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. Imipenem 500 mg &
Cilastatin 500 mg
for Injection USP

PV ForJot

Store in a dry place, below 30°C,

500 mg
.. 500 mg

{as Sterile mixed powder of Imipenam
monohydrate, Cilastatin sodium, and
Sadium bicarbonate as buffering agent)

@4 to Imipenem (anhydrous)............
Dosage & Adminitration:

Each vial contains:

Imisenem monohydrate

Cliastatin Sodium

eq to Cllastatin ...
As directed by the physician,

Protect from light.

Kesp out of reach of children.
Mfg Lic No: KD-295
Bateh Ne.- sl
Mfg. Date: dd/mmiyyyy
Exp. Date: dd/mmiyyyy

Manutaciured by

M.J. BIOPHARM PVT. LTD.

Pict No L-7, M D.C. Industrial Area.
Taloja. Navi Mumbai, Cist Raigad,
Maharashtra, india.
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Rx Prescription Drug.

IMANMJ 500 mg

Imipenem 500 mg &
Cilastatin 500 mg
for Injection USP

FOR INTRAVENOUS
USE ONLY

\\
|
| |
|
|
Composition:
Each vial contains:
imipenam monahydrate
eq. to Imipenem (anhydrous)..... . 500 mg
Cilastatin sodium
eq. to Cilastatin 500 mg

{as Sterile mixed powder of Imipenem
menchydrate, Cilastatn sodium, and
Sodium bicarbonate as buffering agent)

Dosagae & Adminitration:
As directed by the physician.

[T —— o b B i

Side-effect and cthar informations:
Please see the enclosad leaflat

Storage: Store in a dry place, below 30°C.
Protact from light

Specification: USP 35

Keap out of reach of children,
Carefully read the pecking insert
befora use

Manufactured by

M.J. BIOPHARM PVT. LTD.
Piot Ne. L-7. M1.D.C. Industrial Area,
Taloja. Navi Mumbai, Dist Raigad,
Maharashira, india

Rx Thuée ban theo don.

IMANMJ 500 mg

Bot pha tiém
Imipenem 500 mg
+ Cilastatin 500 mg

TIEM TRUYEN TINH MACH

G

Hop chra1 lo

Thénh phin:
MBi lo bét pha tiém cb chira:
m'uipenw\ mongchydrat

tromg duong imipanem (khan)
Cilastatin natri
trong duong Cilastatin. . 00 mg
{Dang hén hop bét vé khuan trén sﬁn
imipanem monchydrat, cilastatin natn va
14 dwge ddm natn bicarbonat)

500 mg

Lidu lvong va céch ding:

Theo chi dgl'l cla thdy thude ]
Céch pha dung dich tiém truyén, bdo quan
va dd &n dinh cia dung dich sau khi pha:
Xin xem hudéng din trerg hép.

Chi dinh, chéng chi dinh, khuyén cdo,
téc dung ngoai y, vd céc théng tin khac:
Xin xem hwdng dén sir dung trang hdp

Bao quin: Bio qudn noi khé réo,
dudi 30°C. Tranh dnh sang

Tiéu chudn: USP 35

4 xa tdm véi trd em
Boc ki hudng diin sir dung trude ki ding.

San xudt tal An D8 béi:
M.J. BIOPHARM PVT. LTD.
Plat No. L-7, M.| D.C. Industrial Area,
Taloja, Navi Mumbai. Dist Raigad,
Maharashtra, India

M.J. BIOPHARM PVT., ]

LTD

Plot No. L/7, MIDC Industrial Area, Dist,

Raigad
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Rx — Thudc ban theo don

IMANMJ 500 mg

Bét pha tiém Imipenem 500mg + Cilastatin 500mg

CANH BAO:

Thudc nav chi diing theo don ctia bdc 5T

Doc ky hudng ddn sir dung trucc khi dimg.

Néu cdn thém théng tin, xin hoi y kién bdc st

Xin thong bdo cho bac st biét cdc tde dung khéng mong muon trong qud trinh sit dung.
Dé thubc xa tam voi tré em.

Khéng dimg thuéc dd qua han st dung.

THANH PHAN: @

MB®i lo bot pha tiém IMANMI 500 mg c6 chira: J

Hoat chdt: Imipenem monohydrat tuong dwong imipenem (khan)........... 500 mg
Cilastatin natri tuong duong cilastatin.......ccceveevvineivrnnernien 500 mg

Td dwoc:  Natri bicarbonat.

(Duéi dang hdn hop bot v6 khuan tron sin cia imipenem monohydrat, cilastatin natri va natri
bicarbonat. Ham hrgng cita natri bicarbonat 14 20 mg cho mdi lo.)

DUQC LUC HQC :

[mipenem 1a mt khéng sinh ¢6 pho rat rdng thude nhoém beta-lactam. Thudc ¢é tac dung diét
khuan nhanh do twong tic voi mot s6 protein lién két v&i penicilin (PBP) trén mang ngoai cia vi
khudn. Qua dé, trc ché sy tdng hop thanh té bao vi khudn theo co ché gibng nhur cic khéang sinh
beta-lactam khac. V& 1dm sing, imipenem duoc chimg minh ¢ tac dung chéng nhimg vi khuin
quan trong nhit bao gdm phan Iém cdc vi khuin Gram dwong, Gram 4m, wa khi va ky khi.
Imipenem ciing bén vitmg voi céc beta-lactamase cia vi khuan. Imipenem duoc sir dung phdi hop
v6i cilastatin natri, 14 mot chét rc ché enzym dic hiéu, c6 tac dung irc ché su chuyén hoa cia
Imipenem & thdn, lam ting ddng ké ndng dé Imipenem nguyén dang trong dudmg tiét niéu.
Cilastatin khéng c6 tac dung khang khué’!n déi voi beta-lactamase. ) ]

Imipenem c6 tac dung rat t6t in vitro chong vi khuan Gram duong ua khi bao gém da s6 céce ching
Staphylococcus, Streptococcus v mdt s6 Enterococcus. Ngoai 18 14 Enterococcus faecium thudng

khéng thudc va mdt sb lugng ngay cang tang ching Staphylococcus aureus khang methicilin vay, | e

Staphylococcus coagulase dm tinh. \
Imipenem ciing ¢6 tac dung rat tét in vitro chéng Escherichia coli, Klebsiella spp., Citrobacter
spp., Morganella morganii va Enterobacter spp. Thubc c6 phin kém manh hon dbi véi Serratia
marcescens, Proteus mirabilis, Proteus duong tinh véi indol va Providencia stuartii. Da s céc
ching Pseudomonas aeruginosa déu nhay cam. Tuy nhién, su phdt trién tinh khang thudc coa
mot s6 ching Pseudomonas aeruginosa di dugc md ta trong qué trinh diu tri v6i imipenem -
cilastatin. Nhiéu ching Ps. cepacia va hau hét cac chiing Xanthomonas maltophilia déu khang.

Da s6 cac vi khudn ky khi déu bi tc ché béi imipenem, bao gdm Bacteroides spp., Fusobacterium
spp., Clotridium spp. Tuy nhién, C. difficile chi nhay cdm vira phai. Cac vi khuén nhay cam in vitro
khéc bao gbm Campylobacter spp., Haemophilus influenzae, Neisseria gonorrhoeae, ké ca cic
chiing tiét penicilinase, Yersinia enterocolitica, Nocardia asteroides va Legionella spp. Chlamydia
trachomati khang v&i imipenem.

Dic tinh tbt clia imipenem khién cho thudc niy c6 thé sir dung d6i véi nhitg nhifm khuin rét
ndng, déc biét khi chua rd loai vi khudn nao, hosc trong nhimg trudng hop nghi nhiém ca vi
khuin ky khi 13n wa khi. Pé thudong 1a nhimg nhi®m khuin sau méd, ¢é nguén goc tir duong da
day - rudt, hodc tir duong sinh duc nit. Mgt imng dung Khéc cia imipenem la nhitng nhlem khuén
nang mac phai & bénh vién & nhing ngudi bénh suy yéu. Chin thuong ning vdi nhiéu tén thuong
kém theo nhiém khuan ciing 13 truong hop c6 thé st dung imipenem. Nhiém khuin & chan cua
ngudi bénh dai thdo dudmg do nhiéu loai vi khuin hén hop cling thudmg dugce diéu tr tdt. Ciing
c6 thé ding d¢é diéu tri nhifm khuén & tré so sinh. Khang khuyén khich dimg phéi hop imipenem
+ cilastatin v&i nhimg khang sinh khac.
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Imipenem + cilastatin c6 hi¢u luc t6t do d6 cb nguy co cao bi lam dung va dung qua muc. Vi vay,
chi nén dung thude nay trong nhiing truong hop rat ndng. Day 14 mdt khang sinh hang thir ba cho
nhirng trudng hop cap ciru niang, khi cac thude khac khong c6 hiéu qua.
DUQC DONG HOQC:
Imipenem + cilastatin khong hép thu sau khi udng, ma can phai tiém tinh mach. Khi tiém truyen
tinh mach 500 mg imipenem trong 30 phut cho nguﬁn tré va nguoi trung nién, dat dinh nong do
huyét thanh 30 - 40 mg/lit. Nong do nay du de dleu tri phan 16n nhimg nhiém khuén. Imipenem va
cilastatin thai trir qua loc & cAu thén va bai tiét & dng than. Thoi glan ban thai khoang 1 gid, nhung
kéo dai trong trucmg hgp suy giam chtrc nang than: 3 gio @i voi imipenem, va 12 gio ddi véi
cilastatin ¢ ngucn benh v niéu. Do d6 can phai diéu chinh liéu lugng tiy theo chirc nang than.
Nhimg nguoi cao tudi (trén 70 tudi) thuomg bi giam chire ning thén, do d6 nén ding liéu bang 50%
liéu binh thudng.
Imipenem + cilastatin khuéch tan tt vao trong nhiéu mb cua co thé, vao trong nudc bot, dom, mo
mang ph01 dich khop, dich ndo tay va mé xuong. Vi dat ndng d6 tét trong dich ndo tay va vi co
tac dung t6t chéng ca lién ciu khuén beta nhém B va Listeria nén imipenem ciing c6 tac dung tdt
d6i véi viém mang ndo va nhiém khuén & tré so sinh.
CHI DINH: , , }
Imipenem + cilastatin khong phai 1a mét thudc Iya chon dau tién ma chi danh cho nhimg nhiém
khuén nang. Imipenem + cilastatin ¢6 hiéu qua trén nhiéu loai nhiém khuin, bao gém:

e Nhiém khudn dudng tiét niéu;

e Nhiém khuin dudng ho hip dudi; ql/

e Nhiém khuén trong ) bung va phu khoa;

e Nhiém khuin da, mé6 mém, xuong va khop.
Thubc dic blet ¢6 ich trong diéu tri nhlmg nhiém khuin hdn hop mic trong bénh vién.
Diéu tri nhiém khuin do nhleu loai vi khuin hdn hop ma nhimg thudc khac ¢6 phé hep hon hoic
bi chong chi dinh do c6 tiém nang doc tinh.
LIEU LUQNG VA CACH DUNG:
Thubc dung tiém truyén tinh mach. Ding theo huéng din cua bac si didu tri.
Liéu thong thuong:
Liéu cta imipenem + cilastatin tuy thudc vao loai va mirc d§ nhiém khuan, mirc do nhay cam cta
tac nhan giy bénh, chirc ning than. Liéu khuyen cao cua thubc két hop imipenem + cilastatin
trinh bay theo luong imipenem phai dung, mot luong twong duong cilastatin ciing s& dung kém.
Nguoi lon va tré co trong luong > 40 kg
Nhiém khuén tir nhe dén vira: 250 - 500 mg, cir 6 - 8 gid mot lan (1 - 4 g mdi ngay)
Nhlem khun nang v6i nhimg vi khuén chi nhay cam mirc do vira: 1 g cz 6 - 8 gid mot lan. Lidu
t6i da hang ngay 4 g hodc 50 mg/kg thé trong.
Tiém truyén liéu 250 - 500 mg trong 20 - 30 phut; tiém truyén liéu 1 g trong 40 - 60 phut.
Tré em (duwdi 12 tuoi)
D0 an toan va hiéu luc cua umpenem khong dugc xac dinh ddi voi tré em, nhung i imipenem tiém
tinh mach da dugc sir dung c6 hiéu qua, véi lidu: 12 - 25 mg/kg (imipenem), 6 gid mot 1an.
Truong hop bénh nhan suy thdn, giam lidu nhu sau:
D9 thanh thai creatinin 30 - 70 ml/phut, ding 75% liéu théng thudng; do thanh thai creatinin 20 -
30 ml/phit, dung 50% lidu théng thuong; do thanh thai creatinin 20 ml/phit, diing 25% liéu
thudong dung.
Dung mot liéu bd sung sau khi thdm tach méu.
Cach dung:
Imipenem + cilastatin dugc dém béng natri bicarbonate dé tao ra dung dich c6 pH trong khoang
6,5 — 8,5. Sur thay ddi cua pH khéng dang ké khi dung dich dugc chudn bj va dung nhu huéng
dan.
Imipenem + cilastatin dé tiém tinh mach khong dugc dung dé tiém truyén truc tiép. Phai pha
lugng thude chira trong lo véi 100 ml dung dich tiém truyén natri clorid 0 ,9%; ndng d6 cudi cung
khong dugce qua S mg/ml. Phai lic 1o cho t&i luc tao thanh dung dich trong sudt. Su thay d6i mau
tir khdng mau sang mau vang, khéng anh huong t6i hiéu qua cua thude.

nd
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Tiém truyen trong 30 - 60 phut; cin theo di xem c6 bi co gidt khong.

Néu b budn nén va/hodc ndn trong khi ding thube, giam téc do truyén.

Dé 6n dinh va boo quan dung dich sau khi pha: e

Dung dich tiém truyén sau khi pha véi nuée mudi dang truong 6 thé 6n dinh trong 4 gidr & nhiét
d6 phong (20 — 30°C) va trong 24 gio khi bao quan lanh (2 — 8°C).

Twong ky:

Imipenem + cilastatin n dinh nhit & dung dich ¢é pH 6,5 - 7,5. Imipenem mét hoat tinh & pH
acid hodc kiém. Khéng trdn 1dn imipenem + cilastatin vao nhimg khang sinh khac. Tuy nhién,
thude c6 thé dung ddng thoi, nhung tai céc vi tri tiém khac nhau, nhu céc aminoglycosid.

Khéng dung thudc tiém dextrose dé pha loang vi d én dinh thip.

CHONG CHI PINH

Bénh nhdn min cam vdi imipenem, cilastatin hay céc thanh phén khéc ciia thude.

KHUYEN CAO VA THAN TRONG

Két qua xét nghiém va nghién ciru 1dm sang cho thiy ¢6 xay ra phan tmg di tmg chéo gifra
imipenem + cilastatin va cac khang sinh beta-lactam khac nhw penicillin, cephalosporin.

Cac phan tng nang (bao gom ca sbc phan vé) di duoc bao céo o hau hét cac khang sinh beta-
lactam Vi vdy, trude khi diéu tri voi imipenem + cilastatin cAn kiém tra k¥ tién sir pban tmg qua
man trude d6 véi cae khang sinh nhdm beta-lactam. Khi ¢6 phan tng di ung xay ra can ngung sir
dyng thude va ap dung céc bién phép xr tri thich hop. .

Diéu tri véi cac khdng sinh phd rdng, bao gém imipenem + cilastatin, lam thay d6i vi khudn chi
binh thudmng trong dai trang va c¢6 thé cho phép su phat trién qua muc cha Clostridium. Cac
nghién ctru cho thdy ring doc t& duoc sin xudt béi Clostridium difficile 14 nguyén nhan chinh cia
tidu chay trAm trong do khang sinh bao gém viém dai trang mang gia nhung khéng loai trir kha
nang do nguyén nhin khac.

Nhitng tic dung khong mong mudn vé than kinh trung wong nhu gidt rung co, trang thai g 1n
ho#c con co gidt di xdy ra sau khi tiém tinh mach imipenem + cilastatin. Nhitng tac dung phu nay
thudng gip hon & nhimg ngudi bénh ¢d rdi loan thin kinh trung wong déng thoi voi suy giam
chirc nang than.

Ciing nhur d6i v6i cac khang sinh khac, viée sir dung kéo dai imipenem + cilastatin ¢4 thé dan toi
sw phat trién qua mirc cac vi sinh vat khong nhay cam.

Do an toan va hiéu hye & tré em dudi 12 tudi chua duoe xédc dinh.

Nhitng ngudi cao tudi thudmg can liéu thip hon, vi chire ning thin bi giam do tudi téc.

Imipenem + cilastatin tiém tinh mach chi dugce khuyén céo khi cin nhic loi ich didu tri vuot hin
nguy co co giat tiém 4n.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Do imipenem + cilastatin c6 thé gay tac dung khong mong mudn v& thin kinh trung wong nhu
gidt rung co, trang théi 14 1an ho#ic con co giat, déng kinh do vy cén thin trong khi sir dung cho
ngudi phai vin hanh may moc, lai xe.

SU DUNG CHO PHU NU' CO THAI VA CHO CON BU:

Thoi ky mang thai: Imipenem qua nhau thai. Khéng ¢é nhing ¢bng trinh nghién cfu day da vé
imipenem + cilastatin & phu nit mang thai. Chi diing thude nay cho phu nit mang thai khi lgi ich
thu duoc hon hin so voi nguy co xay ra (101 vé1 nguoi me va thai.

Thoi ky cho con bii: Vi imipenem bai tiét trong sita me, cin ding thin trong imipenem +
cilastatin dbi véi phy nir cho con bu.

TUONG TAC THUOC:

Céc khang sinh beta-factam va probenecid c6 thé 1am ting dge tinh clia imipenem + cilastatin.
Khi diing phdi hop véi probenecid, s& lam ting gép d6i ndng do cua cilastatin va kéo dai thoi
gian ban thai, khéng anh huéng dén hidu luc tai hip thu & dudmg tiét niéu cna cilastatin, ting nhe
néng dé trong huyét tuorng va thoi glan ban thai ctia imipenem, giam 60% mirc d0 tai hap thu cua
imipenem & duong tiét nigu so vdi lidu dung.

Phéi hop v6i cac carbapenem s& lam giam nong d4 cua acid valproic dan dén 1am giam higu luc

kiém soat con ddng kinh. Vi vdy, can gidm sat chat ché ndng d6 acid valproic trong huyét thanh
khi diing cing imipenem.

\
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Hién tuong co gidt di duogc bao cdo ¢ nhing bénh nhén st dung dong thoi ganciclovir va
Imipenem + cilastatin. Chi phdi hop céc thude nay khi loi ich cao hon nguy co. Ngoai ra, cac tién
chit valganciclovir c6 thé gdy ra con co gigt khi dung phdi hop véi imipenem + cilastatin.
Imipenem + cilastatin ¢ thé gay ra phan ting duong tinh trong xét nghiém Coombs.

TAC DUNG KHONG MONG MUON:

ADR thudng gap nhit 1a budn nén va non. Co giat c6 thé xay ra, dic biét khi dung liéu cao cho
ngudi bénh ¢6 thuong tén & hé thin kinh trung wvong va ngudi suy than. Nguoi bénh di tmg véi
nhimg khang sinh beta-lactam khac c6 thé ¢6 phan ing mén cam khi ding imipenem.

Thuong gap, ADR >1/100

Tiéu hoa: Bubn ndn, ndn, ia chay.

Cuc bd: Viém tinh mach.

It gap, 1/100 >ADR >1/1000

Tim mach: Ha huyét ap, danh tréng nguec.

Than kinh trung wong: Con dong kinh.

Da: Ban do.

Tiéu hoéa: Viém dai trang mang gia.

Huyet hoc: Giam bach cau trung tinh (gom ca mét bach cdu hat), ting bach ciu &i toan, thidu
mau, thir nghiém Coombs (+), giam tiéu cdu, tang thoi gian prothrombin.

Gan: Tang AST, ALT, phosphatase kiém, va bilirubin.

Cuc bg: Dau & ch tiém.

Thén: Tang uré va creatinin huyét, xét nghiém nudc tidu khong binh thuong. CP]/

Hudéng din cich xir tri ADR

Cén giam liéu dbi véi n gum bénh suy than va ngudi cao tudi.

Dung than trong d01 véi ngudi bénh c6 tién sir co giat hoc min cam v6i cac thude beta-lactam.
Khi xay ra ADR vé than kinh trung uong trong khi diéu tri, cAn phai ngimg dung imipenem +
mlastatm Cén tiép tuc liéu phap chdng co glat cho ngudi bénh b co giat.

Néu dung don doc imipenem, khang thudc thudong xay ra khi diéu tri cic nhiém khudn do
Pseudomonas aeruginosa; tuy nhién, khéng xay ra su khang chéo véi céc loai khang sinh khac
(vi du, aminoglycosid, cephalosporin). Nén riéng dbi voi P. aeruginosa c6 thé du phong khang
thudc bang cach dung phéi hop véi mot thude khang sinh aminoglycosid.

QUALIEU:
Tri¢u chimg qud liéu gom tang nhay cam than kinh - co, con cg giat.
Trong trudng hop qua lleu ngimg ding imipenem + cilgsfatin, di_éu__ %1 triéu chimg, va ap dung

nhimg bi¢n phap hd trg cin thiét. A
Co the ap dung thAm tach méu dé loai trir thude ra khoif é’lﬁ. N ]
TIEU CHUAN CHAT LUQNG: USP 35 C W b
BAO QUAN: =~ S 2 T S
Bao quan noi kho rao, nhiét d¢ dudi 30°C. Tranh anh sa
HAN DUNG:

24 thang ké tir ngdy sn xuét.

S6 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han ding (Exp. da!éﬁ Ukn Qe &FBIVRHSG
e TRUUNG PHONG

D6 én dinh va bdo auan dung dich sau khi pha: t( on J/ag %m
Dung dich tiém truyén sau khi pha véi nude mudi déng truong c6 thé én dm’i trong 4 gid & nhiét ‘
d phong (20 - 30°C) va trong 24 git khi bao quén lanh (2 - 8°C),
QUY CACH PONG GOI VA DANG BAO CHE: o
Hop chira 1 1o bot pha tiém.

T., LTI
Area, Di:

. BIOPHAR

Plot No.L/7,1 b rial _.-.._;_ 1. Dis
San xut tai An D9 boi:

M.J. BIOPHARM PVT. LTD.

Plot No. L-7, M.L.D.C. Industrial Area, Taloja, Navi Mumbai, Dist. Raigad, Maharashtra, India.

Ngay xem xét lai to huéng dén sir dung:11/12/2014




