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3.1 Finished product specification:

UD Test Items Specifications

3.1.1 | Identification Meet the requirement

3.1.2 | Assay 95.0-105.0% of labeled amount
3.1.3 | Sterility test Meet the requirement
314 | pH 4.5-55
3.1.5 | Volume in container Not less than 5.0 ml
3.1.6 | Bacterial endotoxins test Not more than 50 EU/mL
3.1.7 | Particulate matter >10-micron NMT 6000 per container
>25-micron NMT 600 per container
3.1.8 | Related substances
-Individual impurity Not more than 1.0%
-Total impurities Not more than 1.5%
FURlAUANENTIUNTNIVIUARNENWZLAN1ZEN
Lo (UTEBNMUNTTUNT) 2eeereeeeeeeeeeeeeeiies (ATTUNT) B (A331019)

' 4

FUANARNTINTETOUNY qUUTHERY)  (509rans1sdTeye JunUseiasy)

(WnEvNINIAUE Y25918)

L] «a



3.2 Drug substance specification:

) Test Items Specifications

3.2.1 Identification Meet the requirement

322 Assay 98.0% - 102.0% of the labeled amount
323 Sterility test Meet the requirement

324 Residue on ignition Not more than 0.1%

3.25 pH 5.0-6.0

3.2.6 Loss on drying Not more than 1.0%

3.2.7 Bacterial endotoxins test Not more than 30 USP Endotoxin Units/mg

3.2.8 Impurities
-Palonosetron related compound A Not more than 0.1%
-Palonosetron related compound B Not more than 0.1%
-Palonosetron related compound C Not more than 0.1%

-Palonosetron related compound D Not more than 0.5%

-Palonosetron enantiomer Not more than 0.1%
-Palonosetron related compound E Not more than 0.5%
-Any individual unspecified Not more than 0.1%
-Total impurities Not more than 1.0%
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