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REPUBLIC  OF  ARMENIA

Territory

Population

Pharm market

29 800 km2

2 963 000 (2020)

130 mln US $ 
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GOAL 

EFFICACY

SAFETY

ACCESS

QUALITY

REGULATION    OF   MEDICINAL   PRODUCTS 

of medicinal products 

to   implement   national   medicines  policy  and  ensure   the
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Protecting

public health 

through an 

extensive 

evaluation of a 

particular product Promoting public 

health by making 

needed products 

available without

undue delay

PRODUCT REGULATION REQUIRES, ABOVE ALL, A BALANCE

Implementing flexible approaches to enhancing quicker access of medicinal

products, without compromising on stringent standards for safety, quality and 

efficacy
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long unpredictable assessment timelines

duplication of regulatory efforts

Minimizing 

country specific requirements

Avoiding 

MODIFICATION OF THE EXISTING LEGAL FRAMEWORK 

IN ORDER TO ENSURE ACCESS TO ESSENTIAL 

MEDICINAL PRODUCTS

2016

Goal
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LEGAL AND REGULATORY TOOLS TO SUPPORT 

AVAILABILITY

Labelling and patient leaflet- use of several languages (Russian, 

English), translation of PIL and SmPC by NMRA

Compassionate use-bedaquiline, delamanid

Fees-reduction of fees for  low-turnover medicinal products 

assessment

Procedure on emergency  import  of non-registered  essential 

medicines approved  by other regulatory agencies or  prequalifid by 

WHO 

Abbreviated Evaluation Procedures,  fast –track review based on 

prior approval by other regulatory agencies or  WHO 

prequalification (participation in WHO collaborative procedures)
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NATIONAL REGISTRATION PROCEDURES

Registration

Accelerated 
Procedure

30 working days

WHO pre-qualified 
medicinal products

ICH Members NRA 
authorized medicinal 

products

Standard procedure

150 working days

ALL medicinal 
products



o WHO Programme for International Drug Monitoring 

(Uppsala, Sweden)  since 1997

o European Pharmacopoeia Commission, observer since 

2008

o United States Pharmacopoeial (USP) Convention, observer 

since 2013

o WHO collaborative procedure, since 2014

o ICH, observer since 2018.

INTERNATIONAL     COLLABORATION

Научный центр

экспертизы лекарств РА
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Part 1 - Abstract

Part 2 - All accepted presentations (including photo)

Part 3 - WHO-PQ recommended patient information leaflet*

Part 4 - WHO-PQ recommended summary of product characteristics*

Part 5 - Label

Part 6 - Discussion (status at the time of prequalification)

Part 7 - Steps before Prequalification

Part 8 - Steps following Prequalification (from 01 March 2014, only 

changes to the published information are included)



MedNet

Prequalification of IVDs | Essential Medicines and Health Products | Geneva www.who.int

• Access WHO non public reports
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STATUS OF CRP APPLICATIONS

APPROVED  9

UNDER REVIEW 1

PENDING 1
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Products registered through the WHO 

collaborative registration procedure



ANTITUBERCULOSIS MEDICINES 
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National List of Essential 

Medicines 2021

WHO Model List of Essential 

Medicines 2021

Registration 

status/ procedure

ethambutol ethambutol CRP

ethambutol + isoniazid ------- Nonregistered

ethambutol + isoniazid + 

pyrazinamide + rifampicin

ethambutol + isoniazid + 

pyrazinamide + rifampicin

CRP

ethambutol + isoniazid + 

rifampicin

ethambutol + isoniazid + 

rifampicin

Nonregistered

isoniazid isoniazid CRP

isoniazid + pyrazinamide + 

rifampicin

isoniazid + pyrazinamide + 

rifampicin

CRP

isoniazid + rifampicin isoniazid + rifampicin CRP

------- isoniazid + rifapentine Nonregistered

pyrazinamide pyrazinamide CRP

rifabutin rifabutin Nonregistered

rifampicin rifampicin National/Standard

rifapentine rifapentine Nonregistered
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CHALLENGES

➢ the company has not applied for a MA or  Variation or 

Renewal  

➢ there are discrepancies between the information submitted 

by the applicant and the one assessed by reference authority

➢ a product with a valid MA is not placed on the market

New Regional network: Eurasian Economic Union

❑ Format of dossier

❑ Product information: structure and content

❑ Joint assessments

❑ Preaproval inspections
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Making  earlier 

access to the

medicinal 

products 

Establishing  

Strong  and Smart 

Pharmacovigilance

System to identify 

any risk at the 

earliest possible 

opportunity

PRODUCT REGULATION REQUIRES  A BALANCE
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❑ Establish legal provisions that allow fast track 

regulatory pathway

❑ Development of guidelines, including on management of 

post approval changes

❑ Development of Internal SOPs

❑ Development of verification templates

❑ Training of  assessors

KEY ACTION POINTS FOR CRP IMPLEMENTATION

❑ Appointment of Focal Points for communication with 

WHO 

❑ Update of regulation
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Documents approved by WHO Expert Committee on 

Specifications for Pharmaceutical preparations 

(ECSPP) https://extranet.who.int/prequal/content/who-

technical-report-series

https://extranet.who.int/prequal/content/who-technical-report-series
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–Gradually expand scope of  CRP to cover more 

products including MD and Vaccines 

–Encouraged more use of reliance by NRAs at the 

regional level aimed at reducing duplication  

building capacity, promoting regulatory 

convergence  and establishing trust. 

Looking to the future
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BENEFITS OF THE COLLABORATIVE REGISTRATION PROCEDURE

Opportunity for work sharing (NRA-WHO) during 
assessment (assessment REPORT, Variation 

REPORTS, QIS ) 

Resource saving abridged review  (comparative 
assessment, no inspection program, no laboratory 

testing) 

Reduced registration timelines and Improved 
access to quality medicines

Increased regulatory capacity & harmonization of 
regulatory practices :  Detailed reports, 

Participation in trainings
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9th Annual Meeting 
on Collaborative 
Procedure Virtual 
Meeting (Zoom) 

Contact: 
prequalreg@who.int

13 – 17 
December 

2021
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THANK YOU FOR YOUR ATTENTION

AND COLLABORATION!!!

ՇՆՈՐՀԱԿԱԼՈՒԹՅՈՒՆ  

ՈՒՇԱԴՐՈՒԹՅԱՆ  ԵՎ  ՀԱՄԱԳՈՐԾԱԿՑՈՒԹՅԱՆ

ՀԱՄԱՐ
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