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2. BETEYE (FHEEEZIT2 I ENEHTRVE)

2.1 HO P HEBEE L TWEHE

2.2 BEELAEWERICODP>TWVWE I ENHL P RE

23 KEIOBAFICES>TCTF 7455V —%2B L2 EMHH
ZENHL P RE

2.4 EEICEBUTREDIEI,. FHEEZTO 2 EAREE 2R

BlCHDE

3. BEOBIERUHER - K
3.1 BEDOBE
KA. FURKEF R OFRBRRARD> 5% %, HURSHE XA
ZDNABMZIGHAL T, F¥ A =—ANLAY—FIE (CHO)
MR K D EESNIZKEFRIEZE YA VA (VZV) 5 28
JEE (gE) fiE%27u~x b757 4 —TRHEL. REH %M
AFHELE, BREEZBRL-OOTH D, ERBHBAKRIZ. 7
5 Lt ESalmonella minnesota R595#k D) RZHE D IEH
HHRIFERTH B3-RT VI b-4-F /) FAK Y LY EY RA
(MPL). FkICEHAET 8KQuillaja saponaria Molina®i
B s L TEoNBEFI YRV (QS-21) RUZ
NEZEAETHIRY—LD6BHAS0Is7 V2N v2EF
T 5,
B, RANIELETETY YORABHRES (WY 8) %2{#
HALTWB, £72. BNV T OEERICT ¥ OB HERE S
(FUTTY) ZERLTWS,
3.2 #8R%
PR A % 55 VA AR R CIARZ O ARANZ0. SmLHIZ IR D LY
EEHT %o
HR7E 4 V) w7 AR
BHBS  |KERIREE 7 1 L AgEHESOug
BHEARE (20mg). AUV IL~X—180 (0.08mg).
U YERTIKFE S ) LKA (0.208mg). V) v
B—%H U~ (0.116mg). MPL (50ug). QS-21
(50ug)s YALFAANAAT7FY0N0ay >y (Img).
aLZ27u—)L (0.25mg). KU VEB—KFET )
&4 (0.15mg). U VEE—AKEHUTL (0.54mg).
(b R UYL (4.385mg)
3.3 ®EIDOMIR
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DTV T AFER | Y7 v U AFRER

A o] 5 VAR
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i - gy TR E SRR T RLEDER BT 5~

BRLE S, LENE R MIBEOWR
T M ~ BB BN
pH _ [5.9~6.5 (G#R)
BB
(et (1.4~ 1.6 (BEE)
I3 B k)

4. MEEX MR

FIREE DT
5. MEENIFHRICELET BFR

KA 2 FHBEERICED KEOFHEEICERT A2 &I3T
Eg,

6. FAENRUHRHE
TUREFA  EREHRARSE THERT %,
50 Ll LD I, 0.5mLZ2ME. EHE. 2 AOREZ BV T,
FARICHERET %,
HREZICRET 5V AT PENWEEZ o NZ18% L EDEITIE,
0.5mL7%2[E #H. 1~2» HORREZ BT, HRRNICHERET 2,

7. BERUHEEICEET %R

7.1 BEWURE
EREZSICBRETA)RAIPEVEEZIONSI8BU EoE L
X RO &2 RIREDEZIET,
CERXIXIBBICEI D RERLETHSHE, REEESETRNLL

BN I RBEREESE TN T 2 H 2 F
- bR, EBEiSARIOBEEERE L RO E

7.2 1&iERME - EiEsE

GO LEDER FHFIREBEICEETZIVRAINEVEEZS5NS
18 EDE)

7.2.1 fE¥E X UCIHBEOFEED? 525 AOREZ B W T2EHO#E
FMETHE, IEEOEE» G20 B2 B BATH>TH,
67 A ETIQ2EIBOEEEZTY 2 &,

(FIREBICEET DU RITHENEEZSNB18FULDE)

7.2.2 JUFUHEBAT V- LEEHET A EICED R T 1
v EBONAEEICIE. IEEOBEE, S2MEBOEEE TO
MiEZ1»y AL CEET A ENTE 5,

7.2.3 MEIMEAREHE. (LEEESOERTENOEZOEBES
IZBWT, BEICY VSEMED - IFlshsZ EBFEESNS
T - MEIEN TV AEDBEITIZ, [J % OHEEEIC BT
HREZEE L BT, KBOBEY) 2 BRI RET 52 L.

7.3 EIEFERE
EHiADEE RO IEAIIE. thoT 7 F 0 ERBICEET S
ZENTEZ B, [14.2.1508]

8. EEREANER

8.1 KA. [FRAEMEEMBRA] RO [EHBEEEHEEE] (c8
WLTHERAT A&,

8.2 WEEHE ICOWT., BENMCLITRE. RERUBZE (H2.
BE2%) ICX-> TEERELZFAND Z &,

8.3 WHEMEE IINELIC. BN EILEBEES L. B
MEERIRES, 0. BEBROBRERICEEL. BI0EE
RISREFOE., S5ICER. BBEORYEEREZE LS
HIZIE, B ICEMOBZRA2Z TS EOFHFNCHS TR &,

8.4 K MOEREL T 7 F > OEMEEICET 2R, GE
FEi, BOEOT— 71370,

8.5 7 U F VEREER IEEZIOEHICE A2 DREREE &
MEREMERE E L TEBDPDODNEZEND 5, KM
K BHEE BT A0, BERIVSEEIES S 2 ELIZE
THEEEORELZERT LI ENEE L,

9. HEDERZFIHEICAHT IR

9.1 BEZIRE (EEOYIMZTSICIRL. IEZETZE)
BEEEPRO VT NPICEET 5 RO ON25E1E. B
KRREECEEZHREL. 2ERUERET OHM 2 HEIZ/TV,
FHEEOLENE, BIRIS. BRECOWTHRRHAZITL.
FEEZEEICE-ET, FELTEET S L,

9. 1.1 DEEMERKS. BEKEE. FEEER MREEZFDOER
KEZHIZE

[9.2, 9.3%H]
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BEO7 VI F—ZRSERZELIENHZDE
9.1.3 FEIDEAICHUT. PLILF—ZETBBENDHZE
9.1.4 BEICEEDEFDH5E
9.1.5 BEICRBFAZDZMHN TN TV ZERERE CFHERME
REAEEDENNDE
9.1.6 MIMRRAMECHEREZEI 2&. NABEREZMETL
TWws&E
BRSO HMOBENTFH 5.
9.2 BikEEEESZEI 5E
BEEEEETH . [9.1.153H]
9.3 FFEEREEZH9 5%
BEEIEECTH L. [9.1.1Z2[]
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IR SAZEIR L T W AR R D H 2w tEIcid, FHEE LOF
i fElEtEE EE S CHi SN BB RICOAERET 52 Lo
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e a2 a9 5 C &
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NRFEZ R E U BRHBIEE” L Thau,
9.8 S
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1. BRI
ROBIRIERHEHOND I ENHHDT, B2 +7IAT,
BEENPROONLHEICITHEY 2 NBEEITH 2 L,
1.1 EXBEIRIG
vavd, PFI745FV— (WINLIHERH)
TFT747F-RIGEZECBBIERY DS DNEZENDH S,
1.2 ZDfDEIR I

10%2LE 1 ~ 1093 19% A3
EBUE 2. MEMEEFE
% ZOFERE. #E. A
B BIAE

P 25 FIPENR BRI R
B (79.1%) |2 5FERE  |IEETEOIRIG. S92,
BGEAL |FEAR (37.4%) . RAE. WA, BAETRE.
(FEEFERAL) |[EAR (24.2%) P, A, AR

R B

BIEER CBD.
HILEE  MEM. TR, FE
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SHIE (28.3%) FEIED V. AR

FERRE R fE. {EAR. FEHR
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HRE. AR, M
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2ol HEE (21.4%). ® B EBE. mE.
e (16.7%) B, AMELGE. [\
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*14. BALOER

14.1 ZEEIFAREFOEFR

14.1.1 ARNI AT ERERNICHST A2 &,

14.1.2 FBo CHEESEDDIE. MENELLTWEBEZNIDH
50T, HRLZWZ &,

14.1.3 HRBIH 2 SHEREAR CART A3, UEEF 0N A
TILVAICEREBRGZ2EEA LK, @ TR0WEIELL
ROIBEE, TRAEBESELZE BLIEES I LBV &),

14.1.4 FEBIZ I IERT S L. THERTERVEAIR. E
HLT2-8CTHEL. 6L BB LD DIIHET S &,

14.2 ERHSEEROER

14.2.1 EiES

(M EEH ROV DV IHEEEBICHNORZ 52 &,

QEFARNCIIRE ZIEE. HO. BMOEAZTOMORE S0

DPEERL. BEZROLLDOIXMER LW &,

(3) IEEHST DEBEASMERICHA L TWAEWT E 2 HERT S &,
@) AF ZMtMDOT 7 F L ERELTERBELRN &, [7.350E]
14.2.2 $EEENHI

M ABENIFANTES OAIHER U, RS BIRAES UL

WiESHI LW & FRESICKD ., —BEORFRRE (F

SR OFR R OIER) 2ENsE22 0550,

Q) EREHRANE, BE. EH=AmBE L, BBz L,
QG EEEAIE T LI — L TCEFE L. R—MICRIE L TiEEd %

ZEETFAZ L,

) HAPNRESICE 2> T HE - REANOEE LRI L7720

DTROERICERET A &,

HRIEFANESICEAES T, M. ME. BHEOHAT
MEICEE LWL D SHEEEEICH L CHET A ER R
ETAHT &,

- WIETEITERAI 2 BET B 2 &,

CEHEERA L EE, BUERRA D MEOFERZE &7
BRESICHEZRS, Muzr2TESFT S &,

17. BRERARE

17.1 BHERURSMICE T D5

17.1.1 ERHRESE D858 (ZOSTER-006515R)
S0EELL_EDE 1475961 (HAA603fI &) ZRFICEMR LT TR0
%, BIEEEHR. ERHEREIHERE (ZOSTER-00688E) B\ T,
AR % 200 U 72 OGS 1 2 B2 & ORE| O %2 % 1
L7zo TOFER. KEIOFEEIZI7.16% (95%FHEXM - 93.72-98.97)
THo1 (F1) 2,
"B, ERESREREORIEFBIIRFIROF. 75 REEI8HITH -7z,
AREEETHE (BEYHLED) OHEICL2R2URAELIT- 2
43796105 B, FAT (FESERAL) OEIRISFEIESEE1X81.5% (3570/4379
Bl) THY. ERET9.1% (3463/4379%1). 3£7#:38.0% (1665/4379f). K&
BE26.3% (1153/4379%) TH 7. F7o. 2HHOBIKICHIBHEE X
58.2% (2543/437208) Td-7=. TabDid, FHPIFE4L.4% (1812/4372
Bl WEF540.19% (1755/437201) FENE33.9% (1484/43726) T -72%

=® FREBICHT 3EHED =

ARFIBE 75 AR B (%)
N n n/T N n n/T [95%CI]
7344 6 0.3 7415 210 9.1 o7.16
[93.72, 98.97]

N : BTN RER. n: D &b 1EFRES 2 FIE L2265, n/T:

1000 AN dp 72 D DERTEZ HIERIE. Cl - EHEXHE

D) BEORITHRER  ABEALALT 7 F v EEIAs— N QEERE
T2 2T 72 o 2 I 2E B %] » ADNICHREE O FAEDTE
RBEN-WEBEZRV-2TOWBELZEGIR—1)

12) BB O P REIL3. 1F

17.1.2 ERHFRSEIHEGER (ZOSTER-0225(88)
707% DL E D& 1316361 (HARASO3FIE L) ZRRICER LT T AR
R, BREEH. EEREXEFASIHEGKE (ZOSTER-0225E) KBV T,
A% 20 U 72 BORIRIEEZ 19 2831 OREI O R 2 % 51
L7z. Z0FER, KEIOBELMEIZ89.79% (95%EMEXR : 84.29-93.66)
THoT (F£2) Y,
w8, HIRES R EEROFEMNBIARFEAM. 7T RE286ITH -7z,
AEEEAZTHR (BEYALET) OHRICK2X2ERE2To2
505615 5. BT (FEHERAL) OBIKISHFSEEIX74.1% (374/505
Bl) THY. ERE68.7% (347/50541) . F#4:39.2% (198/50561) . MEAE
22.6% (114/50561) TH 7. Fi-. 2EMEORIRICHIREEEIL43.8%
(221/504H1) TH o770 FExb DI, J7E¥27.8% (140/50461) . #5PE
27.2% (137/504431) . BE%20.6% (104/50461) T&H -7,
K2 HREBICHT 2EHMME 2
AFIBE 7T REE B (%)
N n n/T N n n/T [95%CI]
6541 23 0.9 6622 | 223 9.2 89.79

[84.29, 93.66]
N : B RER. n: Da< &b I EERAES 2 R5E L-F1%. n/T:
1000 N D 72 b OFIRIEZ FAERFIE. CL: FEXME
E) BWEOFITNRER  FAEFALT 7 F UEEIR— QEEE

%% 2o 7o 200 B % L A DI HHRIES O FIE A5

BENTWBREZRVWIZ2TORBEZETIE— )
2) BB OFREIX3.95F

* %17.1.3 EFHRESENbERER (ZOSTER-049515R)
Fe4T# B (ZOSTER-006 B ' ZOSTER-0227(5%) TAAl %
BUEZNRICER LSRR, RGN, EREERFSEDbHERE
(ZOSTER-049:5#) 2B\ T HHREZITN T 2 ARF DB IEDFRHE R

-



274085 (HAAN2356&Ls) TFHiiL7z. ZDHEHE. ZOSTER-049

BRI (RAIEER5.6~ 11LAFEOHR) ) OARFOBEEILT.77%

(95%(EHEX M : 73.72-84.61) TH D (R3). £iTHkEE% &0 /BHARK

(RAEIFERERLLLAFER) OFEIZ87.73% (95%FFEX M : 84.89-90.12)

Tho7z.

723, ZOSTER-0497 58 1A [l h O #IRYETE 14 8 0 FEREGI BU S A A BE4

Bl BEfEXTIEEEEY 2B Cd o 7z,

ZOSTER-049: B iR ICEB L BIR IS A B S s o7z,

H1) HAEBHEIZZOSTER-049E& IS0 L /- #455E O 9 [E R FE H 2
SHEREBEHE COHB T, RITHRBOLF 2E BHEERSD S
ZOSTER-049# B 0¥ mIRBE H £ OB O RfE (FF) 135.6
£ (4.6~6.5%F), RRBZHE cOHBMOFRME (HFH) 1X11.48
(5.1~12.5%F)

¥2) BEEM BB OREMRIE. BITHBTT I RBICT v ¥ aksn
TR E A AVAERDEI L7 T — T L RERICE D EHE

x3 HREEICHT SREAEME

AR5 B ot BR B B (%) =

N n n/T N n n/T [95%Cl]
79.77

7258 69 1.8 7258 341 8.7 (73.72. 84.61]

N BT RER. n: Da & IEHFRAEE 2 3E L2 FI#, n/T :
1000\ & 72 © OFFREBFIERIEL. CI @ (FHEXHE
3) BEHHORITHRER  ARE 2T 77 EEaR— QEEHE
T2 Z - 72 UR2E B R L A LRI HRRIERE O i HE
RENTWHRE LRV L TORBEEZET IR —b)
TEd) BEFEN FRBE CHEE S N7 SEAIH & ORIRAY 2 N &S & RH 0
A5 % A
17.1.4 ;BASEMABHER (ZOSTER-026515R)
S0AELL L& 2 M RICENE L/ IEER. BIMHRE (ZOSTER-0265K
B) 1BV 00 27 A &0 6 AOEEREZ HET 2 72 O RES
Bl L7z, 2EEEER]Ly A BRROFgERAD 7 7 F VISERIE
0. 27 FABIERET96.6% (95%EHEXM : 91.5-99.1), 0. 6» ARMEHT
96.5% (97.5%(EHEXR : 90.4-99.2) TdH-7z%
0. 2n AEMERHCB VLT, RAERTHR (BEYHLET) OHIC
FHLEMHEET-21190ID > 5. BT GEHERA) ORIKIGHIR
FE1384.0% (100/119%1) TH V. %&H76.5% (91/1196). 387740.3%
(48/11961) . 1BAE21.8% (26/11961) TH-7zo 7oy RHHOREIR
JEFEBAEE64.7% (77/1196]) ThH -7 ELBOIX. HAE7.9%
(57/11941) . 9E5541.2% (49/11961) . BERE34.5% (41/11961) TH -
- 7)
0. 6 ABERICB T, ARIBERTHHE (REUHLET) OHEK
LB L MHERIT->21190I0 > 5. BT (EHERA) OBIRIGHIR
JE£1384.9% (101/1196) TH V. &7E79.8% (95/1196). 3£7742.0%
(50/11961) « FeifR23.5% (28/1196) TH o720 Eizw 2EHORIRIEF
FIFEI363.9% (76/1190) TH oo EA B, HEH48.7% (58/119
)\ APAE43.7% (52/119%1) . SERE31.9% (38/11961) TdH-7",
17.1.5 EHESEIEHR (ZOSTER-00255R)
HREZICRET 5 Y A7 MEVEF X 5N 218 LD ARG MR
BN TE 184601 (HANSOflETs) ZARUICEN L7 7T LR, #
REER. ERILFASIHERE (ZOSTER-00285) IcBVLT, BRE
MEAT R AEITR50~70H BICARIO 1B BEE 2TV, 1~25 ADH
WzBV»EBEOEEE L BEORRIEZ I T 2B, RElORE
R RO k2 FE L 7Y 2 OFR. FEFHEEE TH s KA OFL)
1£1368.2% (95%fEHEXA 1 55.5-77.6) TH -7z (F4).
B, HRIEERAROFEMBIIARABLG, 77 RBfITH -7z,
2EIE @R 2 A BBROWRIEREINE 2 3 L 7. FigEhiikoT 75
VISEHIZ67.1% (95%(EHEXMA © 55.8-77.1) . HgEHIRD KT
B (GMC) 1212753.2mIU/mL (95%{F#8X M : 7973.0-20399.4), 3fa]
TR (MGL) (Bt BEaT) 1216.7265 (95%(SHXAH : 10.01-
27.92) TH-ole
AAFEERTHR (BEEHLEE) OHFEICL 2 RaERELT o2
01FID> 5. BT (EHERA) ORIKICHEBIALIF85.8% (773/901
fl) THY. HEHRE83.9% (756/9016). FE#33.4% (301/90161). MEAE
18.6% (168/901) TH>7ze £z, 2EMOEIFIGHIIEREITA2.1%
(379/90161) TH o7z LB DI, FHAE31.0% (279/90161) . Y5
23.3% (210/901f1) . EF14.5% (131/901f1) TH - 7.

x4 EREDICHT MM

E1) AMEORITNRER  EART 7 F o EEaR— b QEERE
M2 Z T2 h - 72 UR2E B EER ] 7 B BIRNICERIEE O FIE A
RENTHBHE LRV 2 TORBEE2EL IR — )

F2) B OPRIEIZ2]H B FENRTY A LV AETHRSIEHFE

17.1.6 ;@555 1 /M4BK8% (ZOSTER-028515%)

HIREZICRET Y ATPEVWEEZ 5N S8R Lo BB EE
BEZHNRICER LI R, BIEEEHR. B 1/IHEKR
Bx (ZOSTER-0285E%) 12BWT. {LEBEEDY A 7 IVEIES~30H A
(PreChemo®¥) WI3RitaE: (OnChemo®t) ICAAIOIEE#HEL, 1
~2n AOREZ B VT, KiALEEEDOY A 7 )VEHREIC2E B 0% %
U 7z B OARF O B R K O 2 2 31 L 727,

20 B EERER ] » A BE S OWERZISE 28I L7z, HigEFildo T 7 F
VISERIZPreChemof T93.8% (95%(S#EX M : 85.0-98.3]. &/&A
86.2% (95%ISHEXME : 77.1-92.7) TdH -7 (F£5).

REBEZTAR (BEYELET) OHEICLZREEREZTo 12
12610 > 5. JFT (RSHERAL) OBIKIGFHBUSERE1£83.9% (94/112f)
THD. #E80.4% (90/11261) . %7:35.7% (40/11261). EiEL6.1%
(18/1126) TH o7z F7zv 2HMORIRIGFHEBUAEI333.9% (38/112
) ThH-o7zo Ex b0k, BHAKE26.8% (30/11241). HEH17.0%
(19/11251) . ¥EFRE14.3% (16/112651). HFE14.3% (16/11261) TH - 7o

x5 MEEEER» AERRORERELE HgEHEF)

AHIEE A B (%)
N n n/T N n n/T [95%CI]
68.2
870 49 30.0 851 135 94.3 [55.5. 77.6]

N BITERER. n: D EHIEFPREZ 2 FE L7 FI#. n/T:
1000 ANE & 72 0 OHRAREEFIEG £ CI : FHEXH

PreChemo## ESUIN
N=65 N=87%)
T U FVIRER (%) 93.8 86.2
[95%CI] [85.0, 98.3] [77.1, 92.7]
GMC (mIU/mL) 22974.3 18291.7
[95%CI] [19080.0, 27663.5] [14432.1, 23183.5]
MGI (%)
22.3 17.4
(PfEts/hEn)
[95%CI] [17.1, 29.0] [13.2, 23.0]
N : @i, Cl: EEXE. GMC : %APHEE. MGI : #&(@F
HEmER

1#1) PreChemo#®£65/5 % 0*OnChemo®22/

17.1.7 ;BB MHEEER (ZOSTER-0395K5R)
HREBICRET 2R IPENEEZ 5N 18%L Lo EEE
BESOH 2 M RICEM L7 A, BEEER. SIHERER
(ZOSTER-039:E%) 108\ T DMABEER OB IAED SHIEI0
HUEORBEZHTT. PAREBERTROBEIXET N 510865 A
PIRICARIOLE B OHEE{T L. 1~2» BORBE BW2EEO#Ex
U 72 BR O AR D S R it e OV e % BRI L 7210
2B H R » A B RO REINE %5 L7z, FigEFAED T~
F VISERIZ65.4% (95%EMXM : 58.7-71.7) . HigEHEDGMCIZ
13445.6mIU/mL (95% 88X [ : 10158.9-17795.6) . MGI (H:fEk /5
FERT) 13213.95(5% (95% EMEXR : 10.39-18.73) TH -7z,
ARFEATHRE (BEYHLED) OHEICX2ReEMHAEEIT 572278
Blo> 5. BT GESEA) ORIRISHEEEE1$83.8% (233/278%1) T
HY. ERET9.5% (221/27801) . FH41.4% (115/27861) . 1EE22.7%
(63/278f]) TH o120 £ 2BHEORIRISHKIISEIL37.1% (103/278
Bl) THotme EBDIE. HEH22.7% (63/27861) . AHARE22.7%
(63/278f1)) . FEE1S.7% (52/27861) TH - 7z

17.1.8 ;B85 SEMABHER (ZOSTER-041515R)

HFREZICRET 2 AV PEVEEZ SN IR LOBEMEEE (30
HEM Lo GENHEORIIBEELZ 1TV 5) 26461% M RICEM L 7
TR, BEEEHR. EIHERER (ZOSTER-041E) 1B 1T,
BHEDA~ 181 ABICAFIO IR BEEZTV. 1~22 AORREE BV T
2EEOEEZ L7z BORE O RZ R R O 2tk 2 34l LY,

2o H % » B B SO REINE %51 Uiz, FigEFED T o
FUISERIF80.2% (95%(EHX : 71.9-86.9) . HigEHADGMCIZ
19163.8mIU/mL (95%{S#EX M @ 15041.5-24416.0). MGI (3fE% /B
RERT) 1314, 165 (95%(EHEXM : 11.0-18.1) TH -7
KEFEERTAR (BEYHLET) OHBEICLAR2URAEZT-o 12
Blo> 5. FEF GEFEA) ORIRSFIEEL87.8% (115/13144)
THV. EE87.0% (114/13141). F#725.2% (33/13141). kEAE11.5%
(15/1316]) Th -7z Fzy 2BHOBIRISFHKIASEEIL26.0% (34/131
Bl) THotoo ERBOIE. HAKL6.0% (21/131641). #5511.5%
(15/131451) . BE#E9.2% (12/13141). HEE8.4% (11/1316) TH -7z

18. EEXNEEIE

18.1 {ERAKEE
AHNCEGENBGERER, 7V 2\ bThHHASE & bIC, BIKE
BRIEB Y A VAT 2B 5 ET 2 HEICHEET 52 & T, gERER
R CDABHETHIAR Sk FHRE SN 22,

20. BURWL EDFE
20.1 SiFERAEA L. EALTIRET DT &
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