hop ndy. DG I6m vi hutmg cua nhimg

thay doi nay c6 thé rar khac nhau. O bgnh nhin nhuge co nang hay héi chimg nhuge co (Eaton —

Lambert), licu nho rocuronium bromide cting co thé ¢d e dyng manh va phai diéu chinh licu thee

dap ung cua nguin bénh,

Ha than nhigi ) )

Khi phiu thudt dudi ohimg didu Kign ha than nhiét, thc dung chen thin kinh co ctia rocuranium

bromide durge ting cudmg va kéo dii,

Bio phi

Ciing nhur cde thude chen thin kinh co khic, rocuronium bromide ¢o thoi gian tie dung kéo dai v

thixi gisn 1 hoi phue kéo dai & nhimg bénh nhin béo phi, liéu duge sir dung duge tinh t6én trong

lirgmg cor thé thire té ciia bénh nhin,

Bong

Bénh nhdn bj bong duge biét khing thude chen thin kinh cor khaing khir eye. Khuyen edo digu chinh

ligu theo dap (my it ngudi bénh .

Finh trang ed thé ldm tdng iée dung cia rocuronium bromide

Gidm kali huyét (vi du sau khi bj 6 mir niing, tiéu chiy hay duge diéu trj thude lgi tidu), ting magie

huvét, giam canxi huvét (sau khi truvén miu khoi lugmg 1om), giam protein huyet, mdt nude, nhiém

acid (nhidm toan), tAng thian huvdt va suy kigt,

Nhimg rdi loan dién gidi wim trong. thay doi pH méau hay mdt nuwée eln phii duge dicu chinh khi ¢é

thé.

Thude ¢6 ehira it hon 1 mmol natri (23 mg) liéu, nee 14 gin nhir 1 khéng chita mubi.

TrungTamThuoc.com

"hu nir mang thaj ) )

Thong tn ve vige su dung rocuronmm bromidee & phy nir mang thai con rat han ché.

Nhimg nghién ¢im & dgng vit khing cho thily rocuronium ¢4 tie hai trge tiép hay gidn tfé[v lign quan ¢
den die tinh sinh sdn. Chi ding rocuromium bromide ¢ho phy nir mang thai khi thit sypcan thict va 2,
bidc s¥ dicw tri cho riing loi ich diéu tri 1dm hon nguy ¢o e thé xay ra. Vige ding rocu  bromide
trong thit thudt mé Iy thai véi lidu 0,6 mgke thé trong khong anh huéng dén chi sﬂp&u. truemy
Jyre co e bdo thai hay sy Ihich imy tim mgeh.

Tir miu mdu 1y ¢ cudng rin cho thiy roeuronium bromide chi di qua nhaw thai han ché va trén ldm
sing khong quan sit thity phin tng phy & wé mdi sinh.

Chiy: Ligu 1O mgfkg thé trong d3 duge nghién cini trong khdi mé nhanh, nhumg khong thuce hién o
bénh nhin sinh mé.

Pl nir cho con bi .
Clua ¢6 dir ligu vé vige sir dung rocuronium bromide & ngurdi dang cho con bii. Cie thude chen than
kinh co khong khi eyre khie cho thiy bii 1ét Loy nhd vio st g v dugre hip thu it khi tré bd me,
Nhirng nghién cim & dong vat cho thay rocuronium bromide ban tidt mdt lremg khing ding ké vio
trong sira me. Quyét dinh ¢o tiép e/ hay khong tiép tue cho con bi phai duge thue hign khi da cin
nhiic giira lpi ich cioa vige chocon bl va nguy co doi vor e,

PHU NI MANG THAI VA CHO CON BU (

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC )
Rocuromum bromide ¢ anh hidmg lém dén kha ndng Jdi xe vt viin hinh mdy mée. Khong khuyén
cdo vé vige vin hanh nhimg miy méc ngay hiém hay 14i xe trong 24 gio diu tién sau khi hoi phye
hodn todm khai tac dung chen thin kinh co ¢ua rocuronium bromide.

TUONG TAC, TUONG KY CUA THUOC )
Nhimg thuoe sau diy da cho thay anh huimg i ke dyng v&/ hojic thin gian e dung ciin ciic thube
chen thian kink co khdng klhur cire:

4
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Ha tdng ide dwlg

C/- CEeN T museme dé bay hoi hatogen hoa

- Liéu cao con: thiopental, methohexital, ketamin, fentanyl, gammahydroxybutyrat, ctomidat va
pharmacy propofal
- Nhimg thude chen thin kink co khong Khir ege khie.
- B3 s dyng suxamethonium tnude 36 (xem mye Cdnlt bao didc bide va than trong trong sir dung).
- Sir dyng cung lic ldu dai cic thudc corticosteroid va rocuroniuny trong chim séc dic bigt c6 the
lam keo dai thoi gian chgn than kinh co hay bénh co (xem myc Canh bdo dije bigt vi thin freng
frong si dung va Tic dung Khéng mong i),
Whimg thuoe khae;
- Khimg sinh: nhom aminoglyeosid, lincosamid (vi dy nhur lincomycin va clindamyein), khing sinh
nhﬁmpnl_wcphd khing sinh acylamino-penicillin, tetracyelin, liéu cao metronidazole.
- Thuéde lgi ticw, thiamin, thude e ché MAOQ, quinidin va déng phin quinin ciia nd, pmln.mm thude
chen adrenergic, mudi magié. thudc chen kénh canxi va mudi liti va thude 12 1gi ¢ho (lidocain tiém
tinh mach, bupivacain giy & ngodi ming cimy),
Lideimt i oy
- Neostigmin, edrophonium, pyridostigmin, ddn xudt cla aminopyridin.
= Truede dd ©6 siz dyng thudmg xuyén cde thude corticosteroid, phenytoin hay carbamazepin.
- Noradrenalin, azathioprin (chi ¢4 tic dung ngan va gidi han), theophyllin, canxi clorid, kali elorid.
- Chilt irc ché protease.
Tibe elung thay i
Khi ding cic thude chen thiin kinh co khong khit eye khdc phoi hop v6i rocuronium bromide ¢6 the
lam gidgm hay ting tic dyne ¢chen théin Kinh co, phi thude yéu cau sir dyng vi thude chen thin kinh
cordurge dimg,
Vige ding suxamethonium sau khi sit dyng rocuronium bromide o the Jam tang hay gidm tée dung
chgn thdin kinh co coa rocuronium bromide:
Tde dung cua rocuranium trén niimg thue khie
Diing phéi higp voi lidocain ¢6 thé giy ra nhidu tie dung tre thi cia lidocain
Dd ¢ bio cdo vé mromg hop bi liét co sau khi st dung khing sinh vdo giai doun hiu phgu
aminoglycosid, lincosamid, polypeptid va khing sinh acylamine- penicillin, quinidin, quinin vi mudi
magie (xem mye Cale bdo die bigt va thin trong trang sie dung),

TrungTamThuoc.com

Tinh twong ky,

Rocuronium bromide tuong ky vé vil 1§ khi thém cic dung dich ¢é chim nhimg chit sau
amphotericin, amoxicillin, azathioprin, cefazolin, cloxacillin, dexamethason, diazepam, egoximon,
erythromycin, famotidin, furosemid, hydrocortisone  sodium  succinate, iux%\fumlipid.
methohexital, methylprednisolon, prednisolone sodium succinate, thiopental, o prim v
vaneomyein,

'l'hul!m niy khing duge trdn voi nhimg tube Kide trir nhimg logi duge & eap trong phin Hirdng
diin diic Bigt trong pha ehé vi xie Iy

TAC DUNG KIIONG MONG MUON
Tiin suiit tic dung khng mong mudn dwec phin loai nhyr sau:

Riit thudmg gip = 1/10 N
| Thurimyg gdp > 1100 i <110
[T gap > 1/1000 i < 1/100
lll-.rn ;-P = 10000 161 < 11000
= 1/TOOM)
l{hun&_[ﬁ 1 ll; Khang thé tinh duge tir nhimg dir kidu 6 sin

Nhimg tde dyng khing mong mudn thuéng gap nhit 1 daw/ phin ing chung quanh vj trf tiém, thay
dbi chirc ning sbng vi chen thin kinh co kéo ddi.

Rdi logn h§ théng mién djch

Reit hidm gap:

+ Phan img phan vé (*) nhu sdc phan vé

o Phan img gia phan v
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C/- centra 61 Innn h& thin kinh

Reit hiém gd
pharmacy . Ligt. R
Réi loan tim
Rdit hiém £dp:
» Nhip tim nhanh
Rﬁj loan mach
Rer hiém gap:
« Hahuyét ap
+ Truy tudn hodn va se.
Roi logn hi hiip, ngwe, vt trung thilt
Rét hiém adp:
+ Co thit phé quan.
Khing rd 1§ [¢:
+ Ngimg tha
+ Suy hé hip.
Roi logn da vi mb dwéi da
Rt Iwm i
« Phiit ban, ban dé
« Phimach
« May day
- Ng&a
+ Ngoai ban
Rii logn hi o xuwong
Khong ro 1
+» Yéu oo xuong
« Bénh co do steroid (xem myc Candi bdo die bigt vi thin trong trong sie dung),
Rii logn chung vi rii loan tai vi tri tiém
Reit thedmg pap:
« Dauw/ phan mg & v e tiém (*).
Rii logn chuyén hoa
Rir hiém 3{?;?
« Tang néng ¢ histamin (7).
Chiin thwong, ngd diec vi bién chimg
Riir hiém £4p:
. {_I!i;n thiin kinh co kéo dai (*).
Thing tin thém:

Phan irng nhan w; dii e blo cio vé vai trudmg hop phin timg phan v nghiém trong 301 thude chen

TrungTamThuoc.com

than kinh e din dén chét ngieiri. Do mite di mghiém wong cia nhimg phin (mg n hai ludn
gid dinh ring cde phan img phan vé ndy 6 thé xay ra v cb bign phap phong ngira can |

Phan g tai vj tri uEm trong khii mé nhanh, dau khi tiém di dwge biae cdo, dic bi¢t khi b¢nh
nhin chua hoan toan mit ¥ thire va nhit Ia khi propefol duge ding dé khéi mé, Trong nghién i
lam sang. dau khi tiém dd duge ghi nhin & 16% bénh nhin- nhimg ngudi duge khdi mé nhanh v
proputﬂ] vil it hom 0,5% bénh nhin- nhimg ngudi khéi mé nhanh véi feman)'l vi thiopental.

Ting nong l‘Il‘! histamin: vi cic thude chen thin kinh co dwge biét 13 ¢6 kha ning phong thich
histamin 1ai chd va todn than nén khi sir da.mg nhimg thude niy phar ludn tinh dcn kha ndng xay ra
nhfmg phin img nhu ngla va ban 4o tgi vi tr tiém v/ hoje phan img toan thin Kiéu h].l.lam:tm.‘{l.tang
nmin ::'lln] nhur co thit phé g udn va nhitng bién ddi vé tim mach vi du nhur tut huyét dp vit nhip tim
nhanh. Rit hiém ¢6 bdo cdo vé phit ban, ban do, may day, co thit phé quan va tut huyét dp & nhimg
bénh nhiin dirge sir dung roeuronium I.rmmldc

Trong nghién ctru lim sang, chi quan sdt thiy €6 sir ting nhe rmng 5 histamin huyét teomg sau khi
tiém bolus nhanh lidu 0,3 — 0.9 mg rocuronium bromide/ ke the trgng.

Chen thin Kinh cor kéo dai: tic dung phu thuimg 2ip nhit ctia céc thube chen thin kinh co khing
khir eyre 12 vide tang thivi gian tic dgng duge lye clia thude so véi thoi gian duge yéu clu. Viée niy
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¢ thé ghy ra cdc tie dung khéng mong mudn khie nhau tir yéu co nhe dén nang. 1iét co kéo dii din

C/- cen tra Idé“ suy ho hitp hay ngat th.

pharmacy QUA LIEU VA CACH XU TRi

Trong tinh 'Ilunng qua’ Ileu vi chen thin kinh cor kéo dai, hwh nhdin -:.m tiép. e duge hd o thong
khi vi an thin. Khi bt diu we héi phye cin phai e du licu mét thude tre ¢hé acetylcholinesterase
(nhar neostigmin, edrophonium, pyridostigmin). Khi ding thudc e che acetylcholinesterase ma
khing dio nguge duge te dung gifin cor e rocuronium bromide, phii Giép tue thong khi cho dén
khi bénh nhin ty thé i duge. Lip ki fiéw cia thude e ché acetylcholinesterase ¢b thé iy nguy
hiém

Trong n.him,g nghién ciru trén djng 1€|l vige suy giam nghiém trgng chite ning tim mgch, cudi cung
diin 160 1y tim, 43 khing xay ra khi sit dyng hgu tich |0y 16 750 x BT (135 mo/ke thé trong)

TrungTamThuoc.com

PAC TINH llIIU{ LUC HOC
Whim duge 1v: thub Liin o, hyp chit amoni biic 4,
MaATC: MOFACOY,
Rocuronium bromide la td¢ nhin chen thin Kinh co khng Khit eye the ding trung gian véi khivi diu
nhanh, ¢o tic dung duge 1¥ dic trung ¢oa cac thube thude nhom cura. Tiie dgng bing cich canh tranh
vai acetyleholine trén thy thé ciia sqi cor (hé N eia corxwang), Tée diing nay bj déi khing bai ehdt de
ché aeetylcholinesterase nhu neostigmin, edrophonium vi pyridostigmin. )
Trong phuong phip gy mé cin bing. gid 11 EDvw nremg dwong 03 mg/ kg the trong (lidu cdn thiét
dé : glam 90% dip img A0 vor kich thich dom cim ngon i khi kich thich thin kinh ).
Din mé théng thuimg
Trong vong 60 gidy sau khi tiém {inh mach ligu 0,6 mg'kg thé trong {7 I!nn liby EDgg rrong phremg
phip gdy mé edn bq'!.n},’} ¢O thé At duge Gng ndi khi quan d6i v&i hau hét bénh nhan, Trong 80%
bémb nhan nay diéu ki¢n dé ditdng ndi khi quan duge dianh gid kot 1. Trong vong 2 phi, ligtco
x4y ra va phit hop dé tién hanh phiu thugt. Théri gian lim sang (thin gian dugc tinh dén then diém khi
gua trinh hii phye dat dirgre 25% so vir chidu cao kich thich dom chudn) 12 3040 phit. Thei gian
1ing eong (thoi gian dige tinh dén thivi didm khi qua trinh e héi phye dat dige 90% so vi chidu
¢ao kich thich dem chuding 13 50 phiit. Thiri gian trung binh qua trinh ty hi phuc thé hién qua dip
img dbi voi Kich thich dem dat dirge 25% - 73% (chi 56 héi phyc) sau KRi tiém lige 0,6 mg/ke thé
trpng 1 14 phal.
Vi licu thap hon 0,3 = 0,45 ig/ke thé trong (1 — 1,5 Jan 1iéu 2xEDy), khoi ddu the dyng chim by
v thivi gian tic dong ngﬁn hem (13 — 26 phat), ‘iau khi ding 0,45 mg rocuronium hromide’kg thé
ln;m,', < 90 gidy e6 thé dit duge dng ni khi quin.

bt éulg i khi quin
Khi din mé nkarh bing prbp-:lm'[ hay fentanyl/ Ihmpenlal tinh trang dé dat Gng néi khl quan cib thé
dgt duge trong vong 60 gidy doi voi 93% v 96% bénh nhin theo thir ty, k]u diing_liéu 1,0 mg
rocuronium bromide’kg thé trong. 70% cde wruong hop ndy dugc dinh gid 1a riit I‘ i gian lam
sang vai T nay dp duge | gid, tai thin diém chire ning chen thiin kinh co o thé d A0 nguge
mér cach an todn. Saw khi ding fidu 0,6 mg mcnrn_nium bromide/ kg thé trong, tinh wang de djt ong
non khi quan ¢ the dat durge trong vong 60 gidy dai vii 81% v 75% bénh nhin lin lugt theo thir e
khi dan mé nhanh voi pmpufol hay fentanyl/ thiopental
Lidu cao hom 1.0 mg rocuronium bromide! kg thé trong sé& khdng cai thidn kha nang it dng ndi khi
quén ding ké; thi gian tie dung s¢ bi kéo dai. Lidu cao hom 4 lin EDyo khong duge nghién cim,
Chim sde tich cire
Sir |.I1.| recuronium rong phong ¢ham soc tich cype i dupe nghién eiru & 2 thir nghigm nhin mo.
Timg 53‘-,)5 bénh nhan ngués Iom 48 duge didu i véi lidu khoi diu 0,6 me/ ke thé trong, theo sau ki
truvén lign e 0.2 = 0,5 ma/ke/gi trong gii din ién ding thude npay khi chitu cao kich thich dc.m
lidi phie 10% hay sit xuﬁt hidn ted Lat ota | Wi 2 dip img ddl v kich thich chudi 4. Higu chinh lidu
cho timg ¢d nhin. P&l véi cie gidr Ilép theo, tidn hunh pidm lidu v theo dii tharimg xuvén dai v
Kich thich chudi 4 (TOF). Thei gian sie dyng kéo dai dén 7 ngiy da duge nghién edn.
D& vii cdc bénh nhqn khéc nhau, dé dat duge tic dung chen ‘thin kinh co thi tbe 49 truvitn s& thay
doi theo LIova sy hoi phye khoi tie dung chen thdn kinh co by kéo dai dii dupe guan it

Nhom bénh nhin dic hiét
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 Thiri gian trung binh dé b the duug sau khi ding 0,6 mu'kg thé trong ngllu hon & e so sinh v g
) 50 i ngudol lom. Khodng thi gian ti¢ dyng & tré em ngan hon go vl ngudi lén.
i véi lidu duy 1l 0.15 mg/ kg, théi gian tie dyng ¢ thé dai hom khi gy mé bing enfluran va
isofluran doi visi bénh nhin I6m 1wdi vi bénh nhin c6 bénh gan hay thiin (xap x1 20 phit) so véi bénh
nhin khing bj suy giam chic ning co quan bai tiét trong giy mé qua tinh mach (xﬁp xi 13 phii).
Khong ¢ hign ngmg tich liy lidu (din 16i gin ting thoi gian 1ic dung) khi sic dung fidu duy i da
duge khuyén cio.

Phdu thudt tim mach

D vii phitu thum tim maeh, anh huong trén tim mach thutmg xay ra nhit vao ddu thid gian sir dung
thude chen thin kinh co sau khi st dung lié 0,6-0.9 mg rocuronium bromidee, nhumg thay déi :rén
tim mach thuimg nhe v 1am ting nhip lén 9% nhimg khang ¢o ¥ nghia trén 1m sang v ting huyét

&p 16%,

Ciic chit ddi khing
Sir dyng chit e ché acetylchplinesterase, nhur neostigmin, pyridostigmin hay edrophonium. c6 tac
dung doi khing tie dyng cia rocuronium bromide.

PAC TINH DUQC DONG HOC

Sau khi tiém nhanh lidu don rocuronium bromide, ndng &5 trong huyét trong thay doi qua 3 pha. B
viri ngudi lém binh thutmg, thoi gian bin thai trung binh (95% CI) 1a 73 (66— 80) phi, thé tich phin
bd & trang thii dn dijnh la 203 (193 = 214) mikg v d§ thank thai huyée tong 18 3.7 (3.5 = 3.9)
mlkg/plt.

D¢ thanhi thai huyél tweng & ngudi Im twdi vi @ binh nhén suy chire nang thin bj giam nhe so vai
bénh nhan tre ed chire nAng thian binh thuémg. Bénh nhin cd bénh gan, théd gian ban thai trung binh
Kéo dii 30 phit va thanh thai huyét urong trung binh bj giam 1mbhg/phin (xem phin Lidu fugng vi
cach dimg). ) .
Thé tich phin bé ddi véi tré tir 3 - 12 thang tudi cao hom so véi e tie | - & wdi va ngudi m, Do
VO tre-em (uoi tir 3 - 8 tuol, do thanh thii cao hom va thai gion ban thay khoang 20 phit, nho hon so
vin mgudsi Iom v iré nho hon 3 Tuii,

Khi truyén lign e dé thong khi co hoe dirge thudn |t trong thin gian 20 gio hay nhiéy hom, thin

-gian bin thai trang binh va thé tich phin bd trung binh & trang thii 6n dink bi gia ting Su thay ddi

xdy ra dii viai cie bénh nhan trong nhimg nghién el lim sing ¢ d6i chimg, lién quan 16i mie dd
suy da co quan va tink tgng ca limg bénh nhin, Bi v b{nh nhiin suy da co quan, lhlfn glan hin
thai trung bink 13 21,5 (£3.3) gi, thé tich phin bd & trang thai on dinh 13 15 (= 0,8) Vkg thé trong vi
tée 40 thanh thai huyét twong li 2, (= 0,8) ml/kg/phit.

Rocuronium duge bai tiét qua nude tidu v mit. Sy bii tiét trong nuGe ticu gin 40% t ng viing 12 -
24 pitv. Sau khi tiém mot lidu rocuranium bromide duge dinh didu phong xu. sy ghit duge
danh diu phong xg trong nudc tiu trung binh 47% vir 43% trong phﬁn s 9 ui?;xv ing Sﬂ%
dugre tim thiy dang recuronium bromide. Khng ¢6 chit chuyén héa nio diege tim thiy wong huyét
lromg.

HAN DUNG

Chua mo lo: 36 thang ke tirngay san Xuit,

Lo i mo: San phim phii dwoe ding ngay tire thi sau khi mo lo.

Sau khi pha lodng:

Sy on dinh ve mit hoa hoe va vin Iy el dung dich 5.0 mg/mi va 0,1 mg/ml {duge pha lodng vin
dung dich NaCl 0,9% vi glucose 5%) én dinh trong 24 gitr & nhiét 4% phong dudi dnh sdng phong
trong lo thiy tinh, nhya PE va PVC. .

Theo quan diém vi sinh, thude phii duge dimg ngay tiec thi, Néu khing duge dimg ngay, thid gian
bio quin vi didu kién bio quin trude khi ding thude rach nhiém cia ngudi sir dung nhimg khang
lau hom 24 gidr & nhige 46 2'- 8°C, trir khi sy pha lofing dusre thye hign trong diéu kign ¢ kidm soi
va (nh gid vO Khudn.

BIEU KIEN BAO QUAN
Bao quan trong 10 lynh 2 - 87C. Khang déng lgnh. Bao quin thube trong hip carton tranh anh sing.
Bidu ki¢n bio quan dung djch sau pha loang. xem phin Hyn dimg.
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thiyy tinh khéng mau (logi 1) véi nit cao su va niéng nhim, thé tich § ml,
Hap 10 g, méi lo chira 5 ml.

UELERETURICLIESIUE® 11 AN TRONG PAC BIET KHI LOAT BO VA XU LY THUOC

Thude chi diing mét lin. Loai bo » nhimg phén con lgi khong duge sir dung hét.

Dung dich phai duge I.lEm tra bling mit trudre khi ding, dung dich trong sudt, khang ¢é hat tiéu phin
nhin thiy duge bing mit thurdmg.

Rocuronium bromide cho thiy cé thé twong hop voi: Dung dich truvén NaCl 0,9% v gluccs; 5%.
Néu mcuromurn bromide duge sir dyng chung duﬂng mvé-n viri nhimg thude %ﬂ;d /eu quan trong
I duimg lm}en phai duge irdng ria sav:h (vi du, voi dung dich natri clorid ifa nhimg lin sit
dung rocummum bromide vi nhimg thude khic dé trénh xay ra twomg ky vm nium bromide.
Bt cir phan ndo khong sur dung hét hay cac dung dich thai phai duge logi bo theo dung qui dinh hign
hinh.

TIEU CHUAN CHAT LUQNG
Tiéu chuin co sd

CO SO SAN XUAT
hameln pharmaceuticals gmbh
Langes Feld 13, 317389, Hameln, Dirc,

CO SO PANG KY THUOC:
Cong ty TNHIH Binh Vi@ Bic (BIVID CO., Lid)
62/36 Truemg Cong Binh, Phuimg 14, quan Tan Bink, Tp. Hd Chi Minh, Viét Nam

TUQ.CUC TRUDNG
PTRUDNG PHONG

Pham B#s Vin Hanh
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