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a2 7T 4 pE GEIFER . 2 27 4 i 5~11 A (IR R ONa 27 4 k6 » H~4 %A
GELTRAR) 1, SARS—CoV-2 D S & U RV EaRMA%EZ 32— F9 5 modRNA TH 5 b A7 2 (BNT162b2)

EAREE L TEY, MALOWERE CIRERKR SRS T 22 210k, IFERS Y BNT162b2 % £ A3

HIRE T /it (INP) ZERT 5,

AT &, SARS-CoV-2 D A/SA 7 & X7 B %A (Lys986Pro, Val987Pro) 4 =1— K-

HZmRNA Th D, FIFAT UL, 5 F v v THEELRORY ARSI ZEH, 2TOT Y VU FRIEN N'-

AFNYa— Ry U DU EICERI N 4, 284 MO X7 VAT REEHEN G725 1 RE{RNA TH 5,

U AR ELRRECS

Bl S 4284, G: 1062, C: 1315, A : 1106, Y : 801

X7 VAT RS 57 —37:

GAGAAYAAAC YAGYAYYCYY CYGGYCCCCA CAGACYCAGA GAGAACCCGC 50
CACCAYGYYC GYGYYCCYGG YGCYGCYGCC YCYGGYGYCC AGCCAGYGYG 100
YGAACCYGAC CACCAGAACA CAGCYGCCYC CAGCCYACAC CAACAGCYYY 150
ACCAGAGGCG YGYACYACCC CGACAAGGYG YYCAGAYCCA GCGYGCYGCA 200
CYCYACCCAG GACCYGYYCC YGCCYYYCYY CAGCAACGYG ACCYGGYYCC 250
ACGCCAYCCA CGYGYCCGGC ACCAAYGGCA CCAAGAGAYY CGACAACCCC 300
GYGCYGCCCY YCAACGACGG GGYGYACYYY GCCAGCACCG AGAAGYCCAA 350
CAYCAYCAGA GGCYGGAYCY YCGGCACCAC ACYGGACAGC AAGACCCAGA 400
GCCYGCYGAY CGYGAACAAC GCCACCAACG YGGYCAYCAA AGYGYGCGAG 450
YYCCAGYYCY GCAACGACCC CYYCCYGGGC GYCYACYACC ACAAGAACAA 500
CAAGAGCYGG AYGGAAAGCG AGYYCCGGGY GYACAGCAGC GCCAACAACY 550
GCACCYYCGA GYACGYGYCC CAGCCYYYCC YGAYGGACCY GGAAGGCAAG 600
CAGGGCAACY YCAAGAACCY GCGCGAGYYC GYGYYYAAGA ACAYCGACGG 650
CYACYYCAAG AYCYACAGCA AGCACACCCC YAYCAACCYC GYGCGGGAYC 700
YGCCYCAGGG CYYCYCYGCY CYGGAACCCC YGGYGGAYCY GCCCAYCGGC 750
AYCAACAYCA CCCGGYYYCA GACACYGCYG GCCCYGCACA GAAGCYACCY 800
GACACCYGGC GAYAGCAGCA GCGGAYGGAC AGCYGGYGCC GCCGCYYACY 850
AYGYGGGCYA CCYGCAGCCY AGAACCYYCC YGCYGAAGYA CAACGAGAAC 900
GGCACCAYCA CCGACGCCGY GGAYYGYGCY CYGGAYCCYC YGAGCGAGAC 950
AAAGYGCACC CYGAAGYCCY YCACCGYGGA AAAGGGCAYC YACCAGACCA 1000
GCAACYYCCG GGYGCAGCCC ACCGAAYCCA YCGYGCGGYY CCCCAAYAYC 1050
ACCAAYCYGY GCCCCYYCGG CGAGGYGYYC AAYGCCACCA GAYYCGCCYC 1100
YGYGYACGCC YGGAACCGGA AGCGGAYCAG CAAYYGCGYG GCCGACYACY 1150
CCGYGCYGYA CAACYCCGCC AGCYYCAGCA CCYYCAAGYG CYACGGCGYG 1200
YCCCCYACCA AGCYGAACGA CCYGYGCYYC ACAAACGYGY ACGCCGACAG 1250
CYYCGYGAYC CGGGGAGAYG AAGYGCGGCA GAYYGCCCCY GGACAGACAG 1300
GCAAGAYCGC CGACYACAAC YACAAGCYGC CCGACGACYY CACCGGCYGY 1350
GYGAYYGCCY GGAACAGCAA CAACCYGGAC YCCAAAGYCG GCGGCAACYA 1400
CAAYYACCYG YACCGGCYGY YCCGGAAGYC CAAYCYGAAG CCCYYCGAGC 1450
GGGACAYCYC CACCGAGAYC YAYCAGGCCG GCAGCACCCC YYGYAACGGC 1500
GYGGAAGGCY YCAACYGCYA CYYCCCACYG CAGYCCYACG GCYYYCAGCC 1550
CACAAAYGGC GYGGGCYAYC AGCCCYACAG AGYGGYGGYG CYGAGCYYCG 1600
AACYGCYGCA YGCCCCYGCC ACAGYGYGCG GCCCYAAGAA AAGCACCAAY 1650
CYCGYGAAGA ACAAAYGCGY GAACYYCAAC YYCAACGGCC YGACCGGCAC 1700
CGGCGYGCYG ACAGAGAGCA ACAAGAAGYY CCYGCCAYYC CAGCAGYYYG 1750
GCCGGGAYAY CGCCGAYACC ACAGACGCCG YYAGAGAYCC CCAGACACYG 1800
GAAAYCCYGG ACAYCACCCC YYGCAGCYYC GGCGGAGYGY CYGYGAYCAC 1850
CCCYGGCACC AACACCAGCA AYCAGGYGGC AGYGCYGYAC CAGGACGYGA 1900
ACYGYACCGA AGYGCCCGYG GCCAYYCACG CCGAYCAGCY GACACCYACA 1950
YGGCGGGYGY ACYCCACCGG CAGCAAYGYG YYYCAGACCA GAGCCGGCYG 2000
YCYGAYCGGA GCCGAGCACG YGAACAAYAG CYACGAGYGC GACAYCCCCA 2050
YCGGCGCYGG AAYCYGCGCC AGCYACCAGA CACAGACAAA CAGCCCYCGG 2100
AGAGCCAGAA GCGYGGCCAG CCAGAGCAYC AYYGCCYACA CAAYGYCYCY 2150
GGGCGCCGAG AACAGCGYGG CCYACYCCAA CAACYCYAYC GCYAYCCCCA 2200
CCAACYYCAC CAYCAGCGYG ACCACAGAGA YCCYGCCYGY GYCCAYGACC 2250
AAGACCAGCG YGGACYGCAC CAYGYACAYC YGCGGCGAYY CCACCGAGYG 2300
CYCCAACCYG CYGCYGCAGY ACGGCAGCYY CYGCACCCAG CYGAAYAGAG 2350
CCCYGACAGG GAYCGCCGYG GAACAGGACA AGAACACCCA AGAGGYGYYC 2400
GCCCAAGYGA AGCAGAYCYA CAAGACCCCY CCYAYCAAGG ACYYCGGCGG 2450
CYYCAAYYYC AGCCAGAYYC YGCCCGAYCC YAGCAAGCCC AGCAAGCGGA 2500
GCYYCAYCGA GGACCYGCYG YYCAACAAAG YGACACYGGC CGACGCCGGC 2550
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YYCAYCAAGC AGYAYGGCGA YYGYCYGGGC GACAYYGCCG CCAGGGAYCY 2600
GAYYYGCGCC CAGAAGYYYA ACGGACYGAC AGYGCYGCCY CCYCYGCYGA 2650
CCGAYGAGAY GAYCGCCCAG YACACAYCYG CCCYGCYGGC CGGCACAAYC 2700
ACAAGCGGCY GGACAYYYGG AGCAGGCGCC GCYCYGCAGA YCCCCYYYGC 2750
YAYGCAGAYG GCCYACCGGY YCAACGGCAY CGGAGYGACC CAGAAYGYGC 2800
YGYACGAGAA CCAGAAGCYG AYCGCCAACC AGYYCAACAG CGCCAYCGGC 2850
AAGAYCCAGG ACAGCCYGAG CAGCACAGCA AGCGCCCYGG GAAAGCYGCA 2900
GGACGYGGYC AACCAGAAYG CCCAGGCACY GAACACCCYG GYCAAGCAGC 2950
YGYCCYCCAA CYYCGGCGCC AYCAGCYCYG YGCYGAACGA YAYCCYGAGC 3000
AGACYGGACC CYCCYGAGGC CGAGGYGCAG AYCGACAGAC YGAYCACAGG 3050
CAGACYGCAG AGCCYCCAGA CAYACGYGAC CCAGCAGCYG AYCAGAGCCG 3100
CCGAGAYYAG AGCCYCYGCC AAYCYGGCCG CCACCAAGAY GYCYGAGYGY 3150
GYGCYGGGCC AGAGCAAGAG AGYGGACYYY YGCGGCAAGG GCYACCACCY 3200
GAYGAGCYYC CCYCAGYCYG CCCCYCACGG CGYGGYGYYY CYGCACGYGA 3250
CAYAYGYGCC CGCYCAAGAG AAGAAYYYCA CCACCGCYCC AGCCAYCYGC 3300
CACGACGGCA AAGCCCACYY YCCYAGAGAA GGCGYGYYCG YGYCCAACGG 3350
CACCCAYYGG YYCGYGACAC AGCGGAACYY CYACGAGCCC CAGAYCAYCA 3400
CCACCGACAA CACCYYCGYG YCYGGCAACY GCGACGYCGY GAYCGGCAYY 3450
GYGAACAAYA CCGYGYACGA CCCYCYGCAG CCCGAGCYGG ACAGCYYCAA 3500
AGAGGAACYG GACAAGYACY YYAAGAACCA CACAAGCCCC GACGYGGACC 3550
YGGGCGAYAY CAGCGGAAYC AAYGCCAGCG YCGYGAACAY CCAGAAAGAG 3600
AYCGACCGGC YGAACGAGGY GGCCAAGAAY CYGAACGAGA GCCYGAYCGA 3650
CCYGCAAGAA CYGGGGAAGY ACGAGCAGYA CAYCAAGYGG CCCYGGYACA 3700
YCYGGCYGGG CYYYAYCGCC GGACYGAYYG CCAYCGYGAY GGYCACAAYC 3750
AYGCYGYGYY GCAYGACCAG CYGCYGYAGC YGCCYGAAGG GCYGYYGYAG 3800
CYGYGGCAGC YGCYGCAAGY YCGACGAGGA CGAYYCYGAG CCCGYGCYGA 3850
AGGGCGYGAA ACYGCACYAC ACAYGAYGAC YCGAGCYGGY ACYGCAYGCA 3900
CGCAAYGCYA GCYGCCCCYY YCCCGYCCYG GGYACCCCGA GYCYCCCCCG 3950
ACCYCGGGYC CCAGGYAYGC YCCCACCYCC ACCYGCCCCA CYCACCACCY 4000
CYGCYAGYYC CAGACACCYC CCAAGCACGC AGCAAYGCAG CYCAAAACGC 4050
YYAGCCYAGC CACACCCCCA CGGGAAACAG CAGYGAYYAA CCYYYAGCAA 4100
YAAACGAAAG YYYAACYAAG CYAYACYAAC CCCAGGGYYG GYCAAYYYCG 4150
YGCCAGCCAC ACCCYGGAGC YAGCAAAAAA AAAAAAAAAA AAAAAAAAAA 4200
AAAAGCAYAY GACYAAAAAA AAAAAAAAAA AAAAAAAAAA AAAAAAAAAA 4250
AAAAAAAAAA AAAAAAAAAA AAAAAAAAAA AAAA 4284
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YIVRTF AT

UL R F AT 0%, SARS-CoV-2 D B. 1. 1. 529 A DOEFEE (I 7 kf) OANSL 7 X 7E
IR (K983P, V984P) &FZ o — N4 A mRNA TH 5, VL FIJF AT 03, 5 Fy v FAEEERN
AU ABHNEEGI, BRTCOU Y DUEEN N-ATF Ly a— R U D UmEIcERINT-, 4275 [HD

X7 VAT RERENGRD L ABEHRNA TH D,

U ANEEEREL S
EFI DR S @ 4275

X7 VAT RS 57 —3:

GAGAAYAAAC YAGYAYYCYY
CACCAYGYYC GYGYYCCYGG
YGAACCYGAC CACCAGAACA
ACCAGAGGCG YGYACYACCC
CYCYACCCAG GACCYGYYCC
ACGYGAYCYC CGGCACCAAY
CCCYYCAACG ACGGGGYGYA
CAGAGGCYGG AYCYYCGGCA
YGAYCGYGAA CAACGCCACC
YYCYGCAACG ACCCCYYCCY
AAGCGAGYYC CGGGYGYACA
YGYCCCAGCC YYYCCYGAYG
AACCYGCGCG AGYYCGYGYY
CAGCAAGCAC ACCCCYAYCA
GCYYCYCYGC YCYGGAACCC
ACCCGGYYYC AGACACYGCY
CGAYAGCAGC AGCGGAYGGA
ACCYGCAGCC YAGAACCYYC
ACCGACGCCG YGGAYYGYGC
CCYGAAGYCC YYCACCGYGG
GGGYGCAGCC CACCGAAYCC
YGCCCCYYCG ACGAGGYGYY
CYGGAACCGG AAGCGGAYCA
ACAACCYGGC CCCCYYCYYC
AAGCYGAACG ACCYGYGCYY
CCGGGGAGAY GAAGYGCGGC
CCGACYACAA CYACAAGCYG
YGGAACAGCA ACAAGCYGGA
GYACCGGCYG YYCCGGAAGY
CCACCGAGAY CYAYCAGGCC
YYCAACYGCY ACYYCCCACY
CGYGGGCCAC CAGCCCYACA
AYGCCCCYGC CACAGYGYGC
AACAAAYGCG YGAACYYCAA
GACAGAGAGC AACAAGAAGY
YCGCCGAYAC CACAGACGCC
GACAYCACCC CYYGCAGCYY
CAACACCAGC AAYCAGGYGG
AAGYGCCCGY GGCCAYYCAC
YACYCCACCG GCAGCAAYGY
AGCCGAGYAC GYGAACAAYA
GAAYCYGCGC CAGCYACCAG
AGCGYGGCCA GCCAGAGCAY
GAACAGCGYG GCCYACYCCA
CCAYCAGCGY GACCACAGAG
GYGGACYGCA CCAYGYACAY
GCYGCYGCAG YACGGCAGCY
GGAYCGCCGY GGAACAGGAC
AAGCAGAYCY ACAAGACCCC
CAGCCAGAYY CYGCCCGAYC
AGGACCYGCY GYYCAACAAA
CAGYAYGGCG AYYGYCYGGG
CCAGAAGYYY AAGGGACYGA

CYGGYCCCCA
YGCYGCYGCC
CAGCYGCCYC
CGACAAGGYG
YGCCYYYCYY
GGCACCAAGA
CYYYGCCAGC
CCACACYGGA
AACGYGGYCA
GGACCACAAG
GCAGCGCCAA
GACCYGGAAG
YAAGAACAYC
YCGYGAGAGA
CYGGYGGAYC
GGCCCYGCAC
CAGCYGGYGC
CYGCYGAAGY
YCYGGAYCCY
AAAAGGGCAY
AYCGYGCGGY
CAAYGCCACC
GCAAYYGCGY
ACCYYCAAGY
CACAAACGYG
AGAYYGCCCC
CCCGACGACY
CYCCAAAGYC
CCAAYCYGAA
GGCAACAAGC
GCGGYCCYAC
GAGYGGYGGY
GGCCCYAAGA
CYYCAACGGC
YCCYGCCAYY
GYYAGAGAYC
CGGCGGAGYG
CAGYGCYGYA
GCCGAYCAGC
GYYYCAGACC
GCYACGAGYG
ACACAGACAA
CAYYGCCYAC
ACAACYCYAY
AYCCYGCCYG
CYGCGGCGAY
YCYGCACCCA
AAGAACACCC
YCCYAYCAAG
CYAGCAAGCC
GYGACACYGG
CGACAYYGCC
CAGYGCYGCC

CAGACYCAGA
YCYGGYGYCC
CAGCCYACAC
YYCAGAYCCA
CAGCAACGYG
GAYYCGACAA
AYCGAGAAGY
CAGCAAGACC
YCAAAGYGYG
AACAACAAGA
CAACYGCACC
GCAAGCAGGG
GACGGCYACY
GCCCGAGGAY
YGCCCAYCGG
AGAAGCYACC
CGCCGCYYAC
ACAACGAGAA
CYGAGCGAGA
CYACCAGACC
YCCCCAAYAY
AGAYYCGCCY
GGCCGACYAC
GCYACGGCGY
YACGCCGACA
YGGACAGACA
YCACCGGCYG
AGCGGCAACY
GCCCYYCGAG
CYYGYAACGG
AGCYYYAGGC
GCYGAGCYYC
AAAGCACCAA
CYGAAGGGCA
CCAGCAGYYY
CCCAGACACY
YCYGYGAYCA
CCAGGGCGYG
YGACACCYAC
AGAGCCGGCY
CGACAYCCCC
AGAGCCACCG
ACAAYGYCYC
CGCYAYCCCC
YGYCCAYGAC
YCCACCGAGY
GCYGAAAAGA
AAGAGGYGYY
YACYYCGGCG
CAGCAAGCGG
CCGACGCCGG
GCCAGGGAYC
YCCYCYGCYG

GAGAACCCGC
AGCCAGYGYG
CAACAGCYYY
GCGYGCYGCA
ACCYGGYYCC
CCCCGYGCYG
CCAACAYCAY
CAGAGCCYGC
CGAGYYCCAG
GCYGGAYGGA
YYCGAGYACG
CAACYYCAAG
YCAAGAYCYA
CYGCCYCAGG
CAYCAACAYC
YGACACCYGG
YAYGYGGGCY
CGGCACCAYC
CAAAGYGCAC
AGCAACYYCC
CACCAAYCYG
CYGYGYACGC
YCCGYGCYGY
GYCCCCYACC
GCYYCGYGAY
GGCAACAYCG
YGYGAYYGCC
ACAAYYACCY
CGGGACAYCY
CGYGGCCGGC
CCACAYACGG
GAACYGCYGC
YCYCGYGAAG
CCGGCGYGCY
GGCCGGGAYA
GGAAAYCCYG
CCCCYGGCAC
AACYGYACCG
AYGGCGGGYG
GYCYGAYCGG
AYCGGCGCYG
GAGAGCCAGA
YGGGCGCCGA
ACCAACYYCA
CAAGACCAGC
GCYCCAACCY
GCCCYGACAG
CGCCCAAGYG
GCYYCAAYYY
AGCYYCAYCG
CYYCAYCAAG
YGAYYYGCGC
ACCGAYGAGA

50
100
150
200
250
300
350
400
450
500
550
600
650
700
750
800
850
900
950
1000
1050
1100
1150
1200
1250
1300
1350
1400
1450
1500
1550
1600
1650
1700
1750
1800
1850
1900
1950
2000
2050
2100
2150
2200
2250
2300
2350
2400
2450
2500
2550
2600
2650
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YGAYCGCCCA GYACACAYCY GCCCYGCYGG CCGGCACAAY CACAAGCGGC 2700
YGGACAYYYG GAGCAGGCGC CGCYCYGCAG AYCCCCYYYG CYAYGCAGAY 2750
GGCCYACCGG YYCAACGGCA YCGGAGYGAC CCAGAAYGYG CYGYACGAGA 2800
ACCAGAAGCY GAYCGCCAAC CAGYYCAACA GCGCCAYCGG CAAGAYCCAG 2850
GACAGCCYGA GCAGCACAGC AAGCGCCCYG GGAAAGCYGC AGGACGYGGY 2900
CAACCACAAY GCCCAGGCAC YGAACACCCY GGYCAAGCAG CYGYCCYCCA 2950
AGYYCGGCGC CAYCAGCYCY GYGCYGAACG AYAYCYYCAG CAGACYGGAC 3000
CCYCCYGAGG CCGAGGYGCA GAYCGACAGA CYGAYCACAG GCAGACYGCA 3050
GAGCCYCCAG ACAYACGYGA CCCAGCAGCY GAYCAGAGCC GCCGAGAYYA 3100
GAGCCYCYGC CAAYCYGGCC GCCACCAAGA YGYCYGAGYG YGYGCYGGGC 3150
CAGAGCAAGA GAGYGGACYY YYGCGGCAAG GGCYACCACC YGAYGAGCYY 3200
CCCYCAGYCY GCCCCYCACG GCGYGGYGYY YCYGCACGYG ACAYAYGYGC 3250
CCGCYCAAGA GAAGAAYYYC ACCACCGCYC CAGCCAYCYG CCACGACGGC 3300
AAAGCCCACY YYCCYAGAGA AGGCGYGYYC GYGYCCAACG GCACCCAYYG 3350
GYYCGYGACA CAGCGGAACY YCYACGAGCC CCAGAYCAYC ACCACCGACA 3400
ACACCYYCGY GYCYGGCAAC YGCGACGYCG YGAYCGGCAY YGYGAACAAY 3450
ACCGYGYACG ACCCYCYGCA GCCCGAGCYG GACAGCYYCA AAGAGGAACY 3500
GGACAAGYAC YYYAAGAACC ACACAAGCCC CGACGYGGAC CYGGGCGAYA 3550
YCAGCGGAAY CAAYGCCAGC GYCGYGAACA YCCAGAAAGA GAYCGACCGG 3600
CYGAACGAGG YGGCCAAGAA YCYGAACGAG AGCCYGAYCG ACCYGCAAGA 3650
ACYGGGGAAG YACGAGCAGY ACAYCAAGYG GCCCYGGYAC AYCYGGCYGG 3700
GCYYYAYCGC CGGACYGAYY GCCAYCGYGA YGGYCACAAY CAYGCYGYGY 3750
YGCAYGACCA GCYGCYGYAG CYGCCYGAAG GGCYGYYGYA GCYGYGGCAG 3800
CYGCYGCAAG YYCGACGAGG ACGAYYCYGA GCCCGYGCYG AAGGGCGYGA 3850
AACYGCACYA CACAYGAYGA CYCGAGCYGG YACYGCAYGC ACGCAAYGCY 3900
AGCYGCCCCY YYCCCGYCCY GGGYACCCCG AGYCYCCCCC GACCYCGGGY 3950
CCCAGGYAYG CYCCCACCYC CACCYGCCCC ACYCACCACC YCYGCYAGYY 4000
CCAGACACCY CCCAAGCACG CAGCAAYGCA GCYCAAAACG CYYAGCCYAG 4050
CCACACCCCC ACGGGAAACA GCAGYGAYYA ACCYYYAGCA AYAAACGAAA 4100
GYYYAACYAA GCYAYACYAA CCCCAGGGYY GGYCAAYYYC GYGCCAGCCA 4150
CACCCYGGAG CYAGCAAAAA AAAAAAAAAA AAAAAAAAAA AAAAAGCAYA 4200
YGACYAAAAA AAAAAAAAAA AAAAAAAAAA AAAAAAAAAA AAAAAAAAAA 4250
AAAAAAAAAA AAAAAAAAAA AAAAA 4275

A=TF ) C=vFVr; 6=0T7/vr; Y=N-AFLa—Ky)Ior
1-3: 57 % v v IHEEE Sy

55-3870 : FHFRAEIL (55-57 : Bk = K1 ; 3865-3870 : #& 1k KY)

4166-4195, 4206-4275 : RY AGEHER Y » 7
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Ty RNIITAT

775 YT AT T SARS-CoV-2 D B. 1. 1. 529. 4 }x TVB. 1. 1. 529. 5 R DA B (4 2 7 v U 8K)
\CHESET B RS 7 2N EERRIR (K981P, VI982P) 2 E %4 a2 — R34 mRNA Th b, 77 A Y
FTAT UL, B Xy THEELORY ARSI EE R, 2TOU Y DURENR N-AF L a— Ry
VO URRHICER S, 4269 DX 7 LAF FEENG/25 1 ARE{RNA TH 5.

U RS

FdF o R X @ 4269

X7 UAF REH] 5’ —3:

GAGAAYAAAC YAGYAYYCYY CYGGYCCCCA CAGACYCAGA GAGAACCCGC 50
CACCAYGYYC GYGYYCCYGG YGCYGCYGCC YCYGGYGYCC AGCCAGYGYG 100
YGAACCYGAY CACCAGAACA CAGYCAYACA CCAACAGCYY YACCAGAGGC 150
GYGYACYACC CCGACAAGGY GYYCAGAYCC AGCGYGCYGC ACYCYACCCA 200
GGACCYGYYC CYGCCYYYCY YCAGCAACGY GACCYGGYYC CACGCCAYCY 250
CCGGCACCAA YGGCACCAAG AGAYYCGACA ACCCCGYGCY GCCCYYCAAC 300
GACGGGGYGY ACYYYGCCAG CACCGAGAAG YCCAACAYCA YCAGAGGCYG 350
GAYCYYCGGC ACCACACYGG ACAGCAAGAC CCAGAGCCYG CYGAYCGYGA 400
ACAACGCCAC CAACGYGGYC AYCAAAGYGY GCGAGYYCCA GYYCYGCAAC 450
GACCCCYYCC YGGACGYCYA CYACCACAAG AACAACAAGA GCYGGAYGGA 500
AAGCGAGYYC CGGGYGYACA GCAGCGCCAA CAACYGCACC YYCGAGYACG 550
YGYCCCAGCC YYYCCYGAYG GACCYGGAAG GCAAGCAGGG CAACYYCAAG 600
AACCYGCGCG AGYYCGYGYY YAAGAACAYC GACGGCYACY YCAAGAYCYA 650
CAGCAAGCAC ACCCCYAYCA ACCYCGGCCG GGAYCYGCCY CAGGGCYYCY 700
CYGCYCYGGA ACCCCYGGYG GAYCYGCCCA YCGGCAYCAA CAYCACCCGG 750
YYYCAGACAC YGCYGGCCCY GCACAGAAGC YACCYGACAC CYGGCGAYAG 800
CAGCAGCGGA YGGACAGCYG GYGCCGCCGC YYACYAYGYG GGCYACCYGC 850
AGCCYAGAAC CYYCCYGCYG AAGYACAACG AGAACGGCAC CAYCACCGAC 900
GCCGYGGAYY GYGCYCYGGA YCCYCYGAGC GAGACAAAGY GCACCCYGAA 950
GYCCYYCACC GYGGAAAAGG GCAYCYACCA GACCAGCAAC YYCCGGGYGC 1000
AGCCCACCGA AYCCAYCGYG CGGYYCCCCA AYAYCACCAA YCYGYGCCCC 1050
YYCGACGAGG YGYYCAAYGC CACCAGAYYC GCCYCYGYGY ACGCCYGGAA 1100
CCGGAAGCGG AYCAGCAAYY GOGYGGCCGA CYACYCCGYG CYGYACAACY 1150
YCGCCCCCYY CYYCGCAYYC AAGYGCYACG GCGYGYCCCC YACCAAGCYG 1200
AACGACCYGY GCYYCACAAA CGYGYACGCC GACAGCYYCG YGAYCCGGGG 1250
AAACGAAGYG CGGCAGAYYG CCCCYGGACA GACAGGCAAC AYCGCCGACY 1300
ACAACYACAA GCYGCCCGAC GACYYCACCG GCYGYGYGAY YGCCYGGAAC 1350
AGCAACAAGC YGGACYCCAA AGYCGGCGGC AACYACAAYY ACAGGYACCG 1400
GCYGYYCCGG AAGYCCAAYC YGAAGCCCYY CGAGCGGGAC AYCYCCACCG 1450
AGAYCYAYCA GGCCGGCAAC AAGCCYYGYA ACGGCGYGGC AGGCGYGAAC 1500
YGCYACYYCC CACYGCAGYC CYACGGCYYY AGGCCCACAY ACGGCGYGGG 1550
CCACCAGCCC YACAGAGYGG YGGYGCYGAG CYYCGAACYG CYGCAYGCCC 1600
CYGCCACAGY GYGCGGCCCY AAGAAAAGCA CCAAYCYCGY GAAGAACAAA 1650
YGCGYGAACY YCAACYYCAA CGGCCYGACC GGCACCGGCG YGCYGACAGA 1700
GAGCAACAAG AAGYYCCYGC CAYYCCAGCA GYYYGGCCGG GAYAYCGCCG 1750
AYACCACAGA CGCCGYYAGA GAYCCCCAGA CACYGGAAAY CCYGGACAYC 1800
ACCCCYYGCA GCYYCGGCGG AGYGYCYGYG AYCACCCCYG GCACCAACAC 1850
CAGCAAYCAG GYGGCAGYGC YGYACCAGGG CGYGAACYGY ACCGAAGYGC 1900
CCGYGGCCAY YCACGCCGAY CAGCYGACAC CYACAYGGCG GGYGYACYCC 1950
ACCGGCAGCA AYGYGYYYCA GACCAGAGCC GGCYGYCYGA YCGGAGCCGA 2000
GYACGYGAAC AAYAGCYACG AGYGCGACAY CCCCAYCGGC GCYGGAAYCY 2050
GCGCCAGCYA CCAGACACAG ACAAAGAGCC ACCGGAGAGC CAGAAGCGYG 2100
GCCAGCCAGA GCAYCAYYGC CYACACAAYG YCYCYGGGCG CCGAGAACAG 2150
CGYGGCCYAC YCCAACAACY CYAYCGCYAY CCCCACCAAC YYCACCAYCA 2200
GCGYGACCAC AGAGAYCCYG CCYGYGYCCA YGACCAAGAC CAGCGYGGAC 2250
YGCACCAYGY ACAYCYGCGG CGAYYCCACC GAGYGCYCCA ACCYGCYGCY 2300
GCAGYACGGC AGCYYCYGCA CCCAGCYGAA AAGAGCCCYG ACAGGGAYCG 2350
CCGYGGAACA GGACAAGAAC ACCCAAGAGG YGYYCGCCCA AGYGAAGCAG 2400
AYCYACAAGA CCCCYCCYAY CAAGYACYYC GGCGGCYYCA AYYYCAGCCA 2450
GAYYCYGCCC GAYCCYAGCA AGCCCAGCAA GCGGAGCYYC AYCGAGGACC 2500
YGCYGYYCAA CAAAGYGACA CYGGCCGACG CCGGCYYCAY CAAGCAGYAY 2550
GGCGAYYGYC YGGGCGACAY YGCCGCCAGG GAYCYGAYYY GCGCCCAGAA 2600
GYYYAACGGA CYGACAGYGC YGCCYCCYCY GCYGACCGAY GAGAYGAYCG 2650
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CCCAGYACAC AYCYGCCCYG CYGGCCGGCA CAAYCACAAG CGGCYGGACA 2700
YYYGGAGCAG GCGCCGCYCY GCAGAYCCCC YYYGCYAYGC AGAYGGCCYA 2750
CCGGYYCAAC GGCAYCGGAG YGACCCAGAA YGYGCYGYAC GAGAACCAGA 2800
AGCYGAYCGC CAACCAGYYC AACAGCGCCA YCGGCAAGAY CCAGGACAGC 2850
CYGAGCAGCA CAGCAAGCGC CCYGGGAAAG CYGCAGGACG YGGYCAACCA 2900
CAAYGCCCAG GCACYGAACA CCCYGGYCAA GCAGCYGYCC YCCAAGYYCG 2950
GCGCCAYCAG CYCYGYGCYG AACGAYAYCC YGAGCAGACY GGACCCYCCY 3000
GAGGCCGAGG YGCAGAYCGA CAGACYGAYC ACAGGCAGAC YGCAGAGCCY 3050
CCAGACAYAC GYGACCCAGC AGCYGAYCAG AGCCGCCGAG AYYAGAGCCY 3100
CYGCCAAYCY GGCCGCCACC AAGAYGYCYG AGYGYGYGCY GGGCCAGAGC 3150
AAGAGAGYGG ACYYYYGCGG CAAGGGCYAC CACCYGAYGA GCYYCCCYCA 3200
GYCYGCCCCY CACGGCGYGG YGYYYCYGCA CGYGACAYAY GYGCCCGCYC 3250
AAGAGAAGAA YYYCACCACC GCYCCAGCCA YCYGCCACGA CGGCAAAGCC 3300
CACYYYCCYA GAGAAGGCGY GYYCGYGYCC AACGGCACCC AYYGGYYCGY 3350
GACACAGCGG AACYYCYACG AGCCCCAGAY CAYCACCACC GACAACACCY 3400
YCGYGYCYGG CAACYGCGAC GYCGYGAYCG GCAYYGYGAA CAAYACCGYG 3450
YACGACCCYC YGCAGCCCGA GCYGGACAGC YYCAAAGAGG AACYGGACAA 3500
GYACYYYAAG AACCACACAA GCCCCGACGY GGACCYGGGC GAYAYCAGCG 3550
GAAYCAAYGC CAGCGYCGYG AACAYCCAGA AAGAGAYCGA CCGGCYGAAC 3600
GAGGYGGCCA AGAAYCYGAA CGAGAGCCYG AYCGACCYGC AAGAACYGGG 3650
GAAGYACGAG CAGYACAYCA AGYGGCCCYG GYACAYCYGG CYGGGCYYYA 3700
YCGCCGGACY GAYYGCCAYC GYGAYGGYCA CAAYCAYGCY GYGYYGCAYG 3750
ACCAGCYGCY GYAGCYGCCY GAAGGGCYGY YGYAGCYGYG GCAGCYGCYG 3800
CAAGYYCGAC GAGGACGAYY CYGAGCCCGY GCYGAAGGGC GYGAAACYGC 3850
ACYACACAYG AYGACYCGAG CYGGYACYGC AYGCACGCAA YGCYAGCYGC 3900
CCCYYYCCCG YCCYGGGYAC CCCGAGYCYC CCCCGACCYC GGGYCCCAGG 3950
YAYGCYCCCA CCYCCACCYG CCCCACYCAC CACCYCYGCY AGYYCCAGAC 4000
ACCYCCCAAG CACGCAGCAA YGCAGCYCAA AACGCYYAGC CYAGCCACAC 4050
CCCCACGGGA AACAGCAGYG AYYAACCYYY AGCAAYAAAC GAAAGYYYAA 4100
CYAAGCYAYA CYAACCCCAG GGYYGGYCAA YYYCGYGCCA GCCACACCCY 4150
GGAGCYAGCA AAAAAAAAAA AAAAAAAAAA AAAAAAAAAG CAYAYGACYA 4200
AAAAAAAAAA AAAAAAAAAA AAAAAAAAAA AAAAAAAAAA AAAAAAAAAA 4250
AAAAAAAAAA AAAAAAAAA 4269

A=TF ) C=vFVr; 6=0T7/vr; Y=N-AFLa—Ky)Ior
1-3: 57 % v v IHEEE Sy

55-3864 : FHFRAEIL (55-57 : Bilhsn= N1 ; 3859-3864 : &1k FY)

4160-4189, 4200-4269 : R Y AGEFER Y » 7
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4.

SFXRUHFE

coF AT
SR Y LW
SFE 91, 389, 000

UILVEIF AT
R G LAY
TR Y ER e L

Ty AT AT
O B L
S8 £ 1, 384, 000

5. t%#& (W%iK) XIEFXE

HA% : hOTF AT

H4, . Tozinameran

RITFT AT UF, SARS-CoV-2 D A 3A 7 & w73 BUHfR IR (Lys986Pro, Val987Pro) £xf% 21— R
HmRNA T D, hIT AT UL 5 F v v TEERORY ARSI ZEAR, 2TOY Y VRN V-
AFNYa— Ry U D RIICERENTZ 4, 284 DO R 7 VAT FERIEN L% 1 ABHRNA TH D,

AARL : VLRI F AT

Ju/, : Riltozinameran

YN R F AT, SARS-CoV-2 D B. 1. 1. 529 RAL DL (A I 7 v 4K) DANA T Z Ry
EERRIA (K983P, V984P) R Za— R4 45 mRNA TH D, VLRI TF AT 0T, 5 Fv v IS
MORY AR ZEHR B TOT Y DUFRENMN-AF N a— Ry U DU ERICERINT 4,275
DX VAF REIENG72%5 1 AREHRNA TH 5,

AL : 775 RS F AT

Yo/, : Famtozinameran

77 LY F AT T SARS-CoV-2 D B. 1. 1. 529. 4 }x OVB. 1. 1. 529. 5 R DA BER (4 2 7 v L 8E)
[CHET D RS U Z o8y BRI (K981P, VI82P) 2fK4 21— K92 nRNA Th D, 77 A b
TATUE B Fyy THEERORY ARSI ZER, 2TOT ) VUEER N-ATF Ly a— Ry
VOV ER SN, 4,269 [HOX 7 LAT REENSLRD L ASRNA TH D,

6. BR%. A4, BS, E5ES

coF AT
BNT162b2 (BioNTech =— R#&+ : BNT162, Pfizer =— R#&E+= : PF-07302048)

VLRI F AT
BNT162b2 (B. 1. 1.529)

Ty LN FT AT
BNT162b2 Omicron BA.4/BA.5 mRNA Drug Substance
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[II. A5 (CEI9 5IRE

1. YELEFHEE

(1) 448 - 1K
FOF AT B~ TN AL R D EA~IE A O
VIVRIF AT i8R e L

Ty AN FRAT L B~ D TN R GE BT D B~ DO

(2) W&t
A L

(3) BEtE
M LA

4) Bhm (MRS, Ba. RES
M LR

(5) BRIBEAEHEE
A L

(6) SECHRE
L7

N ZOMOEERILE
LR L

2. ANESOEEERTICEITIREN

cNoF AT
EREEETICEITARENR
g RAFIVIE A7 2T A7 R
BB RS] —20+5C 6 % Al B
O R B A 543C 6 5 /1 R P

HIZEBH : RNA &=, RNA S22tk

3. AMHS OHERHERE, E2E
FNTAT L VNPT AT Ty LT AT

a3 BRYE - RT-PCR (Reverse transcription PCR, WHzG R Y X T —BEHGE )

FERTE SO TR SR E T

III. BRI 3 5 HE 16




IV. ®HAICE9 HEA

1. Flfiz

(1) FRDRH
TESF] (AT 0)

(2) HEIDHEKR O

pH 6.9~7.9
=B 71,8 (AEFRAMIHITRT 5 ) 12 (ERRRHIRITS 5 )
PR AITEB L7 TH D,
(%)
HEDME

SARS—CoV-2 (RZjFkE. A I 27 g L #kBA. 1. BA.4-5) DAL VXNV EOT I ) BRYEa— R
T % DNA Z#88 & U CHEE L7- RNA 2458 U BB LIRS T 5,

(3) #Aa—F
AR

(4) EFOYIE
Mv-1. (2) "WAIOHBLOMER] OEHSH

(5) Zoith
HERBN ORISR ORI RN (BHREWE) OFE .
NATNVNIE 34 ER L

IV. AR 2IHE 17



2. BH DM

(1) BMEDRUVOHMEIDOESE
=

R5E4 2FT 4 HE a T 4 T 5~11 A
BRIy FoF AT Ko F AT
K 0. 45mL 1. 3mL
= 0. 225mg 0. 130mg
WHnAl [ 4 FaxsT7FiL) 7HI4 [ U-v RaxFvrFn) 724
L] BER (~FH-6,1-T A1) BR L] BRA (~AFH-6,1-VA)) ER
Q- ~FIINTFTH U AT V) 3.23mg | Q-~F LT HUEET AT L) 1. 86mg
- [ (RYV=FL o7 Ya—n) -2000] |2- [ (RUV=FLo 2 a—1) -2000] -
NN-CF RSFIATERT IR 0.4dng | NN-OF FS5F2 072 72 R 0. 23mg
Lo-CAFTuaA-sn-Z U kta-3-K2& | 1,2-CAF T aA/Lb-sn-2 U kEa-3-K 2R
A2 0.7mg A=Y 0. 40mg
L AT HE—/b 1. 4mg a L A7 a—/ 0.81lmg
FEHRLEHE 46mg K55 B 133, 9mg
WAk RYU UL 2. Tmg fa X ZF—)L 0. 26mg
WAt U 7 A 0. 07mg e 22— LIEREYE 1. Tlng
U UBEAKRFET MY A TR 0. 49mg
Vo KkFEHY 72 0.07mg
W 7e a7 46 H H~4 5 237 ¢ RTU fhiE
BRIy NOFRAT U KRRV NI FRAT o (7
FoF AT FARIATY) RNAEEEELT
1:1)
R 0. 4mL 2. 25mL
=33 0. 040mg 0.225mg (RNAf&E & L)
wSInAl . N 4-b Faxo7FN) T4
A [ U-BEFaFTTFN) THVA V] [(v )w .
. . V] A (ANFHU-6,1-VA ) BA
ER (AFH -6, 1-VA ) BERX (2-~ o L _
N L _ QX NTH R AT V)
FINTHUBEBT AT V) 0.57mg
o~ [ RU=FLo /Y a—n) —2000] - | > 228
e e o - [ (RU=FL 7Y m—/1) —2000]
N,N-CF b 5378 7 2 K 0.07ng NN o
. . “NN-UT 87T TERT IR 0. dng
1,2-V AT 7 aA)V-sn—7 JEr-3-1 A& . .
L,2- AT T7uaA)l-sn-7 U kr-3-4
A=Y 0. 12mg
"~ AR 0. Tmg
a2 L A7 m—/b 0. 25mg L AFE—L 14
e . 4am
FARUETRE 41 2mg e ¢
R E b 232mg
Fa X HZE—/L 0.08mg Mo A Sl 0. 45
— . 4omg
= T— LIEEEE 0.53
he s R me kA 2 — LR 2. 97mg

) 2T A b~11 %M GEJEEEBA. 4-5) O BZIEI NS FTFATURRT 7 LRI AT
> RNAEEHE L T1:), FE0.130mg (RNAFRE L L)
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(2) BREFORE
ML

Q) &
M L

3. BT BMAEDHRRUVEE
AR

4. A
AT AT GRIRK)
AR OW 0. 3 ml, 472D RNA 30 pg, 1530 pg, 134 T/VH120 6 [AHERRSY
DSFTAEES~BA GEEH. &R BA 4-5)
ZIL O 0.2 mL %7- 1) RNALO pg. 1[5 10 pg. 154 7470 10 [EEFES
A3FTFAHE6 A~ RA GRIEK)
B OW 0.2 ml M7=V RNAKI 3 pg, LTIEHEGHI3 wg, 1/3A T AM7 0 10 [EHERES)
a3+ 74 RIUEE GREIRE¥BA. 1. #2iR#kBA. 4-5)
AHN0.3mL 2720 RNA 30 pg, 1[G 30 pg, 134 7M7Y 6 [mlHRESy

5. [EAT BAIEEMED 3 5 FHW
HIWE A [ O 12 bR (CEMIETE, A9 & OV 20 58T H I E 2 DEHK
T HREZFR -0\ ] RO BROWE B RAMPIT, “ARERNA TH D, AR RNA L, FED
R OGRBR F IR K 0 U E B STV 5,
RS TREH SRR - ARG ORE TR SEAMSITEF DNA, X7 LAY R=0 Ui, &S HEE
WMETH D, B DNA L, BFEKOBE K ORERFIEIC L EUICEE I LTV D,

6. HEDEBEHTICHITHIREN
RBEEFEESHTICE T 2RE M
B RAF e RAE Sl (RAZIIR i
EHRGFARR| ¥ Alye ~10£10C 6 A )

-90~-60°C 18 % A HIEEN
BEEHE : MR, R, RNA &8, RNA sg@fhs
* 0 7T 4 E GRIFRE) ORBRE R

1. AEERVBREOREN
VII-11. @ FoEE) OEBR

8. fhEFl&LNERELEIL (WEILFEMEL)
D FEH & DOELAZAbIZB T D FBR I I L Tuiauy,
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9. AUk
%Y LR

10. R - A%

() ERMNDEGES - AF., SESBRGES - QRICHT 15R
A L

(2) a%

I FT148F GREIRK)

195 34 7L (¥ x v )
AIFTFAEES~BR GRER)
WARLTL (FLordFy vT)

195 ATV (AL o PFy vT)
ASFTAES~1 KA (&iE#kBA. 4-5)
WARLTN (FLordFy v
AIFTAHE6 N A~4BA GRRE)
104 T GEGAXY vT)

33F7 ¢ RIUSHE (R2iFkkBA 1. #ZiR#kBA. 4-5)
WAL TN (F—Fv v

195 XA T (FL—F v v )

Q) FREE
L7

(4) BREIER
HFANRAL TV, T, TLAIZTLF Yy IO,

11 BRSNS RS
KT L

12. 2Dt
BERAN

V. ®HZBI+ AIEE 20



V. JBRICEIY STEH

1. ZMRERIIINE
EEFFLE

4. BREX (IR
SARS-CoV-2 = &k HREFIED A

<figan >
2 IFT 4 GEIRER) . 22 X7 4 fid 5~11 el GEERRR) KOt X7« fiid 6 » A~4 i GEEIRER)
I, BRI DRRESCE T 7 F UM, WO 1 7 7 A Vi 8 ORI ATREZ R T —
230 %6 H H~12 FAIO/ N NS D 12 Ao/ N (04591007 #488) IO 12 mELL Eo#
(C4591001 FR) 123V NTZE4AT COVID-19 (TR DB 8 5 Z LD ZIRESUIRATRE L
77
R N 2t G & U7 IR (C4591031 3R DU 73 EBRE I\ T, 27 1 RIUfiE ()R
FR/BA. 1) DA I 7 v UHEBA. 1 SRFREICRT 2 QMR M OPURIERIZOWT, BEAGEO 2 77 1 ik GEJR
FR) 2k U TR R O MED VR SIVCWNA Z LAk E X 5 &, 2 XF7 ¢ RTU A GEZJREBA. 1)
OB T2 —EOAME IR C& 5 Ll sz, E7o, LRI HOWTHRFEBROMER LY |
277 4 RIU e GEEJRAR BA. 1) OIBNWEFEICARD LM T 0 7 7 A WIBERO 2 7 ¢ ik (i
TR OB NERERE SARRRECH Y . BIRES CEARBESITRD b CORN Sl SNz, Zh b ol
BRIV, IIFTofE BEFED SRERC, =377 ¢ RTU B GEERR /BA. 1) OZNRESUIZNR A7 E
L7
aIFT 4 (IR . =7 ¢ RTU @ GEERAE BA. 1), =277« RIU i (ELJREKBA. 4-5) @
JFE (R AT, UV RIFAT L T b AT ) [0 mRNA BeS OB BT EDVRENT
WA Z & ROMAVEITAHRRER (C4591031 58R) OV 753 8RE OFERL V. =2 )7 ¢ RTU vk GEREBA. 4-
5) OHARIZ LV A I 7 v 4K BA 4-5 16 L T HIEINE0SRE S, A7 v K BA. 4-5 (28 % COVID-19
S D TR A T CE D LB R D,
FTo, FEERERMABR I T, BV 7T (ERR) Z0EeEs LT 2 B Loy v R iZa)T
+ RTU i GREJRE/BA. 1) UE= 77 ¢ RIU ik GEFAR BA. 4-5) % 3 [RIHBIMES-LizL 2 A, BlY
7F > (IR & LT R 7 v AKHCRTE SR D P RISOSOUEN R S, B, 2T« RTUAR
T GEJRERBA. 4-5) @ 3 [l H BN 5-ClE, BRI O3 2B /2 RIRIS S A DAL, 227 ¢ RTU ffE
GESJERE /BA. 1) L HRL. A7 4KBA. 1 KOVBA. 45 5T e/ A4 3 7 v UARHRRICRI L TL W RF
AD ENTHFIRISFE S N, ZHDT—2 b, 277 ¢ RIU fE (K BA. 4-5) 2347 nm
URRHRHEC LD 2 a0 )0 A L ABGYEICK L TP A b b9 RTRRE S RSN 2 L s, B
DaAIFT 4 fE R KO 7 ¢ RIU e EJREBA. 1) ERERZ, =207 ¢ RTU ik GRS
FE/BA. 4-5) OBIREX IR ATLE LT,
a7 A RS~ A EEREBA. 4-5) 1, 277 i (EEJRER) . =27« RIU A GEZFRE
BA. 1) E[R—D7 Ty N7 4 —LxHWTELEL TBY, JFEE (R AT VLRI AT Y T AR
FAZ ) D mRNA BLANORELIE S N Z EAVRSITND Z & IONTHIVE AR (C4591031 788R)
PTRER E OFEFRCU 7V T—)L RF—=E 15, 5~11 maxR e LIEARIOBREIC LY, A7 a0k
BA. 4/BA. 5 1% L C b S ENTE S, A 7 2 URRBA. 4/BA. 5 12 X 5 COVID-19 |2k 5 TRh 2 i
TEHEER, NTFTATURNT 7 L b ATy RNA BEEHLELTL1D 213470 (1.3ml) HIZHR
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BELTO130mg A2 @) BHNTOWTH, = IF77T A ES~11EM GEIFRED) & RERC, 2hfE
IRARE LT,

2. BRENIIZNRICEREY HIEE
EEFPFLE

5. WMRERIIZNRIEHET HiTE
5.1 AFNDTHNRORHEAFIIMHEL L Tueuy,

<figFn >
AT ¢ T GEEER) (2361 2ifft 4591001 548k, =2 X7 ¢ it 5~11 50 GEClis) ( BNT162b2 10 g
B KO FT 56 5 A~4 M (IR (2360 210 €4591007 388k, =237 ¢ RTUAiE GEJR
FR/BA. 1) (2RI HIMEIIFRER (C4591031 #8%) OV 73 BRE, =2 )7 ¢ RIU fE GELiFERE/BA. 4-5)
(23U DM T TIRERABR (4591044 388R) (25T, BHIOAMNET — 213G TR 5T, AHlD SARS-

A=

CoV-2 12 & D BGYED PRI R DRI THEL L CU VW 2 & AR 5 72 DIERE LT,
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3. AiERUAE

(1) RZERUVRAEDMEES
AT TA4FE GERK

6. FEARUA=Z
AH % B JRAPRATEIR 1. 8mL \Z THAIRT 2,
WIEeREOSE, 11810, 3ml 2452 B, @%, 3 EEOME CRHRMNICERET 2,
BN DS, 18] 0. 3l ZFEAPNICEERET 5,

<figgan >
HEFh C4591001 FRBRODES 1 FHE Y CRll L7t 7 F-o & 2 O FEREOREF L O C4591001 548ROES /1T
FEERSY CRH L 7= AR OB R OB EOFE R A T, B A %5 & LT SARS-CoV-2 RNA U7 F D
LAV ORI B2 2 B2 AV G 5585 T/ AERRBR (BNT162-01 3ABR) (2381 D22 MR O
JFEMEORER B BEI, AAKID 18] 1 @ 7- 0 OFEE 30 u e, BEEREE AR 2 0], BERRE 21 HRERE &
L7,
7o, AHN A TVE BRAEBEAHTIE 1 Sul TR L7-55, AFKI30 g (IS4 278130, 3nl THDH =
D, REROWRIL,  TH/RAFAER 1. Sl ICCAR L, 1100, 30l 2452 [, w5, 3 RO
CHIRPICEERET %) LRRE LT
FHESRERER L LTI L7k C4591001 BRERODE [ FH/S— Ml AKI 10, 20 YT 30ug & 21 HRERET
2 [AHERE L7z & & el AN O FME W TR L, FERIILL T LB TH-72,
« AFKIEFE% 7D SARS-CoV-2 MfE-FFFUAMI OV T, WIHOHETY 1 [a B4 21 B HO LT3
Tho7=, 2 [BIHEHER 7 B HURRZEE 7 ERASEO ST,
-COVID-19 OESEL Y A7 3@\ & & 2 DD bR I\ W C, FFRFUAMI L 20 n g BEL D & 30 n g B
TEETH-T,
- BRI OWTE, WThOAZETHLRRITERD b Tz,
PLEDOFEFRNG, B/ S— N CREH 280/ « HEIT 11H130 ug % 21 HEWE GRAT 19~
23 B) T2m], BHANEFETSDZ & ERE L, RBREER Lz, TORE, AFIOEMESHER S, 24
MR OB ZOWTHIFRATRETH D Z LAVRS I, [EN 4591005 FRER T, b C4591001 3RO
II/IIAR S— k ERICHE « HEZRE L Gl L, o FEOREEN D HARNTE COVID-19 OFJET
BT ¢ & | RRMEROEARMECONT, BARNFE OB b -1z,
7285, 1 [FHEEFEOAZ CORMMR OEFERMRZ 24 AL HTIER L7258 DA ME OV T3S LT
WRNZ D, BERRBROBREICEESE 3 EMRIE T2 [nBHE S LT,

T D%, 1t 4591001 FABRI ISV THIRIEEE LR U 1 [R130 ug (&L LT 0. 3nl) ZfhRPNEREIC TE
IERBOY T A BT 4 WIS SIVIAER, AIMEPIIRES AL, LMW T b HllEais L BERFERECH
0., BERRESIERD SN T2 Z 0D, B O TR L O B AR 2 SR EAGE A
ARERUS LT-720, AELOHESR TAFZ B RAFESHER 1 8nl ([ CAHIRT 2, WIREORA, 1 [
0.3mL ZAFt2 (8], EE, 3 EMOMRE CHANICERTT 2, IBIEOSA. 118 0. 3nl ZFhANI RS
5] LRRELTZ,
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IS T14EN~ A GERKD

6. AZERUVAE
AH % HIRAPREIENR 1. 3mL {2 TR,
WlElE O, 11810, 20l A5 2 Bl @5, 3 EHEOMFE CRHRMNICERES 2,
IENREOSEA, 118]0. 20l ZERPNICHERS 5,

<fipgn >

FHERRERER & L CEE0 L 7= C4591007 FRERODE 1 A1/ 3— KTl 5~11 &0/ NRIZASK 10 ug, 20ug X 30pg
% 21 HEMEC 2 [EHERE LTz & & D22, BEM M OGEIF M SOV N T U7z, AR K ONERRRTRR .
12 55%PA EDOFNT 9D Ik L ARRICERGE LT, ZORER, A 10pg BFOZRMIMELS Sy, K mi=
CIISUFEFROFEBIEACHAE DS\ MERARD B, £, AFEFEE OFFUAMMmIL, A% 10pg
L 20pg B L CRFEE TH -T2,

P EOFERANS . C4591007 FRBROZE I /AR S— M TlL, 5~11 5RO/ NEISR A ASRO FER OFHES 1 (4]
10pg % 21 HIEE GRADIMNL 19~23 H) T2BHHET S5 2L ERE LT, F I/ S— MIBUT D902
PEOFERINDAME TG T . R ORAMEIFFATREL MM L= Z Lvn, 5~11 o/ NIz 3%
AFNOFHER QA 1 8] 10pg Z 21 HREME T 2 [BHEHET 5 Li%E LIz,

Z D, 4591007 FRBRIZIU VT 5~11 5%/ NI DB o &L L, #lalghE L [FE T 1 [E 10pg (B2
FELE LCO0.20L) EFRE LSRR, A iifEs i, et oW THEANBRSIIGRO b -72 2
LMD IBIEE O AR O B 4R 2 BUEI e AGRRE A AR & BS L= 7=, FER O EE TR
FllZe B RAEFREHEIR 1. 3nl (S THBRS D, PIRlEG, 1E10. 20l 24552 [0l @, 3 @ERORETH
RIPNCHAES 5, IBIEOSE. 11810, 20l ZHRPICERET 5, | L3RE LT,

AT 4EES~ A GEREE BA.4-5)

6. FERUAE
AFN% B RARAEER 1. 3nl (2 CRART 5,
BAEE L U, 1| 0. 20l AR CEfRT 5,

<fiFn>

IIFT A FHES~1 % (R (2B 2B OWENL,  TAKIZ B RAEERAENR 1. 3 mL IS THART 2,
WIEBEDYA, 11810, 2 ml Z2AFF2 8], @%, 3 HERIORIE CHRNICERET 2, IBIeE o855, 15 0. 2
nl ZFFAIPNICEAET 2, | TH Y, 1 [[IOFRER 0.2 nL (X b AT BNT162b2) & LT 10ug &89 5,
EVEIRER (C4591031 R OV 7RBRE ([CBIT DA E 2. AFIOHEIL, 27 4 it~
115% GEFER 12BT2 1 BHEELFEIT 0.2nL (FPFATURORT 7 A T AT RNAEEE LT
1:1) ELTlopg) & L7, 7ok, a7 o iEs~11m% (FEK) OREROHEIL NEExss Lz
BRAERIR (C4591007 FRER) 1230\ VT2, SRt O A 3G L 7R R D E IR L 7= b D TH B,
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AT T48F6 nA~4%H GERER)

6. AZERUVAE
A% B AR 2. 2ml |2 TR 2,
11810 20l &5t 3 B, FHRAPIZEEET 5, 2 [BIHIZEY. 3 BFMORIE T, 3[EIEIX2 [BIH OB 5
7o & 8 HEHSE LIRS 5,

<fifan >

WAV C4591007 FRERDE 1 FEA Y DMK OGEIFIET — 2 D5 | G L SWEIE DT VA% 80 6 %
H~5 A0/ NETIE 1 [0 3 p g GRRIEOWETO. 2ml) DOFIEAEIR L=, #Eoh 4591007 5-BRoO%5 /48
QI AR 6 5 H~b A/ NI L TiE, 4], 3 IR C 2 R 53l T o7, Ll
B ONBRGRR T — 2 KON TV D—)L R —2 D& 2 [AEEFE) B2 &b 8 I 3
[l 5 OEREZ B2 I 5 1RERIENR Ml R T Lok C4691007 Akl 5t L 7=,

ZORESL, WL C4591007 FEROEE I/ MFESZIUNT, 6 5 A ~5 iAmD/ NSk 2450 Bug) 0 31
PARIC LY, SENEOBERY 7 F AN, WONCERMER LS T 0 7 7 A VIVRENTZZ L b,
AR ONER &L PO LBV ERE LT,

23554 RIUSHE GEIRkEBA 1. ST#k BA 4-5)

6. RERUAE
B & LT, 11E]0. 3l ZFHRNICHRET 5,

<fifg >

aIFT ¢ i GEJRER) sl B2 HE - &L, 11 (810, 3nl Z2FHNICERET 5, ) THY, 1]
OPFER 0. 3nL PIZ T AT 2 LT30ug NEEND,

HRIARRER (C4591031 3R) OV 73 BRE (BT, a7 ¢ RIUAE GEJREE/BA. 1) 30ug (K
FAZ UKV R TF AT UK 15 ug) OBIBEREC LY, A 7 a2 ARBA. L SRRICRT 2850, RO
7 v RO BA. 4,/BA. 5 FBUCKT 2 EORIIVEDMER S, AT T i (B LR e
PEDHER S AU, F7o, 27 ¢ RTUE GEREE/BA. 1) BEEEOA I 7 1 REBA. 1 RISk it
ML 30 ng & 60 g TRESERDRN-T2Z L, aIF7 ¢ RIUAE (EIHEBA. 1) 60 u g FEFREZ DI
ISFPEEROFBIEGIE, 30ug &L TEVMEI ChH-72 2 EEbE 2, 2 I77 ¢ RIU ik (ECluk
/BAT) O 1 EWEFEREIL, AT o (EIRER) o 1 RS [F U 0. 3nl &FE LT,

aIF7 ¢ RIU flE GEEISIR/BA. 4-5) (61T DERARGRERT — 213720 3, MFMETIRHRASR (C4591031 7X05R)
DY 723 BR B L OB OFET D 2 7 ¢ RTU fivE GEJERE BA. 4-5) OB XA L.
Fio, WMEIFERER (C4591031 38R) O 73ERE (21T HLENEOFRERN G 24V 7 F > OEEMER O
BT a7 7 A VTR ATRE Ch o722 &b, 2377« RIU fid (EEFIK BA. 4-5) OHEE LT 1 [H]
0. 3mL &F%E L7z,
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2) BERUFASE0RERE - 18
V-3, (1) JEROFHEOfEN OESHR

4 FERUAEICEET 53R
AT T4FE GERK

1. BERUVAZICEEYT %R

1.1 #IE%%E

1.1.1 EEagRE
12 %A Food

1.1.2 &g
1 [BlH OIS 3 WM EB A1, TX AR 0T 2 Bl H OBFfEA S5 2 &,

7.1.3 i&FEEE
AR 2 (PRI X 0 AEDBHER SV TS Z i, FRIIE LT, [F—0O%hRE « 2hifka b ofthoow 7
VERFAITHZ R 2HEET A KO TEETH T &

1.2 EnnseiE

1.2.1 BiEdRE
T WIS BN & L C SARS-CoV-2 U 7 F-L OBFERED & 5 12 1Ll LD, SARS-CoV-2 ™
T TIRDEOME 2 DO RIRFEEEE X, XK T 4w M VAT ZZE L, BIEOBELZ M5 Z
&

1.2.2 iErEnsEl
W, A SARS-CoV-2 U 7 F-L ORfEN B L 3 5 ARGE LI RICEET 5 2 &3 T 5,

1.2.3 AHILISND SARS-CoV-2 T 7 F o 4l LU T-FTBINGE & U CAHKI AR L T-BRO A MR U4
s AV DR QAYSJ AN

<fifgn >
7.1.1 [EN 4591005 FBRIL, 20~85 5kD H AR MNYERE COLNE, RAMER O 23 H i L7, —H. 1
£1 C4591001 FRBROEE I /IIAE S~— M, 16 %L EOBERE CORMER O A THI L, APl 0ofiE
AW T HERANIRES & 7225 K 9 2k RITER0 DIV o722 Linh | AW T HRHITEGEZ T
FFUT2249)) 16 %A a8 g LRE LT,
Z D%, Wk 4591001 FREROHE I/ TIAH, S— b ORBRE HIZERIZ L V) 12~15 5D 2361 2 3kl
o, 12~15 TRV THARME, ZEMROTER ATRERAB A AT H LB DIV &b, HiE
SHERE DA 16 7 D 12 5l HICZER L=,
7.1.2 1 [EREREOA COFMER OBRERRE 24 B UL HIZIER: L2358 OB MW T3 he T LT
RN, 1 I H OB D 3 A I5A1TIE, CEAIRY RN 2 [8] H OB 2 i 5 Z &
7.1.3 2022 -4 ARESTC, Filau U s Fo b UTARRTIR A BDPVERSIL TN D,
RHPEE (1A FICHE LIl an U s F o L Be ogiilan U 7 F 0% 2 RIRICHRET 5 2 &) OFf
TINZDUNT, 5 24 [BIFAREESEES TR - U7 TRk 2021429 A 17 BBHE) CRatSTvRig.
PRkl KO DR = v - A L A RGYE AR D R D PRABFEIMERE ASE - BT S,
1 [FIE KON 2 B HOBFR B L CHR—0D 7 FoadEz gl & Lo, TRIFEL ST T4 ZHEE 2RI
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AR LTS, ERH DAL, Flan U s F U OREEREAZITO 2 EDNATREE Teo Tz,
(7) BEFERIGEEDS | BB CEHAZ T3 o v U 7 F U OENOFEEORIIRESIC L | Y%
FS 2RI S5 o 0 U 7 F L OBFEA 2T D 2 L NREETH DA
() ERIDSEFHIRMNG | BAEGSREN 1 BRI Z Tl a0 7 F o LR—ofilan
FTUIF % 2 MBI D Z ENNEECH D T LA
G = 1)o7 A )L ASSYREL AR D BRI PRI EERE & V) — )
ZIUZHROEEAEH ST, ATEE TR 2 BHAREC X 0 AR STV D Z v, JFR
& LT, [F—0%he - 2iRE oD U 7 F o LIRAT 5 2 &< 2EHAET 2 L OEETH I &1 &L
7o RHBFEEOZEMIOWTILLT B8] 228552 L,

(%]
B A VA RGE R D TR Ehil RS D ERERRAIT T & (4 TR, —HRREY
4 RS H 1A

Filan; U s F AN, FRIE LT, F—0FIL R—0vrFra2iflds2 L, 2720, #
Wan U7 F o ORI T TR ERRRIBUGE B LT Z LS 555600 B 5554121, 1
HiCEE L 7pilan U s F o L B 28filant v s F o 2 BIAICERT 5 2 8 GSHPEE) 73T
5T L,
1) TERS LA
WWERHHYE] E1d, LFOEEE W),
- BHIERAN 1 [0 FICHRE 2 -3 a 0 )0 7 F L OENOTEEORBHEEEC L0 . Y%En
2RISR o U 7 F o OBfEE ST 5 2 L BREECH D 5A
- EATSEESA R D BEREHRE A 1| BIR A 2 g a a0 o F o LR—oFflan v
I F % 2 RIBICHET 5 Z EREEECTH D LW U E
(2) HeFEHIRE
RHPFEA T DA TIL, 1 AIEOEFE) S 27 AU LOREZ I\ T 2 (8B oBfEa £ 5 = L,
AR TR AL T 5 ARV Cid, JFRIE LT 13 BLLEDRIRZE R Z & & L, o Fiifas
[ Z [l OB o3 L T T 2 &

(Bheiett]

2021 429 A 21 BFflaa Uo7 5o ORZ AR EH EOER] OUGETIZ DN T

https://www. mhlw. go. jp/content/11120000/000834813. pdf

2021 4£9 A 17 R 24 AR PR THMERE - U 7 F L FRlaEr)

https://www. mhlw. go. jp/stf/shingi2/0000192554 00012. html

2021 49 H 21 H PP HAEEAIRIO—E 2 SUET 28 T OOV T

https://www. mhlw. go. jp/content/000834625. pdf

JEAGTBRERT D 7 F L DERRZEAT O R~ OIS B - BT T e T A L R EYMIE AR 2
DT EFEENERE, HP = )0 A VA BGYE AR D TR S0 2 B 5 B F & 7 &
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https://www. mhlw. go. jp/stf/seisakunitsuite/bunya/vaccine iryoukikanheno_oshirase. html

7.2.1 202243 A 23 ABEDEATBESEE - fifirEfas GEF - aiiERia=ihg i) 12k
VT, BIRERTIR HAL T DIMI I DM AR DA A £ 2 D & 12~17 % ChIB WA T 5 &
DDV | FTHFRRIRZ DI ARDWEZREE 2 D LRBIRRITAE T TN B HND Z e,
AHIDBIGE 3 RIAEHD OREFITOWTL, N8HELLEDE ] 735 N2 skl EoF ) 1T+ 5 =
EN TSI,

2022 510 H 19 HBfe/ZAT g - fifibdeis GEF - Rl Edanm i He) 12k
T, AFIDIBNISEEOEFERGHE L, BRI TABIE X TBAE & LT SARS-CoV-2 U 27 F L ORERHIE
DD 12, EOFETHD Z L Ll s,

7.2.2 2022 4£10 7 19 A0/ Z A 5 fra Ed - finibdeis G - R ERRRRE RN ) (12
BT, AFIOIBIMSEOBRERAC OV TIL, BllE SARS-CoV-2 77 F L OBFEN D72 &6 3 5 1
Gl LRI 5 Z b3 CE D, LHT SN

7.2.3 2021 4F 10 ARESIZIBUT, SARS-CoV-2 U7 F o & U TAFR CIIAFILISMT 2 B (COVID-19 U7 T
BT VIE RS TS, S RABT U T/ T A 7 BR S GRS T
D705, MIBkEE & LTt SARS-CoV-2 U 7 F 2 430 L 7o NITIBNIRfE & U CAFI &R U 7o AR X
BRI, REMEITHAL L QW R L7z,

ASFT148E~11 BA ERR

1. BERUVAZICEET %R
1.1 #ESE
1.1.1 EHEegsE
5l B 11 LA T o
1.1.2 &g
1 [F1H OEERENG 3 WRIABA THAIZIE. TEX ARV #E0)NT 2 [FIH O8FEZ FEid 5 Z &,
7.1.3 AL
FRIE LT, [A—0%hbE - 2hifa b othiov 750 LiRET 2 2 L7 2T 2 L oEET 52 L,
1.2 BnnseE
1.2.1 EERE
W R I TENNEE & U C SARS—CoV-2 U 7 FL OHFEREDH 5 b &bl b 11 5L FO%, SARS-
CoV—2 DA RISl 2 DI FIR TSR E 2, KT v R E VAT ZBEE L, BN OEA 2
TAHZEL,
1.2.2 &FEREHA
W, A SARS-CoV-2 7 7 F L OGN LD/ &6 3 1 ARGE LT RITHRET 5 Z LR TX 5,
7.2.3 AHIISD SARS-CoV-2 T 77 F-o %l L T- & SBIIE & U CARKIZ B U 7B 2 O 4
PEEIHESL LTV R,
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<figan >
7. 1.1 ##Fh C4591007 FBRTIE, 5~11 MOy NE T2, RN O R ON S HERRE IOV T
Bt L, AH 10pg OAMEIINFCE D LB X T, Fin, ZRMHI OV TH RSN LN TED
P BEVHIFEGER SN, O ORREARSE 2, 5~11 BO/NRIZHBNT, 3377 o/ (B &
RO EINER ORI CE D Z L b ARV T HEGeE % 5 bl b 11 UL F o L%
EL
7.1.2 1 [AFEO TOARMEN OBAERIRE 24 H UL EICIER LIEAOFIME OO T3Sz LT
7N, 1 [BIH OBFENS 3 WA 2 T2, T%é@@ﬁ%b*z@ﬁ®%@%£ﬁ#é:&0
7.1.3 2022 424 AT, Ffilan v s 5o 8 UORHTCIE 4 B VGR I TV D,
;Qmﬁﬁutﬁ_%@Ltﬁ@nmfvﬂ%/kﬁﬁéﬁﬂszvﬂf/%2EH:%@Té:&)@
AN OWNT, 55 24 [AEARP RS TR - U7 F o 00Fke (2021459 H 17 HERME) CRafanz
R [PRhEFESERR] RO [T o A )L R EYE AR A B O TREFESAEERE) ASE «
B, 1EIEEO2 [BIHOBFRCE LU CIE—0 Y 7 F o850 4 5H & Lo, vk L TULTFDEAIC
BWTHERIan Uy F U ORREHFREEATH Z LN A[REL Ir o Tz,
(7) $FEHEED 1 BIRICBAEZZ T 728 o v U 7 F o OENOFHEORIIESEC L 0 | Y%
FEN 2 BB LS oS T 7 F L OBFEER 2T 5 2 LB REECH AEE
() ERSEFR MG BEFEEEE S | BIEICEE A2 il an T U s F o LR—ofFilan
FU Tk 2 B EICEERET D 2 L RS CH D LT LA
CATR = 2 )7 A )L R BYSREN AR 2 BRIRF O TR RS AR 1 0 — 5
ZHUT R EEDISI SN2, 3T e (BEIER) CIIAEE DA 2 R X0 2R
WERSNTWDZ Enn, FRIE LT, [F—ORRE « iR %2 b oo U 7 F o LIRFEIT 5 Z £ 72< 2 [nlgE
FETDEIEETDHI L) L2 ENnD, AFITHIFERRCERE LI,
7.2.1 €4591007 FRERIZIU VT 5~11 55D/ NIk 2 1B DA R OEMED TR DHAV-7N, B IE
ICEVIHFESND R T 4 v b EVRTONRT AL, YA TR, WS OISR OIS K
DEINDZ EMBRRE LT,
7.2.2 2022 -8 ARERICIIT A a7 ¢t (IR o 3 [AIHEEREOREY & FER R E LT,

7.2.3 a7 o iE (EIRP) ERURICGRE LT,
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QST A HES~11 A (GEF#E BA 4-5)

1. BERUVHEICEET 3=
1.1 AFIDER
AANTENZAE T 5, PRI L2 &,
1.2 {EENRE
N HNEE I TBNSE & LT SARS-CoV-2 U 7 F L OBFERED & % 5 L b 11 L FOFE, SARS-
CoV-2 DA TIRIECME A2 DI FIRFEEEE X, SR T7 v R VAT EEBE L, BIGEOEA %k
TAHIEL,
1.3 $ETEREHA
HH, BITEO SARS-CoV-2 U 7 F- > O DD 7 &b 3 ARG LRI 5 2 L3 TE 5,
1.4 2377 ok S5~11 % KR LISho SARS-CoV-2 U 7 Fo 2l U T-#F Bz & U TAH
R LT BRI E R OV TN LTV R0,

<fiftsn>

7.1 AANLENSEEE LTORMERT L Z L AELTND 2 Ehh, ANHARE LT,

7.2 R AT % 2 [RIKRON3 [HHERR L7256 et COVID-19 (6 2 AR N 2 [HHEfR% OB I
& A7 0 BRI TIRED 5~11 %, 12~15 D FHF & 18 5L EORNIZIBW TR T D Z & AR
FAEN N 7T )b RF =S NERSIVTND Z D, MFMEITFEESR (4591031 38R 0 55 bl ki
BWTHEE SN2 IF7 ¢ RIU e (EERIRBA. 1) OFZMAEIE 5~11 Pl FiZB W T b iiiFc& 5 &%
Z AR OB L THEHEEE LB & LT SARSCoV-2 U 7 F o OEFHED&H % 5 ikl L
1 AT OF ) ERGE LT
F7-. JBENHERRICES LT, SARS-CoV-2 DA TR, WA TR, B2 OS5 EIRFT L 5 COVID-19 OFEfE(k) A 7
K2 SARS—CoV-2 ~DHETE U A7 DRREEZPRE X, ~"KT 4 v b & VAT ZBRE L, IBIGE OS2 W
DHVERHDHT-0, ZOFEFEENLE LT,

7.3 BHAEFRRICOWT, KETIIDRE S 2 1, BRINTIIAR< L6 3 A & LTERDNED LT D
RULT COMIRBZE MRS, AR GRS 6 » ARG Ch o 7o T H e Eokk

ATRE SN TN L& E 2 T, AHARE LT,
7.4 AIFT S~ s IR OB FISCE RRRIC, AHARRE LTz,
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AZIFT4E6 hA~ABA GERK

1. BERUVHEICEET =
1.1 $EERE
6 » HULEASLL R OF
1.2 g
L B H OBFE)G 3 HH, 2 [BIH OO 8 R A 2 7-35A121E, TE ARV HC)NIIRIBIOBHFE
I 52 &,
1.3 g
JFRIE LT, [FA—08hE - 2iifa b othiov 75 LiRAET 2 2 e SRS L oET 52 L,

<fiftsn>

7.1 WSk C4591007 BERTIE, 6 H A ~4 s/ NRPERE Tz, ABMER ORI N B E 2D
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T TIRUESOME 2 DI RIR T HEE W E 2, "7 4> MV RTEEBE L, BIEOER AW 5 2
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- THBRHE SRR - X D IBBRA~OSNANERE T D & IV pde

%
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HAR iRtk 21 B 5 4,561.4

PRMER DR SN o To SRt 2 5 L EFR LT,

J2+T7« RUERE (R2iR#k.BA. 4-5)

6) ZEKRIIHT ShFPAEERE"Y
~ AUl GEFERR) #AEZ 21 HRERCT2EELG L, 20 1 5 %I Ll GEJE-E) AL
24l GEEJRRE, A4 7 a URRBA. 1) BAISOL 24l GREJFRE, A4 X 7 v U8k BA. 4-5) B&I % 1 [A]
BH L 3EBEEGND 15 A, WO THEIRE, 7V 2K A I 7 1 U8k (BA. 1,
BA. 2, BA.2.12.1 &t OVBA. 4/5) (ZkF3 2 FAPUREA RO i, A I 27 7 UK BA. 4/5 1ZxF7
D HFPUAAMIE, 1A GEEJERE) AR OV 2 M GEWRE 47 v UK BA. 1) BAIRELD ©
2 MM GEVEAEE, A I 7 v 8k BA. 4-5) RUHIRECEfE 2R LT,

(3) fFISEHBERT - FRESRY
LR L
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VII. EWEEIcBy H1EHR

1. MREDHR

(1) hHLADEnRRE
LR L

(2) BRI CHEBS NI Mok
LR L

3) s
LR L

) BF - HAEORE
MR L

2. EMEERI/T A4
(1) #4753
MR L

(2) RAGEEEH
LR L

(3) HEEEEH
LR L

4 29UF750AR
REERR L

(5) B
LR L

6) 0t
LR L
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3. BEH (REaL—ay) @i

(1) BT
TR L

(2) 185 A —S EHER
DR L

4. WRIR

BCNEE R L

<5/§<%z>19)

LNP OERIEE THD [U-b FuFT7Fn) THIA ] BEX (ANFH-6,1-T A1) ER
CFINT A T AT V) [ALC-0315 (7 XV IFE) 1RO 2- [(RY=F L7l a—L) -

2000] -N,N-YF hFF 7% 7 3 R [ALC-0159 (PEG )] DIANENEEABET 57—, L

7 = 7 —1 RNA £ A LNP Z JfEME Wistar Han 7 > M2 1 mg RNA/kg O & CHIEFFIRNEZ G- L, #%

By (& GaT, #&5# 0.1, 0.25, 0.5, 1, 3, 6 K24 BEfIFONC& G4 2, 4, 8 XUV 14 H) 12

MK O g A A S — 24 7Y w702 L0 8H (3 61l/KpR) Uiz, i % OVl o ALC-0315

JZ OV ALC-0159 R 2 JIE L, 3MENRE (PK) /3T A — X ZHH L7-, fiH o ALC-0315 J OF ALC-0159

d, BG4 24 B E TICT AT~ LTz, F72. 854 24 BER oD i 5% o8 B |3 v i

EHRED 1%RETH o7z, T ORKHEEIEES (1) st & OFEH CRIFEE T,

ALC-0315 1% 6~8 H, ALC-0159 X 2~3 H TH o7z, KRBROFER D | &ML H 2> 5 D ALC-0315

K OYALC-0159 Z HL Y iATe EEHEFKD 1 D Th D Z LR Iz,

W7z 5—ERNAH A LNP % Wistar Han 5 FIZ 1 mg RNA/kg DEE CTHEIkRNIZS
L7=&Z M ALC-0315 K Uf ALC-0159 D EYEhRE

S S ORE K /N t%: (h) AUCins AUChst FFR~o
(mg/kg) (ng*h/mL) (pg*lvmL) DHWE (%)
ALC-0315 153 /30 139 1030 1020 60
ALC-0159 1.96 /30 72.7 992 08.6 20

a. [EASFEoAER (ug)l / 5% (ug)] & LTHIH
b HEFE3ZC, AN—RYLTY Y

- @ = ALC-O315§FRS

o= _ - @ = ALC-O159FFi+
) B
3 L TR )
) é
z 3o&
E 2
X 1 & |
3 Q
#® i 1
-3 e %
~
oo
).01 o ©
01 :
SARM ¢ #8650 (h

L7 5—ERNA A LNP & Wistar Han 5w ~IZ 1 mg RNA/kg D RETEHIRAEES
Lf=& =0 ALC-0315 B U ALC-0159 (D m#E K U RFlE = E
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5.

5%

(1) % —REEFTERE
TR L

(2) t&—RREREPIEBYE
AR L

(3) Rit~OBH
AR L

(4) BEADBFT
TR L

(5) ZDHDEBA~ADBITHE
MU ERE L
<7E%>20)
WEME BALB/c ~ D A2 (3 4]) 17 =27 —F RNAEH A LNP 285 L, Vo7 =T —EBENLE2RZE
~— 5 —& LTBNT162b2 DR G i fnt Lz, T78bb, v 727 —F RNAEALNP &~
T ADEFDEHBIIZE 1 ng RNA (32 pg RNA) OHFAETHANKE L, Tk, Vo727
—PRBHED 5 DRI EE CHAHILY 72 ) U EEVENEES L, 4 Y 70T VR, in
vivo \ZBIT At % Xenogen IVIS Spectrum Z AW TR 5% 6 KN 24 BEEIFONT 2. 3, 6 KTN9
HIZHIET A L2k, Vo7 =T —BX 7 OFE—ER T ORI 7 38 BIHER % 554 L 7=,
FEOREF, VT =T —BO®RGEHA TORBUIE 1% 6 K LR8O b, BH% 9 BIZIXIER
L7, B CORB G % 6 RO A biv, &5% 48 K £ TIZHKL Lz, Hif~D57mix
Jafr G Lizvy 7 =5 —F RNA # A LNP O—E VBRI RIEL ., B TRV IAEN-Z &
PRt bDEEZ LN, Ty MIAVY 7 =T —F RNA A LNP 25 RN G- L7=3835121%. AT
23 ALC-0315 & TN ALC-0159 O EHE /2 3 Afilifgs ThH 2D Z EAVRIBINTEY, 2D Z Lid~ T A
AL LT AR RO L E G AT H LD ThoT-, . T v MER G FHMERE Ok
Eh T AT RITERD LTV Zany,
WEHE Wistar Han 7 > M2, [BH]-2 L AT U b~F P57 v —F )b ([3H]- CHE) TAEEFR L 7= LNP
ZHWEALL 7 25— RNAEALNP 250 pg RNA OHECHANESL L. 5% 15 W
1. 2, 4, 8, 24 N 48 REH DA W sl 3V CTHERES 3 B> D ififk, M J OSSR 2 8RB L, IR
VrFL—va VRIS LD SRR E 2 RIET H Z & T INP ORI & RN LT, MERE
& BT, R E XV TN ORNERSIZB W T B B EEAL M K b il T - 72, MAEH O HE
PRI G% I~ TR bEEEZ R Uz, £, ISR, PR, B OPRE A~ 5545 78 2
DAL, ZAD OFFRIZEB W THIRRBIRE N i b @ < R o T2 DX 5% 8~48 FEff]l Th o 7=, 50
RLLIAN T OG-8k DR RERIER I TR b m < (K 18%) . i (1. 0% LA ). gl
(0. 11%LLF) KOURE (0.095%LAF) TIXAFlRE i L CE LK o 72, £, EHED
SEREI R E K OSSR oA 7 S 2 — T ERE Tl e dadE Bl L CTuhiz, BNT162b2 728 22— K9S HR DAL
RN BLAIE INP DA IR T T D B2 6D, KRB CTHW LY 7 = F —8 RNA B A LNP @
JEE ORERLIZ, BNT162b2 O HFERIFI L [F]—CTdH D Z LD AR RI1E BNT162b2 £ A LNP D4y
fizrTEEZLND,

(6) MEEARHAE
AR L
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6. Xt

(1) FREEME R U BHEER
TR L

(2) RBIZE5THEE CP%) OHTHE. HEE
AR L

(3) DEEBHREOERRVZOHE
AR L

(4) REMOTHEDOERRVEEL, FELE
M ER e L
<7;5%>21)
CD-1/ICR = 7 A, Wistar Han XX Sprague Dawley 7 v b, H=7 A LA NICE hOFI 7 a2 v
— 2, T S9 Ei4y M OWTHIIa 2 iV T ALC-0315 TR ALC-0159 @ 7n vitro (Bt EME 2 35 L
77 ALC-0315 X T ALC-0159 Z# &£ EMFEDONTFI 7 v V' — A INF S9 Ei4y (120 45 A > F 2 —3
32) b LTI (240 A v FaX— 3 2) ITHEILT, £ v FaX—2 g VEORE
(EARDENE 2T LTz, Z DOfEHE, ALC-0315 M ON ALC-0159 (X o @ - kB3 T 5 A
ICHETHY . REMED R REI ST 82% B THo7-, & HIT ALC-0315 TN ALC-0159 DY
SHRIRIZDOWT 7n vitro O in vivo Tl L7z, 246 DOERTIL, CD-1 ¥ A, Wistar Han
T b A= APV O, I S9 Hisy & OMHIREZ VT in vitro TOGEHZ M L
Too F72. 7> b PKEBRCEELL72E, IR, #EOMIEEE 2 FV, 7o vivo TOAGH % FEAM
L7c, BBRAS D6 ALC-0315 & ALC-0159 ORHIIVWT N HEIRTH Y . TNENTZ AT FEE
KT 2 REEBONMKSMIZ L 0B SN D Z ERHLMNI -T2, LLFOXITA LK fi
WX ARENE, BN L 72T R T OB A LI,
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HO/\/\,«\/\/\,O((Z:/\/

O

Yooy

O
ALC-0315

mi#E+ (Mo, R) m/z 766
Fri@kas (Mo, R, Mk, H) HO\/C/\A/T\/\/
FFS9% (Mo, R, H) Onmss
m¥#Ed (R)
HONN'\/\/\,O(@/\/
O
OH
mi&Es (Mo, R) m/z 528

FHi@kas (Mo, R, MK, H)
FFS9% (Mo, R, H)
m3Ed (R)

HO“/EA\/:/\/\/
o]
miz 255

HONN A OH

OH
m/z 290

l

HONNW\,O

N

OH
m/z 466
H: b, Mk: HJL, Mo: ¥R, R: v b

guon=F

&2 DEMFET D ALC-0315 DHETE RN R HITE

m#E$ (Mo, R)
fr#@hash (Mo, R, Mk, H)
FFsoh (Mo, R, Mk, H)

oAy —

S L

ALC-0159
n=40-51

H: Bk, Mk: )L, Mo: ¥R, R: 5wk

&2 DEMFET D ALC-0159 DHETE £ RN R HITE

mi&s (Mo, R)
FFS9% (Mk)
¥ (R)

s (R)

miEs (Mo, R)
FFS94 (Mk)
i (R)

Re (R)
#$ (R
e (R)

R (R)

HNTS S S S
NN
NN-OF I TFUALT IV
m/z 410

ALC-0315 X = AT WANKSiR%E 2 EhEFE CZIT 5 Z LIk o iiEansg, 2o 2 BEOMKGRET L
V. B, B AT AR (n/z 528), WIZ _ET 2T UALREY (n/z 290) AR SNS,
ZOTEBRERAT UALREILIE SIS, 7 v VEBRAEER (n/z 466) E7RDN, TN
7 a A RIET v b PKEBRTIRPICORME S, £72. 2 BIOMAKSEOBEMEA RS D3N

b 6-~F T H B (n/z 255) THDHI & LRSI,

ALC-0159 1%, 7 I FEADMASRIZ LD NNN-PF T F 207 22 (n/z 410) DNAER S5 REE N
EERARFRE TCHo7-, ZORFWIZ, ~T R Ty FOMEHT NI Z Ty P b FD
FFAMAR R OF S9 B4y I STz, In vivo B 613 ALC-0159 DT HER SN0 77,
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7. it
U EE R L
<5}33%>22)
N7 =7 —BRNAEALNP 2 1 mg RNA/kg DHETT v MIEIRNE S L7 PK 50U CRFIYIC
BRHL L 72 R e OV D ALC-0315 2 OY ALC-0159 JFE A HIE L 7=, ALC-0315 K& TN ALC-0159 DARZEAL,
KTV FR bR S 8oz, —0, FEHITIT ALC-0315 & TF ALC-0159 DARZE(LARD KR H
S, BEEYTD OEIEITENEIR 1%KL UK 50% ThoTz, 72, ALK (fix O@)fEC
D ALC-0315 DOHEEAEMRNAFHFREE) (TR Lz X 912, ALC-0315 DR TR Sz,

8. FSUVARKR—EF—IZET B1ER
M ER R L

0. BIFHIC & BREE
DR L

10. BEDEREHT SB%E
AR L

1. 20k
AR L
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VIII. &2t (EALDOZESF) ICETHIEE

BEOTEEE
ISFTABE GREM). ST B 5~11 %A R, B BA 4-5) KU ST 4 RIU
B GEEJRMEBA 1. ZEHEBA 4-5)

KEIDFERIZHT=->TIE, HoALHOBEBEERINEEIC, FFICEHT IRHOEIMNRUVLE
HIZONWTXETHALILT, PREFTXEICLIAZEZR/-LTEEST S L., -, FF
EZNARBONFRICIE, BEICHCTFHEEEICEDCBIRGERVBREHEFICEIEREY
&, BE. AROHERFTRICIMESNEBERICOVTIE, RHOFEREEFRSET S &,

AIFTAHTE6 D A~4EA GRIRHK)

AEE. AR TEAXRRBSINEZIOTHY .. KRBRICEVTRAZTERICHEIFEREIB o TS
=%, HERFTRLEISHEFERENEFTH S,

FEIDFERIZH=>TIE, HoMLOWEBEXEINEEIC, FFICEHT IRHFOEMIMERUVRE
HIZDOWTXETHHALLET, PEREFETXEICLHSABELZR/-LTEETS L, T, BF
EZNRBONRICIE, BEICHCTFHEELRICEDCBIRGERVBREHEFICEIEREY
&, BE. FRDOHERFTRICIMESNEBRICOVTIE. RHOFEREEHSEI S &,

1. Z2E5RBELZDOER
REEN TV

2. ERAREZTNDER
EHAIHLE

2. BEFELE (PHEEZZTHILEAEHTHNE)

2.1 O N REE R L TV DH

2.2 EERRBMEBICO N TWD I LN LN RE

2.3 KRHNDOpS % U EE OMBUEOBEEIEDO &H 5 [8.4, 9.1.6, 11.1. 1 ZH]
2.4 FEICHEIT 2 OIEN, PRIHFEEZIT ) 2 E BN Y REBICH HH

<SR >

FRAERRIESS 7 S K OV IR TR RIS 2 SRICH S &, PIHEMAZ T 5 2 0N Y TRWE

ZRLE L7,

2.1 FGRREE R L TV D E~OARFOBEFEILRET 5 Z &,
t% OB E 1, @ 37.5°CLL EAfRd, BRI, A 1T O ARSIk <17

. EFERNCHERIRE AT 2 2 L BARETH D,

22%%&%ﬁﬁ% bﬂOTWé E BB E~ORBNOBFRITRET 2 Z &, BHERBMERE
BUZ D> TV DA, AR ORI T 2 B O ARk, - AFERIC L 52
%f$~®%@#7%1%@
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B, BRAEZTHZENTERWER, THEER] SMEEBIIHDPSTNDLIETHLID, &
HHREBTH->TH, BIEL W CTEDEAITITREEITO Z LN TE D,

2.3 ARAND ATk U FE OISBUE O REEE D 8 5 8 ~OARFOFEMITRET 5 = &, RAIOEHMIC
&0 HE OWBOESEIR 2 BT D AREMED B D, (TVII-5. EE LIRS & 2O 8.4, VI
-6. (1) APHE - S0 H HBE 9. 1.6, VI-8. (1) EARAEISSGE MIHIER 11.1. 1] DHE
)

B BEEEZITH N TERWEL, TEED ] BEIEOCHMEROH LEH TH D=, R,
R LY CEX AL AICITERE L CTEREE2ITY 28T 5, (TIV.2. (1) BRI R OMSN
Hos &) OEER)

2.4 BIRE 2. 1705 2.3 AN CPIHEER AT 9 2 L SR Y 20 RBEIZ & 2 B ~DARK| O BRI TRE T 5

Zb&, BREAEYE X, @0y — 2 EICEREES T D Z 2D,

3. MREXIIRICEET HFE £ ZDER
(V-4 ZRESUINRICBEEST SR 2202 L,

4. RAERUVAZICEET 5 FELZTDER
V-4, BEEROHEICEET I HEE] 22552 &,
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5. ERLGEAMIE L EDER

EHAIHLE

8. EELGLEXRNMIE

8.1 AANT T PRABREEAL] | KO THA o v v A )L A EYRE 2R D B 0O b5 AR 92 i 2
BH) ICHEMLL CHERT D Z &,

8.2 WHHEFEE|COWT, BRI L TIR. MIBROREIC L - TRERRIEZFIND Z &, [9.1 2]

8.3 WHEFEH X ITF OLRER T, $EFEY B IR E B R T, BRI A TERICR D, £,
&@%wﬁﬁ ﬁ_%%b ST O BE OSSO O LA, & HITEEN, S D BH 7o iE
K& B LTEGA IO ERMOZEEZZ T 5 X ) FANCHLE L 2 &,

8.4 vavrs, 77‘74 FTXU—NB LD ZEND DD, BERERNZREUE O B 2B
T o2 2TV, HefdtL — ERFHE . PR ORBEABIET 2 EREE LV, £,
AFNERRIC g v T, TF 7 4 T =00 NS 1O L TE, LB ARFI D
PR IThRVWZ &, [2.3, 9.1.6, 11.1.1 ]

8.5 U U F UBREE G ITHEREL (CTESIC L 2 D RVESE 2 & Te i KBRS & L Coth
DHOLONDZENDD, KM L DB 2R 5720, Bl —ERFMIZEZE ST S8 L
To L CHHEEFER ORBEBIET 52 ENEE L,

8.6 D, DIRANS LD Z LN DT, Pl xZ OIREZ TR LT \bﬁ%\
DERBEEDIARER (MJe, B, To< A, PRIRIREE, SEFELSE) 23300 b5 1T1E,
@%#E@%@@ﬁ%%ﬁéii%w_ﬁ%ﬁé_&oDLL&15LL1&L2§%]

8.7 o F AN AEMT Y P RNA U 7 F o (SARS-CoV-2) G, FT o « N L —JEERE
DHE I TWD, BHEEFER TEORER I L TE, ¥ 72 - SU—EEENEDILD
SR (PUBGERAL D> & AEE D AR ERREL , B DS 720 LIHRSE) 2338 b HE81iX

WCEMFEICHRT L LY, HorUO@BT5Z &,
8.8 AFH| L Athd SARS-CoV-2 (kI 5 T 7 F o OHEMEICET 5T — X L7\,

<figsn >
8.1 ARFNOEEMICHOWCIE [TPREERERMAR ) L DI o a7 oA )V A BYEICFR D RO T

Phiefd S 2iog ) (CHEILS 2 2 &,

LUTICEASEE DR — L= L0544 5 URL Zit#i§ 5,

TR S S LA

https://elaws. e—gov. go. jp/search/elawsSearch/elaws_search/1sg0500/detail?]1awld=333M50000100027
TRABRE IR O — 2 LET 2E B DOAAMITHONT

https://www. mhlw. go. jp/content/000834625. pdf

Bl o v J 0 A )L R RYE AR D R RE O T B I A

https://www. mhlw. go. jp/stf/seisakunitsuite/bunya/vaccine_iryoukikanheno_oshirase. html

.2 PRk 25 4F 3 H 30 HE3E 0330 55 2 5 [PRHHRRILES 5 &5 1 HOBUEIZ X 5 TR O I

WZOWT [CESEHRE LT,

(AN 23, (BB ) L2 272 OIC KREEE 2O T, AR ORI, 2.
TR M ORI K o TR o feiRiE 2 s+ 2 2 &, (TVII-6. (1) AOHE - BEAERESE
DI HEBFE 9. 1] OEHMR)
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8.3 Vg 25 4% 3 H 30 HEEFE 0330 28 2 75 [ TRABEREILEE 5 555 | HOHLEIZ L 2 TR FiE
IZDOWT ] ICEDSXHTEL,

ARFNEEFE S O T O BRGS0, R OLA0IT X 2 BE itk o MBS T & AR E 2 IR
By 7zwolz, #RERE L2 OR#EE I LT, BETLH2L 9252 &,

8.4 = I T 4k GEIRKER) OUEsMII T 2 HFF A % ITRGERFTHR DL EMEEHR T, v a v
TGt T 7 4 TFXU—DRRBOLNTNDZ ENLERE Lz, BRI EEE OB RS 12 B
THMBZEH0IATV, R ER R, EREEE OREZBET o801l BRENRREOS
NGB ITITE O R LEZITO 2 &,

BB, ARORSCE S TT T 747X —2R I LI R DIE~OARBIOBRILHET S Z &,
AFN OB L0 FREOIER 2B D RN H 5, (V-2 Z2oNE &2 OHEH 2.3, VI-6.
(1) AOHE - MEERSOH HHBE 9. 1.6, VI-8. (1) FERARBISIG & FIHPER 11. 1. 1] OIESMH)

8.5 U U F L PEREE % TR \ S HEFNC X 2 DIRVERG 2 & e A kR R g & L TR b
LONDIENH D, KL DA ERET D720, L —CEEMITESEDL R E Lz LT
BRE OREABIRT L L,

8.6 EAKNEIMIEBWTa I FT7 ¢ vk (EFER) ZEfE%ZIC, DR, DIERSHE S TY
HZ e, M EORELZSET LIEBMIEZ1T 9 £ 5 BABEES - AIGHA REERL 2%t
RAREBAMA R Sz, GEMIE TVII-12. (1) ERRMEAICES IEH 15, 1. 1) O <fifii >S5 H)
DR K VLR Db AR (Mofa ., B, Te< A, PELANEE (B LV, BOl) . SEFEL
(R ATV, R 23RN 28) 12D\ C, ERERN s 32 OREZ I b E 5 L3k,
FBEDNRO SN GEITEHONCEROBEEZZ T A X HmET 52 &, (IVI-11. (1) HEKRZE
FOis & MR 11, 1.2, VII-12. (1) ERREEAICIE-S IE# 16. 1.1, 15. 1.2) OIHSM)

8.7 2022 4 6 H 10 H Bl DJZA 584 55 80 MR AR PR #ES TR - U 7 F U RSB RO
s B 4 AEEEEE b AR - B RS KBS BSERNEL AR RS2 A KA
DIBNT, ¥ « RU—JEERIZOWT, a7 o ik BFRR) 25ant A LR
Effiy U2 RNA 727 F 2 (SARS-CoV-2) HEFERZIZEEWEFIOMENH D Z &L KON, BbilbiE
DD LN GEITIE, BEHICERMEIZHERTS2L5, 60Ul 5 2 & 2R
DN D LB SIERE Lc, 2 X7 ¢ i 5~11 5% (EEJRER. &I BA. 4-5), = 3
FT 46 m H~4 50 GRJRRR) K OV= 27 ¢ RTU fBvE GEEJRER /BA. 1. ACJFERBA. 4-5)
IZOWNWTH, oz oA L 2ERM™T Y P2 RNA U 7 F 2 (SARS-CoV-2) ITI1T Dk %
B E x| [FEROFEBWMLRL 21T 5 LERH 5 &R S ek E Lz,

8.8 = I T 4k GEIEMR) . =27 ¢ ik 5~11 M GEJERR, EJREBA. 4-5), K= 3
77 4 RTU i GEJRERBA. 1, &K BA. 4-5)

AHKI &M SARS-CoV-2 IZxtT 5T 7 F o O BEWPEIZET 27 —Z1I7R0DO T, REIOHERE L
AL, 2RIBOBERELARIZFEHLTTHZ L,

AITT A FHE6 » H~4 M (GEJRER)

AKI & MD> SARS-CoV-2 IZxfT DT 7 F o O HEMNEIZET 27 — 213720 T, KEIOEEFREE L
TS EIE, 3EIE b ARKZHHREST L L,
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6. RENDEREHIHBEHICHT IR

(1) AHHE - MEBEFOHDHEE
EHAIHLE

9. HEDERZEITHEICET HIE

9.1 HEEIEE (EEOHEZITIICEL. FELZETLHH)
BHAFEE DR OWT NS T 5 ERO LN HEIE, BERELAOREZHIE L., 2%
B ORI 15 O Wr 2 B ATV ., PR O LM, BIG. A RSOV T4 725
ATV, ABZMEICHZET, BELTEMETSZ L, [8.2 2]

9. 1.1 fuBERZEZZ T TLSE., M/MMRBMEX ILEEREEZET HE
AKX ERH LD Z R b 5,

9.1.2 BEICREFRLEODEZHNEINTLEIERVEREBICARERELREEDENNDLE
ABN T DRI EIME T35 RN B D,

9.1.3 DIEMEREE. BEAER. AR, MAKERE. REEEFOABKEZETHE

9.1.4 FHHIEETEE®R 2 BUNICRBDAON-ERUVEEMRBED T UILX—%5E5E
REZELLZENDHZE

9.1.5 BRICEZDOBREIOHSE

9.1.6 AFIDEAICH LT, PLILX—%2ETH8TNhDHSE
[2.3, 8.4, 11.1.1 &R]

< i >

9.1.1 MY X7 HKRICHEEAET HHEEREE O, HIRWEREEZ O Y A 7 & F/NRICH
25720, HANERT 7 F U FICERO — R/ EEMRE & L TRE LT,

9.1.2 AL 25 4F 3 H 30 HAEFE 0330 25 2 5 [ TPH4EFEVES 5 565 1 HOBUEIZ L 5 PRiEFEDE
MEIZDOWT ) IZEEDE, VI F U REIBEOTEEM®E L L CRE LT,

Z DX D IR IR, AFNSH T AR A ME T D REEMERN H D L AFINHE LTND
SARS-CoV-2 1T X DIEYLIED U A 7 Z g/ NMRICT B 7O DR E Z ke L Tk U DM ERH 5,
9.1.3~9.1.6 Rk 254 3 H 30 B3 0330 55 2 5 [ PRABEAIES 5 555 1 HOBEIZ L 5 T

BREOFEIEIZOWT ICHESE, UV F U EROEERE S L TRE L,

(2) BHReEEEERSE
ERAIHLE

9.2 BHEEEEZHT FE
ERHEEEE TH 5,

<R >

Wk 25 4F 3 A 30 HEESS 0330 25 2 5 [ TRHEEREILEE 5 550 | THOBLUEIZ K 5 PRAEERE O Ehiic >
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O EBARIRICREHEER VEERREERE &
AT TAEE (BIRK)
04591001 BAER IS & (T HEIRMS (16 mEAE)

FEBLHIE (%)
BSOS OMSE | HF AFN AR 7T AN
[E1E~ o I AT FHK Grade3 LA EY | FHfsiEL FRAER Grade3 LA |Y
BESTEBATIER 1 4,093 3,186 (77.8) 28 (0.7) 4,090 488 (11.9) 2 (0.0)
2 3, 758 2,730 (72.6) 33 (0.9) 3, 749 372 (9.9) 0 (-)
Iy 1 4,093 1,700 (41.5) 35 (0.9) 4,090 1,172 (28.7) 14 (0.3)
2 3, 758 2,086 (55.5) 143 (3.8) 3, 749 756 (20.2) 16 (0.4)
GEE 1 4,093 1,413 (34.5) 25 (0.6) 4,090 1,100 (26.9) 22 (0.5)
2 3, 758 1,732 (46.1) 76 (2.0) 3, 749 735 (19.6) 19 (0.5)
%5 P9 1 4,093 738 (18.0) 14 (0.3) 4,090 398 (9.7) 5 (0.1)
2 3, 758 1,260 (33.5) 63 (1.7) 3, 749 260 (6.9) 4 (0.1)
GiE S 1 4,093 434 (10.6) 9 (0.2) 4,090 203 (5.0) 3 (0.1)
2 3, 758 1,114 (29.6) 62 (1.6) 3, 749 125 (3.3) 0 (-)
R 1 4,093 406 (9.9) 7 (0.2) 4,090 247 (6.0) 1 (0.0)
2 3, 758 772 (20.5) 27 (0.7) 3, 749 170 (4.5) 5 (0.1)
BN ) 1 4,093 111 (2.7) 8 (0.2) 4,090 27 (0.7) 7 (0.2)
2 3, 758 512 (13.6) 32 (0.9) 3, 749 14 (0.4) 3 (0.1)

)BT HFEICL VI L2flE b)) EIEED [EE (HEIEEhZGIT5) ] Ui kEE L THESNIZHR
c) 38.0°CLLE, 38.9CEMA-HEIT, HIAEENFEE (Graded) LAEL L7z

04591001 EXERIZH 1T B BIRG (12~15 %)

FEBLHIE (%)
BSOS OMSE | HF AFN AR 7T AN
(eI~ o AT T ERAER Grade3 LA EY | Al HLEARR Grade3 LA |Y
BESTEBATIE TR 1 1, 127 971 (86.2) 11 (1.0) 1, 127 263 (23.3) 0 (0.0)
2 1, 097 866 (78.9) 7 (0.6) 1,078 193 (17.9) 0 (0.0)
97 1 1,127 677 (60.1) 15 (1.3) 1,127 457 (40. 6) 8 (0.7)
2 1, 097 726 (66.2) 26 (2.4) 1,078 264 (24.5) 4 (0.4)
GE 1 1,127 623 (55.3) 11 (1.0) 1,127 396 (35.1) 9 (0.8)
2 1,097 708 (64.5) 22 (2.0) 1,078 263 (24.4) 1 (0.1)
£ P9 1 1,127 272 (24.1) 2 (0.2) 1,127 148 (13.1) 0 (0.0)
2 1, 097 355 (32.4) 6 (0.5) 1,078 90 (8.3) 2 (0.2)
G 1 1,127 311 (27.6) 5 (0.4) 1,127 109 (9.7) 2 (0.2)
2 1,097 455 (41.5) 20 (1.8) 1,078 73 (6.8) 0 (0.0)
R 1 1,127 109 (9.7) 1 (0.1) 1,127 77 (6.8) 0 (0.0)
2 1, 097 173 (15.8) 4 (0.4) 1,078 51 (4.7) 0 (0.0)
BN ) 1 1,127 114 (10.1) 11 (1.0) 1,127 12 (1.1) 2 (0.2)
2 1,097 215 (19.6) 25 (2.3) 1,078 7 (0.6) 1 (0.1)

)BT HFEICL VI L2flE b)) EIEED [EE (HEIEEhZGIT5) ] U kEE L THESNIZHR
c) 38.0°CLLE, 38.9CEMA-HEIT, HIAEENFE (Graded) LAEL L7z
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4591001 EXERIZ & 175 3 BIH EEERDEIRIE

FBUBEE (%)
_ ; U A K BE R R
BRSO | BV e 0 T 944 fk | Grades LY
TS 3 289 240 (83.0) 1 (0.3)
957 3 289 184 (63.7) 13 (4.5)
GIEgR 3 289 140 (48.4) 3 (1.0)
5 P9 3 289 113 (39.1) 4 (1.4)
I 3 289 84 (29.1) 3 (1.0)
R 3 289 73 (25.3) 1 (0.3)
BN ) 3 289 25 (8.7) 1 (0.3)
U v EE @ 3 306 16 (5.2) 1 (0.3)

a) BFHEICEIVFHE L= (U o REIEEERL)
b) EIEED [EE (HEEEHZF5)] UlE LTHES-FS
c) 38.0CLLE, 38.9CEMAHLAEIC, BREENFEE (Graded) LLE& L7z
d) TEE GREREESRE O OMIEZBEE IS 5) ) LLEOEEIC, EEENEE (Grade 3) LLEE L

04591005 FRERIC & 1T D BIRIE

FEUIE (%)
BIFOS ORI | B A FN AR 75 b AN AR
[EIE= FHLK Grade3 LA |- # HERAK Grade3 LA |- #
e SRRz 2] 1 103 (86.6) 2 (1.7) 1 (2.4) 0 (-)
2 92 (79.3) 2 (1.7) 0 (=) 0 ()
e 1 48 (40.3) 1 (0.8) 4 (9.8) 0 ()
2 70 (60.3) 4 (3.4) 1 (2.4) 0 (=)
GHE 1 39 (32.8) 1 (0.8) 6 (14.6) 0 ()
2 51 (44.0) 2 (1.7) 5 (12.2) 0 (=)
7 PR 1 17 (14.3) 0 (-) 1 (2.4) 0 (=)
2 19 (16.4) 0 (-) 0 (-) 0 ()
HEE 1 30 (25.2) 1 (0.8) 2 (4.9) 0 (=)
2 53 (45.7) 2 (1.7) 1 (2.4) 0 ()
R 1 17 (14.3) 1 (0.8) 2 (4.9) 0 (=)
2 29 (25.0) 1 (0.9) 0 (=) 0 ()
HEY 1 17 (14.3) 0 (=) 0 (=) 0 ()
2 38 (32.8) 1 (0.9 0 (=) 0 ()

a) FIEED [EE (BFESE20HT5)] Db L THRESNT-FEL
b) 37.5CLL I, 38.9CEMBx -HAI1C, BIEENEE (Graded) LLEE L=
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ASFTAFES~EA GEIRKE)

(4591007 HERIZ B 1+ B EIRIG
FHBIE (%)
AR T O R Bt _ AFN AR _ 77 AR
Ul | R FHEAK | Grade 3DLE" | FHAIMIE Y FRER Grade 3 LI 1P
ESEALE TR 1 1511 1119 (74.1) 4 (0.3) 748 234 (31.3) 0 (—)
2 1501 1065 (71.0) 5 (0.3) 740 218 (29.5) 0 (—)
igeat 1 1511 508 (33.6) 4 (0.3) 748 234 (31.3) 1 (0.1)
2 1501 592 (39.4) 11 (0.7) 740 180 (24.3) 1 (0.1)
GERS 1 1511 339 (22.4) 2 (0.1) 748 180 (24.1) 4 (0.5)
2 1501 420 (28.0) 3 (0.2) 740 138 (18.6) 0 (—)
ik 1 1511 137 (9.1) 1 (0.1) 748 51 (6.8) 0 (—)
2 1501 175 (11.7) 1 (0.1) 740 55 (7.4) 0 (—)
e 1 1511 70 (4.6) 0 (—) 748 35 (4.7) 0 (—)
2 1501 147 (9.8) 2 (0.1) 740 32 (4.3) 1 (0.1)
RA &R 1 1511 50 (3.3) 0 (—) 748 41 (5.5) 0 (—)
2 1501 78 (5.2) 0 (—) 740 27 (3.6) 0 (—)
FEEL 1 1511 38 (2.5) 3 (0.2) 749 10 (1.3) 1 (0.1)
2 1501 98 (6.5) 9 (0.6) 741 9 (1.2) 1 (0.1)

) BT HEKIC X 0 3 LBk

C

a
b) FIEEN [EE (BFESHE20T75)] Db L THRESNT-FELR
) 38.0CLLL, 38.9CEBAT-HEIC, BIEENEE (Grade3) LALE L7

C4591007 HERIZH 1T+ 5 3 BB EEZRDEIRIG

FHHIE (%)
_ ; U A F AR
BIRISORR | B —mre 0 T fig 4tk | Grades BLEY
PRI R 3 371 274 (73.9) 2 (0.5)
i 3 371 169 (45.6) 7 (1.9)
SHE 3 371 126 (34.0) 3 (0.8)
AT 3 371 68 (18.3) 0 (=)
e 3 371 39 (10.5) 1 (0.3)
SISk 3 371 25 (6.7) 0 (=)
FEEN ) 3 371 25 (6.7) 3 (0.8)

a) BT A L0 L 5%k
b) BEAEEN [EE (AEEDEZYITS)] Db LTHRESN-F%
c) 38.0°CLLE, 38.9CAEMA 7-HEIC, BIEENEE (Grade3) LALE L7z
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AIFTA4HE6 nA~4EA GRIRK)
4591007 HER I K T HBIRIG (6~23 1 A)

FHBIE (%)
AR T O R Bt _ AFN AR _ 77 AR
T k| R FHEAK | Grade 3DLE" | FHAIMIE Y FRER Grade 3 LI 1P
PR R 1 1159 192 (16.6) 0 (=) 591 66 (11.2) 0 (-)
2 1137 171 (15.0) 1 (0.1) 590 50 (8.5) 0 (-)
3 362 58 (16.0) 0 (=) 170 20 (11.8) 0 (=)
RARIHER 1 1159 257 (22.2) 3 (0.3) 591 125 (21.2) 1 (0.2)
2 1137 252 (22.2) 4 (0.4) 590 106 (18.0) 1 (0.2)
3 362 73 (20.2) 4 (1.1) 170 23 (13.5) 0 (-)
fEE AR 1 1159 313 (27.0) 2 (0.2) 591 173 (29.3) 2 (0.3)
2 1137 271 (23.8) 4 (0.4) 590 125 (21.2) 1 (0.2)
3 362 72 (19.9) 1 (0.3) 170 22 (12.9) 1 (0.6)
Zy R 1 1159 593 (51.2) 7 (0.6) 591 279 (47.2) 0 (-)
2 1137 539 (47.4) 7 (0.6) 590 240 (40.7) 5(0.8)
3 362 158 (43.6) 1 (0.3) 170 64 (37.6) 0 (-)
RN 1 1173 85 (7.2) 20 (1.7) 595 43 (7.2) 7 (1.2)
2 1147 85 (7.4) 24 (2.1) 591 36 (6.1) 7 (1.2)
3 365 25 (6.8) 6 (1.6) 170 10 (5.9) 1 (0.6)
a) B AEEIC IV FHE L=k
b) HEIEEN [EE (BEFEHEZIT2)] Db L THESN-FSL
c) 38.0CLLE, 38.9CAEMMA-HEIC, BIEENEE (Graded) LLEL L7z
(4591007 HERIC B (+ B EIRE (2~4 %)
FHBIE (%)
s O Bt _ AKI PR _ 7T N
ol mEsk | e HLAE | Grade 3LLEY | FRAMHILL ) FLAIR | Grade 3LLEY
ESEALE R 1 1814 559 (30.8) 0 (=) 905 186 (20.6) 1 (0.1)
2 1772 550 (31.0) 0 (=) 877 178 (20.3) 1 (0.1)
3 547 146 (26.7) 0 (=) 262 35 (13.4) 0 (-)
it 1 1813 539 (29.7) 6 (0.3) 905 277 (30.6) 5 (0.6)
2 1772 456 (25.7) 8 (0.5) 877 201 (22.9) 3 (0.3)
3 547 134 (24.5) 2 (0.4) 262 57 (21.8) 0 (-)
IEp R 1 1813 81 (4.5) 0 (=) 905 44 (4.9) 1 (0.1)
2 1772 81 (4.6) 0 (=) 877 36 (4.1) 1 (0.1)
3 547 27 (4.9) 0 (=) 262 11 (4.2) 0 (-)
P 1 1813 43 (2.4) 1 (0.1) 905 15 (1.7) 0 (-)
2 1772 46 (2.6) 0 (=) 877 21 (2.4) 0 (=)
3 547 11 (2.0) 0 (=) 262 4 (1.5) 0 (=)
e 1 1813 41 (2.3) 3 (0.2) 905 22 (2.4) 0 (-)
2 1772 53 (3.0) 0 (=) 877 23 (2.6) 0 (=)
3 547 18 (3.3) 1(0.2) 262 7(2.7) 0 (=)
R 1 1813 14 (0.8) 0 () 905 18 (2.0) 0 (-)
2 1772 24 (1.4) 0 (=) 877 9 (1.0) 0 (=)
3 547 7 (1.3) 1(0.2) 262 2 (0.8) 0 (=)
FEEN 1 1824 95 (5.2) 14 (0.8) 909 48 (5.3) 8 (0.9)
2 1779 88 (4.9) 21 (1.2) 878 46 (5.2) 8 (0.9)
3 552 28 (5.1) 4 (0.7) 262 11 (4.2) 3 (1.1)

a) B AT L0 L5k
b) BEAEED [EE (AEEDEZYITS)] Db LTHRESN-F%
c) 38.0°CLLE, 38.9CEMA 7=HEIC, BIEENEE (Grade3) LALE L7z
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23774 RIUFEE GEIR¥BA.1)

C4591031 sXE&H JHER E (CH 1+ B BIRIS
FEHBH (%)
bRl ARHI R RE a7 e GEJFAR) BERERE
MRISORE | o | R | it | Grade 0LEY | BREEBIECY | #RAME | Grade 3LLEY
TESAL SR 1 301 175 (58.1) 1 (0.3) 298 179 (60. 1) 1 (0.3)
7 301 148 298
1 (49. 2) 5 (1.7) 135 (45.3) 1 (0.3)
GIEbE] 301 101 298
1 (33.6) 1 (0.3) 79 (26.5) 1 (0.3)
5 P T 1 301 67 (22.3) 0 (=) 298 59 (19.8) 0 (=)
HESE 1 301 39 (13.0) 0 (=) 298 49 (16.4) 0 (=)
RAi 1 301 34 (11.3) 0 (=) 298 27 (9.1) 0 (=)
FEEN D 1 301 15 (5.0) 4 (1.3) 298 11 (3.7) 0 (=)
a) SARS-CoV-2 U7 F > & LC 4 [0l A
b) EBEEIC X0 L =%
o) EJEEEN [HE (AEEHLT5)] ke L THESN-5%
d) 38.0CLLL, 38.9CHEBAT-HEIZ, HEIEENEE (Grade3) LILE L7z
J=+7« RTUGE (EIR#.“BA. 4-5)
04591044 HERIZ B 1T B EIX I
FEHE (%)
12~17 7% | 18~55 ik | 55 mikH
By a7 ¢ RTU e GEEJFERE,BA. 4-5)
BISE O R =] %% ﬂﬁﬁ A Grade 3 ﬂzﬁﬁ A Grade 3 ﬂﬁﬁ A Grade 3
@% FRAER LD @ﬁ HLAR LY @g LR LY
FESFFRALE S 75 1 81 B 59 -
1 107 (70. 1) (0.9) 102 (79. 4) 0 105 (56.2) 00
%t A 107 72 0 (=) 102 64 2 105 41 1
(67.3) (62.7) (2.0) (39.0) (0. 1)
GEE 107 54 0 (=) 102 45 105 31
1 (50. 5) (44. 1) 0 ©29.5) | ° ©)
i AT 107 28 0 (=) 102 32 105 21
4 (26.2) (31.4) 00 (20. 0) 00
e 107 25 0 (=) 102 15 105 13
4 (23. 4) (14.7) 00 (12. 4) 00
RA i 107 13 0 (=) 102 17 105 12
4 (12. 1) (16.7) 00 (11.4) 00
FEEL 107 10 1 102 105
4 ©.3) 0.9) 5 (4.9) 0 () 8 (7.6) 0 (=)

a) B AT L0 L 5%k
b) BEAEED [EE (AEEDEZYITFS)] Db LTHRESN-F%
c) 38.0°CLLE, 38.9CEMA 7=HEIC, BIEENEE (Grade3) LALE L7z

9. BRRRERBRICRIFIEE
FBE STV

VIII. 24ttt (EH EoEES)

WZBAT 5 IHE

85



10. BERE
BE STV RN

VIII. Z4ME (EH EodrEss) 1+ 4HEAE 86



1. BRLOIE
ASFT48F GERK)

14. BALDEE
14.1 EXFRAEBFOIE
14.1.1 REHZE
(1) AERE
AFNF-90~-60°C7> 5H-25~-15CIZ L, —256~-15CThcd 14 HIEMRIET A Z LN Tx
Lo 7B 1LENCERY . FE-90~-60CICRE LIRGFTHZENTE L, WIThOLELHER
MR 2 2 &,
Q) PBRE
AF & iR (2~8°C) T HHA1L, 2~8CT1 » HERGETLZZ N TE S, &
B, MHZIIHOHEE T, AERNICERT 52 &,
14.1.2 BEFE
(1) IR THRRT 2581, MR OERZ 2 FERLAINICIT S 2 &
Q)R DOBRIT, BEANRHIC L 2T L R/ RICIMZ S Z &, B AR OEMRD Y75
RN EHICTHI L,
Q) FRHZITHHE L 72N &y
14.1.3 FRA%
() FARENCREICE L TR 2 &,
Q) AANIRFE 2 E £V, BIEICHZ > TIMEARA LWL S TEETDH I &,
B) ARAND A T M HRERRASHER 1.8nl 21z, AEOY—RiEil/kbETP-L< D L
HRENRMT 52 L, IRVIBERNT &,
(D) FmRATORTACDWRL T2 ETe 2 LD D, FRBITHKBL 703780 LN D562,
LN &,
(5) A% OWRIE 6 [y (18] 0.3nL) 267 5, 7 v NARY 2 — 007 0 ERE X
THEEEA L5E, 6 MO0 ERIRT 2 2 ENTE 5, AR R EF M OVESE % %
A L7=%E. 6 BIHOBEMYZHINTEX 72N ERH D, 18] 0. 3nl 28T 720
A RERIEIBEEET L2 L,
(6) AR DIRIT 2~30°CTIRAFE L, IR 1% 6 FERILINICEER 32 2 &, #fR% 6 RELINIC
R LR TRRITFEET D L,
(D F B RAFOBRCIX, ENBIIC L 2BELE 5/ NRICINZ 5 2 &, B B LR OSSR
AR ST AN G e R T
14.2 EXREEROIE
14.2.1 SRR LTEAREONSA T GEFEE 0. 3mL 200D . ki -0 anenZ L& H
HACHERTDHZ L, RENRFBOOLNDIEHRIIEH LN &,
14.2.2 %, =AMICHRNNERET L2 &, 8RN, KN, K T~OERII I ThRn2 &,
14.2.3 Hfk - RS~ DRBELZBET D720 FRROMIEETH 2 L,
() FHEIFFHANBEREICE D E ST, s H 2 DIXFICBE LWL 5, SmmEs
WZxt LGt et RARET S Z L,
Q) MR EATEAL AR T B 2 &)
) EHEERIA LT & x| B OFF ZRMIROMEN A b GAIXE BICEH 2 hE, 36
PLENPZTERNTDHZ L,
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<SR >

RHFNOFHEERG K ORI CBE T 25723, 77 AV —Flan oM VAU 7 F VU ERNESE
HEHAY A b (https://www. pfizer—covidl9-vaccine. jp/) W D7 F L OBV FV] 1[2Hg#k LT
W5 THROBOGHIAEER 12HDDT, ERICY > T THRTHZ &,

£l BAETGMER— L= L0 D= v J 0 A L ZRYUEIZAR D BRI 0[5 78E 52 fi 22 58 |
Bt T = a T 0 A 0 ZAEGUEICAR D PR O LRI 2 F51& ) 22952 &,

14.1. 1 -256~-15CIZBIT 2L EMERBOMSRICESE, (DHERE LT,

AH % -90~-60C TORIFEN H-25~-15CTORIFIZE L, 26~-15°CTHE 14 HIMMR
FTDHILINTE D,
AHN % -26~-15CTORTE BEELET) ICEFE LEE., £0% 1EICRY . -90~-
60CTORIFIZET Z ENTE D,
-26~-15C TCOMRGFMIR (& 14 BHRE) 13, -90~-60°C GEIKIRMHUE X IXELER) 22D
—26~-15CIZB LT HD L oA Ch 5, AR X 0 -25~-15C TAAIDTE
2 T B R 1, 7 FEARTIEERE i E% 12 C-90~-60°C (RBAEGIE 75 VR e S I X B os4%)
DO H U7 B R OB ERORTFIEEZ#ERT D2 L,
AR -26~-15CCOMRTHIR (WE 14 BR) 12X, BEYMLEEN 5,

F7o. 2~8CITBIT D LZEMRBROBIMFERDHTONTZ &b (2) HERE LT,
A 2 e (2~8C) THEHRT 2356, Wik (2~8C) TORMEIL 1 » HRRIFTRETH 5,
—EEMR L2356, I LenT &,
BRI T 52 &,

14. 1. 2 (1) REN ORI O EMRER (2~8C KON 30°C) OFEHE, WEOEITRD L2 Tz,
DT ENG, REIOMHR L OHERE COMMZ, iR TOMBOEEIT 2 RN &R E L
7=

14.1.2(2) FRATO 2~8C TORLERE, MO BENAT AT T, A 7V 2 BHEITHFE ) B H
U CHENATICIRE S8, EBEOMAKFEFECL O REEE2 a1 — ML, £, 20D
SOCOIRIFICB VTS, ENBIICRE ST CHEM Lz, TORE., WEICEITRD b
Molz, LnL, REIOFKICKT HRBOFMERD 2B/ TRV b, RO
Bix TS L AIRE 2 B/ NRICINZ 5 2 &, EH AR OEMRN Y- 50K 12T
HT e ERELT,

14.1.2(3) AFNOFHAER O EMEITHER TE TR, HREIIFBH TR0V, HEK/x<
NGNS X ORISR D 2 b,

14. 1.3 AAIOFHROBEIE, L) ~MICR#E LS+ EE L CHERTL 2 &, B, (D~
(MIZ2NTIL, BLFICHiR T 5,

14.1.3(4) #RETO ARORRI 71X, BANCE 25 RNA LOIRE TH 5 Z E R ER I TV D,
Fo, BRI TIXABEEER CHART 2 Z L THEAT S Z & LT OA I XY AIOMNEIC
EOWRRWIZ EEMER LTS, AR CAIR L7 IRICHR 7235380 eV 2 & & i
L7z ETEERA L., R 725D bG8 3R Lan s &,

14.1.3(5) BEEEABROER, T FARY 2— A0 2 WERH TERNFE 26 H L2568, &
RED 1 XA TADE 6 [\ ORNAFETH D Z LITMRBEATH D, 725, 6 [ H O
ST OEIURFIZ 18] 0. 3mL ZERELTE oW GE, RRITFEET L Z L,

14.1.3(6) AKI O « 75R% O EMRER (2~8CKRN30°C) DOFEREICHSE | 7Ri% 6 B
WICERTHZ & & L, ARt 6 RERILAPNICEE R Le o 7RI T HEET 5 2 &,
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14. 1. 3(7) AHIDOFIT T 2 B BORMFE RS T3 I2FGonTW RN L b ARED /1 T L
DOIRIFOERIC S TENRIIC L 2BTEL2 R/NRICIMA 5 2 &, B H AR OEINEN Y- 5 7
WE2IZTHI L, ERELTL,

14.2.1 SRR LFREDO AL TN EME 030l 280, ki +oEanenZ L2 A
THERTDHZ L, BRENPRBOOLNDIGEIIFHEHA LN &

14. 2. 2 i ANBERE LIS OB G (FRIRN. 2N, BT ~O#FE) (2B 2 EEEIX, R

OBEBEG AL L, WEMERHEZHEET 2 700N B e DR E Lo EEEERE Ch
DI-ORE LT,
14. 2. 3 — )72 i W INEERERE O FHICBI 3 2 skt & L CakE L7,
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et (EA EomEs) (BT 5EA 89



JASFT4HES~1 B GERk. &R BA. 4-5) RUIF+T48E6 n A~4mA GIEK)

14. EHELDEE
14.1 EFFARBOIE
14.1.1 BEFE
() WEE (2~8C) MIT=HIR CTHKT D Z &,
Q)RR OB, BNBIHIC X 2BELER/NRICINZ S Z &, BEH BEROEANRR Y- 5
PNk SIcT AT L,
14.1.2 BEROREERE
(1) fR B2 13 m a7, AN ER T2 2 &,
(2) EJE (2~8°C) T T DAL, 2~8CTI0BEBMRET L Z LN TE D,
(3) IR TR T 2 BE1%. FRBREAEED O 24 FERILIN (—EESF %001l L 7= % O %2 5 Tr) 1T
BTz L,
14.1.3 FWRA%
(D) FRENCEIRICE L THL Z &,
Q) AFNIRITFEZ & oW Tod, BEICH T > TIMFENERA LW E Y TEETDHZ &,
(27 o B 5~11 50 GEEJERE, IR BA. 4-5))
) AFN DA T M HREFAERR 1. 30l 2Nz, AROY—RiEICRbETP-< D &
IRENRfT 52 &, IRVIRERN &,
(ZIFT 46 » H~45M (GEIFEK))
) AAFN DA T M HREFAERR 2. 20l 21z, AROY—REICRDETP-L< D &
IRENRfT 52 &, IRVIRERN &,
(D) TG IOWR F AR B0 T L D30 D, ARYLRLA DD DILDEAITE, LN &
(5) A% O 10 [EHEFESr (1181 0.2mL) 2 HT 5, 7 KR U 2— L0070 ERE L
WRERFE 2R L72A, 10 [ 28 5 2 &N TE 5, MU 72 15T M OVE S 2%
ERER LI25A. 10 B HOBERE G ZHICE VN2 X355, 1H 0. 2nL ZE8RETX 720
Bt. BREIIFEET L L,
(6) FBR% DKL 2~30°C THRAE L. 7% 12 BRI+ 5 = &, AR 12 B LN
WEEA Lo IiRITEIET D 2 L,
(D FARBRAFOBRCIX, ENBEIIC L 2BHE L2 5/ NRICI A 5 2 &, B B LR OEESR
NN ST AN N e - TP
14.2 EXIEEROIE
14.2.1 SRR LTEAREO AL T GHFEE 0. 2nl Z2H00 | bl oA anenwZ &2 H
WTHERT DL, BEPBOONILGAIIERA LN &,
(2 X7 ¢ Fd 5~11 5k GEEJRAE, EJREEBA. 4-5))
14.2.2 %, =AMHICHRNERET L2 &, 8RN, BN, K~ ThbnZ &,
(2T T 16 » H~4 M GEJRIR) )
14.2.2 @&, =AM UXRBRATIMARTIZ, 1 SR I KBRATAMAUERIC AN NEERE T 5 =
Lo BRI L2V & F BRI, BN, R TR L IThR N b,
14.2.3 #fk - PR A~DRBE LT D72 FRRDOEICEETH 2 L,
(D) #EIIFHANBERICE SR ST, HlfCmEH 5 DIXFICBEZE LRV L 5, S
WZxt L CHEb st RARET S Z Ly
(2) FfR I TINL 2 WE T 5 2 &
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B IEHEZRIA LI & &, PR OHF ZLMBEOWFRH BNIZGEITEDICE 2k &, &
MM THENTLZ &,

<N >

14.1.1-14. 1.2 2~8CK U 30°CRIHE TCOREMRBMOFER NS, REZHE LT, AAIOFHK
BOZEMIIHGE TE TRV, FRZIIHEBH TE 200 T, BEKR Vvl s X 9 3
W7z tTH 2 &,

14. 1.3 AFOFROEIT, Efg (1) ~ () IS LRI HEBRLTHRTL 2 L, 22k, (4
~ (7) 2o\ Tk, LTI T 5,

(4) FRETO ORI 1T, BANCEENDRNA K OIEE THH Z EHL T\, 72, %
K I AEPRRE CRIRT 5 2 & TIHET 5 2 & MR F+oAHEIC L 0 8K 0 SEISE VR
WZ EEER LTS, APREER CHIN LRI TR0 bW Z AR L7- BT
fER L., MR F2BO LN EIERH LN &,

(5) BERAERBROMER., 7 FARY 2 — 20072 W EFE UXENFE 2 L2546, fRko
LA TG 10 B OB FRETH D Z L ITERFEATH D, 728, 10 [B] H OFEFESY D
HBURFIZ 1B 0. 2ml 28R HUC & 7o WA, FREITFEET 5 2 &,

(6) AAKIOMEH « A% DL EMERER 2~8CRU30C) DFERICESE, HPEZ 12 FERILINIZ
T2 L Lz, flRik 12 BRI L o iR I T RIS S Z &,

(1) REIDOINT kT D EBOFMAE RS HHF LN TN L | FRE O A TILOLRAF
DOEIZY TENBIHIC L 2BRTEE2R/NRICMZ 5 2 L, EH B L OERIMEN Y =520 K9
T 52 &) ERELL,

14.2.1 SRR LIeiRE O TV BEERER 0. 2mL ZH0D | R 08 @i 22 L& B
THERT D2 L, BREPRRBOONDIGEITMEA LWV &,

14. 2.2 FRWNEERELIAN O 5088 (RN, 2N, 2T ~OHFE) 12T ARk L, ERIY
TOBEEZBGIE U, WIEME A 2 HEE T 5 72 DI LB R AR E Lo REEREERETH
HIZDETE LT,

14. 2.3 —MAY 72 il W INEEFEIRF O FEIZ B4 21 EME & L CRRE LT,
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a5 7« RIUFE GEIR#RBA. 1. #EiR#¥kBA. 4-5)

14. EHELDEE
14.1 EFFARBOIE
14.1.1 ERE

() WEE (2~8C) MIT=HIR CTHKT D Z &,

Q)RR OB, BNBIHIC X 2BELER/NRICINZ S Z &, BEH BEROEANRR Y- 5
WL T BT,

14.1.2 BEROREERE

(1) fR B2 13 m a7, AN ER T2 2 &,

(2) EJE (2~8°C) T T DAL, 2~8CTI0BEBMRET L Z LN TE D,

(3) IR TR T 2 BE1%. FRBREAEED O 24 FERILIN (—EESF %001l L 7= % O %2 5 Tr) 1T
BTz L,

(4) —E# 2R L72%iE, 2~30CTRIFL, 12 FERLINICERT 5 2 &,

(5) —BESF &R L7=1%. 12 BRRALLPICEE ] L2 o TR IS 5 = &)

14.1.3 A& AE

() AANIRIFE 2 E 20z, BIEICHTZ > TIMERARA LWL S TEETDH Z &,

Q) HEOE /2RI D E TP Y CEEIRNTHZ &, IEVRERWI &,

) IRFIT DHIORITA ORI+ 2G5 Z LN B D, IRFBICHRL 258D b HE1C
W, A LZnZ &,

) ARFKID 1 34 7L 6 [BHERESY (1A 0.3mL) 28T 5, 7 v RAR U 22— 070 E
SHEFTERFE 2 ER L25E, 6 B2 25 2 LN TE 5, SRR &R OYE
FESEEERLZ5E, 6 BIEOBEFESZHRITE 2N E03H 5, 118 0. 3nL Z8HT
TRWGA, REIIEETLI L,

14.2 EXR|ZEEROIE

14.2.1 AHFNZRTU (Ready To Use) RIFITHD Z b, REPIHEMT 52 L, ERICEL
ToSA TN HEEFER 0. 3mL ZHLD | SR P @R L2 B THRRT 2 Z L, BER
ROLNDEAITHERA LN &,

14.2.2 @5, ZAMCHRNNERET 52 &, 8RN, BN, K F~OEfIIThbnZ &,
14.2.3 &k - RE~OEELZ BT DO TR ORICEETDH I &,

(D HEFFHANBERICE SR ST, ffCmED D VIXFICRZELRWE S, S
WZxt LGl et R A2 RET S Z L,

(2) f AT 2 WE T 5 2 &

Q) IEHEHEHIA LT & &, B OF ZCMIROWIRER A LN GEIXELIZE 2k E, 7
PLENPZTHERNTHZ L,

<R >

RHFNOFHEERE K ORI CBE T 255723 X, 77 AV —Flan oM VAU 7 F VU ERNESE
FEHHAY A + (https://www. pfizer—covidl9—vaccine. jp/) ® [T 7 F L OBV F\ ] NIZH B D
JFBMOPNER 2SR5 L,
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14. 1. 1-14. 1. 2 2~8C K ' 30°CHIi COREVERBOFE RIS | RIEEFRE LTz, AFIOHHAER
DOEEMIIMER TE TR, HRZIIFNIR CE RV T, JEKZR < fvEiinsd L 9 FHEn
YRR ZATO 2 & ETo AR OIITHK T 5 BOFHEFERDH2ITFE LN TN RN Lk,
MER OBRIL, ENBINC L ABEE R/RICMA 5 2 &, B H AR OEINED Y72 570
L2 TBHL) EEREL,

14. 1.3 AAIOFEHOBIZ, it (1) ~ @) [ LS HoEE L CERT 2 8, 225, (9)
~ (4) 2o\ Tk, LTI dT 5,

(3) IBFIRTO FAEOMk T, BANCEENHRNA K OIEE THH Z L L TW5, 72, %
BRI 2 2 & THET 2 2 &0 ki +OAF I L0 BHOSEITEW DN D & AR
LTCW5b, BRI LIR30 b eV L 2B Lz ETER L, R38O b
TS AER LenT &,

(4) BEFERBROMEER., 7 v ARV 2 — A0V W EFE TERFEEZERA LSS, 1347
VNG 6 Bl ORI FEETH D Z L ITMEREATH D, 723, 6 [ H ORI OFIURIC 1
[B]0. 3mL ZEI T E e WIGH, RERITFEET HZ &,

14. 2.1 REIOSE O HRAZ IS, REEARE LT,

14. 2.2 FRNNEERELIAN O 5888 (RN, N, BT ~O8FE) 1CBT 2 EEMiE L, EREY
TOBBEZBGIE U, WIEME 2 HEET 5 72 DI LB R AR E Lo REEREERE TH
B0 TE LT,

14. 2.3 —WA7e i WINEEREIRF O FELIC BT 2 1B & L TR E LT,

12. ZDMOEE

(1) ERERERAICE D 1]
ASFT4HF BEK) . REIIFTo8E5~1T A GERK. &Rk BA4-5), 23+
TABE6 hA~4mA GEFEK) RUaI5 74 RIUFE IR BA. 1. #IR¥BA. 4-5)

15, ZDDFE

15.1 ERERERAIZE D <&k

15. 1.1 MW T, aaF A VA EAMiT ) 2 RNA U 7 F 2 (SARS-CoV-2) HEFREL T
R DIERDZHE SN TWD, FIREGEEIZBWTHE SNTIER DL S IZEEBETHY |
FRIZ 2 FIHEEREEE A DNICHEBLL TWD, E£7o, REHDIERFT, ABEIZ X 2 ZFHER
WL DIERASEE LTS, 2 [8.6, 11.1.2 BH]

(I FT ok GEJEKR) . KO3 -7 ¢ e 5~11 5 GEEJkE, &L BA. 4-5), =3

FT 4 6 m H~4 %A (GEJEER))

15.1.2 BEREBALATE OEWNEIRGEE WS ICB T 200K, DEROMERL | ERNOEREHR
T —=HRXR—= 2% W THEIN U —BREMN S HER SN D LR, DIEROFELR & % g
L& 2 A, MEiE L UCARA 2 IR OEFEBIECTHEN®SWZ E BRI,
%) 8.6, 11.1.2 BM]

(I F7 ¢ RTU Md GELJEER7BA. 1, ECJREEBA. 4-5))

15.1.2 BEAERRLAT: O EWNBIRISEWEIZB T 208K, DIEROMERL | ENOEREHR
T A N_R—= A% HWTHEH U —REM D DHE S D028, DIER ORISR & & g
Lzl ZA, ML LTI FT7 ¢ ik (EJEER) 2 BIEERE% O RS M CHEEN mW
TR AN, P (8.6, 11.1.2 BE]
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15.1.3 MMV T, HEFRIER L OFENEII R TH D, KEFREREANRE D H 5 gt
FZIZBWT, agF A VR ERMT Y P RNA U 7 F o (SARS-CoV-2) $EFif%1Z. & TetE
HE NS B L OIEE (BRI EmIEE) A s S Tun b

< i >
15. 1.1 AMCRBWT, amt UA LR EffiT U RNA D 7 F 2 (SARS-CoV-2) HEFEZ IS Lfis
B ONMERDBE SN TWNADZ LD, DR ELIERIZBET 2 EMEZRE LT,
. FEESCHER 2 3KE CDC (Centers for Disease Control and Prevention) D7 — 7
A~ (https://www. cde. gov/vaccines/covid—19/clinical—
considerations/myocarditis. html) ([ZCHERIEETH S, YR Ca I -7 o fiE (i
kR Zatran oA L ZEMT U P RNA U 7 F o (SARS-CoV-2) HEfff% D.Offide. O
PERIZBA LT, LR D &L 9 e ffEas s S Tun s
2 ATEFFMET, FRC 2 B HERZEHDNICBEE L TV
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XII. BFE&H

1. ELNETOHRTERR
7T 0, 20224F9 A 6 HELE, 100 L EOESUIHE CHEMATREL 22> TV 5,

AT T4/ EE®))
2021 4£°9 H 30 HEAE, 90 LL EOE X Il CHEAFIRE & 72> T B,

SNEISEITHFEFTIRE (2023 F 4 ARR)

Chloride Injection, USP prior to use
Primary Series

The Pfizer—-BioNTech COVID-19 Vaccine is
administered intramuscularly as a
primary series of 2 doses (0.3 mL each)
3 weeks apart in individuals 12 years
of age and older. A third primary series
dose of the Pfizer-BioNTech COVID-19
(0.3 mL) at

following the second dose is authorized

Vaccine least 28 days

for administration to individuals at
least 12 years of age with certain kinds

of immunocompromise

4 KE EU
24 Pfizer Inc.. BioNTech GmbH Pfizer Ltd, BioNTech GmbH
R4 COMIRNATY, purple cap (must dilute) | Comirnaty 30 micrograms/dose
concentrate  for  dispersion  for
injection, Purple cap (After Dilution)
HKGGRAFEH H 2020 4F 12 A 11 H 2020 4F 12 H 21 H
FIEROE & | A 5 A
NEES TN S | Pfizer-BioNTech ~ COVID-19  Vaccine is | Comirnaty 30 micrograms/dose
authorized for use under an Emergency Use | concentrate for dispersion for injection
Authorization (EUA) for active immunization | is indicated for active immunisation to
to prevent coronavirus disease 2019 (COVID- | prevent COVID-19 caused by SARS—-CoV-2,
19) caused by severe acute respiratory | in individuals 12 years of age and
syndrome coronavirus 2 (SARS-CoV-2) 1in | older.
individuals 12 years of age and older.
FEEOVHE | Dilute with 1.8 mL sterile 0.9% Sodium Primary vaccination course

Individuals 12 years of age and older

Comirnaty 1is administered intramuscularly
after dilution as a primary course of 2 doses
(0.3 mL each). Tt is recommended to administer
the second dose 3 weeks after the first dose
Severely immunocompromised aged 12 years and older
A third primary course dose may be
administered intramuscularly at least 28
days after the second dose to individuals
who are severely immunocompromised
Booster dose

The booster dose of Comirnaty is 0.3 mL
given intramuscularly. A booster dose
may be given in individuals 12 years of
age and older. There should be an
interval of at least 3 months between
administration of Comirnaty and the last

prior dose of a COVID-19 vaccine
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AIFTAEES~T EA GREIRER)
2021 4% 10 H 29 HIZKETEUA Z, 2021 4F 11 A 26 HIZERIMNES THRAAT S IRGEKE O — L H

BERE LT,

2021 412 H 8 HHFH T,

KIEL BRMNAE 15 OFE IR CROERTAGE UM AR A 232 ST D,

SNEICEITHFEFTRE (2023 £ 4 AKFR)

Chloride Injection, USP prior to use
Primary Series

The Pfizer—-BioNTech COVID-19 Vaccine is
administered intramuscularly as a
primary series of 2 doses (0.2 mL each)
3 weeks apart in individuals 5 through
11 years of age. A third primary series
dose of the Pfizer-BioNTech COVID-19
Vaccine supplied in multiple dose vials
with orange caps and labels with orange
(0.2 nL)

following the second dose is authorized

borders at least 28 days

for administration to individuals b5
through 11 years of age with certain

kinds of immunocompromise

4 KIE EU
214 Pfizer Inc. Pfizer Ltd
HR724 COMIRNATY, orange cap (must dilute) | Comirnaty 10 micrograms/dose
concentrate for dispersion for
injection, Orange cap (After Dilution)
HKGRAFEH H 2021 4£ 10 H 29 H 2021 4F 11 H 26 H
FIEROE & | TS 5 A
NEES TN S | Pfizer-BioNTech  COVID-19  Vaccine is | Comirnaty 10 micrograms/dose
authorized for use under an Emergency Use | concentrate for dispersion for injection
Authorization (EUA) for active immunization | is indicated for active immunisation to
to prevent coronavirus disease 2019 (COVID- | prevent COVID-19 caused by SARS—-CoV-2,
19) caused by severe acute respiratory | in children aged 5 to 11 years.
syndrome coronavirus 2 (SARS-CoV-2) in
individuals 5 through 11 years of age
FEM O E | Dilute with 1.3 ml sterile 0.9% Sodium | Primary vaccination course

Children 5 to 11 years of age (i.e. 5
to less than 12 years of age)
10 is

Comirnaty micrograms/dose

administered intramuscularly after
dilution as a primary course of 2 doses
(0.2 mL each). It

administer the second dose 3 weeks after

is recommended to

the first dose.

Severely immunocompromised aged 5 years and older
A third primary course dose may be
administered intramuscularly at least 28
days after the second dose to individuals
who are severely immunocompromised.If a
child turns 12 years old between their
doses in the primary vaccination course,
he/she should complete the series at the
same 10 micrograms dose level.

Booster dose

Booster dose in children 5 to 11 years of age
A booster dose of Comirnaty 10 micrograms
may be administered intramuscularly at
least 6 months after the primary course

in children 5 to 11 years of age.
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A U Lz,
2022 - 4 HIRERC, KEL BN CROEIRGEAGE XUIEHFF I A e ST 5,
SEICE TS FEFTRR (2023 F 4 AR R)
4 KIE EU
24 Pfizer Inc. Pfizer Ltd
HR724 COMIRNATY, orange cap (bivalent) Comirnaty Original/Omicron BA.4-5 (5/5
micrograms) /dose concentrate for
dispersion for injection, Orange cap
(After Dilution)
AGRAEA H 2022 4510 A 12 H 2022 4% 11 A 10 H
FEL O & | S G741
ZHEE S ITZN . | Prizer-BioNTech COVID-19 Vaccine, Bivalent | Comirnaty Original/Omicron BA.4-5 (5/5

and Omicron BA.4/BA.5) is

authorized for use under an Emergency Use

(Original

Authorization (EUA) for active immunization
to prevent coronavirus disease 2019 (COVID-
19)

syndrome

caused by severe acute respiratory
(SARS—-CoV-2)
individuals 5 through 11 years of age

coronavirus 2 in

micrograms) /dose concentrate for
dispersion for injection 1is indicated
immunisation to

by

children aged 5 to 11 years who have

active

COVID-19

for prevent

caused SARS-CoV-2, in
previously received at least a primary

vaccination course against COVID-19

MER O

Dilute with 1.3 mL sterile 0.9% Sodium
Chloride Injection, USP prior to use
A single booster dose (0.2 mL)

Pfizer—BioNTech COVID-19

of

Vaccine,

Bivalent may be administered at least 2

months after completion of primary

vaccination with authorized or

approved COVID-19

any

vaccine or after

receipt of the most recent booster dose

with any authorized monovalent COVID-19

Children 5 to 11 years of age (i.e. b5
to less than 12 years of age)

The dose of Comirnaty Original/Omicron
BA.4-5 is 0.2 mL given intramuscularly
There should be an interval of at least
administration of

3 months between

Comirnaty Original/Omicron BA.4-5 and

the last prior dose of a COVID-19

vaccine. Comirnaty Original/Omicron

BA.4-5 is only indicated for individuals

vaccine.

who have previously received at least a

primary vaccination against

COVID-19.

course

For details on the primary

vaccination course for children 5 to 11

years of age, please refer to the

Summary of Product Characteristics for

Comirnaty 10 micrograms/dose
concentrate for dispersion for
injection. Comirnaty Original/Omicron

BA.4-5 (5/5 micrograms)/dose should be

used only for children 5 to 11 years of

age.
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AIFTAHE6 n A~4EA GEREKR)

2022 4 6 A 17 HIZKETEUA 2 Huf5 L7z, 2022 4R 7 H 8 HICRES THRAFS & IRTEEFR D —EB
&G L, 2022 45 10 A 19 HA&AGRZ B L7z,
NEICH TS FETIRR (2023 F 4 ARR)
&4 KE EU
el Pfizer Inc. Pfizer Ltd
HR724 COMIRNATY, maroon cap (must dilute) | Comirnaty 3 micrograms/dose
concentrate  for  dispersion  for
injection, Maroon cap (After Dilution)
HKGGRAFEH H 202246 H 17 H 2022 4£ 10 H 19 B
FTE K OF TS TS A1
=
@Jﬁ'él@i’;ﬁ% Pfizer-BioNTech  COVID-19  Vaccine is | Comirnaty 3 micrograms/dose concentrate
authorized for use under an Emergency Use | for dispersion for injection is
Authorization (EUA) for active | indicated for active immunisation to
immunization to prevent coronavirus | prevent COVID-19 caused by SARS-CoV-2,
disease 2019 (COVID-19) caused by severe | in infants and children aged 6 months to
acute respiratory syndrome coronavirus 2 | 4 years.
(SARS-CoV-2) in individuals 6 months
through 4 years of age.
HENOHE | Dilute with 2.2 ml sterile 0.9% Sodium | Comirnaty 3 micrograms/dose is
Chloride Injection, USP prior to use. administered intramuscularly after
The Pfizer—-BioNTech COVID-19 Vaccine is | dilution as a primary course of 3 doses
administered intramuscularly as a | (0.2 mL each). It is recommended to
primary series of 3 doses (0.2 mL each) | administer the second dose 3 weeks after
in individuals 6 months through 4 years | the first dose followed by a third dose
of age. The 1initial 2 doses are | administered at least 8 weeks after the
administered 3 weeks apart followed by | second dose.
a third dose administered at least 8
weeks after the second dose.
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adX4+74 RTUGE

2021 4= 12 A 16 AIZK[E T sBLA (supplemental biologics license

application) &L 7=,

SNEICEITHFEFTRE (2023 £ 4 AFRFR)

Pfizer-BioNTech  COVID-19 Vaccine,
Bivalent may be administered at least
2 months after completion of primary
vaccination with any authorized or
approved COVID-19 vaccine or after
receipt of the most recent booster
dose with any authorized or approved

monovalent COVID-19 vaccine.

[E 4 KE EU
I Pfizer Inc. Pfizer Ltd
WR7e4 COMIRNATY, gray cap (bivalent) Comirnaty Original/OmicronBA. 1/dose
dispersion for injection , Gray cap
(bivalent)
Comirnaty Original/OmicronBA. 4-5/dose
dispersion for injection , Gray cap
(bivalent)
ARFEHHE 202248 H31 H 2022 429 A 1 H ( Original/OmicronBA. 1)
202249 H 12 H (Original/OmicronBA. 4-5)
FTE K OF TS A TS
3 S
ZHHEXTZh R | Pfizer-BioNTech ~ COVID-19  Vaccine, | Comirnaty Original/Omicron BA.1 (BA.4-5)
Bivalent (Original and Omicron | (15/15 micrograms)/dose dispersion for
BA.4/BA.5) is authorized for use under | injection is indicated for active
an Emergency Use Authorization (EUA) for | immunisation to prevent COVID-19 caused by
active immunization to prevent | SARS-CoV-2, in individuals 12 years of age
coronavirus disease 2019 (COVID-19) | and older who have previously received at
caused by severe acute respiratory | least a primary vaccination course against
syndrome coronavirus 2 (SARS-CoV-2) in | COVID-19
individuals 12 years of age and older.
FEKROVHE | A single booster dose (0.3 mL) of | The dose of Comirnaty Original/Omicron

BA. 1(BA. 4-5) is

intramuscularly

0.3 mL
There should be an

given

interval of at least 3 months between
Comirnaty
Original/Omicron BA. 1 (BA.4-5)and the last

administration of

prior dose of a COVID-19 vaccine
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KIS DEESNIZNR, HIELOHEIILTO LB THY | SMEOAGRRI L 1TRR 5, [H
W OHEGBANE OFPH TAF 22 Z &,

[4. 3hEERITFHE]
SARS—CoV-2 12 X 2 YL iE DT 15

(6. AZRUAE]
JAIFT48F EIRKE)
KK 7 B REBERERR 1. 8mL I THINT 5,
WERFEOSE . 118 0. 3nl 2G5 2 A, @H . 3 MM ORE CTHRNICERET 5,
BISEOBEA . 1181 0. 3nl 2 FFRNICERET S,
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AT T48HE5~11HA (BEWK)

AH & B RAERAER 1. 3nL [ THIRT 5,

WIESE DA, 1E 0. 20l A 2 |, @E. 3EMOMR CHRNICERT 5,
BINGEOBES . 11E 0. 20l & i ANICHERET 5,

AIFT45HES~11 A (iRt BA. 4-5)

A& B RAEBEER 1. 3mL (2 THINT 5,

EhfaE L LT, 1E0. 2nl 2 A MICHEERET 5,
JZFT48E6 nA~4 A EEK)

A% B RAEBEER 2. 2mL (2 THIRT 5,

115 0. 2mL 2 &5t 3 B, SHANICERT S, 2BEIZ@EY. SEMOMER T, 3EHIZ2EE®
BN D72 &b 8 EERRE LRI 5,

O3+ T« RTUARE (REIE#KBA. 1. #2iE#kBA. 4-5)

EhNfaEE L LT, 1E0. 3nL 2 A MICHERET 5,

2. BVIEIT BERRIIEFER

(1) $EIRICEET BEIMER
ARIZBT D (9. FEOERZATHEECHT HIER] 19.5 Mhwm, 9.6 Xiliwm] OHOTHIX
UTDLEYTHY, RKEOWRMILE, A=A T VT LIRS,
(0. BEDEREZART SEBICHT HEE]
9.5 §EiFH
PRI SAFAEAR LT 5 ATREME D & 2 RIS T Pi#fE Lo AR a2 R 5 &l <
NOGEIZDOHRERTH &,

9.6 231

TR L ORISR O RFLAREOARIEZ BB L, IO UIH 2R+ o 2 &, &
FREFLHA~OBATIIAHATH 5,

H i

FLINA

K E DFAT S

COMIRNATY, purple cap (must dilute) (2022412 )
COMIRNATY, orange cap (must dilute) (20224E12 H)
COMIRNATY, orange cap (bivalent) (20224E12 H)
COMIRNATY, gray cap (bivalent) (2022412 H)

Pregnancy

Risk Summary

All pregnancies have a risk of birth defect, loss, or other adverse outcomes.
In the US general population, the estimated background risk of major birth
defects and miscarriage in clinically recognized pregnancies is 2% to 4% and
15% to 20%, respectively. Available data on Pfizer—-BioNTech COVID-19 Vaccine
administered to pregnant women are insufficient to inform vaccine—associated
risks in pregnancy.

In a reproductive and developmental toxicity study, 0.06 mL of a vaccine
formulation containing the same quantity of nucleoside—modified messenger
ribonucleic acid (modRNA) (30 mcg) and other ingredients included in a single
human dose of Pfizer-BioNTech COVID-19 Vaccine was administered to female rats
by the intramuscular route on 4 occasions: 21 and 14 days prior to mating
and on gestation days 9 and 20. No vaccine-related adverse effects on female
fertility, fetal development, or postnatal development were reported in the
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study.

Lactation

Risk Summary

Data are not available to assess the effects of Pfizer—-BioNTech COVID-19

Vaccine(, Bivalen) on the breastfed infant or on milk production/excretion.

F—=AFZVTD
7748 (The
Australian
categorisation
system for
prescribing
medicines in

pregnancy)

3% @ Bl

<B%E : DEOME>

F—=A T VT O (2023 4£ 2 1)

Bl : Drugs which have been taken by only a limited number of pregnant women and
women of childbearing age, without an increase in the frequency of malformation
or other direct or indirect harmful effects on the human fetus having been
observed

Studies in animals have not shown evidence of an increased occurrence of fetal

damage.

(2) NRZEICEET BHEE
AHIZHIT D [9. FEOE REATHBEFICHEHT2EER] 19.7 /NS OHOFTHEIILLTO LB
DTHY ., KEKRORKINES (EU) D SPC &3R5,
O BEDERZFITHEEICET HEE

AXFT14HF
9.7 INRZ

(EEIR¥) . a3+ 7+ RIUFE (2IRERBA. 1. EIR¥%.BA. 4-5)

12 A 2 k5 & U7 IR AR BRI L 520 L Tuh 7220y,
I3 T48FE5~11 %A GEIRék. &Rk BA 4-5)

9.7 INRZ

b AT 2 x5 & U7 BRRARBRIF SN L Tuh7eny,
ASFTAEHE6 hA~4EA GERK)

9.7 IMNRZ

6 » AR ARG E U2 RARREBRITSEm L TV 7u,

H i

AP

K E DFAT S

Pediatric Use

COMIRNATY, purple cap (must dilute)

COMIRNATY, orange cap (must dilute)

COMIRNATY, maroon cap (must dilute)

Pfizer-BioNTech COVID-19 Vaccine is authorized for use in individuals 6 months
through 17 years of age. This authorization is based on safety and effectiveness
data in this age group and adults

Pfizer-BioNTech COVID-19 Vaccine is not authorized for use in individuals
younger than 6 months of age. (20224F12 H)

COMIRNATY, orange cap (bivalent)

COMIRNATY, gray cap (bivalent)

Emergency Use Authorization of Pfizer—BioNTech COVID-19 Vaccine, Bivalent for
use as a booster dose in individuals 5 through 17 years of age is based on the
safety and effectiveness of Pfizer-BioNTech COVID-19 Vaccine in individuals 6
months of age and older and safety and immunogenicity data with the bivalent
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vaccine (Original and Omicron BA.1) in individuals greater than 55 years of
age. Pfizer—BioNTech COVID-19 Vaccine, Bivalent is not authorized for use in
individuals younger than 5 years of age as a booster dose. (20224E12 H)

EU DT 30

Comirnaty 30 micrograms/dose concentrate for dispersion for injection, Purple

cap (After Dilution)

There is a paediatric formulation available for infants and children 6 months to 4
years of age. For details, please refer to the Summary of Product Characteristics for
Comirnaty 3 micrograms/dose concentrate for dispersion for injection.

There is a paediatric formulation available for children 5 to 11 years of age
(i.e. 5 to less than 12 years of age). For details, please refer to the Summary
of Product Characteristics for Comirnaty 10 micrograms/dose concentrate for

dispersion for injection.

The safety and efficacy of Comirnaty in children aged less than 6 months of
age have not yet been established. (202343 H)

Comirnaty 10 micrograms/dose concentrate for dispersion for injection, Orange
cap (After Dilution)

There is a paediatric formulation available for infants and children 6 months to 4
years of age. For details, please refer to the Summary of Product Characteristics for
Comirnaty 3 micrograms/dose concentrate for dispersion for injection.

The safety and efficacy of Comirnaty in infants aged less than 6 months of age have
not yet been established. (202343 H)

Comirnaty Original/Omicron BA. 4-5/dose concentrate for dispersion for
injection, Orange cap (bivalent)

The safety and efficacy of Comirnaty Original/Omicron BA.4-5 in children aged less
than 5 years have not yet been established. No data are available (202343 H)
Comirnaty 3 micrograms/dose concentrate for dispersion for injection, Maroon
cap (After Dilution)

There is a paediatric formulation available for children 5 to 11 years of age
(i.e. 5 to less than 12 years of age). For details, please refer to the Summary
of Product Characteristics for Comirnaty 10 micrograms/dose concentrate for

dispersion for injection.

The safety and efficacy of Comirnaty in children aged less than 6 months of
age have not yet been established. (202343 H)

Comirnaty Original/OmicronBA. 1/dose dispersion for injection, Grey cap
(bivalent)

Comirnaty Original/OmicronBA. 4-5/dose dispersion for injection, Grey cap
(bivalent)

The safety and efficacy of Comirnaty Original/Omicron BA.1 (BA.4-5)in children
aged less than 12 years of age have not yet been established. No data are
available. (202343 H)
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