	


Appendix 1
To Order of the
Director of the Republican Unitary Enterprise "Center for Examinations and Tests in Health Service"
No. 254, dated 31.7.2024 
PRICE LIST
For the complex of preliminary technical works preceding state registration (re-registration) of medical devices and medical equipment, making changes to the registration dossier for medical devices and medical equipment previously registered in the Republic of Belarus
I. For locally produced medical devices and medical equipment
	No.
	Service description
	UOM
	Tariff excluding
VAT, BYN

	1
	2
	3
	4

	1.
	Preliminary technical works

	1.1.
	Primary examination of documents

	1.1.1.
	Primary examination of documents for a medical device and medical equipment
	pc.
	955.0

	1.1.2.
	Primary examination of documents for a foreign-made medical device intended for use in the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the production of medicinal products
	pc.
	1,324.0

	1.2.
	Registration of medical equipment in an electronic database
	pc.
	597.0

	1.3.
	Registration of a medical device in an electronic database (complexity category 1)
	pc.
	445.0

	1.4.
	Registration of a medical device in an electronic database (complexity category 2)
	pc.
	415.0

	1.5.
	Registration of a medical device in an electronic database (complexity category 3)
	pc.
	385.0

	1.6.
	Examination of the safety and health testing documents for the medical equipment 
	pc.
	346.0

	1.7.
	Examination of the safety and health test documentation for a medical device (complexity category 1)
	pc.
	692.0

	1.8.
	Examination of the safety and health test documentation for a medical device (complexity category 2)
	pc.
	316.0

	1.9.
	Examination of the safety and health test documentation for a medical device (complexity category 3)
	pc.
	286.0

	1.10.
	Examination of technical test documentation for medical equipment 
	pc.
	225.0

	1.11.
	Examination of technical test documentation for a medical device (complexity category 1)
	pc.
	255.0

	1.12.
	Examination of technical test documentation for a medical device (complexity category 2)
	pc.
	225.0

	1.13.
	Examination of technical test documentation for a medical device (complexity category 3)
	pc.
	195.0

	1.14.
	Examination of the Production inspection report of medical equipment and medical device
	pc.
	181.0

	1.15.
	Specialized examination of the documentation for a medical equipment 
	pc.
	2,782.0

	1.16.
	Repeated specialized examination of the documentation for a medical equipment 
	pc.
	1,449.0

	1.17.
	Specialized examination of the documentation for a medical device (complexity category 1)
	pc.
	2,129.0

	1.18.
	Specialized examination of the documentation for a medical device (complexity category 2)
	pc.
	1,803.0

	1.19.
	Specialized examination of the documentation for a medical device (complexity category 3)
	pc.
	1,477.0

	1.20.
	Repeated specialized examination of the documentation for a medical device (complexity category 1)
	pc.
	1,130.0

	1.21.
	Repeated specialized examination of the documentation for a medical device (complexity category 2)
	pc.
	970.0

	1.22.
	Repeated specialized examination of the documentation for a medical device (complexity category 3)
	pc.
	810.0

	1.23.
	Examination of documentation on clinical trials of a medical equipment 
	pc.
	1,452.0

	1.24.
	Examination of documentation on clinical trials of a medical device (complexity category 1)
	pc.
	1,563.0

	1.25.
	Examination of documentation on clinical trials of a medical device (complexity category 2)
	pc.
	1,423.0

	1.26.
	Examination of documentation on clinical trials of a medical device (complexity category 3)
	pc.
	1,283.0

	1.27.
	Examination of the clinical evaluation documentation for medical equipment based on clinical evidence and bioequivalence testing of the medical equipment previously approved in the Republic of Belarus 
	pc.
	255.0

	1.28.
	Examination of the Summary of preliminary technical works for a medical equipment 
	pc.
	572.0

	1.29.
	Examination of the Summary of preliminary technical works for a medical device (complexity category 1)
	pc.
	572.0

	1.30.
	Examination of the Summary of preliminary technical works for a medical device (complexity category 2)
	pc.
	535.0

	1.31.
	Examination of the Summary of preliminary technical works for medical device (complexity category 3)
	pc.
	498.0

	1.32.
	Registration of a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration in an electronic database by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 1)
	pc.
	597.0

	1.33.
	Registration of a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration in an electronic database by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 2)
	pc.
	506.0

	1.34.
	Registration of a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration in an electronic database by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 3)
	pc.
	445.0

	1.35.
	Examination of documents on safety and health testing for a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products
	pc.
	195.0

	1.36.
	Examination of the Production inspection report of a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products
	pc.
	181.0

	1.37.
	Specialized examination of documentation for a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 1)
	pc.
	3,434.0

	1.38.
	Specialized examination of documentation for a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 2)
	pc.
	3,108.0

	1.39.
	Specialized examination of documentation for a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 3)
	pc.
	2,782.0

	1.40.
	Repeated specialized examination of documentation for a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 1)
	pc.
	1,768.0

	1.41.
	Repeated specialized examination of documentation for a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 2)
	pc.
	1,609.0

	1.42.
	Repeated specialized examination of documentation for a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 3)
	pc.
	1,449.0

	1.43.
	Examination of documents on clinical trials for a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 1)
	pc.
	1,563.0

	1.44.
	Examination of documents on clinical trials for a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 2)
	pc.
	1,423.0

	1.45.
	Examination of documents on clinical trials for a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 3)
	pc.
	1,283.0

	1.46.
	Examination of the Summary of preliminary technical works for a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 1)
	pc.
	572.0

	1.47.
	Examination of the Summary of preliminary technical works for a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 2)
	pc.
	535.0

	1.48.
	Examination of the Summary of preliminary technical works for a foreign-made medical device intended for the manufacture of a medicinal product submitted for state registration by a legal entity or a private entrepreneur of the Republic of Belarus involved in the manufacture of medicinal products (complexity category 3)
	pc.
	498.0


II. For foreign-made medical devices and medical equipment
	No.
	Service description
	UOM
	Tariff excluding 
VAT,
USD

	1
	2
	3
	4

	2.
	Preliminary technical works

	2.1.
	Primary examination of documents for a medical device and medical equipment 
	pc.
	683,0

	2.2.
	Registration of medical equipment in an electronic database (worth of more than 100 thousand US dollars)
	pc.
	464.0

	2.3.
	Registration of the medical equipment in an electronic database (worth of less than 100 thousand US dollars)
	pc.
	397.0

	2.4.
	Registration of a medical device in an electronic database (complexity category 1)
	pc.
	263.0

	2.5.
	Registration of a medical device in an electronic database (complexity category 2)
	pc.
	223.0

	2.6.
	Registration of a medical device in an electronic database (complexity category 3)
	pc.
	197.0

	2.7.
	Examination of safety and health test documentation for medical equipment
	pc.
	153.0

	2.8.
	Examination of safety and health test documentation for a medical device (complexity category 1)
	pc.
	306.0

	2.9.
	Examination of safety and health test documentation for a medical device (complexity category 2)
	pc.
	140.0

	2.10.
	Examination of safety and health test documentation for a medical device (complexity category 3)
	pc.
	126.0

	2.11.
	Examination of the Production inspection report of medical equipment and medical device
	pc.
	80.0

	2.12.
	Specialized examination of documentation for medical equipment (worth of more than 100 thousand US dollars)
	pc.
	2,784.0

	2.13.
	Specialized examination of documentation for medical equipment (worth of less than 100 thousand US dollars)
	pc.
	2,410.0

	2.14.
	Repeated specialized examination of documentation for medical equipment (worth of more than 100 thousand US dollars)
	pc.
	1 401,0

	2.15.
	Repeated specialized examination of documentation for medical equipment (worth of less than 100 thousand US dollars)
	pc.
	1,218.0

	2.16.
	Repeated specialized examination of the documentation for a medical device (complexity category 1)
	pc.
	1,632.0

	2.17.
	Repeated specialized examination of the documentation for a medical device (complexity category 2)
	pc.
	1,488.0

	2.18.
	Repeated specialized examination of the documentation for a medical device (complexity category 3)
	pc.
	1,344.0

	2.19.
	Repeated specialized examination of the documentation for a medical device (complexity category 1)
	pc.
	837.0

	2.20.
	Repeated specialized examination of the documentation for a medical device (complexity category 2)
	pc.
	767.0

	2.21.
	Repeated specialized examination of the documentation for a medical device (complexity category 3)
	pc.
	696.0

	2.22.
	Examination of documents on clinical trials for medical equipment (worth of more than 100 thousand US dollars)
	pc.
	821.0

	2.23.
	Examination of documents on clinical trials for medical equipment (worth of less than 100 thousand US dollars)
	pc.
	739.0

	2.24.
	Examination of documents on clinical trials for a medical device (complexity category 1)
	pc.
	805.0

	2.25.
	Examination of documents on clinical trials for a medical device (complexity category 2)
	pc.
	743.0

	2.26.
	Examination of documents on clinical trials for a medical device (complexity category 3)
	pc.
	674.0

	2.27.
	Examination of the clinical evaluation report documentation for medical equipment based on clinical evidence and bioequivalence testing of medical equipment previously approved in the Republic of Belarus
	pc.
	113.0

	2.28.
	Examination of the Summary of preliminary technical works on medical equipment (worth of more than 100 thousand US dollars)
	pc.
	301.0

	2.29.
	Examination of the Summary of preliminary technical works on medical equipment (worth of less than 100 thousand US dollars)
	pc.
	167.0

	2.30.
	Examination of the Summary of preliminary technical works for medical device (complexity category 1)
	pc.
	301.0

	2.31.
	Examination of the Summary of preliminary technical works for medical device (complexity category 2)
	pc.
	285.0

	2.32.
	Examination of the Summary of preliminary technical works for medical device (complexity category 3)
	pc.
	269.0


III. For medical devices and medical equipment supplied by residents and non-residents of the Republic of Belarus in limited quantities to public healthcare providers in order for them to implement global health initiatives, for medical use in case of emergency or diagnosis of novel, zoonotic or especially dangerous infectious diseases as foreign donated supplies
	No.
	Service description
	UOM
	Tariff
excluding VAT, BYN
(Resident)
	Tariff
excluding VAT, USD
(Non-resident)

	1
	2
	3
	4
	5

	3.
	Preliminary technical works

	3.1.
	Primary examination of documents for a medical device and medical equipment
	pc.
	585.0
	258.0

	No.
	Service description
	UOM
	Tariff
excluding VAT, BYN
(Resident)
	Tariff
excluding VAT, USD
(Non-resident)

	1
	2
	3
	4
	5

	3.2.
	Specialized examination of the documentation for a medical device (complexity category 1)
	pc.
	2071,0
	914,0

	3.3.
	Specialized examination of the documentation for a medical device (complexity category 2)
	pc.
	1,874.0
	828.0

	3.4.
	Specialized examination of the documentation for a medical device (complexity category 3)
	pc.
	1647,0
	727,0

	3.5.
	Specialized examination of the documentation for a medical equipment 
	pc.
	2,172.0
	959.0


Appendix 2
To Order of the
Director of the Republican Unitary Enterprise "Center for Examinations and Tests in Health Service"
No. 254, dated 31.7.2024 
PRICE LIST
For a complex of preliminary technical works preceding the submission of documents for state registration (confirmation of state registration) of biomedical cell products, making changes to the registration dossier for biomedical cell products previously approved in the Republic of Belarus 
	No.
	Service description
	UOM
	Tariff
excluding VAT, BYN
(locally produced)
	Tariff
excluding VAT, USD
(foreign-made)

	1
	2
	3
	4
	5

	1.
	Preliminary technical works

	1.1.
	Primary examination of documentation for a biomedical cell product 
	pc.
	1,272.0
	562.0

	1.2
	Registration of a biomedical cell product in an electronic database
	pc.
	445.0
	197.0

	1.3.
	Examination of safety and health test documentation for a biomedical cell product
	pc.
	255.0
	113.0

	No.
	Service description
	UOM
	Tariff
excluding VAT, BYN, kopecks
(home-made)
	Tariff
excluding VAT, USD
(foreign-made)

	1
	2
	3
	4
	5

	1.4.
	Examination of compliance test documentation for a biomedical cell product to meet technical regulations
	pc.
	255.0
	113.0

	1.5.
	Examination of the Production assessment report of a biomedical cell product
	pc.
	121.0
	53.0

	1.6.
	Examination of the Clinical trial summary for a biomedical cell product
	pc.
	3,470.0
	1532.0

	1.7.
	Examination of the Preliminary technical works summary for a biomedical cell product
	pc.
	572.0
	252.0


