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Fluorouracit 50 mg/m{, 20 ml injection

97U 7,200 vials
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1. down Fluorouracil 50 mg/mi, 20 ml injection
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2.2 dwdszney  lu 1vialuseneudne Fluorouracil 50 mg/ml TuasazaneySuns 20 ml
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3.1 Finished product specification: Fluorouracil 50 mg/ml, 20 ml injection, USP 41

) Test items Specifications

1 | YSnaihendrdey 90.0 - 110.0% of the L.A. of Fluorouracil
2. | Identification PIIIY

3. | Bacterial endotoxins NMT 0.33 USP EU/mg of fluorouracil

4. | pH 8.6 -9.4

5. | Sterility MIINY

6. | Volume in containers 100 - 1109% of the L.A.
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Test items

Specifications

Particulate matter
- U9 2 10 um Taifu 6,000/container

- UM 2 25 um iy 600/container

NI

3.2 Finished product specification: Fluorouracil 50 mg/ml, 20 ml injection, BP 2016

D) Test items Specifications

1 YSanushendrdyy 90.0 - 110.0% of the L.A. of Fluorouracil
2. | Identification ATINIU

3. | Bacterial endotoxins PTIMIU

a. | pH 85-9.1

5. | Urea AT

6. | Related substances AU

7. | Sterility AT

8. | Volume in containers 100 - 110% of the L.A.

9. | Particulate matter ATIY

- U9 2 10 um laiifiu 6,000/container

- 9UA 2 25 um Ty 600/container

3.3 Drug substance specification: Fluorouracil, USP 41

h) Test items Specifications

1| YSuneushendqdy 98.0 - 102.0% of the L.A. of Fluorouracil, (dried basis)
2. | Identification Test ATITNIY

3. | Impurity F and G (urea) - Fluorouracil related compound F : NMT 0.25 %

- Urea : NMT 0.2%
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Test items

Specifications

Related substance / Organic

impurities

- Fluorouracil related compound A : NMT 0.15%

- Fluorouracil related compound B : NMT 0.15%

- Uracil : NMT 0.15%

- Fluorouracil related compound E : NMT 0.15%

- 5-Methoxyuracil : NMT 0.15%

- Any individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 0.5%

Loss on drying

NMT 0.5% (at 80°C for 4 hr.)

Residue on ignition

NMT 0.1%

3.4 Drug substance specification: Fluorouracil, BP 2016

to Test items Specifications
1| YSwnashenddyy 98.5 - 101.0% of the L.A. of Fluorouracil, (dried substance)
2. | ldentification Test ATIWIUY
3. | pH 45-50
4. | Impurity F and G (urea) - Impurity F : NMT 0.25%
- Impurity G : NMT 0.2%
5. | Related substance / Organic - Impurity A,B,C,D,E : for each impurity, NMT 0.1%

impurities

- Unspecified impurities : for each impurity, NMT 0.1%
- Total : NMT 0.5%

6. | Loss on drying NMT 0.5% ( at 80°C for 4 hr.)
7. | Heavy metals NMT 20 ppm
8. | Sulfated ash NMT 0.1%
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3.5 wan139As13v Elemental impurity %38 Risk assessment report (WaALaNENS
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