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3.1 Finished product specification: USP

Yo Test Items Specifications
1 | Identification Meet the requirements
2 | Ysanuiendidy 950 -105.0 % LA of Dextrose Monohydrate
and Sodium chloride
3 | pH 32-65
4 | Ysunm 5- Hydroxymethylfurfural and related substances absorbance laitfiu 0.25
5 | Sterility test NI
6 | Bacterial endotoxins Tisnn3d1 10 USP Endotoxin Units /gm of
dextrose
7 | Particulate matter (33 Light Obscuration Particle Count test)
- 9u7A >10 Um lsiifiu 6000 sunta/ meuzussy MIIIU
- gun >25 Um Litfiu 600 ayn1A/N1TULUTIY MR
8 | Particulate matter (35 Microscopic Particle Count test)
un >10 Um Liiiu 3000 aunia/nusussy MIITHIU
g9 > 25 Um Lifin 300 aunia/meusussy NIIH
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3.2 Drug substance specification: USP -

4o Test Items Specifications
1 | Identification Meet the requirernents
2 | Wsundenddty 95.0 -105.0 % LA of Dextrose and Sodium chloride
3 | pH 35-65
4 | Y3um 5- Hydroxymethylfurfural and BTN
related substances
5 | Sterility test NIIEIU
6 | Bacterial endotoxins Taiunndn 0.25 1W/ml
VBN
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