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INTRODUCTION:  
Amoxicillin was one of several semisynthetic derivatives 
of 6-aminopenicillanic acid (6-APA) developed at 
Beecham in the 1960s. It became available in 1972, and 
was the second aminopenicillin to reach the market (after 
ampicillin in 1961). Co-amoxiclav became available in 
1981. The amoxicillin molecular formula is 
C16H19N3O5S•3H2O, and the molecular weight is 419.45 
Amoxicillin or amoxicillin and abbreviated amox, is an 
antibiotic useful for the treatment of a number of 
bacterial infections. It is a moderate-spectrum, 
bacteriolytic, β-lactam antibiotic in the aminopenicillin 
family used to treat susceptible Gram-positive and Gram-
negative bacteria. It is usually the drug of choice within 
the class because it is better-absorbed, following oral 
administration, than other β-lactam antibiotics. 
Amoxicillin is susceptible to degradation by β-lactamase-
producing bacteria, which are resistant to a narrow 
spectrum of β-lactam antibiotics, such as penicillin.  
Material & method: 
Capsules: Each hard gelatin capsule contains amoxicillin 
trihydrate equivalent to amoxicillin anhydrous 250 mg or 
500 mg. Inactive ingredients: microcrystalline cellulose 
phosphate, black iron oxide, colloidal silicon dioxide, 
croscarmellose sodium, D&C Yellow No. 10, FD&C Yellow 

No. 6, gelatin, magnesium stearate, Talcum,Aerosil, 
shellac, sodium lauryl sulfate and titanium dioxide. Before 
filling mixing & testing required. 
Filling in hard gelatin capsule like size 2,1,0 capsule as per 
claim by different machine mannual, SA9, 150 machine 
Evaluation standard: 
Amoxicillin Capsules contain not less than 90.0 per cent 
and not more than 110.0 per cent of the stated amount 
of amoxicillin, C16H19N3O5S. Identification shake a 
quantity of the contents of the capsules containing 0.5 g 
of amoxicillin with 5 ml of water for 5 minutes, filter, 
wash the residue first with ethanol and then with ether 
and 
dry at a pressure not exceeding 0.7 kPa for 1 hour. 
Clinical Pharmacology: 
Amoxicillin diffuses readily into most body tissues and 
fluids, with the exception of brain and spinal fluid, except 
when meninges are inflamed. The half-life of amoxicillin 
is 61.3 minutes. Most of the amoxicillin is excreted 
unchanged in the urine; its excretion can be delayed by 
concurrent administration of probenecid. In blood serum, 
amoxicillin is approximately 20% protein-bound. 
Orally administered doses of 250 mg and 500 mg 
amoxicillin capsules result in average peak blood levels 1 
to 2 hours after administration in the range of 3.5 

ABSTRACT 
The Aim of present investigation was to formulate moderate spectrum bacteriolytic activity. Each hard gelatin 
capsule of Amoxycillin Trihydrate was prepared with the addition of different excipients like microcrystalline 
cellulose phosphate (102), Magnesium stearate, Sodium Lauryl Sulphate, Aerosil. The excipients were used for this 
study was based on the compatibility studies. The optimized batch was passes all the evaluation parameters and 
stability studies 
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mcg/mL to 5 mcg/mL and 5.5 mcg/mL to 7.5 mcg/mL, 
respectively. 
Mechanism of action (Beta-lactam antibiotic 
amoxicillin): 
This drug acts by inhibiting the synthesis of bacterial cell 
walls. It inhibits cross-linkage between the linear 
peptidoglycan polymer chains that make up a major 
component of the cell walls of both Gram-positive and 
Gram-negative bacteria.It has two ionizable groups in the 
physiological range (the amino group in alpha-position to 
the amide carbonyl group and the carboxyl group). 
Uses in condition of following micro-organism: 
• Aerobic Gram-Positive Microorganisms: Enterococcus 

faecalis 
• Staphylococcus spp.† (β-lactamase-negative strains 

only) 
• Streptococcus pneumoniae 
• Streptococcus spp. (α- and β-hemolytic strains only) 
• Aerobic Gram-Negative Microorganisms: 
• Escherichia coli (β-lactamase-negative strains only) 
• Haemophilusinfluenzae (β-lactamase-negative strains 

only) 
• Neisseria gonorrhoeae (β-lactamase-negative strains 

only) 
• Proteus mirabilis (β-lactamase-negative strains only) 
• Helicobacter:Helicobacter pylori 
Indication & usage: 
Amoxicillin is indicated in the treatment of infections due 
to susceptible ( β-lactamase-negative) strains of the 
designated microorganisms in the conditions listed 
below: Infections of the ear, nose, and throat - due to 
Streptococcus spp. (α- and β-hemolytic strains only), S. 
pneumoniae, Staphylococcus spp., or H. influenzae. 
Infections of the genitourinary tract - due to E. coli, P. 
mirabilis, or E. faecalis.Infections of the skin and skin 
structure - due to Streptococcus spp. (α- and β-hemolytic 
strains only), Staphylococcus spp., or E. coli.Infections of 
the lower respiratory tract -due to Streptococcus spp. (α- 
and β-hemolytic strains only), S. pneumoniae, 
Staphylococcus spp., or H. influenzae.Gonorrhea, acute 
uncomplicated (ano-genital and urethral infections) - due 
to N. gonorrhoeae (males and females). 
Amoxicillin is used in the treatment of a number of 
infections, including acute otitis media, streptococcal 
pharyngitis, pneumonia, skin infections, urinary tract 
infections, Salmonella infections, Lyme disease, and 
chlamydia infections. It is also used to prevent bacterial 
endocarditis in high-risk people having dental work done, 
to prevent Streptococcus pneumoniae and other 
encapsulated bacterial infections in those without 
spleens, such as people with sickle-cell disease, and for 
both the prevention and the treatment of anthrax.  

 
 
Side effects: 
• Common: More than 1 in 100 people who take 
Amoxicillin trihydrate 
• Diarrhoea 
• Nausea 
• Skin rash or rashes - erythematous rashes have been 
reported in people with glandular fever 
• Uncommon: More than 1 in 1000 people who take 
Amoxicillin trihydrate 
• itching 
• urticaria 
• vomiting 
• Very rare: Fewer than 1 in 10,000 people who take 
Amoxicillin trihydrate 
• abnormal laboratory test results 
• allergic or hypersensitivity reactions such as 
angioedema, vasculitis or anaphylactic reactions - some 
of these reactions may be fatal. You should seek medical 
advice if you get hypersensitivity reactions 
• black hairy tongue 
• blood and bone marrow problems 
• changes in blood clotting time 
• changes to teeth colour - this may happen in children 
and can usually be removed by brushing the teeth 
• colitis 
• convulsions 
• feeling dizzy 
• hyperactivity 
• jaundice 
• kidney problems 
• liver problems 
• pseudomembranous colitis 
1. skin and mucous membraneinfection 
2. skin problems including erythema multiforme,certain 
types of dermatitis 
 
Discussion:  
 Amoxicillin trihydrate is used to treat or prevent 

certain types of bacterial infections. It works by killing 
certain types of bacteria. 

 Do not share your medicine with other people. It may 
not be suitable for them and may harm them. 

 The pharmacy label on your medicine tells you how 
much medicine you should take. It also tells you how 
often you should take your medicine. This is the dose 
that you and your prescriber have agreed you should 
take. You should not change the dose of your 
medicine unless you are told to do so by your 
prescriber. 
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 If you feel that the medicine is making you unwell or 
you do not think it is working, then talk to your 
prescriber. Amoxicillin trihydrate is not suitable for 
everyone and some people should never use it. Other 
people should only use it with special care. It is 
important that the person prescribing this medicine 
knows your full medical history. 

 As part of the process of assessing suitability to take 
this medicine a prescriber may also arrange tests: to 
determine whether or not the medicine is suitable 
and whether it must be prescribed with extra care to 
check that this medicine is not having any undesired 
effects Over time it is possible that Amoxicillin 
trihydrate can become unsuitable for some people, 
or they may become unsuitable for it. If at any time it 
appears that Amoxicillin trihydrate has become 
unsuitable, it is important that the prescriber is 
contacted immediately. 

 
REFERENCES: 
 
1. Amoxicillin Susceptibility and Resistance 

Data".Retrieved 20 July 2013. 
2. WHO Model List of EssentialMedicines".World Health 

Organization. October 2013. Retrieved 22 April 2014. 
3. Amoxicillin".The American Society of Health-System 

Pharmacists.Retrieved 3 April 2011. 
4. CG64 Prophylaxis against infective endocarditis: Full 

guidance". NICE. Retrieved 8 June 2011. 
5. Thornhill, MH; Dayer, MJ, Forde, JM, Corey, GR, Chu, 

VH, Couper, DJ, Lockhart, PB (2011-05-03)."Impact of 
the NICE guideline recommending cessation of 
antibiotic prophylaxis for prevention of infective 
endocarditis: before and after study". BMJ (Clinical 
research ed.) 342: d2392. doi:10.1136/bmj.d2392. 
PMC 3086390.PMID 21540258. 

6. American Academy of Allergy, Asthma, and 
Immunology. "Five Things Physicians and Patients 
Should Question". Choosing Wisely: an initiative of 
the ABIM Foundation (American Academy of Allergy, 
Asthma, and Immunology).Retrieved August 14, 
2012. 

7. Ahovuo-Saloranta, A.; Rautakorpi, U. M.; Borisenko, 
O. V.; Liira, H.; Williams Jr, J. W.; Mäkelä, M. (2008). 
"Antibiotics for acute maxillary sinusitis".In Ahovuo-
Saloranta, Anneli.Cochrane Database of Systematic 
Reviews. doi:10.1002/14651858.CD000243.pub2. 
edit 

8. Amoxicillin and Acne Vulgaris".scienceofacne.com. 
2012-09-05. Retrieved 2012-08-17. 

9. Role of delayed cellular hypersensitivity and adhesion 
molecules in amoxicillin-induced morbilliform 
rashes". Cat.inist.fr. Retrieved 2010-11-13. 

10. Pichichero ME (April 2005). "A review of evidence 
supporting the American Academy of Pediatrics 
recommendation for prescribing cephalosporin 
antibiotics for penicillin-allergic patients".Pediatrics 
115 (4): 1048–57. doi:10.1542/peds.2004-1276. PMID 
15805383. 

11. Schmitt, Barton D. (2005). Your child's health: the 
parents' one-stop reference guide to symptoms, 
emergencies, common illnesses, behavior problems, 
healthy development (2nd ed.). New York: Bantam 
Books. ISBN 0-553-38369-8. 

12. Kagan, B (1977). "Ampicillin rash". Western Journal of 
Medicine 126 (4): 333–335. PMC 1237570.PMID 
855325. British National Formulary 57 March 2009 

13. Amoxicillin spectrum of bacterial susceptibility and 
Resistance".Retrieved 8 April 2012. Geddes AM et al. 
Introduction: historical perspective and development 
of amoxicillin/clavulanate. Int J Antimicrob Agents. 
2007 Dec; 30Suppl 2:S109-12. PMID 17900874 

14. Raviña, E (2014). The Evolution of Drug 
Discovery.Weinheim: Wiley-VCH. p. 262.ISBN 
9783527326693. Bruggink, A (2001). Synthesis of β-
lactam antibiotics.Springer.p. 17.ISBN 0-7923-7060-0. 

15. Farazuddin, Mohammad; Chauhan, Arun; Khan, Raza 
M.M.; Owais, Mohammad (2011). "Amoxicillin-
bearing microparticles: potential in th treatment of 
Listeria monocytogenes infection in Swiss albino 
mice". Bioscience Reports 31 (4): 265–72. 
doi:10.1042/BSR20100027. PMID 20687896. 

 
    
 


	Material & method:
	Clinical Pharmacology:
	Mechanism of action (Beta-lactam antibiotic amoxicillin):
	Uses in condition of following micro-organism:
	Indication & usage:

