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rug safety is one of the key
factors of stability in any
country and its tolerance
to external challenges. The
importance of securing
the quality of drugs is also measured by
the avalanchine growth of the pharma-
ceutical industry resulting in creation
and commercialization of a large num-
ber of new medicines. The State Insti-
tute of Drugs and Good Practices of the
Ministry of Industry and Trade of the
Russian Federation is responsible for
inspections of the quality of medicinal
drugs imported to the Russian Feder-
ation and has been doing this job suc-
cessfully for several years already.

GMP BREAKTHROUGH IN
RUSSIA OR FIVE YEARS
IN THREE

The nature of GMP guidelines is
very simple - do everything properly,
avoid mixing, do not allow contamina-
tion. This goes hand in hand with us-
ing only good materials, applying the

FSI"SID & GP" of the Ministry of Industry and
Trade of the Russian Federation carries out
quality inspections of drug manufacturers

equipment and the processes which
will generate products in strict compli-
ance with the specified requirements.
GMP rules have existed in European
countries for more than 25 years, since
the GMP EU guideline was adopted by
Directive 356/91.

For Russia, in fact, the transition to
compliance with international require-
ments of Good Manufacturing Practice
was initiated in 2014 when the Order
No. 916 by Minpromtorg "On Approval
of GMP Rules" was put into effect. The
current Russian GMP rules are a direct
translation of GMP EU 2013 version 4.0.
At the moment, amendments consis-
tent with revisions in GMP EU of 2016-
2017 are being prepared.

The activity of inspecting and issu-
ing GMP-certificates to Russian phar-
maceutical manufacturers was started
in 2015, to foreign manufacturers - in
2016. The Institute was empowered to
carry out inspections of foreign manu-
facturers for compliance with GMP re-
quirements in 2015 by the Order of the
Ministry of Industry and Trade No. 4181
as of 21 December, 2015.

The first foreign inspection was
carried out in April 2016 in Slovenia. In
2016, 188 inspections of foreign manu-
facturers were completed with issuance
of 90 conclusions about compliance of

manufacturers with the requirements
of Good Manufacturing Practice. In
2018, the Inspectorate managed to car-
ry out 667 inspections with 479 conclu-
sions issued. Such a tremendous work
is performed by 68 inspectors. In total,
the Institute employs 329 people.

On average, one inspector has 30
inspections per year. Cumulatively,
3 years of work resulted in 1,367 in-
spections of foreign manufactures for
compliance with GMP requirements.
All inspections are on-site ones. On
the whole, considering the results of
inspections of big pharma companies,
the number of refusals does not exceed
16%. The main reasons for refusing to
issue a conclusion include non-con-
formities with the requirements of the
registration file, violation of the require-
ments for organization of manufacture
of sterile drugs, improper execution or
absence of validation/qualification ac-
tivities, violation of the requirements
for sampling of active pharmaceutical
ingredients.

SHARING EXPERIENCE

The Inspectorate employs high-
ly skilled professionals. The person-
nel of the organization includes 25
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Opening of the Ill all-Russia GMP-conference with international participation

Candidates of Sciences and 1 Doctor
of Sciences. The essential condition of
becoming an inspector is to have at
least 5 years of experience in pharma-
ceutical manufacture. The recruitment
and selection process is quite rigor-
ous — more than half applicants are
dropped out at the very first step. There
is a 3-step training system within the
Inspectorate. Every year, each inspector
undergoes special attestation to con-
firm the competences possessed and,
if successfully passed, to upgrade the
qualification. One third of the inspec-
tors of the Institute are WHO-qualified
and have a relative certificate.

The unique practical experience
accumulated by current inspectors
of pharmaceutical sites has become
the foundation of the mission of the
Institute — to promote development
and technical transformation of the
Russian pharmaceutical industry. The
continuous and methodical work on
analyzing the experience of the Inspec-
torate is being performed and allows
for publishing scientific papers and ed-
ucational materials for career-specific

programs within the industry. Starting
from 2017, the program of promoting
implementation of the best practic-
es in the pharmaceutical industry has
been underway: it is a series of prob-
lem-oriented workshops dedicated to
the most frequent non-conformities
detected in the course of inspections.
At such workshops, inspectors effec-
tively train the audience to be skilled
in detecting non-conformities with
GMP rules and categorizing them by
using real-life cases. There is a struc-
ture within the Institute aimed at pro-
viding effective implementation of the
educational mission — the Center for
Best Practices Implementation which
is involved in analysis, summarizing
and effective transmission of the inter-
national GMP experience. Besides, the
Institute is now getting ready for ob-
taining the status of the certified WHO
training center.

Today, FSI "SID & GP" of the Minis-
try of Industry and Trade of the Russian
Federation is implementing a broad
range of educational projects in part-
nership with top universities of the

country: Peoples’ Friendship University
of Russia, Sechenov Medical University,
Lomonosov Moscow State University,
and other educational institutions.

INTERNATIONAL
COOPERATION

Today, the name of the State In-
stitute of Drugs and Good Practices of
Minpromtorg of Russia is well known to
the global pharmaceutical community.
The Institute takes an active part on the
world stage, expands cooperation with
the leading global unions and associ-
ations, such as WHO, PIC/S, EMA, ISPE,
PDA, etc. Its experts are involved in the
most meaningful events, joint training
inspections, experience-sharing activi-
ties with international colleagues.

The first country visited by the Rus-
sian inspectorate was Slovenia. For the
time being, the number of countries
where the inspected manufacturing
sites are located accounts to 68. The
three top countries remain the same:
Germany, India, and France. In 2019,
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the plan is to inspect manufacturing
sites in some new countries: Jordan,
Palestine, and Chile.

In 2018, working meetings were held
with regulators from Great Britain, Italy,
Japan, Belgium, Singapore, Saudi Arabia,
China and Nicaragua. To implement co-
operation within international economic
associations, the Institute initiated cre-
ation of the union of GMP-inspectorates
of BRICS countries which was supported
by inspectorates from other countries,
including European ones.

Proactive work on cooperation
with the EAEU countries is ongoing.
Joint training inspections are orga-
nized regularly. In 2018, the leading
inspectors of the Institute obtained
the status of certified WHO facilitators
and can now independently conduct
educational GMP-seminars for repre-
sentatives of regulatory authorities of
the EAEU member states based on GLO
WHO standards. Experts of the Insti-
tute are members of the EEC working
groups on inspections and drug prod-
ucts meaning that they are involved
in development of strategic industry
documents, establishment of the su-
pranational legislative framework and

I feel certain that the future of the Institute is the dynam-
ic growth of all our areas of activity and competences.
Our team has proved that it can cope with any tasks,
even the most complicated ones. We are not afraid of
being responsible, we are ready to develop, we will wor-
thily represent the Russian Inspectorate on the global
arena and do everything we can to improve efficiency of

the whole pharmaceutical industry.

Vladislav Shestakov

the Director of FSI "SID & GP" of Minpromtorg of Russia,
the Deputy Head of the Russian National GMP-Inspectorate

promotion of effective functioning of
the Union's common market.

The EAEU activity is based on the
policy of openness and reliance - there
is an agreement about mutual recogni-
tion of the results of inspections. Only
countries with the developed econom-
ic system can boast such a practice. This
is demonstrated, for instance, by PIC/S
as the most influential association of
pharmaceutical regulators with such
legislators as EU countries and the USA.
Russia is pending PIC/S accession. The
process is managed by the Institute
together with Minpromtorg of Russia.
Russia's membership in this organiza-
tion will potentially decrease the bur-
den of international regulators for the
local business, open up new horizons
for training of our experts on the best
world practices and give a chance to
participate in development of glob-
al-level legislative acts for the pharma-
ceutical industry.

LOOKING INTO THE FUTURE

The ambitious plan of the Institute
for 2019 includes commissioning of

the Virtual Plant which is an unrivaled
interactive training tool: it is a replicat-
ed manufacturing site where animated
equipment represents real production
processes. Another target is to launch
the Design Institute within the organi-
zation — it is single-point satisfaction of
the needs of the pharmaceutical indus-
try in expert-evaluated integrated solu-
tions in pharmaceutical engineering.

In 2019, supported by Minprom-
torg of Russia, the Institute will hold
the IV All-Russia GMP-Conference
with international participation (23-
25 September, Svetlogorsk). In 2018,
more than 1,000 people took part in
the event - representatives of regula-
tory authorities from Russia, the USA,
Austria, Spain, Croatia, Japan, ltaly,
Hungary, Mexico, Great Britain, Cuba,
Bulgaria, Kazakhstan, Kirghizia, etc.

Today, FSI "SID & GP" of Minpromt-
org of Russia is the Russian competence
center for good practices striving for
maintaining its scientific potential on the
highest level. The Inspectorate faces the
important nationwide tasks to inspect
drug manufacturers abroad, implement
the best practices and provide safe and
high-quality drugs to patients. [ |
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