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«[EHEPMIYM» —
TeppuUTOpusA OyIyIIIero

AO JTEHEPUYM> 3aHHMA€T YBEpPEHHYIO MO3UIUIO B CETMEHTEe OHOTEXHOJIO-
THYECKHX Pa3pabdOTOK, ABIACH THAUPYIOIIHM POCCHIICKIM IIPOU3BOTUTE-
JeM TeHHO-HHKEHEPHBIX IPOAYKTOB /yIf JedeHHusa reMoQrinn, Ty0epKy-
JIe3a U PACCEAHHOIO CKaepo3a [1]. BoipakeHHasa cONMANbHAA HANIPABICH-
HOCTb IIPOEKTOB ¥ BBICOKHY HAYYHBIH IOTEHI[HAJ IO3BOJAIOT KOMIIAHHHU
YCIICIIHO pemaTh 3aJa4y HMIIOPTO3aMENICHHUA.

HUcropusa AO JTEHEPUYM»> Geper Haua-
J0 ¢ 2009 1. B 310 BpeMA HaIa CTpaHa
HYKIAIaCh B CO3JAHHU COBPEMEHHO-
IO HAy4HO-IPOU3BOJCTBEHHOIO OUO-
TEXHOJIOTUYECKOTr0 IeHTpa. IIpoeKT
TEHEPUYM», ipeCTaBIeHHBIN HA 32C€-
Januun Komuccuu npu IIpesuzpenre
Poccuiickont ®enepanuu 1Mo Mojep-
HU3ALUN U TEXHOJOTMYECKOMY Pa3BU-
THI0O 9KOHOMHUKH Poccuy, MOTHOCTBIO
OTBEYAT ITUM 3ajadaM. Kax crencrsue,
IOPOEKT HE TOJBKO YCIEMHO BOLIENT
B niporpammy «®apma-2020», HO U 3Ha-
YWICA B IPWIOKEHUH K HEH HA IEPBOM
mecre [2]. C 3T0ro MOMEHTA HAYAJIOCh
AKTHBHOE  CTPOUTENBCTBO  HAYYHO-
IPOU3BOACTBEHHON 0a3bI KOMIIAHUM.
Ha ceropusamuuii jens <TEHEPUYM» —
eIUHCTBEHHBII B Poccum uH@pa-
CTPYKTYPHBIA OOBEKT, OOBEIUHAIOIINN
B ceOe OUOTEXHOIOTMYECKUI HAYYHBIH
LEHTP MUPOBOIO YPOBHA, MHHOBAIU-
OHHOE TIPOU3BOJCTBO IOJHOIO ITUKIA,
OPraHU30BAHHOE II0 MEXTYHAPOAHBIM
cranzpapramM GMP (1], ¥ KuIoi cexkrop,
PACIIONOKEHHBIA B KOJIOIUYECKU Ona-
TOIIPUATHOM MECTE.

O06beM peanusanyuu NpenapaToB KOM-
nanuu <TEHEPUYM» yCTOMUUBO pacrer.
[To wroram 2017 r. KOMIIAHUA BOLLIA
B IIOPT-IUCT Inpemun <lnarunosas
YVHIUS> B HOMHMHAIIMM «JJUHAMMKA
roga». ITo ganueiM IQVIA, mpupocT mpo-
Jax ee NMpoAyKimy 1o uroram 2017 1.

"Yyumeliganucb npodaxu 2pynnsl ATC4 B02BD
«@akmopbl ceepmbi8aemocmu Kposu»

2 JkcnepmHas ebi6opka npenapamos EphMRA-
2pynnbl NO7A «Cpedcmea 055 ie4eHusi paccessHHO20
cknepo3a»

K 2016 1. coctaBun 66% B CTOUMOCTHOM
1 41,3% B HATYPAIbHOM BBIPAKEHHH,
JocTUrHyB oonema 7,13 muipn pyobueit
B LICHAX 3AKYIIKH, WK 1 MJIH YIIAKOBOK.
YYuTbIBAs BBIPAKEHHYIO COLIMAIBHYIO
HaIIPABJIEHHOCTb KOMIIAHUH, HEYAUBU-
TEJbHO, YTO HAUOONBIIUI 00BEM pea-
JHU3AIMH €€ TPOAYKIMH IIPUXOLUTCA
Ha JBIOTHBIH (83,5% B pyb.) U rocnu-
TadbHb (154% B py0.) CErMEHTHI
pBIHKA. IIpy 3TOM B JIBIOTHOM CEI'MEH-
Te poiHKa (JUIO) JTEHEPUYM» BXOAUT
B YMCJIO JIUAEPOB IO 0OBEMY 3aKYIOK,
JNEMOHCTPUPYS CAMBIH BBICOKUH IIPH-
POCT IIPOJAK CPEAHU TOI-3 OTEYECTBEH-
HBIX IIPOM3BOJUTENEN B CTOUMOCTHOM
BbIpaxkeHuu (puc. 1).

[oprdens kommanuu < EHEPUYM» Brmo-
qaer CIefiyronye OCHOBHbIe rpyrmbl JIIT:

* [IPENAPAThI I JIeYeHHs reMomu’ —
Koarun VII, Oxrodaxrop 1 iHHOHA(DaKTOP
(«TEHEPMYM> — eJMHCTBEHHA KOMITAHUA
B MHpE, OCBOUBLIAA IIPOM3BOJCTBO IIOIHO-
TO CIEKTPA PEKOMOMHAHTHBIX (DAKTOPOB

CBEPTBIBAHMA KPOBH /ISl JIEUEHHS reMO(u-
Jmn — VII, VIIT u IX);

* [IPENAPATHI I JI€YEHUA PACCESHHO-
ro ck1epo3a? — UHpuobera;

° CpeJCTBA YISl IUATHOCTUKU TYOEpKY-
nes3a — Juackuurecr [1].
Haub6onpmuit 06beM B CTPYKTYpE IPO-
JaX KOMIIAHMU NIPUXOJMTCS Ha IIpe-
napaTel A1 JiedeHus remouiuy,
KOTOpBI€ 3aHMMAIOT IIPOYHBIE IO3H-
nuu Ha peiHke. Tak, 6penn Koarun
VII (3mrakor anba) BO3IJABIAET
CTOMMOCTHBIH PEATHHI MPOAAXK IIpe-
[apaToB I JIEYEHUA TI'eMO(UINY,
a OxroaxTop (MOpPOKTOKOT anb(a)
3AMBIKA€T TPOMKY JHAEPOB JAHHO-
ro cermenra (puc. 2). Kpome TOro,
no pemenuto Komuccun Mun3sgpasa
P® mno ¢opmupoBanuio nepey-
HEH JIEKAPCTBEHHBIX IPENapaToB
NHHOHA(dakTOp (HOHAKOr anb(a)
BOLIEJ B IIE€PEYEHb IIPOrPAMMBI
«7  BBICOKO3AaTPATHBIX HO30JOTHI»
Ha 2018 r. [1]. JlaHHBIE TIO HCCIE-
JOBAHMIO IIPENapara 3a IOCIETHHE
TOZBI OBITM TIPE/ICTABIEHBI HA MHPO-
BBIX I'€MaTOJOI'MYECKUX KOHIPECCAX
ASH (2015, 2017), WHF (2016).
Hoprdens xomnanuu <TEHEPUYM»
TAIoKe BIIIOYAET IPENapaT s ICYCHHs
paccesHHOTO Ckiaepo3a — Hududera
(untepgepon 6era-1b). Ilo wuroram

PUCYHOK o Pe/ATVHI MPUPOCTOB ONTOBbIX MPOAAX CPEAV TOM-3 0TeUECTBEHHbIX
npousBoguTenei no utoram 2017 r. k 2016 r., % py6.
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no utoram 2017 r., MAH pyo.

PUCYHOK o Ton-3 npenapartos Ansa neyeHuns
remounny No 06beEMam ONTOBbIX MPOAAXK

PUCYHOK o MpUpOCTbl ONTOBbIX MPOAAK CPean Ton-3
NUAEPOB pblHKA NMPenapaToB ANs NeYeHUs paccesiHHOro
ckneposa no utoram 2017 r., % py6.
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2017 1. aTOT OpEHJ IOKA3al MAaKCHU-
MaJIBHBI HPHUPOCT mpojax (+38%
B py6.) cpeau Tou-3 JIII ais sedeHus
PACCEesTHHOTO CKepo3a (puc. 3).
BU3UTHON KApPTOYKOM KOMITAHUU CTal
KOXKHBIN TeCT [IMACKUHTECT, IPECTaB-
JSIOMUI COO0M PEKOMOMHAHTHBIH Ipe-
[apar Jyii JIUarHOCTHKU TyOEepKy/e3a,
9TOT VHUKAJIBHBIN IPOAYKT OBUT 3ape-
ructpuposa eme B 2008 r. Ero npume-
HEHHE NO3BOJIMIIO VIYYIIUTh TIOKA3aTe-
JU PAaHHEH JUATHOCTHKU TyOEpKy/ne3a
y JieTell B OCHOBHOM 34 CYET OOHAPYKe-
HusA €10 Maibix (popM. B xone mupoxux
HOCTPETUCTPALMOHHBIX HCCIE0BAHUN
JOKA3aHO CYIIECTBEHHOE IIPEBOCXOJI-
CTBO Mpemapara HaJ npo6or MaHTy
U 9KOHOMHYECKAA IEIeCO0OPa3HOCTD
ero npumeHeHus. Kak crencrsue,
B 2012 1. JMacKUHTECT OBUI YIOCTOEH
npemun IIpasurenscrsa PO B obmactu
HAYKA U TE€XHHKY, 4 B 2014 1. mpeMun
lanena - ananora HoGenesckon mpe-
MUH B 00/1aCTH 6HO(ApMALIEBTUKY [3],
aB 2017 1., B COOTBETCTBUU C NIPUKAZ0M
Munsapasa Poccun Ne 1241 o1 21 mapra
2017 r., mpemapar BKIIOYEH B IOPATOK
IIPOBEAEHUA IPOPUIAKTHIECKUX OCMO-
TPOB HACEJIEHUS Ha TyOEpKy/e3 y AeTeit
¢ 8 10 17 ner [4]. KoMImaHusa Taxxke Beger
Pa3paboTKy ele OAHOTO COBPEMEHHOTO
TECTA I AUATHOCTUKYU TyOepKy/NIe3HOMN
uH(peKMKu nop Ha3BaHueMm Tigratest.
OH OyfeT OCHOBBIBATBCA HA AHANU3E
KPOBU U OTIMYATHCH BBICOKOH TOYHO-
CTBIO HUCCIE/JOBAHUSA, BO3MOXKHOCTBIO
IPUMEHEHHUS Y UL C IPOTHBOIOKA33-
HUAMU K IIPOBEAEHUIO KOKHBIX TECTOB
U Yy JUI ¢ UMMYHOAE(UIUTHBIMU
COCTOAHUAMU [1].

Brarojapss MHHOBAI[MOHHBIM TEXHO-
JIOTUSAM IIPOM3BOJCTBA, KOMIIAHHEM

NcTouHuk: IQVIA

JTEHEPUYM» BHECEH 3HAUUTETbHBIN
BKJIJl B PEATU3ALMIO CTPATETHU UMIIOD-
TozamemeHus. Ilocie BBIBOAA mpemna-
PATOB KOMIIAHUHM Ha OTEYECTBEHHBIH
PBIHOK OBLIO JOCTUIHYTO 3HAYMMOE
CHIDKEHHE LIEH, 4TO CHEIAIO JIeYEeHUe
6ojee JOCTYIHBIM Ui POCCHHCKUX
nanyeHTos. Kopropanus mpojosKaer
pa3BUTHE B BHIOPAHHOM HAINIPABJICHUU
U y&Ke cefyac MPOBOJAUT KIMHUYECKUE
UCCIEA0BAHUA TIPEMNAPATOB I OOpb-
Obl C PEIKAMHU HO30JOTHAMH, TAKUMH
KaK MYKOBUCLHZO03 U GonesHp Torme,
4 TAKKE C TDKETIOH (POPMOTT OPOHXHATB-
HOM ACTMBI M IAPAKCU3MAIBHOM HOY-
HOH remorno6unypueit. Ha reppuropuu
ouorexuomnapka «'[EHEPUYM>», B oces-
ke Bosnprunckuit Bnagumupckoit 06m1a-
CTH, IIPOBOJATCA PAZITMYHBIE MEPOIIPH-
atus (peepanbHOro Macmraba, Takue
KaK BBIE3JHOE 32CEIAHHUE DKCIEPTHOIO
COBETa IO 37PaBOOXpaHeHHI0 CoBera
Denepannn, copmectHas ¢ MIY um.
M.B. JIoMOHOCOBA HHIYCTpUAIbHAA
ceccrsl TpeTbero HaMOHAIBHOIO KOH-
rpecca IO PEreHEpPaTUBHOM MEIUIIU-
He. CTOMT OTMETHTb, YTO KIETOYHBIE
TEXHOJIOTHM CENYac — OAHO M3 IpH-
OPHUTETHBIX HAIPABJIEHUHN Pa3BUTHUA
HAyK{, KOTOPOE IO3BOJIMUT HPOJUIHTH
JKU3Hb U YIYYIIUTb €€ KAUECTBO JIOIIM
C HEU3JECUYUMBIMU 3200JI€BAHUAMU,
u TEHEPUYM> 06/1a2€T YHUKATBHBIMU
KOMIIETEHIIUAMU B 3TOM cepe. Ha tep-
pUTOpUU OMOTEXHOMAPKA PEATU30BAH
IPOEKT IO CO3AHUI0 U IPOU3BOACTBY
OUOMEIUIIMHCKUX KIECTOUHBIX MPOJYK-
TOB [4]. KiIoueBbIMH HATIPABICHUAMU
LEHTPA ABIAIOTCA AYTOMMMYHHAS Tepa-
mug (B TOM 4YHCIE OHKOJIOTMYECKHe
BAKI[UHBI), OPTOLEAUS, IUIACTUYECKAS
xupyprus  [5]. Tawke xoMnanus crpe-

NcTouHnk: IQVIA

MUTCS PA3BUTh U IKCIOPTHBIH NOTEH-
[JUaJL, B CBA3Y C 4€M B Hauaje (eBpad
2018 r., 6BUIO MOAMHCAHO COTJIAIICHIE
O CTPAaTErM4eCKOM COTPYAHUYECTBE
B 4ACTU IKCIIOPTHBIX IIOCTABOK POCCUH-
CKUX OHMOTEXHOJOTUYECKUX Mpenapa-
TOB KoMnanuu «'EHEPUYM» mna gua-
THOCTUKU TyOEpKy/Ie3a U JIEUCHUS Pel-
KUX 32007I€BAHUM, 4 TAKKE O MO3TAI-
HOM TpaHcdepe TEXHOMOTUH HUX IMPO-
u3BOZICTBA B Mipan. Kpome TOT0, 110 UTO-
ram 2017 r. xommanusa «TEHEPUYM»
cranga jgaypearoM HanuoHaIbHOM mpe-
MHU B 00JaCTH HMIOPTO3aMEIICHUA
JIPUOPUTET-2017> B HOMHHAIUU
«@apma» [1].
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GENERIUM:
the territory of the future

GENERIUM JSC has confident standing in the biotechnological innovation
segment, being the leading Russian manufacturer of genetic engineering
drugs to treat hemophilia, tuberculosis and multiple sclerosis [1]. The
pronounced social orientation of projects and high scientific potential
allows the company to successfully solve the import substitution issues.

The history of GENERIUM JSC dates
back to 2009. At this time, our coun-
try needed to create a modern sci-
entific and production bio-techno-
logical center. The GENERIUM proj-
ect presented at the meeting of the
Commission for the Modernization
and Technological Development of
Russia’s Economy under the President
of the Russian Federation fully met
these challenges. As a result, the
project not only successfully entered
the Pharma-2020 Program, but also
appeared in the top list of its appen-
dix [2].

From then onward, active construc-
tion of the company’s scientific
and production base began. Today,
GENERIUM is the only infrastruc-
ture facility in Russia that unites
a world-class biotechnological
research center, an innovative full
cycle production organized accord-
ing to international GMP standards
[1], and a residential sector is located
in an environmentally friendly place.
The sales volume of the GENERIUM
drugs is steadily growing. Following
the results of 2017, the company
entered the short list of the «Platinum
Ounce» Prize in the nomination
«Dynamics of the Year». According
to IQVIA, the increase in sales of its
products amounted to 66% in value
terms and 41.3% in physical terms,

The sales of group ATC4 B02BD "Coagulation factors"
2 Expert sample of EphMRA-group NO7A “Drugs for the
treatment of multiple sclerosis”

reaching RUB 7.13 bil. at purchase
prices, or 1 mil. packs in 2017 as
compared to 2016.

Given the pronounced social ori-
entation of the company, it is not
surprising that the preferential
(83.5% in terms of rubles) and state
(15.4% in terms of rubles) market
segments account for the largest
volume of sales of its products. At
the same time, GENERIUM is among
the leaders in terms of purchases
in the preferential segment of the
market (LLO), demonstrating the
highest increase in sales among the
top-3 domestic manufacturers in
terms of value (Figure 1).

The GENERIUM portfolio includes
the following main drugs groups:

e drugs to treat hemophilia' - Coagil
VII, Octofactor and Innonafactor
(GENERIUM is the only company in
the world that has mastered the pro-
duction of a full spectrum of recom-

binant coagulation factors for the
treatment of hemophilia-VII, VIII
and IX);

e drugs to treat multiple sclerosis® -
Infibet;

 agents to diagnose tuberculosis —
Diaskintest [1].

The drugs to treat hemophilia,
which hold strong positions in the
market, account for the largest vol-
ume in the sales pattern of the com-
pany. Thus, the Coagil VII brand
(eptachog alpha) topes the value
hemophilia drugs ranking by sales,
and Octofactor (moroctocog alfa)
rounds out the top three leaders of
this segment (Figure 2). In addition,
according to the decision of the Drug
List Formation Commission of the
Ministry of Health of the Russian
Federation, Innonafactor (nona-
cog alfa) was included in the list of
7 High-Cost Nosologies Program for
2018 [1]. Data on the study of the
drug in recent years were presented
at the world hematological congress-
es ASH (2015, 2017), WHF (2016).

- The GENERIUM portfolio also
includes a drug to treat multiple
sclerosis — Infibet (interferon beta-
1b). Following the results of 2017,

ers in 2017 vs 2016, % RUB

FIGURE o Rating of wholesale sales growth among the top 3 domestic manufactur-
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end of 2017, RUB mil.

FIGURE e Top-3 hemophilia drugs by wholesale sales at the

FIGURE o Increase in wholesale sales among the top 3 mul-
tiple sclerosis drugs in 2017, RUB %

this brand showed the maximum
increase in sales (+38% in terms of
rubles) among the top 3 multiple
sclerosis drugs (Figure 3).

The skin test Diaskintest, which is a
recombinant drug to diagnose tuber-
culosis, became the visiting card of
the company. This unique product
was registered back in 2008. Its use
made it possible to improve the indi-
cators of early diagnosis of tuber-
culosis in children, mainly due to
the discovery of its small forms.
The drug’s superiority over Mantoux
probes and the economic feasibility
of its use have been proven in the
course of extensive post-marketing
research. As a result, Diaskintest was
awarded the RF Government Prize in
the field of science and technology in
2012, and the Galena Prize, an ana-
logue of the Nobel Prize in the field
of biopharmaceuticals, in 2014 [3],
and, in accordance with the order of
the Ministry of Health Of Russia No.
124n of March 21, 2017, the drug was
included in the procedure for pre-
ventive examination for tuberculosis
in children from 8 to 17 years in
2017 [4]. The company is also devel-
oping another modern test for the
diagnosis of a tuberculosis infection
called Tigratest. It will be based on
the analysis of blood and be of high
accuracy of the study, the possibility
of use in persons with contraindica-
tions to skin tests and in individuals
with immunodeficiency states [1].
Thanks to the innovative produc-
tion technologies, GENERIUM made
a significant contribution to the
import substitution strategy. After

the launch of the company’s drugs
to the domestic market, a significant
price reduction was achieved, which
made the treatment more affordable
for the Russian patients.

The corporation continues its devel-
opment in the chosen direction
and is already conducting the clini-
cal studies of drugs to treat rare
nosologies such as cystic fibrosis
and Gaucher disease, as well as the
severe bronchial asthma and par-
oxysmal nocturnal hemoglobinuria.
On the territory of the GENERIUM
biotechnopark, in the Volginsky vil-
lage of the Vladimir region, various
federal events are being held, such
as the visiting session of the Health
Expert Council of the Federation
Council, Industrial Session of
the Third National Congress on
Regenerative Medicine in collabora-
tion with the Lomonosov Moscow
State University.

It should be noted that cellular tech-
nologies are now one of the priority
areas of science development that
will prolong life and improve its
quality for people with incurable
diseases, and GENERIUM has unique
competencies in this field. A proj-
ect on the creation and production
of biomedical cellular products has
been implemented on the territory
of the biotech park [4].

Autoimmune therapy (including
oncological vaccines), orthopedics,
plastic surgery are the key areas of
the center [5]. The company also
strives to develop export potential,
and in the beginning of February
2018 it signed an agreement on

Coagil -VII 3164 Infibet 38%
Advate 2860 Genfax 35%
Octofactor 24 Axoglatiran
Source: IQVIA Source: IQVIA

strategic cooperation in the field
of export supplies of Russian bio-
technology products of GENERIUM
for diagnosis of tuberculosis and
treatment of rare diseases, as well
as a phased transfer of production
technologies to Iran. In addition, as
a result of 2017, GENERIUM became
the winner of the National premium
in the field of import substitution
«PRIORITY-2017> in the nomination
«Pharma» [1].
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