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Rx Thubc bdn theo don
Dé xa tam tay tré em
Poc kj hudng dan siv dung trwde khi ding
Néu cin thém théng tin, xin héi y kién bdc st

PHILLEBICEL 500mg
SO cianons
THANH PHAN: M&di lo chira:
Hoat chat: Ceftizoxime sodium (tuong duong Ceftizoxime 500mg) ;
Ta duoc: Khong c6 {1 -
DANG BAO CHE: Bot pha tiém &

DUQC LUC HQC
Ceftizoxime 12 mét khdng sinh cephalosporin ban tong hop thé hé 3. Tac dung diét khuan cua
Ceftizoxime la do trc ché tong hop thanh té bao vi khudn. Ceftizoxime c¢6 tic dung t6t vcn
nhiéu ching vi khuan san sinh beta-lactamase (penicillinase va cephalosporinase), bao gdm
Richmond typ I, I1, I1I, TEM, va IV, san sinh bai cdc vi khuén hiéu khi va ki khi. Ceftizoxime
¢6 phé tac dung rong véi ca cac vi khuin Gram duong va Gram 4m va thudng c6 hoat tinh
diét céc vi khuén dudi day trén thue nghiém va trén lam sang.
Vi khuin Gram dwong

Staphylococcus aureus (ca nhimg dong sinh penicillinase va khong sinh penicillinase).

Staphylococcus epidermidis (ca nhitng dong sinh penicillinase va khong sinh penicillinase).

Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes
Vi khuéin Gram 4m

Acinetobacter spp.

Enterobacter spp.

Escherichia coli

Haemophilus influenzae (ca nhimg dong khang ampicillin)

Klebsiella pneumoniae

Morganella morganii (Proteus morganii)

Neisseria gonorrhoeae

Proteus mirabilis

Proteus vulgaris

Providencia rettgeri (Proteus retigeri)

Pseudomonas aeruginosa

Serratia marcescens
Vi khuin yém khi

Bacteroides spp.

Peptococcus spp.

Peptostreptococcus spp.
DU'()C DPONG HQC
Hép thu: Sau khi tiém bip liéu 500 mg va 1 g, ndng d6 dinh trong huyét thanh twong tmg la
13,7 meg/ml va 39,0 meg/ml, dat duge sau khi tiém thude 1 gio.
Phan bd: Ceﬁlzomme phin b rong rai trong cidc md va dich co thé, thude tham nhép vao dich
ndo tuy vai nong do c6 tac dung didu tri. Ceftizoxime di qua nhau thai va dugc tiét vao sira
me voi ndng do thip. Ty 18 gén két véi protein huyet tuong 1a 30%.
Chuyén ho4 va thai trir: Ceftizoxime khong chuyén ho4, thude duoc thai trir qua than trong
vong 24 gior dudi dang khong bién dbi. Vi ly do dé, Ceftizoxime c6 néng d6 cao trong nudc
tiu. Thoi gian ban thai cia Ceftizoxime khodng 1,7 gio. Ceftizoxime dugc loai bd boi qua
trinh loc mau.
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CHI DPINH

Ceftizoxime dugc ding diéu tri cic nhiém khudn sau giy nén boi cdc vi khuan nhay cam:

Nhiém khuén duong ho hip dudi, nhiém khudn dudng tiét ni¢u, bénh 1au bao gom ca lau co

tir cung va ni¢u dao khong bién chng, viém khung chéu, nhi#m khuin trong 6 bung, nhiém

khuin huyét, nhiém khuin da va cdu tric da, viém xuong khép, viém mang ndo.

LIEU DUNG VA CACH DUNG

Lleu dung:

Liéu dung va cach ding cin duoc xac dinh dya trén tinh trang bénh nhén, mirc do nang

cua bénh va do nhay cém clia céc vi khuan gy bénh.

Nhiém khuin dwong tiét niéu khong bten chirng: -

Ngueoi l6n: 0,5 g mbi 12 gid, tiém bp hodc tinh mach. LU‘//

Bénh lgu khong bién chirng:

Ngum I6m: Lidu duy nhat 1 g, tiém bép.

Cic nhiém khudn khdc:

- Nguwdi lén: Liéu thuong dung cho ngudi 16n 1a 1-2 g mdi 8-12 gio tiém bﬁp sdu hodc tiém
tmh mach cham trong 3-5 phut v6i cée nhim khuén ning c6 thé ting liéu 1én dén 2-4 g
mdi 8 gid. Lidu t6i da: 2 g moi 4 gid.

- Tré em trén 6 thdng tudi: 50 mg/kg thé trong mdi 6-8 gid. Co thé tang liéu Ién dén 200
mg/kg/ngay (khdng vugt qua liéu tdi da cuia ngudi 16n cho cée nhiém khufn nang).

Bénh nhéan suy thdn:

Sau khi dung liéu ban ddu 0,5-1 g, cac lidu tiép theo dugc didu chinh tuy theo thanh thai

creatinin.
Thanh thai creatinin (ml/phiit) Liéu khuyén diing |
50-79 | 0,5-1,5 g mdi 8 gid. |
5-49 | 0,25-1 g mdi 12 gid. ]
<5 1[0,25-0,5 g m&i 24 gitr hodc 0,5-1 g mdi 48 gid, sau loc méu|
Cich dung:
Tiém bip:

Hoa tan bt thude trong lo 500 mg véi 1,5 mL nude cét pha tiém vd khuan dé dugc khoang
1,8 mL dung dich ¢6 nong do xap xi 280 mg/mL.

Tiém bap sdu vao khéi co 16n. Kiém tra dé phong vé y tiém vao trong mach mau. Khi tiém
bép liéu 2 g, can phai chia lam déi tiém vao 2 khéi co 16n khéc nhau.

Dung dich Ceftizoxime da pha 6 n dinh trong 16 gir & nhi¢t do phong.

Tiém tinh mach:

Hoa tan bét thude trong lo 500 mg véi 5 mL nudce cét pha tiém vo khuin dé dugc khoang 5,3
mL dung dich ¢6 ndng d% x4p xi 95 mg/mL.

Tiém tinh mach chém trong 3 - 5 phut, truc tiép vao mach mau hodc qua 6ng truyén dich. Bé
truyén tinh mach lién tuc hoéc ngit quing, pha loing dung dich Ceftizoxime trong 50 - 100
mL mot trong céc dich truyén sau:

Natri clorid tiém

Natri bicarbonat 5% trong nudc cit pha tiém

Dextrose 5% trong Ringer lactat (chi diing khi pha Ceftizoxime bing dung dich Natri
bicarbonat 4%)

Dung dich Ceftizoxime di pha 6n dinh trong 24 gi® & nhiét o phong va trong 96 gio khi bao
quan trong tu lanh (2-8°C).

¢ Dextrose 5% hodc 10%

e Dextrose 5% va Natri clorid 0,9%; 0,45% hoéc 0,2%
« Ringer

« Ringer lactat
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Khi bao quan dung dich Ceftizoxime da pha c6 thé chuyén mau vang hodc hd phach nhung sy
thay ddi nay khong lam giam hoat lyc cua thude.

CHONG CHI PINH 1%
Nguoi b¢nh di img véi khéng sinh nhém cephalosporin. &
CANH BAO

Truée khi didu tri bing ceftizoxime, cin diéu tra xem bénh nhén c6 tién sir dj tmg véi
ceftizoxime, cac khang sinh cephalosponn khéc, penicillin hodc céc thube khac. Than trong
khi ding thude ndy cho bénh nhin mén cam véi penicillin vi phan {mg di (mg chéo gura céc
khéng sinh beta- lactam dd dugc xéc dinh xay ra & 10% s6 bénh nhén ¢ tién sir di ing vdi
penicillin. Néu xay ra phan {mg di (mg khi dung ceftizoxime, phai ngimg dung thudc. Néu
xdy ra phan ung man cam cﬁp nghiém trong, can diéu tri bang epinephrine va ap dung cic
bién phap cap ciru khac bao gom tho OXy, truyén dich, ding thudc khéng histamine dudng
tinh mach, corticosteroid, amin tang huyét ap, va kiém soat ducmg tho.

Viém dai trang gia mac duge béo cdo xay ra & hiu hét cic khang sinh bao gdm ca
ceftizoxime, va ¢6 thé & miic d6 tir nhe dén nguy hiém tinh mang. Do d6, cén phai cin nhéc
dén kha nang nay khi bq:nh nhan dung khéng sinh bi tiéu chay.

Piéu tri bang cac thudc khéng sinh c6 thé lam thay dbi hé vi khuan ducmg rudt va cé thé dan
dén sy phat trién qua mirc cua clostridia. Céc nghién ciru cho thidy doc t6 san sinh boi
Clostridium difficile 1a nguyen nhan chinh gdy viém dai trang do sir dung khang sinh.

Sau khi xac dinh c6 vxem dal trang gia mac, can ap dung céc bién phap diéu tri thich hop. Cac
truong hop nhe c6 thé chi cin ngung ding thube khéang sinh. Cac trudng hop trung binh hodc
niing cAn cén nhic bd sung dich, chat dién giai, protein va diéu tri bing khang sinh dic hiéu
cho viém dai trang do Clostridium difficile.

THAN TRONG

Thén trong chung

Ciing nhu cac khang sinh phd rong khéc, than trong khi dung Ceftizoxime cho bénh nhan c6
tién sir méc bénh duorng tiéu hoa dic biét la viém dai trang.

Mic du chwa c6 bing chimg cho thf\y Ceftizoxime gy anh huéng dén chirc ning thin nhung
cin theo doi chirc nang thin dic biét & cac bénh nhén néng dung Ceftizoxime lieu cao. Cing
nhu céc khéng sinh khéce, ding Ceftizoxime kéo dai c6 thé din dén su phit trién qua mirc cia
céc vi khuan khong nhay cam. Cin phai theo ddi sat va 4p dung cac bién phap diéu tri thich
hop khi xay ra boi nhiém.

Sir dung thude & tré em

D6 an toan va hiéu qua cua thude khi dung cho tré em dudi 6 thang tudi chua dugce xac dinh.
Dung Ceftizoxime cho tré em 6 thang tudi trér 1én c6 thé gy tang thodng qua ndng do té bao
wa eosinophil, AST (SGOT), ALT (SGPT), va CPK (creatin phosphokinase). Sy tang CPK ¢6
thé lién quan dén viéc dung thude theo dudng tiém bap.

TUONG TAC THUOC

Mic du chua cé bdo céo xay ra véi Ceftizoxime, nhung ting dc tinh vé&i than da xay ra khi
dung ddng thoi cac cephalosporin khac va aminoglycosid.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 thai

Céc nghién ctru vé sinh san trén chudt va tho khing dinh chwa c6 bing chimg cho thdy
Ceftizoxime gdy anh hudng dén kha nang sinh san hodc gdy dgc cho bao thai. Tuy nhién chura
¢6 cac nghién ctru diy du va c6 kiém soat vé viée sir dung thudc cho phu nit ¢6 thai, do dé chi
dung thude nay cho phu nir ¢6 thai khi thuc su can thiét.

Phu ni¥ cho con ba

Ceftizoxime dugc tiét vao sira me v&i ham lugng nho. Can than trong khi dung Ceftizoxime
cho phu nir dang cho con bi.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua ¢6 céc bing chimg cho thiy thudc lam giam kha nang 14i xe va vin hanh méay moc.
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TAC DUNG KHONG MONG MUON .
Nhin chung Ceftizoxime dugc dung nap tot. E,LL“ ’
Thudng xay ra (ty 1§ 1-5%): F o
Phan ving man cam: Ban da, ngira, sot.

Gan: Tang nong 4o AST (SGOT), ALT (SGPT), va alkaline phosphatase thoang qua.
Huyét hoe: Ting thoéng qua té bao wa eosinophil, ting tiéu cdu. Mot vai bénh nhan cho Ké6A
qua duong tinh v6i test Coombs.

Tai vi vi tiém: Rét, viém mo té bao, viém tinh mach khi tiém tinh mach, dau, cing, mém
di cam.

it xay ra (dwéi 1%):

Phan tmg man cam: Té va phan tmg phan vé.

Gan: Tang nﬁng d6 bilirubin.

Thdn: Tang nong do BUN va creatinine.

Huyer hoc: Thlcu méu bao gdm ca tlueu maiu tan huyét hiém khi din dén tir vong, giam bach
cau, giam bach céu trung tinh, giam tiéu cau.

Sinh duc tiét niéu: Viém am dao.

Tiéu hod: Tiéu chay, budn nén va non. Triéu chimg cta viém dai trang gia mac c6 thé xuét
hién trong hodc sau khi diéu tri bing khéng sinh.

Ngoai cdc tac dung khong mong mubn ké trén dugc bio cdo xay ra ¢ cdc bénh nhén diéu tri
bing ceftizoxime, cac tac dung khéng mong mudn sau duoce bo céo xay ra khi sir dung cac
khang sinh cephalosporin: Hoi chung Stevens-Johnson, ban d6 nhiéu dang, hoai tir da nhiém
ddc, phan tmg gidng bénh huyét thanh, doc tinh voi than, thiéu mau bét san, xuat huyét, kéo
dai thoi gian prothrombin. Mgt vai cephalosponn ¢6 thé lam khoi phét con co gidt dic biét &
cac bénh nhﬁn suy than nhung khéng giam lidu cia thudc. Néu xudt hién co gidt do ding
khang sinh, cn ngimg ding thuée. Néu cén str dung céc thude chéng co giit.

Théng bdo che bdc sy cdc tdc dung khong mong muén giip phai trong qud trinh sir dung
ﬂmdc

QUA LIEU

Chua 6 bao céo vé vide ding thubc qua liéu. Loc mau gitp lam giam nong do ceftizoxime.
TUONG KY

Ceftizoxime khéng nén thém vao cic san phim méu, phén giai protein hodc amino acid.
Ceftizoxime khdng nén trn ciing lic voi aminoglycoside.

PO ON PINH VA BAO QUAN

Bao quan trong hop kin, noi khd, & nhiét do duéi 30°C. Tranh 4nh sang.

Dung dich Ceftizoxime da pha (tiém bip) 6n dinh trong 16 git ¢ nhi¢t d§ phong.

Dung dich Ceftizoxime da pha (tiém tinh mach) on dinh trong 24 gitr & nhiét do phong hodc
trong 96 gid khi bao quan trong tu lanh (2-8°C).

HAN DUNG: 24 théng ké tir ngay san xuét

Khéng ding thubc hét han sir dung

QUY CACH DONG GOI: 1 lo/hdp; 10 lo/hép.

Sén xuit theo nhwong quyén ciia:
HUONS CO., LTD.
Tai: CONG TY TNHH PH]L INTER PHARMA
S6 20, Pai 16 Hiru Nghi, Khu Céng nghu: gt Nam — Singapore, Thudn An, Binh Duong

"HAT LUGNG

UG 4 ON

THI SUONG LAN
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Rx Prescription drug

Keep out of reach of children.
Read the package insert carefully before using.
For any more information, please consult your doctor,

PHILLEBICEL 500mg

COMPOSITION: Each vial contains:
Active ingredient: Ceftizoxime sodium (equivalent to Ceftizoxime 500mg)
Inactive ingredient: None
DOSAGE FORM: Powder for injection
PHARMACODYNAMICS
Ceftizoxime is a semisynthetic third-generation cephalosporin antibiotic. The bactericidal
action of Ceftizoxime results from inhibition of cell-wall synthesis. Ceftizoxime is highly
resistant to a broad spectrum of beta-lactamases (penicillinase and cephalosporinase),
including Richmond types I, II, III, TEM, and IV, produced by both aerobic and anaerobic
gram-positive and gram-negative organisms. Ceftizoxime is active against a wide range of
gram-positive and gram-negative organisms and is usually active against the following
organisms in vitro and in clinical situations.
Gram-Positive Aerobes

Staphylococcus aureus (including penicillinase- and nonpenicillinase-producing strains)

Staphylococcus epidermidis (including penicillinase- and nonpenicillinase-producing

strains)

Streptococcus agalactiae

Streptococcus pneumoniae

Streptococcus pyogenes
Gram-Negative Aerobes

Acinetobacter spp.

Enterobacter spp.

Escherichia coli

Haemophilus influenzae (including ampicillin-resistant strains)

Klebsiella pneumoniae

Morganella morganii (formerly Proteus morganii)

Neisseria gonorrhoeae

Proteus mirabilis

Proteus vulgaris

Providencia retigeri (formerly Proteus retigeri)

Pseudomonas aeruginosa

Serratia marcescens
Anaerobes

Bacteroides spp.

Peptococcus spp.

Peptostreptococcus spp.
PHARMACOKINETICS
Absorption: After IM of the dose 500 mg and 1 g, the peak plasma concentrations are 13.7
mcg/ml and 39.0 meg/ml, respectively, reached after 1 hour.
Distribution: Ceftizoxime is distributed widely into body tissues and fluids, it penetrates into
CSF with therapeutic concentrations. Ceftizoxime crosses the placenta and enters the breast
milk with low concentrations. Ceftizoxime is 30% protein bound.
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Metabolism and excretion: Ceftizoxime is not metabolized, and is excreted virtua 1y
unchanged by the kidneys in 24 hours. This provides a high urinary concentration. L%ER
elimination half-life is approximately 1.7 hours. Ceftizoxime is removed by dialysis.
INDICATIONS

Ceftizoxime is indicated in the treatment of infections due to susceptible bacteria listed belowi®™

Lower respiratory tract infections, urinary tract infections, gonorrhea including uncomplicate

cervical and urethral gonorrhea, pelvic inflammatory disease, intra-abdominal infections,

septicemia, skin and skin structure infections, bone and joint infections, meningitis.

DOSAGE AND ADMINISTRATION

Dosage

Proper dosage and route of administration should be determined by the condition of the

patient, severity of the infection, and susceptibility of the causative organisms.

Uncomplicated urinary tract infections:

Adult: 0.5 g every 12 hours, IM or IV.

Uncomplicated gonorrhoea:

Adult: 1 g as a single dose, IM.

Other sites infection:

- Adult: The usual adult dosage is 1-2 g every 8-12 hours given as deep IM or slow IV Inj
over 3-5 min, increased to 2-4 g IV every 8 hours in severe infections. Maximum dose: 2 g
every 4 hours.

- Children more than 6 months: 50 mg/kg body weight every 6-8 hours. Dosage maybe
increased to a total daily dose of 200 mg/kg (not to exceed the maximum adult dose for
serious infection).

Renal impairment:

Loading dose: 0.5-1 g. Maintenance dose: According to creatinine clearance.

2

[

*

s
S
S

| CrCl (ml/min) Dosage Recommendation
| 50-79 0.5-1.5 g every 8 hrs.
5-49 0.25-1 g every 12 hrs. \
<5 0.25-0.5 g every 24 hrs or 0.5-1 g every 48 hrs, after dialysis. ‘
Reconstitute solution and administration:
IM Administration:

Reconstitute 500 mg vial with 1.5 mL of Sterile Water for Injection to obtain approximately
1.8 mL solution having concentration approximately 280 mg/mL.

Inject well within the body of a relatively large muscle. Aspiration is necessary to avoid
inadvertent injection into a blood vessel. When administering 2-g IM doses, the dose should
be divided and given in different large muscle masses.

Reconstituted solutions of Ceftizoxime are stable 16 hours at room temperature.

1V Administration:

Reconstitute 500 mg vial with 5 mL of Sterile Water for Injection to obtain approximately 5.3
mL solution having concentration approximately 95 mg/mL.

Direct (bolus) injection, slowly over 3 to 5 minutes, directly or through tubing for patients
receiving parenteral fluids (see below). Intermittent or continuous infusion, dilute
reconstituted Ceftizoxime in 50 to 100 mL of one of the following solutions:

)

Sodium Chloride Injection

5% or 10% Dextrose Injection \_PH
5% Dextrose and 0.9%, 0.45%, or 0.2% Sodium Chloride Injection 7y
Ringer’s Injection ‘\@

Lactated Ringer’s Injection

5% Sodium Bicarbonate in Sterile Water for Injection

5% Dextrose in Lactated Ringer’s Injection (only when reconstituted with 4% Sodium
Bicarbonate Injection)

2/4
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Reconstituted solutions of Ceftizoxime are stable 24 howrs at room temperature or 96 hours if
refrigerated (2-8°C).

Reconstituted solutions may range from yellow to amber without changes in potency.
CONTRAINDICATIONS

Hypersensitivity to cephalosporins.

WARNINGS

Before therapy with ceftizoxime is instituted, careful inquiry should be made to determine
whether the patient has had previous hypersensitivity reactions to ceftizoxime, other
cephalosporins, penicillins, or other drugs. If this product is to be given to penicillin-sensitive
patients, caution should be exercised because cross hypersensitivity among beta- lactam
antibiotics has been clearly documented and may occur in up to 10% of patients with a history
of penicillin allergy. If an allergic reaction to ceflizoxime occurs, discontinue the drug.
Serious acute hypersensitivity reactions may require treatment with epinephrine and other
emergency measures, including oxygen, IV fluids, IV antihistamines, corticosteroids, pressor
amines, and airway management, as clinically indicated.

Pseudomembranous colitis has been reported with nearly all antibacterial agents, including
ceftizoxime, and may range in severity from mild to life threatening. Therefore, it is important
to consider this diagnosis in patients who present with diarrthea subsequent to the
administration of antibacterial agents.

Treatment with antibacterial agents alters the normal flora of the colon and may permit
overgrowth of clostridia. Studies indicate that a toxin produced by Clostridium difficile is a
primary cause of antibiotic-associated colitis.

After the diagnosis of pseudomembranous colitis has been established, appropriate therapeutic
measures should be initiated. Mild cases of pseudomembranous colitis usually respond to
drug discontinuation alone. In moderate to severe cases, consideration should be given to
management with flnids and electrolytes, protein supplementation, and treatment with an
antibacterial drug clinically effective against Clostridium difficile colitis.

PRECAUTIONS

General

As with all broad-spectrum antibiotics, Ceftizoxime should be prescribed with caution in
individuals with a history of gastrointestinal disease, particularly colitis.

Although Ceftizoxime has not been shown to produce an alteration in renal function, renal
status should be evaluated, especially in seriously ill patients receiving maximum dose
therapy. As with any antibiotic, prolonged use may result in overgrowth of nonsusceptible
organisms. Careful observation is essential; appropriate measures should be taken if
superinfection occurs.

Pediatric Use

Safety and efficacy in pediatric patients from birth to six months of age have not been
established. In pediatric patients six months of age and older, treatment with Ceftizoxime has
been associated with transient elevated levels of eosinophils, AST (SGOT), ALT (SGPT), and
CPK (creatine phosphokinase). The CPK elevation may be related to IM administration.
DRUG INTERACTIONS

Although the occurrence has not been reported with Ceftizoxime, nephrotoxicity has been
reported following concomitant administration of other cephalosporins and aminoglycosides.
PREGNANCY AND LACTATION

Pregnancy .

Reproduction studies performed in rats and rabbits have revealed no evidence of impaired
fertility or harm to the fetus due to Ceftizoxime. There are, however, no adequate and well
controlled studies in pregnant women. Because animal reproduction studies are not always
predictive of human effects, this drug should be used during pregnancy only if clearly needed.
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Nursing Mothers

Ceftizoxime is excreted in human milk in low concentrations. Caution should be exercis
when Ceftizoxime is administered to a nursing woman.

EFFECT ON THE ABILITY TO DRIVE VEHICLES AND OPERATE MACHINES NAH
No effect.

ADVERSE REACTIONS

Ceftizoxime is generally well tolerated.

The most frequent adverse reactions (greater than 1 % but less than 5%) are:
Hypersensitivity: Rash, pruritus, fever.

Hepatic: Transient elevation in AST (SGOT), ALT (SGPT), and alkaline phosphatase.
Hematologic: Transient eosinophilia, thrombocytosis. Some individuals have developed a
positive Coombs test.

Local Injection site: Burning, cellulitis, phlebitis with IV administration, pain, induration,
tenderness, paresthesia.

The less frequent adverse reactions (less than 1%) are:

Hypersensitivity: Numbness and anaphylaxis have been reported rarely.

Hepatic: Elevation of bilirubin has been reported rarely.

Renal: Transient elevations of BUN and creatinine have been occasionally observed with
Ceftizoxime.

Hematologic: Anemia, including hemolytic anemia with occasional fatal outcome,
leukopenia, neutropenia, and thrombocytopenia have been reported rarely.

Urogenital: Vaginitis has occurred rarely.

Gastrointestinal: Diarrhea; nausea and vomiting have been reported occasionally.
Symptoms of pseudomembranous colitis can appear during or after antibiotic treatment.

In addition to the adverse reactions listed above which have been observed in patients treated
with ceftizoxime, the following adverse reactions and altered laboratory tests have been
reported for cephalosporin-class antibiotics: Stevens-Johnson syndrome, erythema
multiforme, toxic epidermal necrolysis, serum-sickness like reaction, toxic nephropathy,
aplastic anemia, hemorrhage, prolonged prothrombin time. Several cephalosporins have been
implicated in triggering seizures, particularly in patients with renal impairment, when the
dosage was not reduced. If seizures associated with drug therapy occur, the drug should be
discontinued. Anticonvulsant therapy can be given if clinically indicated.

Inform your doctor or pharmacist in case of any adverse reactions related to drug use.
OVERDOSE

No information provided. High concentration of ceftizoxime can be reduced by dialysis.
INCOMPATIBILITY

Ceftizoxime should not be added to blood products, protein hydrolysates or amino acids. It
should be mixed together with an aminoglycoside.

STABILITY AND STORAGE

Store in a hermetic container, dry place, below 30°C, protect from light.

Reconstituted solutions of Ceftizoxime (IM) are stable 16 hours at room temperature.
Reconstituted solutions of Ceftizoxime (IV) are stable 24 hours at room temperature or 96
hours if refrigerated (2-8°C).

SHELF-LIFE: 24 months from manufacturing date.

Do not use if the drug is out of date.

PACKAGE: 1 vial/box ; 10 vials/box.

Produced under the license of:

LTD.
VY COLLTDIONG

ial Park, Thuan An, Binh Duong
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