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LECTURE-12 

GENERAL MONOGRAPHS ON DOSAGE FORMS 

 

     Q. Write a note on general requirements as per monograph of dosage forms for  

i. Eye drop 

ii. Eye ointment 

iii. Ear drop 

iv. Nasal preparation 

 (2017-18)                  

.                            

EAR DROPS 

a)  Definition and formulation: 

 Ear Drops are aqueous or oily solutions or suspensions of one or more medicaments intended for 

instillation into the outer ear.  

 They may contain suitable auxiliary substances such as buffers, stabilizing agents, dispersing agents, 

solubilizing agents and agents to adjust the tonicity or viscosity of the preparation.  

 If buffering agents are used in preparations intended for use in surgical procedures, care should be 

taken to ensure that the nature and concentration of the selected agents are suitable.  

 Where the active ingredients are susceptible to oxidative degradation, a suitable antioxidant may be 

added but care should be taken to ensure compatibility between the antioxidant and the other 

ingredients of the preparations.  

 Any additive in the preparation should not adversely affect the intended medicinal action nor, at the 

concentrations used, cause undue local irritation. 

b)  Packaging and containers:  

 Aqueous preparations supplied in multiple application containers contain suitable antimicrobial 

preservatives at appropriate concentrations except when the product itself has adequate antimicrobial 

properties.  

 Certain Ear Drops may be supplied in dry, sterile form to be constituted in an appropriate sterile 

liquid immediately before use. 
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 Ear Drops intended for use in surgical procedures or for application to injured ear, are sterile. Such 

preparations should not contain antimicrobial preservatives and should be packed in single dose 

containers. 

 Containers for multiple application preparations should permit the withdrawal of successive doses of 

the preparation. Such containers should normally hold not more than 10 ml. 

c)  Preparation: 

 Sterile Ear Drops are prepared using methods designed to ensure their sterility and to avoid the 

introduction of contaminants and growth of micro-organisms. Methods of sterilisation that may be 

used in the manufacture of Ear Drops are: 

e)  Description 

 Ear Drops that are solutions are practically clear and practically free from particles when examined 

under suitable conditions of visibility.  

 Ear Drops that are suspensions may show sediment that readily disperses when shaken.  

 The suspension remains sufficiently dispersed to enable the correct dose to be removed from the 

container. 

f)  Tests 

i. Uniformity of volume: Comply with the test for contents of packaged dosage forms. 

ii. Particle size:  

 This test is applicable only to Ear Drops that are suspensions.  

 Introduce a suitable volume of the Ear Drops into a counting cell or onto a microscope slide, as 

appropriate. 

 Scan under a microscope an area corresponding to 10 μg of the solid phase.  

 Scan at least 50 representative fields.  

 Not more than 20 particles have a maximum dimension greater than 25 μm, not more than 10 

particles have a maximum dimension greater than 50 μm and none has a maximum dimension 

greater than 100 μm. 

iii. Sterility:  

 Preparation must comply with the test for sterility.  



Pharmacopoeial Standards     Unit III  

 

11 April 2020 Page 3 B. Pharma VIII Sem. 
 

 Droppers supplied separately also comply with these tests.  

 Remove the dropper out of the package using aseptic precautions and transfer it to a tube containing 

suitable culture medium so that it is completely immersed. Incubate and carry out the test for sterility 

on the medium. 

 The test must be carried out under aseptic conditions designed to avoid accidental contamination of 

the product during testing.  

 For achieving these conditions, a grade A laminar airflow cabinet or an isolator is recommended. 

iv. During development of a formulation of ear drops containing an antimicrobial preservative, the need 

for and the efficacy of the chosen preservative shall be demonstrated by the test for efficacy of 

antimicrobial preservation. 

v. During manufacture, packaging, storage and distribution of ear drops, suitable means shall be taken 

to ensure their microbial quality; and acceptance criteria for microbial quality. 

g)  Storage:  

 Ear Drops should be packed in well-closed containers. 

 If the preparation is sterile, store in sterile, tightly-closed, tamper-evident containers. Containers 

should be made from materials that do not cause deterioration of the preparation as a result of 

diffusion into or across the material of the container or by yielding foreign substances to the 

preparation. 

 The container and package of a single application preparation should be such as to maintain sterility 

of the contents and the applicator up to the time of use.  

 Containers for multiple application preparations should be fitted with an integral dropper or with a 

screw cap made of suitable material incorporating a dropper and plastic or rubber teat. 

 Alternatively, such a cap assembly may be packed separately. 

h)  Labelling: The label states, 

i. The names and concentrations in percentages, or weight or volume per ml, of the active Ingredients 

ii. The names and concentrations of any added antioxidant, stabilizing agent or antimicrobial 

preservative;  

iii. That, for multiple application containers, the contents should not be used for more than 1 month after 

opening the container;  
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iv. That, for multiple application containers, care should be taken to avoid contamination of the contents 

during use;  

v. That the preparation  is NOT FOR INJECTION;  

vi. That, where applicable, the preparation is sterile; 

vii. The conditions under which the preparation should be stored. 

 

NASAL PREPARATIONS 

a)  Definition and formulation: 

 Nasal Preparations are liquid, semi-solid or solid preparations containing one or more medicaments 

and are intended for administration to the nostrils for local or systemic effects. 

 They should as far as possible be non-irritating and should not affect the functions of the nasal 

mucosa and its cilia.  

b)  Packaging and containers:  

 They are supplied in single dose or multiple dose containers of glass VD or plastic with, if 

necessary, a suitable device for administration.  

 They may also be supplied in pressurized containers with a suitable adaptor and with or without a 

metering dose valve. 

 Aqueous nasal preparations are usually isotonic and, when supplied in multiple dose containers, 

contain a suitable antimicrobial preservative except when the product itself has adequate 

antimicrobial properties. 

 During manufacture, packaging, storage and distribution of nasal preparations, suitable means shall 

be taken to ensure their microbial quality. 

c)  Tests 

i)  Uniformity of content: Comply with the test of content uniformity of Parenteral Preparations. 

ii) Uniformity of weight:  

 Nasal Preparations supplied in single dose containers should comply with the test for contents of 

packaged dosage forms. 

 Select a sample of 10 filled containers and determine the weight of the contents of each container as 

directed and calculate the net volume of the contents of each container. 
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Nasal Drops, Solutions and Sprays 

 These are solutions, emulsions or suspensions intended for instillation or spraying into the nostrils. 

 Emulsions should have a uniform appearance after shaking and should not show evidence of phase 

separation.  

 Suspensions should be readily redispersible on shaking to give a smooth and stable suspension.  

 In suspensions, the size of the dispersed particles should be such as to localize their deposition in the 

nostril. 

Nasal Powders 

 These are powders intended for insufflations into the nostrils by means of a suitable device.  

 The size of the particles should be such as to localize their deposition in the nostril. 

 Storage: Store protected from light and moisture. 

 Tests: 

i. Uniformity of content:  

 Comply with the test of content uniformity of Parenteral Preparations. 

 The test for uniformity of content of single-dose preparations is based on the assay of the individual 

contents of active substance(s) of a number of single-dose units to determine whether the individual 

contents are within limits set with reference to the average content of the sample. 

ii. Uniformity of weight:  

 Nasal Preparations supplied in single application containers comply with the test for contents of 

packaged dosage forms. 

 Select a sample of 10 filled containers and determine the weight of the contents of each container as 

directed and calculate the net volume of the contents of each container. 
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