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3. amaalanInaRa

3.1 Finish product speciﬁcation("

1. Snuarnsnty 95.0 - 105.0% of the L.A. of Cytarabine
2. Identification ATINU
3. Acidity or alkalinity 7.0-95
4. Related substances - Any spot corresponding to uracil arabinoside : NMT 2.0%
- Any other secondary spot : NMT 0.5%
5. Sterility ATIWU
6. Bacterial endotoxins ATINU
7. Particulate matter ATIINIU
- BYMATUIA > 10 pm 15ifin 6,000 aumA
- BUMAYWIA > 25 pm Ll 600 auma
8. Volume in container ATIINI
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3.2 Drug substance specification : Cytarabine o

1. WSnmaaendngy 99.0 - 100.5% of Cytarabine (Calculated on the dried substance)
2. Identification ATIHU

3. Appearance of solution AT

4. Specific optical rotation +154° to +160°

5. Related substances Total impurity : NMT 0.5%

6. Loss on drying NMT 1.0%

7. Sulfated ash NMT 0.5%
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3.1 Finish product specification®
1. USinaaasdan m’mu’numuﬁszq‘lu Finished product specification
2. Identification mwmumuﬁi:ﬂu Finished product specification
3. Dissolution m’mthum’mﬁizi,‘l‘lu Finished product specification
4. Content uniformity mi’mmumuﬁi:qh Finished product specification
5. Impurity / Related substance m‘sm&humu'ﬁ'iz‘l.qllu Finished product specification
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aalsznmadininguanzsii

1. Bagn Filgrastim 300 mcg injection
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3. anANUANIINANA

3.1 Finish product specification"”

1. Identification dadusaInanisaTIvatinaes 1 35 Tu 5 53 léun
- CZE %30 IEF
- PAGE+Immunoblotting
- Peptide mapping/LC
- N-terminal sequence analysis
- HPLC
2. Potency 80 - 125% of the state potency
3. Sterility AT
4. Bacterial endotoxins NMT 2.5 Endotoxin units/mg
5. pH m’mmumuﬁliquu Finished product specification
6. Extractable volume m’aﬁ)mumuﬁi:q‘lu Finished product specification
7. Particulate matter ATIH
- aymazwIa > 10 pm liiAu 6,000 auNA
- BMATWIA > 25 pm il 600 GUERE)
8. Protein content mmmumuﬁiquu Finished product specification
9. Aggregate test mwmumuﬁiwh Finished product specification
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3.2 Drug substance specification : Filgrastim Concentrated Solution®

ki

1. Protein content

Minimum 0.9 mg of protein/mL

2. The estimated potency

80 - 125% of the state potency
(Minimum 1.0 x 10° IU/mg of protein)

3. ldentification

AU

4. Impurities with molecular masses higher

than that of filgrastim

By Size-exclusion chromatography

-Total of the peaks with retention times less than that of the
principal peaks : NMT 2.0%

5. Impurities with molecular masses

differing from that of filgrastim

By Polyacrylamide gel electrophoresis

- Impurities with molecular masses lower or higher than that of
filgrastim : NMT 2.0%

6. Impurities with charges differing from that

of filgrastim

By Isoelectric focusing
- Any impurity : NMT 10%

7. Bacterial endotoxins

Less than 2 IU in the volume that contains 1.0 mg of protein

8. Related proteiné

By Liquid chromatography

- Any impurity : For each impurity NMT 2.0%
- Total : NMT 3.5%
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i’l&lmﬁﬁ 4 Methotrexate 5,000 mg injection

muﬂizn'mﬁ'mi'mquaﬂ’zsmﬁ

1. Bamn Methotrexate 5,000 mg injection

2. amanianaly

21 guuuy Jussazmodnanide dwivde

22 sudstnay  Usznaudis Methotrexate 5000 mg lussazaoUSunes 50 mL

23 MU ussa’lum‘mussama@ﬂﬁﬂmm’ﬁa 2@ type | glass u.a:msanm‘nummmmﬂaanmm
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3. amananismana™?

3.1 Finish product specification""(z’

Test Item il USP 38 B

1. ﬂ?mm‘ﬁmém"zy 90.0 - 110.0% of the L.A. of Methotrexate 95.0 - 110.0% of the L.A. of Methotrexate

2. Identification ATITHI ATV

3. Bacterial endotoxins NMT 0.4 USP Endotoxin U/mg ATIINU

4. pH 7.0-9.0 7.0-9.0

5. Sterility ATIVNIUONY General requirement VaINET | aTIIRU

FIURMIY Finished product Juuy
Injections

6. Volume in container ATITHIN ATIHIU

7. Particulate matter AT ATITEN

- 2@ 2 10 pm luiAin

6,000/container

-UUN 2 25 pm laifin

600/container

8. Related substances - - impurity C : NMT 3%
- impurity B : NMT 0.3%
- impurity £ : NMT 0.3%
- The area of any other secondary
peak : NMT 0.2%
- The sum of the areas of any other
secondary peaks : NMT 1%
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32 Drug substance specification Methotrexate“”z’

" Test !tem : o ok g , ;
1 ﬂsuwmmmmﬂty 98.0 - 102.0% of Methotrexate 97.0 - 102.0% of Methotrexate
(Calculated on the anhydrous basis) (Calculated on the anhydrous basis)
2. Identification AT AT
3. Water NMT 12.0% NMT 13.0%
4. Residue on ignition NMT 0.1% -
5. Enantiomeric purity NMT 3.0% By Liquid chromatography
- Impurity F : NMT 3.0%
6. Heavy metals NMT 20 ppm NMT 50 ppm
7. Sulfated ash - NMT 0.1%
8. chromatographic purity / | - MTX related compound B : NMT 0.3% By liquid chromatography
Related compound - MTX related compound C : NMT 0.5% - Impurity C : NMT 0.5%
- MTX related compound E free acid : NMT 0.3% - Impurities B,E : for each impurity, NMT 0.3%
- MTX dimethylamide and MTX related compound | | - Impurities H,l : for each impurity, NMT 0.2%
. NMT 0.2% - Unspecified impurities : For each
- MTX dimethylamide and MTX related compound impurity NMT 0.05%
H : NMT 0.2% - Sum of impurities other than B,C and E
- Any unspecified impurity : NMT 0.1% : NMT 0.5%
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918971350 5 Regorafenib 40 mg tablet

Lo ke =
andszniAInIa auUaNBSIN

1. Baen Regorafenib 40 mg tablet

2. amananaly

2.1 suuy Wugnde dwmsusudsnmu

22 sudsznay  Usznaueawdann Regorafenib 40 mg lu 1 1ia

2.3 MTUEUIN ussq‘lum’ﬁmmsﬁgmﬂ@aﬁw Unaruanudiwle

2.4 281N - s::q%am fulsEnaud @A LA AL JUNE 'S'uﬁvumq N wansdon
#suen uazdimaAusnsien 'li'azhai’mwuumsqﬁm*ﬁ

- LILLAIEN azhau”,aU@Tamq’ﬁlamm?a%amamsﬁw UL INEULASTIAANULIIVDIEN

Wwfinde 'S'uz?vua'lq'lﬁ‘ﬁ'mﬁm

3. amdaANImaRa

3.1 Finish product specification™®
1. USanuaaendinty mwmu@nuﬁszq‘lu Finished product specification
2. Identification (v‘li’ﬁ]mum&lﬁsquu Finished product specification
3. Dissolution @li’aﬁlmumuﬁszi,‘l'lu Finished product specification
4, Weight variation %38 mwchumwﬁszq‘lu Finished product specification
Uniformity of weight (mass)
5. Water content - m’aﬁ]mu@nuﬁs:qlu Finished product specification
6. Impurity / Related substance Gli’Jﬁ)N’mmuﬁi:q‘Lu Finished product specification
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