ReF—2U—F A

Alendronate Liquid Formulation i ORGANON
RES ETA: BEBES: BIE%ETA; 2020/03/23
3.1 2020/10/16 28210-00017 IE{ERA: 2014/11/05
1. EERRUEHITER
tERDBTR . Alendronate Liquid Formulation
HHEFOESHLH. EMRUVERES
HBEBOSHEET : Organon & Co.
FFr : 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
ERES . 551-430-6000
BFA—ILT KLR . EHSSTEWARD@or ganon. com
RAREREEES : 215-631-6999
4R ik & UME A L 4l BR
HEERE D EER
2. EEREEHOERN
25D GHS 448
GHS M HEEHEIZEZY LAELY,
GHS SRIILEFR
GHS M HEEHEIZEZY LA LY,
GHS SMEICEZU L WM EEAESH
MRGZL,
3. HRRUmBSER
LEME - BEEMDORX A . BREY
5%
[#==E CAS &BS s8=E % w/w BRATRER
&S
FLoFrFOVEEF R DOL 121268-17-5 >=0.1-<0.25
4, HERBE
—fREIT K84 R D BHOBEY. AT BN ZFEFXELICEZEDELES:
&'-J-%)o
ERARSICIFE. TEIEIRENHZI5E1F. EEFDIETE
&'-J-%)o
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ReF—2U—F A

Alendronate Liquid Formulation i ORGANON

RE= WETA: BEES: BIEIZET H: 2020/03/23
3.1 2020/10/16 28210-00017 #EER B: 2014/11/05
JRALT-HE RVAATEZIHS. FIBLTERDER~ABHT 5.

REIZtELI=GE

RIZCA-1=-15&

RARATEBE

BMERRVEREERDR

HLEERLGRHIRER
BEEEEY 2 EDRE

EER IS T SHEFRGEEEE

EBRNEEZT5,

EMLIIGE,. BEBICREERITALZEDKTREVERT,
BRELEKRE K UVHER <,

ERNEEXZ(T 5,

BERAORICKREEXS.

HEBERT BRICERITES.

FRHBE S LT, KTIRE®RSET 5,

FEMNHY BT 2B AICIERELETEEEZIT5,
ARAATZIHEE . BE(CHAEL,
EBRLEZXZ(T 5,

AKTOFEXLLTT

MR L,

HAEMBERFELDREITEREZILL., HEINTLSR
ERZFEATHI L. BROTFRENHSBEIE. HESD
BYGEAREEZSRBOCE (BEBE8%25H)
XEHBREBSUMEREZERTH &,

5 KKEFDHEE

Y 75 KA

> TIXGE DR LVH KA
BHEORKRAEM

HERERIEY

JKIE$E

it 7 I)La—)LiasE A

bR *H (C02)

3 2R 5H K H

MR L,
RIREBRYM~DBREBIRBEICEEZRIZTIEENH D,

RERERILY)
ERERIEY

BEDHXAE BIGORN & BHQIREICIE C CAYGHKFREZRL S,
KAHDBRHZE AT B-DIZKEEET 5,
RETHNEREBEI VT FERKBEEN BT
R BEESEDH &,

HRZEITSEDRE KEBFIZIE, BIaXMRBEERT 5.
REEZFERT D,

6. IRHBDIEE
AMRICHT HEEEHE, RE © REEZERT D,

BERUVRIFHEE

REICHYTHEIEEHE

REBIMYRVDT KA( R (EE T 38 . EARE
EQHEEHEICEN (BB 8 £BH) .

REBE~OHREZRITEH L,

REFHRALTHLE, INPIEFEIhZELEDS,
LEHICLEDIDEHC (FHLRADELIEAAIN)THE
I2& %),

FBRINFZREKEREL. UNT 5,
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REF—5v— b

Alendronate Liquid Formulation

Apuhlic

-5 ORGANON

R EE = WETA: RERS: BIEIZET H: 2020/03/23
3.1 2020/10/16 28210-00017 #EER B: 2014/11/05
MEAE L CERTEGWMERIE., A BBEKIERT 5.
HLADRTRHEDFERY @ TEELGRIRM TRINSE 5,
2 ZRICCENIBE. MBRREESEOHEYLGH LIADFE

ELT. BALEWVWESICT SR E, BHRRICERALEE
MERDTTRVWEFBZENTEEIHEAICIE, BULE=Y
BEEULERBRAICRET 5,
REMEEEYLARINFITRET S &,

ARREHRE. BEIT DHEICIEK. SHFEEERSEIVEDR
BlIcfiE>CTHET L &L, TORBICERSIAYMEIZDOL
THLRETHD, EORUNBRINEINEHRT H2LEN
Hbd,

ASDSNEE 13EHKLVI5I2H T, ABABRKRELIUVED
ERHORESHY

1. BEVWRUVRELDOEE

i 67

Bitre et 5
BFrEER, £FBRK
ZERFIEEIR

Ffih [B] ¢
BAEXE

rRE
RERREEH

EMEIEME

RERRROVEMH

FLLEBHLERUVGREREDEDRENKRESE,
BULTBREEBEOT TOAMERAT 5,
REVPIRMORLVAAHEETDH L,

MAIAFELELY,

AR&EDiEfZE BT 5,
BREANDRPODFE-IIREEMEZRT D,
BESBREREORRICEDE, EXEHOBERLUREMED
ETHREICHVRYKS &

BNOEREMEHILEL. RE~NOBREEZR/NDMBIZCTSHLS5FE
B9 5,

[ &:i]
BEQFEAPICEEME~DIE EOTTREELA D DHEX.
EEBROELICTA IV TV RTLELIURED Y
J—%#FZBELTLEEL,
FRAPIISRBERUVEREEZILT 5,
FBRINERKRITBERT SENKET S &,
T7)TA4OMBEMEARL—LaVIZE, To9=F7a
vha—)L, BUGEANERE. BULGKRLES LUVE
ZBREFIE. EXRFAER. EXERLEERFIOERD L
Exa—%EOCRELHYET,

BHESRILODW=BB/IZANTH <,
ZEDOHEIHR->TRET S,
ROBIFEHE VS L LITRELEL
SEERE &

BSRVWHE: FMRGL,
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ReF—2U—F A

Alendronate Liquid Formulation i ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
31 2020/10/16 2821000017 SR A 2014/11/05
8. IIKEHLEUVRERE
EEREBICETARSHREBR/GREE
53 CAS HBS B2 (REK | EEEE/RE | H®
£E) =3
FLoFOUEBT FySL | 121268175 | TWA 20 ug/m3 (OEB 3) | MES
HEH Y IR | 200 pg/100 cm? RER

RS D RHPREZEETAICENAI VO TYVIEES LY
HERMZEEALETT Bl BESHLBGWI A v I RER
7)o
Bm. RXEBFVRRERES S, 2T 00TV
TEBEIRMBRECL YRS, GIPBERITHVERES
PWENHYZFET,
RETONHELVEETELGVI )T ADEENDEEZE
FCOAT, BEAYMOERISHEYGMFHETALELGY F
T Bl A—F T A WFIT /1 R),
F—TonvryoTERIMELET,

RER
MR RREE D BYUEEFRHREENFATELRNMES. FERIEL EHEMm
THEHA FSA4 o OHEENDIEL BN REIN-EEIF. I
WMREREEZFERALELL S,
TJA4NE—24TF D WHEITFRYA T
FOREER
ME D TELKEFS
= D FRECETERIAEEBRIFLELL S,
IEOR#EER DA RV R ERERFZEL LLET—YILEEFERT %,

FEREL L IIEEDIZEOZVRE, S X+, T7AY
W ENRET HEEE. BRIV ILEERT 5.
MLA., SRAF, 3LLEI7RYVILICENEESLOSND
RN HBIESIE. TJ2—RAP—IL KL LLIEZZFDIEFAD
L7z —RBOTIOTFoavEFRALELLS,
RERUVEADRER D Az TIA—LEHLLLIEERERAO—FEBERALELL S,
MERAHABELEWVWKSIZ, EEINADIFIRVICEDIE, K
FBEOH— AU brEEBMLTERALELLS B, RU—T
Lyy, T70>, RFR, FIMETR—YRE) ,
BERINT-AREMDHIKIRER CIEEILEY R AETIT-

TLEEL,
9. MEME CILFHEE
YRS L
<! © BH
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RET—FV—F

Alendronate Liquid Formulation

Apuhlic

-5 ORGANON

IRES HETA: BEES HIEIZXETB: 2020/03/23
3.1 2020/10/16 28210-00017 MEER B 2014/11/05

R —57L

KoL EWVEDE —27%

b R E —&27GL

HRX(FTHE R RV HEE R 100 ° C

ATt (ER, SK) FFZH

AT GRIK) T—2%L

@%Tmﬁ&Uﬁ%imﬁ/ﬂ%mﬁ

IRFEFE D LR / AR LR {E —&27L

BREFED TR / AIATRE —327TL

P T—2%L

SRR F—a#iL

pH 6.4 - 7.2

HRERE T—37L

BRARMNEE T—37L

HE

B (BpHHER) F—2lL
BRRE
KistE AR

n~-A%9 %/ —IL/ KD EHRH FEZH

(log {&)

ARE T—R%L

BERU ./ RIS

tkE TR L

wE TR L

HAREE TR L

IR ElFe ik

ERiE4FiE AEGETEEEMEE LTS EI AL,

AR
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ReF—2U—F A

Alendronate Liquid Formulation i ORGANON

RE= WETA: BEES: BIEIZET H: 2020/03/23
3.1 2020/10/16 28210-00017 #EER B: 2014/11/05
MFHA X D OJEERH

10. REMRUVRIEE

RIS D RIGHERE LTS EI NG,
LR ENE D BEOKETIEIRE,
BERAEERICATHEN D BUOVBERIERIGT A ELDH DS,
BT EREEH DORRAEL,
RERYE D ERMEH
BREELNEERY D BRAELSBERMTM ST,
1. EE%ER
AEEED H L5 REZBOER © |A
RS &R
EEY
RICA--1B8
poliEid
FIATTRE T IERRICEDCRB Y R ETEALY,
B
FLYROVEEF R D A:
amMEE (Ba) © D50 (5 v k): 552 - 626 mg/ke
LD50 (=™ R): 966 — 1,280 mg/kg
2nEE (|]RA) D EE T —A24L
anEr BR) D EE T —A24L
REEEYE. /Rt
FIFARTEELIBRICE DB Y DEETERLY,
5%
FLYROVEEF Y 9Ll
& A
E5 D BEDRIERIE

RI-x T 5 ERGBEGYE/IRFIFME
FIFRETREAERRICE DR Y D ETE4HL,
0%,

FLYRFOVEEF RUDL:

(Ed R
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ReF—2U—F A

Alendronate Liquid Formulation i ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
31 2020/10/16 2821000017 SE VR E: 2014/11/05
HR D BREORIE
RO 28 BR VRN S I B2 18 R4t
BREREY
FIRTTEE BRI E S CRY HETE 4L,
e 5% B E 14
FIRTTEE A BRI E S (IR Y HETE 4L,
A%
FLYROVEF RS L
wE L T—AR3%L
AEHRERERYE
FATEAERICES CRY HETERL,
%
FLYROVEF RS L
in vitro TOEEEM D HREBRAA T TFILHYBETYEA
FRRURTL Sy I
R

HEBRY 1 T WAEMER N S EIFRALEHER (AVES)
RBEEEE: REEFREOFETEFFE
R e

HERS A T in vitro I BYHIEGFERAR
R 2

HEgA 4 7 LBEKEE
FRMUVRTFAL: Fr4 =—XNLRE —EEHRE

R TEAEE
in vivo TOEEEMN D HRERAA T L2BEKER
EYOR
R 2
RHRAME
FIFATRE A ERICE DR Y DETEHLY,
B
FLoFROYEEF R LA
i DSy kAR
B E5E% © #0O
iR 25 e D2F
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REF—5v— b

Alendronate Liquid Formulation

Apuhlic

-5 ORGANON

&S ETA: BEBERS: HIEZETA: 2020/03/23
2020/10/16 28210-00017 IE{ERA: 2014/11/05
1mg/kg AE
3.75mg/kg AE
EZrfigzs KR
wE ER#FIXE FTIIEAENEWEEZ DN S,
HEEN

FIRARIRELERICEDCRY DETELL,

A%

FLorOVEF R DL
PEIRICK S DR &

HAREBEME-TERAAUH

FERMRBSTE (HEEIT<ER)

HERA A T EEA

.Sy M ARELUAR

BREZK &0

S 5ES: NOAEL: 5 mg/kg {AE

R AEBANDEZFLTNW EAFYEBRTHLMNZH T,

BN G -]

BoYyhk AR

BEREK #0

FAEFEM: LOAEL: 1 - 15 mg/kg AE

EK: B L-4AFREOHE, , KERLD, BHEIE.
R EEHEFRANDEELEENH S ENFHIBH LI,

HEgA A T RE

B oYE AR

BERK 0

F4 =1 NOAEL: 40 mg/kg AE
R AEELEETAGL,

BMRRICLDERBTICBEZENHSEN—MILFAESNT
Wo,

FIRARREGERICEDCRYDETELRL,

B%:

FLYROVERF R DL
TERAA b

FERMRBSTE (REFICHE)

FRFADRIHDEEN,

FIFATTRE G BMICE DR Y AFETEALY,

B%:

FLrEOVEF UL
el
TERAV

7 B BRE

RHIIH=5. RIFREFLBIZLSBHROEFTOEZN.
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RET—HI—F A

Alendronate Liquid Formulation i ORGANON

&S HETH: RIARE HIEIRET B 2020/03/23
3.1 2020/10/16 28210-00017 WEMERLH: 2014/11/05

REHRSEH

5%

ZFLYRAOVEF YDA

& D Ivk

NOAEL : 2.5 mg/ke

LOAEL © > 2.5 mg/kg

BRER® FARMA

PR EE B 53 &

Za5s =

& x

LOAEL 0.01 mg/kg

BE5R% RN

R 3 &

EZH%s g8 B BiE

& x

NOAEL o 2 mg/kg

LOAEL © 4 mg/kg

BE5R% C 0

IRERRE ;53 3@

SOl D B

BRAAREN

FIATRELIERICEDOCB Y SETEAL,

0%

FZLoROVEEFRY) L

e Y

MEIZHT ZREBFHER

5

%A DER: SOEREE

RIS HEfim D ER BIEFRITHAREMEADH D, RERIBME

BBICA- =184 DR BIER T HREMAH D, BBADKIK

MAAATEEE D ER: BIBEAE, BBEE

5%

FLrrOVEEF R L

9/14



REF—5v— b

Alendronate Liquid Formulation

Apuhlic

-5 ORGANON

R EE = WETA: BEES: BIEIZET H: 2020/03/23
3.1 2020/10/16 28210-00017 #EER B: 2014/11/05
A fEIR: [BRIHE
B2 TS HE fEIR: BMEDRIH, KEKE

RIZCA-1=-15&

RARAATZBE

FEIK: SR DRIEK
fER: BIETE, BERE

12.

RIGEEHER

AREEM
B4

FLoFrFOVEF YL
b33

SUOVIAFEQKEERHEY ¢

[xd BF M

BEKEEYICHT HEN

BEMN (BHESM)

TUOVIFEOKEEEHBY

X9 BEME (BEEN)

LC50 (Pimephales promelas (77w kAw K2/ ™)) 27
mg/ |

BREERFR: 96 h

7#i%: OECD RERH A K54 > 203

LC50 (Oncorhynchus mykiss (=< X)):> 1,000 mg/|
RREERER: 96 h
Hi%: FDA 4. 11

EC50 (Daphnia magna (F# X< >3)):170 mg/|
BREERFRE: 48 h
A% OECD SRER A A K54 > 202

ErC50 (Pseudokirchneriella subcapitata (#k%)):> 10 mg/|
RREERFRE: 72 h
7#i%: OECD #HE&H A K54 > 201

BRAESEREE (Pseudokirchneriel la subcapitata (#%%)):
4 mg/|

RREERFRE: 72 h

7% OECD HER A1 K54 > 201

BRAESZEEE (Pimephales promelas (7 7y bAY KE/
2)): 1.1 mg/l

BREERFRA: 32 d

A% OECD SER S A K54 > 210

LOEC (Pimephales promelas (77w kAY KX/ 7)) 1.9
mg/ |

BREERFME: 32 d

77i%: OECD FRERA A FZ 4 > 210

BRRESZEEE (Daphnia magna (X4 =z2>0)):4.7 mg/l
RREERER: 21 d
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RET—FV—F

Alendronate Liquid Formulation

Apuhlic

-5 ORGANON

&S ETH: BREEE: HIEIRET B 2020/03/23
3.1 2020/10/16 28210-00017 IE{ERA: 2014/11/05
7% OECD HERHA FS 4 > 211
R - SR
By

ZFLoRFAVEF R L
£

Kb THREM

EREREYE
%
FLYROVEEF RYDHA:

n-49 87—/ KSEREFER

(log {&)

TP OBEHE
T—R%L
FIVE~NDODBENY
FEZS
toEEXE
T—A7%L

R ZoEE,
£ 70.3 %
MR 7 d

SR (DT50): 375 d
75i%: OECD RE& A4 K54 > 111

log Pow: -1.73

13.

BELOEE

BERE
EREEY
BRRBRRUEE

H 5 BBARDRGNIZRE DRSS D,

ZEDRHFE. VA VILVFELFTREDEHIC, BRIZZIT=
REMNEXEICRTT S

FICHEENEWNMES, RERARELTEET .

14.

B LEDEE

[ A 1
R L #i% (UNRTDG)

el E LTHRElESh TGN

22 (1ATA-DGR)

el e LTHRElSh TOVGEN

3 _E#i% (IMDG-Code)
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RET—RI— b A
Alendronate Liquid Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
3.1 2020/10/16 28210-00017 #EER A 2014/11/05

e E LTHRElSh TOVGEN

MARPOL 73/78 MiRE 11 RUF IBC a— FIZ& 2 5WAMEShHHEME (&Y - L)
s h - KEBOHMIZITIEZS,

& PR il

EoREDERGIE. BB 15258 I 5.

15, BRZES

BoE %R

HBE

e, FRETMRMIZEHLE LA,

L &%

BELEYE. BERCEYE. BAFMIEEMEICKE LA,
HEREMEE

HEENRRIEEShIEFED

JERRY

HEDHTERZITEREFEY

JERL Y

REEE LR ARNE

JERL Y

ZEREOBHoN-ILEME (BFLEHE)
JERL Y

ZFEREOBEHON-EEME (FREHEEDE)
JEERY

ANELBHNIRELRVRVEED

JEERY

EAMELERTIREERYRUVEEY

JEELY

RELCFMEREFRHRA

JEELL

sSSP RARRAI

JEELL

7 ILFIILERPEFRHRR

JEELL

AREFIPEFERA

JEELY
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L A T A
Alendronate Liquid Formulation i ORGANON
&S ;ETH: BERES: BIEIZRET A 2020/03/23
31 2020/10/16 28210-00017 SEAERA: 2014/11/05

FERREBMEEETS - NRE— (EBRY)

JEEZY

SV R UBIE R E

JEEZY

tEMEHEHINEERRES

JEEZY

BEARARRE

Y

V&3 210853 S

Y

R ek

fEERME L THREI S TULE L

22k

fIRME LTHRIEAT LD

BESLERVELKEOILICET 5%

£ AR . BEREMEIC N LA

AR5 L EEERMEICEHN LA

FRER UV REMAERE

FMRERBAHERE EdE - @A)

%Y

BEMERBHERE @aH - AR

Y

BEYOLER VERICET 552

EEXREY

COEBOEBICDODVTEEAS RY M) —~DEEEHIER :

AICS L RE

DSL 3

IECSC 3
16. TOMmDMWEE

FiETER

51k . BB T—4. EAESDS CESC F—%. OECD eChem

R—2 LB I URINEEMER http://echa. europa. eu/ D&
RIER
Aft7+—<v k . #/A/8
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ReF—2U—F A

Alendronate Liquid Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
3.1 2020/10/16 28210-00017 #EER A 2014/11/05
ZDHDBEEDEX

AlIC - A—R FSUTDIELFERASA AV RY; ANTT - TS5 DILEREEME, ASTM - K
E# RGBS bw - (KE; R - AU, ZEFRHE. £HESEENHLIESNDIME: DIN -
FAURBHEELE DSL - BERYMEYR L (BF4%); Ex - FED XWORIEERET EEZ
bNBHRE, Elx - FED XWOREERIFT EEZONDEREE, InS - BRERKOR TP
—JL; ENCS - L TZEDEEFLEME) X b ErCx - FED XUORIGERIFTEEZEZLONDK
RHE; RG - RGO FE|E; GHS - HRFM AT L GLP - HEREEHRE: [ARC - EFF
NATRZTHEE: TATA - EEMZEEERS IBC - BRIEFHOESKRELXD-HOMMDIEBE
BRURKICE I 5EFRRMRA; 1050 - 50%EFRE: 1CA0 - EFREREMZEME: ECSC - hER
FtEMELR, INDG - BB LERYRRE. IN0 - EFBSEHE, ISHL - SEBREEEE
(BAX); 180 - EfRZR# L#4E, KECI - RERFLFEYME R LC50 - 50%EHIEIRE LDSO -
50%HEE (FHHEE) | MARPOL - MK BERDMHLD-HDEMRER: no.s. - #I
MBADNARSNA TS LD ZERERC Neh - FURAL NOWEC - BEEZMHRZERE, NOAEL -
BAESMHRZEL AL NER - BEEEZEEFES NOM - A5 23EA NTP - XEE
REMTOT 5L NZIoC - Za—D—5 v MEEME AR, O0ECD - BFH NHEASMEME, OPPTS
- LEZWEZEMN - 8FHIER, PBT - MO - ARERENE - AFEHEWE)  PICCS - 2
1 VEVLEYEA AV Y — (OSAR - (EEH) HBEEMEE. REACH - LEYEDE
$x. EFMfi. 3B WA KL UEE (REACH) IZBI¥ H#RAI (EC) No 1907/2006; SADT - B imEs#Z
BE; SDS - RET—4— b, TCSI - BEBLLEYMEASA AR M) —: TG - ERYEE:
TSCA - EEMERGE CKE) ; UN - E:E; UNRTDG - EESERYEEEIS, vPvB - FEEIC
HOMRUFEREICHEEM, WIS - ERSRIREEUEVERBRI AT L

ZORET—AI—FWT ITDS] EWLVS) TRET HHEHRUUT TRER &0V 5)1E. KEE
BERICEVWT., B OZEOME. FHR. RUESNDLLETERTHIEHHLIZBIDTT,
AiERIE, HRORETEIRL., FH. LB, RE. @E. BRERVRRICET I IHAIFURE
LTOAHER SN TEY . WA LI RIEXIIGEREELITEDTEHY FHA. NIERE.
SDS MEBEICREINTWAIHESIN-ARICETIEDOTHY . YZAEGLAMOES EHAE
HET, RIFTOERAFTHEASINSEE. AXFIZERSBVRY .. AMICTIELE S GV ATEEHE
NHYFET, FEGOFEABFRMAICEVTIE, AERERVUHERBEZERT 515481, FRESL
MOERKRARBIZH TH2ERYAGOBEYLFHEEZESH T, FRERMDERT 2HETOEHEDKR
ICEFTHAREROEIEL, FH, LB, RUREICONT, BERELET,

JP/JA
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