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4 AGREEMENT N Second level 4 I e ~

ON COMMON PRINCIPLES regulations in the field Launch of a single IT
AND RULES OF MEDICINES of pharmaceutical platform and Expiration of
CIRCULATION market information guides national MALs
WITHIN EAEU 27 Regulations 01.01.2026
K 23 December 2014 K 06.05.2017 K 05.04.2019

p 2014 5

Agreement on common
principles and rules for
the circulation of
medicines came into
force

~

Start filing the dossiers End of transition period for
for registration national registration and

according to the EAEU national GMP certificates

01.01.2021
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Eurasian
Economic Union
Treaty

29 May 2014 rules

«Member States of the EAEU <...>, establishing goal to promote the health of the population of the Member
States by providing access to safe, effective and quality medicines <...>, aiming for creation of optimal
conditions for the development of the pharmaceutical industry, improving the competitiveness of the
pharmaceutical products manufactured in the territories of the Member States and for the entrance to the world
market, seeking to eliminate unreasonable restrictions in mutual trade <...>»

www.aipm.org
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The industry considers the implementation of the EAEU common
medicines market as:

v the development of more modern, science-based, harmonized with
international regulatory standards

v' ensuring greater accessibility of necessary medicines to the population of
EAEU countries

v' creation of modern tools for managing regulatory information and the life
cycle of medicines

v' opportunity of industry and regulatory bodies resources optimization aimed
at developing of new regulatory areas and increasing the availability of
medicines with high regulatory standards

www.aipm.org
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E-DOSSIER — EFFICIENCY IMPROVEMENT TOOL

EAEU MEMBER REGULATORY SYSTEMS

Regulatory dossier in
electronic format -
important points

v Need to develop the detailed requirements and
technical specifications for dossiers filling

v Need to develop unified requirements to
dossier validation

v’ Validation of dossiers between Member States
according to a single standard

v Possibility of dossiers self-validation by
applicants before filing

v’ Establishment of a validation protocol for
applicants by the regulatory authority

Features of EAEU submission

v'Difference in application requirements in
Member States despite uniform format

v Reassessment of the "benefit-risk"
during the procedure of bringing into
compliance with EAEU requirements
v'Need for a personal account of applicants
in Member States with the ability to track
the status of dossiers under the EAEU
procedure
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Concept of Normative Document is different on national and EAEU level

National level

More focused on

laboratory testing Quality by design
concept
Technical details are Harmonized with ICH
needed to reproduce
Module 3
the methods

*EAEU Pharmacopeia
requirements,
Guidelines of 3 |evel

National
Pharmacopeia

requirements _ _
*GMP inspection

www.aipm.org
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Analytical procedures

Specifications Parameters & description of
analytical procedures

Description of analytical
procedures in
accordance with local
requirements

Specification limits differ Additional parameters in
for release & shelf life accordance with local
specifications requirements

Specifications in the ND
differ from country to
country & all differ from
the manufacturer’
specification

Compliance to National
Pharmacopoeias

Standard samples

www.aipm.org
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Ph aceutical 3 ALY 4
Manactarrs B mamoneh SPECIFICATIONS

I T B TV

Description Biconvex tablets oval inOval coated tablets Oval white tablets with a
shape, film-coated ofof white color with a risknotch on one side.
white color with a risk onon one side

one side

Identity HPLC HPLC Absence
Identit AAS AAS

'y Absence

Titanium dioxide Absence Quiality reaction Absence

Assay HPLC BOXX HPLC
50 - 82,5ME (100 -  50.0 - 82.5 ME/tabl 90 %-165 %
165 % of labeled claim) (45 ME - 82.5 ME)

www.aipm.org
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Harmonization of ND can be provided by two ways

O preliminary variations submissions in reference country in case of
harmonized ND development before EAEU submission

L variations submission in reference country before recognition in case of
national ND EAEU submission

L

Both variants lead to expertise with possible reassessment profit-risk

ratio

= Additional workload for applicant
= Additional workload for Health Authorities

www.aipm.org
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PROCEDURE OF BRINGING THE REGULATORY DOSSIER
TO COMPLIANCE OF EAEU REQUIREMENTS

TRANSITION FROM NATIONAL SYSTEMS TO THE GxP PRACTICE LEVEL

v'Volume of data for

\/Con.firmation ' of medicines that have been
compliance to GxP practices Goal circulating in the markets of
(GMP, GVP) Member States for a long
v' Harmonization of

regulatory dossier — single
format

time
v'Using of different
reference medicines

v'Unification of product life Challenges v Reassessment  of  risk-
cycle tracking benefit

v'Unification of PIL and v’ Need to conduct
SmPC makes it comfortable laboratory expertise

for patients and HCPs

v/ Reassessment of the Obstacles

"benefit-risk" ratio shouldn’t
be required
certain cases)

v'Great burden on the industry and regulatory bodies
v Effect on patient accessibility
v Inefficient use of resources

(except in

REASONABLE BALANCE BETWEEN POSSIBILITIES, NEEDS AND EXPEDIENCY IS REQUIRED

www.aipm.org
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Continuity of national medicines Registries and the EAEU Registry
Data from national Registries should be automatically, sequentially and correctly pulled
into the EAEU Registers while maintaining the transition period opportunity for the
uninterrupted supply

POSCTH MEKIPCTIIINME CHRCTE

Date of EAEU marketing authorization

Comp
osition
Indicatio JOsage
ns

4

Transition period is needed to transfer the
Single MAL and single ND MAL smooth/y

www.aipm.org
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4 N ) 4 )

National GMP GMP EAEU GMP EAEU
certificate certificate certificate

\ NS ) N\ J

K HPOTOKOJTY IECTHECST MIECTOrO 3aceJaHus
o 1 . 0 1 . Zo 2 1 paboueii Tpymbl 1o (GOPMUPOBAHHIO OOIINX MOJIX0A0B
K peryJIMpOBaHHIO OOPAIEHHS JIEKapPCTBEHHBIX CPEICTB

B pamMKax EBpasniickoro sKOHOMHUYECKOTO COI03a
ot 5 centstopst 2019 r. Ne 8/nex

IMTPUJIOXKEHHUE Ne 2

CaeieHus1 0 X0/1€ paﬁoT o perucTpauu 1 HHCMEKTHPOBAHUIO JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUM C NPaBUJIaMH
EBpasnﬁcxoro IKOHOMHYECKOI0o C0r03a

Pecniy6imka Pecry6nuka Pecniy6imka Keipreisckas Poccuiickas
Apmenus Benapycs Kazaxcran Pecnybnnka Denepanus
IMpunsaTeie K 1 4 O O 1 O
PAcCMOTPEHHIO  3asBJICHHS
o MpOBEICHUHA 11 — npoBexeHbI;
(apmanesTHyeCKHX 10 cepTH(HHUKATOB BBIIAHO
MHCIIEKIHI B
COOTBETCTBUM C  aKTaMu
Espasniickoit

9KOHOMUYECKON KOMUCCHH

!

v'Transition to one inspection system according to EAEU rules Amount of EAEU
v’ Efficient allocation of resources to one system GMP applications —
v’ Risk-based approach to avoid duplication 40 in BY and 1in KG

www.aipm.org
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O The industry positively assesses the transition of the regulatory system to the EAEU
rails - to modern requirements, harmonized with international,

O Launch of new procedures requires an open dialogue between applicants and
regulators as well as between regulators of the EAEU countries, openness and
common approaches to the interpretation of legislative provisions

O It is necessary to observe the principle of reasonable expediency in matters of
conducting an examination, which makes it possible to level administrative barriers
to provide patients with modern, effective and safe medicines

 Early transition to a single supranational regulatory system will reduce the burden on
both the applicant and the regulatory authorities

O Full-fledged launch of GMP inspection according to the EAEU requirements is the
main risk for the development of the EAEU regulatory system and the availability of
medicines for the population of the EAEU countries

O Integration of the EAEU regulatory system into the modern global regulatory agenda
is the basis for the development of modern healthcare and medicines supply systems
in the EAEU member states

www.aipm.org
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THANK YOU FOR ATTENTION!

www.aipm.org



