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Annotation 

Immunomodulators and allergens/allergoids are substances that affect the 

immune system, and their standardization and quality assessment are crucial in the 

fields of medicine and pharmacy. These substances are used to enhance immunity, 

prevent, or treat allergic reactions. Below is detailed information on the 

standardization of immunomodulators and allergens/allergoids and their quality 

assessment. 
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Immunomodulators are substances that regulate the activity of the immune 

system. They can enhance immunity (immunostimulants) or suppress immune 

responses (immunosuppressants). 

Types: 

1. Natural Immunomodulators:   - Plant extracts (e.g., echinacea, ginseng).   - 

Microorganisms (e.g., probiotics, bacterial substances). 

2. Synthetic Immunomodulators:   - Chemical substances (e.g., interferons, 

cytokines).   - Pharmaceutical preparations (e.g., levamisole, glatiramer acetate). 

3. Biological Immunomodulators:   - Monoclonal antibodies (e.g., infliximab, 

rituximab).   - Vaccines. 

Standardization:1. Ingredients and Their Quantities:   - The active ingredients 

of immunomodulators and their concentrations are clearly defined.   - Excipients 

(e.g., stabilizers, preservatives) must also comply with standards. 

2. Activity Testing:   - In vitro (laboratory conditions) and in vivo (in animals 

or humans) tests are conducted to assess the effects of immunomodulators on the 
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immune system.   - Cytokine levels, antibody production, and immune cell activity 

are measured during activity testing. 

3. Safety Testing:   - The toxicity, side effects, and potential effects of overdose 

of immunomodulators are evaluated. 

4. Storage Conditions:   - Storage conditions (temperature, humidity, light) are 

defined to ensure the stability of immunomodulators. 

5. Packaging and Labeling:   - Immunomodulators are packaged in sterile 

containers, and labels must include the drug's name, active ingredients, 

manufacturer, expiration date, and storage conditions. 

Allergens and Allergoids. Allergens are substances that trigger allergic 

reactions in the body, while allergoids are modified forms of allergens used to 

reduce or prevent allergic reactions. 

Types:1. Natural Allergens:   - Pollen, animal dander, food products (e.g., nuts, 

milk). 

2. Synthetic Allergens:   - Chemical substances (e.g., medications, dyes). 

3. Allergoids:   - Modified allergens with reduced allergic properties (e.g., 

allergens treated with formaldehyde). 

Standardization:1. Ingredients and Their Quantities:   - The active ingredients 

of allergens and allergoids and their concentrations are clearly defined.   - 

Standardized extracts of allergens are used. 

2. Allergic Activity Testing:   - The allergic activity of allergens and allergoids 

is evaluated using in vitro (e.g., IgE antibody levels) and in vivo (e.g., skin tests) 

methods. 

3. Safety Testing:   - The toxicity, side effects, and potential effects of overdose 

of allergens and allergoids are evaluated. 

4. Storage Conditions:   - Storage conditions (temperature, humidity, light) are 

defined to ensure the stability of allergens and allergoids. 

5. Packaging and Labeling:   - Allergens and allergoids are packaged in sterile 

containers, and labels must include the drug's name, active ingredients, 

manufacturer, expiration date, and storage conditions. 

Quality Assessment Methods. The quality assessment of immunomodulators 

and allergens/allergoids is conducted using the following methods: 

1. Physicochemical Analyses:   - pH level, osmolality, color, and clarity are 

checked. 

2. Microbiological Control:   - The presence of microorganisms in the drugs is 

assessed.3. Quantitative Analysis of Active Ingredients:   - The concentration of 

active ingredients is verified using HPLC, ELISA, or other analytical methods. 
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4. Stability Testing:   - The stability of drugs under various conditions is 

evaluated. 

5. Immunological Testing:   - The effects of immunomodulators and 

allergens/allergoids on the immune system are assessed. International and 

National StandardsThe following standards and guidelines are used as a basis for 

the standardization of immunomodulators and allergens/allergoids:- 

Pharmacopeias: USP, EP, and other national pharmacopeias.- GMP (Good 

Manufacturing Practices). 

- International Union of Immunological Societies (IUIS): Sets standards for 

allergens. 

The standardization and quality assessment of immunomodulators and 

allergens/allergoids are vital for ensuring the safety, efficacy, and convenience of 

substances that affect the immune system for patients. This process involves 

checking the composition, activity, safety, and stability of the drugs. 

Pharmaceutical companies and regulatory authorities continuously conduct tests 

and inspections to ensure the quality of these substances. 
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