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1.2

AR DR
121 ERAEEFRUEMNEE

1.2.1.1 ERKERF

e R (B3ESMSI-0011, UTFEZ v a 12280 T TR £, a4
IFfRNbhrbry TAT7y EEFEEZ] ) T BEFHEBITF YA =— XL RF—
PRELAE A A L TRl SN Dl s TR 2 b MEREMEMEIRE AR L (-hCG) TH
Lo o, REOT R EEFEEN LR Dar T =y NEOASEOT 2 BRI DD
Br7 = MO SN DHEX X7 (5 F& :K70,0000 THY, 207 I/
FANTE MEEMEMERAS AR LE Y (WCG) EF—Th 55,

hCGIE, R he B £, BIRORBHFMIUNOEASNIL D, ZD%, Ik
DOREEAIR D DIZITARRMIR 218 U CREA SN D, FRCERIIIICRS O TIE, JIROHEE
AR LT, BEOFMEALRE ST, BWRAKRLZOWRE R T L2 ETHEHRICLS
A baFrlralr AT ey gibEIEELE S5 W) | HEIROHMERFICEE TR A R 2%
FEH S TNDHE 6T

hCGlE, EF7ed#R{bAR/LE > (luteinizing hormone, LH) ¥ — 7 & [E#RIC, IR Y
PRTERRAZTFHIR T D720, A3EE G ThCG TANTHEIN X OIKTE R OFEFE, AT =
& (Assisted Reproductive Technology ; ART) SEftaiilZ & EIHEIFLLE 217 2 B O I & H
W% DRI 72 IR AR & EIME 25554 2 B TE S D,

AFEOERT X, hCGE U TIFR DO AN KL ORI, M OMER Lo 4T 1 v
MRS AFAE T 2 LHOCGR A & FHEN 2 Ml iR SR 20 & w7 ISk & L, 77/
U= Vg (ATP) ZBRIRT T/ v —U VR (cAMP) ([CAMRSH, WIRICRIET D
TTENBY 7 T —BERR AT 5, £, REHET v 74 % F—ERcAMPIZ X
DIEHEIL S, v ATa— L T LT Rxue ) BB L, R har RYTIZBITL AT
nA REAZEIBET 52D TH DS
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1.2.1.2 EEIBALR

RIEDZN ) % BA T 2 IR & LT, LT o2z 30 L, € OfR 27K H 36

IFICHEH L7z,

F 1 AGRHFERHCRE L AE OIS & BT 5 IR ARBR OB E

RO GABRE )

AR oD H B &R

In vitro 52 ARG & B FIMERR
B
GRBR = : 6864)

In vitro 7 1 7 « » b RS0 R TARIE L JREKEE MERENME
PERRRL AR VE > (u-hCG) DFEE BRI A | fREEER 2 5
H3 2 Z L1280 el L 7=,

fEd e LT, ARIIT u-hCG & [FFRFED LHICG 2R~ D
BB E R LT,

WET F7 47V in vivo &%
TE S J OSSRy Eh e B
GRABRE =« 7298)

FER U 7oL T HEINRITR O FE G EFHR T DRRAIE LT
ARILONFAFM LT, Fio, ARIEHEE £ O ME hCG
@ PK Z#Hii L. u-hCG DfkE & btk L=,

FER L LT, ARSI LT MET 7 &7 2 BT u-hCG
& [FIFRE D BTN e 27~ U, IR sE R bIZRE L C b [A]
HEDIEMEE R LTz,

PLEDOFEFR L0 | AHiFu-hCG & ANE W 72 AW FHRZEENEST B, 0% 113u-
hCGEIFIERETH D EEZ BN,

1.2.2 ZEMERE

BEFEREN 22 %1 52 & U 72 FRL O R DO IR 2 18 U CARZEO B REEBL AR 23T 5
N7, WTNORER S REICTEM L, FFICRREORWIRYIEEANEHR L LT,

7012754

® [H: MSJ-0011 D FMEHE 2500, 5,000, 20,000 [UD FE TEARNEL S L. u-hCG

5,000 IU & thig3 5 = &,

o FYAVIRERAIAL (BhE6H) BAGE L M HHRAR,

70135705

® H: MSJ-00112,500 IUZ F#ARN. AN, B2 FICHEIR S L, EYEhEE & A

IR Z Rl 5 2 &,

® TVA L EHERRALRY (Bed) xR e Ui Hifiak IR,

7014754

® [ Y: MSJ-00119%Al & Wi ezl B X Uu-hCG 5,000 TUD SR EHRE % LLifie 3 5

&
N— (e}
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® TS R AN244 (BLK1240) ExiS Uiz Wi ak S IHER,
EMR701173_0037X5%:

® Hi: HARAB XU\ ALMEIZE T H2MSI-0011 250 gD W EHEEZ b L, H AN
LM 31T Hu-hCG 5,000 IU & DL 1T 5 = &

® T LRI AT M364 (AAAN244 (D B1241C1Fu-hCGEHE) | H
N1244) Zxt8 & Uiz Bilaak B Ia e,

LIFOAETIE, £& L TEMR701173_0035ER D5 RICHS & | ARHK250 pghi[al e F %
HED HANZEIT 2 MY ERE O 2 kR 5, FHIGEH DR WIR Y | BRI
B FEAE R 22 TR T,
1.2.2.1 R 1R

THEEKL 7L X L— 3 > FORRRRTO B AN LME124 103K 250 ng% HiAIf T
#eh L7z & & OCmaxi%132.2444.8 IU/L. tmax/EI22.08F# (F i) Th o712, WA ETER

B (7013300) 12 THARRAI L LCAKI32 ng (2500 1U) % 5 FHh L7 & & Okt
A FT_AFE YT £130.3840.10TH - -,

1.2.2.2 VKl

B L= & X O BFE(VZF)IE33.067.5 L Ch o 7=,

1.2.2.3 Kt
ARIROMRHWIIRET LT,
1.2.2.4 et

BeHLI-L X027 YT T A(CLF)0.65£0.13 Lh T - 7=,

1.2.2.5 =

LZHEIZOW TG L TR0,

1.2.2.6 RE. BEOEZEEFTEVHRELLH T H56

ARIEDFEYEN RIS DB R FOLBEIIRFT L TR, KT F 7 BRAIT
HY | EHEORFOCEEDOWRE TIIRESREBEzZ TR ETHIShT,
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1.2.2.7

KRNI Z R ERAITHY . FTHERIRRBR, AR 5 QT/QTeHRIZ %
525 U AR BT S T2, QT/QTeakBRIZ I L 727> 7=,

1.2.2.8

ARIEDEIARBASE 218 U TR GRICHEWHURDPEAITRD b AEORE R

R I 7 R BR

R

(TR & FH S vz,

1.2.3 BRIRSABRREDOHE

ARIEDOFKGBHFER] £ TICH M L7ZRARRRO 5 6 AOMER L EMEIZBE9 2 Ml E R

& U CRKRHGERFICIR I Lo O E 2 £ 2 107,

¥

&2 APHEROREMEICETIHMEERE UCHRE LZBERRBOME
B | Eiﬁ%ﬁ%ﬁ@ e | RBrofE | Hik - HE H A WEREE | Bh | k%
g | b |HERE) iR | SR
a) | FEhEE
EMR70 | OI |15/ HA | 2012 4F | 25 11 46 AHE 250 pg | ARFK 250 pg HE] | BERE | HER | bR
1173 0 9 A S, W | HER S &T&ﬁc:; ZHE[1254 5. R e
02 3 ~  |ATRERI | TRE %ﬁg%ﬁgﬁw B R
e, MEEZ | . u- - P81 4
?gﬂgﬁ . S lsl(l)lgoGIU RITxk LTS (At -
iy ; % D LA STEE| R
el (JP) < Tlsaz . u
7o hCG : 27
5 AP :
! )
82097 | OI 19/ 4 — | 1904 | &5 111 AHE ARIEF TR | TES . | PEUNEE | r-hFSH
B 2070 (DA | —@msp,  |250ue. T | 2HINER AL | 270 4 FIRIE (1285
7. AT |H 273 |u-hCG M KOV Ak ERERH 1JEH | IRl
B 7T |~ — 4EfEZ | (Profasi) : | &~ WhCG BT |40 4, (hCG | BAIK
ALK 1ol = {b. %HE% |5,000 TU 5 & PR tAti 9 5 Himld |z
AV A B $: A2k B WL %o ARIBCTES 108 4 (A ) 25
zz= (R b DEREMEIE |5 Sk
L A X BT #e5- L. uwhCG fz F## % ' &
VT A H.odsetk & g | T W
A +%. gf'%
AA A FEAE  AKIC
S LB HEINEA, -
hCG 12 & % HEIp
oozt L CRRER
WZHELETHD =
L EIRT,
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FERLL BEAEREER
B | | BRI | BB | RBRoOMR | s - iR H WERER | &5 | B
g || MRE | | £
a) | FEhlE
7648 ik |ART |97 7 | 19f #F | 5 L1 AH ARHE 250 pg | ARHER FRGAC L | PES . |IVFHE |IVF K&
B 20 SN | —msk.  |unce B IO (K9 2004 [ 1A |
AV, A H HTIVH (Profasi) : ROSRIMEDOFHTE | wgpne . | ICSI-
7EHL |~ —. E{EZ 5,000 U DAL L | 905 4, (hcG |ETHi
AT x— b, ShidE | w % u-hCG FZ wo . | EEEE [
7o, o | e | s s, (BB 0 hesu
svr. |l RFES  emmmy 50|« o7 i2k5
S, A ZwhCG LA | g PSR
AT T THAL, S| G : 03 gz
REABRETHD 2 | 4, =5
L% Ltk
=1
7927 # |ART| 20,7 k(= | 19J 4 | %5 mi4n ES ¥ EWH : HIREK | Lupron #  |FSHIE |IVF-ET
B B JEska. | 250 pg, 2, ARHS00pg | BH 297 |HESET | RIS u-
~ ki, A 500 pg XL | RS & u-hCG |4 fRIZH |hFSH
offf ¢ | (TRERIECR | u-hCG 10,000 IU AN | g oy | RS (1045
(B R (Profasi) : &E'GH{%B@E'C‘&) 4/ ]@ﬁwﬁ
10,000 TU DIEEFRT, by s
Wi 5 A A« AIED 2754 O 25
rae g |FE2S0pg L | KAt
o 1500 pg DERIP {250 pg : 94
HsARECH S | D
DHEDR. 500 pg : 89
N
72 hCG : 92
4)

a) ART : AFEAIBI 31T 2 IR AL OV IR L, O : BUK T8 — T HARBERE R H IS L 5 MEHRIN SO A R YEINZ I 1
% PRI 3 e OV I b

b) BURTE — T IEAHERE R ST 2 FERPEIN BIE RO © SEPRIN S XA FEHRIN & 2T S 41, r-hFSH I K 5 HEINEE 3895
LE50 5 BARN Lok,

FSH ; Follicle stimulating hormone (JFAE#I[J%7A/L€>) | hCG ; human Chorionic Gonadotrophin (& kT PEMEARHIK A L
£>) . ICSI; Intracytoplasmic Sperm Injection (JFFMARENKE -1 AL) | IVF ; In-Vitro Fertilization ({K4MZ4E) | TU ;
International Unit ([EIFEHAL) | IVF-ET ; In-Vitro Fertilization-Embryo Transfer ({K#45245 —[EF4) | r-hFSH ;
recombinant-human Follicle Stimulating Hormone GEfx1-##tz & FIPR#L A /LE ) | u-hCG ; urine-derived-human
Chorionic Gonadotrophin (JREIZE & M FEBMEMARAL A LE V)

1.2.3.1 T2

[N T30 & AU 72EMR701173_00258R O RIMEH O BRI A | BRI~ T, X4
PEOFERIIRDOEY ThH-o T,

[OEkER ]

EMR701173_0027R5% & 820958k D OF AT DGR, AFK250 pg SCHETL < ik Shi-
RBIVER (PT) 1. SRR (6.5%) | ESHACALEE (4.6%) . JFELEER (2.6%) .
AN I B FREERERE  (Ovarian Hyperstimulation Syndrome, OHSS)  (6.5%) Toh o
7=

EMR701173 002585 Cid, VESHEBAELEL OB A u-hCG 5,000 TU IMBELZ b~ TARSK
250 pg SCEETE Mo 7oA (3250 pg SCHE : 9.3%, u-hCG 5,000 TU IMEE : 3.7%) | F&7R
HA R TP 9B 1 Tu-hCG 5,000 TU IMBRIZ b~ TASEE250 pug SCHETREVMEM RO vz (K
250 pug SCHE : 24.0BFf, u-hCG 5,000 IU IMAEF : 60.30Ff]) , F£7=. fthoFgHERAr
GOFBLRIL, TEFHAETR O3 BIZ2Y, u-hCG 5,000 U IMBEIZ FE~TAFE250 ug SCHE
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T > T LIAMT R CRIFEE Th > 72, OHSSOKERDITIEEETHY . HIEE HIFL
I EPBEE~RELTH T,

INHORIERIZW TR AREREICL > TPHIESNEWERTHY . £, wEIN
T RPTRABMEICBEE ST 2 FRN—BETH Y | NI B RIRIFICE -T2 L 2B ET
& ARI250 pghl TG ORFTAREILRE TH T,

EEZREEM X, EMR701173_002:8BRDOHSS 11 (1.9%) OB TH-7-, OLRAERTIX
FEC TS S 2o T,

OHSSDAEHLHRIT, 820978k (2 L-XTEMR701173_ 00255 CTHEn - 72 (AZK250 pg SCHE
T3.0%x%114.8%. u-hCG 5,000 IU IMEE T0%%xf14.8%) . Z DX, EMR701173_0027KER D
SR L ENMEINIEGEREO BRE 2 G 2 L B2 20HSSO EIEE /MMl iz =
& BEIR TOOHSSHFHM D Hilsk 2 L HEATOBENDO RN E 2 bivlz, £72. 20250
BRI E RN 72> TR, b ZD—K LB 2 Bz, EMR701173 00255 T
(X, HIEE Z MW TOOHSS DR B RITIER A ZITRD b hole (RIE
250 ug SCEEM Uu-hCG 5,000 IU IMAE L §1214.8%) Z &b, AKICERA 2 H 5 L1315
2 BV o 7z, OHSSIZEMR701173 002:8R D14 2 fr& 2 CHEE TH o7, OHSSD
FIEE L, WO WTHOBERTYH, EICRE~TEECTH -T2, HEDOHSSIL,
EMR701173_0027R8R D A%E250 ng SCHED24: (3.7%) DFH T -7z, EMRT01173_00275Rk
DAHE250 pg SCHED b SN2 MO EE /cOHSSIX, TEBR TIERIC L 0 AR ONE
7R 2 & NINJaRE A L€ > (recombinant-human Follicle Stimulating Hormone, r-
hFSH) & Bidid 0 LSz, 1EREBLEMOTIRIZ L D & Ykt S R E -
hFSH%Z H 85 LTz B IERICE WOHSSA E L IZE L L7z & X bivT,

RN TOHSSOEEE N FICBE~TEL TH Y | Wil TOBEHT mOBENR
OHSSDFHi 71k « FHIRF DBEVWOEEELEZ SN 2 b, 8209 BRIZH AT
EMR701173 0025882 COHSSORBRNEN- 722 L%, AKOZEMET 0 7 7 4 WVCH
EMREBE L G220 D EEZ bV, AEOEGIZ XV Bk DO OHSS DR o OVEJE
FE & B2 DI RITRE O b o7z,

[ART#BR]

76487585k & 79273 ER O DG MENT OFE R, AFK250 pg SCREThe b 2 < WA S - BIEA

(SOC) 1% [—fi% « &HEER L OBEIHAOIRIE] THO, WS izBRid,
AL L, VESFEACRLBE, A R T, AR%E250 pg SCHE TORBRITEN L
3.1%., 2.1%., 42%C&dH>7=, u-hCG 5,000 IU SCHETORIRKIZZNZIE.6%, 20.4%.
21.5% T, AHK250 pg SCHDOREBLZ & ik L Tu-hCG 5,000 U SCHED Eh> > 72,

OHSSDIEHLRIT, ARZH250 ug SCEEN2.1% T, u-hCG 5,000 IU SCHED1.1%, u-hCG
10,000 TU IMEED3.1% EFIERIER TH > 72, OHSSO KT IXFEEE TH D . AFK250 pg
SCHECIZEE DOOHSSIFHE SN ed o7,

HELBWERORBFIL, A%250 ug SCHETIE1.3% T, u-hCG 5,000 TU SCEED1.5%,
S UM0,000 TU IMEED1.0% & [R5 ToH o7z, AH250 ug SCHE TR O b - HE R RITEN
X, JEREE (BME)  (04%) . I8 (0.4%) KOOHSS (0.4%) Toh-o7z,

[ZatEnE & o]
AR £ % BARRIWERNE, TSI RS 4 G 1eS0C [—fi - BHHEER LU
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HESALOIRAE ] K OOHSSZ & 1pSOC A B L OHAEREE] BT L FLRLTHL EE
Z BT, EFRAIRIHES L, FEEE TR TH o7z, OHSSIE, ZDIFE A ENHE
HETHY, HEEENPRE~PEETh 72, EMR701173_ 00255k & OV DK T — ¥
ERRETLI2AER, AARANERA~OREEGICE LT, ZEMEICKT 2872720 3G9 5
727 o7z, EMR701173 002308 Tik, AN CHEME L 72 BROFERICH AT, RIEFEL
u-hCGEED MTT T, OHSSDIEHZR N E v > 7=, EMR701173_ 002585 D %5212 2 FE LR
BIEGREOBE 2G5 2 & BK TOOHSSFHM O Mgz L M-I TOE, £7o, lialbR
DOERRFHOENEL ZO—REZ X LT,

PLEX Y, BARNEROBIZFER BN E 125 K9 7287 72 pr iR Hiv7e
ST, BEMICH T, REEZ250 e DHE T TR LIEEE, ZeE7a 7y A VTR
HThsbEEZLNT,

1.23.2 Bt

[ 2k = 23T B D% E ]

- OABR  AZIMET R E - PEIp=R

HOMEO EEFHRE B X, &R omE 7 e 7 27 2 (Progesterone, Ps) fEIZ K
DIERSNDIINDERRE Le, ARMEMITICIZ, hCGI5#%5~7H B X U8~10H H
DOHFRBESRAEMD 5> B, @WFHFOME AW, 72720, BIRIERICE > 2 5HAC
(%, MIEPAEIZ MR S HEIRA R SN b D L Alp Lz, BARTIERM S iz
EMR701173_002588% Tld, AARANDIER HfkZME 2 x5 & Uil E & Ol OWFE D Rl
ZISE 2 PEUNZ A P OO I TS PAES ng/mLUA | & EFE L2810, —J5, HEdh THEE S
AUTZ 82095 5% Tk, AREIIN BTN (T MG PHEAN10 ng/mLi < (272 o 72 & T+ 7R ik
TN EEONTZE WD T —F 05, MIEPAED T~ b A 7 E%9.4 ng/mL & 7% 7E L7z,
EMR701173_00258k Tld, 82098k & I~ % 72 DI MIEPAED 71~ b A 7 ff % 9.4 ng/mL
LT EOPIIREZRIRFGEE & LTERE LT,

- ARTARER A0 FEREEE 48R E o7 OERINE

ARTFRER DA ZNME L EFAMI H 1%, 76483 K 79273 B DO WL h . hCGf 51434~
3QIRFFH] DARIEERIN T OPERE 7= 0 ORI L Uiz, BRINE A A 20 B E & LT
B U72BHIE, 2 R b e B K UhCG O IR fa S pl M OV B AR AR EVE ) 2 e B2
KT 2650 THY | Sk CEELIN - RBEAEEL 25720 Th D, 7648
B OTRTRBOWTNTY, BERMENRIZhCGHE 5-#%35~42 B B ORIEHEE I RAE TR
TR T B (OB ELMbeV) EERLE,

[ 2Pk DfE 3]

H AR TIEHE S AL72EMR701173_ 0025881 L 0 | HEHEIN XA ZEHEIN 2o PR ds v T IR ]
€ (Follicle Stimulating Hormone, FSH) 2 & 2 SRR #L% OHEINGE I Tld, A
250 pgHL[E R T # 5 23u-hCG 5,000 IUREIFHAWNER GICH B2 EFE Sz, 20
EMR701173_0025RBR DFERIL, WS CTRBROPEIRFT & %45 & L CHEHE 728209588k D f&
Beb Uiz, BARANLMEICET B AR50 ngHml T 55O PEINEE 720 3R K GEAf
HHOREENS b EAMT O, £, 220D00ERRICE T HIFERICKE R IIH G
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LR o T2,

— 5, WA CHEME SN2 0D FINAHARTRER, § 72 5764835 K 792788 T |
ARTVEIE & 52T D AERELMEIZ 31T D BINEUZ DUV T, ARFK250 pgHEI T 5-Du-hCG
5,000 TUHL[E] R T8 51k 2 [ASEMERSFE S 7z, Z ORERIZREIKEHEE H OFfE R0 5
HEMT O, HRRICHRBME CREREZER I A ORI -7, MaBRORERITIZ
ERICTHY, ENTARTOXRE SNLBEE L BFRKRTH- T,

EMR701173_0025ABRIZ LV . HARN TOAREE250 pgH BB NG DA N & 22t 7R
ST, MAT, O RAFRFABRABGREIT, M/ CI M S 7= S IIHH82097 R D FE F & [Fkk
ThoTo, IO RN ORI kT 2hCGOIERBEFIL, Ol& ARTOH;4 Tl U
ThU ., FTZHARDARTOXRGR & 70 5 BFEEM TN DO ZN LIZIEF L TH D,
EMR701173 00255 CH B2 ARFE250 pgld. S CEhii S 7222 DARTHRER TO
HEFR—PHEYTLIHETHY, REOFNEDHER I N,
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Al #EFR 2

AGREFE CORIEA - BRYYEDFRIURN

ABEF S : EMR701173_002

FY brEYTAT 7 Ik DHIREREEE R TV AR T — TRAMERE IS8Rt
ONERE AR O HEHEIN XTI A FEEIR D B A N ZHERE x50z, PEIRFEFR I T 2 MSJ-0011
250 pg BHEIFZ THGOEER L2 Z REEE MREEMEBRREIE AR LE 25,000 TU BEEIF;H
NG & eRETT 2 IEE /R, WITRM. BIEA/L. SHHxILR. FUHERER

AR E TR

| BRPERAT SIS S
AR ORSESSR 26
RITER S OFRBE G 38.89%

RILVE A % o fiE BILE M % o fE R B3 BLE F BEEBLEIS)

H e & 2 (3.70)

K 1 (1.85)

A 1 (1.85)

B 36 L OB T Akl 1 (1.85)

3z 1 (1.85)

AERHRE X O E R E 12 (22.22)

e 3 (5.56)

HN LR 1 (1.85)

ST B3080 P B 8 (14.81)

— % - RHEEL LS ORE 8 (14.81)

TESRFERAL PN H i 1 (1.85)

TESTEBALALEE 5 (9.26)

TESTEBALE TR 2 (3.70)

S IE AR 1 (1.85)

MedDRA/J version (17.1)
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1.2.4 ABEH
ARIDOBLERTEAGRRFIZ, LA T ORAGRRMN 5 ST,

CEESR Y A2 EEEE AR RO L, WO B 2k,

TSRS, BEREANR (LVER, PRI O B S AL O RS 6 5
DIMEBIT HHD ) (PRI IE DH1355) 5105\ HLET 7 i %
TEFEMT D2 L,

1.3 RIBEHNOBEBBERHBICESIETTORE
1.3.1 RIBEBIEO—EHLEE. FFEMDEE

FERULIVEZTESY v 250ug (LI TARK ) OFEEYIRFIC, AELROHE,
NRE SN AT B 2 KGR IE D —HR A8 I3 M L TV 7Ly,

IRBHFEEHEICBT D, ZOMOAKRFED —HHE T OMEE L k4 LT 3105
j—o

£33 BFHEEHFYORREHEO-HEREOME L K&
AGRHGEIRIE | gepm g g ERE R EL | AR AR

HAH e

Global Version ID: 78691_6614420_9991514
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FERLAL R

AR AR S A
J1 H

G A AGRE ST E4 AR ST A

FEAWIE P OATZBEIMIEN L TV,

1.3.2 FRLOIEOHRITORE

AR EYM PO EOEEOUWET DR Z BIRHEA3ITR T,
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A #EER= 3
B EOEE OUET DR

WRTAEA WRTNE YT
(RS AT R OIS ({fEEH S (BT .

201844 H < EEC)
M. #&5) 2, 22 7. AEEOHEICEES 73
B8, BHERILAMEE) 9. fFFEOYREATD
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