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@ ChAdOx1 nCoV- 19 Corona
Virus Vaccine (Recombinant)

COVISHIELD®

1 NAME OF THE MEDICINAL PRODUCT

COVISHIELD™

ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant)

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

One dose (0.5 ml) contains:

ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant) 5x 1010 virus particles (vp)

*Recombinant, replication-deficient chimpanzee adenovirus vector encoding the SARS-CoV-2 Spike (S) glycoprotein.
Produced in genetically modified human embryonic kidney (HEK) 293 cells.

This product contains genetically modified organisms (GMOs).

For the full list of excipients, see section 6.1.

Both COVISHIELD™ (manufactured by Serum Institute of India Pvt Ltd) and COVID-19 Vaccine AstraZeneca (manufactured
by AstraZeneca) are ChAdOx1 nCoV- 19 Corona Virus Vaccines (Recombinant).

3 PHARMACEUTICAL FORM

Solution for injection

The solution is colourless to slightly brown, clear to slightly opaque and particle free with apH of 6.6.

4  CLINICAL PARTICULARS

4.1 Therapeuticindications

COVISHIELD™ is indicated for active immunisation of individuals =18 years old for the prevention of coronavirus disease
2019 (COVID-19).

4.2 Posology and method of administration

Posology

COVISHIELD™ vaccination course consists of two separate doses of 0.5 ml each. The second dose should be administered
between 4 to 12 weeks after the first dose (see section 5.1).

It is recommended that individuals who receive a first dose of COVISHIELD™ complete the vaccination course with
COVISHIELD™ (see section 4.4).

Special populations

Elderly population

No dosage adjustment is required in elderly individuals > 65 years of age.

Paediatric population

The safety and efficacy of COVISHIELD™ in children and adolescents (aged <18 years old) have not yet been established.
No data are available.

Method of administration

COVISHIELD™is for intramuscular (IM) injection only, preferably in the deltoid muscle.

For instructions on administration, see section 6.6.

4.3 Contraindications

Hypersensitivity to the active substance or to any of the excipients listed in section 6.1.

Patients who have experienced major venous and/or arterial thrombosis in combination with thrombocytopenia
following vaccination with any COVID-19 vaccine should not receive a second dose of ChAdOx1 nCoV- 19 Corona Virus
Vaccine (Recombinant).

4.4 Special warnings and special precautions for use

Hypersensitivity including anaphylaxis

Hypersensitivity reactions including anaphylaxis and angioedema have occurred following administration of ChAdOx1
nCoV- 19 Corona Virus Vaccine (Recombinant).

As with all injectable vaccines, appropriate medical treatment and supervision should always be readily available in case
of an anaphylactic event following the administration of the vaccine.

Asecond dose of the vaccine should not be given to those who have experienced a severe hypersensitivity reaction to the
first dose of ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant).

Concurrent illness

As with other vaccines, administration of COVISHIELD™ should be postponed in individuals suffering from an acute severe
febrile illness. However, the presence of a minor infection, such as cold, and/or low-grade fever should not delay
vaccination.

Thromboembolism and Thrombocytopenia

A very rare and serious combination of thrombosis and thrombocytopenia including thrombosis with thrombocytopenia
syndrome (TTS), in some cases accompanied by bleeding, has been observed following vaccination with with ChAdOx1
nCoV- 19 Corona Virus Vaccine (Recombinant) during post-authorisation use. This includes cases presenting as venous
thrombosis, including unusual sites such as cerebral venous sinus thrombosis, splanchnic vein thrombosis, as well as
arterial thrombosis, concomitant with thrombocytopenia. The majority of the events occurred within the first 21 days
following vaccination and some events had a fatal outcome.

Whilst specific risk factors for thromboembolism in combination with thrombocytopenia have not been identified, cases
have occurred in patients with a previous history of thrombosis, as well as in patients with autoimmune disorders,
including immune thrombocytopenia. The benefits and risks of vaccination should be considered in these patients.
Healthcare professionals should be alert to the signs and symptoms of thromboembolism and thrombocytopenia, as well
as coagulopathies. Vaccinated individuals should be instructed to seek immediate medical attention if they develop
symptoms such as a severe or persistent headaches, blurred vision, confusion, seizures, shortness of breath, chest pain,
leg swelling, leg pain, persistent abdominal pain or unusual skin bruising and or petechia a few days after vaccination.
Individuals diagnosed with thrombocytopenia within 21 days of vaccination with ChAdOx1 nCoV- 19 Corona Virus Vaccine
(Recombinant), should be actively investigated for signs of thrombosis. Similarly, individuals who present with
thrombosis within 21 days of vaccination should be evaluated for thrombocytopenia.

Healthcare professionals should consult applicable guidance and, if available, seek advice from specialists (e.g.,
haematologists, specialists in coagulation) to diagnose and treat this condition.

Risk of bleeding with intramuscular administration

As with other intramuscular injections, COVISHIELD™ should be given with caution to individuals with thrombocytopenia,
any coagulation disorder or to persons on anticoagulation therapy, because bleeding or bruising may occur following an
intramuscular administration in these individuals.

Immunocompromised individuals

It is not known whether individuals with impaired immune responsiveness, including individuals receiving
immunosuppressant therapy, will elicit the same response as immunocompetent individuals to the vaccine regimen.
Anxiety-related reactions

Anxiety-related reactions, including vasovagal reactions (syncope), hyperventilation or stress-related reactions may
occur in association with vaccination as a psychogenic response to the needle injection. It is important that precautions
arein place to avoid injury from fainting.

Duration and level of protection and limitation of effectiveness

The duration of protection has not yet been established.

Protection starts from approximately 3 weeks after the first dose of ChAdOx1 nCoV-19 Corona Virus Vaccine
(Recombinant). Individuals may not be fully protected until 15 days after the second dose is administered.

As with any vaccine, vaccination with COVISHIELD™ may not protect all vaccine recipients (See section 5.1).
Interchangeability

There are no safety, immunogenicity or efficacy data to support interchangeability of ChAdOx1 nCoV- 19 Corona Virus
Vaccine (Recombinant) with other COVID-19 vaccines.

4.5 Interaction with other medicinal products and other forms of interaction

The safety, immunogenicity and efficacy of co-administration of ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant)
with other vaccines have not been evaluated.

4.6 Fertility, pregnancy and lactation

Fertility

Animal studies do not indicate direct or indirect harmful effects with respect to fertility.

Pregnancy

There is a limited experience with the use of ChAdOx1 nCoV-19 Corona Virus Vaccine (Recombinant) in pregnant women.
Animal studies do not indicate direct or indirect harmful effects with respect to pregnancy, embryo/fetal development,
parturition or post-natal development;

Administration of COVISHIELD™ in pregnancy should only be considered when the potential benefits outweigh any
potential risks for the mother and fetus.

Breastfeeding
It is unknown whether COVISHIELD™ s excreted in human milk.

4.7 Effectson ability to drive and use machines

ChAdOx1 nCoV- 19 Corona Virus Vaccine (Recombinant) has no or negligible influence on the ability to drive and use
machines. However, some of the adverse reactions mentioned under section 4.8 may temporarily affect the ability to
drive or use machines.

4.8 Undesirable effects

Overall summary of the safety profile from the Overseas studies:

COV001, COV002, COV003, and COVO0O05:

The overall safety of COVID-19 Vaccine AstraZeneca [ChAdOx1 nCoV-19 Corona Virus Vaccine (Recombinant)] is based on
an analysis of pooled data from four clinical trials (COV001, COV002, COV003, and COV005) conducted in the United
Kingdom, Brazil, and South Africa. At the time of analysis, 24,244 participants 218 years old had been randomised and
received either COVID-19 Vaccine AstraZeneca or control. Out of these, 12,282 received at least one dose of COVID-19
Vaccine AstraZeneca with a median duration of follow-up of 4.5 months.

Demographic characteristics were generally similar among participants who received COVID-19 Vaccine AstraZeneca and
those who received control. Overall, among the participants who received COVID-19 Vaccine AstraZeneca, 89.8% were
aged 18 to 64 years and 10.2% were 65 years of age or older. The majority of recipients were White (75.5%), 9.8% were
Black and 3.7% were Asian; 55.8% were female and 44.2% male.

The most frequently reported adverse reactions were injection site tenderness (>60%); injection site pain, headache,
fatigue (>50%); myalgia, malaise (>40%); pyrexia, chills (>30%); and arthralgia, nausea (>20%). The majority of adverse
reactions were mild to moderate in severity and usually resolved within a few days of vaccination.

Following vaccination, recipients may experience multiple adverse reactions occurring at the same time (for example,
myalgia/arthralgia, headache, chills, pyrexia and malaise). If a recipient reports persistent symptoms, alternative
causes should be considered.

When compared with the first dose, adverse reactions reported after the second dose were milder and reported less
frequently. Adverse reactions were generally milder and reported less frequently in older adults (=65 years old).

If required, analgesic and/or anti-pyretic medicinal products (e.g. paracetamol-containing products) may be used to
provide symptomatic relief from post-vaccination adverse reactions.

Adverse drugreactions

Adverse drug reactions (ADRs) are organised by MedDRA System Organ Class (SOC). Within each SOC, preferred terms are
arranged by decreasing frequency and then by decreasing seriousness. Frequencies of occurrence of adverse reactions
are defined as: very common (21/10); common (21/100 to <1/10); uncommon (=1/1,000 to <1/100); rare (>1/10,000 to
<1/1000); very rare (<1/10,000) and not known (cannot be estimated from available data).

Table 1 -Adverse drug reactions

MedDRA SOC Frequency Adverse reactions
Blood and lymphatic system disorders Uncommon Lymphadenopathy?
Immune system disorders Not known Anaphylaxis?
Nervous system disorders Very common Headache
Uncommon Dizziness?, somnolence 2
Gastrointestinal disorders Very common Nausea
Common Vomiting, diarrhea?
Uncommon Abdominal pain?
Skin and subcutaneous tissue disorders Uncommon Hyperhidrosis?3, pruritis?, rash?, uriticaria®

Not known Angioedema®

Musculoskeletal and connective tissue disorders Very common Myalgia, arthralgia

Common Pain in extremity?

General disorders and administration
site conditions

Very common Injection site tenderness, injection
site pain, injection site warmth,
injection site pruritus, fatigue,

malaise, pyrexia®¢, chills

Common Injection site swelling, injection site erythema,
influenza like illness®*

aUnsolicited adverse reaction

b |dentified from post-authorisation experience

¢ Pyrexia includes feverishness (very common) and fever >38°C (common)
*See further description of adverse reaction below

Very rare events of neuroinflammatory disorders have been reported following vaccination with COVID 19 Vaccine
AstraZeneca. Acausal relationship has not been established.

Summary of safety data from D8110C00001 (Phase 3 Study in US, Peru and Chile):

Additional safety of COVID-19 Vaccine AstraZeneca was established in a randomised phase IlI clinical trial conducted in
the United States, Peru and Chile. At the time of the analysis, 32,379oparticipants >18oyears old had received at least one
dose, including 21,587 in the COVID-19 Vaccine AstraZeneca group and 10,792 in the placebo group.

Demographic characteristics were generally similar among participants who received COVID-19 Vaccine AstraZeneca and
those who received placebo. Overall, among the participants who received COVID-19 Vaccine AstraZeneca 77.6% were 18
to 64 years and 22.4% were > 65 years of age. Seventy-nine percent of the participants were White, 8.3% were Black, 4.4%
were Asian, 4.0% were American Indian or Alaska Native, 0.3% were Native Hawaiian or Other Pacific Islander, 2.4% were
of multiple races and 1.7% were not reported or unknown; 44.4% were female and 55.6% male.

The safety profile observed in this Phase Ill study was consistent with pooled analysis of data from the United Kingdom,
Brazil and South Africa (COV001, COV002, COV003, and COV005). Adverse reactions seen in this Phase Il trial were
observed at similar frequencies as seen in the pooled analysis except the following: feverishness (pyrexia) (0.7%),
arthralgia (1.1%), injection site warmth (<0.1%) and injection site pruritus (0.2%). These adverse reactions were solicited
adverse events in the COV001, COV002, COV003, and COV005 studies whereas the D8110C00001 study did not include
these as solicited symptoms to report.

Post-authorisation reports of influenza-like illness

Some recipients have reported chills, shivering (in some cases rigors), and increased body temperature possibly with
sweating, headache (including migraine-like headaches), nausea, myalgia and malaise, starting within a day of
vaccination. These effects usually last for a day or two.

If a patient reports unusually high or prolonged fever, or other symptoms, alternative causes should be considered and
appropriate advice should be provided for diagnostic investigation and medical management as required.

Summary of global post-authorisation data of ChAdOx1 nCoV-19 Corona Virus Vaccine (Recombinant)

The following adverse reactions were not observed during clinical trials and have been spontaneously reported during
worldwide post-authorisation use of COVID-19 Vaccine AstraZeneca.

Immune system disorders: Anaphylactic reaction (frequency: not known)

Skin and subcutaneous tissue disorders: Angioedema (frequency: not known)

Vascular disorders: Avery rare and serious combination of thrombosis and thrombocytopenia including thrombosis with
thrombocytopenia syndrome (TTS) in some cases accompanied by bleeding, has been observed with a frequency less than
1/100,000. This includes cases presenting as venous thrombosis, including unusual sites such as cerebral venous
sinus thrombosis, splanchnic vein thrombosis, as well as arterial thrombosis, concomitant with thrombocytopenia
(see section 4.4).

Blood and lymphatic system disorders: Thrombocytopenia (frequency: very rare). The majority of reported events
occurred inindividuals aged 18-59 years old.

Overall summary of the safety profile from the Indian study:

COVISHIELD™ was also safe and well tolerated in the phase 2/3 clinical trial in India. An interim analysis included data of
all 1600 participants who received first dose [1200 in COVISHIELD™ group, 100 in COVID-19 Vaccine AstraZeneca group and
300 in Placebo group]. This interim analysis includes data collected until Day 57 visit (28 days after second dose) of all
1600 participants who received first dose and 1577 participants who received second dose.

Demographic characteristics were generally similar among participants across the three groups. Overall, among the
participants who received COVISHIELD™, 87.1% were aged 18 to 59 years and 12.9% were 60 years of age or older.

Overall, the incidence of solicited reactions (injection site reactions: pain, tenderness, redness, warmth, itch, swelling
and induration; and systemic reactions : fever, chills, fatigue, malaise, headache, arthralgia and myalgia), unsolicited
adverse events and serious adverse events (SAEs) was comparable in the study and control groups.

Among all 1600 participants who received a first dose, a total of 19 SAEs in 19 (1-2%) participants were reported, in 15 of
1200 (1-3%, 95% Cl 0-7-2-1) participants who received COVISHIELD™, 2 (0-7%, 95% Cl 0-1-2-4) who received placebo and
2 (2-0%, 95% Cl 0-2-7-0) who received COVID-19 Vaccine AstraZeneca. These included COVID-19 (n=11),

fracture/dislocation (n=3), malaria (n=1), megaloblastic anaemia (n=1), cataract (n=1), encephalopathy (n=1) and a
vocal cord cyst (n=1). All SAEs resolved without sequelae and none was assessed as related to study vaccine. There
were no thromboembolic-associated or autoimmune-related SAEs reported in the study.

Table 2 - Adverse drug reactions from COVISHIELD™ study in India (Data until Day 57 visit)

MedDRA SOC Frequency Adverse reactions
Gastrointestinal disorders Common Nausea
Uncommon Diarrhoea

General disorders and
administration site conditions

Very common Injection site pain

Common Pyrexia, malaise, fatigue, pain, chills,
injection site erythema, injection site swelling,
injection site induration, asthenia,

injection site pruritus

Musculoskeletal and connective Common Myalgia, arthralgia
tissue disorders Uncommon Pain in extremity, back pain, neck pain
Nervous system disorders Common Headache
Uncommon Dizziness, somnolence
Skin and subcutaneous tissue disorders Uncommon Urticaria

Summary of post-authorisation data in India

The following adverse reactions were not observed during clinical trials and have been spontaneously reported during
post-authorisation use of COVISHIELD™ in India.

Immune system disorders: Anaphylactic reaction (frequency: very rare), Hypersensitivity reactions

(frequency: very rare).

Vascular disorders: Avery rare and serious combination of thrombosis and thrombocytopenia including thrombosis with
thrombocytopenia syndrome (TTS) in some cases accompanied by bleeding, has been observed with a frequency less than
1/70,000,000. This includes cases presenting as venous thrombosis, including unusual sites such as cerebral venous sinus
thrombosis, as well as arterial thrombosis, concomitant with thrombocytopenia (see section 4.4).

Blood and lymphatic system disorders: Thrombocytopenia (frequency: very rare).

4.9 Overdose

Experience of overdose is limited.

There is no specific treatment for an overdose with ChAdOx1 nCoV-19 Corona Virus Vaccine (Recombinant). In the event
of an overdose, the individual should be monitored and provided with symptomatic treatment as appropriate.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Vaccine, other viral vaccines, ATC code: JO7BX03

Mechanism of action

COVISHIELD™ is a monovalent vaccine composed of a single recombinant, replication-deficient chimpanzee adenovirus

(ChAdOx1) vector encoding the S glycoprotein of SARS-CoV-2. Following administration, the S glycoprotein of SARS-CoV-2
is expressed locally stimulating neutralizing antibody and cellular immune responses.

Efficacy and immunogenicity data from the Overseas studies:

Clinical efficacy

Primary analysis of pooled data from COV001, COV002, COV003, and COV005

COVID-19 Vaccine AstraZeneca [ChAdOx1 nCoV-19 Corona Virus Vaccine (Recombinant)] has been evaluated based on
pooled data from four on-going randomised, blinded, controlled trials: a Phase /11 Study, COV001 (NCT04324606), in
healthy adults 18 to 55 years of age in the UK; a Phase /11l Study, COV002 (NCT04400838), in adults 18 years of age
(including the elderly) in the UK; a Phase Ill Study, COV003 (ISRCTN89951424), in adults >18 years of age (including the
elderly) in Brazil; and a Phase I/11 study, COV005 (NCT04444674), in adults aged 18 to 65 years of age in South Africa.
The studies excluded participants with history of anaphylaxis or angioedema; severe and/or uncontrolled cardiovascular,
gastrointestinal, liver, renal, endocrine/metabolic disease, and neurological illnesses; as well as those with
immunosuppression. In studies COV001 and COV002, licensed seasonal influenza and pneumococcal vaccinations were
permitted (at least 7 days before or after their study vaccine). All participants are planned to be followed for up to
12 months, for assessments of safety and efficacy against COVID-19 disease.

In the pooled analysis for efficacy, participants >18 years of age received two doses of COVID-19 Vaccine AstraZeneca
(N=8,597) or control (meningococcal vaccine or saline) (N=8,581). Participants randomised to COVID-19 Vaccine
AstraZeneca received either two standard doses [SD] (5 x 1010 vp per dose) or one low dose [LD] (2.2 x 1010 vp)
followed by one SD (5 x 1010 vp), administered via IM injection. Overall, the majority of participants (83.8%) received two
SD. Because of logistical constraints, the interval between dose 1 and dose 2 ranged from 3 to 28 weeks with 77.0% of
participants receiving their two doses within the interval of 4 to 12 weeks.

Baseline demographics were well balanced across COVID-19 Vaccine AstraZeneca and control treatment groups. Overall,
among the participants who received COVID-19 Vaccine AstraZeneca, 91.8% of participants were 18 to 64 years old (with
8.2% aged 65 or older); 56.0% of subjects were female; 74.9% were White, 10.1% were Black and 3.7% were Asian. A total
of 3,056 (35.5%) participants had at least one pre-existing comorbidity (defined as a BMI > 30 kg/m?2, cardiovascular
disorder, respiratory disease or diabetes). At the time of primary analysis the median follow up time post-dose 1 and post-
dose 2 was 143 days and 83 days, respectively.

Final determination of COVID-19 cases were made by an adjudication committee, who also assigned disease severity
according to the WHO clinical progression scale. A total of 332 participants had SARS-CoV-2 virologically confirmed (by
nucleic acid amplification tests) COVID-19 occurring =15 days post dose 2 with at least one COVID-19 symptom [objective
fever (defined as >37.8°C)], cough, shortness of breath, anosmia, or ageusia) and were without evidence of previous
SARS-CoV-2 infection. COVID-19 Vaccine AstraZeneca significantly decreased the incidence of COVID-19 compared to
control (see Table 2a).

Table 2a- COVID-19 Vaccine AstraZeneca efficacy against COVID-19 in COV001, COV002, COV003 and COV005?

COVID-19 Vaccine Control
AstraZeneca
Population N Number of N Number of Vaccine efficacy %
COVID-19 COVID-19 (95% CI)
casesb, n (%) casesb, n (%)

Primary analysis population

Overall 8597 84 (0.98) 8581 248 (2.89) 66.73
(SDSD + LDSD) (57.41, 74.01)

Licensing regimen
SDSD

7201 ‘ 74 (1.03) ‘ 7179

197 (2.74) 63.09
(51.81, 71.73)

N = Number of subjects included in each group; n = Number of subjects having a confirmed event; Cl = Confidence
Interval; LD =Low Dose; SD = Standard Dose.

2 Primary study endpoint was based on confirmed COVID-19 cases in subjects aged 18 years and over who were
seronegative at baseline, who had received two doses (SDSD or LDSD) and were on-study >15 days post second dose.

b Virologically confirmed SARS-CoV-2 and at least one of the following symptoms: objective fever (defined as 237.8°C),
cough, shortness of breath, anosmia, or ageusia. Confirmed by adjudication committee.

The level of protection gained from one SD of COVID-19 Vaccine AstraZeneca was assessed in an exploratory analysis that
included participants who had received one dose of SD. Participants were censored from the analysis at the earliest time
point of when they received a second dose or at 12 weeks post-dose 1. In this population, vaccine efficacy from 22 days
post-dose 1 was 71.42% (95% Cl: 51.11; 84.08 [COVID-19 Vaccine AstraZeneca 18/9,335 vs control 63/9,312]).

Exploratory analyses showed that increased vaccine efficacy was observed with increasing dose interval, see Table 2b.
Table 2b - COVID-19 Vaccine AstraZeneca efficacy by dosingintervalin COV001, COV002, COV003 and COV005*
COVID-19 Vaccine

AstraZeneca Control
Dosing interval N Number of N Number of Vaccine efficacy %
CoVID-19 COVID-19 (95% Cl)
casesb, n (%) casesb, n (%)
55.09
6 week: 3,905 35 (0.90 3,871 76 (1.96
<o weeks (©.90) (1.96) (33.0, 69.90)
6-8 weeks 1,124 20 (1.78) 1,023 44 (4.30) 59.72
(31.68, 76.25)
9-11 weeks 1,530 14 (0.92) 1,594 52 (3.26) 72.25
(49.95, 84.61)
> 12 weeks 2,038 15 (0.74) 2,093 76 (3.63) 79.99
(65.20, 88.50)

N = Number of subjects included in each group; n = Number of subjects having a confirmed event; Cl = Confidence

Interval.

2 Primary study endpoint was based on confirmed COVID-19 cases in subjects aged 18 years and over who were
seronegative at baseline, who had received two doses (SDSD or LDSD) and were on-study >15 days post second dose.

b Virologically confirmed SARS-CoV-2 and at least one of the following symptoms: objective fever (defined as >37.8°C),
cough, shortness of breath, anosmia, or ageusia. Confirmed by adjudication committee.

Efficacy against COVID-19 hospital admission and severe COVID-19 disease

COVID-19 Vaccine AstraZeneca reduced COVID-19 hospitalisation (WHO severity grading >4).

In participants who had received two doses of COVID-19 Vaccine AstraZeneca (SDSD + LDSD, 215 days post-dose 2) as
compared to control, there were 0 (N=8,597) vs 9 (0.10%; N=8,581) cases of hospitalised COVID-19, respectively.
Corresponding to a vaccine efficacy of 100% (97.5% Cl: 50.19; Not Evaluable).

Efficacy against COVID-19 in subgroups

Participants who had one or more comorbidities had a vaccine efficacy of 62.71% [95% Cl: 44.79; 74.82]; 34 (1.11%) vs
93 (3.00%) cases of COVID-19 for COVID-19 Vaccine AstraZeneca (SDSD + LDSD, >15 days post-dose 2, N=3,056) and control
(N=3,102), respectively; which was similar to the vaccine efficacy observed in the overall population.

In participants 265 years old who had received 2 doses of COVID-19 Vaccine AstraZeneca (SDSD + LDSD, >15 days post-dose
2, N=703), there were 4 cases of COVID-19 compared to 8 cases for control (N=680), corresponding to a vaccine efficacy of
51.91% [95% Cl: -59.98, 85.54]). Alarge proportion (89.6%) of older adults received their second dose <6 weeks after their
first. In older adults (265 years old) who had received SD as a first dose (222 days post-dose 1), there were 6 cases of
COVID-19 for COVID-19 Vaccine AstraZeneca (N=945) compared to 13 for control (N=896), with 0 vs 2 cases in the COVID-
19 Vaccine AstraZeneca and control groups, respectively, leading to hospitalisation (WHO severity grading >4).

Analysis of efficacy data from D8110C00001

COVID-19 Vaccine AstraZeneca has been evaluated based on an analysis from a randomised, double-blinded, placebo-
controlled Phase Ill trial conducted in the United States, Peru and Chile. The trial randomised 32,451 healthy adults or
those with medically-stable chronic diseases >18 years of age. The study excluded participants with severe and/or
uncontrolled cardiovascular, gastrointestinal, liver, renal, endocrine/metabolic disease, and neurological illnesses; as
well as those with severe immunosuppression. All participants are planned to be followed for up to 1 year for assessments
of efficacy against COVID-19 disease.

In the updated primary efficacy analysis 26,212 participants received two doses of COVID-19 Vaccine AstraZeneca
(N=17,662) or placebo (N=8,550). Participants randomised to COVID-19 Vaccine AstraZeneca received (5 x 1010 vp per
dose) administered via IM injection on Day 1 and Day 29 (-3 to +7 days). The median dose interval was 29 days and the
majority of participants received the second dose >26 to <36 days (95.7% and 95.3%, respectively) after dose 1.

Baseline demographics were balanced across the COVID-19 Vaccine AstraZeneca and the placebo groups. Of the
participants who received COVID-19 Vaccine AstraZeneca, 79.1% were aged 18 to 64 years and 20.9% were 265 years of
age; 43.8% of subjects were female. Of those randomized, 79.3% were White, 7.9% were Black, 4.2% were Asian, 4.2%
were American Indian or Alaska Native, 0.3% were Native Hawaiian or Other Pacific Islander, and 2.4% were of multiple
races (1.7% were unknown or not reported). A total of 10,376 (58.8%) participants who received COVID-19 Vaccine
AstraZeneca versus 5,105 (59.7%) who received placebo had at least one pre-existing comorbidity. At the time of analysis,
the median follow up time post-dose 2 was 61 days.

Comorbidity was defined as a chronic kidney disease, chronic obstructive pulmonary disease (COPD), lower immune
health because of a solid organ transplant, history of obesity (BMI>30), serious heart conditions, sickle cell disease, type 1
and 2 diabetes, asthma, dementia, cerebrovascular diseases, cystic fibrosis, high blood pressure, liver disease, scarring
in the lungs (pulmonary fibrosis), thalassemia, history of smoking.

Final determination of COVID-19 cases was made by an adjudication committee. Atotal of 203 participants had SARS-CoV-
2 virologically confirmed COVID-19 occurring 215 days post second dose and met either the Category A or Category B
criteria, and had no prior evidence of a previous SARS-CoV-2 infection

Category A: One or more of the following:

« Pneumonia diagnosed by chest x-ray, or computed tomography scan

« Oxygen saturation of <94% on room air or requiring either new initiation or escalation in supplemental oxygen

« New or worsening dyspnoea/shortness of breath

Category B: Two or more of the following:

« Fever>100°F (>37.8°C) or feverishness

« New or worsening cough

« Myalgia/muscle pain

« Fatigue that interferes with activities of daily living

« Vomiting and/or diarrhoea (only one finding to be counted toward endpoint definition)

« Anosmia and/or ageusia (only one finding to be counted toward endpoint definition)

COVID-19 Vaccine AstraZeneca significantly decreased the incidence of COVID-19 compared to placebo (see Table 3).
Table 3 - COVID-19 Vaccine AstraZeneca efficacy against COVID-192
COVID-19 Vaccine

AstraZeneca Placebo
N Number of N Number of Vaccine efficacy %
CovID-19 CoviD-19 (95% CI)

casesb, n (%) casesb, n (%)

Updated Primary Efficacy Analysis¢

Symptomatic Illness 17,662 73 (0.4) 8,550 130 (1.5) 73.98
(65.34, 80.47)

Key Secondary Efficacy Analyses

Symptomatic Illness 18,563 76 (0.4) 9,031 135 (1.5) 73.68
Regardless of Evidence of (65.13, 80.13)
Prior COVID-19 Infection

Severe or Critical 17,662 0 (0.0) 8,550 8(<0.1) 100.0
Symptomatic COVID-199 (71.62, NE)©
COVID-19 Emergency 17,662 1(<0.1) 8,550 9 (0.1) 94.80

Department Visits (58.98, 99.34)

Post-treatment response for 17,662 156 (0.9) 8,550 202 (2.4) 64.32
SARS- CoV-2 Nucleocapsid (56.05, 71.03)

N = Number of subjects included in each group; n = Number of subjects having a confirmed event; Cl = Confidence
Interval;

a Based on confirmed COVID-19 cases in subjects aged 18 years and over who were seronegative at baseline, who had
received two doses and were on-study 215 days post second dose.

b Virologically confirmed SARS-CoV-2 using the Category Aand B criteria.

¢ Updated primary analysis included all outstanding adjudicated events.

d Based on laboratory-confirmed COVID-19, plus any of the following: clinical signs at rest indicative of severe systemic
illness (respiratory rate >30 breaths per minute, heart rate > 125 beats per minute, oxygen saturation < 93% on room air
at sea level, or partial pressure of oxygen to fraction of inspired oxygen ratio < 300 mmHg); or respiratory failure
(defined as needing high-flow oxygen, non-invasive ventilation, mechanical ventilation, or extracorporeal membrane
oxygenation), evidence of shock (systolic blood pressure < 90 mmHg, diastolic blood pressure < 60 mmHg or requiring
vasopressors); or significant acute renal, hepatic, or neurological dysfunction; or admission to an intensive care unit, or
death.

€ 97.5%Cl

f Negative at baseline to positive post treatment with study intervention.

In the pre-specified primary efficacy analysis, based on 190 adjudicated cases, there were 65 (0.4%) COVID-19 cases in
participants receiving COVID-19 Vaccine AstraZeneca (N=17,817) and 125 (1.5%) COVID-19 cases in participants receiving
placebo (N=8,589), with a vaccine efficacy of 76.0%, [95% C| 67.6, 82.2].

When cumulative incidence of viral shedding was examined with cases occurring >15 days post-dose-2, time to clearance
of SARS-CoV-2 in saliva samples in COVID-19 Vaccine AstraZeneca participants was notably shorter (11 vs 16 days).
Efficacy in subgroups

Participants with one or more comorbidities who received the COVID-19 Vaccine AstraZeneca >15 days post-dose-2 had an
efficacy of 75.24% (64.18, 82.88) and participants without comorbidities had a vaccine efficacy of 71.81% (95% Cl: 55.5,
82.14).

In participants > 65 years old who had received COVID-19 Vaccine AstraZeneca (215 days post-dose N=3,696), there were
5 (0.1%) cases of COVID-19 compared to 14 (0.8%) cases for placebo (N=1,812), corresponding to a vaccine efficacy of
83.5% [95% Cl: 54.17, 94.06].

Immunogenicity

Primary analysis of pooled data from COV001, COV002, COV003, and COV005

Following vaccination with COVID-19 Vaccine AstraZeneca, in participants who were seronegative at baseline,
seroconversion (as measured by a > 4 fold increase from baseline in S-binding antibodies) was demonstrated in > 98% of
participants at 28 days after the first dose and >99% at 28 days after the second. Higher S-binding antibodies were
observed with increasing dose interval (Table 4).

Generally similar trends were observed between analyses of neutralising antibodies and S-binding antibodies.
An immunological correlate of protection has not been established; therefore, the level of immune response that
provides protection against COVID-19 is unknown.

Table 4 - SARS CoV-2 S-binding antibody response to COVID-19 Vaccine AstraZeneca2,b

Baseline 28 days after dose 1 28 days after dose 2
Population GMT GMT GMT
(95% CI) (95% Cl) (95% CI)
Overall (N=1538) (N=1466) (N=1511)
57.1 8358.0 30,599.8
(53.8, 60.6) (7879.2, 8866.0) (29,137.1, 32,135.9)
Dose Interval
(N=578) (N=578) (N=564)
< 6 weeks 61.4 8,184.5 21,384.2
(55.3, 68.0) (7,423.9, 9,023.1) (19,750.7, 23,152.8)
(N=339) (N=290) (N=331)
6-8 weeks 56.1 9,103.9 28,764.8
(49.6, 63.3) (8,063.1, 10,279.1) (25,990.8, 31,834.9)
(N=331) (N=309) (N=327)
9-11 weeks 53.6 8,120.9 37,596.1
(47.5, 60.4) (7,100.2, 9,288.4) (34,494.2, 40,976.8)
(N=290) (N=289) (N=289)
>12 weeks 54.3 8,249.7 52,360.9
(47.6, 61.9) (7,254.5, 9,381.4) (47,135.2, 58,165.9)

N =Number of subjects included in each group; GMT = Geometric mean titre; Cl = Confidence interval; S = Spike
almmune response evaluated using a multiplex immunoassay. P Individuals were seronegative at baseline.

The immune response observed in participants with one or more comorbidities was consistent with the overall
population.

High seroconversion rates were observed in older adults (265 years) after the first SD (97.3% [N=149, 95% Cl: 93.3; 99.3])
and the second SD (100.0% [N=156, 95% Cl: 97.7; Not Evaluable]). The majority of older adults had a dose interval of
< 6 weeks. The increase in S-binding antibodies for older adults with a dose interval of < 6 weeks (28 days after second SD:
GMT=18759.6 [N=126, 95% Cl: 15,764.8; 22,323.3]) was comparable to all participants who received their second dose
after an interval of < 6 weeks (Table 3). The majority of participants > 65 years old had a dose interval of < 6 weeks, which
may have contributed to the numerically lower titres observed.

In participants with serological evidence of prior SARS-CoV-2 infection at baseline (GMT=10,979.1 [N=36; 95% CI: 6,452.7;
18,680.5]), S-antibody titres peaked 28 days after dose 1 (GMT=139,010.4 [N=35; 95% Cl: 95,429.0; 202,495.1), but did
not increase further after the second dose.

Spike-specific T cell responses as measured by IFN-Y enzyme-linked immunospot (ELISpot) assay are induced after a first
dose of COVID-19 Vaccine AstraZeneca. Geometric mean responses are generally similar across age strata and regardless
of presence of comorbidity. These do not rise further after a second dose. Th1 cytokines are induced by COVID-19
AstraZeneca with cells expressing IFN-Y, IL-2, and/or TNFa which are generally similar between age categories.

Immunogenicity data from the Indian study:

GMTs of 1gG antibodies against spike (S) protein were comparable between the groups at baseline - Day 1. GMTs increased
significantly after each dose of vaccine in both the groups and were comparable. There was > 98% seroconversion in both
the groups on Day 57. The immunogenicity data indicates that COVISHIELD™ is comparable in terms of anti-S IgG antibody
titers and seroconversion rates to COVID-19 Vaccine AstraZeneca vaccine (see Tables 5 and 6).

Table 5 Summary of Anti-S IgG antibodies

Timepoint Statistic COVISHIELD™ COVID-19 Vaccine AstraZeneca
(N=297) (N=98)
n (%) n (%)
N 297 98
Baseline GMT 95.4 79.4
95% Cl (78.1, 116.6) (58.2, 108.4)
N 296 98
28 days after Dose 1 GMT 10045.4 6660.8
95% Cl (8473.2, 11909.2) (4836.3, 9173.7)
n 293 95
28 days after Dose 2 GMT 30245.6 28558.3
95% Cl (26794.0, 34141.8) (23479.3, 34735.8)

Table 6 Summary of Proportion of Participants with Seroconversion for Anti-S IgG Antibodies

Timepoint Statistic COVISHIELD™ COVID-19 Vaccine
(N=297) AstraZeneca
(N=98)
N Evaluated 296 98
28 days after Dose 1 Seroconversion, n (%) 286 (96.6) 90 (91.8)
95% Cl (93.9, 98.4) (84.5, 96.4)
N Evaluated 293 95
28 days after Dose 2 Seroconversion, n (%) 287 (98.0) 94 (98.9)
95% Cl (95.6, 99.2) (94.3, 100.0)

5.2 Pharmacokinetic properties

Not applicable.

5.3 Preclinical safety data

Toxicity and local tolerance studies

In a repeat-dose toxicity study in mice, IM administration of COVID-19 Vaccine AstraZeneca was well tolerated.
Non adverse, mixed and/or mononuclear cell inflammation was observed in the subcutaneous tissues and skeletal muscle
of the administration sites and adjacent sciatic nerve consistent with the anticipated findings after IM injection of
vaccines. There were no findings in the administration sites or sciatic nerves at the end of the recovery period, indicating
complete recovery of the COVID-19 Vaccine AstraZeneca related inflammation.

Reproductive toxicity

Biodistribution studies conducted in mice did not show measurable distribution of COVID-19 Vaccine AstraZeneca to the
gonads (testes, ovaries) following IM injection.

In a reproductive and development toxicity study, COVID-19 Vaccine AstraZeneca did not induce maternal or
developmental toxicity following maternal exposure during the pre-mating, gestation or lactating periods. In this study,
vaccine elicited detectable anti-SARS-CoV-2 S-glycoprotein maternal antibodies were transferred to the fetuses and
pups, indicating placental and lactational transfer, respectively.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

L-Histidine

L-Histidine hydrochloride monohydrate

Magnesium chloride hexahydrate

Polysorbate 80

Ethanol

Sucrose

Sodium chloride

Disodium edetate dihydrate (EDTA)

Water for injection

(The names of inactive ingredients may vary according to geographical region)

6.2 Incompatibilities

In the absence of compatibility studies, this vaccine must not be mixed with other medicinal products.

6.3 Shelf-life

The expiry date of vaccine is indicated on the label and packaging.

Once opened, multi-dose vials should be used as soon as practically possible and within 6 hours when kept between
+2°C and +25°C. All opened multidose vials of COVISHIELD™ should be discarded at the end of immunization session or
within six hours whichever comes first.

6.4 Special precautions for storage

Store in a refrigerator (+2°C to +8°C). Do not freeze. Keep vials in outer carton to protect from light. Discard if vaccine has
been frozen.

Opened multidose vial (After first use)

For storage conditions after first opening of the medicinal product, see section 6.3.

6.5 Nature and contents of container

COVISHIELD™ is supplied as ready to use liquid in rubber-stoppered multidose vial and single dose vial in below listed
presentations

1 dose - 0.5 ml per vial

2 dose - 1.0 ml per vial

5dose - 2.5ml per vial

10 dose - 5.0 ml per vial

20dose - 10 ml per vial

6.6 Instructions for use, handling and disposal

Administration

COVISHIELD™ s a colourless to slightly brown, clear to slightly opaque solution. The vaccine should be inspected visually
prior to administration and discarded if particulate matter or differences in the described appearance are observed.

Do not shake the vial.

Each vaccine dose of 0.5 ml is withdrawn into a syringe for injection to be administered intramuscularly. Use a separate
sterile needle and syringe for each individual. It is normal for liquid to remain in the vial after withdrawing the final dose.
When low dead volume syringes and/or needles are used, the amount remaining in the vial may be sufficient for an
additional dose. Care should be taken to ensure a full 0.5 ml dose is administered. Where a full 0.5 ml dose cannot be
extracted, the remaining volume should be discarded. Do not pool excess vaccine from multiple vials.

The vaccine does not contain any preservative. Aseptic technique should be used for withdrawing the dose for
administration.

After first opening, multi-dose vials should be used as soon as practically possible and within 6 hours when kept between
+2°C and +25°C. Discard any unused vaccine.

To facilitate the traceability of the vaccine, the name and the batch number of the administered product must be
recorded for each recipient.

Disposal

COVISHIELD™ contains genetically modified organisms (GMOs). Any unused vaccine or waste material should be disposed
of in accordance with local requirements. Spills should be disinfected with an appropriate antiviral disinfectant
(e.g. Hydrogen peroxide based disinfectants).

Manufactured by: Marketed by:
é SERUM INSTITUTE OF INDIA PVT. LTD. SERUM INSTITUTE LIFE SCIENCES PVT. LTD.
212/2, Hadapsar, Pune 411 028, INDIA 401, Sarosh Bhavan, 16-B/1, Dr. Ambedkar Road,
@ Trademark under registration Pune - 411 001, INDIA
20017462/3
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COV005) & THRIT ST & faRe0T & ST U1 TIR (AR (0.7%), TSl H &G (1.1%), TORA F RIF R Tiee

(<0.1%) 3T SOIGR PRI TR T (0.2%) I SFATAT IRT I TRI&07 H & 710 Wfcigpet T ot Sirqerat ot gt off, Srarfos

U d SeT & faeryor & urg 7 off | 37 ufage gTal Y COV001, COV002, COV003, 3TR COV005 gl & GRTH I8+ TR

TS TS Ui a BTy AT wrafdr D8 110000001 3feaa Hg=g RUTE g T wreuit o 0 o iy -1t fpar |

ST ABTHU & TG U BT TS 3o SRt st

S UTH i ¥ ApTehR1 % T 371 b R $8 T, HUb U (G Al & o ke, 3R T 3111, R (Mg Sy

%ﬁg‘m,m,mﬁﬁmaﬁww%m@ﬂ?%wﬁq@ﬁwﬂ%aumaﬁnﬂaﬁ?u?wma“rﬁ‘—raﬁ

I

T 1S Y ST U I Al GUR A1 Ta THY 7 GWR, T 37 AU T RUTE a1 8, dl 377 BRI 0R e forar s

TMRT IR ARG AR AP S AR Fafeream aie o fere It weme e anfzu

cmdom;;gv-wﬁﬂmmﬁm:ﬂﬁmﬁmwmmm%mmmwm

Eal

FeT e TRen & GRM Fafafad ufigd e T8t <8 U8R Bifas-19 IR U et et & giam R H siftigd

BT T ST 3 S1G STINT & &R ST 9 qe0T 1 R 1 B

TfeReTd F fapR: AeRnfeard wuTa (3Maf TR e g)

91 R IUTH S Haeh AR IR (Smafy: SR8 R)

e R o AHe # YR SR YRS g CETTs) Jfed e ofR dge it ot g

SR TR e g% & M 3 o T § aadrd gidT o T fRi gy 1/100,000 § HH S T B 1 S9H M §

RS AT T SR T e o SR TRATE I H 371 SR a1 SraargerafTar & ary srefiaa divaife &

e AT | (TS 4.4 3F)

gﬁﬁ%ﬁﬁw@mﬁ%ﬁmﬂm@m(mzwﬁmmﬁWWW-5934139%3%1?{
PITSI

YIRT H T ST b Y& Ueq T T3 Wi farawor:

YRT & TR 2/3 F 51 el  wifa=iiees™ ol QI SR Fg-Ta uran 7 o1 SR fa=eror & forg 3= 9+t 1600

FEUIFTEG! & 31 TR STeRRY =MErer off fore o aRTes <€ 71 2t (1200 &1 Hifa=fies™ fan mar a1, 100 Hifas -19 St

VT ST CIehT TITe = aTel GiRT & SR o STt T ) AT 300 THT R 3] | 39 i fasaror o e 57 (et g

T 3 o 28 fe a1e) db 379 1600 TEHIRTGT I Udhal 1 1S SR 2N 8, e ugeh gries &1 77 Y 8k 1577 T

FEuTi ¥ o g R A E R

=T THET % T MR ) Sifereta faRIvant o R TR e off | 9o &0 3 o gl o sifa=ies™ ot i

BHTSTH 87.1% AN BT SH 188 59 T8 3 oiter &t 1R 12.9% N1 60 I8 U1 T 3HfRIb 3T H V|

T Y AU e A Th T 7T Ui ed WHTG (SR & RIF IR &, S8 I &, aTferT, Tafge, geieh, Yoi ok

FHIIU; ek UHTal B §: AR, HUH U, 4T, o1, TRed, el H &, 3R HIufm 8 &), srorafyd alids 3 urd ufagd

HTE BT ST 3R TR Ufddeet THTd (THUS) reaa fp T i aTet Aidp SR el b & ferg arTHT U g 3|

Tt 1600 TguTT o8 Ul TR &) 71, I A B 19 (1.2%) WEHIRIET H 19 TR ufdge wura (@aes) Rud fu g,

1200 (1-3%, 95% Cl 0-7-2-1) T Ut forg wifarfies™ et e Tan S8 & 15 3 Toes &t RUIE &1, e et o aret

TR H 2 (0-7%, 95% Cl 0-1-2-4) 3R BITS -19 T VT ST YT = aTal | 2(2:0%, 95% CI 0-2-7-0) = THTS b

fROIE | 577 A § BIAS-19 (n=11), BraaR/fETABIA (n=3), TARAT (n=1), ATTeieeniees AT (n=1), Mg

(n="1), TR (n=1) eﬁ?aﬁﬁaﬂ—s‘m (n=1) | T THTE faT Aok weior & Siep 81 Y 3R 377 fawawor &

WM?&W@&{WWWﬁm&%@WHﬁWWl g # g Y e ar

Sfgrg Heieh goes &1 Rald Te 1 g |

ARf 2 - URA A FifaRfice™ & & e A W afaga gy @erfer 57 ifve aw a18)

TR 3- BIIS-19 F FAATE Pifs-192 defa drSsTr S wvrasiRar

FIS -19 FoT TR BT Fedus
N Ffds-19 ArHET N PRS- 19umd | P B TUIIBIRGT %

FYHBITb, n (%) P ESATL, n (%) (95 % W3rrg)
Sfefd Bl gS Ul yuTaeTRar faare
D ST 17,662 73 (0.4) 8,550 130 (1.5) 73.98

(65.34, 80.47)

TS JH-8< HTGSHTIRT faReryor
g §U BIfas-19 Yo 18,563 76 (0.4) 9,031 135 (1.5) 73.68
& gd & FTING ALIOTHS (65.13, 80.13)
SRt
TR a1 fpfewa aemmes 17,662 0(0.0) 8,550 8 (<0.1) 100.0
FHifgg-19d (71.62, NE)©
BITS-19 TUTTRAT 17,662 1(<0.1) 8,550 9 (0.1) 94.80
v & fafore (58.98, 99.34)
SARS-CoV-2 & SUAR & 17,662 156 (0.9) 8,550 202 (2.4) 64.32
g &t wfafosar (56.05, 71.03)

N = TIs THg H io[E G HTRT &1 ERe: n =3 T U o ST FofTah | Uk R IR we1 g 2t €1 = fsrean siaar;

a 18 SR ITY i 311G & U 7 UfY fFU T IS -19 & AT & YR TR, S T SR R SRR 3, 3R o &
TR TE 2 SR G GRTh U e o 15 A a1 3ah a1 Sera= A g Hrf A1

b Joft A 3R Foft B F AMES 1 ST HR gU ARSI a & A gfY frar e sia-2 |

€ STRIa U T i ST & it vents oo gemms e <

d yEiiTrRITeT G Y Y MU PIfaS-19 iR FE A A HIE o e & SR W Wmaﬁf@ﬁﬁﬁaﬁmmwm
A BT TP & € (48 X 30 T Ul e, gea i = 125 dfte ufd e, Siaefior SR < 93% HHY &1 81 & % ®R W, a1
T Y 3R TS TR & SruTa H ST BT 3ifib gaTd <300 mmHg); 31T =1 o) o 9 (:«rauarsaﬂa@ﬁaﬂ R-gaada
Afecrem, Ao dfecr, a1 TRer i s aﬁ@ﬁaﬂmaﬁaﬂa@m%mﬁmﬁm i 1 T (Reifer Taar

YR A 3ifIpa SYBTHRI F T1E Tha B 115 STHSTRI ST Aig faazor
Wﬁﬁﬁ@@%ﬁzﬁmuﬂmﬁ%ﬁ?ﬁﬁaﬁ@gu@@gﬁﬁéﬁmmwﬁm@m
CIPT T ST b &g SUART b GIRT AR g A& U P RUIC PITgT |

TRRE T & fAPR: NauTfedT & UHTE (STITRT: 95 o {RATHE), SaudaTRITedT o THTd (ST Igd o TRHTE |

a1 fAPR: o e A s SR sl e Righ @y wftd e o sirsms e o f-a-f
IRTR geATT g% & o ECREIRESARIN BIaT T 7T SR STqfy 1/70,000,000 | 1 T 78 7 | 39 2nfAa &
Hwa%c)ﬁﬂ IS S TR R B 377 e qat e g o & ary sirefiaa g 3 wefdd amd | (&8
44

o 3R ferthfeds (et a1 & AR - g dif~an (3mafay: sga TRameh)

4.9 A1 AfE BT A AT

A & G T H T H IR T Srua A

I T H ChAdOX1 nCoV-19 BRIAT IRRY T (TH-TaToh) F eI A & T o & forw 18 fafe STaR T 21
3HfRrep AT e U S IR e o1 FAteror e ST =1fR SR wefon & SMER OR ST Suged g, 39T SUER f3har ST

WS TG: I, 3 ATERA I, TETT 1S: J07BX03

formreTda

PifaRiee™ U HHIdce ST 8 S Thd YA:3Iodh I &1 2 | T8 Idex ddbHid TR e i & fow e veiamra
S a RR H Tf i a7 B e et g ok S O sia- zwmmmﬁmﬁuﬂrﬁa%@%aﬁmmm
IIE-1d-2 B T8 TSI RIHTT &Y § e 81T ¢ Sl UfddRe Uelais! & a7 &l g¢raradrg 3R Sk &R W
yfeRenvfafrar IRT HRaTg |

o= ¥ U 31T A U TS MR ST B SR TR GUTAHTIRET 3R UfaReme e

IT-frwares guTawTRaT

COV001,COV002, COV003, 3R COV005 | Ta3 fFT T 3M1eS SR e RY &1 ey faeryor |
PITS-19 JRIT AT THBT [ChAdOx T nCoV-19 HRIFT IRY SIehT (YT 1oTeh)] bl HedlichT TR ST, fTT et famiw ooy
T ST SN D1 & a1, TS S S (T Ul el ol 1 S8 S ST [T oI XgT § a1 dheia i), Fafia et
Y THA fHUTTT TS SR STFHRI P YR W fHATTATY: IR/ 11 3678, COV001 (NCT04324606) ), ST geh & 18 9 55 T
P IY H AR T TR 1 T, TROT11 /111 ${&T8, COV002 (NCT04400838) St b H 18 T A1 ITY 311 U & I
(ST ) UR foaT T, =ROm 111 31655, COV003 (ISRCTNB9951424) S siTeitel H 18 I8 U1 3T 31fies 3 I aawh! (Goiit
e W foam T, SiR =R 1 / 11 T ST, COV005 (NCT04444674) STl G101 S1BTeRT & 18 Y 65 T BT IY & I TR
T | 3 sremg B o Y safd wnfira At forw e et v S diomnfedr ar arfemTRiie @t wwr off; iR ofik / ar
S g quT e Tof Goi fawR 4, ¥, a9, 79, aﬁzwﬁ/wﬁﬂﬁ@?uﬁw&nmmﬁﬁ%mﬂ-
Y AFHTEGITY COV001 IR COV002 T B SrTfEd Hrt St SR I Il <1ds TR abT SFAf &
né%ﬁ(s{mmaﬁaaaaﬂrqaﬁ@m%w7%w’s@rmmaﬁ)mmﬂﬁuﬁﬁrﬁaﬁﬁs 19T b P PR GRET
3ﬁ( Clh fbl HHIdcthdI Eal Ji("-llfh"i DI h IQ1K12 Hﬁl"i dod Gijddl \ﬂlﬂ CRGRGE! Chl BISEIN
THTAHTIAT 3 (7T Tehfd fazeror & oy, 18 anf a7 ST 31fires 35 & Al bl TS -19 IR T TSI (N = 8,597) TT
W(ﬁﬁﬂﬁm‘cﬁaﬂmm N = 8,581) Bt Q1 @RI &1 178 off | R nifqnfivd o famm fonef) faiw o o wifars -19
i1 UReT SFIdh] & TRIT 35 a1 all &l 1o QRIS [THST] (5 x 1010 ATt ey WR1ap) I Teh WIS [TasT] (2.2 x 1010 i)
foreht, 3% a1E T TS (5 x 1010 iy gR1ep AR & U S aTet $oiaRM & =0 H < TS| ot T weHiar
(83.8%) W &I TS C1ob T T | g et aenaff 3 T, WRTe 1 3R WRT 2 3 St SfeRTal 3§ 28 TTE T T forerf
77.0% TEHIATIN & foTg = GRToh | o it SfeRTe 4 12 TTTe dab 1 AT

PHITS-19 R U1 9T 1% SR el b I [T SR SRS SUTR THE! A U: T TAM 2| H e
R T IR ) BIfas-19 TR U ST SVehT UTTd 3T S8 91.8% AT bl 3 18 A 64 T8 o ait 2t 3R 8.29% @ 65
o AT I 31 3 & 56.0% TEHRTT ARGTTE 2 74.9% RTECH 3, 10.1% AR & & 3R 3.7% TIRIATS 7w % A1 Fe 3,056
(35.5%) TEHIITE 1 1 T HH T Ugdt I HIo[G SISl (TR 30 kg/m2 13U 31w, gad 3R Yad arfed et
ﬁw S T AT AR ST Ty 2| e faReror 3 He Srac Siie 3 for S erafd 1 §R1e o a1 143 A ot
3R 2 GRT F aTG 83 A 2|

Hifae-19 A &1 ifaw Fefkor v s oo aftife grr i mar ur, Rrei™ ssquash & e e wifa T9m & SFuR
At iR & ot Feffed fomam T o 332 TeUIRTE &1 <o &1 WR1e 2 T 3 & 15 e 31 39 a1e IRt e
FUY YR (Gfderes RIS Tl 3¥e gRY) fhT U GRi-B1-2 & BRI BHIaS-19 §3iT 3R 370 &7 I HH HIfds-19
BT TS TE0T (FUR (37.8°C A1 ST 3MfYF T AGHH), Wl, T o & daheiits, THRIERT (o Bt =fd o1 1) ar
RIS 7 Hegd 81) Rt R $ik 57 99 AT A Uga IR-$ia-2 & WeHu BT IS ad el el | HIS-19
AR VT SHBT Eleb A b Iol bl AT B h1TAS -19 B9 oI 1137 B hTth ot 31TS (WRUM 22 3 |

FRU 2a- COVOO1, COV002, COV003 3R COV0052 & Hifds-19 F fBATE HfTs-19 TR TR ST FT
FUTaHTIRET

HHITS-19 T TR ST g
et N | PfReomma| N | Sifis1ommel | P @ UHE@IRE %

B HT, n (%) F @b, n (%) (95% ¥taTs)
3raTdl HT wrafie fazawor
Fd 8597 84 (0.98) 8581 248 (2.89) 66.73
(SDSD + LDSD) (57.41, 74.01)
3gHd EF P AT
SDSD 7201 74 (1.03) 7179 197 (2.74) 63.09

(51.81, 71.73)

N = TS g H Hivg GgHIiRl &1 G n =37 TeHIRT 3t S e 9 uad dR W be1 g3 2t ¢ = Ryradr siavre;
LD = HHGRIP; SD = TS G5

a yrufties e Teuiees af ok SUY Sifiies og & TeMITal 7 fY T 7T SIfde -19 & ATHH TR e 2T, SiY el iR
WA, SR o R (ueiTast ar rardiugeh) s off 3TR gt @1 Ut av & 15 G 9139 a1 sreq Hagurfi 3

e e amafr S —— %@%ﬁ%@ﬁw <60 frsfiuersitaT e it ormaraasa), AT RS, A, a1 abT e, AT S e
T | & RIBR Eluk . Haeht eo7s%Cl
: i TR iy i f aeRYaT IR Pifea st sreae gRadi & Ty SUaR & sTe difeifed go
1 R SR ST T & R R e g ImE R TH S ® AT od R e T freeur 3, 190 o HHe & SR TR, SIS -19 Aot TRTIAST (N = 17,817) T
g R a?m; SRARA, Wﬁ“‘;‘f’ IR TAUTITET H 65 (0.4%) 3TR HeUT ElebT (N =8,589) UGl bR T H 125 (1.5%) IS -19 % A A S g2iar s fob dip
Ws i S sgwiz TR B IHTIBIRET 76.0%, [95% C1 67.6,82.2] 31
SR =T R gRed S IR T 3 Tl ge1ef Bt S GRS -2 U S & 15 A 71 39% 18 &1 1S A AR F A F GR-Pa-2 F
AT AT [P IR = SR S o i el ol 81 & ATHaH H &1 1T o BIAS -19 ST UReT SHehT T = aTe) U1l o R o Trf-ebia-2 3 Hielg g bt
fS——— Py p— ST A BIfaS-19 & RIATE THTaSHIRGT
e [ ——o— mmﬁwmmﬁmaﬂﬂﬁ%m%ﬁ,Wﬁﬁ@wéﬁ@ji@ﬁﬁﬁ@mﬁmﬁﬁwzwmé}?
e g, e pr— T 15 & a7 I e & 3 a1, b Y IUTIaRTRGT 75.24% (64.18, 82.88) 2t o @it 1 foreft v ot ap el it 7t off

JTH P BT UHTGHINGT 71.81% (95% Cl: 55.5,82.14) &t |

65 a9 1 3T 31fih IY & TUT o Hifas-19 Taei= Ul SHaT ( = 15 &7 TR & a1e, N=3,696) faam mar 37F
FIAS-19 Y THTAT EH P 5 AT GU STalch FENTST BT (N=1,812) VT -1 el H 14 A TN 1Y, ST &=ifer & o s
BIPUTTHINGT 83.51% [95% Cl: -54.17, 94.06] R |

yfReTeE

COV001, COV002, COV003, 3R COV005 | Ua3 fFT T 3M1eS SR BRI &1 Hrufires faeryor |

DIAS-19 IRIH T oHPT I SABTHIUI & TG, Sl GgHFT SR IR IFFIET 3, 37 H Y 98% U130 P TgHIRE!
J TR QRIS T I o 28 1 a1 3R 99% F $ifiies TeuTiTT A Gt WRTeh UTtd 9 & SIS SRI=a=i (ol TH-aTefET
feSTEN B SRR § 4 T[T IT T S e I GIRT AT T SR | QRIS & S SHaRTel & Fg o e To-amfE
vfesteia gt e of @Roit4)1

SR TR U gt vfaeRe tfeard! ik ty- I e tfeardl & faxayo v R e T8 |
aﬁﬁg»w;ﬁ?&ﬂmuﬁ?&nwihwﬂmﬁaﬁgaﬂ%;sﬂﬁﬂ, PIAL-19 Y GR&M T HA dreht wfarer ufafesar o1
ASRERIGK|

AR 4 - PHIS-19 IR TT ST & vl Ard pia-2-w-asfEn RSt S ufafmarab

STTREET TF 1¥ 283918 TRTH 2 F 28 A aIg
Jraret g S Sfgwét
(95% Cl) (95% Cl) (95% Cl)
EaSl (N=1538) (N=1466) (N=1511)
57.1 8358.0 30,599.8
(53.8, 60.6) (7879.2, 8866.0) (29,137.1, 32,135.9)
IS F & SR
(N=578) (N=578) (N=564)
6 T8 q HH 61.4 8,184.5 21,384.2
(55.3, 68.0) (7,423.9, 9,023.1) (19,750.7, 23,152.8)
(N=339) (N=290) (N=331)
6-8 T@IE 56.1 9,103.9 28,764.8
(49.6, 63.3) (8,063.1, 10,279.1) (25,990.8, 31,834.9)
(N=331) (N=309) (N=327)
9-11 TG 53.6 8,120.9 37,596.1
(47.5, 60.4) (7,100.2, 9,288.4) (34,494.2, 40,976.8)
(N=290) (N=289) (N=289)
12 g a1 399 3ifs 54.3 8,249.7 52,360.9
(47.6, 61.9) (7,254.5, 9,381.4) (47,135.2, 58,165.9)

N = Tieh g & Hiv[g GgHITTE 31 TRe. GMT = Rraifees HiF emger; ¢l = fayraa siavie; s = Wiss

a Qe ST TR R e ufafhar ardt g 81

b Fgumt smyRYE R WA A

I GeHITE & R Ueb I1 ST e paifeiee o, I8 ufaRen ufafbar wru amerd) & uré 78 ufaken ufafsar &
ST

I QRAH-axI & W TS 97 65 TN A1 ITY 31UF Y & FRG! & Ugell A @RI (SD) (97.3% [N=149, 95% CI: 93.3;
99.3]) 3R R WS TRTe (SD)(100.0% [N=156, 95% CI: 97.7; Hedich= THd -Tal]) UTed I qob ¥ | MBI 34 3T &H
WW?WMW%@HWGW@WWIWG‘E%WWW?W%W%W
SRS 6 TwTE I HH (UL TSI 28 G 918 : GMT=18759.6 [N=126, 95% CI: 15,764.8; 22,323.3]) 37 Tt GgHIRA &
A o 8 GO WIS Uge GR1e U S 3 6 TeTg 3 HiaR e (@Rt 3)1 65 7% a1 ST aiftres 35 % WU B
o T ERTeh T & dT SfeRT 6 YWTE A HH YT foTeh HRU GBI EU 4 FHH e |

SR (GMT=10,979.1 [N=36; 95% Cl: 6,452.7; 18,680.5]) TR Id TT-S1d-2 WehHUT & IRIATTOTh el T aret TgHIiat
B 1T CTeer QI 1% 28 fRATME(GMT=139,010.4 [N=35; 95% Cl: 95,429.0; 202,495.1) T TR U3, Afeh W16
2FH TG IR TG |

IFN-Y TTTeH fRids SRrRdie Euasisie) v § o < wres-fafky & Ja ufaftsa sifde-19 Jai Vet sHaT Bt
TGRS U s & a1e IR g8 | a3 % anif#f sik piaTafedl g ar- gl Rramfes sivd ufafsarama dR Rt
TAF I I TRIP U FA o 16 S8 SR TG Te1 g1 ¢ Th1 AT =g HIfdS-19 T SHewT gRT IR 8Id §
fORTB BIRUTIFN-Y, IL-2, 3R / F1 TNFa ST R & SiT TR TR 31 A0 o e aaHgia g1

YR A §T AHTIT A IR &I Haeft snas:

il Ufeaiet 1 wrges (7o) W & e GMT STURRAT IR THE! & oid aRraR Y ot - 377 11 G Igi § b ot
T TR & T1& GMT BB 16T 96 T8 AR SRISR It 2| 7 57 B G Togh 7 > 98% IRIb-axi 7| TR
IS T2 & fob Ufe T ormoitell Yfearel erger ok Widb-a=i ax & Yoy & Bifa=iee™ 3R HIAS -19 ST VT a1
S TAFE @ROM 5 3R 6 3F) |

TRt 5 ¥fe-uw snseiteh ¥t o aféma faawor
fafxre wog AP Fifa=ie™ Fifas-19 S VT FAHT
(N=297) (N=98)
n (%) n (%)
N 297 98
SRR GMT 95.4 79.4
95% Cl (78.1, 116.6) (58.2, 108.4)
N 296 98
WS 1 F aIg 28 o GMT 10045.4 6660.8
95% Cl (8473.2, 11909.2) (4836.3, 9173.7)
n 293 95
GRI 2 % 28 A aIg GMT 30245.6 28558.3
95% Cl (26794.0, 34141.8) (23479.3, 34735.8)

TRt 6 ¥fe-uw aneitch ¥t & forg SRtw-a=i= guasuiIal & rqura &1 wifdre faawor

b arRIdGd U I g by e - $1a-2 SR HH A e 5 Y U Tevr §R (37.8°C T STY S BT AHH), Wi, g -
e elth, TR (o= o1 21T o A1=) 1 TR (T T Hegd g | Siftifuiaes wfifa grIgR St TS|

PHITS-19 IR VT ST b BT U THS! RIS W A TR PITS-19 | YREM & TR P Aehar FH-a= fazawor &
T e forer U eumh =nfire & R U Tael &) e <l S 2Rt fareryor o & 39 9 ae il 6 39 g W ger
T T o 919 I N B G GRS & TS T YT GRIP UK B o 12 TG &G | 59 OXg P SH1ard) B, A 31
TRTE I A & 22 fe1 a1, s B qUTaasiiRel 71.42% 2t (95% CI: 51,11; 84,08 [HITS-19 daefi VT ST 18/9,335
PG HHCIA63/9,312]).

T =TT ST R o A P TR AT 976 TS STd GRTeh | ob S S{cRT ST 74T, ATt 2b T |

ARt 2b- COV001, COV002, COV003 3R COV0052 & TRTH & e SIcRTA & YR W FHifs-19 & fHamd Hifds-
19 IR T AT B YU

PIfaS -19 ST T ST LA
RIS & o SiavTed N PfEs-19 T N Pifs-19 Tl | 1P B GUGHIRGT %

FT@TH, n (%) BB, n (%) (95 % ¥Harg)

55.09
6 gEE A BT 3,905 35 (0.90) 3,871 76 (1.96) (330, 69.90)

6-8 g8 1,124 20 (1.78) 1,023 44 (4.30) 59.72
(31.68, 76.25)

9-11 8 1,530 14 (0.92) 1,594 52 (3.26) 72.25
(49.95, 84.61)

12 ITg a1 I 3fYH 2,038 15 (0.74) 2,093 76 (3.63) 79.99
(65.20, 88.50)

N = TS g H HIS[G T HIRTE 1 S, n =3 TeHITT! & e foras a1y Uaeh R TR ge1 g3 4, I = fayreaen sfevma;

a grufiie e Teuiee 8 Ay oik SUY Sifties o1y 3 TeHIRTA # gfY for U HIfaS -19 & AT TR SR o, S SRR IR
WG Y, R g & e (ToSieae a1 vardivae) < s off SR gt GRTeh UTe et 3 15 o a1 30 a1 srepa A ug it A1
b R G T &0 AR T TR -P1a-2 IR &0 Y HH 10 7 Y T T&/0T: IR (37.8°C AT ST T ATTHH), Wieh, qra a7
TN, TR (8 1 Riferd T 1) A1 URAATE 7 T g 811 | e e grig® @i

PIIS-19 A NI L & HROT RTerer H +ieff R TR IS -19 & et wHTaiRan

aﬂﬁg»w I VT ST HIfaS-19 A WS BIF & HRUT SReuraTer o el (Ssquasn Fafkfe W& = 4) R 3 amat f et
SIGIE

HEId B g H o TgHIRTR ) 1S -19 JRI T AT ) &1 GRIeh YT §s (SDSD + LDSD, > 15 fo gt avres &
1) ITH 0 (N =8,597) STadh e Il Tl -1 aTel QT o SRudTa 8 Helf 81 3 9 (0.10%; N=8,581) ATAA R |

T ST S o5 A BTIUTTHIRGT 100 % (97.5% Cl: 50.19; T el febaT ST e T |

UG A DITAS-19 & RIATH THTaH IR

T TR IR T U a1 I i drmifese e o, 3 fory &1 o quTaahTiRaT 62.71% [95% CI: 44.79; 74.82]; HifdS-19
AR T ST U1 &= Tl (SDSD + LDSD, GRTd 2 UTtd &= o 15 & 31 30 w61 &1 & a1, N=3,056) H difds-19
T 34 (1.11%) A STafes derd Ut H aral § (N=3,102) HIIS-19 & A 93 (3.00%) ¥ 1T T MaTct & b &
T S TS TTaeHTRaT S g € eft |

65 T8 U1 3T A I T g HIfas-19 JaRf TT ST (SDSD + LDSD, = 15 far @R1eh2 F a1e;, N=703)
T ITH HITS-19 T Th i B & 4 TS §U STafeh e 1T (N=680) T H- JTelt & 8 HIH UIT 7T, S g=1fdn 8 i
P BIIHIGHINGT 51.91% [95% Cl: -59.98, 85.54] N | T TP I & U T3 3TUTA (89.6%) = 31U+ Ugeh GRS P <6 TS
TN SO GO GRS T 1| ok TP (= 65 T 1 I9) H, g gl 1o TSt &1 I 1 (= 22 far 91g @i 1 ),
FIAS -19 BT UL FBT (N = 945) & T HIfIS-19 F 6 AW & TaDH! 3! ga1 & deid (N = 896) UM arel o
PHIAS-19F 13 ATHA U, e IR BIIS -19 1T VT SHebT T =1 aTell o SRUaTel H U G171 Tl 0 AT & 3R e g
T 2 OTa o SRUATd B Ul R o e U (Sequash a1 iR IS 3 S uR > 4) 1

D8110C000071 I TG ST BT THTTHTIRT fa=arsor

T Ao ST, IR 3R Fereft o AR =Rom 1 & e fopeh famiw o o U ifgs-19 ARfA Uxer a1 b &
Wﬁmﬁﬁ%ﬁwmw%aﬂuﬁwﬁaz 451 Wmmﬂﬁwaﬁmmmwéaﬁwﬁ

PN

NEHa w0 Y Rad e Sl 3 iEa §, 3 fom forh faiy 11 & gries {71 | 59 sreqa o g g safe =i
6T b U Rrfep! v | iR 3R / a1 i ge qun tadaiRe sl deith ReR 4, SeviH, g, gad, sid-ardl /
=TT T & SR TR T Y UfaReT &dT B H g1 b TY-T1Y dfeT Gt A7 | qeft gevid At pifds-19 I A AP
& HRUI b B THTIBTRAT BT HeHTch P ob o8 1 1T b Sl oIl Rt g b AT |
SR BT TS WA TUTTRTRAT fa=asor & 26,212 Ufauii & Hifds -19 EebT TxeT 9T (N=17,662) far ar fm
Hl (N =8,550) firet | R e fivat oot o ot faRiw sh e o fds - 19 ST URgT SHapT feam a3 fo 1 3R e 29
(-3 TBR +7 3 dop) R ATTIRI SR S &Y H (5 x 1010 I 0l WRTep) 715 | ST WRTeBT 3 e SeRTa SMd =0
F 29 f&HAt &7 o1 SR SifRresT=r Tfer T 1 @R1es 1 fau o & a1 GOl WRIH =26 VAP <36 e (95.7% R 95.3%
U ) H AT
PHITS-19 JRIT T APT CTh 3R HeWTS b F AT SMYRYT THIRAD! STIR Gl & U T TAF ot Fof
PretTen T Te {1 ) 13 - 19 I URGT o1 ETehT UTed 31T 318 79.1% Tl b1 34 18T 64 T8 o el 2t 3R 20.9%
AN 65 Y T I 31fYH IU F 2, 43.8% wfayrtt afeany off | o il ot fae foreht fadte oo o et feam man 38 79.3%
BTEe &, 7.9% s Y 3R 4.29% TRRTS T & &: 4.2% RIS SF$T 1 AR & g Farht 9,0.3% gars a1 37 U=iid
gruarfl, 2.4% s P Sfal & AT Y (1.7% P STTadl 1 Ul el U1 a1 7! ST b S RI Tel 41 718 o) 1 e 10,376
(58.8%) TEHTHT KT IS -19 AT VT WIhT o I 3R Hedwol Eebl U aTeil 7 5,105 (59.7%) ) HH § HH U
g A TIeE PHIAerSE o | fa=ersor o e srgaci{ siid o forg ofivd srafd @Rres 2 Fare 61 g 2t
PRI B PP sl I, B Silewciaed TeRl A7 (@IS, T S 3T YR & BRI HH UfiRem
TR, AT g1 (JTHSE > 30), g @1 TR S, Ricret Iet T, T5Y 1 3R 2 AYHE, SR, HAYW, AR ae BT
3, Rifess BRI, 3= IFadry, IFHd A7, BHS! § 91 (@R Bresiim), A, qyum &1 i & w0 §
gfeTia fpar T T
Hifae-19 Araa o1 sifem FuRor e siftfRufaes afifa grr s mar ot e firare 203 TgHifi § gat Grie feu om
% 15 &7 9T 39S 18 TR-CoV-2 P faRiaiiiorse &0 & g 3171 3R d HFES A TGS B ) GRT R UTY Y TU1 375
IR-Cov-2 AT N Ui SR BT TS e e fira
ot A: Frafifea & 3 v ar3ad arer:
- DI P TE-Y, TS ST Wb § Ul febar rar
. 94% ATITY HH BT TR o SRR FHIRT g1 N AT IR SiiaRiier ot o srevd g1 4 bR afededt sifafio iR
B R IS TS B T IS |
. TS AT TG T B AH NP /T BT
ahﬁB Fafafeadd grarsud wmer:
100°F (>37.8°C) I U] §UR U1 §UR AT HEYH 81T
. qs‘mag‘«ﬁw@ﬁ
- ATggRTfeT/AuiE e
- YBFSIRATHRI Bl e bl s Bl 8
. IR/ (Teuige IRWIRG B & RITET o A Sad T 1 AT
- TR (o @t e o1 AR ofR/a THRIIEETE T Hegd g (TSUise UM HR & R S A ¥
Bad Ueb Bl {1 W10
BHITS-19 IR VLT AP b A BT B AT B BITAS -19 §1F 1 IeT137 B BTht it 3178 (WROft 3 ) |

fafke wog AHS Fifa=iee™ HHIs-19 1 T AT
(N=297) (N=98)
N Hebie [T gu 296 9%
TF 1 F 28 feaarg IWIG-aH, n (%) 286 (96.6) 90 (91.8)
95% Cl (93.9, 984) (84.5,96.4)
N Tedic fbU gu 293 95
TR 2 F 28 A w1 WIFH=aM, n (%) 287 (98.0) 94 (98.9)
95% Cl (95.6,99.2) (94.3, 100.0)
5.2 BHRTHIPIEARS (WU SerTiaast) o
AR
5.3 WidiAeagren sres
fraTeren SR wTig Afgwar Te e srema

T B T WRID B e & [T HIAS -19 el VT SebT SlopT AR oo & U B feam man df 3 Fg-= urar

7| 1% o ORI ORI & 0 H THITE S TR SR TITE ST & I IR Geare o oy 3R whfere raafmat

qUT U T gt dfEeT # TR-ufe, A shr/a I o STR STa St 7T S % TentRid et &

SR & | TR W1 YT %) b ST SaH QT 11 & R OR A1 Arfeenl difiesT & s Srarr -1l fan, it efenn 8

o BIAS -19 BT TR BT AT THIT ST o ST, JUf 0 A S1h B STl € 3R Gor qelT ST T BT St 8 |

T & forg furarar

g1 B foru U ST ReegR srememt A Hifas-19 et Vet ST Ao & TR SoIaRM & ST TMH1GY (U, SiSTRr)

RS F PIs AU THIG T T |

T Yo SR (AT furear srera & uran T o $ifas-19 AT UReT SiHeT A gd-wi, ieRor ar Weue oaf &

R 1Y S 3 ST 11 I1 e TaTeTds fasad o ofkd Tet foar | 39 srema= 5, < A Uel-U-$1d-2 TH- e iie =

Tea TeaTSl ol yoT 3R foreet B o 7, S h A WRied 3R dae Sd It &1 Hehd SaT 8 |

6. Sifasfigfyazor

6.1 & HHiive AfSra veraf ot gt

wa-fefed

AR FRES SRR ST

gifergTee 80

EOEIGH

FHAA

QST FARES

IS gSte SEIRST RSy

EECRECAIeIE]

(fSrT e & T Hiifere &5 & [T & SfaT-3erT 8l ahd 8)

6.2 frTdal argasi Fary s fRarsrasary

3 Rl Il & WY 596 AU S & Hay H 3/eqa URUTH 7 811 & $RU, 39 b Bl 37 bty Iamal & Yy

ERIEERIEEIEIE]

6.3 ATH-ARE

T 3R YB AT TR 377 Vb bl ST o b Sifer A fereft g 81

TS IR Ge W, 9-TR1F a9 Rt wieg AagiRe U § GUT g1, ST ¢ 91 911y 3R o9 3

+2°C ¥ +25°C ¥ o9 WR forar Wg af 6 Hel & iR 3% swuma farar s el Sifasiiee™ & @ia T o

TE-GRID AT 1 CIpTh R0 T b 3 H AT R @I o & &: Uel & iR (@ 1ft gat 8 e e ameu |

6.4 R et faiv wgfoama

TP AZA TR DY ((+2°C Y +8°C P o) 38 STHA 7 ¢ | TebT J S1¥lT HR [ o foTU & ATl ) STel bIe 7 3 | 3FR EepT

EEIACIRE

ot % 95-TUP I (U6 SHRATA 5 a1G)

ST I B Ugel IR BIA & §16 TR HRA B IR J ol & [T TS 6.3 TH |

6.5 T BT USR 3R TS At

Fifaxfies™ TaNT & T TR F0 § 6S - T aTd 9g-TR1H ard R Tl GRI% arid & &Y B 1 gioas & §

T TSR |

1GR3 - 0.5 ml Ufa agd

2GRS - 1.0 ml UfA I

5GRT& - 2.5 ml Ui araa

10GRT® - 5.0 ml Ui arae

20 RIS - 10 ml Ui araa

6.6 WANT, HUTAA SR frue Jadh fder

BEarEEannical

HIfRNTe™ ST AT geb 4R T HT I AT R e SRR, HUI-fed O 8 | ST & A Ul P U ¥ IuaHT ARt

B AR SR IH BT ueref o ar forR S v fpar a8, SHR e s e i b H e & 1

qra I fgamg TeY

AF P 0.5 ml B TR RSt B e B WO oG T ST € | Vs e o o ST S faiss i gs 3k

IR TR 6 | T8 AR TR BT 8 o i TR FiepTer 3 a1 W g & et oRa Uerd s gl 8 | oidl off 9.8 afegd

Fafest SR / a1 g Wl o) e § ot It B 979 gU SN o) 7 U SR A o fore vafw g1 et /1 e fem s anfew

0.5 ml &1 g TR MU SR e & 59 < ¥ 0.5 ml B G P Ta1 &l ol Fobe dl So1a= 1 U o1 Anfeq |

ST ST AT H S H T b Bl THF B |

TS AP Yorafed (URRe®) Tal § | ST o o forg WRTes FaTer T IRMIHe debies SRIHTe &1 S 91fe |

g IR WA T W, Tg-GRIS I i1 wifes eI w0 3 §4d 8, THAAG 81 ST 1T ok 5fd § +2°C §

+25°C & FTER frar e al 6 vt & HiaR $% SwTe foram ST 2T | SRITe 3 STG a1 g3 el %hab & 11eh 3 faaRuy

AT AT YIS B, 39D 10 Ui Ui | ol U ST =g o 71 A1 $1R S Te Reple g angu|

e

Pifriies™ H Sfrgaifie w0 aRafid oia & e | foeh o s e an oy gard o1 R srawadars &
ISR e fhar o1 7T Toea g R IUga YR feugthaee G & gRgom WRaiffass smeia

%ﬁgﬂiﬁ%ﬁ)@a@frﬁrﬂm&aﬁo‘mmﬂﬁm
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