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Aseptic Area 
• Aseptic procedures are used to safeguard ophthalmic and

parenteral goods by preventing microbiological and particle

contamination.

• To eliminate pyrogen and harmful bacterial products, microbial

contamination must be avoided.

• The preparation of terminally sterilized products (those sealed in a

container and then sterilized) takes place in clean areas, whereas

the preparation of non-terminally sterilized products takes place

under aseptic conditions using sterile materials, or by sterilization

through filtration before being placed in sterile packaging.



Clean Area Classification

• The clean or buffer room is the secondary engineering control.

• It houses the primary engineering controls (LAFH: laminar air flow hood)

where the aseptic compounding is actually performed.

• Clean room is a specially constructed enclosed area, which contains one

or more clean zones, where the concentration of airborne particles is

controlled using HEPA filters, continuous air circulation, and a physical

barrier to non-filtered (or outside) air.

• Clean rooms establish appropriate environmental levels for airborne

particulates, temperature, humidity, air pressure, and airflow patterns.

• Clean rooms are categorized by their constant air quality or class.







Remarks

• 1) In order to reach the air grades B, C, and D, the number of air changes

should be related to the room size, and the equipment and personnel in the

room. The air system should be provided with HEPA filters for grades A, B,

and C.

• 2) After 15-20 minutes of "'clean up" period, an unmanned state (no manual

activity) should be received.

• 3) Appropriate alert and action limits should be fixed for particulate and

microbiological monitoring results. A corrective action in the operating

procedures should be taken in case these limits are exceeded. The need for

other parameters (like temperature, relative humidity, etc.) depends on the

nature of product and manufacturing procedure. These parameters do not

have any relation with the purifying classes.





• The components after washing should be handled in

grade D environment.

• The sterile starting material should be handled in

grade A environment with grade B background.

• Solutions to be sterile filtered should be prepared in

grade C environment; while if not filtered, the

preparation should be done in grade A environment

with grade B background.



• The aseptically prepared products should be handled and filled in grade A

environment with grade B background.

• The sterile ointments, creams, suspensions, and emulsions should be

prepared and filled in grade A environment with grade B background,

when the product is exposed and is not subsequently filtered.

• Control of purity of zones by the particles in operation state and microbial

control at an aseptic production area is required; and the recommended

levels are listed in table




