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3. amANTAN1IMALA

3.1 Finish product specification”

Test ltem USP 42
1. S wdasndan 90.0 - 110.0% of L.A. of Pemetrexed
2. ldentification AT
3. Weight variation ATV
4. Organic impurities - Ketopemetrexed: NMT 0.60%

- Any individual unspecified impurity : NMT 0.24%
- Total impurities : NMT 1.30%

5. Bacterial endotoxins NMT 0.17 USP Endotoxin units/mg of Pemetrexed
6. Sterility ATINU
7. Particulate matter AU

- auMAIwIa > 10 pm Lifin 6,000 ayna
- a¥N1ATWIA > 25 pm Wilfiu 600 aya
8. pH 66-78

9. Volume in container ATIIHIU
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3.2 Drug substance specification : Pemetrexed disodium'”

Test ltem USP 42

1. USunaarsndngy 97.5 - 102.0% of L.A. of Pemetrexed disodium,

calculated on the anhydrous and solvent-free basis

2. ldentification NI

3. Organic impurities - N-Methylpemetrexed : NMT 0.15%

- Pemetrexed glutamide : NMT 0.15%

- Any individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 0.60%

4. Enantiomeric purity NMT 0.3%

5. Water 19.5% - 22.1%

6. pH 75-84

7. Bacterial endotoxins NMT 0.17 USP Endotoxin units/mg of Pemetrexed
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3. AMANTANINAKA

3.1 Finish product specification

Test ltem

USP 42

1. USanmueendnny

90.0 - 110.0% of the L.A. of Thalidomide

2. Identification

AIIIHI

3. Microbial enumeration test

and Tests for specified microorganisms

Total aerobic microbial count NMT 1000 cfu/g and the total combined

molds and yeasts count NMT 100 cfu/g wazas19liwuite Escherichia coli

4. Dissolution

uaasmassaelaikoundn 70%(Q) of the L.A. of Thalidomide lu 60 w1#l

5. Uniformity of dosage units

AT

3.2 Drug substance specification : Thalidomide

(1}

Test Item

USP 42

1. Sy

98.0 - 101.5% of Thalidomide calculated on the anhydrous basis

2. |dentification

AI29H U

3. Microbial enumeration test

and Tests for specified microorganisms

Total aerobic microbial count NMT 1000 cfu/g and the total combined

molds and yeasts count NMT 100 cfu/g

4, Water

NMT 0.5%

5. Chromatographic purity

- any individual impurity : NMT 0.1%
- total impurities : NMT 0.3%

7. Ordinary impurities

NMT 0.1%
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