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Organizational structure of healthcare system in the expertise and registration of 

drugs and medical devices 

RSE «National center for 

drugs and medical devices 

expertise» (NC) 

Ministry of Healthcare and Social Development of the Republic of 

Kazakhstan 

Control committee of medical 

and pharmaceutical activity 

(CCMPA) 



RSE «National 
center for drugs and 

medical devices 
expertise» (NC) 

Expertize  
organization 

Laboratory 

(11 in Kazakhstan) 

Organizational structure of National center for drugs and medical devices expertise 

 1 central in Almaty 

has joined OMCL  

 10 in regions 
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World Health Organization (WHO) 

International Medical Devices Regulator Forum 
(IMDRF)  

Global Medical Devices Nomenclature (GMDN) 

Asian Harmonization Working Party (AHWP) 

European Directorate for the Quality of Medicines  and 
Healthcare (EDQM)  

The Pharmaceutical Inspection Convention and 
Pharmaceutical Inspection Co-operation Scheme (PIC/S) 

European Pharmacopoeia (Official observer ) 

Eurasian Economy Union 

State and Expertize organizations of Ukraine, Russia 
and Belorussia  

U.S. Pharmacopeial Convention (USPC) 

Relationships between National Center and international organizations 



Legal and regulatory framework governing the state 

registration of medical devices 

• Code of the Republic of Kazakhstan “Public health and the Health 
Care system“ 

 

• №735 18.11.2009 MoH decree «Rules for state registration, renewal and 
amendment to the registration dossier of drugs and medical devices“ 

 

• №736 18.11.2009 MoH decree “Rules for drugs and medical devices 
expertise“ 

 

• Decree of the Government of the Republic of Kazakhstan dated from 
February 24, 2014 № 142 “About approval of public services standards 
in the sphere of pharmaceutical and medical devices activity" 

 
 



 

 

EXPERTISE AND REGISTRATION OF 

MD IN THE REPUBLIC OF KAZAKHSTAN 

 

* AFTER ONE REGISTRATION DURING RENEWAL A PERMANENT REGULATORY 

APPROVAL IS GRANTED 

I  STAGE 
• EXPERTISE PROCEDURE 

II  STAGE  
• REGISTRATION PROCEDURE 

Result 
• Regulatory Approval (5 years) 



MD EXPERTISE PROCEDURE 

NC  

 

  PERFORMS  

  EXPERTISE ON  

  SAFETY, EFFICIACY  

   AND QUALTIY 

 

 

APPLICATION 

ERD 

SAMPLES 

Notifies through 

internet-source 

www.dari.kz  on 

sending the 

document to state 

authority 

 

Sends electronic 

conclusion on safety, 

efficacy and quality of 

MD  

ERD-electronic registration dossier 

APPLICANT 
Control committee of 

medical and 
pharmaceutical activity 
(CCMPA) of MoH&SD 

http://www.exchange3d.com/images/uploads/aff105/office_building_01/color_0001.jpg
http://www.dari.kz/


EXPERTISE OF MD FOR SAFETY, EFFICIACY AND QUALITY 

Each subsequent stage is carried out on the basis of the positive conclusion of the 

previous 

Expert organization requests if necessary clarifications and corrections of the 

registration dossier 

Remedial actions terms= 30+60 (on justification) = not over 90 calendar days on each 

stage 

PRIMARY EXPERTISE 

ANALYTICAL AND TECHNICAL 
EXPERTISE OF MD  

SPECIALIZED EXPERTISE 

CONCLUSION ON SAFETY, EFFICACY 
AND QUALITY 



MD EXPERTISE TERMS 

 MD 1 & 2а class 90  days  

 MD 2b &  3 class 

REGISTRATION AND 

RENEWAL 

160 days 

AMENDMENT 

 Without analytical 

expertise 

With analytical 

expertise 80 days 

60 days 



REGISTRATION PROCEDURE OF MD 

Control committee of 

medical and 

pharmaceutical activity 

(CCMPA) of MoH&SD 

 

1. Application  

2. ID of the authorized 

representative 

3. Copy of favorable 

conclusion from expert 

authority 

4. Confirmation of 

payment fee to the 

budget 

5. Electronic data on 

information of body to 

receive service 
 

APPLICANT 

All processes are managed electronically and are transparent for an Applicant 

(manufacturer/authorized representative) and Regulators 

Registration Approval 

(for 5 years) 



          

            

 On May 29, 2014 the Eurasian Economic Union was created 

           On December 23, 2014 the Agreement on common principles and rules 

for the turnover of drugs and medical devices within the Eurasian Economic 

Union is signed            

  The agreement is planned to develop 40  (15 of them are for regulation 

of MD) legal documents, 32 of them have been already  developed 

             The Republic of Kazakhstan is the developer of the founding document: 

"Rules for expertise and registration of drugs and medical devices“ 

 ON THE 1ST OF JANUARY 2016 COMMON RULES FOR 

EXPERTISE AND REGISTRATION WILL COME INTO FORCE FOR EEU 

MEMBERS (KAZAKHSTAN, RUSSIA, BELORUSSIA, ARMENIA, 

KYRGYZSTAN) 

 



 

APPLICANT  REFERENCE COUNTRY 

Recognition 

countries 

1. Chooses reference country and 

recognition countries 

2.Registration dossier is uploaded to EEU 

website accessible to all regulators of EEU 

3. Submits applications 

I. PERFORMS COMPLETE ERD EXPERTISE 

II. PERFORMS SAMPLES QUALITY CONTROL; 

III. COMPOSES  EXPERT REPORT; 

IV. APPROVES INSTRUCTION FOR USE AND 

LABELS IN STATE AND RUSSIAN LANGAUGES 

PROCEDURE OF 

RECOGNITION 

+ TRANSLATION OF LABELS 

INTO STATE AND RUSSIAN 

LANGUAGES   

EXPERT REPORT 

YES REGISTRATION IN 

REFERENCE COUNTRY 

REGULATORY 

APPROVAL,  

labels+instructions  

COMMON MD 

REGISTRY 

NO 

Reference country 

notifies recognition 

countries 

Consensus meeting 

involving experts 

from all parties 

FINAL DECISION 

YES   

NO REJECTION 



During the transitional period there will be dual registration rules – EEU 

common rules and National rules. Regulatory Approvals for MD registered by 

National rules are valid in particular Member State before the expiry date, 

but no later than December 31, 2021. 

Starting from 1, January 2022 ONLY EEU common rules will be applicable 

for MD registration  

01.01.2016 – 31.12.2021 




