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CIM6HUMBC / O KoMnaHuu SPbSRIVS / About the Company

O KoMnaHuwu About the Company

CaHkT-lleTepbyprcknin Hay4Ho-uncciefo0BaTeNbCKUM Saint Petersburg Scientific Research Institute of Vaccines and
WHCTUTYT BakuuH u cbiBopoTok PMBA Poccum — Serums of the FMBA of Russia is the leading Russian
BeAYyLLMA POCCUNCKMIA pa3paboTynK n NnponsBoamnTenb developer and manufacturer of vaccines according to the full
BaKLWMH MO TEXHONOIMW MOSHOMO LMKAA. cycle technology.

Muccus Mission

Pa3pabatbiBaTb 1 nponsBoanTb be3onacHole, 3pPeKTUBHbIE Development and production of safe and effective products for
M KOHKYPEHTOCNOCOBHble Ha 0OTeYEeCTBEHHOM M MUPOBBIX the prevention and treatment of infectious diseases, which are
pblHKaX cpefcTBa NpopuNakTUKM U NeveHnsa MHPEeKLMOHHbIX competitive on the domestic and world markets.
3aboneBaHum.

JNabopatopuu n nponssoacteo CM6HUNBC / Laboratories and production of SPbSRIVS



CM6HUWMBC / Kniouesble npenapars

KnoyeBble
npenapaThl

CMeHNNBC — npoussoanTens 1 NocTaBLUMK BakuMH ana Haumno-
HanbHOrO KaneHgaps npodunakTMyecknx NnpmemMBok Poccuiickon
®epepauunn. Takke B NpoayKToBOM nopTdene MHCTUTYTA, afnepreH
TybepKyne3HbI U LUMPOKas IMHENKA AMArHOCTUYECKMX CbIBOPOTOK.

Dno-M® TeTpa

BaKLI,VIHa rpunrno3Had
yeTblpexBaJjieHTHad NHaKTUBUPOBAaHHadA
pacuienneHHad

Pnwo-M®

BakuuHa rpynnosHas
TpexBaJieHTHad MHAaKTUBMPOBaHHas
pacLiensieHHas

[NpekBanudounumpoBaHa
BcemupHol opraHmsauuen
3npasooxpaHeHus (BO3)

Mpon3BOACTBO BaKLWH COOTBETCTBYET CTaHgapTaM kadectsa (PAHO/WHO,
MuHnpomTopr Poccum)

SPbSRIVS / Key Products

Key
Products

SPbSRIVS is a manufacturer and supplier of vaccines for the National
Calendar of Preventive Vaccination of the Russian Federation. The
Institute’s portfolio also includes the tuberculosis allergen and a wide
range of diagnostic serums.

Flu-M® Tetra

Quadrivalent inactivated split
influenza vaccine

Flu-M®

Trivalent influenza vaccine split
virion, inactivated
|

Prequalified by the World Vg@
Health Organization (WHO) 22

%Y(éél

G M P Vaccine production meets international quality standards (PAHO/WHO,
Ministry of Industry and Trade of the Russian Federation)
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CM6HUWMBC / Kniouesble npenapars SPbSRIVS / Key Products

Kntoyessble Key
npenapaThbl Products

KoHBacan® Convacell®

Subunit recombinant vaccine for
the prevention of coronavirus
infection caused by the SARS-
CoV-2 virus

CybbegnHnyHaa pekoMbuHaHTHas
BakLMHa HOBOTO MOKONIEHNS, AN Mpo-
bUNaKTUKM KOPOHaBUPYCHOM MHbeKL MY,
Bbl3biBaeMon Bnupycom SARS-CoV-2

Babu-Xub

Baby-Hib

Polysaccharide conjugated vaccine
for prevention of Haemophilius
influenzae type b infection

BakunHa nonmcaxapupHas KOHb-
lorMpoBaHHaga ang npodunak-
TUKU MHGEKLNI, Bbi3bIBAEMbIX
Haemophilus influenzae Tun b

Mpon3BOACTBO BaKLWH COOTBETCTBYET CTaHgapTaM kadectsa (PAHO/WHO, G M P Vaccine production meets international quality standards (PAHO/WHO,
MuHnpomTopr Poccum) Ministry of Industry and Trade of the Russian Federation) 09
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CMEHVNBC / Viccnenosanus v paspaboTku

UccnepoBaHUS
n paspabotku

OcHoBHble HanpaBneHus HUP:

e baktepuanbHbie npenapaTbl
Co3faHune HOBbIX KOHBIOMMPOBAHHbIX MOMCAaXapUAHbIX BaKUMH A5 NpodUnakTUKK
reMmodunbHOM MHeKUUM Tuna b, THEBMOKOKKOBBIX 1 MEHUHTOKOKKOBbIX MHOEKLUNA.
PaspaboTtka guarHoctuyeckux n GepMeHTHbIX NpenapaTos.

e PekoMbuHaHTHble NnpenapaThbl
Co3paHune BbICOKOTEXHOMOMMYHbIX PEKOMBMHAHTHbLIX BakLMH 1 NpenapaToB Ha
nnatdopme E. coli.

e BupycHble npenaparthl
PaspaboTka rpunnosHbIX U Apyrux BUPYCHbIX BakUMH Ha naatdopMe KypuUHbIX 3IMOPUOHOB.
PaspaboTtka cTtaHZapTHbIX 00pa3LL0B rPMMMO3HbIX aHTUIEHOB U CbIBOPOTOK.

e Bwupyconorua u umMmyHonorus
WNcecnenoBaHus UMMYHHOrO 0TBETA Ha BakUMHaumio 1 npu nHdekumsx. Nposenenne HUP no

BMPYCOMIOTWM M 3MMULEMUONOTMN JIOKASbHbIX 300HO3HbIX MHdEKLMIA, B ToM Yncne BSL 3 (MBAI1).

NccnepoBaTenbckas MHGpPaCTPYKTypa

e CaHkr-lleTepbypr, Poccus:
CoBpeMeHHble nabopaTopun cymMmapHoi nnouwagsto 6onee 10 000 M?: paboTbl
¢ bakTepuamMu 1 BupycaMu, BUOTEXHONOIMS, UMMYHOJIOTUS, CBOMCTBA BMoMoneky.

e MamHarya, Pecnybnuka Hukaparya:
JTabopatopus nnowagbio 6onee 600 M%: paboTbl C BUpYcaMu 1 KiieTkamm
MIEKOMMUTaLLMX, MMMYHONOrKs, BoTexHonorus, ceoincTea buomMonexysn.

MpropuTeTHbIE HaNpaBAeHUS UCCNef0BaHNN
n paspabotku / Priority areas of research and

development

g Pneumococcal vaccine %OQ Tuberculosis allergen
BakunHa 0T MHEBMOKOKKOBOM -3 [recombinant]
UHbekLmn AnnepreH TybepkynesHbii

(pekoMBUHaHTHbIN)
Meningococcal vaccine Human papillomavirus vaccine
00 —~
i BakunHa 0T MEHUHIOKOKKO- " BakuuHa ot

BOV UHdeKLUK nanunnoMasmpyca YenoBeka

SPbSRIVS / Research and Development

Research
and Development

Main directions of R&D:

e Bacterial preparations
Development of new conjugated polysaccharide vaccines for the prevention of Haemophilus
influenzae type b, pneumococcal and meningococcal infections. Development of diagnostic
and enzyme products.

e Recombinant preparations
Development of high-tech recombinant vaccines and pharmaceutical products based on
E.coli platform.

e Virus preparations
Development of influenza and other virus vaccines based on chicken embryos platform.
Development of reference standards of influenza antigens and sera.

e Virology and immunology
Studies of immune response to vaccination and in infections. R&D on virology and
epidemiology of localized zoonotic infections, including BSL 3 (PBA I1].

Research infrastructure

e St. Petersburg, Russia:
Modern laboratories with a total area of more than 10 000 m?: work with bacteria and
viruses, biotechnology, immunology, properties of biomolecules.

e Managua, Republic of Nicaragua:
Laboratory with an area of more than 600 m?: work with viruses and mammalian cells,
immunology, biotechnology, properties of biomolecules.

[enaptameHT pa3paboTku pekoMBMHAHTHbIX NpenapaToB
Department of recombinant products development
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CMEHVNBC / Tekywme npoekTbi

Tekywue npoeKThl

OnarHoctrka n npodunakTnka MHPeKLMOHHbBIX bBonesHeln ABASETCH OCHOBHbIM
HanpasfieHWeM Hay4yHbix nccnegosanmin CII6HUNBC, koTopble ocyliecTBASIOT-
csi ¢ npuMeHeHnem bonee 100 efMHUL, YHUKANBbHOTO, BbICOKOTEXHOOMMYHOTO
obopynoBaHus nabopaTopuii U ONbITHO-NPOMbILLNIEHHbIX Y4acTKoB. B pamkax
HayuHbIx n3bickaHui B CMI6HUNBC co3paHo Heckonbko nnaTopM BaKLUH:
pacLyenieHHble, peKOMBUHAHTHbIE U KOHBIOTMPOBaHHbIE.

Product / MpopykTt PD PCT CT1 CT2 CT3 MA

Haemophilus influenzae type b vaccine

BakuwnHa npoTne reMopuibHoOM
nHdekummn Tvna b

Recombinant tuberculosis allergen

AnnepreH pekoMbWHaHTHBbIN
TybepkynesHbie

Pneumococcal vaccine

BakumMHa oT NHeBMOKOKKOBOW MHdeKL MK

Meningococcal vaccine

BakuMHa 0T MEHWHIOKOKKOBOW MHbEKLUN

Human papillomavirus vaccine

BakumnHa oT nanunnomaBupycHom
NHPpeKLmmn

Dengue vaccine

BakuwuHa oT nuxopanku geHre

PD - Pharmaceutical development CT - Clinical trials
MapmaueBTMyeckas paspaboTka KnunHnyeckune nccnepoBaHus

PCT - Preclinical trials MA - Marketing authorization
[loknvHnyeckne nccnefoBaHns PervictpauuoHHoe yaocTtosepeHue

SPbSRIVS / Pipeline

Pipeline

Diagnosis and prevention of infectious diseases is the main direction of scien-
tific research of SPbSRIVS, which is carried out using more than 100 units of
unique, high-tech equipment of laboratories and pilot plots. As part of scien-
tific research, SPbSRIVS has created several vaccine platforms: split, recom-
binant and conjugated.

[OenaptameHT pa3paboTku BupycHbix npenapatos / Department of viral products development
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ClM6HWWBC / MpownssoacTso B Poccuu. CankT-TMeTtepbypr

[lponsBoacTBo B Poccum

2014 - 3anyck uexa rpynno3HbIX NpenapaTos

2016 - nayano skCNOPTHLIX NOCTABOK FPUMMO3HbBIX BaKLIMH

2021 - 3anyck uexa pekoMBUHAHTHLIX NpenapaTos

2022 - 3anyck HoBOrO Liexa Po3NMBa 1 yNaKoBKM

2023 - Hauano akcnopTHbLIX MOCTaBOK BaKLMHbI npotue COVID-19

2024 - nonyyeHo perncTpaLoHHoe yaoCcToBEpeHMe Ha BakLMHY «5361-Xunb»

2025 - nonyyeH ctaTyc npeksanndukaumm BO3 BakunH «@nio-M» n BI NP

Llex posnuea v ynakoskw / Fill and finish area

SPbSRIVS / Production in Russia. Saint Petersburg

Production in Russia

20714 - launch of the influenza preparations area

2016 - launch of export supplies of the influenza vaccines

2021 - launch of the recombinant preparations area

2022 - launch of the new fill and finish area

2023 - launch of export supplies of the COVID-19 vaccine

2024 - a marketing authorization for the vaccine "Baby-Hib" was obtained

2025 - the WHO prequalification status for influenza vaccines "FLU-M"
and ISIV was obtained

1 ==xv—z=d
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Llex rpunnosHeix npenapatos / Influenza Preparations Area
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CMEHWNBC / MpomnssoacTteo B Hukaparya, Manarya

[lpon3BopcTBo B Hukaparya

JlaTnHoaMepuKaHCKM MHCTUTYT BuotexHonormm MeyHmkos —
eQuMHCTBEHHOe bruoTexHosormyeckoe npeanpuatue B LleHTpansHon Amepuke,
ocyllecTBasoLee cBefeHMe N GuHanNbHble CTagMm NPOM3BOACTBA
CTepWNIbHbIX NpenapaTos.

ﬁ! YHuUKanbHas naowanka 4is npousBoguTeneit 4a BbIXo4a Ha pbIHKM CTpaH
- NatunHckon Amepukn n Kapnbekoro 6acceina (JTAKB)

GMP CooTBeTCTBYET MEXAYHAPOAHbBIM CTaHAAPTaM KayecTBa

ﬁ ﬁ.' [Mpon3BoacTBEHHAA MOLWHOCTb A0 60 MH 103 UHBEKLMOHHbIX

o npenapaToB B rof

JlaTHoamepukaHcknin MHCTUTYT BroTtexHonorun MEYHUKOB
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SPbSRIVS / Production in Nicaragua, Managua

Production in Nicaragua

Instituto Latinoamericano de Biotecnologia MECHNIKOV is the only
biotechnology company in Central America that carries out the formulation
and final stages of the sterile products manufacture.

ﬁ! A unique platform for manufacturers to enter the markets of Latin America
- and the Caribbean (LAC)
GMP

It meets international quality standards

The production capacity up to 60 million doses of injectable

— drugs per year

Instituto Latinoamericano de Biotecnologia MECHNIKOV, FPP filling area



KoHTakThbl

198320, CankT-lleTepbypr
r. KpacHoe Ceno, yn. CBobogbl, a. 52

+7 (812) 660-06-10
+7 (812) 660-06-11

reception@dniivs.ru

www.spbniivs.ru

Contacts

198320, Saint Petersburg
g. Krasnoe Selo, ul. Svobody, d. 52

007 812 660 06 10
007 812 660 06 11

reception@niivs.ru

www.spbniivs.ru/en/

Nnga 3anucen / For notes
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