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On Approval of the Regulation on the Procedure for State Registration of Medicines and the Regulation on the Procedure for State Registration of Medical Devices
In accordance with the Law of the Republic of Uzbekistan “On Medicines and Pharmaceutical Activity” and in order to ensure the implementation of Decree No. PD-137 of the President of the Republic of Uzbekistan “On Additional Measures to Regulate the Circulation of Medicines and Medical Devices” dated August 19, 2025, the Cabinet of Ministers
decrees:
1. That:
the Regulation on the Procedure for State Registration of Medicines, which provides for the requirements and conditions for state registration of medicines, necessary documents and samples, as well as the procedure for state registration, shall be approved in accordance with Annex 1;
the Regulation on the Procedure for State Registration of Medical Devices, which provides for the requirements and conditions for state registration of medical devices, necessary documents and samples, as well as the procedure for state registration, shall be approved in accordance with Annex 2.
2. Based on the Resolution, the Ministry of Health shall:
a)	within one month:
ensure that the State Institution “Center for Pharmaceutical Products Safety” under the Ministry of Health (hereinafter referred to as the Center) revises its internal departmental documents on the tasks and functions related to state registration of medicines and medical devices;
take measures to review the composition of the personnel involved in assessing the quality, safety and efficacy of medicines, to staff the Center with qualified personnel, ensure their periodic rotation, and also to attract experienced foreign specialists to the Center’s activities on a permanent basis;


develop and approve a procedure for clinical trials of patent medicines, study and assessment of the bioequivalence of generic medicines based on their dosage form within the scope of the requirements and recommendations of the International Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH);
b)	within three months:
in accordance with the established procedure, submit to the Cabinet of Ministers proposals on modernization, expansion of the material and technical resources and increase in the capacity of the laboratories of the Center, coordination of the tasks and functions of the Center and the Agency for the Development of the Pharmaceutical Industry under the Ministry of Health in the field of ​​regulation of pharmaceutical activities and organization of the procedure for conducting inspections for compliance with the requirements of “Good Practices (GxP)” based on international standards;
approve instructions on the requirements for documents on state registration of medicines and medical devices on the basis of international requirements, as well as the amounts of fees charged for state registration of medicines and medical devices;
together with the interested ministries and departments, bring the regulatory legal acts adopted by them into compliance with this Resolution;
c)	ensure that the laboratories of the Center are prequalified by the World Health Organization and included in the list of prequalified laboratories of the World Health Organization before the end of the year 2026; 
d)	ensure that the list of medicines and medical devices subject to state registration on a priority basis is permanently published on the Center’s official website.
3.	Clause 8 of the Regulation on the Procedure for Post-Marketing Control of Pharmaceutical Products, approved by Resolution No. 628 of the Cabinet of Ministers dated October 4, 2024, shall be supplemented with a fourth paragraph to read as follows:
“medicines for which the validity period of the certificate of state registration has been extended without laboratory tests.”
4.	Certain resolutions of the Government of the Republic of Uzbekistan shall be deemed to be no longer in force in accordance with Annex 3.
5.	This Resolution shall enter into force three months after the date of its official publication.


6.	The Minister of Health of the Republic of Uzbekistan, A.A. Khudayarov, shall be entrusted with overseeing the implementation of this Resolution.

	The Prime Minister of the Republic of Uzbekistan
	[Stamp\Seal: GENERAL DEPARTMENT No. 1 OF THE
CABINET OF MINISTERS OF THE REPUBLIC OF UZBEKISTAN]
	A. Aripov
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	Annex 1 to
Resolution No. 738 of the Cabinet of Ministers dated 24 November 2025


REGULATION on the Procedure for State Registration of Medicines
Chapter 1 General Provisions
1. This Regulation sets forth the procedure for state registration (hereinafter referred to as “registration”) of medicines.
The requirements of this Regulation shall apply to developers and manufacturers of medicines, holders of certificates of registration of medicines, their authorized representatives, authorized organizations in the field of circulation of medicines, experts and expert organizations.
2. In this Regulation, the following basic terms are used:
applicant means a developer, manufacturer, holder of a registration certificate, or a legal entity acting on their behalf under a power of attorney that applies to the State Institution “Center for Pharmaceutical Products Safety” of the Ministry of Health of the Republic of Uzbekistan (hereinafter referred to as the “Center”) to have medicines registered and certificates issued;
biosimilar medicine means a biological medicine derived from natural sources, containing the active ingredient of the registered patent (reference) medicine and proven to be similar to the patent (reference) medicine in terms of quality, biological activity, efficacy and safety indicators based on comparative studies;
client means a legal entity that has the right to hold a registration certificate for a medicine manufactured by outsourcing another pharmaceutical company for the production, quality control and/or packaging of the medicine;
generic medicine means a medicine that has the same active ingredient and dosage form as the patent (proprietary) medicine, but is manufactured after the patent has expired, and whose safety, potency, properties, domain of usage, and bioequivalence have been confirmed in relation to the patent medicine. Various salts, esters, isomers, mixtures of isomers, complexes or derivatives of an active substance shall be recognized as the same active substance if they do not differ significantly in terms of safety and efficacy. Various formulations intended for oral administration, in which active substance is rapidly released, shall be considered to be the same formulation in bioavailability studies;
homeopathic medicinal product means a medicine made from natural substances (plants, minerals, animal products) and prepared using homeopathic technology in order to increase its effect;
certificate holder means an authorized legal entity that is the developer, manufacturer or client of a medicine, who has the right to hold a registration certificate for the medicine and is responsible for its safety, quality, and efficacy;
medicines mean medicinal preparations, substances or pharmaceuticals manufactured on the basis of medicinal substances and excipients permitted for use in medical practice for the prevention, diagnosis and treatment of diseases, as well as for changing the condition and functions of the human body;
medicinal substances mean naturally occurring or synthetic substances that have pharmacological, immunological or metabolic activity or are used for diagnostic purposes and permitted for use in medical practice;
medicinal plant raw materials mean plants or parts thereof containing biologically active substances used for the manufacture and preparation of medicines;
pharmaceutical production site means a complex of production and auxiliary buildings of a legal entity that has implemented the requirements of “Good Manufacturing Practice (GMP)” and has a license or equivalent document, intended for the implementation of the entire process of manufacturing a medicine and/or its individual stages;
manufacturer’s pharmacopoeial monograph means a document that establishes requirements for the quality of a medicine, medicinal plant raw material or excipient of a specific manufacturer;
patent medicine means a medicine containing a new active ingredient or ingredients, the quality, efficacy and safety of which have been confirmed based on the results of pre-clinical and clinical studies, and which is the first to be registered on the world pharmaceutical market;
radiopharmaceutical means a medicine containing one or more radionuclides (radioactive isotopes) in a form ready for use as a medicinal substance or as part thereof;
prescription means a written and/or electronic instruction of a doctor to a specialist with degree in pharmacy/pharmacology on the preparation and/or dispensing of a medicine and the method of its administration;
certificate of registration means a document confirming that the medicine has been state-registered and the Ministry of Health has given a permission to use it in medical practice;
registration documents mean documents submitted by the applicant to the Center for the purpose of registration, extension of the validity period of the certificate of registration, making amendments and additions to the registration documents of the medicine, including those related to the quality, efficacy, safety and of the medicine and other information;
quality assurance agreement means a document establishing the rights and obligations of legal entities relating to the quality of a medicine in the production of the medicine on a contractual basis and/or through technology transfer;
specification means a list of quality indicators of the medicine, quality control methods and references to them, quality indicator standards and criteria for their study;
technology transfer means the transfer of technological processes, information and experience in the development and/or production of a medicine, including the transfer of knowledge and experience from one pharmaceutical organization to the production site of another pharmaceutical organization without changing the qualitative and quantitative composition of the medicine, with the exception of “in bulk” products;
pharmacological agents mean substances or mixture of substances that are the objects of clinical research having a specific dosage form, pharmacological activity and safety determined in preclinical studies;
pharmaceutical organization means an authorized legal entity that is the developer, manufacturer or client of medicines, responsible for their safety, quality and efficacy;
international nonproprietary name means the name of pharmaceutical substances recommended by the World Health Organization (hereinafter – the “WHO”);
contract manufacturing means manufacturing by a pharmaceutical organization of its registered medicines for another pharmaceutical organization under the order on a contractual basis, without changing the technologies, using the resources of the former pharmaceutical organization only;
biotechnology medicines produced using cell technology mean biological medicines created using living cells or their products, whose biological properties, physiological functions, or structure have been modified for use in medical practice.
3. Medicines shall be subject to state registration in accordance with the general procedure and under the recognition procedure.
In the Republic of Uzbekistan, medicines registered by the following foreign organizations shall be subject to state registration under the recognition procedure:
WHO Listed Authorities;
Regulatory authorities with Maturity Level 4 according to the World Health Organization’s Global Benchmarking Tool.
4. Registration of medicines and issuance of certificates shall be carried out by the Center in accordance with the scheme in Appendix 1 to this Regulation.
5. The following are subject to registration:
medicines (excluding medicinal substances used in the production of medicines);
new combinations of drugs registered in the Republic of Uzbekistan;
medicines previously registered in the Republic of Uzbekistan, but produced in different pharmaceutical formulations, dosages or by another manufacturer;
biotechnology medicines produced on the basis of cell technology, previously registered in the Republic of Uzbekistan, with a changed type (autologous, allogeneic, combined), qualitative and (or) quantitative composition (except for the content of excipients), biological properties of the cell line(s), and other characteristics.
6. It is not allowed to register medicines containing different medicinal substances under the same trade name. It is allowed to register medicines containing the same medicinal substances, which are produced by the same manufacturer under different trade names on the basis of contract and technology transfer.
In this case, the certificate holder may be the client or the technology transfer holder.
7. The following are not required to be registered:
substances used for the manufacture of medicines;
medicines prepared in pharmacies;
radiopharmaceutical preparations prepared directly in medical institutions;
medicines imported for scientific research purposes, pre-clinical studies, clinical studies, and for demonstration at exhibitions, fairs, and international conferences;
medicines intended for export;
bone marrow stem cells;
biotechnology medicines based on cell technology specially produced by a medical institution for certain patients for the purpose of fulfilling an individual medical instruction and used in this institution.
Substances used for the manufacture of medicines, medicines intended for export may be registered at the request of the applicant.
8. Orphan medicines, medicines for treating highly dangerous infections, as well as imported medicines used in the prevention, diagnosis and treatment of epidemiologically dangerous infections, as ordered by the Ministry of Health of the Republic of Uzbekistan, may be imported without state registration.
Medicines imported as foreign aid and humanitarian assistance are allowed to be imported into and used in the territory of the Republic of Uzbekistan without state registration. In this case, the Ministry of Health of the Republic of Uzbekistan shall issue a positive opinion on the import into and use of these medicines in the territory of the Republic of Uzbekistan.
9. The following medicines shall be registered on the basis of priority:
medicines that do not have a registered analogue in the country;
orphan medicines;
medicines that are in high demand in the domestic market based on the requirements issued by the Ministry of Health of the Republic of Uzbekistan;
the first analogue of the patent medicine.
10. Medicines shall be manufactured in the following ways:
direct production at a pharmaceutical organization;
without changing the technologies in the facilities of the pharmaceutical organization, contract manufacturing of registered medicines on the order of another pharmaceutical organization;
manufacture of a registered medicine of another pharmaceutical organization by transfer (technology transfer) to a pharmaceutical organization.
Responsibility for the safety, quality and efficacy of medicines produced on the basis of the contract and technology transfer shall rest with the client, the owner of the technology transfer and the manufacturer.
In such cases, in order to register a manufactured medicine in the Republic of Uzbekistan, the production sites of the client or the technology transfer holder and the manufacturing pharmaceutical organization shall have a certificate of compliance with the national requirements of “Good Manufacturing Practices (GMP)” (with the exception of production sites of medicines that are subject to state registration under the recognition principle and re-qualification by the WHO). In this case, the pharmaceutical organization that receives the technology transfer will be subject to inspection control according to the national requirements of “Good Manufacturing Practices (GMP)” at least once a year, in accordance with the established procedure.
If the developer of the medicine is higher education institutions and research organizations (with the exception of manufacturers), they are not required to have a certificate of compliance with the national requirements of “Good Manufacturing Practices (GMP)”.
11. Based on the results of state registration of medicines, a registration certificate shall be issued, which is valid for five years.
A certificate of compliance with the national requirements of the Republic of Uzbekistan for “Good Manufacturing Practices (GMP)” is required for state registration of medicines and for extending the validity period of the certificate of registration.
It is allowed to inspect a foreign manufacturer for compliance with the national requirements of the Republic of Uzbekistan for “Good Manufacturing Practices (GMP)” simultaneously with the state registration process of a medicine. In this case, a certificate of compliance with the national requirements of the Republic of Uzbekistan for “Good Manufacturing Practices (GMP)” must be submitted before the state registration of the medicine by the Center.
This provision shall not apply to medicines that are registered under the principle of recognition of state registration and have been requalified by the WHO.
12. The Center may establish advisory and collegial bodies to organize registration activities.
Chapter 2 Requirements and Conditions for Registration of Medicines
13. The following are the requirements and conditions that must be fulfilled by the applicant for the use of medicines in medical practice based on the registration certificate:
compliance with the requirements of laws and regulatory documents in the field of national technical regulation in their use in medical practice by the applicant applying for registration of medicines;
ensuring the accuracy and reliability of the information provided for obtaining, reissuing, extending the validity period of a registration certificate, and making amendments and additions to registration documents; 
ensuring that the quality, safety and efficacy of medicines products are guaranteed;
timely submission by the applicant to the Center of information on amendments or additions to the registration documents during the validity period of the certificate;
strict compliance with the requirements of pharmacopoeial monographs and the information provided in the registration documents of medicines;
compliance with the national requirements of “Good Manufacturing Practice (GMP)” in the production of medicines, and “Good Pharmacovigilance Practice (GVP)” in pharmacovigilance;
submission of information on side effects known during the use of medicines in medical practice to the Center in accordance with the procedure established by the Ministry of Health of the Republic of Uzbekistan;
immediate notification of the Center of any suspension, cancellation, withdrawal from circulation of the certificate of registration, or rejection of the application for a certificate of registration in other countries due to the quality, efficacy, or safety of the medicine;
ensuring that the medicine is placed on the market in the Republic of Uzbekistan within at least three years after its state registration (with the exception of medicines manufactured by local manufacturers for export).
Chapter 3 Documents and Samples Required for Registration
14. For registration, the applicant shall submit to the Center:
a)	an application in accordance with Appendix 2 to this Regulation;
b)	an electronic form of registration documents for medicines in accordance with international requirements (ICH CTD format), certified by the applicant’s electronic signature in accordance with Appendix 3 to this Regulation;
c)	samples of a medicine from an industrial batch with a residual shelf life of not less than 50%, submitted together with quality certificates, in the amount necessary for conducting three tests in accordance with the requirements of the draft manufacturer’s pharmacopoeial monograph (except for medicines that are subject to state registration under the recognition principle and re-qualification by the WHO);
d)	samples of medicines registered under the recognition principle in a single consumer package, presented together with quality certificates;
e)	pharmacopoeial or reference standard samples of active substances and foreign and similar substances in accordance with pharmacopoeial monographs, control materials, if necessary, special reagents, test strains of microorganisms, special chromatographic columns, special consumables and reagents of the medicine manufacturer and documents confirming their quality (except for medicines to be registered under the recognition principle).
When conducting clinical studies of medicines submitted for state registration, the applicant, in accordance with the GCP (Good Clinical Practice) provisions, provides clinical bases with the documents and samples required by law for conducting clinical trials of medicines.
In cases where a medicinal substance from several manufacturers is used in the production of one finished medicine, it is required to submit samples obtained from the medicinal substance of each manufacturer, as well as the documents listed in Section 3.2.S of Appendix 3 to this Regulation, relating to the medicinal substance of each manufacturer.
Official documents obtained from abroad, listed in clauses 1.3 and 1.10 of Section 1 of Appendix 3 to this Regulation, must be apostille stamped or certified by a consulate.
It is not allowed to require that the applicant submit documents and samples not provided for in this clause.
15. The documents required for registration shall be entered into the Center’s information system (hereinafter referred to as the “information system”) in the sequence specified in Appendix 3 to this Regulation, each of which is uploaded separately and certified by the applicant’s electronic digital signature.
The electronic digital signature must be issued by the applicant or an authorized representative of the legal entity acting on its behalf, who has a degree in pharmaceutical, medical, chemical or biological sciences.
16. Samples of medicines shall be submitted by the applicant directly to the Center, provided that the storage and transportation conditions are provided, except for the cases provided for in the fourth subparagraph of subclause “b” of clause 22 of this Regulation.
A sample of the medicine provided may be under a different trade name. In this case, the samples must be produced on the production site, in content, packaging and by technology specified in the application.
17. Confidential information contained in the registration documents for a medicine submitted in the process of the state registration of a medicine containing new chemical substances may not be disclosed without the consent of the applicant for a period of six years from the date of state registration of the medicine.
The Center shall be liable for the disclosure of confidential information in registration documents. Confidential information in registration documents may be separately indicated by the applicant.
Chapter 4 Considering the Application and Making a Decision to Register or Refuse to Register of the Medicine
18. A fee shall be charged for consideration of the application for registration of medicines, with its amount being approved by the Ministry of Health of the Republic of Uzbekistan.
The amount of the fee shall be transferred to the personal treasury account of the Center.
In the event that the applicant withdraws its application and the registration of the medicine is refused, the amount of the fee paid shall not be refunded.
19. The application for registration shall be considered by the Center within the following time limits:
within 30 days – vaccines used during epidemics and pandemics of epidemically dangerous infections, registered once for a period of one year;
within 45 days – medicinal substances;
within 60 days – medicines registered under the recognition principle and medicines prequalified by the WHO;
within 210 days – medicines registered in accordance with the general procedure.
The following shall not be included in the terms of consideration of an application for registration:
a period of 45 days to eliminate deficiencies identified in the registration documents and samples attached to the application based on the results of the primary examination;
the period of time taken to respond to an official request sent to the authorized body if it is not possible to verify the authenticity of foreign certificates through open sources;
a period of 90 days to eliminate deficiencies identified in the documents required for registration, samples of medicines, based on the results of a specialized examination;
The terms of conducting clinical studies of generic drugs that have not undergone clinical trials in the Republic of Uzbekistan shall not exceed one year, and the terms of conducting clinical studies of patent medicines shall not exceed three years; 
The period of time spent assessing the compliance of the conditions of manufacturing medicines with the national requirements of “Good Manufacturing Practice (GMP)”.
20. The examination of medicines shall be carried out to scientifically assess the quality, safety and efficacy of medicines, as well as the “benefit-risk” ratio of medicines and include:
a)	a detailed assessment by scientific commissions or experts of the documents and information submitted by the applicant in the medicine registration dossier;
b)	conducting laboratory tests and verifying analytical methods of quality control in accordance with the requirements of regulatory documents on quality;
c)	at the end of the medicine evaluation process, preparing by the scientific commission of an expert opinion taking into account all aspects of the product, especially its “benefit-risk” ratio. In this case, the expert opinion prepared by the commission will be one of the bases for making a decision on the registration of the medicine.
The following are the main principles of examination of medicines in the process of registration:
a)	independence of experts and their legal protection in carrying out their professional activities;
b)	ensuring the scientific approach, completeness, comprehensiveness and objectivity of the studies of the objects of examination, and the justification of the examination results in accordance with the criteria of acceptability confirmed by documents;
c)	qualification and high professional level of expert organizations and experts.
21. The Center shall assess compliance with the requirements and conditions for the registration of medicines through:
examination of medicine registration documents;
study of the results of the assessment of the compliance of medicine manufacturing conditions with the national requirements of “Good Manufacturing Practice (GMP)”;
laboratory tests of medicine samples;
the results of scientific assessment of the quality, safety and effectiveness of medicines and their “benefit-risk” ratio;
examination of documents for medicines containing narcotic drugs, psychotropic substances and precursors.
22. Registration shall be carried out by the Center in the terms specified in Appendix 1 to this Regulation in the following manner:
a)	primary (initial) examination:
after the application has been received, the application and the documents attached to it, as well as samples of medicines, shall be subjected to primary (initial) examination. In this case, the completeness and correctness of the documents submitted for the registration of the medicine, the completeness and correctness of the samples of medicines and standard samples submitted for conducting laboratory tests shall be checked;
the authenticity of the submitted foreign certificates shall be checked against the official lists (websites) of the authorized body that issued them. If it is not possible to verify the authenticity of foreign certificates through open sources, all official documents must be apostille stamped or certified by a consulate. If necessary, the Center will send a formal request to the competent authority abroad;
the conclusion of the authorized body in the field of intellectual property on compliance with intellectual property rights (hereinafter – referred to as “IPR”) in medicines shall be studied;
based on the results of the primary (initial) examination and the study of compliance with the IPR in medicines, a conclusion shall be drawn up.
Based on the result of the primary examination of the registration documents and samples of the medicine, an expert opinion shall be drawn up.
A conclusion on the rejection of the application shall be issued in the following cases:
when the documents and samples referred to in Clause 14 of this Regulation are provided in incomplete form;
when it is determined that the information in the submitted documents and samples is unreliable, incorrect or false;
when there is a conclusion of the authorized body in the field of intellectual property on the violation of the IPR in relation to medicines;
when there is no positive report and conclusion from the technology transfer holder confirming that the technology transfer has been carried out.
A notification of rejection of the application shall be sent to the applicant through the information system, clearly indicating the deficiencies and giving them a 45-day period to eliminate the deficiencies.
If the deficiencies are not eliminated within 45 days, the Center shall make a decision to reject registration and notify the applicant through the information system.
An application submitted after the notification of the decision to reject the application shall be deemed as a new one and shall be considered by the Center on general grounds.
After a positive conclusion of the primary examination is given, laboratory tests and specialized examination of the medicine shall be carried out simultaneously;
b)	laboratory tests:
test reports shall be drawn up based on the results of laboratory tests conducted to determine the compliance of medicine samples with the requirements of the manufacturer’s pharmacopoeial monographs, with the requirements of the State Pharmacopoeia of the Republic of Uzbekistan taking precedence in the implementation of quality control of medicines;
in cases where test methods are not listed in the State Pharmacopoeia of the Republic of Uzbekistan, the use of test methods from recognized world pharmacopoeias shall be determined by the Ministry of Health of the Republic of Uzbekistan;
in cases where the necessary measuring tools, testing equipment and testing conditions for testing medicine samples are not available in the Republic of Uzbekistan, the Center shall, based on the requirements of pharmacopoeial monographs, establish guidelines and requirements for the development of available alternative methods (except for biological medicines), or tests shall be conducted in the testing laboratory of a foreign manufacturer or in other foreign laboratories with the participation of the Center’s specialists.

The following are not subject to laboratory testing:
Medicines that have been requalified (prequalified) by the WHO and registered jointly with the WHO;
Medicines registered under the recognition principle;
c)	specialized examination:
Laboratory test reports and documents submitted in accordance with Appendix 3 to this Regulation shall be subject to examination on the basis of substantiated conclusions of scientific commissions consisting of independent experts for compliance with the requirements and conditions of registration.
The procedure for conducting the activities of scientific commissions in the relevant areas, the composition of the commissions and the qualification requirements imposed on them shall be determined by the Ministry of Health of the Republic of Uzbekistan;
The scientific evaluation process shall be carried out through the evaluation of documents submitted for registration of a medicine and the results of laboratory tests by commissions consisting of independent experts based on scientific principles;
the applicant’s pharmacopoeial monographs are subject to examination for compliance with the requirements of the State Pharmacopoeia of the Republic of Uzbekistan and recognized foreign pharmacopoeias;
if necessary, samples of medicines may be sent for additional laboratory tests in order to determine compliance with the requirements of the applicant’s pharmacopoeial monographs;
The safety, quality and efficacy of the medicine, as well as its benefit-risk ratio, shall be assessed based on the analysis and examination of the data in the registration documents, including the results of laboratory tests of the medicine sample, analysis of the report on the results of the inspection of the manufacturing conditions for compliance with the national requirements of “Good Manufacturing Practice (GMP)” (if available), and the appropriateness of the combination of active substances in the medicine;
when examining a medicine, it is determined whether it belongs to the category of prescription or non-prescription medicines, and this information shall be indicated in the instructions for use of the medicine in medical practice;
when registering medicines containing narcotic drugs, psychotropic substances and precursors, they are subject to examination in accordance with the requirements of the Law of the Republic of Uzbekistan “On Narcotic Drugs and Psychotropic Substances” and legislative acts in this field;
a report shall be issued based on the results of the medicine examination;
a notification shall be sent to the applicant through the information system regarding the deficiencies identified during the specialized examination, and a period of 90 days shall be given to eliminate the deficiencies;
the applicant shall additional request related to the deficiencies identified in the information provided by the previous request;
If the applicant fails to provide a complete response to the deficiencies in the additional request, the issuance of the certificate will be refused;
The director of the Center shall approve the manufacturer’s pharmacopoeial monograph of the medicine;
The director of the Center shall approve guidelines for the use of domestic medicines in medical practice and agree on guidelines for the use of foreign medicines therein;
d) conducting clinical studies and examining their results:
the Center shall issue a conclusion on the registration of medicines with or without clinical trials;
the Center shall determine the types of clinical studies and clinical bases for conducting clinical studies, review clinical research programs and reports, and send mandatory instructions to the applicant through the information system;
the applicant shall send the report on the conducted clinical studies to the Center through the information system.
In the following cases, clinical studies are not required for registration of:
medicinal substances;
Medicines registered under the recognition principle;
medicines requalified (prequalified) by the WHO;
medicines for which clinical studies have previously been conducted in the Republic of Uzbekistan;
biotechnological medicines produced on the basis of cell technology, obtained as a result of processing human cells without significant changes;
individual medicines that undergo state registration without clinical trials in accordance with the procedure established by the Ministry of Health of the Republic of Uzbekistan;
Oral generic medicines, the bioequivalence of which in relation to the reference drug has been proven using validated in vivo or in vitro research methods, the results of which are presented in the form of quantitative indicators.
During the specialized examination, a decision is made on the necessity or non-necessity for an inspection during registration of a medicine based on the documents submitted by the applicant in order to determine the compliance of the clinical studies of the medicine, including bioequivalence studies, with the GCP requirements.
The Center shall made a decision on the need to conduct an inspection based on the results of the bioequivalence study on the basis of the conclusion of the Scientific Commission of the Pharmacology Committee and a comprehensive assessment of the following factors:
a)	 providing unsubstantiated data of bioequivalence study results;
b)	inconsistency of determined values ​​for this particular active substance;
c)	unreliability of any of the clinical, statistical, or analytical data provided;
d)	results that do not confirm bioequivalence in pharmacokinetic studies.
The procedure for conducting clinical studies of medicines and studying the bioequivalence of generic medicines shall be determined by the Ministry of Health of the Republic of Uzbekistan.
Starting January 1, 2029, it will be mandatory to study the bioequivalence of generic medicines in accordance with the ICH requirements.
23. The Center shall make one of the following decisions according to the results of medicines registration examination:
on registration of medicines;
on refusal to register medicines.
24. No later than two business days from the date of the decision by the Center, the applicant will be sent a certificate in the form in accordance with Appendix 4 to this Regulation through the information system or notified of the refusal to register, indicating the specific reasons.
The Center shall provide the applicant with a certificate, along with the approved manufacturer’s pharmacopoeial monographs, consumer packaging (including labeling), and instructions for medical use.
25. The following shall be grounds for refusal of registration:
deficiencies identified in the documents required for registration, as well as in samples of medicines, as a result of a specialized examination, have not been eliminated within 90 days;
when it is determined that the information in the submitted documents and samples is unreliable, incorrect or false;
the presence of negative conclusions based on the results of laboratory tests, clinical studies, scientific evaluations describing the quality, safety and efficacy of medicines. In this case, the registration will be rejected even if inconsistency is found in at least one of the different doses specified in the application;
the presence of negative conclusions based on the results of the safety, quality and efficacy of the medicine and the evaluation of the “benefit-risk” ratio based on the analysis and examination of the data in the registration documents;
unsuitability of the combination of active ingredients in the medicine;
medicines that have lower quality and safety indicators than their previously registered analogues, as established in the State Pharmacopoeia of the Republic of Uzbekistan or pharmacopoeias recognized as operating in the territory of the Republic of Uzbekistan;
the presence of unknown substances prohibited for use in the composition of the medicine and not indicated in the composition;
the applicant failed to confirm the clinical effectiveness and safety of the medicine;
evidence identified on the basis of pharmacovigilance data, including an increase in the frequency of reporting adverse reactions compared to the information provided in the general description of the medicine, the presence of circumstances indicating that the benefit-risk ratio of the medicine is not appropriate;
if the changes made have a negative impact on the “benefit-risk” ratio of the medicine;
medicines whose efficacy and safety have been studied on the basis of evidence-based medicine, but whose efficacy has not been proven;
when deviations from the transferred technological process of the production of medicines at the enterprise where technology transfer was carried out are detected;
when inconsistency is detected as a result of laboratory tests of the quality of medicines produced on the basis of technology transfer;
if the state institution “Center for Good Practices” concludes that the manufacturer does not comply with the national requirements of the Republic of Uzbekistan for “Good Manufacturing Practices (GMP)”.
It is not allowed to refuse registration on other grounds, including on the grounds of inexpediency.
Within one working day after the refusal of registration due to the presence of substantiated negative conclusions regarding the quality of medicines, the Center shall send a proposal to the State Institution “Center for Good Practices” to conduct an unscheduled inspection.
26. When registration is refused, a notification shall be sent to the applicant through the information system, indicating the exact reasons for the refusal.
27. The applicant has the right to appeal the refusal of registration, as well as the action (inaction) of an official of the Center, in accordance with the established procedure.
28. Medicines produced during the validity period of the registration certificate and whose registration certificate has expired shall be allowed to undergo quality control, be imported and sold for 180 calendar days after the expiration of the certificate of registration, and be used in medical practice until the expiration date. In this case, the quality control of medicines shall be carried out in accordance with the requirements of documents approved during the validity period of the certificate.
Chapter 5 Amendments and Additions to Registration Documents
29. In the event that the information provided in the registration documents of medicines is changed during the period of validity of the certificate and during the extension of the period of validity of the certificate, the applicant shall send an application for amendments and additions to the Center through the information system, and, if necessary, shall attach relevant documents, samples of the medicine and reference standard samples.
In cases where the amendments made may have a negative impact on the quality, efficacy and safety of the medicine, the Center shall refuse to make amendments and additions to the registration documents.

30. The application submitted by the applicant for amendments and additions to the registration documents shall be considered by the Center within a period not exceeding 50% of the terms established for registration, with the exception of amendments and additions to the registration documents of medicines registered under the recognition principle.
When medicines are manufactured under contract and through technology transfer, additional information about the production site shall be included in the certificate based on the results of laboratory testing of the products and inspections of the production site for compliance with national requirements for “Good Manufacturing Practices (GMP)” (except for medicines that are subject to state registration under the recognition principle and re-qualification by the WHO).
In this case, the state institution “Center for Good Practices” shall confirm that the transfer of technologies has been fully implemented based on the examination of the following documents:
quality assurance agreement concluded by the parties in the implementation of technology transfer;
technology transfer program;
the report of the holder of the technology transfer on the implementation of the transfer.
After amendments and additions are made to the registration documents, the pharmaceutical organization that has accepted the technology transfer will undergo inspection control according to the national requirements of “Good Manufacturing Practices (GMP)” at least once a year in accordance with the established procedure.
It is required to confirm that the manufacture of products on the site where technology transfer is carried out is proportional to the manufacture of products on the site the technology owner using the transferred technological process.
For consideration of applications from manufacturers for amendments and additions to registration documents, a fee shall be charged in the amounts approved by the Ministry of Health of the Republic of Uzbekistan based on the Center’s expenses for implementing the specified procedures.
Based on the results of the examination of documents and/or laboratory tests, the Center shall make one of the following decisions:
on making amendments and additions to the registration documents;
on refusing to make amendments and additions to the registration documents.
During 180 calendar days after the introduction of amendments and additions to the registration documents, it is allowed to produce and import medicines in accordance with the information contained in the registration documents, to carry out quality control, to sell, and to be in circulation until the expiration date.
31. In the event that amendments and additions to the registration documents require amendments and additions to the information contained in the certificate, appropriate amendments and additions shall be made to the registration certificate.
Chapter 6 Re-issuance of the Certificate and Extension of its Validity Period
32. In the event of a reorganization or name change of the applicant’s production site without changing its location and technologies, the applicant must submit an application to the Center for reissuance of the certificate through the information system within one month.
33. When reissuing a certificate, the Center shall make appropriate changes to the state register of medicines permitted for use in medical practice and to the information system.
The certificate shall be reissued by the Center within a period of no more than 5 business days.
No fee shall be charged for the Center’s consideration of the application submitted by the applicant for registration in connection with the re-issuance of the certificate.
34. The validity period of the certificate may be extended upon application submitted by the applicant to the Center through the information system. An application for extension of the validity period of the certificate must be submitted to the Center within nine months before its expiration date. Extension of the validity period of the certificate shall be in accordance with the procedure established for registration.
During the extension of the validity period of the certificate for a medicine, no laboratory tests shall be conducted unless amendments are made to the registration documents related to manufacturing processes, including the manufacturer of the active substance, the composition of excipients, packaging, quality control methods, standards, and production technology. In this case, the quality of medicines whose validity period has been extended without laboratory tests shall be subject to mandatory post-marketing control.

For 180 calendar days after the extension of the validity period of the certificate, it is allowed to manufacture and import medicines according to the information contained in the previous registration documents, to carry out quality control, to sell and to circulate until the certificate expiry date.
Chapter 7 Suspension, Cancellation and Termination of the Certificate
35. Suspension, cancellation and termination of the certificate shall be carried out in the cases and in the manner stipulated by Articles 32–34 of the Law of the Republic of Uzbekistan “On Licensing, Permitting and Notification Procedure”.
36. Violation of the registration requirements and conditions stipulated in the third – fourth and sixth – tenth paragraphs of clause 13 of this Regulation shall be considered a single gross violation and shall be grounds for cancellation of the certificate in accordance with the established procedure.
Chapter 8 State Register of Medicines and Medical Devices
37. The Center shall maintain a state register of medicines and medical devices permitted for use in medical practice (hereinafter referred to as the “State Register”). The State Register shall be posted on the official websites of the Ministry of Health of the Republic of Uzbekistan and the Center.
The following information shall be indicated in the sections of the State Register related to medicines:
trade name of the medicine (given by the name of the medicinal plant raw material, the binomial scientific name of the medicinal plant, the name of the plant parts, other names (synonyms specified in another pharmacopoeia));
origin of the medicine (patent/generic/biosimilar/herbal medicine, homeopathic medicine, medical immunobiological preparation);
international non-proprietary, umbrella term or chemical name, dosage, and form of release of the active ingredient of the medicine;
name of the country of manufacturer;
name, organizational and legal form, country, address of the manufacturer (developer);
holder of the certificate for the medicine;
the pharmacotherapeutic group of the medicine, ATC (Atomic Therapeutic Chemical) code;
name, organizational and legal form, country, address of the manufacturer (developer) of the medical substance;
certificate number;
date of issue of the certificate;
if the medicine is available with or without a prescription;
if necessary, the date of amendments and/or additions to the certificate.
38.	Information in the state register shall be considered open for everyone to see.
Chapter 9 Final Provision
39.	Persons guilty of violating the requirements of this Regulation shall be held liable in accordance with the procedure established by laws.
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	Appendix 1
to the Regulation on the Procedure for State Registration of Medicines


State Registration of Medicines 
SCHEMES AND TIME LIMITS
	No.
	Stages
	Entities
	Measures
	Time limits*

	
	
	
	
	Registration in accordance with the general procedure
	Medicinal substance
	Extension of the certificate**
	Registration under the recognition principle
	Registration of medicines prequalified by the WHO

	1
	Stage 1
	Applicant
	Uploading registration documents to the electronic system and submitting samples to the Center
	At its own discretion
	At its own discretion
	Within 9 months before the certificate expires
	At its own discretion
	At its own discretion

	2
	Stage 2.
	Center
	Primary (preliminary) examination of registration documents and samples
	30 days
	3 days
	30 days
	13 days
	13 days

	3
	Stage 3
	Center
	Laboratory tests of samples
	75 days
	25 days
	-//-***
	-//-
	-//-

	4
	Stage 4
	Center
	Specialized examination of registration documents
	90 days
	15 days
	90 days
	45 days
	45 days

	5
	Stage 5
	Center
	Making a decision on registration or refusal to register
	15 days
	2 days
	15 days
	2 days
	2 days

	Total:
	210 days
	45 days
	135 days***
	60 days
	60 days


Note.
* 	These terms do not include periods for conducting clinical studies of patent and generic drugs (except for cases where clinical studies are not required);
**	In case of amendments to the registration documents related to the quality of the medicine during the extension of the validity period of the certificate of the medicine, laboratory tests will be conducted and the extension of the validity period of the certificate will be carried out within 210 days.
*** 	During the extension of the validity period of the certificate of the medicine, laboratory tests will not be conducted if no amendments are made to the registration documents related to the quality of the medicine.
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	Appendix 2
to the Regulation on the Procedure for State Registration of Medicines


SAMPLE
APPLICATION
on state registration of a medicine in the Republic of Uzbekistan

	№
	Data

	1.
	Data of Applicant who is submitting the application

	
	Name, organizational-legal form of the legal entity (in a state and English languages)
	

	
	Mailing address and site (in a state and English languages), phone, fax, e-mail
	

	
	Full name of the head
	

	
	Address and location of the producer area (if there are several, then indicate each of them)
	

	2.
	Data on a manufacturing organization

	
	Name, organizational-legal form of the legal entity (in a state and English languages)
	

	
	Number, period of validity of license, kind of activity
	

	
	The legal address (in a state and English languages), phone, fax, e-mail
	

	
	Full name of the head
	

	
	Full name of the responsible person on office-work
	

	
	Manufacturing site address
	

	
	Responsible person for quality of company
	

	3.
	Holder of registration certificate

	
	Name, organizational-legal form of the legal entity (in a state and English languages) 
	

	
	The legal address (in a state and English languages), phone, fax, e-mail
	

	
	Full name of the head
	

	4.
	Data on a medicine

	
	Name of a medicine (trade name)
	In a state language

	
	
	In English language

	
	
	In Latin language

	
	International non proprietary or chemical name (INN)
	In English language 

	
	Medicinal form
	In a state language

	
	
	In English language

	
	
	In Latin language/

	
	Dose (mg, IU, EД etc.), concentration (mg/mL, IU/mL, unit/mLetc.)
	

	
	Medicine
	· Original
· Generic
· Orphan
· Biosimilar
· Medicine of herbal origin
· Homeopathic product 
· Medical immunobiological product (МІВР)
· biotechnological product manufactured using cell technology

	
	Name of the original (reference) medicinal product for the generic and biosimilar

	Name of the medicinal product, manufacturer

	5.
	Data on raw material of a medicine

	
	Kind of an initial product (mark the necessary)
	 “in bulk” product  API

	
	API, manufacturer (s), country(s)
	1. Name of API – manufacturer – country
2.
3.

	
	Additives
	1. Name of additive – manufacturer – country
2.
3.

	6.
	Full qualitative and quantitative composition of a medicine

	
	Substance
	Quantity in one unit of medicinal form
	Normative document regulating the quality

	
	Active ingredient(s)

	
	1. Name of АРІ
2.
3.
	
	

	
	Additives

	
	1. Name of an additive
2.
3.
	
	

	7.
	Medicinal plant raw materials (collection)

	
	Botanical Latin names of plants, names in Uzbek and English languages (combinatio n medicinal plant)
	Normative document regulating the quality
	The name and address of manufacturer

	8.
	Data on packing of a medicine

	
	Innerpack (with note of quantity of a medicine)
	

	
	Outerpack (with note of quantity of inner packs)
	

	
	Grouppack (with note of quantity of outer packs)
	

	9.
	Pharmacological information

	
	Main pharmacological action
	

	
	Pharmacotherapeutic group
	

	
	A scope (specify the diseases at which a medicine is recommended)
	

	
	ATCa code or if necessary offers concerning it
	

	10.
	Data on shelf-life of a medicine

	
	Shelf-life
	

	
	Shelf-life (use) after the first opening of inner packing or dissolution of contents of inner packing
	

	11.
	Storage conditions of a medicine
	

	12.
	Form of delivery of a medicine
	without recipe (ОТС)  
with recipe 
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	Appendix 3
to the Regulation on the Procedure for State Registration of Medicines


LIST of Documents for State Registration of Medicines
Section 1 General Documents
1.1. An application in accordance with Appendix 5 to the Regulation on the Procedure for State Registration of Medicines. When the application is submitted through a representative, a document confirming the authority of the representative (power of attorney).
1.2. Proof of payment.
1.3. For foreign manufacturers, a registration certificate issued by authorized bodies, international or foreign organizations and/or a certificate of pharmaceutical product (CPP) in the form in accordance with the WHO recommendations.
If the submitted CPP indicates that the medicine is not registered in the country of manufacture, it is necessary to provide a notarized or apostille-certified registration certificate in other countries.
1.4. General description of the medicine in Uzbek: scope of application, circulation in other foreign countries, including information on the cessation of circulation in these countries and the presence of side effects.
1.5. Information on the storage of prions of substances derived from animal raw materials used in the production of the medicine.
1.6. Labels for primary (internal) and secondary (consumer) and intermediate packaging in Uzbek (but may also be provided in other languages). Layouts of intermediate packaging, labels, stickers (if available). For medicines registered under the recognition principle, it is allowed to label such medicines in the language of the manufacturing for other foreign countries.
The labeling of the medicine packaging shall be clear, understandable, easily visible and indelible, in a well-readable font, and shall be maintained throughout the entire shelf life of the medicine.
1.7. Colour mock-ups of the consumer packaging, label, sticker of the medicine.

A draft of the general description of the medicine, instructions for use and package leaflet in the Uzbek language. The applicant may additionally submit a draft of the general description of the medicine, instructions for use and package leaflet in another language.
Draft summary of the summary of product characteristics and instructions for use of the generic and biosimilar medicines, consistent with the current summary of product characteristics and instructions for use of the patent (reference) medicine, and a comparison table for compliance (except for differences in information on the manufacturer, shelf life, composition of excipients, and differences in bioavailability or pharmacokinetic parameters).
1.8. Documents related to the quality of the medicine:
a copy of the certificate of compliance of the medicinal substance with the requirements of the European Pharmacopoeia (if available);
a letter of consent of the holder of the master file of the medicinal substance to provide the closed part of this master file based on the Center’s request;
the draft manufacturer’s pharmacopoeial monograph of the medicine;
explanatory letter to the draft manufacturer’s pharmacopoeial monograph of the medicine;
the current manufacturer’s pharmacopoeial monograph of the medicine when extending the validity period of the certificate.
1.9. Manufacturing documents:
certificate of compliance with the requirements of the national standard of the Republic of Uzbekistan “Good Manufacturing Practices GMP” (if available);
certificate of compliance with the requirements of the standard “Good Manufacturing Practices GMP” and a report on the results of the last inspection (for foreign manufacturers);
License issued for the production of medicines.
1.10. For medicines to be registered on the basis of technology transfer:
quality assurance agreement concluded by the parties for the implementation of transfer technology;
technology transfer program;
the report of the holder of the technology transfer on the implementation of the transfer.
1.11. For contract manufacturers – a contract for the manufacture of registered medicines without changing the technologies within the resources of the local pharmaceutical organization.
1.12. 	Information on the presence of genetically modified organisms or its extraction from them in the medicine.
1.13. 	Documents on the implementation of the pharmacovigilance system in the Republic of Uzbekistan:
Master file of the pharmacovigilance system prepared in accordance with the requirements of the national standard “Good Pharmacovigilance Practices – GVP”*;
Information about a person with a degree in medicine or pharmacy/pharmacology appropriate qualifications in pharmacovigilance (certificate), who is responsible for fulfilling pharmacovigilance requirements in the Republic of Uzbekistan;
Risk management plan for medicines submitted for registration based on the requirements of the national standard “Good Pharmacovigilance Practice – GVP”;
when extending the validity period of the certificate or making amendments and additions to the registration documents – a periodic report prepared in accordance with the requirements of the national standard “Good Pharmacovigilance Practice – GVP”.
1.15. A protection document (certificate, patent and annex thereto) confirming the intellectual property rights (trademarks and industrial designs) used in medicines, or an agreement on their use, or a conclusion of an authorized body in the field of intellectual property on the trade name and design of the medicine.
Section 2 Common Technical Documents
2.1. 2–5 –	table of contents
2.2. Introduction to CTD (Common Technical Documents)
2.3. Quality overall summary
2.3.Ѕ Medicinal substance
2.3.Ѕ.1 General information
2.3.Ѕ.2 Production
2.3.S.3 Verification of the structure and other characteristics of the substance*
2.3.Ѕ.4 Control of the medicinal substance
2.3.Ѕ.5 Standard samples or materials
2.3.S.6 Container Closure System
2.3.S.7 Stability
2.3.P Medicinal product
2.3.P.1 Description and composition of the medicine
2.3.P.2 Pharmaceutical development
2.3.P.3 Production
2.3.P.4 Control of excipients
2.3.P.5 Control of the medicinal product
2.3.P.6 Standard samples or materials
2.3.P.7 Container Closure System
2.3.P.8 Stability
2.3.A Annexes
2.3.A.1 Facilities and equipment
2.3.A.2 Safety assessment of foreign substances
2.3.A.3 Excipients
2.3.R Regional information
2.4. Review of preclinical studies
2.5. Review of clinical data
2.6 Summary of preclinical studies (written and tabular summaries)
2.7. Summary of clinical study reviews (written and tabular summaries)
Section 3 Information determining the quality of the medicine
3.1. Content of Section 3
3.2. Basic information
3.2.Ѕ Medicine (for medicines that contain more than one active substance, information shall be provided in full for each medicinal substance)
3.2.S.1 General information
3.2.S.1.1 Name
3.2.S.1.2 Structure*
3.2.S.1.3 General properties
3.2.S.2 Production
3.2.S.2.1 Manufacturer
3.2.Ѕ.2.2 Description of the production process and its control
3.2.S.2.3 Control of starting materials
3.2.S.2.4 Control of critical stages and intermediate products
3.2.S.2.5 Process validation and/or assessment
3.2.S.2.6 Development of the production process
3.2.S.3 Defining properties
3.2.S.3.1 Verification of the structure and other characteristics of the substance*
3.2.S.3.2 Impurities (foreign substances)
3.2.Ѕ.4 Control of the medicinal substance
3.2.Ѕ.4.1 Specification
3.2.Ѕ.4.2 Analytical test methods
3.2.Ѕ.4.3 Validation of analytical test methods
3.2.S.4.4 Series tests (results of series tests)
3.2.Ѕ.4.5 Justification of specification
3.2.5.5 Standard samples or substances
3.2.S.6 Container Closure System
3.2.S.7 Stability
3.2.Ѕ.7.1 Information and conclusions on stability tests
3.2.S.7.2 Statement of Post-Registration Sustainability
Research and Sustainability Commitments
3.2.S.7.3 Stability data
3.2.P. Medicinal product
3.2.P.1 Description and composition of the medicinal product
3.2.P.2 Pharmaceutical development
3.2.P.2.1 Constituents of the medicinal product
3.2.P.2.1.1 Medicinal substance
3.2.P.2.1.2 Excipients
3.2.P.2.2 Medicinal product
3.2.P.2.2.1 Development of a dosage form
3.2.P.2.2.2 Surplus products in production
3.2.P.2.2.3 Physicochemical and biological properties
3.2.P.2.3 Development of the manufacturing process
3.2.P.2.4 Container Closure System
3.2.P.2.5 Microbiological characteristics
3.2.P.2.6 Compatibility
3.2.P.3 Production
3.2.P.3.1 Manufacturer(s)
3.2.P.3.2 Batch formulation (manufacturing formula)
3.2.P.3.3 Classification of the production process and process control
3.2.P.3.4 Control of critical stages and intermediate products
3.2.P.3.5 Process validation and/or assessment
3.2.P.4 Control of excipients
3.2.P.4.1 Specifications
3.2.P.4.2 Analytical test methods
3.2.P.4.3 Validation of analytical test methods
3.2.P.4.4 Justification of specifications
3.2.P.4.5 Excipients of human and animal origin
3.2.P.4.6 New excipients
3.2.P.5 Control of the medicinal product
3.2.P.5.1 Specification(s)
3.2.P.5.2 Analytical test methods
3.2.P.5.3 Validation of analytical test methods
3.2.P.5.4 Batch test results
3.2.P.5.5 Description of impurities (foreign substances)
3.2.P.5.6 Justification of Specification(s)
3.2.P.6 Standard samples or materials
3.2.P.7 Container Closure System
3.2.P.8 Stability
3.2.P.8.1 Stability summary and conclusion
3.2.P.8.2 Post-registration stability study report and stability commitments
3.2.P.8.3 Stability data
3.2.A Supplements
3.2.A.1 Facilities and equipment
3.2.A.2 Safety assessment regarding foreign agents
3.2.A.3 Excipients
3.2.R Regional information
3.3. References (where applicable)
Section 4 Information on preclinical studies
4.1. Contents of Section 4
4.2. Research reports
4.2.1. Pharmacology
4.2.1.1. Primary pharmacodynamics*
4.2.1.2. Secondary pharmacodynamics*
4.2.1.3. Pharmacological safety
4.2.1.4. Pharmacodynamic interaction of medicinal substances*
4.2.2. Pharmacokinetics
4.2.2.1. Reports on analytical methods and validation (in case of separate reports)*
4.2.2.2. Absorption
4.2.2.3. Distribution
4.2.2.4. Metabolism
4.2.2.5. Removal*
4.2.2.6. Pharmacokinetic drug interactions (preclinical)*
4.2.2.7. Other pharmacokinetic studies*
4.2.3. Toxicology
4.2.3.1. Single dose toxicity (by animal species, route)
4.2.3.2. Repeated dose toxicity (by animal species, route, duration, including justified toxicokinetic evaluation)* 
4.2.3.3. Genotoxicity (In vitro, In vivo, including based toxicokinetic evaluation)
4.2.3.4. Carcinogenicity (short, medium and long term studies)*
4.2.3.5. Reproductive and ontogenetic toxicity (fertility and early embryonic development, embryofetal development, prenatal and postnatal development, offspring (juveniles) dosing and/or studies included in the subsequent evaluation)
4.2.3.6. Local tolerance
4.2.3.7. Other toxicological studies (if available): antigenicity, immunotoxicity, mechanism of action studies, drug dependence, metabolites, foreign substances, etc.*
4.3. List or copies of references used
Section 5 Information on clinical studies
5.1. Contents of Section 5
5.2 A tabular list of all clinical studies
5.3. Reports on clinical studies
5.3.1. Reports on biopharmaceutical studies
5.3.2. Reports of studies concerning pharmacokinetics when using human biomaterial*
5.3.3. Reports of pharmacokinetic (PK) studies conducted in humans*
5.3.4. Reports of pharmacodynamic (PD) studies conducted in humans*
5.3.5. Reports on efficacy and safety studies
5.3.6. Post-registration experience reports
5.3.7. Individual registration forms and patient lists
5.4. References
Note.
For registration under the recognition principle, the above-listed documents are required (with the exception of the current master files of the medicinal substances used in the manufacture of the medicine).
Foreign applicants may submit sections 2 to 5 of the registration documents in English or Russian.
Foreign applicants may submit clauses 1.5, 1.9, 1.11, 1.13, 1.14 of section 1 of the registration documents in English or Russian.
When extending the validity period of the certificate, the documents listed in sections 1–3 shall be submitted.
Applications for generic medicines shall include the documents listed in Sections 1 to 3, as well as reports confirming the bioavailability and bioequivalence of the medicine specified in the application against the reference (patent) medicine in humans, with the exception of biosimilar medicines.
The approved report of clinical studies, approved study report, regulatory authority’s permission to conduct the study (if available), the approval of the ethics committee, a copy of sponsor’s liability insurance contract in case of harm to the life and health of the study subject, chromatograms (when bioequivalence studies are submitted), copies of agreements between the sponsor of the clinical study and the research center (contract research organization) (if necessary after removing confidential information).
Reports confirming the bioequivalence carried out by the biowaiver method can be submitted for medicines containing a medicinal substance belonging to the І and ІІІ biopharmaceutical classification system. 
In cases where the certificate of conformity to the European Pharmacopoeia (EPCC) is submitted, it is allowed not to provide the documents listed in paragraph 3.2.Ѕ.
The authenticity of the EPCC shall be checked by the responsible employee from the electronic database of the European Directorate for the Quality of Medicines and Healthcare.
* The documents specified in these paragraphs are not required for the registration of biotechnology medicines produced on the basis of cell technology.
When registering biotechnology medicines produced on the basis of cell technology obtained as a result of processing human cells without significant changes, it is necessary to be guided by the documents specified in Section 1, paragraphs 2.3.P.5, 2.3.P.8, 2.5.6, 2.5.7, 2.7.3.1, 2.7.4.6, 2.7.5 of Section 2, paragraphs 3.2.P.2.2.1, 3.2.P.3.1, 3.2.P.3.2, 3.2.P.3.3, 3.2.P.3.4, 3.2.P.5.1, 3.2.P.5.2, 3.2.P.5.6, 3.2.P.8.3, 3.2.A.3 of Section 3, paragraphs 5.2., 5.3.6, 5.4 of Section 5, as well as instructions for use for the indicated method of medical care using biotechnology medicines produced on the basis of cell technology obtained as a result of processing human cells without significant changes.
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If, due to the characteristics of the medicine, some of the required documents or the information contained therein are missing, the applicant has the right to submit an official letter justifying this situation (a reasoned explanatory letter).


	
	
	Appendix 4
to the Regulation on the Procedure for State Registration of Medicines


SAMPLE
	MINISTRY OF HEALTH OF THE REPUBLIC OF UZBEKISTAN
	[Logo]
	


STATE INSTITUTION “THE CENTER FOR PHARMACEUTICAL PRODUCTS SAFETY”
REGISTRATION CERTIFICATE

	Number

	

	Date of state registration of medicine or API
(substance)

	

	Period of validity

	

	Trade name of the medicine

	

	International Nonproprietary Name (INN) of API (substance) or other name

	

	Dosage form

	

	Holder of the registration certificate, country 
	

	Manufacturer (developer) of medicine, country 
	

	Manufacturing site address and location(name of street, land, village, district, province or state, postal code, country)

	

	Address and location of the company responsible for quality control (name of street, land, village, district, province or state, postal code, country)

	

	Name of API (substance) or “in bulk” medicine, manufacturer (s), country(s) 

	


If there are several production sites, indicate each of them.
This certificate entitles using this medicine in medical practice.

	Authorized person


	QR-code

	Name/
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	MINISTRY
OF HEALTH OF THE REPUBLIC OF UZBEKISTAN
	[Logo]
	

	
	
	

	
	
	

	
	
	

	
	STATE INSTITUTION “THE CENTER FOR PHARMACEUTICAL PRODUCTS SAFETY”
ATTACHMENT TO THE REGISTRATION CERTIFICATE
№__________________ date_________

	

	
	This certificate entitles using this medicine in medical practice.

	



	
	
	

	Authorized person
	QR-code
	Name/

	
	
	





	
	
	Annex 2 to
Resolution No. 738 of the Cabinet of Ministers dated
24 November 2025


REGULATION
on the Procedures for State Registration of Medical Devices
Chapter 1 General Provisions
1.	This Regulation sets for the procedure for state registration (hereinafter referred to as “registration”) of medical devices.
The purpose of this Regulation is to ensure that all medical devices manufactured, imported, put into circulation or used in the territory of the Republic of Uzbekistan are safe, effective and of good quality, without harming human health, and to determine the stages of technical, administrative and clinical studies and evaluation that must be followed in all processes of these devices, from design to the final stage of use.
2. In this Regulation, the following basic terms are used:
applicant means a developer, manufacturer, holder of a registration certificate, or a legal entity acting on their behalf under a power of attorney that applies to the State Institution “Center for the Safety of Pharmaceutical Products” of the Ministry of Health of the Republic of Uzbekistan (hereinafter referred to as the “Center”) to have medical devices registered and certificates issued;
client means a legal entity that has the right to hold a registration certificate for a medical device manufactured by involving another pharmaceutical company for the production and quality control of the medical device;
certificate holder means an authorized legal entity that is the developer, manufacturer or client of a medical device, who has the right to hold a registration certificate for the medical device and is responsible for
its safety, quality, and efficacy;

software means software intended for one or more medical purposes (e.g. diagnosis, monitoring, treatment, decision support) and performing functions independently of the medical device, including in vitro diagnostic software that runs on common platforms and interacts with other medical devices or non-medical software;

production site means a separate territorial complex of a medical device manufacturer, intended for the implementation of the entire production process or its individual stages;
model means an independent unit of a medical device identified by the manufacturer of the medical device using a specific letter, number, or alphanumeric code;
quality assurance agreement means a document establishing the rights and obligations of legal entities related to the quality of medical devices in the production of medical devices on a contractual basis;
specification means a list of quality indicators of a medical device (for an in vitro diagnostic medical device), quality control methods and references to them, quality indicator standards and criteria for their study;
standard means a document that establishes rules, general principles or descriptions for general and repeated use, applicable to various types of activities or their results, and aimed at achieving the most appropriate level of regulation in a particular field;
medical devices mean devices, apparatus, equipment, instruments, tools, units, complexes and software that are permitted for use in medical practice for the prevention of diseases, diagnosis, treatment, rehabilitation of patients and/or ensuring the listed processes, as well as for determining, restoring, replacing and changing the condition and functions of the human body, monitoring, and preventing pregnancy, that do not have a pharmacological, immunological or metabolic effect on the human body as a result of their use, and are used individually, as a complex or system;
name of the medical device means full technical designation, reflecting the model, type, modification and functional purpose of the medical device;
medical device kit means a set of medical devices, unified by common functional purpose and field of application, having a common marking indicating the list of medical devices included in the set, in accordance with the manufacturer’s documentation;
medical device component means a non-independent part of a medical device, including assembly units, parts, elements of the medical device, materials, spare parts intended for use by the manufacturer in accordance with its functional purpose, operational performance and technical operation instructions;


medical device consumables mean products and materials that ensure the operability of medical devices in accordance with their functional purpose and performance characteristics, as well as maintenance of the devices in accordance with the manufacturer’s technical instructions;
modification of a medical device means a medical device that has common structural and technological characteristics with the main medical device and is developed on the basis of the main device in order to improve it, expand its functional application, or specialize its use for specific medical purposes;
contract manufacturing means manufacturing by a pharmaceutical organization of its registered medical devices for another pharmaceutical organization a contractual basis, without changing the technologies, using the resources of the former pharmaceutical organization only;
“in vitro” diagnostic medical devices mean products that can be used for medical purposes, either individually or in combination, for the in vitro (outside the body) examination, diagnosis, monitoring (control), and assessment of the conformity of samples taken from the human body, as well as consumables and components necessary for the use of these products for their intended purposes;
Global Medical Device Nomenclature (GMDN) means a global system used to identify, classify and code types and models of medical devices according to a single international standard;
The unique device identifier (UDI) means a unique code created in accordance with international standards, used for accurate identification of the medical device and tracking during its handling;
certificate of registration means a document confirming that the medical device has been state registered and has been approved for use in medical practice by the Ministry of Health of the Republic of Uzbekistan;
registration documents means documents submitted by the applicant to the Center for the purpose of registration, extension of the validity period of the registration certificate, making amendments and additions to the registration documents of the medical device, including the quality, efficiency, usability and other information of the medical device;
quality assurance agreement means a document establishing the rights and obligations of legal entities regarding the quality of medical devices in the production of medical devices on a contractual basis and/or through technology transfer;

technology transfer means transfer of technological processes, data and experience in the development and/or production of a medical device, including without changing the quality, effectiveness and safety of the medical device, from one pharmaceutical organization to the production site of another pharmaceutical organization;
technical documentation of the medical device means a set of documents that includes the description of a medical device, its intended use, technical specifications, performance and safety tests performed and their reports or summaries, risk management and clinical evaluation reports, labeling, and operating manuals.
3.	Registration of medical devices and issuance of certificates shall be carried out by the Center in accordance with the scheme in Appendix 1 to this Regulation.
4. Medical devices shall be registered according to the following safety levels:
І class – low risk medical devices;
ІІ a class – average risk medical devices;
ІІ b class – high-risk medical devices;
ІІІ class – highest risk level medical devices.
Medical devices shall be subject to state registration in a general manner and under the recognition principle.
In this case, medical devices registered by the following foreign organizations are subject to state registration under the recognition principle:
Food and Drug Administration (FDA), USA;
Authorities authorized to issue European Conformity (CE) certificates, European Union;
European Medicines Agency (EMA), European Union;
Pharmaceuticals and Medical Devices Agency (PMDA), Japan;
Ministry of Food and Drug Safety (MFDS), Republic of Korea;
Medicines and Healthcare Products Regulatory Agency (MHRA), United Kingdom.
5. The following are not required to be registered:
Reagents included in the kit of “in vitro” diagnostic medical devices that cannot be used as independent diagnostic tools;
Medical devices manufactured on an individual order.
Medical devices intended for export may be registered at the request of the applicant.


6.	Import of medical devices used in the diagnosis and treatment of orphan diseases, as well as medical devices used in the prevention, diagnosis and treatment of highly dangerous infections and infections that pose an epidemiological threat, imported by order of the Ministry of Health of the Republic of Uzbekistan, may be carried out without state registration.
Medical devices imported as foreign aid and humanitarian assistance is allowed to be imported into the territory of the Republic of Uzbekistan and used without state registration. In this case, the Ministry of Health of the Republic of Uzbekistan shall issue a positive conclusion on the import and use of such medical devices into the territory of the Republic of Uzbekistan.
7.	Medical devices shall be manufactured in the following ways:
directly at the manufacturer;
without changing the technologies in the facilities of the manufacturer, contract manufacturing of registered medical devices;
manufacture of a registered medical device of another pharmaceutical organization by transfer of the technological process (technology transfer) to a pharmaceutical organization.
The responsibility for the safety, quality and efficiency of medical devices produced on the basis of the contract and technology transfer shall rest with the client, the owner of the technology transfer, and the manufacturer.
In such cases, in order to register manufactured medical devices in the Republic of Uzbekistan, the client or the owner of technology transfer and the manufacturing pharmaceutical organization are required to have a certificate of compliance with the requirements of the national standard of the Republic of Uzbekistan harmonized with the international standard “ISO: 13485”. In this case, the pharmaceutical organization that has received the technology transfer will be subject to inspection control at least once a year in accordance with the requirements of the national standard of the Republic of Uzbekistan, harmonized with the international standard “ISO: 13485”, in accordance with the established procedure.
In the event that higher educational institutions and research organizations (except manufacturers) are the ordering organizations for the creation of medical devices, they are not required to have a certificate of compliance with the requirements of the national standard of the Republic of Uzbekistan harmonized with the international standard “ISO: 13485”.

8. Based on the results of state registration of medical devices, a corresponding registration certificate shall be issued, which is valid for five years.
In the process of state registration of medical devices, the quality system of their production conditions shall be inspected for compliance with the requirements of the national standard of the Republic of Uzbekistan, harmonized with the international standard “ISO: 13485”, with the exception of medical devices registered under the recognition principle and in vitro diagnostic medical devices requalified (prequalified) by the WHO, and registered jointly with the WHO.
In this case, it is allowed to conduct the inspection of the manufacturer’s production conditions for compliance with the requirements of the national standard of the Republic of Uzbekistan, harmonized with the international standard “ISO: 13485”, simultaneously with the state registration process of the medical device. In this case, a certificate of compliance with the requirements of the national “ISO: 13485” standard must be submitted before the medical device is registered by the Center.
The Center may establish advisory and collegial bodies to organize registration activities.
Chapter 2 Requirements and Conditions for Registration of Medical Devices
9.	The following are the requirements and conditions that must be fulfilled by the applicant for the use of the medical device in medical practice on the basis of the registration certificate:
compliance with the requirements of laws and regulatory documents in the field of technical regulation in their use in medical practice by the applicant applying for registration of medical devices;
ensuring the reliability of the information provided for obtaining, reissuing, extending the validity period of a certificate, and making amendments and additions to registration documents;
ensuring that the quality, safety, and effectiveness of the medical device are guaranteed;
submission by the applicant to the Center of information on amendments or additions to the registration documents during the validity period of the certificate;
strict compliance with the requirements of pharmacopoeial monographs and standards, as well as the information provided in the registration documents of medical devices;

The quality system for the manufacture of medical devices shall comply with the requirements of the national standard of the Republic of Uzbekistan, harmonized with the international standard “ISO: 13485”;
Submission of information on side effects known during the use of medical devices in medical practice to the Center in accordance with the procedure established by the Ministry of Health of the Republic of Uzbekistan;
immediate notification of the Center of any suspension, cancellation, withdrawal from circulation of the certificate of registration, or rejection of the application for a certificate of registration in other country due to the quality, effectiveness, or safety of the medical device;
Provision of information on the validity period of registration certificates issued by organizations whose registration results are recognized.
Chapter 3 Documents and Samples Required for Registration
10.	For registration, the applicant shall submit to the Center:
a) an application in accordance with Appendix 2 to this Regulation;
b) an electronic form of registration documents for the medical device, certified by the applicant’s electronic signature, in accordance with Appendix 3 to this Regulation;
c) samples of a medical device in the quantity necessary for testing in accordance with the requirements of standards or pharmacopoeial monographs (except for medical devices registered under the recognition principle, medical devices classified as safety class I (except for sterile, measuring and invasive medical devices));
d) pharmacopoeia or reference standard samples of active substances and foreign and similar substances, control materials, special reagents, test strains of microorganisms, diagnostic test systems, special consumables and reagents of the medical device manufacturer and documents confirming their quality (except for medical devices registered under the recognition principle) in accordance with the requirements of standards or pharmacopoeia monographs.
It is not allowed to require that the applicant submit documents and samples not provided for in this clause.
11.	The documents required for registration shall be entered into the Center’s information system (hereinafter referred to as the “information system”) in the sequence specified in Appendix 3 to this Regulation, each of which is uploaded separately and certified by the applicant’s electronic digital signature.

12.	Samples of the medical device shall be submitted by the applicant directly to the Center, provided that the storage and transportation conditions are provided, except for the cases provided for in the fourth and fifth subparagraphs of subclause “b” of clause 17 of this Regulation.
The Center shall be liable for the disclosure of confidential information in registration documents. Confidential information in registration documents may be separately indicated by the applicant.
Chapter 4 Considering the Application and Making a Decision to Register or Refuse to Register of the Medicine
13.	A fee shall be charged for consideration of the application for registration of a medical device, with its amounts being approved by the Ministry of Health of the Republic of Uzbekistan.
The amount of the fee shall be transferred to the personal treasury account of the Center.
In the event that the applicant withdraws its application and the registration of the medicine is refused, the amount of the fee paid shall not be refunded.
14.	The application for registration shall be considered by the Center within the following time limits:
within 15 business days – medical devices that are registered under the recognition principle;
within 30 business days – “in vitro” diagnostic medical devices used during epidemics and pandemics of epidemiologically dangerous infections, registered once for a period of one year;
within 60 business days – the WHO prequalified medical equipment;
within 60 business days – medical devices belonging to safety class І;
within 90 business days – medical devices belonging to safety class ІІ a;
within 120 business days – medical devices belonging to safety classes IIb and III.
The following shall not be included in the terms of consideration of an application for registration:
a period of 30 business days to eliminate deficiencies mentioned in the notification of refusal to accept the application;
the period of time taken to respond to an official request sent to the authorized body if it is not possible to verify the authenticity of foreign certificates through open sources;


a period of 60 business days to eliminate deficiencies identified in the documents required for registration based on the results of specialized examination of samples of medical device;
the time spent on conducting clinical studies of a medical device;
the time spent on the inspection of the medical device manufacturing conditions to ensure that they comply with the requirements of the national standard of the Republic of Uzbekistan, harmonized with the international standard “ISO: 13485”.
15.	During the registration of reagents for immunohistochemical, molecular and genetic tests of tumor diseases, no clinical-laboratory tests shall be conducted.
16.	The Center shall assess the fulfillment of the requirements and conditions for the registration of a medical device through:
examination of the registration documents of the medical device;
the time spent on the inspection of medical devices for compliance with the requirements of the national standard of the Republic of Uzbekistan, harmonized with the international standard “ISO: 13485”;
laboratory tests of medical device samples;
clinical tests of medical devices.
17.	Registration shall be carried out by the Center in the terms specified in Appendix 1 to this Regulation in the following manner:
a) primary (initial) examination:
after the application has been received, the completeness of the documents attached to the application and the conformity of medical device samples with the application will be conducted. In this case, the completeness and correctness of the documents submitted for the registration of the medical device, the completeness and correctness of the medical device samples and standard samples submitted for conducting laboratory tests shall be checked;
the conclusion of the authorized body in the field of intellectual property on compliance with intellectual property rights (hereinafter referred to as “IPR”) in the medical device shall be studied;
A conclusion shall be drawn up based on the results of the primary (initial) examination and the study of compliance with IPR rights in the medical devices.
A conclusion on the rejection of the application shall be issued in the following cases:


when the documents and samples referred to in Clause 11 of this Regulation are provided in an incomplete volume;
when it is determined that the information in the submitted documents and samples is unreliable, incorrect or false;
when there is a conclusion of the authorized body in the field of intellectual property on the violation of the IPR in relation to medical devices.
A notification of rejection of the application shall be sent to the applicant through the information system, clearly indicating the deficiencies and giving them a period of 30 business days to eliminate the deficiencies.
If the deficiencies are not eliminated within 30 business days, the Center shall make a decision to reject registration and notify the applicant through the information system.
An application submitted after the notification of the decision to reject the application shall be deemed as a new one and shall be considered by the Center on general grounds.
After a positive conclusion of the primary examination is given, laboratory tests and specialized examination of the medical device shall be carried out simultaneously;
b) laboratory tests:
tests of the safety and effectiveness of the medical device (for example, EMC, electrical safety, biological impact assessment) shall be confirmed in laboratories;
test reports shall be drawn up based on the results of laboratory tests conducted to determine the compliance of medical device samples with the requirements of national or accepted international standards of the Republic of Uzbekistan;
depending on the specific characteristics of the medical device, tests shall be carried out in specialized laboratories or at the installation site.
In cases where the necessary measuring, testing equipment and testing conditions for testing medical device samples are not available in the Republic of Uzbekistan, these tests may be conducted in the testing laboratory of a foreign manufacturer or in other foreign laboratories with the participation of the Center’s specialists.
The following are not subject to laboratory testing:
In vitro diagnostic medical devices re-qualified (prequalified) by the WHO and registered jointly with the WHO;
medical devices and their components registered under the recognition principle;

medical devices classified as safety class I (except for sterile, measuring and invasive medical devices);
c) specialized examination:
Technical data on medical devices, manufacturing processes, risk analyses, test results, and protocols for compliance with national or accepted international standards of the Republic of Uzbekistan shall be analyzed in detail by the Center’s specialists;
Laboratory test reports and documents submitted in accordance with Appendix 3 to this Regulation shall be subject to examination on the basis the substantiated conclusions of scientific commissions consisting of independent experts.
The procedure for conducting the activities of scientific commissions in the relevant areas, the composition of the commissions and the qualification requirements imposed on them shall be determined by the Ministry of Health of the Republic of Uzbekistan;
laboratory test reports and documents submitted in accordance with Appendix 3 to this Regulation shall be subject to examination for compliance with the requirements and conditions of registration;
The examination shall be carried out in order to determine the compliance of indicators that determine the safety, quality and effectiveness of medical devices with national requirements of the Republic of Uzbekistan or accepted international requirements;
if necessary, samples of medical devices may be sent for additional laboratory tests to determine their compliance with the requirements of national standards of the Republic of Uzbekistan or accepted international standards;
the authenticity of the submitted foreign certificates shall be checked against the official lists (websites) of the authorized body that issued them. If it is not possible to verify the authenticity of foreign certificates through open sources, all official documents must be apostille stamped or certified by a consulate. If necessary, the Center will send a formal request to the foreign regulatory authority. If the Center does not receive a response to the request sent to the foreign regulatory authority within 60 business days, a decision shall be made to refuse registration;
a report shall be issued based on the results of the evaluation of the medical device;
a notification shall be sent to the applicant through the information system regarding the deficiencies identified during the specialized examination, and a period of 60 business days will be given to eliminate the deficiencies.


The applicant may make an additional request related to the deficiencies identified in the information provided by the previous request.
If the applicant fails to provide a complete response to the deficiencies in the additional request, the certificate will be refused.
The director of the Center shall approve the pharmacopoeial monographs of medical devices (“in vitro” diagnostic medical devices).
The director of the Center shall agree on guidelines and labeling for the medical use of medical devices;
d)	conducting clinical studies and examining their results:
the safety and effectiveness of the medical device shall be analyzed based on scientific literature, previous clinical experiences, and reports of clinical studies conducted when necessary;
The Center shall issue a conclusion on the registration of medical devices with or without clinical trials;
The Center shall determine the types of clinical studies and clinical bases for conducting clinical studies, reviews clinical research programs and reports, and sends mandatory instructions to the applicant through the information system;
the applicant shall send the report on the conducted clinical studies to the Center through the information system.
In the following cases, clinical studies are not required for registration:
medical devices classified as safety class I;
In vitro diagnostic medical devices re-qualified (prequalified) by the WHO and registered jointly with the WHO;
medical devices for which clinical studies have previously been conducted in the Republic of Uzbekistan;
medical devices registered under the recognition principle.
The procedure for registration of medical devices based on clinical studies or without clinical studies shall be determined by the Ministry of Health of the Republic of Uzbekistan;
e)	inspecting the manufacturing conditions:
Production facilities will be visually inspected on site, inspected for compliance with the quality management system, product monitoring system, and production environment in accordance with the national standard of the Republic of Uzbekistan, harmonized with the international standard “ISO: 13485”, and certified in accordance with the established procedure.
The inspection of the manufacturing conditions of medical devices not manufactured in the territory of the Republic of Uzbekistan shall be carried out on a priority basis.
The following cases shall be excluded:
medical devices that are registered under the recognition principle;
In vitro diagnostic medical devices re-qualified (prequalified) by the WHO and registered jointly with the WHO;
Medical devices with a valid certificate in accordance with the requirements of the national standard of the Republic of Uzbekistan, harmonized with the international standard “ISO: 13485”. During the production of the medical device submitted for registration, an inspection of the manufacturing conditions of this medical device must be conducted to ensure that it complies with the requirements of the national standard of the Republic of Uzbekistan, harmonized with the international standard “ISO: 13485”.
Registration of medical devices is refused in the following cases:
if the applicant has not submitted an application for an inspection to the Center within 30 business days from the date of the appointment of the inspection;
if the applicant refuses to conduct the inspection directly at the production site;
if the information and documents required for the inspection are not provided when requested for the inspectionand/or the inspectors are not allowed to enter the premises and rooms;
if during the inspection it is found that fake documents and information have been submitted;
If the non-conformities identified as a result of the inspection are not correctly and completely eliminated within the time frame agreed with the manufacturer.
The manufacturer of a medical device may apply to the Center for an inspection outside the state registration process of a medical device in the Republic of Uzbekistan (in cases not related to the state registration process).
In cases where it is determined that the inspected production site does not comply with the requirements of the national standard of the Republic of Uzbekistan harmonized with the international standard “ISO: 13485”, the validity of the certificate of registration of medical devices in circulation, previously manufactured and state-registered at this production site, shall be suspended in accordance with the established procedure.


The validity of the registration certificate will be restored after all discrepancies identified during the inspection have been completely eliminated, as well as after a repeat inspection has been conducted and positive results have been recorded.
18.	The Center shall make one of the following decisions according to the results of medical device registration examinations:
on registration of the medical device;
on refusal to register the medical device.
19.	No later than two business days from the date of the decision by the Center, the applicant will be sent a certificate in the form of Appendix 4 to this Regulation through the information system or notified of the refusal to register, indicating the specific reasons.
The Center shall provide the applicant with a certificate, along with approved company pharmacopoeial monographs for in vitro diagnostic medical devices, as well as instructions and labeling for use in conventional medicine, and instructions and labeling for use in conventional medicine for non-in vitro medical devices.
20. The following shall be grounds for refusal of registration:
deficiencies identified in the documents required for registration as a result of specialized examination of samples of medical device have not been eliminated within 60 working days;
when it is determined that the information in the submitted documents and samples is unreliable, incorrect or false;
the submission of a previously used medical device sample;
the presence of negative conclusions based on the results of laboratory tests, clinical studies, inspection of production conditions, scientific and technical evaluation, analysis of data in registration documents and examination results describing the quality, safety and efficiency of medical devices. Registration will be also refused if at least one model, modification, version, format, or size is found to be inconsistent with the different model, modification, version, form, or sizes specified in the application.
It is not allowed to refuse registration on other grounds, including on the grounds of inexpediency.
21.	The applicant has the right to appeal the refusal of registration, as well as the action (inaction) of an official of the Center, in accordance with the established procedure.


22.	After the validity period of the certificate, it is allowed to sell the medical devices and use it in medical practice, if they were produced during the validity period of the registration certificate. In this case, it is allowed to conduct quality control of the medical device in accordance with the requirements of documents approved during the validity period of the certificate.
Chapter 5 Amendments and Additions to Registration Documents
23. In the event that the information provided in the registration documents of the medical device is changed during the validity period of the certificate and in the process of extending the validity period of the certificate, the applicant shall send the application for amendments and additions to the Center through the information system, and if necessary, shall attach relevant documents, samples and standards.
In cases where the amendments made may have a negative impact on the quality, efficiency and safety of the medical device, the Center shall refuse to make amendments and additions to the registration documents.
24. The application submitted by the applicant for amendments and additions to the registration documents shall be considered by the Center within a period not exceeding 50% of the time period established for registration (with the exception of amendments and additions to the registration documents of a medical device registered under the recognition principle).
When a medical device is manufactured under a contract, additional information about the production site shall be included in the certificate based on the results of laboratory testing of products and inspection to assess the conformity of the production site to the requirements of the national standard of the Republic of Uzbekistan, harmonized with the international standard “ISO: 13485”.
For consideration of applications from manufacturers for amendments and additions to registration documents, a fee shall be charged in the amounts approved by the Ministry of Health of the Republic of Uzbekistan based on the Center’s expenses for implementing the specified procedures.
Based on the results of the examination of documents and/or laboratory tests, the Center shall make one of the following decisions:
on making amendments and additions to the registration documents;
on refusing to make amendments and additions to the registration documents.

During of he period of 180 calendar days after the introduction of amendments and additions to the registration documents, it is allowed to manufacture and import medical devices according to the information contained in the registration documents, to carry out quality control, to sell, and to be in circulation until the expiration date.
25.	If amendments and additions to the registration documents require amendments and additions to the information contained in the certificate, appropriate amendments and additions will be made to the registration certificate.
Chapter 6 Re-issuance of the Certificate and Extension of its Validity Period
26.	In the event of a reorganization or name change of the applicant’s production site without changing its location and technologies, the applicant must submit an application to the Center for reissuance of the certificate through the information system within one month.
27.	When reissuing a certificate, appropriate changes shall be made to the State Register of Medicinal Products and Medical Devices Allowed for Use in Medical Practice and the information system.
The certificate shall be reissued by the Center within a period of no more than 5 business days.
No fee shall be charged for the Center’s consideration of the application submitted by the applicant for registration in connection with the re-issuance of the certificate.
28.	The validity period of the certificate may be extended upon application submitted by the applicant to the Center through the information system. An application for extension of the validity period of the certificate must be submitted to the Center within nine months before its expiration date. Extension of the validity period of the certificate shall be in accordance with the procedure established for registration.
During the extension of the validity period of the medical device certificate, laboratory tests are not performed unless quality-related changes are made to the registration documents. In this case, the quality of medical devices whose validity period has been extended without laboratory testing is subject to mandatory post-marketing control.
During the period of extension of the validity period of the certificate, the circulation of the medical device in the Republic of Uzbekistan, as well as its import, shall not be suspended.
After the validity period of the registration certificate, it is allowed to sell the medical device and use it in medical practice, if they were produced during the validity period of the certificate of registration.
For 180 calendar days after the extension of the validity period of the certificate, it is allowed to manufacture and import medical devices according to the information contained in the previous registration documents, to carry out quality control, to sell, and to circulate until the expiry date.
Chapter 7 Suspension, Cancellation and Termination of the certificate
29. Suspension, cancellation and termination of the certificate shall be carried out in the cases and in the manner stipulated in Articles 32–34 of the Law of the Republic of Uzbekistan “On Licensing, Permitting and Notification Procedures”.
30. Violation of the registration requirements and conditions stipulated in the third – fourth and sixth – ninth paragraphs of clause 9 of this Regulation shall be considered a single gross violation and shall be grounds for cancellation of the certificate in accordance with the established procedure.
Chapter 8 State Register
of Medicines and Medical Devices
31.	The Center shall maintain a state register of medicines and medical devices permitted for use in medical practice (hereinafter referred to as the “State Register”). The State Register shall be posted on the official websites of the Ministry of Health of the Republic of Uzbekistan and the Center.
The following information shall be indicated in the sections of the State Register related to medical devices
name of the medical device (model, modification, version, format, size);
name of the country of manufacturer;
name, organizational and legal form, country, address(es) of the manufacturer (developer);
domain of usage of the medical device;
certificate number;
date of issue of the certificate;
if necessary, the date of amendments and/or additions to the certificate;
potential hazard class;
The nomenclature of medical devices (if available).


32.	Information in the state register shall be considered open for everyone to see.
Chapter 9 Final Provision
3
3
33.	Persons guilty of violating the requirements of this Regulation shall be held liable in accordance with the procedure established by laws.


	
	
	Appendix 1
to the Regulation on the Procedure for State Registration of Medical Devices


SCHEME
of State Registration of Medical Devices
	No.
	Stages
	Entities
	Measures
	Time limits for registration in accordance with the general procedure
	Time limits for registration under the recognition principle
	Time limits
For registration of medical devices prequalified by the WHO

	
	
	
	
	Medical devices of class I according to the level of safety
	Medical devices of class IIa according to the level of safety
	Medical devices of class IIb according to the level of safety
	Medical devices of class III according to the level of safety
	
	

	1
	Stage 1.
	Applicant
	Submits documents and samples to the Center and pays a fee
	At its own discretion
	At its own discretion
	At its own discretion
	At its own discretion
	At its own discretion
	At its own discretion

	2
	Stage 2.
	Center
	Primary (initial) examination
	Up to 5 business days
	Up to 10 business days
	Up to 10 business days
	Up to 10 business days
	Up to 2 business days*
	Up to 10 business days

	[bookmark: _Hlk215601684]
	
	
	Laboratory tests***
	Up to 33 business days
	Up to 45 business days
	Up to 65 business days
	Up to 65 business days
	not required
	not required

	
	
	
	Specialized examination
	Up to 20 business days
	Up to 33 business days
	Up to 43 business days
	Up to 43 business days
	Up to 11 business days
	Up to 48 business days

	
	
	
	Clinical studies
	not required
	required
	required
	required
	not required
	not required

	
	
	
	Inspecting the manufacturing condition
	**
	**
	**
	**
	not required
	not required

	3
	Stage 3.
	Center
	Making a decision (registration or refusal to register) and notifying the applicant
	2 business days
	2 business days
	2 business days
	2 business days
	2 business days
	2 business days

	Total
	60 business days*
	90 business days*
	120 business days*
	120 business days*
	15 business days*
	60 business days*






Note.
* The following shall not be included in the terms of consideration of an application for registration:
-	a period of 30 business days to eliminate deficiencies mentioned in the notification of refusal to accept the application;
-	the period of time taken to respond to an official request sent to the authorized body if it is not possible to verify the authenticity of foreign certificates through open sources;
-	a period of 60 business days to eliminate deficiencies identified in the documents required for registration based on the results of specialized examination of samples of medical device;
-	the time taken to conduct clinical studies of the medical device;
-	the time spent on the inspection of the medical device manufacturing conditions to ensure that they comply with the requirements of the national standard of the Republic of Uzbekistan, harmonized with the international standard “ISO: 13485”.
** The time limits of inspection of medical device manufacturing conditions are specified in the manner established by the Ministry of Health of the Republic of Uzbekistan.
2
***	During the extension of the validity period of the medical device certificate, laboratory tests are not performed unless quality-related changes are made to the registration documents.

	
	Appendix 2
to the Regulation on the Procedure for State Registration of Medical Devices


SAMPLE
APPLICATION
on registration of a medical device in the Republic of Uzbekistan

	The name of medical device 
	

	Model 
Modification
 Version
Format
Size
	

	Sphere of application for medical devices
	

	Purpose of a medical device
	

	Potential application risk class
	

	Global Medical Device Nomenclature (GMDN) (if available)
	

	The unique device identification (UDI) (if available)
	

	The medical device contains a medicine (highlight the appropriate one)
	 Yes
 No

	Accessories
of a medical device (if available)

	Product Name
	Model
	Manufacturer
	Country

	1) Main unit (if available)
	
	
	

	2) Accessories and spare parts (if available)
	
	
	

	3) Consumable and auxiliary materials (if available) 
	
	
	

	4) Supplies (if available)
	
	
	

	Shelf life
Warranty period of use
	

	Storage conditions 
	

	Product Standard
	

	Registration in the country of manufacture, other countries (if available)

	Name of country
	

	Registration certificate number
	

	Date of issuance
	

	Validity period
	

	Production

	Manufacturing entirely at this production site
	

	Manufacturing partly at this production site 
	

	Manufacturing entirely at another production site
	

	Manufacturer information

	Name, country
	

	Number, date and validity of the registration document
	

	Legal address
	

	Actual address
	

	Telephone and fax numbers, e-mail address (if available)
	

	Full name and position of the supervisor

	

	Full name and position of the contact person
	

	Information about the production site(s)

	Name, country
	

	Actual address
	

	Telephone and fax numbers, e-mail address (if available)
	

	Full name and position of the supervisor

	

	Full name and position of the contact person
	

	Information on the authorized representative (if available)

	Name, country
	

	Number, date and validity of the registration document (if available)
	

	Legal address
	

	Actual address
	

	Telephone and fax numbers, e-mail address (if available)
	

	Full name and position of the supervisor
	

	Full name and position of the contact person
	

	Holder of Registration Certificate

	Name, country
	

	Number, date and validity of the registration document (if available)
	

	Legal address
	

	Actual address
	

	Telephone and fax numbers, e-mail address (if available)
	

	Full name and position of the supervisor
	

	Full name and position of the contact person
	

	Applicant organization

	Name, country
	

	Number, date and validity of the registration document (if available)
	

	Legal address
	

	Actual address
	

	Telephone and faks numbers, e-mail address (if available)
	

	Full name and position of the supervisor
	

	Full name and position of the contact person
	

	Full name of the head
	



3


	
	
	Appendix 3 
to the Regulation on the Procedure for State Registration of Medical Devices


LIST
of documents to be submitted for state registration of medical devices
	No.
	Documents
	Medical devices of class I according to the level of safety
	Medical devices of class IIa according to the level of safety
	Medical devices of class IIb according to the level of safety
	Medical devices of class III according to the level of safety
	Note

	1
	An application in accordance with Appendix 2 to the Regulation on the Procedure for State Registration of Medical Devices. When the application is submitted through a representative, a document confirming the authority of the representative (power of attorney).
	+
	+
	+
	+
	The power of attorney must be notarized or have an apostille stamp or be certified by a consulate.

	2
	Technical documentation of the medical device:
	+
	+
	+
	+
	

	2.1.
	Information about the medical device: scope, brief description, types and brief description of the medical device and its components, if available, the medical device nomenclature (GMDN) and the unique device identifier (UDI);
	+
	+
	+
	+
	

	2.2.
	Information about the medicines contained in the medical device (composition, quantity of the medicine, compatibility of the medicine with the medical device, information about the registration of the medicine in the country of manufacture). (*) (**)
	+
	+
	+
	+
	(*) the documents listed in these paragraphs are not required for software. 
(**) the documents listed in these paragraphs are not required for in vitro diagnostic devices.

	2.3.
	A copy of the document granting the right to manufacture in the country of origin (if any). 
Information about the manufacturer: a list of divisions and subsidiaries with the name, type of activity, legal address, form of ownership, management structure, status and powers.
	+
	+
	+
	+
	

	2.4.
	Creation and production information: technical drawing, scheme of production processes, main stages of production, packaging, testing and the procedure for releasing the finished product into free circulation. 
Regulation of the production of domestic medical device manufacturer. (*)
	+
	+
	+
	+
	(*) the documents listed in these paragraphs are not required for software.

	2.5.
	A list of standards or general specifications (with information about them) to which a medical device must comply.
	+
	+
	+
	+
	

	2.6.
	Regulatory document for foreign “in vitro” diagnostic medical device, normative document (draft) for domestic “in vitro” diagnostic medical device. (*)
	+
	+
	+
	+
	(*) the documents listed in these paragraphs are not required for software.

	2.7.
	Risk management and analysis report.
	+
	+
	+
	+
	

	2.8.
	Information on the sterilization process, including process validation, test results for micro-organisms (bioburden level), bacterial endotoxins, specifying test methods for determining sterility (if necessary) and information on packaging validation. (*) (**)
	+
	+
	+
	+
	These documents are for sterile products.
(*) the documents listed in these paragraphs are not required for software. 
(**) the documents listed in these paragraphs are not required for in vitro diagnostic devices.

	2.9.
	Information on the compliance of the medical device with the general requirements for safety, efficiency, marking and use documentation (general requirements)
	+
	+
	+
	+
	

	2.10.
	Information on test reports (verification) and validation conducted in order to prove compliance with general technical requirements of the medical device
	
	
	
	
	

	2.11.
	Reports on specificity and sensitivity tests for in vitro diagnostic medical devices. (*)
	+
	+
	+
	+
	(*) the documents listed in these paragraphs are not required for software.

	2.12.
	Information on the absence of infectious agents in “in vitro” diagnostic medical devices made from biological material. (*)
	+
	+
	+
	+
	(*) the documents listed in these paragraphs are not required for software.

	2.13.
	Information about specific software (if available): verification and validation results, information about the software architecture and life cycle, cybersecurity measures (integrity control, access control, data protection and prevention of unauthorized interference), identification and marking, manufacturer test results, and a monitoring system for compliance with requirements.
	+
	+
	+
	+
	

	2.14.
	Stability study report – for products with a shelf life, with a translation of test results and conclusions into the official language. (*)
	+
	+
	+
	+
	(*) the documents listed in these paragraphs are not required for software.

	2.15.
	Adverse events and withdrawal reports (this information is not provided for newly developed and designed medical devices):
a list of adverse events associated with the use of the medical device, in cases where a series of adverse events have occurred, the time period during which the reported events occurred, a brief description of each event and the total number of events of each type reported, a plan for resolving the problems and a coordination plan developed by the manufacturer for their elimination in each of these cases (if available).
A plan for collecting and analyzing data on the safety and efficacy of medical devices in the post-registration phase.
	+
	+
	+
	+
	

	2.16.
	Reports of studies (tests) on the assessment of biological effects of medical devices, conducted in order to prove their compliance with general biological requirements. (*) (**)
	+
	+
	+
	+
	(*) the documents listed in these paragraphs are not required for software.
(**) the documents listed in these paragraphs are not required for in vitro diagnostic devices.

	2.17.
	Biosafety information. (*)
	+
	+
	+
	+
	(*) the documents listed in these paragraphs are not required for software.

	2.18.
	A report proving the clinical efficacy and safety of a medical device.
	-
	+
	+
	+
	Clinical efficacy is not required for safety class I medical devices (with the exception of sterile, measuring and invasive medical devices).

	2.19.
	Information on marking and packaging (13–18 cm color mock-ups with dimensions, labeling text (in the state language and in Russian or English for foreign manufacturers). (*)
	+
	+
	+
	+
	(*) the documents listed in these paragraphs are not required for software.

	2.20.
	The instructions for use or operational manual of the medical device are in the state language and in Russian or English.
	+
	+
	+
	+
	

	3.
	A copy of the current certificate (according to ISO 13485 standard) issued to the manufacturer’s quality system.
	+
	+
	+
	+
	Shall be issued by a valid and accredited organization

	4.
	Declaration of Conformity to Safety and Performance Requirements.
	+
	+
	+
	+
	

	5.
	A certificate of registration of the medical device in the country of manufacture or a document confirming its registration (certificate for free circulation, export certificate (with translation into the state language) or a copy of a document confirming its registration in other countries.
	+
	+
	+
	+
	

	6.
	Photographs of the medical device (showing product appearance, components, consumables and materials) and catalogs (*).
	+
	+
	+
	+
	(*) the documents listed in these paragraphs are not required for software.

	7.
	Production study (inspection) report.
	+
	+
	+
	+
	

	8.
	A protection document (certificate, patent and annex thereto) confirming the intellectual property rights (trademarks and industrial designs) used in the medical device, or an agreement on their use, or a conclusion from an authorized body in the field of intellectual property on the trade name and design of the medical device.
	+
	+
	+
	+
	


Note.
The applicant may not enter certain information in the documents without justification.
Several modifications may be included in one registration certificate of a medical device.

3
The application for extension of the registration certificate shall be accompanied by conclusions from clinical facilities in the Republic of Uzbekistan on the safety and effectiveness of the medical device.


	
	
	Appendix 4 to the Regulation on the Procedure for State Registration of Medical Devices


SAMPLE
	MINISTRY OF HEALTH OF THE REPUBLIC OF UZBEKISTAN
	[Logo]
	


STATE INSTITUTION “THE CENTER FOR PHARMACEUTICAL PRODUCTS SAFETY”
REGISTRATION CERTIFICATE

	Number
	

	Date of registration of medical devices
	

	Period of validity
	

	Holder of the registration certificate
	

	Name of medical devices
	

	Potential application risk class
	

	Global Medical Device Nomenclature (GMDN) (if available)
	

	The unique device identification (UDI) (if available)
	

	Manufacturer producing (developer) medical device

	

	Адрес производственной площадки

	

	Manufacturing site address and location (name of street, land, village, district, province or state, postal code, country)
	

	Address and location of the company responsible for quality control ((name of street, land, village, district, province or state, postal code, country)
	


If there are several production sites, indicate each of them.


Information about the components and consumables is attached.
This certificate entitles using this medical device in medical practice.

	Authorized person/

	QR-code/

	Name/






	MINISTRY OF HEALTH OF THE REPUBLIC OF UZBEKISTAN
	[Logo]
	


STATE INSTITUTION “THE CENTER FOR PHARMACEUTICAL PRODUCTS SAFETY”
ATTACHMENT TO THE REGISTRATION CERTIFICATE
№__________________ date_________
This attachment is an integral part of the registration certificate.

	Authorized person

	QR-code

	Name/
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	Annex 3 to
Resolution No. 738 of the Cabinet of Ministers dated
24 November 2025


LIST
of certain decisions of the Government of the Republic of Uzbekistan that are considered to be no longer in force
1. Resolution of the Cabinet of Ministers No. 213 “On approval of the Regulation on the procedure for state registration of medicines, medical devices and medical equipment and issuing registration certificates” Dated March 23, 2018.
2. Clause 1 of Appendix 1 and Clause 4 of Appendix 2 of Resolution of the Cabinet of Ministers No. 862 “On approval of the Regulation on the procedure for recognizing the results of registration of medicinal products carried out outside the Republic of Uzbekistan” dated October 24, 2018.
3. Clause 5 of the Appendix to Resolution of the Cabinet of Ministers No. 678 “On Amendments and Additions to Certain Resolutions of the Government of the Republic of Uzbekistan dated August 17, 2019 (Decree of the President of the Republic of Uzbekistan “On Measures for Further Accelerated Development of the Pharmaceutical Industry of the Republic in 2019–2021” No. PD-5707 dated April 10, 2019)”.
4. Clause 204 of the Appendix to Resolution of the Cabinet of Ministers No. 1046 “On Amendments to Certain Resolutions of the Government of the Republic of Uzbekistan” dated December 28, 2019 (Decree of the President of the Republic of Uzbekistan No. PD-5723 dated May 21, 2019 “On Improving the Procedure for Determining the Amounts of Wages, Pensions and Other Payments”).
5. Clause 2 of the Appendix to Resolution of the Cabinet of Ministers No. 486 “On Additional Measures for the Implementation of Good Practices (GxP) Requirements in the Pharmaceutical Industry” dated August 3, 2021.
6. Clause 13 of the Appendix to Resolution of the Cabinet of Ministers No. 661 “On Amendments and Additions to Certain Resolutions of the Government of the Republic of Uzbekistan in connection with the improvement of the infrastructure for the provision of public services and the expansion of the population’s access to public services” dated October 28, 2021.

7. Clause 19 of Appendix 3 to Resolution of the Cabinet of Ministers No. 786 “On Additional Measures to Improve the Mechanisms for Attracting External Gratuitous Assistance and the System of Working with Donors” dated December 29, 2021.

8. Clause 485 of the Appendix to Resolution of the Cabinet of Ministers No. 153 “On Amendments to Certain Resolutions of the Government of the Republic of Uzbekistan dated April 4, 2022 (Law No. LRU-682 of the Republic of Uzbekistan “On Regulatory and Legal Acts” dated April 20, 2021).
9. Clause 3 of Appendix 4 to Resolution of the Cabinet of Ministers No. 519 “On Approval of the List of Technological and Laboratory Equipment, Their Components and Spare Parts, as well as Raw Materials and Supplies, Medical Devices and Packaging Materials Exempt from Customs Duties” dated September 21, 2022.
10. Clause 3 of Appendix 2 to Resolution of the Cabinet of Ministers No. 535 “On Approval of the Regulation on the Procedure for Determining the Amount of Compensation Payble to the Patent Holder in the event of the Use of an Invention, Utility Model and Industrial Design without the Consent of the Patent Holder” dated August 31, 2024.
11. Clause 10 of Appendix 1 to Resolution of the Cabinet of Ministers No. 67 dated February 7, 2025 “On Amendments and Additions to Certain Resolutions of the Government of the Republic of Uzbekistan” dated February 7, 2025.
	
	
	[Stamp\Seal: GENERAL DEPARTMENT No. 1 OF THE
CABINET OF MINISTERS OF THE REPUBLIC OF UZBEKISTAN]




