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 This study aims to compare the bioavailability of Lafsefik Dry Syrup 

(Lafsefik DS) containing 100 mg/5 ml cefixime with Suprax Oral 

Suspension (Suprax OS). The bioequivalence test was carried out with a 

cross-sectional study design with two stages, a randomized, crossover, 

two-way, double-blind, single-dose control, with pharmacokinetic 

parameters including AUC 0-t, Cmax, Tmax T1/2, which included 21 male 

and female healthy adult individuals under fasting conditions. Blood 

plasma levels were measured using ultra-performance liquid 

chromatography-tandem mass spectrometry (UPLC–MS/MS). The 

comparative dissolution test of the Lafsefik DS test drug product was 

28.82% at pH 1.2, 62.99% at pH 4.5, and 69.90% at pH 6.8, as indicated 

by the F2 value. The F2 value was <50% with Suprax OS at pH 1.2 and 

>50% at pH 4.5 and pH 6.8. The results of the bioequivalence test 

showed AUC0-32= 22.857±7.639 ng ml-1 hour, AUC0-inf = 23.440±7.720 

ng mL-1.hour, Cmax = 2.695± 858 ng mL-1, Tmax= 4.05 ±0.79 hours, and 

T½= 3.98 ± 0.38 hours. The values of the Suprax OS were AUC0-32 = 

21.496±5.849 ng mL-1.hour, AUC0-inf = 22.032±5.863 ng mL-1hour, Cmax 

= 2.561±554 ng mL-1, Tmax = 4.19 ±0.84 hours, and T½ = 4.02 ±0.51 

hours. The geometric mean ratio of test drug to innovator drug (90% CI) 

showed bioequivalence with values of AUC0-32= 104.71% (98.13-

111.23), Cmax= 102.61% (95.79-109.61), CV intrasubject of AUC0-32= 

11.70%, and Cmax = 11.31%. The Lafsefik DS test drug product shows a 

similarity of an F2 value >50% and is bioequivalent. 

 

 

 

   

 

This work is licensed under a Creative Commons Attribution Non-Commercial 4.0 

International License. 

 

 

1. Introduction 

Cefixime is the third-generation cephalosporin class of beta-lactam antibiotics and bactericides [1]. 
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Cefixime has a broad-spectrum activity and is mostly given orally, characterized by high stability against 

beta-lactamases. A wide range of organisms was susceptible to this drug. Chemically (Fig. 1), it is (6R,7R)-

7-[2-(2-Amino-4-thia-zolyl) glyoxylamido]-8-oxo-3-vinyl-5-thia-1-azabicyclo [4.2.0] oct-2-ene-2- 

carboxylic acid, 72-(Z)-[O-(carboxymethyl) oxime] trihydrate [2]. 

 

Cefixime metal complexes have biological promise in antibacterial, antioxidant, and enzyme inhibition [2]. 

Commonly, it is well-tolerated and safe for treating various bacterial infections. However, several side 

effects of gastrointestinal problems such as discomfort, diarrhea, nausea, erythema multiforme, and flatus 

have been reported [3], [4]. Cefixime is the form of cefixime trihydrate and is clinically effective for 

treating otitis media, respiratory tract infections, and urinary tract infections caused by microorganisms, 

including in individuals with community-acquired and health-care-related spontaneous bacterial peritonitis 

(SBP) when they receive adequate empirical treatment [5], [6]. Cefixime inhibits the third and final stages 

of bacterial cell wall synthesis [7]. Cefixime 100 mg/5 mL Dry Syrup is a product designed for children and 

the elderly to be given without difficulty [8]. Cefixime trihydrate antibiotics are classified as 

Biopharmaceutical Classification System Class IV and Critical Use Drugs, which require a bioequivalence 

test according to WHO guidelines [9]. Product testing can be carried out using an in vitro bioequivalence 

test with a comparable dissolution test as well as using an in vivo bioequivalence test with a comparison or 

innovator drug product (reference product) [3]. As the main requirement for critical use drug products, 

Lafsefik Dry Syrup products from the Air Force Pharmaceutical Institute (Lafiau) containing 100 mg/5 ml 

cefixime trihydrate must meet the requirements of the comparative dissolution test and bioequivalence test 

before being used by the public. The product should comply with minimum efficacy, safety, and health 

standards. Suprax oral suspension produced by Odan Laboratories, Canada, which contains 100 mg/5 ml 

cefixime trihydrate, can be used as a comparative product reference to examine the quality of Lafsefik Dry 

Syrup [3], [10]. 

 

The present study aims to examine the relative bioavailability of a new Lafsefik Dry Syrup (Lafsefik DS) 

containing Cefixime 100 mg/5 ml formulation manufactured by the Air Force Pharmaceutical Institute 

Bandung (Lafiau Bandung, Indonesia) with Suprax Oral Suspension (Suprax OS) as a reference product to 

meet the European regulatory authorities. 

 

1.1 Cefixime Pharmacology 

Cefixime is the form of cefixime trihydrate that is used as an antibiotic drug in humans as follows [11- 13]:  

a. Minor urinary tract infections caused by Escherichia coli and Proteus mirabilis. 

b. Otitis media is caused by Haemophile’s influenza (beta-lactamase positive and negative strains), 

Moraxella (Branhamella), catarrhalis (mostly beta-lactamase positive strains), and Streptococcus pyogenes. 

c. Pharyngitis and tonsillitis are caused by Streptococcus pyogenes. 

d. Acute bronchitis and chronic bronchitis from acute exacerbations caused by Streptococcus 

pneumonia and Haemophile’s influenza (beta-lactamase positive and negative strains). 

e. Treatment of typhoid fever in children with multi-resistance to standard regimens. 

 

1.2 Cefixime Pharmacokinetics 

Cefixime antibiotics in the form of cefixime trihydrate are absorbed at levels of approximately 40-50% with 

or without food. When given with food, it can cause an increase in Tmax of 0.8 hours. Cefixime trihydrate 

is not metabolized in vivo, and approximately 50% of the dose of cefixime trihydrate is excreted in the 

urine, mainly via glomerular filtration and tubular secretion, of which 7-50% is excreted in the urine over 

24 hours and more than 10% of the dose is excreted in the bile. Cefixime trihydrate has a serum half-life 

(T½), a mean serum time of 3-4 hours in healthy subjects, and independent of dosage form, can range up to 
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9 hours in some normal adult volunteers [8]. In adults with normal kidney function, the T½ range is 2.4-4 

hours [3]. Based on the results of previous studies with a single dose of cefixime trihydrate 100 mg/5 mL, 

dry syrup showed Cmax (1773.20-4625.35) ng/mL, Tmax: (2.5-6) hours, T½ (3.24-5.08) hours, CV AUCt: 

16.66%, CV Cmax: 13.88% [3], [11]. 

 

2. MATERIALS AND METHODS 

 

2.1 Research Design 

The study of the Lafsefik DS bioequivalence test containing cefixime trihydrate 100 mg/5 ml quantitatively 

examined the in vitro comparative dissolution test and in vivo bioequivalence test with a randomized, cross-

sectional study two-way, double-blind, cross-sectional study design with a single dose. The study compared 

the results of the Comparative Dissolution Test and Bioequivalence Test of the Lafsefik DS test drug 

product containing cefixime trihydrate 100 mg/5 ml produced by the Air Force Pharmaceutical Institute 

with the drug product Suprax oral suspension containing cefixime trihydrate 100 mg/5 ml produced by 

Odan Laboratories, Canada, with healthy subjects. 

 

2.2 Subject 

The total sample size (actual size) was 21 individuals, consisting of 8 men and 13 women. Subjects met the 

inclusion and exclusion criteria by being aged between 21 and 28 years, weighing between 45 and 74 kg, 

having a height between 148 and 179 cm, having a BMI between 18 and 25 kg/m2, and being willing to 

participate in the study from the beginning to the final study. Before the commencement of the study, the 

patient was declared healthy by the general doctor during a standard medical check-up. Then, all the 

subjects received information regarding the study objective, and they signed informed consent forms. Prior 

to the research, the patient’s information sheet, the protocol, and informed consent were reviewed and 

approved by the Ethics Committee of the Faculty of Medicine, The University of Indonesia (No. Protocol: 

092/BE/FL-IU/VII/2019). This study was carried out by the Declaration of Helsinki [14], Good Clinical 

Practice [15], Good Laboratory Practice [16], and ISO/IEC 17025:2017 [17]. 

 

2.3 Study Product 

The test drug preparation Lafsefik DS (containing Cefixime 100 mg/5 ml, no. batch: A0110819) was 

manufactured by Air Force Pharmaceutical Industry (Bandung, Indonesia). The reference preparation 

Suprax OS is produced by Odan Laboratories Canada (containing Cefixime 100 mg/5 mL/, no. batch: 

E202762) as an innovator/comparator product. 

 

The test product was subjected to a few comparative dissolution tests before the bioequivalence 

investigation, with the innovator product serving as the comparator. The dissolving test was carried out in 

three different pH media (pH 1.2, pH 4.5, and pH 6.8), reflecting the pH throughout the gastrointestinal 

tract where the study drug may be absorbed. In each medium, the dissolution profiles of the test and the 

comparison products had similarity factors of more than 50 (the value of similarity factors was 62.99% at 

pH 4.5 and 69.90% at pH 6.8, respectively, but pH 1.2 was 28.816% (<50%), which means there is no 

similarity with comparator drug). 

 

2.4 Blood Sampling 

The night before medication administration, all subjects attended PT. Farmalab Indoutama (Jakarta, 

Indonesia), where they were instructed to avoid all food and beverages besides mineral water beginning at 9 

p.m. A pre-dose pharmacokinetic blood sample was collected at approximately 6 a.m. on the dosage day 

(day 1), following an overnight fast. The study medication (one tablet of the test medicine or the reference 
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drug) was administered with 200 mL of water at 7:00 a.m. 

 

Blood samples (5 mL) were taken 17 times using a syringe at the following times: before drug 

administration (0 hours), 1 hour; 1.5; 2; 2.5; 3; 3.5; 4; 4.5; 5; 6; 8; 10; 12; 16; 24; and 32 after 

administration of the drug with a time deviation of 10%, within a maximum of 30 minutes from taking. 

Blood samples were centrifuged at 3000 rpm (1399 rcf and a rotor diameter of 27.8 cm) for 10-15 minutes, 

and the plasma obtained was transferred to labeled tubes. 

 

After a week (i.e., the washout period), the same procedure was performed with the alternate drug. Using a 

22 G drawing needle, blood samples from each subject were taken in vacuum polypropylene tubes 

containing citrate phosphate dextrose adenine (CPDA). Samples were processed at room temperature, and 

plasma was stored at -20°C to -45°C until cefixime analysis was performed. 

 

The dates and timings of each sample collection were noted on the case report forms. 

 

2.5 Analysis Method 

The plasma concentrations of cefixime were measured using an ultra-pressure, high-performance liquid 

chromatography technique with a tandem mass spectrometer detector that was well-validated (UPLC 

Acquity H Class and Waters Xevo TQD equipped with an autosampler and MassLynx software). The 

analytical method of the comparative dissolution test for the test drug product Lafsefik DS and the 

comparison drug product/innovator Suprax Oral Suspension were carried out in triplicate with three 

solutions, namely, an HCl solution pH 1.2 (HCl 0.1 N), citrate buffer solution pH 4.5, and phosphate buffer 

solution pH 6.8 with a dissolution tester. Samples were taken at 5 minutes, 10 minutes, 15 minutes, 30 

minutes, 45 minutes, and 60 minutes. Then, the cefixime levels were examined with a spectrophotometer 

with a wavelength of 288 nm. The data were obtained in the form of percentage levels of cefixime of the 

Lafsefik DS test drug product and the percentage of cefixime levels of the comparison drug product Suprax 

OS. 

 

Methods for the bioequivalence test were carried out in two stages randomly, crossed, two-way, and 

double-blind, with a single dose where everyone controlled himself for the test product and a comparison 

product they received. After the first stage, individuals did not receive drug administration for two weeks 

for residual drug clearance. Following this, they enter the second stage using the same method as the 

Lafsefik DS test drug product with the Suprax OS comparison drug product. All research subjects were 

given 15 mL of blood before being given the drug at T0 (0 hours), then given the drug according to the 

group, followed by taking blood at the following times at 1 hour; 1.5; 2; 2.5; 3; 3.5; 4; 4.5; 5; 6; 8; 10; 12; 

16; 24; and 32 after 8 hours of fasting. Furthermore, the blood is separated from the plasma, and cefixime is 

added as an internal standard, followed by extraction with a precipitation process. The clear 

solution/supernatant is injected automatically into the UPLC–MS/MS system. Data on cefixime levels at 

stage one and stage two from each subject were collected. 

 

2.6 Data Analysis 

Data from the comparative dissolution test obtained from the examination of levels in buffer solutions of 

pH 1.2, pH 4.5, and pH 6.8 were compared for the Lafsefik DS test drug product and the comparison drug 

product Suprax OS. Calculation of the F2 value with the formula was conducted to see the similarity 

between the test drug product and the comparison/innovator drug product, according to the standard F2 

value >50%, having similarities: 
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where F2 is the similarity factor, Rt is the cumulative percentage of drug that dissolves at each sampling 

time of the drug product comparator, and Tt is the cumulative percentage of drug dissolved at each 

sampling time of the test drug product. 

 

3. RESULTS 

All of the participants were healthy Indonesians, had normal values for all clinical and laboratory indicators 

assessed, and met all inclusion and exclusion criteria. Blood samples from 21 people (eight men and 13 

women) with a body mass index ranging from 18 to 25 kg/m2 were tested for pharmacokinetic study of 

cefixime. 

 

Figure 2 shows the profiles of the area under the curve (AUC) of mean plasma concentration vs time in 

patients (n = 21) after administration of cefixime (test drug and reference drug). 

 

Cefixime levels in the bioequivalence test of the Lafsefik DS drug product and the Suprax OS comparison 

drug product in the plasma of each subject are presented in the form of numbers and pharmacokinetic 

profiles in Table 1 and Fig. 2. The test results of the Lafsefik DS drug product test show a mean ±SD from 

AUC0-32 of (22.856.81 ± 7.639.03) ng.ml-1 hour, AUC0-inf of (23.439.97 ± 7.719.73) ng.mL-1 hour, Cmax of 

(2.695.13 ± 857.85) ng/mL-1 hour, Tmax (4.05 ± 0.79) hour, and T½ (3.98 ± 0.38) hour. The test results for 

the comparison drug product Suprax OS have an AUC0-32 value of (21.495.95 ± 5.849.17) ng.mL-1.hour, an 

AUC0-inf value of (22.032.63±5.863.83) ng.mL-1 hour, a value of Cmax (2.560.79±553.71) ng/mL, a value of 

Tmax (4.19 ± 0.84) hours and a value of T½ (4.02 ± 0.51) hours. The geometric mean ratio of the test drug 

product to the comparison drug product/innovator (90% CI) has an AUC0-32 value of 104.71% (98.13-

111.23), a Cmax value of 102.61% (95.79- 109.61), the AUC0-32 intrasubject CV value was 11.70%, and the 

Cmax value was 11.31%. 

 

4. DISCUSSION 

 

4.1 Comparable Dissolution Test Analysis 

Cefixime levels in the comparative dissolution test were calculated based on the percentage levels of the 

Lafsefik DS test drug product with the comparison drug product/innovator Suprax OS in HCl solution pH 

1.2; citrate buffer solution pH 4.5 and phosphate buffer solution pH 6.8 were taken at 5 minutes, 10 

minutes, 15 minutes, 30 minutes, 45 minutes, and 60 minutes. The results of the cefixime comparative 

dissolution test on a pH 1.2 HCl solution, according to Table 2, and the cefixime comparative dissolution 

test profile on a pH 1.2 HCl solution, according to Fig. 3. 

 

Based on the F2 calculation from the results of the Comparable Dissolution Test in the HCl pH 1.2 solution, 

the average F2 value is 28.816%, which means the F2 value at pH 1.2 <50%, which means that there is no 

similarity between the Lafsefik DS test drug product and the product comparison drug Suprax OS. 
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The results of the cefixime comparative dissolution test in citrate buffer solution at pH 4.5 according to 

Table 3 and the cefixime comparative dissolution test profile in citrate buffer solution at pH 4.5 according 

to Fig. 4. 

 

Based on the F2 calculation from the Comparable Dissolution Test results in Citrate buffer solution pH 4.5, 

the average F2 value is 62.99%, which means the F2 value at pH 4.5 > 50%, which means that it has 

similarities to the Lafsefik DS test drug products with the comparison drug product Suprax OS. 

 

The results of the cefixime comparative dissolution test in phosphate buffer solution at pH 6.8 according to 

Table 4 and the cefixime comparative dissolution test graph in phosphate buffer solution at pH 6.8 

according to Fig. 5. 

 

Based on the F2 calculation from the results of the Comparable Dissolution Test in Phosphate buffer 

solution pH 6.8, the average F2 value is 69.90%, which means the F2 value at pH 6.8 > 50%, which means 

that it has similarities to the Lafsefik DS test drug products with the comparison drug product Suprax OS. 

 

4.2 Statistical Analysis 

Sampling was carried out for 32 hours with a total of 17 sampling time points, namely, 1 point before drug 

administration, 3 points before Cmax, 6 points around Cmax, and 7 points after Cmax. Summary of statistical 

analysis of test drug products Lafsefik DS (Test Drug) based on the geometric mean value (GM ratio) of 

comparison drug product Suprax OS (Reference Drug) has an AUC0-32 value of 104.71% and a Cmax value 

of 102, 61%. Based on the 90% CI value, the AUC0-32 value was 98.13%-111.23%, the Cmax value was 

95.79%-109.61%, and the intrasubject CV variability (CV) in this study had an AUC0-32 value of 11.70% 

and a Cmax value of 11.31%. The geometric mean ratio of the drug product test Lafsefik DS to the 

comparison drug product Suprax OS (90% CI) had an AUC0-32 value of 104.71% (98.13). The AUC0-32 and 

Cmax values were 102.61% (95.79), and the intrasubject CV had an AUC0-32 value of 11.70% and a Cmax 

value of 11.31%. 

 

5. CONCLUSION 

Based on the comparative dissolution test and bioequivalence test, the Cefixime Trihydrate 100 mg/5 ml 

produced by Lafiau has similarity with the F2 value >50% at pH 4.5 and pH 6.8 with the reference drug 

product Suprax OS (Cefixime Trihydrate 100 mg/5 ml) produced by Odan Laboratories, Canada. The test 

drug product Lafsefik DS is bioequivalent to Suprax OS. 

 

Declarations 

Ethical Approval and Consent to Participate All protocols and procedures in this research were approved by 

the Ethics Committee of the Faculty of Medicine, The University of Indonesia (Protocol number: 

092/BE/FL-IU/VII/2019). 

 

Authors Contributions The authors declare that all data were generated in-house and that no paper mill was 

used. YS, HR, and ST conceived and designed the research. YS and HR conducted experiments. ST 

analyzed data. ST and YS wrote the manuscript. 

 

All authors read and approved the manuscript, all data were generated in-house, and no paper mill was 

used. 

 

Funding Air Force Pharmacy Institution Roostyan Effendie, Bandung, Indonesia 

https://www.azerbaijanmedicaljournal.com/


ISSN: 0005-2523 

Volume 62, Issue 09, November, 2022 

  

4649 
 

6. REFERENCES 

[1] National Center for Biotechnology Information. "PubChem Compound Summary for CID 5362065, 

Cefixime" PubChem, https://pubchem.ncbi.nlm.nih.gov/compound/Cefixime. Accessed 16 April 2022. 

Cefixime _ C16H15N5O7S2 – PubChem  

 

[2] Danish M. Metal Complexes and Organotin(IV) Compounds of Cefixime and their Biological 

Study. Med Chem (Los Angeles). 2015; 

 

[3] laboratories ltd O. PRODUCT MONOGRAPH Pr SUPRAX ® [Internet]. 2020. Available from: 

www.odanlab.com 

 

[4] Zaouak A, Daldoul M, Chamli A, Frioui R, Khanchel F, Brahim E ben, et al. Cefixime-induced 

bullous erythema multiforme major. Int J Dermatol [Internet]. 2022 Feb 9;n/a(n/a). Available from: 

https://doi.org/10.1111/ijd.16119 

 

[5] Sunjaya DB, Lennon RJ, Shah VH, Kamath PS, Simonetto DA. Prevalence and Predictors of Third-

Generation Cephalosporin Resistance in the Empirical Treatment of Spontaneous Bacterial Peritonitis. 

Mayo Clin Proc [Internet]. 2019 Aug 1;94(8):1499–508. Available from: 

https://doi.org/10.1016/j.mayocp.2018.12.036 

 

[6] RODRIGUEZ WJ, KHAN W, SAIT T, CHHABRA OMP, BELL TA, AKRAM S, et al. Cefixime 

vs. cefaclor in the treatment of acute otitis media in children: a randomized, comparative study. Pediatr 

Infect Dis J [Internet]. 1993;12(1). Available from: 

https://journals.lww.com/pidj/Fulltext/1993/01000/Cefixime_vs__cefaclor_in_the_treatment_of_acute.15.a

spx 

 

[7] Arumugham VB, Gujarathi R, Marco ;, Affiliations C. Third Generation Cephalosporins 

Continuing Education Activity [Internet]. 2022. Available from: 

https://www.ncbi.nlm.nih.gov/books/NBK549881/?report=printable 

 

[8] Faulkner RD, Bohaychuk W, Lanc RA, Haynes JD, Desjardins RE, Yacobi A, et al. 

Pharmacokinetics of cefixime in the young and elderly. Journal of Antimicrobial Chemotherapy [Internet]. 

1988 Jun 1;21(6):787–94. Available from: https://doi.org/10.1093/jac/21.6.787 

 

[9] Morais JAG, Lobato MDR. The new European medicines agency guideline on the investigation of 

bioequivalence. In: Basic and Clinical Pharmacology and Toxicology. 2010. p. 221–5.  

 

[10] [Indonesian Guideline for Bioequivalence Studies]. Pedoman Uji Bioekivalensi 2021; Badan 

Pengawas Obat dan Makanan Republik Indonesia (BPOM RI) Pedoman Uji Bioekuivalensi. Jakarta: Badan 

Pengawas Obat dan Makanan; 2004. Bahasa. 

 

[11] The European Agency for the Evaluation of Medicinal Products Evaluation of Medicines for 

Human Use Investigation of Bioavailability and Bioequivalence [Internet]. 1997. Available from: 

http://www.eudra.org/emea.html 

 

[12] Mortensen JE, Himes SL. Comparative in vitro activity of cefixime against Haemophilus influenzae 

isolates, including ampicillin-resistant, non-beta-lactamase-producing isolates, from pediatric patients. 



Y. Subiakto, H. Rismawan and S. Tuba, 2022                                                       Azerbaijan Medical Journal 

 

4650 
 

Antimicrob Agents Chemother [Internet]. 1990 Jul;34(7):1456–8. Available from: 

https://pubmed.ncbi.nlm.nih.gov/2386375 

 

[13] Fanos V, Cataldi L. Cefixime in urinary tract infections with special reference to pediatrics: 

Overview. Vol. 13, Journal of Chemotherapy. E.S.I.F.T. srl; 2001. p. 112–7.  

 

[14] World Medical Association Declaration of Helsinki: Ethical principles for medical research 

involving human subjects. Vol. 310, JAMA - Journal of the American Medical Association. American 

Medical Association; 2013. p. 2191–4.  

 

[15] International council for harmonization of technical requirements for pharmaceuticals for human use (ich) ich 

harmonized guideline integrated addendum to ich e6(r1): guideline for good clinical practice e6(r2). 2016.  

 

[16] Environment Directorate Chemicals and Biotechnology Committee OECD Series On Principles Of 

Good Laboratory Practice And Compliance Monitoring Number 22 Advisory Document of the Working 

Party on Good Laboratory Practice on GLP Data Integrity JT03481133 OFDE. 2021.  

 

[17] ISO/CASCO. INTERNATIONAL STANDARD ISO / IEC competence of testing and calibration. 

International Organization for Standardization [Internet]. 2017;2017:1–38. Available from: 

https://www.iso.org/fr/standard/39883.html 

 

 
Fig. 1. Chemical structure of cefixime (CAS 79350-37-1). 

 

Table 1. Bioequivalence Test between Lafsefik DS test drug product and comparator drug Suprax OS 

 
Research with 

21 subjects 

Test Drug (T) 

Lafsefik DS 

(Cefixime 100mg/5mL 

DS) 

Innovator Drug(R) 

Suprax 

(Cefixime 100mg/5ml 

OS) 

 

Geometric Mean Ratio 

AUC0-32 (ng. mL 
1.jam) 

22.856,81 ±7639,03 21.495, 95 ± 5849,17 104,71% (98,13 - 

111,23) 

Cmax (ng/mL) 2.695 ± 857,85 2.560,79 ± 553,71 102,61% (95,79 - 

109,61) 
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Fig. 2. Profile of Cefixime Levels After Administration of drug product test Lafsefik DS (T) and 

comparison drug product Suprax OS (R) 

 

Table 2. Comparative Dissolution Test Results pH 1.2 

Time % Level 

Suprax OS 

% Level 

Lafsefik DS 

% RSD 

5 8.695 12.605 
25.96 

10 15.812 25.857 
34.09 

15 21.789 37.219 36.98 

30 30.295 61.140 47.70 

45 35.768 73.100 48.49 

60 35.621 74.567 49.98 

 

 
Fig. 3. Comparable Dissolution Test Profile pH 1.2 

 

Table 3. Comparative Dissolution Test Results pH 4.5 

Time % Level 

Suprax OS 

% Level 

Lafsefik DS 

% RSD 
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5 16.436 15.822 2.69 

10 26.816 28.299 3.80 

15 33.766 37.869 8.10 

30 59.726 66.455 7.54 

45 70.907 80.825 9.24 

60 83.114 86.616 2.91 

 

 
Fig. 4. Comparable Dissolution Test Profile pH 4.5 

 

Table 4. Comparative Dissolution Test Results pH 6.8 

Time % Level 

Suprax OS 

% Level 

Lafsefik DS 

% RSD 

5 18.458 16.521 7.83 

10 30.799 32.938 4.74 

15 44.541 45.837 2.02 

30 74.478 66.921 7.55 

45 87.377 82.646 3.93 

60 92.040 91.342 0.53 

 

 
Fig. 5. Comparable Dissolution Test Profile pH 6.8 
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