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Daptomycin Injection Formulation
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1. ITE Ud HHHT Bt Ugd=

e A - Daptomycin Injection Formulation
fFrafansmyfdeat

ST ' MSD
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iG] ! +1-908-740-4000
JMUTARTA B TR I +1-908-423-6000
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TN R e oiR tri%rw
Reprrgs wanm . 3Ny
ITINRT R Ufaay A ¥ £ o o
2. @R B yga=

famfor, YesRUr 3R & SMAITd WaRTS 81 frgHTact, 1989

TffHRor
SFTEE-1 & T | H Fefd Arde & SFER @akTe & ¥4 § aified 78l 8

<it. ¢ e9g-auffevor
fAfya de-of Sfew fawaaar UM R (9@, TEf, 79 Bt (FRaw) o)
- RIGA SRET (1)

Wfl.va.09. d9d a«@

SR &1 ferera : ‘g

Tobd Req A GICEI

BT Trel IR : H373 A1 & 1Y IS 5 TR ¢ BIeid a1 GRIgd TRIUIoR

(9, &, T B (RaF) TuITeR) 3 Y T gl Jobdl g
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Daptomycin Injection Formulation

TEHRT Ty &1 fafd:

4.1
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T30y, deR:
650795-00017

€3 MSD [} v

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugdl gR SR} A &I dRIG: 02.05.2016

wefoardt/gdiay™ sam

: APYTH:

P260 Y&l D! T gRT UG 7 B |

3

P31éwmmwmﬁé,ﬁﬁmmw

B
IGCIELI

b1 sy sl o) B e e difoe sras

Gyl

3= giferat Rt ufvomy ey affewor & giarl

Y P T TP G IR 3@ | Fifd! Se gl gavell g

o & I TS g4 IR 3@ A it STa iR a1 A gt gl gt o
TishaT, YHTE 31 30 T P SR fAples Yol-arg fyor s 9ahd & |

3. 3AUq! HT AYSA/SITHPTRI

e/ . foryor

3qgq

TS = T () - TR | MO (HETRH) (%
w/w)

Daptomycin 103060-53-3 >=90 - <= 100

4. yyfie Rifesr & surg

HTHY Hdle

3R W R I8 &l 9IY
3R 9T ¥ U gl oY

3R 31¥ ¥ U gl ST

3R ot feram sy

T AUl TEUT 3R
quTE, gl g SR 3

i fafdsed & TRefur

© 3R g 81 1 adiad 3l 9 & ol Afsehd T ¥ JaTg B
STq &0 T6 38 1 Wbl &1 &R fRufa o Fafeaita varg o

;. gfe Ii gRT UgUr A forar ST, Y el geft g1 § & Sid|
W& ahe BiF R fafdrediia 9ganT o
L g B IR, qRA @ Y I 3R Sgdrd U ¥ I He |
0T Gehe B TR fafehediiy wea o|
: gfe il & g oe af o ¥ St ave of |
g S 397 g1 3R IR g, ot i Igan o
: gfe FEren S, 994 ORd |Ja R
U1 Gehe B4 TR fafehedity wea o|
U & 1Y 4 3! akg Hoell hRal |

D gs g @Y A
P JHAM Ugdl IHdl g

?mﬂm&rwaﬁuvsa‘ﬁf(ehm)

Yd o T JHh I TR 3@l B TifAdt STe 3R & H gt

g o g

¢ & I TS g1 TR 3@ B iy oia 8 Ibelt g1
;TR fofdedt R aTell & ST YREM TR & o1 a1fe T, al
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3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugdl gR SR} A &I dRIG: 02.05.2016

STREH Bt TG B TR FATT U JAfGID YRETETD IUDHRT
BT IUUNT HAT AT (WS 8 W )|

Rifecs & o gam L O SR WEdnT ¥ SUER HR|
5. TR U

I S Hifgar DS
T ata-vferiedt S
HTH SIZIHHIRS
[/ T

ST (M) gIH S AEH . IF

IFRFAF RA AR TR Y@ & I AP, STA WId B1 JURATT A HEH Yl g1 H 3R
B! HET A Tpal Bt & o faepie fb GuraT 81 gavdl 2|
T8 IdIC] &1 WD W & i Th Wkl &1 Gbdl g

GRATD &g 3G L PHREA ARZSY

(31TT) I & IRy i © gg RIS I3 Tt 3 off R Ui SR -y
TR & 35 Bl
§< fSeall 1 TST A & o ST-BaR &1 UaNT e |

SR THT AT GRIET & o 31T & &7 9 &fagH deR Ferd o
SHIE & WTell Hxam |

FMPIH & U fRY T WA 9H W, Wd-HaHd 419 IR0 UgH |
JUHRT AT R&fTcH® SUBRUT AT B |
6. MHIRTH el Iura
Jafddd AEYT, RETAS ¢ Aol ReTeTH SUSR YA HY |
JUHRUN YT STATARTA IRIEa Fefeim sl (W 7 37 ) 3R fdaTa qRem Iuaui
PRz & gTdl (TS 8 ¢ ) BT fUTer Bl |
JgiaRui g . IR0 A Bie ¥ URER B3|
T A1 QRA3r, 3R 3 g a1 SaehTd &l A5 |
g U T O Dl @1 U4 HepTaT |
¢ AgAYUl SABId U 1 81 b, I VAT WIGIRAT B
BERER]
THTE FA AR B (B | SADE Bl b & o8, THT HR AT dagH gRT 3frd foss o
& yerd ud alid LGERERY

%gﬂﬁﬁmﬁéwﬁ(@ﬁﬁﬁm@ﬁaw@mﬁ
I ) |

¢[c1 ) Te] TR UHHId 7 811 &, T 3 7aiy | & ardreRor 3
3efiet 81 R fawple Mgt & e g |

R a1 I8t 3w 39 uerd &1 fasi ik Fuem & &
forT M 1 bl B, Ty € 37 ARy 3R 3geHy R off &Y
39 yerd o) Refiel o Iwrs o ITaRT A 9/ 9 §1 39 &l
fufa & g o P fama o 8§
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4.1 30.09.2023

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
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U THSITH & SFHIT 13 3R 15 F© RIF A1 I Rebrgde
F SR H TEHRT Y& R g

7. HATE 3R HSRUTI
LRGP

R / $d dfee=E
R gryad & fag
grayt=an

Wit YR ot ufefRufear
R HRCE]

;o faggd o 81 ot § 3R Fdfad @ & sRul fawwie 8t

Tl g
giferd yafur s, S ) saad e ASSIT 3R | ar
3feh T TR |

: Ryt Iugad IR 8 TN B
S AT BUS R A1 fRA €

Ydl ! WY GRT UGV 4 |

IBURE:R]

3@l & 1Y IHh J URER B

3t SN TaeTar 3R GR& UUTSH & SR YT,
PRI THRIUISR SATHE TR 3R B

Yd BT IATG 3R T HH I FH gH S|

T YGNT § A7 71, fSsa1 9 9|

d1Y Td Usde & id 9 gR 4|

Rfae FR & Ufdgd gararg Te SO |
w?ﬁ%ahaﬁﬁﬂﬁﬁwwﬁ@,sﬁ?m‘mmﬁm@
@H I

L 3R] AE U dad fot gU fessl I 1|

fa=iy ISty fafodl & SR YeRU &

- fFufafed teR & Uigde & 91 9 39

e 3ieRifpRUg Toiey|

8. sy farimror / freft R

HRIT fE70 & "D & 1Y 3a9d

3{qyd

H T (39) | I UHR = Ut / YR
- TR (SIR&UT Bl PRENIEL]

UPR) | HOAcRH

Daptomycin

103060-53-3 | TWA 800 ug/m3 (OEB | 3dRa®

2)

golifrafea fror

foreht s @t 9l
oI et 9=

L OIS T TRIUOR AdH $RA & [T FHT Sofara o

BT ST BN |

T+t SeifrafaT Frazui &) oReR feue gR1 erifad 8
T 3R IdTa!, BT, 3R TATaRUT B &1 & ol GMP &
Rygidl & SR arferd foar s @nfgul

L 3R U W Py dfeds Suasy el @ 31 TeueR
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Daptomycin Injection Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.1 30.09.2023 650795-00017 Ul IR SR A &t dRRE: 02.05.2016
THT SRR fE=-Fce & S1eR TauleR UefRid R ¢,
Al 4 GRET BT ST DR |
fhecy UBR ;AR UBR
RUIRERIEEIR]
garf : - g
3ifel et s=ma D U1ES Wi U1 b WY YRATARAT TR |
3R HTH & AR a1 Tafafy 7 e o1 fufaat, o o1 tRe
Tt &Y, <t Sferd Mhredt ug |
3R Y, Yo, I TR o ATHAT 1Y AGeh D1 FU1a1 81,
TuRiTeS a1 OX IER BT 3 TREUT UG- |
@1 U9 TR et e . gdf g1 YT Sie § HTH B
Tl Jadt Iur L IR IR IUTNT & SR I8 & I H 3 BT JHSTT |,

@ HTH B b WM & BT 3G O B yonferar R Jrea
QMR UG DY |

TN & SR, ST, YT a1 (5 7d HY |

TN HUS! B U & 916 B R J SXqaTd B

gfayT o gUTd darad o Sotaie fd=r o witern, Ik
AT YRET JUHRN, Ifad SHNfeiT 3R uRk=ied ufgarst,
N Twzdr AR, fafdse FRE ok arimesta
=0T &7 ST [MAS B4 AN

9. Wifa® wd Traf~® T

famrae L R QU (AR argere) g3 B
T LB

Ty D ST 3UAY gl

e Bt ggeirl : 31 Iuds Tl

ViR . 45-5

fae/és &1 aa SIS KSR |

IR Idc- o1 fdg / Iqa-  © el Sudsy g

@1

TR foig D TN TET

qefieBR0T B R L ST A Tl

AR (319, 19 ) ; ﬁélﬁmmwmm$aﬁﬁwﬂwgﬁm§ﬁrww
SqeRITeT (@R uerd) D 3T IuAs el
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Daptomycin Injection Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.1 30.09.2023 650795-00017 Ugall IR SRT A & dRIRG: 02.05.2016
I fowpie 1/ SR STl Iudsy gl
SR THT (30
Torafee ferie)

Y fawpie A1/ Tt 3T Judas gl

SR T (AR

wanfaferct fedfie)

G EEEIG] 3l Judas gl

e I g © 82T U el

e g : 32T IUA gl

T 3T Judas gl
OPSE—-.

Ot B e ST IUdSy e
fquTer Tuies: (T . UaNg el
ST/
3NN &1 argHH STl Iudsy gl
3Uge T dagHHA 3l JudAs gl
BIEGIREESAISE))

3l JudAs gl
faepic® oRaHTd . fowpies 6t
RftHR0T & TURGHTT © g9 uerd a1 iy & SiReRS aifgd e faran T g
U BT AT 3l Judas gl

UfdeR . Siffsrareiiciar & W & ¥ § FEifepd el
o fRRAr D A IR A RR B
gRewery ufafsareit : ﬁéﬁwmwmm$aﬁﬁmﬂwgﬁmﬁww
|
A9 SiRAPRS Toict & T1Y Ufdfshar B Gebal ¢ |
39 uRfRufoal T o< © QTg, SaTar ud st
Yd B §91 I AP |
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ST T
3ee Uerdf ¥ shfew

 SRTARUg Toley
. IS W Tl ([9RSY) 3Hu"e ygrd yid gt

11. fwrasnfora g
TG 3REUN (THRIUIOR) & SR

T ISR

e faurear

JUAS TSR TR aFfiepd al|
@ & fore ergeriee
JUAS TSR TR aFiiepd al|
81qyq:

Daptomycin:

I
oy

TR A7 afakdeH
JUAS SR TR G fiepd al|
3dgd:

Daptomycin:
PEIIG]
CIRYIES

o T IHS ! GATSIHIOT

CEIKIR: VI

IUTS THBRI TR aiffepd gl
§TH-TYTH B FIEa
YA TSR R Ffferd T8l
AT 9e JemHRidt
IUa THBRI TR aifferd gl
AdYUdq:

Daptomyecin:

ISEIERINEESIEC]

I GRT U1 HRAT
CEIRELCH
BRG]
i ¥ U

G (]

© g Ul @l Bl Sad

G ORIl
. D! It 3Gl Bl ST

Ul o) o i Teeh fausta ufvads &t wire (AMES)

o UMD
T&[0 Y fob e ShIHTGIH TSR ¢ 37 fagt
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TTHIl T o fafd:
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U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
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FERAADT

U SR R Fiffepd 78]
3T farwTeRTan

IUAS BRI R Fiffpd 8|
Siqqq:

Daptomycin:

3Rl & UHTE

M R & fae muvE|

gRumy: FudS

Tef01 B fh: IRR & F18R WURAT BT HIFRAB13MT &7 S
IaRad= udtemr

URI&T0T JuTTelt: &ds ferehIHT hIfRIebT

TRUmy: HUmd®

TRY&r07 &1 ford: ST &ffcl Td GUR, T-01a &) difRrestsff o
3 ad ST ALAUI(ERRR T 918)
TRUm: HunE®

D ORIET B T AT o THYURITET JEATHD I URTEur

(Shifad wroft § Argeiomicd uR)
TSl Gy (H139)

wﬂ%m%mﬁ s?raﬁ?ﬁuasﬁam
TRUmY: Hund®

U101 o1 forT: SAYTa DNA TRANu(UDS) 18T IRR &
Wwwmaﬁﬁﬁm&ﬁ%ﬁ

T gAY
wﬁ%m%m% SeruRead SoleRM
RUMH: BUTHS

: U Y fre: widfardt / 3 &1 Tt fasTg

orSTIfer: ¥g1 (Re) '
THBRA & I: 37d:RRT Fora=™

JadT: NOAEL: 150 farm/f smsifves 1R
URUMH: IS &HdT IR UHTE el

e o1 fre: Yoy Rigy faswm |
orSiIfer: ¥g1 (Re) .

TENHRMA & I 3 RRT SoiaRH

famTrITdS fauTaddn: NOAEL: 75 fimm/fem IRk YR
gfkomy: foedt Heyuf ufdgd wHTd &1 gamm 81 et

e o1 fore: Yoy Rigy fasm|
PEIGERCRIIN
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Daptomycin Injection Formulation

TTHIl T o fafd:
4.1 30.09.2023

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugdl gR SR} A &I dRIG: 02.05.2016

T30y, deR:
650795-00017

STOT - Ushd SifaH

THHRA & IE: 37d:RRT Foia==
fomrTdHS fauTadar: NOAEL: 75 T/ IRING HIR
gfvomy: foedt Heayul ufdgd wHTd &1 gamm &1 et

JUAS SR TR aFfiepd al|

STOT - Sigx/™T Sy

1 S 1Y YD Bl UR a1 bleiie a1 GRTG UeRIUISR (Fel, T, 101 o1 (FRa9) Yumett) $iT b1

JRIH Ugdl ghdl g |

3HdUdq:

Daptomycin:

&g 3qgd L 9, T, 9] @ (ARa) Yol _

3fimad D 2l O ORI SREU 81 TR 351! (SIRTR) Pl TH T Ugd
ThdI |

U RIS fauTeRTar

3ddd:

Daptomycin:

I Dol

NOAEL . 20 mg/kg

LOAEL . 40 mg/kg

TEAIHH & I - Sia:RRT

fpaq gma & ford Tudbs . 3 Months

(TSRITISR) g3 . .

&g 3faud L HPpId B FIguh

PEIIG] DR

NOAEL ;10 mg/kg

TEAIHH & I - Sia:RRT

fpaq gma & ford Juds : 1 Months

(TR g3 .

feuuft . ot TRyl Ul wHTa &1 gEe e e

I D%l

fpar gm & ford Tuds . 28 Days

(TRIUTOR) g3l .

&g 3fauq L Bl I AU, T B (FRaW) Tomen

3R L A9d (URM) U Srae Wid geH T

P ;TR

LOAEL 50 mg/kg
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TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
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UGB & I - Sia:RRT
fram g & ford dudh : 28 Days

(TSUISR) g3l
A& 3faud : SphId DI HYURR, THI B (ARTH) YUrTe

ISR
JUAS TSR TR aFfiepd al|

A4 SRaW & 1Y U
Sdydq:

Daptomyecin:

AT SIHRY L 3MINR: gl (3T0), %, A MY

12. aikfRufaea ga=r

yikfRyfae® faumamean

3T Iuas Tt

TR 3R SraerHfordr
3T IUA Tl
Tyifad Sfae J=aaa
3T IUA el
frdt & nifor=fteran

a1 Iuas gt

3= Ufdpd gHTa
ST U gl

13. fAger= Hifgard

fAue & afe

/Y T 51 9 (e . e B AT | A b |
RIT fafad &g B |

iy ofd L Tl fSsS ) A% B gTSd HRA aTell Bldre! # Srgd T ar
Hheh & ford & S|
3R gyt fafAfEy =1t favan T srvged Iae & = &
fAueE A

14. af¥ag g
SieRfga fafram

UNRTDG
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Daptomycin Injection Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 650795-00017 Ugall IR SR} A B dRIG: 02.05.2016

WA It & = H fafafeg T8t

31ms T & T-31 ot 3R
WRAS It & =0 | fafafid 7gf

3T T & Si-Pls
RIS It & w0 § fafafig 78

IMO SUFHVN & AR AP H ufkag &<
3myfef forT 7T trsde % forg o et
SUANTHdt & forg faRiy Aawnfrai
PRISE]

15. faf~ramae @

verdf ar fireror ¥ fore e, Wy, 3R yaiavur & fafawfaee

39 ITeH F 3y fAmfrfd srae N A gfaa §:

AICS - fuifed 8t
DSL . FRyifa T8t
IECSC - fyffva gt
16. 3= AT
e 1 fafy ! 30.09.2023
Sifafvad SHeRY
el ¥fic & Johad & ford . &= HId SDSs, OECD eChem ¥ i dd-1d! ST, Sel
AT fohdl g adTast Ui Tiet TR qul G ™S Torat,
http://echa.europa.eu/
fei urey . fReAam.ad
3= SR & quf arey

AIIC - 3T Taal &t Sifeferrs Tal; ANTT - Sforel &t PR Y URdg Toidl;, ASTM -
3Afet Al Uieror TRAE; bw - STa! &1 9, CMR - BRI, Geolf-d a1 Yo faseT; DIN -
THA AFSHIHR0 TRIM & AW AFF; DSL - W yard et (HH18T); ECx - x% Uffohar I &
THe; ELx - x% Ufafshdr q St ST &; EmS - TUTdhTe egd; ENCS - HiSel 3R U
IS gerd (STAH); ErCx - x% gl ax Ufdfehdr ¥ I Ydhad; ERG - ATATdbTei- Wiafshar
MES; GHS - AfYF TR W W ReH; GLP - 33T TANTRIET YT, IARC - SRR TR ¥ & fog
i Toil; IATA - SIRISTT oy uRas- THRITRM; IBC - HRI HF1 § WavAd I9”H! arl
| & AT SfR Juehur & for SieRTgia SfRaT; 1C50 - 3men siftibas MRUTHS Habs; ICAO -
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Daptomycin Injection Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.1

30.09.2023 650795-00017 Ul IR SR A &t dRRE: 02.05.2016

RIS AR faHFA W13, IECSC - o & Hie[aT Y-S Uardl & 3dedl; IMDG - SRSy
TS TARAP HIS; IMO - RIS FHeT W16, ISHL - STeNfe JR&T SR WA ST (STUH);
ISO - AF®IHROT & Y RT3, KECI - HINAT Hiefal IR $9esl; LC50 - TRI&UT SHTael
BT 50% BT Gidh Jobgd; LD50 - URI&UN STETEl BT 50% I Uldch WRIH (A °ldd WGRD);
MARPOL - STgTSTl & UgHUT &1 AT & T ST ST, n.o.s. - 37 fAfEE &Y Neh - faret
f98; NO(A)EC - Sadib = fdbar M (wfddd) UHE dda; NO(A)EL - 3fddid- 9 foear T
Ufdpd) UHE WR; NOELR - TR-3[GdH-017 YU deM &X; NOM - 3fiwiRe Bfdde faw;
NTP - ¥R fau-fa srfshH; NZIoC - 8R! @t =goht o $dedl; OECD - i wedl 3R
fa™ TE; OPPTS - IS JRET 3R UGHUT AHUM HRATAT; PBT - RIRR, Wd-THAHN 3R
fawrad uer; PICCS - @A 3R IEfe gerf o1 fhelidia gded); (Q)SAR - (HETED) I
TfAfAfY Fey; REACH - JRIU T 3R IR Uoiiarul, eidh, WRSGR R ufady aRug &1
fafa@= (EC) F. 1907/2006; SADT - W-digdl 3fqge dIgHM; SDS - YR&T sl 2ie; TCSI - dgaH
N gerd 3desl; TDG - WavAId A1 &1 URkas; TECI - Y3dis I 3dl; TSCA -
fauTe uerd = gy (e Isa SMR®T); UN - §ga J1F; UNRTDG - BIH®RS IHH &
UGG IR TG WY BT RABIRRY; vPvB - Tgd WA IR Sgd SIa-TUHAHRUT ARF; WHMIS - HT-
RJe WA Gl -1 Jurat

U RET ST 2T & SUD THIRM DI dRIG B &1 T THSRT §HR JH, STHHRT 3R Iy &
TR Tl § | TSR B JRI& &1 Y JUTAH, TN H3, UfchaT H3, T &, TRag H,
AU FRA quUT Bie & forw Haa Arfes & wu & foma fasar man § qun fed ueR &t ardt an
T[OTaAT T fAfERT 18T T SITE | U SR T ST 39 SDS & XY IR ggar! T dad
faRry Treht @ Tefid 8 aur DS wnlt & farsht o arelt & Taem a1 fansht o ufshan °, 5|
% U1 H 7 FdT91 71 81, TANT & R 9 a1 81 Taball ¢ | It yaiarstl &l @] 811 0, Taiad
¥ Sifad Iare B SDS-URR & I BT SHHe B Uied eod B, TANT R, Ulcham Hx-
TYT TG A P M 3y &1 & ARy e & SHaRY SR Rywrieai ot wften e =1y |

IN / HI
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