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CoronaVac

Instruction of COVID-19 Vaccine (Vero Cell), Inactivated

Please read the leaflet carefully and use the vaccine under the gwdance of a physician

According to Article 20 of the Vaccine Admwistration Law of the People's Republic of China. for the need of prevention
and control of COVID-19. the health authorities  under the State Councit puts forward sugaestions for emergency use
of vaceine according 1o the needs of prevention ang control of infectious diseases After the approval of the dgrug
regulatony depacument under the Siate Council through evaluation, the vaccine can be used in a certam range and within
a certamn period

[Description of the Disease]

COVID-19 is a novel infectious disease caused by SARS-CoV-2 virus Bespratory droplets and contact were the main
routes of transmission. Populations are generally susceptible. The common clinical features nclude fever, Tatigue, dry
cough. and a few patiente have nasal congestion, runny nose. sore throat, myalgia and Garrnea Most patients had a
good prognosis, while o tew patients were critically il Severse infections usually have dyspnea and/or hypoxermia one
week after onset. Severe cases can process to acute respiratory distress syndrome. septic shock. refractory metabolic
acidosis, coaguiation dysfunction, multiple organ fatlure and even death At present, the epidersic has spread to the
whole world, posing a senous threat to global public health

[Name of the Medical Product]

Generic Name COVID- 19 Vacoine (Vero Cell), imactivated

Trage Name Coronavac

Chinese Phonetc Alphabet Xwang Guanzhuang Bingdu Miehuoyirmiao (Vero Xibao)

[Composition and Description}

The product is manufactured by inoculation of SARS-CoV-2 virus (CZ02 Strain} into African Green Monkey Kidney Cell
(Vero Cell), then the virus 18 incubated, harvested, inactivated concertrated, purnibied and adsorbed by alurrinmurm hydioxicle
The vaccine 15 an opalescant suspension, stratfied precipiate may form which can be dispersed by shaking

Active ingredient Inactivated SARS-CoWV-2 Virus Excipents. Alurmamum hydroxide. disodwam hydrogen phasphate, sodium
dihydrogen phosphate sochurm chlonde No presanvatve in thas pwoduct

{Target Groups for Vaccination]

Tus proguct i sutable for people (aged 18 years and over) susceptible to virus,

[Therapeutic indication]

vaccinaton of this product stimulates body 1o induce mimuraty aganst SARS-Cov-2 virus for the prevention of disease
caused by SARS 2 wirus. Based on the completed clinical data of wrEnunngerscity and safety of the vaccine, it s
suggested that the vaccine may have potential clinical apphcauen value However since the study on the profective
effect against COVID- 19 has not yel been completed the protective effect of this vaccine agamst COVID- 10 canniot be
determined. It takes some time for the body 10 produce neutralizing antthodies after vacoinastion, so appropriate proiective
measures should be taken

{Dosage]

Each wvial (synnge) ¢ s & mL. 0.5 miL per dose contaming 6008U of inactivatled SARS-OOV-7 virus as antigen
{administration Schedule and Strength)

Usage: The vaccine should be admiristered by intramuscular injection on the deltoid region after shake well

Schedule and strength. Two doses should e giver. The second dose is preferably given 2-4 weeks after the fust Jose

Dosage at each tme 15 0
[Adverse Reactions]
Phase /Il chinical tri

have been conduc adults and elderly people aged 18 and over and a total of 924

Systermnatic satety folow-up observation was carmed out withuy 7

subjectis received two doses of basic wrowmunzation
days after each dose vacoination Adverse svems were collected through subjects’ apontaneous report and mwvestigators’
regular follow-up within 8-30 days after each dose. No Girade 1 adverse reactions were found, no sencus adverse events

related 1o this product ¢ urred

*reactons i the subjects vaconated with the larget dose was 73 73%, of which 23 249

gter

overall

was mild and 1 WaS 1ITYOCh

According to the grading standard of adverse react

vincidence from Council for internatichal Orgamzations of Medwal

L& VEery cOmimon

s Cormmon (21 % and <) 0%), uncommon (20.1% and <1 %) rare {0 01w and
<0 V%) and veiy rare (<3 01 %
System adverse reaction
Common. Fatigue, fever, myalgia, diarrbea, nausea, hoad pain
Uncommaon: Vormit lower abdominal pain. abdominal distension @iz
elevared blood pressure

Local adverse reactions

VErY COMmon: pain,

prse reactons are classified as followings

s of appetite, hypersensitivity,

Uncommon: local discolor erythermna, local hypoesthesia induration

In adchition. in other arni vitus vacemne it was found that when the person s infecterd again after
wvare The above phenomaena have no: been observed in the primate

N whather the abaove safety probiems also exist

vaccinauon the ¢

and S o

{Chnteal Studies]

A rangormaized doub fd, p -~controlieg phase 1711 < al tral nas been wucied n adults aged 18-59 and
"y peopie aged 60 and abo ne mmmunogen valuanon end is werg evaluated with the Per -Protocel Set
S)in Phase || clinical trials; and the FAS set chivical tnat resulls were consistsnt with the PPS set conclusions

aNdports include the seron

NYErsSIonN rates ang geometnic mean titer (GMT) The

ahine

opasdive (=1 8) or a d-folklincrease fram

ange from seronegatve {«1°8) 1o

O Assay was gerformed using the Worlkd Health Organization standarg method

e The 'esy are shown in table below
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Table 1 Seroconversion Rate of Neutralizing Antibody of Population aged 18 and over after Vacemation (PRS)

3, 14 days schedule 8, 28 days schedule '
Study Group N Seroconversion Rate GMT N Seroconversion Rate GMT
(95% Ci) tas8% Ch 195% Cl) (95% CIy
Adults aged 18-59 114 9237(8601.9645)  276(227,336 117 9744 (9269 99 47} w@i@ETLE2D
Eiderly people 98 9796(3282.9978) 422 (352, 506)

aged 60 and above

[Contraindication]

i case of any of the tollowing conditions, is forbedden o use ths produet

1} Who 15 known to be altergic to any of the components of hus vaccine,

2) Patients with fever, acute disease and acute onset of chromic diseases

{Precautions)

1) Shake well before mjection.

2) The fallowing cases should be used with caution farmily and personat rustary of convulsion, suffering from chronic
disegses epiepsy history, allergies

3} Do not use the product with aboormal appearance if the vacoine bottle is cracked poory marked or inetfective, or if
there is turbid in the vaccine bott @

4) The vaccine shall be adrrnistered mmediately after the container is opened,

) Peopie who is injected with human ramunogiobulin should be vacoinated with this vacoine at least one month werval
S0 as not o affect the immiune 0"’9(31,

6} Approgriate drugs. such as Adrenaline, shouid be feadily availlable for ummediate use in case of rate severe anaphylactic
reaction tollowing vaccmation. The recipients shail be observed least 30 minutes on site after injection

[Storage]

Stare and transport between +2U and +8 (., and protect from hght Do not freeze this product

[Package]

Vial or pre-fiited syringe. One vial or syringe per box

[Shelf Life]

The expiry date of the vaccins is tentatively scheduled as 24 manths

[Manufacturer]

Name Sinovac Life Sciences Co. Ltd

Address No 21 Tianfu Strest Daxing Biomedicine industial Base of Zhongguancun Science Park, Daxing District,
Beying PR China (10260713

Tel B6-10-56897188

Fax 86-10-56897123
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