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Thudc bt pha tiém SP CE
(Cefuroxim 750 mg

THANH PHAN: Méi lo chira:

- Hogt chdi: Cefuroxim natri .......

DANG BAO CHE: Thudc bt pha tiém

QUY CACH BONG GOI: Hop 1 lo; Hop 10 lo.

CHI DINH

- Piéu trj nhiém khudn thé nang duomg hé hap dudi (ké c viém phdi), nhiém
khudn da va mé mém, nhiém khudn xwong vi khép, nhidm khuin thé nang
niéu - sinh dye, nhi®m khudn huyét va viém mang nfo do cic vi khudn nhay
cam gy ra.

- Dy phong nhim khusn khi phau thust.

Luru §: Nén lam khang sinh d6 trutc va trong qua trinh didu tri. Cén tién hanh

thir chirc nang thin khi ¢6 chi dinh.

LIEU LUQNG VA CACH DUNG

Chi sir dung trong céc truimg hop nhiém khudn ning hogie c6 bién chimg.

- Ngudi lén: Liéu théng thuomg la 750 mg mdi 8 giv. Trong nhiém khudn ning
¢6 thé tiém tinh mach 1,5 g mdi 6 — 8 gié.

- Tré em va tré con rdt nho: 30 — 60 mg/kg/ngay, néu cin ¢6 thé ting dén 100
mg/kg/ngay, chia 3 — 4 lidu nho. Tré so sinh co thé cho ding tong liéu hang
ngiy tuong tw, nhung chia lam 2 - 3 liéu nho.

- Suy thdn: Co thé can giam liéu theo d§ thanh thai creatinin (Cle).

Cl; (mL/phit) Liéu ding
10-20 750 mg mdi 12 gior
<10 750 mg mdi 24 gl

Nguér dang thim tich mau; ding liéu 750 mg vio cudi mdi lan thim tach.
Ngudsi dang thim tich méng bung, loc mau ddng mach - finh mach dinh ky:
liéu thich hop thutmg 14 750 mg, ngay hai lan.

- Viém mang néo do ching vi khudn nhay cam: Nguoi lén: tiém tinh mach liéu
3 g mdi 8 gib. Tré em va tré con rit nhé: tiém tinh mach liéu 200 - 240
mg{]kfngﬂy. chia 3 — 4 liéu nho; sau 3 ngay hodic khi c6 cai thién vé lim sang
¢6 the giam lidu tiém tinh mach xuéng 100 mg/kg/ngay. Tré so sinh: tiém
tinh mach 100 mg/kg/ngay, 6 thé giam liéu xudng 50 mgkg/ngay khi cé chi
dinh lim sang.

- Bénh lgu: Ding lidu duy nhét 1,5 g. Co thé chia lam 2 miii tiém 750 mg vio
céc vi tri khic nhau, vi du véo hai méng.

- Dy phong phdu thugt: Liéu théng thudmg 13 1,5 g tiém tinh mach trude khi
phiu thudt, sau d6 tiép tuc tiém tinh mach hode tiém bip lieu 750 mg, cir 8
gitr mdt 1dn cho ti thoi gian 24 dén 48 git sau. Trong thay khop toan bd, ¢6
thé trjn 1,5 g bt cefuroxim véi xi mang methylmethacrylat.

Céch pha va tiém thude

Lo Dudng dung | Lirgng nwbre cit pha tiém
— Tiém bap ImL
Tiém tinh mach 8.3 mL
1,5g | Tiém tinh mach 16 mL

- Tiém bdp: Tiém sdu vao cac co lom.

- Tiém tinh mach trye tiép: Tiém cham trong 3 - 5 phat.

- Tiém truyén tnh mach: Sau khi hoa tan, pha loing tiép bing mot trong céc
dich truyén tinh mach sau: Natri clorid 0,9%, dextrose 5% hofic 10%,
dextrose 5% va natri clorid (5%/0,9% hogc 5%/0,45%), natri lactat 1/6 M.

CHONG CHI BINH

Qué mn v cefuroxim, tién st dj img véi cac cephalosporin khac hojc véi bét

ki thanh phan ndo cia thudc.

SU'DYNG THAN TRONG

- Trude khi bit ddu diéu tri, phai didu tra ky vé tién sir dj img ciia ngudi bénh
véri cephalosporin, penicilin hode thude khac.

- Vi ¢ phin tmg qua min chéo (bao gdm phin tmg sbc phin v§) xiy ra giira
céie nguii bénh dj img véi cdc khing sinh nhom beta — lactam. Thin trong
Khi nguin bénh ¢4 tién sir dj img voi penicilin,

- Nén kiém tra chirc nang thin khi diu trj bing cefuroxim, nhit 1d ¢ ngui
bénh dm ning dang ding liu tdi da. Thn trong khi ding dong thiv véi cde
thude loi tidu manh, vi co thé gy bit lgi dén chirc nang thin.

- Nén gidm liu & ngudi suy thiin tam théi hode man tinh,

- Dimng cefuroxim dai ngdy o thé lim cde chtm: khong nhay cam phat trién
qua mirc. Céin theo ddi ngudsi bénh cdn thin. Néu bi bdi nhiem nghiém trong
thi ngimg sir dyng thube,

- Di ¢6 bdo cdo viém dai trang ming gid xay ra khi sir dung cdc khang sinh
phé rong, vi viy cin quan tim chin doan bénh niy vi diéu trj bing
metronidazol cho ngudi bénh bi tiéu chiy nang do ding khang sinh. Hét sirc
thiin trong khi ké don cho nhimg ngudi c6 bénh dutmg tiéu hoa, dic bigt 1a
viém dai trang,

TUONG KY

- Khong nén ding thubc tiém natri bicarbonat dé pha lodng cefuroxim.

- Khéng trdn in vér aminoglycosid trong cung lo/tii.

S0’ DUNG O PHY NU'CO THAI VA CHO CON BU

- Sir dung cefuroxim diéu tri viém thin - bé thin & phy nix ¢6 thai khong thdy
xult hién cc tac dung khong mong mudn & tré so sinh, Cephalosporin
thuémg duge xem 13 an todn sir dung trong khi cd thai. Tuy nhién, cic cong
trinh nghién ciru chat ché trén phy nir ¢6 thai can chua diy du nén chi dung
thude ndy cho phy nir ¢o thai khi tht sy cin thiét,
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- Probenecid liu cao 1am gidm @3 thanh théi cefuroxim & thin, lam cho ndng
49 cefuroxim trong huyét trong cao hom va kéo dii hom.

- Aminoglycosid: ting nhifm dic thin khi ding dong théi voi cephalosporin.

TAC DUNG PHY

Ut tinh ty 16 ADR khoang 3% s6 nguén bénh diéu tri.

- Thudmg gdp: dau rat tai ché va viém tinh mach huyét khdi tai noi tiém
truyén; tiéu chay; ban da dang sin.

- It gap: phan img phan vé, nhiém ndm Candida; tAng bach chu va eosin, giam
bach ciu, giam bach ciu trung tinh, thit nghiém Coombs dwong tinh; budn
nén, nén; may day, ngira; ting creatinin huyét thanh.

- Hiém gdp: sot, thiéu mau tan mau; viém dai lﬁn} mang gia; ban d6 da hinh,
héi chimg Stevens - Johnson, hogi tir biéu bl nhigm dgc; vang da & mat, ting
nhe AST, ALT; nhiém 3¢ thin c6 tang tam theri uré huyét, creatinin huyét,
viém thiin k&; co gidt (néu lidu cao va suy thin), dau ddu, kich déng; dau

khap.

Théng bdo cho béc st nhitng tdc dung phu gp phdi khi sir dyng thude.

DUQC LUC HQC

- Cefuroxim la khing sinh cephalosporin phd réng, cé hoat tinh khang khuin
dofrccr;énénghapvac_h|ébaoﬁkhdnbéngwchginmmmmndmh
thiét yéu (céc protein gan penicilin).

- Cefuroxim cé hoat tinh khang khudn hitu higu va rdt dic tnmg chéng nhiéu
tic nhin giy bénh thong thuomg, ké ca cac ching tiét beta - lactamase/
cephalosporinase ciia i vi khuin Gr (+) va Gr (). Cefuroxim dgc bigt rit
bén véi nhidu enzym beta - lactamase cia vi khuin Gram dm.

- Phé khdng khudn: Ciu khuin Gr (+) va Gr (-) ua khi va ky khi, ké ca hiu
hét cic ching Staphylococcus tiét penicilinase, céc vi khudn duomg rut Gr
{-). C6 hoat luc cao, vi vily co ndng dé irc ché thi thidu (MIC) thip déi voi
cic ching Streptococcus (nhom AB,C va G), céc ching Gonococcus vi
Meningococcus. Ban diu, cefuroxim von ciing c6 MIC thip dbi véi cée
ching Gonococcus, Moraxella catarrhalis, Haemophilus influenzae va
Kiebsiella spp. tiét beta-lactamase. Nlumg hién nay, & Viét Nam nhidu vi
khudn d3 khing cefuroxim, nén MIC cia thudc déi voi cic ching nay 43 thay
ddi. Cac ching Enterobacter, Bacteroides fragilis va Proteus indol dwong
tinh da gidgm 49 nhay cdm véi cefuroxim. Cac nghién ciu méi diy vé tinh
hinh khang thude & Viét nam cho thiy cic chung H. influenzoe phin Lip duge
& tré em khoe manh di khang cefuroxim vén ty 1§ cao.

- Cdc ching dé khdng: Clostridium difficile, Pseudomonas spp.,
Campylobacter spp., Acinetob calcoaceticus, Legionella spp.; cie ching

Staphylococcus  aureus, Staphylococcus ep idis khang methicilin;
Listeria monocylogenes va da s6 ching Enterococcus.
DUQC DPONG HQC

Néng d6 dinh trong huyét trong (Cmax) khodng 27 pg/mL dat dwoc khodng
45 phit sau khi tiém bap 750 mg, va Cmax khoing 50 pg/mL dat dugc
khodng 15 phit sau khi tiém tinh mach 750 mg. Sau liéu tiém khodng 8 gidr,
vin do duge ndng 4§ diu trj trong huyét thanh.

- Thudc gin vio protein huyét twong khodng 50%, nira déri trong huyét twong
khodng 70 phit va dai hon & ngudi suy thin va ré so sinh.

- Phin bd ring khip co thé, ké ca dich mang phdi, dénm, xwong, hoat dich v
thiy dich. Thé tich phin bd biéu kién khoing 9,3 - 158 livV1,73 m’.
Cefuroxim di qua hing rio miu ndo khi ming ndo bj viém. Thubc qua nhau
thai va bii tiét qua sita me.

- Cefuroxim khong bi chuyén héa va duge thai trir & dang khong ddi, khodng
50% qua loc cdu thin va khodng 50% qua bai tiét & Sng thin. Thudc dat ndng
46 cao tron nuﬂcﬁ!u.Smkhiliém.llnb&lﬁhnidun;lMiwmgmg
24 gid, Ion thii trir trong vong 6 gid. Probenecid irc ché thai trir
cefuroxim qua Sng thin, lim cho ndng 83 cefuroxim trong huyét trong ting
cao va kéo dii hom. Cefuroxim chi thai trir qua mit véi lugng rit nho. Nong
45 cefuroxim trong huyét thanh bj giam khi thim tach.

QUA LIEU VA XU TR

- Qud lidu cdp: Phin 1om thubc chi gy budn ndn, ndn, vi tidu chiy. Tw
nhién, ¢6 thé gdy phan img ting kich thich thin kinh co vi con co gift,

I & ngudn suy thin.

- Xi tri: Cin quan tim dén khi ning qud lidu cia nhiéu logi thude, sy wong
téc thube va duge dong hoc bit thutmg & ngudi bénh. Bao v§ dutmg
cita ngwori bénh, bd trg thong thodng khi va truyén dich. Néu phit tridn
con co gidt, ngimg ngay thudc vi ding ligu phip ching co gidt néu
dinh. Thim tich méu co thé logi bo thude khoi mau, nlumg Im i
diéu trj 1 hd trg hodc gidi quyét triéu chimg.

KHUYEN CAO:

- Trénh xa tim tay tré em.

- Thubc nay chi ding theo sy ké dow®

- n:: hwémg diin sir dyng trardc

n thém thing tin, xig'hii § kiéa

BAO QUAN: Trong bao bi kin, & noi Khd, tr
r;:-ay

o !
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2" Generation Cephalosporin

SP CEFUROXIME Injection
(Cefuroxime 750 mg)

%

COMPOSITION: Each vial contains:

- Active ingredient: Cefuroxime sodium equivalent to 750 mg cefuroxime.

DOSAGE FORM: Powder for injection

HOW SUPPLIED: Box of 1 vial or 10 vials

INDICATIONS

- Treatment of severe lower respiratory tract infections (including pneumonia),
serious skin and sofi-tissue infections, bone and joint infections, septicaemia
and meningitis caused by susceptible bacleria.

- Surgical prophylaxis.

Note: Culture and susceptibility tests should be initiated prior to and during the

therapy. Renal function studies should be performed when indicated.

DOSAGE AND ADMINSTRATION

Parenteral use should only be used for severe or complicated infections,

- Adults: The usual dose is 750 mg every 8 hours, but in more severe
infections, 1.5 g may be given 1V every 8 or 6 hours,

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

- Renal impairment: need to reduce doses based on creatinine clearance (Cle,).

Clg, (mL/min}) Dose
10-20 750 mg every 12 hours
<10 750 mg every 24 hours

Patients on hemodialysis: 750 mg given at the end of each dislysis.
Patients on continous peritoneal dialysis and continous arterio-venous
hemofiltration (CAVH): suitable dosage is 750 mg, twice a day.

- Meningitis due to susceptible strains: Adults: 3 g IV every 8 hours. Infants
and children: 200 - 240 mg/kg/day TV in 3 — 4 divided doses; decreased to
100 mg/kg/day after 3 days or when there is clinical improvement, Neonates:
100 mg/kg/day 1V, decreased to 50 mg/kg/day when clinically indicated.

- Gonorrhoea: 1.5 g should be given as a single dose. This may be given two
750 mg injections into different sites, e.g. each buttock.

- Surgical infections prophylaxis: the usual dose is 1.5 g IV prior to the
surgency, followed by 750 mg IV or IM every 8 hours for up to 24 - 48
hours, For total joint replacement, 1.5 g powder may be mixed with the
methylmethacrylate cement.

Preparation of the solution and administration

Vial Route Volume of water for injection
Intramuscular (IM) ImL
*80'mg Intravenous (IV) 8.3 mL
15g Intravenous (IV) 16 mL

= IM Injection: Deep inject into large muscle mass.

- Direct IV Injection: slowly inject into a vein over a period of 3 to 5 minutes.

- 1V infusion: After constitution, add the solution to one of the following
fluids: Sodium chloride 0.9%, dextrose 5% or 10%, dextrose 5% and Sodium
chloride (5%/0.9% or 5%/0.45%), sodium |actate 1/6 M.

CONTRAINDICATION

Hypersensitivity to cefuroxime, to other cephalosporins or to any component of

the drug.

PRECAUTION

- Before therapy, careful inquiry should be made conceming previous
hypersensitivity reactions to cephalosporins, penicillins and other drugs.

- Cross-hypersensivity (including anaphylaxis) has been observed among
patients who are allergic to beta-lactam antibiotics. Special caution with the
patient who has been penicillin allergic before.

- Ewvaluate renal status during therapy, especially in seriously ill patients
receiving the maximum doses, Caution with the patients receiving
potent diuretics as these are suspected of adversely affecting renal function,

- Dosage should be reduced in transient or persistent renal insufficiency.

- Prolonged use may result in the overgrowth of non-susceptible bacteria,
Carefully observation of the patient is essential. If severe super-infection
occurs, the drug should be interrupted.

- Pseudomembranous colitis has been reparted with the use of broad spectrum
antibiotics. Consider this diagnosis and treat with metronidazole in patients
who develop severe diarrhoea in association with antibiotics. Extra caution
with patients having history of gastrointestinal disease, particularly colitis.

INCOMPATIBILITY

- Sodium bicarbonate is not recommended for the dilution of cefuroxime.

- Do not admix with aminoglycosides in the same botile/bag.

PREGNANCY AND BREASTFEEDING

- Cefuroxime has also been used for the treatment of pyelonephritis during
pregnancy. Adverse effects in the newborn have not been reported.
Cephalosporins are usually considered safe to use during pregmancy.
However, there are no adequate and well controlled studies in pregnant
women, this drug should be used during pregnancy only if clearly needed.

- Cefuroxime is excreted into breast milk in low concentrations. It is
considered unlikely that this bas any effects on the nursing infant, but there
should be attention given if the infant develops diarrhoea, thrush and rashes.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

No adverse effects known.

DRUG INTERACTION

- High dose probenecid decreases cefuroxime renal clearance, giving rise to
higher and more prolonged plasma concentration of cefuroxime.

- Aminoglycosides: increase nephrotoxic potential when coadministered with
cephalosporins.

SIDE EFFECTS

About 3% of the patients experience adverse reactions.

- Common: local irritation and thrombophletibis following TV injection;
diarrhoea; maculopapular rash.

- Less common: anaphylaxis reactions, Candida infection; eosinophilia,
leukopenia, neutropenia, positive Coombs’ test; nausea, vomitting, urticaria,
prurilus; serum creatinine elevation.

- Rare: fever; haemolytic anemia; pseudomembranous colitis; erythema
multiform, Stevens-Johnson syndrome, toxic epidermal  necrolysis;
cholestatic jaundice, slight elevation of AST, ALT; nephrotoxicity with
transient elevations of blood urea nitrogen (BUN)/creatinine, interstitial
nephritis, seizures (with high doses and remal dysfunction), headache,
nervousness; arthralgia.

Inform doctors with side effects when using medicine.

PHARMACODYNAMIC PROPERTIES

- Cefuroxime is a broad spectrum cephalosporin antibiotic, has bactericidal
activity through inhibition of the bacterial cell wall synthesis by binding to
bacterial essential target proteins, penicillin-binding proteins (PBPs).

- Cefuroxime has a well characterized and effective antibacterial activity
against a wide range of common pathogens including betalactamase
-producing strains of both Gr (+) and Gr (-) bacteria. It has good stabilit,

gainst many beta-! produced by enterobacteria.

- Amtibacterial spectrum: Aerobic and anaerobic Gr (+) and Gr {(-) coecci
including penicillinase producing Staphylococcus and active against Gr (<)
intestinal bacteria. Cefuroxime has high potency and thus low MIC values for
Streprococcus (groups AB,C and G), Gonococci and Meningococci. The
drug was originally presented to have low MIC values for betalactamase
producing Gonococei, Moraxella catarrhalis, Haemophilus influenzae and
Klebsiella spp. In Vietnam, this has now changed and many bacteria are

i Strains of Enterobacter, Bacteroides fragilis and indole-positive
Proteus have decreased sensitivity. Recenl studies in Vietnamese healthy
children, colonised with H. influenzae, also indicated a surprisingly high rate
of cefuroxime resistance.

- Resistant strains: Clostridium difficile, Pseud: spp., Campylobacier
spp.. Acinetobacter calcoaceticus, Legionella spp.; methicilllin-resistant
Staphylococcus aureus, Staphylococcus epidermidis, Listeria monocytogenes
and most strains of Enterococcus,

PHARMACOKINETIC PROPERTIES

- Peak plasma concentrations (Cmax) about 27 pg/mL occurred at 45 minutes
after an IM dose of 750 mg, and Cmax about 50 pg/mL at 15 minutes after an
IV dose of 750 mg. Therapeutic serum concentrations with measurable
amounts are present 8 hours after dose.

= Up to 50% of cefuroxime is bound to plasma proteins. The plasma half life is
about 70 minutes and is prolonged with renal impairment and in neonates.

- Widely distributed in the body including pleural fluid, sputum, bone,
synovial fluid, and aqueous humour. The apparent distribution volume is 2.3
— 15.8 litres/1.73 m’. It passes the blood brain barrier when the meninges are
inflamed. It crosses the placenta and has been detected in breast milk.

- Cefuroxime is not metabolised and is excreted unchanged to approximately |
50% of given doses by glomerular filtration and approximately 50% through
renal tubular secretion. High concentrations are achieved in urine. Following
injection, most of a dose is excreted within 24 hours, the majority within 6
hours. Probenecid inhibits the renal tubular secretion, resulting in higher and
more prolonged plasma concentrations of cefuroxime. Only very small
amounts are excreted in bile. Plasma concentrations are reduced by dialysis.

OVERDOSE AND TREATMENT

« Acute overdose: Most agents cause only nausea, vomiting, and diarthoea,
although neuromuscular hypersensitivity and seizures are possible, especially
in patients with renal insufficiency.

- Treatment: Consider the possibility of multiple drug overdoses, interaction
among drugs, and unusual drug kinetics in the patient. Protect the patient’s
airway, support ventilation and perfusion, In case of convulsions, stop using
the drug, anticonvulsant therapy may be administered if clinical indicated.
Haemodialysis can remove the drug from the blood. Treatment is usually
symtomalic and supportive.

RECOMMENDATION

= Keep out of reach of children,

- This drug is used only by doctor’s prescription.

- Read carefully the leaflet before use.

- Contact your doctor for further information.

STORAGE: In a tight container, at dry place, protected from light, temperature

below 30 °C.

EXPIRY DATE: 24 months from the manufacturing date.

SPECIFICATION: USP 32.

SHINPOONG DAEWOO PHARMA Ceo., Ltd.

Y Factory: No. 13 - Street 9A, Bien Hoa Industnial Zone No. 2, Dongnai Province, Viet Nam.
‘.‘j Office: Room 07, Floor (9, Tower R1, The Everrich Building, No. 968 Street 3/2, Ward 15, Dist, 11, HCMC

Tel : (08) 22250683

Fax : (08) 22250682  Email : shinpoong(@spd.com.vn
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