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This article examines the Eurasian Economic Union (EAEU) regulatory pathway following
the completion of the transition period in December 2025, after which all medicinal
products on the union’s market must comply with unified registration rules. It provides a
practical guide to the key regulatory institutions, the hierarchy of normative documents,
registration procedures, and eCTD dossier requirements. Particular attention is paid

to document preparation, common applicant mistakes, and strategies to optimize

the regulatory process. The recommendations are based on an analysis of the EAEU
regulatory framework and the author’s extensive hands-on experience.
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Introduction

'The Eurasian Economic Union, comprising
Armenia, Belarus, Kazakhstan, Kyrgyzstan,
and Russia, is an integrated market with a
population of approximately 185 million and
a combined GDP exceeding $2.4 trillion.!
The union’s pharmaceutical market demon-
strates steady growth: by early 2026, the uni-
fied medicines register included over 11,500
marketing authorizations issued under EAEU
rules.? For international pharmaceutical com-
panies, the EAEU remains one of the largest
integrated markets, with a regulatory model
harmonized with international requirements
while retaining local specificities.

Medicinal product registration in the EAEU
is governed by the Rules for Registration
and Examination of Medicines for Medical
Use, approved by the Eurasian Economic
Commission (EEC) Council in November
of 2016.% The transition to unified regulatory
standards for the union’s member states was
completed on 31 December 2025.# By this
deadline, marketing authorization holders
had aligned dossiers for products previously

registered under national procedures with
the union’s requirements. In May 2025, the
EEC Council adopted additional simplifying
amendments, which entered into force on 21
June 2025, aimed at optimizing registration
procedures.

In 2026, the main focus for applicants is
expected to be registering new medicinal
products and introducing variations to exist-
ing dossiers as part of lifecycle management.
This article aims to describe the main stages
of the registration process in the EAEU and
offer practical recommendations for optimiz-
ing the regulatory pathway for international
applicants. The article will also systematically
examine the EAEU’s organizational structure,
regulatory framework, registration procedures,
pre-registration strategy, requirements for
dossier compilation in the common technical
document format, and postmarketing obliga-
tions of the marketing authorization holder.

In the EAEU context, the term circulation
of medicines refers to the entire regulatory
lifecycle of a medicine, including
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development, marketing authorization, manufacturing and
quality control, distribution, and postmarket surveillance.
Expert examination refers to the scientific assessment of a
marketing authorization application.

Organizational structure and regulatory
framework

'The regulation of medicinal products in the EAEU is
carried out at two levels: supranational and national.> At
the supranational level, regulation is ensured by the EEC.
Within its structure, the specialized divisions of the Tech-
nical Regulation and Accreditation Department, as well

as advisory committees with representatives from national
competent authorities, are responsible for the circulation of
medicines. Expert examination is conducted by the Expert
Committee on Medicinal Products, which includes heads of
expert organizations from all member states.

At the national level, registration is carried out by each state’s
ministry of health, and scientific assessments are carried out by
the following authorized bodies of the member states:

B Russian Federation — Federal State Budgetary Institution
Scientific Centre for Expert Evaluation of Medicinal
Products;

®  Republic of Belarus — Center for Examinations and Tests
in Health Service;

B Republic of Kazakhstan — National Center for Expertise
of Medicines and Medical Devices;

B Republic of Armenia — Scientific Center of Drug and
Medical Technology Expertise; and

® Kyrgyz Republic — Department of Drug Provision and
Medical Equipment.®

'The interaction between the supranational and national
levels is based on the principle of mutual recognition of
expert reports issued by the member states.

Hierarchy of normative documents

The regulatory framework of the EAEU for the circulation
of medicines is structured according to a multilevel
hierarchy, as illustrated in Figure 1.

The EAEU treaty of 2014 carries the highest level of
authority.® The EAEU’s agreement on common principles
and rules for drug regulation has the second-highest level
of authority.” The EEC binding acts carry the next highest

weight, and include:
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= EAEU Decision No. 78, the core EAEU regulation
establishing the procedures and requirements for
marketing authorization;*

= Rules of good clinical practice,® good laboratory practice,’
conduct of bioequivalence studies,"® good pharmacovigilance
practice;'" requirements for labeling™ and for the summary
of product characteristics and package leaflet;"

= College of the Eurasian Economic Commission decisions
and orders, which detail requirements for the electronic
dossier,'* stability testing," the classifier of dosage
forms,"® and the guidelines on validation of analytical
methods;'” and

= College of the Eurasian Economic Commission
recommendations about unified approaches, such as those
relating to pharmaceutical development.'®

Finally, the national legislation of each member states applies,
to the extent that they do not contradict the union’s law."

Regulatory documents are regularly updated, so applicants
should verify the current versions on the official EAEU legal
portal when preparing a dossier.”’

Figure 1. Hierarchy of Eurasian Economic Union
normative documents for medicines regulation®”:1?
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Marketing authorization procedures

'The EAEU rules for marketing authorization establish

two main procedures for bringing new medicines to the
EAEU market: the mutual recognition procedure and the
decentralized procedure.’ The applicant has the autonomy to
select the reference state and, where necessary, the concerned
states. The reference state is the lead country that conducts
the primary scientific evaluation of the dossier, and the
concerned states are other EAEU countries in which the
applicant seeks approval. The application and dossier are
submitted electronically with an electronic signature.

Mutual recognition procedure

'The mutual recognition procedure involves sequential
dossier submission: first to the reference state, and then

to the concerned states. Marketing authorization in the
reference state is granted within 140 working days. If
additional materials are requested, the applicant has up to 90
working days to respond, with a possible extension (the total
response period must not exceed 180 working days).* In

the concerned states, provided there are no disagreements,
marketing authorization is granted no later than 60 working
days from the date of access to the expert report. In practice,
the mutual recognition procedure is the more commonly
used procedure, and the reference state is typically Russia

(Figure 2).

Decentralized procedure

'The decentralized procedure involves the simultaneous
submission of the dossier to all states selected by the
applicant. The total procedure duration in the reference state
does not exceed 140 working days, and in the concerned
states, 50 working days.? This procedure is used less
frequently, primarily when a simultaneous product launch in
several countries is required (Figure 3, p. 17).

Section VII of the EAEU rules for marketing authorization
provides for special procedures for orphan medicinal
products, medicines for the treatment of life-threatening
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diseases, and other cases where the full set of data cannot be
submitted at the time of application.*** A summary of each
procedure is presented in Table 1 (p.18). The validity of the
marketing authorization for each procedure is valid for five
years, though the validity of the marketing authorization
tor products under exceptional circumstances is subject to
revocation.

Pre-registration strategy

Type and characteristics of the medicine

'The type of medicine indicated in the marketing authori-
zation application determines the composition and scope

of the registration dossier, as well as the required studies.
Selecting the appropriate product type directly affects the
timeline for bringing the product to market and the likeli-
hood of a successful expert examination. These requirements
are detailed in Appendix No. 1 in the EAEU regulation
establishing the procedures and requirements for marketing

authorization.’

For reproduced medicines (i.e., generics), which are the
most common application type, it is critically important

to correctly identify the reference product and to do so
consistently across all modules of the dossier. In practice,
there are cases where applicants indicate different reference
products across modules, which contradicts the requirements
and leads to regulator inquiries.

For example, the author observed that during one expert
examination, the applicant specified one reference product in
Module 5 and another in Module 2. The expert committee
subsequently designated the correct reference product,
requiring substantial revision of a significant portion of the
dossier and re-justification of the reproduced product status.

Table 2 (p. 19) describes the EAEU product types, dossier
requirements, and practical considerations for applicants.
Reproduced medicines, also known as generic medicines, are
the most common application type. A stepwise approach is

Figure 2. Mutual recognition procedure (sequential submission)
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Figure 3. Decentralized procedure (simultaneous
submission)
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applied to reproduced medicines, aligning with the US Food
and Drug Administration and European Medicines Agency.
'This stepwise approach, based on similarity in qualitative
composition, quantitative composition, and microstructure,
is supported by in vitro release testing (IVRT') and followed
by assessment of therapeutic equivalence. IVRT data
generated for other jurisdictions are generally acceptable.

Hybrid products typically receive more inquiries than
average because they are a relatively new product type under

EAEU rules, and the need for additional data often leads to
more regulatory questions.

Recognition of international studies

Paragraph 36 of the EAEU regulation establishing the
procedures and requirements for marketing authorization
establishes the criteria for recognition of clinical studies

conducted outside the EAEU.3
Studies completed before 2016 are recognized if they were

conducted in International Council for Harmonisation

(ICH) member states prior to 1 January 2016, and if
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the product based on these studies is authorized in ICH
countries.® Studies initiated after 2016 are recognized,
subject to the condition that at least one clinical study is
conducted fully or partially in the EAEU territory, and that
all studies (including those conducted outside the EAEU)
are performed in accordance with ICH good clinical
practice standards, which are harmonized with EAEU law.?

In practical terms, for products under development, it is
necessary to plan for the inclusion of EAEU research sites
within the clinical development program.

Orphan medicinal products

In the marketing authorization application, orphan status is
indicated as a separate item, regardless of the product type. For
products intended for the treatment of rare diseases, the EAEU
rules provide for special provisions.® In accordance with Section
VII of the rules (as amended by Decision No. 36), orphan
medicinal products may be eligible for conditional marketing
authorization, marketing authorization under exceptional
circumstances, and accelerated examination.>*' A key limitation
applies where an orphan indication is included in the list of rare
diseases of only one member state; in such cases, the product is
authorized exclusively for circulation in the market of

that state.?

Trade name

When selecting a trade name, the requirements of the
EAEU’s guideline on the selection of trade names for
medicinal products must be considered.” The proposed
name must not be confusingly similar to an already
authorized product, particularly a product with a different
composition and action. Failure to comply may result in
the refusal of marketing authorization, or a requirement to
change the name during expert examination.

A practical example observed by the author in 2025 involved
an application that required changing the trade name due

to visual and phonetic similarity with an authorized product
of a different composition, which posed a risk of prescribing
errors. Changing the name during the expert examination
required revising a significant portion of the dossier
(including Module 1, package mock-ups, the summary of
product characteristics, and the package leaflet), adding
several months to the authorization timeline.

Selection of the reference state
'The applicant independently selects the reference state.®
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Table 1. Special marketing authorization procedures in the Eurasian Economic Union

Procedure

Regulatory basis

Conditions for application Authorization timeline

Conditional
marketing
authorization

Marketing
authorization
under exceptional
circumstances

Marketing
authorization
with additional
requirements

Accelerated
examination

Marketing
authorization
at the initiative
of a competent

Section VII, -
S ubsection VILIII,
Decision No. 36

Section VII, =
Subsection VILII,
Decision No. 36

Section VII, -
Subsection VIL.I,
Decision No. 36

Medicines for severe

or life-threatening diseases,
including orphan medicines,
with unmet medical need
Positive benefit-risk balance
despite incomplete clinical data

140 working days

Ultra-rare pathologies or

cases where comprehensive
efficacy data cannot be obtained
for objective reasons

(e.g., ethical limitations, state

of scientific knowledge)

140 working days

Situations where additional
safety or efficacy data must be
generated after market entry

140 working days

Paragraph 16 of the
rules as amended by
Decision No. 36*

Decision No. 93
of November 26,
20254

- Orphan medicines;

- Treatments for life-
threatening diseases;

- Pediatric use; or

- Products of special significance
for the healthcare system
(e.g., antibody-drug conjugates
for oncology indications)

- Product is not authorized
in the member state;

- No alternatives
are available; and

100 working days

40 working days

authority

- Obtained written consent
of the marketing authorization
holder

Russia remains the largest market and is the most frequently
chosen. Alongside Russia, applicants also select Belarus and
Kazakhstan, particularly when focusing on local markets,
due to their market commercial potential, regulatory
capacity, and manufacturing site location.

Risk assessment and gap analysis

'The outcome of marketing authorization is largely deter-
mined by decisions made prior to dossier submission. Gap
analysis should therefore not be limited to checking dossier
completeness but should also assess the compliance of each
document with current EAEU requirements. Identifying
gaps at this stage helps reduce regulator inquiries and can

May-June 2026 = Volume 1 = Number 3

significantly shorten overall review timelines. Particular
attention should be given to Module 3 (quality), which typ-
ically generates the highest number of regulatory comments.
Typical dossier gaps are presented in Table 3 (p. 20).

For example, during the registration of a reproduced
product, the author observed that the applicant received
a request for additional justification of the impurity
profile and for validation of the analytical methods, even
though the original dossier contained a standard set of
data. Preparing the response took several months, which
significantly increased the overall registration timeline.
Systematic analysis of comments from completed
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Table 2. Eurasian Economic Union product types and associated dossier requirements and considerations

Product type

Innovator
(i.e., original)

Reproduced
(i.e., generic)

Biosimilar

Hybrid

Well-established use

Fixed-combination

Reference product

Dossier requirements

Full package of preclinical and
clinical studies for a new active
substance®

Bioequivalence studiesin a

a ccordance with Decision No. 85°
biowaiver possible for additional
strengths and certain dosage
forms, and for BCS Class | and Il1
substances subject to criteria®®

Stepwise approach with comparative
in vitro and in vivo studies in accordance
with Decision No. 89%

Applied when differences exist relative
to the reference product; requires
additional preclinical and/or clinical
studies®

Substance use for at least 10 years

in three or more member states.
Studies may be replaced by references
to scientific literature®

Preclinical and clinical study data
justifying the rationale for the
combination?®

Selection according to paragraph 18

of Decision No. 85° (innovator product
authorized in the EAEU, or an alternative
agreed with the expert committee)

Practical considerations

Conduct scientific advice
consultations at early stages
of development

For systemic products, the most
frequent error is insufficient
justification for a biowaiver
BCS Class Ill substances
require prior agreement

with the expert committee

For topical products (e.g., gels,
ointments, creams), standard
bioequivalence studies may not
be applicable

The mainrisk is selecting a
reference product that is not
authorized in the EAEU. In such
cases, additional comparability
justification is required, and in
complex situations, prior
consultation with the expert
committee

Typical cases include new
indications, changes in dosage,
route of administration, or
pharmaceutical form compared
to the reference product

Saves resources but requires
athorough literature search
Important to confirm that
the safety profile is fully
studied and reflected in the
scientific literature

Main focus of the expert review is
the justification of the
combination’s advantages over
monoproducts

Without clinical data,
demonstrating rationale is
challenging

Where authorized monoproducts
exist, literature references may be
acceptable

Incorrect justification of status
leads to rejection at the validation
stage

Additional risks include legal
disputes and disagreements
between member states

BCS, Biopharmaceuticals Classification System, EAEU, Eurasian Economic Union; IVRT, in vitro release testing.

Created by Natalia Tsygankova
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Table 3. Dossier assessment focus and gap analysis
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Quality Compliance with EAEU
Pharmacopeia; stability;

impurities

Preclinical studies GLP compliance, data completeness

Clinical studies GCP compliance, study design

Pharmacovigilance

Existence and adequacy of an RMP

Labeling Compliance with Decision No. 762

Absence of data on genotoxic impurities in
accordance with ICH M7;2 insufficient stability
data (less than 6 months at the time of
submission);** lack of validation of analytical
methods!”

Absence of reproductive toxicity studies; absence
of carcinogenicity studies for products intended for
long-term use

Insufficient data on subgroups (pediatrics, elderly,
specific ethnic groups)

Absence of an RMP adapted to regional
specificities®!

Missing provision for sticker/label space;
noncompliance with font requirements; incorrect
translation of mandatory labeling elements (e.g.,
dosage, storage conditions, expiry date, warnings)

EAEU, Eurasian Economic Union; GLP, good laboratory practice; ICH, International Council for Harmonisation; RMP, risk management plan.

registrations helps identify typical errors and adjust the
approach to preparing new dossiers.

Scientific advice

Scientific advice is provided by the competent authorities
of the member states, not at the level of the Eurasian
Economic Commission, and is of a nonbinding, explanatory
nature.' Its conclusions may or may not be taken into
account during subsequent expert examination of the
registration dossier. Scientific advice should be regarded as
a supportive, rather than a guaranteed, tool for mitigating
regulatory risks. It is recommended to document any
scientific advice received and include it in Module 1 of the
registration dossier; however, there is no guarantee that it
will be considered during expert examination.

Registration dossier preparation

'The EAEU has adopted the common technical document
(CTD) format, which corresponds to the ICH CTD
structure. Modules 2-5 are harmonized with international
requirements, while regional specifics are concentrated

in Module 1.3 Since 2021, dossiers have been submitted
exclusively in electronic format as eCTD (version 3.2.2,
harmonized with ICH).**The structure and specific EAEU
requirements are outlined in Table 4 (p. 21).

May-June 2026 = Volume 1 = Number 3

Practical recommendations by module

'The following section summarizes practical
recommendations for each module of the registration
dossier, based on regulatory requirements and observed best
practices.

Module 1

If a manufacturing site inspection is scheduled during
expert examination, the regulator may request the inspection
results. The absence of a valid good manufacturing practice
(GMP) certificate may suspend the procedure.

At the time of submission, it is sufficient to provide a GMP
certificate from the country of manufacture and a package of
documents in accordance with paragraph 30 of the rules of
marketing authorization. Since 21 June 2025, amendments
have entered into force that allow manufacturers to undergo
inspection for compliance with EAEU GMP requirements
within three years after product registration, rather than
prior to dossier submission.? Failure to comply with the
three-year deadline may result in the revocation of the
marketing authorization.

Changes to the package leaflet during the expert examination
stage may require additional user testing if they affect the de-
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Table 4. Structure and requirements of the Eurasian Economic Union registration dossier

Module Specific EAEU requirements

Module 1: Administrative
information

Module 2: CTD summaries

Module 3: Quality

Pharmacopeia?*

Module 4: Preclinical study reports
full reports

Module 5: Clinical study reports

- Must be in the state language of the reference state

- Justification of the application type (Section 1.8.2)

EAEU GMP certificate or a package of documents in accordance with Rule 3
User testing of the package leaflet*?

Draft quality standard

Information on the pharmacovigilance system and RMP!

Reduced content may be acceptable for reproduced (generic) products
Must be translated into Russian®

- APl master file may be submitted
- CEP may be accepted where the monograph is included in the EAEU

- Requirements for assessment of genotoxic impurities?
- Stability testing data must be provided®®
- Submission of a quality standard document?”

- For reproduced products, bibliographic references may be substituted for

- Documentary and remote inspections possible
- Asummary in the state language®

- Bioequivalence studies required per Decision No. 85%

- For biosimilars, comparative clinical studies required per Decision No. 89?2
- GCP inspections may be conducted

- Summary in the state language?®

API, active pharmaceutical ingredient; CEP, certificates of suitability; EAEU, Eurasian Economic Union; GCP, good clinical practice; GMP, good manu-

facturing practice; RMP, risk management plan.

sign or layout. The summary of product characteristics (SmPC)
and package leaflet should follow the structure and content of
the reference product’s documents, as unjustified discrepancies
in indications are a common reason for queries.

Module 2

In Module 2, translation quality is a critical factor, as
errors in the summaries may lead to additional questions
and delays in expert examination. Based on the author’s
experience, it is recommended to engage professional
translators with regulatory expertise. Automated tools
should not be solely relied upon alone, as they often fail
to capture context, nuance, or the specific regulatory

terminology of the EAEU.

Module 3

The most common reasons for Module 3 queries include
noncompliance of specifications with EAEU Pharmacopeia
requirements, incomplete method validation (especially the

May-June 2026 = Volume 1 = Number 3

absence of a full description of chromatographic columns,
such as manufacturer and catalog number), absence of data
on genotoxic impurities in accordance with ICH guidelines
on assessment and control of DNA reactive impurities,?
insufficient stability data (less than six months at the time of
submission),’ and absence of photostability data. Ensuring
these elements are adequately addressed will reduce the

likelihood of regulatory queries.

Module 4
For Module 4, if a preclinical study was conducted outside
the EAEU, the applicant should ensure that a GLP certificate

recognized in the Union is available. Compliance with GLP
standards is required to confirm the validity and acceptability of
nonclinical study data for regulatory assessment.’

Module 5
For clinical studies after 2016, at least one study involving
patients from the EAEU is mandatory.® It is recommended
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that the inclusion of local study sites be planned at the
protocol development stage.

B For bioequivalence studies, the reference product must be
authorized in the EAEU (per paragraph 18 of Decision
No. 85).1 If a different reference product is used,
applicants should allocate budget and time for a bridging
study.

B For biowaivers, the analysis should begin with verification
of compliance with the criteria set out in Appendix No. 4
to Decision No. 85."° For Biopharmaceutical Classifica-
tion System Class III substances, applicants should allo-
cate time for prior agreement with the expert committee.

®  For biosimilars, the choice of a reference product
authorized in the EAEU is a critical decision affecting
the entire scope of the program. When planning studies,
the requirements for immunogenicity data for the EAEU
population must be considered. If the study is conducted
globally, a justification for extrapolation should be
provided.

B For topical products (e.g., gels, ointments, creams),
standard bioequivalence studies measuring plasma
concentration are often not applicable. It is recommended
to incorporate a stepwise approach based on similarity
in qualitative composition, quantitative composition,
and microstructure, supported by IVRT, and followed by
assessment of therapeutic equivalence (Appendices No.
11-13 to Decision No. 85).1° IVRT data obtained for the
European Medicines Agency using validated methods are
generally accepted.

Opverall, early alignment of study design with EAEU
regulatory expectations is essential to reduce the risk of
additional requirements during expert examination.

General recommendations

'The following recommendations complement the module-
specific considerations outlined above and highlight
additional cross-cutting procedural and technical
requirements applicable to EAEU registration dossiers.

For foreign applicants, the appointment of an authorized
representative within the EAEU territory is mandatory.®
'The authorized representative must be registered in the
same state where the application is submitted and must
have documented authority to act on behalf of the applicant.
'Their responsibilities include submitting documents,
interacting with regulatory authorities during expert

May-June 2026 = Volume 1 = Number 3
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examination, and obtaining the marketing authorization.
When selecting a representative, it is recommended to
consider their experience with product registration in that
state, knowledge of local documentation requirements, and
technical readiness to work with the eCTD system.

'The pharmacovigilance system master file is submitted with
the first product, while for other dossiers, a brief description
of the system is sufficient.>'*In addition, strict adherence to
the eCTD submission chronology is required. The sequential
order of dossier versions throughout the product lifecycle
must be maintained. Failure will result in validation errors

in the XIVIL dossier and, as a result, make it impossible to
submit to the regulatory authority.

Postmarketing obligations

Renewal of the marketing authorization

For initially authorized products, the marketing authoriza-
tion is issued for five years.* An application for renewal must
be submitted no earlier than 140 working days before the
expiry date of the authorization in the reference state, but
no later than the expiry date itself.* Upon successful renewal,
an unlimited validity marketing authorization is issued.® For
products authorized under special procedures, the five-year
cycle is maintained with the possibility of re-issuance.

Simultaneous variation submission with renewal
Paragraph 144 of the EAEU rules on marketing
authorization allows the combination of renewal and
variation procedures in a single application, provided that
the variations are classified as type IA, IAIN, or IB in
accordance with Appendix V to Annex No. 19.°In the
EAEU variation system, type IA and IAIN correspond
to minor changes that can usually be implemented with
postimplementation notification, while type IB variations
are minor changes necessitating notification and regulatory
acknowledgment prior to implementation.

This combined approach is particularly relevant where
commitments from a previous assessment include minor
variations (types IA, IAIN, or IB). The classification of
variations is therefore critical, as it determines whether they
can be carried out within the renewal procedure or will
require a separate application.

The classification of variations is critical, as it determines

whether a variation can be included in the renewal
application or will require a separate procedure. Reference

22



Journal of
Regulatory Affairs

to Appendix V is therefore essential for correct procedural
planning. An important distinction is that if variations
affect product quality and are classified as type II (i.c.,

a major change variation), they will require a separate
submission. However, parallel processing of renewal and
type II variations is permitted, but requires special attention
to document version control to avoid conflicts between the
submitted versions.

Prior to the submission of a renewal application, it is
recommended that applicants:

®  Verify the validity of all licenses and GIMP certificates of
manufacturing sites (otherwise, the expert examination
may fail even with formal compliance);

B Confirm the existence and correctness of periodic safety
update reports;

B Ensure compliance of the SmPC and package leaflet
with current requirements (taking into account the latest
amendments to Decision No. 88); and

B Jf there are commitments from expert authorities, check
whether they relate to variations of types IA, IAIN, or
IB in order to include them in the renewal application

(paragraph 144 of the EAEU rules).?

When applied correctly, this combined procedure
reduces administrative burden and speeds up marketing
authorization maintenance across the EAEU.

Variations to the registration dossier

Throughout the product lifecycle, the marketing
authorization holder may introduce variations to the
registration dossier. The classification of variations (types 1A,
IB, II) and associated submission procedures are established
by Section VIII of the EAEU rules.? Detailed lists of

variations are provided in Appendix V.2

'The following is a list of other key considerations regarding
variations to the registration dossier:

B When multiple variations are submitted in a single
application, the review timeline is determined by the
most complex variation.®

® A significant simplification introduced by Decision
No. 34 is the possibility to initiate variations to the
registration dossier both before and during the mutual
recognition procedure in the member states.? Previously,
such actions required a separate procedure and
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significantly delayed product entry into the markets of
the concerned states.

® Since December 2025, minor technical corrections,
such as the correction of typographical errors, may be
permitted provided they do not affect product quality,
safety, or efficacy. Such corrections must be justified in
the cover letter.’

®  With regard to pharmacovigilance documentation, the
pharmacovigilance system master file is submitted with
the first product of the marketing authorization holder
and is subsequently maintained within that dossier as a
type IB variation. For other dossiers, a brief description
of the pharmacovigilance system is sufficient, and
changes to this system are submitted as type IAIN
variations.!!

B Although the applicant determines the type of variation,
the regulator may reclassify it. In the case of uncertainty,
scientific advice is recommended.

For example, the author observed an applicant who
included several amendments in a variation application,
considering them to be technical amendments, but did not
explain their nature in the cover letter, and did not confirm
that they did not affect product quality. The regulator
regarded them as unsubmitted variations and rejected the
application.

Pharmacovigilance
Requirements for the pharmacovigilance system are
established by Decision No. 87.1! The following obligations

are imposed on the marketing authorization holder:

Ensure the functioning of the safety monitoring system;
Designate a qualified person for pharmacovigilance;
Develop and maintain a risk management plan and
periodic safety update reports at a frequency established
by the regulator; and

® Interact with national pharmacovigilance centers.

The risk management plan must contain EAEU-specific
risk minimization measures. For high-risk products, it is
advisable to consult the regulator on the draft plan prior to
dossier submission.

For example, in one observed case, the applicant submitted
a risk management plan that did not describe routine risk
minimization measures in detail, particularly how risks
were reflected in labeling and the SmPC. As a result, the
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regulator requested revisions, which added two months to
the expert examination timeline.

Conclusion

'The transition to unified EAEU registration rules, com-
pleted on 31 December 2025, has formed a new regulatory
environment for pharmaceutical manufacturers.®* In 2026,
the primary focus of regulatory work is on the registration
of new products and the lifecycle management of already
authorized medicines.

Experience from regulatory practice confirms that registration
success is largely determined at early development stages. The
choice of product type, reference state, and timely gap analysis
directly impacts time-to-market. Studies conducted outside

the union are recognized, subject to compliance with EAEU
requirements.’® The largest number of regulatory queries
continues to relate to Module 3, particularly concerning data
on impurities, stability, and method validation.”>'”? Overall, the
EAEU registration system is predictable with proper prepara-
tion, as reflected by the more than 11,500 marketing authoriza-
tions currently in the unified register."?

Looking ahead to 2026-2028, further digitalization of doc-
ument flow is expected, in line with the approved EAEU
development roadmap to 2030, which includes measures
for digital transformation in technical regulation and prod-
uct labeling.? Continued harmonization with international
standards, including implementation of ICH guidelines, is
also anticipated. In parallel, attention to pharmacovigilance
and oversight of postmarketing obligations will increase, as
evidenced by ongoing training programs for regulators.?”

The EAEU regulatory pathway: A practical guide for global applicants
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Classification System; CEP, certificate of suitability to the
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