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Local Pharma Industry overview




X Active production sites in 2016

In 2016 there were 527 active production licenses granted by the Ministry of Industry and Trade,
which corresponds to 566 production sites across 71 federal subjects:

— 566 production sites

337 (88%) produce both dosage forms and API

v

381 (67,3%)

Lre
produce dosage forms and API > 44 (12%) produce only API
R 185 (32,7%)
produce alcohol-containing solutions, medical gases, etc
More than 100 localized companies
m GMP-certified production
sites
Non-certified production ~
sites 590
Foreign companies
74%
Number of GMP-certified production sites Number of foreign and localized companies

Source: SIM & GxP analysis




X Production and market dynamics

Production growth rate in Russia bin RUB
is far beyond pharmaceutical 'Ik;otallproduction*
market growth rate d

CAGR for 2014-2016

97% 20,4% 29,7%

Total market Local manufacturers Sales (shipment)
[Market data] [Market data] [Production data]

CAGR 20,4%
2 9 O/ Local companies v
market share ‘
O in 2016

Local manufacturers, sales by value [ 2

2014 2015 2016

Source : SIM & GxP analysis, * - shipment at ex-mnf. prices, including production of localized products. Market data -IMS Health




Production drivers in 2016

Production
14,7%
7,5%
2_8/ ,,,,,, * Production volume is growing due to new
8,7% -2,8% . ¢
ffffff products* and shift in assortment towards
s3% more expensive products
Price Structure Volume Drop out New product Growth n High contribution of new products is
product .
largely achieved due to two elements of
state policy:
Total market sales o
* Import substitution in state
30% procurement
1.4% = Stimulating localization of
11% e production at Russian sites
35%
Price Structure Volume Drop out New product Growth

product

Source: SIM & GxP analysis, *SKU



Production structure in 2016

Share by value,% Share by volume,%

72% RX 48%

71% GMP 71%

66% EDL 59%

21% Biological %
products

Source: SIM & GxP analysis* actual production output
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Collaboration and Competition




Contract manufacturing in Russia
CM is estimated at 68* BIn. RUR in 2016, where 82% is a share of
orders placed by international companies

Production structure CM structure

283

o
= = 82%
g ©
—= 14%
Iq} international
8 83% companies share
o
Y (o)
g 86% 81%
=
Ll

2014 2015 2016 "Ru-Ru" collaboration

: . ® "International -Ru" collaboration
Bl Contract manufacturing I own production

Source: SIM & GxP analysis* estimation




Top-5 Companies placed CM orders _

Pharmasoft

Biotek

Nativa

Petrovax

R-Pharm

TOP-5 share, %
by value

Source: SIM & GxP analysis, estimation

amounts are not big

0,52
0,14
0,10

0,9

I -

“Ru-Ru” contract manufacturing players

Though there are many of collaboration cases, still contract

Vectorpharm

Biosintez

Pharmstandard

SpbNIIVS

Nobosibhimpharm

TOP-5 share, %
by value

Top-5 Russian contract manufacturers

0,56
0,19
0,11

0,10

B
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“International — Ru” CM players

This type of cooperation is highly concentrated
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Top-5 Companies placed CM orders Top-5 Russian contract manufacturers

Abbott 1 R-Pharm 1
Roche 0,92 Pharmstandard 0,94
Celgene 0,79 Sotex 0,11
BMS 0,35 Akhrihin 0,7
J&J 0,27 Pharmakor | 0,5

TOP-5 share, % 72 TOP-5 share, % b
by value by value
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Source: SIM & GxP analysis, estimation




Localization on Russian market

Localized products accounted for almost % of total production by value

Production structure

394

Localization models

283

234

P90 bin

Localization value
in 2016

2014 2015 2016 Own production site

, _ M| Contract manufacturing
B Localized products M Russian products
B Merged manufacturer
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Source: SIM & GxP analysis, estimation




X

et o

Top-5 localized companies

Abbott

Roche

Sanofi

Celgene

Gedeon Richter

TOP-5 share, %
by value

companies

0,67
0,6
0,57

0,41

___E

Source: SIM & GxP analysis, estimation

Localization leaders

Pharmstandard and R-Pharm are key partners for international

Top-5 Russian localization sites

Pharmstandard

R-Pharm

Sanofi

Gedeon Richter

Veropharm

TOP-5 share, %
by value

0,34
0,21

0,19

I o

0,94
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State support initiatives

Goals

= Organization of local production of generic and innovative drugs for treatment of socially
significant diseases, as well as high-tech medical products

=Technological re-equipment of domestic production capacities to reach exportable level

Pharmaceutical and Medical = Personnel training for staffing of domestic pharmaceutical and medical industries
Industry 2013 - 2020

State programme:
Development of the

Measures

= Subsidizing development of improved analogues of innovative drugs

= Funding projects involving production of drugs, APl or medical products
=Subsidizing clinical trials

= Subsidizing production of export-oriented products

Special economic zones

=Special tax regime: reduction of taxes on profits, property, transport and land
= Access to a well-established infrastructure
=Tax preference

Current

= Preference for locally manufactured drugs and medical products during public
procurement

= Criteria for classifying pharmaceutical and medical products as locally manufactured

=Sectoral plan of measures for import substitution of drugs and medical products

Regulatory

Planned - 3-step procurement system giving preference to locally produced products
based on level of localization. There are several possible ways of implementation

—1 ®This system is going to be implemented for all federal-level state procurement

=|n 2018, system is going to be implemented for biological products

®|n 2019, system is going to be implemented for all other products

Source: SIM & GxP analysis 14



Biological market structure

= Production structure Bio products definition is based on Federal Law

N61-FZ «On the circulation of medicines»
Immunosuppr.

Others Interferons Biological medical products — medical products
14%  15% Bio materials pr that contain active ingrgdlent produced or

/ " extracted from a biological source and that

require a combination of biological and

physicochemical methods to determine their

properties and quality

Immunological pr.

Vaccines

MABs
Insulins
TOP-5 Bio groups in Europe

0 18%
S 17%
g
9= 139
2s % 12% 1105 12% Lo
o8 9% 9% °
%g 6% 6%
5 0 4% 3% 3% 3%
v O
m Nem

@Immunosuppr Antmeoplastlc Insulins @ Heparins @Blood coagulation

(Anti-TNF) MABs

European market* - Russian market sales* [l Production in Russia

Source: SIM & GxP analysis , Market data -IMS Jea t!




Russian biological market

Share of biopharmaceuticals in state procurement is nearly 40%

Market sales Bio products share

985

904
818

o

-

ﬂé EDL segment Budget

e procurement
ks segment
S

-

[a'd

|_

2014 2015 2016

Bio products Production

*
B Non-bio products segment
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Source: SIM & GxP analysis, IMS Health Data, *ex-mnf prices




Bio production domestic leaders

Domestic companies hold 2/3 of the total bio production by value

Bio production

Russian Bio companies, %

BIOCAD s
Biopharmaceutical Company

B 83 bin

value
in 2016

ED - 0,5
i)
‘ ‘{!

(9 GEROPHARM 0,4

Total share 53%
M Domestic products By TOP-5 0

M Localized: own mnf site
M Localized:conctract mnf 17

Source: SIM & GxP analysis, estimation




Bio production localization

About 1/3 of biopharmaceuticals produced in Russia are localized
products

Localized Bio companies, %

Bio production
e i
36% .

Full cycle
Production

[ N
wg SANOFI

1,0

0,5

P 26 bln

Localization Bio
value in 2016

s
4
&

0,3

0,3

novo nordisk”

Favrors | e
B Domestic products

- _ _ M Full cycle
M Localized: own mnf site ] ,

o _ Packing and QC
=2 ™ Localized:conctract mnf
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Source: SIM & GxP analysis, estimation




Import substitution program on API

Case study: HIV, TB, Hepatitis

I New initiative I

planned changes could affect

£ 29 bin > 76%

3-step procurement

system
/ Nosologies value of the market, where
in 2016 main foreign players
‘/ Products based on are
local API have TOP-5 Companies

priority .
20 local APIs market authorized = Abbvie
Bristol-Myers Squibb

We calculate effect for 3 plus new 13* APIs are planned to

nosologies only fecinn-
submission: 2017 - 2018
x HIV
* Hepatitis
Hepatitis _ PR

HEPATITIS
Tuberculosis

Johnson & Johnson
GlaxoSmithKline
Hetero Drugs

d@ Tuberculosis
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Source: SIM & GxP analysis, estimation* preliminary data







CX Macroeconomic environment in 2017

No factors for rapid growth

2009 2010
Oil prices 61S Bounce 78S
GDP growth,% -7,8% back 4,5%
Population income, % 3,0% 5,9%

2016 2017
QOil prices 425 Slow 465
GDP growth,% -0,2% Recovery 2,0%
Population income, % -5,9% 1%

21

Source: Ministry of Economic Development



Outlook for 2017 and beyond

Local and generic companies are going to benefit from
current situation
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Brent oil Price

In USD per bare Key forecast assumptions
&8,6 99
V-3%
52,3 45 43,6 Russia suffered a deep crisis in 2015. But the economy
has already adapted to the changed external conditions
GDP size and a slow recovery has begun. At the same time, the
Trin RUB Al1%

potential for growth under current conditions is limited.

Slow recovery in solvent demand is expected. The
population will continue to look for cheaper alternatives
2015 2016 2017 from the "relatively expensive options" offered by the
supply chain.

2013

Pharmaceutical market size

Bln RUB A8%

In the next 2-3 years the "resource limitation" model is
expected to prevail. The state will try to reduce the costs
of public procurement in every way. All other goals,
including market access for new original products, will be

2013 2014 2015 2016 2017 . . : N
set depending on the financial ccapabilities.
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Source: SIM & GxP analysis, IMF, IMS Health data




Investigating different alternatives

Production will keep outpacing pharmaceutical market growth rate

[ 4]

Commodities’ :
prices ’

Affordability

Z?;V:,Tha market 10%-15% 5%-10%
Local production 12%_16% 15%_25%

growth
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Source : SIM & GxP analysis, estimation, Rosstat
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Phone: +7 (495) 676-43-60, Fax: +7 (495) 911-31-93
E-mail: info@gilsinp.ru
Regarding of GMP inspection consulting, please, contact us:
+7 (495) 911-39-
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