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fructose 5 g/100 mL + glycerol 10 g/100 mL + sodium chloride 300 mg/100 mL

solution for infusion, 500 mL bottle

1, Haen  fructose 5 /100 mL + glycerol 10 ¢/100 mL + sodium chloride 900 mg/100 mL

sotution for infusion, 500 mL bottle
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2.1 vy Wugnsazanslaseanids
2.2 @nsenat Usenausesien Fructose 5.0 g, Glycerine 10.0 g uag
Sodium chloride 900.0 mg Tu 100 ml
2.3 AUULUTTY usrlurnedmisndsedau
2.4 aa1n - seyAegndrulsznauiiendifiyuaralnuus Hudueny vavdl

ranuazaunseumuelSageimauunussgdun

+ 2 lﬂ' < d] 2
- uuﬂﬂ‘uuzusiﬂamauaaﬁa&ssqmmma%mamsm

druUssnaufenddyuasmiunsy Juiuey uasaungs 13

YaLau

3, paguURnIanaiia

3.1 Finished product specification

Specifications

1 Identification

: A : ._.- .- : : -
arakusnunsEylu Finish product specification

2 Assay

90.0 - 110.0 % L.A. of Glycerine
95.0 - 105.0 % LA, of Fructose
95.0 - 105.0 % L.A. of Sodium chioride

3 | 5-hydroxymethylfurfurals laitfiu 0.0024 % w/v

4 |pH 3.0 - 6.0

5 | sterility test mi’aﬁ]&i’mmuﬁisﬂu Finish product specification

6 | Bacterial endotoxins Tadfiu 0.5 USP EU/m

7 | Particulate matter mmamumuﬁ‘asﬂu Finish product specification
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fructose 5 /160 mL + glycerot 10 8/100 mlL + sodium chloride 900 mg/100 ml. solution for infusion, 500 mL bottle




W 2 90 3

~Drug  substance  specification WR1501910 UALATIENURIEHER drug
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fructose 5 /100 mlL + glycerol 10 ¢/100 mL + sodium chloride 900 mg/100 mL solution for infusion, 500 mL bottle
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ANANWEILIAN ST
fructose 5 /100 mL + elycerol 10 g/100 ml. + sodium chloride 900 me/100 mb sotution for Infusion, 500 mL bottle




