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f NHAN HOP ACTIXIM 1.5g

Kich thudc:

Dai : 38 mm
Rgng: 36 mm
Cao : 72 mm
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Rx Thudc ban thea don THANH PHAN: Rx Prescription only COMPOSITION:
M&i Ip chifa: Each via! contains:
Cefuroxim 1,5g Cefuroxime 1.5
PR T CHIBINH, CACH DUNG, INDICATIONS, METHOD OF USE,
I 1 CHONG CHIDINH: & J [371!| coNTRAINDICATIONS:
e al e e | Xem tiy hudng dfn sif dyng. = i Please refer to the package insert.
Cefuroxim 1,5g, USP Cefuroxime 1.5g, USP
DE XA TAM TAY CUA TRE EM. KEEP OUT OF REACH OF CHILOREN.
DOC K¥ HUGNG DAN SU DYNG READ CAREFULLY THE LEAFLET _
TRUGC KHI DONG. | BEFORE USE. «'{
( 3
8A0 QUAN: \ STORAGE: Store at the temperature /0;
D€ nd kho rdo, irinh 4nh sing, not more than 30°C, in a dry place, C
nhigt d9 khéing qué 30°C. protect from light. (_"6

Bot pha tiém
Tiém bdp - Tiém tinh mach

00 1 10

TIEU CHUAN: USP 34
SDK:

Powder for injection
Intramuscular - intravenous

SPECIFICATION: USP 34
REEG. No.:

S5 1 SX / Batch No.:
NSX / Mig. Date :
HD / Exp. Date :
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NHAN HOP ACTIXIM 1.5g ( Hop 10 lo)

Kich thudec:
Dai :140 mm
RGng: 55 mm
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Cefuroxim 1,5g, USP

Bot pha tiém - Tiém bap - Tiém tinh mach

M3 I chira Gefuroxim 1,5g.

CHI BINH, LIEU LUGNG, CACH DUNG, CHONG chi
DINH VA CAC THONG TIN KHAC VE SAN PHAM:

Xin doc t4 hudng din sU dyng.
€ XA TAM TAY CUA TRE EM.

BOC K¥ HUGNG DAN S DUNG TRUGC KHI DUNG.

BAO QUAN: DZ nol khé rdo, trinh dnh sdng,
nhigt d§ khong qud 30°C.

TIEU CHUKN: USP 34

SBK:

Sin xuft bai;

cONG TY Cd PHAN pugc PHAM GLOMED

- 294 D3l LO Ty Do, KCN Vigt Nam - Singapore,

Thu3n An, Binh Dudng.

Powder for injection - Intramuscular - Intravenous

Cefuroxime 1.5g, USP ]

]

- yoew yun wayl - deq wall - wen eyd 109 & Cao : 60 mm
dsn ‘06°| wixoInjay
0] 01 dOH Upp 08y} Ueq J0NYL X3
RX Thusc bén theo don Hop 10 lg | mws e RX Prescription only 10 vials/hox | cowosmor @ ise

INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:
Plsase refer to the package Insert.

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.
STORAGE: Store at the temperature not more

than 30°C, in a dry place, protect from fight.

SPECIFICATION: USP 34
REG. No.:

Manufactured by:

A\ GLOMED PHARMACEUTICAL COMPANY, inc.
29A Tu Do Boulevard, VSIP,
Thuan An, Binh Duong.

A R ,-.;-.\n‘

i

S0 16 SX / Batch No.:
NSX / Mfg. Date :
HD / Exp. Date :
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NHAN HOP ACTIXIM 1.5g ( Hop 25 lo)

Kich thudc:

Dai :140 mm
Rgng: 140 mm
Cao 60 mm

RX Thudc ban theo dan

Cefuromm 1 Sg, U_S_P_ s

Bot pha tiém - Tiém bﬁp - Tiém tinh mach

Hop 25 Ig

THANH PHAN:

M3i Ip chia Cefuroxim 1,5g.

GHI DINH, LIEU LUGNG, CACH DUNG, CHGNG CHI BINH VA CAC THONG TIN KHAC VE
SAN PHAM: Xin doc to hudng d3n sif dyng.

e XA TAM TAY CUA TRE EM - BOC KY HUONG DAN SU' DYNG TRUGC KHI DUNG.
BAO QUAN: DE ndi khd réo, trinh dnh sing, nhiét dd khong qui 30°C.

TIEU CHUKN: USP 34

SDK:

San xudt bdi: CONG TY ¢8 PHAN pugC PHAM GLOMED
29A Bai Lo Ty Do, KCN Vigt Nam — Singapore, Thudn An, Binh Difong.

S

RX Prescription only 25 vials/box

Cefuromme 1.50, USP :

Powder for injection - Intramuscular - lntravenous

'COMPOSITION:

Each vial contains Cefuroxime 1.5g.
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER

INFORMATION: Please refer to the package insert.
KEEP OUT OF REACH OF CHILDREN - READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from lluht
SPECIFICATION: USP 34
REG. No.:

Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.
29& Tu Do andevam VSIP, Thuan An, Binh Dumq

S
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S3 16 SX / Batch No.:
NSX / Mfg. Date
HD / Exp. Date
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HUONG DAN SU DUNG THUOC

~ ACTIXIM15¢g
Cefuroxim natri
Bt pha tiém

1- Thanh phin

Mdi g chira;
Bt vo khuan cefuroxim natri tuong dwong cefuroxim 1,5 g

2- Darge Iye hge vi durgre dgng hge

Durgre lyee hpe

Cefuroxim la khang sinh ban tong hop phé réng, thugc nhém cephalosporin thé hé
thir 2, tac dung trén hau hét cic vi khudn Gram duong va Gram dm, Cefuroxim natri
duge ding trong thude tiém.

Cefuroxim c6 hoat tinh khang khuan hiru higu va rat djic trung chdng lai nhicu tic
nhin giy bénh I.hénF thudmg, ké ci cdc ching tiét beta-lactamase. Cefuroxim cé
hoat tinh khang khuan do {rc ché tdng hgp véch 1€ bao vi khuan bing cich gin vao
cic protein dich thiét yeu. Cefuroxim rit bén véi enzym beta-laclamase cta vi
khuin, dic bigt 1a vi khudn Gram ém. Do d6, thudc cé thé tac dung trén nhiéu ching
khéng ampicilin hay amoxycilin,

Cefuroxim thuémg c6 tac dung in vitro tén cic ching vi kKhudn nhu:

. Vi khudn Gram am hiéu khi. Haemophilus influenzae (ké ca cac ching khang
ampicilin), Haemophilus parainfluenzae; Moraxella (Branhamella) catarrhalis;
Escherichia coli; Klebsiella sp, Proteus mirabilis; Proteus inconstans;
Providencia sp; Proteus retigeri va Neisseria gonorrhocae (ké ca cdc ching tiét
penicilinase).

. Vi khuin Gram dwong hiéu khi: Staphylacoccus aureus, Staphylococcus
epidermidis (ké ca cdc ching it penicilinase, trir cdc ching khang meticilin);
Sireptococeus pneumoniae, Streptocaccus pyogenes (va cic Streptococci béta tan
huyet khac); va Strepracoccus nhom B (Streptococcus agalactiae).

. Vi khuin yém khi: Cac ciu khuin Gram am va Gram duong (k¢ ¢i Peprococcus
va Peplostreptocaccus spp). Cac tryc khuin Gram dwong (ké ca Clastridium sp)
va Gram am (ké ca Bacreroides va Fusobacterium spp); Propionibacterium sp.

. Céc vi khudn khic: Borrelia burgdorferi.

Cac vi khuin khéng nhay cim véi cefuroxim, gom: Clostridium difficile;
Pscudomonas sp, Campylobacier sp; Acinefobacter calcoaceticus; Lisieria
monocylogenes, cic ching Staphylococcus aureus va Staphylococeus epidermidis
khang meticilin, Legionella sp; Enterococcus; Enterobacier sp.

Duegre djng hoe

- Mudi natri cia cefuroxim duge ding theo duimg tiém bip hojic tiem tinh mach.
Néng @5 dinh trong huyét twong khodng 27 microgam/ml dat duge vio khoang
45 phut sau khi tiém bdp 750 mg, va nong do dinh trong huyét tvong khoing
50 microgam/ ml dat dugc vao khoang 15 phat sau khi tiém tinh mach 750 mg.
Sau licu uém khoang 8 git, néng d thude trong huyet thanh van con do duge.
Khoing 50% cefuroxim trong hé tuan hoan lién két véi protein huyét tuang. Nira
dti cia thuic trong huyét tuang khoang 70 phat va dai hon & ngudi suy thin va
tré so sinh. Cefuroxim phin bo rong khap co thé, ké ca dich mang phai, dom,
xuong, hoat dich va thiy dich, nhumg chi dat néng dé diéu tri trong dich ndo tay
khi mang ndo bj viém. Thudc qua nhau thai va hign dign trong sira me.

- Cefuroxim khéng bi chuyén héa va duge thii trir & dang khéng bién ddi qua loc
ciu thin va bai tiél & dng thin. Thube dat nong dd cao trong nudc tidu. Sau khi
tiém, hau hét liéu sir dyng thai trir trong vong 24 gio, phin 1én thai trir trong véng
6 gio. Probenecid irc ché thai trir cefuroxim qua ong thin, lam cho nong d¢
cefuroxim trong huyét twong ting cao va kéo din hon, Cefuroxim chi thai trir qua
mit véi lugng rit nho. Nong dd cefuroxim trong huyét twong bi giam khi thim
phin.

Dit ligu an todn tién lim sing

Bc tinh trén gen: Mic di cde nghién ciru kéo dai sudt déi trén dong vit chua duge
thit 13p dé danh gid kha ning pay ung thu ciia cefuroxim, nhung nhin thay
cefuroxim khéng co hoat tinh gay dit bien gen trong thir nghiém vi nhin va thir
nghiém vi khudn.

Bgc tinh trén kha nang sinh sin: Kha nang sinh sin & chudt cong khéng bi anh
huémg khi ding liéu cefuroxim Ién dén 1000mg/kg/ngay.

3- Chi djnh

Diéu tri nhiém khuan thé nang duémg hd hip dudi (ké ca viém phéi), nhiém khudn
da vi md mém, nhiém khufin xuong va khap, nhiém khuin thé nin niu - sinh dyc
(ké ca bénh 1, dic bigt khi penicilin khéng thich hgp), nhiém khuin huyet va viém
mang ndo do cdc vi khudn nhay cim gdy ra.

Picu trj dy phang nhiém khuin khi phau thugt.

4- Lidu diing v céch diing

Lidu ding

Nguedi ln: Liéu théng thuong 14 750 mg, 8 gits mdt lan, nhung trong cic nhiém
khudn ning hon c6 thé tiém tinh mach 1,5 g, 8 gi& hofic 6 gib mét lan,

good stability to bacterial p-l
consequently is active against many ampicillin-resistant or amoxycillin-resistant strains,

The fol!owing mICToC

Staphylocaccus epidermidis; Leg lla sp, Enterococcus; Enterobacter sp.

ACTIXIM 1.5 ¢

Cefuroxime sodium
Powder for injection
1- Composition

Each vial contains;
Cefuroxime sodium sterile powder equivalent to cefuroxime 1.5g

2- Phar dy ics and Phar kineti
Pharmacodynamics
Cefuroxime is a hetic, broad trum antibiotic in the second-generation

cephalosporins, which is active against a wide range of Gram-positive and Gram-

negative organisms, Cefuroxime sodium is used in injection products.

Cefuroxime 1s a well characlerised and effective antibacterial agent which has

bactericidal activity against a wide range of pathogens, g
p-lactamase-producing  strains. The bactericidal action of cefuroxime results from
inhibition of cell wall synthesis by binding to ial target proteins. Cefuroxime has

iall organisms, and

P Y ram-neg;

Celuroxime is usually active against the following organisms in vitro:

- Gram-Negative Aercbes; Haemophilus inff (including ampicillin
strains); Haemophilus parainfluenzae;, Moraxella (Branhamella) catarrhalis;
Excherichia coli; Klebsiella sp; Proteus mirabilis; Proteus inconstans; Providencia
sp; Proteus retigeri and Neisseria gonorrhoeae (including penicillinase producing
strains).

- Gram-Positive Acrobes: Staphylococcus  aureus, Staphylococcus  epidermidis
(including penicillinase—producing strains, but excluding methicillin-resi ins)

Streptococcus  pncumoniae,  Streplococcus  pyogenes (and  other -haemolytic

streptococei); and Streplococcus group B (Streptococcus agalactiae).

Anaerobes: Gram-positive and gram-negative cocci (including Peptococcus and

Peprosireptococcus spp). Gram-positive bacilli (including Clostridium sp) and gram-

negative bacilli (including Bacreroides and Fusobacterium spp), Prapionibacteriu

sp.

« Other microorgamisms: Borrelia burgdorferi

are not suscep to cefuroxime: Clostridium diffis

Campylobacter  sp, Acinetobacter calcoaceticus;,  List

strains of Staphylococcus  aureus

Psewdomonas  sp,
monocylogenes,  methicillin-resistant

Pharmacokinetics

- The sodium salt is given by intramuscular or intravenous injection. Peak plasma
concentrations of about 27 micrograms/ml have been achieved 45 minutes after an
intramuscular dose of 750 mg, and about 50 micrograms/ml have been achieved 15
minutes after an intravenous dose of 750 mg with bl 8 hours
after a dose.

- Up to 50% of cefuroxime in the circulation is bound to pl proteins. The p

half-life is about 70 and is prolonged in patients with renal impairment and in

neonates. Celuroxime is widely distributed in the body including pleural fluid, sputum,
bone, synovial fluid, and aqueous humour, but only achieves therapeutic

in the c inal fMuid (CSF) when the meninges are inflamed. It
crosses the placenta and has been detected in breast milk.

Cefuroxime is not metabolised and is excreted unchanged, by glomerular filtration and

renal tubular ion, and high ations are achieved in the urine. On injection,

most of a dose of cefuroxime is excreted within 24 hours, the majority within 6 hours,

Probenecid competes for renal tubular secretion with cefuroxime resulting in higher

and more prolonged pl ations of cefuroxime, Small amounts of

cefuroxime are excreted in bile. Plasma concentrations are reduced by dialysis,

Preclinical safety data

Grenetoxicity: Although lifetime studies in animals have not been performed to evaluate
carcinogenic potential of cefuroxime, no mutagenic activity was found for cefuroxime in
the micronucleus test and bacterium test,

Reproductive toxicity: Reproduction toxicity in rats at up to 1000mg/kg/day of
cefuroxime have revealed no impainment of fertility,

3- Indications

For the treatment of severe lower respiratory inft (including ia), skin and

soft tissue infections, bone and joint infections, severe genito-urinary tract infections

(including gonorrhoea, particularly when penicillin is unsuitable), septicaemia and
ingitis caused by ptible i

For the prophylaxis treatment of infections in surgery.

4- Recommended dose and mode of administration

Dosage

Adults: The usual dose is 750 mg of cefuroxime every B hours but in more severe
infections 1.5 g may be given intravenously every 8 hours, or in some cases every 6
hours.
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[ 7ré em va ird con raf nhd: 30 mg dén 60 mg/kg the trong/ ngdy, néu cn co lhé ting
dén 100 mg/ kg/ngdy, chia ldm 3 - 4 lidu nho, Tré so sinh ¢é thé cho ding tong lidu
hang ngdy twong tr, nhumg chia 1im 2 hodc 3 liéu nhd.
Viém mang ndo do ching vi khuwl nhay cam: Ngudi lém, uém tinh mach litu3g, 8
gity mjt 1n; tré em va ré con rat nho, tiém tinh mach lidu 200 - 240 mg'k thé
wong/ngiy, chia lim 3 hojic 4 liéu nhd sau 3 npdy hoﬁc khi €6 cdi thi¢n vé ldm sing
<6 thé giam liu tiém tinh mach Vuong 100 mg/kg thé trong/ngdy. Tré so sinh, tiém
tinh mach 100 mg/kg/ngay, co thé gidm liéu xudng 50 mg/kg/ngay khi c6 chi dinh.
Bénh fqu Diing liéu duy nhat tiém bip 1,5 g. C6 thé chia ldm 2 mili tiém 750 mg
viio 2 vi tri khac nhau, vi dy vio 2 mong
Dyr phong nhiém khudn p."mu thugt: Ligu ll!dng thudmg 1a 1,5 guem tinh mach trude
khi phdu thut, sau d6 tiép mic tiém bip liéu 750 mg, cir 8 gi mdt lan cho 4i thoi
gian 24 dén 48 git sau.
Treomg hop suy thin: Cé thé can giam ligu tiém tiy thude vio d§ thanh thii
creatinin:

- D@ thanh thai creatinin trong khodng tir 10 - 20 ml/phit: 750 mg, 12 gio mt

lan,

- ¥ thanh thai creatinin dudi 10 ml/phit: 750 mg méi ng&y mot lin,

Binh nhdn Jang lam tham phdn: nén diing thém 750 mg sau méi dgt thim ph:m

| Khiding tham phén phic mac lién tuc, licu thich hgp thudng 13 750 mg hai lan méi

ngay.

Ciich diing

Bnmnlq fiém bdp: Pha 750 mg bdt vé khuin véi 3 ml nwde \.o Khudn pha tiém. Lic
nhe de phén tan va rit toan bd lugng huycn dich thu duge dé tigm bap siu,
Enecmg tinh mach. Pha 750 mg bt vo khuan véi 8 ml nudc vé khudn pha tiém.
Dung dich thu duqc dung dé tiém tinh mach cham trong 3-5 Ph”t hodic qua dng clia
b{) day hém truy::n néu bénh nhin dang dugc truyén dich. Doi véi truyén tinh mach
ngdn (nhur toi da 30 phit), c6 thé hoa tan 1,5 g trong 50 ml mdt trong céc dich
truyén tinh mach teeng hop (nude vo l:hu.'in pha tiém, dextrose 5% pha tiém, natri
clorid 0,9% pha tiém...).

Chii § khi sir dyng: Khong nén tron 1in ACTIXIM tong bom tiém véi cic khang
sinh aminoglycosid. Khéng nén dung thudc tiém natri bicarbonat dé pha lodng
cefuroxim natri,

§- Chéng chi djnh

Bénh nhin c6 tién sir qui man véi cic khing sinh thugc nhém cephiplosporin va

penicilin hodic véi bt ki thanh phan nao cia thudc.

i
6- Luru § vi thin trong /
Diing cefuroxim dai ngdy c6 thé 1am phat trién qua mirc cde vi khudn khdng nhay
cam. Cin theo ddi cac dau higu bdi nhidm, néu bdi nhiém nghiém trong phai ngung
sir dung thude.
Nén cin thin khi s dung cic khing sinh cephalosporin véi lidu cao cho bénh nhin
dang ding dong thoi thude loi tiéu manh nhy furosemid, do sy két hgp nay bi nghi
ngd 1a giy anh huomg co hai 1én chirc nang thin,
Nén kiém tra than khi diéu tri bing cefuroxim, nhat la & ngwdi bénh 6m ndng dang
dung liéu toi da.
Thin trong khi dung thudc trén bénh nhan co tién sir séc phan vé do ding penicilin,
ngudi co bénh tiéu héa dic biét 1a viém dai trang,
Sir dyng trén phy nir ¢6 thai vi cho con bi: Khong ¢6 bing chimg thyc nghiém
vé tic dyng gy bénh cho thai nhi ciing nhv gdy quii thai do cefuroxim, tuy nhién
ciing nhu ddi véi tat ca cac thude, phy nir ¢6 thai nén sir dung cefuroxim mét céch
thin trong trong giai doan sém cia thai ky. Cefuroxim bai tiét trong sita me, do d6
nén thin trong khi ding thude nay trong théri gian dang cho con bi.

Anh hudmg trén khi niing Iii xe vi vin hinh miy: Khang c6 bdo cdo.

7- Tuong tic cia thube véi cdc thude khic va cic dgng twong tic khic
Probenecid canh tranh thai wrir vdi cefuroxim qua dng thin, lim cho ndng do
cefuroxim trong huy#t twong cao hon va kéo dai hom.

Diing ddng thoi cefuroxim vdi aminoglycosid lam tang kha ning gdy déc tinh trén
thin,

8- Tic dyng khéng mong muén

Thubng gdp cic roi loan tiéu héa nhu tiéu chay, nén, budn nén.

Dai khi xay ra phan img phan v¢, ting bach cu va eosin, ndi may day, ngira.

Hiém khi dau ddu, viém thin k¥, viém dpi trang mang gia, hji chimg
Stevens - Johnson.

D4éi khi chimg viém tinh mach huyét khéi cb thé xay ra khi tiém tinh mach.

Ngumg sir dung va hoi y kién bdc sT néu: xudt hign dj img hoac phan img qud min
nghiém trong, viém dai tring mang gid.

Th%ng biio cho béc 5T nhimg tic dyng khing mong mudn gip phii khi ding
thuoc.

9- Qué litu v xir tri

Trigu chimg: Trutmg hgp nang thudc cé thé gdy phan img ting kich thich thin kinh
|_co va gdy ra com co gijt, nhét 1a & ngudi suy thin,

Infants and children: 30 to 60 mg/kg daily, increased to 100 mg/kg daily if necessary,
given in 3 or 4 divided doses. Neonales may be given similar total daily doses but in 2 or
3 divided doses.

For the ir 1 of gitls due fo sirains of bacteria: cefuroxime is given
intravenously in adult doses of 3 g every 8 hours. Infants and children are given 200 to
240 mg/kg daily intravenously in 3 or 4 divided doses, which may be decreased to
100 mg/kg daily after 3 days or when there is clinical improvement. For a dose
of 100 mg/kg daily, decreased to 50 mg/kg daily when indicated, may be used.

In the treatment of gonorrhoca: a single dose of 1.5 g by intramuscular injection should
be given, This may be given as 2 x 750-mg injections into different sites eg, each buttock.
For surgical infection praphylaxis: the usual dose is 1.5 g of cefuroxime intravenously
before the procedure; this :rlay be supplemented hy 750 mg intramuscularly every 8 hours
for up to 24 1o 48 hours d ing upon the p

Patients with renal impaii 2P, 1 doses of ceft
based on creatinine clemmce (CC):

- CC 10 to 20 mL/minute: 750 mg every 12 hours.

- CC less than 10 mL/minute: 750 mg once daily.
Patients undergoing haemodialysis: should receive an additional 750-mg dose following
each dialysis; those undergoing continuous peritoneal dialysis may be given 750 mg
twice daily.

may need to be reduced

Administration

IM administration: Reconstitute 750 mg of the sterile powder with 3 mL of Sterille Water
for Injections. Shake j;erlllyr to disperse and withdraw completely the resulting suspension
for deep mtra.muscular injection.

1V admi ‘R 750 mg of the sterile powder with 8 mL of Sterile Water
for Injections. The resulting solution should be slowly injected into the vein over a peniod
of 3 to 5 minutes or given through the tubing system by which the patient is also
receiving other IV solutions. For short IV infusion (eg, up to 30 min), 1.5 g may be
dissolved in 50 mL of one of the compatible IV fluids (Sterile Water for Injections, 59§_

dextrose injection, 0.9% sodium chloride injection... ).

antibiotics. Sodium bicarbonate should not be used to dilute cefuroxime sodium.

Cautions for usage: ACTIXIM should not be mixed in the syringe with aminogl yaoslde é

5- Contraindications

Patients with known hyp
ingredient of this product.

6- Warnings and precautions A

Prolonged use of cefuroxime may result in an overgrowth of bactena that do not respond
to the medication. Observe the signs of superinfection and stop use immediately i
superinfection become severe. =
Cephalosponn antibiotics at high dosage should be given with caution lo pallcms
receiving concurrent treatment with potent diureli fi ide, as these

et
combinations are suspected of adversely affecting renal function.
An evaluation of renal status during therapy is recommended, especially in seriously ill
patients receiving the maximum doses.

Should be taken with care in patients with known anaphylactic reaction to penicillins,
peptic disorders especially colitis.

Use in pregnant and breast — feeding women: There is no experimental evidence of
embryopathic or teratogenic effects attributable to cefuroxime but, as with all drugs, it
should be administered with caution during the early hs of pregnancy. Cefuroxime is
excreted in human milk and consequently, caution should be exercised when cefuroxime
is administered to a nursing mothers.

Effect on ability to drive and use machines: No report is available.

7- Interactions with other medicine and other forms of interaction

Probenecid cornpetcs for renal tubular secretion w-uh cefuroxime resulting in higher and
more p 1 ged p ations of cefi Y
Ci use with aminoglycoside may increase the risk of nephrotoxicity,

8- Undesirable effects

The most frequently reported adverse effects of
disturbances such as diarrhoea, vomiting and nausea.
Other undesirable effects including anaphylactoid
pruritus occur occasionally.

There are rare cases such as headache, interstitial nephritis, pseudomembranous colitis,
Stevens - Johnson syndrome,

Occasionally, thrombophlebitis may follow IV injection.

Stop wse and ask a docior iff Allergy or hypersensitivity reaction develop,
pseudomembranous colitis occur,

i

are gastrointestinal

eosinophilia, unticaria and

Inform your physician in case of any adverse reaction related to drug use.

9- Overdose and treatment

Symptoms: In severe cases, it may cause neuromuscular irritation leading to convulsions,
especially in patients with renal impairment.

Treatment:

itivity to cephalosporins and penicillins or to m}htﬂl‘“

MED
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Xie il

- Bio vé dutmg hd hdp cua ngudi bénh, hd tro thang khi va truyén dich. Néu xudt
hign cdc con co gidt, ngimg ngay st dung thudc, C6 thé sir dyng ligu phip chéng
co glal néu ¢6 chi dinh vé lam sang,

- Thim phan mau hay thim phun phic mac ¢6 thé 1dm gidm néng d¢ cefuroxim
trong huyét thanh, nhumg phin 16n viéc didu tr qud lidu 13 hd trg hodc gidi quyét

Hép 1 lo; Hop 10 lo; Hip 25 1o,

trigu chimg.
11- Bio quin: /
Trwéc khi pha, bao quan bt v6 khudn & nhiét 4§ khdng qué 30°C,

Dung djch d! phu nén ding ngay hodc phi: bio quan trong ti lanh (2°C-8°C) khéng
qué 12 gi& néu cén.

12- Tiéu chuiin chit lrgmg: USP 34.

10- Dgng bio ché v déng géi:

13- Hgn diing: 24 thang ké tir ngdy sin xudt.

THUOC BAN THEO DON
DE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC sI

Sin xuit bgi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: 29A Pai 1§ Ty Do, KCN Viét Nam - Singapore, Thuin An Binh Duong,.
DT: 0650. 3768824 Fax; 0650. 37690

- Respiratory protection, ventilative assistance and fluid administration must be given.
The

wilh cefuroxime should be discontinued lf ounwlsmm occurs. Use of
anticonvul may be y which are clinically i
- Serum levels of cefuroxime can be reduced by h dialysis or peritoneal dialysis.

However, symptomatic treatment and supportive measures are almost indicated.
10- Dosage forms and packaging available
Box of 1 vial; Box of 10 vials; Box of 25 vials.
11- Storage:
Till itution, the sterile powder should be stored at or below 30°C,

Reconstituted solutions should be used immediately or must be stored for up to 12 hours
ot refrigerator temperatures of (2°C-8°C), only if necessary.

12- Specification: USP 34.

13- Shelf-life: 24 months from manufacturing date.

PRESCRIPTION ONLY
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE
FOR MORE INFORMATION, CONSULT YOUR PHYSICIAN

Manufactured by: GLOMED PHARMACEUTICAL Co., Inc.
Address: 29A Tu Do Boulevard, Vietnam — Singapore Industrial Park, Thuan An, Binh
Duong,
Tel: 0650. 3768824; Fax: 0650. 3769095




