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Announced: "Yuridicheskaya gazeta” of May 5, 2010 No 63 (1859)
Order of the Minister of Health of the Republic of Kazakhstan No 735 of Novemer 18, 2009 
On approval of the Procedure of state registration, re-registration and amendments to registration dossier of medical products (drugs), medical devices and equipment 
 

On the authority of Article 63 and Article 71 clause 13, of the code of the Republic of Kazakhstan of September 18, 2009 “On Public Health and  Public Health System”, I ORDER:
1. To approve the enclosed:
1) Procedure of state registration, re-registration and amendments to registration dossier of medicinal products,  medical devices and equipment according to Annex 1; 

2) Procedure of state registration, re-registration and amendments to registration dossier of medicinal products medical devices and equipment according to Annex 2.
2. To hold invalid some orders of the Minister of Health of the Republic of Kazakhstan, Acting Minister of Health of the Republic of Kazakhstan according to Annex 3 to the present Order. 
3. The Committee for medical and pharmaceutical activity control under the Ministry of Health of the Republic of Kazakhstan to perform state registration of the present Order with the Ministry of Justice of the Republic of Kazakhstan as established by legislation.
4. The Department of administrative and legal work (F.B.Bismildin) to arrange official publication of the present Order in the mass media after its state registration as established by legislation. 
5. To impose the duty for control of implementation of the present Order on Y.A. Birtanov, Vice-Minister of Health of the Republic of Kazakhstan. 
6. The present order becomes effective 10 calendar days after its first official publication except for Sub clause 1) of Clause 14 of Procedure of state registration, re-registration and amendments to registration dossier of medicinal products, medical devices and equipment, approved by the present Order, which becomes effective 12 months after the date of introduction of the present Order into effect. 
 

 

	Minister 
	Zh. Doskaliyev


 

Annex 1
to the Order of the Minister of Public Health 

of the Republic of Kazakhstan No 735
of November 18, 2009 
 

 
Procedure 
of State Registration, Re-registration and Amendments to registration dossier 
of Medicinal Products

1. General Provisions
 

1. The present Procedure sets requirements to the procedure of registration, re-registration and amendments to the registration dossier of medicinal products in the Republic of Kazakhstan, expedited procedure for state registration, re-registration and of reasons for refusal to register. 
2. State registration, re-registration and amendments to the registration dossier of medicinal products are performed by the governmental body for medical and pharmaceutical activity control (hereinafter referred to as governmental body). 
3. The mandatory requirement for state registration, re-registration and amendments to the registration dossier is performance of medicinal product expertise. 
The expertise is performed by the state expert organization specializing in medicinal products, medical devices and equipment not directly involved in development and manufacture of the given medicinal product (hereinafter referred to as expert organization). 
4. The present Procedure contains the following basic notions:
1) Bulk Product of the medicinal product is the measured medicinal product undergone all the stages of the technological process, except for the final packaging; 
2) Bioavailability is the speed and extent of absorption of the active substance or its active part from dosage forms and the speed and extent of becoming available in the site of action. 
3) Biosimilar is a generated biological medicinal product announced as to be similar in quality, safety and efficiency to the previously registered reference innovative biological medicinal product with a similar international nonproprietary name.
4) Biopharmaceutical Classification System (hereinafter referred to as BCS) is a scientific classification system for active substances based on their solubility in various media with certain acidity/basicity (pH) and degree of the penetration through the intestinal wall; 
5) Marketing Authorization Holder is the party responsible for efficiency, quality and safety of the medicinal product. 
6) Amendments to the registration dossier – amendments introduced by the applicant to registration dossier during the validity of the marketing authorization which do not affect the safety, efficiency and quality of the medicinal product and subject to expertise;
7) Generic (generated medicinal product) is a medicinal product similar with the original product in terms of the active substances composition and dosage form, coming on the market after expiry of the original drug protection document, or on the ground of a license agreement. 
8) Homeopathic Product is a singlecomponent or a polycomponent medicinal product containing ultra-small doses of plant, animal or mineral substances produced or manufactured according to a special technique employed in compliance with the homeopathic principles. 
9) State Re-registration of a medicinal product is the extension of state registration for a certain period with issuance of a new marketing authorization under the former registration number and entry in the State register of medicinal products, medical devices and equipment;
10) State Registration of medicinal product is the procedure for determination of the validity of the medicinal products presence in the pharmaceutical market, assessment of the product’s safety, efficiency and quality, and its entry in the State register of medical devices and equipment of the Republic of Kazakhstan for a limited period. 
11) State Register of medicinal products, medical devices and equipment is a document for record of medicinal products, medical devices and equipment registered and approved for medical application in the Republic of Kazakhstan;
12) Pre-clinical (non-clinical) study is chemical, physical, biological, microbiological, pharmacological, toxicological, and other experimental scientific study or series of studies for examination of the product under study or physical effect of drugs, methods, preventive measures and methods, diseases diagnostics and treatment for the purpose of appraisal of the product’s specific effect and(or) safety with regard to human health;  
13) Conclusion on efficiency, safety and quality of a medicinal product is a document containing results of the expertise for the stated medicinal product and recommendations on its state registration, re-registration, and amendments to the registration dossier or denial of those; 
14) Applicant is the developer, manufacturer or their authorized representatives, entitled to submit an application, documents and materials for state registration, re-registration and amendments to the medicinal products registration dossier; 
15) Safety Study in the post-marketing period includes pharmacoepidemiological or clinical studies carried out within the framework of the approved therapeutic indications of registered medicinal product for the purpose of risk identification and quantitative assessment; 
16) Clinical Study is the research with a human subject carried out to determine and confirm the safety and efficiency of drugs, preventive methods and techniques, diseases diagnostics and treatment; 
17) drug substance is a substance or a mixture (irrespective of the origin) with a certain pharmacological activity, intended for medicinal products production. 
18) Medicinal plant raw material is fresh or dried plants or their parts used for production of medicinal products;
19) Biological medicinal products are drugs containing biological proteins (hormones, cytokines, blood-coagulation factors, including low molecular weight heparins, insulin, monoclonal antibodies, ferments, colony-stimulating factors, drugs created on the basis of the tissues cells obtained by gene engineering and postfusional technologies), as well as biosimilars;  
20) Medicinal Drug is medicinal product in a particular dosage form; 
21) Medicinal Immunobiological Drugs are drugs for specific prevention, diagnosis and treatment of infectious and immune (including allergic) diseases, diagnostics by means of immunological methods of other diseasess and physiologival conditions, indication of infectious agents and their antigens in the ambient medium; blood preparations (irrespective of the procurement method), exerting curative and preventive effect through the immune system; 
22) Medicine Product International Nonproprietary Name is the name of the medicinal product recommended by the World Health Organization; 
23) Standard (normative) technical document for medicinal product quality and safety control is a document determining the set of quality standards for derugs, methods of their determination ensuring equal safety and efficiency of medicinal products irrespective of the batch; as well as consisency and uniformity of its production approved by the manufacturer with number assigned by the governmental body during state registration, re-registration of medicinal products; 
24) Good Manufacturing Practice is a complex of requirements ensuring the identity and consistency of production, medicinal products quality control for the purpose of their safety, efficiency, quality and conformity with registration dossier; 
25) Orphan Drugs are drugs for diagnostics and treatment of orphan (rare) diseases; 
26) Parapharmaceuticals are natural biological active substances or synthetic equivalents in therapeutic doses with pharmacological effect and intended for disease prevention, adjuvant therapy and body part and system capacity regulation; 
27) Medicinal product organization-manufacturer is an entity performing any of the medicinal product production stages and responsible for its safety, efficiency and quality of the final product at all promotion and marketing stages; 
28) Marketing Authorization is a document issued by the governmental body to the applicant for the registered medicinal product and representing the permit for medical application in the Republic of Kazakhstan; 
29) Registration Dossier is a set of documents submitted along with the application for state registration/re-registration of a medicinal product and amendemnts to registration dossier;  
30) Registration Number is a coded notation assigned to the medicinal product during state registration; this coded notation is indicated in the State register of medicinal products, medical devices and equipment and remain unaltered throughout the entire period of the medicinal product’s presence in the Kazakhstan pharmaceutical market;  
31) Reference Drug is an original or a generated medicinal drug with established quality, efficiency and safety, and intended for generic to be compared to it; 
32) Medicinal Product Trade Name is the name under which the medicinal product is registered; 
33) Pharmacological Drug is a substance or a mixture of sunstances with established pharmacological activity and toxicity, a potential medicinal product subject to the clinical trial; 
5. Medicinal products produced in the Republic of Kazakhstan and those imported to its territory subject to state registration/re-registration including:
1) medicinal products with trade names, specified dosage forms, dosage, and packaging;
2) bulk products of medicinal products imported to the Republic of Kazakhstan;
3) new combinations of previously registered in the Republic of Kazakhstan medicinal products with specified dosage forms, dosage, and packaging; 
4) medicinal products previously registered in the Republic of Kazakhstan, produced by other organizations-manufacturers in other dosage forms with new dosage, new packaging, new package, different excipient composition and different name. 
6. Medicinal products exempt from state registration:
1) medicinal products produced in chemist’s shops;
2) medicinal products produced according to the conditions of the Good manufacturing practice. 
7. Registration of medicinal products with different compositions of active substances under one name is prohibited. 
8. Medicinal products registered in the producer’s country are subject to state registration in the Republic of Kazakhstan. 
2. Requirements for registration dossier and its Submission Procedure

 
9. State registration, re-registration, and amendments to the registration dossier of the drugs is performed on the basis of application for state registration/re-registration of medicinal products in the Republic of Kazakhstan, amendments to the medicinal products registration dossier registered/re-registered in the Republic of Kazakhstan, submitted to the governmental body in the form according to Annexes 1, 2 to the present Procedure. 

10. Application for state registration/re-registration of medicinal products must enclose:
1) registration dossier in two copies containing documents and materials specified in Annexes 3, 4 to the present Procedure; 
2) medicinal products samples in quantities necessary for three-stage analysis according to the standard technical  document requirements for medicinal products quality and safety control; 
3) standard medicinal products and foreign substances samples, consumables, employed during medicinal products study (in exceptional cases and on return terms). 
11. Application for amendments to medicinal product registration dossier must enclose documents and materials according to Annex 5 to the present Procedure. 

12. The applicant shall submit the document confirming the payment of the state medicinal product registration/re-registration fee. 
13. Medicinal product registration dossier compiled according to the Good manufacturing practice is to be organized according to the general technical document format (hereinafter referred to as GTD) and consist of 5 modules according to Annex 4 to the present Procedure (hereinafter referred to as Modules); 

Module 1: administrative information – application, medicinal product’s brief characteristics, labeling, instruction  on medical application, information on experts, assesment of potential hazards to the environment, detailed description of monitoring system of side effects (Pharmacovigilance), and risk management system for medicinal use of medicine offered by the applicant, document confirming that the applicant has a qualified person at disposal responsible for Pharmacovigilance, collection and registration of adverse reactions discovered in the territory of the Republic of Kazakhstan, special requirements to various application types (substances, generics, autogenerics, etc.). 
Module 2: general technical document summary – GTD contents, GTD introduction, general summary of the quality, pre-clinical information review, clinical information review, pre-clinical information summary in text and tabular forms (pharmacology, pharmacodynamics, pharmacokinetics, and toxicology), clinical information summary in text and tabular forms (biopharmaceutics and related analytical methods, clinical pharmacology study, clinical information on efficiency, clinical information on safety), brief reviews on each study. 
Module 3: Quality – module contents, basic information, bibliography.
Module 4: Reports on pre-clinical (non-clinical) study – module contents, study reports, bibliography.
Module 5: Reports on clinical studies and(or) tets – module contents, list of all clinical studies in adults and children, if the drug is recommended for use in pediatrics in tabular form, reports on clinical studies, bibliography. 
Documents are filed and classified in modules; pages in modules are numbered separately. 
14. Registration dossier in GTD form is compiled:
Sub clause 1 is introduced into effect 12 months after introduction of the present Order into effect

1) by organizations-producers of far abroad countries; 
2) by organizations-producers of the CIS countries – two years after issuance of the Good Manufacturing  Practice Certificate; 
3) by organizations-producers of the Republic of Kazakhstan – three years after issuance of the Good Manufacturing  Practice Certificate.
15. The registration dossier of medicinal product, not manufactured in compliance with the Good Manufacturing Practice is compiled according to the documents list specified in Annex 3 to the present Procedure (hereinafter referred to as List). 

Documents are filed according to the order specified in the List, classified in parts.  The pages in parts are numbered separately. 
16. State registration of an original medicinal product and its new dosage forms, including medical immuno-biological drugs, radiopharmaceutical, biosimilar requires two complete sets of registration dossier. 
17. State registration of medicinal substances, bulk-products, non-officinal medicinal plant raw materials, generics, homeopathic drugs require submission of complete Modules 1-3 of registration dossier or parts 1-2 of the List.  Modules 4, 5 or parts 3, 4 of the List are to be submitted in the form specified in clauses 25, 26 of the present Procedure. 

18. In case of state registration of generic with different therapeutic application, in different dosage form, with different mode of administration, with different dosage, with different nosology as compared to the equivalent in the market, it is necessary to submit the results of the corresponding pharmacological, toxicological and clinical studies. 
19. In case of application for state registration of medicinal products with a constant composition of known active substances not applied previously in such combination with the therapeutic purpose, it is necessary to submit the complete dossier (Modules 1-5 or parts 1-4 of the List). Modules 4, 5 or parts 3, 4 of the List must contain the results of pharmacological, toxicological and clinical studies referred to the given combination; separate references for particular ingredients are not provided. 
20. In case of state registration of plant medicinal drugs, including medicinal plant raw materials composition, it is necessary to submit the results of the corresponding pharmacological, toxicological and clinical studies. Materials and documents on pre-clinical (non-clinical) and(or) clinical studies must include:
1) materials of pre-clinical (non-clinical) specific activity trials; 
2) acute and chronic toxicity studies materials;
3) information on local irritating effect;
4) information on allergenic properties;
5) clinical use experience in the manufacturer’s country.
Alongside with that the materials on qualitative aspects of the medicinal drug must be submitted in complete form. 
21. State re-registration of medicinal products require submission of Modules 1-3 and reports on post-registration experience of application with brief authentic translation into the Russian language of the main sections (Module 5) or parts 1-2 of the List. 

22. Document of Modules 1 and 3: specifications (3.2.P.5.1.), analytical methods (3.2.Р.5.2.), specification grounding (3.2.Р.5.6.), and parts 1-2 of the List are submitted with authentic translations into the Russian language. 

23. State registration/re-registration of different dosage forms of the same medicinal products requires separate applications and registration dossiers for each dosage form. State registration/re-registration of one dosage form with different dosage, concentration, admission space requires one application and registration dossier with enclosed package and label designs for each dosage, concentration, admission space and quantity of doses in a package. 
24. Orphan medicinal drugs can be registered in agreement with the Applicant or in the following cases, when pre-clinical (non-clinical) and clinical studies are insufficient:
1) if scientific knowledge level at the moment of filing application for state registration does not allow to obtain fuller information;
2) if obtaining of additional information contradicts the generally accepted medical ethics principles.
Positive decision on state registration of orphan drugs can be made if the Applicant assumes obligation to:
1) carry out a specific study program within a specified time period, the results of which will be the basis for re-evaluation of the “benefit-risk” ratio; 
2) to ensure application of the medicinal drug under strict medical supervision; 
3) immediately inform the governmental body of any adverse effects emerging due to the orphan drug application and measures taken;
List of the conditions and deadlines for their fulfillment must be posted by the governmental body on its web-site.
During the period of fulfilment of the required conditions, the governmental body must annually re-evaluate the “benefit-risk” ratio for the orphan drug, registered accordingly. Instruction on therapeutic indications and other medical information on the registered so orphan drug must contain a note on the missing data. 
25. Medicinal products that refer to biosimilars can be registered if the following information is submitted:
1) full information of authenticity of the active substance and medicinal drug (biosimilar) production process in comparison with the production processes of the active substance and reference biological medicinal product; 
2) information on production of the active substance and final product according to the Good Manufacturing Practice, confirming its validation and represented in comparison with the reference biological medicinal product production process;
3) proofs of structural similarity with the biological medicinal product and composition identity; 
4) reports on pre-clinical (non-clinical) comparative studies aimed at detection of differences in pharmacotoxicological properties of the biosimilar and reference biological medicinal product; 
5) reports on clinical studies containing the established equivalent quality and safety, safety and immunogenicity information presented on the basis of the study of a certain number of patients sufficient for determination of the biosimilar adverse reactions nature, and comparison of the nature, frequency and severity of adverse reactions of the  biosimilar with reference biological medicinal product; 
6) instructions on medical application with specification that the medical product is a biosimilar. 
26. For state registration of generics the Applicant shall present documents and materials including the following information on Modules 4 and 5 or parts 3 and 4 of the List:
1) grounding for referring the medicinal product to generics in accordance with the BCS;
2) information on bioequivalence study or grounding of its absence; 
3) information proving absence of variation in pharmacokinetics, pharmacodynamics and(or) toxicity of various salts, esters or derivative active substances of the registered drug (in case of failure to submit this information, the substance shall be regarded as a new active substance);
4) scientific publications on the drug stated; 
5) acute and chronic toxicity research data, comparative pharmacodynamic studies and(or) clinical experience of application in the manufacturer’s country for dosage forms which do not allow performance of bioequivalence studies; 
6) information proving the bioequivalence of the reference drug with the original drug or information on clinical experience of application in the manufacturer’s country if the chosen reference drug is not registered in the Republic of Kazakhstan and is not original; 
7) grounding of equivalence of a drug to a previously registered drug if the factors affecting the pharmacological and technological parameters of solid dosage forms are changed.
27. For state registration of homeopathic drugs the Applicant shall present documents and materials including the following information on Modules 4 and 5 or parts 3 and 4 of the List:
1) for drugs applied over a long period, it is enough to present the review of literature data on the efficiency and safety  of the homeopathic drug ingredients in the declared application area;
2) for new homeopathic drugs not mentioned in pharmacopeias and monographs, it is necessary to present information on toxicology studies, grounding for selection various potencies, and information on clinical application experience;
3) instruction on medical application with specification that the medical product is a homeopathic drug. 
 

3. State Registration, Re-registration, Amendments to 

Medicinal Products Registration Dossier 
 
28.  Upon acceptance and registration of an application for state registration, re-registration, and amendments to the registration dossier and document on payment of the registration fee in accordance with the tax legislation of the Republic of Kazakhstan, the governmental body shall adopt decision on the medicinal product expertise executed in the form of a conclusion of the practicability of conducting an expert evaluation of the medicinal product declared for state registration, re-registration and amendments to the registration dossier in accordance with Annex 6 to the present Procedure. 
The governmental body shall submit to the expert organization application, conclusion on feasibility of medicinal product expertise, registration dossier in two identical copies, medicinal products samples in quantities necessary for three-stage analysis, standard samples of medicinal and foreign substances, consumables (in exceptional cases and on return terms) within seven calendar days after application acceptance. 
29. According to the decision of the governmental body and on the basis of the expert organization’s recommendations, governmental body and expert organization specialists visit the organization-producer to assess production conditions and quality control. 
30. Information contained in registration dossier (materials and documents), all expertise stages during state registration, re-registration and amending the medicinal product registration dossier are recognized as confidential. 
Individuals with access to confidential information on state registration, re-registration and amendments to the medicinal product registration dossier due to their position,status and performance of obligations are obliged to keep the confidentiality of information and take measures on its protection.
31. Analytical and clinical studies and(or) trials of pharmacological and medicinal products are carried out in accordance with established order by accredited testing laboratories and clinical establishments. 
32. Clinical studies and(or) pharmacological, medicinal products trials, and generics bioequivalence trials are performed according to decision of the governmental body and the recommendations of the expert organization in case of necessity of additional information on safety and efficiency. 
Clinical studies and(or) pharmacological, medicinal products trials, and generics bioequivalence trials are performed in clinical establishments on the basis of an agreement with the Applicant.

The expenses of conducting clinical studies and (or) trials and tests for bioequivalence shall be covered by an applicant.

33. If pre-clinical (non-clinical) studies are insufficient or missing, additional studies according to the expert organization shall be carried out on the basis of an agreement with the Applicant. 
Pre-clinical study expenses shall be covered by the Applicant.
34. Governmental body suspends the expertise in case of an application from the owner of a trade mark or a patent holder on violations of his intellectual property rights by another Applicant until the judgment is passed. 
35. The governmental body shall adopt the decision on state registration, re-registration, and amendments to the medicinal products registration dossier or refusal on the basis of the expert organization conclusion on safety, efficiency and quality of the medicinal product submitted for state registration, re-registration, and amendments to the medicinal products registration dossier in the Republic of Kazakhstan, according to Annex 7 to the present Procedure. 
36. In case of positive decision on state registration, re-registration of a medicinal product, the governmental body within ten calendar days shall issue a marketing authorization and an order:
1) on registration of the medicinal product with the State Register of medicinal products, medical devices and equipment and permit for medical application in the Republic of Kazakhstan; 
2) on approval of the instruction on medical application of the medicinal product (except for phylactic immuno-biological drugs, instructions on medical application which are approved after conformation of the governmental body in the sphere of community sanitation-and-epidemiological welfare); 
3) on approval of the standard technical document for the medicinal product quality and safety control;
4) on approval of package, labels, and stickers designs. 
37. For the registered medicinal product the governmental body shall issue the following documents to the Applicant and expert organization after approval of the order:
1) marketing authorization (its copy to the expert organization) with indication of the time period within which its medical use is permitted on the territory of the Republic of Kazakhstan according to Annex 8 to the present Procedure;
2) approved instruction for medical application of the medicinal product in the national and Russian languages; 
3) approved standard technical document for the medicinal product quality and safety control with an assigned number;
4) approved package, labels, and stickers designs. 
38. After signing the order and all the documents concluding medicinal products state registration, re-registration, the expert organization generates one file copy of registration dossier, including the copy of the marketing authorization, primary expertise conclusion, special pharmaceutical and pharmacological expertise conclusions, testing laboratory report, approved instruction on the medicinal product medical application, approved standard-technical document for medicinal product quality and safety control with an assigned number, approved package, labels, and stickers designs, materials on correspondence with the Applicant and keeps the file copy in the departmental record office.
The registration dossier submitted for state registration and re-registration must be kept in an archive in compliance with confidentiality requirements, regardless of the results of registration. 

The expert organization issues the second copy of registration dossier to the Applicant.
39. During the period of the marketing authorization validity, registration dossier kept in the departmental record office is supplemented with copies of marketing authorization on amendments with all enclosed Applicant's documents and reports on safety and efficiency.
40. Marketing authorization validity period is determined with regard to "benefit-risk" factor, stability parameters for the medicinal drug over a period from three to five years, for the medicinal substance, medicinal plant raw material – over the period from three to ten years. 
41. Throughout the marketing authorization validity period, the marketing authorization holder is responsible for the quality, efficiency and safety of the supplied registered medicinal product that must conform with the samples submitted for state registration, re-registration.
42. Throughout the marketing authorization validity period, the marketing authorization holder shall submit to the governmental body reports on safety and efficiency of the medicinal product with the following regularity:
1) every six months over the period of two years after state registration;
2) every year – over the period of three subsequent years;
3) thereafter – every five years after further re-registration of the medicinal product. 
43. The governmental body shall adopt a decision on temporary banning of medical application of a medicinal product or banning with marketing authorization withdrawal, in the following cases:
1) detection of previously unknown hazardous adverse reactions of the medicinal product;
2) non-conformity of quality of the imported medicinal product with the samples submitted for state registration, re-registration.
44. After expiration of validity of the marketing authorization, the medicinal product is allowed for further use after re-registration only.
45. 
The Applicant can file an application for re-registration before expiration of validity of the marketing authorization and within 6 months after expiration of validity of the marketing authorization.
46. It is possible to market medicinal products with expired marketing authorization, if those were imported in the Republic of Kazakhstan or produced by the domestic producers during the period of the marketing authorization validity.
 

4. Expedited State Registration, Re-registration of

Medicinal Products Procedure
 
47. Expedited state registration, re-registration without leveling down safety and efficiency standards for medicinal products (hereinafter referred to as expedited procedure) can be applied to:
1) medicinal products including medical immuno-biological drugs for prevention of emergencies and for the purpose of national security; 
2) orphan drugs;
3) authorized generics; 
4) medicinal substances and bulk products; 
5) medicinal drugs produced out of bulk product registered in the Republic of Kazakhstan; 
48. Expedited procedure is performed in the following manner:
1) exclusion of certain expertise stages; 
2) acceleration of carrying out of expertise; 
        49. In case of submission of an incomplete set of documents or if doubts arise in the quality and fidelity of the materials and documents submitted, expedited state registration, re-registration of medicinal devices and equipment cannot be applied. 
50. Expedited state registration, re-registration is performed on the basis of the agreement between the expert organization and the Applicant. 
51. Decision on expedited state registration, re-registration is adopted by the governmental body on the Applicant’s written request with the reasoned proof of its necessity.
 

5. Amendments to Registered Medicinal Product Registration Dossier

during Marketing Authorization Validity Period
 
52. Amendments to registration dossier must not level down the medicinal product safety and quality.
53. Amendments are classified into:
1) Type I amendments – no new registration is required (Annex 5 to the present Procedure):
minor changes related to amendments to registration dossier contents during marketing authorization validity period;
urgent temporary restriction related to medicinal product application safety imposed by the Applicant in case of detecting human health risk due to the medicinal product application; 
2) Type II amendments requiring new state registration of medicinal products connected with essential alterations in the medicinal products properties (Annex 9 to the present Procedure).
Type II amendments are introduced in a order stated in the present Procedure for medicinal products state registration. 
54. Within one month after introduction of amendments to registration dossier, the Applicant submits an application to the governmental body according to Annex 2 to the present Procedure, documents and materials according to Annex 5 to the present Procedure. 
55. On the basis of the expertise results the expert organization issues conclusion on impact of the amendments introduced to registration dossier on the medicinal product safety, efficiency and quality in the form compliant to Annex 10 to the present Procedure. 
56. Within ten calendar days, the governmental authority issues order on amendments to registration dossier constituting the ground for introduction of the relevant amendments to registration dossier by the expert organization. 
57. Type I amendments: the Applicant receives new marketing authorization under the former state registration number for the remaining validity period of medicinal product state registration with specification of date of amendments introduction and order number in the new marketing authorization form.
58. In case of amendments to registration dossier related to medicinal product package alterations, it is permissible to market medicinal products in new and former packages simultaneously until the expiry of shelf-life of a medicinal product in the former package. 
59. In case of type I amendments to registration dossier related to alteration of instructions on medical application of the medicinal product a new instruction on medical application of a medicinal product must be approved and issued. 
It is permissible to market a medicinal drug with a previously approved instruction on medical application before expiry of shelf-life of a medicinal product. 
 

6. Reasons for Rejection of State Registration, Re-registration of Medicinal Products

and Amendments to registration dossier
 
60. The governmental body can refuse to register, re-register a medicinal product and amend registration dossier in the following cases:
1) in case of failure to submit the complete registration dossier after obtaining directions on the necessary changes upon the primary expertise, failure to submit additional materials confirming the safety, efficiency and quality of medicinal products during the stages of special expertise within the period of thirty calendar days. 
2) in case the medicinal product submitted for state registration, re-registration is of lower safety and quality as compared to the registered equivalents. 
3) in case of presence of substances banned in the Republic of Kazakhstan. 
4) in case of lower quality and safety parameters regulated by the State Pharmacopoeia of the Republic of Kazakhstan or Pharmacopeias accepted as valid in the Republic of Kazakhstan or in comparison with previously registered equivalents; 
5) in case of submission of invalid information; 
6) in case of refusal of the Applicant to perform trials appointed in accordance with established order; 
7) in case of negative results of clinical and(or) other studies of safety, and(or) efficiency, and(or) quality of the medicinal product; 
8) in case of discrepancies between the actual production conditions and quality management system, and the requirements ensuring the stated safety, efficiency and quality of medicinal products detected upon visit to the organization-manufacturer. 
61. In case of refusal to register, re-register, or withdrawal of application for state registration by the Applicant after beginning of the expertise, registration fee and expert work cost will not be refunded.
62. Upon the decision, the governmental body informs the Applicant of rejection in a written form within ten calendar days to register, re-register a medicinal product and amend registration dossier. 
63. Decision on rejection can be appealed against in accordance the legislation of the Republic of Kazakhstan. 
Annex 1 

to the Procedure of state registration, 
re-registration and amendments to 
registration dossier of medicinal products
 

 

Form
 
Application for State Registration, Re-registration of Medicinal Products 
in the Republic of Kazakhstan 
 

	2.
	 
	 
	 
	 
	 
	 

	...
	 
	
	 
	 
	 
	 
	 

	1.
	Trade name
	in the national language
	 

	
	
	in Russian 
	 

	2.
	The medicinal product is (mark the item that applies)
	� original � generic

	
	Specify the name of original medicinal product for generic 
	 

	3.
	International nonproprietary name (INN)
	in Russian
	 

	
	
	through Latin letters 
	 

	4.
	Dosage form
	in the national language
	 

	
	
	in Russian
	 

	5.
	Dosage 
	 

	6.
	Concentration
	 

	7.
	Code according to the Anatomico-therapeutic-chemical classification (ATC-code)
	 

	8.
	Basic pharmacological effect
	 

	9.
	Application area (specify diseases when application of medicinal product is recommended) 
	 

	10
	Introduction methods
	 

	 
	 
	 
	 
	 
	 
	 
	 


 
11. Package
 

	No
	Package name
	Package kind (primary, secondary)
	Size
	Volume
	Quantity of units in a package
	Brief description

	1.
	 
	 
	 
	 
	 
	 


 
12. Complete qualitative and quantitative composition of the medicinal product 
 

	No
	Name
	Substance type (active or excipient)
	Quantity per unit of dosage form1
	Normative document which regulates quality or Pharmacopeia with the publishing year specified
	Feature of human or animal origin 

	1.
	 
	 
	 
	 
	 

	2.
	 
	 
	 
	 
	 

	..
	 
	 
	 
	 
	 


 

For drug plant raw material
 

	No
	Botanic Latin names of plants which form part of composition 
	Normative document which regulates quality or Pharmacopeia with the publishing year specified 
	Wild-growing or domestic 
	Habitat

	1.
	 
	 
	 
	 

	2.
	 
	 
	 
	 

	..
	 
	 
	 
	 


 
13. Controlled by the international drug control committee 
 

	No
	Name of the substance which is a part of medicinal product subject to control in the RoK 
	Chemical name of medicinal product 
	Table of the list of narcotic drugs, psychotropic substance and precursors subject to control in the RoK (mark the item that applies) 

	1.
	 
	 
	� table II 
� table III  
� table IV 

	2.
	 
	 
	� table II  
� table III 
� table IV 

	...
	 
	 
	� table II 
� table III  
� table IV 


 
14. Existence of toxicants in the medicinal products subject to licensing according to the legislation of the Republic of Kazakhstan 
 

	No
	Name of toxicant, which forms part of the medicinal product, subject to licensing in the RoK 
	List of toxicants subject to licensing in the RoK (mark the item that applies) 

	1.
	 
	� list 1 
� list 2 

	2.
	 
	� list 1 
� list 2 

	...
	 
	� list 1 
� list 2 


 
15. Manufacturers of active substances which are components of the medicinal product 
 

	No
	Name of the substance which forms part of the medicinal product 
	Name of the manufacturer in the Russian and English languages 
	Country*
	Address of the production site in the Russian and English languages

	1.
	 
	 
	 
	 

	2.
	 
	 
	 
	 

	...
	 
	 
	 
	 


 
	16.
	Medicinal product shelf-life
	proposed shelf-life 
	 

	
	
	proposed application period (after the first unpacking of container)
	 

	
	
	proposed application period (after dissolving or diluting)
	 

	17.
	Transportation
	 

	18.
	Storage conditions
	proposed storage conditions 
	 

	
	
	proposed storage conditions after the first unpacking 
	 


---------------------------

1 Note: For homeopathic ones – per 100 g. In weight units (g, mg, mg/kg), biological units, in concentration units (percents, mg/ml) per 1 unit of dosage form.
 

19. Registration in the manufacturer’s country and other countries 
 

	No
	Country name*
	Marketing authorization number (marketing license) 
	Date of issue
	Validity

	1.
	 
	 
	 
	 

	2.
	 
	 
	 
	 

	...
	 
	 
	 
	 


 
20. Safety by title of protection (patents) in the Republic of Kazakhstan
 

	No
	Patent protection type
	Document number
	Date of issue
	Validity
	Holder of protection title  
(patent owner)

	1.
	 
	 
	 
	 
	 

	2.
	 
	 
	 
	 
	 

	...
	 
	 
	 
	 
	 


 

	21.
	Dispensing category in the applicant’s country
	� on prescription
� without prescription

	22.
	Is medicinal sunstance, produced  not under the Good manufacturing practice, applied for state registration for domestic producers (except homeopathic drugs, immuno-biological medicinal products and medicinal plant raw materials) 
	� Yes 
� No

	23.
	Production 
	� Completely produced at this production site
� Partially produced at this production site
� Completely produced at other production site

	 
	 
	 
	 


 
24. Applicant 
 

	Name
Surname, name, patronymic
	in the national language
	 

	
	in Russian
	 

	
	in English 
	 

	Country*
	 

	Legal address
	 

	Actual address
	 

	Phone
	 

	Fax
	 

	e-mail
	 

	Head’s surname, name, patronymic
	 

	Contact person
	Name
	 

	
	Position 
	 

	
	Phone
	 

	
	Fax
	 

	
	e-mail
	 


-----------------------------

* Country is registered according to the Unified classifier SC RoK ISO  3166 (full name of the country with numeric code specified)
 
25. Authorized representative/company, representation office of the applicant authorized to act during state registration in the Republic of Kazakhstan  
 
	Name (or surname, name, patronymic)
	in the national language 
	 

	
	in Russian 
	 

	
	in English 
	 

	Country*
	 

	Legal address
	 

	Actual address
	 

	Phone
	 

	Fax
	 

	e-mail
	 

	Head’s surname, name, patronymic
	 

	Information on letter of authority 
	Number of letter of authority
	 

	
	Date of issue
	 

	
	Validity
	 


 
26. Medicinal product manufacturer
 

	Name 
Surname, name, patronymic
	in the national language
	 

	
	in Russian
	 

	
	in English
	 

	Country*
	 

	Legal address
	 

	Actual address
	 

	Phone
	 

	Fax
	 

	e-mail
	 

	Head’s surname, name, patronymic
	 

	License (permit) for production, issued by the authorized agency of the producer’s country 
	License number
	 

	
	Date of issue 
	 

	Contact person
	Surname, name, patronymic
	 

	
	Position 
	 

	
	Phone
	 

	
	Fax
	 

	
	e-mail
	 

	 
	 
	 
	 


 
27. The medicinal drug manufacturer(s) and production site(s) (including production sites of any component (including dosage form solubilizer), which is a part of the medicinal drug)2 
 

	Name 
Surname, name, patronymic
	in the national language
	 

	
	in Russian
	 

	
	in English
	 

	Country*
	 

	Legal address
	 

	Actual address
	 

	Phone
	 

	Fax
	 

	e-mail
	 

	Head’s surname, name, patronymic
	 

	Brief description of functions performed on the production site
	 

	If the production site is situated in the Republic of Kazakhstan 
	Number of license for production 
	 

	
	Number of GMP certificate (if any) 
	

	
	Authorized person’s surname, name, patronymic (if not specified in the production license) 
	

	If the production site is situated outside the Republic of Kazakhstan 
	Certificate of pharmaceutical product number (СPР) according to the WHO form, in the absence thereof - GMP certificate number
	 

	
	Number of free sale certificate, in the absence thereof – the production license number
	 

	Contact person
	Surname, name, patronymic
	 

	
	Position 
	 

	
	Phone
	 

	
	Fax 
	 

	
	e-mail
	 


_______________

2 Clause 27 is repeated in case of need to add the description of an additional site 
 

28. Organization – medicinal product packer 
 

	Name 
	in the national language
	 

	
	in Russian 
	 

	
	in English 
	 

	Country *
	 

	Legal address
	 

	Actual address
	 

	Phone
	 

	Fax
	 

	e-mail
	 

	Head’s surname, name, patronymic 
	 

	Contact person
	Surname, name, patronymic
	 

	
	Position
	 

	
	Phone
	 

	
	Fax
	 

	
	e-mail
	 


 
29. Marketing authorization holder
 

	Name
	in the national language
	 

	
	in Russian 
	 

	
	in English
	 

	Country*
	 

	Legal address
	 

	Actual address
	 

	Phone
	 

	Fax
	 

	e-mail
	 

	Head’s surname, name, patronymic
	 

	Contact person
	Surname, name, patronymic
	 

	
	Position
	 

	
	Phone
	 

	
	Fax
	 

	
	e-mail
	 


 
30. 
Authorized person for pharmacovigilance in the Republic of Kazakhstan 
 

	Name 
	 

	Country*
	 

	Legal address
	 

	Actual address
	 

	Phone
	 

	Fax
	 

	e-mail
	 

	Head’s surname, name, patronymic
	 

	Contact person
	Surname, name, patronymic
	 

	
	Position
	 

	
	Phone
	 

	
	Fax
	 

	
	e-mail
	 


 
31. Authorized person responsible for withdrawal of medicinal products in the Republic of Kazakhstan  
 
	Name
	 

	Country*
	 

	Legal address
	 

	Actual address
	 

	Phone
	 

	Fax
	 

	e-mail
	 

	Head’s surname, name, patronymic
	 

	Contact person
	Surname, name, patronymic
	 

	
	Position
	 

	
	Phone
	 

	
	Fax
	 

	
	e-mail
	 


 
32. Information about the contract for medicinal products expertise 
 

	Contract number
	 

	Conclusion date
	 

	Validity
	 


 
33. Subject effecting payment for medicinal product expertise 
 

	Name
Surname, name, patronymic 
	in Russian 
	 

	
	in English 
	 

	Country *
	 

	Legal address
	 

	Actual address
	 

	Phone
	 

	Fax
	 

	e-mail
	 

	Details of the payer
	TIN, BIN, IIN
	 

	
	Bank
	 

	
	Account number
	 

	
	Foreign currency account
	 

	
	Code
	 

	
	BIC
	 


Applicant: ____________________________________________________ I assure authenticity and identity of the information contained in all the copies of registration dossier, fidelity of quality control methods translations, the medicinal products application instruction, as well as compliance of medicinal product samples, standard samples of medicinal and foreign substances to normative documents submitted for registration.  
In case of state registration I am obliged to supply the medicinal product which conforms with the samples, submitted for state registration and assure compliance of the medicinal product to requirements of the medicinal product quality and safety control standard technical document on efficiency, safety and quality parameters during the whole shelf-life provided that transportation and storage conditions are complied in accordance with requirements of the organization-producer.
I am obliged to inform within a month after making a decision on any amendments to registration dossier and discovering any adverse reactions, not specified in the medicinal product application instruction and to submit reports on efficiency and safety every 6 months during two years after state registration, and annually during the next three years and no less than once in five years during the next re-registration.
 

The application is executed in 4 copies.
Date __________
______________ _______________ ______________________________

   Position               signature              Surname, name, patronymic of the responsible person of the Applicant
 

Stamp here
 

Annex 2 
to the Procedure of state registration, 
re-registration and amendments to 
registration dossier of medicinal products 
 

 

Form
Application 
for Amendments to registration dossier of the Medicinal Product 
with State Registration (Re-registration) in the Republic of Kazakhstan 
 
	No _______ 
	«____» ________ 200_ 


 

1. Trade name of the medicinal product (in the national, Russian languages)  ___________________________________________
2. Dosage form, dosage, concentration, admission space, quantity of doses in a package_________________________________
3. The medicinal product is registered in the Republic of Kazakhstan and in the State register with No_________ dated of_______
4. Applicant (organization-manufacturer, marketing authorization holder, authorized representative) (fill in where necessary):
4.1. Organization-manufacturer of the medicinal product Name of the organization-producer  ___________________________
The organization-manufacturer’s country (full name of the country (official status) with the numeric code specified according to the unified classifier of the State Classifier of the RoK ISO 3166)
Legal address _______________________________________________
Address_____________________________________________________
Head’s surname, name _________________________________________________
Phone, fax, Е-mail_______________________________________________________

Contract number for medicinal products expertise, conclusion date, validity __________________________________
4.2. Marketing authorization holder
Company name ______________________________________________________
Company-manufacturer ________________________________________
                                         (for marketing authorization filling in )
in the national language _______________________________________________
in Russian ______________________________________________________
for foreign (except the CIS countries) (additionally in English)____________________________
The organization-manufacturer’s country (full name of the country (official status) with the numeric code specified according to the unified classifier the State Classifier of the ROK ISO 3166) ____________________________
Head _____________________________________________________
Legal address____________________________________________________
Actual address _______________________________________________
Phone, fax, Е-mail _____________________________________________________

Contract number for medicinal products expertise, conclusion date, validity  _________________________________________________
4.3. Authorized person/company, representation office of the applicant authorized to act during state registration in the Republic of Kazakhstan  __________________________________________________________________
acting on the basis of ____________________________________________________________________
                 (number of letter of authority, date of issue, validity)
Surname, name, patronymic / company name________________________________
Legal address ____________________________________________________
Address _____________________________________________________
Phone, fax, E-mail __________________________________________________
Contract number for medicinal products expertise, conclusion date, validity _______________________________;
4.4. Authorized person/company, representation office of the applicant authorized to act between the marketing authorization holder and the authorized body of the Republic of Kazakhstan after state registration (if different from those defined in sub clause 4.3) __________________________________________________________

acting on the basis of _____________________________________________________________________
 (number of letter of authority, date of issue, validity)
Surname, name, patronymic / company name  ______________________________
Legal address______________________________________________
Address _______________________________________________
Phone, fax, E-mail_______________________________________________________
Contract number for medicinal products expertise, conclusion date, validity  ________________________________________;
5. Amendments for submission: __________________________________________________________________________________________________________________________________________________________

Data submitted:
Volume _____________ pages ________________
6. Qualitative and quantitative composition of the medicinal product, including active substances and excipients 
 

	Substance
	Quantity per dosage form unit

	Drug substance
	 

	1.
	 

	2.
	 

	3. etc. 
	 

	Excipients
	 

	1.
	 

	2. etc.
	 


 

The Applicant assures authenticity of the information provided and keeps responsibility for efficiency, safety and quality of the medicinal product. 
The medicinal product expertise payer is __________________________________________________________________
(organization-producer, representative office, authorized representative)
Details of the payer:__________________________________________________________________                       
                                (TIN, IIN, BIN, account number, foreign currency account, code, BIC, bank)
 

Date __________
_____________ ________________ __________________________________
Position              signature       Surname, name, patronymic of the firm head or official    representative 
 

Stamp here
 

Annex 3 
to the Procedure of state registration, 
re-registration and amendments to 
registration dossier of medicinal products 
 

 

List 
of Documents of registration dossier to be Submitted for State Registration,
Re-registration and Amendments to
registration dossier of Medicinal Products in the Republic of Kazakhstan 
 

	No 
	Name of documents
	Medicinal products 

	
	
	Medici-

nal product
	Medicinal bulk-product
	Drug substance
	Non-officinal drug plant raw material 
	Homeo-

pathic medici-

nal products

	Paraphar-maceuticals
	Medicinal immuno-biological products 


	1
	2
	3
	4
	5
	6
	7
	8
	9

	 
	Part I General documents
	 
	 
	 
	 
	 
	 
	 

	I А
	Administrative information 
	 
	 
	 
	 
	 
	 
	 

	I А 1.
	Application for state registration in the form (in hard and soft copy)
	+
	+
	+
	+
	+
	+
	+

	I А 2.
	**Certificate for pharmacological product  (СРР), issued according to the recommendation of the WHO
	+
	+
	-
	+
	+
	+
	+

	 
	In the absence thereof the following documents are submitted:
	 
	 
	 
	 
	 
	 
	 

	 
	**Certificate (marketing authorization) about registration in the producer’s country (certified by a notary)
	+
	+
	-
	-
	+
	+
	+

	 
	** GMP certificate with specified date and the last inspection results (certified by a notary) 
	+
	+
	-
	-
	+
	+
	+

	 
	**Certificate which allows free sale (export) 
	+
	+
	-
	+
	+
	+
	+

	I А 3.
	***State license for pharmaceutical activity (certified by a notary)
	+
	+
	+
	+
	+
	+
	+

	I А 4.
	***Annex to the license (for plant raw materials –procurement permit for domestic producers) 
	+
	+
	+
	+
	+
	+
	+

	I А 5.
	If the production process involves several producers, the documents specified in clauses IА2, IА3, IА4 are submitted for all production participants 
	+
	+
	+
	+
	+
	+
	+

	I А 6.
	License contract (agreement) for the production right (before termination of the original drug patent)
	+
	+
	-
	-
	+
	-
	+

	I А 7.
	Information about registration in other countries with number and date of the marketing authorization specified (or copies of the certificate or the marketing authorization)
	+
	+
	+
	+
	+
	+
	+

	I А 8.
	Document which confirms the quality of the active substance (substance analysis certificate from the manufacturer, European Pharmacopeia monograph compliance certificate, analysis protocol, analytical passport and others)
	+
	+
	-
	-
	-
	+
	+

	I А 9.
	Document which confirms quality of three industrial batches of finished products (analysis certificate, analysis protocol and others), one batch should coincide with the batch of the medicinal product sample submitted for registration
	+
	+
	-
	+
	+
	+
	+

	I А 10.
	Prion safety document for substances of animal origin from the manufacturer 
	+
	+
	+
	-
	+
	+
	+

	I А 11.
	A copy – marketing authorization of the RoK for re-registration 
	+
	+
	+
	+
	+
	+
	+

	I А 12.
	Information on rejection of registration, withdrawal by relevant authorities or applicant, on termination of the marketing authorization or its suspension by relevant authorities (with reasons specified in case of precedents)  
	+
	+
	+
	+
	+
	+
	+

	I.В.
	Brief characteristics of the medicinal product (SPC), labeling, medical application instruction 
	 
	 
	 
	 
	 
	 
	 

	I.В.1.
	** Brief characteristics of the medicinal product (SPC), approved in the manufacturer’s country in English 
	+
	-
	-
	+
	+
	+
	+

	I.В.2.
	**Authentic translation of the brief characteristics of the medicinal product (SPC) into Russian
	+
	-
	-
	+
	+
	+
	+

	I.В.3.
	Instruction draft of medical application in the national language (in hard and soft copy) 
	+
	-
	-
	+
	+
	+
	+

	I.В.4.
	Instruction draft of medical application in Russian (in hard and soft copy) 
	+
	-
	-
	+
	+
	+
	+

	I.В.5.
	Coloured packing and label designs in hard copies and in soft copy. (in the absence of commercial package – sample in finished primary package without finished labeling. Besides, a sample in primary and secondary package shall be additionally submitted before the expertise is complete) in 3 copies.
	+
	-
	-
	+
	+
	+
	+

	I.С
	Detailed description of  pharmacovigilance and risk management system when applying the medicinal product, proposed by the Applicant 
	+
	-
	-
	-
	+
	+
	+

	I.D
	Document which confirms existence of the qualified person, responsible for pharmacovigilance for collection and registration of adverse reactions discovered in the RoK 
	+
	-
	-
	-
	+
	+
	+

	 
	Part II Chemical, pharmaceutical and biological documents 
	 
	 
	 
	 
	 
	 
	 

	II
	Contents 
	+
	+
	+
	+
	+
	+
	+

	II А
	Composition
	 
	 
	 
	 
	 
	 
	 

	II А 1
	Qualitative and quantitative composition of the medicinal drug (active substance, excipients, coat composition of tablet or capsule coating)
	+
	+
	-
	+
	+
	+
	+

	II А 2
	Packaging (brief description) 
	+
	+
	-
	+
	+
	+
	+

	II А 3
	Pharmaceutical development  (grounding of composition choice, primary package etc.)
	+
	+
	-
	+
	+
	+
	+

	II В
	Information about production:
	 
	 
	 
	 
	 
	 
	 

	II В 1
	production formula 
	+
	+
	-
	-
	-
	+
	+

	II В 2
	production technology description 
	+
	+
	+ (synthesis way)
	-
	+
	+
	+

	II В 3
	production process control (operational control) 
	+
	+
	-
	-
	+
	+
	+

	II В 4
	validation of production processes
	+
	+
	-
	-
	+
	+
	+

	II С
	Basic materials control methods 
	 
	 
	 
	 
	 
	 
	 

	II С 1
	Active substance
	 
	 
	 
	 
	 
	 
	 

	II С 1.1
	Quality certificate for active substances (except officinal ones)
	+
	+
	-
	+
	+
	+
	+

	II С 2
	Excipients
	 
	 
	 
	 
	 
	 
	 

	II С 2.1
	quality certificate for excipients
	+
	+
	-
	-
	+
	+
	+

	II С 3
	Packaging material (immediate and secondary package) 
	 
	 
	 
	 
	 
	 
	 

	II С 3.1
	quality certificate for packaging material
	+
	+
	+
	+
	+
	+
	+

	II E
	Quality specification of the finished product with authentic translation 
	 
	 
	 
	 
	 
	 
	 

	II E 1
	Approved standard technical document for medicinal product quality and safety control, an explanatory note for it, validation of medicinal product trials methods  (except officinal methods) in hard and soft copy 
	+
	+
	+
	+
	+
	+
	+

	II F
	Stability trial results of no less than three industrial or pilot commercial batches
	+
	+
	+
	+
	+
	+
	+

	II G
	Dissolution profile date (for solid dosage forms)
	+
	+
	-
	-
	+
	+
	 

	II H
	Bioavailability, bioequivalence data (for generics), safety and efficiency data - for parenteral form of generics  
	+
	-
	-
	-
	-
	+
	 

	II K
	Animals control data 
	-
	-
	-
	-
	-
	-
	+

	II L
	Potential environmental risks data for drugs containing genetically modified organisms
	+
	+
	+
	-
	-
	+
	+

	II M
	Regular updated report on safety (during re-registration)
	+
	-
	-
	+
	+
	-
	+

	II Q.
	Additional information which confirms quality (if necessary)
	+
	+
	+
	+
	+
	+
	+

	 
	Part III. Pharmacological and toxicological documents
	 
	 
	 
	 
	 
	 
	 

	III.
	Contents 
	+
	+
	-
	+
	+
	+
	+

	III А.
	Toxicity data (acute and chronic), (MIBD – toxicity at single dosing and repeated dosing)
	+
	-
	-
	-
	+
	+
	+

	III В.
	Effect on reproductive function
	+
	-
	-
	-
	-
	+
	+

	III С.
	Embryotoxity and teratogenicity data
	+
	-
	-
	-
	-
	+
	+

	III D.
	Mutagenicity data 
	+
	-
	-
	-
	-
	+
	+

	III Е.
	Carcinogenicity data 
	+
	-
	-
	-
	-
	+
	+

	III F.
	Pharmacodynamics (medical immuno-biological drugs - reactogenicity)
	+
	-
	-
	-
	+
	+
	+

	III G.
	Pharmacokinetics (medical immuno-biological drugs – specific activity)
	+
	-
	-
	-
	-
	+
	+

	III H.
	Topical-product-induced irritation data (
medical immuno-biological drugs  - immunogenicity for vaccines)
	+
	-
	-
	-
	-
	+
	+

	III Q.
	Additional information which confirms safety (if necessary)
	+
	-
	-
	-
	+
	+
	+

	 
	Part IV. Clinical documents
	 
	 
	 
	 
	 
	 
	 

	IV.
	Contents
	+
	-
	-
	-
	+
	+
	 

	IV А.
	Information about clinical pharmacology (pharmacodynamics, pharmacokinetics)
	+
	-
	-
	-
	+
	+
	+

	IV В
	Clinical, immunological efficiency 
	-
	-
	-
	-
	-
	-
	+

	IV С
	Diagnostic efficiency 
	-
	-
	-
	-
	-
	-
	-

	IV D
	Clinical trial results, scientific publications, reports
	+
	-
	-
	-
	+
	+
	+

	IV D 1
	Information about post-registration experience (if any) 
	+
	-
	-
	-
	+
	+
	+

	IV Q
	Additional information which confirms efficiency 
	+
	-
	-
	-
	+
	+
	+


 

Annex to registration dossier (executed in two copies):
 

	 
	Name, dosage form, dosage, concentration, volume, quantity of doses in a package 
	UM
	Quantity
	Storage conditions

	1.
	Medicinal product samples in a package sufficient for three-stage analysis
	 
	 
	 

	2.
	Standard samples for detecting foreign substances (if necessary)
	 
	 
	 

	3.
	Substance samples for three-stage analysis
	 
	 
	 

	4.
	Standard samples of the active substance for substance analysis 
	 
	 
	 

	5.
	Consumables (in exceptional cases and on return terms)
	 
	 
	 


 

Submitted by (Surname, name, patronymic) _________________ Signature _________
Accepted by (Surname, name, patronymic) __________________ Signature _________
Date
 
Note:
** - documents are submitted only by organizations-manufacturers of far abroad ;
*** - documents are submitted only by organizations-manufacturers of the CIS countries and the Republic of Kazakhstan;
Documents without labeling are obligatory for all apllicants.
 

Annex 4 
to the Procedure of state registration, 
re-registration and amendments to 
registration dossier of medicinal products 
 

 

List 
of Documents of registration dossier to be Submitted for State Registration,
Re-registration of Medicinal Products in the Republic of Kazakhstan in a Form of the General Technical Document (for Medicinal Products Produced under Good Manufacturing Practice)  

 

	No 
	Name of documents

	1
	2

	 
	Module 1.

	 
	Administrative information:

	1.1.
	General documents

	1.2
	Application for state registration in the form (in hard and soft copy) 

	1.2.1
	Pharmaceutical product certificate according to the WHO recommendations. In the absence thereof: 1) Certificate of registration in the producer’s country (marketing authorization) (certified by a notary) 

2) GMP certificate (the WHO) (with date and the last inspection results specified) (certified by a notary) 

3) Certificate which permits free sale (export)

	1.2.3.
	Certificate of origin (for domestic producers) 

	1.2.4.
	License contract (agreement) for the production rights (before termination of the original drug patent)

	1.2.5.
	Information on medicinal product registration in other countries with number and date of the marketing authorization specified (or copies of the certificate or the marketing authorization) 

	1.3.
	Brief characteristics of the medicinal product, labeling and medical application instruction 

	1.3.1.
	Brief characteristics of the medicinal product, approved in the country of the manufacturer 

	1.3.2.
	Labeling

	1.3.3.
	Medical application instruction 

	1.3.4.
	Coloured consumer packing designs (in the absence of commercial package – sample in finished primary package without finished labeling). Besides, full-scaled sample in primary and secondary package shall be additionally submitted in hard copies and in soft copy before the expertise is complete.

	1.4.
	Information on experts

	1.4.1.
	Information on the quality expert

	1.4.2.
	Information on the pre-clinical information expert

	1.4.3.
	Information on the clinical information expert 

	1.5.
	Special requirements for different types of applications 

	1.5.1.
	Information concerning bibliography applications in accordance with article 4.8 (ii) of the Guidance 65/65/ЕЕС

	1.5.2.
	Information concerning reduced application in accordance with article 4.8 (iii) of the Guidance 65/65/ЕЕС, paragraphs 1 and 2 

	1.6.
	Potential environmental risks assessment (Annex 1 to the module)

	1.6.1
	Medicinal drugs containing or made of genetically modified organisms 

	1.7.
	Information concerning pharmacovigilance of the applicant in the RoK

	1.7.1
	Detailed description of pharmacovigilance and risks managements system during medicinal product application, proposed by the Applicant 

	1.7.2
	Document which confirms that the applicant has the qualified specialist at his disposal, responsible for pharmacovigilance in the Republic of Kazakhstan 

	 
	Module 2.

	 
	GTD summary 

	2.1.
	Contents of modules 2.3.4.5

	2.2.
	GTD introduction 

	2.3.
	General report on quality 

	2.4.
	Pre-clinical information review

	2.5.
	Clinical information review

	2.6.
	Pre-clinical information report 

	2.6.1.
	Pharmacological data report in report form

	2.6.2.
	Pharmacological data report in tabular form

	2.6.3.
	Pharmacokinetic data report in report form 

	2.6.4.
	Pharmacokinetic data report in tabular form 

	2.6.5.
	Toxicological data report in report form 

	2.6.6.
	Toxicological data report in tabular form 

	2.7.
	Clinical information report

	2.7.1.
	Biopharmaceutical studies report and analytical methods related to them 

	2.7.2.
	Report on clinical pharmacology researches 

	2.7.3.
	Clinical efficiency report

	2.7.4.
	Clinical safety report

	2.7.5.
	Copy of bibliography 

	2.7.6.
	Brief reviews of individual trials

	 
	Module 3. Quality

	3.1.
	Contents

	3.2.
	Basic information

	3.2.S.
	Drug substance (for medicinal drugs which contain more than one drug substance information concerning each of them is submitted in full volume)*

	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*
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* Minimal amount of information to be presented in Section 3.2.S.
If certain documents are not included into materials, it is necessary to specify the reason for that in the corresponding place under the respective title. 
For animal drugs it is necessary to submit the following additional information in Section 3.2.S:
information on species, age, nutrition of animals, from which the raw material was derived from; 
information on the nature (category) of tissue, from which medicinal products raw material was derived from, with a view to its safety in terms of prions content; 
technological scheme for raw material processing with specification of extraction agents, thermal regime, etc. 
starting material control methods, including method for detection of prions in the finished products (if necessary). 
_____________________________

NOTE Annex 4 is prepared of the basis of: Rules governing medicinal product in the European Union, NTA, vol. 2B-CTD, 2001 (if other versions are used, give the respective references).
 

Annex 5 
to the Procedure of state registration, 
re-registration and amendments to 
registration dossier of medicinal products 
 

 
1. Type I Amendments to registration dossier of Medicinal Products 
 

	Amendment
	Terms/notes
	A list of documents and materials necessary for amendments

	1. Change of Production license contents 
	Main term 
A new license for production should be submitted to the relevant body
	 

	Change of medicinal product producer’s name 
	Production site was not changed
	Updated part of the dossier I А; 

signed declaration showing that production place was not changed; 
drafts of new instructions for medicinal application and new labeling of the proposed change (samples and designs); document with amendment date specified.


	Changes of production site(s) of medicinal product production process (partially or completely)
	No changes in the production process or in Standard technical documents for medicinal product quality and safety control, including testing methods
	Updated part of the dossier I А; 

in case there is an additional lot production site it is necessary to submit thorough grounding based on technical problems and human health problems;  
evidence proving that the site proposed is allowed for use as a site for production of the given pharmaceutical form;  
new or renewed production certificate or GMP certificate for new production site, and information on all inspections carried out within the last 2-3 years; 
written declaration of preservation of the previously approved standard technical document on medicinal product quality and efficiency control for the moment of production and shelf-life termination;  
a copy of the approved standard technical document on medicinal product quality and efficiency control for the moment of production and shelf-life termination, analysis data for one production lot and two pilot lots (or two production lots) and comparative data of the last 3 lots from the former production site, information on the next two complete production lots must be available upon request;  
if alteration has to do with new producer responsible for release of the batch, or with new production site where the output is carried out in batches only, or when the change is related to a new packer (the outer packaging or labeling), analysis data of the batch is not supplied;  

information on validation of manufacturing process at new production site for products consisting of vaccines, toxins, serums and allergens, medicinal products derived from human blood or plasma, health products and veterinary immunology products derived from biotechnology, new draft guidelines on medical application and new labeling, where necessary, including the change (samples and designs, 1 copy of new packaging)

document proving that the medicine coming from new production site is registered in producer country;

document indicating the date of change.

	2. Change of medicinal product name (both trade name and generally accepted name)
	It is important not to confuse the names of the existing medicinal products or the International nonproprietory name (INN); if the name is generally accepted, the procedure for the name change is as follows:  
from the generally accepted name to the officinal name or INN
	Grounded justification for changing the name of the medicine;

updated draft summary of brief medicinal product characteristics, new instructions for medical use and new labeling (samples: 1 package of the medicine) with the proposed change; 

copy of the document issued by competent authorities of producer country, which certifies the change of its name; copy of marketing authorization for the medicine in the Republic of Kazakhstan;

document certifying that no changes occurred  in production technology and composition of the medicine;

document that defines the starting date of sale of the medicine under the new name 

	3. Change of the medicinal product distributor’s name or address 
	The marketing authorization holder must be one and the same entity
	Updated part of the dossier I А; 

signed declaration showing that marketing authorization holder is one and the same legal entity; 
updated drafts of brief drug description, of new instruction for medical application and new labeling (samples, one package of the drug), including the proposed change; 
document which shows amendments date.

	4. Replacement of the excepient with another comparable one (except for the vaccine components and biotechnological excipients)
	Absence of changes in the dissolution profile for solid dosage forms. Similar functional properties
	Amendments to the corresponding sections of registration dossier – parts II А, II В, II С, II E;
grounding of amendments/choice of  excipients and etc must be presented on the basis of control results of the relevant pharmaceutical indicators (including stability indicators and antimicrobial preservatives, where applicable);

comparative data on dissolution profile of at least one pilot/production lot of finished products with new and former composition for solid dosage forms; bioavailability (bioequivalence) study results, if different after such changes or grounding of absence of new data on bioequivalence;  
conclusion on performance of the relevant studies according to the relevant stability control guidelines;  
if standard technical document for medicinal product safety and quality control is nonconforming, it is necessary to submit corresponding information on such studies or guarantee that corresponding stability studies have been initiated in accordance with the generally accepted rules on stability study, that the Applicant possesses the information on stability studies over the period of at least three months (at least two pilot or production batches with specification of batch numbers), and that stability studies will be completed.  
Note: for vaccines, toxins, serums and allergens, medicinal products derived from human blood or plasma, immuno-biological veterinary immunology products and biotechnological products for which production process constitutes an essential component of the product quality; therefore stability data must be submitted for 6 months of trials;  
updated draft summary of product characteristics, new instructions on medical use and new labeling (1 package sample and designs), including the change proposed, declaration certifying that the standard technical document for medicinal product quality and safety control remained unaltered for the moment of production and shelf-life termination; 
Copy of analysis certificates for the moment of production and shelf-life termination; quality certificate for one batch of new medicinal product: 
information confirming that the “new” excipient does not contradict the testing method in standard technical document for finished product’s safety and quality control (where necessary). 

	5. Change of colouring agents system (addition, removal or replacement of colouring agents)
	Similar functional properties. No changes in the dissolution profile for solid dosage forms 
	Grounding of change: amendment to the corresponding registration dossier sections, Parts II А, II B, II С, II Е,  and new colouring agent identification method; 

updated draft summary of product characteristics, new instructions on medical application and new labeling; 
1 sample (1 package) including amendment proposed; conclusion on performance of certain stability studies according to the relevant stability study guidelines; if standard technical document for medicinal product safety and quality control is nonconforming, it is necessary to submit corresponding information on such studies or guarantee that corresponding stability studies have been started in accordance with the generally accepted rules on stability study, that the Applicant possesses the information on stability studies over the period of at least three months (at least two pilot or production lots with specification of lots numbers), and that stability studies will be completed; 
it is necessary to submit stability information (with actions proposed); 
quality certificate for one batch of new medicinal product;  
declaration certifying that the standard technical document for medicinal product quality and safety control remained unaltered for the moment of issuance and shelf-life termination (except for external design); 
information confirming that the “new” excipient does not contradict the testing method in standard technical documentation for finished product safety and quality control (where necessary). 

	6. Change of flavoring agents system (addition, removal or change of flavoring agent)
	Proposed flavoring agent should meet the Guidance 88/388/ЕЕC 
	Grounding of change: amendment to the corresponding sections of registration dossier, Parts II А, II B, II С and II Е; updated section II С parts must contain detailed description of qualitative composition of flavouring agents, prove composition stability (for instance, by information on three GLC lots) and any new properties of  flavouring agents.  If information on flavouring agent is submitted directly by the flavouring agent supplier, this information must be available in the relevant body before the beginning of procedure;  
supplier’s name and date of submission of information on flavouring agent must be specified in an annex to the application; updated draft summary of product characteristics, new instructions on medical use and new labeling (samples and designs, if required by the relevant bodies), including the amendments proposed; declaration certifying that medicinal product properties remain unchanged for the moment of production and shelf-life termination (except for flavouring agent);  
quality certificate for one batch of new medicinal product;  

guarantee that corresponding stability studies have been started in accordance with the generally accepted rules on stability study, that the Applicant possesses the information on stability studies over the period of at least three months (at least two pilot or production lots with specification of lots numbers), and that stability studies will be completed;
in case of changes of external design it is necessary to submit the relevant information alongside with the standard technical document for medicine products quality and safety control (with the actions proposed); 
information confirming that the “new” excipient does not contradict the testing method in standard technical  document for finished product safety and quality control (where necessary). 

	7. Change of the tablet or capsule coating (weight)
	No changes in the dissolution profile
	Grounding of change: Amendments to the corresponding sections of registration dossier, Parts II А, II В, II E: comparative data on dissolution profile of at least one pilot/production lot of finished products with new and former composition (for products with canged production conditions, using information obtained in vitro which must correlate with the information obtained in vivo); 
grounding the absence of new data on bioequivalence; quality certificate for one batch of the new medicinal product; one sample (one package) of the new drug, declaration certifying that the certificate of drug raw material analysis quality remained unaltered for the moment of issuance and shelf-life termination (except for the average weight);

	8. Change of primary (secondary) package qualitative composition 
	Proposed packaging material should be, at least, equivalent to the earlier approved material according to appropriate properties; and the change does not relate to sterile products 
	Amendment to the corresponding registration dossier sections, parts II A and II C; 
grounding for changes of packaging material and relevant scientific studies of the new package (comparative permeability information, for instance, with regard to О2, CO2, humidity); 
for semisolid and liquid dosage forms it is necessary to prove that no interaction occurs between the medicinal product and packaging material (for instance, that proposed material components are not transferred into the medicinal product and medicinal product components are not transferred into the packing material); it is necessary to submit validation data of all new analytical methods for packaging material; guarantee that corresponding stability studies have been started in accordance with the generally accepted rules on stability study, that the Applicant possesses the information on stability studies over the period of at least three months (at least two pilot or production lots with specification of lots numbers), and that stability studies will be completed; 
in case of external changes in the standard technical document for medicinal product quality and safety control, it is necessary to submit information (with actions proposed) or comparative data on stability under expedited ageing and normal conditions for medicinal product in new and former package according to the current stability studies guidelines; declaration certifying that the given medicinal product is still compliant with the standard technical document for medicinal product quality and safety control for the moment of production and shelf-life termination;  
updated draft summary of product characteristics, new instructions on medical application and new labeling (samples and designs, if required by the relevant bodies), including the amendment proposed; 
one sample (1 package) of the medicinal drug in a new package

	9. Removal of one of the therapeutic indications
	Product application safety should be kept and confirmed by retrospective study data, clinical safety and quality information. 
	Explanations of reasons for the removal, and declaration certifying that the medicinal product application safety is preserved; updated draft summary of product characteristics, new instructions on medical application and new labeling (samples and designs, if required by the relevant bodies), including the amendment proposed; 
document defining the date of the amendment introduction

	10. Removal of application (administration) method 
	Product application safety should be kept and confirmed by retrospective study data, clinical safety and quality information. Confirmations should be submitted. 
	Explanations of reasons for the removal of application (administration) method, and declaration certifying that the medicinal product application safety is preserved; 
updated draft summary of product characteristics, new instructions on medical application in the package and new labeling (samples and designs, if required by the relevant bodies), including the amendment proposed; document defining the date of the amendment introduction.

	11. Addition of therapeutic indications within the approved therapeutic areas 
	Product application safety should be kept and confirmed by clinical study data, clinical safety information. Their confirmations should be submitted. 
	Explanation of reasons for addition of indications and declaration certifying that the product application safety is preserved; updated draft summary of product characteristics; copy of the instruction on medical application approved during state registration/re-registration in Kazakhstan; draft of the instruction on medical application with the amendments introduced and new labeling (samples and designs, if required by the relevant bodies), including the amendment proposed; document defining the date of the amendment introduction; 
information on clinical studies; post-registration studies

	12. Addition of new adverse reaction/reactions to the medicinal application instruction 
	Product application safety should be kept and confirmed by clinical study data, clinical safety. Their confirmations should be submitted.
	Explanations of reasons for addition of adverse reactions and declaration certifying that the product application safety is preserved; 

updated draft summary of product characteristics; copy of instruction on medical application approved during state registration/re-registration in Kazakhstan; draft of the instruction on medical application with the amendment proposed; information on clinical studies, post-registration studies, Pharmacovigilance information

	13. Addition of counterindications to the medicinal application instruction 
	Product application safety should be kept and confirmed by clinical study data, clinical safety. Their confirmations should be submitted.
	Explanations of reasons for addition of adverse reactions and declaration certifying that the product application safety is preserved; 

updated draft summary of product characteristics; 
copy of instruction on medical application approved during state registration/re-registration in Kazakhstan; 
draft of the instruction on medical application with the amendment proposed; 
Pharmacovigilance information

	14. Addition of new warning(s) with regard to the medicinal product medical application in the medical application instruction 
	Product application safety should be kept and confirmed by clinical study data, clinical safety information. Their confirmations should be submitted.
	Explanations of reasons for addition of adverse reactions and declaration certifying that the product application safety is preserved; 

updated draft summary of product characteristics; 
copy of instruction on medical application approved during state registration/re-registration in Kazakhstan; 
draft of the instruction on medical application with the amendment proposed; 
Pharmacovigilance information

	10а. Addition or replacement of measuring device for oral liquid dosage forms and other dosage forms
	Size and, where possible, accuracy of the proposed measuring device must be compatible with the approved nosology
	Amendment to the relevant sections of parts II A and II C; device description (with detailed visual presentation) and, if necessary, supplier’s name; new measuring device sample, if necessary; proof that the measuring device size and accuracy are compliant with the nosology specified in the medicinal product brief characteristics; updated draft summary of product characteristics, new instructions on application of medicinal product in package and new labeling (samples and designs, if required by the relevant bodies), including the amendment proposed; 
information on stability/compatibility between the device material and medicinal product, where necessary.

	11. Change of the active substance organization-producer (producers), addition of a  new organization-producer (producers) of active substance 

	Standard technical document for medicinal product quality and safety control, synthetic procedure and active substance quality control procedure must remain the same as they were approved
	Updated dossier part I A for medicinal products; amendment to the relevant II C part sections; 
information on analysis of at least two production lots (minimum pilot size); 
for vaccines, toxins, serums and allergens, medicinal products derived from human blood or plasma, veterinary immunology products and biotechnological products for which production process constitutes an essential component of the product quality; therefore stability data must be submitted after 6 months of trials in accordance with the generally accepted stability study guidelines for the active substance and products containing this substance. Moreover, declaration certifying that the relevant real-time stability studies will be completed; 
in case of external specifications it is necessary to submit information (with the actions proposed); 
declaration certifying that the synthetic procedure (method of preparation* of herbal medicinal products, for instance) quality control methodologies and standard technical document for the medicinal product quality and safety control are identical with those approved. 

	11а. Change in the name of the organization-producer of active substance 
	Organization – producer of active substance should remain the same
	Amendment to the corresponding registration dossier sections, part II C; 
signed declaration certifying that the production site is the same; 
document defining the date of the amendment introduction.

	11б. Change of the supplier of intermediate mixture used for active substance production
	Standard technical document for medicinal product quality and safety control, synthetic procedure and active substance quality control procedure must remain the same as they were approved
	Amendment to the corresponding registration dossier sections, part II C; 
information on analysis of at least two production lots (minimum pilot size), intermediate mixture and active substance; 
declaration certifying that the synthetic procedure (where possible, method of preparation* of herbal medicinal products, for instance) quality and properties control methodologies for the intermediate mixture and active substance are identical with those approved

	12. Insignificant changes  in active substance production process  
	Standard technical document for the medicinal product quality and safety control in terms of substance was not subjected to undesirable changes. Substance physical properties remain unaltered. No new foreign substances were added, no changes in foreign substances level occurred subject to additional study of the finished product application safety 
	Grounding of change: amendment to the corresponding registration dossier sections, parts II C; including direct comparison of the present process and new production process; information on analysis of at least two production lots (minimum pilot size); 
For vaccines, toxins, serums and allergens, medicinal products derived from human blood or plasma, veterinary immunology products and biotechnological products for which production process constitutes an essential component of the product quality; therefore, stability data must be submitted after 6 months of trials in accordance with the generally accepted stability study guidelines for the active substance and products containing this substance. Moreover, declaration certifying that the relevant real-time stability studies will be completed; in case of external specifications it is necessary to submit data (with the actions proposed);   
proof that any new foreign substances that potentially can be detected will fall within the acceptable detection limits, declaration certifying the absence of new foreign substances or the absence of increase the level of foreign substances which require further safety studies; information on validation of new analytical methodologies (where necessary – see also change 24); 
declaration certifying that the standard technical document for the active substance quality and safety control remained unchanged (see also change 14), or in case of any change in the standard technical document for the medicinal product quality and safety control (i.e. toughening) it is necessary to submit texts of the current and proposed standard tehnical document for the medicinal product quality and safety control; 
copy of the approved standard technical document for the active substance quality and safety control.

	12 а. Changes in the standard technical document for the medicinal product quality and safety control for the initial and intermediate material used for active substance production
	Standard technical document for medicinal products quality and safety control should be toughened or new tests for quality control and  variation thresholds of parameters must be added
	Amendment to the corresponding registration dossier sections, part II C;
it is necessary to submit analytical methodology description and validation data for all new analytical methods (where necessary – see also change 24a).

	13. Change of active substance production lot size 
	Data of substance quality control must show that production integrity and substance physical properties were not disturbed
	Amendments to the relevant registration dossier sections, parts II C analysis data (in the form of a comparative table) for at least one production lot (batch) of the current and proposed size; 
information on the next two full production lots must be submitted upon request or upon the official notification in case of non-conformity of the standard technical document for the medicinal product quality and safety control (with the action proposed);  
for vaccines, toxins, serums and allergens, medicinal products derived from human blood or plasma, veterinary immunology products and biotechnological products for which production process constitutes an essential component of the product quality; therefore stability data must be submitted after 6 months of trials in accordance with the generally accepted stability study guidelines for the active substance and products containing this substance. Moreover, declaration certifying that the relevant real-time stability studies will be completed; in case of external specifications it is necessary to submit information (with the actions proposed);   

Declaration certifying that standard technical document for the active substance safety and quality control remained unchanged; copy of the approved standard technical document  for the active substance safety and quality control; 
it is necessary to provide evidence proving that any new foreign substances that potentially can be detected will fall within the acceptable detection limits

	14. Change of standard technical document for quality and safety control of active substance
	Standard technical document for quality and safety control should be toughened or new tests for quality control and  variation thresholds of parameters must be added
	Amendment to the corresponding registration dossier sections, part II C; 
Comparative data of analysis of at least two pilot production lots, including all tests of standard technical document for the active substance quality  and safety control, it is necessary to submit information on validation of new analytical methodologies (if necessary, see also change 24):
comparative data of the finished product dissolution profile (where necessary) of at least one pilot production lot containing active substance in accordance with the current and proposed standard technical document for the active substance quality and safety control; 
comparison list of new and former standard technical documents for the active substance quality and safety control.

	15. Insignificant changes in medicinal product manufacture
	standard technical document for medicinal product quality and safety control was not changed. The new process must ensure production of identical medicinal product regarding all quality, safety and efficiency aspects
	Amendment to the corresponding registration dossier sections, part II B that include: for suspensions (where the active substance is contained in undissolved form): 
information on the relevant change validation, including microimages (photomicrograms) for control of visible changes of distribution according to the particles size and structure.  
For solid dosage forms: information on dissolution profile of one representative commercial batch and comparative data over the three last production lots from the previous process; 
information on the next two full production batches must be submitted upon request or upon the official notification in case of non-conformity of the standard technical document for the medicinal products quality and safety control (with the action proposed);  
declaration certifying that standard technical document for the medicinal product quality and safety control remained unaltered for the moment of production and shelf-life termination; or in case of any change in the standard technical document for the medicinal product quality and safety control (i.e. toughening) it is necessary to submit texts of the current and proposed standard technical document for the medicinal product quality and safety control; 
grounding of absence of new data on bioequivalence in the application; copy of the approved standard technical documents for quality and safety control for the moment of production and shelf-life termination. In case of changes in the bacterial purification process, it is necessary to submit grounding and validation check.

	15 а. Change of unfinished production control
	Standard technical document for medicinal product quality and safety control should be toughened or new tests for quality control and  parameters variation thresholds must be added 
	Amendment to the corresponding registration dossier sections, parts II B and II D; 

It is necessary to submit description of analytical methodologies and validation information for all new analytical methods (where necessary).

	16. Change of finished product production lot (batch) size
	Changes must not affect the integrity of production process
	Grounding of changes: amendment to the corresponding registration dossier sections, part II B; 
information on analysis of at least one production lot of the current and proposed sizes. Information on the next two full production lots analysis must be submitted upon request or upon the official notification in case of non-conformity of the standard technical document for quality and safety control (with the action proposed);  
for products where compositional uniformity test is compulsory: it is necessarry to submit the information on homogeneous distribution of the active substance in the production lot; 
declaration certifying that the standard technical document for the medicinal product quality and safety control remained unaltered for the moment of production and shelf-life termination; 
copy of the approved standard technical document for the medicinal product quality and safety control for the moment of production and shelf-life termination

	17. Change of standard technical document for medicinal product quality and safety control 
	Standard technical document for medicinal product quality and safety control should be toughened or new tests for quality control and  parameters variation thresholds must be added
	Amendment to the corresponding registration dossier sections, parts II E and II E;
it is necessary to submit analytical methodology description and validation data for all new analytical methods (where necessary), dissolution profile comparative data (where necessary); 
comparative analysis data of at least two pilot/production lots including all tests standard technical document for the medicinal product quality and safety control; comparison list of new and former standard technical documents for the finished product quality control for the moment of production and shelf-life termination.

	18. Synthesis or waste disposal of the excipients described in the original dossier, not specified for Pharmacopoeia
	Standard technical document for the medicinal product quality and safety control was not been subjected to undesirable changes. No new foreign substances were added, no changes in foreign substances level subject to additional study of the finished product application safety occurred.  No changes of the finished product physical and chemical properties occurred
	Amendments to the relevant registration dossier sections, part II C containing information on validation; comparative data for analysis of at least 2 production lots;  Declaration certifying that the excipients specifications remained unaltered, or in case of any change in specifications (i.e. toughening) it is necessary to submit texts of the current and proposed specifications (if possible, place the information side by side for comparison);  
Declaration certifying that no new foreign substances were added and no changes in foreign substances concentration requiring additional safety studies occurred.

	19. Changes in medicinal products excipients specifications (except for vaccines components)
	The specification should be toughened or new tests for quality control and  parameters variation thresholds must be added
	Amendment to the corresponding registration dossier sections, part II C; it is necessary to submit analytical methodology description and validation data for all new analytical methods (see also change 27). 
comparative data of dissolution profile for at least one pilot/production lot of finished products (where necessary); 
grounding of absence of new data on bioequivalence in the application; comparative data of dissolution profile for at least two pilot/production lots of finished products, including all texts of specifications; comparison list of new and former specifications for excipients

	20. Extension of the shelf-life as compared to that specified during registration
	It is necessary to submit information on stability mentioned in protocols and approved during medicinal product registration. The information must reflect the fact that the approved shelf-life was not reduced. Shelf-life must be no more than 5 years
	Amendment to the corresponding registration dossier sections, part II F; including information on stability (in tabular form) for at least two pilot or production lots of finished products in the registered packaging material within the required shelf-life period in accordance with the stability guidelines; 
declaration certifying the performance of additional stability studies according to protocols approved during the medicinal product registration, and that approved shelf-life was not reduced; updated draft summary of product characteristics, new instructions on medical use and new labeling (samples and designs, if required by the relevant bodies), including the amendment proposed; a copy of the approved standard rechnical document for the medicinal products quality and safety control for the moment of shelf-life termination.

	20а. Extension of shelf-life or period of the repeated testing of the active substance
	It is necessary to submit information on stability mentioned in protocols and approved during medicinal product registration. The information must reflect the fact that the approved shelf-life was not reduced.
	Amendment to the corresponding registration dossier sections, part II F; 
Declaration certifying that according to the additional stability studies presented that the approved shelf-life was not reduced.  Information on stability studies must be based on at least two pilot or production lots in the approved packaging material within the required shelf-life (real-time information). A copy of the approved standard technical document for the medicinal products quality and safety control for the moment of shelf-life termination.

	21. Change of shelf-life after first unpacking
	Data analysis must reflect that the approved shelf-life was not reduced according to the standard technical document for the medicinal product quality and safety control specified when obtaining the marketing authorization
	Amendment to the relevant registration dossier sections, part II F must contain information on analysis of at least two pilot or finished product lot in registered packaging material after first unpacking in accordance with the stability study guidelines, in case of necessity microbiological study results should be included; 
Declaration certifying that additional stability studies proved that the approved shelf-life after first unpacking was not reduced; 
updated draft summary of product characteristics, new instructions on medical application and new labeling (samples and designs if required by the relevant bodies), including the amendment proposed; a copy of the approved standard technical document for the medicinal product quality and safety control for the moment of shelf-life termination

	22. Change of shelf-life after medicinal product reproduction
	Data analysis must reflect that the approved shelf-life of the generated medicinal product was not reduced according to the standard technical  document for the medicinal products quality and safety control
	Amendment to the relevant registration dossier sections, part II F must contain real-time stability study data for at least two pilot or production lot of reproduced product in registered packaging material in accordance with the stability study guidelines, in case of necessity microbiological study results should be included; declaration certifying that additional stability studies proved that the approved shelf-life after product reproduction was not reduced; updated draft summary of product characteristics, new instructions on medical application and new labeling (samples and designs, if required by the relevant bodies), including the amendment proposed; a copy of the approved standard technical  document for the medicinal product quality and safety control for the moment of shelf-life termination.

	23. Change of storage conditions 
	Stability studies should be done according to the protocol approved upon the obtaining of MP (medical product) registration. Stability data analysis must proof that the approved shelf-life was not reduced
	Amendment to the relevant registration dossier sections, part II F must contain stability study data for at least two pilot or production lot of products in registered packaging material in accordance with the stability study guidelines; 
declaration certifying that stability studies were performed according to the protocol approved during registration and that the approved shelf-life was not reduced 
updated draft summary of product characteristics, new instruction on medical application and new labeling (samples and designs, if required by the relevant bodies), including the amendment proposed; 
Copy of the approved standard technical  document for the medicinal products quality and safety control for the moment of shelf-life termination.

	24. Change of the active substance testing procedure
	Validation results (reliability check) of the method should show that the new testing procedure is equivalent to the previous one
	Amendment to the relevant registration dossier sections, part II C containing the analytical methodology description, validation and comparative data obtained by the new and previously used testing procedures, where necessary; 
Amendment to the relevant sections, part II F, where necessary. Declaration certifying that standard technical  document for the active substance quality and safety remained unaltered (see also change 14); 
Copy of the approved standard technical document for the medicinal product quality and safety control. 

If during new testing procedure a new foreign substance was detected, evidence proving that the new foreign substance is toxicologically acceptable.

	24 а. Change in testing procedure of initial and intermediate materials used for active substance production
	Validation results (reliability check) of the method must show that the new testing procedure is equivalent to the previous one. Standard technical document for the medicinal product quality and safety control was not been subjected to undesirable changes.
	Amendment to the relevant registration dossier sections, part II C containing the analytical methodology description, validity check summary and comparative data obtained by the new and previously used testing procedures, where necessary; amendment to the relevant sections, part II F, where necessary; 
declaration certifying that initial and intermediate materials specifications remained unaltered (see also change 12a); 
if during new testing procedure a new foreign substance was detected, evidence proving that the new foreign substance is toxicologically acceptable.

	25. Change of medicinal product quality control procedure
	Standard technical  document for medicinal product quality and safety control should not undergo any changes. Validation results (reliability check) of the method must show that the new testing procedure is equivalent to the previous one. Standard technical  document for medicinal product quality and safety control was not subject to undesirable changes 
	Amendment to the relevant part II E sections and(or) part II F sections, containing analytical methodology description, validation data (validity check) and comparative data obtained by the new and previously used testing procedures, where necessary; declaration certifying that standard technical  document for the finished product quality and safety control remained unaltered for the moment of production and shelf-life termination, or in case of any change in the standard technical  document for the medicinal product quality and safety control it is necessary to submit texts of the current and proposed standard technical  document for the medicinal products quality and safety control (with clauses comparison where possible – see clause 17); 

A copy of the approved standard technical document for the medicinal product quality and safety control for the moment of production and shelf-life termination.

	26. Change which complies with the Pharmacopoeia supplements.  (If the trade license is referred to the current Pharmacopoeia edition and the change is introduced within 6 months after adoption of the renewed monograph, no notification is required).
	Change is introduced with the purpose of introduction of new Pharmacopoeia provisions (supplements) only
	Amendments to the relevant registration dossier sections, II C 1 and С 2 and II E parts. 
Active substances: in case of deviations from standard technical document for quality and safety control the company must submit documents for control of the substance specified organization-producer. For the substances specified in the European Pharmacopoeia this can be carried out in the following manner: 
through comparison of the potential foreign substances in the substance with the relevant monograph sections. 
Excipients/active substances. In case the new specification of the European Pharmacopoeia or a national Pharmacopoeia of a member-country of active substances or excipients can affect the finished products quality, it is necessary to submit comparative data for at least two production lots of finished products with all specification texts, as well as comparative data for dissolution profile, where necessary. 
Note: (finished products) in case of new general monograph (for dosage form) or a new general requirement it is possible to submit one general application for a number of products specified in the new monograph/new requirements, if there is no need in new validation according to the new requirement.

	27. Changes in non-officinal excipients testing procedures
	Validation results (reliability check) of the method must show that the new testing procedure is equivalent to the previous one
	Amendment to the relevant registration dossier sections, part II C containing the analytical methodology description, validation (validity check) information and comparative data obtained by the new and previously used testing procedures, where necessary; declaration certifying that excipients specifications remained unaltered (see also change clause 19).

	28. Change of primary package testing procedure
	Validation results (reliability check) of the method must show that the new testing procedure is equivalent to the previous one
	Amendment to the relevant registration dossier part II sections containing the analytical methodology description, validity check information and comparative data obtained by the new and previously used testing procedures, where necessary; declaration certifying that primary package specifications remained unaltered.

	29. Changes in testing procedure of device (equipment) for medicinal products application
	Validation results (reliability check) of the method must show that the new testing procedure is equivalent to the previous one
	Amendment to the relevant registration dossier sections, to part II C containing the analytical methodology description, validity check information and comparative data obtained by the new and previously used testing procedures, where necessary; 

declaration certifying that device (equipment) specification for medicinal products application remained unaltered.

	30. Change of medicinal product package size
	Standard technical document for the medicinal product quality and safety control is not affected; new package size is coordinated with the dosage regimen and application duration approved in the brief product characteristics. Change is not valid for intravenous medicinal products. Packaging material remained the same
	Amendments to the corresponding sections of registration dossier – Parts II А, II С, II F, where necessary; declartion certifying that standard technical  document for the medicinal product quality and safety control remained unaltered, evidence proving that new package size is coordinated with the dosage regimen and application duration approved in the brief product characteristics (SPC). 
updated draft summary of product characteristics, new instructions on medical application and new labeling (1 package of new design), including the amendment proposed; 
declaration certifying that the material composition of  the package and sealing element remained unaltered, in case of plastic package – guarantee that the new package polymeric membranes are not thinner than those of the previous package; declaration certifying that the products with potential stability change will be studied. Results shall be provided in case of external specifications (along with the action proposed). Note: If the medicinal product is intravenous and changes affect the number of containers in external package only, the change can be regarded as type I change 

	31. Change of medicinal product package form
	No changes of quality and stability of finished product in a package occurred. No changes of package-product interaction occurred. Change is not referred to the basic component of packaging material, which affects product delivery or application
	Amendments to the corresponding sections of registration dossier – Parts II А and II С containing detailed images of the current and new forms, where necessary; one sample of former package and one sample of new package; 
declaration certifying that finished product package (except for form) specifications remained unaltered; 
declaration certifying that the standard technical  document for the end medicinal product quality and safety control remained unaltered for the moment of production and shelf-life termination;

	32. Change of imprints, prime coating or other marks (except for stamps on tablets, and inscriptions of capsules, including addition or change of labeling paint
	New inscriptions must not cause confusion with other tablets and capsules
	Amendment to the relevant registration dossier sections, II А, II B, II С and II E (including detailed images or written explanation of the previous and new variants); 1 package of finished product including changes; 

declaration certifying that the standard technical  document for the medicinal product quality and safety control (except for the external design) remained unaltered for the moment of production and shelf-life termination; 
updated draft summary of product characteristics (where necessary), new instructions on medical application and new labeling (samples and designs, if required by the relevant bodies), including the amendment proposed.

	33. Change of tablets, capsules, suppositories or pessaries without changes of qualitative composition and average weight
	No changes in the dissolution profile
	Amendments to the relevant registration dossier sections, parts II B and II E containing the detailed images of the current and new variants; comparative data for dissolution profile of at least one pilot/production lot of finished product of the current and new sizes; declaration certifying that the standard technical  document for the medicinal product quality and safety control (except for the size) remained unaltered for the moment of production and shelf-life termination; 
updated draft summary of product characteristics (where necessary), new instructions on medical application and new labeling (samples and designs, if required by the relevant bodies), including the amendment proposed; former and new drugs samples; 
it is necessary to submit information on tablets abrasion resistance test upon production and guarantee to submit information on tablets abrasion resistance test in the end of the shelf-life.

	34. Change in the production process for components which require testing procedure for new foreign substances 
	The production method leaves foreign substances which are not controlled. These foreign substances must be shown and necessary testing procedure must be described 
	Information on at least two production lots (minimum pilot size); 

corrected certificate given  in part II C (where necessary)


 

Annex 6 

to the Procedure of state registration, 

re-registration and amendments to 

registration dossier of medicinal products

 

Form
Conclusion 
of Expedience of the Expertise of the Medicinal Product 
Submitted for State Registration in the Republic of Kazakhstan
 
The governmental body carried out the analysis of the presence of equivalents in Kazakhstan’s market, their relative cost, and assessment of manufacture conditions of the medicinal product submitted for state registration in the Republic of Kazakhstan: medicinal product:  
________________________________________________________________________________________
(trade name, dosage form, dose, concentration and admission space, quantity of units in a package)

Organization-producer __________________________________________________________________
Producer’s country _______________________________________________________________________
Applicant_________________________________________________________________________________
Availability of protection document in the Republic of Kazakhstan: YES NO (mark the item that applies)

_______________________________________________________________________________________
(name and holder of the protection document, its number, date of issue and duration)
Availability of license agreement (prior to the patent expiration date) 
YES   NO (mark the item that applies)
The following was established:

1) Equivalents of the medicinal product submitted for state registration are registered in the Republic of Kazakhstan 

YES  NO (mark the item that applies)

Information about the medicinal product equivalents: 

 

	No.
	Trade  name of the medicinal product equivalent submitted for state registration, its dosage form, dose, concentration, admission space and quantity of units in a package 
	Price of the medicinal product, specified by the Applicant
	International price of the equivalent
	Distribution price of the equivalent

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 


 

2) medicinal product is produced under the conditions of GMP: YES  NO (mark the item that applies); 
3) medicinal product is used for treatment of socially significant diseases of the population of the Republic of Kazakhstan within the frameworks of the Republican budget programs and subjected to clinical testing or bioequivalence testing .  YES  NO (mark the item that applies); 
4) availability of the medicinal product quality complaints within the period of registration in the Republic of Kazakhstan;  
5) nature of complaints (date of negative conclusion, name of certification organ and nonconformity characteristics). Based on the analysis results the governmental body considers expertise to be expedient and sends registration dossier and product samples for the expertise to governmental expert organization specializing in medicinal products, medical devices, and medical equipment to estimate safety, efficiency and quality characteristics of the submitted medicinal product. 
 

Date __________
____________ _____________ __________________________
Position            Signature          Surname, name, and patronymic of the person in charge
Annex 7 

to the Procedure of state registration, 

re-registration and amendments to 

registration dossier of medicinal products

 

Form

Conclusion 
of Safety, Efficiency and Quality of the Medicinal Product 
Submitted for State Registration and Re-registration 
in the Republic of Kazakhstan
 

1. Expert organization informs on the results of the medicinal product safety, efficiency and quality expertise upon state registration, re-registration in the Republic of Kazakhstan:
 

	No.
	Trade  name of the medicinal product (its dosage form, dose, concentration, admission space and quantity of units in a package - for medicinal product)
	Organization-producer, producer’s country
	Availability of license agreement (till the patent expiration date)

	Availability of protection document in the Republic of Kazakhstan (yes  no)
	Conclusion of the primary expertise (positive or negative) 
	Conclusion of the testing laboratory: date and No. of the protocol  and report (positive or negative) 
	Conclusion of the Pharmacopeial center (recommended state registration, re-registration with the term specified or recommended rejection  of state registration, re-registration)  
	Conclusion of the Pharmacological center (recommended state registration, re-registration with the term specified or recommended rejection  of state registration, re-registration)  

	1
	2
	3
	31
	4
	5
	6
	7
	8


 

Date __________
____________ _____________ __________________________
Position            Signature          Surname, name, and patronymic of the person in charge

Stamp here
 

Note:
1. Column 8 of the Conclusion of safety, efficiency and quality of the drug substance should be left blank.  
2. In case of the recommended rejection of state registration, re-registration of the medicinal product, rejection grounding is to be submitted to the governmental body together with Conclusion of safety, efficiency and quality.    

 

Annex 8 

to the Procedure of state registration, 

re-registration and amendments to 

registration dossier of medicinal products

 

Form 

 

Marketing authorization 

RoK - MP - N
 

In accordance with the Code of the Republic of Kazakhstan “On Public Health and Public Health System” the present marketing authorization is given to: 
 

	1.
	Name of the marketing authorization holder
	 

	2.
	Country of the marketing authorization holder 
	 


 

to certify that medicinal product is registered and approved for medical application on the territory of the Republic of Kazakhstan  
 
Information about the registered medicinal product 
 

	3.
	Trade name of the medicinal product
	 

	4.
	International nonproprietary name (if any)
	 

	5.
	Dosage form
	 

	6.
	Dose
	 

	7.
	Package
	 

	8.
	АТС Code
	 

	9.
	Аctive substances composition
	 

	10.
	Shelf-life
	 

	11.
	Dispense procedure (upon the prescription, without the prescription)
	 


 
Information about the medicinal product manufacturer 
 

	No.
	Type of the organization or production site
	Name of the organization
	Country

	1.
	Producer
	 
	 

	2.
	Packer
	 
	 


 

Date of registration

(re-registration) Expiration date
Date of introduction of the amendments and number of the order. 

 

 

Head of the governmental body. Stamp here.

(or the authorized person)

 

Annex 9 

to the Procedure of state registration, 

re-registration and amendments to 

registration dossier of medicinal products

 

 

Type II Amendments Requiring New Registration of the Medicinal Product
 

1. Amendments requiring new registration of the medicinal product include:
1) Amendments to active substances:
addition of one or more active substances;
removal of one or more active substances;
quantitative changes of active substances;
replacement of active substance with its saline or isomeric derivative having the same therapeutic effect;   
replacement of isomers and their mixtures;
replacement of substance extracted from natural sources or biotechnologically created, with substance or product with another chemical structure;       
new carrier for radioactive medicinal products. 
2) Amendments to therapeutic indications: 
addition of indications in another therapeutic sphere (treatment, diagnostics or prevention - defined in accordance with the applicable anatomic, therapeutic and chemical (ATC) classification);
conversion of indications into another therapeutic sphere (treatment, diagnostics or prevention - defined in accordance with the applicable anatomic, therapeutic and chemical (ATC) classification);
3) Amendments to dosage, medicinal form and method of application:
amendments to bioavailability;
amendments to pharmacokinetics;
amendments to the medicinal product dosing;
amendments or addition of a new medicinal form;
amendments or addition of a new method of application (for parenteral medicinal forms due to the difference of efficiency and safety of the medicinal product in case of intra-arterial, intravenous, intramuscular and other methods of administration).  
2. In case of the alterations mentioned above the Applicant should give grounding for the alterations and submit corresponding sections of the registration materials which explain the outlined alterations and which are sufficient for the medicinal product expertise.
 

Annex 10 

to the Procedure of state registration, 

re-registration and amendments to 

registration dossier of medicinal products

 

Form 

 

 
Conclusion 
of the Effect of the Amendments on Safety, 

Efficiency and Quality of the Medicinal Product 
 

1. Expert organization announces the results of the medicinal product safety, efficiency and quality expertise and amendments introduced into registration dossier:
 

	No.
	Trade  name of the medicinal product (its dosage form, dose, concentration, admission space and quantity of units in a package - for medicinal product)
	Organization-producer, producer’s country
	Type I or Type II amendments 
	Availability of protection document of the Republic of Kazakhstan (yes  no)
	Conclusion of the primary expertise (positive or negative)
	Conclusion of the testing laboratory: date and No. of the protocol  and report (positive or negative)
	Conclusion of the Pharmacopeial center (recommended state registration, re-registration with the specified term or recommended rejection of state registration, re-registration)  
	Conclusion of the Pharmaclogical center (recommended state registration, re-registration with the specified term or recommended rejection of state registration, re-registration)  

	1
	2
	3
	4
	5
	6
	7
	8
	9


 

Date __________
____________ _____________ __________________________
Position            Signature          Surname, name, and patronymic of the person in charge

Stamp here
 
Note:
1. The column of the Conclusion of the influence of the amendments to registration dossier on the substance safety, efficiency and quality is left blank.  

2. In case of the recommended rejection of amendments to registration dossier of the medicinal product, rejection grounding is to be submitted to the governmental body together with Conclusion of influence of the amendments on the substance safety, efficiency and quality during marketing authorization validity period<0}.  

Annex  2 

To the Order of the Ministry of Public Health 

of the Republic of Kazakhstan No. 735
of November 18, 2009 

 

 
Procedure 
of State Registration, Re-registration and Amendments to the 

Registration Dossier of Medical devices and Equipment

 
 
1. General Provisions
 
1. The present Procedure of state registration, re-registration and amendments to registration dossier of medical devices and equipment (hereinafter referred to as Procedure) sets requirements to the procedure of state registration, re-registration and amendments to registration dossier of medical devices and equipment in the Republic of Kazakhstan, as well as expedited procedure for state registration of medical devices and equipment, and grounding for rejection of registration. 
2. State registration, re-registration and amendments to registration dossier of medical devices and equipment is performed by the governmental body specialized in medicinal products, medical devices and medical equipment (hereinafter referred to as governmental body). 
3. The mandatory requirement for state registration, re-registration and amendments to registration dossier is the expertise of medical devices and equipment. The expertise is performed by the state expert organization specialized in medicinal products, medical devices and equipment.  
4. The present Procedure contains the following basic notions:
1) state expert organization specialized in medicinal products, medical devices and equipment is organization appointed by the authorised body for public health for the purpose of medicinal products, medical devices and equipment expertise and not involved into the development and production of medical devices and equipment in question;     
2) safety of medical devices and equipment is the excluded possibility of unacceptable risk to life, health, and environment with  regard to combination of possible occurrence of the hazardous factor and severity of its consequences;  
3) amendments to registration dossier are amendments introduced by the Applicant to registration dossier during the validity of the marketing authorization not affecting the safety, efficiency and quality of medical devices and equipment and subjected to the expertise;
4) state re-registration of medical devices and equipment is the extension of state registration for a certain period with issuance of a new marketing authorization under the former registration number and entry in the State Register of medicinal products, medical devices and equipment; 
5) state registration of medical devices and equipment is the procedure for determination of validity of presence of medical devices and equipment in the pharmaceutical market, assessment of their safety, efficiency and quality, and entry, for a limited period of time, in the State Register of medical devices and equipment of the Republic of Kazakhstan.  
6) Applicant is the developer, organization-producer (manufacturer), individual entrepreneur or their authorized representatives, entitled to submit an application, documents and materials for state registration, re-registration and amendemnts to medical devices and equipment registration dossier; 
7) marketing authorization holder is an individual entrepreneur or a legal entity responsible for the efficiency, quality and safety of the medicinal product in accordance with the procedure established by the legislation of the Republic of Kazakhstan in the distribution chain of medicinal products, medical devices and equipment;   
8) conclusion of efficiency, safety and quality of medical devices and equipment is a document containing results of the expertise for the stated medical devices and equipment and recommendations on its state registration, re-registration, and amendments to registration dossier or rejection thereof; 
9) pre-clinical (non-clinical) study is chemical, physical, biological, microbiological, pharmacological, toxicological, and other experimental scientific study or series of studies for examination of the product under study or physical effect of drugs, methods, preventive measures and methods, diseases diagnostics and treatment for the purpose of appraisal of the specific effect and(or) safety with regard to human health;  
10) quality of medical devices and equipment is the aggregate of properties and characteristics of medical devices and equipment that influence their ability to function according to the intended purpose;  
11) safety classification of medical devices and equipment is referring of medical devices and equipment to a certain safety class depending on the extent of potential risk of medical uses;
12) component of medical devices and equipment is a product or a device used as a component part of medical devices and equipment specified by the producer for usage in accordance with the functional purpose of medical devices and equipment;
13) medical devices kit (set) is the assembly of medical devices having one and the same designated medical purpose, multiple package and labeling, with compulsory list of manufacturer's names of medical devices, their quantity and instruction  on  medical devices kit (set) administration;   
14) normative (standard) document is a body of rules determining requirements for quality, safety, production conditions, administration, testing methods, transportation and storage of medical devices and equipment;
15) clinical study and/or trial is a study and/or trial of medical devices and equipment with a human subject carried out to determine and confirm the safety and efficiency of drugs, preventive methods and techniques, diseases diagnostics and treatment; 
16) laboratory diagnostic equipment is medical equipment used in medical laboratories for in vitro studies of samples taken from human organism for the purpose of making a diagnosis or physiological status assessment and intended to use for diagnostic studies;  
17) research laboratory diagnostic equipment is equipment used in medical and research laboratories for in vitro studies of samples taken from human organism for the purpose of research and not intended by the producer for diagnostic studies;     
18) diagnostic reagents relating to immunobiological drugs are reagents used for diagnostics of different diseases and physiological statuses by means of the methods based on the complementary interaction and for detection of infectious agents and their antigens in the external environmental objects;
19) laboratory apparatus is equipment used in laboratories, including medical ones, for sample preparation, production, processing and analysis of laboratory preparations, hygienic (chemical, radiation, thermal) processing of laboratory ware and instruments and not intended for making a diagnosis or physiological status assessment;  
20) modification of medical devices and equipment is the variety of medical devices and equipment having common design features developed on the basis of the main unit for the purpose of improvement, diversification or specialization of usage for medical purposes;       
21) samples of medical devices and equipment are medical devices and equipment submitted by the Applicant for the expertise upon state registration/re-registration or amendments to registration dossier of medical devices and equipment;  
22) risk assessment is the process of assessment of potential hazard to human health and environment, which includes identification and characteristics of the hazard and assessment of the impact when using medical devices and equipment;   
23) accessory is a product which is not considered to be medical devices and equipment and intended by the producer to be used together with medical devices and equipment in accordance with their functional purpose;  
24) registration dossier is a particular set of documents submitted by the Applicant upon state registration/re-registration or amendments to registration dossier of medical devices and equipment;
25) marketing authorization is a document certifying state registration of medical devices and equipment in the Republic of Kazakhstan issued by the governmental body in the distribution chain of medicinal products, medical devices and equipment to the organization-producer;  

26) registration number is a coded notation given to medical devices and equipment upon state registration which is then placed into the State Register of medicinal products, medical devices and equipment and left unaltered during its presence in the market of the Republic of Kazakhstan;
27) consumables for medical devices and equipment is a product or material consumed in the process of usage of medical devices and equipment  which provide performance of all manipulations in accordance with the functional purpose of medical devices and equipment;  
28) Applicant is the developer, organization-producer or their authorized representatives, entitled to submit an application, documents and materials for state registration, re-registration and amendemnts to medical devices and equipment registration dossier; 
29) efficiency of medical devices and equipment is the complex of characteristics ensuring preventive, diagnostic and curative effect; 
30) operational document of medical equipment is a document elaborated by the producer of medical equipment for the consumer, containing working instruction for medical equipment operation and information certifying the parameters and characteristics (properties) of medical equipment guaranteed by the manufacturer, guarantees and information on its operation within the specified service life;
31) organization-producer of medical devices and equipment is an individual interepreneur or a legal entity  performing any of the production stages and responsible for design, production, package, labeling under its name, as well as quality and safety of the marketed medical devices and equipment irrespective of the fact whether production stages are performed by the producer or legal entity or by another producer on his behalf; 

32) State register of medicinal products, medical devices and equipment is a record document of medicinal products, medical devices and equipment registered and approved for medical application in the Republic of Kazakhstan;
5. Medical devices and equipment produced in the Republic of Kazakhstan and imported are subjected to state registration and re-registration with due account for their classification depending on medical application risk level, including the following:  
1) medical devices intended for packaging, processing, final package and labeling;  
2) medical devices registered in the Republic of Kazakhstan but produced by other organizations-producers; 
3) medical devices registered in the Republic of Kazakhstan but having another modification, new packaging, another structure of component parts or another name;    
4) medical devices intended for external diagnostics, except for diagnostics reagents which are not referred to medical immuno-biological products;     
5) contact lens for vision correction and contact lens maintenance means; 
6) medical devices and equipment produced by one producer on production sites situated in different countries;  
7) consumables for medical devices and equipment, referred to medical devices, except for those intended by the organization-producer for medical devices and equipment functioning with this consumable material only;  
8) medical devices and equipment integrated into special medical vehicles;  
9) kits (sets) of medical devices;
10) laboratory diagnostic units;
11) medical devices and equipment intended for prevention, diagnostics, treatment, rehabilitation and medical investigation;  
12) for tissue transplantation and modification; regeneration or compensation of physiological functions disorder;
13) for impregnation control. 
6. Medical devices and equipment registered in the producer's country and (or) production licence holder’s country are subject to state registration in the Republic of Kazakhstan.
7. Medical product which forms part of medical devices and equipment is subject to state registration.
8. Medicinal products exempt from state registration:
1) medicinal optisc devices produced in opticist’s shops;
2) medical devices produced in medical devices and equipment shops;  
3) exhibition samples of medical devices and equipment without the right of their further marketing;
4) samples of medical devices and equipment for clinical testing and/or checking;    
5) research laboratory diagnostic equipment;
6) laboratory instruments which are not used for diagnostics;  
7) constituent parts forming a part of medical devices and equipment and not used as an independent product or equipment.
9. State registration/re-registration and issue marketing authorisation duplicate of medical devices and equipment requires payment of fee in accordance with the procedure established by tax legislation of the Republic of Kazakhstan. . 
 
2. Procedure of Submission of Documents for State Registration/Re-registration 
and Amendments to registration dossier   
 

10. State registration, re-registration and amendments to registration dossier is effected on the basis of the application (in hard and soft copy) submitted by the Applicant to the governmental body in accordance with Annexes 1, 2, 3 to the present Procedure.
11. The following documents are to be enclosed to the application for state registration, re-registration and amendments to registration dossier of medical devices and equipment:
1) registration dossier with the review of the documents’ content;   
2) a number of samples of medical devices and equipment suficient for three-stage analysis, including consumables and component parts for medical devices and equipment;
3) standard samples (upon identification of their application in the standard document) for:
material medical devices are produced from;
medicinal product contained in medical devices;
control materials for diagnostic test systems and reagents;
impurities; 
consumables and component parts for medical devices and equipment, which are medical devices; 
4) document confirming registration fee payment.
12. List of documents of registration dossier upon state registration, re-registration and type II amendments (new registration) for medical devices and equipment is formed based on safety class in accordance with Annex 4, 5 to the present Procedure. In case of type I amendments to registration dossier it is formed in accordance with Annex 10 to the present Procedure.  
13. Documents of registration dossier must include an authentic translation of all the documents into Russian.
Documents of registration dossier are to be numbered and stitched together in chronological order in accordance with the List of documents according to Annexes 4, 5 and 10 to the present Procedure. 
14. In case of simultaneous submission for state registration, re-registration of several modifications of medical devices or equipment produced by one and the same organization-producer with different technical parameters which do not affect operation principle, functional purpose and safety class, the Applicant submits one application containing volume, dimensions, color of medical devices and equipment and one registration dossier.    
15. In case of simultaneous submission for state registration, re-registration of different models (types) of homogeneous medical devices and equipment produced by one and the same organization-producer, but with different structure or operating principle, the Applicant submits separate applications for every model (type). 
 
 

3. State Registration, Re-registration of Medical Devices and Equipment 
 

16. After acceptance of the application for state registration, re-registration, and amendments to the registration dossier, the governmental body carries out the analysis of presence in Kazakhstan’s market of the equivalents of medical devices and equipment and their relative cost, performs assessment of the production conditions and gives conclusion of the expedience of the expertise of medical devices and equipment submitted for state registration in the Republic of Kazakhstan (hereinafter referred to as conclusion of the expedience of the expertise) in accordance with Annex 6 to the present Procedure. 

17. The governmental body shall submit to the expert organization specialized in the distribution chain of medicinal products, medical devices and services (hereinafter referred to as expert organisation) the application, conclusion on expedience of the expertise, registration dossier, medical devices samples and standard samples within seven calendar days after application acceptance. 

18. According to the decision of the governmental body and on the basis of the expert organization recommendations, the governmental body and expert organization specialists shall visit the organization-producer for production conditions and quality control assessment. 
19. Individuals with access to confidential information on state registration, re-registration and amendments to the medicinal product registration dossier due to their position,status and performance of obligations are obliged to keep the confidentiality of information and take measures on its protection.
Confidential information includes materials and documents contained in registration dossier, all expertise stages during state registration, re-registration and amendments to medical devices and equipment registration dossier.  
20. Clinical studies of medical devices and equipment are performed according to the decision of the governmental body based on the recommendations of the expert organization for the purpose of obtaining additional information on safety and efficiency.
21. Clinical studies of medical devices and equipment are performed in clinical establishments on the basis of an agreement with the Applicant.
Expences on clinical studies are covered by the Applicant. 
22. If the data of pre-clinical studies of medical devices and equipment is insufficient or missing, additional studies shall be carried out on the basis of the agreement with the Applicant. 
Expences on pre-clinical studies are covered by the Applicant. 
23. Upon state registration, re-registration and amendments to registration dossier of medical devices and equipment the expert organization shall establish compliance of the stated safety class depending on the potential risk level, health and environmental hazard with the requirements of the legislation of the Republic of Kazakhstan in the area of healthcare and technical regulation.    

In case of determining another safety class different, from the one stated by the organization-producer, the expert organization shall ask from the Applicant additional materials proving their safety.  
24. The governmental body shall suspend the expertise on the basis of an application from the owner of a trade mark or medical devices and equipment patent holder, who has legal protection in accordance with the legislation of the Republic of Kazakhstan for intellectual property protection and submitted documents on violation of his intellectual property rights by another Applicant until the judgment is passed.
25. The governmental body shall adopt the decision on state registration, re-registration, and amendments to medical devices and equipment registration dossier or rejection on the basis of the expert organization conclusion on safety, efficiency and quality of the medical devices and equipment, according to Annex 7 to the present Procedure. 
26. In case of a positive decision the governmental body within ten calendar days after the conclusion of the expert organization on safety, efficiency and quality of medical devices and equipment issues the following order:
1) on state registration, re-registration and amendments to registration dossier of medical devices and equipment; 
2) on registration of medical devices and equipment in the State Register of medicinal products, medical devices and equipment and permit for medical application; 
3) on approval of the medical application instruction for medical devices; 
4) on approval of package and labels designs for medical devices. 
27. For the registered medical devices and equipment the governmental body issues marketing authorisation and hands to the Applicant the following dosuments within ten calendar days:
1) marketing authorization (its copy to the expert organization) with indication of the time period within which its medical use is permitted on the territory of the Republic of Kazakhstan according to Annex 8 to the present Procedure and annex to the marketing authorisation according to Annex 9 to the present Procedure;
2) approved instruction for medical application of medical devices and equipment in the national and Russian languages; 
3) approved packages and labels designs for medical devices.  
28. For the registered medical devices and equipment the governmental body shall issue to the expert organization:
1) copy of the marketing authorization;
2) approved instruction for medical application of medical devices and equipment in the national and Russian languages; 
3) approved package and labels for medical devices.  
29. Throughout the marketing authorization validity period, the organization-producer is responsible for quality of the registered in the Republic of Kazakhstan devices and equipment and fidelity of information for the consumer (instruction on medical application of medical devices approved by the governmental body, operational document for medical equipment and labeling).  

Quality of the registered in the Republic of Kazakhstan medical devices and equipment must conform to the requirements specified by the registration dossier.  
30. After signing of the order and all the documents for completion of state registration, the expert organization generates one file copy of registration dossier, including the copy of the marketing authorization, conclusion of the initial, special and, if necessary, pharmaceutical expertise, report of the analytical expertise of medical devices, approved instruction on medical devices medical application, approved package and label models for medical devices, materials on correspondence with the Applicant and keeps the file copy in the departmental record office.
31. Registration dossier submitted for state registration must be kept in the record office subject to the confidentiality irrespective of the registration outcome and the decision taken by the governmental body. 
32. Throughout the period of the marketing authorization validity, the archival registration dossier is supplemented with copies of the marketing authorization on amendments, organization-producer’s documents confirming the introduced amendments and conclusions of initial and special expertise. 

33. Marketing authorization upon state registration and re-registration of medical devices is given for the term of five years. In case of registration and re-registration of medical equipment, marketing authorization is given for the term of seven years.  
34. The governmental body can adopt a decision on temporary banning of medical application of the registered medical devices and equipmentd or banning with marketing authorization withdrawal, in the following cases:

1) detection of previously unknown hazardous features and adverse reactions;
2) nonconformity of quality of the imported medical devices and equipment to the samples submitted for state registration and specified by registration dossier. 
35. The Applicant can submit an application for re-registration before expiration of validity of the marketing authorization and within 6 months after expiration of validity of the marketing authorization.
36. Medical devices and equipment can be used, handled and operated on the territory of the Republic of Kazakhstan without any limitations if they were imported or produced in the territory of the Republic of Kazakhstan before the marketing authorization expiration date.   

 
4. Expedited State Registration of Medical Devices and Equipment 
 
37. Decision on the expedited state registration of medical devices and equipment (hereinafter referred to as Expedited procedure) is adopted by the governmental body upon the Applicant’s written request with the reasoned proof of its necessity.
38. Expedited procedure must not level down safety, efficiency and quality standards.   
39. Expedited procedure is applied if medical devices and equipment is used for prevention, treatment and diagnostics of rare diseases, for elimination of consequences of the epidemy or infectious disease pandemia and in case of the deficit on Kazakhstan’s pharmaceutical market of important medical devices and equipment.  
40. Expedited procedure is effected by means of the reduced expertise period in accordance with the expertise procedure for medical devices and equipment upon state registration.   
41. In case of submission of an incomplete set of documents and materials or if doubts arise in the quality and fidelity of the materials and documents submitted, expedited state registration of medical devices and equipment cannot be applied. 
 
5. Amendments to Registration Dossier of the Registered Medical Devices and Equipment 

during Marketing Authorization Validity Period 
42. Amendments to registration dossier must not level down safety and quality of medical devices and equipment.
43. Amendments are classified into:
1) type I amendments – no new registration is required. These are amendments related to amendments to registration dossier contents, in accordance with Annex 10 to the present Procedure;
2) type II amendments require new state registration. These are amendments not included into Annex 10 to the present Procedure.
44. On the basis of the expertise findings the expert organization issues conclusion on impact of type I amendments introduced to registration dossier of medical devices and equipment in accordance with Annex 11 to the present Procedure. 
45. Amendments to registration dossier are effected on the basis of the order by the governmental body with the obligatory introduction of corresponding records and documents to the file copy of registration dossier and State register of medicinal products, medical devices and equipment.   
46. In case of type I amendments the Applicant receives a new marketing authorization under the former state registration number of medical devices and equipment with specification of date and number of the order of the governmental body on the introduced amendments. Marketing authorisation is issued for the remaining period of validity of state registration.    

47. In case of type II amendments requiring new registration, the governmental body and expert organization follow the rules on state registration. The Applicant receives a new marketing authorization with the new registration number and term of permitted application in the territory of the Republic of Kazakhstan. If it is necessary the annex is attached to the marketing authorisation in accordance with Annexes 8, 9 to the present Procedure. 
48. In case of type I amendments to registration dossier related to package alterations of medical devices and equipment it is permissible to market medical devices and equipment in new and former packages simultaneously within the period of no longer than twelve calendar months after approval of the inroduced amendment. 
 

6. Reasons for Rejection of State Registration, Re-registration 
and Amendments to Registration Dossier of Medical Devices and Equipment

 
49. The governmental body can refuse to register, re-register medical devices and equipment and amend registration dossier in the following cases: 
1) in case of lower safety and efficiency level of medical devices and equipment submitted for state registration/re-registration as compared to the registered equivalents on the basis of conclusion of the governmental body on expedience of the expertise;  
2) in case of failure to submit the complete registration dossier after obtaining directions on the primary expertise;

3) failure to address the remarks on analytical and (or) specialized expertise within thirty calendar days after the receipt of the remarks from the expert organization (by telephone, fax, in written form);
4) in case of presence in medical devices and equipment of substances and materials banned in the Republic of Kazakhstan. 
5) in case of rejection of the Applicant to perform clinical and(or) other trials appointed in accordance with the established procedure;
6) in case of negative results of clinical and(or) other studies of safety, and(or) efficiency, and(or) quality of medical devices and equipment;
7) in case of discrepancies between the actual production conditions and quality management system, and the requirements ensuring the stated safety, efficiency and quality of medical devices and equipment detected upon estimation of production and quality management system of the organisation-producer.  
50. In case of rejection to register, re-register, amend registration dossier or withdrawal of application for state registration, re-registration or amendment to registration dossier after beginning of the expertise, registration fee and expert work cost will not be refunded.
51. Upon the decision, the governmental body informs the Applicant of rejection in a written form within ten calendar days to register, re-register a medicinal device and equipment and amend registration dossier. 
63. Decision on rejection can be appealed against in accordance the legislation of the Republic of Kazakhstan. 
 

Annex 1 

to the Procedure of state registration, 

re-registration and amendments to 

registration dossier of medical devices 

and equipment

Form

 

 
Application 

for State Registration/Re-registration of Medical Devices 

and Equipment in the Republic of Kazakhstan 
 

1. Name of medical devices___________________________________________

in the national language
__________________________________________________________________________

in Russian 
2. Completing units of medical devices with specification of the organization-producer and producer’s country:
	 

№
	Component parts
	Organization-producer
	Country

	 
	 
	 
	 


 
3. Application area and function of medical devices
_________________________________________________________________________

application area

__________________________________________________________________________

function

 
4. Safety class depending on potential application risk (mark the item that applies):

 

	class 1 – low risk degree
	 

	class 2 a – medium risk degree
	 

	class 2 b – increased risk degree
	 

	class 3 – high risk degree
	 


 
5. Producer:
Organization-producer (manufacturer) __________________________________

Head _____________________________________________________________

Legal address: _______________________________________________________

Actual address of the organization-producer: _________________________________

_________________________________________________________________________

Tel., fax, E-mail _______________________________________________________

Producer’s country ________________________________________________________

 
6. Applicant:
Developer, organization-producer, individual entrepreneur or their authorized representative in the Republic of Kazakhstan

_____________________________________________________________________

                                                              name

acting on the basis of ___________________________________________________
specify the document (letter of authority or other), its number, date of issue and validity period

represented by ______________________________________________________________

name, surname and patronymic

__________________________________________________________________________

specify the document (letter of authority or other), its number, date of issue and validity period

Tel., fax, E-mail _____________________________________________________________
Contract for medical devices and equipment expertise ________________________________

Number and date of the contract

 
7. Information about the producer: (mark the item that applies):

  

head office (enterprise) __________________________________________

name, address

subcontractor_____________________________________________________

name, address

subsidiary ________________________________________________

name, address

production site _____________________________________________________

name, address

producer of the medicinal product constituent of medical devices ____________________________________________________________________

name, address

 
8. Information on registration in other countries:
 

	No
	Country
	Marketing authorization number (marketing license)
	Date of issue
	Validity period

	1
	 
	 
	 
	 

	2
	 
	 
	 
	 


 
9. Protection document of the Republic of Kazakhstan (mark the item that applies):

 

	yes


 

	no


 

In case of the positive answer, the following information is required:
 

	Number of the protection document (patent) 
	Date of issue
	Validity period
	Holder of the protection document (patent holder) 

	 
	 
	 
	 


 
10. Trade mark protection in the Republic of Kazakhstan (mark the item that applies):

	yes


 

	no


 

In case of the positive answer, the following information is required:
 

	Number of the protection document (patent)
	Date of issue
	Validity period
	Holder of the protection document (patent holder)

	 
	 
	 
	 


 
11. Shelf-life of medical devices ____________________________________________________
12. Transportation conditions ____________________________________________________

13. Storage conditions __________________________________________________________
14. Name of the party effecting payment for the expertise of medical devices  __________________________________________________________________________________
name

Details of the payer __________________________________________________________

TIN, BIN, IIN, account number, foreign currency account, BIC, bank

Producer (manufacturer) ________________________________________________________

name of the organization
I am obliged to supply medical devices to the Republic of Kazakhstan which conform to requirements specified in registration dossier and to provide instructions for medical application of medical devices in the national and Russian languages and guarantee fidelity and authenticity of translation.  

I guarantee safety and quality assurance during the whole shelf-life of medical devices provided that transportation and storage conditions are complied in accordance with requirements of the organization-producer.
I am obliged to inform about any amendments to registration dossier and to submit an application and materials upon discovering any adverse reactions which were not mentioned in earlier medical application instruction related to the application of medical devices.    

The application is executed in 2 copies.

 Date: Signature____________

«____» _____ 20___ Stamp here

 

Annex 2 

to the Procedure of state registration, 

re-registration and amendments to 

registration dossier of medical devices 

and equipment

Form 
 

Application 

for state registration/re-registration of medical devices 

and equipment in the Republic of Kazakhstan 
 
1. Name of medical equipment________________________________________________

in the national language

__________________________________________________________________________
in Russian 

 
2. Completing units of medical equipment with specification of the organization-producer and producer’s country:
 

	№
	Component parts
	Organization-producer
	Country

	 
	 
	 
	 


 
3. Application area and function of medical equipment
__________________________________________________________________________
application area

__________________________________________________________________________
function

 
4. Safety class depending on potential application risk (mark the item that applies):

	class 1 – low risk degree
	 

	class 2 a – medium risk degree
	 

	class 2 b – increased risk degree
	 

	class 3 – high risk degree
	 


5. Producer:
Organization-producer (manufacturer) __________________________________

Head _____________________________________________________________

Legal address _______________________________________________________

Actual address of the organization-producer _________________________________

_________________________________________________________________________

Tel., fax, E-mail _______________________________________________________

Producer’s country ________________________________________________________

 
6. Applicant:
Developer, organization-producer, individual entrepreneur or their authorized representative in the Republic of Kazakhstan

_____________________________________________________________________

                                                              name

acting on the basis of _____________________________________________

specify the document (letter of authority or other), its number, date of issue and validity period

represented by ______________________________________________________________

surname, name and patronymic

__________________________________________________________________________

specify the document (letter of authority or other), its number, date of issue and validity period

Tel., fax, E-mail ________________________________________________

Contract for medical devices and equipment expertise ________________________________

Number and date of the contract

 
7. Information about the producer: (mark the item that applies):

  

head office (enterprise) __________________________________________

name, address

subcontractor_____________________________________________________

name, address

subsidiary ________________________________________________

name, address

production site _____________________________________________________

name, address

 
8. Information on registration in other countries:
 

	No
	Country
	Marketing authorization number (marketing license)
	Date of issue
	Validity period

	1
	 
	 
	 
	 

	2
	 
	 
	 
	 


 
9. Protection document of the Republic of Kazakhstan (mark the item that applies):

 

	yes


 

	no


 

In case of the positive answer, the following information is required:
 

	Number of the protection document (patent)
	Date of issue
	Validity period
	Holder of the protection document (patent holder)

	 
	 
	 
	 


 
10. Trade mark protection in the Republic of Kazakhstan (mark the item that applies):

 

	yes


 

	no


 

In case of the positive answer, the following information is required:
 

	Number of the protection document (patent)
	Date of issue
	Validity period
	Holder of the protection document (patent holder)

	 
	 
	 
	 


 
11. Guaranteed service life of medical equipment____________________________________________
12. Transportation conditions __________________________________________________________
13. Storage conditions __________________________________________________________________
14. Name of the party that paid for the expertise of medical devices _____________________________________________________________________________________
name
Details of the payer __________________________________________________________

TIN, BIN, IIN, account number, foreign currency account, BIC, bank
Producer (manufacturer) ____________________________________________________

name of the organization

I am obliged to supply medical equipment to the Republic of Kazakhstan which conforms to requirements specified by registration dossier and to provide operational document for medical equipment in the national and Russian languages and guarantee fidelity and authenticity of translation.  

I guarantee safety and quality assurance during the whole shelf-life of medical equipment provided that transportation and storage conditions are complied in accordance with requirements of the organization-producer.
I am obliged to inform about any amendments to registration dossier and to submit an application and materials upon discovering any adverse reactions which were not mentioned earlier in the operational document on the exploitation of medical equipment.    

 

The application is executed in 2 copies.
 

Date: Signature ____________

«____» ______ 20___ Stamp here

 

 

Annex 3 

to the Procedure of state registration, 

re-registration and amendments to 

registration dossier of medical devices 

and equipment

Form

 
Application 

for Type I Amendments to Registration Dossier Requiring No New Registration 

of Medical Devices and Equipment within Validity Period of Marketing Authorisation 

of the Republic of Kazakhstan 

 

	No____ «____» 
	_________20___ 


 

1. Name of medical devices/equipment __________________________________________

                        in the national language

__________________________________________________________________________

       in Russian

 
2. Component parts of medical devices/equipment with specification of the organization-producer and producer’s country:
 

	№
	Component parts
	Organization-producer
	Country

	 
	 
	 
	 


 
3. Safety class depending on potential application risk (mark the item that applies):

 

	class 1 – low risk degree
	 

	class 2 a – medium risk degree
	 

	class 2 b – increased risk degree
	 

	class 3 – high risk degree
	 


4. Registration in the Republic of Kazakhstan
 

	Marketing authorization number
	Date of issue
	Validity period

	 
	 
	 


 
5. Producer:
Organization-producer (manufacturer) __________________________________

Head _____________________________________________________________

Legal address _______________________________________________________

Actual address of the organization-producer ________________________________________________________________

Tel., fax, E-mail _______________________________________________________

Producer’s country ________________________________________________________

 
6. Applicant:
Developer, organization-producer, individual entrepreneur or their authorized representative in the Republic of Kazakhstan

_______________________________________________________________________

name

acting on the basis of _____________________________________________

specify the document (letter of authority or other), its number, date of issue and validity period

represented by ______________________________________________________________

surname, name and patronymic

__________________________________________________________________________

specify the document (letter of authority or other), its number, date of issue and validity period

Tel., fax, E-mail ________________________________________________

Contract for medical devices and equipment expertise ________________________________

Number and date of the contract

7. Stated amendments:
 

	№
	Edition before the amendments
	The amendment introduced

	 
	 
	 


 
8. Name of the party that paid for the expertise of medical devices:
__________________________________________________________________________

name

Details of the payer __________________________________________________________

TIN, BIN, IIN, account number, foreign currency account, BIC, bank
Producer___________________________________________________________________

name of the organization

I am obliged to supply medical devices and (or) equipment to the Republic of Kazakhstan which conform to requirements specified by registration dossier and to provide instructions for medical application of medical devices in the national and Russian languages and operational document for medical equipment in the national and Russian languages and guarantee fidelity and authenticity of translation.  

I guarantee safety and quality assurance during the whole shelf-life of medical devices and equipment provided that transportation and storage conditions complied in accordance with requirements of the organization-producer.
I am obliged to inform about any amendments to registration dossier and to submit an application and materials upon discovering any adverse reactions which were not mentioned earlier in medical application instruction on application of medical devices and upon discovering any adverse reactions which were not mentioned in operational document related to the exploitation of medical equipment.    

 

The application is executed in 2 copies.
Date: Signature ____________

«____» ______ 20___ Stamp here

 

Annex 4 

to the Procedure of state registration, 

re-registration and amendments to 

registration dossier of medical devices 

and equipment

 

Form

 
List of Documents
for Registration and Re-registration of Medical Equipment 

in Accordance with Safety Class 

 

	No
	Name of the document
	Medical equipment (ME)
	Note

	
	
	Class 1
	Class 2а
	Class 2b
	Class 3
	

	1
	2
	3
	4
	5
	6
	7

	 1.
	Application
	+
	+
	+
	+
	In accordance with the approved form

	2.
	Letter of authority issued by the producer on the right to represent his interests upon state registration of the Republic of Kazakhstan 
	+
	+
	+
	+
	In accordance with international assurance norms

	3.
	Information about the producer (manufacturer) including the following: name, type of activity, legal address, form of ownership, administration structure, list of subdivisions and subsidiaries as well as their status and authority
	+
	+
	+
	+
	Submitted by head office of the organization-producer

	4.
	Marketing authorization of the Republic of Kazakhstan for the medicinal product which is a constituent of consumable material for the medical equipment, which are medical devices  themselves
	+
	+
	+
	+
	Copy certified by a notary

	5.
	The document certifying registration of medical equipment in the producer’s country and(or) Free Sale Certificate 
	+
	+
	+
	+
	In accordance with international notarization norms

	6.
	The document certifying conformity of production conditions with national and(or) international standards (GMP; ISO; EN)
	+
	+
	+
	+
	In accordance with international notarization norms

	7.
	The document certifying conformity of medical equipment with national or international standard documents (Conformity Declaration; Conformity Certificate)
	+
	+
	+
	+
	In accordance with international notarization norms or the original 

	8.
	Report (protocol) of toxicological and hygienic trials of consumables and(or) components of medical equipment contacting with human body
	+
	+
	+
	+
	Notarized by the stamp of the organization-producer 

	9.
	Report on technical trials
	+
	+
	+
	+
	Notarized by the stamp of the organization-producer

	10.
	Report on stability research (for consumables (solutions, test systems, reagents kits) with shelf-life)  
	+
	+
	+
	+
	Notarized by the stamp of the organization-producer

	11.
	Results of clinical (medical) trials 
	-
	-
	+
	+
	Notarized by the stamp of the organization-producer

	12.
	Standard (normative) document medical equipment (including consumables, and component parts which are medical devices) complies with: international and national standard, organization standard, specifications 
	+
	+
	+
	+
	The copy of the organization’s Standard/ Specifications is notarized by the stamp of the producer factory. International and national standards with registration of the republic of Kazakhstan

	13.*
	Specification with technical characteristics, the list of principal constituents, component parts and consumables (in accordance with the form) 
	+
	+
	+
	+
	Submitted in hard and soft copy. Hard copy is to be notarized by the stamp of the organization-producer 

	14.
	Operation’s manual for medical equipment in the national and Russian languages, including the instruction for consumables and component parts of medical equipment which are medical devices 
	+
	+
	+
	+
	Notarized by the stamp of the organization-producer

	15.
	Samples of consumables and component parts of medical equipment which are medical devices
	+
	+
	+
	+
	In the quantity sufficient for three-stage analysis in accordance with the requirements of the standard (normative) documents

	16.
	Standard samples of consumables and component parts of medical equipment which are medical devices (with their specified application in the normative document) for: 
- materials medical devices are made of ; 
- medicinal product constituent of medical devices; 
- control materials for diagnostic test-systems and reagents; 
- foreign substances
	+
	+
	+
	+
	 

	17.
	Graphic image of labels for medical equipment, including colored designs of labeling and package for consumables and component parts of medical equipment which are medical devices in the national and Russian languages 
	+
	+
	+
	+
	Notarized by the stamp of the organization-producer

	18.
	Color photos of no less than 13 х 18 cm size (must display exterior view of medical devices and constituent consumables) 
	+
	+
	+
	+
	 

	19.
	Copy of the marketing authorization of the Republic of Kazakhstan upon re-registration 
	+
	+
	+
	+
	 

	20.
	Copy of the document certifying state registration in other countries 
	+
	+
	+
	+
	Notarized by the stamp of the organization-producer


 

Note:
The documents are to be submitted with the Russian translation attached.
The document requiring certification by a notary must have the Russian translation certified by a notary as well. 

The Applicant is responsible for fidelity of the submitted documents.     
 

* Specification form for medical equipment:
 

	Name
	Producer, country
	Completeness
	Application area, function
	Technical characteristics

	
	
	Name of component parts
	Producer, country
	
	

	 
	 
	1.
	 
	 
	 

	
	
	2.
	 
	
	

	
	
	3.
	 
	
	


 

Annex 5 

to the Procedure of state registration, 

re-registration and amendments to 

registration dossier of medical devices 

and equipment

 

Form

 
List of Documents
for Registration and Re-registration of Medical Devices in Accordance with Safety Class 

 

 
	No
	Name of the document
	Medical devices
	Note

	
	
	Class 1
	Class 2а
	Class 2b
	Class 3
	MIBD
(in vitro)
	

	1
	2
	3
	4
	5
	6
	 
	7

	21.
	Application
	+
	+
	+
	+
	+
	In accordance with the approved form

	22.
	Letter of authority issued by the producer on the  right to represent his interests upon state registration of the Republic of Kazakhstan 
	+
	+
	+
	+
	+
	In accordance with international notarization norms

	23.
	Information about the producer including the following: name, type of activity, legal address, form of ownership, administration structure, list of subdivisions and subsidiaries as well as their status and authority 
	+
	+
	+
	+
	+
	Submitted by head office of the organization-producer

	24.
	The document certifying registration of medical devices in the producer’s country and(or) Free Sale Certificate
	+
	+
	+
	+
	+
	In accordance with international notarization norms

	25.
	The document certifying conformity of production conditions with national and(or) international standards (GMP; ISO; EN)
	+
	+
	+
	+
	+
	In accordance with international notarization norms

	26.
	Marketing authorization of the Republic of Kazakhstan for the medicinal product which is a constituent of medical devices
	+
	+
	+
	+
	 
	Copy certified by a notary

	27.
	The document certifying conformity of medical devices with national or international normative documents (Conformity Declaration; Conformity Certificate)
	+
	+
	+
	+
	+
	In accordance with international notarization norms

	28.
	Report (protocol) of toxicological and hygienic trials of medical devices, including consumables for medical devices which are medical devices themselves
	+
	+
	+
	+
	 
	Notarized by the stamp of the organization-producer

	29.
	Report on technical tests of medical devices, including consumables for medical devices 
	+
	+
	+
	+
	 
	Notarized by the stamp of the organization-producer

	30.
	Report on stability research of medical devices (with specification of shelf-life) including consumables for medical devices related to medical devices
	+
	+
	+
	+
	+
	Notarized by the stamp of the organization-producer

	31.
	Report on pre-clinical (non-clinical) trials 
	 
	+ (if MP is available)
	+
	+
	 
	Notarized by the stamp of the organization-producer

	32.
	Results of clinical (medical) trials (of application)
	 
	+ (if MP is available)
	+
	+
	+
	Notarized by the stamp of the organization-producer

	33.
	Normative document medical devices and equipment complies with: international and national standard, organization standard, specifications 
	+
	+
	+
	+
	+
	The copy of the organization’s Standard/ Specifications is notarized by the stamp of the producer factory. International and national standards with учетной регистрацией of the republic of Kazakhstan 

	34.*
	Specification with technical characteristics, the list of component parts and consumables (in accordance with the form) 
	+
	+
	+
	+
	+
	Submitted in hard and soft copy. Hard copy is to be notarized by the stamp of the organization-producer

	35.
	Application instruction for medical devices (original issued by the producer) 
	+
	+
	+
	+
	+
	Notarized by the stamp of the organization-producer

	36.
	Draft instruction on medical application of medical devices in the national and Russian languages (hard and soft copy) 
	+
	+
	+
	+
	+
	Notarized by the authorized representative

	37.
	Samples of medical devices
	+
	+
	+
	+
	+
	In the quantity sufficient for three-stage analysis in accordance with the requirements of the normative documents

	38.
	Standard samples of consumables and component parts of medical devices (with their application specified in the normative document) for: materials medical devices are made of ; medicinal product contained in medical devices; control materials for diagnostic test-systems and reagents; foreign substances
	+
	+
	+
	+
	+
	 

	39.
	Documents specifying quality of package materials (for immediate package) 
	+
	+
	+
	+
	+
	National and international standards must be registered in the Republic of Kazakhstan

	40.
	Colour photos of no less than 13 х 18 cm size (must display exterior view of medical devices and constituent consumables) 
	+
	+
	+
	+
	+
	 

	41.
	Coloured package and label design (hard and soft copy)
	+
	+
	+
	+
	+
	Notarized by the stamp of the organization-producer

	42.
	Text of the labeling design in the national and Russian languages (hard and soft copy)
	+
	+
	+
	+
	+
	Notarized by the authorized representative

	43.
	Copy of the marketing authorization of the Republic of Kazakhstan upon re-registration
	+
	+
	+
	+
	+
	 

	44.
	Copy of the document certifying state registration in other countries
	+
	+
	+
	+
	+
	Notarized by the stamp of the organization-producer


 

Note:
The documents are to be submitted with the Russian translation attached.
The document requiring certification by a notary must have the Russian translation certified by a notary as well. 

The Applicant is responsible for fidelity of the submitted documents.     
 

* Specification form for medical devices:
 

	Name
	Producer (manufacturer), country
	Completeness
	Application area, function
	Technical characteristics

	
	
	Name of the completed units
	Producer, country
	
	

	 
	 
	4.
	 
	 
	 

	
	
	5.
	 
	
	

	
	
	6.
	 
	
	


Annex 6 

to the Procedure of state registration, 

re-registration and amendments to 

registration dossier of medical devices 

and equipment 

 

 

Form

 
Conclusion 

on Expedience to perform expertise of Medical Devices and Equipment 

Submitted for State Registration in the Republic of Kazakhstan  

The governmental body performed the analysis of the presence of equivalents in Kazakhstan’s market, their relative cost, and assessment of production conditions of medical devices and equipment submitted for state registration in the Republic of Kazakhstan:  
medical devices and equipment_________________________________________________             

                                                                (name)

safety class depending on potential application risk

_________________________________________________________________________

                                                                   (mark the item that applies)

organization-producer_______________________________________________________

producer’s country _________________________________________________________

Applicant _________________________________________________________________

availability of protection document of the Republic of Kazakhstan: YES   NO (mark the item that applies)

_________________________________________________________________________

(name and holder of the protection document, its number, date of issue and duration)

Availability of license agreement (till the patent expiration date): YES   NO (mark the item that applies)

_________________________________________________________________________

                          (name, date of conclusion/issue, duration)

The following was established:
1) Equivalents of medical devices and equipment submitted for state registration, are registered in the Republic of Kazakhstan 

YES  NO (mark the item that applies)

Information about equivalents of medical devices and equipment: 

 

	No
	Trade  name of the equivalent of medical devices and equipment submitted for state registration 


	Price of medical devices and equipment, specified by the Applicant 
	International price of the equivalent
	Distribution price of the equivalent

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 


 

2) medical devices and equipment are used for treatment of socially significant diseases of the population of the Republic of Kazakhstan within the frameworks of the Republican budget programs and subjected to limited clinical testing:

YES  NO (mark the item that applies); 

3) existence of quality complaints on medical devices and equipment within the period of registration in the territory of the Republic of Kazakhstan;  

4) nature of complaints (date of negative conclusion, name of certification organ and non-conformity characteristics). 

Based on the analysis results the governmental body considers expertise to be feasible and sends registration dossier and product samples for the expertise to governmental expert organization to estimate safety, efficiency and quality characteristics of the submitted medicinal product. 

 

 

Person in charge ______________________ Signature ___________

of the governmental body      (surname, name, patronymic and position)

 

Date:

«____» ______ 20___  Stamp here

 

Annex 7 

to the Procedure of state registration, 

re-registration and amendments to 

registration dossier of medical devices 

and equipment 

 

Form

 

Conclusion 
on Safety, Efficiency and Quality of Medical Devices and Equipment 

Submitted for State Registration, Re-registration in the Republic of Kazakhstan 
 
Expert organization announces the results on safety, efficiency and quality expertise of medical devices and equipment submitted for state registration, re-registration in the Republic of Kazakhstan:

 

	No
	Trade  name of medical devices and equipment
	Organization-producer, producer’s country 
	Availability of protection document in the Republic of Kazakhstan (yes, no)
	Conclusion of the primary expertise 
	Conclusion of the analytical expertise
	Conclusion of the pharmaceutical expertise 
	Conclusion of the special expertise 
	Conclusion of the expert organization

	1
	2
	3
	4
	5
	6
	7
	8
	9

	 
	 
	 
	 
	 
	 
	 
	 
	 


 
 
The head of the expert organization
Signature _________________

«____» ______ 20___ Stamp here

 
Note:
1. Columns 5 – 8 include date and number (if any) of the expertise conclusion.
2. Column 9 includes recommendations of the expert organization on state registration, re-registration in the Republic of Kazakhstan and rejection thereof.  

In case of the recommended rejection of state registration, re-registration of medical devices and equipment in the Republic of Kazakhstan, the conclusion on safety, efficiency and quality of medical devices and equipment issued by the expert organization to the governmental body must include explanatory notes.  <0}
 

Annex 8 

to the Procedure of state registration, 

re-registration and amendments to 

registration dossier of medical devices 

and equipment 

 

Form

 

The Emblem
of the Republic of Kazakhstan

The Ministry of Public Health of the Republic of Kazakhstan
 
Marketing Authorization
RoK-MG/ME-___-N______
 

In accordance with the Code of the Republic of Kazakhstan “On Public Health and  Public Health System” the present marketing authorization is issued for:

________________________________________________________________________

(name of the organization-producer; producer’s country),

certifying that ______________________________________________________________

                                             (name of medical devices or equipment)

_________________________________________________________________________

(safety class depending on potential application risk)

is registered and approved for medical application on the territory of the Republic of Kazakhstan.

List of consumables and component parts for medical devices/equipment in the Annex to the present marketing authorization (indicate the number of pages) 
Date of state registration 

(re-registration) «____» ______ 20___

Expiration date «____» ______ 20___ 

Date of amendments «____» ______ 20___

 

Surname, name and patronymic of the head of the governmental body 

(or the authorized representative)

Signature _____________ Stamp here

 

Note: 

In case of issuing marketing authorization for medical devices RoK-MG/-___-N_____ is specified.

In case of issuing marketing authorization for medical equipment RoK-ME-___-N____ is specified.

 

Annex 9 

to the Procedure of state registration, 

re-registration and amendments to 

registration dossier of medical devices 

and equipment 

 

 

Form

 

THE MINISTRY OF PUBLIC HEALTH OF THE REPUBLIC OF KAZAKHSTAN
--------------------------------------------------------------------
ATTACHMENT (Annex) TO THE MARKETING AUTHORIZATION
RoK-MG/ME-_ №______
List of consumables and component parts for medical devices and equipment

 

	No
	Name of consumables and component parts for medical devices and equipment
	Model
	Producer
	Country

	1.
	 
	 
	 
	 

	2.
	 
	 
	 
	 

	3.
	 
	 
	 
	 

	4.
	 
	 
	 
	 


 

 

Surname, name and patronymic of the head of the governmental body 

(or the authorized representative)

Signature _____________ 

«____» ______ 20___ Stamp here

 

Note: 

For medical devices marketing authorization attachment RoK-MG/-___-N_____ is specified.

For medical equipment marketing authorization RoK-ME-___-N____ is specified.

Annex 10 

to Procedure of state registration 

re-registration, and amendments to registration 

dossier of medical devices and equipment
 

 

Form
Type I Amendments not Requiring New State Registration 

Introduced to Registration Dossier of Medical Devices and(or)

Medical Equipment during the Marketing Authorization 

Validity Period in the Republic of Kazakhstan

 

	Amendment
	Terms/notes
	A list of documents and materials necessary for amendments

	1
	2
	3

	1. Production license contents change:

 

 

- change of the name of the manufacturer; 
distributor
 

 

 

 

- change of production site
of the production process part or the entire process 

	The major term is that
A new license for production should be issued by the relevant body of the producer’s (manufacturer’s) country
 

Production site remained unaltered
 

 

 

 

Production process and specifications, including trial methods remained unaltered.

	- Application for amendments according to the approved form;
- A letter of authority from the producer for the right to present interest upon state registration in the Republic of Kazakhstan;
- Document certifying registration of the medical devices/medical equipment in the producer’s country and(or) free sale certificate  (Free Sale) with amendments;
-*State license for the production right in the producer’s country;
- *annex to the license with a list of basic component parts, materials;
- Document which confirms compliance of production terms to national and(or) international standards (GMP; ISO; EN);
-Document which confirms conformity of medical equipment to national or international normative documents (Conformity declaration; Conformity certificate); 

-A copy of marketing authorization of the Republic of Kazakhstan; 

-Producer’s (manufacturer’s) letter certifying that the production process and finished product quality and safety control remain unaltered, with the date of amendments specified; 

- medical devices application instruction drafts; 

- labeling design

	2. Change of medical devices and(or) medical equipment name
	Reasoned grounding of change of medical devices and(or) medical equipment name
	Application for amendments according to the approved form; 

A letter of authority from the producer for the right to present interest during state registration in the Republic of Kazakhstan; 

Document certifying registration of the medical equipment  in the producer’s country and(or) free sale certificate (Free Sale); A copy of marketing authorization of the Republic of Kazakhstan; 

Producer’s (manufacturer’s) letter containing motivated arguments for the necessity to change the name of the medical devices and(or) medical equipment; medical devices application instruction drafts; labeling design

	3. Change (increase/decrease of names and(or) replacement) of accessories and(or) component parts and(or)consumables
	Absence of impact on functional characteristics of medical devices and medical equipment
	Application for amendments according to the approved form; 

A copy of marketing authorization of the Republic of Kazakhstan; 

Producer’s (manufacturer’s) letter containing motivated arguments for the necessity to change components and specifying a new list of components; 

operational document

	4. Removal/addition of therapeutical indications; application area; contraindications; adverse reactions
	Safety of medical devices and(or) medical equipment application must be preserved and confirmed by the clinical safety and quality studies 
	Application for amendments according to the approved form; 

A copy of marketing authorization of the Republic of Kazakhstan; 

Producer’s (manufacturer’s) letter containing motivated arguments for the necessity to change therapeutic indications; medical devices application instruction drafts; 

formerly approved instruction; labeling design (if necessary); results of clinical (medical) trials which reflect the amendments introduced

	5. Change of producers of medical devices, intended for packaging, processing, final packing and labeling; accessories and(or) components and(or) consumables and(or) Change of site for production of medical devices, intended for packing, processing, final packaging and labeling, accessories and(or) components and(or) consumables.
	Technical characteristics and quality control of accessories and(or) consumables must not level down the finished product quality 
	Application for amendments according to the approved form; 

Document which confirms compliance of production terms to national and(or) international standards (GMP; ISO; EN) of accessories and(or) consumables 

A copy of marketing authorization of the Republic of Kazakhstan; 

Producer’s letter certifying that the production process and finished product quality and safety control remain unaltered; medical devices application instruction draft (if necessary);

	6. Increase/decrease of medical devices shelf-life
	Reasoned grounding of shelf-life change
	- Application for amendments according to the approved form; 

A copy of marketing authorization of the Republic of Kazakhstan; 

Producer’s letter certifying that the production process and finished product quality and safety control remain unaltered; 

- Stability data (for medical devices no less than for 3 batches); 

- Medical devices application instruction drafts (if necessary); 

- Labeling design

	7. Storage conditions change
	Reasoned grounding of storage conditions change
	- Application for amendments according to the approved form; 

- A copy of marketing authorization of the Republic of Kazakhstan; 

- Producer’s (manufacturer’s) letter grounding storage condition change; 

- Stability data (for medical devices no less than for 3 batches); 

- Medical devices application instruction drafts (if necessary); 

- Labeling design

	8. Change of the end medical product quality control procedure
	Reasoned grounding of quality control procedure change 
	- Application for amendments according to the approved form; 

- A copy of marketing authorization of the Republic of Kazakhstan; 

- producer’s letter, certifying that the production process remain unaltered; 

- producer’s letter, certifying that the control procedure does not level down the quality and safety of the finished product; 

 - standard technical documents with amendments which regulate finished product quality

	9. Change of the medical devices package:
 

- primary packaging of the medical devices:
 

 

- secondary and/or group packaging
	Reasoned grounding of impact/zero impact of package change on medical devices stability, quality; package-medical devices interaction
	- Application for amendments according to the approved form;
- A copy of marketing authorization of the Republic of Kazakhstan;
 - producer’s letter certifying that amendments introduced regarding primary packaging influence/do not influence stability, quality of medical devices; 

- Standard technical  documents with amendments; 

- new and former package design; 

- new and former labeling design; 

- no less than 13 x 15 cm sized photo for the medical equipment

	10. Change of imprints, base coatings or other marks, stamps and inscriptions including addition or change of labeling paint
	Reasoned grounding of labeling changes
	- Application for amendments according to the approved form; 

- A copy of marketing authorization of the Republic of Kazakhstan; 

Producer’s letter grounding the amendments; 

- package design; 

- labeling design; 

- no less than13 x 15 cm sized photo for the medical equipment


 

Note:
The documents must be submitted along with mandatory translations into the Russian language.
The Applicant is responsible for the fidelity of the documents submitted.
 

Annex 11 

to the Procedure of state registration 

re-registration, and amendments to registration 

dossier of medical devices and equipment
 

 

Form
 

Conclusion

on the Impact of Type I Amendments which do not Require New Registration to the Registration Dossier of Medical Devices and Medical Equipment on Safety, Efficiency, and Quality of Medical Devices during the Marketing Authorization Validity Period in the Republic of Kazakhstan
 

The expert organization reports the results of Type I Amendments which do not require new registration to the registration dossier of medical devices and medical equipment and impact of amendments on safety, efficiency, and quality of medical devices and eqiupment:
 

	No
	Name of medical equipment/ medical devices
	Marketing authorization number and date
	Organization-producer, country
	Protection document in the Republic of Kazakhstan (available/not available)
	Amendments
	Primary expertise conclusion
	Special expertise conclusion
	Expert organization conclusion

	1
	2
	3
	4
	5
	6
	7
	8
	9

	 
	 
	 
	 
	 
	 
	 
	 
	 


 
 

Expert Organization Director
Signature _______________
«____» ______ 20___   Stamp here
 
Note:
1. Columns 7 and 8 specify the conclusion execution date and number of expertise stages (if any).
2. Column 9 specifies the recommendations of the expert organization with regard to introduction of amendments to the registration dossier of medical devices and equipment. 
If the amendments proposed are recommended for rejection, the expert organization submits to the relevant body the conclusion on safety, efficiency and quality of medical devices/equipment along with comments. 
Annex 3
to the Order of the Minister of Public Health 

of the Republic of Kazakhstan No 735
of November 18, 2009 

List of orders which lost effect
 

1) Order of the Minister of Public Health of the Republic of Kazakhstan No 635 of August, 25, 2003 “On approval of regulatory legal acts regulating state registration, re-registration and amendments to the registration dossier and expertise of medicinal products including medical equipment and devices in the Republic of Kazakhstan” (registered in the Register of regulatory legal acts state registration under No 2496) ;
2) order of the Minister of Public Health of the Republic of Kazakhstan No 551 of November, 1, 2005 “On amendments to the order of the Minister of Public Health of the Republic of Kazakhstan No 635 of August, 25, 2003 “On approval of regulatory legal acts regulating state registration, re-registration and amendments to the registration dossier and expertise of medicinal products including medical equipment and devices in the Republic of Kazakhstan” (registered in the Register of regulatory legal acts state registration under No 3937, announced in "Yuridicheskaya gazeta” of December, 14, 2005 No 233);
3) order of the Minister of Public Health of the Republic of Kazakhstan No 304 of July, 12, 2006 “On amendments to the order of the Minister of Public Health of the Republic of Kazakhstan No 635 of August, 25, 2003 “On approval of  regulatory legal acts regulating state registration, re-registration and amendments to the registration dossier and expertise of medicinal products including medical equipment and devices in the Republic of Kazakhstan” (registered in the Register of regulatory legal acts state registration under No 4315, announced in "Yuridicheskaya gazeta” of August, 18, 2006 No 151 (1131);
4) order of the Acting Minister of Public Health of the Republic of Kazakhstan No 500 of August, 15, 2007 “On amendments to the order of the Minister of Public Health of the Republic of Kazakhstan No 635 of August, 25, 2003 “On approval of regulatory legal acts regulating state registration, re-registration and amendments to the registration dossier and expertise of medicinal products including medical equipment and devices in the Republic of Kazakhstan” (registered in the Register of regulatory legal acts state registration under No 4932, announced in  Collection of acts of central operating and other central state bodies of the Republic of Kazakhstan, 2007, July-September)” 
 
Приложение № 2










   к договору №___011/063____










   "__25__"__мая___2010 года







60


