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P223

Chirocaine
Levobupivacaine HCL

5.0 mg/ml

Kccp out
Storebelow

fd

Ndfdl.Vur.

Conrolled kdicine

Pleare refer to package leefler for
admin i!tratio n. indic at ions and

K.epoutof rea(h of childrcn.
Storcbelow 30"C.

For Parantanl Bc only
Fo.3ingl. u.. orly.

t{orfd LV. @

Controll.dMcdi(inc
STERILI UNLTSS PACK OPENED
DO NOTUSE IF PACK ISDAMACED

obbvie

Please ref€r to p.ckage leaflet for
adm ini3ration, i ndi( iti ons and
contraindications.
Kc.p ou of r.ach of childrcn.
StorcbclN30PC.

For Pacntcr.l U5.6ry
fortintl. ut. only
oi<.rd unu3.d 3oldion
iaotfdl.V E
Controlhd M.dicinc
STERILE UNLESS PACK OPENED
DO NOT U5E IF PACK 15 DAMAGED

obbvie

Pleare r.fer ro pa(ka8c lcafl ct for
administration, indications and

X€€p out of re.ch of childrcn
Stor. b.low3eC.

for Farantaral U'r oly
;oralnda uradly
Dkud unurrd roldion
t{drdl.v @
Controllcd Medi(ine
STERILE UNI-ESS PACK OPENED
DO NOT USE IF PACI( IS DAMACED
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Please rele, to pa(ka8€ leane( for
adminisrratio n, indic at ions and
contraindication5.
K.epout of raechof childr.n.
Store bllow 30PC.
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Manufactured by: Curida AS
Packaged by: Abbvie S.RL

P223

Chirocaine
Levobupivacaine HCL

lOml
Manutactured by: curida AS

P223

Chirocaine
Levobupivacaine HCL

lOml

Manufactur€d by: Curida AS
Packaged by: Abbvi6 S.R.L

p223

Chirocaine
Levobupivacaine HCL

10ml
Manufactured by: Curida AS
Packagod by: Abbvie S.R.L
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Chirocaine
Levobupivacaine HCL

1O ml
Manufacturod by: Curida AS
Packagod by: Abbvio S.R.L
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(.cpocof r.ach of childran.

Please refer to packag€ leaflet for
administration. hdi(irionr and
contraindications.

P223

Chirocaine
Levobupivacaine HC L

10ml

Manutactured by: Curida AS

For Pa.antcral Ura ooly
fo.rin8l. uiaonly
Dir<rrd unut.d solution
Notfdl.Vusc

Controllcd Medicin.
STERII.E UNLESS PAC( OPENED
DO NOTUSE IF PACK IS OAMACED

obbvie

Kecp ou of rcach of children.
Storeb.low3eC.

Fo. Parmanl t ta 6t
for.inSh u* 6ly
Bdd lruxd roldion
,{df,trl.V. e
ConlrolledMedicine
STERILE UNLESS PACK OPENEO
DO NOT U5E IF PACK IS DAMAGED

obbvie

Plea se refar (o pack.ge lcafld for
adminirtrarion. indi( itions and
contraindications,

6 P221

Chirocaine
Levobupivacaine HCL

10 ml

M an ufactured
Packagod by:

by: Curida As
Abbvi€ S.RL

Please rcfcr to packagc le.fl€t for
adminir(.rio n. indicalioos and
contraindi(atioos.
xeep out of r.a.h of (hildren.
store below 3eC.

for Parant!.rl UJc only
fortintl. urconly
Dir<.rd unut.d $luti,on

Please refer to package lcaflet for
a dminrskatio n, indi( ations an d
conraindications,

for Paaaotcaal Ux only
Forrintl. ur!ooly
Di!.sd unur.d rol[ion5.0mg/ml
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Chirocaine
Levobupivacaine HCL

P223

Chirocaine
Levobupivacaine HCL

Keepourof reachof (hi dren
Storebelow 3trC.

10ml
Manufactured by: Curida AS
Psckaged by: Abbvie S.R.L

10ml
Manulactured by: Curida AS
Psckagod by: Abbvie S.R.L

Conrrolhd Madcinc
STERIL€ UNLESS PACK OPENEO
DO NOT USE IF PACT I5 DAMAGED

obbvie

Ndfal.V.6a

Controllcd Mad<inc
STERILE UNLE55 PACK OPENED
DO NOT USE IF PACK I5 DAMACED
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Fo, Ped.nl U* only
Fo.3intlc ur. only
Dit ildunu$d$ldion

Controllcd Medi(inc
STERILE UNLESS PACK OPENID
DO NOT USE IF PACK 15 DAMACED
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Chirocaine
Levobupivacaine HCL

10 ml
Manutactured by: Curida AS
Packaged by: Abbvie S.R.L

Pl€aserefd to pa(kage lc.flet for
adminiauation, indicitiont and
contraindicitions.
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Chirocaine P223
Levobuoivacaine HCI
equivalint to levobupivacaine

5 ms/ml IS'#i

Manufactured by:
Curida AS
Packaged by:

l.V. use AbbMe S.R.L
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Lot and Exp: see bottom ofthe ampoule
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D\c k! hntng ddn sft dlrng trrdc khi dilng. Niu cin thim thilng tin, xin hdi j, kiifn bdc si.

Thuic ndy chi dilng theo ilon cfio bdc si
CHIROCAINE
Levobupivacain
Dung dich ti6m

ruorA
Thu6c ti6m levobupivacain chria m6t aOi ninn don cria bupivacain hydrochlorid, c6ng thric ho6 hqc li (S)-J-

butyl-2-piperidylformo-2',6'-xylidide hydrochloride vd li6n quan vO m[t ho6 hgc vd du-o. c hgc tl6n c6c thu6c

g6y tC cqc bQ nh6m amino amid.

Levobupivacain hydrochlorid, aOi ninn S cta bupivacain, li b6J k6t tinh mdu tring c6 c6ng thfc ph6n tri li
CrrHzsNzO. HCl, phdn tri lucrng 1d324,9.

DO hda tan cfia levobupivacain hydrochlorid trong nu6c o nhi€t d0 200C li khoing 100_mg/ml, hQ s6ph5n ly
(oleyl alcohol/nu6c) ld 1624 vdL pKa li 8,09. H€ s6 pKa cfra levobupivacain hydrochlorid cflng bdng cria

bupivacaine hydrochloride vi hQ s6 phdn ly cfing tuong tg nhu cta bupivacain hydrochlorid (1565).

Levobupivacain ld mQt dung dich v6 trirng, kh6ng chria chi nhiQt tr5 vi kh6ng mdu (pH 4,0-6,5) chria cdc

luqng levobupivacain hydro-chlorid tuong-cluong levobupivacain 5,0 mg/ml, natri clorid ge qo dung dlch

Aing't.r*g va nudc p'ha ti6m. C6 thC ln€* *t.i hydroxid !ffiuy u"id hyd.o"hloric cl6 diAu chinh pH.

Levobupivacain khdng chria ch6t b6o quin vir ducy. c d6ng trong 6ng ti6m 10 ml.

THANH PHAN

Chirocaine 5,0 mg/ml: m5i Ong ti6m chria: levobupivacain hydrochlorid 56,33 mg (tuong tluong v6i 50,00

mg levobupivacain), natri clorid 90,00 mg, natri hydroxyd vd , acid hydrochloric vd, nu6c pha ti6m vd l0 ml-

CHi DINH

Nguiri l&n

Goy ft trong phdu thuQt
pt ao tnuat i*, gay tC ngodi mdng cimg (kC ca m6 d61, gdy t€ nQi triy, phong U6 tnin kinh ngo4i bi6n.

Ti€u phiu: gdy tO th6m th6u khu vPc,.

Giam dou cdp
G6y t6 ngoirimdng cimg li€n tr,rc, dtng mQt hay nhi6u lAn ti6m e1,5 giim tlau sau ph6u thuflt, dau tl6.

T16 em

Giim dau (phong b6 vtng ch6u-ben/ chau-ha vi).

Chua c6 dr liQu o bQnh nhi du6i 6 thSng tu6i.

r,rtu nuNc va cAcn ntxc
Levobupivacain n6n dugc dtng chi bdi, ho{c duoi

thii5t.

sq gi5m s5t cta b6c si tlugc tldo t4o vi c6 kinh nghiQm cin

\

Bing du6i day ln huong.dSn liAu thuong sri dung trong pholqU: T."lg qal tl (vi du gAv t6 ngodi ming cimg

aa L?e* so6t 6au;, ttruitin c5o dtrng lieJ luqng ra nOng a9 th5p hon. C6 th6 sri dsng ndng cl6 cao hon cho cdc

v! tri cin g6y t€ sau noic k6o dii u6i rn,i" aO inong tdnoun toan lgay tO ngodi mdng cung). Khuy6n c5o thfn

trgng hrit tt ,i truOc vi trong khi ti6m dti trann ti6m vdo tinh m4ch.

C6 it kinh nghiQm vA tinh an toirn khi dtng levobupivacain trong thdi gian hon 24 gid. D3 
96,,9U 

han ch6,th6p

.rrai'"rr, 
"]-uiO, 

chimg n{ng tr6n thAn k]nh, n€n theo d6i chit ch6 benh nhan vi qu6 trinh dirng thu6c (xem

phin Cinh bio vi thin trqng).

Hrit tht n6n duoc l[p lpi tru6c vir trong qu6 trinh dtng lidu bolus, li6u md n6n ti€m.ch4m vd tdng din lGu, v6i

iA" iO ij lo *glpr,til iSrg ,nJl tnel toi chat che chtc nang s6ng vd duy tri ti6p xirc ngdn ngt v6'i bQnh

nhdn.

Ngirng ti€m ngay lap tric n6u xu6t hiQn triQu chimg ngQ tlQc'

-.:. .1. -Lreu tol oa

I-i6u t6i <la phii dugc x6c dinh tr6n sg rl6nh g.i6 vO c6n n{ng vi thr5 trang.ctia bQnh nhin, ctng v6i n6ng dQ cta

thu6c, diqn tich ,a ao#! Hrlirrra?. L;il e;.0.e ,a ar! tri pt'one t? tnay tl6i vao ttrng tiudng hqp cu th6'



Kinh nghiQm tir c6c nghiOn cftu l6m sdng chi ra ring, li6u tAn cdng phong b6 hoen todn cim gi6c dE phSu

thu4t trong gdy t€ ngoii mdng cfng ld l0-15 phirt, thdi gian h6i phpc khoing 6-9 gio.

Khuy6n c6o li,}u aon tOi <la ld 150 mg. Tpi c6c vl tri cAn duy tri sq phong bii van clQng

gian ddi, c6 th6 bti sung li6u. Li6u tdi da trong 24 giit clugc khuytSn c6o ld 400 mg. D€
thu4t, li6u kh6ng n6n vugt qu6 18,75 mg/gio.

Sin khoa

Trongm6 d6, kh6ng khuy6n c6o sir dgng dung dfch n6ng <lQ cao hon 5,0 mg/ml (xem phAn Chdng chi tlinh).
Li6u t6i<la ld 150 mg.

>.^
Truydn gdy t€ ngodi mdng cfng il€ gi6m dau d6, li6u kh6ng n6n qu6 12,5 mg/gio.

T16 em

O t.e em, li6u t6i da <16 gi6m dau (phong b6 virng chpu-bgn/ chflu-ha vi) ld 1,25 mg/kg/vi tri. Li6u tlii cla n€n

<tugc clidu chinh theo d9 lon, c6u t4o co th6 vi thi5 trpng cta bQnh nhAn/tr6 em.

HiQu qui vd tinh an toirn cfia levobupivacain d tr6 em cho c6c chi dinh kh6c chua <luqc thi6t lap.

BQnh nhfln ilac biQt

N6n giim li6u levobupivacain o bQnh nhAn bi suy nhuoc, ngudi gid, ngudi 5m cho phi hqp v6i th6 trang cria

hq.

Trong kiiSm so6t dau sau phSu thupt, li6u sti dgng trong qu6 trinh ph6u thuflt phii clugc tinh to6n.

Chua c6 dft lieu li6n quan dtin bQnh nh6n suy gan (xem phAn Cinh b6o vi thfn trgng vi Duqc tlQng hgc).

vd cim gi6c trong thdi
ki6m soSt dau sau ph6u

fi,

iidu chi rlinh

Lidu Mr1c tIQ phong b6 v4n tlQngHirm lugng
(mg/ml)t

GAy tG phiu thuft

Vtra ph6i cl6n hodn todn

5,0

10 - 20 ml (50-100
ms)

GAy tC ngodi tdng. cfng
(chflm) lugng lon" dC ph6u

thu0t

Ngud'ilcrn
\y'ta phai d6n hoirn todn5 0) l5-30 ml (75-150

mg)
Gay tC ngodi. mdng cring ti6m
chdm'cho mO tl6

vta ptrii d6n hodn todn5 0) 3 ml(15 mg)NQi tiry

V,ia pnai d6n hodn todnl-40 ml (2,5- t6i
da 150 mg)

2,5-5,0Ttiln t inrr ngogivi

Khdng0,5
ml/kg/vi tri (1.25

ml/kg/vitri)

,5

IKh6ng5,0 0,25
ml/kg/vi tri (1,25
ml/kglvitri)

Ga)'tC th-* theu ving chfu-
bgn hoflc chau-ha vi d tr6 em
<12 tu6i4

Kh6ngl-60 ml (2,5-t6i da
150 mg)

2 5

(ngu<ri lon)
cuc b0

=-r. ; J -i
I Or threu den vua Pnal6-10 ml (15-25 mg))\Giim

tclon g6rY

^!-.t -i
I Ol thleu oen vua Pnal4-10 ml/gio (5-12,5

mg/gio)

1
51,2ngodiGi6m dau khi de

mdng cring)

10-15 ml/gitr (12,5-
18,75 mg/ gio)

1,251

^1. ,.2. -aIOI thleu oen vua Pnal

5-7,5 mllgio (12,5-
18,75 mg/ gio)

,(

Dau sau thu0t

1,

2



rOung aicn levobupivacain dtng ti6m ho{c ti6m truydn c6 mrirc n6ng ttQ 5,0 mglml.

'Kdo deitrcn 5 ph[t.

' TiCrn trong thdi gian qu6 l5-20 phrit.

o Chua c6 d[ lieu & b€nh nhi du6i 6 th6ng tu6i.

'Trong trulng hqp dirng levobupivacain v6i c6c thurSc kh6c nhu opioid dO ginm dau, n6n giim lidu dtng
levobupivacain vi dtng v6i n6ng dQ thdp hon (vi dp 1,25 mglml).

u Khoang c6ch gifra c6c lAn ti6m it nhAt li 15 phft.

'Xe- th6ng tin vA sg pha lo6ng trong phAn Cinh bio ilic biQt cho cic phAn lo4i b6 vi cich xr? lf.

CHONG CHi DINH

Bao gdm c6c ch5ng chi tlinh chung li6n quan dtln gdy td vtng, khi sri dung b6t k! loai thudc nio d6 g6y tC

cuc b0.

Dung dlch Ievobupivacain ch6ng chi ttinh d bQnh nhin cli Ui6t m6n c6m v6i thdnh phAn ho4t ch6t, thui5c g6y

t6 cul bQ nh6m amid hoflc U6t t<y thdnh phAn t5 dugc niro cria thur5c (xem phAn Tic dgng kh6ng mong

muSn).

Dung dlch levobupivacain chting chi dinh trong gdy t6 tinh m4ch vtrng (phong b6 Bier).

Kh6ng dtng levobupivacain cho bQnh nh6n gi6m huy6t 5p trAm trgng nhu shock do benh lf tim mach hay do

gi6m oxy huy6t.

Ch6ng chi dinh dtng dung dfch levobupivacain d6 phong bi5 quanh vtng ch{u trong sin khoa (xem phAn Phg

nfr mang thai vdr cho con bri).

CANH BAO VA THAN TRONG

t6t c6 c6c hinh thfc g6y tC cuc bQ vd gdy t6 vtng v6i levobupivacain n6n ti6n hdnh trong tti6u ki€n trang thi6t

b! t6t vd duoc thgc tie, UOi nh6n vi€n duoc ddo t4o, c6 kinh nghiQm trong k! thu4t g6y t6 vi c6 khi ning

"nuAn 
do6n, xt li b6t kj, phin img khdng mong mu6n nio xu6t hiQn'

Levobupivacain c6 th6 gdy phin img di ung cdp, tirc tlQng l6n tim mach vi hQ thin kinh (xem phdn Tic dgng

kh6ng mong mu6n).

Levobupivacain n6n ducy. c sti dpng th4n trong trong g6y tC vtng d b€nh nhdn suy giim chric ning tim mach

nhu r5iioan nhip tim nf,ng (xem phAn ChSng chi tlinh).

Dd c6 bdo c6o h6u m6i vii trubng hqp ti6u sun d b€nh nh6n duoc ,l1, gaY t6 trong khcrp sau nliu,th}0t. PhAn

l6n c6c trudng hqp b6o c6o lien-quan dtin tieu sun li d khcrp vai. Theo c6c yilu t6 vd sg m6u thuin tr?:g "j"
tdi li6u khoa hoc licn quan tl6n cochti t6c dung, quan hQ nhdn qui cria truhng hqp ndy chua duo. c thiet lip. Do

<16, ti6m trong kh6p kh6ng dugc chi dinh v6i levobupivacain'

{

fr

o\
St dsng thutic gdy tO cuc bQ.d

cfrng cho bQnh nhdn d5 c6 ti6n

benh. Vi vdy, n6n thr,rc hiQn c5c

cdc bQnh nhAn ndy.

GAy tG ngoii mirng cli'ng

hQ th6ng thAn kinh trung uong bing gdy tO nQi triY.

hQ th6ng thAn kinh trung uong c6 th6
ho{c g6y
ti6m 6n

t€ ngoii mdng

sri b! benh o tdng tinh tr4ng

<l6nh gi6 l6m sing khi dU dlnh gny tC n6i tiry ho{c g6y t6 ngoii mdng cimg d

Trong khi g6y t6 ngodi ming cftng bing levobupivacain,.duLg dj:hJil.qa" (,0,5'!:) ph6i dusc dirng theo

t";; *n?d, tu : aen i .iroi ii-,oi gi"un vria dri gita c5c li0u tle ph6t hiQn c6c d6u hieu ngO tlQc do v6 ]f

iH#'J;f 'u" *uil'n", noi t,iv. Da ; uao 
"ao 

,e"ginm nhipiim, ha huvi5t 6p nf,ng,. suv h6 hap kdm theo

"-i"*'ii* frr. 
'.6 i.i*g h.qp c6 thc tu vong) kh_i dnn'g cdc ,lyo" ga, tC csc bQ, bao.g6m 

"1 
l:y,ob:iiY"."'

ilir 
"'ar'ilci, 

t"qre fi1f;;#gay t6, nhu tr#g phong66 ngodi mang iTg:g:r?t dirng mQt li€u thir 3-5 ml

lidocain v6i adrenalin. v6 tinh ti6m thu6c vdo mach.m6u sau cl6 c6 thiS ph6t hiQn bing vi6c trng nhip tim tam

thdi vd v6 tinh ti€m thui5c vio nOi tty sE xu6t hi6n d6u hieu phong b6 trhy s6ng'

C[ng cin hirt tht bcrm ti6m tru6c vd trong m6i fll 1i9*.th6m 
thu6c b5ng k] thudt calheter li6n t.uc' Ti6m

;hffi ";" msch m6u va, 
"O 

tnA xiy ra ng"ay.ci khi hft thir kh6ng th6y m6u'-Tlo.1g h.'.li^ng thu6c g6y t6

ngodi ming c(mg, khuy6n bit ctiu dnng mQt ii€u thri vir theo d6i t6c dpng truoc khi dtng dri li6u'

G6y t6 ngodi mdng crlmg v6i U6t t<y thu6c glay t6 cuc bq luo 9[ng c6 th6 gay ra h4.huy6t iry, gitm nhip tim'

t6t c6 c6c bpnh nnan ptai ducyc ttri6t lap ;; cluong truy6n tinh mach. Eim bio viQc sin c6 dri luo.ng dlch

J



truy6n, thu5c v4n mach, thudc mC c6 cl{c tinh ch6ng co gi{t, thu5c giSn c<r, atropin, trang thi6t bi vd chuydn
gia cho viec h6i sirc (xem phin Qfa li6u).

Giim tlau ngoii ming crfrng

DE c6 b5o c6o sau khi dua thu6c ra thi trudng ve nQi chr?ng cludi ngga vi c6c sU kien chi ra tlQc tinh thdn kinh
(xem phAn C5c phin ftng b6t lqi) li6n quan t6i thdi gian sri dgng levobupivacain <t6 gi6m dau ngodi mdng

cfng trong thdi gian lcm hon ho[c bdng 24 giit. C6c hi6n tueng ndy nghiCm trgng hcrn vir trong mQt s6 trucrng

hqp din t6i di chung l6u ddi khi sri dung levobupivacain tr€n 24 gio. Do vfly, sti dgng levobupivacain nhi6u

hon 24 gicr cdn phii c6n nhdc th6n trgng vd chi sri dpng khi lqi fch tlem l4i cho bQnh nhdn l6n hon nguy co.

DiAu quan trgng ld phni hrit thfr m5u hoic dich ndo tuy (noi c6 th,5) trudc khi ti6m Uat ty thu6c g6y tO cUc b0

ndo, ci tru6c khi cho dtng li6u <tiu ti6n vd c6c li6u ti6p theo cl6 trrinh ti6m vdo m4ch m6u hay ti€m trong triy

s5ng. Tuy nhi6n, ph6n img dm tinh khi hfit thri kh6ng d6m bio viqc tr6nh ti6m vio mach m5u hay ti6m trong

triy-sOng. Cin th6n trqng khi dtng levobupivacain cho c6c bQnh nh6n <lang dtng cric thu5c gey lC cUc b6 kh6c

c6 c6u trric li6n quan <ltin c6c thu6c gAy td cpc bq nh6m amid, do t6c dgng giy dQc cria c5c thu6c tl6 c6 th€ bi
tdng th6m.

Phong Uti tnan kinh vtng rQng

BQnh nhdn n6n c6 tluong truydn tinh m4ch qua catheter aC aam b6o chr?c ndng cria tinh m4ch. NOn sri dgng

li€u th6p nh6t c6 t6c dgng di5 trrinh n6ng dQ cao trong huy6t tucrng vd c6c phin trng phu nghiOm trgng. N€n
tr5nh ti6m nhanh mQt lugng l6n dung dich thui5c g6y t6 cuc b0 vi n6n chia lidu (tdng dAn li6u) khi c6 th6.

Dirng cho vtng ilAu-cd

C6c li6u nh6 thu6c g6y td cuc b0 du-o. c ti6m vdo virng cO hay dAu, kii ci sau cAu mit, rdng, chc khi5i hach hinh

sao cfing c6 th6 gay ra phin r?ng U6t tqi tuong ty nhJngQ <lQc todn th6n quan srit th6y khi v6 tinh ti6m li6u lcrn

hon vdo m4ch mZu. Vlitr6, ti6m cho vtng ndy ddi h6i pnai.mat cAn thfln. C6c phin ring nay c6 th6 ld do thuiSc

gdy t€ cpc bQ ti6m vdo tl6ng m4ch vd chiy ngu-o. c vio tu6n hodn m6u ndo. Ctng c6 th€ lir do thring v6 bao

ming cung cria thAn kinh thf gi5c trong qu6 trinh phong b6 sau cA, *it d6n diin sp khur5ch t6n cria thuiSc g6y

tC cqc b0 dqc theo phfa dudi mdng cring vdo nio gifra. C6c bQnh nh6n biti6m vdo.khu vpc niy ph6i <lugc theo

dOi iien tqc hoAt <lQng cria he h6 h6p vd tim mach. C6c phuong tiQn vi nh6n lgc hdi sric c6p ctru phii lu6n sin
sdng <lti xt ly ngay tr?c khic c6c phin fng b6t lqi.

BQnh nhffn ilic biQt

Ngudi suy nhtroc, ngudi cao tu6i hod.c b€nh nhdn v*a khoi b€nh: levobupivacain n6n sri dung th{n trqng 6

Uenfr nnan b! suy nhuoc, ngudi cao tu6i, ngudi vtra khoi bQnh (xem phin Liilu dtng vit cich dtng).

B€nh nhdn suy gan: levobupivacain duoc chuy6n h6a qua gan, vi v6y ndn th{n trqng khi sri dung cho bQnh

nh6n bi bQnh gan hodc giim luu luong m5u qua gan nhu ngudi nghiQn ruou ho{c xo gan (xem phdn Dugc

tlQng hqc).

Thua5c c6 chrira n6ng <lQ natri 3,6 mg/ml trong mQt 6ng, cin cdn nhic sri dung d b6nh nh6n tlang ki6m sorit ch6

tlQ ki€ng natri.

Cinh b6o ilic biQt cho cic phin to4i b6 vir c:ich xfr If

Chi sir dung tlcrn liAu. Loai b6 c6c phAn kh6ng sir dung'

Dung dich/dung dich pha lo6ng n6n duo. c ki6m tra bing mit thuong tru6c khi sft dr,rng. Chi dung dich trong

su6t, kh6ng c6 ti6u phAn 14 m6i du-o. c st dgng.

N6n lpa chon vi v6 khuAn khi m4t ngodi 5ng ti6m rlugc y€u cAu v6 khu6n. Mit ngodi 6ng ti6m khdng v6

khuAn khivi v6 khu6n b!thring.

Levobupivacain n6n pha lo6ng v6i dung dlch natri clorid 9 mglml (0,9%) dtl ti6m, sft dr,rng k! thu4t v6 trirng.

Clonidin g,4 p{ml, morphil 0,05 mg/ml vi fentanyl 4 pglml tl6 tlu-o. c chimg minh li tuong hqp v6i

levobupivacain trong dung dich natri clorid 9 mg/ml (0,9%) pha ti6m.

n6t ry phin thui5c ndo kh6ng <lugc sri dgng n6n <lugc lo4i b6 tuin theo dring quy illnh'

rtloNc rAc crtrA. cAc rHu6c
Cic nghi6n cuu invitro cho th6y CYP3A4 isoform vd CYPlA2 isoform ldm trung gian cho chuyiSn ho6

levobupivacain. M{c- dir chua cb nghiCn criru .l6m sing nio tlugc ti6n hdnh, nhtmg viQc chuy6n ho6 cia

levobupivacain c6 thc ;i t;h h"6,"g [oi 
"a" "t 

ir aa ui6ira gay ric cn6 cypga4 nhu ketoconazol vi cric ch6t

ric chti CYP1A2 nhu methylxanthin.
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CAn than trqng khi dtng levobupivacain cho cdc bQnh nh6n clang dirng c6c thu6c chting loan nhip c6 t6c dung
gAy tC cqc bQ, vi dg nhu mexilitin hay c6c thu6c chSng lo4n nhip nh6m III do kh6 ndng t6c dung hi6p cldng.

Chua c6 nghidn cuu l6m sing ndo duo. c hoin thdnh v,i sU k6t ho.p levobupivacain vd adrenalin.

NTICO THAI VA CTTO

Mang thai

Dung dich levobupivacain chiSng chi tlinh srlr dgng phong b6 virng ch{u trong sin khoa. Dga tr€n kinh nghiQm

v6i bupivacain c6 th6 ldm chf,m nhip tim cta bio thai khi dtng tl€ phong b6 ving chfu (xem phin Ch6ng chi
ilinh).

Chua c6 dft lieu nghiOn cftu lAm sing v6i levobupivacain o ba th5ng <liu cria thai lc!. Nghi,Cn cr?u o tlQng v{t
khdng cho th6y tfc dung g6y qu6i thai nhmg c6 ctQc tinh tr€n bdo-thai d mtc dQ phtri nhi6m toin th6n trong

khoang tuongir,r v6i sri dpng ti€n tam sdng (xem phAn Dfr IiQu tidn lAm sirng). Nguy co ti6m in tr6n ngu<ri

chua duo. c biilt. Levobupivacain kh6ng n6n st dr,rng trong giai tlopn sorn cria thai kj,trt khi thgc sy c6n thi6t.

Tuy nhi6n, d6n nay, tli c6 nhidu kinh nghiQm l6m sing vd viQc sir dpng bupivacain trong ph6u thuat sen khoa

(d thdi kj, mang thai ho{c sinh nd) vi thu6c kh6ng g6y ra dQc tinh tr6n bdo thai.

Phg nfr cho con bri

Chua bi6t ch6t chuy6n h6a cfia levobupivacain c6 bdi titit qua sfra m9 hay kh6ng.

Gi6ng vdi bupivacain, levobupivacain c6 lC r6t it qua sta me. Nhu v{y, c6 thti cho con bri sau khi dirng thu6c

gAy tO cuc b0.

rAc oouc r,tx KHA NANG LAI XE VA VAN NH MAY MOC ri

;lLevobupivacain 6nh huong lcrn d6n khi nSng l6i xe ho{c sri dgng m6y m6c. BQnh nhAn n6n ducr. c b6o ld

kh6ng l6i xe, ho[c vdn hin-h m5y m6c cho atii f<fri tit cit circ t5c elQng cria thu6c g6y t€ vi t6c tlQng tr.uc ti6p

cria cugc phSu thuft da h6t.

cAc pnAN uNc nAr lot
C6c ph6n ring b6t lgi v6i levobupivacain bao gdmcric phAn ring b6t lqi da bi€t cria c5c thu6c trong.nh6m. C6c

phan ung U6t"tqi cht y6u dugc b6o c6o ld ha huytit 6p, budn ndn, thi6u m6u, n6n, hoa mit, dau dAu, s6t, dau

io ti6m,?au ltmg vi 
"a. 

t Oi chr?ng t6t tqi cho thai nhi khi sri dpng trong sin khoa (xem bnng du6i).

C6c ph6n rrng bat lqi hoic ld- tg ph6t ho{c quan s6t <lugc tr6n l6m sdng tlugc m6 ti trong bing du6i. V6i m-5i

hQ ccr quan, c6c phAn trng b6t lgi duo.c sap-*ep theo tin su6t *u6t hiQn, theo.qly 
"y: 

sau: hay g[p (> l/10),

thucrng'gap'(> t/]00 aen2 trtoy, it gdp (:iltooo d6n < 1i 100) vdL kh6ng 16 (kh6ng th€ u6c lugng du-o. c tir c5c

dft lieu sdn c6).

P

-

Phin r?ng c6 hgitAn su6tHQ co quan

mauHay gaploan m6u vd h€ bach

Phin trng di ung (
trgng)

Tang huyiSt 6p

phin vQ nghi€mKh6ng 16

Kh6ng 16

lo4n hQ dich

Dau tliu

Co gift

M6t f thric

Ngfi gd

Ng6t

Dicim

Liet chi du6i

Ligtt

HoaThuong g{p

Thuong g{p

Kh6ng 16

Kh6ng r5

Khdng 16

Kh6ng 16

Kh6ng r5

Kh6ng 16

Khdng 16

loan hO kinh

Nhin md

Sa mi m6t2

Kh6ng 16

Kh6ng rO

lo?n
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Kh6ng r5

Kh6ng 16

D6ng tri thu hgp'/

L6mmhtz

Block nhi that

Ngimg tim

Lo4n nhip nhanh th5t

Nhlp tim nhanh

Nhip tim chflm

Rrii loan tim mach Kh6ng 16

Kh6ng 16

Khdng 16

Kh6ng 16

Khdng 16

Ha huydt 5p

Chung tl6 btmg mit2

Rtii loan mach miiu Hay g4p

Kh6ng 16

Kh6ng r5

Kh6ng 16

Kh6ng rd

Kh6ng rd

Suy h6 h6p

Pht thanh quin

Ngung thd

gat noi

Ri5i loan h6 h6p, nguc vd trung
th6t

Budn n6n

N6n

M6t cim gi6c 6 miQng

tvt6t UCm soSt ccr th6tr

Hay gap

Thuong g[p

Kh6ng 16

Kh6ng 16

R6i loan <luong ti6u h6a

Pht m4ch

Mdy clay

Ngr?a

TSng titit mO trOi

Giim ti6t m6 h6i',

Ban cl6

Kh6ng 16

Kh6ng 16

Khdng 16

Kh6ng 16

Kh6ng 16

Kh6ng rd

Ro---i loa, du vi t6 chric dudi da

Dau hmg

Co co

Y6u co

Thucrng gap

Kh6ng rd

Khdng 16

lopn co' xuong vi m6 li6n
ktit

lopn chric n6ng bing quangKhdng 16loan th0n vd nl9u

lo-i cho thai nhiHQichtmgThuong g[phuong tr6n thai lcj' vd giai

doan chu sinh

CuongKhdng 16lopn h6 sinh sAn vd \11

Thuong gip
vi tri clua thu5c

lo4n chung vd tinh trang cta

Gi6m cung lugng tim

Thay d6i diQn tAm tl6

Kh6ng 16

Kh6ng rd
Quan s5t

Eau do ti6mThucrng g[ptrivltqichungT thuong,
thu6cva dirngphSpphuong

i
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I Day c6 the le d6u hiQu vi triQu chirng cria h6i chimg du6i ngua (xem th6m th6ng tin b6n du6i

dgng kh6ng mong mu6n).

2 D6y c6 thc le d6u hiQu ho6c triQu chimg cria hdi chimg Horner thoSng qua (xem thcm th6ng tin bdn du6i

phin Tic dgng kh6ng mong mudn)-

phAn Tric
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C6c phin tmg b6t lgi cria thu5c gAy tC cuc bQ nh6m amid ld hi5m g[p, nhmg chring c6 th6 xu6t hi6n vd tr6'
n6n nghidm trong do dtng thu6c qu6 li6u ho[c v6 tinh ti6m vdo tinh mpch.

D5 c6 b6o c6o vd sg qu5 min ch6o gifta c5c thu6c g6y td cpc b0 nh6m amid (xem phin Chiing chi tlinh).

V6 tinh ti6m thu5c g6y tC cuc bQ vio nQi triy c6 th6 d6n <li5n tinh tr4ng glty tO r6t mpnh triy s5ng.

Anh hudng l6n tim mgch li6n quan <liin gi6m tinh d6n truyAn cta tim, gi6m sg kich thich vd co b6p cria co tim.
Thdng tnr*g su inh huong ndy sE tluqc biist tru6c bing d6u hiQu ngQ dQc tr6n hQ thin kinh nhu co gi6t,

nhtmg rit hi6m, ngimg tim c6 th6 xiy ra md kh6ng c6 d6u hi€u b6o tru6c ndo.

C6c phin ung b6t lqi ve thin kinh r6t hi6m nhmg cflng ild c6 brlo crio khi gdy t€ vtng, gdy t6 ngoii mdng

c(mg vi g6y td nQitriy.

DE c6 b6o c6o ve tinh tr4ng yi5u m6t ho{c cim gi6c lo 6u k6o dei, d6i khi xiy ra thu}ng xuy6n li€n quan tdi
di6u tri bing levobupivacain. Kh6 x6c <l!nh ring t6c dgng k6o dii nny ll do ngd dQc thu6c hay do t6n thucrng

kh6ng x6c Jinh dugc trong qu6 trinh phlu thu4t ho{c do c5c y6u ti5 vA co hgc kh6c nhu ddt catheter vd k}
thu0t thuc hiQn.

D6 c6 b6o c6o ve nQi chimg du6i ngya, d6u hiQu vi triQu chu4g cta t6n thuong tidm ting.tuy s5ng hoac rE

thin kinh cQt si5ng @ao gom di cim, y6u ho[c liQt chi du6i, m6t kitim so6t ruQt vdy'hoflc mAt ki6m so6t bing
quang vd duong vat) li€n quan t6i sri dgng levobupivacain. C6c hiQn tugng niy nghidm trg:rg hon vd trong

1nOt ia trudng tqp lhOrg t Oi pt u" khi sti dsng levobupivacain nhidu hon 24 gid (xem phAn Cinh b6o vir

thQn trgng). Tuy nhi6n, kh6ng th6 x5c <linh cric hiQn tugng tr6n li do tic dgng cria levobupivacain, t6n

thucmg 
"o 

frq" t6i cQt s6ng hoac-r5 thAn kinh cQt s5ng, holc tg m6u t4i ving du6i cria cQt s6ng.

Cfrng hi6m c6 b6o c6o vA hQi chung Horner-tho5ng qua (sa mi mit, clSng tt thu hgp, l6m mit, md h6i mOt b6n

va/ho6c d6 bung) li6n quan t6i sri dung thu5c giy tC virng, k6 ci levobupivacain. Nhfi'ng t6c dpng ndy sE h6t

khi ngung cli6u tri.

Bio c6o tic dgng kh6ng mong m,r5n:

ViCc b5o c6o titc dqng kh6ng mong mu6n sau khi thu5c.<lutr. c luu hdnh.li quan trqng, girip titip tqc th.eo d6i

c5n cin lgi ich/nguy * f.f,i * aUng tt u6c. Nhin vi€n y t6 cAn b6o c6o U6t t<y t6c dgng khdng mong mu6n niro

cta thui5c theo hQ th6ng b5o ciio cfia qu6c gia.

ouA rItu
V6 tinh ti€m thu6c vdo tTnh mach khi g6y 16 cpc b6 c6 thiS xiry. ra phin ung.ng6 tlQc ngay l{p tirc. Trong

trubng hqp dtng qu6lidu, n6ng dQ dinhlrLng huy6t tucrng c6 thi5.khong tim th6y sau 2 gid, phu thuOc vio vi

t.i tiei-, ttruOc, ai iO, triQu chirig ngQ <lQc c6 the bi tri hoen. C6 thC k6o ddi tac dung cria thu6c.

C6c triQu chung khi dtng qu6 li6u hoflc v6 tinh ti6m

c6 6nh hucrng d6n ci h€ thin kinh vir tim mach.

Anh hu&ng IOn hQ thting thin kinh trung ucrng

khi nsng b6nh nh6n bi te liet.

Ntiu kh6ng rluo. c diau ff! nhanh ch6ng, sau trieu chimg c9 siqt li gi6m oxy. huy6t vn,t?lg cacbonic c6ng v6i fc

.fre * t"iao ia. aung gay t6 cuc b6lai co tim, c6 th6 d6n d6n loan nhfp tim, rung th6t hoic ngtmg tim'

Anh hu&ng tr6n tim m4ch

c6 the ng6n ch{n ho4c gi6m nhe tinh.tr4ng giam ltuvcl -rp 
bing sir dgng truyen dich vvhoac ch6t g6y co

n,rfi-Nel, *rai ni6n"J6; ffi ;; irrvAi ;p, n"Cn iti€u'tri ulng ti6m tinh mach d4ng tinh th6 hoac d4ng keo

,r,,n"a" *;l[";;;5" gay co .actr, vi au-ephedrin 5-10 mg. n6t ry mQt nguy6n nhin ndo kh6c cirng g6y

gi6m huyi5t 6p cflng ndn dugc tli6u tri ngay l4p tric'

Ni5u xu6t hiQn giim nhip tim nghiem trgng, tli6u tri bing atropin 0,3-1,0 mg dO duy tri nhip tim d mftc binh

thudng.

Loan nhlp tim n6n <Iu-o. c di6u tri n6u c6 y€u ciu vd tri€u chring rung th6t n6n dugc diAu tri bing s6c tliOn

chuyiSn nhip.

nUoc li r-Au sa'Nc
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DTIOC LUC HOC

Nh6m duoc llf: thu6c g6y t6 cuc b6, nh6m amid.

Mi ATC: N01BBl0.

Levobupivacain ld thu6c g6y tC vd gi6m dau cqc b6 trlc dpng k6o ddi. N6 phong UC dfin truy|n tr6n ci hQ thAn
kinh cim giric vi hQ thin kinh vfn tl6ng.bing c6ch tuong tic voi <tiQn 6p k6nh-natri trdn mdng te Uao,nfu-g
k6nh kali vd k6nh calci cfrng bi phong Ut5. Ttr6m vdo d6, levobupivac ajn g6.y.trd ngai sg truy6l xung tl6ng vd
nh6n cim d cdc m6 khi{c, noi md tr{c dung tr6n hE tim m4ch vd hQ thdng thin kinh trung ucrng ld quan trlng
nh6t cho vi6c xu5t hi6n c5c ph6n img U6t fqi tr6n lim sdng.

Li6u cfia levobupivacain x6p xi d dang baz<r, ngugc lai, li6u b_upivacain racemic x6p xi d dang mu6i
hydrochlorid. Di€u ndy ldm tlng khoing- tr€n 13% lugng hoat chSt'trong dung dich levobupivacairiso v6.i
bupivacain. Trong c6c nghiOn cr?u l6m sdng d ndng tlQ danh nghTa tucmg tu nhau, levobupivacain c6 t6c dung
l6m sdng tuoxg tu bupivacain.

Trong m6t nghi€n cr?u dugc luc hoc phong UC aay thAn kinh tru, levobupivacain c6 t5c dung c6n bing v6i
bupivacain.

Kinh nghiQm vC tinh an todn khi sri dung levobupivacain vugt quri 24 gid cdn gi6i han.

DIIOC DONG HOC

H6p thu

Hdm lugng levobupivacain trong huy6t tucrng sau khi dtng thu6c phu thu6c vio li6u dtng vi <ludng dtng
thudc vi mric dQ h6p thu thu6c tri vl tri ti6m thu6c b! 6nh hu6ng boi lugng mao mach d m6. Kinh nghiOm tir
c5c nghiOn ciru l6m sdng cho th6y dC phong b6 hodn todn b6 phfln nhfln cdm d6 phSu thuAt sau k[i gdy t€
ngodi mdng cung ld sau l0-15 phirt, vd thdi gian h6i tinh ld 6-9 gicr.

Phfln bii

C6c nghiCn criu d ngudi, dugc tl6ng hoc ph6n b6 cta levobupivacain <ludng ti6m tinh mach c6 bin ch6t tuong
tp bupivacain.

Li6n k;5t v6i protein huy6t tuong cria levobupivacain clugc <l6nh gi5 qua in vitro li khoing trdn 97%o d n6ng tlQ

tir 0,1 d6n 1,0 pglml. ThC tich ph6n b6 sau khi ti6m tinh mach li 67 lit.

Chuy6n h6a

Levobupivacain bi chuytin ho6 mpnh n6n kh6ng ph6t hiQn dugc.levobupivacain o d4ng khdng d6i trong nudc
tir5u vd phdn. 3-hydroxy levobupivacain, ch6t chuyi5n h6a chri y6u cria levobupivacain, dugc thai trtr qua nu6c
ti6u 6 dang li6n hqp v6i glucuronic vi este sulphat. Cric nghiCn ciru in vitro cho thSy ring CYP3A4 isoform
vi CYPIA2 isoform ldm trung gian cho chuy6n ho5 levobupivacain thdnh desbutyl levobupivacain vi 3-
hydroxy levobupivacain. Nhirng nghidn cru niy chi ra rSng chuydn h6a cta levobupivacain vd bupivacain ld
tucmg ty nhau.

\
6

Kh6ng th6y c6 d6u hi6u chuydn hod ngugc levobupivacain trong in vitro.

Thii trir
Sau khi ti6m tinh m4ch, lugng tl6ng kti levobupivacain dSnh d6u ph6ng xa toi 95Yo t6ng li6u trung binh tlugc
thfy trong nu6c ti6u Ql%) vd phdn (24%) trong vdng 48 gid. D0 thanh thii trung binh vd thdi gian b5n huj'
giai do4n cu5i cria levobupivacain sau khi ti6m tinh m4ch tucrng ung ld 39 litlgio vd I,3 gio.

Trong m6t nghi€n criu dugc lf l6m sing sri dgng 40 mg levobupivacain ti6m tinh mach, thdi gian b6n thii
trung binh khoing 80 + 22 phtit, C.,* 1,4 + 0,2 pglml vi AUC 70 + 27 ltg x phrit/ml.

Tinh tuy6n tinh

Gi6 tri trung binh C*u* vd AUCIo-z+y cfia levobupivacain gAn nhu ti lO thuan vdi li6u dtng khi gdy t6 ngodi

ming cimg li6u ZS mg (0,5Yo) ui ttZ,S mg (0,7 5%o) vd dilng giy tC ct6m rdi c6nh tay li6u 1 mg/kg (0,25o/o) vit
Z m{Ug(0,5%). G6y tC ngoii mdng cimg li6u 112,5 mg(0,75yo), gi6 tri trung binh C.u* vi AUC tucrng ung ln

0,58 pglml vdL 3,56 pg x h/ml.

BQnh nhAn suy gan vir suy thin
HiQn chua c6 dfr liQu li6n quan <l6n benh nh6n suy gan (xem phAn Cinh brio vi Th$n trgng).

HiQn chua c6 dir li6u li6n quan di5n b6nh nhAn suy th6n. Levobupivacain ducrc chuy6n h6a m4nh vd dpng chua

bit5n ddi kh6ng bdi tii5t qua nu6'c ti6u.
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nrI Lmu aN ro.lN rmN IANI sANc

Trong m6t nghiCn criu.dQc_tin\vginfro.i-ttrlitr6n chuQt, v6i li6u tuong tluong sri dgng tr6n ldm sdng,.tli th6y

c6 sg gia tang tang f! lQ giAn UC tnan, giSn ong nrgu quan, gran ong tic tai vir th6m cric xuollg sudn th6t lung -

n8gc.

Levobupivacain kh6ng c6 cl6c tinh tr6n gen v6i thri nghiQm chuAn vd tinh dQt bii5n nhiSm sic th€ vn dOt bi6t

gen. Chua c6 thri nghiQm vd tinh sinh ung thu.

sAo ouAN

86o quin levobupivacain d nhiQt dQ kh6ng qu6 30"C.

DONG GOI

chirocaine 5,0 mg levobupivacain trong m5i ml. HQp g6m l0 6ng ti6m nhga l0 ml tluo.c d6ng trong vi v6

trtng.

HAN DI]NG

3 nim k6 tir ngiy sdn xu6t. Kh6ng dirng thu6c qu6 h4n sri dung'

Thbng bdo voi bric si biit kit crtc phdn ung biil lqi ndo ggp phdi khi s{t d\tng thu6c'

OA *uAc ngodi tim vd'i cfia tri em-

Sin xu6t bdi: Curida AS

Solbaervegen 5, NO-2409 Elverum, Na Uy

D6ng g6i vir ti0t trirng bdi: AbbVie S.R'L'

s.R.l48 Pontina km52,SNC 4011 campoverde Di Aprilia (LT), Y

Chiro-10-16 CCDS030210t5/c-smpc-1796v1'0
)

TUQ. CUC TRIJSNG
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