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Inclusion Criteria

(1) Those who are 65 years of age or older when obtaining
informed consent

(2) The investigator who is judged as a healthy elderly
personeligible for this study based on the results of medical
history, medical examination and clinical judgment

(3) Person who have obtained written consent, have adhered
to the matters to be observed during study period, have
undergone the examinations requirement of the study, and are

able to communicate well with investigator
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Exclusion Criteria

(1) Those who received seasonal influenza HA vaccine within 180
days prior to study drug administration

(2) Those who suffered from influenza within 180 days prior to study
drug administration

(3) Persons who received live attenuated vaccine within 28 days
before study drug administration, or inactivated vaccine / toxoid
within 7 days

(4) Those who received treatment with the following drugs before
administration of study drug

1) Within 28 days before study drug administration

a) Interferon preparation

b) Drugs that affect the immune system (eg immunosuppressants)
c) Systemic or inhaled corticosteroids

d) G-CSF and M-CSF

2) Within 84 days before study drug administration

a) Human gamma globulin preparation

b) Blood products

¢) Blood transfusion (including component transfusion)

3) Within 180 days before study drug administration

a) High—dose therapy for human gamma globulin preparations (2200

mg / kg)
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Health Condition(s) or Problem(s)
Studied

Not applicable
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Intervention(s)

The investigator administers to the study subject as follows

Group A: Study drug 0.5 mL (each HA antigen 15 u g) is administered
subcutaneously on Day 1.

Group B: Study drugs 0.5 mL (15 u g of each HA antigen) will be
administered subcutaneously on Day 1 for the first time, and on Day
29 for the second time.

Group C: 2.0 mL of research drug (60 pug of each HA antigen) is

administered subcutaneously in two locations on Day 1
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Primary Outcome(s)

Evaluate the serum hemagglutination—inhibiting (HI) antibody titers
against influenza viruses of type A (HIN1 and H3N2) and type B
(Yamagata and Victoria strains) in Visit 2 (before Day 1 initial
administration) and Visit 4 (Day 57), in whether it meets the criteria
for immunogenicity *.

* As a reference for the evaluation of immunogenicity, we refer to
the following seasonal influenza vaccine standards for the elderly
(age older than 60 years) indicated by the EMA (European

Pharmaceutical Agency).
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Secondary Outcome(s)

Assess to serum HI antibody titer, GMT change rate, and HI antibody
retention rate for each influenza virus on Visit 3 (Day 29) and Visit 4

(Day 57) type A (HIN1, H3N2) and type B (Yamagata strain, Victoria
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2. &S, RE—E
5 HH 4
Al-P Alkaline Phosphatase TINHYIRAT 7 2 —F
ALT Alanine transaminase T =07 R HEBER
AST Aspartate transaminase TANT X UWET X HERB ISR
EDC Electronic Date Capture BT —ZNE AT A
EMA European Medicines Agency RPN 2= 3 s T
FAS full analysis set e R DTt 524
G-CSF Granulocyte-colony stimulating WERI R = v = — il K] 1
factor
GMT Geometric mean antibody titer R SEAREN i
HA Hemagglutinin NLT T NF =
JRCT japan registry of clinical trials BB R T — Z N — R
LOCF Last Observation Carried Forward H—f5eiko—fl
M-CSF Macrophage colony-stimulating ~ 7/ nu7y—van=—jiEK+
Factor
MRI Magnetic resonance imaging FERE SR AR B {5
PPS per protocol set WFZEFHEIE @A L 7o 5 4E
PT preferred term FEARGE
SocC System organ class eSS
SP Safety Population LA MR 54
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6.1 EIEHEELE
6.1.1  BIREHE
LR OfEMEZ 2 Cliil- T RE 2R LT 5,
(1) [FEBAFRFOFEDS 65 % LL Lok
(2) WFREEME () ERI, W, 28R OERREHIEr oS R L 0 . REFZEICE 7o fd
FErm o & Hlkr L7
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=3
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(1) BTV A 2EZELTRE L,

(2) ARMEDOFHME~D B2 Z[E LI E LT,
(3) MEEAIBLRE D HRRE LT,

6.1.2 BROVEE
UTFD>H—=2Thit4 T 5L, HRE LTRSS,
(1) WFFeHEPE 557 180 H LAt A o 7NV o HA U 7 F o G255 -3
(2) 7P 561 180 HEAWICA v 7 L o PICREB LIZE
(3) MFZEHPL 507 28 HLANIZHEAET 7 F v T 7 HUNICRELY 7 F >« bV A
INOE R = by
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1) A r¥—7=xnmHHE
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2) WFIEIEEE 5-R17 84 H LAY
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(6) FHitEA 7NV HA U Z F 2 UTHBRIP, BW., TOMBHERDO S DI LTl
BUEZ AT o#
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JEDHEPNDH

(11) ¥ 7 > « N EFERECAME BN R OB RO H 5
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REBHEREZFALTEY ., HIESINH 5 WO IIFFERE RICE L2 52 D alEER b 55

(13) MV ERG R, R S B DR s R B A BT 0 F

(14) FFFEEER G011 4 20 H LINIC L OFREREE (TBBR K DR IRAFIE%E) OG- &% T =%

(15) = ooft, HFEEAE (G4) ERIAAFIEOHERE & L COREY &l L7

P EARAL]

(), Q) %2 E L < FHIi CE AW AT & D T2 DR E LT,
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(DA INER O VORI 8 A 5 2 5 Al RetE R & 2 12 DICFRE L=,
G5 ZEMEBE LRE LTz,

6.2 BEZEEHE
Gatsa sl (ARE28 51, BHE28 i, C & 28 fi)

(R EfRAL]
AANEGREICBTAEARA IV U I F o LEEREA 7V T 7 F
VEERRS D22 ANE & BUAMB OIS B ARBTG5 7o DICZ Y L& 2 b DR EK
ik Lo, FPESEOBKRAHE L minE 2 mHELZ &G L2358 OPURGEER R
A(HIND) T 48.6%. A(H3N2)T 69.1%, B T41.8% ThH-o7-Z &b, HUKBEEER A 50%
FREE L 72 % LAE LT, E LT AR R OEHEX M O FIRAFHMELETH 5 30%%
M2 5D &9 IEEIEE LT, 25 BlARH, 1RO ICHED 10%REHRET L &%
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7. ARDFGERVEAM
71 BEOTHIY

EEM, WIER, ZhusgdLFE I AW

[FXEHRAL]
AARNESEEICBIT2EHEA V7NV P U 7 F o O O L FURMhio I
T A28, WASCGETHESN TWAIEERES 7m0 U 7 F 0 (% HA
PUS1S pg) O 1 [EEEAE, [A 4 EMBREO 2 BEERE (B HAHUR 30 pg) . KOV4f5E1
[EHEFE (% HABUR 60 pg) O 3BT TR FEmT 52 L & LT,

AHENTT TIOAREZZITTEB Y, ARkBRoO B EYER &3 2 @ R G5 oaE
[ DYERIIRBET TH D Z O T T RBHIARE LM L=, £7-. BRliré L
TEETHHE. FRELE LT 7RG E2ERG RN/, MENTIZRnZ &
AN ARBFFEOFHIE H T &M (BURl) X, JEER T CTH FBIAIZTHEN ATHE
ThHZ Ex2MFE2T, A—T TR TEmTHZ L & LT,

7.2 WEDFEE

FEEOWIFERI G F B 5T 2T L T 0@y L35,
ARE: BFZE3R 05 mL (%5 HAHUR 15 g % Day 1 1[I P55,
B #f : WFZEEK 0.5 mL (4% HA HUR 15 ng) % Day1(Z 1 [BIHDR 5% L, Day29
2, 2B HOKR TR E2T 5,
CH#E: WHZE3E20mL (B HA PR 60 pg) % Day 1122 &EPTIC/T T 1R F&RE53
5
721 HREELRM
fFZE AR O T EHIM - jJRCT BEk~2021 44 A 1 H
BEk T EMRM - JRCT BEk~2021 41 H 6 H
722 HWMEMNREOHRSITELM
gL, FEBS AL OREBIZAETET 5, FENDREKRE TS51 H~78
HET %, FREFIELESAE, T19TE Pk L& T 1269,
723 HENRIEHEDES
R (Gr40) [ERf, BEORFRIREE, ek, A, MRl FER. ok b
B, ERRIIES) ~OSMOAGRELZE L., RO GET 52 & OME & HEIZHRGT
el
724 BHALRAE
s (504H) ERIT. TBBSCE] 2 RO ORI OSSR 0 B 15t L TARFZE D
AAEATV, TRIESCE) Z AW THEICHT 2 BERERIC K2 REEBEARNDSEET
D
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RGN DN T RE A7 U — = T AEF T 5,

7.26  fEfIEER
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