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Russian import of essential
medical devices to continue, but
in reduced volumes

GlobalData Healthcare

Exports of many medical devices to Russia are expected to continue
despite sanctions imposed due to Moscow's invasion of Ukraine.

I he Russian invasion of Ukraine prompted a swift response from the international
community, with multiple countries imposing damaging economic sanctions on Russia
as a means of non-violent intervention. Many countries imposed export restrictions on

products or components of products considered to be dual-use, with both civilian and

military functions. An example of this was seen in late February when the US Department of

Commerce imposed restrictions on tech exports to Russia, citing concerns of use in military

equipment. The list of restricted products included semiconductors, computers,

telecommunications equipment, sensors, lasers and other technologies.
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of non-violent intervention. Many countries imposed export

Exports of many medical devices to Russia are expected to continue
despite sanctions imposed due to Moscow's invasion of Ukraine.

L restrictions on products or components of products
considered to be dual-use, with both civilian and military

functions. An example of this was seen in late February when

the US Department of Commerce imposed restrictions on tech exports to Russia, citing concerns
of use in military equipment. The list of restricted products included semiconductors, computers,

telecommunications equipment, sensors, lasers and other technologies.
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products or components of products considered to be dual-use, with both civilian and
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granted on a case-by-case basis if items are deemed
Russian import of essential
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in reduced volumes
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Exports of many medical devices to Russia are expected to continue deViceS i n teCh-heavy ma rketS_SUCh aS d iagnostic

despite sanctions imposed due to Moscow's invasion of Ukraine.

necessary for humanitarian and civilian needs. Medical

imaging, ophthalmology, cardiovascular and patient

monitoring devices—often serve an essential purpose and

have few domestic substitutes available within the Russian

market. With the exception of laser-containing devices, exports of many of these devices
are expected to bypass recent tech sanctions. However, supply issues will arise from the

reduced buying power of the ruble and rising import costs.
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Exports of many medical devices to Russia are expected to continue
despite sanctions imposed due to Moscow's invasion of Ukraine.

T he Russian invasion of Ukraine prompted a swift response from the international
community, with multiple countries imposing damaging economic sanctions on Russia
as a means of non-violent intervention. Many countries imposed export restrictions on
products or components of products considered to be dual-use, with both civilian and

military functions. An example of this was seen in late February when the US Department of

Commerce imposed restrictions on tech exports to Russia, citing concerns of use in military

equipment. The list of restricted products included semiconductors, computers,
telecommunications equipment, sensors, lasers and other technologics.

G sl (D) A8 a0 o il Gl Gl a5 L
@ el Qigh sy el (g el e 5 Al e
S el 0sd e e Gl jala Jeae (53 )50 Gy paa
ady (il (5 Nyl dile - 8L 5l sl b 2
woale) - giolan 9 Gas 9 el Ly @l sWelliwd o Sy
RS A lacn Bls 5 tigde Al )y a 3)lse Ol sie

sl di| ))J Lg‘)jté J\ aS Lﬁ\.&o@sﬁud sl Ay _Jﬁ)\d Al g ) J\J\.i

‘L.“A u,-JHJ .Jﬁjﬁﬁgjj\-'\é ).1;\ LSLQ’ ('u);ﬁ Jal cuo\iﬁud&:\\ J\ LSJ\:W‘% LL\\JJ\.:.A JJJL’.AJ\.LI\\ cJ.'\.'\SL;A


https://www.medicaldevice-network.com/comment/russia-import-essential-medical-devices/

Russia has historically made efforts to bolster its

S _ domestic medical device industry and reduce its need
Russian import of essential

medical devices to continue, but . ) .
in reduced volumes for imports. In 2015, the Russian government restricted
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e el s eeaso e state procurement of a list of medical devices to

despite sanctions imposed due to Moscow's invasion of Ukraine.

domestic sources, provided two or more bids had been

submitted from manufacturers in Eurasian Economic

Union (EAEU) countries.

The list largely comprised lower-tech hospital and surgical supplies. It was further
expanded in 2016 and last year to include some biochemical analyzers, clinical

microscopes, and surgical ultrasound and laser devices.
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Exports of many medical devices to Russia are expected to continue
despite sanctions imposed due to Moscow's invasion of Ukraine.

I he Russian invasion of Ukraine prompted a swift response from the international

community, with multiple countries imposing damaging economic sanctions on Russia
as a means of non-violent intervention. Many countries imposed export restrictions on
products or components of products considered to be dual-use, with both civilian and

military functions. An example of this was seen in late February when the US Department of

Commerce imposed restrictions on tech exports to Russia, citing concerns of use in military

equipment. The list of restricted products included semiconductors, computers,

telecommunications equipment, sensors, lasers and other technologics.
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o Despite these efforts, many high-tech devices are still

Analysis

imported to meet the demands of Russia’s healthcare

Russian import of essential
medical devices to continue, but

in reduced volumes system. Developing these technologies domestically is
R R e often limited by an expensive and slow research and
development (R&D) process, meaning that imports are

necessary to fill gaps in local supply.

As economic sanctions continue to mount, Russia will likely explore cheaper
alternative brands to supplement gaps in its medical device supply. Imports will
remain an option for devices that are deemed essential, but financial pressures will

undoubtedly reduce purchasing in the near term.
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Exports of many medical devices to Russia are expected to continue
despite sanctions imposed due to Moscow’s invasion of Ukraine.

T he Russian invasion of Ukraine prompted a swift response from the international
community, with multiple countries imposing damaging economic sanctions on Russia
as a means of non-violent intervention. Many countries imposed export restrictions on
products or components of products considered to be dual-use, with both civilian and

military functions. An example of this was seen in late February when the US Dep: nent of

Commerce imposed restrictions on tech exports to Russia, citing concerns of use in military
equipment. The list of restricted products included semiconductors, computers,
telecommunications equipment, sensors, lasers and other technologies.
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) GlobalData.

Russia — Healthcare, Regulatory and Reimbursement Landscape

Published: December 27, 2021 Report Code: GDHCO018CHR

The Russia pharmaceutical market was valued at $29.0 billion in 2020. The market will
grow at a Compound Annual Growth Rate (CAGR) of more than 4% during the forecast
period.

The Russia medical devices market was valued at $11.4 billion in 2020 and is expected
to grow at a Compound Annual Growth Rate (CAGR) of less than 1% by 2026. The
Russian pharmaceutical market is one of the most significant markets in the Central

and Eastern European (CEE) region.
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) GlobalData.

Russia — Healthcare, Regulatory and Reimbursement Landscape

Published: December 27, 2021 Report Code: GDHCO018CHR

The report is an essential source of information on analysis of the healthcare,
regulatory and reimbursement landscape in Russia.

It identifies the key trends in the country’s healthcare market and provides insights
into its demographic, regulatory and reimbursement landscape, and healthcare
infrastructure.

Most importantly, the report provides valuable insights into the trends and

segmentation of its pharmaceutical and medical device markets.

14


https://www.globaldata.com/store/report/russia-healthcare-regulatory-and-reimbursement-analysis/?scalar=true&pid=79467&sid=23&_gl=1*gm0zm2*_ga*OTMxMTk2MTM5LjE2NzE5MDYwNjQ.*_ga_8SZ1HHP33J*MTY3MTkwNjExNC4xLjEuMTY3MTkwNzg4Mi42MC4wLjA.

) GlobalData.

Russia — Healthcare, Regulatory and Reimbursement Landscape

Published: December 27, 2021 Report Code: GDHCO018CHR

oY S oUas 2 (gla ) suilag Cumaa g Jalat e dad sl s ile Sal age aaie i1 R Gl
) A gy pa Gala g

5e 0 S 5 S e il ) A Glapdsililag DL 3 sulS slanigy (1R Gl
A3 e ) ) (lagd gadilage AL ) 9 @l 9 5 s 8l AMAT Ay o Aman 1A adia
D et 5 2901 a1 L skl g iy 3 ) 5e 3 (abad )l I a1 R Gl caad ) iega

LAY e ) ) (S

15


https://www.globaldata.com/store/report/russia-healthcare-regulatory-and-reimbursement-analysis/?scalar=true&pid=79467&sid=23&_gl=1*gm0zm2*_ga*OTMxMTk2MTM5LjE2NzE5MDYwNjQ.*_ga_8SZ1HHP33J*MTY3MTkwNjExNC4xLjEuMTY3MTkwNzg4Mi42MC4wLjA.

) GlobalData.

| Russia — Healthcare, Regulatory and Reimbursement Landscape

Published: December 27, 2021 Report Code: GDHCO018CHR

Russia pharmaceuticals market overview
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For more insights on this report, download a free report sample
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Russia medical devices market overview
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) GlobalData.

Russia — Healthcare, Regulatory and Reimbursement Landscape

Published: December 27, 2021 Report Code: GDHCO018CHR

What are the market dynamics in the Russia pharmaceuticals market?

In 2021, Russia was ranked 70th globally on the |[Legatum Index.| This rank was

driven by the country’s education, economic quality and infrastructure, and market access
scores. In 2020, the Russian government approved a package of measures to ensure
regular supplies of drugs and avoid shortages in the domestic market. The growth in the
Russian healthcare market is attributed to reforms in regulatory guidelines, government
initiatives to develop the domestic pharmaceutical market, and the growing elderly

population.
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) GlobalData.

Russia — Healthcare, Regulatory and Reimbursement Landscape

Published: December 27, 2021 Report Code: GDHCO018CHR

Who are the major import and export partners of the Russia pharmaceuticals
market?

The major import partners of Russia are Germany, the US, Italy, Switzerland, and
Ireland. Germany accounts for the highest percentage in the import business. The
major export partners of Russia are Kazakhstan, Ukraine, Belarus, Uzbekistan, and

Kyrgyzstan. Among them, Kazakhstan covers the majority of the business.
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) GlobalData.

| Russia — Healthcare, Regulatory and Reimbursement Landscape

Published: December 27, 2021 Report Code: GDHCO018CHR

Russia pharmaceuticals market, by sub-segment

Click to view th
report

' Over the
Counter

B Biologics @ Biosimilars

@ Generics

For more sub-segment insights, download a free report sample
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Who are the major players in the Russia pharmaceuticals market?
The major players in the Russia pharmaceuticals market are

GlaxoSmithKline (GSK), Novartis, Pfizer, Sanofi, and Pharmstandard.
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Russia — Healthcare, Regulatory and Reimbursement Landscape

Published: December 27, 2021 Report Code: GDHCO018CHR
Who are the major players in the Russia pharmaceuticals market?

GSK

It is a healthcare company that focuses on the development, manufacture, and
commercialization of pharmaceuticals, vaccines, and consumer healthcare products. It
offers drugs for the treatment of respiratory diseases, cancer, cardiovascular diseases,

HIV, infectious diseases, immuno-inflammation, and rare diseases.
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Who are the major players in the Russia pharmaceuticals market?

Novartis

Novartis is a healthcare company that focuses on the discovery, development,
manufacture, and marketing of prescription and generic pharmaceutical products, as
well as eye care products. It provides drugs for the treatment of cancer and other

diseases.
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Who are the major players in the Russia pharmaceuticals market?
Pfizer

It is a research-based global biopharmaceutical company that discovers, develops,
manufactures, and commercializes drugs for various conditions, consumer healthcare

products, generics, and Active Pharmaceutical Ingredients (APlIs).
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Russia pharmaceuticals market, by major players
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What are the market dynamics in the medical devices market in Russia?

The Russian medical devices market is one of the most attractive and largest markets in
the Central and Eastern Europe (CEA) region. The majority of the hospitals here are
federally owned and operated, leveraging the Russian government as the primary buyer of
medical technology. Although the local medical device manufacturing industry is very
small, the Russian government prioritizes domestic products over imported devices while
making purchasing decisions. The Russian healthcare system relies on imports. Most of

the high technology and innovative products are imported from Europe and the US.
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What are the major sub-segments in the medical devices market in Russia?
The major sub-segments in the medical devices market in Russia are hospital supplies,
general surgery, orthopedic devices, cardiovascular devices, and anesthesia and
respiratory devices. Hospital supplies accounts for the majority of the revenue in the

market anesthesia and respiratory devices account for the smallest part of the

revenue.
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Russia medical devices market, by sub-segment
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Who are the major players in the medical devices market in Russia?
Some of the major players in the medical devices market in Russia are

Roche Diagnostics, Abbott, Zimmer Biomet Holdings Inc, and Medtronic.
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Who are the major players in the medical devices market in Russia?

Roche Diagnostics

It offers novel diagnostic tests and systems for the early identification, targeted
screening, assessment, and monitoring of diseases. The company offers its products

and services to hospitals, commercial diagnostic laboratories, healthcare professionals,

researchers, and pharmacists.
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Who are the major players in the medical devices market in Russia?

Abbott

It is a diversified health product company that manufactures and markets drugs,
diagnostics, branded generics, vascular products, and nutritional products. The
company’s products comprise specialized medicines, medical diagnostic instruments

and tests, minimally invasive surgical devices, and products for veterinary care.
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Who are the major players in the medical devices market in Russia?

Zimmer Biomet Holdings Inc (Zimmer Biomet)

It is @ medical devices company focused on musculoskeletal healthcare. The company
designs, manufactures, and markets orthopedic reconstructive products, sports
medicine, biologics, extremities and trauma products, spine products,
craniomaxillofacial and thoracic products, office-based technologies, dental implants,

and related surgical products.
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Russia medical devices market, by major players
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Market report scope (pharmaceuticals market)

Market size (Year — 2020) $29.0 billion

Growth rate CAGR of >4%

Forecast period 2020-2026

Major sub-segments Generics, Biologics, Biosimilars, and Over the Counter (OTC)

Major import partners Germany, the US, Italy, Switzerland, and Ireland

Major export partners Kazakhstan, Ukraine, Belarus, Uzbekistan, and Kyrgyzstan

Major players GlaxoSmithKline (GSK), Novartis, Pfizer, Sanofi, and Pharmstandard
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Market report scope (medical devices)

Market size (Year — 2020) $11.4 billion

Growth rate CAGR of <1%

Forecast period 2020-2026

Major sub-segmenis Hospital Supplies, General Surgery, Orthopedic Devices, Cardiovascular

Devices, and Anesthesia and Respiratory Devices

Major players Roche Diagnostics, Abbott, Zimmer Biomet Holdings Inc, and Medtronic
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This report provides:

An overview of the pharmaceutical and medical device markets, comprising market size,
segmentation, and key drivers and barriers.
Profiles and SWOT (strengths, weaknesses, opportunities, and threats) analyses of the

major players in the pharmaceutical market: GSK, Sanofi, Pfizer, Novartis, and

Pharmstandard.

Profiles and SWOT analyses of the major players in the medical device market: Roche,

Abbott, Zimmer, and Medtronic.
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This report provides:
* An insightful review of the COVID-19 epidemiology, COVID-19 impact and
developments in the healthcare market, HealthTech landscape, reimbursement, and

regulatory landscape, with analysis covering details of the country’s healthcare

reimbursement process, regulatory agencies, and the approval processes for new

drugs and medical devices.

51


https://www.globaldata.com/store/report/russia-healthcare-regulatory-and-reimbursement-analysis/?scalar=true&pid=79467&sid=23&_gl=1*gm0zm2*_ga*OTMxMTk2MTM5LjE2NzE5MDYwNjQ.*_ga_8SZ1HHP33J*MTY3MTkwNjExNC4xLjEuMTY3MTkwNzg4Mi42MC4wLjA.

) GlobalData.

Russia — Healthcare, Regulatory and Reimbursement Landscape

Published: December 27, 2021 Report Code: GDHCO018CHR
T e A1) 1 ) ) e A8 G
Db 0 &V 5 COVID-19 iU «COVID-19 isd syl B8y oy @
5 <ala gy Hlail ada (HealthTech/Obe o scndlag sl il adia (e scudlag
SRTIEN K T R i N N e B VS Y S VBT - £ S/ B U=
Qs 5 Lol ol il glaanl B 5 (SO lagdl sy Jlea sadlagy

52


https://www.globaldata.com/store/report/russia-healthcare-regulatory-and-reimbursement-analysis/?scalar=true&pid=79467&sid=23&_gl=1*gm0zm2*_ga*OTMxMTk2MTM5LjE2NzE5MDYwNjQ.*_ga_8SZ1HHP33J*MTY3MTkwNjExNC4xLjEuMTY3MTkwNzg4Mi42MC4wLjA.

) GlobalData.

Russia — Healthcare, Regulatory and Reimbursement Landscape
Published: December 27, 2021 Report Code: GDHCO018CHR
This report provides:
 Detailed analysis of the country’s healthcare policy highlights, demographics,
healthcare infrastructure, and healthcare expenditure.
* An overview of the opportunities for and challenges to growth in the Russian

healthcare market.
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. REUTERS’

Europe

4 minute read - April 20, 2022 4:37 PM GMT+4:30 - Last Updated 8 months ago

Risk of medical gear shortage in Russia falls as
West restores exports

EU, U.S. export of medtech to Russia
collapsed at start of war

Exports now back to half pre-war level, but
concerns remain

Russia is highly dependent on Western
medical devices

Risks of shortages for parts, materials for
complex machines

Medtech firms maintain Russia business but
scaled it down
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Publication of updated list of items defined as medical supplies in the
Ukraine-/Russia-Related Sanctions Regulations.

SUMMARY:

The Department of the Treasury's Office of Foreign Assets Control (OFAC) is
publishing the list of items defined as medical supplies and generally licensed for
exportation or reexportation to the Crimea region of Ukraine. The List of Medical
Supplies (the “List™) has previously existed as a companion document to
Ukraine-/Russia-related General License 4, which OFAC has incorporated into
its Tkraine-/Russia-Related Sanctions Regulations. Accordingly, OFAC is
amending the List to replace the reference to General License 4 with a reference
to the location of the general license in the Ukraine-/Russia-Related Sanctions
Regulations. OFAC is making several technical corrections to items on the List,
but is not making any substantive changes to the List, which was last updated on
Aungust 12, 2016.
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The Department of the Treasury's Office of Foreign Assets
Control (OFAC) is publishing the list of items defined as medical
supplies and generally licensed for exportation or reexportation
to the Crimea region of Ukraine. The List of Medical Supplies
(the “List”) has previously existed as a companion document to
Ukraine-/Russia-related General License 4, which OFAC has
incorporated into its Ukraine-/Russia-Related Sanctions
Regulations. Accordingly, OFAC is amending the List to replace
the reference to General License 4 with a reference to the
location of the general license in the Ukraine-/Russia-Related
Sanctions Regulations. OFAC is making several technical
corrections to items on the List, but is not making any
substantive changes to the List, which was last updated on
August 12, 2016.

This list is effective May 31, 2022.
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MEDICAL DEVIEE E*PORTSTO S MARKET SIZE IN RUSSIA

RUSSIA

Russia has a population 145 million people. Both medical
device and pharmaceutical markets in Russia are very attractive

for Western companies. Value of pharmaceutical sales is 21

’ billion euro/year and value of medical device sales 15 billion

euro/year. Over 80% of medical device sales in Russia originate from the Western
countries. Local manufacture in Russia is virtually nonexistent: Western medical devices

are on a superior level. There are no trade sanctions in the medical device sector:

“business and trade are free”.
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MEDICAL DEVICE EXPORTS TO
RUSSIA

Medical sector of Russia relies heavily on imported medical
devices and pharmaceuticals. Russian medical facilities and

organizations prefer to buy medical products from Western

manufacturers, whenever there is a choice.
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MEDICAL DEVICE EXPORTS TO
RUSSIA

Russia has 75 medical universities. They are the backbone for training
medical doctors and introducing modern methods of medical care in

Russia. Today, in the Russian healthcare system there are:

e 709.000 medical doctors

* 61,000 dentists

* 1,300,000 medical nurses and so called "paramedic personnel"
e 5,993 hospitals with about 1.230.000 hospital beds

7,951 health centers

* 2,330 outpatient/polyclinic institutions

e 827 dental clinics.
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@ #w# = 2e: = PHARMACIES and PHARMACEUTICALS

MEDICAL DEVICE EXPORTS TO
RUSSIA

There are over 50,000 pharmacy sales outlets in Russia. Market share of

Top-10 largest pharmaceutical distributors is high 82%. Russian
pharmaceutical market can be divided by prescription drugs 61%

and over the counter (OTC) drugs 39% of all sales. Growth in both

categories is estimated to be about + 25 %/year. Drug manufacturers

prefer to do business with distributors and avoid working directly with retail pharmacy chains or
pharmacy outlets. Distributors operate vast networks of contacts and direct retail distribution
channels. There are four major distributors and several other smaller distributors each often
focusing to some specific territory or narrow special product segment. Presently there are five

dominant pharmacy chains in retail sales to end users.
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@ c# s =2 = MODERNISATION OF MEDICAL FIELD IN RUSSIA

MEDICAL DEVICE EXPORTS TO
RUSSIA

In recent years in the 2000's several thousand small and inferior level
hospitals (“uchastkovovye”) and their very rustic hospital bed availability
were permanently closed. For instance in 1995 Russia still had 12,100

hospitals with 1,851,000 beds. The trend is towards larger medical

treatment systems and hospitals, like is the general present trend in the

Western countries. Between 2000 and 2015 in 15 years the number of

hospitals in Russia halved, dropping from 10,700 to 5,400 hospitals, and the number of hospital
beds decreased by 28%. At the same time hospital beds are used more effectively and the overall
qguality level has improved significantly. In addition to full-scale hospitals there are 10,000 municipal
polyclinics, with needs for high tech medical equipment, sophisticated pharmaceuticals and

consumables from the West.
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@ - cre==t = HOW THINGS WERE, IN THE SOVIET ERA

MEDICAL DEVICE EXPORTS TO
RUSSIA

In Soviet Union (before 1991) population of the country was
295 million people and medical and healthcare scene was as

follows:

e 23,500 hospitals with 3,6 million beds
* 1,2 million medical doctors
e 3,2 million medical nurses and paramedical personnel

* 9 medical institutes were attached to the universities.
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@ - crr === HOW THINGS WERE, IN THE SOVIET ERA

MEDICAL DEVICE EXPORTS TO
RUSSIA

Average medical doctor's salary was roughly comparable to that
of an average blue-collar industrial worker, or even lower.
After 1992 Russia s healthcare system continued to deteriorate

substantially in the 1990's. Since the 2000's and especially in

2010's the situation has changed and improved significantly.

Medical personnel are not generally trained as rigorously as their contemporaries in the
West. Salary levels continue to be lower than by their Western counterparts. At the same
time medical devices for testing, diagnostic and treatment purposes are behind Western
standard levels, and access and knowledge of Western advanced pharmaceuticals

continues to be a problem.
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e cr s === PRODUCT CERTIFICATION INSIDE RUSSIA IS MANDATORY

MEDICAL DEVICE EXPORTS TO
RUSSIA

Approval of medical devices and pharmaceuticals is mandatory in
Russia. It means that manufacturers or distributors must obtain

Russian registration for their medical devices and/or

pharmaceuticals before they can place them on the Russian

market. This must be done regardless the products are already

registered in EU or/and USA, or in anywhere else. Russia has not signed mutual recognition
agreement with European Union or USA on one another's conformity assessment for
medical devices and pharmaceuticals. Nor does such an agreement to be likely in the near
future. Therefore medical devices and pharmaceuticals exported to Russia must be

assessed in Russia for conformity with Russian standards.
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o === PRODUCT CERTIFICATION INSIDE RUSSIA IS MANDATORY

MEDICAL DEVICE EXPORTS TO
RUSSIA

In the first and most important step, medical devices are
registered with the Russian Ministry of Healthcare and Social

Development. Devices generally undergo technical testing for

safety and biocompatibility. Registration can be applied for in

either the manufacturer's or the distributor's name.

Registration is finally completed with registration document of Russia's agency
“Roszdravnadzdor” (“RZN”). Then medical device is free to be imported and used in

Russia.
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o === PRODUCT CERTIFICATION INSIDE RUSSIA IS MANDATORY

MEDICAL DEVICE EXPORTS TO
RUSSIA

There are basically four categories of medical device
certification in Russia. Class | for low risk, Class lla for medium

risk, Class Ilb for medium/high risk, and Class Il for high risk.

Typical examples are in Class | bandages and walking aids, in

Class lla hearing aids, in Class Ilb X-ray devices, and in Class Il

hip implants. Classification is similar although not identical in the Western countries.


https://www.linkedin.com/pulse/medical-device-exports-russia-pirkko-leiviska/

MEDICALDEVI?ZE ;.XP;RTSTO G:\M‘ UA‘JM %MJJ d&‘d JJ dy.aa 4,34*3\3 3&‘

RUSSIA

01D dgag dnag) Y Sy Gl a4l ada len Ll

Sl el ) (lla) 038 @S Sy b Sl nead 6l n (1) 038

Y/l sie Sy b Dl jagad 1 (1) LS s sia S L

AL S ) L G et 6l () o308
() o3S ) bSaan (1) S 03 G ol ) dibuy 5 WSl sl (lsic 4
00 gk ot ((1]) oS 0 o8 slaciilial 5 (11h) DS (Sl 4zl slasKinn

Cuad GLaSo Ll el (e sla ) p8S gaidsila 4glie Ay

81


https://www.linkedin.com/pulse/medical-device-exports-russia-pirkko-leiviska/

oo eorere HOW FOXX CAN OPEN THE RUSSIAN MARKET FOR YOUR

RUSSIA

PRODUCTS
FOXX is a Finnish business consulting company. FOXX has it’s

own subsidiaries in Russia and the other "former USSR

countries" since 1992. In Moscow, FOXX-Russia is located inside

the building complexes of The Russian Academy of Medical Sciences since 1993.
The Academy is responsible of medical and healthcare matters of the entire of Russia. It
has its own hospitals, R&D institutes and centers, clinics, laboratories and units
authorizing the certification organizations for medical devices and pharmaceutical

products.
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me " "%~ HOW FOXX CAN OPEN THE RUSSIAN MARKET FOR YOUR PRODUCTS

MEDICAL DEVICE EXPORTS TO
RUSSIA

FOXX provides business services to Western companies for Russia. In
medical business & industry typical services provided by FOXX are:

e Certification of medical devices and equipment for importing and

selling products in Russia

* Providing official evaluations and quotations for price and procedure of certification

* Sourcing and selecting distributors and importers for Western company in Russia

* Market studies, including establishing contacts with important customers in Russia

* Qutsourced local sales personnel to enforce selling, marketing and customer contacts in

Russia (without any need for establish own company in Russia)
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m - cress 2t = HOW FOXX CAN OPEN THE RUSSIAN MARKET FOR YOUR PRODUCTS

MEDICAL DEVICE EXPORTS TO
RUSSIA

Western medical device, equipment and pharmaceutical business
and industry will increase successfully in Russia in many years to
come. We would be delighted to offer and provide our business

services to your company s specific needs for business and exports in

Russia. Our contact addresses are:

* E-mail : pirkko.leiviska @foxx.fi

e Address : FOXX Oy, Amiraalinkatu 4, 00160 Helsinki, Finland
 Contact person : Ms Pirkko Leiviska, Managing Director

* In Russia : FOXX-Russia, Nevsky pr 79-26, 190000 St.Petersburg

FOXX- Moscow, Tverskaya str. 22a, 125009 Moscow

www.foxx.eu http://www.foxx.ru/ https://foxx-co.com/
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* E-mail : pirkko.leiviska @foxx.fi

e Address : FOXX Oy, Amiraalinkatu 4, 00160 Helsinki, Finland
 Contact person : Ms Pirkko Leiviska, Managing Director

* In Russia : FOXX-Russia, Nevsky pr 79-26, 190000 St.Petersburg

FOXX- Moscow, Tverskaya str. 22a, 125009 Moscow

www.foxx.eu http://www.foxx.ru/ https://foxx-co.com/
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The Russian Federation has imposed a temporary ban on exporting medical equipment and devices of foreign make. A
governmental decree to this effect was signed by Premier Mikhail Mishustin an March 6.

£ L4 . < v & 24 « . - J o4 J S pd
According to the press office of the Government, the decree targets medical equipment and devices that were imported o~ o J:’Jj )-’ o ) Uﬁ J j U o

into Russia from the countries that joined the anti-Russia sanctions and are stored at the importers’ warehouses or are
being customs cleared.

The decision is expected to prevent deficit of medical devices in Russia due to the restrictions imposed by ‘unfriendly . ‘ UAJLA 6 JJ U.~ j g

governments’ and is valid till December 31, 2022.
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SWITZERLAND Export from Switzerland
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INDUSTRY REPORT

RUSSIAN HEALTHCARE MARKET

5 a, Swiss Business Hub Russia

May 18,2021 08:53 | Anna Padeeva, S
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Despite numerous import-substitution initiatives and efforts, the reality remains the d u J w‘)
same:the Russian healthcare system heavily relies on imports. Most high-tech and

innovative products are imported from Europe and the United States. The share of S M I d G I b I
foreign production in the medical equipment sector is above 80%. What are the Wltzer an O a
e
Enterprise

opportunities for Swiss suppliers and how can they successfully export to Russia?
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A large variety of foreign producers are represented on the Russian market from various countries in different price ranges.
Traditionally, manufacturers benefit from the good reputation of products coming from Switzerland, which embody quality and ‘

1 . 4 : Verv f - - ) G < [ /\) 89
reliability. The Russian client is no exception. Very few consumers, however, are aware of Swiss medical equipment brands. Clinic \ /

representatives that we have questioned could mention only one Swiss medtech brand — Schiller.
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INDUSTRY REPORT

RUSSIAN HEALTHCARE MARKET

Despite numerous import-substitution initiatives and
efforts, the reality remains the same: the Russian
healthcare system heavily relies on imports. Most
high-tech and innovative products are imported from
Europe and the United States. The share of foreign
production in the medical equipment sector is above
80%. What are the opportunities for Swiss suppliers

and how can they successfully export to Russia®?
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INDUSTRY REPORT

RUSSIAN HEALTHCARE MARKET

A large variety of foreign producers are represented on
the Russian market from various countries in different
price ranges. Traditionally, manufacturers benefit from
the good reputation of products coming from
Switzerland, which embody quality and reliability. The
Russian client is no exception. Very few consumers,
however, are aware of Swiss medical equipment brands.
Clinic representatives that we have questioned could

mention only one Swiss medtech brand — Schiller.
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0 Healthcare in Russia is characterized by a strong

EEEEEEEEEE

EDUSTRYREPORT contrast between public and private sectors. The

RUSSIAN HEALTHCARE MARKET

public system is the biggest, with federal, regional and

municipal authorities managing polyclinics, hospitals and research centers.
The constitution of the Russian Federation, which was adopted in 1993,
gave citizens the right to state-funded healthcare. The private system is
small and is primarily concentrated in urban areas. Likewise, there is a
voluntary health insurance system operating in large cities that is

purchased mainly by employers and provides access to top-level facilities.
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ot Both private and state clinics rarely purchase
EDUSTRYREPORT equipment directly from manufactures. Private

RUSSIAN HEALTHCARE MARKET

hospitals usually have several contracts with local
distribution companies while public clinics organize their purchases
through bids in which local distribution companies take part (foreign legal
entities are not allowed to participate to bids). In this context, cooperation
with one or more local distribution companies is a necessary condition of

acting in the market.
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Russian distributors are, in most cases, well informed about
INDUSTRY REPORT the different types of medical equipment on the market and
~RUSSIAN HEALTHCARE MARKET already have some preferences. In order to convince a

potential Russian partner to enter a cooperation agreement,

a product should match several criteria:
The product must be unique
The manufacturer has to present its benefits for physicians and its superiority to
competitors in a very clear and well-founded way. The technical aspect is very

important.
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https://www.s-ge.com/en/publication/industry-report/20211-c3-russia-medtech-launch-swiss-product

A product must belong to the distributor’s business area

INDUSTRY REPORT Distributors look for new products relevant to the area in

RUSSIAN HEALTHCARE MARKET which they currently operate. This is why it’s necessary to

look for relevant distributors with the right portfolio.

Favorable financial terms

Pricing is an important factor. The availability of a good discount and flexible

sales plans are important factors for a local distributor.
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Constant Communication
INDUSTRY REPORT For many distributors, the presence of an official representative
RUSSIAN HEALTHCARE MARKET in Russia does not play an important role. An important
criterion, however, is the responsiveness of a manufacturer to
qguestions and problem-solving efforts with equipment. Ideally,

the manufacturer responds to requests within one day.

Maintenance conditions
With heavy and sophisticated equipment, it’s important to have a team of engineers, a
service center in-country (in one’s own or a partner’s), and to ensure availability of

spare parts (a warehouse or through prompt delivery).
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T Reference list
INDUSTRY REPORT |n a company presentation, it’s important to provide
RUSSIAN HEALTHCARE MARKET . . .
real cases of supplying equipment to hospitals as well
as physicians’ and professionals’ testimonials.
After reaching an agreement, it is important to bear in mind that constant
support from the manufacturer is critically important during the launch

period of the new product — starting from preliminary training and ending

with sales support.
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aLomat Study:
EDUSTRY REPORT The Procurement Process of medical equipment in

RUSSIAN HEALTHCARE MARKET

Russia
The Russian medical equipment market definitively represents
considerable potential for a Swiss manufacturer. A deep understanding of
different purchasing models, described in our Study of the Procurement
Process of Medical Equipment in Russia gives a Swiss SME a foundation for

the choice of export strategy.
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Medical Equipment (55 3 <) jeat -8-4

Overview u—“—‘%‘ (FHIN
2016 2017 2018 2_019
estimated
Total Local Production 1,240.6 1,395 N/A N/A
Total Exports 130.4 160.1 N/A N/A
Total Imports 2,999.8 3,336 N/A N/A
Imports from the US N/A N/A N/A N/A
Total Market Size 4,110 4,571 4,618 4,808
Exchange Rates 67.00 58.5 60.4 65.4
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Trade Events
Moscow International Optical Fair (MIOF)

(MIOF) s5%wa 98 (Alal) O sl iilal
Russian Congress of Laboratory Medicine

A g AL T S5 0 8IS
Dental Expo
(,su.z;,;a\m ol Salad

International exhibition of equipment for non-destructive testing and

technical diagnostics (NDT)

(NDT)L,'.Q‘,AM; g i e Cuud G Jagad Al o ol

International exhibition of testing and measuring equipment, testing and

control
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Zdravookhraneniye, International Exhibition for Health Care, Medical

Engineering and Pharmaceuticals

(5 Shg 13 3 (Sl (pmatign N oh ol AL (o ol
Zdravookhraneniye

Analitika Expo A I CRA P

Date

September 10-12,
2019

September 11-13,
2019

September 23-26,
2019

October 22-24,
2019

October 22-24,
2019

December 2-6,
2019

April 22-24, 2020

Venue

Moscow

Moscow

Moscow

Moscow

Moscow

Moscow

Moscow
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Web Resources

Ministry of Health Care Olad g Cudilags &) j g
Ministry of Industry and Trade Colad g e &)
Federal Customs Service S S cilead

Federal Service for Surveillance in Healthcare (Roszdravnadzor)
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International Medical Device Manufacturers Association (IMEDA)
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Dentons
Remedium

Vademecum

Fitch Solutions (former Business Monitor International)
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https://www.rosminzdrav.ru/ministry/61/23/stranitsa-967/strategiya-razvitiya-meditsinskoy-nauki-v-rossiyskoy-federatsii-na-period-do-2025-goda
http://minpromtorg.gov.ru/en/
http://eng.customs.ru/
http://www.roszdravnadzor.ru/en
http://en.imeda.ru/
https://www.dentons.com/
http://www.remedium.ru/eng/
http://www.vademec.ru/
file://///INT.TRADE.GOV/GM-EMEA/MoscowRussia_Office/CCG/2019/Fitch%20Solutions%20(former%20Business%20Monitor%20International)
https://2016.export.gov/russia/
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anal 03 8 e Cpall |y lad s Cudlags (sladi s 5l oai Ly dgua s g2 ¢galaia sladlu

apad layd g Glilag sldL R Caw ) e BB jurd Gl Gudlag Cmba (Ja ol b

2016 2017 2018 2,019
estimated
Pharmaceutical Sales, 16,415 20,095 20,095 21,033
Prescription drugs sales 9,839 12,285 12,524 13,309
IOTC drugs sales 6,575 7,811 7,571 7,724
iGeneric drugs sales 6,529 8,239 8,466 9,096
Exchange rates 67.00 58.5 60.4

Units: $ millions

Source: Fitch Solutions (formerly known as Business Monitor International)
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«Katren «Protek :)) 2jbe 4wy Db 0 sxe RS 8 3l (A

Profit-Med «BCC <Grand Capital <R-Pharm <Pharmkomplekt <Pulse

.CIA International s
50,000 ) sala Ja jo g sl Gl 38 Jla 5o ) ogaad ) (sl adla 5 )l alaxs

125 o pladl ) slae i) D) sdac (s 8

Asna, Rigla, Erkapharm, Apteka 36.6
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Trade Events Date Venue
Pharmtech & Ingredients, International Exhibition of
equipment, raw materials and ingredients for pharmaceutical
, November
production Moscow
. 19-22, 201
JJ\AA'AAJS‘QSJ\J\yjelié\ycﬂ\j#uﬂd\gﬁoww 9 013
Pharmtech & Ingredients
Zdravookhraneniye, International Exhibition for Health Care,
Medical Engineering and Pharmaceuticals December
. . o Moscow
Gl g Sy padigea (Glayd g i Aladl o sBdulad | 2-6, 2019

Zdravookhraneniye
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https://www.pharmtech-expo.ru/Home
http://www.zdravo-expo.ru/en
https://2016.export.gov/russia/
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Web Resources

Ministry of Health Care Gudlagy Gl 5

DSM Group - Russian pharmaceutical marketing agency

A gy (2908 bk a3 - DSM 058

Association of International Pharmaceutical Manufacturers (AIPM)

(AIPM) (2908 GRakisal g5 ALal) Cp Cpand)

Association of Pharmaceutical Companies «lnnovative Pharma» (InPharma)

Remedium

«Ilnnovative Pharma» (InPharma) Remedium (23,12 W& &Syl Cpand)
Pharmaceutical Herald 29002 Al a
Vademecum

Fitch Solutions (former Business Monitor International)
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https://www.rosminzdrav.ru/
http://www.dsm.ru/en/
http://www.aipm.org/en/
https://inpharma.info/en/
http://www.remedium.ru/eng/
http://www.pharmvestnik.ru/
http://www.vademec.ru/
https://2016.export.gov/russia/
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o4
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 2i€ MRS Candd (Kan ald 4palal

American Chamber of Commerce in Russia A g 3 el A8, 50 (34
U.S.-Russia Business Council A gy 9 8o el A8 50 o) e
Russian Direct Selling Association A g adiena g8 dgalad)

Russian Association of Internet Trade
Companies

g g (8 AR St s Sy Agakad
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http://www.amcham.ru/
https://www.usrbc.org/
http://eng.rdsa.ru/
http://www.akit.ru/
https://2016.export.gov/russia/
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Russian Association for Electronic

. A 9 ) (S g A el ) Agalal)
Communications

Russian Association of Communication

Agalal) fAgw g Bl s (! 3T Agalad
A gy (Aaalss s ) )

U.S. Department of Commerce International Trade Administration

Agencies/Russian Association of Advertising

Agencies

Association of Russian Banks Ao g ol L Agalal)
Association of Advertisers Oaiag 8T Azalad)
Russian Brand Owner Association A gy A Glalaa 4alad)
Association of Russian Retailers Ao gy Oldig 8 0a A Agalal)
Federation of Restaurateurs and Hoteliers OIS g G Gl gy O gl 20
National Packaging Confederation (NCPack (NCPack) iy Al Ao ¢ gamsl jadis
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http://raec.ru/en/about
http://www.akarussia.ru/
https://arb.ru/
http://assadv.ru/
http://www.rusbrand.com/
http://www.acort.ru/
http://www.frio.ru/
http://www.ncpack.ru/
https://2016.export.gov/russia/

Eumescy
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Principal Business Associations J\S 5 S Lal sla (paail 219-3

Russian Software Association (Russoft) (Russoft)dsw sy )3 a i 4galas)
Information & Computer Technologies Industry SomalS g cileda) g gl Caia 4galall
Association (APKIT) (APKIT)
International Medical Device Manufacturers (S & gt Bl al) cp Agalas|
Association (IMEDA) (IMEDA)

Association of International Pharmaceutical
Manufacturers (AIPM)

(AIPM) (2908 ORatisad g5 Alal) cpa Cpanl
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http://russoft.org/
http://www.apkit.ru/about/info/english.php
http://en.imeda.ru/
http://www.aipm.org/
https://2016.export.gov/russia/

us
Lumescins
SERCE

U.S. Country Commercial Guides

Russia

2019

U.S. Department of Commerce IS ERIIEIBVE R InTITE el

-, AdvaMed

Global Medical
Technology Alliance
B domg A 4 H e adhare IV ohS

% MedTech Europe

)( from diagnosis to cure

IMEDA |

International Medical Device Manufacturers Association

For Media

About IMEDA

IMEDA (International Medical Device Manufacturers Association) is a noncommercial
organization that was established in 2005. IMEDA unites international manufacturers of

r

medical equipment, devices, and supplies that are represented on the Russian market.

ngn ;,‘-'.—_‘_1:’7 meagical companies

IMEDA is a dynamic structure, which regularly works with regulatory organs, state and
social organizations, medical professional unions, as well as with the private sector. The
association represents and defends the interests of its members in front of state
authorities and officials within the healthcare system. Additionally, the association
supplies information and expert support on urgent issues relating to the medical device
industry.

IMEDA unites more than 70
leading international medical
devices manufacturers

M Br Cp YT Nt C6 Bc

1 2; || 3% | R Nt

6. ([ Zi | & || 9T EEE It
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https://en.imeda.ru/
https://2016.export.gov/russia/
https://www.advamed.org/
http://www.globalmedicaltechnologyalliance.org/
https://www.medtecheurope.org/

IMEDA 5_L 2
Ole b So (Seb O e Rkl g Al (eadl) IMEDA

JSiia [IMEDA 65 ) L% uals 2005 Jla 0 48 Caal (5 e e

- | B8 P ‘g j{ ! j{ (sl A58 i (6 g8 Ly (Sl Dy Al ) Sl 5wy S8 8 +70 )

cselaial 5 e lagle e ¢ s Sl )l L akaie ) sha 4y 48 sl gy sl SO IMEDA
s )i clac) Gandl AS e YIS papad A0 L (pined 5 (SG 0 8 s sladaaladl
Obed sndilagy a5 Clalia 5 Algn ilalia Jlia jo 3 6& sliae) ailia 1 el ) Saila 4
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https://en.imeda.ru/

*JLegin & Register

"l Aa s Colat da ol " Culany b e

Trade Stats ~ Tarifts ~ Bulk Download Home About WITS

Tariff imposed by Russian Federation on Medical Products for COVID-19

Obtain tariffs (Most Favored Nation (MFN) tariff and Applied tariff) imposed by Russian Federation for import of medical products from countfries, by clicking on the product names below. The data here track previously existing medical devices that

“Custom Query

Medical Test kits/ Instruments, apparatus used in Diagnostic Testing Disinfectants and sterilisation products  Other Medical Consumables  Other medical devices and equipment  Other Medical related goods
Oxygen Therapy eguipment and pulse oximeiers  Prolective garments and the like Vehicles

4
Medical Test kits! Instruments, apparatus used in Diagnostic Testing ll ’ M , a

L L4
300215 -- Medical Test kis 382100 - Swab and Viral fransport medium sel
382200 -- Medical Test ks 902780 - Medical Diagnostic Test instruments and apparatus
L7 L7
Disinfectants and sterilisation products Wo rI d Ba n k
4 4
220710 - Alohol solution 220890 - Alcohol salution
284700 - Hydrogen peroxide in bulk 300490 - Hydrogen peroxide presented as a medicament
380894 -- Hand sanitizer 841920 - Medical, surgical or laboratory sterilisers, including autoclaves

(UNCTAD) 2aia Jla el Az g 9 <jlad Q) 41

Other Medical Consumables

280440 — Medical oxygen 300510 — Surgical taps

300590 - Wadding. gauze, bandages, cotton sticks and similar articles 300870 - Gonductive/ubricating jelly for use in an EGG or ullrasound « - 1 LN u .‘
340111 - Soap 340120 - Soap (WTO) w% HJ r u J
392329 - Plastic hazardous wasts disposal bags 392680 — Urine bags

481890 - Paper bed sheels 901831 - Syringes

901832 -- Tubular Needles

u‘\éﬂ\gcﬂj#&b%\ﬂé\iﬁg‘ﬁ

Other medical devices and equipment
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https://wits.worldbank.org/tariff/trains/en/country/RUS/covid-19-medical-products
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