RET—2V—F

€3 MSD /) e

Serum Gonadotrophin Formulation
&S METH: BERE: miERETB: 2024/12/04
8.0 2025/04/14 5447427-00011 WEER B 2020/02/20

1. eZRREUSHITER

L RDBTF

Serum Gonadotrophin Formulation

HigE DR AT, Eﬁ&UEﬁE?

HEEDZHET
e

=5
==

EES

EFA—ILTFLR

MSD
1-13-12, Kudan-kita, Chiyoda—-ku, Tokyo, Japan
03-6272-1099

EHSDATASTEWARD@msd. com

RERENREES +1-908-423-6000
HR AR R AL OHIE
wERR B E
B FL OSIR JEi
2. RRHEROEN
L2 &) GHS 445
TR 555 18
GHS SRILESE
eERRLL AL %
MR fig
IR HI6OFd A TEREADBZBEDE Th. BEADEZEDETH
DEELN,
ERES Eo R

P201 ERRTICERIREREAZZAFT H &,
P202 £ THREFIELZHFHEMT H2ETMYRDEINN &
P280 REF R MREK RERE RERZERT S &

HRIBE:

P308 + P13 X< BRIZE K BDBEAHHBHE | EMDIBE
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€3 MSD /) e

Serum Gonadotrophin Formulation

&S WETB:
8.0 2025/04/14

BHEES ATERETH: 2024/12/04
5447427-00011 #EYERH: 2020/02/20

SEREYETERZITA L,
ReE
P405 EfE L TRET H Z &

BRE:
P501 AARY ., BEREARBIN-NEBHERICEET S &,

GHS S HRIZEZY L B LMt fElR A Et

EEGHBEREVEESNDIE
EEREOHE

BLANIRIZAD E. BBHLRIBNEEDLZEAH D,
MLALDEMICEY., REOMEMLGRIBE-ILZENEE
DEREMN H D,

MI. N FIVTHLLBZEDEADREDRIC, EHRMED
BMLAZREMHBT HEENNHY ET,

3. MR URSTER

LEYE - EEYDORXF BEY

%

=22 CAS = SE= (% w/w BRARER
EF5

Serum Gonadotropin 9002-70-4 >=30-<40

4. HRHEE

— BT KA R

W®A LGS

REBIZE LSS

RICA-E=5E

RAAATZIGE

AMERRVCERMTERORK

HERLGHIRER

EHDGED, Ko TChBNEELELICEENDZERE:
215,

ERMNRSICIBE. THEIRMLAHIIEEIX. EEDIERE
Zit5%,

WUAATZBE., FIEZEROBIMABET 5,
EENEZZIT5,

EBML-5E. EBICEEERITALEZSEDKTHEHLNRT,
BELEKBRELUHZER <,

EENEZZIT5,

BEADRIZKIREXD.

HEBFERT IENELITES,

BIZA-FGEIZIE, KTKLTT,

RN HY BGET 2B ICIXIERBETEREZIT5,
hAAATEIGE., EBEIZHEM LY,

EENEZZ(T5,

KTOZEXLTT L,

BMLALDEMIZEY., REODHEMGRERE-IZEELE
EHTHEELAH S,
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Serum Gonadotrophin
&S METH:
8.0 2025/04/14

€3 MSD /) e

Formulation
BEERS BIEIZRETA: 2024/12/04
5447427-00011 #FEERLA: 2020/02/20

BEEEET SEDRE

BLANIRIZAD E. BBHLRIBNAEEDZEAH D,
EERADEBZEDE TN, BEADEZEOETILDE
(A

HAMAEEFBLDREITEEZLL, HESATLSR
EREZFERATH L BEORREMENHDISEEE. HESD
BYREANREREZSRBOCE (HE8Z3H) .

BRI SRFAGIEFE | XFRESIUEREERTLSI L,

5 KKFrDHEE

) 73 K

> TIFR 5 A LVE KA

HEORBIRAEN

HERGEIED

BHDHERGE

HRZTSEDRE

JKIE$E

fit 7 )L a—JLiasH A
ZEbkZz (C02)

3 2R E K

HMEZL,

BLADERER TS, ZXRFICTHEEDHMME CANSD
BHLTEYBNENFET HERLABRRKDBIRAH D,
RREERD~NDBREIRRICEEZRETEENHD.

S 2ty
ERERIEY
1) DEEY)

RGOKRR & BHIREICIE C CEVGENFRZALS,
KAHDBERZAENT H-OICKZEET 5,
RETHNIETKRIEBE IV THZ XKBEENSBET
RN oRESED &,

NKBFICIE, BRXTFRBEERT 5,
REEZERT .

6. WHFFDIEE

MRS HEEEE. RE @ REEZERT D,

BERUVEAREE

REBEICHT HFTEEE

ZEGRMYFZLDT (R (HBE T 238) . BAARE
BoHERRICEN B8 ZE3H) .

RIE~NOBHER TS &,

REEHRELTHL, bNPIENZELEDSD,
BRINEZEFKEREL. DT D,

RHEAZE L {ERTERZVGHIE, A BRKIZEET 5,

HLADRTRHEDFERDY @ ZENFIDE, BEEHINERETHROERY . BYLTRR

2

[CBL. BEI D,
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Serum Gonadotrophin Formulation

&S WETH
8.0 2025/04/14

BHEES ATERETH: 2024/12/04
5447427-00011 #EYERH: 2020/02/20

BLADEIPADRBEE TS (TahE, BLADEREL
EREDEEZERIZEDER)
BLANERPICHAGRETHRESIN D L BRIEDES
ERTHDT, REICHLAZERSETIRE LA,
AEMZERE. BETDIRICE, SMAFBRBRESIUVEDOR
B~ TARET S &, TORBICERSAEYMEICON
THLRKETHD. EORUNBERSINLINZEHZET SREDN
H%

ASDSDIEB 13ELV152ENT, ABBRELIUVED
ERF DEEDY .

1. BEVWRURELOZEE

&L
AT B 3R

BFrER, RS

ZERREIEFER

Ffim ] 8
B R

HEINEEL., BEBEFRXMIGIMLIERZSIESRIT L
NHbd,

BERMGER, B, FRETEESESG EDOBEYL T
HEZHET 5,

THRLEBMIMNTELGWNGEE. BAEREEZFERALTLE
= AW

REOKRIRIZF AL,

MLAZRALKEIN &,

BRAAFERLY,

REDiEfLZ TS,
BISBERAEOKERICE DS, EEHORFESLUREHD
EITHREICHVERYIES 2 &

BREFFHLTHELCIE,
MLADERLERBZIEBARITS,
FRALEWMESIZIXERRZHOTHE L,
BORNENSESITS,
HESHNEICH L TFHUEFEREEELS I L,
RBNUOCEEYEHILEL. RENOBEZR/MRICT S 5F
B9 5,

E&1E &

BEOERAPICEZME~ADIEIL EDURENHDHE L.
FEEBROELIZTA ISV VI VATLAELUREY ¥
D—%FZEBELTLESLY,
FRATIEIRBERVBREEZZILT B,
FERINF-KRRIEBERT SENEET S &

27U TADHERMEARL—avIClF, To2=7a
vho—)L, BULGEAERE. BULKRLES K VE
EBREFIE. EXFLEER. EXERLEERATNOERDOL
Ea—%8T0ELNHYET,
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Serum Gonadotrophin Formulation

hR&E= HWETA: BEES BIEIRETH: 2024/12/04
8.0 2025/04/14 5447427-00011 #EERLE: 2020/02/20
rRE
REGRESH BENESRILDDONVEBRRICANTEL,
fefE L TRET S &,
#BZLoMNYEAD S,
FEDHEIZMH > TRET 5,
BRIt E ROBYBEFEEV S LLITRELGL

REGFRDEMH

SRERE I
BSGEVME: FMRGL,

8. I EMILRUREIEE

ERREICETIRIHRBRR/HFERRE

5%} CAS &= B (REN | EHEE/RERE | HA
£E) B HREE

Serum Gonadotropin 9002-70-4 TWA 4 pg/m3 (OEB 4) | NER
HEBRYHIER | 40 1g/100 cm2 A ER

fRiER
FEIR FRREER

T4NE—84T

UTIENA By b/BEERBETOEE - RERITOEHRT
T, /NMRE. BRIR. FIEEAFIORIZICONTIE, BiEk
&E@Uxbmﬁé%ﬁﬁbrﬁtﬂwﬁﬁ HxtREFIE LT
Kf2EL, ZOMEORYFEWICKYELSIAEEDH S
BEBEED RV (X. EHOER MEMNLEECRIESE
HE) IEELEFYT, LEIZRLT, 7AERTIVSO0—
Cry—OREFEREE Bl NMAE—TTsFYERY
. BBEXNSURIVIO—vy—) BEQDIHEMGHIEE
AVWTHREINIBEZERABEUTOERTEEFMBFLE
¥, BEERENEOONTLEWNMESIX. ERPEES:
AEMNICERTTEELGERBYIEHZFTILENHYET,
WETOIHISLUVEEBTELRNIY 7TADEEYDOBE %
<S5 AT, BAYOERIEYGIIFEMABELELY F
3 W, yO0—XRTFLMSORS], FEEaTFEYE
LEFTEDTELZL—IMNEE>fzAy K, R TESH
WA E),

BA. REEBLVRBZRET -0, 2T00=T1) >
TEBIIRMERENCKYERES A, WP EIRICHVLERS O
LBLELRHYET,

[REI., BABCRETIEIEY FEHAWNTLZELY,
HA—XTAER AT LIMIGIRBZFERALES .

BYEBAPFIEENFATELG MG, FEIEXEFE
THENA FS4 D OBEENDE S BATSNIBEE, T
RREFREEEALEFL £,

WHFRASA T
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Serum Gonadotrophin Formulation

&S WETB: BBES:
8.0 2025/04/14 9447427-00011

BIEIRETH: 2024/12/04
#EERLE: 2020/02/20

FOREER
ME it ZE ST F =
iw&E FRE_ETERTAIEERFLELLS,
IRDRER YA RFo—)L P EREREL LLET—YILEEFRT 5,
EEREEL LIIEEFICEOZVMRE, S X+, ZT70Y
W ELRRET HIGEIE. EYGEI—JILEEFERT 5,
MLA. SR, £ LLEI7OYVICELANEESSEIND
AREMEAHDEEIL. T —AP—IL KL LLIEZFDIEHLID
N7 z—RBEOTOTo avEBERLELLS,
RERUVEADREER A=T74—LEHELCEERERI—FEEFERLFEL LS,

MKREATHLEVELSIT, EESNDIZRVICHIE, K
EBSH— AU bEEMLTERALELES Bl RU—T
Ly, 2700, RFER, FOMETR—YARE) .

FBRINEAIREDHIRRER SIS ILEY LA ETIT

TLEEELY,
9. MEMHERMEZIEER
IR RE S /IS
& =)
Ry L T—8GL
R LEEDE L T—A%L
bR R E R L T—A%L

BRXINBRARVBEEERE © T—24L0

AT (BMR. %) MI. N FYUTHLLRZEDENDEDORIC, BFEY

DM LAREMRT DEETNLHYET,
AIRE GRIK) D T—REL

BETRARVERELRR . ATARSR
BRGHEDO LR/ AIMER @ T—4274L

]
BREEDOTR/AIMTR @ T—4274L
[:]
EIPY JEEXH
SRR E T—%%L
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€3 MSD /) e

Serum Gonadotrophin Formulation

RES HETA: BERE: HIEIZRETH: 2024/12/04
8.0 2025/04/14 5447427-00011 PE{ERR: 2020/02/20
pH T—AR%L
REEE JEEZY
BHARFENEE FT—=R1L
FHFE
ENFLE (BpAhTEER) JEZY
BRRE
KB FT—R1L
n-A%4 %/ — )L/ KHERRE JEZY
(log f)
RRE JEZY
ZERV/XIIERNZTE
tbE F—R1L
BE FT—AHL
B HRAZBE JEZY
IRFEE IBEETL
[ e ABRIIERIEMEME L L TIEDEINLGL,
NFE F—RiL
PIFHME
FFHA4X FT—AHL

10. REHRVREE
R E
LR E M
fElRAERIGATRE

Bl HNERM

EfRERYE
ERAEL S RRERY

RIGHRRE LTEDESI AL,
BEOIRETIEIRE,

MI. N RYUTH LLIEZFDIEADNEDREIC
DMLAZEERT 2BTNAHY ET,
BOBIERIERET DI ELH D,

B, oK. KT,

MLADFEEZEITS,

|-
BREELNBERDILH SN TULVEELY,

. BEM
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Serum Gonadotrophin Formulation

€3 MSD /) e

&S ;ETA: BERE: AIEIZRET A 2024/12/04
8.0 2025/04/14 5447427-00011 #E4ERL A : 2020/02/20
11. AEHER
AREMEDH L RERROFEHR © WA
RS i
£ HY
RICA-=B&
SsEs
FATRERBERICEDCKRYSFETERELY,
B4
Serum Gonadotropin:
AMsEE #&o) . LD50 (w2 R): 120 mg/kg
SMEHE (RA) D wmE: T4 L
AMEE BR) D @E T2 L
2MENE (Z0MORE) : LD50 (v 9 R): > 1,700 mg/kg
REZE FIkA
LD50 (v~ R): > 1,700 mg/kg
BERZK KT
LD50 (T k): 500 mg/kg
REZE FIkN
LD50 (Z v k): 500 mg/kg
BRERZK KT
EREEM.fl#t
FIFARE R IERICE DK R Y NETELLY,
B4
Serum Gonadotropin:
[l D F—auL

RRIZx 32 EELBEN . BRIEE
FIFRTTRERIERICE DR Y DETELL,
D%

Serum Gonadotropin:
||l&= L TF—AaKL
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Serum Gonadotrophin Formulation

&S ;ETA: BEEE BIEIERETA: 2024/12/04
8.0 2025/04/14 5447427-00011 #E{ER B 2020/02/20
IR 35 B AE 14 S I3 B2 T A 1
A 3
FIRAATREIERICE DR Y DFETEALY,
IO 2 R AE 1
FIRAATREIERICE DR Y DFETEALY,
B4
Serum Gonadotropin:
||i&= L F—AaKiL
4TEHARE RIAE
FIRARTRERIERRICE DR Y DETELHL,
B4
Serum Gonadotropin:
in vivo TOEGEEMN D ORERAA T BRI
FB:.w9R
52 BEEREST
R [F1E
HE: T2 EENTHAINDEICIEFRRELTWSDTHEE
INTULVELY,
A
FIFRARTRERERRICE DR Y DETELHL,
B4

Serum Gonadotropin:

"%ﬁhﬁ-?tzxyh L F—AaHL
ShEstE
EBERADEFZEDE TN, BERNDEZEDBZTIDEEL,
B5:
Serum Gonadotropin:
FIRICX S 8 D R4 T KERED
B oy

BREER KT

A5 /3: LOAEL: 10 ug/ke

HR: RBERADEE,

% £RICELEEREIBNADDH D,
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Serum Gonadotrophin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/12/04
8.0 2025/04/14 5447427-00011 #EERLE: 2020/02/20

BLT HYEILR/ON-T—2IZEDL

BEROEE~DEE D EEARMREBENE T,
MUl AmE,ILBOoN-T—2I2&£ DL
HEEM-TERAV R D BMRERICKDERBICEEZENAHSZ EN—EIAFAINT
W5, , IMEERICK S EMENEES K UEBENEZENH
¥EIZHD,

FERNEAREN (HEIET<E)
FAREGERICEDCRYDETELL,

FERNESREN (RETCE)
FAREGERICEDCRYDETELL,

RERSEMH

B4

Serum Gonadotropin:

i DIy b

NOAEL : 1.5 mg/kg

BEZH®K © 0O

A% 55 B R : 3 Days

K L BEEZIEGL,

i A

LOAEL : 10 mg/kg

BEE®K D8O

A% 55 R : 14 Days

EZEr g2 D KTER

RAAEETH

FIFARE R IERICE DK R Y NETELLY,

AEIZHT 2 RBHR

B4

Serum Gonadotropin:

®A © EK EEE, R, RO L, BHKENEL, FE OTFL
X —MRIG, SREADEE,

R & i D EE T UL —RIEERECTELDH D,

RAAATEIEE D EE AR EEEDE N,
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Serum Gonadotrophin Formulation

&S WETB:
8.0 2025/04/14

BERE:
5447427-00011

€I MSD [ rune

BIEIRETH: 2024/12/04
#EERLE: 2020/02/20

12. BBZEFEH

R
F—a%L
BB - MR
F—a%L
C% 1y
F—aHL
iR OB
F—aHL

* U UBAOEEY
=
toaERE
F—aHL

13. BELDOIE

BEFGE
BRBREED
BERBRRRUVAE

A BRERORENRENLDT D,

BEEYMET KA L TREGESEL,

ZOBEHIE. UHAVLFELIEEZED-OHIZ, Baz=(t1
BEEYIEREICRTET 5.

BFICHEENEWNMES. RERAMELTEEYT S,

14, WX EDFEE

B RRIR

B _E &is% (UNRTDG)

EEERS

E:&E#§%X 4% (Proper shipping
name)

[E&E 5 45 (Class)
BIRfERR M (Subsidiary risk)
B2 %,k (Packing group)

Z )L (Labels)

RIEAEH

fin22#G:X (IATA-DGR)

UN/ID &S (UN/ID number)
E&E#iE4 (Proper shipping
name)

[
[

FFExH
JEEXH
JEEXH
JEEXH
JEEXH

e
JEEX S
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Serum Gonadotrophin Formulation

&S WETB:
8.0 2025/04/14

BERE:
5447427-00011

€3 MSD /) e

BIEIRETH: 2024/12/04
#EERLE: 2020/02/20

[E #4548 (Class) JEEZH
BIRfER&M (Subsidiary risk) JEEZH
B EE M, (Packing group) EZE
S AR)L (Labels) LS
WatEr (EYH) (Pack- LS
ing instruction (cargo air-

craft))

WatEr (REH) (Pack- LS
ing instruction (passenger

aircraft))

34 L 8832 (INDG-Code)

EEES LS
EE#ix%4 (Proper shipping el
name)

EE 448 (Class) JEEH
B RfERR M LS
BERER LS
A% LS
EmS o—F c JEERY
EETEME GRS - kD) - KB

MARPOL 73/78 Mt/@&E [1 R U IBC A — FICX A X oMAMZE S HBAEME (&Y - EFZY)

i S h-REBORMITITIEZS,

B P35l

EREDERG L. HE 15 2587 5,
FHDREXE

ElEE

15. ERZES

BEE

HBE
fERY. RERBRMICERE LG,

953

FELFEME. BEREFHE. BRFMIEEMEICZILEL,

FERE/EE
BESFIFELEIIFEY
[
BEDHAZRTHIREREY
JEERY
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Serum Gonadotrophin Formulation
&S METH: BERE: miERETB: 2024/12/04
8.0 2025/04/14 5447427-00011 WEER B 2020/02/20
BEESFHLLES A RYE
iz

FERMEOROHoN-ILEME (BRFLEHHE)
JEH

FERMEOBROHON-LEYWE (HHREHIEE2YE)
JEEH

AMEEEMITREERVRUVEEY

JEEH

EMEERTIREERVRUVEEY

JEZH

BEREESLEYE (FRERL/TERBIE 594 E£D2)
JEEH

NARMEME (FBREMERRESTT&D2)
JEH

RELFEMEEE T AR A

JEH

shth &= FRFRAI

JEH

@7 LUt EF IR A

JEZH

ARBEFIPETHERA

JEZH

FEEREMEEHITS - NRE— (EBERWY)
e

SV R VBRIV EREEE

e

{eEMEHHBEEERREE

e

BEHARRX

e

NEEFESEE

e

MR LE

fEEYE L TREISh TULVAELN
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Serum Gonadotrophin Formulation

hR&E=
8.0

;ETA:
2025/04/14

BHEES ATERETH: 2024/12/04
5447427-00011 #EYERH: 2020/02/20

K

fERYmE LTREISh TN
BESRERVBLEEOHILICEY 5ikE

(£ 5 FEAEIE EHAME (ZIEZY LA
ERRLITpeS BEFEME(CITZELEL
R U RE S EEE
MRERFHERM (@E - #ASA)
Y
BFERERBHERE @H - @A)
Y
BEEVOLEBR VERICEAT 5i%E
EXEEY
COHBOBDITOVTEES RV M —~DEEEIEH :
AICS OARE
DSL E
IECSC E
16. ZDthiEHHR
3| ARk BaEMiT—4%2. RME DS IZTE DI F—%. O0ECD eChem

R—2IILE L UVERMEEMER http://echa. europa. eu/D1&
RIER

LEIN—D 3 U EBSN-HRARAXE T 2 AR THRIART SN TVET,

Bft74#—<v bk
ZTDHDEBEDEX

#/R/8

AlIC - A—X b+ U TDIHELFERSA AU R, NIT - TS DILEREEME, ASTM - X

EMHRBRDS

bw - {KE; (MR - EH UM, TRRM. EESUNHLSESNLHHE: DIN -

FAUBRKIHEEE DSL - ERMEY R+ (hF4); ECx - 2D XOREERIFT EER
LNBHRE: Elx - 2D XWORIGERIFTEEZONDIARFEE: EnS - REHOR 7P
—JL; ENCS - ‘L BHEDBEFZME Y R b ErCx - EED XWOREERIFTEEZ SN BH
RE; RG - BERGOFSIE; GHS - HRAML R T L; GLP - HEREMRE, 1ARC - ERE
DARERHE, [ATA - EEMZEEERS, IBC - BRIEFRKDESEEZD-HOMMOEE
RURHICET 2 ERRHRAI: 1650 - S0%FEEIRE; 1CA0 - EFRRMEIMZEMES; [ECSC - PER
HilesmERR: N6 - EEELARYRE IN - ERESEHE, ISHL - $ERemEs
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Re27—8o—t EIMSD /A

Serum Gonadotrophin Formulation

hR&E= HWETA: BEES BIEIRETH: 2024/12/04

8.0

2025/04/14 5447427-00011 #EYERH: 2020/02/20

(BA); IS0 - EFZELEL#tE, KECl - BEBRFLFEMEL R, LC50 - 50%EHFEEE . LD50 -
50%FIEE (FHEEE) . MARPOL - MFAIC K BFEDHIED - DEMKESEL; n.o.s. - I
RAMNEREINTNSEDEKRL; Neh - FURA] NOREC - BEESHFEREE, NOAEL -
BEEMHEZELAN)L, NOELR - EEEMHLEARMEIE, NOM - A x> a2KRA|; NTP - KEE
REMTOY S L NZloC - Za—P—5 > FEEMELRIR, 0ECD - #2F1% HBIRMME, OPPTS
- tEYEBEZTEME - AEHIER. PBT - oMM MN - £AERE M - A5 WE) . PICCS - 7
A VEVEEMEAS RV R)—, QSAR - (EEM) #:E&EMEHES, REACH - LM EDE
. FMME. 3R AT H L UEEX (REACH) (ZB89 S #RAI (EC) No 1907/2006; SADT - B2 INEH£E
BE; SDS - BET—HL— b TECI - A A IZEEFEDIEEME DA R 1Y) TCSI - BE1E
EMBEA R M) —; TDG - fEfEEE; TSCA - BEMERSE CGKE); UN - EE; UNRTDG
- EffESERYEEENS, WPB - ERICHLMRUFEEICEHEREM, WIS - FXI5EKRE
EHMERBRRATL

ZORET—HI—F LT TSDS) &ULVS) TR T DFER LT TREHRL L0V S) (X, AEHE
BEFSICHENT, BHOZEDOME. FHR. RUESDLETERTHLLHHLEZLDTT,
AERIE. ERORELGEREKL. FH. LB, RE. X, RERVRHICETIHI IR E
LTOAMERINTEY.,. WHELIRIEXEIKREREELTEOTEDY LA KIERIL.
SDS DEEZEICRINTUVAHESN-HAICEITZ2EL0OTHY .. YRAUEAMORG EHAE
HET, RFTOERFTHERAEINSZGE., AXFICERALZVEY . BRICIE4G S A0 AREHE
NHYET, AEKOFERABERAICEVTIE, AERERVHRFIEZERAT 58I, FAES
MORBBEFIZEFTI2AMUBOENLTMEZSOHT, FRAERUNDERT 25 ETOHENIKR
2B TR BOImFL. FH, VB, RTREICOWNT, HERBEULET,

JP /7 JA
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