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SECTION 2: SUMMARY OF PRODUCT CHARACTERISTICS (SPC) 

 

Cefazolin 

1 g powder for solution for injection 

Cefazolin (as Cefazolin sodium) 

 

1. NAME OF THE MEDICINAL PRODUCT 

Cefazolin 1 g powder for solution for injection 

 

2. QUALITATIVE AND QUANTITATIVE COMPOSITION 

Each vial contains 1 g Cefazolin as Cefazolin sodium  

Excipient with known effect: 

Cefazolin contains approximately 83 mg (3.6 mmol) of sodium per gram of Cefazolin. 

 

3. PHARMACEUTICAL FORM 

Cefazolin is a white or almost white powder. 

 

4. CLINICAL PARTICULARS 

4.1. Therapeutic indications 

Cefazolin is indicated in the treatment of the following infections due to susceptible organisms: 

 Upper and lower respiratory tract infections due to S. pneumoniae, S. aureus (including 

beta-lactamase-producing strains) and S. pyogenes.  

 Urinary tract infections due to E. coli, P. mirabilis.  

 Skin and skin structure infections due to S. aureus (including beta-lactamase-producing 

strains), S. pyogenes, and other strains of streptococci. 

 Biliary tract infections due to E. coli, various strains of streptococci, P. mirabilis, and 

S. aureus.  

 Bone and joint Infections due to S. aureus.  

 Genital infections (i.e., prostatitis, epididymitis) due to E. coli, P. mirabilis. 

 Septicemia due to S. pneumoniae, S. aureus (including beta-lactamase-producing 

strains), P. mirabilis, E. coli. 

 Endocarditis due to S. aureus (including beta-lactamase-producing strains) and S. 

pyogenes. 

Susceptibility of causative organism to the treatment should be tested (if possible), although 
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therapy may be initiated before the results are available. 

 Perioperative prophylaxis.  

The prophylactic administration of Cefazolin preoperatively, intraoperatively and 

postoperatively may reduce the incidence of certain postoperative infections in patients 

undergoing surgical procedures which are classified as contaminated or potentially 

contaminated (e.g., vaginal hysterectomy, and cholecystectomy in high-risk patients such as 

those older than 70 years, with acute cholecystitis, obstructive jaundice, or common duct bile 

stones). The perioperative use of Cefazolin may also be effective in surgical patients in whom 

infection at the operative site would present a serious risk (e.g., during open-heart surgery and 

prosthetic arthroplasty). 

Consideration should be given to official guidance on the appropriate use of antibacterial 

agents. 

 

4.2. Posology and method of administration 

Posology  

The dosage as well as the method of administration are dependent on the location and 

severity of the infection and on the clinical and bacteriological progress 

Adults and adolescents (above 12 years of age and ≥ 40 kg bodyweight)  

The recommended adult dosages are outlined in Table 1. Cefazolin should be administered 

intravenously (IV) or intramuscularly (IM). 

Recommended dosing schedule in adult patients with creatinine clearance (CrCl) 

greater than or equal to 55 mL/min. 

Site and Type of Infection Dose Frequency 

Mild infections caused by susceptible gram-positive 

cocci 
250 mg to 500 mg every 8 hours 

Acute, uncomplicated urinary tract infections 1 gram every 12 hours 

Pneumococcal pneumonia 500 mg every 12 hours 

Moderate to severe infections 500 mg to 1 gram every 6 to 8 hours 

Severe, life-threatening infections (e.g., endocarditis, 

septicemia)* 
1 gram to 1.5 grams every 6 hours 

* In rare instances, doses of up to 12 grams of cefazolin per day have been used.   

Special dosage recommendations 

Perioperative Prophylactic Use 

To prevent postoperative infection in contaminated or potentially contaminated surgery, 

recommended doses are: 

https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=79afc719-8279-49f9-83b0-e0736c07eb5c#footnote-2
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• 1 gram IV or IM administered 1/2 hour to 1 hour prior to the start of surgery.  

• In case of long surgical interventions (2 hours or more) additional 0.5 - 1 g cefazolin during 

the intervention (administration modified depending on the duration of the operative 

procedure).  

• 500 mg to 1 gram IV or IM every 6 to 8 hours for 24 hours postoperatively.  

It is important that (i) the preoperative dose be given just prior (1/2 hour to 1 hour) to the start 

of surgery so that adequate antibiotic levels are present in the serum and tissues at the time of 

initial surgical incision; and (ii) Cefazolin be administered, if necessary, at appropriate 

intervals during surgery to provide sufficient levels of the antibiotic drug at the anticipated 

moments of greatest exposure to infective organisms. 

The prophylactic administration of cefazolin should usually be discontinued within a 24-hour 

period after the surgical procedure. In surgery where the occurrence of infection may be 

particularly devastating (e.g., open-heart surgery and prosthetic arthroplasty), the 

prophylactic administration of cefazolin may be continued for 3 to 5 days following the 

completion of surgery.  

Adult patients with renal impairment 

Adults with renal impairment may need a lower dose to avoid overlapping. This lower dose 

may be guided by determining blood levels. If not possible the dosage of creatinine clearance 

can be established. All reduced dosage recommendations apply after an initial loading dose 

appropriate to the severity of the infection. 

Dosage adjustment for patients with renal impairment 

Creatinine Clearance   Serum creatinine  Dose Frequency 

55 mL/min. or greater 1.5 mg/dl full dose normal frequency 

54-35 mL/min. 3-1.6 mg/dl full dose every 8 hours or longer 

34-11 mL/min. 4.5-3.1 mg/dl 1/2 usual dose every 12 hours 

10 mL/min. or less 1/2 usual dose 1/2 usual dose every 18 to 24 hours 

In haemodialysis patients, the treatment schedule depends on the dialysis conditions. 

Pediatric population 

In pediatric patients, a total daily dosage of 25 to 50 mg per kg of body weight, divided into 3 

or 4 equal doses, is effective for most mild to moderately severe infections.  

Total daily dosage may be increased to 100 mg per kg of body weight, divided in three or 

four equal doses, is recommended for severe infections.  

Since safety for use in premature infants and in neonates has not been established, the use of 

cefazolin for injection in these patients is not recommended. 

Pediatric patients with renal impairment 
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Children with renal impairment (like adults) may need a lower dose to avoid overlapping. 

This lower dose may be guided by determining blood levels. If not possible, the dosage of 

creatinine clearance can be established. All dosage recommendations apply after an initial 

loading dose. 

Dosage adjustment for children with renal impairment 

Creatinine clearance Daily dose Frequency 

70-40 mL/min. 60% of the normal daily dose every 12 hours 

40-20 mL/min. 25% of the normal daily dose every 12 hours 

20-5 mL/min. 10% of the normal daily dose every 24 hours 

Elderly patients 

In elderly patients with normal renal function no dosage adjustment is necessary. 

Method of administration  

Intramuscular administration  

Cefazolin can be administered by deep intramuscular injection. Intramuscular injections should 

be injected well within the bulk of a relatively large muscle mass.  

Intravenous administration  

Cefazolin can be administered by intravenous infusion over at least 30 minutes or by slow 

intravenous injection. Intravenous intermittent injection should be given over 3-5 minutes 

preferably in larger veins.  

The volume of diluent to be used for the reconstitution is dependent upon the method of 

administration. For instructions on the reconstitution of the medicinal product before 

administration, please see section 6.6. 

 

4.3. Contraindications 

Hypersensitivity to cefazolin.  

Patients with known hypersensitivity to cephalosporin antibiotics.  

History of severe hypersensitivity (e.g. anaphylactic reaction) to any other type of beta-

lactam antibacterial agent (penicillins, monobactams and carbapenems).  

 

 

4.4. Special warnings and precautions for use 

Warnings  

In case of any known hypersensitivity to penicillins or other beta-lactam antibiotics, attention 

is to be paid to a possible cross-sensitivity (see section 4.3).   



5 

 

As with all beta-lactam antibacterial agents, serious and occasionally fatal hypersensitivity 

reactions have been reported. If an allergic reaction to Cefazolin occurs, discontinue 

treatment with 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. 

Before beginning treatment, it should be established whether the patient has a history of 

severe hypersensitivity reactions to cefazolin, to other cephalosporins or to any other type of 

beta-lactam agent. If this product is given to patients with a history of non-severe 

hypersensitivity to other beta-lactam agents, 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.  

Clostridium difficile-associated diarrhea (CDAD) or pseudomembranous colitis has been 

reported with nearly all antibacterial agents, including cefazolin, and may range in severity 

from mild to life-threatening. This diagnosis should be considered in patients with diarrhoea 

during or subsequent to the administration of cefazolin. After the diagnosis of CDAD or 

pseudomembranous colitis has been established, 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 fluids and 

electrolytes, protein supplementation, and treatment with an oral antibacterial drug clinically 

effective against C. difficile colitis. 

Paediatric use:  

As there are no sufficient experiences available so far, Cefazolin must not be applied to 

newborns and babies in the first month of life.   

Precautions  

In case of a renal insufficiency with a glomerular filtration rate under 55 ml/min, an 

accumulation of cefazolin must be taken into consideration. Therefore, the dosage has to be 

reduced accordingly or the dosage interval has to be prolonged (see section 4.2).   

In patients with renal impairment the use of cefazolin may be associated with seizures.   

Prolonged prothrombin time may occur in patients with hepatic impairment or poor 

nutritional state, as well as in patients receiving a protracted course of antimicrobial therapy, 

and patients previously stabilised on anticoagulant therapy. In these patients INT 

(International Normalised Ratio) has to be measured regularly. Vitamin K can be substituted 

(10 mg per week) if necessary.   
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Long-term and repeated administration can lead to overgrowth of resistant organisms. If 

superinfection occurs during therapy, appropriate measures should be taken.  

This medicinal product contains 2.1 mmol (or 48 mg) sodium per 1,000 mg dose. To be taken 

into consideration by patients on a controlled sodium diet. 

 

4.5. Interaction with other medicinal products and other forms of interaction 

Anticoagulants  

Cephalosporins may potentiate the effect of anticoagulants (for e.g. warfarin or heparin). 

During concomitant use with anticoagulants in high doses, the coagulation parameters should 

be monitored.   

Vitamin K1  

Some cefalosporins such as cefamandol, cefazolin and cefotetan can cause interference in the 

metabolism of vitamin K1, especially in cases of vitamin K1 deficiency. This may require 

vitamin K1 supplementation.   

Probenecid  

Due to its inhibitory effect on the renal diuresis, the administration of probenicid induces a 

higher concentration and a longer retention time of cefazolin in the blood.   

Aminoglycosides/Diuretics  

It cannot be excluded that cefazolin intensifies the nephrotoxic effect of aminoglycosides and 

quick-acting diuretics (e. g. Furosemid). Therefore, the renal function should be controlled 

during a concomitant therapy with these drugs. 

Incompatibilities 

Cefazolin is physically incompatible with amikacin sulfate, amobarbital-sodium, bleomycin 

sulphate, calcium gluceptate, calcium gluconate, cimetidin hydrochloride, colistin methat-

sodium, erythromycin gluceptate, kanamycin sulphate, oxytetracyclin hydrochloride, 

pentobarbital-sodium, polymyxin-B-sulphate and tetracycline hydrochloride.  

Cefazolin must not be mixed in the same syringe or infusion bag with other medicinal 

products except those mentioned in section 7. 

Effects on laboratory tests  

In rare cases, the non-enzymatic urine sugar test and the Coombs test can show false positive 

results. It is recommended that glucose tests based on enzymatic glucose oxidase reactions be 

used. 

 

4.6. Fertility, pregnancy and lactation 
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Pregnancy  

Reproduction studies have been performed in rats, mice and rabbits at doses up to 25 times 

the human dose and have revealed no evidence of impaired fertility or harm to the fetus due 

to cefazolin. There are, however, no adequate and well-controlled studies in pregnant women. 

Because animal reproduction studies are not always predictive of human response, this drug 

should be used during pregnancy only if clearly needed. 

Lactation  

Cefazolin is excreted in maternal milk at low concentrations and therefore it should only be 

used after careful benefit/risk assessment. Diarrhoea and fungus infection of the mucous 

membranes could occur in the breast-fed infant, so that nursing might have to be 

discontinued. The possibility of sensitisation should be borne in mind. 

 

4.7. Effects on ability to drive and use machines 

Cefazolin has no or negligible influence on the ability to drive and use machines. 

 

4.8. Undesirable effects 

a. Summary of the safety profile  

Cefazolin is generally well tolerated. Common adverse reactions have been local reactions 

following IM injection and mild to moderate gastrointestinal disorders. Other adverse reactions 

have been encountered infrequently. 

b. Tabulated list of adverse reactions 

For estimation of development frequency of side effects the following criteria are used: very 

common (≥1/10), common (from ≥1/100 to <1/10), uncommon (from ≥1/1000 to <1/100), rare 

(from ≥1/10 000 to <1/1000),  very rare (from <1/10 000 including individual case safety 

report),  and “the frequency is not known” (according to the available data, it is not possible to 

estimate the frequency). 

System Organ 

Class  

Common  Uncommon  Rare  Very rare  

Infections and 

infestations 

 Oral candidiasis 

(prolonged use) 

Genital 

candidiasis 

(monoliasis), 

vaginitis 

 

Blood and 

lymphatic 

system 

disorders 

  Increase or 

decrease in blood 

glucose 

concentration 

Coagulation (blood 

clotting) disorders 

and bleeding as a 

consequence. At 
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(hyperglycemia or 

hypoglycemia). 

Leukopenia, 

granulocytopenia, 

neutropenia, 

thrombocytopenia, 

leukocytosis, 

granulocytosis, 

monocytosis, 

lymphocytopenia, 

basophilia and 

eosinophilia were 

observed in blood 

counts. These 

effects are rare 

and reversible 

risk for these side 

effects are patients 

with a deficiency of 

vitamin K or other 

blood clotting 

factors, or patients 

on artificial 

nutrition, 

inadequate diet, 

impaired liver and 

renal function, 

thrombocytopenia 

and patients with 

disorders or 

diseases that cause 

bleeding (e.g., 

haemophilia, 

stomach and 

duodenal ulcers). 

Also see sections 

4.4 and 4.5. 

Decreased 

haemoglobin and/or 

hematocrit, 

anaemia, 

agranulocytosis, 

aplastic anaemia, 

pancytopenia and 

hemolytic anaemia 

Immune 

system 

disorders 

 Erythema, 

erythema 

multiforme, 

exanthema, 

urticaria, 

reversible local 

permeability of the 

blood vessels, 

joints, or mucous 

membranes 

(angioedema), 

drug-induced 

fever and 

interstitial 

pneumonia or 

pneumonitis 

Toxic epidermal 

necrolysis (Lyell's 

syndrome), 

Stevens-Johnson 

syndrome. 

Anaphylactic 

shock, swelling of 

the larynx with 

narrowing of the 

airways , increased 

heart rate, shortness 

of breath, falling 

blood pressure, 

swollen tongue, 

anal pruritus, 

genital pruritus, 

face edema 

Nervous 

system 

disorders 

 Seizures (in 

patients with renal 

dysfunction, with 

Dizziness, 

malaise, fatigue. 

Nightmares, 

vertigo, 
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inappropriate high 

treated doses). 

hyperactivity, 

nervousness or 

anxiety, insomnia, 

drowsiness, 

weakness, hot 

flushes, disturbed 

colour vision, 

confusion and 

epileptogenic 

activity. 

Respiratory, 

thoracic and 

mediastinal 

disorders 

  Pleural effusion, 

chest pain, 

dyspnoea, cough, 

rhinitis 

 

Gastrointestinal 

disorders 

Loss of appetite, 

diarrhoea, 

nausea and 

vomiting. These 

symptoms are 

usually 

moderate and 

often disappear 

during or after 

treatment. 

  Pseudomembranous 

colitis (see section 

4.4) 

Hepatobiliary 

disorders 

  Temporary 

increase in serum 

concentrations of 

AST, ALT, 

gamma GT, 

bilirubin and / or 

LDH and alkaline 

phosphatase, 

transient hepatitis, 

transient 

cholestatic 

jaundice. 

 

Renal and 

urinary 

disorders 

  Nephrotoxicity, 

interstitial 

nephritis, 

undefined 

nephropathy, 

proteinuria, 

temporary 

increase in blood 

urea nitrogen 

(BUN) usually in 

patients treated 

concomitantly 

with other 
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potential 

nephrotoxic 

medicines. 

General 

disorders and 

administration 

site conditions 

Pain at the site 

of intramuscular 

injection, 

sometimes with 

induration 

Intravenous 

administration 

may cause 

thrombophlebitis. 

  

 

c. Reporting of suspected adverse reactions. Reporting suspected adverse reactions after 

authorisation of the medicinal product is important. It allows continued monitoring of the 

benefit/risk balance of the medicinal product.  

To report any side effect(s):   

 ____________:  

- _____________________________________________  

Fax: _______________ 

Call ____ at _______________, Exts: ______________.  

Toll free phone: ______________  

E-mail____@________   

Website: __________    

Please contact the relevant competent authority. 
 

 

4.9. Overdose 

Symptoms of an overdose are headache, vertigo, paraesthesia, central nervous states of 

agitation, myoclonia and convulsions.  

In case of poisoning, elimination accelerating measures are indicated. A specific antidote does 

not exist. Cefazolin can be haemodialysed. 

 

5. PHARMACODYNAMIC PROPERTIES 

5.1. Pharmacodynamic properties 

Pharmacotherapeutic group: antibacterials for systemic use, first-generation cephalosporins. 

АТСсode: [J01DB04]. 

Mechanism of Action 

Cefazolin inhibits bacterial cell wall synthesis (in the growth stage) through blocking the 

penicillin-binding proteins (PBPs) like transpeptidases. The outcome is a bactericidal action. 

Mechanism of resistance 
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Resistance to cefazolin can rest upon one of the following mechanisms:  

- Inactivation by beta-lactamases: cefazolin has a high stability against penicillinases of gram-

positive bacteria, but only a low stability against plasmid-coded beta-lactamases, e.g. extended-

spectrum beta-lactamases or chromosomal-coded beta-lactamases of AmpC-type.   

- Reduced affinity of the PBPs to cefazolin: the acquired resistance of pneumococci and other 

streptococci is caused by modifications of the PBPs due to mutations. The resistance of 

methicillin (oxacillin)-resistant Staphylococci is due to the formation of an additional PBP with 

a lower affinity to cefazolin.  

- Insufficient penetration of cefazolin through the outer cell wall of gramnegative bacteria can 

lead to an insufficient inhibition of the PBPs. - Cefazolin can be transported outside the cell 

through efflux pumps.  

Breakpoints  

The minimum inhibitory concentrations (MIC) breakpoints according to EUCAST (European 

Committee on Antimicrobial Susceptibility Testing; 2013-02-11) are 

Species sensitive resistant 

Staphylococcus spp. Note A Note A 

Streptococcus groups A, B, C and G Note B Note B 

B Viridans group streptococci < 0.5 mg/l > 0.5 mg/l 

PK/PD (Non-species related) breakpoints ≤ 1 mg/l > 2 mg/l 
A Susceptibility of staphylococci to cephalosporins is inferred from the cefoxitin 

susceptibility except for ceftazidime, cefixime and ceftibuten, which do not have breakpoints 

and should not be used for staphylococcal infections. Some methicillin-resistant S. aureus are 

susceptible to ceftaroline.  

B The beta-lactam susceptibility of streptococcus groups A, B, C and G is inferred from the 

penicillin susceptibility. 

Lists of Microorganisms   

Cefazolin has been shown to be active against most isolates of the following microorganisms, 

both in vitro and in clinical infections. 

• Gram-Positive Bacteria  

      Staphylococcus aureus  

      Staphylococcus epidermidis  

      Streptococcus pyogenes  

      Streptococcus agalactiae  

      Streptococcus pneumoniae  

Methicillin-resistant staphylococci are uniformly resistant to cefazolin. 
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• Gram-Negative Bacteria  

      Escherichia coli  

      Proteus mirabilis  

Most isolates of indole positive Proteus (Proteus vulgaris), Enterobacter spp., Morganella 

morganii, Providencia rettgeri, Serratia spp., and Pseudomonas spp. are resistant to 

cefazolin. 

PK/PD relationship  

For cephalosporins, the most important pharmacokinetic-pharmacodynamic index correlating 

with in vivo efficacy has been shown to be the percentage of the dosing interval that the 

unbound concentration remains above the minimum inhibitory concentration (MIC) of 

cefazolin for individual target species (i.e. %T>MIC). 

 

5.2 Pharmacokinetic properties  

Absorption 

Cefazolin is administered parenterally.  

The following table demonstrates the blood levels and duration of cephazolin following 

intramuscular administration. 

 Serum Concentrations (μg/mL) 

Dose ½ hr 1 hr 2 hr 4 hr 6 hr 8 hr 10 hr 

500 mg 36.20 36.80 37.90 15.50 6.30 3.00 - 

1 g 60.10 63.80 64.30 29.80 13.20 7.10 <4.1 

 

In a study (using normal volunteers) of constant intravenous infusion with dosages of 3.5 

mg/kg for 1 hour (approximately 250 mg) and 1.5 mg/kg the next 2 hours (approximately 100 

mg), Cefazolin for Injection produced a steady serum level at the third hour of approximately                     

28 mcg/mL.  

The following table shows the average serum concentration after I.V. injection of a single 1 g 

dose. 

Serum Concentrations (μg/mL) 

5 min 15 min 30 min 1 hr 2 hr 4 hr 

188.40 135.80 106.80 73.70 45.60 16.50 

 

Studies in patients hospitalized with infections indicate that Cefazolin produces mean peak 

serum levels approximately equivalent to those seen in normal volunteers.  
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Distribution 

Cefazolin for 70% - 86% bound to plasma proteins. The volume of distribution is 

approximately 11 l/1.73 m2.  

When cefazolin is administered to patients without obstruction of the bile ducts the antibiotic 

levels 90-120 minutes after administration were generally higher than antibiotic levels in the 

serum. Conversely, where obstruction exists the concentrations of antibiotic in the bile were 

much lower than serum levels (< 1 mcg/mL). 

After administration of therapeutic doses in patients with inflamed meninges, varying 

concentrations of cefazolin from 0 to 0.4 micrograms / ml were measured in cerebrospinal 

fluid. Cefazolin can easily pass through inflamed synovial membranes and the antibiotic 

concentration achieved in joints is similar to serum levels/ 

Studies of cord blood show prompt transfer of Cefazolin across the placenta. Cefazolin is 

present in very low concentrations in the milk of nursing mothers. 

Biotransformation  

Cefazolin is not metabolised. 

Elimination 

The serum half-life for Cefazolin is approximately 1.8 hours following IV administration and 

approximately 2 hours following IM administration. 

Cefazolin is excreted unchanged in the urine. In the first 6 hours approximately 60% of the 

drug is excreted in the urine and this increases to 70% to 95% within 24 hours. Cefazolin 

achieves peak urine concentrations of approximately 2400 mcg/mL and 4000 mcg/mL 

respectively following 500 mg and 1 gram intramuscular doses.  

Controlled studies on adult normal volunteers receiving 1 g four times a day for ten days, 

monitoring CBC, SGOT, SGPT, bilirubin, alkaline phosphatase, serum urea, creatinine, and 

urinalysis, indicated no clinically significant changes attributed to cefazolin. 

Pharmacokinetics in Special Populations 

In patients undergoing peritoneal dialysis (2 L/hr.), Cefazolin produced mean serum levels of 

approximately 10 and 30 mcg/mL after 24 hours' instillation of a dialyzing solution 

containing 50 mg/L and 150 mg/L, respectively. Mean peak levels were 29 mcg/mL (range 

13 to 44 mcg/mL) with 50 mg/L (3 patients), and 72 mcg/mL (range 26 to 142 mcg/mL) with 

150 mg/L (6 patients). Intraperitoneal administration of Cefazolin is usually well tolerated. 

 

5.3. Preclinical safety data 

The acute toxicity of cefazolin is low. By intravenous application the LD50 in rats is 2400-3700 
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mg/ kg body weight. Studies of chronic toxicity in different animal species (rat, dog) revealed 

no evidence of toxic effects. However, in dogs, muscle injury by repeated intramuscular 

administration was observed. Studies on the renal toxicity in rabbits showed a low nephrotoxic 

potential of cefazolin.  

Mutagenicity or animal experimental studies on the tumorigenic potential of cefazolin are not 

available.  

Animal studies showed no evidence of teratogenic effects of cefazolin. Fertility studies and 

studies on peri- and postnatal toxicity showed no evidence of harmful effects of cefazolin. 

 

5. PHARMACEUTICAL PARTICULARS 

6.1. List of excipients 

None. 

 

6.2. Incompatibilities 

Cefazolin is incompatible with amikacin disulfate, amobarbital-sodium, bleomycin sulphate, 

calcium gluceptate, calcium gluconate, cimetidin hydrochloride, colistin methat-sodium, 

erythromycin gluceptate, kanamycin sulphate, oxytetracyclin hydrochloride, pentobarbital-

sodium, polymyxin-B-sulphate and tetracycline hydrochloride.  

This medicinal product must not be mixed with other medicinal products except those 

mentioned in section 6.6. 

 

6.3. Shelf life 

Unopened vials or bottles: 3 years 

Shelf-life of the reconstituted solution for injection/infusion  

The chemical and physical stability of the prepared solution is 12 hours at 25°C and 24 hours 

at 2-8°C. 

 

6.4. Special precautions for storage 

Do not store above 30°C, keep vial in the outer carton in order to protect from light.  

For storage conditions of the reconstituted medicinal product, see section 6.3. 

 

6.5 Nature and contents of container 

Cefazolin 1 g powder for solution for injection 
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Type II Ph. Eur 50 ml glass bottle with fluorobutyl rubber stopper and aluminium cap, 

containing a sterile powder, equivalent to 1 g Cefazolin. 

The following pack sizes are available: 

1 vial together with leaflet is inserted into a cardboard box 

5 vials together with 5 leaflets are inserted into a corrugated box 

10 vials together with 10 leaflets are inserted into a corrugated box 

1-50 together with a corresponding number of leaflets are inserted into a corrugated box 

50 vials together with 50 leaflets are inserted into a corrugated box 

Not all pack sizes may be marketed. 

 

6.6. Special precautions for disposal and other handling 

The use of freshly prepared solutions is recommended. For storage conditions of the 

reconstituted medicinal product, see section 6.3.  

For IM injection, IV direct (bolus) injection or IV infusion, reconstitute with Sterile Water for 

Injection according to the following table. SHAKE WELL. 

Vial Size  Amount of Diluent  
Approximate  

Concentration  

Approximate  

Available Volume  

1 g 2.5 mL 330 mg/mL 3 mL 
Intramuscular (IM) Administration 

Reconstitute vials with Sterile Water for Injection according to the dilution table above. Shake well 

until dissolved. Cefazolin should be injected into a large muscle mass. Pain on injection is infrequent 

with Cefazolin. 

 

Intravenous (IV) Administration 

Direct (bolus) injection: Following reconstitution according to the above table, further dilute 

vials with approximately 5 mL Sterile Water for Injection. Inject the solution slowly over 3 to 

5 minutes, directly or through tubing for patients receiving parenteral fluids (see list below). 

Intermittent or continuous infusion: Dilute reconstituted Cefazolin in 50 to 100 mL of 1 of 

the following solutions: 

 0.9% Sodium Chloride Injection 

 5% or 10% Dextrose Injection 

 5% Dextrose in Lactated Ringer’s Injection 

 5% Dextrose and 0.9% Sodium Chloride Injection 

 5% Dextrose and 0.45% Sodium Chloride Injection 

 5% Dextrose and 0.2% Sodium Chloride Injection 
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 Lactated Ringer’s Injection 

 Invert Sugar 5% or 10% in Sterile Water for Injection 

 Ringer’s Injection 

 5% Sodium Bicarbonate Injection 

As for all parenteral medicinal products, inspect the reconstituted solution visually for 

particulate matter and discoloration prior to administration. The solution should only be used 

if the solution is clear and practically free from particles. 

Any unused product or waste material should be disposed of in accordance with local requirements. 

 

7. Marketing authorisation holder 

“KRASPHARMA” JSC 

Russia, 660042, 60 let Oktyabrya st. 2, Krasnoyarsk   

Tel.: +7 (391) 261-25-90. Fax: +7 (391) 261-17-44 

 

8. Marketing authorisation number(s) 

Cefazolin 1 g Powder for solution for injection  __________ 

 

9. Date of first Authorisation/ renewal of  the authorisation  

____________________ 

 

10. Date of revision of the text  

____________________ 

 


