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TUasIBYAfUANBSIaNIZEN
Fluorouracil 50 mg/ml, 20 ml injection

918U 9,600 vials

Tssneunvauusiv
1. down Fluorouracil 50 me/ml, 20 ml injection
2. pusulanqly
& . .
2.1 gluuu Wumsaraeunmnte la dwiudadmasadonsh

2.2 dwdseney  Tu 1 ml Useneumedaen Fluorouracil 50 mg
2.3 qwaussy  U3ums 20 ml sie 1 vial
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3.1 Finished product specification: Fluorouracil 50 mg/ml, 20 ml injection, USP 41

4o Test items Specifications
1. | Identification AU
2. | YsanausendrAgy 90.0 - 110.0% of the L.A. of Fluorouracil
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3.1 Finished product specification: Fluorouracil 50 mg/ml, 20 ml injection, USP 41

(din)
D) Test items Specifications
Bacterial endotoxins NMT 0.33 USP EU/mg of fluorouracil
pH 8.6 - 9.4
AU

Volume in containers

100 - 110% of the L.A.

3
il
5. | Sterility
6
7

Particulate matter

- 9uA > 10 um lsiifiu 6,000/container

- 9un 2 25 um sy 600/container

MU

3.2 Drug substance specification: Fluorouracil, USP 41

) Test items Specifications
1. | Identification MTITNIU
2. | Vinasnenddy 98.0 - 102.0% of the L.A. of Fluorouracil, (dried basis)
3. | Impurity F and G (urea)
- Fluorouracil related compound F - NMT 0.25%
- Urea - NMT 0.2 %
4. | 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%
5. | Loss on drying NMT 0.5% (at 80°C for 4 hr.)
6. | Residue on ignition NMT 0.1%
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3.3 Finished product specification: Fluorouracil 50 mg/ml, 20 ml injection, BP 2016

LG Test items Specifications
1. | Identification MSITY
2. | Ysuneushendngy 90.0 - 110.0% of the L.A. of Fluorouracil
3. | Bacterial endotoxins 059U
4. | pH 85 9.1
5. | Urea AT
6. | Related substances MTIMU
7. | Sterility AT
8. | Volume in containers 100 - 110% of the L.A.
9. | Particulate matter BTV
- 9uA > 10 um 14iifiu 6,000/container
- U9 > 25 um lsifiu 600/container

3.4 Drug substance specification: Fluorouracil, BP 2016

¥o Test items Specifications

1. | Identification MIIINIY -

02 e 98.5 - 101.0% of the L.A. of Fluorouracil,
2. JUURWIEA
N (dried substance)

3. | pH 4550
4. | Impurity F and G (urea)
- Impurity F - NMT 0.25%
- Impurity G - NMT 0.2%
5. | Related substance / Organic impurities
- Impurity A,B,C,D,E ( for each impurity) - NMT 0.1%
- Unspecified impurities (for each impurity) | - NMT 0.1%
- Total impurities - 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 WaM3AAIEY Elemental impurity %38 Risk assessment report (WAASLENES

Usenau)

WUELNR - NMT = Not more than
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4.2.2 nsdigmbntmndndsng fundedlionansiusesunnsgrunisndneinamaninest
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