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CERTIFICATE
OF COMPLIANCE OF THE MEDICINAL PRODUCTS MANUFACTURE WITH THE RULES OF GOOD

MANUFACTURING PRACTICE OF THE EURASIAN ECONOMIC UNION

No. GMP/EAEU/RU/01480-2024
Valid from August 09, 2024 to August 08, 2027

Issued following the results of the pharmaceutical inspection in accordance with the
Rules for Conducting Pharmaceutical Inspections approved by the Decision of the Eurasian
Economic Commission No. 83 dated November 03, 2016

Ministry of Industry and Trade of the Russian Federation (Minpromtorg of Russia)
(full and abbreviated name of the competent body)

certifies that

a pharmaceutical inspection was conducted at

Federal State Unitary Enterprise “Saint Petersburg Scientific Research Institute of
Vaccines and Sera and Enterprise for the Production of Bacterial Preparations” of the

Federal Medical and Biologic Agency
(manufacturer’s full name)

Saint Petersburg, Krasnoe Selo, ul. Svobody, 52, letter V
(address of the manufacturing site)

according to:
application No. 4390210884 for a permit (license) to carry out activities related to the
production of medicinal products.

Subject to the information obtained during the inspections, the latest of which was
carried out from August 08, 2024 to August 09, 2024, it was established that the
pharmaceutical production complies with the Rules for Good Manufacturing Practice of the
Eurasian Economic Union, which are equivalent to the Principles and Guidelines of the
European Union on Good Manufacturing Practice for Medicinal Products for Human and
Veterinary Use and the principles of the Pharmaceutical Inspection Cooperation System
(PIC/S).
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This certificate shows the status of the manufacturing site at the time of the
pharmaceutical inspection and may not be considered a document evidencing the compliance
status after more than 3 years from the last date of the latest inspection. The term of validity
hereof may be reduced using appropriate risk management principles if there is an
appropriate entry in the field "Restrictions or explanatory notes regarding the scope of this
certificate".

The certificate is valid if all of its sheets (both main and additional sheets) are presented.

The authenticity of this certificate can be verified in the database of the Ministry of
Industry and Trade of Russia.

If the certificate is absent in the database above, please, contact the issuing authorized
body.
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S Human medicinal products
S Pharmaceutical products for clinical trials (tests)
Code Name

I. PRODUCTION OPERATIONS – MEDICINAL PRODUCTS
1.1 Sterile products

1.1.1 Products prepared aseptically (processing operations for subsequent dosage
forms):
1.1.1.1. Large-volume liquid dosage forms
1.1.1.2. Small-volume liquid dosage forms
1.1.1.3. Lyophilizates
1.1.1.4. Solid dosage forms and implants
1.1.1.5. Semi-solid dosage forms
1.1.1.6. Other aseptically prepared products

1.1.2. Terminally sterilized (processing operations for the following dosage
forms):
1.1.2.1. Large-volume liquid dosage forms
1.1.2.2. Small-volume liquid dosage forms
1.1.2.3. Solid dosage forms and implants
1.1.2.4. Semi-solid dosage forms
1.1.2.5. Other terminally sterilized products

1.1.3. Release quality control
1.2 Non-sterile products

1.2.1. Non-sterile products (processing operations for the following dosage
forms):
1.2.1.1. Hard-shelled capsules
1.2.1.2. Soft-shelled capsules
1.2.1.3. Chewing dosage forms
1.2.1.4. Impregnated dosage forms
1.2.1.5. Liquid dosage forms for topical application
1.2.1.6. Liquid dosage forms for oral administration
1.2.1.7. Medicinal gases
1.2.1.8. Other solid dosage forms
1.2.1.9. Pressurized preparations
1.2.1.10. Radionuclide generators
1.2.1.11. Semi-solid dosage forms
1.2.1.12. Suppositories
1.2.1.13. Tablets
1.2.1.14. Transdermal patches
1.2.1.15. Other non-sterile products
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1.2.2. Release control (batch certification)
1.3 Biological medicinal products

1.3.1. Biological medicinal products:
1.3.1.1. Blood products

1.3.1.2. Immunological products: allergens: solution; vaccines: emulsion
1.3.1.3. Somatic cell products (somatic cell therapy products)
1.3.1.4. Gene therapy products
1.3.1.5. Biotechnology products
1.3.1.6. products extracted from animal or human organs (tissues)
1.3.1.7. Tissue engineering products
1.3.1.8. Other biological medicinal products

1.3.2. Release quality control (batch certification) (list of product types):
1.3.2.1. Blood products
1.3.2.2. Immunobiological products
1.3.2.3. Somatic cell products (somatic cell therapy products)
1.3.2.4. Gene therapy products
1.3.2.5. Biotechnology products
1.3.2.6. products extracted from animal or human organs (tissues)
1.3.2.7. Tissue engineering products
1.3.2.8. Other biological medicinal products
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1.4 Other medicinal products or manufacturing activities
1.4.1 Manufacture of:
1.4.1.1. Plant products
1.4.1.2. Homoeopathic products
1.4.1.3. Other products

1.4.2. Sterilization of active substances, excipients, and finished products:
1.4.2.1. Filtering
1.4.2.2. Dry heat sterilization
1.4.2.3. Steam sterilization
1.4.2.4. Chemical sterilization
1.4.2.5. Gamma sterilization
1.4.2.6. Electron beam sterilization

1.4.3. Other
1.5 Packaging

1.5.1. Primary packaging
1.5.1.1. Hard-shelled capsules
1.5.1.2. Soft-shelled capsules
1.5.1.3. Chewing dosage forms
1.5.1.4. Impregnated dosage forms
1.5.1.5. Liquid dosage forms for topical application
1.5.1.6. Liquid dosage forms for oral administration
1.5.1.7. Medicinal gases
1.5.1.8. Other solid dosage forms
1.5.1.9. Pressurized preparations
1.5.1.10. Radionuclide generators
1.5.1.11. Semi-solid dosage forms
1.5.1.12. Suppositories
1.5.1.13. Tablets
1.5.1.14. Transdermal patches
1.5.1.15. Other non-sterile medicinal products

1.5.2. Secondary packaging
1.6 Quality Control

1.6.1. Microbiological testing: sterility
1.6.2. Microbiological testing: microbial limits
1.6.3. Chemical (physical) testing
1.6.4. Biological testing

2. IMPORT OF MEDICINAL PRODUCTS
2.1 Quality control testing of imported medicinal products

2.1.1. Microbiological testing: sterility
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2.1.2. Microbiological testing: microbial limits
2.1.3. Chemical (physical) testing
2.1.4. Biological testing

2.2 Batch certification of imported medicinal products
2.2.1 Sterile products:
2.2.1.1. Aseptically prepared
2.2.1.2. Terminally sterilized

2.2.2 Non-sterile products
2.2.3. Biological medicinal products:
2.2.3.1. Blood products
2.2.3.2. Immunobiological products
2.2.3.3. Somatic cell products (somatic cell therapy products)
2.2.3.4. Gene therapy products
2.2.3.5. Biotechnology products
2.2.3.6. products extracted from animal or human organs (tissues)
2.2.3.7. Tissue engineering products
2.2.3.8. Other biological medicinal products

2.3 Other import activities
2.3.1. Physical import site
2.3.2. Import of intermediate products which undergo further processing
2.3.3. Other
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3. MANUFACTURING OPERATIONS — DRUG SUBSTANCES
Drug substance(s):

3.1 Manufacture of drug substances by chemical synthesis method
3.1.1. Manufacturing of drug substance intermediates
3.1.2. Manufacture of crude drug substance
3.1.3. Salification/purification
3.1.4. Other

3.2 Manufacture of drug substances by extraction from natural sources
3.2.1. Extraction of drug substances from plant sources
3.2.2. Extraction of drug substances from animal sources
3.2.3. Extraction of drug substances from human organs (tissues)
3.2.4. Extraction of drug substances from mineral sources
3.2.5. Modification of extracted drug substance
3.2.6. Purification of extracted drug substance
3.2.7. Other

3.3 Manufacture of drug substances using biological processes
3.3.1. Fermentation
3.3.2. Manufacturing using cell cultures (bacterial cells)
3.3.3. Extraction (purification)
3.3.4. Modification

S 3.3.5. Other: incubation of chicken embryos
3.4 Manufacture of sterile drug substances

3.4.1. Aseptically prepared drug substances
3.4.2. Terminally sterilized drug substances

3.5 Final manufacturing stages of drug substances
3.5.1. Physical processing stages
3.5.2. Primary packaging
3.5.3. Secondary packaging
3.5.4. Other

3.6 Quality Control
3.6.1. Physical (chemical) testing
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3.6.2. Microbiological testing (including sterility testing)
3.6.3. Microbiological testing (excluding sterility testing)
3.6.4. Biological testing

4. OTHER OPERATIONS — DRUG SUBSTANCES

Limitations or explanatory notes in respect of the scope of the certificate: -


