ENTEERRRFHEIOFIIF>_12ml L

<—MEMEIE> (#ERB : 2023/12/26 B7E)
PERIHEETHWS NS DO F>
12 R E
BEAREEE J7AH— EFILF E—=3
. J=75 < RTURBE ZINA D)y D ZFRE FAFOFHE
o (1 : =2 0O>#kXBB.1.5) (i : =2 0O>#kXBB.1.5) (1 : =2 0O>#kXBB.1.5)
(BFvrv)
— 1), - ID_ W,
DL—*vvD) S - SAUL e (r FrwvD)
2023494
AERER 2023494 ] 2023%118
(VEHEEEIGAGR  20234108)
G| mRNADOF > mRNAD O F > mRNADOF >
AR CF) 12 % E 12 % E 12 % E
NNBIS : WIEEEROMRES (T 65 U LoEmE HIU
AMRISHRE I BBHER EHEHR O T D188 ERtREaE93E
BEOEBOCEEST ZOMEEL) TN ENEEFNRDDE
BT ENSE
(RfIzBE#H —MHEEE CERX (Fh) ) - - -
BESE BHARNIES
HBRZL
1OiEfER FBIRERL 0.3 mL YIEHERE 1.0mL FIRRL 0.6 mL
BiMEE 05mL
FRCERT 2 LERIERE
1A TILDEER E1ba YIENERE 2[5 EhiEE 5o 2[E15y
ZF =0 #XBB.1.5
1EHEERhOEMRDE . — e
(MRNAD & F~ 8) FA=O0O>#XBB.1.5 30 ug %ilil;:z 15000 ug FA=O0O>#XBB.1.5 60 ug
E Mg
[FICHERE ] EEmk 2@ 2@ —
[FIEHERE] (CH1TDIBERMR () 3B %9 43ER] %9 =
_ _ 1@ EDEEN S LEDEED 1@ EDEEN S LEDEED
LIRS (+) @ C EEMREBX ITBAE. BREEREBISAE. —

FERERIRRN ZE UV EIB A DT

MDD OF> LDIEERIR

A2 INIIYIIF> EDRESHEE

A2 IIWNIHDOF S DMDTOF> EDORIHERE

A2 IWNIHDOF S DMDTOF> LiEiERE
it (e8]

1B18 : [YEEE] 1EE8

2EH : [#)ElEE] 2BIH

3B : [YIEHEE] 3EE

[570 5 FIRFRIaIERE |
(F)

TEBEITRHIC2EE & i%E

00

HIEHEER T
3h AL EiEB%

TEBLITRHIC2EE 7 i%E

A2 INIHDOF 2 EOMBORENRE LN EREEDRE (TERRBIRTT)
A2 INIHDOF U BNDTOF > OREHEERT (FEBRTE) %2
AIZ13AMU EHITD

@) _

@) —_
HIEHEER T HIEHEER T
3h AN HiEiB% 3h AN HiEiB%

F FFRERMOIXERY IO D)L ABMECHRD FHIEEOXRECEI B3F5IE] 22SRIIZS0,

1/4



ENTEERRRFHEIOFIIF>_12ml L

<REEHE - #HR> (#ERLE : 2023/12/263R7E)

HAEREECAVLSN3DIF >
12 Lk

SRS J7AH— EFI)LF $F—=4
e J=F>+«RTURRE AIA DIy T REE F1FOFEE
7 (i : A= 0O #EXBB.1.5) (i : A= 0O #EXBB.1.5) (i : A= 0O #EXBB.1.5)
RIS - HIR e
-90~-60°C  (-75°CHHISELSHIE) 180 AR x -50°CHUFTHRELRL x RIS
-25~-15C  (-20°CHEL S EE) x REFERH 120 AR x RfEEBTD
2~8°C (=) 10;8R8 306 7h B
8~25C (=R — (FzEzR) BE24R (ZHIAN) —

= R CF24BF AT ER
1[EIZE R (32~30 CHRIF T 1285 EIUA
2~8CTREFERBESRE LN
RRZICERELRN
RIS - HIGECENRBCKLDREZ
BMRICHIZD
2~8°C : 3K
R CHRI DIHEORRIME
30nZEBERETDE

R7 - EEIFCEY3TRER

B - i

(—E#zR UIzBDLE)
2~25CIRTF T 1285

2~8CTREFERBESRE LN
RRIZ (CHRAE LRV SRR G
EEOREERCRLTEA
(FHETISHELRE)
2~8°C : 2BERY
15~25°C : 155R8
(RN - R TIEN)

R CM20FMUAIC A
1[B1(CPR D B ATEUE (CFR UER A T 2485
RIFa]RE
1BIZFRI# (32~ 8°CIRTF T 24 85I

SAFERREI R (I
BERIEIEE LN

2023fF12A26B 31T, MBI TICKD
BHHIBBADOF >R L

F FFRERMOIXERY IO D)L ABMECHRD FHIEEOXRECEI BF5IE] 22SRIIZS0,
X1 BENENE —ROLESIE

1ASHREFRZELTNDE

2 EERRRWRRCHMN D TVDZENBSHLE

3 RHI DR (T3 UEEDBBYEDEUIEDS &

4 FERICHBITZEDED. FHIEEZTD CENTEHMRECHDE

%2 FEIOOFDIFUEAZTIVIDYDOFUICONTIE. BMRORENFELSN. FRHEENTEE (202267220 MAEHRE33E FERIFEERITHIEE - DOFORRCTRE) .

1285, AUSEEDIRGE by RE, BREMEEIZEDICEL TS E U TR ZZET T (TEIEREE.
%3 PRRSURAHBEIOFTDOF > (320226098308 % €0 THPIEREHEE & U TOIEE. #6187,

%4 VLI -ARBEIOFDOFIN202266 8 (CEBARINTND (ERIHEERSRI) . FFRBRIERIRGTOIZHRAKRISH.
%5 ETILFHME  BIRK SKU )Ll IFERA S OO MBAFE IO DUF 2 (3'NEN2023F2811H. 2023F8H6H%E > THRPIEREHEE S U TOEER T,
%6 T Yl IR, 2ff : EBIRHVA S OORBAA 2ff | EIRMVA S OOMBA 4-5. BRUET/LFH2Afi : BIFHK/A SO 4BA4-5 FB IO DU F 2 (32023F9F 19826 > THHFHIERIHEE L U COEERT .

K7 ERRENEIE. B HREIEE(Z202343A318%EE D TK T,
%8 B4 FINEAIAEIES2023F5 870, BHSFEMIBEE(2023F9F190EE D THE T,

%9 2023FF9A20 A EDYIEIEE CTHERESND DIF > (. AZUOUXBBASHGUEDUF > LTS s, PIEHEEDIEREAZ /O 20D 0F > ETEELLECH LTS,

20238F9R20 A MUE 2B B DEIE =T SHREA S OO XBBA. ST DU F > = EAY 3.
RB. COHE. REFECKEITDIENS. REIDEENS27TBU EDORMFEH U\ TEEZITD.

2/4



EINTIEETRAHEIOFIIF > _IMNE

<—AREYFEIE> (#EREA : 2023/12/26 %)

RPERBEETRAVWSNS DI F>

BUSIRTEEE J7AH— EFI)LF Jr7A5— EFI)ILF
— d=F >+ fnE 5~11i%H 21T\ O XFpE =5+ F 60 B~4mH IO\ O XFp5E
o (Ml : A= O 4XBB.1.5) (1l : A= OO #XBB.1.5) (1l : A= OO #XBB.1.5) (1 : A= OO #XBB.1.5)
(BFvrvY) (BFFvrvI)
l/\ iy A\ Y
AAL>=F ey T) S - SrUL e REFr>yT) S - SAUL i

ERER 2023498 20235973 20234E98 SHREEIBISAR 20234108

(EHSBEGHAR  20238108) HPRIR A
i mMRNATD JF > MRNATD JF > MRNATD 7 F > mMRNATD 2 F >
e GF) 5~117% 6~1171% 6h A~4i% 6hA~5i%

AMIESS : REEEROMRES (O
NS RRE T BBHR AT 2158 ERREEET3E
BRORFEDEESTT ZOMEBELY RINW BV EERINRDHDE

BETEYE

(RIXREH —ROLEEE CHRX @h) ) - - - -
B BARRS

FERRXL
1EjEER FRE 02mL FIEHEE 0.5 mL FRE 0.2mL FERBL 0.25mL
IENIBIE  0.25 mL
FRCEAT 3 LERERE 1.3 mL 2.2mL
1IN\AT7ILDEEE 10[E15> YEdEE sy EhEEE  10E5D 10[E]53> 10[E15>
BRI DA 8 A=O0O0>#XBB.A15
SO #XBB.15 10 SO0 #XBBAS 3 SO 4XBB.A5 25
(MRNAD 7> &%) AST0HK Ho MO 50pg ENUEE 25 pg A=onk b9 ASTOH g

[¥oEfE | fEfEmlEk

[VIEHERE | (CHIF DR (%)

LECEERR (%) ZEBXT
FEERIRN 2L\ TR A DM

DD OF> EDIEERIR

A2 INVIIYIIF> EDREHEE

A2 IIWNIHDOF S DMDTOF> EDORHEE

A2 IIWNIHDOF BB TOF> LoiEiERiE
EE ([EER5Y]

1B18 : [¥EEE] 1EE8

2EH : [#)ElEE] 2BIH

3EAB : [YIEHEE] 3EE

[¥CHEE] . [SE—HhehEE] |

[ _HRBIEE] |
[4570 5 FHRFRIAEERE | T4 FIFRIRIEE ]
(6=3) o5 FEMKEE] 055
BEICRITTZEDDRTHE
FEDHIRE (RESR) Bk

28]
3iBER %6
1B DEEN S _LEROFRED

EERRTBATIBER.
TEBRITRHIC2EIE 2 1EE

HIEHETER T4
S AL E#EiBE

2@ 3@
-2EE 1EIBEH 538k X6%7

41ER X6 -3EE 2EIEMSAEL EE8ER
mRUE
1BIEDEEN S LR DRED ZRIDEEN S5 _EETD

EERRTBATIHER.
TEBRITRHIC2EIE 21518

EEMREBRITEE .
TEBRITEPNIREIZIEE

A2 IIWNIHDOF > EOMRORENFELL ENEREER R (ERR AR
A2 TIWNIEDOFUNDDOF O ORFEEART (FERRBIRTE) %2
BI%13BU LHIFD

HIEHETER T4 HICIEAEIE T8
S AL E#EiBE 3 AL iR

2[0]
4B/ X7
ZEIDEENS LD

EEMREBR AR,
TEBRITEPIMNIREIZIEE

F FHRERNXERY IO D)L ARME LR FHIEEORBCE T BFSIE] ZTBRIZE0N.

3/4



EINTIEEATRAHEIOFIIF > _IMNE
<REFEIE - BR> (fEFLE : 2023/12/2675)

HPERHEECTRAWSN3 DO F>

BUSIRTEEE J7AH— EFI)LF Jr7A5— EFI)LF
_— d=F >+ fnE 5~11i%H ZINA DI\ D XEnE d=F>+fnE 6n B~4i%H ZINA DI\ D XEnE
o (1l : A= O #XBB.1.5) (1l : A= OO #XBB.1.5) (1l : A SO0 #XBB.1.5) (1l : A SO0 #XBB.1.5)
RN - B BE
00~-60T  (-75CHIE A5 180 AR x -50CHUTFTRELAL 18 AR x -50CHUTFTRELAL
25~-15T  (-20°CHISAHE) x 1 AT 120 B x 1 REARE 120 B
2~8C (pEiE) 10:EfE 308/ 10:EfH 308/
8~25C (ZR) —  (F@&Es®) =R2405/ (ZRIFD) —  (TFs=sR) RER24050 (ZFRIE0)

"%

RF - EEk (CREY 2ERER

R - 5

=i C X248 UACER
HIRE (1EIZFRE) (&
2~30°CIRTF T 128U A

2~8CTHREFEBFDRIE LRV
RN - FIRETCENRBCLIBREZ
B/IRICHIZ 2

2~8°C : AR5
ER CRER T DIHEDRRRERE (X
30NZEZET BRI L
(ERABROBE(F24FUAND
AR 1 205 R LA (CHEAE
—FE#72 R U Tz AR (31 205 R (C1EF)

(—EZER UIZEDMKE)
2~25CRTF T 1288

2~8CTREEBARIILN
ARERIZICHRAE LIV BRI BIE
BEORIIERICELUTHER
(FRTI5DELRE)

2~8C : 2
15~25%C : 1853
(BRERES - BRERILTE)

=R C (F24B5 A C{ER
AR (1EIZFRIAE) (&
2~30°CRTF C12HRUAW

2~8 CTREEBARIILIN
ARERES - HIRRECENRBICLDIREZ
B/\RICHIR D

2~8°C : 4HsfE
=R CRER I D5 ORERIH (&
0NZEEEZET DL
(ERFRDBE (24 MURND
IR 205N (CiEAE
—EE 7 R U Tz AR (31 205 R A (CEFR)

(—EHZER UIZEDME)
2~25°CRTF T 1288

2~8 CTREEBARIILIN
ARERIR RIS LIV R EIE
BEORIIERICELUTHER
(FRTI5NELRE)

2~8%C : 2B
15~25°C : 1854
(FRERES - FRERILEIES)

1.3 mLTHAIR, #HES 0.2 mL/ [E

HBRAL. EEE YEHEE 0.5 mU/EL
IBN$EFE 0.25 mL/ [E]

BELC K> TEREENRILD ZL(CER
MEREFHH6RALTH D Z EICER

2.2 mLTHIR, $EFEE 0.2 mL/ [ - 3EEFE

FRAEEPL | = AP REB (S AREATIMAUED
KA (S ABERTIMAIED (CAEAPEIE Y
3. BECHEELRWC &

FIRRXL. $BIER 0.25 mL/ [ - 2[E1EFE

FRAEEPAL | = AP REB (S AREATIMAUED
KA (S ABERTIMAIED (CREAPIERIE Y
3. BECHEELRWC L

F FHREIRNXERY IO D)L ABRME TR FHIEEORBCE T 3FSIE] ZTBRIZE0N,

X1 IBFEAESNE —ROILESIE
1ASHRRERZZLTNDE
2 EERRMERRICHN D TVB T ENBESHRE
3 AHF DR (33 UEEDBBYEDEHIEDS &

4 LERCHBIFZEDEN . FHIEEZTDS ZENTNEHRMRECHDE

%2 FEIOFDOFUEADTIVIDHIOFUCDONTIE. BROBENFELEN. FEHEENTIEE (2022473220330 EANFERRITHIEE - DUF > HRKRICTRE) .
BE. BUSIEOIRGE bV RE, BRMEEIZEDICALTEFIS & L TR =29 (CIEERTEE.

%3 TrAY—t Ml : IR 20 EIRMA S OOBA 45, BRUETILFH2Al : EiFM/A SO #BA4-5 FIEIOFDUF 2 (32023F9F 19826 > THFIERRHEEE U TOBEIET.

X4 BERENNEE(F2023E3H318%ZE D THET .

%5 T4 FRRERIEE. HHISFEEMINEES2023F9H198ZE 0 TRT.
%6 2023F9H20HEDYIEHERETHEAESNZDIF (@}, AZUOXBBASHISMEDIF > ELTWSTzsH, YIEEEDIEBZA =IO 2MD0F > ETEELZECH LTS,
2023F9R20H L PF2E B DIEREZIT SREA =IO XBBASHRMED O F > 2 FHAY 5.
BB COBE. REFBE(CHHIDIENS. BIRIDEEN 5271 B LD E SV TIEEZITD.
K7 X6DFBEL T, EFIILFHAZTOOCXBBASSHEIOF DUF > OEEER I AR AU LSRUTOE, KU\ J7F—#HAMNRAAZT OO XBB.SMCHE IO DUF > OEEER IS A% AU E4RU T OEI(C
DUWTE ENTNDDTOF > OEEEHNRILED NS, 2EIEXEBEEICIEBEX (F2EE(CEREULLEDOERRDHHEIOT DIF L 2EEI DT LETER.

414



