Order of the Minister of Public Health of the Republic of Kazakhstan № 736 of November 18, 2009 on Approval of the Procedure of Expertise of Medicinal Products, Medical Devices, and Equipment 
 
On the authority of Article 63 and 71 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 medicinal products expertise according to Annex 1; 

2) Procedure of medical devices and equipment expertise according to Annex 2. 

2. To appoint the Republican public enterprise "National Expertise Center for Medicinal Products, Medical Devices and Equipment" under the Ministry of Public Health of the Republic of Kazakhstan the governmental expert organization for state registration, re-registration and amending the registration dossier of medicinal products, medical devices and equipment medicinal products, medical devices and equipment in the marketing sphere. 
3. The Committee for medical and pharmaceutical activity control under the Ministry of public Health to perform state registration of the present Order with the Ministry of Justice of the Republic of Kazakhstan as established by law.

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 law. 

5. To impose the duty for control of implementation of the present Order on Y.A. Birtanov, Vice-Minister of Public Health of the Republic of Kazakhstan. 

6. The present order becomes effective 10 calendar days after its first official publication.
 
 
	Minister 
	Zh. Doskaliev


 
Annex 1
to the Order of the Minister of Public Health 

of the Republic of Kazakhstan No 736
of November 18, 2009 

 
 
Medicinal Products Expertise Procedure 

 
1. General Provisions
 
1. The present Procedure of medicinal products expertise (hereinafter referred as Procedure) defines organization and performance of medicinal products expertise for the state registration, re-registration and amendments to registration dossier for the period of marketing authorization validity (hereinafter referred to as medicinal product expertise).
2. The present Procedure contains the following basic notions:

1) medicinal product expertise is an examination or trial of medicinal products' safety, efficiency and quality by performing of chemical, physical, biological, pre-clinical (non-clinical), clinical studies, their bioequivalence test as well as examination of presented documents for state registration: registration dossier, normative documents on standardization;
2) registration dossier is a set of documents submitted along with the application for state registration, re-registration of a medicinal product and amendments to registration dossier;  

3) generated medicinal product (generic) 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 protection document validity for the original drug, or on the ground of a license agreement;
4) Applicant is the developer, producer or their authorized representatives, entitled to submit an application, documents and materials for state registration, re-registration and amendments to medicinal products registration dossier; 

3. Medicinal products expertise is performed by the state expert organization specializing in medicinal products, medical devices and equipment not directly involved in the development and production of the medicinal product (hereinafter referred to as expert organization) on the basis of agreement with Applicant. 
 4. Medicinal products expertise is performed upon transfer of the following items by the governmental body specializing in medicinal products, medical devices and equipment (hereinafter referred to as governmental body):

 1) Conclusion from the governmental body on performance of expertise of medicinal product submitted for state registration, re-registration and amendments to registration dossier in the Republic of Kazakhstan; 

2) Applications for the state registration, re-registration and amendments to registration dossier of the medicinal product registered (re-registered) in the Republic of Kazakhstan;
3) two identical copies of the registration dossier; 
4) medicinal products samples sufficient for three-stage analysis;
5) standard medicinal products and foreign substances samples, consumables, employed during medicinal products study (on extraordinary occasions and on return basis);
6) the document confirming the payment of the expertise fee. 

5. The payment for medicinal expertise is effected by the Applicant by transfer to the account to the expert organization. 
 
2. Medicinal Products Expertise Procedure
 

6. The expertise of medicinal product upon Type I amendments to the registration dossier, regulated by the Procedure of state registration, re-registration and amendments to the registration dossier of medicinal products, medical devices and equipment which are approved by the Order №735 of the Minister of Public Health of the Republic of Kazakhstan of November 18, 2009 (registered in the State Register of normative legal acts under No5935), (hereinafter referred to as state registration procedure) consists of two stages:

1) primary expertise;
2) analytical and (or) special pharmaceutical expertise and (or) special pharmacological expertise according to the requirements to the amendments. 
7. The expertise of medicinal product upon state registration, re-registraion and Type II amendments to the registration dossier regulated by the state registration procedure consists of four stages: 
1) primary expertise;
2) analytical expertise;
3) special pharmaceutical expertise;
4) special pharmacological expertise.
8. Each successive stage of medicinal products expertise is based on positive results of the previous one.
9. When performing expertise the expert organization has the right to request Applicant’s explanation or specification for particular provisions in the documents and materials submitted. 

10. If the Applicant does not present materials or written grounding of different terms (not more than 60 calendar days) necessary for preparation of these materials within 30 calendar days the expert organization terminates the expertise and informs the governmental body and the Applicant about the decision within 10 calendar days after decision making. 
 
3. Medicinal Products Primary Expertise Procedure
 

11. The primary expertise of medicinal product includes:
1) assessment of completeness and regularity of one set of submitted registration dossier documents. After registration, re-registration it is transferred to the departmental record office; 

2) assessment of medicinal products ingredients for presence of banned colouring agents and other excipients, substances derived from human tissues and products of animal origin; and, if such are present in the medicinal products, the document confirming safety of active protein substances used in medicinal products production (prion safety); 

3) assessment of analytical part of the registration dossier with regard to conformity of standard technical  document on medicinal products safety and quality control;
4) check of medicinal products samples availability, quantity sufficiency and shelf-life for analytical expertise,  availability of medicinal substances samples, standard samples of medicinal substances and foreign substances, consumables (in exceptional cases and on return terms) which are necessary for reproduction of medicinal products analytical expertise methods;

5) analysis of the information on pharmacological effect of medicinal product for conformity of the stated basic pharmacological effect to the the Anatomico-therapeutic-chemical classification (hereinafter referred to as ATC-classification); 
6) check if the order of drugs dispensing from chemist's shops is specified (on or without prescription) and check of completeness of medicinal products application instruction content;
7) check of conformity of stated amendments specified in the registration dossier (Type I and II amendments) and check of accuracy of specification of the registration dossier sections and pages to be amended; 
8) assessment of medicinal products content for existence of narcotic, psychotropic substances and precursors. 
12. In accordance with the results of medicinal products primary expertise expert’s conclusion is prepared in the form according to Annexes 1, 2 to the present Procedure, one copy of which is presented to the Applicant and the other one is transferred to the following stage of the expertise along with the materials.

 13. If the expert organization finds out that medicinal products contain coloring agents and accessory substances which form part of the List of coloring agents and accessory substances banned in the Republic of Kazakhstan, they terminate the expertise and present negative expert’s conclusion to the governmental body and the Applicant. 
 
4. Medicinal Products Analytical Expertise Procedure
 

14. Analytical expertise of medicinal product includes:
1) physical, chemical, physicochemical, and biological tests of medical products samples for their conformity to the requirements of standard technical  document on medicinal products quality and safety control;
2) assessment of standard technical  document on medicinal products quality and safety control with regard to analysis methods reproduction.
15. The testing laboratory prepares the report in accordance with medicinal product analytical expertise in the form according to Annex 3 to the present Procedure.
 
5. Special Pharmaceutical Expertise of Medicinal Product 
 

16. Special pharmaceutical expertise of medicinal product includes the assessment of:
1) chemical safety and quality of medical product, influence of amendments to the registration dossier on medicinal products safety, efficiency and quality; 
2) the ingredients of the medicinal product and the conclusion on its efficiency, quality of the medicinal and accessory substances; 

3) medicinal product production (production formula, production technology, production process control,  production process validation); 
4) finished product (conformity of parameters specified in the certificate of quality for the finished production to the methods of quality control described in the standard technical document on medicinal products quality and safety control, analysis of the report of the testing laboratory, assessment of reproduction and objectivity of quality control methods, adequacy of the ingredients of the medicinal product and quality control methods); 

5) conformity of quality characteristics specified in the standard technical  document on  medicinal products quality and safety control of the organization-producer to the State Pharmacopoeia of the Republic of Kazakhstan and the international standards of quality;
6) stability of medicinal product, relevance of the stated expiration date, period of application after first unpacking or dissolution;
7) information on medicinal product chemical, pharmaceutical equivalence;
8) labeling and packaging with regard to preservation of medicinal product quality during the product storage and transportation;
9) text of the instruction on medicinal product application, package and label designs with regard to conformity of information on conditions of storage, transportation, shelf-life, and application after first unpacking or dissolution and availability of necessary warning notes;
10) the medicinal product composition, to check its belonging to narcotic, psychotropic substances and precursors, if there is an easy method of extraction of substance liable to control in quantities sufficient for abuse with the purpose of exclusion some control measures. 

17. According to the results of the medicinal product special pharmaceutical expertise the expert prepares expert’s conclusion in the form according to Annex 4 to the present Procedures. 
The expert conclusion is considered during the Pharmacopoeial committee session.
 
 
6. Special Pharmacological Expertise of Medicinal Products  
 

18. Special pharmacological expertise includes: 

1) analysis of qualitative and qualitative composition of active and excipients declared in the instruction on medical application as compared with the composition stated in the application, analytical normative document and package model; 

2) assessment of pharmacological compatibility of components; in case of generic registration, comparison with the original product composition; 

3) scientific evaluation of abuse risk level: high risk of abuse, no risk of abuse or low risk of abuse;  identification of maximum permissible content of narcotic, psychotropic substances and precursors in medicinal products; 
4) analysis of documentation on pre-clinical studies – evaluation of toxicity level study results, influence on reproductive function, embryotoxity, teratogenecity, mutagenicity, carcinogenicity, pharmacodynamics, adequate choice of objects and methods of study, methods of application and dosage; 
5) analysis of documentation of clinical studies -  evaluation of the protocol and report on clinical studies, general research plan, people under test and their quantity, method of grouping of people under test, dosage, treatment methods, blind test levels and methods, control methods;  

6) assessment of medicinal product safety and efficiency in accordance with results of clinical studies based on the analysis of complications observed, adverse reactions, remedial measures, medicinal product dose, concentration, and their connection with medicinal product safety and efficiency; 
7) analysis of the information on bioequivalence (in case of state registration, re-registration of generic except for the dosage forms when bioequivalence study is impossible) - assessment of a correct choice of medicinal product for comparison, relevance of the type of the research and general research plan: study objects, experiment conditions, methods of medical product concentration determination, diagrams construction, parameters determination, grounding of conclusions concerning bioequivalence;
8) check of conformity of the medical application instruction text to the brief characteristics of the medicinal product and up-to-date reference information; 
9) assessment of correct assignment of the Anatomic-therapeutic-chemical classification code in accordance with pharmacological properties and therapeutic indications; 
10) check of adequacy of the stated doses according to the pharmacokinetic parameters – analysis of recommended doses, dosage regimen with pharmacokinetical properties (half-life period, intensity of binding with blood plasma proteins, influence on liver ferment activity, bacteriostatic (bactericidal) concentration hold time in case of antimicrobials), special attention to the doses recommended to children, elder people, patients with liver, kidney malfunctions;
11) analysis of the stated shelf-life accuracy– comparison of self-life stated in: the application, medicinal product brief characteristics, medical application instruction, and package design, and conformity to the shelf-life specified in the normative document;

12) order of drugs dispensing from chemist's shops (on or without prescription) with pharmacological effect taken into account, adverse reactions profile, risks of overdose, dependence and abuse; 
13) assessment of description of pharmacological safety control system and risks management system which allow the holder of the marketing authorization to perform adequate monitoring of adverse reactions of medicinal products detected in the Republic of Kazakhstan and other countries; 

14) assessment of medicinal product safety and efficiency based on the occasionally updated safety reports – analysis of safety profile, introduction of new adverse reactions, counterindications into the medicinal product  brief characteristics and medical application instruction or rejection of the product re-registration, amendments to the registration status of the product in other countries, updated data on measures taken by the regulatory body or the producer for reasons of safety, changes in the product safety information, sales volume, number of patients who took the medicinal product within reference period, examination of the description of particular cases and adverse reactions list and summary tables, particular cases of adverse reaction appearance, submitted by the registration action holder, character and number of serious adverse reactions and adverse reactions not registered by the company before;  
15) assessment of source of origin (blood, human and animal organs, tissues) and specific activity for immunobiological product; 
16) assessment of nutrient medium used for generation of viruses and bacteria and epidemiological efficiency for vaccines;  
17) assessment of the stated amendments to the registration dossier; 
18) recommendation to  state registration/re-registration or amendments to the registration dossier during the marketing authorization validity or grounding of the necessity of the additional documents submission; or  additional pre-clinical or clinical studies; or relevant recommendation on state registration/re-registration or amendments to the registration dossier rejection. 

19. According to the results of medicinal products special pharmacological expertise the expert prepares conclusion in the form according to Annex 5 to the present Procedure. 

The expert’s conclusion is examined during the pharmacological committee session.
 
 
7. Conclusion on Medicinal Product Safety, Efficiency and Quality 
 

20. Based on the results of medicinal products primary, analytical and special pharmaceutical and pharmacological expertise the expert organization draws up medicinal product safety, efficiency and quality conclusion in the form according to Annex 6 to the present Procedure.  

21. Conclusion on medicinal product safety, efficiency and quality is submitted to the governmental body for taking decision concerning medicinal product state registration, re-registration and amendments to the registration dossier or rejection. 
 
8. Medicinal Products Expertise Timing
 

22. Medicinal products expertise for Type I amendments to the registration dossier not requiring new registration is performed within the following periods:
1) primary expertise – not more than ten calendar days;
2) analytical expertise – not more than twenty-five calendar days;
3) special pharmaceutical expertise – not more than twenty calendar days;
4) special pharmacological expertise – not more than twenty calendar days;

5) execution of medicinal products safety, efficiency and quality conclusion and drafts of medicinal products expertise final documents – not more than fifteen calendar days; 
23. Medicinal products expertise as well as expertise of Type II amendments to the registration dossier requiring new registration is performed within the period of not more than nine calendar months; re-registration expertise is carried out within the period of not more than four months; expertise of Type I amendments to the registration dossier is carried out within the period of not more than three calendar months. 

24. Medicinal products expertise during state registration and Type II amendments requiring new registration is performed within the following periods: 
1) primary expertise – not more than twenty calendar days;
2) analytical expertise – not more than fifty calendar days (for complicated method of analysis including medicinal immuno-biological product – not more than seventy calendar days);
3) special pharmaceutical expertise – not more than ninety calendar days;
4) special pharmacological expertise – not more than ninety calendar days;

5) execution of medicinal products safety, efficiency and quality conclusion and drafts of medicinal products expertise final documents – not more than twenty calendar days; 
25. Medicinal products expertise for state re-registration is performed within the following periods:
1) primary expertise – not more than ten calendar days;
2) analytical expertise – not more than fourty calendar days (for complicated method of analysis including medical immunobiological product – not more than fifty calendar days);
3) special pharmaceutical expertise (including the expertise of standard technical  document on medicinal product safety and quality control) – not more than twenty-five calendar days;
4) special pharmacological expertise – not more than twenty-five calendar days;

5) execution of medicinal products safety, efficiency and quality conclusion and drafts of medicinal products expertise final documents – not more than twenty calendar days; 
26. Expedited procedure of  state registration, re-registration includes all the stages of medicinal products expertise within the following periods:
1) primary expertise – not more than twenty calendar days;
2) analytical expertise up to forty calendar days (in complicated cases – up to fifty days);

3) special pharmaceutical expertise – not more than fifty calendar days;
4) special pharmacological expertise – not more than fifty calendar days;

5) execution of medicinal products safety, efficiency and quality conclusion and drafts of medicinal products expertise final documents – not more than twenty calendar days; 
27. Medical products expertise performance periods  do not include the period for addition of missing documents to the registration dossier, submission by the Applicant of documents reasonably requested by the expert commission, as well as the period of clinical and (or) bioequivalence studies
 
Annex 1
to the Procedure of medicinal products expertise
 
 
Form
 
Conclusion for Primary Expertise of Medicinal Product Documents and Materials 

Submitted to State Registration, Re-registration in the Republic of Kazakhstan 
 
Expertise of documents and materials submitted for state registration, re-registration of medicinal products in the Republic of Kazakhstan has been carried out
	1.
	Expert’s surname, name, patronymic 
	 

	2.
	Expert’s position
	 

	3.
	Phone, fax, E-mail
	 


 
Information on medicinal product 
 
	1.
	Application date and number
	 

	2.
	Trade name of the drug
	 

	3.
	International nonproprietary name
	 

	4.
	Dosage form
	 

	5.
	Dosage
	 

	6.
	Concentration 
	 


 
7. Package
	No
	Package name
	Package kind (immediate, secondary)
	Volume
	Quantity of units in a package

	1.
	 
	 
	 
	 

	2.
	 
	 
	 
	 

	...
	 
	 
	 
	 


 
8. Information on the producer 
	No
	Organization type or production section 
	Organization name
	Country
	Legal address

	1.
	Applicant 
	 
	 
	 

	2.
	Producer
	 
	 
	 

	3.
	Packer
	 
	 
	 

	4.
	Marketing authorization holder
	 
	 
	 


9. Dispensing procedure
 
	10.
	Another medicinal product with different composition of active substances was earlier registered under the trade name in the Republic of Kazakhstan 
	NO    YES (mark the item that applies)


Assessment of the registration dossier completeness, sufficiency and execution correctness of submitted documents 
 
	11.
	The dossier is classified by sections, all pages are numbered, record statement is made
	NO    YES (mark the item that applies)

	12.
	A set of documents complies to the approved list
	NO    YES (mark the item that applies)

	13.
	Existence of coloured package designs and their verification with the applicant’s stamp (for medicinal drugs), compliance of the medicinal product package to the requirements of the legislation of the Republic of Kazakhstan 
	NO    YES (mark the item that applies)


Medicinal product composition expertise 
 
	14.
	Existence of  banned coloring agents and other excipients in the medicinal product
	NO    YES (mark if any)

	15.
	Existence of substances made of human and animal blood, organs and tissues in the medicinal product. Existence of prion safety certificate
	NO    YES (mark the item that applies)


 
Expertise of the analytical part of the registration dossier
 
	16.
	Analysis of standard technical documents for compliance of the document structure with regulatory legal acts of the Republic of Kazakhstan 
	 

	17.
	Existence of medicinal product samples in a final package, sufficient for three-stage analysis:
	 

	18.
	Conformity of the product samples batch to the batch specified in the certificate
	 

	19.
	Remaining shelf-life of products samples
	 

	20.
	Existence of substance samples
	 

	21.
	Existence of standards for foreign substance detection 
	 

	22.
	Existence of reference-standards
	 

	23.
	Testing laboratory recommendation for expertise, with equipment taken into account
	 


Expertise of information about the pharmacological effect of the medicinal product 
 
	24.
	Conformity of the medicinal product application instruction structure and execution to the legislation requirements of the Republic of Kazakhstan 
	 


 
Expert’s conclusion
 
Expertise conclusion*:
Conclusion date                          Expert’s signature
_______________
Surname, name, patronymic and signature of the expert organization head 
________________________
Surname, name, patronymic and signature of the department head
________________________
The results of the primary expertise are acknowledged:
Applicant’s name and signature _______________________________
 
Date______________
 
* Note:
1) positive expertise conclusion text:
«Materials and documents of the registration dossier for the medicinal product submitted for state registration, re-registration in the Republic of Kazakhstan, meet the requirements and are subject to further expertise.»;
2) negative expertise conclusion text:
«The primary expertise of the registration dossier submitted for state registration, re-registration in the Republic of Kazakhstan has shown that the registration dossier does not meet the requirements according to the following parameters:
____________________________________________________________________________________________________________________
____________________________________________________________________________________________________________________
____________________________________________________________________________________________________________________
You are requested to submit missing documents and materials within the period, not exceeding thirty calendar days. The expert works are terminated and will be resumed after the missing documents, materials, corrections are submitted and positive expert’s conclusion are received.  In case the missing materials are not submitted, the expert works will not be performed»;
3) the expert conclusion is executed in two copies, one copy for the applicant.
 

Annex 2
to the Procedure of medicinal products expertise
 
 
Form
 
Primary expertise conclusion for amendments to the medicinal product registration dossier 

 
I,
_________________________________________________________________________________________
(surname, name, patronymic, expert’s position, phone, fax, Е-mail)
have carried out expertise of the application documents and materials for the medicinal product submitted for amendments to the registration dossier. The stated amendments are as follows: 
type I, type II (mark the item that applies)
the medicinal product ______________________________________________________________
                  (trade name, dosage form, dosage, concentration and admission space, quantity of doses in a package, organization-producer, producer’s country) marketing authorization number
________________________________________________
Assessment of completeness, sufficiency and execution correctness of the submitted documents 
________________________________________________________________________________________
_________________________________________________________________________________________
Correctness of sections, pages of the registration dossier 
________________________________________________________________________________________
Expertise conclusion:___________________________________________________________________
_________________________________________________________________________________________
Date  __________ Expert’s signature
_________________________________________________________________________________________
Primary expertise comments are resolved completely ____________ date, year _______________
_________________________________________________________________________________________
Expert’s surname, name, patronymic and signature
_________________________________________________________________________________________
Applicant’s surname, name, patronymic and signature 
_________________________________________________________________________________________
Expert organization head’s surname, name, patronymic and signature 
_________________________________________________________________________________________
Department head’s surname, name, patronymic and signature 
_________________________________________________________________________________________
The results of the primary expertise are acknowledged:
Applicant’s surname, name, patronymic and signature _______________ Date
_________________________________________________________________________________________
Note:
1)  positive expertise conclusion text:
«Documents and materials of the medicinal product submitted for amendments to the registration dossier of the medicinal product meet the requirements and are subject to further expertise»;
2) negative expertise conclusion text:
«The primary expertise of the documents and materials submitted for amendments to the registration dossier of the medicinal product has shown non-compliance to the requirements according to the following parameters:
_______________________________________________________________________________________
_______________________________________________________________________________________
You are requested to submit missing documents and materials. 
The expert works are stopped and will resume after the missing documents, materials, corrections are presented and positive expert’s conclusion are received»;
3) the expert conclusion is executed in two copies, one copy for the applicant.
 
Annex 3
to the Procedure of medicinal products expertise 
 
Form
 
REPORT 
on Analytical Expertise of the Medicinal Product during State Registration 
 
1. Information on accredited testing laboratory 
 
	Name, legal status
	 

	Accreditation certificate (number, date) 
	 

	Postal code, address
	 

	Phone number
	 

	Fax
	 

	Е-mail
	 


 
2. Information on the medicinal product 
 
	Application number
	 

	Application date
	 

	Trade name
	 

	Dosage form
	 

	Dosage, concentration 
	 

	International nonproprietary name (INN) 
	 


 
Package
 
	No
	Package name
	Package kind (primary, secondary)
	Size
	Volume
	Quantity of units 

in a package
	Brief description

	1.
	 
	 
	 
	 
	 
	 

	2.
	 
	 
	 
	 
	 
	 

	..
	 
	 
	 
	 
	 
	 


 

	Producer, country 
	 

	Applicant
	 


Information on samples submitted for expertise 
	No
	Batch
	Date of manufacture
	Quantity of samples
	Expiry date
	Shelf-life

	1.
	 
	 
	 
	 
	 

	2.
	 
	 
	 
	 
	 

	Date of receipt for analysis
	 

	Date of work completion
	 

	Date of receipt for the Pharmocopeia commission
	 

	Date of return for further development
	 

	Date of report receipt by the Pharmacopeia commission
	 


5. Analytic expertise results (conclusion)
 
	Section name
	Brief comments to the section 

	Expertise of quality indicators conformity to standard technical documents of the manufacturer to international quality standards, state pharmacopeia of the Republic of Kazakhstan, international pharmacopeias recognized to be valid in the Republic of Kazakhstan 
	 

	Detailed description of progress of medicinal product samples analytical study 
	 

	Conclusions on possibilities of analysis methods reproduction and conformity to requirements of pharmacopeia articles and standard technical documents 
	 


 
Date
  
Position ________ signature ________ name________
 
Annex 4
to the Procedure of medicinal products expertise
 
 
Form
Conclusion of the Pharmacopeia Center Expert on Quality and Safety of the Medicinal Product, Submitted for State Registration, Re-registration in the Republic of Kazakhstan 
 
Expertise of normative documents which describe medicinal product quality has been carried out 
 
	1.
	Expert’s surname, name, patronymic
	 

	2.
	Academic degree, title
	 

	3.
	Application number
	 

	4.
	Date
	 

	5.
	Trade name of the drug
	 

	6.
	International nonproprietary name (INN)
	 

	7.
	The medicinal product is 
	ҳ original ҳ generic

	8.
	Specify the name of original medicinal drug for generic
	 

	9.
	Dosage form
	 

	10.
	Dosage
	 

	11.
	Concentration 
	 


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

	1.
	 
	 
	 
	 
	 
	 

	2.
	 
	 
	 
	 
	 
	 

	...
	 
	 
	 
	 
	 
	 


 
13. Information on the producer
 
	No
	Organization type or production section 
	Organization name
	Country
	Legal address

	1.
	Applicant
	 
	 
	 

	2.
	Producer
	 
	 
	 

	3.
	Packer 
	 
	 
	 

	4.
	Production section
	 
	 
	 

	5.
	Marketing authorization holder 
	 
	 
	 


 
14. Registration in the producer’s country and other countries 
 
	No
	Country name
	Marketing authorization number (marketing license) 
	Date of issue
	Validity

	1.
	 
	 
	 
	 

	2.
	 
	 
	 
	 

	..
	 
	 
	 
	 


-------------------------------------------------------------------
As a result of the expertise the following has been found:
15. The composition of the medicinal product and conclusion on its ingredients’ efficiency and compatibility (specify drug substances and excipients including additives, components of drug covers and others)
 
	No
	Name
	Quantity per dosage form unit 
	Standard technical document which regulates medicinal product quality and safety control or the State Pharmacopeia of the Republic of Kazakhstan and foreign pharmacopeias recognized to be valid in the Republic of Kazakhstan  

	1.
	Drug substance (s):
	 
	 

	 
	 
	 
	 

	2.
	Excipients:
	 
	 

	 
	 
	 
	 

	3.
	Composition of tablet cover or capsule case:
	 
	 


16. For medicinal plant raw material
 
	No
	Botanic Latin names of plants which form part of the composition
	Normative document which regulates medicinal product quality and safety control or the State Pharmacopeia of the Republic of Kazakhstan and foreign pharmacopeias recognized to be valid in the Republic of Kazakhstan  
	Wild-growing or domestic
	Habitat

	1.
	 
	 
	 
	 

	2.
	 
	 
	 
	 

	...
	 
	 
	 
	 


17. Producers of active substances which form part of the medicinal product
 
	No
	Name of the substance forming part of the medicinal product 
	Name of the producer in the Russian and English languages 
	Country*
	Address of the production site in the Russian and English languages 

	1.
	 
	 
	 
	 

	2.
	 
	 
	 
	 

	 
	 
	 
	 
	 


18. In case if the substance liable to control according to the Act of the RoK “On narcotic drugs, psychotropic substances, precursors and counteraction measures against their illegal traffic and abuse” forms part of the medicinal product:
	1)
	Conclusion on belonging to controllable substances (based on study of international nonproprietary name, trade name, chemical name, structural formula on belonging to controllable substances with indication of position of Table List, the fact if the substance is stereoisomer of narcotic drug specified in Table II, in cases when existence of such stereoisomer is possible within the framework of the given chemical notation (if such are not definitely excluded), is salt of all narcotic drugs specified in Table II, including isomers of salts, as provided above, in all cases when existence of such salts is possible; is salt of psychotropic substances specified in Tables II and III, if existence of such salts is possible. 
	 

	2)
	conclusion on possibility or impossibility to extract controllable substances by an easy method in quantities sufficient for abuse
	 

	3)
	conclusion that some control measures regarding the drug can be dismissed
	 

	19.
	Analysis of origin data, registration in the Republic of Kazakhstan, quality and conclusions on substance application possibility (if GMP certificate is missing)
	 

	20.
	Analysis of quality, quantity data with conclusions on usage permissibility of used excipients, coloring agents, additives
	 

	21.
	Conclusion on production (production formula, production technology description, production process control, production process validation)
	 

	22.
	Finished product characteristics (compliance of parameters stated in the finished products quality certificate or the organization-producer’s passport to the quality control methods described in the standard technical documents, conformity of batches of submitted samples to the batches specified in the certificate) 
	 

	23.
	Conclusion on labeling and packaging regarding their sufficiency to preserve the medicinal product quality during storage and transportation (necessity of additional inscriptions), existence of indications for primary and secondary packages. Hygienic conclusion for packaging (for domestic producers)
	 

	24.
	Finished product specification 
	 

	25.
	Conclusion on chemical, pharmaceutical and biological (in vitro) equivalence data submitted by the firm for the medicinal product 
	 

	26.
	Conclusion of the medicinal product stability, justification of the stated shelf-life, application period after the first unpacking or dissolution
	 

	27.
	Analysis and assessment of the medicinal product application instruction drafts, package and label designs, identity check of storage and transportation conditions specified in the draft of the medicinal product standard technical document for quality and safety control and in the above mentioned drafts
	 

	28.
	Conclusion on the medicinal product storage and transportation conditions and necessity of additional requirements introduction in order to preserve the medicinal product quality 
	 

	29.
	Analysis of the medicinal product quality and safety control standard technical document and finished product quality control methods and testing laboratory report assessment 
	 

	30.
	Comparison with equivalents registered in the Republic of Kazakhstan. Comparative description of basic quality indicators. 
	 

	31.
	Recommendations:
	 

	1)
	not to recommend the medicinal drug for state registration, re-registration (rejection should be grounded) 
	 

	2)
	to reexamine the documents after additional materials are submitted upon the expert’s request (with arguments for the necessity to submit additional materials or carry out additional tests) 
	 

	3)
	to recommend the medicinal drug for state registration, re-registration  (with the medicinal product registration, re-registration time specified, with the necessity to approve standard technical documents for quality and safety control, package and label designs specified) 
	 


 
Date of receipt of the documents by the expert
Date of completion of the documents expertise 
All the data in the expert’s conclusion is accurate and meets the current requirements which is confirmed by my own signature.
 
 
Surname, name, patronymic 

Signature 
Date
 
Annex 5
to the Procedure of medicinal products expertise
 
 
Form
 
Conclusion of the Pharmacopeia Center Expert on Safety and Efficiency of the Medicinal Product Submitted for State Registration, Re-registration in the Republic of Kazakhstan 
Expertise of normative documents, which describe medicinal product safety and efficiency, has been carried out 

	35.
	Expert’s surname, name, patronymic
	 

	36.
	Academic degree, title
	 

	37.
	Application number
	 

	38.
	Date
	 

	39.
	Trade name of the drug
	 

	40.
	International nonproprietary name (INN) 
	 

	41.
	The medicinal product is 
	ҳ original ҳ generic

	42.
	Specify the name of original medicinal drug for generic 
	 

	43.
	Dosage form
	 

	44.
	Dosage
	 

	45.
	Concentration 
	 

	46.
	Pharmacotherapeutic group
	 

	47.
	Code according to the Anatomico-therapeutic-chemical classification (ATC-code)
	 

	48.
	Pharmacological effect
	 

	49.
	Dispensing category 
	ҳ on prescription ҳ without prescription


 
50. Package
 
	No
	Package name
	Package kind (immediate, secondary)
	Size
	Volume
	Quantity of units in a package

	1.
	 
	 
	 
	 
	 

	2.
	 
	 
	 
	 
	 

	...
	 
	 
	 
	 
	 


 
51. Information on the producer
 
	No
	Organization type or production section 
	Organization name
	Country
	Legal address

	1.
	Applicant 
	 
	 
	 

	2.
	Producer 
	 
	 
	 

	3.
	Packer
	 
	 
	 

	4.
	Production section
	 
	 
	 

	5.
	Marketing authorization holder
	 
	 
	 


 
52. Detailed description of pharmacovigilance system and risk management
 
	No
	Pharmacovigilance structure
	 

	1.
	Global pharmacovigilance
	 

	2.
	Person in charge for global pharmacovigilance 
	 

	3.
	Local pharmacovigilance
	 

	4.
	Person in charge for local pharmacovigilance in the RoK
	 

	5.
	Risk management plan for medicinal product application 
	 


 
53. Registration in the producer’s country and other countries
 
	No
	Country name
	Marketing authorization number (marketing license) 
	Date of issue
	Validity

	1.
	 
	 
	 
	 

	2.
	 
	 
	 
	 


As a result of the expertise the following has been established
	54.
	In case if substance liable to control according to the Act of the RoK “On narcotic drugs, psychotropic substances, precursors and counteraction measures against their illegal traffic and abuse” forms part of the medicinal product:

	1)
	Conclusion on belonging to controllable substances (based on study of international nonproprietary name, trade name, chemical name, structural formula on belonging to controllable substances with indication of position in the List Table, the fact if the substance is stereoisomer of narcotic drug specified in Table II, in cases the existence of such stereoisomer is possible within the framework of the given chemical notation (if such are not definitely excluded), is salt of all narcotic drugs specified in Table II, including isomers of salts, as provided above, in all cases when existence of such salts is possible; is salt of psychotropic substances specified in Tables II and III, if existence of such salts is possible.
	 

	2)
	science-based qualification of abuse risk degree: high risk of abuse or abuse risk is missing or is not significant;  specification of maximum permissible content of narcotic drugs, psychotropic substances and precursors in medicinal products;
	 

	3)
	conclusion that some control measures regarding the drug can be dismissed 
	 

	55.
	Analysis of accuracy of the qualitative and quantitative composition of active substances and excipients specified in the medicinal application instruction, comparing with the composition stated in the application, the analytical normative documents and package model;
	 

	56.
	Assessment of pharmacological compatibility of components; in case of registration of re-produced medicinal product one should compare with the composition of the original drug;
	 

	57.
	Analysis of pre-clinical study documents: toxicity (acute, chronical,  LD50, LD100), carcinogenicity, embryotoxicity, teratogenicity, topical-product-induced irritation effect, immune system influence, specific pharmacological (biological) activity.
	 

	58.
	Analysis of clinical study documents (clinical study phases, post-marketing researches, protocols and reports, Ethic commission conclusions and other). In this regard it is necessary to specify where the study was carried out, date, sponsor, quantity of persons under test, sex, age, inclusion/exclusion criteria, study purpose, study design, randomization, study duration, drug dosage regimen, adverse effects monitoring in the process of clinical studies, conformity of the report to the protocol, conclusion on the “benefit-risk” ratio 
	 

	59.
	Bioequivalence data analysis (protocols and reports, Ethic commission conclusions and other). In this regard it necessary to describe where the study was carried out, date, sponsor, quantity of persons under test, sex, age, inclusion/exclusion criteria, study purpose, study design, randomization, test-drug, reference-drug, drug dosage form,  drug dosage regimen, introduction way, adverse effects monitoring, conformity of the report to the protocol, bioanalytical study methods, internal standard, individual chromatograms, pharmacokinetic curves, statistic data of pharmacokinetic parameters (in tabular form), conclusion on bioequivalence. Conformity of bioequivalence studies to the requirements of the Republic of Kazakhstan  
	 

	60.
	Assessment of the medicinal product safety and efficiency according to results of clinical studies regarding stated age groups of patients,  justification of therapeutic indications choice, counterindications, precautions when using the drug, adverse effects profile.
	 

	61.
	Assessment of origin source (blood, human and animal organs and tissues) and specific activity for immunobiological drugs
	 

	62.
	Assessment of nutrient medium used for virus and bacteria generation and epidemiologic efficiency for vaccines;
	 

	63.
	The medicinal application instruction expertise is carried out in comparison with the brief description of the medicinal drug. Conclusion is made on conformity or non-conformity of therapeutic indications, adverse effects, counterindications, special recommendations, drug interactions, overdose specified in the medicinal product application instruction to the brief description of the medicinal drug  
	 

	64.
	Assessment of conformity of code assignment of the Anatomico-therapeutic-chemical classification (ATC), conformity of the pharmacotheraupetic group to the ATC classification, pharmacological effect, therapeutic indications. In case if the ATC code and the pharmacotherapeutic group are not correctly stated, it is required to indicate ones recommended by the expert.
	 

	65.
	Check the adequacy of stated doses and dosage regimen according to the pharmacokinetic parameters (half- life, degree of binding to blood plasma proteins, effect on hepatic enzyme activity, retention time of bacteriostatic/bacterial concentration in case of antibacterial drugs). It is required to pay special attention to doses recommended to children,  elder people, patients with kidney and liver malfunctions
	 

	66.
	Check the conformity of the shelf-life stated in the application, in the brief description of the medicinal drug, the medicinal application instruction, package designs to the shelf-life specified in the normative document.
	 

	67.
	Compliance of the submitted medicinal application instruction to the current legislation of the Republic of Kazakhstan
	 

	68.
	Accuracy and authenticity of medicinal application instruction text translated into the national and Russian languages
	 

	69.
	Analysis of occurring complications, adverse effects (profile of expected adverse effects, overdose symptoms and overdose elimination measures).
	 

	70.
	It is filled in only when applying for state registration of the medicinal drug. Assessment of the medicinal products safety and efficiency on the basis of data of occasionally updated reports on safety – analysis of safety profile, introduction of new adverse effects, counterindications into the brief description of the medicinal drug and the medicinal application instruction or rejection to re-register the drug, changes in the registration status of the drug in other countries, updated data on measures taken by the regulatory body or the producer for safety reasons, changes of the drug safety information, sales volume, quantity of patients who took the drug during the period under review, study of particular cases description and a list of adverse effects and summary tables, particular cases of adverse effects appearance detected by the marketing authorization holder, character and quantity of serious adverse effects and formerly not registered by the company. General assessment of safety on the basis of data of occasionally updated reports on safety and conclusion on preservation or change of the safety profile, introduction of new adverse effects, counterindications into the medicinal application instruction or rejection to re-register the drug.
	 

	71.
	Assessment of the medicinal product safety and efficiency according to the “benefit-risk” ratio– counterindications, warnings and precautions when using the drug. It is required to pay special attention to children, pregnant and nursing women, elder people, patients with kidney and hepatic malfunction
	 

	72.
	Recommendations 
	 

	1)
	to recommend the medicinal drug for state registration, re-registration (with the time of the medicinal product registration, re-registration specified and the necessity to approve medicinal application instruction, package design) with approved therapeutic indications, counterindications, special recommendations and drug interactions described
	 

	2)
	to reexamine documents after additional materials are presented upon the expert’s request (with arguments specified for the necessity to submit additional materials which confirm medicinal drug safety and efficiency or to carry out additional pre-clinical or clinical tests)
	 

	3)
	not to recommend the medicinal drug for state registration, re-registraion (with rejection arguments specified)
	 


Date of receipt of the documents by the expert
Date of completion of the documents expertise
All the data in the expert’s conclusion is accurate and meets the current requirements which is confirmed by my own signature.
 
Surname, name, patronymic
Signature
Date
SUB6

Annex 6
to the Procedure of medicinal products expertise
 
 
Form

Conclusion on Safety, Efficiency and Quality of the Medicinal Product Submitted for State Registration, Re-registration in the Republic of Kazakhstan 
 
1. The expert organization informs of expertise results on safety, efficiency and quality of the medicinal product for state registration, re-registration in the Republic of Kazakhstan:
	No 
	Trade name of the medicinal product (with dosage form, dosage, concentration and admission space, quantity of doses in a package specified – for the medicinal drug) 
	Organization-producer, producer’s country 
	License contract (before patent expiry)
	Secured by the protection document in the Republic of Kazakhstan (yes, no)

	1
	2
	3
	31
	4


Continuation of the table
	Primary expertise conclusion (positive or negative)
	Testing laboratory conclusion: date and number of protocol, report (positive or negative)
	Pharmacopeia center conclusion (state registration, re-registration (state registration, re-registration with the time period specified are recommended or rejection to state registration, re-registration is recommended)
	Pharmacopeia center conclusion (state registration, re-registration (state registration, re-registration with the time period specified are recommended or rejection to state registration, re-registration is recommended)

	5
	6
	7
	8


Date __________
_______________ ________________ _______________________
 
 
Position                     signature             Surname, name, patronymic of the person in charge
Stamp here 
 
Note:
1. Column 8 is not filled in the conclusion on medicinal substance safety, efficiency and quality.
2. In case if it is recommended to reject the medicinal product to state registration, re-registration, rejection arguments shall be presented along with the Conclusion on safety, efficiency and quality.
 

Annex 2

to the Order of the Minister of Public Health 

of the Republic of Kazakhstan No 736
of November 18, 2009 
 
 
Medical Devices and Medical Equipment Expertise Procedure 
 
1. General Provisions
 
1. The present Procedure defines organization and performance of medical devices and equipment expertise for the state registration, re-registration and amendments to registration dossier for the period of marketing authorization validity (hereinafter referred to as medical devices and equipment expertise).
2. The present Procedure contains the following basic notions:
1) state expert organization in the distribution chain of medical devices and equipment is the organization appointed by authorized agency in the sphere of public health in order to perform the expertise of medicinal products, medical devices and equipment, not directly involved in development and production of medical devices and equipment (hereinafter referred to as expert organization);
2) applicant is the developer, producer (manufacturer), individual entrepreneur or their authorized representative, entitled to submit an application, documents and materials for state registration, re-registration and amendments to the medical devices and equipment registration dossier;
3) accessories of medical devices and equipment is a product and (or) a device used as a component of medical devices and equipment, designed to be used according to medical devices and equipment functional purpose;
4) normative (standard) document is a set of rules defining requirements to medical devices and equipment quality, safety, production and application conditions, testing methods, transportation and storage of medical devices and equipment;
5) medical devices and equipment samples are medical devices and equipment submitted by the applicant for expertise during  state registration, re-registration and amendments to the medical devices and equipment registration dossier;
 6) consumables to medical devices and equipment are devices and materials consumed for application of medical devices and equipment ensuring manipulations according to the function of medical devices and equipment;
7) registration dossier is a set of documents and materials of an established scheme submitted by the applicant for state registration, re-registration, amendments to the medical devices and equipment registration dossier;
8) expertise is a study or a test of medical devices and equipment and their safety, efficiency and quality by means of chemical, physical, biological, pre-clinical (non-clinical), clinical studies as well as study of documents of the registration dossier, normative documents on standardization of medical devices and equipment submitted for registration.   

3. The expert organization carries out medical devices and equipment expertise for registration, re-registration and amendments to the registration dossier. 

If necessary according to decision of the relevant public health body specialized public health organizations will be involved. 

4. An expertise is performed after receiving the following materials from the governmental body specialized in medicinal products, medical devices and equipment distribution chain (hereinafter referred to as governmental body):
1) conclusions of the governmental body on performance of the expertise of medical devices and equipment submitted for registration, re-registration and amendments to the registration dossier;
2) the registration dossier with record statement of documents content;
3)  samples of medical devices (including medicinal consumables and components) sufficient for three-stage analysis;
4) standard samples (with the application specified in the normative document) of:
material which is used for medical devices production;
medicinal products which are contained in the medical drugs;
control materials for diagnostic test-systems and reagents;
impurities;
including consumables and components for medical devices and equipment, which are medical devices.
5) document which confirms the payment of the expertise fee.
5. The applicant pays for the expertise of medical devices and equipment during registration, re-registration and amendments to the registration dossier by transfer to the account of the expert organization, full payment is made in advance. 
 
2. Procedure of the Expertise of Medical Devices and Equipment

 and Amendments to the of the Registration Dossier 
 
6. The expertise of registration, re-registration and Type II amendments to the registration dossier, regulated by the Procedure of state registration, re-registration and amendments to the registration dossier of medicinal products, medical devices and equipment which are approved by the order No735 of the Minister of Public Health of the Republic of Kazakhstan of November 18, 2009 (registered in the Register of state registration of normative legal acts under No5935), (hereinafter referred to as Procedure of state registration), consists of 3 stages:
primary expertise:
analytical expertise;
special expertise of medical devices and equipment (hereinafter referred to as special expertise).
During expertise of medical devices containing medicinal product, the expert organization's department performs additional pharmaceutical expertise of quality and safety of medicinal products, medical devices and equipment for registration, re-registration and amendments to the registration dossier.

The expertise of medical devices and equipment during introduction of Type I amendments regulated by the Procedure of state registration consists of:      

primary expertise;
special expertise.
7. The medicinal product which forms part of medical devices and equipment and is their constituent is subject to expertise in the order of medicinal products.
8. Each successive stage of expertise is carried out on basis of the positive conclusion of the previous one.   

9. When performing expertise the expert organization has the right to request the applicant’s explanation and (or) specifications of the documents submitted in the registration dossier. 

        10. If within 30 calendar days the Applicant does not present materials requested or written grounding of the terms necessary for preparation of these materials (but not more than 60 calendar days) the expert organization terminates the expertise and informs the governmental body and the applicant about the decision within 10 calendar days from the date of making the decision.
Suspension of period which is necessary for preparation of materials requested should not exceed 30 calendar days.
11. The expert organization presents to the departmental record office the following documents: a copy of medical devices and equipment registration dossier with a copy of the marketing authorization, the conclusion of primary, special and pharmaceutical (if necessary) expertises, report of analytical expertise of the medical devices, approved application instruction of medical devices, approved package and label designs for medical devices, materials on correspondence with the Applicant. 
 
 
3. Procedure of Primary Expertise of Medical Devices and Equipment

and Amendments to the Registration Dossier
 
12. Primary expertise of medical devices and equipment includes:
evaluation of completeness of the registration dossier, correctness of execution of the documents submitted;
setting of conformity of the stated medical devices and equipment safety class to the class specified in the registration dossier; 

setting of conformity of execution of medical products application instruction draft to the requirements of the legislation of the Republic of Kazakhstan regarding medicinal products, medical devices and equipment marketing sphere;
check of conformity of Types I and II amendments stated in the registration dossier according to the Procedure of state registration;
control of  existence of medical devices samples and their sufficiency for three-stage analysis of analytical expertise and their shelf-life;
check of standard samples existence (in case if their application is specified in the normative document) for: 

material of the medical devices production;
medicinal product contained in the medical devices
control materials for diagnostic test-systems and reagents;
impurities;
including consumables and components of medical equipment and devices which are medical devices themselves;
13. According to results of primary expertise expert’s conclusion is performed in the form according to Annexes 1, 2 to the present Procedure, one copy of which is given to the applicant.
  
4. Procedure of Analytical Expertise

of Medical Devices Including Consumables and 

Components of Medical Equipment which are Medical Devices

 
       14. Analytical expertise of medical devices including consumables and components of medical equipment which are medical devices includes:
1) physical, chemical, biological tests of medical devices samples according to the requirements of the normative document;
2) assessment of normative document quality with regard to testing methods reproducibility. 
15. The testing laboratory draws up report on the analytical expertise of medical devices, including consumables and components of medical equipment which are medical devices, in the form according to Annex 3 to the present Procedure.  
 
5. Procedure of Special Expertise

of Medical Devices and Equipment

 
16. Special expertise consists of:
1) assessment of medical devices and equipment safety, efficiency and quality;
2) assessment of influence of registration dossier amendments on medical devices and equipment safety, efficiency and quality;
3) assessment of reliability of the data stated in the application and documents of the registration dossier regarding  safety class of medical devices and equipment according to the requirements of the legislation of the Republic of Kazakhstan in medicinal products, medical devices and equipment distribution chain;
4) analysis of the testing laboratory report, assessment of results of the analytical expertise;
5) analysis of the clinical testing report on  application of medical devices and equipment of 2ndb safety class (increased risk degree) and of 3rd  safety class (high risk degree) in clinical practice; 
6) analysis of conformity of the draft of medical devices application instruction to the original instruction of the organization-producer and conformity of instruction draft execution to the requirements of the legislation of the Republic of Kazakhstan in the medicinal products, medical devices and equipment distribution chain;
7) analysis of information specified on package and label designs according to the requirements of the legislation of the Republic of Kazakhstan in the sphere of medicinal products, medical devices and equipment distribution chain;
8) assessment of information of the medical equipment operational document;
9) analysis of stability of medical devices and (or) medicinal product in the composition of the medical devices stated in the registration dossier;
10) expertise of conformity of quality parameters, stated in the normative document of the organization-producer, to international standards of quality.
17. According to results of special expertise expert’s conclusion is performed in the form according to the Annexes 4, 5 to the present Procedure. 
 
6. Conclusion on Medical Devices and Equipment Safety, Efficiency and Quality
 
18. The expert organization prepares conclusion on medical devices and equipment safety, efficiency and quality based on results of primary, analytical, special and, if necessary, pharmaceutical expertises.
19. Conclusion on medical devices and equipment safety, efficiency and quality is presented to the governmental body for decision making on medical devices and equipment state registration, re-registration and amendments to the registration dossier or rejection thereof.
 
 
7. Period of Medical Devices and Equipment Expertise Performance

and Amendments to the Registration Dossier 

 
20. Medical devices and equipment expertise is performed within the following period:
1) state registration and re-registration of medical devices and equipment of 1st safety class (low risk degree) and 2nda safety class (medium risk degree) – three calendar months; medical devices containing medicinal product – four calendar months, including:  
primary expertise – fifteen calendar days;
analytical expertise – thirty calendar days;
special expertise – twenty five calendar days, medical devices containing medicinal product – fifty-five calendar days;
conclusion execution – twenty calendar days; 
2) state registration of medical devices and equipment of 2ndb safety class (increased risk degree) and 3rd safety class (high risk degree) – six calendar months, including medical devices containing medicinal product:
primary expertise – twenty calendar days;
analytical expertise – sixty calendar days;
special expertise – eighty calendar days, including medical devices containing medicinal product;
conclusion execution – twenty calendar days; 
3) re-registration of medical devices and equipment of 2ndb safety class (increased risk degree) and 3rd safety class (high risk degree) - four calendar months, including medical devices containing medicinal product:
primary expertise – twenty calendar days;
analytical expertise – fifty calendar days;
special expertise – thirty calendar days, including medical devices containing medicinal product;
execution of conclusion – twenty calendar days; 
4) expedited procedure of state registration of medical devices and equipment:
primary expertise – ten calendar days;
analytical expertise – thirty calendar days;
special expertise – twenty calendar days;
execution of final documents– five calendar days; 
5) introduction of Type I amendments into the medical devices and equipment registration dossier – two calendar months including:

primary expertise – fifteen calendar days;
special expertise – thirty calendar days;
execution of conclusion – fifteen calendar days; 
21. Medical devices and equipment expertise performance period does not include the period for addition of missing documents to the registration dossier, submission by the Applicant of requested documents and materials at any expertise stage as well as the period of clinical and other studies.  
In case if incomplete package of documents and materials for the expedited state registration of medical devices and equipment is submitted, registration is performed within the period specified by subclauses 1) and 2) of Clause 20 of the present Procedure. 
 
Annex 1 
to the Procedure of medical devices and 
medical equipment expertise 
 
 
Form
 
Primary Expertise Conclusion for Documents and Materials of Medical Devices/Medical Equipment Submitted for State Registration, Re-registration in the Republic of Kazakhstan 
 
	1.
	Expert’s surname, name, patronymic (primary expertise specialist)
	 

	2.
	Application number and date
	 

	3.
	Date of receipt of the documents for primary expertise 
	 

	4.
	Trade name of medical  devices, medical equipment 
	 

	5.
	Application of the medical devices/medical equipment
	 

	6.
	Application  area
	 

	7.
	Safety class
	 

	8.
	Patent protection in the Republic of Kazakhstan (with document number, date of issue, issuing body specified)
	 

	9.
	Trade mark protection in the Republic of Kazakhstan (with document number, date of issue specified)
	 

	10.
	Firm-applicant
	 


Primary expertise of application documents and materials for medical devices/medical equipment submitted for state registration, re-registration in the Republic of Kazakhstan has been carried out.

As a result of the expertise the following has been found out: 
 
1. Assessment of the registration dossier completeness and execution correctness of submitted documents 
 
	No
	Document name
	Existence  note 
	Expert’s note on compliance to execution requirements 

	1.
	Application
	 
	 

	2.
	A letter of authority from the producer for the right to present interests upon state registration, re-registration in the Republic of Kazakhstan 
	 
	 

	3.
	Information on the producer (manufacturer): name, activity type, legal address, form of ownership, administrative authorities, a list of departments and subsidiaries with their status and powers specified 
	 
	 

	4.
	Document certifying registration of the medical devices/medical equipment in the producer’s country and/or free sale certificate  (Free Sale)
	 
	 

	5.
	Document which confirms compliance of production conditions to national and/or international standards (GMP; ISO; EN)
	 
	 

	6.
	The marketing authorization of the Republic of Kazakhstan for the medicinal product which forms part of the medical devices
	 
	 

	7.
	Document certifying compliance of the medical devices/medical equipment to the requirements of national or international normative documents (Conformity declaration, Conformity certificate) 
	 
	 

	8.
	Report (protocol) on toxicological and hygienical tests of the medical devices including consumables for medical devices/medical equipment which are medical devices 
	 
	 

	9.
	Report on technical tests of the medical devices including consumables for medical devices/medical equipment which are medical devices 
	 
	 

	10.
	Report on stability study (with shelf-life specified) of the medical devices including consumables for medical devices/medical equipment which are medical devices 
	 
	 

	11.
	Report on pre-clinical (non-clinical) tests (only for medical devices)
	 
	 

	12.
	Report on technical tests (for medical equipment) 
	 
	 

	13.
	Results of clinical (medical) tests (application)
	 
	 

	14.
	Normative document which medical devices/medical equipment must conform to: international standard, national standard, organization standard, technical conditions 
	 
	 

	15.
	Specification with technical characteristics, a list of components and consumables (according to the form) 
	 
	 

	16.
	Medical equipment operational document in Russian 
	 
	 

	17.
	Application instruction for medical devices (original document from the producer (manufacturer), including consumables for medical devices/medical equipment which are medical devices 
	 
	 

	18.
	Application instruction draft for medical devices in the national and Russian languages (in hard and soft copy), including consumables for medical devices/medical equipment which are medical devices 
	 
	 

	19.
	Samples of medical devices, including consumables for medical devices/medical equipment which are medical devices 
	 
	 

	20.
	Standard samples (when their application is specified in the normative document) for: - production material of medical devices; - medicinal product contained in medical devices; - control materials for diagnostic test-systems and reagents; -foreign substances, including consumables and components for medical devices/medical equipment which are medical devices 
	 
	 

	21.
	Documents regulating packaging materials quality (for immediate packaging) (only for medical devices, including consumables  for medical devices/medical equipment which are medical devices)
	 
	 

	22.
	Not less than 13 х 18 сm coloured photos (they must show the appearance of the medical devices, components, consumables) 
	 
	 

	23.
	Coloured package and label designs (only for medical devices, including consumables for medical devices/medical equipment which are medical devices)
	 
	 

	24.
	A graphic image of the medical equipment label 
	 
	 

	25.
	Labeling design text in the national and Russian languages 
	 
	 

	26.
	A copy of the marketing authorization of the Republic of Kazakhstan upon  re-registration 
	 
	 


2. Registration in the producer’s country (manufacturer’s) and other countries 
 
	No
	Country
	Document number which certifies registration
	Date of issue
	Expert’s note

	 
	 
	 
	 
	 


3. Conformity of medical devices and equipment safety class stated in the application and the registration dossier documents:
 
	No
	Safety class in accordance with the application 
	Safety class in accordance with the registration dossier documents 
	Name of the registration dossier document specifying safety class 
	Expert’s note

	 
	 
	 
	 
	 


 
4. Conformity of submitted samples of medical devices, including consumables for medical devices/medical equipment which are medical devices to analytical expertise requirements:
	Name of samples (with volume, sizes, etc. specified)
	Batch
	Quantity of submitted standard samples (in measurement units: bottles, pieces, packages, etc.)
	Shelf-life
	Remaining shelf-life of products samples
	Storage (transportation) conditions 
	Package (type)

	 
	 
	 
	 
	 
	 
	 


5. Conformity of submitted standard samples (when specifying their application in the normative document) for:
- production material of medical devices;
- medicinal product contained in the medical devices;
- control materials for diagnostic test-systems and reagents;
- foreign substances;
including consumables and components for medical devices and equipment which are medical devices:
 
	Name of standard samples 
	Quantity of submitted standard samples (in measurement units: bottles, pieces, packages, etc.)
	Shelf-life
	Remaining shelf-life of products samples 
	Storage (transportation) condition
	Package (type)

	 
	 
	 
	 
	 
	 


 
6. Expert’s conclusion:
1) positive expertise conclusion text:
«Materials and documents of the registration dossier, submitted by the Applicant for state registration, re-registration  of medical devices and equipment in the Republic of Kazakhstan, meet the requirements and are subject to further expertise »;
 2) negative expertise conclusion text:
 «Primary expertise of the registration dossier materials and documents, submitted by the Applicant for state registration, re-registration  of medical devices and equipment in the Republic of Kazakhstan, has shown that the registration dossier does not meet the requirements regarding:
	No
	Non-compliances:
	Expert’s note

	 
	 
	 


 
You are requested to submit missing documents and materials within the period not exceeding 30 calendar days.
The expert works are terminated and will be resumed after the missing documents, materials and corrections are submitted.
In case if the missing documents are not presented and comments are not resolved in the above mentioned time period, the name of the medical devices and equipment submitted by You will be recommended for rejection of state registration, re-registration».
 
Date of issue of the expert’s conclusion:
«____» ______ 20___ 
 
 
Expert’s surname, name, patronymic            Signature ____________
Department head’s surname, name, patronymic         Signature ____________
General director deputy’s surname, name, patronymic      Signature ____________
Expertise results familiarization date:
«____» ______ 20___ 
Applicant’s surname, name, patronymic  Signature ___________
 
Primary expertise comments are resolved:
completely _______ date «____» ______ 20___ 
partially _________ date «____» ______ 20___. 
 
 
Expert’s surname, name, patronymic _____________ Signature ____________
It is recommended to reject (in case if comments have not been resolved) 
date «____» ______ 20___
 
Expert’s surname, name, patronymic _____________ Signature ____________
 
Annex 2
to the Procedure of medical devices and 
medical equipment expertise 
 
 
Form
 
Primary Expertise Conclusion for Documents and Materials of Medical Devices/Medical Equipment Submitted for  Type I Amendments, which do not Require New State Registration during the Validity Period of the Marketing Authorization in the Republic of Kazakhstan 
	1.
	Expert’s surname, name, patronymic (primary expertise specialist)
	 

	2.
	Application number and date
	 

	3.
	Date of receipt of the documents for primary expertise  
	 

	4.
	Trade name of the medical devices/medical equipment according to the valid marketing authorization 
	 

	5.
	Firm-applicant
	 

	6.
	Amendments
	 


Primary expertise of the registration dossier and materials of medical devices/medical equipment submitted for Type I amendments, not requiring new state registration during the validity period of the marketing authorization in the Republic of Kazakhstan has been carried out.

As a result of the expertise the following has been found out: 
1. Assessment of the registration dossier completeness and submitted documents execution correctness according to the approved list of documents for amendments
 
	No
	Document name
	Existence note
	Expert’s note on compliance to execution requirements

	1.
	Change of the production license content: change of the name of the manufacturer; distributor, change of production place (places) of the production process 
	Application for amendments according to the approved form;
	 
	 

	
	
	A letter of authority from the producer (manufacturer) for the right to present interests upon state registration in the Republic of Kazakhstan;
	 
	 

	
	
	Document certifying registration of the medical equipment  in the producer’s (manufacturer’s) country and/or free sale certificate (Free Sale) with amendments introduced;
	 
	 

	
	
	*State license for the production right in the producer’s (manufacturer’s) country;
	 
	 

	
	
	*annex(attachment) to the license with a list of basic component parts, materials;
	 
	 

	
	
	Document which confirms compliance of production conditions 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 the 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 unchanged, with the date of amendments specified;
	 
	 

	
	
	Medical devices application instruction drafts;
	 
	 

	
	
	Labeling design
	 
	 

	2.
	Change of medical devices and/or medical equipment name 
	Application for amendments according to the approved form;
	 
	 

	
	
	A letter of authority from the producer (manufacturer) for the right to present interests upon state registration in the Republic of Kazakhstan;
	 
	 

	
	
	Document certifying registration of the medical equipment  in the producer’s (manufacturer’s) country and/or free sale certificate (Free Sale);
	 
	 

	
	
	A copy of the 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/medical equipment ;
	 
	 

	
	
	Medical devices application instruction drafts; labeling design
	 
	 

	3.
	Change of (increase/decrease of parts and/or replacement) accessories and/or components and/or consumables 
	Application for amendments according to the approved form;
	 
	 

	
	
	A copy of the marketing authorization of the Republic of Kazakhstan
	 
	 

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

	
	
	Medical equipments operational document 
	 
	 

	4.
	Removal/addition of therapeutic indications; application area; adverse effects 
	Application for amendments according to the approved form;
	 
	 

	
	
	A copy of the 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) tests which reflect the amendments introduced 
	 
	 

	5.
	Change of producers of devices, accessories and/or components and/or consumables for packing, processing, final packaging and labeling.
	Application for amendments according to the approved form; finished product safety remains unchanged; medical devices application instruction drafts (if necessary) 
	 
	 

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

	
	
	A copy of the 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 unchanged;
	 
	 

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

	
	
	Medical devices application instruction draft (if necessary);
	 
	 

	
	
	Labeling design
	 
	 

	7.
	Storage conditions change
	Application for amendments according to the approved form;
	 
	 

	
	
	A copy of the 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 draft (if necessary);
	 
	 

	
	
	Labeling design
	 
	 

	8.
	Change of the finished medical product quality control procedure
	Application for amendments according to the approved form;
	 
	 

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

	
	
	Producer’s (manufacturer’s) letter certifying that the production process remains unchanged;
	 
	 

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

	
	
	normative technical documents with amendments which regulate finished product quality 
	 
	 

	9.
	Change of the medical devices package: primary packaging of medical devices; secondary and/or group packaging 
	Application for amendments according to the approved form;
	 
	 

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

	
	
	Producer’s letter (manufacturer’s), certifying that amendments introduced regarding immediate packaging influence/do not influence on stability, quality of medical devices;
	 
	 

	
	
	standard technical documents with amendments;
	 
	 

	
	
	package design of new and former samples;
	 
	 

	
	
	labeling design of new and former samples;
	 
	 

	
	
	not less than13 x 15 cm sized photo of the medical equipment
	 
	 

	10.
	Change of prints, base coats or other marks, stamps and inscriptions including addition or change of paint used for labeling 
	Application for amendments according to the approved form;
	 
	 

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

	
	
	Producer’s (manufacturer’s) grounding letter on amendments;
	 
	 

	
	
	package design;
	 
	 

	
	
	labeling design;
	 
	 

	
	
	not less than13 x 15 cm sized photo of the medical equipment 
	 
	 


6. Expert’s conclusion:
1) positive expertise conclusion text:
«Materials and documents of the registration dossier, submitted by the Applicant for Type I amendments not requiring new state registration of medical devices/medical equipment in the Republic of Kazakhstan during the marketing authorization validity period in the Republic of Kazakhstan, meet the requirements and are subject to further expertise »;
 
2) negative expertise conclusion text:
 
«Primary expertise of the registration dossier materials and documents, submitted by the Applicant for Type I amendments not requiring new state registration of medical devices/medical equipment in the Republic of Kazakhstan during the marketing authorization validity period in the Republic of Kazakhstan, has shown that amendments to the registration dossier do not meet the requirements regarding:
	No
	Non-compliances 
	Expert’s note

	 
	 
	 


 
You are requested to submit missing documents and materials within the period not exceeding thirty calendar days. Expert works are terminated and will be resumed after the missing documents, materials, corrections are submitted. 
In case if the missing documents are not presented and comments are not resolved, the name of the medical good/medical equipment submitted by You will be recommended to rejection to Type I amendments not requiring new state registration during the validity period of the marketing authorization in the Republic of Kazakhstan».
 
Date of issue of expert conclusion:
 
«____» ______ 20___ 
 
 
Expert’s surname, name, patronymic     Signature ____________
Department head’s  surname, name, patronymic  Signature ____________
General director deputy’s surname, name, patronymic  Signature  ____________
Expertise results familiarization date:
 
«____» ______ 20___
 
 
Applicant’s surname, name, patronymic     Signature ____________
 
Primary expertise comments are  resolved:
 
completely _______ date «____» ______ 20___
partially ________ date «____» ______ 20___
 
 
Expert’s surname, name, patronymic _____________ Signature ____________
 
It is recommended to reject (in case if comments have not  been resolved) 
 
date «____» ______ 20___ 
 
 
Expert’s surname, name, patronymic _____________ Signature ____________
 
Annex 3
to the Procedure of medical devices and 
medical equipment expertise 
 
 
Form
 
Report №_______________

of the Analytical Expertise of Medical Devices 

Including Consumables and Components for Medical Equipment 

which are Medical Devices for State Registration, Re-registration and Amendments

1. Information on the accredited testing laboratory 

1)                                      name,                                       legal                                    position _____________________________________________________________________________

2) accreditation certificate (number, date, validity) _____________________________________________________________________________

3) post code, legal and actual addresses 

____________________________________________________________________________________________

________________________________________________________________________________________________________

4) telephone numbers _________________________________________________________________________________________

5) fax ______________________________________________________________________________________________________________
6) E-mail __________________________________________________________________________________________

2. Information on medical devices

	The name of a medical good with size and completed units specified
	 

	Organization-producer, producer’s country 
	

	Batch 
	 Validity

	Production date
	Shelf-life

	Quantity  of samples 
	 

	Application number
	 

	Date of receipt for analysis 
	 

	Work completion date
	 


3. Analytical expertise results

The normative document used for medical devices analysis (specify) ________________________________

Results of medical devices check are presented in the table.

Table 

	Parameters name
	Normative documents requirements
	Actual results

	 


 Conclusion: (conclusions on analysis methods reproduction and conformity (non-conformity) of the samples submitted to  quality and safety characteristics specified in the normative document of the organization-producer).
 
Date of conclusion «____» _______ 20____ 
 
Surname, name, patronymic of the person  

in charge of analytical expertise, signature __________
Department (laboratory) head’s surname, name, patronymic, signature _________
Stamp here 

Annex 4
to the Procedure of medical devices and 
medical equipment expertise 
 
Form
 
 Expert's Conclusion on Results of Special Expertise 

of the Medical Devices and Equipment Submitted 

for State Registration, Re-registration in the Republic of Kazakhstan 
 
	1.
	Surname, name, patronymic of the expert
	 

	2.
	Academic degree, title
	 

	3.
	Application number and date
	 

	4.
	Date of documents receipt for special expertise
	 

	5.
	Trade name of medical devices and equipment
	 

	6.
	Technical characteristics of medical devices and equipment
	 

	7.
	Function of medical devices and equipment
	 

	8.
	Application area
	 


 
Expertise of the registration dossier documents which characterize medical devices and equipment safety, efficiency and quality has been carried out.
 
1. Information on the producer of medical devices and equipment including consumables and components which are medical devices
 
	No
	Type of the organization or production section
	Name of the organization
	Country 
	Expert's notes

	 
	Organization-producer of medical devices and equipment  (person in charge of quality and safety)
	 
	 
	 

	 
	Contract producer
	 
	 
	 

	 
	Packer 
	 
	 
	 

	 
	Organization-producer (manufacturer) of consumables and components which are medical devices

	 
	 
	 


 
2. Registration in the producer’s country and other countries
 
	No
	Country 
	Marketing authorization number
	Date of issue
	Expert's notes

	 
	 
	 
	 
	 


 
3. Assessment of accuracy of the medical devices and equipment safety class specified in the application and registration dossier according to the requirements of the legislation of the Republic of Kazakhstan in medical devices and equipment marketing sphere:
 
	Safety class specified in the application
	Safety class specified in the registration dossier documents
	Conformity of the specified safety class to the requirements of the legislation of the RoK
	Expert's notes

	 
	 
	 
	 


 
4. Parameters system characteristics which determine safety, efficiency and quality of medical devices and equipment including consumables and components which are medical devices:
 
1) quality management system ISO, GMP of organization-producer, including consumables and components which are medical devices:
 
	No
	Document name
	Document number and date  of issue
	Expiration date
	Expert's notes

	 
	 
	 
	 
	 


 
2) quality of medical devices and equipment, including consumables and components which are medical devices (TS /technical specifications/, organization standard, etc.):
 
	No
	Document name
	Document number and date of issue 
	Expiration date
	Expert's notes

	 
	 
	 
	 
	 


 
3) confirmation of conformity of medical devices/medical equipment to the normative requirements of national or international normative documents (Conformity Declaration, Conformity Certificate):
 
	No
	Document name
	Document number and date of issue
	Expiration date 
	Expert's notes

	 
	 
	 
	 
	 


 
4) analysis of the results (reports, conclusions, etc.) obtained during studies (toxicological, technical, clinical, etc.) in the producer’s country and during previous expertise stages performed in the Republic of Kazakhstan (primary expertise, analytical expertise):
 
	No
	Document name
	Analysis of integrity and quality of information in the document
	Expert's notes

	 
	 
	 
	 


 
5) conclusion on medical devices stability, stated shelf-life feasibility:
 
	No
	Stated expiration date
	Analysis of the presented report on stability
	Expert's notes

	 
	 
	 
	 


 
6) assessment of medical devices application instruction draft including medical equipment consumables and components which are medical devices, and medical equipment operational document 
 
	No
	Analysis 
	Expert's assessment

	1.
	Completeness of for medical devices instruction draft
	 

	2.
	Conformity of draft text to the producer's original instruction 
	 

	3.
	Conformity of instruction draft execution to the requirements of the legislation of the Republic of Kazakhstan in the medicinal products marketing sphere
	 

	4.
	Information contained in the operational document on medical equipment application
	 


 
7) Assessment of package and label designs

 
	No
	Analysis 
	Expert's assessment

	1.
	Conformity of labeling design text execution to the requirements of the legislation of the Republic of Kazakhstan in medicinal products, medical devices and equipment marketing sphere
	 

	 
	Identity of storage and transportation conditions specified in the medical devices standardization document and in the medical application instruction draft 
	 


 
4. Expert's conclusion 
 
	No
	Recommendations 
	 

	1.
	To recommend the medical devices and equipment for state registration, re-registration (with registration, re-registration period specified)
	 

	2.
	To examine documents again after submission of additional materials upon request
	 

	3.
	Not to recommend medical devices/medical equipment for registration, re-registration (with rejection arguments specified)
	 


 
I hereby certify that all the data in the expert’s conclusion is accurate and meets the standard requirements which is confirmed by my own signature.  

Expert's surname, name, patronymic
                                                Signature ___________________                                     
 
Expertise completion date        «____» ______ 20___
 

Annex 5
to the Procedure of medical devices and 
medical equipment expertise 
 
Form
 
The Conclusion of Expert of Medical Devices and Equipment 

Special Expertise on Influence of the Stated Type 1 amendments, 

not Requiring New Registration, to the Registration Dossier 

on Medical Devices/Medical Equipment Safety, Efficiency and Quality 

 
	1.
	Expert’s surname, name, patronymic 
	 

	2.
	Academic degree, title
	 

	3.
	Application number and date
	 

	4.
	Date of documents receipt for special expertise
	 

	5.
	Trade name of medical devices and equipment 
	 


 
The expertise of the registration dossier documents which characterize influence on safety, efficiency and quality of Type I amendments, not requiring new registration, to the registration dossier, on medical devices and equipment has been carried out.
 
As a result of the expertise the following has been found out:
 
	No
	Edition (before introduction of amendments)
	Amendment 

	 
	 
	 


 
Influence of amendments on medical devices and equipment safety, efficiency and quality:
 
	№
	Amendments 
(mark the item that applies)
	Analysis  
(influences/does not influence) In case of negative conclusion, reasons are specified

	 
	1. Production license content change: 
- change of the factory-producer (manufacturer)  name;
distributor  name
- change of production site for the entire manufacturing process or its part 
	 

	 
	2. Change of medical devices/medical equipment names 
	 

	 
	3. Change (increase/decrease of parts and (or ) replacement) of accessories and (or) components and (or) consumables 
	 

	 
	4. Removal/addition of therapeutic indications, application area, counterindications, adverse effects
	 

	 
	5.Change of organizations-producers (manufacturers) of medical devices designed for packing, processing, final packaging, and labeling of accessories and (or) components and (or) consumables and (or) change of production site by the organization-producer  (manufacturer) of medical devices designed for packing, processing, final packaging, and labeling of medical accessories and (or) components and (or) consumables.
	 

	 
	6. Increase/decrease of medical devices shelf-life 
	 

	 
	7. Storage conditions change
	 

	 
	8. Changes in the procedure of end medical product quality control
	 

	 
	9. Change of the medical devices package:

 - immediate packaging of the medical devices:

 - secondary and (or) group packaging 
	 

	 
	10. Change of imprints, base coatings or other marks, stamps and inscriptions including addition or change of paint used for labeling.
	 


 
Expert's conclusion
	 
№
	Recommendations 
	Expert's notes

	1.
	To recommend Type I amendments to the registration dossier not requiring new registration of medical devices/medical equipment for the remaining period of the marketing authorization validity
	 

	2.
	To examine documents again after submission of additional materials upon request
	 

	3.
	Amendments  influence negatively on medical devices/medical equipment safety, efficiency and quality (with rejection arguments)
	 

	4.
	Amendments introduced into the medical devices/medical equipment registration dossier should be referred to Type II (new registration)
	 


 
I hereby certify that all the data in the expert’s conclusion is accurate and meets the standard requirements which is confirmed by my own signature.  

Expert's surname, name, patronymic
                                                Signature ___________________                                     
 
Expertise completion date        «____» ______ 20___
