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We focuses on the Research, Development, Manufacture and P
Commercialization of vaccines for infectious diseases with significant 2012 VARICELLA
unmet medical need. 2009 BRASEEE
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Inactivated SARS Vaccine REHESHBRED (Split Virion) , Inactivated FABRFSERNSAE
(Phase 1 Completed) Influenza Vaccine (Split Varicella Vaccine, Live
Virion) , Inactivated Quadrivalent Influenza Vaccine
SINOVAC SINOVAC COVID-19 Vaccine
Sinovac Beijing Sinovac LifeSciences PPV23
Established Established Sabin-IPV

Provide Chinese Children with Top Quality Vaccines, Provide Children around the World with Vaccines Made in China

Hepatitis A Vaccine, Pandemic Influenza

Inactivated Hepatitis A & Hepatitis B Vaccine, Inactivated Enterovirus Type 71

(WHO PQ, 2017) Combined Vaccine (H5NT) Vaccine, Inactivated
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Area: 22,264.21 m2
Floorage: 14,200.38 m2

Production Sites

HepA&B combo
. PPV23

Area: 45,523 m2
Floorage: 69,124.5 m2

Area: 29,021m?2
Floorage: 32,322m2

EV71

Sabin-IPV

Daxing-Beijing

Changping-Beijing

Hadian-Beijing (Headquater)
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Dalian-Liaoning

Area: 95,685.6m2
Floorage: 20,000m2

Mumps

Varicella

Beijing(Haidian, Changping, Daxing sites ),
and Dalian site. 4 sites in total

Total Capacity: More than 400 million doses
per year for more than 10 vaccines

Total area:192,000m? Total floorage:136, 000m?

> SARS-COV-2 Vaccine Capacity: 300 million

doses per year
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® The cumulative global sales are nearly 160 million doses. In 2019, an average of 112 people per minute were vaccinated

with Sinovac’ s vaccines to obtain immune protection

% Sinovac’ s vaccine has been sold in 22 countries around the world, has been registered in 17 countries, and is being
registered in 26 countries, covering 3.25 billion people 68 million newborns

® The hepatitis A vaccine Healive® ® is the first HepA vaccine in China to pass WHO-PQ, and is being exported to more than

10 “Belt and Road” countries and international organizations such as UNICEF and PAHO.

Europe, 10 PR Y
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11 Certificates

33 product

MINISTERIO DA SAUDE
AGENCIA NACIONAL DE VIGILANCIA SANITARIA
CERTIFICADO DE BOAS PRATICAS DE FABRICAGAO DE MEDICAMENTOS
LINHA DE INSUMOS FARMACEUTICOS ATIVOS BIOLOGICOS
A Agéncia Nacional de Vigilancia Sanitaria - ANVISA, por meio da Resolugdo RE n® 2.221, de
01/07/2020. publicada em Dirio Oficial da Unido (DOU) na data de 06/07/2020, ceriiica que a
empresa abaixo é pelo Sistema Nacional de

Vigilancia Sanitéria e que cumpre com as diretrizes de Boas Prticas de Fabricagéo dadas pela
legislacao brasileira, a qual estd em a com as da O

e

2BNIOMT

@ Urganlzallml .

it A | ML kot Ciall, |Tubetivaniad Adull)

Mundial de Saude.

Fabricante: Sinovac Biotech CO. LTD.
Enderego: N° 39, Shangdi Xi Road, Haidian District, 100085, Beijing (Pequim)
Pais: Repiblica Popular da China Codigo Unico: A.1404
Solicitante: Bio Medicamentos Ltda  CNPJ: 15.268.466/0001-40

de Fi to: 1.14.586-7  E: 0115791/20-5
Certificado de Boas Préticas de Fabricacao de Medicamentos:
Insumos farmacéuticos ativos biolégicos: vacina adsorvida hepatite A (inativada).

A presente certificagdo ¢ valida até o dia06/07/2022 e poderd ser cancelada, caso seja
pela i sanitaria o nao i dos requisitos
preconizados pelas normas vigentes de Boas Préticas.

Documento assinado eletronicamente por Ronaldo Lucio Ponciano Gomes, Gerente-
Se Geral de Inspecio e Fiscalizacao Sanitéria, em 03/07/2020, as 09:36, conforme horario
sevonica I

oficial de Brasilia, com fundamento no art. 6°, § 1°, do Decreto n° 8.539, de 8 de outubro

de 2015 http://www.planalto.gov.briccivil_03/_Ato: 15/Decreto/D8539.him.

4% A autenticidade deste documento pode ser conferida no site
i hips://sei.anvisa.gov.br/autenticidade, informando o cédigo verificador 1073069 e o cédigo
% CRC AF531C91.

Product Cvendew:
Type: Hepatites A (Human Do Cell. nackeated
TAdt)
Commercial HEALIVE
Warlaciures: Eingwac Boiech Co. Lid
ity Pracspii's Rt of Crard
R
Rusponibiia MRA:  Siate Foos and Dng Adetsration
Comiry- Feapie’s Repubic of Chaa
URL;
Btk Suppben Mt gz
Droguakiication Sunms: o
Effective Dons iddmim/ynic
Product Description:
Pl P iyt raady i LS
Pressntmmm il
it <f lmes. 1
[ - ot Appecara
Rl G AT LK1 TS
Shlf Life: a0 EgersLEY 16T
Vacome Vel Monfor: Tyee 30
Saconsary Packiging: Singhe domi £anen [Dheiionn 250 2 51 55 e
Tartiary Packaging: B o 40 WTIREGN RIS W 10 S TS0 LS
(400 dree'S00 wals [ Demwsneans: 4T & 38 1 38om)
e i
ol Chan Wokame: 13 {in sscandary packaging)
Aol il ks = AN W
(iR maatals B L3 SaTM « Dagn

Brazi |

WHO PQ




Our Pipeline U faiand
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Leveraging Our Proven Track Record in Vaccine Development,

SINOVAC’ s Future Growth is Driven by Advancement of Our Pipeline Product.

Total R&D: 9 projects
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5: Q. Gao eval., Science
16 56 b3 (2020).

Rapid development of an inactivated vaccine candidate
for SARS-CoV-2

Qiang Gao*, Linlin Ba™, Haiyan Mao™, Lin Wang", Kangwei Xu’, Minnan Yang*, Yajing L, Ling Zh,

NanWang, Zhe Lv%, Hong Gar?, Xiaogin Ge', mmm Valing Hu, Jiangning Lite, Fang Caf, Deyu Jiang,
Yanhui Yin', Chengfeng Qinf, Jing L', Xuefie Gong', Xiuyu Low’, Wen ShF, Dongdong W', llenunlng

m;m- Wemeng Yurong L7, Jinxing Lus, Changgui Li*, Xiangx Wang+, Weidong Yin'

nm;'r
st & was
un nnmﬂm\ Eamgn E«mu Ct d Pravention, Hangzhou. China, *Division of
i :
e et 8
Changping, Bajjing. China. Beijng, China. y
“*These authors contributed equally to this work.
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by
‘coronavirus 2 (smsc«ve) has resuited in an unprecedented public ne-nh crisis. There are currently no
SARS-CoV-2-specific treatments or vaccines available due to the novelty of the virus. Hence, rapid

saas ority on
evelopment of !ﬁ!ﬂlw  vaccines against needed. ) pilot-
B rhesus model y 3, and

6 g per dose)

(3ugor
pmlm partial or complete protection in macaques against SARS-CoV-2 challenge, respectively, without
infection. These data support clinical development of
‘SARS-CoV-2 vaccines for humans.

ublished in 3
as commenced ?S‘ . } T s;?rt;gzgn
The World Health Organization dedmd me outbreak of ~elicits highly potent neutralizing antibodies (NAbs H clence on u , .
= 3 on April 16, y

May 6, 2020 Started

Emergency of lnlen\allmnl G w Jmuary 2020,
and a pandemic on 11 March 2020. Tt is reported that ~50%
of COVID-IY patients have mild-tomoderate symptoms,
while ~20% develop serious manifestations such as severe
‘pneumonia, acute respiratory distress syndrome (ARDS), sep-
sis and even death (7). The number of COVID-19 cases has  Multiple SARS-COV-2 vace]

e I/11 and May 3,
increased at a staggering rate globally. Severe acute ssigind based formulations, recor

in
i S G YD el s . trials were 2020 Indonesia on

Betacoronavirus (-CoV) of the family Coronavirdae (2). ruses have been tra n 1 1 th Aug, 2020
SARSCOV2 along urith the svrs acte recpratoy oy and sueh vacing effective

e o approved by

Py iy S GG s NMPA on Also approved
April 13, by Turkey and

2020 Bangladash

CIVID-19

vaccine on O This is a vaccine based on inactivated whole virion
Jan technology.

28, 2020 O Product capacity of over 300 million doses per year
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Summary of the studies

Studies performed by GLP compliant lab, results presented in the following slides.

Study design

I N T

Immunogenicity Mice, Rat

Virus Chal lenge* Machaca Rhesus

i Mice, [ Pig, Rabbit,
Cross—protection test ice, Guinea Pig, Rabbit

Rat, Sheep
Singe dose Toxicity/
.. Rat
Acute Toxicity
Active Systemic ; .
Guinea Pig

Anaphylaxis

Repeat Doses Toxicity

(inc. local irritation) at, Machaca Fascicularis

* An animal model which has been successfully developed for COVID-19
vaccine evaluation, including hCAEZ mice and Rhesus is empl/oyed
https.://www. biorxiv. org/content/10. 1101,2020. 02. 07. 939389v3

GLP compliance

Virus Chal lenge test:
Institute of Laboratory Animal
Sciences, Chinese Academy of
Medical Sciences

» National Institution

Other safety tests:

JOINN Laboratories (Beijing)
> CFDA GLP Certified
> U.S.FDA GLP Inspected
> AAALAC Accredited
> OECD GLP Certified
» Korean MFDS GLP Inspected
> http://www. joinn—lab. com/

Copyright © 2001-2020 Sinovac Biotech Ltd. CONF IDENTIAL 11
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EFF1CACY DATA PRESENTING - Design of Virus Challenge test

Focus of study Design Three dose schedule (0,7, 14)
Vaccine group VS. Model group
Mode!| group (control)
x2
| | &
y High dose ﬁ @
. . group
(1) Routine observation / 12005U/dose wd —
(2) Virus load for throat swab. Medium dose
(3) Virus load for anal swab. 600g;lf;dpose x4 p
(4) Virus load on each lung. Ad juvant ;
) group ﬁ
(5) Pathology Of |ungt|SSUe. osu/dose xz ﬁ
Difference between Day 0 Day 7 Day 14  Day 21-23 Day 28-30
. . 1 shot 1 shot 1 shot Virus challenge Euthanasia,
(6) Correlation between neutralizing (Tracheal anatomy and
antibody and efficacy. Intubation) pathology
\ ] examination




PRECLINICAL STUDIES
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EFF1CACY DATA PRESENTING -

Severe interstitial

Results of Virus Challenge test

ia

i

dnoJ3 asop wn|pap

Pathology

Adjuvant Group

S
AN

dnou8 ssop Y3IH

H. E. x100

® Model: 2 cases (2/2) showed severe
interstitial pneumonia with Vascular and
peribranchial inflammatory cells
infiltrate

® Adjuvant: 1 case (1/2) showed mild
interstitial pneumonia; 1 case (1/2)
showed Severe interstitial pneumonia with
Vascular and peribranchial inflammatory
cells infiltrate

H. E. x100

® High dose group: 4 cases (4/4)

showed mild interstitial pneumonia;
Compare with model group and adjuvant
group, the pulmonary pathological
change of vaccine groups has been

siganificantely reduced.

Significant
protective
effect observed
for medium dose
vaccination

Significant
protective
effect observed
for high dose
vaccination

Medium dose group: 4 cases (4/4)
showed mild interstitial pneumonia;
Compare with model group and
adjuvant group, the pulmonary
pathological change of vaccine
groups has been siganificantely
reduced. 13
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EFF1CACY DATA PRESENTING -

Source of the strains

Source

Wuhan, China
Zhejiang, China
Zhejiang, China

AS-1V, China

Chinese military academy of
science, China

Zhejiang, China

Zhejiang, China

Imported from ltaly
Imported from ltaly
Imported from Spain

Imported from Switzerland

Imported from ltaly
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Cross—protection

test

QHF (Spain)

cz12 (China)

—
=

L 4

N,

HAC (ltaly)

P
/

Z1Y (UK)

CONF IDENT I AL

¥

e

ﬂ§5

CZ30 (China)
—
% WXYC3 (China)
) €201 (China)
" czo2z (China)

- | HIL | '
J (Italy)

. Morth America
. South America

14
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EFFICACY DATA PRESENTING - Cross—protection test

Cross—immunization reaction of immunized animal
serum to the strains isolated in China

: _ Cross—immunization reaction of immunized animal serum to
Negative 2. 2 4 2 2 1 2000 © . . .
control = £ the strains isolated from imported cases
_ 768 1536 256 2048 3072 2 =
@ Sheep-2 =
g 07 | 153 2048 256 | 4096 S ®  houset | 96 32 128 9 32 64 48 48 200 o
g touse™! 250 QR 128 B 192 = -8 192 - 64 128 64 96 128 64 :
— = N -

o " | 20us [ 102+ 608 4006 go00 N S Mowse? 400 ®
ﬁ Mouse-3 384 1536 192 2048 1536 :l' g Mouse-3 96 48 96 128 32 64 96 64 ;
N : o =
g Mot | 3 2048 256 2048 2048 5 E ouses | 192 128 o6 - 64 32 - 64 300 o+
£ Mouse-5 Q o
E . 256 [2048 256 1536 256 3 4= Rat-1 9% 9 96 192 32 48 48 48 >

Rabbit™t | 1024 3072 256 3072 192 <. °© 200 2

_ o ® _ 9% 64 128 96
% @1 | 256 2048 256 768 512 4000 § E Rat-2 o
® Rat=1 | 4024 - 512 3072 4096 < 5 Rat-3 96 - 192 48 100 8
£ - —~ 2
S5 F? | ses 4096 512 3072 3072 = qU_J Rat-4 192 64 192 96 128 =
o Rat-3 > o —~
qU-J Rat~4 1702 % z?):z “ - ® & S D
o R VR, & ot

° a oA a» > SHEEPN
N £ *ﬁﬁ cvoev «23" e C§> S v
° T U N N =
3 & L &0 <« _ o
E <o §§> Strains used for neutralization
=

Strains used for neutralization

Copyright © 2001 -2020 Sinovac Biotech Ltd. CONFIDENTIAL 15
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CLINICAL STUDY PROTOCOLS Tt

Volunteer Subjects: Phase |/II| clinical trials in Healthy Adult
Aged 18-59

Trial Design: Tvpical double blinded. randomized. placebo control
' Schedule/ No.

Vo lunteers Phase | Phase 11
0, 14 day 72 300
0, 28 day 72 300

Total 144 600

Studies on elderlies are being carried on;
Studies on adolescents and pediatric groups are going to commence;
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Phase |ll trials have been approved in Brazil, Indonesia, Turkey
and Bangladesh

Trials have commenced in Brazil and Indonesia

Other phase |ll| trials will be initiated in September
Approximately 30,000 subjects will be enrolled in these phase |1|

trials
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