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FsHA Yebdth (g A 559 60%)
Fd, 583 HAARAE THehe AF, A8 A%E F2T 5 9on, o= A 97 8
otlA slE 714 & Aot

2)
of & B{E Fo MAHY £f Fol Foko] FUY ol dukgol hd HFAY HEo] Bf =
T ARHA genh A el 9lo) of ok Fade 1t £+RE FEE A, o] o T
ol& FTHEAE AAsoF At

8. &ofo th3t Fof

A8 AAe UNE me Gobell thgt A FEA ] FHH UA 4
44 ofstel ot Ao Al Fols AHEHA dow 1/4E o] de FotlMe HAE Fofstoiof

.
FAAE 164 mgke] Lolo] B HA fEAC] BUHA 2otk

9. .l th3t Fof
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1. 35N 247 AA

1) Aol o@ e Fol A AF, 24 2L AYAY A% AvEi FURgdN 2L, 2%,
A4, GRS, SEASG B4t BRHAG,

2) AFFole] tF A F4 HF T T TEY JAAL Fol FrEA L o
A dulgeage od =88 ASAE g 3% S AAE gzl Y=
Fae Aol Eoh B47] 2% 58S AvEARe] 03 60%olL A AREA B 74%
|},
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12. 71&
1) SEAPANA, o] & AA AZEFHR fFrASAY T ol &FolA FAdo] LA dAH
T4 4 PES U3 Fo= 350mg/kg/day oA A ElepzAol ) EA A - %
o| A AAote] Aol AAET, 1800mg/kg/daylAE Ao} Al Z7bat T, A4 o]
Pgoldol HHEYOY BAEAHL ATk 71H AT T4 A E7jel g FE Fo=
600mg/kg/day ool wiElz AbgE B AHE Ejol EZAclFY THEO FUHHUL,
1800mg/kg/dayol A= Elo} AFE TAAZHL Holr]d BHES F7HIAT. 200mg/kg/day-&
FFS FA U ZAEA L 1800mg/kg/day FFolM HZEH AT 7 BEA 7)7HEd
NEO| FES TS o, 3600mg/kg/dayol A ElotAlFo]l Aaga, gof 4 el
71t 8o Y¢S FA P £ 1200mg/kg/dayAth. £ A A mAEA
AT Al WA JAFH i 71 % HE =S TP o), 1800mg/kg/day-&
T+ maternal effectol] o]3HFg-S oF7| A7 A] Gkt
JO2 FAE ol HulEZAE 50, 300, 1800mg/kg/dayE A 1045 F<+ FAh
F& mg/m2 71EC2 A AAH YL FI(MRHD) 3000mge| 6Hfll 3
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E] ovary/HGPRT locus assay®] Ames testt} A9 Efr5&E AEAA o] ok

FA 71 A ottt 7 S5 A2H dadze] AZEE 7] dAAY A o 243 A

W ok 2PN GHA ol FEEHA U o] o ieEedE 9 FHAM
(ucb L057)& Ames testt} AJA 9] vpg-x FZF Ao A EAHE FEATA okt

4) ARG GAY FH 9 Y HE 1800mg/kg/day &F7A FARES W) oW o] kg
= #2HA Yt (mg/m2 EE &L 7|FCE MRHDY 64l s g3ict)
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13. 4499 79

) ofRlole] &o] $x @t Fo| nEdh

D) ol A HUOE W ol HEA ol B WARE PAHL 84 o Fe] UAU WAE AF
& A8 gt Aol % §717h BEAHI £4HA ke Aolw AS,

3) FANL 1880w, 4§ B 4 W

2 BE &9 B i A AUl HAY FA A4 BlH wMIHHA onz Fod
o}

O AZYH 3 AT

AE87], AL1~300) 2, AXLYZRE 1271 ¢
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1.3 959 %E5S(DMF) A%
O #RE A
* A4 E A=Y : Sun Pharmaceutical Industries Ltd.
- 4 : Plot No. 24/2, 25, Phase 1V, G.I.D.C, Industrial Zone, City : Panoli-
394 116, Dist : Bharuch, Gujarat State, India
- DMF 553 : 20160405-183-1-485-25(1)
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[ ALRE S 8hel ]

o NAFEHL 7817t F5 AzetF AR E A"y o FAES F7, Adol LT dSFor, 7|57t FA
A (concentration, 500mg/5mL)TE— 02 4% g glo] AL & UEE /NLHE premix A ¥ (ready to use,
500mg/105mL) %] FAAZ, YFA P A AR EA g 4NPAE(EH: §5)F A=

o OofFe FEHES TR ABx A2F AT g A272 A3Y A2z wiebd FAAZA dEoFE

d

of EF7} oW HA-ADAGT FAT AAIRL, o|SASHAFEAANUARCIE B AWPH hE U2
ow Agete] NEAR)Z YRATAHC] B ARE BLY 4 UL

o ‘zAO] B AYS AYFT B A3, $-8F, AL FNG 5o AL A5 ES 285
of 37} 19,

o AZE AFAFEEHAGARE AFY, F FT A9 AROFE 4 9 SH8A(2e
UEE)S) ool 2R F7HE vlesmg-%sme), AHEA oA F AY BRE AEE] HF BFs
A%A @ Besk dom, 9N A7} A golshl A4E Wl dalAE FUsA AAsor 3

rio

2o}
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1718 £ WA U AuH B XNE
11. AFEE

o AEY : HulE FF500mg(El vl E A

o ofgZ-go] wE & (Pharmacological class) : FHAA (113)

o A8 714 - NMDA 84 25 WA (Ca2+ Ad AekAl)

12. 719 2 /24

o ZAolehs $FF RN B W 54 Fopol Wasit

rir

Aol Hok WE EFAHY Aol sd xe

2
o ste] 2 A= 7l87E FF AzEAre S-8Fel Wel 0.9% Sodium Chloride 100mLo}F 7| Zet+E
4qst7] A dEe 4 =AY AREE dvE"Te A4 B @A AHget Sle 24e JdE

Hhgstazt ko HF 105mL A Fol dMEleAE 500mge] EE A= AEd

2. +7=Z&ddE-=85sH 4
21. 959 %F(Drug substance)
211 YRR

o Uuby : HHE A

1
wa
0z
o
Lo
®
0x
1
2
H
el
>
Hl
HH
1
e
e
rot
>
HI

212 A5 YEFE ANFEFE
o YHIE|SAE : USP

22. $A 9| 9 (Drug product)
221. A7HAY FF (FAA, LA, DA, HolAd 7= BF)

o AHUEEF, M EMIEFFAE, PHENTSER, FAES

222 $AJFE ANFYE

WY BN A4A (BpH OdF W)

SEAY (W FAEY W lg) 0 dzgesn

O 55448 07848 W38 0 E22E/4% - A9

A g aEo] HgH F BE S AT

AAA Y

O 3al/82408 W AZEHA/ANZLENE O A=A/ AAEAE

0 24401248 0 B8R aA8/as BrasaAy
EEALEESEPEUINLE EXREEERLE AL

O 925y W AEEA/29428408 0 439408 0 8449 O 78
NG H5E 75 WE AT
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*EFAY L IAANY, FLHAE, S 2B Y, 23
* 71 AR EAY, ARy JAEANY T

3. ek Mol 3 Xt
31. 9= %FFS TN
32. A kEe] AARA

o ki ok Exil 7198 A2 A3}
BN HENE 257 /40% RH 7)1z A3a
Zozedd oy
7HEAN " 40C/25% RH 71z A%

33. A tFd AAAYH

o 7] o7lg, 7tE o A A AF el ZAsA (o FT AR
£7], AXHEF1~30C)) T A7 HAZLYZREH 1271€) 2 AAHAS.

4, Sdof| et Xtz (CTD 4.2.3)

5. k2| &80 st XAt= (CTD 4.2.1 ¥ 4.2.2)

6. A REEHo| &5t Xt7 (CTD 5.3)
o AEAE 7|57 H2FE Az olg e AR AE
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