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DEAR FRIENDS,

Despite the continuing unprecedented challenges and stress-
ful circumstances, AEB remains proactive in its effort to de-
liver to the member companies the support and assistance
they need. This equally applies to the release of the “Business
Quarterly” periodicals with each issue touching on significant
for AEB problems. The current magazine discusses matters of

immediate relevance in healthcare and pharmaceuticals.

European andinternational pharmaceutical companies as well
as manufacturers of medical devices, represented by the ex-
perts on the AEB Health and Pharmaceuticals Committee, are
committed to advancing the GR agenda as effectively as it is
possible in the current environment, reaching out to govern-
ment officials and business associations on a regular basis in
order to resolve logistical and operational issues, address sup-
ply chain restructuring priorities, enact regulatory changes,

andsoon.

The material featured in the “Business Quarterly” highlights
some state support options available to healthcare and phar-
maceutical businesses, which could prove extremely help-
ful to investors under the current economic conditions. The
periodical further examines the challenges of parallel import
implementation using the pharmaceutical industry as exam-
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ple. It also explores the nuances of medicines pricing, defining
new challenges, citing the regulator’s operational decisions,
and assessing the progress of preventive actions. The journal
analyzestherecentchangesinthe structure and supply chains
of pharmaceutical products. The writers discuss the cases of
experimental legal regimes in the Al technologies domain,
including those in healthcare. Specific attention is paid to the
digitalization of healthcare and certain issues pertaining to the
circulation of innovative medicines. Lastly, the journal outlines
the current regulatory challenges affecting the veterinary
pharmaceutical industry.

| would like to thank all contributors to the new issue of the pe-
riodical. | trust that the materials carried by the journal will be
of use to the business community. | express my sincere grati-
tude to members of the Health and Pharmaceuticals Commit-

tee for their valuable input.

As always, the “Business Quarterly” brings you the AEB news
highlights in brief, analyzes Russia’s macroeconomics, lists the
AEB achievements in the furtherance of the GR, and intro-
duces new members that have recently joined AEB. We are
glad to welcome new members, and we look forward to long-

term partnership.



AOPOIME APY3bA!

HecMoTpa Ha npoposkatoLmecs becrnpeLefeHTHble BbI30OBbI
1 HenpocTble obcToaTenbcTBa, AEB npopomkaeTt ceoto ak-
TUBHYIO [eATENIbHOCTb MO OKa3aHWIO HEOOXOAMMOWM MOMOLLM
M NoadepXKn KomnaHuaM-yuneHam. B Tom ymcne a1o kacaet-
CSl BbiMycKa eXeKBapTasibHOro AenoBoro nsgaHus “Business
Quarterly”, B ka>kA,oM HOMepe KOTOPOro pacCMaTPUBAIOTCH Cy-
wecTtBeHHble ansa AEB npo6nembl. [JaHHbIN BbIMyCK NOCBALLEH

AKTyaJibHbIM BOMPOCaM 340aBOOXpPaHEHNA N d)apMaLLeBTMKVI.

EBponelickue n MexayHapoaHble dapMaLeBTUYECKMe KOMMa-
HWUW, a Tak>Xe MPOU3BOAUTENU MEAULIMHCKUX U3LeNUN B NvLe
askcnepToB Komuteta AEB no 3apasooxpaHeHuio n dapmaLies-
TUKW CTPEMATCA MakCWMManbHO 3PPEKTUBHO peanv3oBbiBaTb
GR-noBecTKy B TEKyLLMX YCIOBUSX — Ha perynspHon ocHoBe
B3aMMOLENCTBYIOT C MpPeACTaBUTENAMW OpPraHoB rocyaap-
CTBEHHOW B1aCTU 1 A,eN0BbIX O6beAUHEHWI ANIF PELLEHUS NTOrn-
CTUYECKUX U OMepaLmMOHHbIX MpobrieM, 3aad Nno nepecTpomnke

Ll,el'lepl MOCTaBOK, BHECEHUA PEryNIATOPHbIX N3MEHEeHUM n T.AO.

B MaTepuanax, copepalimxca B XXypHarne, oTpaXeHbl HeKo-
TOpble MeXxaHW3Mbl rOCyapCTBEHHOW MOAAEPXKKM KOMMaHMUM
M3 OTpacnen 3apaBoOXpaHeHns 1 dapMaLeBTUKM, KOTopble
MOT/M 6bl OKa3aTbCA KparHe Mosie3Hbl MHBECTOPaM B TEKYLLMX
3KOHOMMYeckux ycrnosuax. ObospesatoTca Npobrembl BHe-

ApeHVs NapanfenibHoOro MMNopTa Ha npumepe dapMaLeBTU-

TAA3UO
WAUNJIUHT

[eHepanbHbI anpekTop AEB

Yeckomn oTpacnu. Vccnepyroteca 0cobeHHOCTHN LieHoobpa3o-
BaHWS Ha NeKapCTBEHHbIe MpenapaTbl C TOUKN 3PEHUS HOBbIX
BbI3OBOB, OMEPaTUBHbIX PELLUEHUI perynaTopa, pasBuTusa npe-
BEHTUBHbIX Mep. AHanusMpyeTcs M3MeHeHWe CTPYKTypbl U
Lernoyek MocTaBok dapMaLeBTUYecKor npomykumu. Onu-
CbIBalOTCA 3KCMEepUMeHTarbHble MpaBoBble PeXxuMbl B che-
pe TeXHOMOrunM MCKYCCTBEHHOIO MHTENeKTa, B TOM Yucne B
obnacTtu 3ppasooxpaHenus. OTAenbHO paccMaTpuBatoTCs
BOMPOCHI LMdPOBU3aLIUU CUCTEMBI 34PaBOOXPaAHEHUS U MPO-
6neMbl 06palleHUss MHHOBALMOHHbIX JIEKapPCTBEHHbIX Mpena-
paToB. HakoHeLl, M3M0oXeHbl BbI30BbI pPerynnmpoBaHua B OTHO-

LWeHUN BeTepUHapHOM bapMaLLeBTUKN.

A1 xoTen 6bl Bbipa3nTb 6r1arofapHOCTb BCEM aBTOpaM 3a npe-
LOCTaBfeHHble ANs M3faHusa ctatbl. Hagetoch, 4To cobpaH-
Hble B XXypHane MaTepuanbl 6yayT nonesHbl 6usHec-coobLle-
cTBY. f MpU3HaTeNeH YieHaM KoMUTETa Mo 34PaBOOXPaHEHMUIO

1 papMaLeBTUKe 3a NPOAYKTUBHYIO paboTy.

Kak Bcerpa, B XXypHase NpuUBOAMTCA KPaTKOE OnucaHue Bax-
HbiXx cobbiTnin AEB, aHanM3 MakpPO3IKOHOMUYECKMUX MoKasaTe-
nen Poccum, poctmkenuns Accoumaunmn B GR-chepe, a Takke
MHbOPMaLMA O KOMMaHUAX, KOTOPble HeJaBHO MPUCOEAMHU-
nncb k AEB. Mbl pagbl nprBeTCTBOBaTH HOBbIX YSI€HOB U Hage-

eMCA Ha [oNrocpoyHoe CoTpyaHM4eCcTBO.

AEBRUS.RU



DEAR COLLEAGUES,

| am glad to present you a new issue of “Business Quarterly”

dedicated to pharmaceutical and healthcare industry issues.

In 2022, the pharmaceutical market is influenced by a num-
ber of factors, including both general economic and geopo-
litical ones, as well as those specific to the industry: excessive
demand in the spring (followed by a shortage of a number of
medicines), a sharp exchange rate volatility, complication and
rising costs of logistics, unstable supply of imported compo-
nents, raw and other materials for the production of medicines,
etc. Despite the difficult situation, European pharmaceutical
companies continue to make every effort to ensure uninter-
rupted production and supply of medicines and to keep them

available for Russian patients.

From the regulatory point of view, new mechanisms have
emerged, aimed at stabilizing the pharmaceutical market and
preventing the shortage (risk of shortage) of medicines. First of
all, it is the possibility of importing both unregistered medicines
(through temporary permission of a special interdepartmen-
tal commission) and registered medicines in foreign packages
(through obtaining an opinion of the above-mentioned com-
mission on the establishment of inventory shortage, the pos-
sibility of import and circulation of medicines in Russia). In ad-
dition, a so-called “fast track” procedure has been introduced,

i.e. accelerated introduction of amendments to the registration
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dossier, also in case of medicine’s shortage. Finally, some signifi-
cant changes have been made to the procedure for regulating

prices for medicines from the list of vital and essential drugs.

Currently, within the framework of the adopted regulatory
norms, law enforcement practice is being formed. If neces-
sity and the effectiveness of measures are confirmed, these
mechanisms of temporary action can be extended. We also
see that in parallel with new initiatives, the active implemen-
tation of previously launched projects, including those on
labeling of medicines and digitalization of healthcare in ge-
neral, continues. For example, a pilot project was launched
in Moscow to provide benefit-entitled categories of citizens
with medicines in pharmacies with the possibility of co-pay-
ment, and in some regions, pilot projects are being imple-

mented to introduce electronic prescriptions.

The articles in “Business Quarterly” cover various aspects of
these and other relevant issues. We hope that despite the dif-
ficult situation, the ongoing initiatives will contribute to main-
taining the stability and sustainability of the pharmaceutical
market in Russia, as well as its further development. For their
part, the AEB member companies remain committed to their
mission aimed at preserving and strengthening the health of
people, meeting patients’ needs for modern medicines in or-

der to prevent and treat a wide range of diseases.

BUSINESS QUARTERLY
Autumn/oceHb 2022



YBAXXAEMDbDIE KOJIJIETUA!

Papa npepctaBuTb BaM HOBbIM BbIMyCK >XypHana “Business
Quarterly”, nocBsiLLleHHbIN BonpocaM dapMaLEeBTUKN 1 34pa-

BOOXpPaHeHuA.

B 2022 ropy Ha dapMaLleBTUUECKUA PbIHOK OKasblBaeT BIU-
AHUe Lenbl pag GakTopoB, Cpeam KOTOPbIX Kak obLine aKo-
HOMMUYECKME U FreonofIMTUYecKne, Tak 1 cneundunyeckme ana
WMHOYCTPUM — a>KMOTaXKHbI CMNPOC BECHOW (32 KOTOPbIM MO-
cnepoBana fedekTypa psafda JIeKapCTBEHHbIX MpernapaTtos),
PE3KMI CKaUOK KYpCOB BasltoT U UX CTabWnbHO BbiCOKas BO-
NaTUNbHOCTb, YCNIOXKHEHME U YyAOPOXaHWEe NOMMCTUKKN, He-
CTabunbHOCTb MOCTaBOK MMMOPTHbBIX KOMMOHEHTOB, Cbipbsi U
MaTepuanoB A/ MPOU3BOACTBA JIEKAPCTBEHHbIX Mpenapa-
ToB (J1M) n gp. EBponenckune dpapmaueBTUUYECKME KOMMAHWK,
HECMOTPS Ha CIIOXHYIO CUTyaLuio, CO CBOEW CTOPOHbI MpPo-
[OJDKaloT MpuknagpiBaTh BCce ycunua ana 6ecnepebonHoro
NMPOU3BOACTBa M MOCTaBOK JIEKAPCTBEHHbIX MpenapaToB W

obecrnevyeHmsa nx OOCTYMHOCTU N4 pOCCMﬂCKMX NauneHTOoB.

C TOYKM 3peHUns perynsaTopuKW, MOSBMIIMCL HOBble Mexa-
HW3MbI, HaLleNeHHble Ha cTabunmnsaunio GapMpbiHka U Hefo-
nyweHve nedektypbl (pucka OedekTypbl) NeKapCTBEHHbIX
npenapaTos. [Tpexae Bcero, 3To BO3MOXHOCTb BBO3a Kak He-
3apernctpupoBaHHbix JII (Yepes BpeMeHHoe paspelueHue
crneLmanbHON MeXBEAOMCTBEHHOM KOMUCCUM), Tak W 3aperu-
cTpupoBaHHbIX JITT B MHOCTpaHHbIX yrakoBKax (Yepes mnosy-
YeHMne 3akJIYEHUsA YKa3aHHOW KOMUCCUM OO yCTaHOBIEHUN
nedeKkTypbl, BO3MOXHOCTU BBO3a U 0bpalleHusa JT B Poccum).

KpoMe Toro, nogemnack npoueaypa T.H. «dacT Tpeka», TO eCTb

AHA
KOTYXOBA

Mpencepatens Komuteta AEB no

30 paBoOXpaHeHuo 1 dapMaLeBTUKe;
[OvpekTop no paboTe c opraHamMu BNacTu n
BHELUHWUM KOMMYHMKaLMaM no cTpaHam EASC,
koMnaHwusa «Cepsbe»

YCKOPEHHOIrO BHECEHUSA U3MEHEHUI B PErncTpaLMoOHHOe fo-
cbe, Takxke B cnydae fedekTypbl J1T. HakoHel, 6b11m BHECeHbI
HeKoTopble CyLeCTBEHHbIe U3MEHEHUS U B NpoLedypy pery-
NIMPOBaHUA LeH Ha npenapaTbl 3 cnncka XKHBJT.

B HacTosdLee BpeMa B paMKax MPUHSTbIX PErynsTOPHbIX HOPM
dopMUpyeTCs NpaBoONpUMEHUTENbHaA MpPakTUKa, U B cllyvae
HEeOBXOANMOCTU U MOATBEPXKAEHHON 2PPEKTUBHOCTU Mep,
3TU MeXaHW3Mbl BOEMEHHOTO IeNCTBUSA MOTYT ObITb MPOASIEHbI.
Mbl Tak>xe BUAWM, YTO NapasieslbHO C HOBbIMU MHULIMATMBaMM
NpoAosKaeTca akTUBHasa peanusalus CTapTOBaBLUMX paHee
MPOEKTOB, B TOM uncne rno Mapkunposke J1IN n undposmnsaumnm
34paBoOOXPaHeHus B LenoM. Tak, B MockBe 6bin 3anyLueH nu-
JIOTHbIN MPOEKT MO BblAaye JIbrOTHbIM KaTeropuaM rpaxaaH
JIeKapCTBEHHbIX MPenapaToB B anTekax C BO3MOXHOCTbIO CO-
nnaTtexa, a B psae PerMoHoB peanunsytoTcs MUIoTbl MO BHe-

APEHUNIO 3NTEKTPOHHDbIX PeLLenTOoB.

MpencTaBneHHble B U3LaHWM CTaTbW PACKPbIBAOT pasfivyHble
acneKTbl 3TUX U APYIUX akTyallbHbIX BONPOCOB. Mbl HageeMcs,
YTO HECMOTPS Ha HEMPOCTYIO CUTYaLIMIO, Peanin3yemble UHULM-
aTuBbl ByayT B MOJIHOM Mepe crnocobcTBOBaTb MNOAAEPKAHUIO
CTabUNbHOCTU M YCTOMUYMBOCTU hapMaLLeBTUUYECKOrO PbIHKa
B Poccuy, a Takxke ero panbHenwemy passutmio. Co ceoen
CTOPOHbI, KOMMaHun-uneHbl AEB ocTaioTca npuBepxeHbl
CBOEW MUCCUW, HarnpaBIiEHHOW Ha COXPaHeHne 1 yKpernneHue
300POBbSA JtOLAEN, YOOBIETBOPEHME MOTPEOHOCTEN MaLeH-
TOB B COBPEMEHHbIX JIeKapCTBEHHbIX MpenapaTtax Afag npodpu-

JTAKTUKN N NeYeHUd LLMPOKOro CNeKTpa 3aboneBaHni.

AEBRUS.RU
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GOVERNMENT SUPPORT
FORHEALTHCARE AND
PHARMACEUTICALS

The restrictive measures (sanctions) imposed on Russia by Western countries in the past few months have to a certain extent

adjusted scenario of doing business in Russia tried out over years. Companies in the pharmaceuticals and healthcare sectors were

also affected by these restrictions. To address new challenges, the legislator has made certain legislative amendments in order to

adapt to the new conditions. The legislation in the sphere of state support measures is no exception —it has also been amended.

This article gives a brief overview of the current situation with
regulation of state support measures for companies operating
in the healthcare and pharmaceuticals sectors.

SUBSIDIES, GRANTS, GUARANTEES

Companies from the healthcare and pharmaceuticals sectors
could potentially claim subsidies supporting implementation
of projects relating to development of modern technologies,
subsidies aimed at compensation of some costs associated
with certification of products, export subsidies (e.g. aimed at

partial compensation of transportation costs connected with
export of products and interest rates).

Some time ago additional programs were approved to pro-
vide (1) grants to develop standard samples of medicines, (2)
bank guarantees to systemically important organizations at a
preferential commission rate, (3) subsidies to equip regional

healthcare providers with rehabilitation equipment, etc.

In addition, a general condition has been established for 2022 —
not to apply penalties to recipients of subsidies and grants pro-

BUSINESS QUARTERLY
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NINA GOULIS NATALIA NIKITINA SOFIA KULESHOVA

vided under certain state support programs along with possibility

to change the deadlines for the achievement of target indicators.

Alsoitisimportant to note that from1January 2023 amendments
to the procedure for granting subsidies will enter into force. Pur-
suant to these amendments subsidies cannot be granted to Rus-
sian organizations whose shares in the charter capital are directly
orindirectly possessed for more than 25% by the companies from
countries used for interim (offshore) ownership of assets in Rus-
sia. Currently the maximum allowable share is 50%.

This restriction does not apply to direct/indirect participation
of offshore companies in the capital of public JSCs whose
shares are traded in organized trading in the Russian Federa-
tion, nor does it apply to indirect participation of such offshore
companies in the capital of other Russian companies, sold
through participation in the capital of these public JSCs.

The list of interim jurisdictions applicable from 1 January 2023
was approved by order of the Ministry of Finance of the Rus-
sian Federation and includes a number of countries that were
not considered offshore states (territories) under the list that is
currently in use. For example, Hong Kong, Cyprus, Malta, Swit-
zerland, Singapore and Montenegro.

Accordingly, companies applying for subsidies from next year
should also take this restriction into account.

CONCESSIONAL FINANCING FROM INDUSTRIAL
DEVELOPMENT FUNDS

Preferential loans at an interest rate of 1to 5% are now avail-
able to companies in the pharmaceuticals and healthcare sec-
tors from industrial development funds (IDF) with maturitiesin

up to 10 years (depending on the terms of the specific program

AEBRUS.RU



LOANS MAY BE ISSUED FOR

IMPORT SUBSTITUTION

PROJECTS, IMPLEMENTATION

OF THE BEST AVAILABLE
TECHNOLOGIES, PURCHASE OF
PHARMACEUTICALS LABELING
EQUIPMENT, IMPROVEMENT OF JOB
PERFORMANCE AT THE ENTERPRISE.

under which the loan is provided). In particular, loans may be
issued for import substitution projects, implementation of the
best available technologies, purchase of pharmaceuticals la-
beling equipment, improvement of job performance at the
enterprise, etc.

In 2022, in order to ensure the stability of the economy un-
der external sanctions, the Russian Federation Government
adopted a decision on additional capitalization of:

« the Russian Federation IDF of RUB20 bn to provide prefer-
ential loans to industrial enterprises engaged in the devel-
opment of promising technologies and manufacturing of
products capable of replacing foreign equivalents and

- regional IDFs of RUB4.3 bn in order to provide inexpensive
loans to replenish working capital, retain employment and
production volumes.

In addition, on 15 September 2022 the Government of the
Russian Federation issued a directive on the additional capi-
talization of the Russian Industrial Development Fund in the
amount of RUB 8.2 billion. It is planned to finance at least
17 projects aimed at import substitution, modernization and
expansion of production using these funds.

SPECIAL INVESTMENT CONTRACTS (SPIC)

A SPIC is an agreement concluded between an investor and
the state inrespect of an investment project on the implemen-
tation of a modern technology/upgrading or creating a new
facility manufacturing industrial products. Investors that have
concluded a SPIC may expect exemptions on certain taxes,
preferences in state procurement, conditions precedent to
the localization of industrial products, special conditions for
the lease of land and infrastructure support. Measures of state
support within SPICs could not exceed the amount equaling
to 50% of capital investments in the project.

Recently significant amendments to the SPIC mechanism

were adopted, including:

« The possibility of entering into a SPIC 1.0 has resumed (no

requests for entering into a SPIC 1.0 were allowed from
13 August 2019 to 14 March 2022).
Unlike SPIC 2.0, SPIC 1.0 does not require mandatory imple-
mentation of a modern technology as part of the implemen-
tation of an investment project. In contrast, it is designed
to attract investment in projects on the creation of new
industrial production facilities. This leads to a difference in
the deadlines for SPIC 1.0 and SPIC 2.0 and the minimum
investment requirements for the project.

« The term of the “old” SPICs 1.0 in effect as at 14 March 2022
may be extended for 2 years, if the sanctions imposed by for-
eign states affect the implementation of investment projects.

« For 2022 and 2023, the deadlines for entering into a SPIC
2.0 were almost halved to one and a half months by reducing
the deadlines for (1) responding to the investor’s proposal to
conclude SPIC, (2) developing tender documentation by
the authorized state authority and (3) filing by the investor
of an application for the participation in the tender.

In general, it can be noted in relation to the SPIC mechanism,
that even in the current unprecedented situation in the Rus-
sian economy, tenders are being announced and held, and
new SPICs are still being concluded. In particular, in 2022 the
Russian Federation Government has already updated the list
of modern technologies recognized as modern technologies

BUSINESS QUARTERLY
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NINA GOULIS NATALIA NIKITINA SOFIA KULESHOVA

for the purposes of concluding a SPIC 2.0 twice (about 40 new
technologies have been added).

INVESTMENT PROTECTION AND PROMOTION
AGREEMENTS (IPPA)

An IPPA is a contract concluded in relation to a new invest-
ment project to (1) create (refurbish, renovate) and operate
real estate or a set of interrelated immovable and movable
properties, and (2) create and use the results of intellectual ac-

tivity and equivalent means of individualization.

As part of the IPPA mechanism, the investor may be provided
with (1) “main stabilization clause” and “tax stabilization” — in
particular, guarantees of non-deterioration of the terms of busi-
ness as regards certain laws or regulations, the stability of cer-
tain tax conditions for the implementation of the investment
project, and also (2) possibility of reimbursement to a certain
extent of costs relating to creation, renovation or refurbish-
ment of various items of supporting and related infrastructure,
costsrelating to payment of loan interests, coupon payments on
bond loans attracted for the above purposes, costs relating to
payment of interests on loans and borrowings attracted for oth-
er purposes connected with implementation of the investment
project (in addition to the creation and renovation of infrastruc-
ture). Reimbursement of costs could be carried out through the
mechanism of subsidy or tax deduction mechanism; regulation
in the sphere of costs’ reimbursement is still being elaborated.

In summer 2022, amendments to the IPPA legislation were
adopted. The following key changes to the mechanism can be
noted:

- The possibility of including borrowed funds in capital invest-
ments under the IPPA has been established. At the same
time, the investment thresholds for federal IPPAs (involv-
ing the Russian Federation) were increased, including the
thresholds for healthcare projects — from RUB250 m to
RUB750 m and manufacturing projects — from RUB1.5 bn
to RUB4.5 bn.

- Regions have obtained “right of veto” and will be able to pro-
vide negative opinions regarding investment projects to be
implemented under IPPAs. If the region issues a negative
opinion on the project, the investor will be barred from con-
cluding of the respective IPPA.

- The parties to IPPAs will be obligated to join tax monitoring
within three years after the conclusion of the IPPA. If the in-
vestor fails to perform this obligation or the tax monitoring is
terminated prior to the expiration of the term for applying the

stabilization clause, the state will have the right to unilater-
ally withdraw from the IPPA without recourse to court. In this
case, the investor will have to return the savings obtained as a
result of applying the tax deduction/tax stabilization.

- Expensesunderthe IPPA may be reimbursed either through

a subsidy or the tax deduction mechanism. The compensa-
tion through a tax deduction will be available only to the par-
ties of federal IPPAs.
The tax deduction will be possible for profits tax, property tax
and land tax. The parties to the IPPA will not be permitted to
apply the tax deduction under the IPPA and the investment
tax deduction at a time.

- New mandatory conditions for reimbursement of expenses
under the IPPA have been added. One of them is the provi-
sion by the tax authority of an opinion on facts of misstate-
ment of the amount of costs, whether or not identified, ac-
tually incurred by the organization, and also on the absence
(existence) of unsatisfied substantiated opinions based on
results of tax monitoring.

The procedure of concluding the IPPA has been “frozen”
since 1 April 2021 due to the termination of the temporary pro-
cedure, under which first IPPAs were concluded. On 13 Sep-
tember 2022, the Government approved a new procedure for
concluding the IPPA, which entered into force on 27 Septem-
ber2022. However, in order to fully resume the mechanism the
following is needed: (1) the Ministry of Economic Development
of the Russian Federation must conclude an agreement with
the VEB.RF on the implementation of its functions as an au-
thorized organization; (2) adoption of a federal list of acts that
are subject to stabilization within the framework of the IPPA. It
is expected that this agreement will be concluded by 30 De-
cember 2022. Before this moment the IPPA mechanism may

be further improved.

CONCLUSION

A wide range of state support measures is available to compa-
nies in the healthcare and pharmaceuticals sectors, and some
of the potentially available measures have been listed above.
These measures can provide significant support to investors
in the current economic environment. However, the selection
of a specific state support mechanism requires a preliminary
analysis of the procedures for and conditions of obtaining
these measures, possible restrictions and liability of the inves-
tor, potential risky areas and opportunities for their elimina-
tion/minimization along with effects from using of state sup-

port measures.
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[MapTHep, Npyrnna no okasaHuio
ycnyr B cdepe KopropaTUBHOro

Hanoroobnoxexus, Kept;
Mpencenatens Komuteta AEB
Mo HaNoOrooB10XKEHMIO

COoodbs
KYJNELWWOBA

HATAJ1bA
HUKUTUHA

CTrapLUnit KOHCYJIbTaHT,
Mpynna no okasaHuwo ycnyr
B cdepe KoprnopaTUBHOIO
HanoroobnoXeHus,

Kept

OupekTop, Mpynna

Mo OKasaHWIo yCyr B
cdhepe koprnopaTUBHOro
HanoroobnoXXeHus,
Kept

FTOCYOAPCTBEHHAA
NOALOEPXKA OTPACJIEUN
3APABOOXPAHEHUA

U DOAPMALIEBTUKHA

OFpaHVILWITeﬂbeIe Mepbl (CaHKLlVIM), BBeAeHHble 3anagHbiIMN CTpaHaMM B OTHOLLEHUU Poccum 3a nocnegHne HeCKOJIbKO MecsLues,

BHeCNn onpefenieHHble KOPPEeKTUBbI B OTpa6OTaHHbIe rogamMum cueHapum segeHunda 6usHeca B PO. ﬂeﬂTeﬂbHOCTb KOMMaHWM1 13 OT-

pacnen papMaLLEBTUKM U 34 paBOOXPaHEHUs TaKKe OKasaslacb 3aTPOHyTa BBEAEHHbIMU OrpaHUYeHUsIMU. 3akoHoaaTe b, CO CBOeM

CTOPOHDbI, OTBETWUJ1 Ha HOBbI€ BbI3OBbl NyTEM BHECEHUA U3MEHEHWUN B npaBoBOe€ perynmpoBaHud C LeJibto ero agantauum K HOBbIM yC-

JNTIOBUAM. 3aKOHOAaTeJ'IbCTBO O Mepax FOCY,C[apCTBeHHODI noaaep>XkK He CTano UCKJTIOYEeHUEM U TaKXKe rnpeTepneno paa MU3MEHEHUM.

B HacToqwel cTaTbe NpuBeaeH KpaTknii 0630p TEKYLLLEN CU-
Tyauun B perynMpoBaHuMm HEKOTOPbIX Mep MOALEPXKKN A8
KOMMaHWK, paboTaloLmMX B OTPac/ax 34paBOOXPaHEHUs U
dapMaLeBTUKN.

CYBCUAUMU, TPAHTDI, TAPAHTUMU

KoMnaHun 13 oTpacnen 3gpaBooxpaHeHusa n dapmaLesTn-
KW U paHee MOrfu NoTeHLManbHO NpeTeHaoBaTh Ha MoJsy-
YyeHue cybcuamii Ha peanusaLmio NPOeKToB Mo paspaboTke
COBPEMEHHbIX TEXHONOMMI, Ha KOMMEHCcaLMio YacTu 3aTpar,
CBA3aHHbIX C cepTudUKaLnelr NPOAYKLIMU, SKCMOPTHbIX Cy6-
cMamMin (KOMMeHcaLumio YacTu 3aTpaT Ha TPaHCMOPTUPOBKY
3KCMOPTUPYEMOMN MPOAYKLMN U MPOLEHTHbIX CTaBOK).

HekoTopoe BpeMa Haszaz 6bin LOMOMHUTENBHO YTBEPXAE-
Hbl MporpamMmbl No npegocTtasneHuto (1) rpaHToB Ha paspa-

60TKY CTaHAaPTHbIX 06Pa3sLIOB NIekapCTBEHHbIX MPenapaTos,
(2) 6aHKOBCKMX rapaHTUii CUCTEMOOBPa3yOLLUM OpraHu3a-
LMAM MO NIbroTHOM CTaBke KoMuccuuy, (3) cybenamm Ha ocHa-
LeHWe peabunmnTaumoHHbIM 06opyAOBaHUEM pPEernoHab-

HbIX MEOUNLIMHCKNX opraHmsau,mZ naop.

B pononHeHuwe k atomy, ansa 2022 ropna yctaHOBIEHO 06~
Lee yCcroBne O HeMPUMEHEHUN LWTpadHbIX CaHKUUIA B OT-
HOLWEeHUW nonyyaTenem cybcuaui M rpaHToOB, a Takxke
BO3MOXXHOCTb U3MEHEHWSA CPOKOB AOCTWXEHUS LieNIeBbIX MO-
KasaTenew nonydyaTtenem cybcuann, npegocTabnseMbix no
OTAENbHbIM FroCylapCTBEHHbIM MPOorpaMMan.

Tak>xe BaKHO OTMeTUTb, 4To ¢ 1 aHBapa 2023 roga BCcTynatoT
B CUJTy U3MEHEHMS B MOPAAOK NpefocTaBneHnsa cybcmuami,
COrMacHO KOTOPbIM He AoMycKaeTca npegocTaBieHme cy6b-
CUAMA POCCUNCKUM OpraHM3aLmaM, B YCTaBHOM KanuTane
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KOTOPbIX LOJI9 MPAMOrO UM KOCBEHHOTO Yy4acTUsa KOMMaHum
N3 IOPUCOUKLMN, BKITIOYEHHDBIX B MepeYeHb rocynapcTs, nUc-
NMonb3yeMbixX A1 MPOMEXXYTOUHOro (obLIOpHOro) BnageHus
akTnBamu B P®, B coBokynHocTu npesbiwaeT 25%. Cenyac
npepenbHoO AonycTuMas gona yyactua coctasnsgeT 50%.
DTO orpaHuYyeHne He NMpPUMeHseTca B OTHOLLUEHWUW MPSAMO-
ro/KOCBEHHOrO y4yacTusa OPLIOPHbIX KOMMaHW B KanuTane
ny6anyHbix AO, akLMK KOTOPbIX ObpallaloTca Ha opraHu-
30BaHHbIX Toprax B PP, a Tak)xe KOCBEHHOIO y4YacTusi Taknx
OdLIOPHBIX KOMMaHWIM B KanunTane Apyrmx POCCUNCKUX KOM-
naHuK, peann3oBaHHOMO Yepes yyacTue B KanuTane AaHHbIX
ny6anyHbix AO.

[MepeyeHb IOPUCONKLUN MPOMEXKYTOYHOIO BrafleHus, npu-
MeHuMbI ¢ 1 aHBapa 2023 roaa, 6bi1 yTBEPXKAEH NPUKA3OM
MuHucTepcTBa drHaHcoB PO 1 BktoyaeT B cebsa pag CTpaH,
KOTOpble B paMKax AeWUCTBYIOLLEro Ha HaCTOALWMIN MOMEHT
nepeyHss He paccMaTpUBalNCh Kak OPLIOPHbIe rocydap-
cTBa (Tepputopumn). 370, Hanpumep, FoHkoHr, Kunp, ManbTa,
LLIsenuapusa, Cunranyp, YepHoropus.

COOTBETCTBEHHO, KOMMaHMAM, NpeTeHayloWmMM Ha cybeum-
AWK CO criefytouero roga, HeobxoAMMO TakxKe yunTbiBaThb
[aHHOe orpaHuyeHme.

JIbFrOTHOE ®UMHAHCUPOBAHMUE OT POHAOB
PA3BUTUA NPOMbBILWWJIEHHOCTU

KoMnaHunsaM n3 otpacnen papMaLeBTUKN U 34paBoOOXpa-
HeHUA OOCTYMHbl IbrOTHblE 3alMbl OT GOHAOB Pa3BUTUSA
npombliwneHHocTn (PPI) no ctaBke oT 1% A0 5% cpokom
£o 10 net (B 3aBUCUMOCTU OT YCITOBUIM KOHKPETHOM Mpo-
rpaMMbl, MO KOTOPOW NpefocTaBnseTcs 3aeM). B yacTHo-
CTW, 3alMbl MOTYT 6bITb BblAaHbl MOL MPOEKTbl, Hanpas-
JIEHHble Ha MMMNOpPTO3aMelLeHMe, BHeAPEeHME HauydLlmnx
OOCTYMHbIX TEXHOMOrum, npunobpeteHne obopynoBaHUA
B LLeS1AX MapKMPOBKU dapMaLleBTUUYECKOW NPOAYKLMMK, Ha
NMoBbllLEeHWEe MPOU3BOANTENBHOCTU TpyAa Ha mnpeanpu-
ATUN W Ap.

B 2022 rony B uensax obecrneyeHmns yCTOMUYMBOCTU SKOHOMU-
K1 B YCIOBUAX BHELWHWUX CaHKLmM [paButenbctso PO npu-
HS10 peLleHms o LoKanuTanmsaumm:

« OPI PO Ha cymMmy 20 Mripg, pybren ons npefocTaBrieHuns
JIbrOTHbIX 3aMMOB MPOMbILLIEHHBIM MPEANPUATUSAM, KOTO-
pble 3aHMMatoTCa PaspPaboTKOM NePCHEKTUBHbIX TEXHOSO-
MM U MPOU3BOACTBOM MPOAYKLMM, CMOCOBHOM 3aMeHUTb
3apybexxHble aHanoru.

- PervoHanbHbix ®PT1 Ha cymmy 4,3 Mnpa pybnen ¢ Lenbto
npenocTaB/ieHNa HefQOopOrnx KpeamToB Ha NMOnosiHeHUe
0B6OPOTHBIX CPEACTB, COXPaHeHWe 3aHATOCTU U 06beMoB
Npou3BOACTBa.

Kpome Toro, 15 ceHtabpsa 2022 roga lNpasutensctso PO
BbIMNYCTUNO pacropsikeHne o pgokanutanusaumm OPI1 PO
B pa3Mmepe 8,2 mnppa pybnen. 3a cyeT 3TUX CPeacTs niaHu-
pyeTcs npobuHaHcKMpoBaTh He MeHee 17 NpOoeKToB, HamnpaBs-
JIEHHbIX Ha UMMOPTO3aMelleHne, MOAEPHM3aLMIO U pacLllmn-
peHue NPon3BOACTBA.

CMELUMAJIbHBIE UHBECTULIMOHHBIE KOHTPAKTDI
(CNUK)

CIMWK — aT0 cornalleHue, 3ak/touaeMoe Mexzay MHBECTO-
POM U FroCyAapCTBOM B OTHOLLEHWW MHBECTULIMOHHOIO NMpPo-
€KTa Mo BHEAPEHUIO COBPEMEHHOM TEXHONOMMK, MOLEPHM3a-
LMW UIIN CO3AaHMIO HOBOMO MPOW3BOACTBA MPOMbILLNEHHOM
npoaykumu. MueecTopsl, 3akmtoumslune CIMUK, MoryT pac-
CUMTbIBATb Ha NbroTbl MO OTAESNbHbBIM HanoraM, npedepeH-
LMK B rOCYAapCTBEHHbIX 3aKyMKax, OT/laraTesibHble yCNoBuUs
no foKanmn3aLMm NPOMbILLNEHHOW MPOAYKLMKN, OCcobble yC-
JIOBUS apeHfbl 3eMesIbHbIX Y4acTKOB, MHPPACTPYKTYPHYLO
noanepxky. Mepbl rocyaapcTBeHHOM NOAAEPKKM B PaMKax
ClMUK He MoryT npesbiwaTtb 50% KanuTanbHbIX BIOXEHWI B
NMPOW3BOACTBO.

HekoTopoe BpeMs Hasag, Oblniv MPUHATLI 3HaYMMble Nonpas-

k1 no MmexaHusmy CIMUK, cpean koTopblx:

- BozobHoBneHune BoamMoxxHocTH 3aktodenunsa CIMNK 1.0 (B
nepvop c 13 asrycta 2019 ropa no 14 mapta 2022 roga no-
[ava 3aaBoK Ha 3aktodeHune CIMMK 1.0 He ponyckanach).
CMMK 1.0, B otnnume ot CIMKMK 2.0, He TpebyeT obd3a-
TeNbHOro BHEAPEHMA COBPEMEHHOM TEXHOMOMMU B paMKkax
peanusaunm MHBECTULIMOHHOIO MNPOEKTa, a HarnpaefeH Ha
npuBieYeHne MHBECTULIMI B MPOEKTbl MO CO34aHUI0 HO-
BbIX MPOMBbILLMIEHHbBIX MPOW3BOACTB. DTUM ObycCnaBnmnBa-
eTca pasHMLa B Cpokax, Ha koTopble 3akntovatotea CMNK
1.0 n CIMUK 2.0, n B TpeboBaHUAX B OTHOLUEHUN MUHWU-
MasibHOro 06beMa BIIOXKEHUM B MPOEKT.

« Cpok «cTapbix» CIMUK 1.0, encTBYOWMX MO COCTOAHUIO
Ha 14 mapTa 2022, roga MoXeT 6bITb NPOAJIEH Ha 2 roaa,
eCcnv BBEAEHHble MHOCTPaHHbIMWU FOCYyAapCTBaMM CaHK-
LMW NOBNMSNN Ha peanun3aumnio MHBECTULMOHHbIX NPOeK-
TOB.

« Ha nepwuop 2022-2023 rr. cpoku 3akntodeHuma CMNHMK 2.0
COKpalleHbl MOYTK BABOE L0 MOSyTopa MecqaLes 3a cyeT
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cokpalleHusa cpokoB (1) oTBeTa Ha NpenoxXeHne nHBe-

ctopa 3akntounTb CIMUK, (2) paspaboTkmn KOHKYpPCHOM f,0-
KYMEHTaLMN YNONHOMOYEHHbIM OPraHOM roCyaapCTBEH-
HoW BnacTy, (3) nofayn MHBECTOPOM 3asiBKU Ha yyacTue B
KOHKYPCHOM oT6ope.

B uenom no mexanunamy CIMMK MOXXHO OTMETUTb, YTO faxke
B YCNOBUSX TeKyLLel becnpeLefeHTHON CUTYaLMn B 9KO-
HoMuKe PO npoponxaeTtcs obbsBNEeHWE U MpoBeaeHue
KOHKYPCOB, a Takxe 3aktouyeHune HoBbix CIMNK. B yacTHo-
ctn, B 2022 ropy lMNMpasutenscteo P® yxe 2 pasa o6HoOB-
NSN0 nepeyeHb COBPEMEHHbIX TEXHOMNOMNM, NpuUsHaBae-
MbIX COBPEMEHHbIMU TEXHONOTUSIMU B LLeNAX 3aKtoYeHns
CIMUK 2.0 (6bino pnobasneHo okono 40 HOBbIX TEXHOSO-

rum).

COINALLEHMS O 3ALUMUTE U MOOLLPEHUMN
KAMUTAJIOBJIOXXEHUM (C3MK)

C3lMK — poroBop, 3ak/It0YEHHbIM B OTHOLLEHNN HOBOMO UH-
BECTULMOHHOIO NPOEKTa, HampasfeHHoro Ha (1) cosgaHue
(pPEKOHCTPYKLMIO, MOAEPHMU3ALMIO) U SKCMTyaTaLMio 06bek-
TOB HEBMXXMMOIO MMYLLLECTBA UM KOMMJIEKCa B3aMMOCBSA-

3aHHbIX O6BbEKTOB HeOBVXXNMOIro N oBM>XMMoro nMmyulecTtBsa,

(2) cospaHue 1 Ucnonb3oBaHUE Pe3yNbTaTOB UHTENNEKTY-
aslbHOM OeATeNIbHOCTU U NPpUPaBHEHHbIX K HUM CpeaACTB UH-

aonBuayanmsaunmn.

B pamkax mexaHunsma C3MK nHBecTOopy MOryT 6bIThb Npe-
pocTtaneHsbl: (1) «obuiaa ctabunmsaumMoHHasa oroBopka» 1
«Hanorosas cTabunmsaumns» — B YaCTHOCTHU, FrapaHTUN He-
YXYALWEHUS YCNOBUIM BEAEHUA LEeSTENbHOCTU B YacTu OT-
LefIbHbIX 3aKOHOB UM HOPMATUBHO-TMPAaBOBbIX aKTOB, CTa-
OUSIbHOCTb OTAENbHbIX HAa/IOrOBbIX YCNOBUN peasnsaumm
MHBECTULIMOHHOIO MPOEeKTa, a Takxke (2) BO3MOXHOCTb
BO3MeLleHUsa B ornpefesieHHOM obbeMe 3aTpaT Ha Co3-
LaHVe, MOLEpPHU3aLMIO UMM PEKOHCTPYKLUIO OBBEKTOB
obecneumBatollen U conyTcTByloWwen MHGPaCcTPyKTypbl,
3aTpaT Ha ynnaTy NpPOLEeHTOB MO KPeaMTaM 1 3aiMaM, Ky-
MOHHbIX MnaTexxen No 06ANraLlMoOHHbIM 3aiMaM, NpuBie-
YEeHHbIM Ha yKa3aHHble Lenin, 3aTpaT Ha yniaTy NpoLeHToB
Nno KpeauTaM U 3alMaM, MPUBIIEYEHHbIM Ha WHble Lenu,
CBfi3aHHble C peanusalmelt MHBECTULIMOHHOroO MpoeKTa
(MoOMWMO co3faHma U MofepHU3aLn MHGPaCTPYKTYpbI).
Bo3MelleHMe 3aTpaT MOXET OCYLLECTBATLCS Yepes Me-
XaHU3M CybCUOMPOBaHUSA NN MEXAHU3M HaTOrOBOrO Bbl-
yeTa, 3aKOHOAATENbCTBO B YaCTM BO3MELLEHWA 3aTpaT elle

fopabaTbiBaeTcs.
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OJ11 KOMMAHWUM U3 OTPACJIEU
3JPABOOXPAHEHUSA U
®APMALIEBTUKU JOCTYNEH
LULMPOKUMN MEPEYEHb MEP
roCYAAPCTBEHHOW NMOAAEPXKMW.
OAHAKO BbIBOP MEXAHU3MA
roCYAAPCTBEHHOM NMOAAEPXKM
TPEBYET NPEOBAPUTEJIbHOIO
AHAJIU3A NOPSIAKA U YCJTOBUU
NONYYEHUA AAHHDBIX MEP,
BO3MOXXHbIX OFTPAHUYEHUU U
OTBETCTBEHHOCTU UHBECTOPA,
30H PUCKA U BO3MOXKHOCTEM UX
YCTPAHEHUS.

JNletom 2022 rofa 661 NPUHATLI MOMPaBKM B 3aKOHOAa-
TenbctBo no C3MMK. Mo)XHO OTMeTUTb creaytoLme Kntoye-
Bbl€ MI3MEHEHWS MexaHn3Ma:

+ YcTaHOBNeHa BO3MOXHOCTb yuyeTa B COCTaBe KarnuTasios-
noxenun no C3MMK 3aeMHbIx cpeacTs. B 1o e BpeMs 6binn
yBeNMYeHbl Moporn UHBecTUUMiA o depepanbHbiM C3MMK (c
yyactrem P®), B ToM uncrne ons npoekToBs B chepe 3apaBo-
oxpaHeHus ¢ 250 go 750 MnH py6ien, A8 NpoekToB B chepe
obpabaTbiBatoLero npomssoacTea ¢ 1,5 00 4,5 mnpa pybnen.

- PervoHbl nonyunnu «npaBo BETO» U CMOryT AaBaTb OT-
puLaTenbHble 3aKT0YEHUA Ha MHBECTULMOHHbIN MPOEKT,
KoTopbI 6yneT peanusoBaTtbea no C3MK. B cnyyae nony-
YeHUda OTPULATESIBHOTO 3aK/TtoYeHMA Ha MPOEKT OT pern-
OHa B 3akntoyeHuu C3MK byneT oTkazaHo.

« YyacTHukmn C3MK 6ynyT ob6g3aHbl B TeyeHue Tpex neT
nocne 3akntoyerHmna C3MK BCTynuTb B Hanorosbii MOHU-
TOPUHT. MpK HEUCNONHEHWW faHHOM 06S3aHHOCTU MHBE-
CTOPOM UMW NPU NPeKpaLLeHNN HaNoroBOro MOHUTOPUH-
ra A0 UCTeYEeHUs CPOKa NPUMEHEHNS CTabUIM3aLMOHHON
OroBOPKMU, FOCYAAPCTBO OyAEeT BNpase B OAHOCTOPOHHEM
BHecynebHoM nopaake otkazatbes oT C3MK. MHBecTop B
TakoM cllyyae ByaeT AOMKEeH BEPHYTb CYMMbl 9KOHOMUH,
MoJSlyYeHHble Mo pesynbTaTaM NMPUMEHEHWUS HaroroBOro
BblYeTa/HanoroBom cTabunmnsaumnm.

- BoaMelyeHure 3aTtpat B pamkax C3MK MoxeT ocyuiecT-

BNATbCA NMBO 4Yepes cybcuamio, MMBO Yepes MexaHwusMm
HanoroBoro BblveTa. [Tpn 3TOM BO3MelleHne Yyepes Ha-
JIOroBbIN BbIYET ByAeT AOCTYMHO TOMbKO AN YY4aCTHUKOB
denepanbHbix C3MK.
HanoroBbit BblYeT 6yAeT BO3MOXEH MO Hanory Ha npu-
Oblnb, HANOry Ha UMYLLLECTBO W 3€MefIbHOMY Haory. YuacT-
Hukn C3MK He cMoryT ofHOBPEMEHHO MPUMEHATbL Hasfo-
rosbirt BblyeT no C3MK M MHBECTULMOHHbIN HasloroBbIM
BblYeT.

- [lo6aBneHbl HOBble 0ba3aTesibHble YCNOBUA A1 BO3Me-
weHwus 3atpaT no C3MK. OgHo 13 HUX — 3TO NpefocTaB-
JIeHWe 3aKJIloYeHUsa HaloroBOro opraHa O HeBbISBIEHHbIX
(BbISBNEHHDBIX) daKkTax UCKakeHUs pa3MepoB dakTuye-
CKW MOHECEHHbIX OpraHu3alen 3aTparT, a Takke 06 oT-
cyTCcTBMM (O HaNMYMKN) HEUCMOSTHEHHbBIX MOTUBUPOBAH-
HbIX MHEHWW, BbIHECEHHbIX MO pe3ysibTaTaM HanoroBoro
MOHWTOPUHTA.

Mpouenypa 3akntouveHua C3MK 6Obina «3aMopoXeHa» C
anpenga 2021 rofa B CBA3W C yTPaTOWN CUJIbl BDEMEHHOIO Mo~
psiAaka, Mo KOTOPOMY 6binn 3akntodeHbl nepsble 36 C3MK.
13 ceHTabpsa 2022 ropa MpaBUTENBCTBO YTBEPAUIO HOBbIN
nopsnok 3akntoderHns C3MK, koTtopbit BCTynun B cuny 27
ceHTaAbpa 2022 roga. OpHako ANF MOMHOLEHHOro BO306-
HOBMEHWs paboTbl MexaHu3Ma HeobXOAMMO 3aKstoyeHue
MUHUCTEPCTBOM 3KOHOMMUYECKOro pa3BuTus PO cornawe-
Hua ¢ BOB.P® 06 ocylectBneHum en GyHKLMA YNONTHOMO-
YeHHOW opraHm3aLmm, a Takxke NpuHATHeE PefepanbHOro ne-
peyHsa akToB, Noasexalunx ctabunmsaumm B pamkax C3MK.
OxunpaeTcs, 4To 3TO cornalwieHne bynet 3aknoyeHo ao 30
nekabpsa 2022 roga. 1o astoro MoMeHTa MexaHunaM C3MK Mo-
»KeT ObITb elLe HECKONbKO AopaboTaH.

3AKJ/TIOMEHUE

[ns kKoMnaHWn K3 oTpacnen 3apaBooxpaHeHus u dap-
MaueBTUKM [OCTYMeH LUMPOKUIM MepevyeHb Mep rocy-
LAapCTBEHHOM MOALEPXKM, paHee 6blnn nepeyncreHs
NVLWb HeKoTopble M3 HUX. [JaHHble Mepbl MOTryT OKasaTb
CYLLEeCTBEHHYIO NOoALepPXKKY MHBECTOpaM B TEKYLLMX 3KO-
HoMMYyeckux ycnosmuax. OgHako BbIGOp TOro MAM MHOMO
MexaHW3Ma rocy,apCTBEHHOM NOAAEPXKM TpebyeT npen-
BapUTE/IbHOrO aHanusa nopsaka W yCloBUIM MOMyYeHUs
[aHHbIX Mep, BO3MOXHbIX OrpaHUYeHUn U OTBETCTBEHHO-
CTW MHBECTOpPA, 30H pUCKa U BO3MOXHOCTEN UX yCTpaHe-
HUSA/MUHUMU3ALUN C Yy4eTOM 3PDEKTOB OT MpPUMeHeHUs

Mep MOALEPXKKM.

AEBRUS.RU

13



KONSTANTIN
SHARLOVSKIY
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OPEN QUESTIONS ON

THE IMPLEMENTATION OF
PARALLEL IMPORT: THE CASE
OF THE PHARMACEUTICAL

INDUSTRY

The issue of whether parallel import may be made legal in Russia has been discussed over the past several years. However, since the
beginning of March the mere discussion has transformed into practical effort, i.e. the following regulations were successively adopted:
Federal Law No. 46-FZ dated 8 March 2022 (“46-FZ"), the Government’s Resolution No. 506-PP dated 29 March 2022 (“506-PP")
and Order No.1532 of the Russian Ministry of Industry and Trade dated 19 April 2022 (was registered with the Russian Ministry of Justice

on 6 May 2022 and has undergone two iterations since that time, the last of which came into force on 7 August 2022).

Literally, the regulations cancel with respect to a number of
goods a national principle of the exhaustion of exclusive rights
to IP items, rather than introduce an international principle.
However, the executive authorities are more likely to interpret
(and are already interpreting) the provisions from a teleological
standpoint, rather than literally, which will allow the listed goods
to be imported into and sold in Russia without the rightholder’s
permission.

At the end of June a law' was adopted whereby using IP with
respect to the goods included in the list will not be treated as
violation of exclusive rights at all. According to the substance

of the provision that has been introduced, any person that

uses IP items without the rightholder’s consent is released
from liability. In addition, it will not be treated as a violation if
original goods are not only imported and sold, but also if goods
containing IP are produced, promoted and/or otherwise used
without the rightholder’s consent. At present, it is difficult to tell
whether the specified provision will be applied literally (i.e. will
allow counterfeit goods to be produced and sold) or only in the
context of legalization of parallelimport (i.e. only in the context of
eliminating the liability of importers of original goods).

We propose to put aside the dispute as to the advantages and
disadvantages of parallel import and its long-term and mid-term

actual effect on the economy and examine in more detail several

! Federal Law No. 213-FZ “On amending article 18 of the Federal Law ‘On amending individual items of Russian legislation” dated 28 June 2022
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practical aspects of the functioning of the mechanism for the
unauthorised import of original goods to be allowed in Russia.

THE CRITERIA AND PROCEDURE FOR GOODS TO BE
INCLUDED IN/EXCLUDED FROM THE LIST

Neither 46-FZ, nor PP-506 establish any criteria that are used
in order to form the list of goods that are allowed to be imported
without any sanctions from the rightholder. Nevertheless, it is
possible to assume that there are criteria that are not formally
documented, but are actually being used in the process of
implementation of the list.

The main assumed criterion is the deficit (insufficiency) of goods
on the Russian market. For example, we do reckon this criterion
was used when the products of Miltenyi Biotec under code
3002 12 000 9 of the Commodity Classification for Foreign
Trade (Immune Serums and Other Blood Fractions) were
included in the last version of the list. The manufacturer officially
ceased to supply such products to Russia in March 2022 and

KONSTANTIN SHARLOVSKIY

the mass media wrote on multiple occasions that? no equivalent
substitutes were available.

However, with respect to a number of goods (specifically,
goods whose production is located in Russia), it is fairly difficult
to understand how a deficit of such goods on the market was
determined. In this case, it is worth remembering the initiative
of the Russian Federal Antimonopoly Service of 2013-2015 to
introduce a moratorium on the parallel import of goods whose
production was located in Russia. At that time the initiative
caused considerable debate in the mass media and was even
approved by the Government for consideration; however it was
not adopted owing to disagreements of various authorities®.

The issue arises: was an analysis conducted of whether there
was insufficiency or the relevant threat with respect to all of the
groups of goods and brands included in the list? If one was, then
how and based on what methodology was such insufficiency
determined; in particular, what are the limits of the market/group

of goods with respect to which the insufficiency is determined?

2 https://www.vedomosti.ru/society/news/2022/03/31/916002-miltenyi-biotec-lecheniya-raka

3 https://www.rbc.ru/business/05/05/2015/5548bb789a7947d698d37f22
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Regardless of the fact that the term “insufficiency” has been
extensively used by the legislature over the last several months,
it lacks a regulatory definition. At the same time, some by-laws*
describe specific criteria based on which it can be determined
whether an insufficiency exists, but such by-laws do not provide
forthe methodology, establishing only examples of such criteria.

Summing up, it should be acknowledged that even such
criterion for a product/brand to be included in/excluded from
Minpromtorg’s list as insufficiency or a risk of it cannot be
treated as a universal criterion, since a) it is not formalized in the
legislation, b) it is not actually applied in all cases, and c) there
is no unified methodology for determining and proving that the
fact of an insufficiency exists.

Apart from the absence of any regulatory criteria for forming
the list, neither does current regulation provide for a procedure
for forming the list and, more importantly in practical terms, a
procedure for adjusting the list (for specific goods or categories
of goods to be included/excluded).

The Russian Ministry of Industry and Trade may exercise
delegated powers and amend the list, i.e. allow or prohibit
parallel import of individual groups of goods or brands. On
the one hand, such decision-making procedure provides
maximum flexibility and the possibility for the regulator to
swiftly respond to a change in the situation on the market. On
the other hand, such approach makes the situation entirely
unpredictable both for rightholders and for potential “parallel”
importers. If there is no understanding as to how a decision is
made, on whatfactorsit dependsand forhowlongit will remain
in force, it is impossible to determine whether a business
decision is prudent, be it a decision to continue supplies of
the product in Russia or to build an alternative supply chain by

using an unofficial distributor.

THE CORRELATION BETWEEN INDUSTRY-SPECIFIC
REGULATION AND PARALLEL IMPORT

For a number of industries the practical implementation
of the mechanisms of parallel import in their current form
is problematic owing to industry-specific regulation that
intermediates procedures for importing and selling goods.

EVEN IF MEDICINES ARE ENTERED
INTO NEW VERSIONS OF THE LIST,
THE SALE IN RUSSIA OF INDIVIDUAL
SERIES OF SUCH MEDICINES
PURCHASED OUTSIDE RUSSIA

AND IMPORTED WITHOUT THE
RIGHTHOLDER’S CONSENT UNDER
THE CONDITIONS OF THE CURRENT
INDUSTRY-SPECIFIC REGULATION
WILL BE POSSIBLE ONLY IF SPECIFIC
REQUIREMENTS ARE MET.

The above applies, first and foremost, to such industries as

pharmaceuticals.

Even if medicines are entered into new versions of the list, the
sale in Russia of individual series of such medicines purchased
outside Russia and imported without the rightholder’s consent
under the conditions of the current industry-specific regulation
will be possible only if specific requirements are met, for
instance, to ensure the necessary labelling in Russian, etc.

The Russian Government’s Resolution No. 593 allows medi-
cines to be imported in “foreign” packaging until 31 December
2022°% without special permissions provided that other limita-
tions are met for the free circulation of foreign medicines after

they are imported.

Firstly, the import of such medicines can be carried out only
provided that they meet the requirements established when
they are registered, except for the requirements for the primary
packaging and secondary (consumer) packaging, and provided
that the secondary (consumer) packaging of the medicines in
circulation has an adhesive label containing information about
the medicine in Russian.

4 For example, the Russian Government’s Resolution No. 593 dated 5 April 2022 and Order No.339n of the Russian Ministry of Healthcare dated 19 May 2022

that was adopted to develop it.

5 It is of interest to note that FZ-61 provides for a period that is one day shorter, i.e. literally, the law specifies “until 31 December 2022", therefore, it is still
questionable whether an import carried out directly on 31 December 2022 is lawful.
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Secondly, such medicines can be released into circulation,
which includes transportation, sale, transfer, storage,
dispensing and retail trade (including remotely), and
used only after the opinion of an inter-departmental
commission has been obtained. For an opinion to be issued,
an application should be filed together with the list of
documents as determined in a certificate. According to the
documentsincludedinthelist (clause 36(d-m) of the Russian
Government’s Resolution No. 593 dated 5 April 2022) we
can presume that it will be extremely difficult for a person
thatis not authorised by the manufacturer of the medicine to
collect such package.

In other words, if medicines are currently included in the list
of the Russian Ministry of Industry and Trade, this fact alone
will not make the parallel import of medicines possible in any
case.

KONSTANTIN SHARLOVSKIY

Summing it up, it should be noted that parallel import in the
existing conditions may be considered as a mechanism to
provide specific industries with irreplaceable goods which have
become temporarily unavailable owing to sanctions or for any
other reasons. At the same time, it is also obvious that the “side
effect”ofthe mechanism beingimplementedwhichisintensified
by the form of such implementation in Russia (meaning the lack
of regulatory criteria for forming and a procedure for adjusting
the list of goods, frequent adjustments of the list and the
temporary nature if the provisions in general) eliminates the
potential benefits from parallel import for at least a number
of industries of social significance, such as pharmaceuticals
and medtech. Improving the application of the mechanism of
parallel import is possible by making the procedure and criteria
for forming the list of the Russian Ministry of Industry and Trade
more transparent and by harmonising the provisions on parallel
import with industry-specific regulation.
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PykoBopuTens npaktukmu @apMaLeBTUKkM
1 3npaBooxpaHerus, «Menenaes Mpynn»

OTKPbITbIE BOMPOCHDI
BHEAPEHUA NAPAJIJTIEJIbHOIO
UMINOPTA HANPUMEPE
OTPACJIU PAPMALIEBTUKHA

Bonpoc o BO3MOXXHOCTW Nleranvsauum napannenbHoro umMnopTa B PP obcyxpancsa B Te4eHNe HeCKObKUX MpeLLIecTBYIOLLMX JeT,
OflHaKO C Havana MapTa laHHas AUCKYCCUa NepeLuna B NPakTUYECKYHo NIIOCKOCTb: 6blnn nocnepoBaTenbHo NpuHATb PepepanbHbii
3akoH o1 08.03.2022 Ne46-D3 («46-D3), MocTaHosneHue Mpasutenbctea PP o1 29.03.2022 Ne506 — MMM («506-MTM») n Mpwukas
MuHnpomTopra P® o119.04.2022 Ne 1532 (3apeructpuposaH B MuHiocte 06.05.2022, ¢ Toro BpeMeHU npeTepnen ABe UTepauuu,

nocniefHsas us koTopbix BcTynuna B cuny 07.08.2022).

Ecnu untatb perynupytolime LOKYMeHTbl GykBaslbHO, OHU
OTMEHSAIOT B OTHOLWEHUW psafa TOBapOB HaLMOHasbHbIN
MPUHLMN UCYepriaHna nckounTenbHbix npas Ha ONC, a He
BBOAAT MexayHapoaHbln. OfHako opraHbl UCMOHUTEbHOM
BN1IaCTW CKopee ByayT TONKoBaTb (M YXKe TOJIKYIOT) HOPMbI
TENeosIorMyecku, a He ByKBasibHO, YTO MO3BOSIUT BBO3UTb U
npofasaTb B PP nonMmeHoBaHHble B nMepeyHe ToBapbl 6e3
pa3pelleHns npaBoobnagaTens.

B KoHLe 1ioHa Bbin MPUHAT 3aKOH!, B COOTBETCTBUM C KOTO-
pbIM MCMonb3oBaHWe I[P B OTHOWEHUN TOBapOB, BKIOYEH-
HbIX B MepeyeHb, He ByaeT NpU3HaBaTbCa HapyLeHUeM 1c-
KNtoYMTENbHbIX NpaB BoBce. [10 cMbicny BBEAEHHOW HOPMbI
3akoHodaTenb ocBob6oAMST OT OTBETCTBEHHOCTU noboe
nuuo, ncnonbsytoulee IP 6e3 cornacua npasoobnagatens.
Mpu 9TOM He ByaAeT cUMTaTbCa HapyLEHUEM He TOSIbKO BBO3

M Mpofaxa OpUrMHasbHbIX TOBAPOB, HO TakXe MoYeMy-To
M MPOU3BOACTBO, MPOABMXEHNE U/UMTU MHOE UCMONb30Ba-
HWe TOBapPHbIX 3HAaKOB UM OXPAHOCMOCOOHbIX TEXHUYECKMX
pelweHun 6e3 cornacua npasoobnagaTtens. B HacToawmn
MOMEHT CJTOXHO CKasaTb, 6yAeT 1 yKazaHHas HopMa npu-
MeHATbcA ByKBasibHO (T.e. AOMycKaTb NPOU3BOACTBO U CObIT
B T.4. KOHTpadaKTHbIX TOBAPOB) 60 XXe TONbKO B KOHTEK-
cTe neranvsaumm napannesnbHoro uMmnopTa (T.e. TONbKO B
KOHTEKCTe HUBENMPOBaHNSA OTBETCTBEHHOCTU MMMOPTEPOB

OpWrMHabHbIX TOBApPOB).

OcTaBWB B CTOPOHE Crop O Mtocax M MUHycax napasnnesnb-
HOro UMMopTa U ero AenCTBUTENIbHOM BITUSHUKM Ha SKOHO-
MWKY B KPaTKOCPOYHOM U CpefHecpOYHOM MepcrnekTuBe,
npepnaraeM paccMoTpeTb 6onee [eTanbHO HECKOJbKO
NPaKTUYECKUX acrnekToB GYHKUMOHUPOBaHMUA MexaHu3Ma

1 CM. degepanbHbiii 3akoH 0T 28.06.2022 N2 213-03 «O BHECEHWUWN M3MEHeHUs B CTaTbto 18 desepanbHOro 3akoHa «O BHECEHWUM M3MEHEHWIA B OTAESbHbIE

3aKoHoZaTeNbHble akTbl Poccuiickoi d)euepauww»
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paspeLleHna HeCaHKLMOHWPOBaHHOrO BBO3a OpPWIrMHasb-
Hbix ToBapoB B PO.

KPUTEPUU U NPOLIEAYPA BKJTIOMEHUSA/
UCKJ/TIOYEHUA TOBAPOB U3 NEPEYHA

Hu 46-®3, Hu MIM-506 He ycTaHaBNUBaOT KPUTEPUEB, UC-
nonb3yembix a8 GoOpMUPOBaHUS MepeyHss TOBapOB, BBO3
KOTOPbIX paspelleH 6e3 Kakux-Mbo CaHKLMIA CO CTOPOHbI
npaBoobnagatens. TeM He MeHee, MO KOCBEHHbIM Mpu3Ha-
KaM BCe )Xe BO3MOXHO cienaTb NPeAnooKeHNe O Hannmymm
dopMasibHO He 3aKpersieHHbIX, HO Ae-daKTo UCMOMb3yeMbIX
AN GoOpMMPOBaHUS CMUCKa KPUTEPUEB.

OCHOBHbIM  KpUTEPWMEM MPEANONIOKUTENBHO BbICTyNaeT
feduunT (pedekTypa) ToBapoB Ha pbiHke PD. B kayectBe

npuMepa MCMosb30BaHUA Takoro KpUTepUs — BKITIOUEHWE
B nepeveHb npoaykumm komnaHum Miltenyi Biotec no koay
TH B3/[,300212 000 9 (CbIBOPOTKM UMMYHHbIE 1 dpakLmm
KPOBW Mpoyne) B MOCnedHen Bepcumn nepeyHs. locTtasku
JaHHoW npofykuuu B PO 6binn odumumanbHO npekpalleHb!
npowussoautenem B Mapte 2022 roga, npu aToM B CMU He-
OLHOKPATHO MOABANNCH CTaTbW? O HEBO3MOXHOCTM PaBHO-
LLeHHOM 3aMeHbl.

OpHako B OTHOLWEHWM paaa ToBapoB (0COBEeHHO TEX TOBApOB,
NPOU3BOACTBO KOTOPbIX JTOKanmM3oBaHo B Poccum) foctatou-
HO CJTIOXKHO MOHATb, KaknMM 06pa3oM Bbin onpeneneH ux ae-
OULNT Ha pbiHKe. 30eCb eCTb PE30H BCMOMHUTb MHULMATUBY
DAC Poccnmn 2013-2015 rr. 0 BBeAeHMM MOpaTopUs Ha napar-
J1eNbHbIN MMMOPT TOBAPOB, Ybe NMPOU3BOACTBO BbINO TOKaNm-
3oBaHo B Poccuun. Torga vHMUmMaTUBa akTMBHO 0bCyxaanach

2 https://www.vedomosti.ru/society/news/2022/03/31/916002-miltenyi-biotec-lecheniya-raka
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B Cpe[CTBax MaccoBoM MHdOpMaL MK 1 Aaxe bbina ogobpeHa
MpaBMTENbCTBOM K PacCMOTPEHUIO, HO M3-3a pPasHOriacum
Pa3/INYHbIX BEAOMCTB A0 YTBEePXAEHUA TaK U He u,ouma3.

BosHuKaeT Bonpoc: MpoBoAWCS N aHanus Haavuus fedek-
TYPbl UV YTPO3bl €€ BO3HNMKHOBEHWS B OTHOLLEHWUM BCEX BKITHO-
YeHHbIX B MepeyeHb TOBapHbIX rpynn 1 6peHaos? Ecnu fa, To
KakuM 06pasoM, UCXOASA M3 KaKoW MeTOodoNornu onpenens-
nacb Takasa fLedeKkTypa, B T.U. KaKOBbl rpaHWLLbl pbiHKa/rpynrbl
TOBapPOB, B OTHOLLEHWM KOTOPbIX onpefensdeTca aedekTypa?

HecMoTps Ha TOT dakT, UTo TepMUH «aedekTypa» 3a Mno-
cllefH1e HECKObKO MeCSILLEB MIIOTHO BOLLES B JIEKCUKOH 3a-
KoHopaTens, ero HopMaTUBHOE OMpefeneHne oTCyTCTBYeT.
BmecTe ¢ TeM, oTaesNibHble NOA3aKOHHbIe aKTbI4 OMucCbIBatOT
HEKOTOpble KPpUTEPUU, MO KOTOPbLIM BO3MOXXHO CYAUTb O Ha-
MY nnn oTcyTcTBUKM aedekTypbl. OQHAKO faxe B Takmx
MoA3akOoHHbIX aKTaxX He MPUBOANTCA METOLOOMMU — 3aKOHO-
faTesb yCTaHaBNMBaeT JIULLb MPUMEpPbl KOUTEPUEB, KOTOPbIE
MOTYT YUYMUTbIBATbCA FOCOPraHaMm rMpu MNPUHATUM peLleHns o
nedekType.

3 https://www.rbc.ru/business/05/05/2015/5548bb789a7947d698d37f22

NMOMUMO OTCYTCTBUA
HOPMATUBHO
YCTAHOBJIEHHbIX KPUTEPUEB
®OPMUNPOBAHWA MNEPEYHA,
TEKYLLUEE PETYJIMPOBAHUE
TAK)XE XPAHUT MOJIMAHUE

B OTHOLWEHWU NPOLEAYPbDI
®OPMUNPOBAHUA

NMEPEYHA U NPOLUELYPbDI

EFO KOPPEKTUPOBKW
(BKITIOMEHUA/UCKNIOYEHUA
KOHKPETHbIX TOBAPOB

WUJIU KATETOPUU TOBAPOB).

PestoMunpys, cnenyeT npusHaTh, UTO AaXKe TakoW KpUTepumn
BK/TIOYEHMSA /UCKTIOYEHNS ToBapa/6peHaa 13 nepeyHs MuH-
npomTopra P® kak fedekTypa nnm puck ee BOSHUKHOBEHUS
He MOXXeT pacCMaTPUBaTbCS KakK yHMBepCasbHbIM, T.K. a) OH
HOPMaTUBHO He 3aKpersieH, 6) fe-dakTo NpuMeHseTca He
BO BCeX Crlyyasix, B) OTCYTCTBYeT Kakas-mb6o yHuduumnpo-
BaHHasi MeTOLOSIOrMa ornpefeneHnsa 1 AokasblBaHWa dakTa
nedbekTypbl.

[TOMMMO OTCYTCTBUSA HOPMATUBHO YCTaHOB/IEHHbIX KpUTEpU-
eB GOPMUPOBaHUS NMepeyHs, TeKyLLEe PerynnmpoBaHue Takxe
XPaHUT MOJYaHne B OTHOLIEHUM Npoueaypbl GOpPMUPOBaHMS
nepeyYHa 1, UTo eLle 6osiee BaXKHO C MPaKTUYECKOM TOUKM 3pe-
HWA, MPOLLEAypPbl €ro KOPPEKTUPOBKM (BKITOYEHMSA /UCKIOYe-

HWSI KOHKPETHbIX TOBAPOB UM KaTEropuii TOBaAPOB).

MuHnpomTopr PO, ncnonbsys aenernpoBaHHble MONHO-
MOuus, BpaBe BHOCUTb U3MEHEHUS B MepeyeHb, T.e. pas-
pellaTb UK 3anpeLlaTb napanfienbHbli UMMOPT OTAESb-
HbIX rpynn ToBapoB wnun 6peHpoB. C OO4HOM CTOPOH®DI,
TakoW NMOpPALOK MPUHATUA PeLleHU fJaeT MakCUMasbHYIo

4 Hanpwumep, MoctaHoBneHue MpasutensctBa PO oT 05.04.2022 NQ 593 1 npuHATLIN B ero passutue Mpukas MuHaapaBa Poccum oT 19.05.2022 N2 339H.
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rMOKOCTb U BO3MOXHOCTb PEryssiTopy OrnepaTtuBHO pea-
rMpoBaTb Ha M3MeHeHWe pbIHOYHOM cuTyauuun. C gpyrowm
CTOPOHbI, 3TOT MOAXOA, AeflaeT COBEPLUEHHO Henpeacka-
3yeMoU CUTyaLMIo Kak Afid npaBoobnagaTenen, Tak 1 ans
NoTeHLMaNbHbIX «MapasefbHbIX» MUMMNOPTEPOB — MNPW OT-
CYTCTBMM MOHWMaHUS O TOM, Kak NMpUHUMaeTCa peLleHune,
OT Yero OHO 3aBUCUT U Kak JONro byneT AelcTBOBaTb He-
BO3MOXHO paccymnTaTb L,enecoobpasHoCTb TOro Un MHO-
ro 6usHec-pelleHns — Byab TO peLleHne O NPOAOSIKEHNN
noctaBok npofykTta B P® unu pelleHne o BbiIcTpanBaHUK
allbTePHATMBHOM LIEMOYKM MOCTaBOK HeoduLMaabHbIM
OANCTPUBBLIOTOPOM.

COOTHOLUEHUE OTPACJIEBOIO PErYJIMPOBAHUA
U NAPAJINENIBHOINO UMMNOPTA

[Ona pagja coep npakTuyeckas peanvsaums MeXaHU3MOB
napasnienbHOro UMMopTa B TEKyLLEM BUAE NpeacTaBnaeTcs
npo6rnemMaTUYHOW, BBMAY HalMuma cnelmduyeckoro otTpac-
JIeBOr0 perynMpoBaHus, onocpeayoLLero npoLeaypbl BBo3a
W Npofaxu ToBapoB. Peub B nepByto ouepenb O Takux UHAY-
cTpusx, kak dapMaLeBTUKa.

[axxe ecnu nekapCTBeHHble npenapaTbl 6yAyT BHECEHbI B
HOBble pefakLMM NepeyHs, peanusauuns Ha TeppuTopumn
P® oToenbHbIX UX cepul, KyneHHbix BHe PP 1 BBO3UMBbIX
6e3 cornacua npasoobagatens, B yClOBUAX LeNCTBYOLWEe-
ro OTPacreBOro peryivpoBaHus CTaHeT BO3MOXXHa TOMbKO
npu cobNOAEHUN CrelanbHbIX TPeboBaHWM, B YaCTHOCTY,
obecneyeHns HeObXOANMOW MapKUPOBKM Ha PYCCKOM fA3bl-
Ke U T.0.

MocTaHoBneHue Mpasutenbctsa PO Ne 593 gonyckaeT Bo3-
MOXKHOCTb OCYLLLEeCTBIIEHUS BBO3a JIEKAPCTBEHHbIX CPEACTB B
«MHOCTpPaHHbIX» ynakosKkax o 31.12.2022° 6e3 cneumanbHbix
paspeLleHnin Npm ycroBuUm COBMIOAEHMA UHbIX OTPaHUYeHN
AN8 cBOHOAHOMO 0bpalleHUs MHOCTPaHHbIX MpernapaTos no-
clle ux BBO3a.

Bo-nepBbix, BBO3 TakmMx JIeKapCTBEHHBbIX NMpenapaToB MOXeT
OblTb OCYLLECTBIEH TONbKO MPW YCOBUU MX COOTBETCTBUS
TpeboBaHWUAM, YCTaHOBIIEHHbIM MPW UX perucTpaLmu, 3a uc-
KItoUeHeM TpeboBaHUN K NMEepPBUYHON yNaKoBKe, BTOPUY-
HOW (MOTPebUTENbCKOM) yNakoBKe, a Takxke Npu Hanuunm Ha

KOHCTAHTUH LUAPJIOBCKUM

BTOPWUYHOM (MOTPEOUTENbCKOWN) YNakoBKe JIeKapCTBEHHbIX
npenapaToB, HaXOAALLMXCA B 0bpallleHnK, caMokesaLencs
3TUKETKW, cofepKalwen MHOopMaumio O NeKapCTBEHHOM
npenapaTte Ha PYCCKOM A3blKe.

Bo-BTOpbIX, BbINYCTUTb Takne npenapaTtbl B rpakAaHCK1mn
060pOT, BKJOUas BO3MOXHOCTb OCYLLECTBAATb WX Mepe-
BO3KY, peanusauuio, nepepady, XpaHeHne, oTnycK, PO3HUY-
HYtO TOProBto (B TOM YMChe AUCTaHLMOHHBIM CMOCOBOM) U
npuMeHeHue, BbyheT BO3MOXHO TOMbKO MOCMe MonyyYeHus
3aKJIlOYEHNS MEXBEAOMCTBEHHOMW KOMWUCCUW. [na Bbloaun
3aKJIlOYEHNS HEeOBbXOAMMO MOAaTh 3asBfEeHWE C MPUSIOXKe-
HWeM onpenenieHHOro akToM nepeyHsa fokyMeHTos. Cyad no
CcoCTaBy Takux JokyMeHToB (n.n. r) — i) n.36 MNocTaHoBne-
Hua Mpasutenbctea PO ot 05.04.2022 Ne 593), Bo3MOXXHO
NPeAnoNoXnTb, YTO coBpaTb AaHHbIM MakeT HeaBTOPU30-
BaHHOMY pa3paboTumkoM npenapaTa nuuy byaeT KpanHe
npobaeMaTnyHo.

MHbIMKW cnoBaMu, BKIIOYEHME NEeKapCTBEHHbIX NpenapaToB
B nepeyeHb MUHNpPOMTOpPra Ha TeKyLMMN MOMEHT caMo Mo
cebe He cenaeT BO3MOXHbIM OCYLLECTB/IeHME Mapasiiesb-
HOrO MMMOpPTa JIeKapPCTBEHHbIX MpernapaToB, BO BCAKOM CJly-
Yae fge-tope.

HOD,BO,D,‘;! NTOrn, OTMEeTUM, 4YTO napanneanblm MMNOPT B
CIIOXMBLUMXCS YC/IOBUAX, BEPOSITHO, MOXeT cTaTb addek-
TUBHbIM MeXaHU3MOM ObecrneyeHUss HEKOTOPbIX oTpacsien
3KOHOMUKM HE3aMeHUMbIMU TOBapaMu, LOCTYMN KOTOPbIX W3-
3a CaHKLUMM WM MO MHBIM MPUYMHAM BPEMEHHO MpeKpaTusi-
ca. C Apyrov CTOPOHbI, TakXe OYEBUAHO, UYTO «MOBOYHOE»
LleNCTB1E BHEAPEHHOro MexaHn3Ma, ycuneHHoe GopMaToMm
TaKoro BHeapeHus Ha Tepputopun PO (uMmeqa B Buay oT-
CYTCTBME HOPMATMBHO 3aKpernsieHHbIX KpuTepmnes bopMu-
pOBaHUA U NPoLeaypbl KOPPEKTUPOBKU NMepeyHsa TOBapoOB.,
YacTble KOPPEKTUPOBKM MEPEYHS U BPEMEHHbIN XapaKTep
HOPM B LEJSIOM), HMBENMPYeT MOTEeHLMaNbHYyO MoMb3y OT
rnapasiyiesibHOro MMNnopTa Kak MMUHUMYM OS5 Lenoro psaga
coLManbHO 3HaUMMbIX OTPacsen, Takmnx Kak GpapMaLeBTrKa.
YcoBepLUeHCTBOBaTb MPUMEHEHWe MexaHW3Ma napasnesnb-
HOro MMMopTa BO3MOXHO, CAeNaB NpoLenypy U Kputepum
dopMmMpoBaHUa NepeuHs MuHNpoMTopra 6onee npospay-
HbIM, @ TaKXKe rapMOHU3MPOBaB HOPMbI O NapasieslbHOM M-
nopTe C OTpac/IeBbiM PeryiMpoBaHmeM.

5 UHTepecHo, 4To B ®3-61 3TOT CPOK KOpOYe Ha OAMH AeHb, T.e. AOC/IOBHO B 3aKOHE ykasaHo «ao 31.12.2022» — B CBA3M C YeM ferasbHOCTb BBO33,

oCyLecTBnseMoro HenocpeactseHHo 31.12.2022, octaeTcs nog BONPOCOM.
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A COMMON
POSITION BY
MEMBERS OF THE
AEB HEALTH AND

PHARMACEUTICALS
COMMITTEE

MEDICINES PRICING AS AN
ELEMENT OF SOCIAL STABILITY

AND RISKS

INTRODUCTION TO THE AGENDA

Pricing remains a key issue for both patients and pharmaceu-
tical companies in 2022. On the one hand, rising prices for
medicines lead to decreased availability, which causes social
tension. On the other hand, the existing restrictions on the in-
crease in prices for medicines included in the EDL' lead to the
fact that the current registered prices do not cover the pro-
duction and logistics costs of pharmaceutical companies, and,
ultimately, lead to physical inventory shortages.

NEW CHALLENGES OF 2022

In Q1 2022, the industry faced new challenges, such as:
a sharp spike in exchange rates and their volatility; an in-
creased cost of logistics; an increased cost of manufacturing
medicines, active pharmaceutical substances and registration
procedures, as well as a feverish demand among patients.

PROMPT AND TIMELY DECISIONS BY THE REGULATOR

Government Decree No. 444 introduced significant changes
to the procedure for re-registration of maximum selling prices

! Essential Drug List

in the event of a medicines shortage or risk thereof in connec-
tion with pricing. The timeframe for the consideration of medi-
cines for re-registration has been significantly reduced, down
to 30 working days. This allows to monitor the medicines mar-
ket dynamics more promptly and respond to changes in the
supply plan of pharmaceutical companies, depending on the
circumstances.

Anotherimportant change was a decreased deviation index of
the introduction of medicines into civil circulation from 30% to
5% (10%). This change allowed for more sensitive evaluation of
the plan for the introduction of medicines into civil circulation,

as well as of any deviations leading to shortage risks.

FURTHER DEVELOPMENT OF PREVENTIVE
MEASURES

Nevertheless, the procedure of annual price re-registration,
which has existed since the publication of the very first Rules
for the Registration and Re-registration of Maximum Selling
Prices?, does not always provide an opportunity to increase
them even by the officially established inflation rate. In par-
ticular, for an annual price increase by foreign pharmaceu-

2 The Rules for State Registration and Re-registration of Manufacturers’ Maximum Selling Prices for Medicines Included in the Essential Drug List were ap-
proved by Decree of the Government of the Russian Federation No. 865 dated October 29, 2010.
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tical companies, the requirement for an annual increase in I
the exchange rate of the currency of the country of produc-
tion against the rouble must be met, and the exchange rate

growth must annually exceed the official inflation rate. The AMID CIRCUMSTANCES WHERE
mandatory re-registration of maximum selling prices carried  THE PROCEDURE UNDER

outin 201‘9.—2020 also played.a r?Ie, smc.e all official decisions GOVERNMENT DECREE NO. 1771
of the Ministry of Health coincided with a peak exchange

rate. The dollar and euro exchange rates have significantly IS NOT APPLICABLE' COMPANIES
decreased since 2020, which is why the main condition for ARE FORCED TO REVIEW THEIR
;he ar;;:ual ret—rigistratfiontof.prices:, r\ot rTwet. At Ithe same  DPHARMACEUTICAL PORTFOLIOS
ime, the cost of manufacturing medicines is growing annu-

ally, and inflation is accumulating both in Russia and in the AND SUSPEND THE SUPPLY OF
reference countries. Amid circumstances where the Proce- MED'CINES, ESPECIALLY IN THE
dure under Government Decree No. 1771 is not applicable, LOW-PR'CE SEGMENT.

companies are forced to review their pharmaceutical port-
folios and suspend the supply of medicines, especially in the

low-price segment. This causes shrinking competition and

product range, as well as a restricted access to life-saving

therapy for patients. tion rate. This will help them build long-term plans for the pro-
duction and supply of medicines, which, in turn, will reduce the

In the current situation, the annual re-registration procedure  risks of shortages due to pricing; the healthcare system will be

definitely requires revision, so that manufacturers could ad-  able to predict its expenditures, and patients will enjoy uninter-

just prices for medicines in accordance with the actual infla-  rupted access to the necessary medicines.
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OBLASA NO3NLUMA YWIEHOB KOMUTETA
AEB NO 34PABOOXPAHEHMUIO
U ®PAPMALIEBTUKE

LEHOOBPA3SOBAHUE HA
JIEKAPCTBEHHDIE NMPEMAPATDI
KAK3JIEMEHT COUUAJIDHOU
CTABUJIbHOCTU U PUCKOB

BBEAEHMUE B MNPOBJIEMATUKY

Knto4yeBblM BOMPOCOM M ANA NauMeHToB, U 1S papMaLeBTi-
yeckux koMnaHui B 2022 rofy ocTaeTtcs LieHoobpaszoBaHue.
C oL HOWM CTOPOHbI, C POCTOM LIEH Ha JleKapCcTBa CHWXXaeTcs UX
LOCTYMHOCTb, YTO MPWUBOAUT K COLManbHON Hanps>KeHHOCTU.
C ppyron — cylecTBylolWne orpaHMYeHUs Ha MOBbILEHWE
LLeH Ha JlekapCTBEHHbIE NMpenapaTbl, BKIOYEHHbIE B MepeyeHb
JKHBJI, nprBOAAT K TOMY, UTO TEKyLMe 3aperMcTpupoBaH-
Hble LieHbl He MOKpbIBatoT 3aTpaTbl GapMKOMMaHWN Ha NMPOoWn3-
BOACTBO U JIOTMCTUKY U B KOHEYHOM UTOTe NMPUBOAAT K UX U=
3unyeckon nedekType.

HOBbIE Bbi3OBbl 2022 rOAA

B nepsom kBapTane 2022 roga oTpacib CTOMKHYyMack C HO-
BbIMW BbI3OBaMU, TaKMMWN Kak: PE3KUI CKaYOK KypCOB BaslloT U
NX BONaTUMbHOCTb, YAOPOXaHNE NTOrMCTUKM, POCT CTOMMOCTH
NMPOW3BOACTBa JIeKapPCTBEHHbIX MpernapaToB, akTMBHOW dap-
MaLeBTUYECKON CybCTaHLMM, PErMcTpaLMOHHbIX NpoLeayp, a

TakXXe a>XMoTaxKHbIM crpoc cpear nayneHToB.

OMNEPATUBHbIE U CBOEBPEMEHHbIE PELLEHUSA
PEFYJNIATOPA

[MocTtaHoBneHue MpaButensctea Ne 444 BHecno cylecTBeH-
Hble U3MeHEeHUs B MPOLLeAypy NepeperncTpaumm npeaenbHbIx
OTMYCKHbIX LieH B cryyae AedeKTypbl UK prcka BOZHUKHOBE-
HWUA AedeKTypbl TEKapPCTBEHHbIX MpenapaToB B CBA3W C Le-
HOO6pa3oBaHWEM Ha HUX. 3HAUUTENbHO COKPATUIUCh CPOKM
paccMOTpeHWs npenapaToB Ha nepepernctpauuio — go 30
paboumnx gHeln. DTo nossonaeT 6onee onepaTUBHO OTCIEXMU-
BaTb AMHaMWKY PbIHKa JIEKapCTBEHHbIX MpenapaToB U pearu-
poBaTb Ha WU3MEHeHMWe MfaHa MocTaBoK dapMaLleBTUYECKMX

KOMMaHM B 3aBMCUMOCTMN OT O6CTOATENbCTB.

CrefyloWwmM BaXKHbIM M3MEHEHWEM CTano CHWXeHWe 3Ha-
YEHUS MHAEKCa OTKIIOHEHWSI MOCTYMMEHUs NeKapCTBEHHOrO
npenapaTta B rpaxaaHckui obopoT ¢ 30% po 5% (10%). JaH-
HOe W3MeHeHWe [ano BO3MOXHOCTb 6onee YyBCTBUTENbHO
oLeHMBaTb MaH BBOAA JIeKapPCTBEHHbIX MPEenapaToB B rpax-
LaHCKMIM 060pOT, a Takxe Ntobble OTKIIOHEHWS, BedyLUune K pu-

CKY BO3HVMKHOBEHUS AedeKTypbl.

! MepeyeHb XMU3HEHHO HEOBXOAMMBIX U BaXKHEMLIMX NEKapCTBEHHBIX NMPenapaToB
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OBLUAA NO3NLNA YNEHOB KOMUTETA AEB NO
3APABOOXPAHEHUIO U ®DAPMALIEBTUKE

AAJNIbHEMLLEE PA3BUTUE NPEBEHTUBHbIX MEP

TeM He MeHee, nNpoLeaypa eXxerogHown nepeperncrpaum
LeH, cyllecTBylolas C MOMEHTa M3[aHWUS CaMbiX MepBbIX
[MpaBun perncTpaunmn n nepeperncTpaLmm npefesbHbix oT-
MYCKHbIX LLeH?, B AeNCTBUTENbHOCTM He BCeraa npefocras-
N1eT BO3MOXHOCTb MOBbILWAaTb UX AaXKe Ha MPOLLEHT oduLn-
allbHO YCTaHOBJIEHHOrO YPOBHA WHbNAUMK. B yacTHocTy,
L1 €XXEerofHoro MoBbIWEeHUs LeH MHOCTPaHHbIMKU papma-
LeBTUYECKMMUM KOMMaHUAMU LOJKHO cobrnofjaTbes Tpebo-
BaHMWe MO eXerofHoMy POCTy Kypca BasltoTbl CTPaHbI-Npo-
W3BOACTBA MO OTHOLLEHUIO K py61to, MPUYEeM ypOoBEHb pocTa
Kypca BasltoT eXXerofiHO AO/KEH NpeBbiaTh ObULLManbHbIN
ypoBeHb nHbnaumu. NMposepeHHas B 2019-2020 rogax o64a-
3aTeslbHas nepeperncrpauunsa npeaesbHbIX OTNYCKHbIX LeH
TakXXe cbirpana CBOK POJib, MOCKObKY BCe odpuLManbHbie
peweHna MuUHUCTepCTBa 34PaBOOXPAHEHWUS MPULLINCH
Kak pa3 Ha OAMH U3 NMMKOB poCTa Kypca BastoT. Hanpumep,
HaumHas ¢ 2020 ropma Kypc ponnapa U eBpO 3HaYUTesNbHO
CHM3WSICSH, M3-3a Yero OCHOBHOE YC/IOBME AN €XerofHoMu
nepeperncTpauunm LeH He yaosneTsopseTcs. BMecTe ¢ Tem,
CTOMMOCTb TMPOW3BOACTBa JIEKAPCTBEHHbIX MpernapaTos
€)XXerofHo pacTeT, HakannueaeTca MHNaLMa Kak B Poccuy,
Tak 1 B pedepeHTHbIX CTpaHax. B Tex obcToaTenbcTBax, roe
[Mpouenypa no [lNocTtaHosneHuto [Npasutenbctea Ne 1771
He MpUMeHWMa, KOMMaHWW BbIHY>XAEHbl MepecMaTpuBaThb
cBou dpapMaLeBTUYeCKMe NopTdenu n NpuocTaHaBInBaTb
MOCTaBKM JIEKApPCTBEHHbIX MpenapaToB, B OCOBGEHHOCTM
HW3KOro LLeHOBOro CermMeHTa. DTO MPUBOAMUT K CHUXKXEHUIO
KOHKYPEHLMN, aCCOPTUMEHTa W OrpaHUYeHuto focTyna na-

LMEHTOB K XKM3HEHHO Ba>KHOM Tepanun.

B TekyLMx peanuvax npoueaypa exerogHomn nepeperncrpa-
UMM (MHOQekcauuu) onpepeneHHo TpebyeT nepecMoTpa,
4YTOObI MPOU3BOAUTENTN MMENN BO3MOXHOCTb perynposaTb
LieHbl Ha TeKapCTBEHHble NpenapaTbl B COOTBETCTBUM C Pak-
TUYECKUM pasMepoM UHPIALMU. DTO NMO3BOSIUT UM CTPOUTH
[LOJIFOCPOYHble MaHbl MPOW3BOACTBA M MOCTABOK Jlekap-
CTBEHHbIX MpenapaToB, YTO MPUBEAET K CHUXKEHUIO PUCKOB
BO3HMKHOBEHWA AedeKTypbl Ha pbiHKe M3-3a LleHoobpaso-
BaHWA, CUCTEME 34PaBOOXPaHEHNSA — MPOrHO3MPOBaTb CBOU
pacxofbl, a NauMeHTaM UMeTb NMOCTOAHHbIN AOCTYMN K Heob-

XOAMMOMY aCCOPTUMEHTY NpenapaTos.

B TEKYWWUMX PEAJTUAXTIPOLEAYPA
EXXErOQHOW NEPEPEMMCTPALUU
(MHOEKCALUMUU) ONPEAEJIEHHO
TPEBYET NEPECMOTPA, YTOBbbI
nPON3BOAUTENUN UMETTU
BO3MOXHOCTb PEMYJIMPOBATb
LUEHbI HA JIEKAPCTBEHHDIE
MPEMNAPATbI B COOTBETCTBUU

C PAKTUMECKUM PABMEPOM
MHDIALUNN.

2 MNpasuna FOCYﬂ,apCTBeHHOﬁ perncrpaumn n nepepeructpauum npeienbHbiX OTAYCKHbIX LeH npomaBquTeneﬁ Ha NeKapcTBEHHbIE NpenapaTbl, BKIIKOYEHHbIE
B NepeyeHb XNU3HEHHO HEeO6XOAMMBIX U BaXKHEMLLINX NeKapCTBEHHbIX MpenapaToB, yTBepXAeHbl MocTaHoBneHneM MMpaBuTensbCcTea Poccuiickol ®epepaunmn

0T 29 okTs6ps 2010 r. N2 865.
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CHANGES IN SUPPLY CHAINS

The events at the end of February 2022 had a significant impact on foreign trade of the pharmaceutical and medical as well as other

industries in the Russian Federation. In particular, companies representing the pharmaceutical industry and producers of medical

devices faced obstacles in the supply of both finished products and raw materials, excipients and components for the production

of medicines and medical devices in Russia. This situation arose despite the fact that these goods are supplied for humanitarian

purposes and, according to the accepted approach, are exempted from sanctions.

Many companies representing other sectors of economy have
completely or partially stopped import and export trade with
Russia. The suspension of imports is related primarily to the
sanctions imposed by foreign states and the potential reputa-
tionrisks for foreign counterparties (e.g. suppliers and carriers).
The suspension of exports is also related to retaliatory meas-
ures (countersanctions) imposed by the Russian government.

The airspace closure, the ban on Russian and Belarusian ve-
hicles entering the EU (does not apply to the transportation
of medicines and medical products), and thorough customs
inspection on behalf the transit and exporting countries over
European and American shipments (the most significant is-
sues concern dual-use goods) — all of the above had a signifi-
cant impact on the timing and overall ability to deliver medi-
cal and other goods to/from Russia. Obviously, the customs
authorities were not ready for such changes.

Thus, pharmaceutical companies and producers of medical de-
vices have faced unprecedented challenges, although to a lesser
extent compared to other foreign trade participants, such as re-
tail, auto, and other manufacturing sectors. As a result, the need

to promptly and effectively adapt to the new reality has arisen.

Companies that want to stay in Russia are forced to build
new supply chains and look for new counterparties — suppli-

ersand buyers, freight forwarders and carriers, new insurance
companies, and banks. Moreover, they have to reconsider
the terms of delivery, payment, and contractual structures in
general.

In order to establish supply chains, businesses are actively
looking for other ways to deliver goods to Russia. For example,
many companies have already switched (some of them are
currently being switched) to supplying goods through foreign
procurement companies (FPC). The countries that are mostly
used forthe FPC now are Turkey, the UAE, Hong Kong, Uzbek-

istan, Kazakhstan, and Armenia.

Some companies build exclusively contractual relationships
with one or more FPCs (as part of a single supply chain) and
directly deliver foreign goods to Russia that come from a for-
eign supplier. Other companies build such a supply structure
thatimplies the physical transportation of goods through the
jurisdictions of the FPCs. These third-party countries act as
transit/transshipment states.

When planning the supply structure of medicines and medi-
cal devices through FPC, itis necessary to analyze whetherit is
required to obtain permissive documents in the FPC country
for purchase/sale of medicines and medical goods, their trans-
portation, storage, crossing borders and other.
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Also from the customs perspective, it is important to pay at-

tention to the specifics of foreign trade contracts and com-
mercial documents: especially, the provisions on the seller/
buyer, shipper/consignee, terms of delivery, transfer of owner-
ship, etc.

Another important practical aspect is organizing the pro-
cess of transferring to the carrier commercial and shipping
documents referring to the contract between the FPC and
the Russian buyer. It is also important to inform the customs
representative (broker) regarding what set of documents
has to be submitted to the Russian customs while customs
clearance.

When delivering goods to a new counterparty (or receiv-
ing from them), it is worth analyzing, inter alia, the following
risks: customs inspections by Russian customs authorities, the
recognition of the Russian importer and the FPC as related
companies, etc.

When managing deliveries of medicines, medical and other
goods through FPCs located in other EAEU states (e.g. the
Republic of Kazakhstan, the Republic of Armenia, and the Re-
public of Belarus), you must know who has the right toactas a

COMPANIES THAT WANT TO STAY
IN RUSSIA ARE FORCED TO BUILD
NEW SUPPLY CHAINS AND LOOK
FOR NEW COUNTERPARTIES —
SUPPLIERS AND BUYERS, FREIGHT
FORWARDERS AND CARRIERS,
NEW INSURANCE COMPANIES,
AND BANKS.

declarant of goods imported into Russia. Customs law allows a
Russianimporter to act as a declarant of goods if the goods are
moved across the EAEU customs borderand are not subject to
a transaction with a foreign person (i.e. by a contract between
Russia and Kazakhstan). However in this case, the Russian le-
gal entity must have the right to possess, use or dispose of the
goods, which usually means that the Russian legal entity must

AEBRUS.RU
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obtain the right of ownership for goods before their crossing
the EAEU customs border.

Itis necessary to clearly formulate the provisions of the supply
contract between (1) the foreign supplier and the EAEU FPC
and (2) the EAEU FPC and the declarant in Russia regarding
the transfer of ownership and terms of supply. In these cases,
we recommend stating in supply contracts that the goods are
considered as foreign for customs purposes.

In any case, it is not common practice for customs authori-
ties to declare goods moved across the EEU customs border
as part of a transaction between two entities of EAEU mem-
ber states. We cannot rule out that the customs authorities of
the Russian Federation will have more questions for you than
usual. Therefore, we always recommend companies to de-
velop a legal position in advance and get clarifications from
the superior customs authorities. In our practice, the customs
authorities of various EAEU countries have usually confirmed
that the declarant’s right could be exercised in the analyzed
supply structure.

When devising possible import models that involve the physi-
cal delivery of goods through the jurisdictions of the FPC, it is
necessary to take into account not only the specifics of com-
mercial paperwork but also the requirements of customs laws
in foreign countries, in particular:

- general requirements for customs clearance of goods in for-
eign jurisdictions for both import and export;

- the need to obtain permits (the analysis of this aspect is es-
pecially relevant for the supply of medicines and medical
goods);

- analysis of the necessity of registration of an FPC for cus-
toms purposes;

- ability of an FPC to act as a declarant;

- most effective customs procedures;

.

obligation to make customs payments.

However, it is important to understand that in the current
situation there is no standard/basic solution for building un-
interrupted delivery of goods to the Russian Federation. It
is necessary to take into account the jurisdiction of foreign
counterparties and their requirements/concerns, the country
of shipment, type and value of goods, transportation/storage
conditions, delivery terms, type of transport, and other factors.

By now, there are already statistics on trade with the most com-
mon jurisdictions, through which the bulk of goods are shipped,
primarily from Western countries. For example, trade turnover

between Russia and Turkey shows a significant increase com-
pared with the previous year. In June 2022, trade turnover be-
tween the two countries reached its highest level in at least 12
years. According to the Turkish Statistical Institute, imports and
exportsincreased by more than 75% compared to the same pe-
riod in 2021. Obviously, the export growth from Turkey was not
achieved only at the expense of goods of Turkish origin. Turkey
has become a major hub for goods from all over the world.

Russia’s trade turnover with Armenia also reached record
levels for the first six months of 2022 and, according to the

Russian Prime Minister, increased by 42% compared to last year.

Today we are witnessing businesses not only restructuring
their supply chains but also searching for new suppliers and
markets. In terms of logistics and due to the current restric-
tions, primarily on the part of European and U.S. counterpar-
ties, the Asian countries are given a higher priority. Despite the
fact that a number of states, such as South Korea, Japan, Aus-
tralia, New Zealand and Singapore have imposed sanctions
against Russia, our trade activity has not ceased completely.
There is still room to strengthen trade and customs relations

in the future on the list of goods that are not under sanctions.

Furthermore, there are Free Trade Agreements (hereinafter —
FTA). at the level of the EAEU with Vietnam, which allows
the import of Vietnamese goods into the EAEU and EAEU
goods into Vietnam with reduced or zero rates of customs du-
ties. The agreement on an FTA between the EAEU and Iran is
temporary, the agreement on an FTA between the EAEU and
Singapore has not yet entered into force. This year, the EAEU
stepped up negotiations on the FTA. For example, FTAs are
currently being negotiated with the UAE, Egypt, Indonesia,
Israel, India, Turkey, and South Korea. We do not rule out the
possibility of new initiatives in the near future. At the end of
August, the head of the Ministry for the Development of the
Russian Far East said that he would offer China to create a free
trade zone on Bolshoi Ussuriysky Island.

The new reality in foreign trade does bring losses. However, it
also presents the opportunity to adopt and implement fun-
damentally new ideas. Therefore, foreign trade participants
should follow the changes in legislation and law enforcement
practice, as well as be informed about available measures to
support business. It is also worth remembering that building
new supply chains is a complex process and requires analysis
not only in terms of customs of the Russian Federation and
foreign jurisdictions involved in the supply, but also in terms of
tax, currency, legal, and operational aspects.
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BUJIBrEJibMUHA LUABLUMHA

MapTHep, PykoBoauTenb rpynnbl TaMOXEHHOTO peryiMpoBaHms
1 MexayHapognHou Toproenv b1 (paHee — EY), MNpencenatens

KomuTeTa AEB no TaMoxxHe 1 TpaHcnopTy

ANEKCAHAPATOPOXOBA

MeHepxep, [pynna TaMoXXeHHOro
perynupoBaHua 1 MexxayHapoaHon Toproenu b1
(paHee —EY)

M3MEHEHMUE LEMEW

NMOCTABOK

CobbiTua koHua deBpana 2022 roga okasanu 3HauUTeNbHOE BIMSIHWE Ha BHELLUHE3KOHOMUYECKYIO AeATeNbHOCTL (Aanee — «B3/»)

KOMMaHui ¢dapMaLeBTUYECKOM U MEAULMHCKOM, a Takke WHbIX oTpacnen B P®. B uyacTHOCTW, KOMMaHUW, NpeacTaensowme

PapMaLeBTUHECKYIO MHAYCTPUIO U MPOU3BOAUTENEN MEAULIMHCKUX U3LENUIN, CTONKHYJIUCh C MPEnsaTCTBUSMU MPU MocTaBKax Kak

roToBOM ApoAyKUMU, Tak U Cbipbs, MaTepUuaszioB M KOMMJIEKTYIOLWKUX ANFA MPOU3BOACTBa JiIeKapCTBEeHHbIX npenapaToB U MEOULIMHCKUX

M3aenun Ha TepputTopun Poccuun. Takasa CUTyauusa BO3HUKI1a HECMOTPA Ha TO, YTO TOBapbl MNOCTaBNIAOTCA B 'YMaHUTapPHbIX Lenax U,

cornacHo NpuUHATOMY noaxoay, BbiBeaAeHbl U3-nopa CaHKLl,VIDI.

MHormne KoMnaHum U3 Lpyrux CEKTOPOB 3KOHOMUKM MOSTHO-
CTbIO MSIN YaCTUYHO NMPUOCTAHOBUIN MMMOPT U SKCMOPT TOBa-
poB B/13 PO®. MpurocTaHoBKa UMMopTa CBA3aHa Npexae BCero
C CaHKLMOHHbBIMU OrpaHNYEeHUIMN MHOCTPaHHbIX FOCYAapCTB
W C NOTeHLUManbHbIMU penyTaLuMOHHbIMU PUCKaMN MHOCTPAaH-
HbIX KOHTpareHToB (HampuMep, MOCTaBLMKOB, MepeBO3Yn-
KOB); MPUOCTaHOBKa 3KCMOpTa — TakxKe C OTBETHbIMU MepaMu

(KOHTpPCaHKLMAMM) co cTopoHbl MpasutenbcTtea PO.

3aKpbiTWe BO3AYLUHOMO MPOCTPaHCTBA, 3aMpeT Bbesaa poc-
CUICKOro n benopycckoro aBToTpaHcnopTa B EC (ogHako Ta-
KoM 3anpeT He pacnpocTpaHsaeTcs Ha NepeBo3Ky papMaLieB-
TUYECKOM NPOAYKLMU N MEANLIMHCKUX TOBAPOB), TLATENbHbIN
KOHTPOJTb TaMOXEHHbIX OPraHOB CTpaH TpaH3WUTa U aKcrnopTa
3a eBPOMEeNCKNUMU N aMepUKaHCKMMU oTnpaBkaMu (6osblue
BCero npobsieM KacaeTcs TOBapOB ABOMHOMO HasHayYeHus) —
BCE 3TO OKa3asio 3HaUYUTENbHOE BIIUSIHNE Ha CPOKM U B LLENTOM
Ha BO3MOXHOCTb [OCTaBKW MEAULIMHCKMX U UHbIX TOBapOB B/
13 P®. O4eBMAHO, YTO TAMOXKEHHbIE CIy>XObl OKa3anncb He ro-

TOBbl K TAKUM N3MEHEHUNAM.

Taknm obpasoM, papMaLleBTUYECKNE KOMMaHUW 1 MPOU3BOAN-
TeNU MeOULMHCKNX U3AENMNIN CTOSKHYJIMCb XOTb M B MEHbLUEN
cTeneHu (Mo cpaBHEHMUIO C MHbIMK yYacTHUKamu B/, Hanpu-

Mep, B chepe puTelna, aBTOMOBUIBHOW WUHAYCTPUU U UHbIX

NMPOU3BOACTBEHHbIX CEKTOPOB), OAHaKO C HecrnpeLeneHTHOM
CcUTyaLMel U, Kak pesynbTaT, C HeOBXOAMMOCTbIO MaKCUMasibHO

BbICTPO M 3DPEKTUBHO afanTUPOBaTbCA K HOBOW PeasibHOCTM.

KoMnaHuu, KOTOpPbIE 3anHTepeCcoBaHbl B MPOOAO/DKEHUN OeA-

TenbHocTn B PO, BbIHY>XAeHbl BbICTpanBaTb HOBble LLerno4YKu

PAPMALIEBTUMECKUE
KOMNAHUM U TNPOUN3BOAUTEIIU
MEOULUMUHCKUX USOENTUNA
CTOJIKHYJIUCb C
BECMNPELEAEHTHOU

CUTYALIMEW U, KAK PE3Y/IbTAT,
CHEOBXOAUMOCTbIO
MAKCUMAJIbHO BbICTPO U
OPEKTUBHO AAANMTUPOBATbLCHA
K HOBOW PEAJIbHOCTMW.
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OAHU KOMIMAHUU BbICTPAUBAIOT
NMCKITIOUYUTEJIbHO KOHTPAKTHbIE
B3SAMUMOOTHOLUEHUA C

OAHOW UNTN HECKOJIbKUMM
MHOCTPAHHbIMU 3AKYNMOYHbIMU
KOMMNAHUAMMU, NMPU S3TOM
NMOCTABJIAIOT TOBAP

HAMPAMYIO OT UHOCTPAHHOIO
MOCTABLUUKA.

MOCTaBOK; MCKaTb HOBbIX KOHTPAreHToB — NMOCTaBLMKOB U MNO-
KynaTenelZ, SKCNeamnTopoB U NepeBO3YNKOB, HOBbIE CTpPaxo-
Bble KOMIMaHUN 1 6aHKVI; nepecMaTpmBaTb yC/1OBUA MOCTaBKK,

onnaTtbl N AOrOBOPHbIE CTPYKTYPbI B LLEJTOM.

B uenax HanaxxnBaHWa LLeno4Yek NOCTaBOK BU3HEC aKTUBHO

MLLLeT MHble NyTW focTaBku ToBapos B PO. Hanpumep, MHorve
KOMMaHMK y>xe nepeLunn (HekoTopble elle B npoLiecce nepe-
XOAa) Ha MOCTaBKy TOBapOB Yepes3 MHOCTPaHHbIE 3aKyMOYHble
koMnaHuu (nanee — «M3K»). Hanbonee npuenekatenbHbiMU
lopUCanKUMAMU ANnda noncka/cospanua M3K asnatotca Typ-

uma, OA3, NoHKoHT, Y36ekucTaH, KazaxctaH, ApMeHus.

OfHM KOMMaHWK BbICTPaUBatoT UCKITIOUNMTENIbHO KOHTPAKTHbIEe
B3aMMOOTHOLIEHUA C ofHOM unu Heckonbkumn N3K (B pam-
Kax eAMHOW LIeNnoYKM NOCTaBKM), MY 3TOM NOCTaBNSIOT TOBap
HanpsiMylo OT MHOCTPaHHOIO MOCTaBLUMKA; APYIMe KOMMaHUN
pa3pabaTbiBaloOT CTPYKTYPY MOCTaBKM, B PaMKax KOTOPOW TO-
Bap GM3NYECKM TaKkxKe creayeT Yepes oPUCAUKLNM, B KOTOPbIX
pacnonoxeHbl MI3K. To ecTb Takue TpeTbW CTpaHbl BbICTyMNatoT

rocyfapcTBamMu TpaH3uTa/nepeBanku rpysa.

Mpwn nnaHvpoBaHWUKM CTPYKTYpbl MOCTaBkM dapMaLeBTnde-
CKOW MPOAYKLMU U MeguLMHCKUX unenun yepes M3K ¢ Ta-
MOXEHHOW U PEerynaTOPHOM TOYEK 3PEHMUS, Ba)KHO Mnpexae

BCero npoaHanmanpoBaTb HeO6XOD,MMOCTb nonyvyeHmnsa pas-

30

BUSINESS QUARTERLY
Autumn/oceHb 2022



BUNbreJibMMUHA LWABLWMHA ANEKCAHAOPA TrOPOXOBA

peLnTenbHOM AOKYMeHTauMu (ILEH3MM U MP.) B rocynapcTee
MN3K Ha nokynky/npopaxy dapMaLeBTUYeckom NPOayKLMU U
MeLULMHCKMUX TOBapOB, NMepeBO3Ky, XpaHeHue, nepeceyeHme

TaMOXXEHHbIX FPaHuL, 1 peannsaLmio NPoYnX GYyHKLNUN.

TakoKe c TaMOXXEHHOW TOUKM 3pEeHUs, HeOOXOAMMO YAENUTb BHU-
MaHue 0cobeHHOCTAM 0POPMIEHNS BHELLHETOPrOBbIX OrOBO-
POB 1 KOMMEPYECKMX LOKYMEHTOB, B YaCTHOCTU MONOXKEHWUAM O
npopasLe/nokynaTene, rpy3ooTnpasuTene/rpysononyyartene,

YCNOBUAM MNOCTaBKU, Nepexony rnpasa COBCTBEHHOCTU U np.

KpoMe Toro, BaXKHbIM MpakTUYeCKMM acrneKkToM ABffeTcs op-
raHusaLms npouecca nepepayr nepeBo3yYnKy KOMMEPUYECKMX
M TOBapOCOMPOBOAUTENbHbIX JOKYMEHTOB B paMKkax 4oroeopa
Mexay V3K n poccnicknm nokynateneM. Takxe HYy>KHO YeTKO
MOHMMaTb U MPOUHCTPYKTUPOBaTb TaMOXXEHHbIX MpeAcTaBuTe-
neu (bpokepoB) KOMMaHUM O KOMMIEKTE JOKYMEHTOB, Ha OCHO-
BaHUM KOTOPbIX ByAeT OCyLLeCTBNATLCA TaMOXXeHHOe 0bopM-

neHwe ToBapos B PO.

YyuTbiBas MoCTaBKy TOBapOB OT HOBOIO KOHTpareHTa, CTOUT
npoaHanM3npoBaTb BEPOATHOCTb MOBbILEHWS YPOBHS pUcCKa
POCCUNCKOM KOMMaHWK, Kak yyacTHuka B3/, puckun npose-
AeHUa NPOBEPOYHbIX MEPOMPUATUIN CO CTOPOHbBI POCCUMNCKMX
TaMOXXEHHbIX OpraHoOB; PUCKM 1 MOCNEACTBUA MPU3HAHNSA KOM-

naHuu n M3K B3anMo3aBUCUMbIMU KOMMAAHUAMU U MP.

B paMkax cTpyKTypupoBaHWa MocTaBoK dapMaLeBTUYECKON
NPOAYKLIMM, MEAMLMHCKUX U MHbIX ToBapoB Yepes N3K, pacno-
JIOXEHHBIX B MHbIX rocyaapcteax EASC (HanpuMmep, Pecrybnnka
KasaxcTaH, Pecnybnuka Apmenus, Pecnybnnka Benapycs), cto-
WT yOenuUTb BHUMaHWe BOMPOCY BO3MOXXHOCTU BbICTyMaTb Aeka-
paHTOM ToBapoB rnpwu BBO3e B PD. TaMoxeHHOe 3akoHozaTesb-
CTBO B LIEJ/IOM MO3BOSIAET POCCUMNCKOMY MMMOPTEPY BbICTYyMNaTb
B Ka4yecTBe [ieK/apaHTa TOBapOB, eC/i1 TOBapbl NepeMelLLatoTcs
Yyepes TaMoXXeHHYto rpaHuLy EASC He B paMkax cesnku ¢ MHO-
CTPaHHbIM JIMLUOM (T.e, HarmpuMMep, Ha OCHOBaHWW KOHTPaKTa
Mexay P® n KasaxctaHoM). OgHako B TakoM Crlydae poCCUMCKOoe
lopUanYeckoe NINLO JOMHKHO MMETb NPaBO BAAEHWS, MOMb30-
BaHWA W1 (MNW) pPacropsXKeHNs ToBapaMu, YTO KOHCepBaTUBHO
Ha MpaKTVKe O3HavaeT, YTO POCCUMCKOe opuaMYeckoe Lo
[LOSHKHO MOMYYNTb MPaBoO CO6CTBEHHOCTW Ha BBO3MMbIN TOBap A0

nepeceyeHns TaMoXKeHHoM rpaHnLbl EASC.

TakuM 06pa3oM, HEOBXOAMMO YeTKO CHOPMYTMPOBaThL MOSO-
XKEHUA [OroBopa MoCTaBKM Mexay i) MHOCTPaHHbIM MocTaB-
wmkom u 3K B EASC; i) M3K B EASC 1 peknapaHTom B PO

B YacCTu nepexoda npasa COBCTBEHHOCTU U yCJ'IOBMl;I MOCTaBKMU.

Takxke B Takux cnlydadx Mbl BCerga pekomMeHayeMm OOMNOoNHU-
TeNlbHO YyKa3blBaTb B OroBopax NMoCTaBkKK, YTO TOBap 6y1:|,eT

MMeTb CTaTyC MHOCTPAHHOIO ToBapa OJid TaMOXXEeHHbIX uenen.

B ntoboM crnyyae CTOUT OTMETUTb, UTO AeknapupoBaHue To-
BapoOB, NMepeMeLlaeMbix Yyepes TaMoxXeHHyto rpaHuly EASC
B paMKax CAeNKM Mexay ABYMS N1uaMu rocyfapcTB-UeHoB
EASC, He aBngeTca pacnpocTpaHeHHOW NPaKTUKOW Afid Ta-
MOXEHHbIX OpraHoB. Mbl HE MOXeM UCKJoYaTb puUcka Ao-
MOJSTHUTESIbHbIX BOMPOCOB CO CTOPOHbI TaMOXEHHbIX OPraHoB
P®, B cBA3K c yeM Bcerga pekoMeHAyeM KOMMaHUsaM 3apa-
Hee NoAroToBUTb MPaBOBYO MO3ULMIO W MOSYYNUTb afpecHble
pPa3sbsiCHEHMS OT BbILLECTOSALLMX TaMOXEHHbIX opraHoBs. B Ha-
el NpaKTMKe TaMOXEHHble opraHbl pa3nnyHbix cTpaH EASC
06bIYHO MOATBEPXKAANIM BO3MOXHOCTb peannsaLmmn npasa ae-

KnapaHTa B aHalIM3MpyeMOom CTPYKType NoCTaBoOK.

[Mpn paspaboTke BO3MOXHbIX MoAesen MMMnopTa, KOTopble
npeanonaratoT GMU3NYECKyo MOCTaBKy TOBApPOB Yepes topuc-
avkummn M3K, HeobxoamnMo NpuHUMaTh BO BHUMaHWe He Tomb-
KO NMpakTnyeckmne ocobeHHOCTN 0POPMIEHUS KOMMEPYECKMNX
LLOKYMEHTOB, HO 1 TpeboBaHUA TaMOXXEHHOTO 3aKOHOAATE b=

CTBa B TaKUX MHOCTPAHHbIX rOCyfapcCTBaXx, B YaCTHOCTU!

. obume TpeboBaHUA K TaMOXKEHHOMY 0DOPMIIEHUIO TOBApOB
B MHOCTPaHHbIX IOPUCAMKLMAX Kak Ha MMIMOPT, Tak U Ha 3KC-
nopT;

+ HEOBXOAMMOCTb MOMYYEHWUS PaspPeLUNTENIbHbIX AOKYMEHTOB
(aHanu3 paHHOro acrnekTa 0COBeHHO akTyaneH A MOCTaBKM
dapMaLLeBTUYECKOM MPOAYKLIMU U MEAULIMHCKUX TOBAPOB);

+ aHanus HeobxoammocTu peructpaumm N3K gna TaMoxeH-
HbIX Lilenen;

+ BO3MOXHOCTb MHOCTPaHHOW 3aKyNMoOYHOM KOMMaHUM BbICTY-
naTb AeKnapaHToM;

.+ Hanbonee apbeKTUBHbIE TAMOXKEHHbIE MPOLLEAYPbI;

. HeO6XOD,l/1MOCTb ynnaTtbl TAaMOXXEHHbIX niaTexemn.

BMecTe ¢ TeM BaXXHO MOHMMaTb, YTO B TEKYLLMX YCOBUAX He
CyLLLeCTBYeT CTaHAaPTHOro/6asncHOro peLlleHuns AN BbicTpa-
mBaHua 6ecrnepebonHon focTaBkn ToBapos B PP. Heobxo-
LAMMO YYUTbIBaTb IOPUCANKLMM MHOCTPAHHbIX KOHTPareHToB U
NX TpeboBaHMsa/onaceHus, CTpaHy OTrNpaBieHus, BUA TOBapa,
ero CTOMMOCTb, OCOBEHHOCTU TPaHCMOPTUPOBKM/XpaHeHUS,

YCIIOBWS MOCTaBKK, BU, TPaHCMOPTa U Npoyne pakTopbl.

Y>xe MOXXHO roBOpUTb O CTaTUCTUKE B TOProesJie C Hanbonee
pacnpocTpaHeHHbIMKM B HacTodllee BpeMa ropUCOnKUNAMU,

4Yyepes3 KOTOopble NOoCTaBNigeTCAd OCHOBHOM 06beM TOBapoOB,
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npe>xae BCero 13 3amnagHbix CTpaH. Tak, HarnpuMep, ToBapo-
obopoT Mexay Poccuen n Typuuneln oeMoOHCTpUpyeT cylye-
CTBEHHbIV POCT MO CPaBHEHUIO C NpeablayLLnM rogoM. B nioHe
2022 ropa ToBapoobopoT ABYX CTPaH AOCTUTN MaKCUMalbHbIX
3HaYeHMM Kak MMHUMYM 3a nocnegHue 12 net. CornacHo faH-
HbIM TypeLKOro MHCTUTYTa CTaTUCTUKWU, UMMOPT U 3KCHOPT
yBenuuuncs Ha 6onee yeM 75% no cpaBHEHUIO C aHaormny-
HbiM nepuopoM 2021 roga. OUeBUAHO, YTO POCT IKCropTa
13 Typumnmn JOCTUIHYT He TOJTbKO 3a CYET TOBapOB TYPELIKOro
npoucxoxaeHus. Typuns cTana KpyrnHbiM xaboM, Yepes KoTo-

pbIv MAYT 6oNblUME MOTOKM TOBaPOB CO BCEro MMpa.

ToBapoo6opoT PP ¢ ApMeHMen Takke AOCTUI PEKOPAHbIX
3HauyeHur no utoram 6 mecaues 2022 roga. o cnosam npe-
Mbep-MuHUCTpa P, oH yBennuunca Ha 42% no cpaBHeHWUIo C

npPoLWIOroAHNM nokasaTtesieM.

Takxxe CTOUT OTMETUTb, YTO CEroAHsA Mbl HAbMIOAAEM He TOSBKO ne-
PEeCTPYKTYpMPOBaHME LIeNoYeK NOCTaBOK, HO 1 MOUCK HOBbIX MO-
CTaBLLMKOB U PbIHKOB cHbiTa. C TOUKM 3pEHNS TOTUCTUKM 1 BBUAY
TEKYLLMX OrPaHUYEHNI, Mpexae BCero co CTOPOHbI €BPONENCKMX
N aMePUKaHCKNX KOHTPareHToB, CTPaHbl a31aTCKOro pernoHa Ha-
xoasTcs B bonee npruopmnTeTHOM MoNoXXeHUn. HecMoTps Ha To, 4To
pan rocynapcTs, Takux kak HOxHaa Kopes, AnoHusa, AscTpanvs,
HoBas 3enaHaus, CuHranyp BBenm caHkumm npotus Poccum, He
CTOWUT rOBOPUTb O TOM, UTO Mbl OKOHYaTESTbHO MOTEPSIN BO3MOXK-
HocTn B3ammopencteums. CyllecTByeT MOTeHUMan yKpenneHus
TOProBO-TaMOXEHHbIX OTHOLLEHWI B OyAyLL,EM MO TOM HOMEHKa-

Type TOBapOB, KOTOpad He nonaJsia nog orpaHnynTesibHble CINCKA.

HOBAS PEAJIbHOCTb BO BHELLUHEW
TOPIOBJ1IE O3HAYAET HE TOJIbKO
NMOTEPU, HO MU BO3MOXHOCTU
OnAa PEAJIM3ALLUA
MPUHUMMNUANBHO HOBbIX UAEMW,
B CBA3N C4YEM YYACTHUKAM

B34 HEOBXOAMMO CJIEANTD 3A
PA3BUTUEM 3AKOHOAATEJIbCTBA
U NPABOMNPUMEHUTEJIbHOU
NMPAKTUKMW.

He cTtouT 3abbiBaThb, UTO Ha ypoBHe EADC 3akntoyeHo corna-
LweHue o 30He cBoboaHoM Toproenu (nanee — «3CT») ¢ BoeT-
HaMOM, KOTOpOe MO3BONAEeT MMMOPTUPOBATb BbeTHaMCKMe
ToBapbl B EASC, a Takxe ToBapbl EASC BO BbeTHaM ¢ npu-
MEHEHMEM MOHWXXEHHbIX UMW HYNEBbLIX CTABOK TaMOXXEHHbIX
nowsnuH. Cornawenune o 3CT mexay EASC u VipaHoM nmeet
BPEeMeHHbIN xapakTep, cornaweHne o 3CT mMexay EASC n
CuHranypoM noka He BCTynuno B cuny. B tekywem rony EASC
akTuBuanposan neperosopsbl no 3CT. Tak, HanpuMep, B HAaCTO-
fllee BpeMsa BeAyTCsi MeperoBopbl O 3ak/IlOYEeHUN cornatle-
HuM o 3CT ¢ OA3, Eruntom, MHpoHesunen, Vzpaunem, VHon-
en, Typumen, OxHon Kopeel. He ncknioyaem B bnmxkaniiee
BPEMS pa3BUTUS HOBbIX MHULIMATKB. Tak, B KOHLLe aBrycra rna-
Ba MuHBOCTOKpPa3BuTua PP 3as8BKn, YTO NPEASIOKUT KUTa-
CKOW CTOPOHE co3AaTb 30HY CBOHOLHOW TOProB/IN Ha OCTPOBE

Bonbwon Yccypunckuin.

HoBas peanbHOCTb BO BHELWHEW TOProBfie O3HayaeT He
TONIbKO MOTEPU, HO U BO3MOXHOCTU ANIA peanu3aumnm npuH-
LUMMAManbHO HOBbIX MAEN, B CBA3M C YeM y4yacTHuMkam B3I
HeobXoAMMO CnefuTb 3a PasBUTMEM 3aKOHOLATesNbCTBa W
NpPaBoOMNPUMEHUTENbHOW MPAaKTUKK, a Takke 6biTb MPOUH-
bOpPMUPOBaHHBIMK O AOCTYMHbIX Mepax NoAaepXKu busHeca.
Take CTOUT MOMHUTb, YTO CTPYKTYPUPOBaHUE HOBbIX Lemno-
YeK MOCTaBOK ABMAETCA KOMMIEKCHbIM MPOLLeCCOM U TpebyeT
aHasnM3a He TOJNIbKO C TaMOXEeHHOM Touku 3peHuns PO un nHo-
CTPaHHbIX IOPUCAUKLMI, yYaCTBYIOLLMX B MOCTABKE, HO U C Ha-
JIOroBOW, Ba/ItOTHOM, OPUANYECKOM, a TakxKe onepaLoHHOM

TOYEeK 3peHUd.
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REGULATORY ENVIRONMENT
FORTHE DEVELOPMENT OF
ARTIFICIAL INTELLIGENCE

TECHNOLOGIES

To date, quite a few regulations addressing the development of artificial intelligence (“A/”) technologies have been adopted in

Russia, including in the field of healthcare.

The main body of such regulations is focused on the creation
of special legal regimes within which Al activities are subject
to special rules. Such a targeted approach makes it possible
to consider the specifics of a particular technology and refrain

from bringing untested concepts into common practice.

Below are the main legal mechanics that have been created as
part of the aforementioned approach and may be of interest to
the pharmaceutical, biotechnology and digital health industries.

EXPERIMENTAL LEGAL REGIMES

The main legal act on creating experimental legal regimes
(also known as “regulatory sandboxes”, “ELR") is the Federal
Law “On Experimental Legal Regimes in the Field of Digital
Innovations in the Russian Federation” No. 258-FZ of 31 July
2020 ("ELR Law").

Under the ELR Law, the legal norms which create barriers to
entry for new technology can be temporarily “turned off” within
a particular territory and in relation to particular persons, and re-
placed with alternative regulation. The legal norm(s) to be “turned
off” and the rules replacing it are proposed by the initiator of the

ELR which can be either a private entity or a government body.

As of today, the ELR can be established in ten areas, among
which are medical and pharmaceutical industries. In turn, Al
technologies are explicitly mentioned as a digital innovation
that can be putinto the ELR.

Thus, the ELR Law allows companies to develop and market
Al technologies and products based on them in a comfortable
regulatory environment. Among the applications already filed
for ELR in healthcare are, for instance, the use of Al in telemedi-

cine and health data processing in real world evidence studies.!

! The ELR register is available via the official website of Russian Ministry of Economic Development: https://www.economy.gov.ru/material/directions/
gosudarstvennoe_upravlenie/normativnoe_regulirovanie_cifrovoy_sredy/eksperimentalnye_pravovye_rezhimy/reestr_eksperimentalnyh_pravovyh_rezhimov/
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VSEVOLOD TYUPA IVAN ZARAISKIY

However, there are some hidden pitfalls in the ELR creation

process:

- The list of legal norms that can be “turned off” is limited by
the mechanics of companion laws? These laws determine
the legal norms that may not be applied within the ELR. It
means that the ELR will not work for a project if the legal
provision forming a barrieris not listed in the companion law.

- A prerequisite for the ELR establishment is passing the ap-
proval process in which the Ministry of Economic Develop-
ment and the federal executive body to whose authority
the planned ELR relates?® are involved. Within this process,
the mentioned authorities can render one of the following

AS OF TODAY, THE EXPERIMENTAL
LEGAL REGIMES CAN BE
ESTABLISHED IN TEN AREAS,
AMONG WHICH ARE MEDICAL
AND PHARMACEUTICAL
INDUSTRIES.

2 E.g. the Federal Law “"On Amending Particular Legislative Acts of the Russian Federation in Connection with the Adoption of the Federal Law “On Experi-
mental Legal Regimes in the Field of Digital Innovations in the Russian Federation” No. 331-FZ of 2 July 2021.

3 The ELR Law also provides for approval to be obtained from an organisation of the business community, by which is meant the ANO “Digital Economy”, but
its decision is not legally binding. In case of establishing the ELR on the territory of a particular subject of Russia, additional approval of the highest executive

body of such subject will be required.
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decisions: (i) the ELR is supported, (ii) the ELR is supported
with comments, (i) the ELR cannot be established.
Although formally the process of obtaining approvals
should take about four months, in practice the procedure
lasts much longer. For some ELR applications submitted
last summer, there is still no final decision. As of the time of
writing this article, no ELR in the healthcare field has been
established.

- The preparation of an ELR application requires significant
expert resources and close cooperation of technical and
legal teams. Otherwise, obtaining approvals comes with a
high probability of failure due to factors like, for example,

misidentification of the regulatory barrier to be “turned off”.

MOSCOW Al EXPERIMENT

Federal Law No. 123-FZ of 24 April 2020 established the ELR
in the Russian capital for the period from 1 July 2020 to 30
June 2025 (“Moscow Law”).

Both the Moscow Law and the ELR Law provide for the estab-
lishment of special regulation facilitating innovation and use

similar terminology.

THE MOSCOW EXPERIMENTAL
LEGAL REGIME HAS AN
IMPORTANT ADVANTAGE, NAMELY
THATIT IS RELATIVELY EASY TO
JOIN.TODO SO, ITISENOUGH TO
SEND AN APPLICATION TO THE
AUTHORISED AUTHORITY, WHICH
WILL BE EXAMINED WITHIN

30 DAYS.

At the same time, the concept laid down in the Moscow Law
follows a different logic. This federal law itself establishes
the ELR, participants of which can gain access to deper-
sonalised data sets (including health data) to develop and
bring Al technologies to the market. There is no figure of the
initiator of the ELR. Consequently, the opportunity to offer
the vision of alternative regulation within the ELR is not
provided.

However, the Moscow ELR has an important advantage,
namely that it is relatively easy to join. To do so, it is enough to
send an application to the authorised authority, which will be
examined within 30 days, and the applicant will be included

in a special register of ELR participants.

Moscow ELR provides fewer opportunities compared to the
ELR Law, but the simplicity of joining the experiment com-
pensates for this and makes the Moscow ELR interesting for
companies that are focused more on the development of Al
rather than the implementation.

INTERNATIONAL MEDICAL CLUSTER

A separate legal regime is established by the Federal Law “On
the International Medical Cluster and Amendments to Par-

4 Federal Law “On Conducting an Experiment on the Establishment of Special Regulation in Order to Create the Necessary Conditions for the Development and
Implementation of Artificial Intelligence Technologies in the Subject of the Russian Federation — the City of Federal Significance Moscow and Amendments
to Articles 6 and 10 of the Federal Law “On Personal Data” No. 123-FZ of 24 April 2020.
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ticular Legislative Acts of the Russian Federation” No.160-FZ
of 29 June 2015 (“IMC Law”). The international medical clus-
ter ("IMC”) regime applies to persons who have entered into
a special agreement with its management company and carry
out activities on its territory.

This law is aimed not so much at the development of Al in
healthcare as it is at stimulating the inflow of foreign medical
technology and knowledge to Russia in general. For example, it
provides for the support of cluster participants by the manage-
ment company, a facilitated procedure for hiring foreign spe-
cialists, etc.

However, the IMC regime also provides an important opportu-
nity for the introduction to Russia of Al technologies that are
already in use abroad. Such opportunity flows from the Arti-
cle 12 of the IMC Law, according to which authorisation docu-
ments for medical devices issued in OECD member states can
be recognised on the territory of IMC.

This makes possible the accelerated market launch of various
types of medical software with Al (qualified as medical devices
in Russia) without going through lengthy registration proce-
dures. Examples of such products are consumer apps based
on Al technologies with interpretation functions and medical
decision support systems (“MDSS”).

INDUSTRY EXPECTATIONS

The positive impact of the listed legal regimes is obvious. They
multiply the opportunities for the development and launch of

new technologies rather than limit them.

However, one of the major challenges facing the industry re-
mains unsolved, namely the access to depersonalised data
sets. The government already highlighted this problem as key
to the development of Al technologies in healthcare®.

A partial solution is the ELR established by the Moscow Law.
However, it is limited to the territory of Moscow, and the only
available source of data within it is the authorised authority.
In turn, within the framework of the ELR Law, none of the
initiators have offered a solution that is relevant to the entire
industry.

VSEVOLOD TYUPA IVAN ZARAISKIY

Itis now almost impossible for companies to legally obtain de-
personalised health data from private entities. E.g. a developer
of an MDSS would not be able to obtain the depersonalised
data set needed to train the MDSS, for instance, from a medi-
cal organisation because such data transfer would require the
written consent of each patient whose data had been deper-
sonalised.

Such difficulties stem from the provisions of the Federal Law
“On Personal Data” No. 152-FZ of 27 July 2006 (“Personal Data
Law”), by virtue of which depersonalised personal data still re-

mains personal.

On the one hand, it does not follow from the Personal Data Law
that data cannot in practice be depersonalised to the extent that
it will no longer be treated as personal because of its mismatch
with the legal definition of personal data®.

On the other hand, there are currently no regulations or
recommendations for a step algorithm that would allow the

industry to somehow “take off” the personal data regime

THE LAW IS AIMED NOT SO MUCH
AT THE DEVELOPMENT OF Al IN
HEALTHCARE BUT AT STIMULATING
THE INFLOW OF FOREIGN MEDICAL
TECHNOLOGY AND KNOWLEDGE
TO RUSSIA.

from the information and freely process it, including for
training Al.

The issuance of such a methodology or procedure, at least in
the form of a soft law, will greatly impact the development of
the Al industry. The processes of developing (training) Al, as
well as collecting and analysing data sets using Al, will become

more transparent.

5 The Concept of the Development of Regulation of Relations in the Field of Artificial Intelligence and Robotics Technology until 2024, approved by Russian

Government Decree No. 2129-p of 19 August 2020.

6 I.e. the information will no longer refer directly or indirectly to a particular or identifiable individual.
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BCEBOJNIOA, L
3APAUCKUM

TIONA

KOpucT mpakTukm
dapMaLeBTUKN K
3ApaBOOXPaHEHMUs
SEAMLESS Legal

CoBeTHUK, rnaBa
npakTvkK bapMaLeBTUKK
1 34paBOOXPaHEHMS
SEAMLESS Legal

HOPMATUBHAA CPEOA
PASBUTUA TEXHOJTIOIUA
UCKYCCTBEHHOIO

UHTEJIJIEKTA

Ha CeFOD,HﬂLUHVIVI A€Hb B Poccumn NMPUHATO AOCTaTOYHO MHOIro HOPMAaTUBHbLIX aKTOB, 3aTparMBaroWMX BOMPOCblI pa3BUTUA

WCKYCCTBEHHOIO UHTeNNeKTa (ganee — «MU>»), B ToM uncne B chbepe 3gpaBooxpaHeHus.

OCHOBHOM MacCKB TakKoro perysiMpoBaHUA CoCpenoToYeH
Ha co3aaHMM 0CObbIX MPAaBOBbIX PEXMMOB, B paMKax KOTOPbIX
aedatenbHocTb B codepe M nogumnHaeTca cneumanbHbIM npa-
BUMaM. TakoW TOYEUHbI MOAXOL MO3BOMISET OLHOBPEMEHHO
YyUnTbIBaTb CneLmdUKy TEXHONOTUI 1 He AenaTb Heomnpobo-

BaHHblE KOHCTPYKLMKN BCeObLLEN NPakTUKOMN.

Huxe onmncaHbl OCHOBHblE MPaBOBble MexaHW3Mbl, KOTOpble
ObInn co3faHbl B paMKax Takoro noaxofa W MoryT npeacTas-
NATb MHTEpecC AN YYaCTHUKOB MHAYCTPUK dapMaLeBTuKY,

BMOTEXHONMOTUI U LMPPOBOro 34paBOOXPaHEHMS.
SKCNEPUMEHTAJIbHbIE MPABOBbBIE PEXXUMbI

[MaBHbIM HOPMaTMBHO-MPaBOBbIM akKTOM B chepe co3faHns
9KCMEePUMEHTalIbHbIX MPaBOBbIX PEXUMOB (OHM Xe «peryns-
TOpPHble MecoYHULbI», fanee — «3[1P») aBnaetca Penepanb-
HbI 3akoH «O6 aKCnepuMeHTasbHbIX MPaBOBbIX PeXMMax
B chepe umdposbix MHHOBauUumM B Poccumnckon depepa-
umm» Ne 258-®3 o1 31 nions 2020 ropa (panee — «3akoH 06
3r1P»).

3akoH 06 ITP no3sonseT BpeMeHHO «OTKITIOUYNTbY» Ha onpeae-
JIEHHOW TEPPUTOPUN U B OTHOLLEHUN KOHKPETHBIX JINL, HOPMbI,
cospatoLme Gapbepbl A1 3anycka TEXHOMOMMK, U 3aMEHUTb UX
anbTepHaTUBHBIM perynupoBaHuneM. Nognexalume «oTkove-
HUIO» HOPMbI 1 3aMeLLatoLLne UX NpaBuia npeanaraTcs HWU-
umatopom IMP. MocnegHUM MOXeT BbICTyMaTb Kak YacCTHbIN

CyObeKT, Tak M FOCYAaPCTBEHHbIN OpraH.

Ha paHHbI MOMeHT gonyckaeTca yctaHoBneHue SMP no pe-
CATW HanpaBNeHUsaM, CPeau KOTOPbIX eCTb MefuLUunHa u dap-
MaueBTuKka. TexHonorum MW npsMo oTMeuyeHbl B kauyecTBe
LMPOBOM MHHOBALLMU, Ha peann3aLmio KOTOPOU MOXET BbiTb

HanpasneH JT1P.

Taknm 06pa3oM, 3akoH 06 DIP nossongeT KOMNaHWAM paspa-
6aTblBaTb M BbIBOAUTb Ha PbIHOK TexHonormum M n npoaykumio
Ha UX OCHoBe B KOMDOPTHOW HopMaTUBHOM cpefe. Cpeau yxe
nofdaHHbIx 3aaBok Ha MNP B cdepe 3npaBoOXpaHEHUs ecTb,
HanpuMep, ucnonbsosaHue N B TenemegunumHe n obpabotke
LaHHbIX O 300POBbE MPU NPOBEAEHUN UCCTIeLOBaHUN PYTUH-

HOW KITMHMYECKOW MPaKTUKM'.

1 Peectp 2IMP gocTyneH Ha oduumanbHOM caiiTe MUHUCTEPCTBA 3KOHOMUYECKOrO pa3BuTvst Poccum Mo cobike:  https://www.economy.gov.ru/material/directions/
gosudarstvennoe_upravlenie/normativnoe_regulirovanie_cifrovoy_sredy/eksperimentalnye_pravovye_rezhimy/reestr_eksperimentalnyh_pravovyh_rezhimov/
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BCEBOJIOA TIONA WBAH 3APAUCKUMU

OpHako B npouecce yctaHosneHus OIP ecTb nogsofHble —-(. p

KaMHU: L

. lMepeyeHb HOPM, MOAOAIOLLUXCS «OTKITIOYEHUIO», OrPaHUYeH
MOCPEACTBOM MEXaHWKM 3aKOHOB-CMyTHUKOBZ DTW 3aKo-
Hbl onpenenaloT MpaBoBble HOPMbI, KOTOPbIE AOMyckaeTcs
He NpuMeHaTb B paMkax DIP. 910 o3HauaeT, UTO MexaHu3M
OlP He noponpeT AnS MHHOBALMOHHOIO MPOEKTa, ecrv
npensaTcTBytoLAs ero peanusalmm HopMa He BoLMa B 3a-
KOH-CMYTHMK.

- Mpepnocbinkon gnga yctaHoneHusa SMP aBnaeTtca ero ofo-

6peHre MUHUCTEPCTBOM 3KOHOMUYECKOro pa3suTus Poc-
cumn n depepanbHbIM OPraHOM UCMONHUTENbHOM BNacTy, B
BeAEHMEe KOTOPOro BXOAMT HarmpasfieHWe MiaHupyeMoro
DMP3. CornacoBaHue odopMageTca 3akodeHneM (a) o
nopnepxke IMP, (6) o nogaepxke ISP npu yyeTe 3aMeva-
HWR, (B) O HEBO3MOXHOCTW ycTaHoBeHWs SIP.
XoTs dopManbHO MPOoLLECC NOsyYeHNs COrlacoBaHUM JOMKEH
3aHMMaTb OKOJIO YeTbIpex MecsLEeB, Ha MpakTuKe npoleaypa
cunbHo 3aTarnBaeTcs. [1o HeKOTOPbIM 3asiBKaM, MOAaHHbIM elle
JIETOM MPOLLIOro rofda, A0 CUX MOop OTCYTCTBYeT dUHanbHoe
pelweHue. MNpn 3ToM B chepe 3apaBoOOXpaHEHNS Ha MOMEHT
HamnmcaHWa HacTosLLeN cTaTbl HU oamH TP He ycTaHOBEeH.

. lMoprotoBka 3asBkK Ha ycTaHoBneHue S1P TpebyeT 3Hauu-
TesbHbIX 3KCMEPTHbIX PECYPCOB 1 TECHOMO B3aUMOAENCTBUS
TEXHNYECKOW 1 topuanyeckom koMaHa. MiHaye Bennka sepo-

ATHOCTb He I'IpO;ITM cornacoBaHue, HanpuMep no npuynHe

HeMpaBUbHON MAEHTUbUKALUK HOPMaTUBHOMO Gapbepa,

nognexxallero «OTKJTIOYEeHUIO».

N 3AKOH MOCKBDbI, K 3BAKOH Ob
SKCMNEPUMEHTAJIbHbIX TTPABOBDIX

9KCNEPUMEHT B COEPE M B MOCKBE

®depepanbHbiM 3akoHOM Ne 123-D3 o1 24 anpens 2020 roga* PEXXUMAX I'IPELI,YCMATPVIBAI'OT

ycTaHoBneH SlP Ha TeppuTopun pOCCUNCKOM CTONMULbI Ha YCTAHOBJIEHUE CIN ELIMAJ'leOI'O

::::;35;:):221)2'020 ropa no 30 uioHs 2025 ropa (nanee — PEFY/INPOBAH Mﬂ'
CNOCOBCTBYIOLWIEIO

M 3akoH MockBbl, 1 3akoH 06 SP npepycMaTpuBatoT ycTaHOB- PA3BUTUIO MHHOBAU‘M ﬁ.

NeHne crneunanbHOro perynnpoBaHusd, CI'IOCO6CTByIOLLLeFO pa3-

BUTUIO MHHOBALLMI, @ TaKkKe UCMNOJIb3YIOT CXOXYHO TePMUHOSTOTULO.

2 CM., Hanpumep: ®eaepanbHbli 3akKoH «O BHECEHUM U3MEHEHWI B OTAENbHblE 3aKOHOAAaTEeNbHblE akThl Poccuiickol ®efepaumn B CBS3U C MPUHSTUEM
defepanbHOro 3akoHa «0O6 3KCnepuMeHTanbHbIX NMPaBOBbIX peXxuMax B cdepe uMdbpoBbiX MHHOBaUMIM B Poccuiickoi ®eaepaummn» N2 331-03 oT 2 uions
2021 ropa.

3 3akoH 06 2P Takxe npeaycMaTpyUBaET COrMlacoBaHUE C OpraHu3aumeii NpeanpuHUMaTeNbCKOro coobLLecTBa, noa KoTopoi noHumaercs AHO «Lndposas
3KOHOMMKA», HO ee pelleHne He sBnseTcs 6nokupyowmM. B cnydae yctaHoBneHust SMNP Ha TeppUTOPUMM KOHKPETHOro CybbekTa Poccuy A0NONHUTENBHO
noTpebyeTcs cornacoBaHue BbICLIErO OpraHa UCMOHUTENBHOW BMACTV Takoro cybbekTa.

4 ®epepanbHbIi 3aKoH «O NMPOBEAEHNM SKCMEPUMEHTA MO YCTAHOB/IEHWIO CrELManbHOr0 PErynMpoBaHnsl B LENSIX CO34aHusi HeobXoaUMbIX YCIIOBWIA Ans
pa3paboTku M BHELPEHWS| TEXHOMOMMIA UCKYCCTBEHHOrO WMHTennekTa B cybbekTe Poccuiickolt deaepaunn — ropoge deaepanbHOro 3HadeHus Mockse U
BHECEHWM U3MEHEHMI B CTaTby 6 1 10 GeaepanbHOro 3akoHa «O nepcoHanbHbIX AaHHbIx» N 123-13 ot 24 anpens 2020 roga.
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ana nPUCOEANHEHUNA

K3rpP B MOCKBE

OJOCTATOYHO HAMPABUTDb

B YMOTHOMOYEHHbIN OPTAH
3AABKY, KOTOPAA BYAET
PACCMOTPEHA B TEMEHUE

30 AHEN, N 3AIBUTENSI BKNTIOYAT
B CMELUMAJIbHbIU PEECTP
YYACTHUKOB 3rP.

B To >xe BpeMsa 3a510xeHHbIN B 3akoHe MOCKBbI MEXaHU3M MoA-

YMHAETCS COBEPLUEHHO MHOM norunke. [aHHbin defepasnbHbIn
3aKoH caM no cebe yctaHasnunsaeT II1P, B paMKax KOTOPOro
YYaCTHUKM MOTYT MOSYYUTb AOCTYMN K 06E3NIMYEHHbIM MacCu-
BaM AaHHbIX (B T. Y. AaHHbIM O COCTOSIHMM 30,0POBbS) AN pa3pa-
60TKM 1 BbIBOAA Ha pbIHOK TexHonoru M. 3gecb oTcyTcTByeT
durypa nHuumnatopa ISP u, kak cneacTemne, HET BO3MOXKHOCTU
NPeaIoXnUTb COBCTBEHHOE BUAEHWNE PETYIMPOBaHUSA B paMKax
KCMepUMeHTa.

OpHako y MockoBckoro MNP ecTb BakHOe NMpenMyLLecTBo,
Bblparkatolleecss B OTHOCUTESIbHOW MPOCTOTE BXOXAEHWUS B
Hero. Ana npucoennHenus k MNP B MockBe LOCTaTOYHO Ha-
NMpaBuUTb B YNOJIHOMOYEHHbIV OpraH 3asdBKy, KoTopas byneT
paccMoTpeHa B TedyeHune 30 OHeN, U 3agBUTENa BKIOYaT B

cneuuanbHbI peecTp ydacTHukos II1P.

40

BUSINESS QUARTERLY
Autumn/oceHb 2022



Takas NpPOCTOTa BXOXAEHUSA B DKCMEPUMEHT BO MHOIOM KOM-
NMeHcUpyeT OTCYTCTBUE CMEKTpa BO3MOXHOCTEN, NpefocTaB-
naembix 3akoHoM 06 IIP, n gpenaet MockoBckuit MNP nHTe-
PEeCHbIM A1 KOMMaHWIM, KOTOPble COCPeaoTOUYEHbI HE CTONBbKO

Ha BHeLPEeHUMN, CKOJbKO Ha paspaboTke NW.
MEXXAYHAPOAHbIN MEAULIMHCKUM KNTACTEP

OTRenbHbI NpaBoOBOM pexuMycTaHosneH PefepanbHbIM3ako-
HOoM «O MexayHapOAHOM MeULMHCKOM KJlacTepe U BHECEHUM
M3MEHEeHUN B OTAEbHble 3aKoHOoAaTe bHble akTbl POCCUMCKOM
®Depepaumm» Ne 160-O3 ot 29 mioHa 2015 ropa (nanee —
«3akoH 0 MMK>»). PexxuMm MexayHapoAHOro MeauLMHCKOro
knacTepa (nanee — «MMK>») pacnpocTpaHaeTcs Ha NnL, 3aK/Tto-
UYMBLLUMX CreLmanbHoe CornalleHmne ¢ ero yrnpasnsaoLen KoM=

naHuem n OCyLLeCTBNAOWMX AeATESIbHOCTb Ha ero TeppuUTOopUNn.

[aHHbIN 3aKOH HamnpaBsrieH He CToMbKo Ha passutne NI B 3gpa-
BOOXPaHeHMK, CKOJbKO Ha CTUMYIMPOBaHWe npuToka B Poccuio
MHOCTPaHHBIX TEXHOMOTUI Y 3HaHWI B chepe MeamLMHbI B LIENOM.
HanpuMmep, oH npegycMaTpuBaeT NOAAEPXKKY YYaCTHUKOB Kila-
CTepa CO CTOPOHbI YNpaBnAtoLLein KOMNaHnuy, 0bieryeHHbIn no-

PAOOK YCTPOMCTBa Ha paboTy MHOCTPaHHbIX CNeLManMcToB U T. M.

OpHako pexxrm MMK npefocTtaBnseT v BaXKHY BO3MOXXHOCTb
ons BHeppeHusa B Poccun papa texHonorun VN, kotopble yxe
npuMeHaoTea 3a pybexoM. OHa OocHOBbIBaeTCs Ha cTatbe 12
3akoHa o MMK, cornacHo koTopow Ha TeppuTopnn MMK Mo-
KEeT Npu3HaBaTbCs paspeLlnTesibHas JOKYMeHTaLma Ha Meaum-

LIMHCKMe U3aenus, BbiaaHHble B rocyaapcTaax — yneHax O CP.

OT0O OTKpbIBaeT BO3IMOXHOCTU YCKOPEHHOro BbiBOAa Ha poc-
CUNCKUMA PbIHOK PasfIMyHOro MeAMLMHCKOro MporpaMMHOro
obecneuenuns c W, npusHaBaeMoro B Poccum MeanUMHCKUM
nsgenveM, 6e3 NpoxXoXaeHna ANIUTENbHbIX PEermcTPaLnOHHbIX
npoueayp. MNMpuMepamMn Takon MPOAYKLUMU ABNAOTCA OCHO-
BaHHble Ha TexHonornax MM nonb3oBaTenbckme NpunoxeHus
C GYHKUMAMU MHTEepNpeTaLmnm U CUCTEMbI MOAAEPXKKM MPUHSA-

Tna BpayebHbix pelweHui (nanee — «Cl11BP»).
OXUAAHUA UHAYCTPUU

[MonesHoCTb MepeyYncrIeHHbIX NPaBOBbIX PEXMMOB OYEBUAHA.
C nx HannYmMeM BO3IMOXXHOCTEN AN19 Pa3paboTKM U BHeApeEHUS

HOBbIX TEXHOJIOTMIN CTAaHOBUTCA 6osblLUe.

BCEBOJIOA TIONA WBAH 3APAUCKUMU

W Bce e ofiHa U3 cepbe3HbIX MPOoBEeM, C KOTOPbIMU CTaNKMBa-
eTCca MHAYCTPWS, OCTaeTca HepelleHHoW. Peub et o focTtyne kK
06e3nMYeHHbIM MaccrBaM AaHHbIX. STy npobremy [NpasuTtens-
cTBO P y)Ke BblAeNs0 B OAHOM N3 CBOMX KOHLLEMLMWN B KayecTee

KJl04YEBOW A9 pas3BUTUa TexHonorui I B agpasooxpaHeHn®.

YacTnuHbiM pelernem asndetca ISP, yctaHoBneHHbIN 3a-
koHOM Mockabl. OfHaKO OH OrpaHWYeH TeppUTOPUEN CTO-
NWLbI, Y €OUHCTBEHHbBIM UCTOYHUKOM JaHHbIX B HEM BNIAETCH
YMOSTHOMOUYEHHbIV opraH. B cBoto oyepenb, B paMkax 3akoHa
06 SMMP HY OAMH M3 MHULIMATOPOB MOKa YTO He NMPEAJIOXMUI pe-

LeHWd, akTyallbHOro ang BCEMn oTpacnu.

B peanbHOCTN KOMNaHWAM cenyac MpakTUYeCKM HEBO3MOXHO e~
raslbHO MOJTYUMTb Y YaCTHbIX CyObEeKTOB 06E3NTMYEHHbIE AaHHbIE,
Kacatolmecss COCTosiHWA 300poBbs. Hanpumep, paspaboTumk
CTMBP pns onpeneneHus nnaHa neyeHns Ha OCHOBaHWUU UCTO-
puUK BONE3HN HE CMOXKET MOJTYUYUTb HEOOXOANMBIN AN1S 06yYeHUs
CIMNBP o6e3nuyeHHbI Habop AaHHbIX, HAaNpPUMep, Y MeauLMH-
CKOW OpraHu13aLmMm, MOCKONbKy Takas nepegada notpebyeT nucb-

MEHHOIO COoriacua Ka>goro nauueHTa, Yb JaHHble obe3nmunnu.

Takue cnoxHocTy obycrioBneHbl nonoxeHuammn GefepanbHo-
ro 3akoHa «O nepcoHasbHbIx AaHHbix» Ne 152-D3 o1 27 uions
2006 ropa, B culy KOTopbix 06e3nmnmyeHHble NepcoHarnbHble

[aHHble BCe elle OCTakoTCAa NepCoHaiIbHbIMWU.

C opHOW CTOPOHbI, M3 3aKOHa He crefyeT, YTO AaHHble Ha MpaKTu-
Ke He MoryT 6bITb 06e3/IMYEHbI IO TaKOW CTEMEHW, YTO OHK Gonee
He 6yoyT OTHOCUTBCS K MePCOHasIbHbIM, MOCKOMbKY MepecTaHyT
nopnagaTb Mo UX HOPMaTUBHOE ONpPEeAeneHue, To ecTb MHbop-
MaLmsa 6onee He ByaeT OTHOCUTLCA MPSIMO UM KOCBEHHO K orpe-

LeNIeHHOMY UV OnpeaensieMoMy GU3NYECKOMY JINLLY.

C ppyro CTOPOHbI, Ha AaHHbIA MOMEHT HET HU HOPMaTUBHO-MPa-
BOBbIX aKTOB, H/ PeKOMeHAaLMIM KacaTe/lbHO HafieXkallero as-
ropvTMa AeMCTBUM, KOTOPbIV NMO3BOJINI bl OTPACTN KAKUM-TTUHO
06Pa3OM «CHATb» C UHDOPMALIMU PEXUM MEPCOHANbHbIX AaHHBIX

1 cBOHOAHO ob6pallaTh ee, B TOM Yncsie Ang obydenusa M.

[TosiBneHWe Takon MeToAMKM UK NpoLedypbl XoTa 6bl B BUAE
aKTa MArkoro rpasa AacT CUMbHbIA MMMYJSIbC PasBUTUIO MHAY-
ctpum . CranyT 6onee npospayHbiMK MpoLecchl paspaboT-
ku (0bydeHua) NN, cbopa n aHaIUTUKM MacCUBOB JaHHbIX C

ucnonb3oBaHuem M.

5 KoHUENnuusi pa3BuTWsi peryinpoBaHnsi OTHOLIEHUI B cepe TEXHOMOMMIA UCKYCCTBEHHOMO WMHTENNeKkTa U poboToTexHnkn Ao 2024 ropa, yTBepxaeHHas

PacnopsikeHunem Mpasutensctea Poccumn N2 2129-p ot 19 asrycra 2020 roga.
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DIGITALIZATION OF
HEALTHCARE: SIMPLE
SOLUTIONS FOR COMPLEX

ISSUES

Digital transformation, or digitalization, is one of the most
powerful drivers for the development of a modern, patient-
centered, cost-effective and more physician- and organizer-
friendly context for healthcare systems to be created and
evolve in. Just like any other phenomenon that has a global
impact on the entire system, digitalization has many facets.
There s, for example, telemedicine in the form of remote med-
ical consultations, or even remote robotic surgery; the use of
the Internet of Things for remote diagnosis and monitoring of
patients; the use of Al to detect neoplasms on CT scans as part
of aretrospective analysis of the database amassed during the
COVID-19 pandemic; digital patient registries and medical re-
cords; decision-aid systems for doctors when making a diag-
nosis; analysis of accumulated data based on patients’ medical
records to diagnose previously undetected diseases; real-time
evaluation of the effectiveness and safety of medical proce-
dures and medications, and countless other aspects — in fact,
even listing them all could take an entire article. The challenge

the world faced in 2020 during the COVID-19 pandemic has
pushed healthcare bodies around the world to work harder in
a bid to implement and align digital solutions to meet the cur-
rent and projected needs of healthcare systems.

Reflecting the importance of digitalization, the U.S. Food and
Drug Administration (FDA) decided to set up the Office of
Digital Transformation in September 2021". The EU, in turn,
adopted a long-term program for the development of regula-
tions in the field of European health data space? to ensure pa-
tient access to information regarding digital health records, as
well as depersonalized, secure access to this data for research-
ers, developers and regulators. A global digital transformation
strategy until 2025 was also adopted at the level of the Euro-
pean medicines agencies network®.

The need to digitize government services and the interaction
of authorities has also been identified as a key development

! https://www.fda.gov/about-fda/office-commissioner/office-digital-transformation.
2 https://health.ec.europa.eu/ehealth-digital-health-and-care/european-health-data-space_en.
3 https://www.ema.europa.eu/en/documents/report/european-union-medicines-agencies-network-strategy-2025-protecting-public-health-time-

rapid-change_en.pdf.
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area in the Russian Federation®. All federal executive bodies
have already introduced the position of deputy head respon-
sible for digital transformation, and for a good reason.

The Russian Federation has been implementing the Healthcare
national project since 2019. One of its components is the federal
project “Creation of a unified digital circuit in healthcare based
on the Unified State Healthcare Information System (USHIS)”",
aimed at boosting the healthcare system efficiency and ena-
bling citizens to use electronic services in healthcare®. Plans
are in place to implement the project by creating mechanisms
of interaction between healthcare organizations, based on the
USHIS.

Digital transformation was named one of the five national
development goals of the Russian Federation until 2030°. A
strategic direction in the field of healthcare digitalization was
approved in order to achieve digital maturity of healthcare, a
key sector of the economy and social sphere’. Projects are be-
ing implemented under this strategic direction to make digital
services and medical information more accessible to various
categories of citizens in their My Health personal accounts,
including digital prescriptions. A unified digital circuit in
healthcare will ensure the continuity of medical services, from
disease prevention to diagnosis results, treatment and reha-
bilitation. Opportunities to expand the scope of early disease
diagnosis, prevent deviations from clinical guidelines during
treatment and notify patients on the availability of medicines
and the need to take them will be also provided for.

Despite the consistent implementation of the envisaged
stages, the analysis of the Accounts Chamber regarding the
effectiveness of healthcare informatization in 2022 identified
certain shortcomings in the implementation of the current in-
formation interaction model®. Among other things, this is due
to the need to transfer data from the healthcare organization
through the regional government body to the unified informa-
tion system (USHIS), which creates prerequisites for discon-
nection at the levels of healthcare organizations and regions
during the digitalization of processes. Thus, healthcare institu-
tions cannot exchange medical data at the interregional level,

OLZHAS SATYBALDIN ALEXEY TETERYUK
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A UNIFIED DIGITAL CIRCUIT

IN HEALTHCARE WILL ENSURE
THE CONTINUITY OF MEDICAL
SERVICES, FROM DISEASE
PREVENTION TO DIAGNOSIS
RESULTS, TREATMENT AND
REHABILITATION.

and patients with digital prescriptions obtained in one Russian

region cannot use them when traveling to another.

One important consequence of digitalization should be con-
trol over the dispensing of prescription medicines. As the ex-
perience of combating the uncontrolled prescription-free
dispensing of antibiotics by pharmacies showed, only years
of attention to this problem at all government levels, includ-
ing granting Roszdravnadzor the right to conduct sample

4 https://xn--80aapampemcchfmo7a3c9ehj.xn--plai/projects/tsifrovaya-ekonomika

5 Source: Website of the Ministry of Health of the Russian Federation. https://minzdrav.gov.ru/poleznye-resursy/natsproektzdravoohranenie/tsifra

6 Decree of the President of the Russian Federation No. 474 dated July 21, 2020 “On National Development Goals of the Russian Federation until 2030”

7 Decree of the Government of the Russian Federation No. 3980-r dated December 29, 2021 “On Approval of the Strategic Direction in Digital Transformation

of Healthcare”
8 http://audit.gov.ru/checks/zdravookhraneniya-informatizatcia
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elped push things along in a
the situation escalated again
mic, when patients once agai rchase anti-
tics en masse for self-medicati
Unfortunately, the issue of ion is not limited to an-

tibiotics. A silent epide trolled use of short-acting

asthma relief drugs ronchial asthma patientsis de-

veloping world

the fact that the frequent use of
the risk of exacerbations and death™,
ility of such therapy, i.e. the possibility to
iption medicine without an actual prescrip-
ients to forgo seeing a doctor and try eliminating
the symptoms instead of getting treatment, only worsening the
disease as a result. In recognition of this problem, the Russian
Scientific Medical Society of Physicians and the Pediatric Res-
piratory Society issued a joint resolution on November 15, 2021,
calling for the development of an effective mechanism to limit
over-the-counter pharmacy dispensing of SARDs".

The Medicines Movement Monitoring System (MMMS) has
been in operation since 2019, helping track the entire path
of a medication package from the manufacturer through the
distributor and pharmacy to the patient. This makes it possible
to monitor the prescription medicines consumption volumes
in near-real-time. However, the MMMS does not provide a
mechanism for controlling or tracking prescription medicine
dispensing®. Thus, a necessary condition for pharmacies to
enforce prescription medicine dispensing rules is to introduce
an additional mechanism for controlling the sale of prescrip-
tion medicines by pharmacies into the MMMS®™, This mecha-
nism can only be effective if the practice of generating digital
prescriptions with entry of prescription information into the
USHIS is universally implemented at the same time. Digi-
tal prescriptions can be filled simultaneously with the paper
copies, provided that the paper copy features a barcode for
pharmacies to scan.

In view of the deadline for implementing the digital prescrip-
tion mechanism being set for 2024, next year will be key for
coordinating the interaction between the information systems

of medical institutions, subjects and the USHIS. A number of
regions are leaders in this matter, including the Belgorod and
Moscow Regions and the city of Moscow. They will participate
in the planned experiment on the remote sale of prescription
medicines. Meanwhile, an experiment on dispensing medi-
cines to benefit-entitled citizens in pharmacies of all owner-
ship types with the possibility of co-payment, an integral part
of which is the issue of a digital prescription, is already being
successfully implemented in Moscow since January 2022,

Another important aspect of digital transformation is provid-
ing citizens with access to digital medical documents through
a patient’s personal account on the Unified Portal of State and
Municipal Services (Functions). Experience shows that the de-
mand for information services to raise public awareness about
measures to combat the disease has increased significantly
amid the coronavirus pandemic. The example of the mos.ru
Moscow portal reflects the increased demand among citizens
to use digital medical records amid the epidemic, including no-
tification via text messages about the need for revaccination
and remote monitoring of patients while entering information
about their health status into their digital records. According
to the Russian capital’s authorities, the number of Muscovites
using digital medical records rose to 3 million in 2022,

In this regard, it appears reasonable to spread this successful
experience to other regions to build a direct information link
with the patient in a bid to improve diagnosis, treatment and
rehabilitation processes.

For example, as part of the Fighting Cardiovascular Disease
federal project implementation, it would be possible to set up
scheduled notification of patients with cardiovascular disor-
ders who are under outpatient observation of the need to take
prescribed medicines, the possibility of receiving free medi-
cines, as well as the need for a scheduled visit to the attend-
ing physician, based on the mos.ru Moscow portal. This would
help preserve patients” adherence to treatment and achieve
the target federal project implementation indicators, includ-
ingin terms of alleviating the damage to the healthcare system
caused by the novel coronavirus infection pandemic.

9 Hancox RJ et al. Bronchodilator tolerance and rebound bronchoconstriction during regular inhaled beta-agonist treatment. Respir Med. 2000 Aug; 94(8): 767-71.
10 Suissa S. A cohort analysis of excess mortality in asthma and the use of inhaled beta-agonists. Am J Respir Crit Care Med. 1994 Mar; 149(3 Pt 1): 604-10.

1 https://therapy-journal.ru/archive/article/41292

12 Decree of the Government of the Russian Federation No. 1556 dated December 14, 2018 “On Approval of the Regulations on the System for Monitoring

the Movement of Medicines for Medical Use”

13 https://rg.ru/2022/06/14/elektronnyj-recept-ne-podvedet.html
4 https://sozd.duma.gov.ru/bill/173061-8

15 https://rg.ru/2022/06/15/reg-cfo/vybor-za-pacientom.html

16 https://lenta.ru/news/2022/07/05/emias/
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— 3TO COUMATNBHO-MHOOPMALIMOHHbIV MPOEKT O HEMPO®UBEPOMATOSE 1 TUMA U JIIOAAX C TAKMM ONATHO3OM.

COUMANBHO-MHOOPMALIMOHHbBIN NPOEKT «MATHO — HE TOYKA»

HAMPABJIEH HA NOBbILLEHWNE OCBEOOMJTEHHOCTU O PEOKOM 3ABOJIEBAHUN
HEMPOOUBPOMATO3 | TUMA (H®I). IMABHOW MHOOPMALIMOHHOW MMOLLALKOW
MHULIMATUBbI CTAN CAUT HE-TOYKA.P®, IE COBEPAHbI BCE BAXKHbBIE CBEOEHWSA
O BOJIE3HU B ®OPMATE «MPOCTO O CITOXXHOM».

«[MATHO — HEe To4YKa» PACCKAXET

He TONbKO O CAOMOM 3060MEBAHMN,

HO 1 O OeTdaxX U poauTensx, KotTopble
BopIoTCA € HUM KaxXAabI aeHb. MpoekT
pPa3pabOTAH Anst TOro, YTOBbl KOK MOXHO
Gonblue niogen ysHany o6 HDI, mornu
PACNO3HATb €ro CUMMMNTOMbI U MOHMMAIN,
KOK OeMNCTBOBATL B C/Ty4ae MOCTAHOBKM
[OMArHO3d, O CEMbU, KOTOPLIE YXXe
CTOSIKHYSTUCb C 3TUM 3060MEBAHMEM,
3HASIN, HTO OHU HEe OOHU N Y HUX eCTb
noaaepxKa.

HempodombpomaTos 1 Tuna — penkoe
reHeTudeckoe 3a6onesaHue. OHO MoXeT
PO3BUTLCS Y HEeroBEKd HE3UBUCUMO OT
rosa, PEr1oHa NPOXMBAHMS Y COLMATBHO-
ro ctaTtyca. bonesHb cBA3aHA ¢ myTaumei,
satparusatoLleint reH NFI, kotopas moxxet
ObITb YHOCIEOOBAHO OT poamUTEnei mUnu
MOsSIBUTLCS CrOHTAHHO'. Helpodomnbpoma-
TO30M | TUMNA Hernb3s 3a601eTb B TeYeHne
XKM3HK, YEMOBEK YXKE POXAAETCA C 3TOM
NaToNormen, OGHAKO CUMMITOMbI MOTYT
MOSIBUTLCA HE CPA3Y — Y OOHWUX MALMEHTOB
6one3Hb OBHAPYXXMBAETCS B PAHHEM
LETCTBE?, Y APYrUX — MO3XE.

3a4acTyio NEPBLIM MPOSIBEHUEM
HeMpodormbpomaTosa | TUNA CTAHOBATCA
XOPAKTEPHbIE MATHA LUBETA «KOdoe

C MOJIOKOM» Ha koxe. [osTomy nmeHHO
MATHO CTAMO BM3YAbHLIM CUMBOIIOM
npoekTa «[aTHo — He To4kax. Ero rmas-
HbI MOCHIN 30KMIOHOETCS B TOM, YTO KO-
OO€e TAKOE MSATHO — He MoBof CTABUTH
TOYKY M OMycKaTb Pyku B Gopboe

¢ 3060neBaHVEM. HecmoTpsi HO COXHO-
CTW, C KOTOPLIMW CTOMKMBAKOTCS MALMEH-
7ol ¢ HDI, ¢ 31m 3060neBaHEM MOXHO

BECTW MONHOLIEHHYIO XXW3Hb 1 COXPAHSATb
MONOXWUTENbHbIA HAOCTPOW.

HepodombpomaTos 1 Trna nposiensercs
no-pasHomy. 3a601eBAHME CNOCOBHO
OKO30Tb KOMMMEKCHOE BrUsiHWE

HO OPraHM3M: MOTYT MOCTPOAATbL HEPBHAS
CUCTEMO, OMOPHO-ABUIATENbHbIN
annaparT, cepaue 1 cocynbl, OOMeH
BELLECTB, O TAKXE KOXHblE MOKPOBbI.

B HekoTopbix crydasix y naumeHtos ¢ HOI
0BPA3YyIOTCS OMYyXOn HO OBOMOHKAX
nepudepmnyecknx HEPBOB — MIeKCu-
chbopMmHble Helpodmbpomsl. B 3asrcrmo-
CTW OT MECTA PACTIONOXEHUS 3TN
OBPA30BAHUS MOTYT BbI3bIBATH TAKNE
CUYMMTOMBI, KOK 601b, ABUrATENbHbIE
HOPYLLUEHWSI, AUCCPYHKLMS ObIXATENbHbBIX
nyTen, HAOPYLLEHUS CO CTOPOHbLI MOYEBOTO
ny3bIPs U KULLEYHWKA, AEPOPMALINS MNLIC
unu Tena. Kpome Toro, nHorga nnekcm-
hopMHbIe HEMPOUOPOMbI MOTYT
NnepepoXaaTbCs B 3MIOKAYECTBEHHbIE
onyxonu. Y nauueHTos ¢ HDI, B cpaBHe-
HUW C OBLLIEN MOMYNAUMEN, BblLLE PUCK
PO3BUTUS HOBOOOPA3OBAHUI LIEHTPO b~
HOWM 1 NepudbeprHeckon HepBHOW
cucTembl (rM1oOMa 3pUTeENbHOrO HEPBA,
KOXHbIE 1 MOAKOXHbIE HEMPOGOUBPOMbI,
QACTPOLMTOMA, FMMOBIIACTOMA), A TaKXe
FOCTPOUHTECTUHASBHBLIX CTPOMAMbHBIX
Onyxornewn, Paka MOSTIOYHOW Xenesbl,
NEeNKO30B N HEKOTOPLIX APYrMX OMyXo-
J'IeVl.3’4’5'

H®! — ogHO 13 cambIx PACMPOCTPAHEH-
HbIX HOCMEOCTBEHHbLIX 3060NEBAHMIC,

¢ HUm poxpaetcs |1 13 3000 petein?.
EXenHeBHO B MMpe Ha CBET MOSIBSIOTCS
120 yenosek ¢ HOI — TO ecTb kaxKaple

12 MUHYT poxpaeTcst pebeHoK ¢ AaHHOM
natonorvert’. [lo HenaBHEro BpemeHmn
nokasaTenu 3a6onesaemoctn HO1

B Poccun He onpepensnu. B HacTosee
BPEMS PeecTp NALMEHTOB TOMbKO
POPMUPYETCS, O MOTOMY HEUZBECTHO,
CKOMbKO TOYHO Mofen ¢ Henmpodonbpoma-
TO30M | TMNA NPOXMBAET B HALLEN
CTpaHe.
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[aHHbIM maTepran pa3paBoTaH Mpuw Nopaepx)ke komnaHun «Actpa3eHeka DapmackioTrkan3». MaTepuan NpPeaHA3HOYEH Ans LLMPOKOM
ayguTopuu. VIHdbopmaums, NpencTaBneHHas B AAHHOM maTepuarne, He NPEACTABMSET U He 30MEHSIET KOHCYMbTALMIO Bpada. Heobxogvmo

nony4"nTb KOHCYNbLTAUMIO BPAYA.
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OJIXAC
CATbIBANIAVH

PykoBoguTenb
HanpaBneHwus no pabote

C rocyAapcTBEHHbIMU
opraHamu, «AcTpa3eHeka»

AJIEKCEM
TETEPIOK

MeHepxep no
B3aMMOLEMNCTBUIO

C rocyAapcTBEHHbIMU
opraHamu, «AcTpa3eHeka»

LMPPOBU3ALINA
APABOOXPAHEHWA:

MPOCTDbIE PELLEHUA

A1 CNTOXHbIX BOMNMPOCOB

LUndposasa TpaHchopmaums mnm umdpoBusauma — OOMH U3
MOLLHENLLVX ApaliBEePOB Pa3BUTUS COBPEMEHHOTO, MaLMeHTO-
LLeHTPUYHOrO, 3KOHOMUYHOTO U 6osiee yaobHOro Aia Bpaven
M OpraHM3aTOpPOB 3[PaBOOXPaHEHWUS KOHTEKCTa, B KOTOPOM
dopMupyeTCca M pas3BMBaeTCA CUCTEMA 3[4PaBOOXPaHEHMS.
Kak v ntoboe aABneHue, KoTopoe okasblBaeT riobanbHoe BAmna-
HWe Ha BCIO CTPYKTYPY CUCTEMbI, LMdPOBU3aLIUA MMEET OYEHb
MHOro rpaHen. Hanpumep, aTo TenemenmumnHa B BuaeE yoaneH-
HbIX BpayebHbIX KOHCYbTaLMM UMW AUCTaHLMOHHBIX pO6oTHN-
3MPOBaHHbIX XMPYPrMYecknx BMeLlaTenbCcTs; UCMOb3oBaHMe
WMHTepHeTa Bellen ANs yaaneHHOW ANarHOCTUKM U KOHTPOSS
COCTOSIHUSA MaLMEHTOB; MPUMEHEHNE NCKYCCTBEHHOIO MHTEN-
neKTa AN9 BbIABMIEHUsS HOBOObGPa3oOBaHMIM Ha CHUMKaxX KOM-
NMblOTEPHOM TOMOrpadum B paMkax PeTpPOCMNEKTUBHOIO aHasnu-
3a 6a3bl laHHbIX CHUMKOB, HaKOMJIEHHbIX B paMKax naHaeMum
COVID-19; BepeHue 3MEKTPOHHbIX PEEeCcTPOB MauUMeHTOB,
3NTEKTPOHHbIX MEAULIMHCKNX KapT, BHEAPEHWE CUCTEM MOMO-
LM MPUHATUS peLUeHU BpayaM Mnpu NMocTaHOBKe AMarHo3a;
aHanM3 HaKoMeHHbIX AaHHbIX Ha OCHOBE MEAULIMHCKNUX KapT
nauMeHToB ANA AMarHOCTUPOBaHWUS He BbIBIIEHHbIX 3abose-
BaHWM; oueHKa 3PpbeKTUBHOCTN U 6e30MacHOCTU MeaULMH-
CKWMX MpoLeayp U NekapCTBEHHbIX NMpenapaToB B peasibHOM

BpeMeHN N MHOXXeCTBO APYrmx aCrnekToB, NepevncrieHmne Ko-

TOPbIX MOXET 3aHATb BCIO CTaTblo. TOT BbI30OB, C KOTOPbIM BECb
Mup cTtonkHynca B 2020 ropy Bo Bpemsa naHgemum COVID-19,
MOATONKHYI OpraHbl 34,paBOOXPaHEHWst BO BCEM MUpe K boree
WHTEHCMBHOW paboTe Ha BHeApeHUMEeM U BbiCTpanBaHWEM
LMGbPOBBIX PELUEHUIA B COOTBETCTBUU C TEKYLLUMU U MPOTrHO-

3npyemMbiMu I'IOTpe6HOCTﬂMM CUCTEM 3[,paBOOXpPaHEeHNS.

OTpaxxeHVeM 3HauMMOCTH LbpoBMU3aLMM CTano, HanpuMep,
NpUHATHE AreHTCTBOM MO KOHTPOJIO 32 ObpallleHNeM NULLEBOM
npoaykumun u nekapcteeHHbix cpencts CLUA (Food and Drug
Administration — FDA) pelueHus no cosgaHuio B ceHTs6pe 2021
rofa crneumanuManpoBaHHOrO MoApasfeneHns no LnbpoBon
TpaHchopMaumm gearensHocTn AreHTctBa — Office of digital
transformation’. B EBponelickom cotose, B CBOK ovepesb, 6bina
NPWHATa LONTOCPOYHas MPOorpamMMa rno pPasBUTUIO PEryIMpoBa-
HWA B 0651aCTU MHPOPMALIMOHHOTO MPOCTPaHCTBA 3[PaBOOX-
paHerus (European health data space)? c Lesnbo obecrniedeHms
[OCTyMNa NaLMeHTOB K CBEAEHUAM, KacatoLLMMCS 3/1eKTPOHHbIX
3anucel o 300POBbe, a TakxKe 06Ee3IMUYEHHOMO 1 6e3omnacHoro
[OCTyMna K 3TUM AaHHbIM UCCnefoBaTenel, paspaboTymMkos 1
perynstopos. A Ha ypoBHe 06beJMHEHHOW CeTU eBPOMEeNCKMX
MeAMUMHCKMX areHTCTB MpWHATa rnobanbHas cTpaTterus no

unbposown TpaHchopMaumm k 2025 roay®.

! https://www.fda.gov/about-fda/office-commissioner/office-digital-transformation
2 https://health.ec.europa.eu/ehealth-digital-health-and-care/european-health-data-space_en
3 https://www.ema.europa.eu/en/documents/report/european-union-medicines-agencies-network-strategy-2025-protecting-public-health-time-rapid-change_en.pdf
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OJIXKAC CATbIBAJIAUH AJIEKCEU TETEPIOK

B Poccunckon ®epepaLimm B kKauecTBe K/IOUYEBOro Hanpassie-
HUS Pa3BUTUA TakKe 0603HaYeHa HeobxoaMMOoCTb LMPPOBU-
3alUMM roCyAapCTBEHHbIX YCNYr 1 B3aMMOAENCTBUA rocynap-
CTBEHHbIX opraHoB?. HepapoMm Bo Bcex dbefiepasnbHbix opraHax
WCMONTHUTENbHOW BNacTU y>Xe BBeAeHa AOS/HKHOCTb 3aMeCTu-
Tens pykosoautens defepanbHOro opraHa, OTBETCTBEHHOIO

3a umdposyto TpaHchopMaLmio.

C 2019 ropa B Poccuickon ®epepaumnm peanmsyetcs HaLm-
OHaJIbHbIN MPOeKT «3apaBooxpaHeHme». OOHUM U3 ero co-
cTaBnsloWnx aBnaeTca denepanbHblil nNpoekT «CosgaHue
eAVHOro LMPpPOoBOro KOHTypa B 34PaBOOXPAaHEHWN Ha Oc-
HOBE €AMHON rocyfapCTBEHHOW MHPOPMaLMOHHOM CcUCTe-
Mbl B cdhepe 3apaBooxpaHeHus (ETVIC3)», HaueneHHbIn Ha
nosbllleHne 3GPEeKTUBHOCTU PYHKLMOHUPOBAHUS CUCTEMDI
3[,paBOOXPaHeHNsa N co3faHne YyCNOoBWUA ANS MUCMOMb30Ba-
HWS TpaXkaaHaMmn aNeKTPOHHbIX YCNyr B cdepe 3apaBooxpa-
HeHus®. PeannsoBaTb NPOEKT NaaHUpyeTca NyTeM co3faHus
MexaHW3MOB B3aMMOLENCTBUA MEAULIMHCKMX OpraHu3aLunm
Ha ocHose EMVC3.

Bbl3OB, C KOTOPbIM BECb
MUP CTOJIKHYJICA BO

BPEMA NAHAEMUU COVID-19,
NOATOJIKHYJIU OPTAHDI
3APABOOXPAHEHUA KBOJIEE
UHTEHCMBHOW PABOTE HAZL
BHEAPEHWEM U BbICTPAUBAHUNEM
LIUOPOBbIX PELUEHUN B
COOTBETCTBUUN C TEKYLLLUMU
MMNPOrHO3UPYEMbIMU
NOTPEBHOCTAMU CUCTEM
3APABOOXPAHEHUA.

4 https://xn--80aapampemcchfmo7a3c9ehj.xn--plai/projects/tsifrovaya-ekonomika
5 cTouHuk: caT MuHagpasa PO. https://minzdrav.gov.ru/poleznye-resursy/natsproektzdravoohranenie/tsifra
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A TpaHcdopMaLMsa OTHeCeHa K
bIX Llenen pa3sutns Poccumck M Ha nepuoL
2030 ropa®. na poctmxeHus pPenocTn» Takom
KJTIOUEBOW OTPACIN SKOHOMMK ov codepbl, Kak 3apa-
BOOXpaHeHue, 6bi1o yTBe Ternyeckoe Harnpasne-
HWe B obnactu undp aBooxpaHeHus”. B paMkax
CTpaTermyeckoro peanusytoTcsa MpPOeKTbl, Ha-

npaBfieHHble Ha LOCTYNMHOCTU LIMbPOBbIX CEPBUCOB

LMK NS pa3HbIX KaTeropuin rpaxxaaH
0€e 300pOBbE», B TOM UYNUCIIE 3MEKTPOH-
CPEACTBOM eAMHOro LMBPOBOro KOHTypa B
nu ByaeT obecrieyeHa NPeeMCTBEHHOCTb OKa-
3aHUS MEAMLIMHCKUX YCNYT, OT MPOPUNaKTUKKN 3aboneBaHni [0
pe3ynibTaToB AMArHOCTUKMW, NeYeHus 1 peabunuraumm nocne
nepeHeceHHoOW 6orne3Hn. Takxke MOSBUTCA BO3MOXHOCTb AJIS
paclwmpenmns cdepbl paHHeN AMarHOCTUKKM 3aboneBaHni, CBo-
€BPEMEHHOTO MPedynPeXXAeHUS OTKIIOHEHUIM OT KIIMHUYECKMX
PEeKOMeHAALMIN B XOfe NIeYEHNs, ONMoBEeLLEeHWs MaLneHToB O Ha-

JIMYMM 1 HEOBXOAMMOCTHM NMPUEMa JIeKapCTBEHHbIX MPenapaToB.

HecmoTpa Ha mnocnepoBaTenbHylo peanusaumio npeaycMo-
TPEHHbIX 3TaroB., Mo AaHHbIM aHanmza CYeTHOM NanaTbl B OTHO-
weHUn adeKTUBHOCTU MHOPMaTU3aLIMM 300aBOOXPAHEHWS B
2022 ropy, 6bin1 BbIABIEHbI HEAOCTATKW peanu3aumnm TekyLen
mMopenu MHbopMaLmMoHHOro BlauMopencTemsd. MomuMo npo-
yero, 310 0b6yCnoBMEHO Nnepeaaydet AaHHbIX OT MEAULIMHCKOM
OpraHu3aLmn Yepes permoHasibHbI OpraH BacTu B €AUHYIO UH-
dpopmaumoHHyto cuctemy — EMAC3, uto cospaeT npeanocbiikm
LNS1 PasobLLEHHOCTU Ha YPOBHAX MEAULMHCKUX OpraHu3aLmii
N PEermoHoB MNpu LMbPOBM3aLMKM MPOLECCOB. TakuM 06pasoM,
MEONLMHCKME YYPEXAEHUS He MOTyT O6MEHNBaTbCa MeaULMH-
CKUMU JaHHbIMWU Ha MeXpervoHanbHOM YPOBHE, a MaLyMeHTbl C
SNEKTPOHHBIM PELIENTOM, MOJyYEHHbIM B OAHOM PErnoHe, He

MOTyT peann3oBaTh ero rpw Bblesae B Apyron cybbekT PO.

OLI,HIAM N3 BaXXHbIX CJ'IeD,CTBIAl;I LI,IACprBI/BaLlVIM AOJDKeH 6bITb

KOHTPOJSIb 3a pelenTypHbIM OTMYCKOM J1IeKapCTBEHHbIX Mnpe-

napatoB. Kak nokasan onbiT 60pbbbl ¢ 6ECKOHTPOSIbHBIM OT-
MyCKOM anTekaMn B OTCYTCTBME OGOPMIIEHHbIX PELLenToB
aHTUMOMOTMKOB, TOJIBKO MHOTOSIETHEE MpUBeYeHe BHUMaHWS
K 3TOM NpobieMe Ha BCcex ypOBHSAX BNaCTW, B TOM YMC/e Hagene-
HuWe Poc3npaBHaz3opa npaBoM NpoBeaeHUsa KOHTPOSbHbIX 3a-
KYMOK, CMOT/10 CABUHYTb CUTYaLMIO C MECTa B MOSTOXUTENIbHOM
HanpasneHun. OagHako cUTyaLmsa cHoBa 060CTpuUIach BO Bpems
naHgemun COVID-19, korga nauneHTbl B paMkax caMosieyeHms

CHOBa CTaJin MaCCOBO CKyMnaTb AHTUBUOTUKM.

K coxaneHuto, npobneMa caMoneyeHuss He OrpaHuynBaeT-
CA TOJIbKO aHTMBUOTMKaMn. Bo BceM Mupe passuBaeTcs «Tu-
Xast» 3MNUAEMUS BECKOHTPObHOIO MPUMEHEHWS MaLMeHTaMu
C BPOHXMaNIbHOM aCTMOMN KOPOTKOAEWCTBYIOLLMX MpenapaTos
ANS KynupoBaHua npucTtyrnos actMbl (KOBA)?. HecmoTtps Ha
TO, YTO YacToe MPWMEHEHWe TaKMx MpernapaToB MoBbilLAeT
PUCK 06OCTPEHNS U CMepTU'®, MaLMeHTbl Mo NPUYMHE AOCTYyM-
HOCTW TakoW Tepanuu, T.e. BOSMOXXHOCTU NMpuobpecTtu peLen-
TYpHbIV NMpenapaT 6e3 dakTUYeCKM BbIMUCAHHOMO peLenTa, He
obpallatloTca K Bpayy v BMECTO JIeYeHUs YCTPaHAT CUMMTO-
Mbl, TNLLb yCcyrybnasa 3abonesanue. [pusHaBas aTy npobnemy,
Poccuiickoe HayyHoe MegMUMHCKOe Ob6LLECTBO TEParneBToB U
Menmatpuyeckoe pecnmnpaTopHoe O6LLECTBO BbIMYCTUU CO-
BMecCTHyto pesosoumnio 15 Hoabpa 2021 roga, npusbiBatoLLyo
paspaboTaTb AENCTBEHHbI MEXaHW3M OrpaHWYeHUs OTMyCcKa
KOBA 6e3 peuenTos B anteke'.

C 2019 ropa yxxe paboTaeT cucTeMa MOHUTOPWHIa ABWMKXEHMWS
nekapcTBeHHbIX npenapatos (CMAJIM), nossondatolwas npo-
CnefuTb BECb MyTb ABUXXEHWS YNaKOBKM NMpernapaTa OT Mpou3Bo-
LMTENA Yepes AMCTPUObIOTOpa W anTeky K naumeHTy. Bnaropaps
STOMY MPaKTUYECKU B PEXMME PeasibHOro BPEMEHM BO3MOX-
HO yBMAETb 06beMbl MOTPEebNeHNa PeLLenTypPHbIX NpenapaTos.
OpHako CMIJIMM He npepycMaTpuBaeT MexaHW3Ma KOHTPOnS
WKW OTCNEXMBaHWA peLenTypHOro oTrnycka npenapatos® Ta-
KM 06pa3oM, OLHUM M3 HEOOXOAMMBIX YCIIOBUIN obecrneyeHns

cobnofeHns anTeyHbiMm yuypexgeHnaMun npasusl OTrnycka pe-

6 Yka3 Mpe3ugeHTa PO ot 21.07.2020 N2 474 «O HaumMoHanbHbIX Lensx pa3sutus Poccuiickont degepaumn Ha nepyog Ao 2030 roga»
7 PacriopsbkeHue MpasuTenbctea PO ot 29.12.2021 N2 3980-p «O6 yTBEPXKAEHWUM CTPATErMuyeckoro HampaeneHust B 061acTv LMdpoBol TpaHchopMaLlmm

3[1paBOOXPAHEHNSI>
8 http://audit.gov.ru/checks/zdravookhraneniya-informatizatcia

9 Hancox RJ et al. Bronchodilator tolerance and rebound bronchoconstriction during regular inhaled beta-agonist treatment. Respir Med. 2000 Aug; 94(8):

767-71.

10 Suissa S. A cohort analysis of excess mortality in asthma and the use of inhaled beta-agonists. Am J Respir Crit Care Med. 1994 Mar;149(3 Pt 1):604-10.

1 https://therapy-journal.ru/archive/article/41292

2 MocTtaHoBneHue lMpaBuTensctBa PO ot 14.12.2018 N2 1556 «06 ytBepxaeHWM [MONOXKEHUS O CUCTEME MOHUTOPUHIra [ABMXKEHWUS NEeKapCTBEHHbIX

npenapaToB A4 MeEANLMHCKOro npuMeHeHns»
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C2019 rOAA PABOTAET
CUCTEMA MOHUTOPWUHTA
OABM)XEHWUA JIEKAPCTBEHHbIX
NMPEMAPATOB, MNO3BOJIAIOLWASA
NMPOCNIEANTDb NYTb ABUXEHUA
YNAKOBKMU NMPEMAPATA OT
NMPOU3BOAUTENA YHEPE3
ANCTPUBbIOTOPA U ATNITEKY
KNAUUEHTY.

LenTypHbIX MnpenapaTtoB asnsetcs BeefeHwe B CMAJIM go-
MOSIHUTENBHOMO MEexaHW3Ma KOHTPONA peanu3auumn anTeka-
MU peLenTypHbIX npenapatoB®. Takol MexaHW3M MOXeT 6bITb
LLeICTBEHHbIM TOMBKO MPW YCIIOBUK, YTO OOHOBPEMEHHO byaeT
NMOBCEMECTHO BHeApeHa npakTuka GOpMUPOBaHUA SMEKTPOH-
HbIX PeLLenToB C 3aHeceHneM ceefeHu o peuente B EMMAC3.
DneKTPOHHble peLenTbl MOryT 0bOPMAATLCS OAHOBPEMEHHO C
6yMaXKHbIMW BEPCUAMUN MPU YCIIOBUN HAaHECEHWA Ha ByMarkHYtO

BEpPCUIO LUTPUX-KOAa 419 CYHUTbIBaHNA B afTeYHbIX yYpexaeHUAX.

C y4yeTOM yCTaHOBNIEHHOIO CPOKa BHEAPEHWs MeXaHW3Ma
SM1EKTPOHHbIX peuenToB kK 2024 rony, cnefyowmi roa, ctaHeT
KJOYEBbIM [1J151 COrflacoBaHMs B3aMMOAENCTBUSA Mexay MHPOpP-
MaLMOHHbBIMU CUCTEMaMU MEAULIMHCKNX YUPEXAEHUN, Cybbek-
ToB 1 ETC3. Pag pervoHoB nuampytoT B 3TOM BOMPOCE, K HUM
oTHocATCs, HanpuMep, Benropoackas 1 MockoBckasi obnacTy,
r. MockBa. OHUM NPUMYT y4acTre B MIaHNPYEMOM SKCMEePUMEH-
Te Mo AUCTaHLIMOHHOM TOProB/ie peLenTyPHbIMU TeKapCTBEH-
HbIMK NpenapaTamu'. Mpwu aToM B Mockee ¢ aHBapsa 2022 roza
y>Ke YCreLHO peannsyeTcs SKCNepPUMEHT Mo Bblaaye JbroTHbIM
KaTeropusM rpaxaaH nekapcTBeHHbIX NMpenapaToB B anTekax
BCEX BUAOB COBCTBEHHOCTU C BO3MOXKHOCTbBIO COMnaTexa, He-
OTbeMIIEMbIM 3/1EMEHTOM KOTOPOro fasnseTcs opopMieHue

3/1EKTPOHHOrO peLenTa’™.

3 https://rg.ru/2022/06/14/elektronnyj-recept-ne-podvedet.html
4 https://sozd.duma.gov.ru/bill/173061-8

15 https://rg.ru/2022/06/15/reg-cfo/vybor-za-pacientom.html

16 https://lenta.ru/news/2022/07/05/emias/

OJIXKAC CATbIBAJIAUH AJIEKCEU TETEPIOK

Ewe onHWM BaXKHbIM acnekToM LundpoBon TpaHchopMaLmm
asnseTca obecrneyeHue [OCTyMa rpaxaaH K 3/1eKTPOHHbIM
MeANLMHCKNUM AOKYMEHTaM MOCPeACTBOM JIMYHOIO KabuHeTa
nauneHTa B depepanbHOM rocynapcTBeHHOM MHbopMaLm-
OHHOWM cucTeMe «EAMHBIN NopTan rocyaapcTBEHHbIX U MyHWU-
umnanbHbIx ycnyr (GyHKUMM)». Kak nokasbiBaeT OMbIT, B yC-
JIOBUSIX KOPOHABUPYCHOM MHBEKLIMM 3HaYUTENIbHO BbIPOC/a
BOCTpeb0oBaHHOCTb MHPOPMALIMOHHbIX CEPBUCOB 151 MOBbI-
LIEHNS MHGOPMUPOBAHHOCTMN HAaCENTEHNSI OTHOCUTENIbHO Mep
60pbbbl C 3aboneBaHneM. [MprMep MOCKOBCKOro noptasna
MOS.ru oTpaKaeT MOBbILLEHNE MOTPEOBHOCTU Cpean rpaxaiaH
B MCMOJIb30BaHWW 3N1EKTPOHHOM MeAULIMHCKOWN KapTbl B yC/10-
BUAX 3MUAEMUM, BKITIOYas onoBelleHne nocpeactsom CMC-
COOBLEHUN O HEOBXOAMMOCTU peBakLUMHaALMN U yaaneHHoe
HabnoaeHWe 3a NauMeHTaMm MpU 3aHECEHUM B SNIEKTPOHHYIO
KapTy CBEAEHMIN O COCTOSHMM 30,0P0BbS. [10 AaHHbIM CTONNY-
Hbix BnacTten, B 2022 roay YMcno MOCKBUYEN, MCMOMb3YHIOLMX
SM1EKTPOHHYIO MEAULIMHCKYIO KapTy, BbIPOCNIO A0 3 MUINO-
HOB YenoBsek'.

B aToM cBA3M npeacTaenseTca LenecoobpasHbiM pacliMpUTb
STOT yCreLwHbIM OMbIT A8 IPUMEHEHWS B APYrMX PervoHax as
BbICTPanBaHWA NPAMOro MHGOPMaLMOHHOMO KaHana ¢ naumeH-
TOM A9 Y/yULEHWS MPOLECCOB ANATHOCTUKM, NNeYeHUs 1 pea-
euUnUTaLnn.

HanpuMmep, B pamkax peanusaumnn PefepanbHoOro npoekTa
«Bbopbba ¢ ceppeyYHo-cocyanCTbIMK 3aboIeBaHUAMM» BO3-
MO>XHO OblJ10 Obl OpraHM3oBaTb Ha 6aze MOCKOBCKOro nopTasna
MOS.ru NepuoanYeckoe naaHoBoe OnoBelLeHne NaLuMeHToB
C CepAeYHO-COCYAUCTbIMU 3ab0NeBaHNAMM, HaXOAALLMXCA
Ha aMbynaTopHOM HabnofeHUN, 0 HeObXOANMMOCTU NMpuema
Ha3HaYeHHbIX TeKapPCTBEHHbIX MpernapaTos, O BO3IMOXHOCTH
6ecnnaTHOro MoslyYyeHmnsa NIbroTHOIO JIEKapCTBEHHOro npe-
napata, a Takxxe 0 Heo6XO0ANMMOCTU MNIaHOBOroO MoceLleHus
nevallero Bpava. 3a cueT aToro byneT coxpaHeHa npusep-
XKEHHOCTb MaUMEeHTOB JleyeHuto, obecrneyeHo AOCTUXKEHME
LesieBbIX MapaMeTpoB peanunsaumm befepanbHOro NpoeKTa,
B TOM UMCIle C TOUKU 3PEHNS HUBENMPOBaHUS ylllepba 3apa-
BOOXPaHEHWIO, HAHECEHHOTO MaH4eMnen HOBOW KOPOHaBU-

pycHoM nHbekuuu.
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A COMMON
POSITION BY
MEMBERS OF THE
AEB HEALTH AND

PHARMACEUTICALS
COMMITTEE

INNOVATION FORLIFE

What has the power to unite all healthcare system and pharmaceutical industry participants? Probably, the desire to save people’s

lives, improve its quality in case of serious life-threatening diseases and increase life expectancy.

Often, the use of innovative therapeutic agents is the only
way to bring the disease under control and give hope for a
favorable disease development course. Meanwhile, how
quickly a person can start treatment dictates not only the
prognosis, but the very chance of saving their life. The issue of
the availability of innovative medicines becomes particularly
relevantin this regard; we can talk about tens of thousands of
lives at stake here. The consequences of such diseases affect
not only the patient, but also their family and loved ones.

However, innovations tend to come to Russian patients with
a delay of 3-5' years. The current regulation of the medicines
circulation is focused more on the so-called “mature medi-
cines” that have numerous generic and biosimilar substitutes;
the state successfully optimizes public spending on their pur-
chase, creating price competition.

This approach, however, is not suitable for innovative medi-
cines that do not yet have analogues, and is a barrier to inte-
gration into preferential medicine provision programs. For ex-
ample, in order toinclude high-cost nosologiesin the program,
it is necessary to meet the criterion of “no negative impact on
the existing budget during the first year and the three-year

planning period”, which is a significant and often insurmount-
able barrier to innovation, especially for unique last-gener-
ation medicines actually capable of radically changing the
treatment paradigm, not only saving, but also significantly
prolonging and improving a person’s life.

It takes some 10-12 years to develop a new medicine, of which
the search for targets and molecules and preclinical trials take
3-5 years, clinical trials — up to 7 years, and medicine registra-
tion —another 6 months to 2 years [1]. Out of 10,000 candidate

molecules, only one reaches the registration phase.

The cost of developing one medicine keeps increasing, currently
averaging about USD 2 billion [2]. The most expensive develop-
ment stage is clinical trials, accounting for up to 50% of the total

development cost.

[1]. Elhassa GO, Alfarouk KO (2015) Drug Development: Stages of
Drug Development J Pharmacovigilance 3:e141. doi:10.4172/2329-
6887.1000e141

[2]. A. DiMasi, Henry G. Grabowski, Ronald W.Hansen, Innovation in
the pharmaceutical industry: New estimates of R&D costs, Journal of
Health Economics, 47 (2016), 20-33.

t All-Russian Union of Patients, Center for Humanitarian Technologies and Research “Social Mechanics”, Study “Assessment of the availability of innovative
medical technologies and medicines for patients in the Russian Federation” https://vspru.ru/media/1140404/issledovanie-dostupnost-innovacii.docx
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A COMMON POSITION BY MEMBERS OF THE AEB
HEALTH AND PHARMACEUTICALS COMMITTEE

Naturally, innovations are more expensive, but they can help
save the budget in the long run, if we account for all the costs
associated with the disease, rather than just the cost of the
medicine, and not within a single budget year.

Recently, the Russian government has made a number of im-
portant decisions regarding the development of legislation in
the field of regulation of medicines for severe and life-threat-
ening diseases. This indicates profound understanding of the
importance of such medicines for healthcare needs, as well
as for the achievement of key socio-economic development
indicators. This includes the creation of the Circle of Kindness
Foundation for the treatment of children suffering from severe
life-threatening diseases, and significant progress in the regu-
lation of hi-tech medicines.

In March 2022, an important step was also taken at the EAEU
legislation level: the concepts of “medicines of particular im-
portance for public health” and “unmet medical needs” were
introduced, and the procedure for considering applications
for the special significance of medicines was defined. These
measures will allow for accelerated examination of medicines
that demonstrate a significant therapeutic advantage (in fact,
innovative medicines) over existing methods of treating seri-
ous diseases and help reduce the timeframe of registration

procedures.

AT THE EAEU LEGISLATION LEVEL,
THE CONCEPTS OF “MEDICINES
OF PARTICULAR IMPORTANCE
FOR PUBLIC HEALTH” AND
“UNMET MEDICAL NEEDS” WERE
INTRODUCED.

At the same time, the circulation of medicines is regulated by na-
tional legislation of the Russian Federation. This means that pa-
tients” access to medicines is still provided for at the national level.
Inthisregard, itis extremely necessary to form a mechanism for the
immersion of such medicines into the state provision system, since

their cost is most often prohibitively high for ordinary citizens.

The creation of a national legal mechanism that allows identify-
ing therapeutic innovations in greatest demand by doctors and
patients will optimize public spending by paying for medical
technologies that bring maximum benefit to both patients and
the state, as well as stimulate the arrival of the most in-demand
technologies and developments in the country, developing the

national pharmacy’s competencies.

AEBRUS.RU
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OBLLAA NO3NLUMA YWIEHOB KOMUTETA
AEB NO 3APABOOXPAHEHUIO U
PAPMALIEBTUKE

MHHOBALUWU ANNA XKXU3HU

Yto MoxXeT 06beanHATb BCEX YYACTHUKOB CUCTEMbI 34pPaBOOXpaHeHus U dapMaueBTUYeckon oTpacnn? BepoaTtHo, — aTo

cmpeMsieHUe COXPAaHSIMb XXU3Hb nfoaeﬁ, nNoBblWAMb €ee Ka4YeCcmBO B CJ/ly4ae Cepbe3HbIX XXU3Hey2poXaruwux 3a6onesaHul u

yBesiuduBamsp ee npoaon»(umeanocmb.

HpVIMeHeHMe MHHOBALMOHHbIX TeparneBTUYeCKMX CPencCTB 3ada-
CTYyIO ABNnaeTcd eam HCTBEHHOWM BO3MOXKHOCTbIO B3ATb 3aboneBaHue
NoA4, KOHTPOJIb U aTb Hagexay Ha 6ﬂaFOI'IpMﬂTHbIVI XOpA4, pa3BuUTUA
6onesHu. I'IpM 3TOM, OT TOro, Kak 6bICTpO YeJIOBEK CMOXET Ha4aTb
ne4vyeHume, 3aBUCUT He TOJTbKO MPOrH03 Te4eHnqa 3a6OJ'IeBaHI/1F|, HO WU
€ro u3Hb. B cBA3M C 3TUM BOMPOC O AOCTYNMHOCTU MHHOBALLMOHHbIX
NeKapCTBEHHbIX MnpenapaTtoB 4BNdeTCd 0CcobeHHO AKTYyallbHbIM,
Be[b peyb MOXET NATU O LEeCATKaxX TbiCAY YKU3HEN: KaK npasumsio, No-
cnencTeng pasBUTUA TaknUX 3aboneBaHni 3aTparmBatoT He TOJIbKO

CaMOro NaLMeHTa, HO M ero CeMblo U BIIU3KMX.

Mexay TeM, Ha MPOTSKEHUWM AONTOro Mepuopa BPEMEHU WH-
HOBaLMWM MPUXOOAT K POCCUMWCKMM MauMeHTaM C 3adep>KKOM
Ha 3-5 neT'. Tekyllee perynmpoaHue obpalleHUs TeKapCTBEHHDbIX
npenapaToB OPUEHTUPOBAHO B HOJIbLLIEN CTEMEHM Ha TaK HasblBa-
eMble «3perible JleKapCTBEHHbIE NMpenapaTbl», UMetoLLMe 6orbLLoe
KOJIMYECTBO KOMUI (I)KEHEPUYECKMX N BUOaHaIOMMYHbIX 3aMeH),
1 rocyapCTBO YCMeLHO ONTUMU3MPYET roCyAapPCTBEHHbBIE PaCcX0-

[bl Ha WX 3aKyTKy, CO3[aBas LIeHOBYO KOHKYPEHLMIO.

OpHako Tako Noaxoa, He NMOAXOAMT AJ1S MHHOBALIMOHHbIX, HE Me-
IOLLIMX aHasIoroB JIeKapCTBEHHbIX MpenapaTos, U fABnseTcs bapbe-
POM A1l MHTErpaLmmn B NPOrpamMMbl JIbroTHOMO IEKaPCTBEHHOMO
obecneyerus. Hanpumep, Ans BKIOYEHWUS B MPOrPaMMy BbICOKO-
3aTpaTHbIX HO30S10MMI HEOBXOAMMO COOTBETCTBOBaTb KPUTEPUIO

«OTCYTCTBME HEraTBHOIO BIIMAHUNA Ha CyLLLeCTBy}OLLI,VIVI 6}Oﬂ)KeT B

Te4YyeHne NepBoro roga M TpexsieTHero nJaaHoBoro nepuoga», Yto
ABNAETCH CyLeCTBeHHbIM, a YaCTo U HenpeoaosIMbIiM 6apbep0M
onga VIHHOBaLI,l/Il;I, 0cobeHHOo 414 YHUKalbHbIX MperapaToB nocnen-
Hero rnokoneHund, KotTopble ﬂ,eVICTBMTeﬂbHO CMOCOBHbI KapanHab-
HO U3MEeHUTb MapaaurMy nevyeHud, He TOJIbKO CnacTtu, HO Cyllle-

CTBEHHO MPOANUTb U KaYeCTBEHHO YJTyYLLINTb XXM3Hb YeJiOBeKa.

[na paspaboTku HoBOro lekapcTBa Tpebyetca okono 10-12 ner,
13 HUX MOUCK MULLIEHEN 1 MONEKYST U AOKITMHUYECKUE UCCIefoBa-
HuaNpenapaTa3saHuMatoT 3-5eT, KIMHUYeCcKe uccnenoBaHma —
no 7 net, pernctpauus J1 npoxoaut B TeyeHne 6 MecsLeB —
2 net [1]. U310 OO0 MoneKky-KaHAMAATOB AO PerncTpaumm o-

XoOuT ToNbko oaHo J1C.

CroumMocTb paspaboTku ogHoro JIC MoCTOAHHO MOBbIWAETCS U
B HacToALLEee BpeMd COCTaBAAeT B CPeAHEM OKOJO 2 MAPA L0
[2]. Hanbonee poporocTrosilada ctagus pa3paboTku — 3TO KIn-
HUYECKMe NCCefoBaHUs, CTOMMOCTb KOTOPbIX MOXET COCTaB-

naTb Ao 50% oT Bcelt CTOMMOCTU pa3paboTKu.

[1]. Elhassa GO, Alfarouk KO (2015) Drug Development: Stages of
Drug Development J Pharmacovigilance 3: el4l. doi:10.4172/2329-
6887.1000e141

[2]. A. DiMasi, Henry G. Grabowski, Ronald W.Hansen, Innovation in
the pharmaceutical industry: New estimates of R&D costs, Journal of
Health Economics, 47 (2016), 20-33.

1 Bcepoccuiickuii Coto3 MauneHToB, LIEHTp ryMaHUTapHbIX TEXHOMOMMIA U nccnefoBaHuii «CoumanbHas MexaHuka», ccnegoBanue «OueHKa AOCTYMHOCTM
MNHHOBALIMOHHbIX MeAULIMHCKUX TEXHOMOMMI U NTeKapCTBEHHbIX CPEACTB As NMauneHToB B Poccuiickon ®egepaumnm»  https://vspru.ru/media/1140404/issle-

dovanie-dostupnost-innovacii.docx
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OBLUAA NO3NLIMNA YWNEHOB KOMUTETA AEB NO

MHHOBaLuMK, 6€3yCnoBHO, CTOAT AOPOXKE, HO B ALONITOCPOYHON
NepcrekTMBe OHM MOryT MO3BOSINUTb CIKOHOMUTb BIOAXKET,
€C/v yUnTbIBaTb BCE PACXOAbl, CBA3aHHbIe C 3abosieBaHneM, a
He TOSIbKO CTOMMOCTb Mpenapara, U He B TeYeHne OfHOro 6104 -

XKeTHOro roaa.

3a nocrnegHee BpeMs POCCUNCKUM MPaBUTENbCTBOM Bbl1 Mpu-
HAT PAA, BaXKHEMLWMX PeLleHW B OTHOLWEHWUU pa3BUTUA 3aKo-
HopaTenbCTBa B cdhepe peryMpoBaHUs NeKapCTBEHHbIX Mpe-
napaToB AJIS TSXKENbIX W XKU3HEYrpoXKatolmx 3aboneBaHui,
YTO FOBOPUT O BbICOKOM YPOBHE MOHUMaHWNS BaXXHOCTU TaKoro
pofa npenapaToB 419 HYXXA, 34paBOOXPaHEHNS U LOCTUXKEHNS
KIIIOUEBbIX MOKasaTesie CoLmanbHO-3KOHOMUYECKOrO pPa3Bu-
Tna cTpaHbl. 910 U cospanne PoHpa «Kpyr nobpa» Ana neyeHus
LeTel, CTpaAatoLLMX TSXKENbIMU XKU3HEYrPOXKatoWMMK 3abone-
BaHWAMM, U 3HAUNTENbHBIN Mporpecc B chepe perynmpoBaHus

BbICOKOTEXHOTIOMMYECKNX NNeKapPCTBEHHbIX NMpenapaToB.

B mapTe 2022 ropa 6bin1 caenaH BaxkHbIN LUAr, M Ha YPOBHE 3aKOo-
HopaTenbcTBa EASC BBefeHbl MOHATUSA «1ekapCTBEHHbIE Mpe-
napaTbl, NpeacTaBnaiowme ocobyto 3HaUMMOCTb A9 300POBbA
HaceneHNs» N «HeyA0BNeTBOPEHHbIE MeANLIMHCKME MOTPEe6HO-
CTW», a TakKe onpefeneHa NpoLeaypa pacCMoTpeHs 3asBre-
HKs 06 0COBOM 3HAUMMOCTU JleKapCTBEHHOrO NpenapaTa. [JdaH-
Hble Mepbl MO3BOMAT OCYLLECTBAATb YCKOPEHHYIO 3KCMepTU3y
JIeKapCTBEHHbIX MpernapaToB, LEeMOHCTPUPYIOLLMX 3HaYMMoe
TepaneBTUYECKOe MPenMyLLEeCTBO (MO CYTW, MHHOBALIMOHHbIX)
nepea CyLwecTBYOLMMU METOAAMM NIeUYeHUS TaXKeNbIx 3abose-

BaHWM, 1 COKPaTUTb CPOKM PErMCTPALIMOHHbBIX NMpoLeayp.

B T0 e Bpema B Poccuickon PefepaLimm obpallieHne nekap-
CTBEHHbIX MpenapaToB perynmpyeTcs HauMoHanbHbIM 3aKOHO-
JaTenbCTBOM. DTO O3HaYaeT, YTo AOCTYM NaLMeHTOB K npenapa-
TaM no-npexxHeMy obecrneuynBaeTcs Ha HaLlMOHaIbHOM YPOBHE.
B aTOW cBA3U, KparHe HeobxoaMMbIM aBndeTca GOpPMUPOBaHME
MexaHu3Ma MorpyXXeHus Takmx npenapaToB B roCynapCTBEH-
HYIO CUCTEMY JleKapCTBEHHOro obecreveHus, Tak Kak yalue
BCEro Mx CTOMMOCTb A1 OBbIYHOrO rpaxaaHuHa HermomMepHo

BbICOKa.

Co3spaHue HaLMOoHabHOro NpPaBoOBOroO MexaHW3Ma, Mo3BOoSIS0-
LLiero BbIABNATL Hanbonee BoCTpeboBaHHble BpayaMu 1 naum-
eHTaMW TepaneBTUYECKME WHHOBaLMK, MO3BOSUT OMTUMU3N-
poBaTb roCyLapCTBEHHbIE PAaCcXOfbl, OMaynBas MeauLMHCKMe
TEXHOJMOMMM, MPUHOCHLLME MaKCUMasbHYHO MOJb3y, U NauneH-
TaM, 1 TOCYAAPCTBY, a TakXKe CTUMYNIMPOBaTb NMPUXOA, B CTPaHy
caMbiX BOCTPebOBaHHbIX TEXHONOIMI U pa3paboTok, pa3BuBas

KOMMNeTeHUMN Ha Ll,l/IOHaJ'IbHOl7I d)apMaLleBTVIKVI.

3APABOOXPAHEHUIO U ®DAPMALIEBTUKE

|

CO3AAHUE HALUMOHAJIbHOIO
NMPABOBOIO MEXAHU3MA,
NMO3BOJIAIOLWILEIO BbIABJIATb
HAUBOJIEE BOCTPEBOBAHHDIE
BPAYAMU U TNALUMEHTAMU
TEPANMEBTUYECKUE MHHOBALIUW,
Nno3BOJIUT ONTUMU3IUPOBATD
rOCYAAPCTBEHHbIE PACXOAbI,
OnJAYUBAA MEANMLIMHCKUE
TEXHOJ10OITMU, NPUHOCALLUE
MAKCUMAJIbHYIO NOJIb3Y.
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Association of Veterinary
Pharmaceutical
Manufacturers (AVPHARM)

VETERINARY
PHARMACEUTICAL INDUSTRY:
REGULATORY CHALLENGES

Veterinary pharmaceutical manufacturers ensure the well-being of pet owners, the livestock business efficiency, and the availability of
foodstuffs by addressing the veterinary care needs of pets and livestock. One or two new diseases are recorded in the world annually.

According to the WHO, up to 70% of new diseases encountered in recent decades has been animal diseases. Therefore, the animal

health industry development contributes to the general healthcare system.

VETERINARY MEDICINES MARKET

By the end of 2021, the Russian veterinary medicines market
is estimated at RUB 139 billion and 157 million packages. The
EAEU countries, except for Kyrgyzstan, form a unified veteri-
nary drugs market. Although subject to the so-called “black
and white lists”, products registered in these states may circu-
late freely in Russia. As of August 2022, 2,165 veterinary drugs
have been registered in Russia. Combined with the drugs reg-
istered in other EAEU member states and approved for circu-
lation in Russia, the total number of drugs available to Russian
households and livestock breeders exceeds 5,300.

72% of imported drugs are produced in Europe. Over 60 of
about 200 foreign production sites working for the Russian
market are located in the EU, including Germany, France, Bel-
gium, the Netherlands, Spain, Italy, and Finland. Although up
to 60% of registered drugs are produced in Russia, foreign-
made products are leading the market by volume. By the end
of 2021, imported drugs occupy more than half of the Russian
market; in the agricultural segment, the share of foreign drugs
in total consumption exceeds 70%.

The attention of international pharmaceutical manufactur-
ers to the agricultural sector has grounds. Its development
is focused on ensuring internal food security and export
growth, and the sector remains one of the most promising
growth areas of the Russian economy. Partnership with in-
ternational suppliers has a key impact on the development
of animal husbandry. It includes not only supply of drugs,
but also the exchange of international expertise. Interna-
tional manufacturers help introduce effective treatment
methods and promote professional development. Unhin-
dered access to advanced solutions, freely used by foreign
competitors of Russian agricultural producers, remains a
key condition for building a globally competitive Russian
livestock industry.

READINESS FOR STRUCTURAL CHALLENGES

The transport crisis in March demonstrated the deep interna-
tional integration of the Russian veterinary medicines market.
Not only finished dosage forms but also substances, auxiliary
components, and production equipment had to be delivered
to Russia from Europe. As several logistics and insurance com-
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panies refused to handle shipments to Russia, and customs

procedures were delayed significantly, the local and interna-
tional companies rushed for alternative delivery routes and
service providers. The termination of flights to/from the Euro-
pean countries nearly ended in suspending GMP inspections
and hampered urgent delivery of samples, reagents, and other
specific materials, thus affecting registration and quality con-

trol procedures.

International manufacturers do not have production sites in
Russia, whereas the estimates of domestic production poten-
tial differ. Since the spring of 2022, local manufacturers and
authorities have stated their readiness to substitute the en-
tire range of pharmaceuticals imports, as well as 40-60% of
imported biologicals, provided there is appropriate demand.
However, veterinary specialists, who compared the effective-
ness, safety, and economic feasibility of using various drugs
during field experiments, are skeptical about the prospects of
import substitution in similar volumes and within a similar time
frame. In particular, experts point out that local producers do
not carry complete or even partial analogs for the full range of
essential drugs.

SIMEON ZHAVORONKOV

|

The authorities propose to solve the problem by simplifying
registration procedures. The package of anti-crisis measures
proposed by the Government in March as part of Decree No.
353 provided a wide range of mechanisms to support both sta-
ble international supplies and local producers. However, as of
August, only measures to stimulate domestic producers have
beenimplemented. The Association of Veterinary Pharmaceu-
tical Manufacturers analyzed support mechanisms and identi-
fied 12 implemented anti-crisis measures for the veterinary
pharmaceutical industry, of which only one affected foreign-
made drugs. Conversely, the authorities backed the needs of
local producers, abolished licensing control, suspended the
requirements for the validation of production processes, and
allowed the registration of GMO vaccines.

REGULATORY BARRIERS

The development of the veterinary drugs market is hindered
by the excessive government attention to supervisory proce-
dures. The control functions concerning the production and
circulation of veterinary drugs are carried out by Rosselk-
hoznadzor (Federal Service for Veterinary and Phytosanitary
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Sdrveillance), subordinate to the Ministry’ of Agriculture.
Meanwhile, veterinary drugs are not included in the support
programs by either the Ministry of Agficulture or the Ministry
of Industry and Trade. Overregulation is not balanced out with
development-focused measures, which, in the face of new
challenges, does not contrilbute to stabilizing external supplies
and import substitutions

In addition, accofding to the AVPHARM forecast, the access
to imported dfugs will decrease drastically by September 2023
due to the‘complexity of regulatory measures used by the au-
thorities as an additional tool for “displacing imports”. Such
tools include the requirements to introduce veterinary drugs
into the commercial market and to deposit production strains
in Russia.

ITIS NECESSARY TO REMOVE
EXCESSIVE BARRIERS TO
INTERNATIONAL BUSINESS BY
EXPANDING THE EXISTING ANTI-
CRISIS MEASURES TO IMPORTED
DRUGS, AS WELL ASTO POSTPONE
OR FREEZE THE REQUIREMENTS
FORTHE INTRODUCTION INTO
THE COMMERCIAL MARKET AND
STRAIN DEPOSITION.

Among other things, the introduction into the commercial
market requires a valid EAEU GMP certificate. The draft law
(FZ-317 (2021)) received negative comments from the Ministry
of Justice and two negative verdicts from the Ministry of Eco-
nomic Development, and was not supported by the “regula-
tory guillotine” working group.

Only 7% of foreign production facilities have GMP certificates
valid through September 2023. Historically, 70% of foreign in-
spections have yielded unsatisfactory results. Within the first
half of 2022, the indicator further deteriorated to 90%. The
majority of top global production sites, which mainly have
European (EMA) GMP certificates and produce drugs with
proven safety and efficiency, cannot pass Russian GMP in-

spections. In view of GMP certificate expiration, the pace of
new inspections, and their expected results, no more than 15%
of foreign drugs will be able to continue circulating in Russia by
September 2023.

The requirement to deposit strains of pathogenic microor-
ganisms and viruses used in the production of registered
drugs for medical and veterinary use in state collections was
introduced by Federal Law No. 492 (2020). Although the
requirement has been in effect since July 1, 2022, no manu-
facturer of imported veterinary or medical use medicines is
ready to confirm the required deposition yet, according to
AVPHARM.

The practical implementation is hindered by the absence of
a key by-law, which is the list of organizations allowed to form
state collections. According to the Alexeev Private Law Re-
search Center under the President of the Russian Federation,
the current regulation does not indicate the connection of
mandatory deposition with the regulation purposes, and also
does not provide for adequate legal and physical protection
of the deposited strains. The insufficiency of the regulatory
framework and complicated strains delivery conditions make

the legislation unenforceable.

BUSINESS INITIATIVES

Itis proposed to overcome the aforementioned challenges by
solving two problems in parallel. Firstly, it is necessary to re-
move excessive barriers to international business by expand-
ing the existing anti-crisis measures to imported drugs, as well
as to postpone or freeze the requirements for the introduction
into the commercial market and strain deposition. Secondly,
the industry needs a relevant federal project aimed at ensuring
food security and creating conditions for the use of advanced

veterinary technologies.

The document is expected to develop and establish an ap-
proach to assessing the economy’s self-sufficiency in terms
of veterinary drugs, which would account not only for the
availability of similar drugs but also for the relative eco-
nomic efficiency of their use. The mechanism will contrib-
ute to the preservation of international cooperation in the
veterinary pharmaceuticals industry and emphasize Rus-
sia’s special attention to ensuring global biological and food
security. This will help outline state support priorities for the
production, as well as for increasing the availability of im-
ported drugs whose production is economically unviable in
the short and medium term.
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BETEPUHAPHAS

CEMEH )XABOPOHKOB

AccoumaLms BeTepuHapHbIX
dapMaLleBTUYECKUX NMPOU3BOAUTENEN
(ABOAPM)

OAPMALIEBTUKA:
Bbl3OBbI PEINYJIMPOBAHUA

BeTepuHapHas dapmaueBTMKa ob6ecneumBaeT NOTPebHOCTU BETEPUHAPUMN MENTKUX AOMALLHUX U CEJIbCKOXO3NCTBEHHBIX XXMBOTHbIX, @

KayecTBO BETEPUHAPHOW NMOMOLLM HanpsiMyto BIUSIET Ha 6riarononyyme BnagesbLes MMTOMLEB U 3hHEKTUBHOCTb XKMBOTHOBOAUYECKOIO

6M3Heca, a TakKXe CKa3blBaeTCqd Ha AOCTYNHOCTU MpPOAOBO/IbCTBEHHbIX TOBapOB. CornacHo BO3, exerogHo B Mupe ¢>V|Kcmpyech

1-2 HoBbIx 3a6oneBaHus YyesioBeka, npuyem Ao 70% HoOBbIX 3860HeBaHMﬁ, C KOTOpbIMU 3a nocnegHue aecatuneTma CTOJIKHYJ10Cb

YyenoBe4vyecTBO, ABNAIOTCA 60ne3HaMU XXUBOTHbIX. MoXHO CYMUTaTb, YTO YpPOBEHb pa3BuUTUa BeTepVIHapHODI ¢apMaLl,eBTVIKVI KOCBEHHO

CBfI3aH U C cUCTEMOM 34paBooXpaHeHud.

PbIHOK BETEPUHAPHbIX JIEKAPCTBEHHbIX
NMPEMAPATOB

Mo ntoram 2021 roga pOCCUNCKUIN PbIHOK BETEPUHAPHDIX Jie-
KapCTBEHHbIX MpenapaToB oleHuBaeTca B 139 mMnpg pybnen
B AEHEXHOM BblpaXkeHnn 1 B 157 MIH ynakoBOK B OObeMHOM.
C panom ctpaH-naptHepos no EASC (Benapycbto, Kazaxcta-
HOM 1 ApMeHueln) feNCcTByeT eanMHOe MPOCTPaHCTBO obpa-
LLleHNs BeTEPUHaPHBbIX NMpenapaTtoBs. [1poayKTbl, 3aperncTpum-
poBaHHble B Ha3BaHHbIX rOCy[apcTBax, MOryT C y4eToM psaja
WCKITIOYEHUI — T.H. «4epHbIX 1 GesbIX CIMCKOB» — CBOBOAHO
obpalaTtbca U Ha TeppuTopun Poccuun. Mo cocToaHuio Ha
asryct 2022 roga B Poccum 3apernctpuposaHo 2165 nekap-
CTBEHHbIX MpenapaToB AN19 BETepUHapHOro npumeHeHus. C
y4eTOM NpenapaToB, 3aperMcTPMPOBaHHbIX B APYMMX CTPaHaX-
uneHax EASC n gonyuleHHbIX K obpatyeHuio B Poccuu, obliee
YMCNO NpenapaToB, AOCTYMHbIX POCCUMCKUM LOMOXO3ANCTBaM

M XKMBoTHoBoZaM, npesbiwaeT 5300.

72% 3aperncTpuMpoBaHHbIX MpenapaTtoB 3apybexHoro npo-
M3BOACTBa BbinyckatoTca B EBpone. M3 nopsanka 200 npo-

M3BOACTBEHHbIX MJIOWAAO0K, BbIMyCKalOWMX NPOAYKLMIO ANS

POCCUINCKOro pbiHKa, 6onee 60 pacnofioxXeHbl Ha TePPUTOPUU
EBponenckoro cotosa, BKtoYas Takue CTpaHbl, Kak [epMaHus,
®paHums, Benbrus, Huoepnangpl, Mcnanus, Ntanua n Oun-
naHaus. HecMmoTtpsa Ha 1o, uto o 60% 3aperncTpmpoBaHHbIX
npenapaToB Npom3BoaaTcs B Poccun, B 06beMHOM OTHOLEHWUM
Ha pbIHKe NNAMPYIOT TOBapbl 3apybexkHoro npounssoacTsa. [1o
ntoram 2021 roga MMNopTUpyeMble npenapaTbl 3aHUMaloT 60-
flee NosIoBUHbI POCCUMCKOrO PbIHKa, @ B CENTbCKOXO3ANCTBEH-
HOM CerMeHTe [0S MPOU3BOANMDIX 3a Py6eXXoM npernapaTos

B 06LeM o6beMe noTpebneHud npesbiwaeT 70%.

BHVMaHve MexayHapofHbIXx dapMaLeBTUYeCKUX MPOoU3BO-
onTenen k cektopy AlK HecnyyanHo. Ero passutune opueH-
TUPOBaHO Ha obecrneyeHne BHyTPEHHEN NPOLOBONbCTBEHHOM
6e30MacHOCTM N POCT BHELIHWX MOCTaBOK, CEKTOP COXPaHsi-
eT 3HayeHWe OfHOM 13 Hanbonee NepcrnekTUBHbIX 30H POCTa
POCCUNCKON 3KOHOMUKMW. [lpn 3TOM KNtOYEeBOE BIIMAHME Ha
pa3BUTME XXMBOTHOBOACTBA OKasblBaeT MapTHEPCTBO C MeX-
AyHaponHbiMK nocTaBlmkamu. Ciofa OTHOCHATCSH He TOJIbKO
OTrPY3KM MpenapaTos, HO U O6MEH MeXXAyHapOAHOW aKCMep-
TM30M W HaKOMJIEHHbIM OMbITOM. MeXxayHapoaHble MPon3BO-

onTenn noMoraroT BHeLPATb 3¢¢eKTMBHbIe CXeMbl JledyeHnqa
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N OpraHnsaunmn BeTepuHapHOro yxonas PasBUBalOT Kanpo-
BbIW NoTeHuwman. BecnpenaTcTBeHHbIN AOCTYM K NepenoBbiM
pelueHnaM, KoTopble cBOBOAHOL MPUMEHSIOT 3apybexHble
KOHKYPEHTbI POCCUNCKUX CEfIbBXO3TOBapONpOU3BOaUTENEN,
OCTaeTcsa K/toYeBbIM YCIOBUEM MOCTPOEHMA rNobasnibHO KOH-

KYPEHTOCNOCO6HOro p@CCUMCKOrO KMBOTHOBOACTBA.

roTOBHOCTbK CTPYKTYPHbIM BbiI3OBAM

B MapTe 7paHCMOPTHbIN KPU3KC NPOAEeMOHCTpUpOoBan ry6o-
KYIO MEXAYHAPOAHYIO UHTErpUPOBaHHOCTb POCCUMIMCKOrO Be-
TEPUHaPHOro PpapMaLeBTUHECKOro PbiHKa. He Tonbko npena-
paTbl, HO 1 dapMaLeBTMYeCKME CyOCTaHLMW, BCIOMOraTe bHble
KOMMOHEHTbI 1 0bopyaoBaHWe, HeobxoamMMble A8 NMPOU3BOL-
CTBa POCCUNCKMNX MpenapaTo., LOCTaBAsNnCh B Poccuto ¢ Tep-
PUTOPUN €BPOMENCKMX CTPaH MPEenMyLLEeCTBEHHO aBTOTPaH-
croptoM. OTKas psfa JIOMMCTUYECKUX W CTPAXOBbIX KOMMaHWM
paboTaTb C oTnpaBreHnaMn B Poccuto, a Takxke yBenvyeHue
BPEMEHWN MPOXOXKAEHNA TaMOXEHHbIX MpoLeayp BblHyAMUU
MEeCTHble U MeXXAyHapOoLHble KOMMaHWUW NnepecTpanBaTb MapLL-
PYTbl LOCTaBKM M UCKaTb anbTepHATUBHbIX MOCTABLLMKOB YCIyT.
OrpaHuuyeHne aBMacoOBLLEHUS C eBPOMENCcKUMU CTpaHaMm
CAenano HEBO3MOXHBIM OYHbIE MHCMEKLMUM MHOTUX 3apybex-
HbIX MPOW3BOLCTB Ha COOTBETCTBME TpeboBaHWAM [MpaBun Haa-
nexallel Npou3BOACTBEHHOWN MPaKTUKM, MOBAUANO Ha NMpoLie-
Lypbl perncTpaLmm, MoATBEPKAEHNS PErMCTPaLMN U KOHTPONSA
Ka4ecTBa, OrpaHNumMB CPOUHYIO JOCTaBKY (MO 3anpocy opraHoB

BlacTu) 06pasLoB, peareHToB 1 MaTeprasos.

PaspaboTku MexxayHapoaHbIX MPOU3BOAUTENIEN HE JIOKaNn30-
BaHbl B Poccum, a moTeHLman BO3MOXHOCTEN BHYTPEHHEr o Npo-
M3BOACTBA OLleHMBaeTca HeofdHo3HauHo. C BecHbl 2022 roga
MECTHble MPOU3BOAUTENN U OpraHbl BACTW 3adBAASIN, YTO Mpwu
HaNM4YMKM COOTBETCTBYIOLLErO YPOBHSA CMPOCa NMOSIHOCTbIO FOTO-
Bbl K 0O6bEMHOMY UMTMOPTO3aMELLEHMIO MO BCEN HOMEHKaType
XUMUKO-papMaLeBTUYECKUX NpenapaToB, a Takke 40-60%
BakUMH. BeTepurHapHble cneumanmcTbl, CpaBHMBaBLUME B XO4e
MoNeBbIX 3KCMEPUMEHTOB 3dPEKTUBHOCTb, 6e30MacHOCTb U
3KOHOMMYECKYIO LLesiecoobpasHOCTb MCMOsb30BaHMUA Pasnny-
HbIX MPenapaToB, K BO3MOXXHOCTAM 3aMeLleHns UMrnopTa B no-
[O6HbIX 0O6beMax U1 B Mof06HbIE CPOKM OTHOCATCS CKEMTUYECKM.
B uacTHOCTW, aKCcrMepTbl yKasbiBalOT Ha OTCYTCTBUE B NopTdene
OTEYECTBEHHbIX KOMMaHWM MOJIHbIX UMM YaCTUYHbIX aHaNoros

BCEW HOMeHKJaTypbl BOCTPebOBaHHbIX MpenapaToB.

Perynatop npepnaraet pelaTb NpobaeMy yrnpoLieHneM npo-
uenyp pervctpaumn. NakeT aHTUKPU3UCHbBIX Mep, MPeasio-

XKEeHHbIX npaBMTeJ'IbCTBOM B MapTe B paMKax [TocTaHoOBNEHUSA

Ne 353, npepycMaTpuBan LWWPOKUIN BbIGOP WMHCTPYMEHTOB
NOALEPXKKN MEXAYHAPOAHbIX MOCTaBOK U MECTHbIX MPOWU3BO-
auTenen. TeM He MeHee, K aBrycTy 6blIM peasin3oBaHbl TOSIbKO
MepOonpusaTUS, CMOCOOCTBYIOLLME BHYTPEHHEMY MPOW3BOL-
CTBY, HO HWKaK He cTabunmsaumm BHELIHWX nocTaBok. B Ac-
coumaLnm BeTepmHapHbIX GapMaLLeBTUYECKUX NMPON3BOAUTE-
Nen npoaHanmMsnpoBasn MexaH13Mbl MOALEPXKKN U BblAENNAU
12 aHTUKPU3UCHBIX Mep ANA BeTepuHapHoW dapMaLeBTUYe-
CKOW OTpacsin, U3 KOTOPbIX TOSIbKO OfHa 3aTPOHYJS1a npenapaTbl
3apybexxHoro nNpousBoACcTBa. B To e BpeMa And oTeyecTBeH-
HbIX TMPOW3BOAUTENEN OTMEHEH JIULLEH3MOHHbINA KOHTPOJIb,
NMPWOCTaHOBMEHbI TpeboBaHWA MO BanMAauuM MPOLLEeCCOoB,

paspelueHa pernctpaumsa FMO-BakLMH.

PErYNATOPHbBIE BAPbEPbDI

YCTOMUMBOMY PasBUTUIO OTPACTN Kak UMMOPTUPYEMBIX, TaK W
BblMyckaeMbix B Poccumn BeTepUHapHbIX IEKaPCTBEHHbBIX Mpe-
MapaToB MPEnATCTBYeT MepekoC BHMMaHWS rocyjapcTBa B
CTOPOHY HaA30pHbIX Npouenyp. KoHTponbHbie GyHKLMM B OT-
HOLUEHUW MPOM3BOACTBA U ObpalleHUs BeTepUHapHbIX se-
KapCTBEHHbIX NpenapaToB OCyLLEeCTBNAET NoABEeAOMCTBEHHas
MuHKCcTepCTBY cenbckoro xossanctea PefepanbHas cnyxba no
BETEPUHaPHOMY U UTOCaHUTapHOMY Haazopy (Poccenbxos-
Hafzop). MNpun 3ToM BeTepUHapHble NpenapaTbl He BKIOYEHbI B
nporpamMMbl MOALEPXKKM HU MUHCenbxo3a, HM MuHnpoMTopra.
3aperynmpoBaHHOCTb He 6anaHcUpyeTcs MepomnpUaTUIMA,
OPWMEHTUPOBAHHBIMU Ha CUCTEMHOE Pa3BUTUE, YTO B YCIIOBUSX
HOBbIX BbI30OBOB He CMOcobCTBYeT 3bHEKTUBHOMY PELLEHMIO 3a-

[ad CTabunmsaumm BHELHNX MOCTAaBOK M 3aMeLLLeHMS nMnopTa.

Kpome Toro, no nporHoszy ABOAPM, k ceHTsabpto 2023 roaa
LOCTYN K MMMOPTUPYEeMbIM MpenapataM KpaTHO CHU3UTCH,
BBUAY KOMMIEKCa y>Ke MPUHATbIX PEryaTOPHbIX Mep, UCMOSTb-
3yEeMbIX BNlaCTSMU B Ka4eCTBE [OMOSTHUTENIbHOrO MHCTPYMEHTa
«BbITECHEHUS UMMOpTa». K TaknMM MHCTPYMEHTaM OTHOCATCS
TpeboBaHWe O BBOLE BETEPUHAPHbIX TEKAPCTBEHHbIX Npena-
paToB B rpaXkAaHCKWU 060POT, a Takxxe 0643aTeNIbCTBO O Ae-

NMOHMPOBaHWNN B Poccumn NnPon3BOACTBEHHbIX LUTaMMOB.

[Mpouenypa BBOAA B rpakgaHckuii obopoT npenycMaTpu-
BaeT ANS UMMOPTUPYEMbIX MpenapaToB Hanuune AenCTBY-
fOLLEero 3ak/iloyeHuss O COOTBETCTBUWM MPOU3BOACTBEHHOM
nnowanku TpebosaHnam GMP EASC. Ha atane pa3paboTku
3aKOH C TpeboBaHWeM O BBOAE B rpaxgaHckum obopot (P3
Ne 317 (2021)) pBaxkzbl Nonyyan oTpuuaTesibHble 3ak/oYeHus
MUH3KOHOMPa3BUTUA 06 OLLeHKe perynvpylowero Bo3aen-

CTBU4A, 3aMeYYaHUd BbiCKa3blBaJIMCb MuHIoCTOM. ﬂ,Ba)K,ELbI npo-
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OTPACJIM HEOBXOAUM
NMPO®UIIbHbIN GEAEPAJIbHbIN
MPOEKT, CTABAILLIMNA
LIEJSIbIO OBECNEYEHME
NMPOAOBOJNIbCTBEHHOU
BE3OMNACHOCTU CTPAHbDI

U CO30AHMUE YCNNOBUU
NMPUMEHEHUSA NEPEAOBbIX
CPEACTB MPO®UNAKTUKMU,
AUATHOCTUKU U NEYEHUS
XXUBOTHDIX.

€KT He 6biN nofaepKaH Ha 3acedaHnn NpodubHoOM paboyen

rpynmbl MEXaHU3Ma «PerynaTOPHOM MIIbOTUHbI».

Jviwb 7% 3apy6erkHbIX MPOU3BOACTB MMEIOT AEUCTBYOLWME Ha
ceHTAbpb 2023 ropa GMP-cepTudmkaTsl. Mo cTaTncTurKe, 3a
Bcto nctoputo 70% 3apybexxHbIX MHCMEKLMI 3aBEPLLIMINCD He-
yOOBNEeTBOPUTENBHO. [10 TOram nepebIx Wectn Mecaues 2022
rofa nokasatesnb yxyawmusca n coctasun 90%. OTeuyecTBeHHble
GMP-MHCNEeKLMM He MOTyT MPOUTM BOMBLUMHCTBO MIOWAA0K
BeAyLUMX NPOU3BOAUTENEN, MMEIOLLMNX FNaBHbIM 06pasoM eB-
ponenckme GMP-cepTudmKkaTbl U BbiNycKatlolWme npenapa-
Tbl, KOTOPblE LEMOHCTPUPYIOT BbICOKYIO 3bGEKTUBHOCTDL U
6e30MacHOCTb Ha MMPOBOM pbiHKe. C y4eTOM UCTeYEeHMS CpoKa
[encTBuA yxe BbiaaHHbix GMP-cepTudukaTos, TeMNoB Npose-
LEHNSA N OXXMAAEMbIX PE3YIbTaTOB HOBbIX MHCMEKLMI K CEHTS-
6pto 2023 roga B Poccuio MoxxHO 6yaeT BBo3uTb He 6onee 15%

[LOCTYIMHbIX CEroOAHSA 3apybeXKHbIX NMpenapaTos.

TpeboBaHWe O AEMOHUPOBaHUM B FOCYAAPCTBEHHbIX KOSIIEK-
LMSX LUITAMMOB MaTOreHHbIX MUKPOOPraHN3MOB M BUPYCOB, UC-
MoJsib3yeMbIX NP NPOU3BOACTBE 3aPErnCTPUPOBaHHbIX Jlekap-
CTBEHHbIX MpenapaToB A8 MEANLMHCKOrO WU BETEPUHAPHOIO
npumeHeHus, BBegeHo PepepanbHbiM 3akoHoM Ne 492 (2020).
XotaTpebosaHue genctayet c 1utona 2022 rofa, K HacTosALLeMy
MOMeHTY, No nHpopmaumm ABOAPM, H1 oamH npomnsBoauTesb
MMMOPTUPYEMbIX BETEPUHAPHbBIX WU MEOULMHCKUX Jekap-
CTBEHHbIX MpenapaToB He rOTOB NOATBEPAUTb PaKT pa3meLlle-

HWA MAaTOreHHbIX LUTaMMOB Ha TEPPUTOPUN Poccuun.

CEMEH )XABOPOHKOB

MpakTUyeckoMy WCMONHEeHWUO TpeboBaHUA MpPenaTcTByeT
OTCYTCTBME KJTIIOYEBOrO MOA3aKOHHOMO akTa — oduLManbHO
YTBEPXAEHHOrO MPaBUTENbCTBOM MMEPEYHS OpraHmsauunin,
Ha 6ase KOTOpbIX POPMUPYIOTCH FOCYAAPCTBEHHbIE KOJI-
nekuun. PerynmuposaHue B TeKyLeM BUAE, COrMacHO BbIBO-
faM npasoBoro 3aknoyerHuns GIBHY «Mccneposatenbckuia
LueHTp YacTHoro npasa uM. C.C. Anekceesa npu lNpesngeHTte
Poccuinckon ®epepalimm», He COLEPXKNUT yKasaHUM Ha CBA3b
0643aTeNbHOro AeMNOHUPOBaHNS C LeNaMU PeryimpoBaHus,
a Takke He obecrneumBaeT LOJHKHOIO YPOBHS MPaBOBOWN U
dusnyeckon salmTbl nepepasaemMon nHPopmaumm. Hepo-
CTaTOYHOCTb HOpPMaTUBHO-MpaBoW 6a3bl BBeAeHHOro Tpebo-
BaHUS, @ TakKe C/IOXKHOCTW opraHu3aLmmy npakTUyeCcKom fo-
cTaBKkM TpebyeMbIx MaTepuasioB B YCIOBUAX TPAHCMOPTHbIX
orpaHuUYeHU 1 ycuneHuns NpoLeayp aKCNOPTHOro KOHTPOS
fenatT UCMNoSTHeHWe 3aKoHoaTeNnbCTBa O AeNOHUPOBaHUM

HENCMONHUMBIM.
MHULMATUBDI BUSHEC-COOBLLECTBA

[MpeoponeTb omnucaHHble OrpaHWYeHUs npepsaraetca ny-
TeM napasnefibHoro pelleHus AByX 3apad. Bo-nepsbix, He-
06XOAMMO CHATb M36bITOUHbIE Bapbepbl A1 MEXAYHaPOLHO-
ro 6usHeca, pacrnpoCTpaHMB Ha HUX aHTUKPU3UCHbIE Mepb,
npenycMoTpeHHble pefeparnbHbIM 3aKOHOLaTEeNbCTBOM, a Tak-
e NMepeHoC CPOKOB BCTYMMEHWUS B CUIY UM 3aMOPO3KM Tpe-
6OBaHWI, YrpoXKatoLLMX MPOAOIKEHUIO MMMOPTHbIX MOCTaBOK
B CpeAHecpo4YHou nepcrnekTuee. Bo-BTopbix, oTpaciin Heob-
XOLAMM NPOdUIIbHBIN defepanbHbi MPOEKT, CTaBALWMMN Lienbto
obecnevyeHne NPoAOBOSIbCTBEHHOM 6€30MacHOCTM CTPaHbl U
cosfaHue yC0BUIN MPUMEHEHUS MePeaoBbIX CPeacTB Npodu-

JTAKTUKWN, ANATHOCTUKU N NeYeHNA XKXUBOTHDbIX.

KnioueBblM B lOKyMeHTe LLO/HKHO CTaTb HOPMaTUBHOE 3aKpe-
nneHue NoaxoAa K oLleHKe caMoobecrneyeHHOCTU SKOHOMUKM
BETEPMHAPHbIMU JIeKapCTBEHHBIMU MpernapaTaMu, KOTOPbIN
6bl y4MUTbIBaJI HE TOMbKO HalMymMe aHasorMyHbIX NpenapaTos,
HO W OTHOCWUTESIbHYIO 3KOHOMUYECKYD 3bdEKTUBHOCTL WX
npuMeHerus. MNpuMeHeHWe MexaHU3Ma GyneT crnocobcTBO-
BaTb COXPaHEHWIO MeXAyHapOAHOW Koomnepauun B BeTepu-
HapHoW dapMaLeBTUKE U MOAYEPKHET ocoboe BHUMaHue
Poccuu k obecneveHuto rnobanbHoOM GUonorMyeckomn 1 npo-
[LOBOJIbCTBEHHOM 6e30MacHOCTU. DTO MO3BOMUT 3alI0KMUTb
OCHOBY ANA onpefeneHns NpuopuUTEeTOB rOCYAapCTBEHHOM
NOAAEPXKKWN MPOU3BOACTBA, @ TakXKe MOBbILLEHUS AOCTYMNHO-
CTW UMMOPTMPYEMbIX NMPenapaTos, MPOU3BOACTBO KOTOPbIX B
KpPaTKOCPOYHOM 1 CPEAHECPOYHOM NepCrnekTNBE SKOHOMMUYe-

CKU Heu,enecoo6pa3Ho.
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A7 SECOND AEB
CRISIS & SANCTIONS UPDATE
CONFERENCE

TUNPREDIC 'I £7 ~ILIENT

The first session moderated by Tadzio Schilling, AEB CEO, was
dedicated to the discussion of the current situation and scenarios
for possible geopolitical developments. The keynote speakers
were Alexey Arbatov, Head of the Center for International
Security at the Primakov National Research Institute of World
Economy and International Relations, and Thierry De Montbrial,
Executive Chairman at IFRI.

The second session moderated by Wilhelmina Shavshina,
AEB Customs & Transport Committee Chairperson, navigated

AEB ANTI-CRISIS TAX
CONFERENCE

On July 6,2022 the AEB Taxation Committee held its
traditional mid-year conference.

The event was attended by over 70 participants and highlighted
recent and upcoming amendments to the Russian taxation
legislation aimed at supporting business in crisis conditions.

The conference was opened by Tadzio Schilling, AEB CEO,
and moderated by Nina Goulis, AEB Taxation Committee
Chairperson, Kept, and Ksenia Litvinova, AEB Taxation

Committee Deputy Chairperson, Pepeliaev Group.

Alexey Sazanov, State Secretary — Deputy Minister of Finance,
was the event’s distinguished guest. He spoke about major

CRISIS AND SANCTIONS UPDATE
CONFERENCE

On June 21,2022 AEB organized its second crisis and
sanctions update conference “Handling the unpredictable
and staying resilient” at the Metropol Hotel.

the participants through the 6th package of EU sanctions, its
consequences for logistics, trade and banking.

The speakers of the third session moderated by Anton Ban-
kovskiy, AEB Intellectual Property Committee Chairman,
discussed Russian law on criminalizing compliance with sanc-
tions, law on external administration, capital control law and
recent changes in securities transactions, issues of parallel
imports, protection of intellectual property rights and related
risks.

r =

AEB ANTI-CRISIS TAX CONFERENCE.
NEW LIFE IN NEW REALTTY

changes in tax legislation in 2022. The Deputy Minister
highlighted support of companies, saturation of the market
with goods, stimulating demand and strengthening investment

mechanisms as priorities.

The conference agenda comprised issues related to tax control
and tax administration, VAT issues, limitations on currency
operations, criminal liability, tax aspects of intragroup anti-crisis
financing and others.
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The AEB Chairman Alexander Liberov shared his views on

current challenges which European businesses faced in Russia
and underscored the importance of AEB in addressing them.

The AEB CEO Tadzio Schilling provided an overview of recent
AEB activities and noted the importance of overcoming present
difficulties together. As an element of CSR activities, Tadzio
Schilling paid attention of the audience to the importance of
environmental projects, and particularly, tiger conservation

programs in Russia and worldwide.

AEB PARTICIPATION AT IMAF 2022

On August 23,2022 Expocentre hosted the 13th
International Moscow Automotive Forum IMAF 2022.
This time experts paid special attention to the issues of
overcoming uncertainties in the current crisis situation.

Philippe Pegorier, AEB Board Deputy Chairman, expressed his
gratitude to the organizers and participants of the Forum for
the unique opportunity provided to car manufacturers, repre-
sentatives of government agencies, the dealer segment, con-
sulting and legal companies to exchange views on the current

state of the Russian automotive industry.

Wilhelmina Shavshina, AEB Customs & Transport Committee
Chairperson, speaking about state support measures for the
automotive industry drew attention to the initiative of zero cus-
toms duties for automotive components.

AEB NETWORKING EVENT
“STRONGER TOGETHER”

On July 7,2022 AEB welcomed its members at the
summer networking event “Stronger together” that took
place at LoftHall#3.

The event started with a panel discussion “Living and surviving
in a new world” moderated by Philippe Pegorier, AEB Board
Deputy Chairman, Partner, Kesarev.

Pascal Gay, Dalkia, and llya Polyakov, Rosbank, discussed

changes in business and investment activities.

We are sincerely grateful to the event sponsor SEAMLESS
Legal!
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Anton Bankovskiy, AEB Intellectual Property Committee
Chairman, spoke about the consequences of the legalization of
parallel imports for the automotive sector and the problem of

controlling counterfeit products.

Ekaterina Erova, Chairperson of the AEB Working Group on
Consumer Rights’ Protection, presented judicial practice in

consumer protection cases.
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The AEB delegation GR agenda focused on a number of issues
affecting European business, such as recent changes in EPR
legislation, healthcare and pharmaceuticals market develop-

ment, to name but a few.

AEB AT THE MOSCOW FINANCIAL
FORUM

On September 8, 2022 a delegation of several AEB
representatives attended the Moscow Financial Forum.

The AEB CEO Tadzio Schilling participated as a speaker at
the panel discussion “New time tax policy: from international
integration to internal adjustment”. Among the speakers of the
session were: Olga Anufrieva, Deputy Chairperson of the State
Duma Budget and Taxation Committee; Daniil Egorov, Head
of the Federal Tax Service; Mikhail Orlov, Partner, Kept, and
Chairman of the Expert Council with the State Duma Budget
and Taxation Committee; Alexey Sazanov, State Secretary —
Deputy Minister of Finance of Russia; Alexander Shokhin,

President, Russian Union of Industrialists and Entrepreneurs.

AEB AT THE EASTERN ECONOMIC
FORUM 2022

On September 5-7,2022 the AEB CEO Tadzio Schilling
took part in the Eastern Economic Forum 2022.

Tadzio Schilling voiced the AEB position on predictability
of eco fee and recycling rates increase as well as the need to
stick to IPR protection in the pharmaceuticals industry at the
sessions entitled “Ecology: how to save the planet in a world
without trust?” and “Drug security: strategic course of social
policy in the Far East. Challenges and opportunities”. He also
had several meetings with key stakeholders on recent legisla-

tive incentives.
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During the session the participants discussed recent
changes to the Russia’s tax system, such as simplification
of procedures for businesses and citizens, strategic effort
to enhance the efficiency of tax policies, and innovative tax
measures to address the challenges faced by the national
economy. The speakers looked at how business reacted to all
the measures undertaken by the lawmakers during the crisis
and discussed if the tax system could be adjusted further
without compromising its efficiency and causing shortfalls in

tax revenues.
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KOH®EPEHLMS MO KPU3UCHOM
NOAAEPXKE N CAHKUNAM

21 nioHa 2022 ropa B otene «MeTpononb» cocTosnach BTopas
koHdepeHuns AEDB no kpmsmncHom nogaepixke 1 caHKUMAM
«OcTaBaTbCA Ha MaBy B HEMPEACKa3yeMbIX peanmaxs.

[MepBas ceccuqa, KOTOpPYO MoAepupoBan reHepasnbHbl An-
pektop AEB Tagsuo LLUunnuHr, 6bina noceaweHa obcyxxae-
HWMIO TEKYLLeN CUTYyaLn 1 BO3MOXHbIX CLIEHapueB pasBUTHS
reonoNIMTUYECKUX CcobbITUI. pUrnalieHHbIMK Crinkepamm
6binn Anekcen Apbatos, Pykosoautenb LleHTpa MexayHa-
pofHon 6esonacHOCTU HalMoHanbHOro nccneoBaTebCKo-
ro MHCTUTYTa MUPOBOM 3KOHOMUKU U MEXAYHaPOAHbIX OT-
HoleHnn uMeHn E.M. Mpumakosa, u Teeppu e MoH6pumans,
McnonHutensHblh  npe3ngeHT PpaHLy3CcKoro WMHCTUTYTa

MeXXAyHapoaHbix oTHoweHun (IFRI).

AHTUKPU3SUCHAA HAJTOIOBAA
KOH®EPEHLUUA AEDB

6 nona 2022 ropa Hanorosbivt komuteT AEB nposen ceoto
TPaAULMOHHYO MOMYroA0BYHO KOHbEPEHLMIO.

MeponpuaTue, koTopoe noceTuno 6onee 70 y4acTHWKOB, 6bIf0
MOCBALLEHO HEeLABHWMM W MPEACTOALMM MOoMpaBKaM K pOCCUii-
CKOMY HafIoOroBOMY 3aKOHOAATENbCTBY, HaMpaBieHHbIM Ha Mog-

LepPXKKy B13HeCa B yCIOBUAX KpU3MCa.

Bctpeuy otkpbin Tagsmo LLUnnnuHr, F'eHepanbHbii anpekTop AEB,
a MozepaTtopaMu BbicTynunu HuHa lNynue, MNpepcepnatens Hano-
rosoro komuteTa AEB, Kept, n Kcenusa JTutemHoBa, 3aMecTuTeNb

Mpencepatensa Hanorosoro komuteta AEB, Pepeliaev Group.

[MoueTHbIM rocTeM MeponpusaTua ctan Anekcen CasaHos, CtaTc-

cekpeTapb — 3aMecTutenb MuHucTpa duHaHcoB. OH paccka-

Btopyto ceccuio MopepvipoBana BunbrenbmuHa  Laslum-
Ha, MNpencenatens komuteta AEB no TaMoxHe 1 TpaHcrnopTy.
Cnnkepbl npencTaBunnm 063op 6-ro naketa caHkumt EC, nx no-

CNefcTBUS AN TOrUCTUYECKOW, TOProBOM U 6aHKOBCKOM cdepbl.

Cnivkepbl TPeTbeN ceccum, KoTopyto Mogepuposarn AHTOH BaH-
kosckui, [Mpepcenatens Komuteta AEB no nHtennektyansHom
coBCTBEHHOCTH, O6CYANIM 3aKOH 06 YroNOBHOM OTBETCTBEHHO-
CTW 3a COBSIIOAEHME CaHKLIMM, 3aKOH O BHELLIHEM YrpaBieHuu, 3a-
KOH O BaslloTHOM KOHTPOJIE 1 NOCNeAHUX N3MEHEHWSAX B CAESIKaxX

C LLleHHbIMU 6yMaI’aMM, BOMPOCbI NapansiesibHoro MNopTa U T.A.

AEB ANTI-CRISIS TAX CONFERENCE.
NEW LIFE IN NEW REALITY

77

AstraZeneca

3as1 06 OCHOBHbIX M3MEHEHUSAX B Ha/IOrOBOM 3aKOHOZATENbCTBE
B 2022 rogy. B kauecTBe NpvoOpUTETOB 3aMMUHUCTPA BbIAEUN
MOALEPXKKY KOMMaHWM, HacbILLEHWE PbiHKa TOBapaMu, CTUMYn-

poBaHMe crnpoca n ycunneHmne MHBeCTULUMOHHbDbIX MEXaHM3MOB.

B NMOBECTKY KOHq)epeHLJ,MI/I ObINN BKITKOYEHDI BOMPOCbI, CBA3aH-
Hble C HaJ10roBbIM KOHTPOJIEM U HaJIOroBbIM aAMUHUCTPUPOBAa-
HVEeM, BOMPOChI H,D,C, OorpaHn4yeHma Ha BaJllOTHbIE onepaunn,
yronoBHas OTBETCTBEHHOCTb, Ha/10roBble aCrneKTbl BHYTPUIrpyn-

MOBOIro aHTUKPU3NCHOIo dDIAHaHCMpOBaHMFI M MHOroe apyroe.
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Philippe PEGORIER i
Member the AEB Board,‘/"{

Paw W\(\

AnekcaHpp Jlnbepos, MNpencepatens MpasneHns AEB, noge-
JIUNCS CBOMMU B3MISAAMU Ha TeKyLLMe NpobneMsl, CTosILLME ne-
pen eBponencknm 6usHecom B Poccum, v moguepkHy BaXKHOCTb

AEB B nx pelueHun.

Tapavo Wunnunr, NeHepanbHbin anpektop AEB, B cBoel BcTynu-
TesIbHOWM peun npencTaBmn 063op AedatensHocT AEB B nocnen-
HME HECKOJIbKO MECALLEB M OTMETMU BaXKHOCTb COBMECTHbIX YCUITUM
no NpeononeHnto Kpmaunca. Kak aneMeHT KopropaTUBHOW CoLm-

anbHOWM OTBETCTBEHHOCTW, Taa3no obpaTui BHUMaHWe roctent Ha

YYACTUE AEB B IMAF 2022

23 aBrycta 2022 rofia B DKCMNoLeHTpe COCTosAsICA

Xl MexxayHapoaHbii MockoBCKM ABTOMOBUITbHBbIN
®opym IMAF 2022. B aToM rogy akcnepTbl yaenunm
0coboe BHMMaHWe BOMNpocaM NMpeofofieHns
TPYAHOCTEN B TEKYLLLEN KPU3UCHOW CUTYaLUN.

®ununn lMeropbe, 3aMecTuTenb Npeacenatens lMpasnenus AEB,
Bblpa3us1 6iarofapHOCTb OpraHn3aTopam v yyacTHrkam dopyMa 3a
YHUKambHYIO BO3MOXHOCTb, MPEAOCTaBNEHHYIO aBTOMPOU3BOAMN-
TenaM, NPeacTaBUTENAM rOCYAaPCTBEHHbIX OPraHoB, AUIEPCKOro
cerMeHTa, KOHCaNTUHIOBbIX U IOPUAMYECKUX KOMMaHWI, OBMEHATb-
€A MHEHMAMM O TEKYLLEM COCTOAHUM POCCUICKOM aBTOMOBUIbHOM

oTpacnu.

BunbrenbmuHa LLlaBlvHa, npeacepatens Komuteta AEB no ta-

MOXHE W TPaHCMopTy, rOBOPS O Mepax rocyAapCTBEHHOW Mof-

JIETHAA BCTPEYA AEB
«CUJIbHEE BMECTE»

7 wrons 2022 roga AEB npurBeTcTBOBaNa cCBOMX UneHoB
Ha neTHew BcTpeye «CunbHee BMecTe», KoTopas MpoLua
B LoftHall#3.

Ba>KHOCTb MPOEKTOB MO 3alLMTe OKPYXKatoLeln cpefbl, @ UMEHHO

MPOrpPaMMbl 3aLLMTbI MOMNYAALMK TUIPoB B Poccun 1 Bo BceM MUpe.

MeponpuaTne Hayanoch ¢ NaHenbHOM ANCcKyccum «KnTb 1 Bbl-
XKMBaTb B HOBOM MUpPE», MOAEPaTOPOM KOTOPOM BbiCTynun Pu-
nmnn [Neropbe, 3aMecTuTens npepcenatensa [NpaeneHua AEB,

[MapTHep, Kesarev.

Mackanb l'e, Dalkia, n Vnbsa Monakos, PocbaHk, o6cyamnu cesasaH-

Hble C Ha4aJIOM KpU3NCa N3MEHEHUA B BusHece n MHBECTUNLUNAX.

Mbl UcKpeHHe 6narogapHbl CMOHCOPY MEPOMPUATMS — KOMMa-
HuM SEAMLESS Legal!

MECTO o
cTo neoBE s

i EXPOCENTRE

LepXKKK aBTOMpPOoMa, obpaTtina BHUMaHWe Ha MHULIMATUBY OOHye-

HUA TaMOXXEHHDbIX MOLWINH Ha aBTOKOMIMJIEKTYIOLLME.

AHTOH BaHkoBckui, npeacenatens Komuteta AEB no nHTennekTy-
anbHOM COBCTBEHHOCTY, pacckasas O MOCNeACTBUAX NeranmnsaLimm

napasnnenbHoro MMropTa AJis aBTOMOGWIIbHOM chepb!.

ExatepuHa EpoBa, npeacenatens Pabouer rpynnbl AEB no 3aLum-
Te NpaB noTpebuTenen, NpeacTasuna cynebHyto NpakT1Ky Mo 3a-

WKTe NpaB noTpebuTenem.
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TIGER
FORUM
! —
THI’fﬁ
Tadzio
SCHILLING

GR-nosecTtka pgeneraunun AEB 6bina noceslueHa pagy BOnpo-
COB, 3aTparnBaloLLMX eBPOMNenckui busHec: HeflaBHUE U3Me-
HeHus B 3akoHopaTenbcTee POT, pa3BuTHe pbiHKa 340aBOOX-

paHeHua n bapMaLeBTUKN U T.4.
Tap3vo LWunnuur os3syumn nosuumio AEB oTHocutenbHo

npenckKasyeMoCT1 pocTa aKOsornyeckoro cbopa u Tapudos

Ha yTUnmM3auumio, a Takxe HeOGXOD,MMOCTIA npunaepXxmBaTbCa

AEB HA MOCKOBCKOM
PUHAHCOBOM ®OPYME

8 ceHTabpa 2022 roga Heckosbko npepcTasutenen AEB
noceTnnn MockoBCKMIM GUHAHCOBbIN GOPYM.

leHepanbHbI anpekTop AEB Tagauno LUnnavHr BbICTYNMA CMIMKEPOM
B MaHesIbHOM anckyccun “Hanorosas nofnTHKa HOBOrO BPEMEHW: OT
MEXAYHapPOAHOW MHTErpaLmmn K BHYTPEHHeW HacTpolke”. Takxe B
yucne yyacTHnkos bbiin: Onbra AHydpuesa, 3aMmecTutenb npeace-
patens Komuteta locynapcteeHHom [yMbl Mo GlomKeTy 1 HanoraM;
Hanunn Eropos, PykoBoguTens ®efiepasnbHOM HanoroBom Cryobl;
Muxann Opnos, [MNapTHep, «KenT», Mpeacenatens SkcnepTHoOro co-
BeTa npu Komutete NocynapctBeHHoM [dyMbl no GlomKxeTy 1 Hano-
ram; Anekcen CasaHoB, cTaTC-CekpeTapb — 3aMecTuTenlb MuHUCTpa
duHaHcoB Poccuu; AnekcaHgp WoxuH, MpesnpeHT Poccuiickoro

COrO3a NPOMDbILLNEHHNKOB U npep,anHMMaTeneﬁ.

AEB HABOCTOYHOM
9KOHOMUYECKOM ®OPYME 2022

C5no7ceHTtabpsa 2022 rona leHeparbHbI AMPEKTOP
AEB Tagavo LLUnnamHr npuHan ydactre B BoctouHoM
3KOHOMMYecKoM popyme 2022.

nMpUHLUMNa 3alWuUTbl NpaB MHTENNEeKTyarbHOW CO6CTBEHHOCTHM
B dapMaLLeBTUYECKON MPOMbIWIEHHOCTN B paMKax CBOEro
BbICTYMNJIEHUSA Ha ceccuax «DKOJNOrumsa: Kak CrnacTu rnnaHeTy B
Mupe 6e3 foBepua?» n «JlekapcTBeHHas 6e30MacHOCTb: CTpa-
TErmyeckmnn Kypc coumanbHom NnonnTukmn Ha danbHem BocTto-
ke. BbI30Bbl 1 BO3MOXXHOCTU». Takxxe OH MNpOBeN psg BCTPeY ¢

K/TtoYeBbIMU CTeI;IKXOJ'I,D,epaMVI Mo BOMpoOCaM AeATeJIbHOCTU

eBpOonencknx komMnaHum s Poccum.

Ongry
AHV@ME BA

Pomo: MockoBcKul pUHAHCOBbIU popyM

B xone ceccum YYaCTHUKU o6cy,u,v1nw nocnegHue MsMeHeHud B

HanoroBou cucteMe Poccuu, Takme Kak yrnpolleHue npolenyp
AN GU3Heca W rpaxkAaaH, cTpaTernyeckme yCunmsa no MoBbl-
WweHuo 3bbeKTUBHOCTU HaNOroBOW MOSMIMTUKU U MHHOBALM-
OHHbIE HaNoroBble Mepbl A1 peLleHns NPobneM, C KOTOPbIMM
CTallKMBaeTCs HalMoHanbHasg akoHoMMKa. Cnivkepbl 06Cyannu,
Kak 6u3Hec pearnpyeT Ha Mepbl NOALEPXKKW, MPEeanpUHATbIe
3aKoHOAATeNAMU BO BPeMsa KpU3uca, 1 OBCYyAUNM, MOXHO JIU
farnblie KOPPEKTUPOBaTb HalloroByld CUCTEMY, HE CTaBs Mof
yrpo3sy ee spHEKTUBHOCTb U HE BbI3blBas CHUXXEHWS HaslIoroBbIX

NOCTYMNEHUN.
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KEY MACROECONOMIC INDICATORS

GDP, % 1.8 2.8
Industrial production, % 2.1 35
Retail trade, % 1.3 2.6
Inflation, % 2.5 43
Real disposable income, % -0.5 1.1

Current account balance, USD bin 324 13.5
Budget deficit, % of GDP -14 2.7
Brent USD/bbl (avg) 54.3 70.8
Unemployment rate (ILO), % 54 4.8
CBRrate 10 775

Sources: Rosstat, CBR, Ministry of Economic Development, Ministry of Finance

MACRO OUTLOOK

In June 2022, Russian GDP fell by 4.9% yoy after a decrease
of 4.3% in May, 2.8% in April, growth of 1.3% in March, 4.1% in
February and 5.7% in January, according to the published re-
view of the Ministry of Economic Development “On the cur-

rent situation in the economy”.

The decline in GDP in the second quarteramounted to 4%, in
general for the first half of 2022 — 0.5% yoy.

INDUSTRIAL PRODUCTION

The decline accelerated in export-oriented industries (wood
processing, chemical industry, metallurgical production), as
well as industries with a significant share of intermediate im-
ports (automotive, light industry, furniture manufacturing).
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At the same time, the situation in the manufacturing industry
is uneven, in a number of industries focused on domestic de-
mand, output remained above last year’s levels. For example,
in pharmaceuticals, the growth in June was 16.5%, in the pro-
duction of building materials — 2.3%.

InJune, economic activity was supported by an improvement
in the indicators of the extractive industry and the preserva-
tion of positive dynamics in agriculture.

Mining in June entered a positive stage, mainly due to the
recovery of oil production (an increase of 2.7% yoy after a
decrease of 2.4% in May). At the same time, oil refining in-
dicators improved (to -0.5% in June after -5.5% in May). In
agriculture, output continued to grow in June (by 2.1%, as

in May).
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INFLATION

There was deflation in June. Prices decreased by an average
of 0.26%. The deflation is explained by the fact that prices

rose too fast in March (+7.6% in one month).

The decline in prices was also influenced by the abnormal
strengthening of the rouble and the seasonal factor. Domes-
tic products appeared on the markets, vegetables and fruits
fellin price.

EXPORTS OF GOODS AND SERVICES

The value volume of exports of goods and services increased by
20% yoy due to favorable price conditions on the world market.
The positive effect for Russian exports was restrained by the dis-
count with which Russian oil was sold due to difficulties with its
implementation under sanctions. But even taking into account
the significant discount, the price of Russian Urals crude oil in
Q2 2022 amounted to almost USD 80/bbl., +18% yoy. Prices
for many other key Russian export goods also increased. At the
same time, due to sanctions and countermeasures, the annual
growth rate of the value volume of exports of goods and servic-
es decreased compared to 59% yoy in Q12022.

In the context of the planned EU rejection of Russian energy
resources, the physical volume of oil exports to EU countries
has decreased. At the same time, the reduction in the supply
of oil and petroleum products to the EU was partially offset by
their increase in Turkey and the Asian region. In May, China in-
creased crude oil purchases from Russia by 55% yoy and Rus-
sia became the largest supplier of oil to China, ahead of Saudi
Arabia. Under the conditions of a large discount on Russian oil,
India increased the volume of crude oil imports from Russia by
4.7 times yoy, or by more than 400 thousand barrels per day yoy
in April- May 2022.

The decline in the physical volume of gas exports to non-
CIS countries accelerated to 35% yoy in Q2 2022 (Q12022:
-27% yoy). This happened in the context of the stoppage of
supplies to a number of foreign companies due to their non-
payment in roubles of gas delivered in April. A key factor was
also the reduction of gas pumping through the Nord Stream
pipelinein June due to the delay in the return of gas pumping
units from repair by Siemens. The European Commission’s

planstoreduce gasimports from Russia, as well as reduce gas
consumption in Europe, also contributed. At the same time,
the reduction in Russia’s exports to the EU partially offset
the increase in gas supplies to China via the Power of Siberia

pipeline.

The physical volume of exports of ferrous metals has decreased
due to the EU ban on the import of steel and iron products
from Russia. According to Eurostat, the import of alloy steel
to the EU from Russia almost stopped in May. The volume of
supplies of wood and products made from it decreased with
a drop in the physical volume of its imports to the EU in April-
May 2022 by 67% yoy under the conditions of EU restrictions
and Russia’s ban on timber exports to a number of countries.
Other Russian countermeasures also restricted exports. West-
ern countries have imposed a ban on the supply of a number
of items of machine building products and means of transport
to Russia. In response, in order to ensure stability in the Rus-
sian market, the Government of the RF in March adopted a
decree on atemporary ban on the export of goods from Russia
of more than 200 items. Downward pressure on the export of
services, including transport, as well as services under the arti-
cle “Travel”, was associated with the closure of EU airspace for
Russia, which limited air transportation. The negative impact
on the export of services is also associated with the ban on the
entry of Russian ships into European ports, on insurance and
reinsurance of ships with Russian oil.

IMPORTS OF GOODS AND SERVICES

In Q2 2022, the value of imports of goods and services de-
creased by 22% yoy (Q12021: +12% yoy) under the new sanc-
tions. At the same time, the greatest contribution to the re-
duction of Russian imports was made by the compression of
trade with the EU, which introduced 6 packages of sanctions
inthe first half of 2022. According to Eurostat, the value of EU
exports to Russia decreased by more than half yoy in April-
May 2022. According to Eurostat, in April-May 2022, deliv-
eries from the EU to Russia of computers, tractors and auto
parts fell by a multiple of yoy, and cars almost stopped. The
import of services was negatively affected by a significant re-
duction in passenger and cargo transportation by air, as well
as restrictions on other types of services, such as insurance.
Import volumes also experienced downward pressure due to
problems with payments and logistics.
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OCHOBHbIE MAKPOSKOHOMUYECKUE NMOKA3ATEJIUN

I P P B e
3.5(IkB.)
o, -

BB, % 1.8 2.8 2.0 3.0 47 A BT )
MpoMblwneHHoe NnpousBoacTBo, % 2.1 35 23 -2.7 53 2.0
Po3HuuyHas Toprosns, % 1.3 2.6 1.6 -4.1 73 =314
Unnaums, % 25 43 3 4.9 6.7 14.3
PeanbHble pacnonaraembie goxopabl, % -0.5 1.1 1.0 =315 3.1 -0.8
Canbpo cyeTa TEKYLUMX onepauum,
wnpa.gonn. CLIA 324 13.5 64.8 36 122 138.5 (NpeaB. oueHka)
Deduumt 6loaxeTa, % BBI -14 2.7 1.8 -3.8 04 14
Brent (aonn. CLLUA/6appens (cpea.)) 543 70.8 64.4 41.8 69 107.4
YpoBeHb 6e3pabotuubl (MOT), % By 4.8 4.6 5.7 4.8 4.2 (IkB.)
e 10 275 65 425 4.25;45;5;55;6.5;6.75; 8.5;9.5;20;17;14;11; 9.5;

McTounmku: PoccTar, LB PO, MuHakoHoMpassuTua Poccumn, MUHOUH

MAKPOMNPOIHO3

B ntoHe 2022 ropa poccurickuit BBl ynan Ha 4,9% B ronoBom
NCYUCTIEHUM Noce CHWXeHus Ha 4,3% B Mae, Ha 2,8% B anpere,
pocTa Ha 1,3% B MapTe, Ha 4,1% B dbeBpane un 5,7% B aHBape, ro-
BOpMWTCA B OMNy6/MKoBaHHOM 0630pe MUHakoHOMpa3BuTua «O

TeKyLLl,elZ CUTyaunn B SKOHOMUKE».

CHuxeHune BBl no utoram |l ksapTana coctasuno 4%, B LLenioM

3a nepsoe nonyroame 2022 ropa — 0,5% B ronoBOM cpaBHEHWM.

MPOMbILWIEHHOE MPON3BOACTBO

Yckopurcs crnaf, B 9KCMOPTHO-OPUEHTUPOBAHHBIX OTPAac/sX
(nepeBo0bPabOTKE, XMMUYECKOM OTPACY, MeTalypPrnyeckom
MPOW3BOACTBE), @ TakXKe OTPac/AX CO 3HaUMTENbHOW AoNen
NMPOMEXYTOYHOrO UMMopTa (aBTOMOGWUNECTPOeHWe, nerkas

MPOMbILLJTEHHOCTb, MPOOU3BOACTBO Me6enm).

Mpun 3ToM B oTpacnax obpabaTbiBatolielt NPOMBbILLIEHHOCTU
CUTyauMsa CKiagblBaeTcs HepaBHOMEPHO, B psaae oTpacrew,

OPUNEHTUPOBAaHHbIX Ha BHyTpeHHM;I CrpoOC, BbIMYCK COXPaHANCA

75;85 8.0

BbllLE MPOLUSIOrOAHMX ypoBHeN. Hanpumep, B dapMauesTrke
poCT B UtoHe cocTaBun 16,5%, B Mpomn3BOACTBE CTPOUTENbHBIX
MaTepuanos —2,3%.

B uvioHe 3KOHOMUYecKas aKTMBHOCTb MOALEepPXKMBaach
ynydlleHveM rnokasatenier [o06blBaloLllelt MPOMbIWIEHHO-
CTU U COXPaHEHUEM MOSIOKUTENbHOW ANHAMUKMN B CENTbCKOM

XO34MCTBE.

[ob6blua NosiesHbIX MCKOMaeMbIxX B MIOHE BblILLIa B MONIOXKUTENb-
Hyto 06/1acTb, B OCHOBHOM 6narofiaps BOCCTaHOBEHWIO OOb-
eMoB f06blun HedTH (POCT Ha 2,7% rof, K rofly MOCe CHUXEHUS
Ha 2,4% B Mae). OOHOBPEMEHHO YNyYLUUINCL MOKasaTenn He-
dTenepepaboTkm (Ao MuHyc 0,5% B ntoHe nocne MuHyc 5,5% B
Mae). B cenbckoM xo3amncTee B UIOHE NMPOLOSIKUIICS POCT BblMy-

cka (Ha 2,1%, kak 1 B Mae).
MHoNAUundA
B uioHe 6bina pednaums. LieHbl cHusnnmcb B cpegHeM Ha 0,26%.

MioHbcKas ,El,eq)ﬂﬂLl,IAﬂ obbAcHAeTCA TeM, YTO LLeHbl poCnn Cimil-

KOM 6bICTPO B MapTe (+7,6% 3a OAMH MecaLy).
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Ha cHWXeHWe UeH Takke MOBAWANIO aHOMasnbHOE YyKpe-
nneHve pybns n cesoHHbI dakTop. Ha pbiHkax noseunaco

oTeyecTBeHHas NPOAYKLMS, MOAELLEBENN OBOLLU U GPYKTbI.

OKCMNOPT TOBAPOB U YCNYT

CTOMMOCTHbIV 06beM 3KCMOPTa TOBaPOB U YCIyT YBENUYUIICS
Ha20%r/rBcBA3M C 6NaronpUATHOM LEHOBOMW KOHBIOHKTYPOM
Ha MUPOBOM pPbIHKe. [103UTUBHbIN 3PDEKT AN POCCUNCKOrO
aKcnopTa 6biN cAep>KaH AMCKOHTOM, C KOTOPbIM MpoAasanach
poccumckaa HedTb 13-3a CITOKHOCTEN C ee peanusaumen B
YCIOBUAX CaHKUMIM. HO flaxke ¢ y4eTOM CyLLeCTBEHHOM CKUA-
KU LeHa Ha poccunckyto HedbTb Mapku Urals Bo Il kBapTane
2022 ropga coctasuna noutn 80 gonn./6app., +18% r/r. LieHbl
Ha MHOrMe Apyrue Ki4YeBble TOBapbl POCCUNCKONO 3KCMOp-
Ta ToXe Bbipocnn. BMecTe ¢ TeM n3-3a caHKUMI U KOHTPMEpP
rof0Bble TeMMbl MPUPOCTa CTOMMOCTHOIO o6beMa aKCropTa
TOBApPOB U YCJyr YMeHbLUNCh NO cpaBHeHuto ¢ 59% r/re |

kBapTane 2022 ropa.

B ycnosuax nnaHnpyemoro otkasa EC oT poccumnckmnx sHep-
roHocuTenen yMeHbwunca ¢usndyeckmin obbeM HedpTaHOroO
akcnopTa B cTpaHbl EC. BMecTe ¢ TeM cokpalleHne nocTta-
BOK HedTu n HedpTenpoaykto B EC oTyacTn HuBenmposa-
N0Cb UX HapalwwmBaHWeM B Typuuto U A3MaTCKUM PEeruoH.
B Mae KuTtal yBennumn sakynku ceipoit HedTn 13 Poccumn Ha
55% r/r, u Poccua cTtana KpynHemwmM nocTaBLLUMKOM Hed-
™M B Kutan, onepeauns CaypoBckyto Apasuto. B ycnosuax
60NbLION CKUAKM Ha poccumckyto HedTb NHana ysenunumn-
Nna o6beM uMnopTa cbipon HedpTU 13 Poccuu B 4,7 pasa r/r,
unu 6onee yem Ha 400 Tbic. bapp./neHb r/r B anpene-mMae
2022 ropa.

CHUxXeHMe Ppu3nyeckoro obbema aKcrnopTa rasa B CTpaHbl
JanbHero 3apyb6exbs yckopunock Ao 35% r/r so |l kapTane
2022 ropa (1kB. 2022 r1.:-27% r/r). 9TO NPOU30OLLSIO B YCNOBU-
AX OCTaHOBKM MOCTaBOK Py 3apyOexHbIX KOMMaHW 1n3-3a
MX HeormnaTbl B pybnsax nocTaBfieHHOro B anperne rasa. Knto-
yeBbIM GaKTOPOM 6bINIO M COKpalleHWe MPOKayku rasa rno
Tpybonposony «CeBepHbIi MOTOK» B UIOHE M3-3a 3aePXKKM
BO3BpaLlLeHMsa U3 peMOHTa rasornepekaymBaioLLmMx arperaTos
koMnaHuen Siemens. CBow BkNag BHeC U U NnaHbl EBponein-
CKOW KOMUCCUM MO YMeHbLUeHUIo uMnopTa rasa us Poccun, a
TakXXe CHUXeHWe noTpebneHund rasa B EBpone. B 1o xe Bpe-

Ms cokpalueHne akcrnopTa Poccum B EC yacTmyHO KoMneH-

CUpOBasIo yBeNnUYeHne NocTaBok rasa B Kutar no tpy6onpo-

Boay «Cuna Cunbupm».

CokpaTtuncsa dusmyecknit o6beM aKCrnopTa YepHbIX MeTassIoB
B cBA3M c 3anpeToM EC Ha BBO3 U3genuit U3 cTanm u xenesa
n3 Poccun. Mo gaHHbIM EBpocTaTta, MMNOpPT NernpoBaHHOM
ctanu B EC n3 Poccumn B Mae nouTn npekpatunics. YMeHbLn-
cs1 06beM MOCTaBOK APEBECUHbI U U3LENNI U3 Hee Mpu Nage-
HUK dU3nYeckoro obbvema ee umnopta B EC B anpene-mae
2022 ropaHa 67%r/r B ycnosusix orpaHnyenni EC nsanpeta
Poccumn Ha akcnopT necomatepuanos B paf CTpaH. DkcnopT
orpaHuumMBanu W pgpyrue KoHTpmepbl Poccun. 3anapHble
CTpaHbl BBeNM 3anpeT Ha noctaBku B Poccuio psga nosnumi
MalMHOCTPOUTENBHOM MPOAYKLMW U CPEeACTB TpaHcrnopTa.
B otBeT mns obecneyeHus cTabUIbHOCTU Ha POCCUMNCKOM
pbiHke [MpaBuTenbctBo PO B MapTe NpuHANO nMocTtaHoBMe-
HVYe O BpeMeHHOM 3arpeTe Ha BbiBO3 M3 Poccuum ToBapoB
6onee 200 HauMeHoBaHUM. [MoHMXKaTENbHOE faBfieHne Ha
3KCMOPT YCIIyrT, B TOM YMCIe TPaHCMOPTHbIX, @ TakxXe yCayr no
cTaTbe «[1oe3aku», 6bINO CBA3aHO C 3aKPbITUEM BO3AYLIHOMO
npoctpaHctea EC anga Poccum, 4yto orpaHnymno asmanepe-
BO3KW. HeraTmBHOe BNMAHME Ha 3KCMOPT YCyr CBS3aHO U C
3anpeToM Ha 3axo[, POCCUNCKUX Cy[0B B €BpOnenckme nop-
Tbl, Ha CTpaxoBaHWe W MepecTpaxoBaHWe CYAOB C POCCUMU-

cKoM HedTbto.

MMIMNOPT TOBAPOB UYCNYT

Bo Il kBapTane 2022 roga cCTOMMOCTHbIM 06bEM UMMOpTa TO-
BapoB M ycnyr cokpaTtuncsa Ha 22% r/r (I ks. 2021 r.: +12% r/r)
B YC/TOBMSIX HOBbIX CaHKLMI. [Tpn 3TOM Hanbonblwnii BKNag, B
COKpaLLleHne POCCUNCKOro MMMNopTa BHECIO CXKaTue TOProB-
v ¢ EC, koTtopbint B | nonyrogumn 2022 ropa seen 6 nakeTos
caHkuui. Mo gaHHbIM EBpocTaTa, CTOMMOCTHBIN 06beM 3KC-
nopta EC B Poccuio cokpaTunca 6onee 4eM HanonoBuHy r/r
B anpene-mae 2022 ropa. Mo paHHbIM EBpocTaTa, B anpene-
Mae 2022 ropa noctasku 3 EC B Poccuto BbluMCANTENbHbIX
MallWH, TPaKTOpOB W aBTo3an4yacTelr ynaaum KpaTHo r/r, a
aBTOMOGMNEN MOYTU MpeKkpaTUInCh. Ha uMnopT ycnyr Hera-
TMBHO MOBJUANO 3HAYMUTESIbHOE COKPaLLeHMe NacCaKMPCKMX
W TPY30BbIX MEePeBO30K BO3AYLIHbIM TPAHCMOPTOM, a TakxXe
OorpaHWYeHns Ha Apyrve BUAbl YCIyT, HaNnpuMep CTPaxoBble.
CToMMOCTHble 06BbEMBI MMMOPTa TakXKe UCMbITbIBaIW MOHU-
KaTenbHOe faBneHne BCreAcTBMe NpobneM ¢ nnaTexamu u

JTOTUCTUKOMN.
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LEGAL STATUS OF FOREIGN CITIZENS

Throughout 2022, AEB has worked and continues to work on a
number of issues related to the reform of migration legislation.
One of the key aspects in recent months has been the change
in the procedure for medical examinations for foreigners, in

particular for highly qualified specialists.

Important changes in this sphere have occurred with the adop-
tion of Federal Law No. 357 of 14.07.2022 “On Amending the
Federal Law ‘On the Legal Status of Foreign Citizens in the
Russian Federation”and Certain Legislative Acts of the Russian
Federation”.

Now, foreign highly qualified specialists must undergo a repeat
medical examination within 30 days from the date of the work
permit extension, i.e. once every three years, rather than once a
year as was previously established.

The grounds for a simplified residence permit have been ex-
tended.

In addition, the new law extends the period of temporary stay of
a foreign citizen’s minor children, which gives them the right to
remain in Russia for the same period as their parents.

Despite the positive impact of the adopted law, one of the is-
sues that remains on the agenda of the AEB Migration Com-
mittee is the obligation for HQS family members to undergo

medical examinations every year.

Work also continues with the draft law “On the conditions of
entry (exit) and stay (residence) in the Russian Federation for
foreign citizens and stateless persons”, which represents a ma-
jor change in migration legislation.

LIBERALIZATION OF CRIMINAL LEGISLATION

During the XXV St. Petersburg International Economic Forum,
Russian President noted that “it should be considered to raise
the threshold of liability for failure to pay customs and other
obligatory payments”. A list of instructions was approved ac-
cordingly. In addition, an instruction was given to ensure the in-
troduction of amendments to Russian legislation providing for
the full or partial decriminalization of certain acts in the sphere
of entrepreneurial activity, for the commission of which respon-
sibility in the form of imprisonment is not envisaged.

Both issues are extremely important for the entire business
community and are being actively discussed by the AEB.

Recently, the Ministry of Justice has drafted a bill “On Amend-
ments to the Criminal Code of the Russian Federation and the
Code of Criminal Procedure of the Russian Federation”. The
Customs & Transport Committee and the Taxation Committee
have developed a unified position on this draft law, as well as
proposals to increase the thresholds for criminal liability in line
with current economic indicators and the inflation rate.

AEB willundoubtedly continue its work on presenting the posi-
tion of the business community regarding the need to liberalize
certain provisions of the Criminal Code relating to the activities

of participants in business and foreign economic activity.
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NMPOABUNXEHMUE )
UHTEPECOB KOMIMNAHMM

NMPABOBOE MNOJIOXKEHUE MHOCTPAHHDbIX
rPAXXKOAH

Ha npotaxenun 2022 rogpa AEB paboTana v npopomxaet
paboTy Mo psndy BOMPOCOB, CBA3aHHbLIX ¢ pedbopMUpoBaHU-
€M MUrpaLmnoHHOro 3akoHogaTensctea. OfHUM U3 KITOUYEBbIX
acrekToB 3a MOCNeAHNe MeCALbl CTaslo U3MEHeHWe nopsaka
NMPOXOXAEHUS MEAULIMHCKOrO OCBWUAETENbCTBOBaHWUA WHO-
CTPaHHbIMU rpakAaHaMu, B YaCTHOCTU, BbICOKOKBaNUULIMPO-

BaHHbIMU Cnelnanncrtamm.

BaxxHble M3MeHeHns B aToM chepe Npon3oLLIM C NPUHATUEM
®depepanbHoro 3akoHa o1 14.07.2022 Ne 357-P3 «O BHeceHUn
n3MeHeHun B epepanbHblit 3akoH «O NPaBOBOM MONOXEHNN
MHOCTpPaHHbIX rpaxxaaH B Poccuiickon @epepalin» n otaens-

Hble 3akoHopaaTesbHble akTbl Poccuickon Pepepaumm.

Tenepb MHOCTPaAHHbLIM BbICOKOKBANIMPUUMPOBAHHBIM Crieum-
anMcTaM HeobXOAMMO MPOXOAUTb MOBTOPHOE MeAMLMHCKOe
obcnepoBaHue B TeueHue 30 fHel Co AHA NPOANeHWs paspe-
WweHuna Ha paboTy, T.e. pa3 B TPU rofa, a He pas B rof, Kak aT1o

6bIf10 yCTaHOBMIEHO paHee.

PaclwmnpeHbl ocCHOBaHMA YMNpPOLLEHHOro MoJlyYeHuUs BUAa Ha

XXNTeNbCTBO.

KpOMe TOro, HOBbIM 3aKOHOM MnpoasieBaeTCcd CPOK BpeMeHHO-
ro I'Ipe6bIBaHl/Iﬂ HeCOoBepLEeHHONTETHUX ,El,eTe;I MHOCTPaHHOIo
rpaxxgaHuHa, 4TO faeT MM NpaBO OCTaBaTbCA B Poccumn Ha ToT

XXe nepuon, UTo N nx poguTtenaMm.

HecMoTpsa Ha nonoxuTtenbHoe BAUAHME MPUHATOrO 3aKoHa,
O[HMM 13 BOMPOCOB, OCTAOLLMXCS Ha MoBecTke AHA Murpaun-
oHHoro komMuTeTa AEDB, aBngeTca 0693aHHOCTb MPOXOXAEHUS

MeLOCMOTPOB KaxabIM rof yneHamu cembm BKC.

Takxke npopomkaeTtca pabota ¢ 3akoHornpoekToM «O6 yc-
nosuax Bbesfa (Bble3ga) U npebbiBaHUA (MPOXMBaHUA) B
Poccuiickon Pepepaumm MHOCTPaHHbIX FpaxkaaH v nuu, 6es
rpaxaaHcTBa», NPeACTaBNAoWLMM MacluTabHble U3MeHeHUd B

MUrpayMOHHOM 3aKOHO4aTeNIbCTBe.

JIMBEPAJNTU3ALNA YTONNOBHOTIO
3AKOHOZATEJIbCTBA

B xope XXV [lNeTepbyprckoro MexayHapOAHOro 3KOHOMMU-
yeckoro dopyma [lpesnpeHTom PO 6bII0 OTMEUEHO, YTO
«crnefyeT nogyMaTb O MOBbILEHUU MOpora MpUBIEYEHNs K
OTBETCTBEHHOCTW MPW HeyrnnaTe TaMOXEHHbIX U APYyrux obs-
3aTefibHbIX MnaTexen». Bbin yTBepXKAeH COOTBETCTBYIOLWMM
nepeyeHb nopyyeHuin. KpoMe Toro, 6bI10 faHO nopyyeHue
obecrneynTb BHECEHWE B 3aKoHOAaTeNbcTBO PP nsMeHeHUN,
npenycMaTpuBaloWwmX NMOHYI WA YaCTUYHYIO AeKPUMUHA-
NM3aumio OTAENbHbIX AeAHUN B cdhepe NpeanpUHMMaTEeNbCKON
[eATeNIbHOCTK, 38 COBEPLUEHNE KOTOPbIX HE MPeayCcMOoTpeHa

OTBETCTBEHHOCTb B BUAE JINLLIEHNA CBO60,EI,bI.

Oba BOMpPOCa ABNdl0TCA Kpal;IHe Ba>XHbIMW 0114 BCero BusHec-

cooblecTBa 1 akTMBHO obcyxxpatotcs B AEB.

Tak, B LLeniax UCNoIHeHMa nopy4deHma MuHIoCToM 6bin paspa-
60TaH 3aKOHOMNPOEKT «O BHECEHUN M3MEHEHWNIN B YTONTOBHbIN
kopekc Poccuiickon Pepepaumm 1 YronoBHo-npoLeccyasb-

HbI kopeke Poccuinckon @epepaLmm».

KoMWTeToM no TaMo)kHe 1 TpaHcrnopTy U HanorosbiM KoMu-
TeToM Obina BblpaboTaHa eAnHas Mo3ULMA OTHOCUTESbHO
[LaHHOr O 3aKOHOMPOEKTa, a TakXkKe CHOPMyIMPOBaHbI MPeAIo-
YKEHUS MO YBENTMYEHUIO MOPOroB MPUBIEYEHUS K YrOTOBHOM
OTBETCTBEHHOCTW COMMacHO TEKYLLMM SKOHOMUYECKUM MoKa-

3aTenIaM 1 YPOBHIO MHGIALMMN.

AEB, 6e3ycnoBHO, MPOAOIXUT CBOKO paboTy Mo npeacTasne-
HMIO MO3ULMU BU3HECA OTHOCUTENBHO HEOBXOAMMOCTU Nnbe-
panu3aLmm OTAENbHbIX MOMOXKEHWIN YrONOBHOMO 3aKOHa, Kaca-
IOLLMXCA AeATENIbHOCTM YHACTHUKOB MPeAnpUHUMATENbCKOM U

BHELLUHE3KOHOMMYECKOM AeATENIbHOCTM.
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AEB NEW
COMPANIES

lsill
ETIPAD

AIRWAYS

Etihad Airways

Etihad Airways, the national carrier of the
UAE, operates passenger and cargo flights
to the Middle East, Africa, Europe, Asia, Aus-
tralia and Northern America — 67 destina-
tions in 44 countries.

Etihad fleet is one of the most advanced in
the world, from cargo aircrafts to the new
generation Boeing-787.

Etihad actively follows its sustainability pro-
gram, minimizing environmental impact,

and was named “Environmental Airline of
the Year 2022".

Etihad leads the sponsorship of the biggest
international sports events: from the Abu
Dhabi Grand Prix Formula 1 to the Special
Olympic Games and the world class gulf
tournaments, as well as the Manchester
City Football Club.

www.etihad.com

~-Heel

Healthcare designed by nature

Heel

Heelisaninternational pharmaceutical com-
pany specializing in natural medicines.

With our medical and scientific expertise we
stand behind our medicines. Every day we
are committed to providing patients world-
wide with effective and well tolerated thera-

peutic solutions.

Our medicines are manufactured in
Baden-Baden — “Made in Germany”. For
us, this is an obligation to deliver qual-
ity and a commitment we fulfill through a
certified production process of the highest
GMP standards.

www.heel-russia.ru

MedRescue

MedRescue is a second-generation family
run business tracing its origins back to 1969.
Our core activity is importing medical and
simulation equipment for the EAEU mar-
kets through our own independent import
supply chain.

Our product line consists exclusively of West-
ern manufactured products which guaran-

tees a high grade of workmanship and un-

precedented quality. Our clients range from
the Ministries of Healthcare and Education to
national corporations and any business that
values its workers’ safety and health.

In every part of EAEU from Kaliningrad to
Vladivostok by Almaty and Bishkek, our
products are used to train the next genera-
tion of healthcare professionals.

www.mirmanekenov.ru
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OMa0

MEF

MEF has been in the market for over 20
years providing tax risk management, pro-
tection of taxpayers’ rights and interests,
and investment consulting.

MEF has become one of the six leading tax
advisory firms in Russia and one of the top
fifteen law firms of tax litigation consultants,
according to the results of the Federal rank-
ing of law firms PRAVO 300, which were
published in 2020.

Since establishment, we have been using

only a custom-tailored approach to each

and every customer, which has secured for
us many years of cooperation with most of
our clients.

As always, our unvarying corporate prin-
ciples have been compliance with high
professional standards and continuous
improvement of the existing and intro-
duction of new lines of consulting ser-
vices.

MEF allows providing support to clients in
different countries of the world.
www.mef-pkf.ru

SYNERGY
CORPORATION

Synergy Corporation

Synergy Corporation is a group of compa-
nies founded more than 30 years ago with a
team of more than 5000 qualified special-
ists in 70 offices worldwide.

We operate in a variety of fields, ranging
from the largest private educational insti-

tution in Russia to asset management and
versatile industrial areas such as peat indus-
try, gas and oil equipment manufacturing,
production of building materials, real estate
and much more.
www.synergy.ru

YVES ROCHER

Yves Rocher

The Yves Rocher brand has a unique ex-
pertise in the creation of Herbal Cosmetics
which is loved and trusted by customers
around the world.

Our mission is to reconnect women and
men with nature and to act in the name of
the common good. The main activity of the
company is wholesale and retail trade of

perfumes and cosmetics.

We are actively developing a B2B partner
network and e-commerce sales through
our own website and marketplaces. For
more than 30 years (since August 1991),
Yves Rocher Herbal Cosmetics has been
represented on the Russian market.

At present the Brand’s assortment includes
over 800 products: facial, body and hair care,
hygiene products, makeup and perfumes.
www.yves-rocher.ru
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AIRWAYS

Etihad Airways

Etihad Airways, HaunoHanbHas aBuakoMna-
Hus OAD, BbIMOSHAET MaccaXMpcKme u rpy-
30Bble pencbl Ha BrivkHnn BocTok, B Adpuky,
Espony, Asuto, Asctpanuto n CeepHyto AMe-
pUYKy — o 67 HanpasneHusaM B 44 cTpaHax.
[Mapk camoneTtos Etihad — ogmH 13 cambix
rnepenoBbIX B MUPE, OT MPY30BbIX CaMOSETOB
[10 NaiHepoB HOBOr O NokosneHus Boeing-787.
Etihad akTvBHO crnepyeT nporpaMme ycTomn-

UYMBOrO Pa3BUTUS, COKpallas BO3LEUCTBUE

aBlanepeneToB Ha OKpy»KatoLlyto cpeay. B
2022 ropy aBMakoMMaHWsa Obina MpusHaHa
CaMOW 9KONTOrMYHOM aBUaKOMMaHWEN B MUpe.
Etihad saBnseTca cnoHcopoM KpymHemLmnx
MeXIyHapOAHbIX CMOPTUBHBIX COObLITUMI: OT
Grand Prix Formula 18 Aby-[a6bu no Cneum-
anbHbix Onumnunckux Urp n TypHUpOB Mo
ronbdy MUPOBOTO Kracca, a Takke dyTéosb-
Horo kiy6a «MaHuectep Cutm».
www.etihad.com

~-Heel

Healthcare designed by nature

Heel

Xeenb — MexayHapoaHaa dapMaLeBTuye-
CKasi KOMMaHWs, CreLmanmsnpytoLascs Ha
paspaboTke 1 COBCTBEHHOM MPOWU3BOACTBE
BUopPEerynaLMOHHbIX MPenapaToB Ha OCHOBE
NMPUPOAHbBIX MHIPEANEHTOB.
LLiTab-kBapTMpa, Kak v 3aBOA, pacronaraeT-

csa B . bapeH-bageH, lepmanus. MNMpenapaTsbl

Xeenb nocTynHbl 6onee yem B 50 cTpaHax,
npowssoaaTca no craHaaptam GMP ¢ Tpa-
LVUMOHHO BbICOKMM HEMELKMM KayeCTBOM
NPOAYKLMN.

www.heel-russia.ru

mirmanckenov.rv

MedRescue

MedRescue — 3TO ceMelHbI GU3HeC BO
BTOPOM MOKOJIEHUW, KOTOPbI BEAET CBOIO
nctoputo ¢ 1969 ropa.

Halua ocHoBHas AesTeNbHOCTb — UMMOPT Me-
LOMLMHCKOMO U CUMYNALMOHHOIO 060pyAoBa-
HWA Ha pbiHKM EADC yepes cobCcTBEHHYO He-
3aBUCKMYIO LIeMOYKy MMMOPTHbIX MOCTaBOK.
Halwa npopykToBas fiMHeMka COCTOUT mc-
KIOUYNUTENBHO M3 MPOAYKUMU  3amnafHoro
MPOW3BOACTBA, YTO FapaHTUPYeT BbICOKOe

Ka4yeCTBO M3roToBJIeHUA U 6ecr|peLLeneHT—

Hoe Ka4ecTBO. Haluu KIMeHTbl BapbupytoTCs
oT MUHKUCTEPCTB 34paBOOXPaHeHs U obpa-
30BaHVsi O HaLMOHabHbIX KopropaLumi m
noboro 6usHeca, KOTOPbIN LIeHNT Gesonac-
HOCTb 1 3[,0POBbE CBONX COTPYAHUKOB.

Bo Bcex yronkax EASC ot KanuHuHrpa-
pa no BnapmBocTtoka, AnMaTbl 1 bullkeka
HallW NPOAYKTbl UCMONb3YOTCA AN 00y~
YeHWs] HOBOTO TMOKOMEHUS MEOULMHCKMX
PabOTHMKOB.

www.mirmanekenov.ru
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OMa0

MEF

M3® 6onee 20 neT okasblBaeT ycnyru Ha-

JIOFOBOIO KOHCANTUHIa, 3alMTbl MPaB U UH-

TepecoB HaforonaTeNbLUMKOB, ayamuTa:

« OOVH U3 TPex NIMAEPOB HanoroBOro KOH-
cynbTnpoBanHmna B Poccum u B umcne 15
JYYLWUX IopPUPM-KOHCYbTaHTOB MO Ha-
JIOrOBbIM CMoOpaM, Mo BepCUU PenTUHra
topuamndeckmx komnanum NMPABO 300 B
2020 rogy ne 2021 roay;

- BTOpasa Mo pa3mepaM 6usHeca B Poccum
KOHCaNTMHIoBasi KOMMaHMs co cneumanm-
3aLMelt Ha HaroroBoM KoHcanTuHre B 2021

roay, no MHeHuo RAEX;

+ B YMCNe KPYMHEWLIMX POCCUMNCKMX ay-
OUTOPCKUX OpraHusauui U Ha BTOPOM
MecTe Cpefy He3aBUCUMbIX POCCUMCKMX
OopraHusaLmii, OKasblBaloWMX yCnyrn B
obnacTu HaloroBoro KOHCaNTWHra, no
BepCcUn exxerogHoro paHknHra RAEX B
2018-2021rr;

« ¢uHanuct PelttuHra pabotopatenen Poc-
cum 2021 ropa noptana Headhunterru c
OLIEHKOW «MpUBeKaTesbHbIN U OTKPbITbIN
paboTopaTenb, YCMeLWHO pa3BMBatOLLMN
HR-npouecchl UMUK KOMAaHNK».

www.mef-pkf.ru

SYNERGY
CORPORATION

Synergy Corporation

Kopnopauus «CuHeprua» — rpynna Kom-
naHWMn, ocHoBaHHas 6onee 30 net Hasag
1 HacumTbiBatowas 5000 keanudmumpo-
BaHHbIX cneuunanucTtoB B 70 oducax no
BCEMY MUPY.

Kopnopauua 3agencTsoBaHa B pas3iMyHbIX

cdepax, HaunHas OT CaMOro KPyMHOro 4acT-

Horo yHuBepcuteTa B Poccum 1 3akaHuYnBas
aKTMBaMW B Takux obnacTsx, Kak TopdsiHas
MPOMBbILLNIEHHOCTb, MPOW3BOACTBO HedpTe-
rasoBoro o6opynoBaHUs U CTPOUTENbHbIX
MaTepuasioB, HEABMXMMOCTb, yrpaBlieHne
aKTUBaMM Y MHOTUX APYTUX.

www.synergy.ru

YVES ROCHER

Yves Rocher

Mapka VB Powe obnagaeT yHMKanbHOM
3KCMnepTM3on B co3gaHum PactutenbHom
KocMeTuku, nonbsyeTcs NtoboBblo 1 foBe-
pPU1EM KIIMEHTOB MO BCEMY MUPY.

Hawa Muccuna 3aknovaeTca B TOM, YTO6bI
BOCCOELAMHUTD XKEHLUMH WU MY>XYMH C Mpu-
POAOW M LeicTBOBaTb BO MMSA BCEOBLLEro
6nara. OCHOBHbIM BWOOM AEeATENbHOCTU
KOMMaHWK ABNSETCs OnToBas M PO3HUYHas
TOpProsna naphroMepHO-KOCMETUYECKUMN

TOoBapaMm.

Mbl akTUBHO pa3BrBaeM NapTHEPCKYIO CETb
no cucteme B2B n MHTepHeT-Npoaaxu Ye-
pe3 cob6CTBEHHbIM CalT U MapKeTrnielncsl.
Bonee 30 net (c aBrycra 1991 ropa) Pactu-
TenbHas KocMmeTuka VB Polwe npencraene-
Ha Ha POCCUINCKOM PbIHKE.

CerogHsa B accopTuMeHTe Mapku cBbille
800 HavMeHOBaHUI MPOAYKTOB: yxon, ANd
nvLa, Tena v BOJIOC, CPeACcTBa r’MrmeHbl, Ma-
KUK 1 napdroMepus.

www.yves-rocher.ru
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