u liéu théng tin cho can bo v ¢

CHONG CHI PINH: Chéng chi dinh & cac bénh nhan qua mén v6i Imipenem hay Cilastatin

hay v6i bét cir thanh phin/ta dwoc c6 trong thude.

CANHBAO: .

- Tru6c khi diéu tri voi Imipenem-cilastatin, phai thdm vén cén thén vé phan (ing qué man véi
Penicillins, cephalosporins, beta-lactams khac, va véi cac di nguyén khac. Néu xay ra phan tmg
ditmgnén ngt‘mg sirdung imipenem-cilastatin. -

- Céc phan tmg sbc phan vé trAm trong cAn dugc didu trj khén cép tirc thi bang Epinephrine,
Oxygen, Steroids sung dudng tinh mach va xir Iy khi dao gdm dat gng noi khi quan c6 thé dugc
dung nhu dugc chi dinh.

- Co giAt va céc tac dung phu khéc trén hé than kinh trung uong, nhu tinh trang 1 14n va chimg
gidtrung co, da dugc bao céo véi imipenem-cilastatin tiém truyén tinh mach.

- Sir dung ddng thai imipenem va valproic acid/sodium valproate hay divalproex sodium khong
duge khuyén nghi. Cac thudc khang sinh ngodi carbapenems nén dugc can nhic khi diéu tri
nhiém khuén cho cac bénh nhén bi co giat da dugc kiem soat t6t bang valproic acid hay
divalproex sodium. Néu viéc dung Thubc tiém Imipenem va Cilastatin 12 cén thiét, tri li¢u v6i
thude chong co gidt bd sung nén duge can nhac.

- Viém dai tring mang gi, dugc béo cao hiu nhu véi tht ca cac khang sinh, mirc do trAm
thé thay ddi tir nhe dén de doa tinh mang. K& toa Imipenem-cilastatin cén tharg »-
tién sir bénh da day-rudt, déc bi€t 1a viém dai trang. Tiéu chay lién quan )/ 180 17
dugc can nhéc nhu 1a mdt chi diém dbi véi chén doan nay. Trong khi c# :
ring doc t6 cua Clostridium difficile 13 mot trong nhiing nguyén nhj /
trang lién quan dén khéng sinh, c4c nguyén nhén khac nén dugc xem xg

- Nén dugc sir dung cén nhéc ¢ bénh nhan dang c6 ché d6 kiéng mudi do
sodium. -

_THANTRONG:

Tong quat:

Neéu diéu tri v6i Thu6e tiém Imipenem va Cilastatin Ia can thiét va phaig

hay bd sung thube chéng co gidt d& phong ngira vavhoic didu tri co gidt c6 théfacant

bénh nhan dang duoc th%.m phén mau, chi khuyén c4o diing imipenem-cil

mach khi lgi ich cao hon nguy co xay ra co giat. Imipenem-cilastatin tiém truyen tinfrg frch

nén duoc sir dung dé diéu tri nhim khuén. Bo lidu hay khong hoan tét toan b dot didu tri (1) ¢6
thé lam giam higu qua ciia diéu tri tirc thdi va (2) lam tang kha néng vi khufn s& phét trién dé
khéng va trong twong lai s& khong duge diéu tri bing imipenem-cilastatin tiém truyén tinh mach
hay bang céc khang sinh khac. Tiéu chay thudng xay ra do khéng sinh, thong thuong chém dut
khi ngirng sir dung khang sinh. Thinh thoang sau khi bét d4u diéu tri bing khang sinh, bénh nhén

6 thé biéu hién phan c6 méu va nuée (k&ém hay khong kém dau quin bung va sot) ngay cé sau hai

hay nhiéu thang sau khi ding liéu khéng sinh cudi cung.

Téc dong trén kha niing l4i xe va vAn hanh m4y méc: Khong c6 dit li¢u rd rang; tuy nhién, mot

s6 tc dung phu trén thn kinh trung wong, nhu chéng mat, r6i loan tim than, 16 an va co giat, c6

thé anh huong dén kha nang 14i xe va van hanh may méc.

Thai ky: Imipenem-cilastatin nén dugc sir dung trong thai ky chi khi l¢i ich cao hon nguy co xay

ra cho ngudi me va thai nhi.

Imipenem-cilastatin dugc cho 13 can thiét, ngudi me nén dimg cho conbu.
Nhi khoa: khong duoc khuyén c4o cho bénh nhi viém mang néio hay nhiém khuén thuc tha

Cho con bii: Imipenem-cilastatin sodium dugc phat hién trong sita ngudi. Néu viée sir dungl

BACQURE

(Thubc tiém Imipenem va Cilastatin USP)

kinh trung wong vi ly do ¢6 nguy coxay ra co giat va bénh nhi <30 kg c6 kém suy chirc néng thén.
Lo khoa: Khong cAn thiét diéu chinh lidu dung theo tudi. Chinh liéu trong trudng hop suy chirc
ning than 14 cAn thiét.
Kha niing giy ung thw, Dot bién gen, Suy giim khi ning thu tinh:Khong c6 thir nghi¢ém nao
trong céc thir nghiém nay cho thiy bét cir bing chimg ctia sy thay di gen ciing nhu ¢6 téc dung
phu nao khac dugc quan sat trén sy thy tinh, sy sinh san, kha nang song cua thai xfu', sy ting
trudng hay phét trién sau khi sinh ctia dong vét con.
TUONG TAC THUOC:
Ganciclovir khong dugc sir dung dong thdi trir khi loi ich cao hon nguy co. Dung dong thoi
imipenem-cilastatin tiém truyén tinh mach va probenecid dan dén tang mot lugng t6i thi€u nong
d6 huyét twong va thoi gian ban thai huyét tuong cua imipenem, nén khong khulyén céo ding
chung probenecid v6i imipenem-cilastatin ti€ém truyén tinh mach. Valproic acid / divalproex:
Nbng do cuia valproic acid c6 thé giam xudng dudi khoang I]g ligu do sur tuong tac nay, vi vay ting
nguy co xay ra con dong kinh méc du d& dugc phong ngira tot bing thude chéng co giat. St dung
dong‘thbri imipenem va valproic acid/sodium valproate hay divalproex sodium khong dugc
khuyén céo. !
Aminoglycosides: Imipenem-cilastatin khong dugc tron 1&n hay thém vao v6i cac khang sinh
khéc. Tuy nhién, imipenem-cilastatin c6 thé dugc ding dong thdi véi cac khéang sinh khéc, nhu
aminoglycosides.
AC DUNG PHU:
=, Weudi trirgng thanh: Imipenem-cilastatin tiém truyén tinh mach thudng dugc dung nap t6t.
c\dung phu tai ché co lién quan dén tri ligu v6i imipenem-cilastatin dang tiém truyén tinh
¢ 1a: Viém tinh mach/ viém tinh mach huyég khdi (3,1%), Pau tai noi tiém (0,7%), Ban do tai
Bm (0,4%), Cung tinh mach (0,2%), Nhiém khuan tinh mach dugc truyén thude (0,1%).
teng phu toan than c6 lién quan dén imipenem-cilastatin tiém truyén tinh mach I3 budn
81/(2,0%), tiéu chay (1,8%), 6i mira (1,5%), ban d6 (0,9%), sbt (0,5%), tut huyét 4p (0,4%), co
i (0,4%), chéng mit (0,3%), ngira (0,3%), mé day (0,2%), budn ngu (0,2%).Cdc phan itng
u toan thin xdy ra véi ti 1¢ dwdi 0,2%: Da day-rudt : viém dai trang mang gia, viém dai trang
At huyét, viém gan (gdm viém gan bao phat), suy chirc ning gan, vang da, viém da day-rudt,
dau bung, viém ludi, ting san nha ludi, bién mau rang va/hodc ludi, o néng, dau hong, ting tiét
nu6c bot. Mau: giam toan thé huyét cau, suy tily xuong, giam tiéu cau, tang tiéu cAu, giam bach
cAu trung tinh gbm mat bg;h cAu hat, giam bach cu, thiéu mau tan huyét. Than kinh trung
wong: bénh ndo, rung, 14 14n, giat rung co, di cam, chong mit, nhirc dAu, i loan tAm than gdm
chimg ao gi4c. Cdc cam gidc ddc bi¢t: mat thinh luc, U tai, loan vi giac. Hé hap: tic nguc, kho
thé, tang thong khi phéi, dau gai xuong trc. Tim mach : danh trong nguc, nhip tim nhanh. Da: hoi
chimg Stevens-Johnson, hoai tir nhiém doc biéu bi, ban do da dang, viém da tréc vay, phut mach
thﬁn kinh, phit mach, phan (g séc phén vé, d6 da, chiing xanh tim, ching tang tiét md hoi, thay
d6i két cAu da, nhidm Candida, ngtra am ho. Todn thén: dau da khép, suy nhugc / yéu mét, sét do
(g di . Thén: suy chirc nang thén cdp tinh, gidm nigu/vo ni¢u, daniéu, bién mau
Mam bach cdu hat: budon nén va/hodc 6i mira.

d: dﬁX —rudt, 6i mira; Da: Ban d6, kich ng tai noi tiém; Hé niéu

6 tiéu; Hé tim mach: viém tinh mach. Tré so sinh dén 3 théng *
%): H¢ tiéu héa: Tiéu chay, nhiém Candida miéng; Da: Ban do;
u niéW vo niéu; HE tim mach : nhip tim nhanh; H¢ than kinh: Chimg

>, A '?i
u'sinh duc: Thie

co giat- - waCs
1 T(gglf{gghmcm;géc ST CAE'TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC.

LIEU LUQNG:

A A

quéa 50 mg/kg/ngay hodc 4,0 g/ngy, nén sir dung lidu nao thép hon trong hai lidu nay.

cam ciia ching vi khuén gy bénh, tinh trang 14m sang ctia bénh nhan va chirc nang than.

BACQURE 500 mg chira 46 mg sodium, nén duoc sir dung cén nhéc ¢ bénh nhan dang c6 ché d6 kiéng mubi.

N BT |
BACQURE chi dwge sir dyng biing duwdng tiém truyén tinh mach va khong dwge dimg dé tiém bip. W 'A "o
Ngui trwdng thinh: M3 liéu 125 mg, 250 mg, hay 500 mg nén dugc truyén tinh mach trén 20 dén 30 phat. WG it ay 1000 mg nén durgc truyén finh mach trén 40 dén 60 phut. Cac bénh nhén b

RET Qmg
budn n6n trong khi truyén thudc, c6 thé phai giam téc d6 truyén. Do imipenem-cilastatin ding duong tiém truyén tinh mach c6 hoat tinh khang khuéin cao, tdng liéu téi da héing ngay khuyén c4o khong vuot
Tré em: Div6i bgnh nhi >3 thing tudila 15 dén 25 mg/kg/ liéu dugc ding mi 6 gidr, dbi v6i bgnh nhi<I tudn tudi: 25 mg/kg mbi 12 gidr; 1 dén 4 tudn tudi: 25 mg/kg mdi 8 gioy; 4 tuiin dén 3 thing tudi: 25
mg/kg mdi 6 giv. Liéu ding <500mg nén dirge ding bing dudng truyén tinh mach tir trén 15 phit dén 30 phut. Liéu ding >500 mg duge diing béng dudng truyén tinh mach tir trén 40 phiit- 60 phut.
Newdi cao tudi: Tudi tac thuong khéng anh huong dén do dung nap va hiéu qua cia Thudc tiém Imipenem va Cilastatin. Liéu luong nén dugc x4c dj

dyra vao mirc d trdm trong cita nhi€m khun, tinh nhay

76/8 /2044

Liéu diing gidm b6t ciia imipenem-cilastatin diing biing dwdng truyén tinh mach & bénh nhan trudng thanh bi suy chirc ningthén (d thanh thaii creatinine 71mL/phit/1,73m’ va thé

trong <70kg:
Néu tdng lidu hiing ngdy & Bing 1 la:
. 1,0 g/ngay 1,5 g/ngay 2,0 g/ngay 3,0 g/ngay 4,0 g/ngay
;l;:f]g dd thanh thai d6 thanh thai dd thanh thai d6 thanh thai d$ thanh thai
271 | 4170 | 2140 | 20< =71 | _a170 | 2140 | 20< > | 4170 | 2140 | 20< >71 | 4170 | 2140 | 20< 271 | 41-70 | 2140 | 20<
| licu dugc giam (mg) l1a lieu dugc giam (mg) 1a licu dugc giam (mg) la liéu dugc giam (mg) la liéu dugc giam (mg) la
270 50 250 50 5( 50( 50 250 250 500 500 250 250 1000 500 50( S0( 10( 750 500 500
q6h q8h 1 112h 18h q61 q8h 112h q6h q8h q6h ql2h q8h q61 q8h 112h 161 q8h q6h ql2h
60 25( 125 05 125 50 250 250 250 500 250 50 250 750 500 500 500 100( 50 50( 500
18h 16h 121 12h 61 q8l q8h ql2h q8h 16h q8h ql2h g8t q8h q8h 112h 8h | 18h 112h
50 125 5 25 ) 250 250 5 50 250 50 250 501 500 50 250 50 00
I q6l q8h ql2l ql2h 16h q8h ql2h q6h q8h 161 1121 ! 181 121
40 125 5 125 55 250 125 125 125 5 250 250 250 50( 2150 50 250 500 500 250
61 I 112h q8h q6h q8h ql2h g6h q8h ql2h ql2h 18h 61 18h 1121 61 ) 61 1
30 125 125 125 125 125 125 125 | 250 125 125 125 250 250 250 250 500 ( ) )
q8h q8h ql2h qlz2h q6h q8h q8h qlzh q8h q6h q8h ql2h g6h g8h q8h ql2h q8h 1 I 12}
q6h : mdi 6 gio q8h : mdi 8 gitr q12h : mdi 12 gior -

| creatinine>71mL/phut/1,73m’, va thé trong 70kg:

Liéu dung tiém truyén tinh mach cho ngudi truéng thanh ¢6 chirc ning thin binh thudng (d) thanh thai

BAO QUAN: Bot kho nén dugc bao quéan dudi 25°C, tranh 4nh sang. S;lu khi

Loai hay mirc d§ A N B
nghiém trong ciia Cic chiing hoan toan nhay cim gdm vi khuén
nhiém khuén hiéu khi va ky khi Gram dwong vi Gram Am

Cic chiing nhay cim trung binh, chii yéu la
mdt s§ ching cia P. aeruginosa

pha thuéc theo hudng dén, dung dich duy tri hi¢u lyc trong 4 ;ib & nhiét do
phong (25C) hoic trong 24 gid & ngan lanh (4C). Dung dich thuoc ti€ém khong
dugc dé dong da.

| Nhe 250

500 mg mdi 6 gior
(Téng liéwngay = 2,0g)

GiU'THUOC XATAM TAY TRE EM.

Trung binh 500 mg méi 8 gio (Tong liéw ngay = 1,5g) hoac

' (Téng liéwngay
500 mg méi 6 gitr (Tong lidwngay = 2,0g)

500 mg mdi 6 gio (Tong liew ngay = 2,0g) hodc
1 g mdi 8 gitr (Téng liéw/ ngay = 3,0g)

HANDUNG: 24 thingké tirngay sanxuét.
KHONG DUNG THUOC QUA HANDUNG GHI TREN NHAN.

[ Nang, chi khi de doa tinh
mang ciia bénh nhan

500 mg méi 6 gis
(Téng lidwngay = 2,0g)

1 g mdi 8 givr (Téng liéwngay = 3,0g) hodic
1 g mdi 6 gidr (Tong lidwngay = 4,0g)

Nhiém khuén dudng nigu
khéng bién chimg

250 mg mdi 6 gid'
(Téng liéwngay = 1,0g)

250 mg moi 6 gicr
(Téng liéwngay = 1,0g)

San xuét tai An Do RANBAXY Laboratories Limited, Industrial Area - 3,
Dewas-455001

500 mg m&i 6 gidr
(Téng liéwngay = 2,0g)

Nhiém khuén dudmg niéu
¢6 bién chimg

500 mg mdi 6 gidr
(Tong liéw/ngay = 2,0g)
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