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Thanh phin duve ohdt

Cuastatn natr| 330 g kromy Guong Yo 500 My clastatin
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Nnibm khudn & bung €0 bidn ehimg

N quan 68n may hy -

Nevdn khudn trong va sau bhi sish

Nhidm khubn dudng vét ndu co bidn chimg
~ Nhibm khudn da vA mb mém o6 bidn chimg

68n quan 11 cdo nhidm khubn ké rdn

hop ly.
LIEU DUNG VA CAGH DUNG

Vi khudin va chire ndng than coa bash nhdn

croatinin > 90 mphot), idu cao

™I 6 gity
ho
(vi dy Psoudomonas aenigasa) hoae nhm khudn vt ndap (

Bdoh nhin suy than) . !

Béan nhao Suy 8
Cach chinh hdu cho ngudr lom bi suy than

creatinun. V3 thoi glan truydn, xin tham khdo myc CAch dafg

Thube nhy ohl ding theo don thubc. D& xa thm tay tré am. Doc
K hréng ddn 80 dyng trudre khi dang. Thude chi alr dyng Mot
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80t pha dung dich iém truybn. 8Ot mis tring. trdng nhat hodc viing

Iméponen Cilisiblin Kabi Mot chi dinn trong lbu b cAc tnrdng
hop nhibm Khuln & Q! 10m vA rd em tron 1 tudl frong G oy

VAom phdi niing bao gom cd vism phdi DA wWen va viem phdi oo

Oidu trf B4 Nhan nhidm khubn huybl co hom quan hodt nghi ngd
CAn 10N theo 4o hudmg din chinh thdng wb ¥ dung khang simh
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vim Khudn vA 1iBa phn chia neh dua ¥ MG 00 nhay cim coa

&mwmunmam than binh thudmg (00 thant thal
w

500 mg/500 mg mdi 6 g hadc 1000 mg/1000 mg mBL B gi& hope
Néu nhibm khudin do hodc nghi ngr do chung vi khuln it n ym
& bénh nhiin gidm bach chu 08 sd1), khuydn ding kb 1000mg/1000
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1. Chon tng lidu hing ngay nhur hu cho ngusi lom o6 cire ning
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KN dugc thim phan mau trong vong 48 gidy

creatiio tr 15-29 miiphit trong bdng trén

Cé imipenem va cllastatin dbu b ical bd trong qué trinh thim phan
viy bénh nhdn cin Guoe dong Imipenem Cllastatin Kabi
sau Khi thdm phan va mdi 12 g kb tr khi két thde chu ky thdm
phan BOnh nhan [oc mau, dac bidt bdnh nhan cd bdnh vb ho thin
inh trung wong (CNS). cAn duge theo 861 chl ch. Chi ndn oung
imipenenvcilastatin khi lo1 loh vuret rdi nguy co 6dng Kinh (xem moc

méu, vi

Cénh bido va than trong khi dung thude)

Hign nay chira 06 A0 dir lidu 6é khuydn c8o sir dung Imipenem

Cilastatin Kabi cho binh nhan thém phan phoc mac.

Bénh ahAp suy gan
Khding chn phai chinh lidu & bénh nhan suy gan (xem muc Dac tinh

| swocommaneo)

Dguds cao tabl
Khdng cdn chinh lidu cho bdnh nhan cao tubi cd chirc ndng thgn

binh thutng (xem mye Dac tinh dugre 3dng hoc)
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NbiOng bénh nhdn o¢ 44 thanh (hi creatinin < 15 midhat
NhOng bonh nhan ndy khang nén dung Imipenem Clastatin Kaby iy

8dnh i thdm phdn mau.
Bonh nhan thdm phan mau co 49 thanh thdi creatinin < 15 miphit,
sir dyng Hdu khuyén cao cho bonh nhan bl suy than co 33 thanh thai

Inp em 2 1 tud
O3 v tré om 2 1 1ud, libu khuydn cdo 14 1515 hode 2525 mg/kg
i 6 gy

khudn do node nghi ngdr do vi khulin it nhay cm (vi dy
mmﬂwmmmmeuom
nhadn gidm bach cu c6 s81) non ding Wby 25725 mgikg cAn ndng

Déem < L fubi

Knong 06 A1 00 iy 1am sang 68 khuybn cao dung thudc & tré em
durert 1 todi

Ind e i suy thn

KNS o6 A0 o Wou IAm sAng 08 Kuyén cao dung thude cho rd em
b suy than (creatinin huyd\ thanh » 2 mg/al) (xem myc Canh bio va
hdn trong kA dong thude)

I Ci Katy phai

Imipenem Ciastalin Phiil dugr pha l0Ang tnedc khi sir
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Nhan xub! hidn Lidu chimg buda nda

teuydn, cdn g 18 89 Iruydn e

Husmg din céch oha thubc

Lugmg thade trong mdi lo 560 my dues chuydn vao 100 mi
deh am buydn tuong ho naf chiond 0,9% Yvuwlnnrl:nu::
wmmu\owwgmmcmo.%w»mwwm
e wir dung glucase 5% 8 hay (hd

©6 thd pha thudo nhur seu: thim kiiodng 10 mil dung dich b truyda
wromg hap vao Io thubo. Lo dhu v chuydn dung dich wira hoa tan
1ong lo thudc vao dung oy chira dung dich BOm truybn
my:mmmu-nmmhmlmmmﬁum

Tham kb 10 mi dung dich 1AM truydn vao lo. thudc 36 dam bao
chuybn 1t duee thubo rong 10 vao dung dich bdm tnuydn LAc dbu
dung dich Bam uydn 68n bl tha dunye dung dich trong subt.

Nbng 43 imipenom va clastatin theo cich pha trin 1 khadng & mgi

Sy thay a8 mau sdc dung dich tir khdng mau dén vAng khdng dnh
hirémg 8én hoat lve ca thude o

CHONG CHI DINH
* Qua min véi hoat chilt Imipenenvciiastatin hodc 14 dug natr

M6 thin kinh tnmg vomg
MO1 85 phidn mg phy CNS nhw co gIBL Ireng thal i 1An hade Gong
linh 48 duge bao cao, Gac bidt ki by wir dung virgt qua by huydn
€40 0AN Cu Irdn Chire hany than va trong lugng co thd. Nhong phan
ung phu iy thueng xdy r & nhing bnh nhan co bdnh ty rd loan
ho thin Kinh trung wong (e tha thuang & nda hode 1dn sir bl dong
kihh) viZhodc ohire nang than b) tdn thuong & nhng bnh nhan cb
sy tich [0y du wir dung Do dé & nihing bignh nhda ndy, cAn wan
10 chdl chd cac khuydn cao vd Wdu legng su dung. Cin bdp tye s
dyng thudc ehdng Bdng kinh & nhamg boRH AR b IR Gdng Kinh
CAn cAnh @i virl Cac (nfu eharng thAn kinh hode co gidl & b em
ol cac ydu 1 nguy co 84ng kinh a1 bidt hodo khi sur dung ddng the:
voi cAe thubc 1am gidm ngudng 86ng kinh.
NOU c6 xubl hiém tridu ching run Guc bo. co gidl cor hode adng kinh
xdy ra, chn d8nh gia bbnh nhan vh mdt thin kinh va dp dung tri My
chdng co gibL ndu benh aivdn chua durec didu Il Néu nhimng téu
oy ndy 18 e xudt hign, cha phis gidm lidu Imipenem Cilastat
Kbl hodc ngung s dung hodn 1oan
Bbnh nhan od 60 thanh thik creatinin < 16 mphut khong ndn s
dung Imipenam Citastatn Kabi trlr khi da dugc thdm phivn mbu trong
ving 48 gty D& virt nhimg bdnn nhin thAm phan mau. chi 8¢ dung
Imiponem Cilastatin Kabl ki kn ich vurot 1101 nuy o Xubthign Bong
kinh.
Siraung & (rd om
Khong o i Kéu wm 66 Khuybn c8o sir dyng Imiponem
Cllastatin Kabi & tré em dudi 1 tubl hods trd em b suy Ihan (crestinin
Iyt thanh > 2mg/ar)

Cilastati Kabx ©6 chira 1,6 mEq (37,6mg)
natr rong mi lo, cAn ciin nhde khi sir dung cho bonh nhdn cd ché
40 dn chn hon ché mubi

81 DYNG THUOC CHO PHY N CO THAI VA CHO CON BU

SV dung thwbe cho phy nr 6 thal.

Chura ct By 00 cde nghidn cir duro kidm soA( 18t v vige sir dung
& phy 0 c6 thal

bicarbonat

“ Qud mha vori bt ky Lac nhan khing kiwdn Khac

* Quéd min nghidm trong (vi du phan ing phdn vd, phén ung da
nghidm vong) vér bL ky khang sinh beta-lactam (bao gdm cdc
Penicilin.va cephalasporia) y

(Do T o it 8 9+

CANH BAO VA THAN TRONG KNI DUNG THUOC
Cdnh béo chung

Vidc hra chon imiponenycilastatin trong du 1 cAn cn nhéc dén
nhidy ybu 18 nhur muc 80 nghidm trgng cda nhwbm khadn, mure 9
8 knang o vi khudn 881 voi cac khang sinh phd hop khae. nguy
co gy ra vi khubn khang carbaponem.

Qué mén

Phdn img qua mn ngtidm trpng va 40} knl gy kr vong (phan v)
4A ugs ghi nhan & binh ntdn duge by tr bang beta-lactam,

d) ung voi

Chu ndng gon

CAn thoo ddi chiit ché chure nding yakhi dbo b
cilastatin do nguy co. nhidm adc gan (nhu Mng transaminase, suy
9an va vidm gan clp).

SU dyng & nhimg bdnh nhan ¢o ré logn chirc nAng gan Iir trudre

cBn phdi theo dai chit chi chire pAng gan trang théi gian dibu b
o Imipanenvcilastatin phung khdng cAn chinh By (xem muyc Lidu
BONG VI CREN BONQY -+ o s g i Mt e

Huydt hoc
Didu tr] bing imipenemvcilastatin od thé gdy ra phan Gng duong tinh
gid trong x4t nghipm Coombs e idp hodc gian tibp

Phd khang khudn \

Cdn cin nhdc adn phd khuln ca imipenomvcilastatin treée
khi siY dung, d8c bidt khi didu trf cic nhidm khuln ndag de doa
tinh mgng. Nodi ra. do tinh nhay cdm han ehé cua thc nhan gy
bonh 8b véri (vi dy trong nhibm khule da vis md
mém), ndn cAn thin trong. Sir dung Imiponemicitastatin chi thich
hop khi a8 biét 15 vi khubn gy bonh hodc nghi ngr cée vi khudn gdy
bdnh chinh nhay cdm véi imipenenvcllastatin. S dung ddng thol

vor mdt chiit chdng tu cdu vng Al khing methicilin (anti-MRSA) ¢6
MWWmemmM:umﬂm_mAﬂm
ty cAu vng khang mefhicillin. Cing ¢é thd chi dinh sur dung dbng
ther aminoglycesid khi 6 nghl ngdr hodc a8 duge khdng dinh nhibm
Pseudonionas aeruginosa (xem mye Lidu ding va cach dung)

Tuong tac vor acid valproic
<80 khdng sir dyng ddng thor

vori acid

Cac nghidn ciru trbin khi dang mang thai cho Infy thude co 6de tinh

Irén sinh 840, tuy nhidn chia 10 déc linh trén ny
"CHIY g Tl

guoi

nonem Cilasfatin Kabl ndll lof leh I8 sing vuot vé
nguy co xdy ra trén bao thal
S dyng thude cho phy n cho ton by
Imiponem Cilastatin Kab/ duge bl 1ét véi mot lugng nhd vao sira
me €6 s hitp thu yiu voi imipenom va cllastatin nbu sir dyng qua
Aromg udng. Do 85, trd b4 80 me 88 khéng cé khd nang tiép xic
véi him lwomg cao cua rube. Néu vibc 6 dung imipenenvclastatin
10 1ht sy cdn (b, o1 fch cila vide cho trd bu s(ra me nén Guoc cdn
nhdc véi nguy co cho trd.
Khé pang sinh sén
Chura ¢ nghian oiru vb knd nng 9
@bn khd nang sinh sdn cda nam hode n0r gion

mu HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH
Y

Chua cé nghidn ciry vd Anh hudmg cua thude 1dn kha nang Ial xe vd
van hanh mdy. Tuy phibn, cdn ihgm trong dén mét s8 tac dung khdng
mmmwMWWMWMnnlnlnrucmmm
may nhu 3c gise. chong Mt va budn ngi

TUONG TAC, TUONG KY COA THUOC

Tuwong téc cua thube:

DONg Kinh thd lom da dugc ghi nhin & nhing binh nhan sir dyng
0dng thiri ganciclovir vl imipenomvcilasiatin Khdrig st dung cung
190 nhomg thubs trén Iriy k¥ 14 Ich 1am sdng vurgt 1rdi nguy oo
Ning 83 acid valprosc c6 thé gldm xubng dudi khodng Tdng 69
dibu | khi sir dung 8ng thol ven ce chil khibng khuln nhom
‘cabapenem. Nbng 00 acid valpror thdp 66 thé lsm gidm khé nang
kidm soat con 86ng Kinh, do 66 khdng 50 dyng dbng Byl imipenem
vA acid valproic hay natrl valproal. Nén xem xét dén vidc sir dyng
ciic thubc khang sinh hodc kb phap ching co giat thay thé.

Thude chdmg 8ong dung dudmg ubng d

Si¥ dyng dng thén thube Khang sinh va warlarin & th [dm tang thc
dyng chéng d6ng cua thudc

C6 nhidu bao cdo cho they vc Ling thc dung chibng d6ng khi s0
dung dng thoi cac thude chdng 8bng dudmg béng bao gdm cd
warlarin & nhirng bdrh nhan dang dugc didu lif bAng winh

anh huts

vaiprokc (xem mue Tuong tac, Tuang ky coa thuée)

Clostridium ddfficile i

Vidm dpl 1rdng v& vidm dol trdng gid mac do khang sinh dA duoc
gni nhan khi sir dung Imiponaveiastatin vi véf phin i6m cac
sinh. muc 80 c6 th thay dbi lir nhe aén nguy hiém aén tinh mang
Chin thn frang Ahi bdnh nhan xult hidn tiéu chy rong bodc sau ki
50 dung Imipenenycilasiatin, fong tnromg hop ndy cAn ngung s
dung imipanem/clastatin vA cdn can nhdz 6dn widc ok i dbe hidy
Vidm mang néo

Jmipenem Cilastotin Kabi khdng duot khuyén cio 66 didu 1 viem
mang ndo.

Bonh nhan suy than
Imipenenvailastalin tich 10y & bdnh AhAN bi suy gidm chirc na;
han. Cc phain img phy trn hd thi Kinh trung ong (CNS) 68
xubt hidn nédu khdng didu ehinh lidu phid hop vt thire ndng then.

(2.0%). bu chy (1,8%), ndn mia (1.5%) phat ban (0.9 %). sbt
(0.5%), ba huybl 80 (0A4%). 8dng knh (0.4%). chéng mal (0.3%)
ngira (0,3%), ndi may day (0,2%). budn ngl (0,2%) CAc phin ing
1l e Gugre bdo cao nhidy nhdt i vidm finh machhuy i khdi (3.1%
dau i chd 1iem (0,7%). ban d4 i chd 1dm (0.4%) va chal cimg Unh
mach (0.2%). Tang ransaminase huyét thanh va phosphatase kibm
clng thutrng duoc bao cdo

C thc dyng khong mong mudn duéi ddly duoc bao cao thong qua
e nghidn cury 1Am sdng vA d& kgu sau khi lu hanh thube

Bang dudl Ay ligt kd cdc tac dyng khdng mong mudn duge danh
QI8 18 Ko co quan vi Ao sullt xiy ra

RAt thutmg gop: (21110)

Thutmg gap: (21:100 8én <1/10)

gdp (2171000 dén <1/100)

Hibm gbp. (21/10000 dhn <1/1000)

Rt hiém gop. (<1/10000)

Khdog xac dinh (khong thé wbc tinh 1 cae o ligu co sdn)

Trong méi nhdm tAn sulll, o tac dung khng mong mubn Buoc
trinh bay theo th ty gidm muac 4 nghiém trong
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W coquan
Nhidm khuln va

nhibm ky sinh
ting
‘ Gidm huy$t chu, giim bath v |
!Mllﬂnm‘uvh ot ""“""9"“;“"”‘“‘""}
P boch bt g 55 Mt boch chu hat
RAthiém | Thebu mau tan mau, suy tiy
} xiong
RBCa P AN Ly e | pan img phén ve
o m [ Rbiican thhn kinh bac gom 80 |
| thdn 1Lgscm\mﬂ 1
f ftobp ’mmmmwm |

! R e
Bénh ly no, d] cim, tun, thay
| toanno van [M4mate  (Ghi L |

Nguy co ndy thay abi tuy thudc vao tinh lun%nmam khubn tinh
1rgng chung cis bdnh ahan. do 66 rAit kho db danh gid tac A0ng cda | kinh trung wong hém [ Trdm trong bdnh nhuoe ¢a, dau |
cée (hu&c khang sinh ux tng chl 88 biah thudmg hoa qude thINR. | . by _
Vi 49y chn theo g1 chi 80 INR thudrng xuydn lrohg kb va 1 thén geen TR A
8n sau kil 80 dung Khang sinh v chAl ehéng dong dang dudmg | o™ Kich gong. i toan tuoma e |
Sir dyng Blng Do Imipenemvclastatin vA probarezid 1m thng | R8I logn tai va [Mlisihgdo . . . |
nﬁon&mdomthuyﬁmmmuzuwwmmdu mé dao Chéng mJL 0 tai

Ty 10 141 hip thu trong nurdre libu (dang khdng chiuydn hon) >
cda imipenem gidm xudng con vp X 60% Khi sir dyng imipenemy | RAI logn phip tim Vit W}, oblp o henh; ddnhy
cilastatin cung vél probenscid Sir dung cung lie m
liing ghp 681 ndng a9 cilestatin trong huyét tuong va théd gian ban Thuimg g8p |Vibm the inhmach
(hal cda clastatin, nhung khong ¢6 tho dong dén 1y 14 i hap tny | R8I oo he p __ |Mublapndp |
cilastalin lrong nutre tidu mach |96 bimg ‘
DA turong tré em e T | = e e ST
Ciic nghidn ciru vb tuomg the chi duge thye hign trén ngud lon :ﬂ‘;ﬂ“""v:‘% RALMEm | Knd thd, t3ng thong khi phdi.
Tuong ky cie thube: i ".“2'_._.“'?:: o 99m, |Gsuborg,, . sini]

Imipenem Cilastatin Kabi g8y twong ky vé mit héa hoc véri lactat vi
1né khong sir dyng dung mdi co lactat dé pha ché hay pha lodng.
Tuy nhién, Imipenem Cilastafin Kabi c6 thd duoc bom vao trong
Io truydn tinh mach dang fruydn dung dch lactat Khang pha trén
Imipenem Cilastatin Kabi v cAc khang lnh khdc.

TAC DYNG KHONG MONG MUON CUA THUGC

‘Trong eic thix nghidm 1am sang trén 1723 bénh nhan duge by v
qua dutmg tinh mach vét imipenemchastatin, céc tic khdng
mong toan than thutmg gép nhdt dugc bdo cio 1a budn ndn
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f T “TTibu chay, ndn mie, bubnnén | '"WM“MW!"W"NWWWM [Cae vi khubn khac S e ]
[ | | Budn ndN vAMade ndn co i | b cb g0 che W [ son < 5 1
| | | quan abn thubc co b xdyra | W‘"Wmhvlwmdmwf-muww-ém | Chiamydopnita spp

| | thuemg xuydn hon & nhimg. | lactamase tucmg 661 hiém thiy phan carbapenem. Cac lodl 64 Mycoplasma spp

| Thmg 939 | arn ahan bi gidm bach chu et Knang vei céc cartiapenem knac g thuamg bidu hitn sv 8 | roor

| | 80 v bnh rhan khong bj giam khang vé1 imipanem. Kndng cd sur dd khang chéo gidr T TS -
“"""“‘“"“'( \wmwmmmm ¥&i cée nihém khang sinh nhu: quinolon, aminoglycossd, macrold Tt ¢ khang by khang

va tetracychin

Ndng d6 onfin bigt mue 40 nhay cdm

Thir nghibm MIC vd tinh nhay cAm theo EUCAST 64 phan bidt cAc
ching nhay cAm (S) véi cac ching @8 khang (R) cho két qui nhv
sau (v 112010-04-27)

* Enterobactenacose’ S s2 mgh, R >8 mgh

* Pzeudomonas spp. ' S s4 mg/l, R »8 mg/

+ Acmotobacter spp. S <2 mg/l, R >8 mo/!

* Staphylococcus spp. * suy 1a tir tinh nhay cdm cla cefoxitin

spp.: S <4 mo/l, R >8 mg/

. ngura. A B, C, G linh nhay cdm beta-tactam cim cAC
il o vi " Hoai tr bibu bl nidm ddc, nhéem i chu tan mau streplococcus A, B, C vA G duge suy M
[ dodt da Hibm gdp wumwmstm tir tinh nhay cam
[ Johnson, hdng ban ¢ hinh, « Straptococcus pneumoniae * S <2 mgl. R >2 mgh
| da troc viy ¥ wndc ¢ S 52 mgA. R >2 mg

Rﬁmom Tlnqhhméhetmay 08I Ay « Hsemophius influenzae *: S 52 mg/l, R>2 mgA
L e onatoese: s, th 0 g animg e By
loan co + Neisseria gonorhoeae

m?‘o‘pvl :""“"‘ D“'“"m""‘w'&" Neissera gonorhosne 1& muc tidu dibu b cla imipenem.

« Vikhuln ky khi gram duong’ S <2 mg/l, R >8 mg/

Vi khubn ky kni gram &m: S 2 mg/l, R >8 mg/

NAg 69 phan bidt miro dd nhay cAm khng theo ching *: S 52
mpl. R >8 mgh

' Céc lodl Proteus v Morganella dugc col 1a myc tidu phy cua

[ SuyNnrApl o, thibu e/ |
| | v0 nigu, da nidu. nudc tidu adi
| mau (v0 hai vh khdng ndn nhdm
| 1B vor by ra mau). Val trd cla

imipanem.
' Ndng 64 phan bidt mirc Ap nhay cdm ddi véi Pseudomonas lion
mdﬁ\mmmwwmlihmmmm(lgMSWl
4bi von carbapenem dugc

? Tinh nhgy cam cla staphylococc!
ra W linh nhay cém cua cefoxiin,
* Cac ching o5 gid trf MIC ciio hom ndng 60 phan bigt muc 60
nngy cam Ja rdt hidm hodc chua dugc bic cao. Cc thi nghiém
nhdn 8ang vA tinh thay cam khéng sich triin bit or mdu phin
I.pnéodndwcubnxnhlwlglvanhk‘lqutt:lg‘lkrﬂg\“
SeUER ﬁ} A0 gir mbu phan I3p an md1 phdng thi nghidm knaich quan
?mm It gdp. . ﬂ:‘;’&m"’ muod‘;lnhﬂmk;mmddnmw maax‘zg
1am sang 88 vor hin 19p €0 9ld trf MIC cao hon
it Y :;mm ’K:mam“”"hm phmmglmaoaa:gmgnnw
= Tang s ot |43 S8, T G e vang o v
g ote !"""!"!M‘"""“ m trong sy ohan bd gia U MIC cia cac ching cu thd Gia tf ndy ehl dugc
Tost Coombs tve tdp :mmmmnnngamammvmu:nmm
Xét nghiom duomg tinh, kéo dai thi gian | w@m“‘”"‘”“’"“’“”“’" sbeal -7
It gdp prothrombin, gidm hemoglobin,
f.&,““hw&'"m“‘m"'m"'“ mugmmumyc&manuMgn.n X
méu cao ' mit 86 ching chon loc, va thang tin 6 khang & timg khu vye
y nghia, ddc bigt khi didu tri nhidm khudn ndng Mmﬂz
Tré em (irdn 3 thang tudi) 16n chuydn gia trong trutng hop tinh db khang \ai die phuong
Theo céo Aghibn ciru trén 178 bdoh nhi rén 3 thang d), cac bao vmuewmmpmmuﬂw«mmméma Khudn vhn
Tt S S B 0 B O TG G . Com o sbrg
ngay B B o
930 phi KN 53 Gung thudc (e rong wihuln g by eben
QUA LIEU VA CACH XU TRI Entecococcus fascalis
Qud liéu

Staphyfococcus sureus (nhgy cdm véi methicilling
Céc tridu chimg qua lidu o6 thé xdy ra twong ty nhu cic tac dyng sk mﬂ den tigh (ahey cden vol )
phu.coMbaoobmwwLwt&\.mn,wénnen‘n&\.Mmﬁ‘

mmwmmm&: o: Nndm vindons

ameoawumocmuwmumumunwc-um mr“————*"—
Kabl. Imipenom/cliastatin ¢4 th duoc thal trir bing thim phan mau. | Crobacter freundy

Tuy nhidn, mire 49 hiru hidu cla qui trinh ndy trong G i qué lidu Enterobacter serogenos

18 chua xdc dinh duge. Tich cyc theo dd: 04 oo bién php X kP | Ervembacter cloacas

e Escherichia col

DAC TINH DUQT LUC HOC: Kiebsiella oxytoca -

Nhom duoc ly tf igu: Khang sinh sir dung todn than, nhém | enciala

carbapenem.
Phan loal ATC: JO1DHS1

Co cnd toc ddng
Imipenem Cllastatin Kabi gdm 2 thanh phin 14 imipenem va cilastatin

mm&mmnnmﬂwbm

Imipenem, hay cdn N-formimidoy!-thienamycin, 18 mdt
d8n cht ban mmmwmmmw
Khuln . Imipenem thd hidn hoat tinh khang

e
:

enzym
wmmwmmﬂm,mu‘nm|maew
tinh khaing khulin va khong anh hutmg dén hogt tinh cia

Tuong ty thw GAc khang thon gian, df ndng

cliastabin
" Sirdung ndng A6 phn bigt mirc 84 nhay cAm khdng theo chimg
theo EUCAST i e

DO ligu 5 todn Vdn 1am sing
Cdcdoan&nMsMganykhﬁngeodOcunnwoanh
ngniéin ciru 80c tinh véri by 1§p lal va 60¢ tinh trdn gen
Cac nghidn ciru trdn ddng val cho thily 8dc tinh do imipenem gdy
a duoc gidri han & than Sur dung bng thir imipenem va cilastatin
VO 10 1:1 giup ngan ngira d6¢ tinh trdn than cua imipenem & thé
va khi- Cac bdng chimg hidn tal cho thity cllastatin ngan ngira 8dc
tinh (rdn thdn do ngdn chdn sy xAm nhp ca Imipenem vao coc t
bao hinh éng
MOt nghidn cirs v 3¢ tinh rdn sinh sdn & khi mang thal sir dyng
Imipenomvcilastatin natr vén lidu 40/40 mg/kgingdy (m tinh mach
glan doan) gy ra nhirng < tinh trdn khi mg nhur ndn mira. kém
An, gldm cn, béu chdy, sdy thal va L vong & mot sd tnrang hop

Khi sir dyng imipenenvcilastatin natri (khodng 1001100 mg/kg/ngay
I\n‘cdpdSl‘nﬂuﬂnhmMngnqhykhuy‘ncAeWMI
cho khi mang thai vai t4c 40 truydn tinh mach twomg tv nhu khi dong
cho ngui, thily xudl nidn sir khong dung nap nho trén khi me (ndn
mdra), khdng ody W vong. khong cb bng chirg Ay qual thal nhumg
1Ang 1y 14 sdy thai 50 vii ahém chirng
Chura co cAc nghién ciru dai hen trén 00ng vat 48 danh gia khd nang
9Ay ung thu coa imipenem/cilasiatin

D4c tinh duwge ddng hoc
Imipenem

Hép thu
gwnmwmmn truydn finh mech
lastatn trong 20 phit cho ﬂomnhvmhw‘! clia
lnwmmqu1zahmwmwuumuwbm
21unuw/moavmmwmg/soomvnuuuneawm
81 v 1idu 1000 mg/1000 g N&-pao dinh trung binh trong muydt
twong cla Imipenem véi du 250 MgI250 mg, 500 MG/S00 mg va
1000 mg/1000 mg 14n luot 14 17, 30 va B6 g/mi. & nhimg kéu ndy
nﬂon”lrommyﬁhnmwllmmmnl!mmdﬂmdm1wml
hode thp hom trong 4 aén 6 gir
Phiin b4
Khodng 20% imipenem gdn vér cac protein huyét thanh nguei
Chuyén hoa sinn hoc
Khtsamammhmnouvcdmydnholownmm
Su 141 hip thu qua nure tidu & mdi ca thé thay
o&rbschm wmmmmszo%ow:&m‘um
Cilastatin @ mdt 1
nmdﬂmeuqulwdm\!nhaam;mam do d6 vibc sir dung
va cilastatin 18m ting ndng 46 khing khuln aidu
Mu)llmlmwﬁdrlmuluvlhuyﬁwm
Thai trir
Tharl glan ban thai trong huydt trong cia imipenem 1 1 gio Khodng
70% knang sinh s dung duge phyc hdi nguydn ven trong nuée by
mmwwwmwlwmwwu\mmm
by 40 imipenem trong nudre BBy trén 10 pg/mi trong ving 8
g sau khi béng lidy imipenam/cilastatin 500 mg/500 mg. Phdn cdn
lal uia iy st dyng S phuc hdi trong nuee b dutd dang chilt
chuyén héa kndng cd hoat tinh, imipenem khBng dugc bal 88t qua
:wvmnwmhwmmmnmnmmmmm
0dc nuore tidu khi sir dyng phée 6b imipenemcilastatin thudmg
magwabennmmwdmnnnqwblnhwm

Hip th

Truydn Unh mach imipenem/cilastatin 20 phit cho ndng 60
dinh trong huybt twong clia cilastatin thay dbi tir 21 88n 26 pg/mi veri
1idu 250 mg/250 myg: tur 21 8én 65 pg/mi d8I vor lidu 500 mg/600 mg
va tir 56 aén 88 ug/ml 84 vor lidu 1000 mg/1000 mg. Ndng 46 dinh
trung binh trong huyét twomg ca cilastatin véi idu 250 mg/250 mg,
500 mg/500 mg v 1000 mg!1000 mg 1An luot b 22, 42 va 72 pg/mi
Phén b4

Khodng 40% cilastafin gin véi cac protein huyét thanh ngudri
Chuyén héa sinh hoc va thai inr

Thér gian ban thai trong huyét tvang cla cllastatin & khodng 1 gitr
Khodng 70-80% uumuamawcpnuc 131, & dang khong bibn
wmnmmwmmw sau khi sir dung Imipenem/
cilastatin, Khodng 10% duoc tim mzy & dang chuydn hda N-acetyl
1a chilt ¢ thc dyng Urc ché enzym dehydropeptidase tuong duong
vl cilastain. Enzym dehydropeptidase-| & thin trdy 1ai hoat 69ng
binh thudmg nhanh chéng sau khi bal tét hét cllastatin ra khdi mau
Duroc ddng hot trén chc dbl trona dic bit

Suy glam chire ndng thin

Khi sir dung ldu dom imipenem/cilastatin 250 mg/250 mg truydn finh

mach, dién tich dudl Budmg cong (AUCS) cia imipenem tang trong

(g 1.1:1,9 vA 2.7 13n. An turgt & nhirng bnh nhan b suy than nhe

(8% thanh thai creatinin (CrCL) 50-80 mi/phit/1,73 m?), trung binh

(CICI. 30-50 mVle/i 73 m’) vA niing (CrCL <30 miiphav/1.73 m?)
thén Binh

sinh bela-actam khdc,
8 Imipenem moqudobcmawmmcwawcm
minh 6 méi litn quan mdt il véi hibu qua khang khuln

khaing imipenem c6 thé do cac co ché sau

0é
* Gidm tinh thém mang ngodl v khuin gram m (do gidm san xuMt ey 48 ching Burkholdoria cepscia (1bn c0 14 Psoudomonas
cepacia)

thudmg (CrCL >80
mllpnuul 73 m?); AUCs cua cilastatin {8ng luang omg 1,6, 2.0 va 6.2
lln ﬂnrmonmummanw)mnhe trung binn vA ndng
VoI Nhirng nguéi o6.chire nng than binh thuemg. Kni sir dyng
Il‘udonﬂnhnaatlnwnlellosh(ln 250 mg/250 mg 24 gity sau
Khi thAm phan mau, AUCs cla imipenem va cilastatin cao hon 3,7
nguti b chire ndng than binh
Tal Mpmuquamm:uh GO thanh thal than, 69 thanh that
va cilastatin

porine) va 16,4 1An 50 V&1 nhomg
* Imiponem cé thé bj dua ra ngodi 1é bao mdt cich chi dng thY || poioneits

céc bom vn chuyén p
* Gidm 4l lyc cia PBPs voi imipenem Pseudomonas maltophil

twong 9ldm wong Ung véi sy suy gldm
chirc ndng than khi truyén finh mach Imipenem/cilastatin. CAn Gidu
chinh 8y & nhirng bénh nhan bf suy than (xem myc Lidu dung va

cach dung)

Suy gldm chire ning gan

Dugc 30ng hoc cua Imipenem & bénh nhdn suy gan chua dugc
thibt 1. Do sy han chd chuydn hea qua gan cua imipenem, duge
aong hoc cla Imipenem dugc cho la khdng bf dnh hudmg & bnh
nhan suy gan. Do 86, khdng cAn 1hidt phai dibu chinh Idu & bdnh
nhan suy gan (xem myc Libu dung va cach aing)

Tré om

Do thanh thdi trung binh (CL) va thé tich phan bb (Vdss) cia
imipenem cao han khodng 45% & té em (17 3 1bang dén 14 i) so
véi ngutn iérn, AUC cla imipanam sau kh sir dung 15/15 mg/kg can
n4ng clia imipanemvciiastatin & tré em cao hom khong 30% so vin
ngudrl I &0 dung lidu 500 mg/500 mg O lidu cao han, s dung
wbu 2525 mg/kg Imipenemicilastatin & trd em cho gid i AUC cao
hom 9% s0 véi ngudr 16m s( dung Wa 1000 mg/ 1000 mg.

Ngudi cao tubdl

& nguot cao i tinh nguydn khde manh (65 bn 75 tudl vér chirc
nang than binh thudmg), duge dong hoc coa hdu don tinh mach
Imiponemcilastatin 500 mg/500 mg trong 20 phut lvang duong vén
nhimg nguor by suy thon nhe ma kndng chn phdi didu chinh hidu

Thoi gian ban thai trung binh trong huydt tuong cda Imipenem va
clastalin trong Ung 16 91 ¢ 7.0 phat v 69 + 15 phal. S dung da
Mu cing kndng dnh hirdmg dbn duot dong hoc cua Imipenem hoac

Chastatin, khong nhon thly sy tich 10y imipenermclastatin (xem myc
Lidu dong va cach dung)

QUY CACH DONG GOI
Hop 1010

DIEU KIEN BAO QUAN
Khdng bao quan & nhidt 3 trén 30°C, ranh dm
Dung dich 03 pha ché: cdn phai sir dyng ngay db trénh nhidm vi
sinh vt Tuy nhidn, dung dich pha ché hay dung dich pha lodng cua
imipenem cd thd vAn gir duroc hogt e rong 3 gidr & nhigt 40 durdt
25°C vih lrong 24 giér & nhidt 40 2-8°C, néu phia ché trong didu kidn
¥6 khuln va trong cac dung dich sau
- Dung dich NaCl 9 mgiral (0.9%) (dung dich mudi sinh Iy)
» Dung dich Dextrose 5% va NaCl 0.97%

Dung dich Dextrose 5% vA NaCl 0,225%
- Dung dich Mannito! 5%
HAN DUNG
36 thang kA 12 ngdy san xulit.

TIEU CHUAN CHAT LUQNG: Tibu chubn co sér

TEN VA ]A CHI CUA CO SO SAN XUAT:

Cor st sén xudit ban thanh phém

ACS Dobfar S.p.A.

VLLe Addetta, 2a/12-3/5-20067 Tribiano (M), Y

Co s& sdn xubt thanh pndm

ACS Dobfar $.p.A

Nocheo Industriale S. Atto (loc. S. Nicolo” @ Tordino) — 64100 Teramo
(TE). ¥
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